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O npoBeacHNH MAIOTHOTO MMPOEKTA IO BHEAPCHUIO KOMIIO3HUTHOM rOCYJapCTBEHHOH YCIIyTH
IO PETUCTPAIMH JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX W3AEIHHA O IPUHIUITY "€qUHOrO
OKkHa"

CoBmecTHBIN npuka3 MunucTpa 3apaBooxpaneHus Pecnyonuku Kazaxcran ot 11 mapra
2026 roma Ne 30 m 3amectutens IIpembep-Munuctpa — MuUHHUCTpa MCKYCCTBEHHOTO
MHTEeIUIeKTa U 1udposoro pazsutus Pecnybonuku Kaszaxcran ot 12 mapra 2026 roga Ne 140/
HK

[Tpumeuanne NU3I1!
BBenenue B neiictsue cM. 1I. 5.

B cootBercTBHUM co cTaTheid 22 3akoHa Pecny6nuku Kazaxctan "O rocynapcTBEHHBIX
yciyrax', a Takke B LEISX ONTUMHU3ALMHU MPOLIECCOB OKa3aHUsl rOCYIapCTBEHHOM YCIyTH
I[TPUKA3BIBAEM:

1. Bo Bcex o0nactsix, TopoJax pecrnyOIuKaHCKOTO 3HA4Y€HUs, CTOJUIL PecnyOnnku
Ka3zaxcran 3anmycTuTh NUJIOTHBIM MPOEKT MO OKa3aHUIO TOCYAapCTBEHHOU yciyru "Beigaua
PErUCTPALMK JIEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX HM3JEIUN MO0 NPUHIUIY "€JUHOTO
OKHa".

2. YtBepauts lIpaBuna peructpaiuu JeKapcTBEHHbBIX CPEACTB U MEAULIMHCKUX U3JIETUN
10 IPUHIUITY "€MHOT0 OKHA' COTJIACHO MPUJIOKEHUIO K HACTOSIEMY ITPUKA3Y.

3. KoMurety MEIUIMHCKOTO U (papMalleBTUUYECKOr0 KOHTPOJs MuHuUCTEpCcTBa
3npaBooxpaHeHuss PecnyOnmkn KazaxctaH B yCTAHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecny6iiuku Kazaxcran nopsiike o0ecneyuTh:

1) pa3MenieHune HAcTOAILIETO MpHUKa3a Ha HHTEpHET-pecypce MuHHCTepcTBa
3npaBooxpaHeHus Pecrryonuku Kazaxcran mocie ero ouiuaibsHOTO OMyOIMKOBAHUS;

2) B TEUEHHUE NATU KaJIEHAAPHBIX JHEH CO JTHA YTBEP)KIEHUS HACTOSIIET0 COBMECTHOTO
npuKasa HampaBiieHue B PecnyOnmkaHckoe TrocyJapCTBEHHOE MpEANpUSTHE Ha IpaBe
X034icTBeHHOTO BefeHus "MHCTUTYT 3aKOHOJATeNbTBA M MpPaBaBol HHGOpMaLUU
PecnyOnuku Kazaxcran" MunuctepctBa roctunuu PecnyOnuku Kazaxcran s
opuUIMATBFHOTO ONYyOJMKOBAHUS M BKIIOYEHUS B OTAJOHHBIA KOHTPOJBHBIM OaHK
HOPMATHBHBIX IPABOBBIX akTOB PecnyOnnku Ka3axcras.

4. KoHTposb 32 MCHOJHEHHEM HACTOSIIETO COBMECTHOIO IMpPHKa3a BO3JIOKUTh Ha
KypHUPYIOILETO BUIIE-MUHUCTpaA 3ApaBooxpanenus PecnyOnuku Kazaxctan u Kypupyrouiero
BUIIE-MUHHUCTPA HCKYCCTBEHHOTO HWHTE/UIEKTa M I1upoBoro paszButus PecnyOnuku
Kazaxcran.



5. Hacrosiminii COBMECTHBIM TPUKA3 BBOJAUTCS B JCUCTBHE CO JHS €ro IEPBOIrO
opUIHAITBHOTO OMYOJUKOBAHUS, PACIIPOCTPAHSICTCSl HA MPABOOTHOIICHUS, BO3HUKIIKE C 1
saBaps 2026 roga u nerictByet mo 31 nexabps 2026 roxaa.

3amecrurens Ilpembep-MunncTpa —
MHuHHCTp HCKYCCTBEHHOIO HHTEJIIEKTa K. Manues
u nugposoro passutus PecriyOnnku Kaszaxcran

MuHuCTp 31paBOOXpaHeHUS
A. AnbHa3zapoBa
Pecriybnnkn KazaxcraH

IIpunoxenue
K COBMECTHOMY TIPHKa3y
3amecturens [Ipembep-MunnCcTpa
— MUHHCTP UCKYCCTBEHHOTO
UHTEJUICKTA U IU(PPOBOrO
passutust PecrryOnukn Kazaxcran
ot 12 mapTta 2026 roma Ne 140/HK
1 MUHHCTp 3/1paBOOXPAHCHHUS
Pecny6mmkn Kazaxcran
ot 11 mapta 2026 roma Ne 30

IIpaBuna perucTpanyy JIEKAPCTBEHHEIX CPEACTB U MEIUITMHCKUX U3EJIHi IT0 IPUHIUITY "€IMHOTO
okHa"

I'masa 1. O6nme moyroxeHus

1. HacTosiuue npaBuia perucTpalu J€KapCTBEHHbBIX CPEACTB U MEAUIIMHCKUX U3/ICIIHI
no npuHuuny "enuHoro okHa" (nanee — [IpaBuna) pa3paboTaHbl B COOTBETCTBHH C YaCThIO
nepBoil myHkrta | IlpaBun peructpauuu M SKCIEPTHU3bl OE30MaCHOCTH, KayecTBa H
(b (PEeKTUBHOCTH MEAMIIMHCKUX W3JeNuid, yTBepxaeHHbIX Pemennem CoBera EBpaszuiickoii
Oxonomuueckoi Komuccun ot 12 depans 2016 rona Ne 46 (nanee — Pemenue Ne 46),
nyHKTOM 3 [IpaBuin peructpanuu U 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO
IpUMEHEHUs, yTBepKIeHHBIX Pemennem CoBeta EBpa3suiickoil SJKOHOMHYECKONH KOMUCCHH
oT 3 Hosi0ps 2016 roga Ne 78 (manmee — Pemenue Ne 78), a takxke Pemenunem Coera
EBpasniickoil 3xoHoMuyeckoit komuccuu oT 10 utons 2022 roma Ne 96 "O BpeMeHHBIX Mepax
10 YCTaHOBJIEHUIO OCOOEHHOCTEW OOpaIlleHHs JIEKAPCTBEHHBIX CPEICTB JJIsI MEIULMHCKOTO
npuMmeHeHus", co crtathelt 22 3akona Pecriy6nuku Kazaxcran "O rocyaapcTBeHHbIX yciayrax"
(manee — 3akoH), cratbeil 19 3akona PecnyOnuku Kaszaxcran "O0 unpopmaTuzanuu" u
ONpENeNsAIOT MNOPSANOK OKa3aHus [0 NOpPUHIUNY "eIUHOro OKHa" KOMIIO3UTHOMU
rocyaapcTBeHHOM ycayru "Bpigaua 3akioueHuss O 0€30IaCHOCTH, KayecTBE H
(¢ (PEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB W MeaumuHCKuXx m3aenuit", "['ocymapcTBeHHas
perucTpaius, nepeperucTpanus JIeKapCTBEHHOIO CPEICTBA WM MEAMIIMHCKOTO H3EeNus,
BHECEHHE HM3MEHEHUN B PErUCTPALMOHHOE [OChE JIEKAPCTBEHHOIO CpEACTBA WU
MEIULIHUHCKOro u3nenus’, "Perucrpanns HeHbl Ha JICKAPCTBEHHBIE CPEICTBA U MEAULIMHCKUE



u3aenus", a TakkKe MpoBeAeHUE MPO(ECCHOHATBHONW SKCIEPTU3bl A BKIIOYCHUS B
Kazaxcranckuil HalmoHanbHBIA JeKapcTBEeHHBIN Qopmynsp (nanee — [Ipodeccuananbuas
AKCIEPTU3A).

2. B nacrosmux IIpaBuiiax uCHoOb3YIOTCS CIEIYIOUIUE TEPMUHBI U OTIPEEICHHUS:

1) MeIUIIMHCKUE U3 IS in Vitro TUarHOCTHKUA OTKPBITOTO THIIA — MEIUITMTHCKHE
U3IeNHs Uil AUArHOCTUKU In Vitro, SKCIUJTyaTalusi KOTOPBIX B COOTBETCTBUHM C HX
(YHKIMOHAIBHBIM HAa3HAYEHUEM BO3MOXHA IMPHU MCIOJIb30BAHUM PEAreHTOB (PEaKTUBOB)
HIUPOKOTO Kpyra MpOU3BOIUTENCH;

2) mporpaMmMHoe oOecledyeHue SBISETCS MEAULUUHCKUM HU3JAENHEM MPHU YCIOBUU
COOTBETCTBHSI €70 BCEM CJIEAYIOIIUM KPUTEPHUSIM:

npeacTaBisgeT coooit mporpammy s OBM unu ee Moaynu BHE 3aBUCHUMOCTH OT
HCIIOJIh3YEMOM amnmapaTHOW MmiaTGopMBbl, a TAaKKe CITOCOOOB pa3MENICHHS MPOrPaMMHOTO
oOecrieueHus U IpeIoCTaBICHUS J0CTyNa K HEMY;

HE SIBJISIETCS COCTABHOM YaCThIO IPYTroro MEAUIIMHCKOTO U3IEIHS;
peIHa3HAYeHO MTPOU3BOAUTEINIEM ISl OKa3aHUS METUIIMHCKON TTOMOIIIN;

pe3yabpTaT IEeUCTBUS MPOrPAMMHOIO OOECIEeUeHHUs 3aKI0YaeTCs B UHTEPIPETAlUH B
aBTOMATUYECKOM PEKHUME, B TOM YHUCJIE C MCIOJIb30BAHUEM TEXHOJOTHIl MCKYCCTBEHHOIO
MHTEJUICKTa, WU 10 33aJlaHHBIM MEIUIIMHCKUM Pa0OTHUKOM TapaMeTpaMm, BIUSIONIUM Ha
MPUHATHE KIMHUYECKUX PEIIeHU, Habopa JaHHBIX, MOTYUYEHHBIX OT MEAUITMHCKUX U3ICITUH,
JOMYIIEHHBIX K OOpalleHHI0 B YCTAHOBJICHHOM MOPSAKE WIM BBEACHHBIX MEIUIIMHCKUMU
pabOTHUKAMU B TEJISIX OKa3aHUS MEAUITMHCKON TTOMOIITH;

3) OuoaHaAJOTMYHBIN JIEKApCTBEHHBIM IMpemnapaTr (OuoaHayor, OMOIOI0O0HBII
JEKapCTBEHHBIN MpenapaTr, OMOCUMUISAP) — OHMOJOTMYECKUH JIEKapCTBEHHBIN Mpemnapar,
KOTOPBIA COJEPKUT BEPCHUI0 JEHCTBYIOLIETO BEIIECTBA, 3apPETHUCTPUPOBAHHOIO
OMOJIOTUYECKOTO OPUTMHAIBHOTO JIEKAPCTBEHHOI'O Mpemnapata WKW pedepeHTHOro
JIEKapCTBEHHOIO MpernapaTa U Mo KOTOPOMY MPOJIEMOHCTPUPOBAHO CXOACTBO (1Mo00ue) Ha
OCHOBE CpPaBHUTEJIbHBIX HCCIEJAOBAaHUNM MO TOKa3aTeNlsM KadyecTBa, OHOJOTMYECKOU
aKTUBHOCTH, O€30macHOCTH U 3 ()EKTUBHOCTH;

4) npouenypa "OuoBeiBep" — mporeaypa, B COOTBETCTBUHM ¢ KOTOPOM OIpeiesieHUe
SKBUBAJIEHTHOCTH BOCIPOU3BEIEHHOIO JIEKAPCTBEHHOI'O CPeACTBA (TeHEpUKa) MPOBOAUTCS Ha
OCHOBaHUM OHO(apMaIleBTUYECKOW CHUCTEMbl KJIAacCUPUKAUMU U  Pe3yIbTaTOB
CpPaBHUTEJILHBIX UCCIEOBAHUN BHE OpraHu3Ma (MH-BUTPO) C UCIOJIL30BAaHUEM UCTIBITAHUS "
PactBopenue" wu mpumeHsieTcss sl TBEPAbIX JIEKAPCTBEHHBIX (POPM HEMEIJIEHHOTO
BbIcBOOOXKAeHUS (1 1 3 Ki1acc mo GuodapManeBTUUECKOM cUcTeEME KilacCU(UKAIUN);

5) 6MOIOCTYTHOCTh — CKOPOCTh U CTENEHb, C KOTOPOM aKTHBHOE BEUIECTBO BCACHIBACTCS
U3 JIEKapCTBEHHON ()OPMBI M CTAHOBUTCS IOCTYIHBIM B MECTE€ JE€HCTBUS;

6) OmoJIorMYecKasi SKBUBAICHTHOCTh (OMO’KBUBAJICHTHOCTh) — OTCYTCTBUE 3HAUNMBIX
pa3uyui MO0 CKOPOCTU U CTENEHHU, C KOTOPHIMHU JIEUCTBYIOIIEE BEIIECTBO WM aKTHUBHAs
YacTh MOJIEKYJbl JIEMCTBYIOIIETO BeEIIeCTBa (papMalleBTUUECKUX SKBHUBAJIECHTOB WIH



(dhapMaleBTHUECKUX aIbTEPHATHB CTAHOBATCS JOCTYITHBIMU B MECTE CBOETO JCUCTBUS MpHU
BBEJICHUM B OJMHAKOBOW MOJIIPHOM J103€ B CXOXUX YCJIOBHUSIX B HCCJIEJOBAaHUHU C
HaJJISKaIUM JU3alHOM;

7) OuoyoruuecKui JeKapCTBEHHBIN Mpenapar — JISKApCTBEHHBIN Mpenapar, 1eUCcTBYIoIIee
BEIIIECTBO KOTOPOr0 MPOU3BEACHO WIIM BBIACICHO M3 OMOJOTMYECKOTO MCTOYHHMKA U IS
OMKCAHUsSI CBOMCTB M KOHTPOJISI KAYECTBA KOTOPOr0 HEOOXOJIMMO COYETaHHE OMOIOTUYECKHUX
U (PUBMKO-XMMHUYECKUX METOJIOB aHajin3a C OLEHKOW MPOM3BOJCTBEHHOI'O MpoIlecca U
METOJI0B €r0 KOHTPOJIS;

8) OMOTEXHOJOTMUYECKUW JIEKapCTBEHHBIN Mpenapar — JIEKapCTBEHHBIM Ipenapar,
MPOU3BE/ICHHBIN TP MOMOIIN OMOTEXHOJIOTHYECKUX MPOIECCOB U MPUMEHEHHUS METOIOB C
HCIIOJIb30BAaHUEM TEXHOJIOTHH PEKOMOMHAHTHON J€30KCUPUOOHYKICUHOBON KHUCIIOTHI,
KOHTPOJIUPYEMOM SKCIPECCUU T€HOB, KOAUPYIOMMX BHIPAOOTKY OMOJOTHMYECKH AKTHBHBIX
O0€IKOB, THOPUIOMHBIX TEXHOJOIUM, MOHOKJIOHAJIBHBIX AaHTUTEN WIH JPYTUX
OMOTEXHOJOTHYECKHX MTPOLIECCOB;

9) buodapmaneBTrueckas cucrema kiaccuukanuu (nanee — bCK) — nayunas cucrema
Ki1accu(uKalmMyd aKTUBHBIX BEIIECTB Ha OCHOBE HX pPAacTBOPUMOCTH B cCpelax ¢
ONpEeAETIEHHBIM T0Ka3aTelIeM KUCIOTHOCTU (enoyHoct) (pH) u cTeneHn npoHUKaHUS
Yyepe3 CTeHKY KUIIEYHHUKA,;

10) opuruHanbHBIN JTEKAPCTBEHHBIN MpenapaT — JEKapCTBEHHBIN MpenapaT ¢ HOBBIM
JEUCTBYIOIIUM BEIIECTBOM, KOTOPBIA ObUI MEPBBIM 3aperHCTPUPOBAH W pa3MElIeH Ha
MHUPOBOM (hapMaIrleBTUYECKOM PBIHKE, Ha OCHOBAHUHU JOChE, COAEPKAIIEro pPe3yJibTaThl
MNOJHBIX  JOKJIUHUYECKUX (HEKJIMHUYECKUX) ¢ KIMHUYECKUX HCCIEOBaHUM,
MOATBEPKIAAIOIIUX €ro 0€30MaCHOCTh, Ka4eCTBO U 3P(PEKTUBHOCTD;

11) aHanu3 meH METUIMHCKOTO M3STUs JJIs JUArHOCTUKH BHE KHUBOTO opraHu3Ma (in
vitro), mpousBoauMbie Ha Tepputopun PecnyOnuku KaszaxcTtan B pamkax J1OJITOCPOYHBIX
JIOTOBOPOB TTOCTaBKH, 3aKIIOYEHHBIX ¢ EMWHBIM TUCTPUOBIOTOPOM - CHCTEMa aHajau3a
1IeHOOOpa30BaHUsA HAa TOProBO€ HAWMEHOBAHME M TEXHUYECKYI XapaKTEPHUCTUKY
MEUITTHCKOTO M3CIUS ISl TUATHOCTUKY BHE KUBOTO OpraHu3ma (in vitro), mpou3BOANMBIC
Ha Tepputopuu Pecnybnuku KazaxcTtaH B pamkax JOJTOCPOYHBIX JIOTOBOPOB MOCTaBKH,
3aKJIIOYEHHBIX € EJWMHBIM JUCTPUOBIOTOPOM OCHOBAHHAasi Ha ONPECICHUN IECHBI
MEIUITMHCKOTO U3/IeNUA JIJIsl MArHOCTUKH BHE )KMBOTO OpraHu3ma (in vitro), mpou3BOANMbBIC
Ha Tepputopun Pecnybnuku KazaxcTtan B paMkax JOJITOCPOYHBIX JOTOBOPOB MOCTABKU,
3aKJTIOYEHHBIX ¢ EMUHBIM TUCTpHOBIOTOPOM B pa3pe3e KOMIUIEKTYIOMUX OT MIPOU3BOAUTEIS,
PacxoJI0B CBSI3aHHBIX C IOCTABKOM M HAIIGHKU MIPHU pean3allli;

12) Eaununa uzMepeHuss MEIUIMHCKOTO W3JENus JJIsl JUAarHOCTUKU BHE >KHBOTO
opranusma (in vitro), mpou3BoauMbie Ha Tepputopuu PecnyOGnuku Kazaxcran B pamkax
JOJITOCPOYHBIX JIOTOBOPOB MOCTaBKH, 3aKIIOUYCHHBIX ¢ EAWMHBIM TUCTPUOBIOTOPOM - OJHA



MOJIETh MEIUIIMHCKOTO W3JeTus I JUArHOCTUKH BHE JXMBOTO opraHu3Ma (in vitro),
MIPOU3BOIUMBIC Ha TeppuTopuu PecnyOnuku Kazaxcran B paMkax J0JTOCPOYHBIX IOTOBOPOB
MOCTaBKH, 3aKTIOYCHHBIX C ENMUHBIM AUCTPUOBIOTOPOM;

13) Mozenp METUIIMHCKOTO U3/IeUS IJI TIMarHOCTUKHU BHE KMBOT0 opraHusma (in vitro),
MPOU3BOIUMbIE Ha Tepputopuu PecnyOnuku KazaxcraHn B paMkax JOJTOCPOUYHBIX IOTOBOPOB
MOCTaBKHU, 3aKJIIOYEHHBIX C EJAWMHBIM AUCTPUOBIOTOPOM - CaMOCTOSITEIbHAs €IMHUIIA
MEJIUIIMHCKOTO U3/IETUs Il TUarHOCTUKHU BHE KMBOTO OpraHu3mMa (in vitro), Ipou3BOIUMbIC
Ha Tepputopun Pecnybnuku Kazaxcran B pamkax JOJTOCPOYHBIX JIOTOBOPOB IMOCTaBKH,
3aKJIIOYEHHBIX C EIUHBIM TUCTPUOBIOTOPOM, UACHTU(PUIIUPOBAHHAS MPOU3BOJUTEIEM
MEJUITMHCKOTO U3JIETHUs OMPEIeIEHHBIM OyKBEHHBIM, IIU(GPOBBIM I OYKBEHHO-IIU(POBBHIM
0003HaYCHHUEM;

14) ruOpuaHbBIi JIeKapCTBEHHBIA MpenapaT — JIEKapCTBEHHBIM Mpemnapar, He
NOANAJAONINN IO ONPEAEIEHNE BOCHPOM3BEAECHHOIO JIEKAPCTBEHHOTO Npernapara IMpu
HEBO3MOKHOCTH TOATBEPKICHUS €ro OUOSKBUBAJIEHTHOCTH C TMOMOIIBIO HCCIEIOBAHUMN
OMOJIOCTYTHOCTH, a TaK)Ke B Cllydae, €Cld B JaHHOM Ipernapare MPOU30IUIA W3MEHEHUS
JNEWCTBYIOIIEr0 BellecTBa (BEIIECTB), IOKa3aHUH K MPUMEHEHUIO, JO3UPOBKH,
JIEKapCTBEHHOM (hOPMBI WIIH ITyTH BBEJICHUS 110 CPABHEHUIO C OPUTHHAIBHBIM MPENapaToM;

15) romeonatryeckuil JEKapCTBEHHBIM MpemnapaT — JIEKAPCTBEHHBIM Mpemnapar,
MIPOU3BEJEHHBIN 10 TOMEONATHYECKON TEXHOJOTHHU C UCHOJIb30BAHUEM TOMEONAaTHUYECKOTO
CBIPbSI B COOTBETCTBUM ¢ TpeOoBaHusMH (apmakornei PecnyOonuku Kazaxcran u (wim)
EBpa3uiickoro ’KOHOMHUYECKOTO COI03a WM B Cllydyae MX OTCYTCTBUSI B COOTBETCTBHUU C
TpeOOBAHUSIMU TOMEONIATHYECKUX (PapMaKorneil;

16) nekapCTBEHHOE CPEICTBO — CPEJCTBO, MPEACTABIAIONIEEe COOON UM COJepKaIlee
BEIIIECTBO JTMOO KOMOMHAIIMIO BEUIECTB, BCTYIMAIOIIEE B KOHTAKT C OPTaHU3MOM YEJIOBEKa,
MpeaHa3HAaueHHOE JJIs JIeUeHUs, MPOo(UIaKTUKH 3a00JIeBaHUM YeT0BEKa I BOCCTAHOBIICHUS
, KOPPEKIIMH WIH W3MEHEHUS ero (U3HOJOTHYECKUX (GYHKIUNH TOCPEICTBOM
(hapMaKoJIOrH4eCcKoro, UMMYHOJIOTHYECKOT0 JTUO0 METabOINYECKOTO BO3JAECHCTBUS, WIIH IS
JTMArHOCTUKH 3a00JIEBaHUN U COCTOSIHHSI YETIOBEKA;

17) 3akitouenne o 6€30MacHOCTH, KauecTBe U 3((PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA
— JIOKYMEHT, COJEpXkalluil pe3yJbTaThl SKCIEPTU3bI 3aABJICHHOIO HAa TOCYJAapCTBEHHYIO
PErUCTPALINIO, MEPEPETUCTPALIMI0 WM BHECEHHE H3MEHEHHIl B PETUCTPALMOHHOE JOChE
JIEKapCTBEHHOI'O CPEJICTBA;

18) HepamuoHanbHasi KOMOUWHAIMS COCTaBa JIEKAPCTBEHHBIX CPEACTB — COCTaB
JIEKapCTBEHHOTO CPEJCTBA, HE COOTBETCTBYIOIIUU MpejnoiaraeMbiM (apMaKoJIOrHueCKuM
CBOMCTBaM M JICHCTBHIO;

19) rocyagapcTBeHHbI opraH B cdepe oOpalleHUsl JIEKApCTBEHHBIX CPEICTB U
MEIMIIMHCKUX M3JeNNil (Jajee — rocyJapCTBEHHBIM OpraH) — rocyJAapCTBEHHBIN Opras,



OCYILIECTBIISIIOLIUNA PYKOBOJACTBO B cdepe oOpalieHus JEKapCTBEHHBIX CpPEACTB U
MEIUIMHCKUX U3/, KOHTPOJIb 32 O0pallleHUeM JIEKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX
WU3CIINI;

20) 'ocynapcTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB M MEIULMHCKUX U3JIENUi -
ANEKTPOHHBIN UHPOPMAIMOHHBIN pecypc, COAEPKalllhil CBeICHUSI O 3apETUCTPUPOBAHHBIX U
pa3penieHHbIX K MEeIUIIMHCKOMY mpuMeHeHuto B PecnyOnuke KazaxcraH nexapCTBEHHBIX
CPEIICTB U METULMHCKHUX W3/IETUH;

21) rocynapCTBeHHas IKCIIEpTHAs OpraHu3aius B cepe oOpalieHus JeKapCTBEHHBIX
CPEACTB M MEIULUMHCKUX WU3AeIUd — CcyObeKT TOoCyJapCTBEHHOW MOHOIOJINH,
OCYILIECTBIISIIOIIUNA  MPOU3BOJCTBEHHO-XO3SIMCTBEHHYIO JIEATENbHOCTh B  00JIacTH
3IpaBOOXpAaHEHUs] MO obecrneyeHuro Oe30macHOCTH, S(PGEKTUBHOCTH U KadyecTBa
JIEKApCTBEHHBIX CPEJICTB U MEAUIIUHCKUX U3JICTTUH;

22) BHECEHHUE M3MEHEHUH B PETUCTPALMOHHOE TOChE JIEKAPCTBEHHOTO CPEJCTBA WIH
MEJIUIMHCKOTO HU3AENHUs — MpOLEAypa, OCYILIECTBIsieMas Ha OCHOBAaHUU SKCIEPTHU3BI
U3MEHEHUW, BHOCHUMBIX B PETUCTPALlMOHHOE JI0OCh€ B TEUYEHUE CpOKa JEUCTBUS
PErHCTPALIMOHHOTO YJIOCTOBEPEHUS;

23) HOPMATUBHBIN TOKYMEHT IO Ka4€CTBY JIEKAPCTBEHHOI'O CPEACTBA — JOKYMEHT,
yCTaHABJIUBAIOUIMNA TpeOOBaHUA K KOHTPOJIIO KayecTBa JIEKAPCTBEHHOTO CpEJCTBA B
MIOCTPErUCTPALMOHHBIN MEPHOJI HA OCHOBAHUH IPOBEAECHHON 3KCIIEPTU3BI JIEKAPCTBEHHOTO
CpEelICTBA MPHU €r0 PErHCTPALUU U COAEPKAIUN crielU(pUKAIUIO, OMMMCAHUE aHATUTUYECKUX
METOJIMK U UCIIBITAHUN JIEKAPCTBEHHOI'O CPEJICTBA UJIM CCHUIKM HA TAKWE UCTIBITAHUS, a TAKKE
COOTBETCTBYIOIINE KPUTEPUU TPUEMIIEMOCTH /ISl TOKa3aTeNel KauecTBa;

24) mpoU3BOAMTENb JIEKAPCTBEHHBIX CPEACTB — OPraHU3alus, OCYILIECTBISIOIIASL
NEATENbHOCTh MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB U HMEIOIIAs JIMIEH3UIO Ha
MIPOU3BOICTBO JIEKAPCTBEHHBIX CPECTB;

25) petdepenTHOE 1IEHOOOpa30BaHUE HA JIEKAPCTBEHHOE CPEJICTBO - CHUCTEMA aHalln3a LIeH
Ha TOProBOE€ HAWMEHOBAHHUE JIEKAPCTBEHHOTO CPEJICTBA, OCHOBAHHAsA Ha MPEICTABICHHBIX
3asIBUTEJIEM LIEHAX OJHOTO U TOTO K€ MPOU3BOIAUTEINS JIEKAPCTBEHHOI'O CPEJCTBA C OJHUM U
TEM >K€ aKTUBHBIM BEIIIECTBOM, C YUETOM JIEKaPCTBEHHON (DOPMBI, KOHIICHTpALIMH, O0bEMA U
JIO3UPOBKU B pe(PEpEHTHBIX CTPAHAX U JIAHHBIX CAUTOB MEXKIYHAPOIHBIX OpraHU3alui, B TOM
yucie B cTpane npousBoautens JIC npu ero peanuzanuu, a Takke PakTUYECKON 1IEHbI BBO3a
B Pecny6nuky Kazaxcran;

26) eauHUIIa U3MEPEHHS JEKAPCTBEHHOrO CPEeACTBa (€QUHHMIA 3aKyla) — €IUMHULIA
J03UPOBAHHOMN (pa3feneHHo#) JIeKapCTBEHHONW (OPMbI WIIM OIPAHHUYEHHOTO MEPBUYHOM
YIaKOBKOW o0beMa (Macchl) HEO3UPOBAHHOMN (HEpa3IelIeHHOM) JIEKapCTBEHHONW (POPMBI IS
JIEKapCTBEHHOI'O CPEJICTBA;

2'7) nexapCTBEHHBIN PACTUTENBbHBIN IIpenapatr — JEKapCTBEHHBII Npenapar, CoAepKaliui
B KQUECTBE AKTUBHBIX KOMIIOHEHTOB UCKIIOUUTEIBHO JIEKAPCTBEHHOE PACTUTEIBHOE ChIPhE U
(unn) mpenapaThl Ha €r0 OCHOBE;



28) JIeKapCTBEHHOE PACTUTEIIBHOE ChIPhE — CBEXUE WIIM BBICYLLIEHHBIE PACTEHUS,
BOJIOPOCIH, TPUOBl WU JUIIAWHUKA JUOO HX 4YacTH, IEJbHBIE WM H3MEJIbUYCHHBIC,
WCIIOJIb3YEMBbIE JIJIsl TPOU3BOJICTBA JICKAPCTBEHHBIX CPECTB;

29) oOmras xapakTepHCTHKa JIeKapcTBeHHOro npenapata (nanee - OXJII) - nokymeHT,
YTBEPXKJA€MbIi YIMOJHOMOYEHHBIM OpPraHoM TMpPH TOCYJapCTBEHHOW pPErucTpaluu
JIEKApCTBEHHOTO CPEJICTBA, COAEp KA MHGOPMAIUIO JUIsT MEAUIIMHCKUX PaOOTHUKOB O
0e3onacHOM U 3(h(PEeKTUBHOM MPUMEHEHUU JIEKAPCTBEHHOTO MperapaTa;

30) MHCTPYKIMA MO MEIUIIMHCKOMY MPUMEHEHHIO JEKapCTBEHHOTO mpemnapara (
nucTOK-Bkianpim) (mamnee - MMII) — ngokymeHT, colepkamuii WH(POpMAIUIO IS
MOTPEOUTENS ¥ COMTPOBOKIAIONINI JICKAPCTBEHHBIN Mpemnapar B YIIaKoBKE;

31) crangapTHble 00pa3lbl JIEKAPCTBEHHBIX CYOCTAaHIIMI W UX MPUMECEH — BEIecTBa
CpPaBHEHHS, UCIOJb3yEeMble MPU MPOBEICHUM SKCIEPTU3bl UCIBITYEMBIX JIEKAPCTBEHHBIX
CPEIICTB;

32) ynoJaHOMOYEHHBII Oprad B 00JIaCTH 3/IpaBOOXPAaHEHHUs (Janee - YIOJIHOMOYEHHbIN
OpraH) - IIEHTPaJbHBIA MCIOJHUTEIBHBIA OpraH, OCYIIECTBISIONIMNA PYKOBOJCTBO U
MEXOTPACIEBYI0 KOOPAWHAIIMIO B OOJIACTH OXpaHbl 3JI0pOBbsl rpaxkaaH PecnyOnuku
Kazaxcran, wegurnuHCcKoil W  (apManeBTHYECKOW HAYKU, MEIUIIUHCKOTO W
(hapmaneBTUYEeCKOTO 00pa30BaHUs, CAHUTAPHO-AIUJIEMHUOJIOTUUYECKOTO0 OJaromnoayydus
HaceJIeHHs, OOpalleHusl JICKAPCTBEHHBIX CPEJACTB M MEIMIIMHCKUX W3JCNIHNi, KadecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TTIOMOIIN);

33) mo3upoBKa — KOJIUYECTBO (COJEpKaHUE) NEUCTBYIOIIETO BEIIECTBA B €IUHUIIC
JIEKapCTBEHHOM (hOPMBI, a TAK)KE B €IUHUIIE MACCHI MJIK 00beMa JIEKApCTBEHHOIO Mpernapara,
3HAYMMOE JIJIs MPABWIHLHON UACHTU(UKAIIUYA U IPUMEHEHHUS JIEKApCTBEHHOTO MpeTnapara;

34) MeIUIIMHCKHUE U3ACIHS JUIS In Vitro JUarHOCTHUKHU 3aKPBITOrO0 THUIA — MEIUIIMHCKUE
u3Jenusl s TUArHOCTUKM In Vitro, SKCIUTyaTalusi KOTOPBIX B COOTBETCTBUU C HX
Ha3HAYEHUEM BO3MOJKHA TOJIBKO MPHU UCMOJIb30BAHUH CIEIUAIBHBIX PEAr€HTOB (PEaKTUBOB),
MPEeIYCMOTPEHHBIX MPOU3BOJAUTENIEM JJIsi JAHHOTO MEIMIIMHCKOTO U3JEIUs U €ero
Mo (DUKALINA, BKIIFOUEHHBIX B €70 KOMILJIEKTAIIUIO;

35) pacxoaHble MaTepUaibl K MEIUIIMHCKOMY HU3/EINHUIO 1N Vitro JUarHOCTUKHU 3aKPBITOTO
TUTA — PACXOJHbIE MaTepHUaIbl, 00ECIICYUBAIOIINE €TI0 MOJIHOILICHHOE (PYHKIIMOHUPOBAHUE B
COOTBETCTBHHM C 33JIaHHOM 1IEJIBI0 M BKIIIOUEHHBIE B €70 KOMJIEKTAILIUIO JJISI UCTIOJIb30BaHUS C
JTAHHBIM MEIULIIMHCKUM HU3JIETUEM;

36) nekapCTBEHHBIN Ipenapar ¢ XOpPOIIO U3YYEHHBIM MEAUIUHCKUM MPUMEHEHUEM —
JIEKapCTBEHHBIN TMpemnapar, aKTUBHOE BEIIECTBO KOTOPOTO XOPOIIO H3YyYEHO B XOJIE
MEJIMIIMHCKOTO TMPUMEHEHUsS, TPU 3TOM MpHU3HAHBI er0 3(P(HEKTUBHOCTh W TMpUEMIIeMas
cTeneHb 0€30MaCHOCTH, MOATBEPKACHHbIE MOJPOOHBIMU OUOIMOTrpadUYECKUMH CChUIKAaMU
Ha OMyOJWKOBAHHBIE JAHHBIE O MOCTPETHUCTPALMOHHBIX W (WJIM) AMUIEMHUOIOTHUYECKHUX



UCCIIEIOBaHUAX, M Ipouuio He MeHee 10 Jier ¢ JaTel MEpBOrO CHUCTEMATHYECKOTO U
JOKYMEHTUPOBAHHOI'O MPUMEHEHHMs JIEMCTBYIOLIErO BeEIleCTBa (JIEWCTBYIOUIUX BEIIECTB)
JAHHOTO JIEKApCTBEHHOIO Ipernapara;

37) UMMYHOJOTHYECKUH JI€KapCTBEHHBIH mpenapaT (MMMYHOOMOJIOTHYECKUM
JEKapCTBEHHBI IMpenapar) — JEKapCTBEHHbIM Npenapar, MpeIHa3HAYEeHHbIA s
dbopMupOBaHUS AKTUBHOTO WM TMACCUBHOTO MMMYHHUTETA WJIM JIMATHOCTUKW HATUYHS
MMMYHUTETA, WIA TUArHOCTUKH (BBIPAOOTKH) CHEU(PUIECKOTO MTPUOOPETEHHOTO U3MEHEHHUSI
MMMYHOJIOTHYECKOT0 OTBETA HA aJUNIEPTU3UPYIOIIHE BEIIECTBA;

38) MeaUIIMHCKHUE U3AeNUs ISl AMATHOCTUKY 1n Vitro (MH BUTPO) — JIFOObIE MHCTPYMEHTHI,
anmapartsl, TpuOOpPHI, 000PYAOBaHUE, MAaTEPUAJIbI, PEareHThI, KaTOPaTOphl, KOHTPOJIbHbBIE
MaTepualgbl U MPOYUE U3JACNHs, TPUMEHsSIEMble B MEAUIMHCKUX LEIAX OTACIbHO WIH B
COUETAaHUU MEXKIY CO0OM, a TakXke BMECTE C MPUHAJIC)KHOCTIMH, HEOOXOIUMBIMH IS
NPUMEHEHUS YKA3aHHBIX M3AENUN MO HA3HAYEHUIO, BKIIOYAS CHEHHAIBHOE MPOTrPaMMHOE
obecnieyeHre, M TMpeJHA3HAYEHHbIE MPOU3BOAUTEIEM MEIUIMHCKOTO W3AENIUs IS
NPUMEHEHUS MPU UCCIEIOBAHUAX 1NVitro 00pa3oB OMOJOTHUYECKUX MaTEpHAJIOB YeJIOBEKa
UL TIOJy4YeHUs] MH(OpPMALUU OTHOCUTENBHO (PU3MOJOTHMYECKOTO WM IMATOJIOTHMYECKOTO
COCTOSIHMS, BPOXKIEHHOW IIaTOJIOTMH, MPEIPACIOJIIOKEHHOCTH K OIPEIEICHHOMY
KIIMHUYECKOMY COCTOSIHUIO WM OOJE€3HU, COBMECTUMOCTH TKaHEW C MOTEHIMAaJbHBIM
PELMIIUEHTOM, MPOTHO3UPOBAHUS PEaKIUMi Ha TepaneBTUYECKHUE BO3ACHCTBUS, BBIOOpa
TEpaneBTUYECKUX CPEJICTB U (WIJIM) KOHTPOJIS JICUCHHUS;

39) unkorepmc 2020 - MEXAYHAPOIHBII TOPrOBBIM TEPMUH CTAHJAPTHBIX YCIOBUHI
JIOTOBOPOB MEXKAYHAPOJIHON KYIUIM-TIPOJAXKH, KOTOpbIe pa3paboTaHbl U OMPEICIICHBI
MexyHapoIHOW TOPTOBOU IMAJIATOM;

40) ycmyronosydarenab — CyObEKThI MMOIYYEHHUS YCIyru (pU3NUYECKUEe U I0PUANYECKUE
JUla, 33 HUCKIOYEHHUEM UEHTPAJIbHBIX TOCYJAapCTBEHHBIX OPraHOB, 3arpaHydpeskICHHM
Pecnybnuku KazaxcTtan, MECTHBIX WCIOJHHUTEIBHBIX OpPraHoB 0O0JIaCTEH, TOpPOJIOB
pecnyOJIMKaHCKOTO 3HAUYE€HMSI, CTOJIHUIbI, pAaHOHOB, TOPOJOB OOJACTHOTO 3HAYEHHUS, aKUMOB
palloHOB B rOpoJi€, TOPOAOB PAHOHHOIO 3HAYEHUS, [IOCEIKOB, CEJN, CEIbCKUX OKPYTOB;

41) ycnyrojparenb — LEHTpaJbHbIE TOCY/IapCTBEHHBIE OpPTaHbl, 3arpaHydpekICHUS
PecniyOnuku KazaxctaH, MeCTHBIE WCIOJHUTEIbHBIE OpraHbl 00JacTedf, TOopoJ0B
pecnyOJIMKaHCKOTO 3HAYEHUs, CTOJHUIIbI, paiilOHOB, TOPOJOB 00JIACTHOTO 3HAYCHUS, aKUMBI
palioHOB B TOpOJi€, FTOPOJOB PAMOHHOIO 3HAYEHUS, MOCEIKOB, CE€J, CEIbCKUX OKPYIrOB, a
Takke (pU3MYecKue U IOPUAMYECKHUE JIMIA, OKa3bIBAIOIIME TOCYJAapCTBEHHBIE YCIYTU B
COOTBETCTBUHM C 3aKOHOJIaTeIbCcTBOM PecryOnuku Kazaxcras;

42) KazaxcTaHCKUU HAIMOHAJIBHBIN JICKAPCTBEHHBIH (HOPMYJIp — TEpeUeHb
JIEKapCTBEHHBIX CPEJICTB C JOKA3aHHOW KIIMHUYECKOU 0€30MacHOCThIO U 3(PPEKTUBHOCTHIO, a
Takke OpdaHHBIX (PEIKUX) JIEKAPCTBEHHBIX IMpenapaToB, SBISIOMIUNCA 00sA3aTelIbHON
OCHOBOM sl pa3pabOTKU JIEKApCTBEHHBIX (OPMYISIPOB MEAUIIMHCKUX OpraHU3aluid U
(bopMupOBaHUs CIUCKOB 3aKyla JEKAPCTBEHHBIX CPEACTB B paMKax T'apaHTHUPOBAHHOTO



o0BbeMa OeCIUTaTHON METUITMHCKON MTOMOIIHU U (WJIH) B CUCTEME 0053aTeTbHOTO COIMAIBHOTO
MEJIUIIMHCKOTO CTPAaXOBaHMUS;

43) naH yrpaBJeHUs] PUCKaMU — MOJPOOHOE OMMCAHNUE CUCTEMBI YIIPABICHUS PUCKAMU;

44) nepuoAUYECKUM OOHOBJISIEMBIM OTYET MO OE30MaCHOCTH — OTYET JepKaTess

PETUCTPALIMOHHOTO yJAOCTOBEPEHUS JICKAPCTBEHHOTO Mpenapara 3a ONpeAeICHHBIN Mepruo
BPEMEHU B TEUEHHE MOCTPETUMCTPALMOHHOrO IMEPUOAA MPEAOCTABISIEMBIA ISl OLIEHKHU
COOTHONIEHHUS "MOJIb3a — PUCK" JIEKAPCTBEHHOTO ITPEMNapara;

45) BocIipOU3BEICHHBIN JIEKAPCTBEHHBIN TIpenapar (TeHepUK) — JIEKapCTBEHHBIN Mpenapar
, KOTOPbIA MUMEET TAaKOW K€ KOJHUYECTBEHHBIM U KAYECTBEHHBIM COCTAB JACUCTBYIOLIMX
BEIIIECTB U TY K€ JICKAPCTBEHHYIO ()OpMY, YTO U OPUTHHAILHBIN JIEKApCTBEHHBIN Mpemnapar, u
OMODKBUBAJIEHTHOCTh KOTOPOTO OPUTHHAJIBLHOMY  JIGKAPCTBEHHOMY  Mpenapary
MOATBEPAKIAETCA COOTBETCTBYIOIIMMHU UCCIEAOBAHUIMU OMOAOCTYNMHOCTU. PaznuuHeie conu,
3(UpBbI, U30MEPBI, CMECH U30MEPOB, KOMILJIEKCHI MJIA MMPOU3BOHBIC IEHCTBYIOIIETO BEIIECTBA
MPU3HAIOTCS OJTHUM M TE€M XK€ JCHCTBYIOIIMM BEIIECTBOM, €CIIM UX O€30MacHOCTh U
3¢ (PEeKTUBHOCTH CYIIECTBEHHO HE OTJIMYaloTcs. Pa3znuuHbie nexkapcTBeHHBbIE (OPMBI s
npuemMa BHYTPh C HEMEJJICHHBIM BBICBOOOXKJIEHHUEM BEIIECTB MPU3HAIOTCA B paMKax
HCCIIeIOBAaHUM OMOIOCTYITHOCTH OJIHOM U TOM K€ JISKAPCTBEHHOM (hOPMOI;

46) KOMMEpYECKOe MPEeNJIOKEHUE - JIOKYMEHT, cojepKamuid uHpopMmaiumo o
MEIUIUHCKOM H3JIeJINEe, KOMIUIEKTYIOIMX W PAacXOAHBIX MaTepuanax, KOJIUYECTBE,
HAaMMEHOBAHUU, MOJIETIU, TPOU3BOJIUTENIA, C YKA3aHUEM CTOMMOCTH B pa3pe3e KOMIUIEKTAINH,
a Ttakke wuHOpManuio 00 YCIOBHSAX TOCTAaBKH, NPOBEICHUHU TapPaHTUHHOTO U
MOCTTapaHTHUITHOTO CEPBUCHOTO OOCIyKMBaHUS (YKa3aHUEM CPOKOB) U BO3MOKHOCTHIO
0o0y4eHUs CEeIMaTUCTOB OpraHU3aluy 3]PaBOOXPAHCHHUS;

47) MEIUUMHCKUE W3ACNUS — U3JETUs MEIUIIMHCKOTO HAa3HAYEHUS U MEIUIMHCKAs
TEXHUKA;

48) KOMIIO3UTHAs yciyra - KOMILUIEKC TOCYyAapCTBEHHBIX YCIYyT, CBSI3aHHBIN C
MPOBEJCHUEM OKCIIEPTHU3bl, PETUCTpAIlMU, TEepeperucTpalii, BHECEHUS H3MEHEHUM B
pPETUCTPAllUOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA WJIM MEIUIIMHCKOTO W3JENUs U
perucTpanyu, BHECEHHS W3MEHEHHS B IIEHY MPOU3BOJUTEINSI, a Takxke (HOPMUPOBAHMUS
KazaxcraHckoro HalMOHAJIBHOTO JIEKAPCTBEHHOTO (QopMylspa OKa3blBaeMblil B
COBOKYITHOCTH WJIM IO OT/AEJIIBHOCTH B COOTBETCTBUHU C 3aKOHOJATEIhCTBOM PecmyOnuku
Kazaxcran;

49) HauMeHOBaHHME MEJIUIIMHCKOTO U3/ — CIOBECHOE 0003HAYCHUE MEIUIIMHCKOTO
u3enus, ompeaestoniee ero (yHKIMOHAIbHOE Ha3HAYE€HUE, MOJENb, Pa3HOBUIHOCTb,
MOIU(DHUKAITHIO, THII;

50) KOMIUIEKTYIOIIEe MEAUIMHCKOTO M3JIeNUs — YaCThb MEIUIMHCKOrO W3JENHs, He
SIBJISTIONIASCS CAMOCTOSITETbHBIM MEIUIIMHCKUM HW3JICIUEeM, B TOM YHCJIEe OJOKH, YacTH,



AJIEMEHTHI U3JIENHsI, MaTepuabl, 3alacHble YaCTH, IPEIyCMOTPEHHBIE TPOU3BOIUTENIEM AJIs
WCIIOJIb30BaHUS B COOTBETCTBHH C (DYHKIIMOHATHHBIM Ha3HAUYEHHUEM, JKCILTyaTallHOHHBIMH
XapaKTepUCTUKaMH, PYKOBOACTBOM IIPOU3BOUTENS IO CEPBUCHOMY OOCITYKUBAHHUIO;

51) Habop (KOMIUIEKT) METUIIUHCKUX U3JICITHIA - COBOKYITHOCTh MEIUIIMHCKHUX HU3/ICTUH,
OOBEIMHEHHBIX OOMMM (YHKIMOHATBHBIM Ha3HAYE€HWEM U OOJACThIO TNPUMEHEHHUS,
uMerolas oOIy0 MapKUPOBKY C YKa3aHUEM MEpPEYHs] MEAUIIMHCKUX U3, BXOAAIINUX B
cocTaB Habopa (KOMIUIEKTA), B COOTBETCTBUH C IOKYMEHTallMEN TPOU3BOAUTEIIS;

52) mpUHAIEKHOCTh K MEIUIIMHCKUM H3JIENHUSIM — HU3JeNHe, HE SABJISIOIIeecs
MEANIIMHCKUM HU3/IeTHEM, MTPeTHa3HaYeHHOE TPOU3BOIUTENIEM /IJIsi COBMECTHOTO TIPUMEHEHUS
C OJTHUM HJIM HECKOJIbKUMH MEIUIUHCKUMU U3JIEIUSIMHU JUIsl UCTIONIb30BaHUS B COOTBETCTBUU
C X Ha3HAYCHHUEM;

53) 06e30nacHOCTh MEIUIIMHCKOIO M3JEIUS — OTCYTCTBUE HEAOMYCTHUMOIO PHCKa MpHU
UCIIOIb30BaHUU MEIUIIMHCKOTO H3JIeNUs, CBSI3aHHOTO C MPUYMHEHHEM Bpela >KU3HH,
3/I0pPOBBIO YEJIOBEKA, a TAKIKE OKPYIKAIOIIEH Cpeae;

54) 3akioueHne 0 6e30MacHOCTH, KauecTBe M dPHEKTUBHOCTH MEAUIIMHCKOTO U3JIETUS —
JTOKYMEHT, COAepKaIIUi pe3yIbTaThl IKCIIEPTU3HI 3aABICHHBIX Ha SKCTIIEPTU3Y MEIULIMHCKUX
WU3ACIINH;

55) coctaBHast 4aCTh MEIUIIMHCKOTO U3JEIUsI — OCHOBHOM OJIOK (4acTh) MEAUIIMHCKOTO
U3/eNusl, KOMIUIEKTYIOIlee, MPUHAIJICKHOCTh, PACXOIHBII MaTepHuan, peareHT K
MEAUIITHCKOMY U3IEIIHIO;

56) MmoauduKaIus MEIULIUHCKOTO U3EIHS — PA3HOBUIHOCTh MEAUIIMHCKOTO M3IEIHs,
UMEIoIIast 00IIMe C OCHOBHBIM MEIUIIMHCKUM U3JIeTUEM KOHCTPYKTUBHBIE, TEXHOJIOTUYECKUE
npu3HaKy, pazpaboTaHHbIE HA 0a3e OCHOBHOTO M3/ENUS C LETBI0 €T0 YCOBEPIICHCTBOBAHMS,
pacmiupenusi (PyHKIHOHATBHOTO Ha3HAYEHWs, TPUMEHEHHUs JHOO0 CHelnUaIn3auu
MPUMEHEHHUS B MEAUIIMHCKHX IIeJIAX;

57) ocHOBHOU 0JIOK MEIUIIMHCKON TEXHHKH (ammapaToB, MPpUOOPOB, 000PYyI0BaHMS) —
AJIeMEHT (y3eJ1) MEJUIUMHCKON TEXHUKHU (IIPU HATUYKH), TPEAYCMOTPEHHBIA MPOU3BOJUTEIEM
, SIBIISIONIHAICS HEOTHhEMJIEMOM 4YacThI0 MEIUIIMHCKONM TEXHHKH, obOecreduBaronuii e¢¥
(YHKIIMOHUPOBAHUE B COOTBETCTBUM C Ha3HAYEHUEM U PYKOBOJICTBOM IO DKCILIyaTaluu U
CEpBUCHOMY O0CTY>KUBAaHUIO MTPOU3BOTUTEIS;

58) equHuIa U3MEpPEHUs U3JEHS METUIIMHCKOTO Ha3HAYCHUS - OJJHA €TMHULIA U3JETHUS
MEAMIIMHCKOTO HA3HAYEHHI C y9eTOM (PacOBKH, KOMIUIEKTHOCTH HJIM IEPBHYHON YIIAKOBKU;

59) nmpousBoANTENbs MEIUIMHCKOTO H3MeNus — CyOBeKT B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB W MEIUIMHCKUX W3JIeNTUH, OTBETCTBEHHBIH 3a pa3pabOTKy U
U3TOTOBJICHUE MEIUIIMHCKOTO U3/ENus, JeNAI0IIUNA €ro TOCTYIHBIM IS UCIOJIB30BaHUS OT
CBOETr0 UMEHHM HE3aBUCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBIIEHO STUM JIULIOM WU OT
€ro MMEHHU JIPYTUM JHIOM (JUIaMH), 1 HECYUINil OTBETCTBEHHOCTh 3a €ro 0€30MacHOCTb,
KauecTBO U 3(PHEeKTUBHOCTD;



60) kauecTBO MEIUIIMHCKOTO U3AENHS — CTENIEHb COOTBETCTBUSI COBOKYITHOCTH CBOMCTB H
XapaKTePUCTUK METUIIMHCKOTO U3ACIIHS 1EJISIM €ro MpeIHa3HAuYeHHOT0 UCTIOb30BaHNUS;

61) TOKYMEHT MO KaYeCTBY MEIUIIMHCKOIO U3enus (Aanee — JOKYMEHT MO0 Ka4eCTBY) —
JTIOKYMEHTBI (MEXJIyHapOJHbIE, PETHOHANIbHBIC), HAIIMOHAIbHBIE CTaHJAPThI, CTAHAAPTHI
OpraHM3alliy, YCTAHABIWBAIONIME KOMIUIEKC TpeOOBaHWN K KadecTBy, O€30MacHOCTH,
METOAMKAM UCIBITAHUH, 4 TAK)KE TPAHCIIOPTUPOBKE U XPAHEHUIO METUIIMHCKUX U3ENHII;

62) 3pheKTUBHOCTh METUIIUHCKOTO U3/IETUs — COBOKYITHOCTh CBOMCTB U XapaKTEPUCTUK
MEIUIIMHCKOTO W3JAENus, O00eCrneunBalommuX JOCTHKEHHE IIeJed mpeJHa3HauYCHHUs,
YCTAHOBJICHHBIX MPOU3BOAUTEIEM MEIUIIMHCKOTO U3JEIUSI U TTOATBEPKACHHBIX MPAKTUKOMN
€ro UCIOJIb30BaHuUS;

63) pacxoIHBIA MaTepual K MEIUIIMHCKUM H3JCIHUSIM — U3JEIUs U MaTepuallbl,
pacxoyemMbie MPU UCIIOIH30BAHUHA MEIUIMHCKUX H3JENHH, 00ECIeYNBAIONINE MPOBEACHUE
MaHUITYJISIIUA B COOTBETCTBUM C (DYHKIIMOHAJIBHBIM HA3HAYEHUEM MEIUIIMHCKOTO U3JEus,
AKCIUTYaTAIl[MOHHBIMU XapaKTEPUCTHUKAMH, PYKOBOJICTBOM IO CEPBUCHOMY OOCITY>KMBAHUIO
IPOU3BOIUTEIS;

64) cTpanbl pernoHa MexayHapoJHONH KOH(PEPEHIIUH M0 FapMOHU3AIUA TEXHUUYECKUX
TpeOOBaHUI K PETUCTPAIUU JICKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO pUMEHEeHus (
ICH) (AiCuDditu) — rocyaapcrBa, peryJyisiTOpHbIE OpraHbl KOTOPBIX BXOJST B COCTaB
yupenuteneit u nocrosHubix uieHoB ICH (ctpansl EBponeiickoro coro3a, BeaukoOpurtanus,
Coenunennsie Llrarer Amepuku, Anonus, [lseiinapus, Kanaga) (nanee — ctpansl peruoHa
ICH (AinCuDiiu));

65) u3genusi MeIUIMHCKOTO Ha3HAYEHUSI — MaTepHAaIIbl, U3/IeNIUs, PACTBOPHI, PEareHThl,
KOMILIEKTBI, HAOOPHI, UCIIOJIb3yEMBbIE ISl OKa3aHUsI MEIUIIMHCKOM MOMOIIY B COOTBETCTBUU C
(GyHKIMOHATBHBIM Ha3HAYCHUEM M HHCTPYKIIUEH MPOU3BOIUTEIS,

66) pedepenTHOE 1IeHO0Opa30BaHKE HA U3CIINS MEAUIIMHCKOTO HA3HAUYCHUS - CUCTEMaA
aHallu3a LIEH Ha TOProBO€ HAMMEHOBAHUWE U TEXHUYECKYIO0 XapaKTEPUCTUKY H3EIUS
MEIUIIMHCKOTO Ha3HA4YeHUs, OCHOBAaHHAs Ha TPEJCTABICHHBIX 3asgBUTEJIEM I[€HaX
npousBoutenis, B coorBeTcTBUM ¢ ycnoBusimu DDP MHKOTEPMC 2020, oqHOTO U TOTO K€
IPOU3BOJUTENSL OJHOTO U TOTO K€ MEIUIIMHCKOTO U3JIETUs C YYETOM KOMIUIEKTHOCTH, BUIA U
TUTIOPA3MEPHOTO Psifia, a Takxke (PaKTUUECKOU 11eHbI mocTaBok B Pecnyonuky Kazaxcran;

67) MeAUIIMHCKAas TEXHUKA — allliapaThl, IPUOOPHI, 000PYI0BAHHUE, KOMILIEKCHI, CUCTEMBI,
MIPUMEHSEMbIE OTJICJIbHO WJIM B COYETAHUU MEXKIYy COOOM JJIsi OKa3aHHUs MEIUIIMHCKOMN
MOMOIIIM B COOTBETCTBUU C (YHKIIMOHAJBLHBIM Ha3HAYEHHEM M DKCIUTyaTallMOHHBIMU
XapaKTepUCTUKAMU, YCTAHOBJICHHBIMU MPOU3BOAUTENIEM;

68) TocymapcTBEHHAs yCayra - ojiHa U3 GOopM peaan3aiuu OTACIbHBIX TOCY1apCTBEHHBIX
(GYHKIMI UM UX COBOKYITHOCTH, OCYUIECTBIISIEMbIX MO OOpalleHUI0 Win 0e3 oOpalleHus
YCIYTOIOIydYaTesiel M HaMpaBJICHHBIX HA pEIH3alMI0 WX MpaB, CBOOOJ M 3aKOHHBIX
MHTEPECOB, MPEAOCTABIECHUE UM COOTBETCTBYIOLIMX MAaTEPUAIbHBIX WM HEMATEPUAIBbHBIX
OJar;



69) DKchnepTHBIA COBET TOCYAapCTBEHHON SKCIEPTHOM OpraHu3auuu (gaiee —
DKCIEePTHBIN COBET) — KOJIJIETHAIBHBIN OpraH, CO3/1aBaeMblii B TOCYJJAPCTBEHHOM IKCIEPTHOM
OpraHu3alyy MO0 PACCMOTPEHUIO CIIOPHBIX BOIIPOCOB B PE3YJIbTATaX SKCIEPTHU3bl, OCHOBAHUN
(mpUYMH) BBIJIAYM OTPULIATENIBHBIX 3aKJIIOUYEHUM O O€30MacHOCTH, KadeCcTBE U
3 PEeKTUBHOCTH JICKAPCTBEHHBIX CPEACTB M MEAUIMHCKUX U3ACITUNA W TMPUHSTHIO
OKOHYATEJIBbHOI'0 PEILICHHUS, 32 UCKIIOUYEHHEM OTKa3a MO HAPYLIEHHI0 CPOKOB KOMIIO3UTHOM
rOCyIapCTBEHHOM yCIYTH 3aBUTEIIEM;

70) Mozienh — caMOCTOsITEIbHAS €AMHUIA MEAUIIMHCKOTO U3/IeTus, UACHTU(DUIIMPOBAHHAS
MPOU3BOAUTENIEM MEIUIIMHCKOTO HU3JCNHS ONpeeiICHHbIM OYKBEHHBIM, ITU(DPOBBIM WU
OYKBEHHO-IIM(POBBIM 0003HAUCHUEM;

71) nexapcTBeHHBIE IpenapaThl nepenoBoi tepanuu (nanee — JITIIT) — nexkapcTBeHHBIE
Mpenaparbl MEAUIMHCKOTO MPUMEHEHHUS, SBIISIONIUECS JIEKAPCTBEHHBIMU MpenapaTamu
TEHHOM TEepanuu, TEPanud COMAaTHUYECKUMH KJIETKAMH, TKAHEMHKECHEPHBIMH IpernapaTaMmu
WM KOMOUHHUPOBAHHBIEC Mpenapathl sl NEPEAOBOU Tepanuu;

72) opdanHbIi (peakuil) JeKapCTBEHHBIM MpernapaT — JEeKapCTBEHHBIM Iperapar,
MpEeIHA3HAYCHHBIA [JIsI JUArHOCTUKH, 3THUOINATOT€HETHUYECKOTO WM MaTOr€HETUYECKOTO
nedeHus: opdaHHbIX (peAKUX) 3a00J€BaHMI, YACTOTA KOTOPHIX HE MPEBHIMIACT O(QUIIHATIBHO
ompenesneHHoro ypoBHs B PecnyOnuke Kazaxcran;

73) mpou3BOJCTBEHHAs IUIOMIAJKA — TEPPUTOPHATHLHO OO0OCOOJCHHBIM KOMILIEKC
IPOU3BOJIMUTEINS JICKAPCTBEHHBIX CPEICTB, MEAULMHCKUX U3JEINN, MTPEJHAa3HAYECHHBIA IS
BBIMIOJITHEHUS BCEro Mpolecca MNPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB, MEAULIMHCKHUX
U3JIENINIA UK €r0 ONPEEIECHHBIX CTaIHil;

74) ynoJTHOMOYEHHBIN MPEICTABUTENb MPOU3BOAUTENS — FOPUIUUECKOE WU (DU3UUECKOe
JIALIO, 3aPETUCTPUPOBAHHOE B KAYECTBE MHAUBUAYAIBHOTO MPEANPUHUMATENS, SBIISIIOLIECECS
pesuaenToM Pecny6nuku Kazaxcran, ynmoJIHOMOUYEHHBIE JOBEPEHHOCTHIO MPOU3BOIUTEIIS
MEIHUITMHCKOTO W3JAEIUs TMPEACTaBIATh €ro HHTEepPeChl MO BOMpOcaM oOOpalieHus
MEIUIIUHCKOTO u3aenusi Ha Tepputopuu PecnyOmuku KazaxcTaH B COOTBETCTBUHU C
JEHCTBYIOINM 3aKOHOAaTeIbcTBOM PecyOnuku Kazaxcran B 00mactu 31paBOOXpaHEHUS;

75) 3asBUTENb — (PU3UUECKOE WU IOPUANYECKOE JUI0, SBISIONIEECS MPOU3BOIUTEIEM (
M3TOTOBUTENb) WKW UX MPEACTABUTENEM, pa3pabOTUUKOM, BIIQJCNbIEM WIH AepKaTeaeM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS MJIM UX JOBEPEHHOE JUI0, YIOJHOMOYEHHOE M0J1aBaTh
3a4BJICHUE, JOKYMEHThl W MAaT€pUalbl U BBINOJHATH ACWUCTBUS, MNPEAYCMOTPEHHBIE
JOBEPEHHOCTBIO JIOBEPHUTENSI HA MPOBEICHUE JKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA U
MEAULMHCKOTO HW3JENHs [JIsI PErucTpaluu, MEPEPEerucTpalri, BHECEHHUS H3MEHEHUU B
PETUCTPALMOHHOE JOChE, MPABOMOYHOE MTOJAABATh 3asBJICHHUS, IOKYMEHTBI U MaTEPUAIIbI JIJIS
pPEruCTpalny LEHbl WU NEPEPETUCTPALMU 3aPETUCTPUPOBAHHOMN LIEHBI HA JIEKAPCTBEHHOE
CPEIICTBO WJIM MEIUIIMHCKOE M3/eNne, TPo(ecCHOHATBLHOM SKCIIEPTH3HI,

76) panuodapMalieBTUYECKUN JTE€KapCTBEHHBIN MTpenapar — JISKapCTBEHHBIN Mpenapar,
COJIep Kallliii B TOTOBOM JIJIsl TPUMEHEHUSI COCTOSIHUU OJIMH WJIU HECKOJIBKO PaJIMOHYKIIUJIOB (



paZOaKTUBHBIX H30TONOB) B KayeCcTBE JEUCTBYIONIETO BEIIECTBA HJIM B COCTaBe
JIEVCTBYIOIIETO BEILIECTBA;

77) pebepeHTHBIC CTPAaHBI — CTPAHBI €BPONEHCKOTO M IIEHTPaJbHO-a3MaTCKOTO PEruoHa,
MaKpO3KOHOMHUYECKH comocTaBuMble ¢ PecnyOnukoit KazaxcraH, oTHOCSIIMECS K TPYIINE
CTpaH BBICOKOTO, BBIIIE CPEAHEr0 WM HUXKE CPEIHEro YpOBHS JOXOJIOB, COIJIACHO
knaccudukanuu BecemupHoro 0aHka Mo OIIEHOYHOMY YPOBHIO BajlOBOTO HAaIlMOHAIBHOTO
JI0XO0/la Ha MAYIlYy HAaCeJeHWs, U3 KAaTeropuu KpeauTyeMmbiX MeXIyHapOoJIHbIM OaHKOM
PEKOHCTPYKIIMU U pa3Butusa (Aszepbaitmxkan, benapyce, bonrapus, Benrpus, Keipreizcran,
[Tonwmma, Poccust, Cnosenusi, Typuusi, Y30ekucran);

78) pedepeHTHBIN JIEKAPCTBEHHBINA Mpemnapar — JEKapCTBEHHBIM Ipemnapar, KOTOPbIN
HCIOJIB3YETCSl B KauecTBE MpernapaTa CPaBHEHHUS U SBJISETCS ATAJIOHOM, IO KOTOPOMY
onpenensaoTcs (HOPMUPYIOTCS) CBOMCTBA JIEKAPCTBEHHOT O IIpenapara;

79) Haasexanias IpOU3BOICTBEHHAS IPAKTUKA — COCTaBHAS YaCTh CUCTEMbI 0OECTICUCHHUSI
KauecTBa, FrapaHTUPYIOIIasi MPOU3BOACTBO U KOHTPOJIb KaUECTBA JICKAPCTBEHHBIX CPEJCTB 10
CTaHJapTaM B COOTBETCTBHUM C UX NpPEIHA3HAYCHUEM U TPEOOBAHUSAMH PETUCTPALMOHHOTO
TOCBE;

80) TUnopa3MepHBIN PAI — PAA U3AENHI, U3TOTOBIEHHBIX U3 OJHOPOJHOTO CHIPHS C
o0muMH (U3UKO-XMMUYECKUMHU CBOMCTBAMU MO OOIIEMY TEXHOJIOTMYECKOMY MpOLEcCy,
UMeIIre enrHoe (yHKIMOHATbHOE Ha3HAUYCHHE W NMPUMEHEHUE, OTINYAIOIIUECs TOIbKO
pasMepamMu W (Wiau) oObeMoM W (WMJIM) IIBETOM, B COOTBETCTBHU C JIOKYMEHTAIUEH
MIPOU3BOJIUTEIIS,

81) perucTpalroHHOE J0ChEe — KOMIUIEKT JTOKYMEHTOB U MaTE€pPUAIOB YCTAaHOBJIECHHOTO
COJIEp>KaHMsl, MPEJICTABIISIEMbIN K 3a8BJICHUIO HA DKCIEPTU3Y JIEKAPCTBEHHOI'O CPECTBA WU
MEJIULIMHCKOTO U3ETUs;

82) nepxarteib perUCTPAIIMOHHOTO YIOCTOBEPEHUS — OPUANIECKOE JIUIIO0, SIBJISIONIEECS
pe3uaeHToM uiu HepesuaeHToM PecmyOnuku Kazaxcran, Ha WMS KOTOPOTO BBIJAHO
pPEruCTpaIMOHHOE YI0CTOBEPEHUE Ha JIGKaPCTBEHHBIN Mperapar;

83) 3apeructTpupoBaHHas 1ieHa JJi ONTOBOW U PO3HUYHOW peau3alliy, a TAKKe B paMKax
rapaHTUPOBAHHOTO 00beMa OecIUIaTHOM MEJUUMHCKOW MOMOIIA U (WJIU) B CHUCTEME
00513aTEILHOTO COLUAIBHOTO MEIUIIMHCKOTO CTPaxOBaHMsS — pacueTHas 0a3oBasi 1[eHA Ha
TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHBIX CPEACTB i1 POPMUPOBAHUS MTPEACIbHOMN 1IEHbI Ha
TOProBO€ HAMMEHOBAHME JJIsi ONTOBOM M PO3HUYHOMN peanu3alliM, a TakXke B paMKax B
paMKax TapaHTUPOBAHHOTO 0ObeMa OeCIUIaTHON MEIMIIMHCKON MOMOIIH U (WJIH) B CUCTEME
0053aTE€JILHOTO  COIMAJIbHOTO MEIMIIMHCKOTO CTpPaxOBaHUS, COCTOSIIAs U3 ICHBI
MIPOU3BOJIUTEIIS,

84) uccrnenoBaHUe SKBUBAJIEHTHOCTH — HCCIEIOBaHUE, KOTOPOE OMNpeNeseT
HKBUBAJICHTHOCTh MEXJy T€HEPUKOM M OPUTHHAIBHBIM (pedepeHTHBIM) JEKapCTBECHHBIM
CPEJCTBOM IIPU HUCIIOJIb30BAaHUU HCCIIEIOBAHUN WH-BUBO (BHYTPH OpraHusma) u (WiM)
WH-BUTPO (BHE OpraHu3Ma);



85) snexrponHas nudponas noanuck (nanee - L) - Habop >MEeKTPOHHBIX ITUGPOBBHIX
CUMBOJIOB, CO3/IJaHHBII CPEJACTBAMHU AJIEKTPOHHON LIU(PPOBON MOANMKUCH U MOJITBEPHKAAIOUIUN
JIOCTOBEPHOCTh DJJIEKTPOHHOTO JIOKYMEHTA, €ro NPUHAMJIEKHOCTh M HEU3MEHHOCTh
CoJiep KaHus;

86) dapmaneBTudeckas cyOcTanmus (akTuBHas (papmarieBTHUeCKass CyOCTaHIIUS) —
JEKapCTBEHHOE CPEJCTBO, NPEIHA3HAYEHHOE IS MPOU3BOJACTBA W HM3TOTOBJICHUS
JIEKapCTBEHHBIX MPEMapaToB.

3. DkcnepTr3a JEKAPCTBEHHBIX CPEJICTB WIIM MEAUIMHCKUX U3JETUN, PETUCTPALIUS LIEHBI,
BHECEHUE HM3MEHEHUU B IIEHY MPOU3BOAUTENS MPOBOAUTCS T'OCYJIapCTBEHHON HKCHEPTHOM
opraHu3zanuei B cepe ooparieHus JeKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3CNni (aee
— TOCY/IapCTBEHHAS SKCIIEPTHASI OPTaHU3aIus ).

4. T'ocynapCTBEHHYIO PErUCTPAIUIO, MEPEPETUCTPAIMI0, BHECEHUE W3MEHEHHI B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHBIX CPENICTB WIM MEAULUHCKUX U3EIIHIA OCYLIECTBIISIET
roCy/IapCTBEHHBIM opraH B cdepe oOpalieHus JEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKHUX
W3 IEITNI.

5. IlpodheccronanbHas 3KCIEPTU3a OCYIIECTBISIETCS MOABEIOMCTBEHHOM OpraHu3aiei
YIIOJHOMOUYEHHOT'O OpraHa, B KOMIIETEHIIMIO KOTOPOW BXOJAT BOIPOCH MPOBEICHUSA
AKCIIEPTU3BI, TPEIyCMaTPUBAIONIEH OLIEHKY JaHHBIX MO KIMHUYECKOM O€30MacHOCTU U
3 PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, NOATBEPKACHHBIX B KIUHUYECKUX
UCCJIEIOBAHUX, a TaK)Ke B METa-aHalIM3ax U (MJIM) B CUCTEeMaTHYeCKUX o030pax (maiee —
Lentp).

6. DxcnepTusa, B TOM 4HucIe MpoBeneHue (apMaleBTUYECKON MHCIEKIUH WIIU
MHCTICKIIUH TPOU3BOJICTBA MEAUIIMHCKUX U3JIENUN (J1ajiee B COBOKYITHOCTH — UHCIICKIUS WIIH
B OTIENbHOCTU - (apmaleBTHUYECKass WHCHEKIUS WIM HWHCHEKIUS MPOU3BOACTBA
MEIUIIMHCKUX HU3JEIui), OCYIIECTBICHUE MEpeBoja JTOKYMEHTOB Ha Ka3axCKUU S3BIK,
peructpauusi UEHbl, BHECEHHE W3MEHEHUU B I1EHY MPOU3BOJIMUTEINS, a TaKxkKe
npodeccuoHalibHas JKCIEPTH3a JICKAPCTBEHHBIX CPEACTB WM MEAULMHCKUX H3JCIIHI
MPOBOJIUTCSI HA OCHOBAHUHU 3aKJIIOYEHHOTO JOrOBOpPa B COOTBETCTBUM C TPa)kAaHCKUM
3akoHosaTeabcTBOM PecnyOnuku Kazaxcran 1o okazaHusi KOMIO3UTHOM TOCyAapCTBEHHOM
YCIIyTH.

7. Peructpanus 1LieHbl WIM BHECEHHE MU3MEHEHUUN B 3apETHCTPUPOBAHHYIO IEHY
MPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA U MEAUIMHCKUX HU3JENUUA OCYUIECTBISETCS B
HalMOHaJIbHOU BaimoTe PecyOnuku Kazaxcran.

8. Omiara CTOUMOCTH PETUCTPALIMY IIEHBI IPOU3BOIUTENSI U BHECEHHUE U3MEHEHUH B LIEHY
MIPOU3BOAUTEIIS, a TaK)Ke MPOGECCHOHATHHOM IKCIIEPTU3BI OCYIIIECTBIACTCS B COOTBETCTBUU
C MPEUCKYPAaHTOM II€H, YCTAaHOBJIEHHBIM T'OCYJAapCTBEHHOM SKCIEPTHOW OpraHU3alHuel U
LenTpom.

9. Onnata CTOMMOCTH JKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA MW MEAUIIUHCKOTO
U3JENUsl OCYILIECTBJISETCS B COOTBETCTBHM C MPEUCKYpaHTOM, YCTaHABIMBAEMbIM



YIIOJJHOMOYEHHBIM OpPraHOM TII0 COTJIACOBAHMIO C AaHTUMOHOIIOJBHBIM OpPraHoM B
COOTBETCTBUM C MPUKA30M MCHOJHSIOUIEr0 O00A3aHHOCTH MMHHUCTpa 31paBOOXpAHEHUS
Pecniy6nmuku Kazaxcran ot 20 saBaps 2021 roma Ne KP JICM-7 "O6 yTBepKIaeHUU IIeH Ha
ToBapbl (paboOThI, YyCIyrW), NOPOU3BOAMMBIE U (WJIM) peanu3zyemble CyOBbEKTOM
rocyaapCcTBEHHOW MOHONoIMK" (3aperucTpupoBal B Peectpe rocyjapcTBEHHOM perucTpanuu
HOPMAaTUBHBIX MTPABOBBIX aKkTOB 1oj Ne 22096) .

10. Onnara CTOMMOCTH TOCYJAapCTBEHHOM PETUCTPALNH, IEPEPETUCTPALUU
JIEKapCTBEHHOI0 CpEICTBA WM MEAULMHCKOrO U3JAEIus, BHECEHUS H3MEHEHUU B
PEruCTPallMOHHOE JI0ChE€ JIEKAPCTBEHHOI'O CPEACTBAa WM MEIULMHCKOTO H3JeNus
OCYIIECTBIISIETCS B cOOTBETCTBUM ¢ HamoroBeim kogexcom Pecnybnuku Kazaxcran.

11. DkcnepTuse, a TakKe pETrUCTpallMd LEHbl U BHECEHUIO M3MEHEHUH B LEHY
IIPOU3BOAMTEIIA MOJIEKAT MPOU3BeNeHHbIE B PecniyOnuke Ka3axcraH, a Takke BBO3MMbIE Ha
€€ TEPPUTOPHIO JIEKAPCTBEHHBIE CPEJCTBA WIIA MEIUIIMHCKUE U3IETIUA.

12. 1o mogaum 3asBICHUS HA DKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB WM MEIULIMHCKUX
U3JIENINN, TOCYJaPCTBEHHYIO PETUCTPALIUIO, IEPEPETUCTPALIUIO JIEKAPCTBEHHBIX CPEJCTB WU
MEIULMUHCKUX U3JeI1i, BHECEHUS] U3BMEHEHUN B PErUCTPALMOHHOE JIOChE JIEKAPCTBEHHOTO
CPEACTBA WJIM MEIULMUHCKOIO M3JEIUs W PETHCTPALIMU, BHECEHUsS H3MEHEHHS B LIEHY
MIPOU3BOAMTENIS 3aIBUTENb 110 COOCTBEHHON MHUIIMATHBE Ha JOTOBOPHON OCHOBE MOJIYYaeT B
rOCYy/JapCTBEHHOM 53KCIEPTHOM OpraHu3aluy 3akKJIIYEHUE I10 HTOraM JSKCIEePTH3bI
OPUHAMICKHOCTA MPOAYKUMM K MEIUIMHCKUM HU3JEIUsIM U HEOOXOJAUMOCTH €€
rocyJapcTBeHHOU perucTtpanuu B PecryOnmke KazaxcraH, a Takke mH()OpMalMOHHBIE U
KOHCYJIbTAlIMOHHBIE YCIYyTM MO BOMNPOCAM, CBSI3aHHBIM C IPOBEAECHHEM JKCIEPTU3bI
JIEKapCTBEHHOT'O CPEICTBA MM MEJUIIMHCKOTO U3/IEIH.

Jlns mosydeHus 3aKIOYEHUs N0 NMPUHAMICKHOCTH NMPOAYKUHHM K MEIUIMHCKUM
U3JIeNIUAM 3aBUTENb MOCPEICTBOM IMOPTala rOCYIapCTBEHHOM 3KCIEPTHOM OpraHu3aluu
MPEAOCTABISAET CIAEAYIOIUE MaTepHalIbl U JOKYMEHTHI C ayTEHTHYHBIM MEPEBOJAOM Ha
Ka3aXCKUU U PYCCKUH S3BIKU:

1) HanMeHOBaHKE POAYKIIHH;
2) HaMMEHOBaHUE MTPOU3BOAUTEIIS, CTPAHBI;

3) MHCTPYKLMS 110 MPUMEHEHHIO MM 3KCIUTYyaTallMOHHBINA JTOKYMEHT, UM PYKOBOJACTBO
N0JIb30BATEIIS;

4) dotorpadudeckoe n3o0paxkeHUue, 0TOOpa)xaroliee BHEINIHUM BUJ MPOAYKIIHH,
pa3MepoM He meHee 18 x 24 caHTumeTpa;

5) undopmanuio o perucTpanuu B CTpaHe IPOU3BOAMUTENS, BBIAAHHYIO TOCYAApPCTBEHHBIM
YIOJIHOMOYEHHBIM OPraHOM CTPaHbI IPOU3BOIUTENS;

6) TeXHUYECKOE OMHcaHue, 00JacTh MPUMEHEHHUs, 1[eJIEBOE Ha3HAYEHUE MPOAYKIHUHU (
uH(bOpMaIUs OT MIPOU3BOTUTENIA).

l'ocynapcTBeHHass SKCHepTHAsE OpraHu3alus MPOBOJIUT 3KCIEPTU3Y MPUHAMICKHOCTH
MPOAYKIMHU K MEIULIMHCKUM H3AENHsIM B TeueHue 15 (msaTHaauars) pabouux JHEW ¢ JaThl



PErucCTpalvy 3asiBICHUS U NPENOCTABICHUSA 3asBUTEIIEM JOKYMEHTOB B I'OCYJIapCTBEHHYIO
AKCHEPTHYIO OPTraHU3aLHUIO.

B cnydae mpenocraBiieHus 3asiBUTEIIEM HEIOCTOBEPHBIX JAHHBIX, HEIOJHOI'O IAKEeTa
JOKYMEHTOB M HAJIM4YMs 3aMeYaHUil K MpeCTaBICHHbIM TOKYMEHTaM U (WJIM) MaTepuaiaM, B
UH(POPMAIIMOHHON CUCTEME TOCYJapCTBEHHOM SKCIEPTHOM OpraHu3aliy B THYHOM KaOWHETe
3asBUTENISI pa3MellaeTcs yBeAoMiIeHHE (B MPOU3BOJIBHOW (Qopme) O HEoOXOIUMOCTH
YCTpAaHEHMsI BBISIBJIEHHBIX 3aMEYaHUil B CPOK, HE MPEBBIIAOMINKI 5 (I14Th) pabouux AHEH, CO
JIHsI BBICTABJICHUS 3aMEYaHUN IOCYJapCTBEHHOM SKCIIEPTHOW OpraHU3aluen.

Ha Bpems ycTpaHeHMs 3aMedyaHHd, CPOKH PACCMOTPEHHUS 3aABIICHUSA
IIPUOCTAHABIIMBAIOTCS.

[Ipu He ycTpaHEeHMM 3asBUTENEM 3aMEYaHWM, YKa3aHHBIX B HACTOAIIEM IYHKTE
yKa3zaHHbIX lIpaBun, rocygapcTBeHHass 3KCIEpTHAsE OpraHU3alysl HANPABISIET 3asBUTEIIO
pELIEHUE O MPEKPALICHUU SKCIEPTHU3bl MPUHAIJIEKHOCTH NPOAYKUHH K MEIUIUHCKUAM
M3JICNIUSIM U HEeOOXOJIMMOCTH €€ rOCyIapCTBEeHHOM peructpauuu B PecnyOnuke Kazaxcran B
IPOU3BOJILHOM (hopme.

DKcrepTr3a NPUHALIEKHOCTH MTPOAYKINHA K MEIULIMHCKUM HU3IEIUSAM OCYIIECTBIISAETCS
MyTeM [IPOBEJICHUS aHAJIN3a MPECTABIEHHBIX MAaTepUaIOB U JOKYMEHTOB C YYETOM 00JIaCTH
IIPUMEHEHUS U Ha3HAYEHUS 3asBJICHHOW MPOAYKIHUH.

[Ipn nmpoBenenun aHanu3a YYHUTBIBAIOTCS AaHHbIE U3 [ocymapcTBEHHOro peecrpa
JIEKapCTBEHHBIX CPEJICTB U MEAULIMHCKUX U3JIETUN.

IIo pe3ynbTaTaM 3KCIEPTU3bI PUHAMICKHOCTH MPOAYKLINHA K MEIULMHCKUM H3IETUAM
3asBUTENISI TOCPEACTBOM HH(GOPMALIMOHHOW CHUCTEMBbl TOCYJAapCTBEHHOW HSKCIEPTHOU
opraHu3auvyd B "JIWYHBIA KaOWHET" 3asABUTENS] HANpaBACTCS 3aKIIOYEHUE O
NPUHAJICKHOCTU MPOTYKIUU K MEJUIIMHCKUM U3JENINUAM B IPOU3BOJIBHOM (hOpME CO CPOKOM
nercTBus He Oosiee 12 (IBeHAIIATh) MECSIIEB CO AHS €ro BhIIAUU.

I'naBa 2. ITopanok oka3aHHA rOCyAapCTBEHHOM yCIyTH "OJKCIepTH3a, pErHCTpamys,
IEPEPErUCTpaLyi, BHECCHIE H3MCHEHHH B PETHCTPAIOHHOE OCHE JICKAPCTBEHHOI'O CPEACTBA
I MEJUIMHCKOTO W3/IEUs M PETUCTPAIUS I{eHEI, BHECEHHE M3MEHEHHS B IIEHY IPOU3BOIUTEILA,
a Taxoke ¢popmupoBanusa Ka3zaxcTaHCKOro HaIMOHAIHHOTO JIEKapCTBEHHOTO (opMyiripa”

13. JIna nmomydeHus rocygapcTBeHHON ycnyru "[lopsmok oka3aHus rocyJapCTBEHHOM
yciayru  "DKcmepTu3a, perucTpalus, MepeperucTpamus, BHECEHHE HW3MEHEHHUU B
PEruCTPAllMOHHOE [JOChE JIEKAPCTBEHHOTO CPEACTBA WM MEIULIMHCKOTO W3IEIUs H
perucTpalus 1eHbl, BHECEHUE U3MEHEHUS B LIEHY MPOU3BOAMUTENS, a TaKKe (OPMUPOBAHUS

nn

KazaxcTanckoro HaIMOHAIBHOTO JIEKapCTBEHHOTO hopmyisapa"" (nanee — rocysapcTBeHHAs
yCciayra) 3asBUTENb (Jajgee - YCIyromojydyarellb) 4epe3 HH()OPMAIMOHHYIO CHUCTEMY
YIOJHOMOYEHHOTO OpraHa MOoJAaeT 3asBieHHe 1Mo (opMe, COTJIacHO MpUIoKeHusM 1 u 2 K
HacToauwM IlIpaBunam, moamucannoe DIII yciyromosyudarenss WM YyAOCTOBEPEHHOE

OJTHOPA30BBIM TApOJIEM, TPU PETUCTpAlMd W TOAKIIOYEHUS aOOHEHTCKOr0 HOMeEpa



YCIIYTOIIOJy4aTelisi, IPEAOCTABICHHOTO OINEPaTOPOM COTOBOM CBSI3H, K YYETHOW 3aIlMCHU
MH(}OPMAIMOHHON CUCTEMBI YIIOJTHOMOYEHHOT'O OpraHa.

14. HaumeHnoBaHu€e TOCYJapCTBEHHOMN YCIyTH, HAMMEHOBAHUE YCIIYTOaTeNs, CIIOCOOBI
peI0CTaBICHUsI, CPOK OKazaHus, (GopMmy, pe3ysibTaT OKa3aHUs TOCYAapCTBEHHOU YCIyTH,
rpaduk paboThl ycayroaarens u 00beKTOB HH(GOPMAITNH, IEpeUeHb JOKYMEHTOB U CBEICHUH,
UCTPEOYEMBIX Y YCIyTOIMOMyYaTelNs A5l OKa3aHUs TOCYAapCTBEHHOU YCIYTH, OCHOBAHUS JJIs
OTKa3a B OKa3aHWU TOCYyAapCTBEHHOM YCIIyI'M, yCTAaHOBJICHHbIE HacTosmumu lIpaBunamu
MIPUBEJICHBI B TIEPEUYHE OCHOBHBIX TPEOOBAaHUM K OKa3aHUIO TOCYAApCTBEHHOU yCIyTH (Hanee
— TpeOOBaHUSA K OKA3aHUIO TOCYJAapCTBEHHOM YCIyTrH) COTJIACHO NPUJIOXKEHUI0 3 K
HacTosamuM [IpaBunam.

[Ipu 5TOM, yCmyromnoyyyaTeab BHIOUpPAET BCE BUJIBI YCIIYT, BKIIFOYEHHBIX B KOMIIO3UTHYIO
rOCyJAapCTBEHHYIO YCIYTY, TU0O MO OTAEIBHOCTH.

15. Ycnyrononyuarens AaeT corjacue Ha UCIOJIb30BAHUE CBEACHUN, COCTABISIOLIUX
OXpaHAEMYI 3aKOHOM TailHy, COJEpKalIuXcd B HWHPOPMAIMOHHON CHCTEME
YIOJIHOMOYEHHOTO OpraHa, MpU OKa3aHHMM TOCYAAapCTBEHHOW YCIYTH, €CIM HHOE HE
npeaycMoTpeHo 3akoHamu PecnyOnuku Kazaxcras.

16. Ycnyrogatenu moiaydaroT nu(poBbie TOKYMEHTHI U3 CEpBUCa ITU(PPOBBIX JOKYMEHTOB
yepe3 peaJM30BaHHYK HMHTETPALMI0O MPHU YCIOBHM COTJIacUs BJAJENbla JOKYMEHTA,
MPEJOCTABICHHOTO TOCPEICTBOM 3apPETUCTPUPOBAHHOTO B HHGOPMAIMOHHON CHCTEME
YIOJIHOMOYEHHOT'O OpraHa abOHEHTCKOTO HOMEpa COTOBOW CBSI3M IOJB30BaTENs IyTEM
Iepeaayd OJHOPA30BOTO NAPOJsS WM IyTEM OTIPABICHHUS KOPOTKOTO TEKCTOBOTO
cooOIlleHNs B KauecTBE OTBETa HA YyBEIOMJIICHHWE H3 HH()POPMAIMOHHON CHCTEMBI
YIIOJITHOMOYEHHOI'O OpraHa.

17. Ilpu oGparieHnu yciayronoaydaress Mocjie OKOHYaHWS padodyero BpeMEHH, B
BBIXOJIHBIC W MPA3THUYHBIE THU COTJIACHO TPYJIOBOMY 3aKOHOJIATEILCTBY, IPUEM 3asIBJICHUN
Y BblJlauya Pe3yJIbTaTOB OKAa3aHUsI I'OCYJapCTBEHHOM YCIIYTH OCYLIECTBISECTCS CIHENYIOLIUM
pabouuM JTHEM.

18. IIpu mpemocTaBiICHNH YCIyTOMOIy9YaTesieM MOCPEICTBOM HH(POPMAITMOHHOW CHCTEMBI
YIOJIHOMOYEHHOTO OpraHa JOKYMEHTOB, MPEIyCMOTPEHHBIX TPeOOBAHHEM K OKa3aHUIO
roCyJIapCTBEHHOM yCIyry, B "MMYHOM KaOuHeTe" yciayronoiyyaTesst 0ToOpa)kaeTcsi CTaTyc o
NPUHSATHAU 3asBJIICHUS 1JIsI OKA3aHUS TOCYJapCTBEHHOM YCITYTH.

19. YcayromonyyaTtens obecrneyrnBaeT AOCTOBEPHOCTb, MOJHOTY M COJEpPKAHHE
MPEIOCTABJIEHHBIX JOKYMEHTOB B COOTBETCTBHUU C JCUCTBYIOIIUM 3aKOHOJATEIbCTBOM
Pecny6onuku Kazaxcran u nHacrosmumu IlpaBunamu. [IpenocraBienue yciayromnoiaydareaemMm
HEJIOCTOBEPHBIX JAHHBIX SIBIIIETCSA OCHOBAHHUEM IS OTKa3a B OKA3aHWUU T'OCYJApPCTBEHHOU
YCIIYTH.

20. B cnydae mony4yeHHMs yCIyroIoJlydaTeaeM MUCbMEHHOTO OTKa3a B OKa3aHUU
roCyJJapCTBEHHOM YCITyTH, POU3BEACHHAs UM OIIaTa HE BO3BPAILAETCS.



21. ITo pe3ynbTaTamM OKa3aHUsl TOCYJAPCTBEHHOM YCIYTd yCIyronoJy4aTeIt0 BbIIAeTCs
OJIUH U3 JOKYMEHTOB, MIPEAYCMOTPEHHBIX MPUIIOKEHUIMH 4, 5, 6, 7 u 8 HacTosimux [IpaBun
WM MOTHBHPOBAHHBIM OTKa3 B OKa3aHWM TOCYyJAapCTBEHHOW YCIyru, mo Qopmam
npelycMOTpeHHbIM npuioxenusmu 9, 10, 11 u 12 nacrosmux IlpaBun, kortopsie
HAIPaBJISAIOTCA B "MUYHBIN KaOWHET" yCIyromnoaydareis B hopMe dJIEKTPOHHOTO IOKYMEHTA.

22. Cpok oka3zaHus TOCYJIapCTBEHHOW yciyrH He npeBsbimaet 100 (cto) pabounx aHEi.

B cpoku oka3zaHus TOCY1apCTBEHHOM YCIIyTH HE BXOJMT:

1) BpeMsi BOCIIOJIHEHHSI HEKOMIUIEKTHOCTH PETHCTPAIIMOHHOTO J1I0ChE;

2) BpeMs PEOCTaBICHUS YCIYTronojdydaTreneM JTOKYMEHTOB U MaTepHalioB O 3arpocy
Ha JIIOOOM U3 3TaIoB YKCIIEPTUHI;

3) BpeMs opraHu3aly U NPOBEICHUS] MHCIICKITUH.

VYcenyrononyyarens B Teuenue 30 (Tpuanath) pabodyux JHEH CO JHS MOJy4YEHUs
yBEJOMJICHUS 0 HEOOXOIUMOCTHU MPOBEACHHSI MHCIIEKIIUU MPEAOCTABIISAET MUCbMO O COTJIaCHH
U MPEJOCTABIISIET B TOCYAAPCTBEHHYIO SKCIEPTHYIO OPraHU3alMIoO 3asBJIEHUE O MPOBEICHUN
WHCIICKIUU.

[IpoAOMKUTENBHOCTh OpPraHU3alMd U MPOBEACHUS MHCIEKUUH MPOU3BOJCTBA HE
npesbimaeT 90 (eBsIHOCTO) padounx JHEH CO JHS MOJAa4M YCIyToMmojaydaTesieM 3asBICHUsS Ha
MPOBEICHNE UHCTICKIUU.

4) opranuzanus U IpoBeAeHuEe DKCIEPTHOTO COBETA, MPOJOJKUTEIIBHOCTh OpraHU3aluu
U TIPOBEJIEHUs DKCIIEPTHOTO coBeTa He npeBbiaet 30 (TpuAlaTh) KaleHIapHbIX JHEH CO THS
YBEJIOMJICHUS 3aBUTENS O BRBIHECEHUU MATEPUATIOB Ha DKCIEPTHBIN COBET;

5) cornacoBaHus yCIyTOMOJIy4YaTesieM UTOTOBBIX IOKYMEHTOB.

23. XKanoOa Ha peuieHue, AeicTBUs (0€30eHCTBUA) yCIyTOAaTeNsl 10 BOIIPOCAaM OKa3aHUs
roCyJapCTBEHHON YCIyrd MOXET OBbITh MOJJaHa Ha HMS €ro pPYKOBOJUTEINs, B
YIOJIHOMOYEHHBIN OpraH 1o OLUEHKE U KOHTPOJIIO 332 KaUeCTBOM OKa3aHUs rOCYyIapCTBEHHBIX
YCIIYT B COOTBETCTBHH C 3aKOHOIaTeIhCTBOM Pecryonuku Kazaxcran.

B cnydae mocTtymieHus ajnoObl B COOTBETCTBUM C NyHKTOM 4 ctatbu 91
AJIMHUHUCTPATUBHOIO MpPOILEAYpPHO-IpoLeccyalbHoro konaekca PecnyOonukn Kazaxcran (
nanee - AIIIIK PK) ycnoronareneM HampapisieTcsi B OpraH, paccCMaTpHUBAIOIINMA kaio0y B
TeueHue 3 (Tpex) pabouux JHEN cO AHS €€ MOCTYTUICHHUS.

Kanoba ycnyroaarens He HAMpaBJIsSETCsS B OpraH, pacCMaTPHUBAIOIINN jKallo0y B CiIydyae
MIPUHATHUSL 0JaronpusiTHOTO aKTa, COBEPUICHUS] aIMUHUCTPATUBHOIO JCHCTBUS, TOJIHOCTHIO
yAOBIIETBOPSIOIIME TpeOOBaHUA, yKa3aHHBIC B Kajno0e.

24. XKanoba ycimyromoaydaTesis B COOTBETCTBUM C MYHKTOM 2 cTaTbhu 25 3akoHa
MOJJIEKUT PaCCMOTPEHUIO:

yCIIyrojiaTesiem - B TeueHue 5 (msatu) pabounx AHEH co JHS €€ perucTpaluy;

YIIOJJHOMOYEHHBIM OpPraHOM IO OLEHKE M KOHTPOJI0 33 KauyeCTBOM OKa3aHHS
roCyJapCTBEHHBIX YCIYT - B TeueHue 15 (marHaauaTi) pabounx JHEHN Co IHA €€ perucTpaiuu



25. Cpok paccMOTpEeHHUsI Kajl00bl yCIyroAaTeaeM, YIOJTHOMOYEHHBIM OPTaHOM I10 OLICHKE
Y KOHTPOJIIO 32 KaY€CTBOM OKa3aHHUs T'OCYJAAPCTBEHHBIX YCIYyT B COOTBETCTBHM C ITYHKTOM 4
ctathu 25 3akoHa mpojjieBaeTcs He Oosiee yem Ha 10 (mecsaTh) paboumx HHEHW B ciiydasx
HEOOXOTMMOCTH:

1) mpoBeeHUs JOMOTHUTENBHOTO U3YUECHUS WU TMPOBEPKH 10 kKanobe Tud0 MpOBEPKHU C
BBIE3/10M Ha MECTO;

2) Moay4eHus JOMOJHUTEIbHOU HH(POpMAIUH.

B cnyuae npoasieHns cpoka paccCMOTPEHHUs KajloObl JOKHOCTHOE JIUI0, HAJEJIEHHOE
MOJIHOMOYHUSIMH IO PACCMOTPEHHIO *Kajo0, B TeueHue 3 (Tpex) pabouux JHEH ¢ MOMEHTa
MPOJIJICHUS CPOKA PACCMOTPEHHMsI KajJoObl COOOIIaeT B MUChbMEHHON ¢dopme (Tpu mojaye
&ajao0bl Ha OyMa)XHOM HOCHTENE) WM JJIEKTpOHHOM (opMme (mpu mojaye xajaoObl B
ANIEKTPOHHOM BHUJIE) YCIYTOmoJy4yaTenio, MOoAaBUIeMYy Xano0y, O MHPOJJIECHUU CpPOKa
paccMOTPEHHUS KaJI0ObI C YKa3aHUEM MIPUYMH IPOAJICHUS.

26. Ecniu nHOE He npeaycMoTpeHo 3akoHamu PecnyOnuku KazaxcraH, o0xanoBaHue B
CyJle JOIyCKaeTcs IMocie 00KaloBaHUS B aIMUHUCTPATUBHOM (JOCYJEOHOM) MOPSAJKE B
cooTBETCTBHM ¢ MyHKTOM 5 crathu 91 AIIIIK PK.

I'maBa 3. Ilopsanok npoBeAeHAS HKCIIEPTU3EI, PETHCTPALAHU, IIEPEPETACTPALIAN, BHECEHUS
A3MEHEHHH B PErHCTPaMOHHOE JOChE JICKAPCTBEHHOI'O CPEACTBA, PETHCTPALIMHA IEHBI H BHECEHHUA
A3MEHEHNA B IICHY IIPOM3BOANTEN JIEKAPCTBEHHOT'O CPEACTBA

27. DkcnepTu3a JIEKapCTBEHHOTO CPECTBA COCTOUT U3 CISAYIOIIUX ITAIOB:
1) HauanbHas SKCIEPTHU3A;

2) crienMaau3upoBaHHAs HKCIIEPTHU3A;

3) nabopaTopHbIC UCTILITAHUS.

28. Jlyst mpoBeNeHHs IKCIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB MPU WX TOCYAapCTBEHHOMN
pPETUCTpaIlMi ¥ TIEPEPETUCTPALMM YCIYTOIOoIydaTellb MOCPEACTBOM HH(OOPMAIIMOHHON
CHUCTEMBI YIIOJITHOMOYECHHOT'O OpraHa MPeI0CTaBISET CICTYIONTNE JOKYMEHTHI:

1) 3asBieHME HA MPOBEICHUE IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEICTBA (Aajiee — 3asBIICHUE)
B DJICKTPOHHOM BHJIE TI0 (hopMe coriacHo mpuiiokeHuto 1 k Hacrosmmm [IpaBumam;

2) perucTpaMoHHOE JOChe B AJEKTPOHHOM BHUJE B (popMare MekKIIaTGOpMEHHOTrO

aneKkTpoHHOTO JoKyMeHTa ("pdf" dhopmar):
MepeyeHb JOKYMEHTOB, MPEJOCTABISIEMBIX JIsI AKCHEPTU3BI MPOU3BOIUTEISIMU
Pecnyonuku Kazaxcran o ¢opme coriacHo npuioxkenuto 13 k HacrosiuuMm [IpaBunam;
NepPEeUCHb IOKYMEHTOB, TIPEIOCTaBIsieMbIX B hopmare OOIIEro TeXHUIECKOTO JOKYMEHTA
, 1o hopme coryiacHo npuiiokeHuto 14 k Hacrosumm [paBunam;
3) cBenmeHus, MOATBEPKAAIOIINE OIJIATy YCIYTOMOJydaTeleM Ha PacuyeTHBIA CYET
rocyJapCTBEHHON IKCIIEPTHON OPraHU3alliy CyMMBI JIJIsl IPOBEJICHUS SKCIIEPTU3HL;

4) o0Opa3Iisl JIGKAPCTBEHHBIX CPEACTB, CTAHIAPTHBIC 00pAa3Ilbl XUMUYECKUX BEIIECTB,

CTaHJapTHbIE OO0pa3ibl OMOJOTUYECKUX JIEKAPCTBEHHBIX MpenapaToB, TECT-IITaMMBbl



MHUKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, B KOJHUYECTBAX, JOCTATOUHBIX ISl TPEXKPATHBIX
71a00paTOPHBIX UCIBITAHUN U BepU(UKAUN AaHATUTUYECKUX METOJIUK KOHTPOJISI KauecTBa ¢
OCTaTOYHBIM CPOKOM T'OJJHOCTH HE MeHee 9 (AeBATH) MeCSIEB (3a UCKIIOUCHHEM CIIy4aeB, HE
TpeOYIOIIMX MPOBEACHUS J1a0OPATOPHBIX MCHBITAHUI), @ TAKXKE CIIEU(PUUECKUE PEareHThl,
pacxoJHble MaTepHaibl, MPUMEHAEMbIe IMPU TMPOBEACHUU JAOOPATOPHBIX HCIBITAHUN
JIEKAPCTBEHHBIX CPEACTB, 00pa3ilbl JIEKAPCTBEHHBIX CPECTB, COAEpKaIlMe HAPKOTUYECKHE
CpelCTBa, ICUXOTPOIHBIE BEIIECTBA U MPEKYPCOPHI, a TAK)KE TPEOYIOIINE OCOOBIX yCIOBHIA
XpaHeHus: (TeMIIepaTypHBIM PEXUM, BIAXKHOCTH) YCIYyromojydaTesib MPEIOCTaBISIET B
TeueHue 2 (nBa) pabouMx JHEH € MOMEHTAa MOJAa4M 3asBJICHUS HAPOYHO MO aKTy
npueMa-nepeayul B HCHOBITATENbHYIO J1A0OpaTOPUI0 TOCYJAapCTBEHHOM HKCIEPTHOMN
OpraHu3alluu.

[Ipn mepeperucTpauuu JEKapCTBEHHBIX CPEICTB NPENOCTaBIEHHE 00pa3loB,
PEeyCMOTPEHHBIX JAHHBIM ITYHKTOM HE TpeOyeTcs.

5) nepedeHb NpeIOCTaBISIEMbIX MATEPUATIOB PETUCTPALIMOHHOIO TIOChE B 3aBUCUMOCTH OT

THUIIA JIEKAPCTBEHHOI'O CPEJICTBA COOTBETCTBYET MPUIOKEHUIO 15 K HacTosmuM [IpaBunam.

[Ipu npoBeneHUN SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB MO0 COBMECTHOM MpPOLENype
peructpauuu ¢ BcemupHoll opranusanueil 3apaBooxpaHeHus (maimee - BO3)
YCIIyTOnoiayyaTeb NPeoCTaBIsIeT JOKYMEHThI, PEyCMOTPEHHBIE B TOAMYHKTax 1), 2) u 3)
HacTosiero nmynkra [IpaBui, a Takxe:

nucbMo or BO3 o cornacum B NpeAoOCTaBIEHUMH AOCTyNla K Marepuhaiam

PETUCTPALIMOHHOTO JI0ChE U HKCIIEPTHOMY OTYETY IO OLICHKE M oTYeTaM (hapMaleBTHUECKUX
WHCIICKIIU;

JeKJIapaluio 00 UAEHTUYHOCTU (OJHU U TE K€ MPOU3BOACTBEHHBIE TUIOLIAJAKNA aKTUBHON
(dapMaiieBTHYECKONM CyOCTAaHIIMM U TOTOBOT'O Tpemnapara, UICHTUYHBIA KAaYeCTBEHHBIM U
KOJIMUECTBEHHBII COCTaB JIEKAPCTBEHHOIO Ipenapara) perucTpalMoOHHOTO J0Che
3asBJICHHOTO JIEKAPCTBEHHOTO IpenapaTa npekanupuurpoBannomy BO3 nekapcTBeHHOMY
npenapary Wik 0JI00pEeHHOMY PETYJISITOPHBIM OPIaHOM CO CTPOTOM PEryJISTOPHOU CUCTEMOU
(SRA) (CIIIA, EC (EMA), Benukobpuranusi, SAnonus).

29. Ilpu BHeceHun u3MeHeHu Tuna [A yciyronomay4arens MPEACTABISET 3asBJICHUE 10
dopme corinacHo npuioxkeHutro | k Hacrosmum [IpaBuinaM M JOKYMEHTBI COIJIACHO
npuioxkeHnto 16 k HacrosmuM [IpaBunam.

Ycayronosydarenb U3BEUIAET TOCYAAPCTBEHHYIO KCIIEPTHYIO OpraHU3alMIoO B Clydae
u3MeHeHus: tuna [A, TpeOyrolero HEMEUICHHOIO U3BEIIEHUs C IIeJIbI0 HEMpPEPBHIBHOIO
KOHTPOJISl IEKAPCTBEHHOT'O CPEJICTBA.

JlepkaTenb perucTpalMOHHOIO YAOCTOBEPEHUS B pAMKaX OJHOIO 3asBJICHUS YKa3bIBAET O
HECKOJIBKMX HECYIIECTBEHHBIX M3MEHEHUsIX Tuna [A, Kacaomuxcs OJIHOTO
PErHCTPAlMOHHOTO YIOCTOBEPEHUSI.

B cnydae BHeceHUs U3MEHEHHM, TPEOYIONIUX U3MEHEHHS JaHHBIX PETHCTPALIMOHHOTO
YIAOCTOBEPEHUS, TOCYIApPCTBEHHBIM OPraHOM BBIJAETCS HOBOE PETHCTPALMOHHOE



YIOCTOBEPEHUE IO MPEKHUM HOMEPOM Ha OCTATOYHBIM CPOK JIEUCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHUS.

30. ITpu BHecenun u3meHenuii Tumna Ib ycmyromnonydarens NpeaCTaBISIET 3asBICHUE 10
dbopme cornacHo mnpuiioxkeHuto 1 k HacrosmuM [IpaBuiam U JOKYMEHTBI COTJIACHO
npuioxeHuto 16 xk HacrosmuMm [IpaBunam.

JlepkaTenu perucTpallMOHHOrO YIOCTOBEPEHHS B paMKax OJHOIO 3asBIICHUSA
YBEAOMJISIFOT O HECKOJIBKMX M3MEHEHUAX Tuma Ib, xacarommxcs 0qHOro perucTpauuoOHHOTO
YAOCTOBEPEHHUS], WM CTPYNIIUPOBATH OJJTHO WJIM HECKOJIbKO M3MeHeHur tuna Ib ¢ npyrumu
W3MEHEHUSIMU Tuma [A, CBS3aHHBIMU C OJJHUM PETUCTPALMOHHBIM YJIOCTOBEPECHHUEM, MPHU
YCJIOBHH, YTO TaKasi FPyNIIUPOBKA COOTBETCTBYET YCIOBHUSM, IIEPEUUCIEHHBIM B ITPUIIOKECHUN
16 x HactosiuMm [IpaBuinam.

B ciiyuae BHeceHUS] U3MEHEHUH, TPEOYIOIUX W3MEHEHUS JTAHHBIX PErUCTPALIMOHHOTO
YIAOCTOBEPEHUSI, TOCYJApCTBEHHBIM OPraHOM BBIJAETCA HOBOE PETUCTPALUOHHOE
YIOCTOBEPEHUE O] MPEKHUM HOMEPOM Ha OCTATOYHBIN CPOK JIEMCTBUS PETUCTPALIMOHHOTO
YAOCTOBEPEHHUS.

31. B cayuyae BHeceHusi u3MeHeHus tuna lIb, Biaekyuiero 3a coboil apyrue
nocieaoBaTeabHble U3MeHeHus: Thuna [A u tuna Ib, nomaercst ogHO 3asiBIEHUE, COJIepKaIIee
BCE MOCJIE0BATEIbHBIE U3MEHEHU Thna 1.

32. B cayvae BHeceHUs 3HAUMTENbHBIX M3MeHeHuW Tuna Il yciyromosnyuarenb
IpeACTABISIET 3asiBJIEHUE 10 (hopMme coryiacHo npuioxkenuto 1 k HactosiiuuMm [lpaBunam u
JOKYMEHTBI COTJIACHO MPUJIOKEHUIO 16 Kk HacTtosmuMm [IpaBunam.

3asBIEHHUE COAEPKUT ONHO n3MeHeHue tuna II. B ciydae BHECEHMSI HECKOJIBKHX
n3MeHennit tuna II, ornensHOE 3asBlI€HNE MOMAETCA OTHOCUTEIBHO KaXJI0r0 U3MEHEHMUS,
KaX0€ 3asiBJICHUE COAEPKUT CCHUIKU Ha IPYTO€ 3asBJICHHUE;

B cnydae ecnu usmenenue tuna Il mpuBoauT K APYrUuM MOCIEI0BATENLHBIM U3MEHCHUSIM
tuna II, ogHO 3asBiIeHNE BKIIIOYAET BCE MOCIIEI0BATEIbHBIE N3MEHEHUSI BMECTE C ONIMCAHUEM
COOTBETCTBUI MEXK/ly TAKUMH MOCJIEA0BATEIbHBIMU U3MeHeHUsIMU Tuna I1.

B cnyuae ecnu n3menenue tumna Il npuBOaUT K APYTrUM MOCIEI0BATENBHBIM U3MEHCHUSM
tuna I, oaHO 3asiBJIEHNE BKIIIOYAET BCE MOCIEA0BATEIbHBIE N3MEHEHUS BMECTE C OIUCAHUEM
COOTBETCTBHI MEXK]ly TAKUMH NOCIEA0BATEIbHBIMU n3MeHeHus My tuna [ u 11

ITogaua 3asiBIeHUs Ha SKCcHepTU3y BHeceHus u3MeHenui tumna IA, Ib, II B
PETUCTPALIMOHHOE 10ChE OCYIIECTBIAETCS YCIYronojydareyieM B TeueHue 3 (Tpu) MecsieB
[OCJIE YTBEPKIACHUS BHOCUMBIX MU3MEHEHHUM B CTpPaHE MPOU3BOAUTENS WIM JEpiKATEI
PETUCTPALMOHHOIO YI0CTOBEPEHHUS.

33. Ilpu BHeceHUM W3MEHEHUM, TPEOYIOMUX HOBOW PETUCTPAIMH JICKAPCTBEHHOTO
npernapara, yclIyronoiydaTelb MpeJCcTaBiIseT 3asBiIeHHe 1Mo (opMe coriacHO NpUioKeHuo |
K HactosiuMm [IpaBuniam ¢ ykazaHueMm Tumna npoueaypsl "peructpauus”’ U JOKYMEHTHI



corjacHo mnpuioxeHusMm 13 wnum 14 x Hacrtosuum [IpaBuiam, a Takke CBEACHUA,
MOATBEPKAAIOIIME OIUIaTy YCIYronojydaTrelleM Ha pacyeTHbId CuUeT ToCyAdapCTBEHHOU
AKCHEPTHOM OpraHU3aliy CyMMBI JJISl IPOBEICHUS SKCIIEPTU3bI IPU PETUCTPALIUH.

34. YcKkopeHHas 3KCIepTr3a JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIETCS MO PEIICHHUIO
YIOJIHOMOYEHHOI'O OpraHa U IPOBOJUTCS B CIIyYasix:

1) mpeaHa3zHaYeHUS JIEKAPCTBEHHBIX CPENICTB [l MPOMDUIAKTUKY, JICUCHUS, MATHOCTUKU
penkux 3a00JIeBaHu;

2) BOBHUKHOBEHHMS U YCTPAHCHUH TMOCIEACTBUN MUAEMUH, MAHIEMUH WHPEKIIMOHHBIX
3a0o0sieBaHUM (JIEeKapCTBEHHBIE MPEnapaThl ITUOMATOI€HETUUYECKON Tepanuu, MPUMEHsIEMbIE B
AKCTPEHHBIX CUTYallUSIX B OTBET HA YTrPO3bI 3/I0POBBIO HAcEIeHUS (TAHEMHH) U BKIIFOUCHHbBIE
B KJIMHUYECKHE MPOTOKOJIbI JICUCHHUS;

3) BOCGHHBIX ACWUCTBUNW MU JHUKBUIAIMK WX IMOCJEACTBUNA, BO3HUKHOBEHUS,
OPENyNpPEXACHUS] W JUKBUAAUWM TMOCIEACTBUM YpE3BBIYAHHBIX CHUTYallUi, YTpPO3BI
BO3HUKHOBEHHUS, PACIIPOCTPAHEHUSI HOBBIX 0CO0O OMACHBIX MH(PEKIMOHHBIX 3a00JI€BaHUN U
JUMKBUJALNUN UX MTOCIEACTBUI;

4) npenHa3HaYeHUs JEKAPCTBEHHOTO IMpenapaTa, HHOCTPAHHOTO MPOU3BOAUTENS, AJIS
TpaHc(epa TEXHOJOTHI Ha MPOU3BOACTBEHHYIO IUJIOIMIAJKy Ha TeppuTopun PecmyOmuku
Kazaxcran.

[Ipu mpoBeneHnn YCKOPEHHOM IKCIIEPTU3bI HE CHUKAIOTCS TpeOOBaHUs K O€30MacHOCTH,
KayecTBY M 3PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB.

35. CoBmectHasa mnpoueaypa peructpanuu ¢ BO3 mpoBoauTcs mpu 3KCHEpTU3E
JIEKApCTBEHHBIX CPENICTB, B paMKax MPOILEeAyphl NpeKBAIUPUKAIMU U (KUIU) MPOLEAYPHI
MIPU3HAHMS JIEKAPCTBEHHBIX MPENapaToB, OJOOPEHHBIX PETYISTOPHBIM OPTaHOM CO CTPOrOi
perynsitoproit cuctemoit (SRA) (CILA, EC (EMA), Kanana, [lIseiiniapusi, Benukoopuranusi,
ABcTpanud, AInoHUs) U OCYUIECTBISAETCA B COOTBETCTBUU ¢ npuiioxkeHussMu 8 u 11 Cepun
Texnnueckux nokianoB BO3, Ne 996, 2016 r. "[Ipouenypa COBMECTHON pErUCTPALIUA MEXKIY
rpynmnoi no npeaBapuTesbHON olleHKke BecemupHoii opranuzaiuu 3apaBooxpanenus (BO3) u
HallMOHAJIbHBIMU OpPraHaMu PETYJUPOBAHUA JJIs OLEHKH M YCKOPEHHON HallMOHAIbHOMN
perucTpanuu (HapMaleBTUYECKUX MPOAYKTOB U BAKIMH, MPOILIEAIINX MpPEIBAPUTEIbHYIO
kBanupukanuo BO3".

ITaparpa¢ 1. Ilopsanok npoBeAeHNHS HAYATLHON SKCISPTH3HI JIEKApCTBEHHEIX CPEIICTB

36. Ilocne peructpannu JOKYMEHTOB, YKa3aHHbIX B NMyHKTax 28, 29, 30, 31 u 32
Hactosamux [IpaBui1 mpoBOAUTCS HavaJdbHas SKCIIEPTU3A JICKAPCTBEHHOTO CPEICTBA!
MIpU FOCYJAApPCTBEHHOW pETruCTpaliu, mepeperucTpaiuu, Npu BHECEHUU U3MEHEHUN B
PETHCTPAIMOHHOE JTIOChE, YCKOPEHHOU peructpanuu — B Teuenne 10 (necsats) pabounx aHEH;
IIPU COBMECTHOM npornenype peructpamnuu ¢ BO3 — B cpok He mpeBbImaromuil 3 (Tpu)
paboumx JHEH.



B cnydae Hanuuug 3amedyaHuid yclyromnoJiyyaTeiab ycTpaHseT 3aMmeuanus B TeueHnue 30 (
TPUALIATH) pabOUYUX JTHEH.
37. Ilpu HayanbHOM 3KCIEPTU3E JIEKAPCTBEHHOTO CPEACTBA!

MPOBOJUTCS OIIEHKA MOJHOTHI, KOMIUIEKTHOCTH W MPaBUIBHOCTH OQPOPMIICHUS
JOKYMEHTOB, IPEICTABICHHBIX YCIYTOMOJIYy4YaTeJIeM B PETUCTPALMOHHOM JOChE B
OTHOIIEHUU JI0KA3aTeIbCTB 0€30MacCHOCTH, KadyecTBa U 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO
CpEIICTBA;

IIpU 3asIBJICHUU HOBOM (HOBBIE) MPOU3BOJICTBEHHOW IUIOMWAAKU (MPOU3BOICTBEHHbBIE
MJIOIIAJIKK) JIEKAPCTBEHHOrO IpernapaTa Ha3HayaeTcs (apmaneBTHYecKas HHCHEKIHUS B
MOpSiIKE W CPOKM TmpenycMoTpenHbie [lpaBunamu mpoBegeHus (apmaneBTHIECKUX
MHCIIEKIUH M0 HaJjiexXauM (apMaleBTUUECKUM MPAKTHUKAM, YTBEPKACHHBIMH IPUKA30M
MunucTtpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 27 auBaps 2021 rona Ne KP ICM-9
(3apeructpupoBat B PeecTpe rocy1apcTBEHHON perucTpaiuu HOpMaTUBHBIX IPABOBBIX aKTOB
o Ne 22143) (nanee — nmpuka3 Ne KP JICM-9).

38. Ilpu HenpeacTaBieHUU JOKYMEHTOB, MPEAYCMOTPEHHBIX B MyHKTax 28, 29, 30, 31 u
32 mnacrosmux IlpaBui, rocygapcTBeHHas SKCIEpTHAash OpraHU3alus HaIpaBisieT
YCIIYTOIOJIy4aTeI0 yYBeJOMIIEHHE (B MPOU3BOJIBHONW (OopME) O MPEeKpaleHUH SKCIEPTU3bI
JIEKapCTBEHHOI'O CPE/ICTBA B COOTBETCTBUHU € MOANMYHKTOM 1) myHkTta 4 cratbu 239 Konekca.

39. Ilo pe3ynapraraM HayajabHOMN 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA COCTABISAETCS
OTYET HAYaJIbHOW HSKCIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA COTJACHO MPUIOKEHHIO0 17 K
HactosimuM [IpaBuiaM WM OTYET HAYaJbHOM SKCNIEPTU3bl M3MEHEHUH, BHOCUMBIX B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEICTBA COTIACHO MPHIIOKEHUIO 18 K HaCTOSIIMM
IIpaBuitam.

ITaparpa¢ 2. ITopsagok npoBeACHUS CIEMHAATH3NPOBAHHON SKCIIEPTU3HI JIEKAPCTBeHHBIX CPEACTB

40. ITomoXUTENBbHBIN pe3yNbTAaT HAYAJbHOW JKCIIEPTHU3BI JIEKAPCTBEHHOTO CPENCTBA
ABJISIETCA OCHOBAHUEM JUISl IPOBENCHUS CIELUAIN3UPOBAHHOMN SKCIIEPTU3BI JIEKAPCTBEHHOTO
CpEACTBa.

41. Cneunanu3upoBaHHAasl HKCHEPTHU3a JIEKAPCTBEHHOI'O CPEACTBA BKIIOYAET OLIEHKY
0€30MacHOCTH, KauecTBa U 3(P(PEKTUBHOCTU U COOTHOILEHHUS I0JIb3a-PUCK JIEKAPCTBEHHOTO
CPEACTBAa HA OCHOBAHWM aHAJIW3a U DKCIIEPTU3BI JaHHBIX B JOKYMEHTAX PErUCTPALMOHHOIO
JI0Ch€, aHAJIM3 OT4YeTa M0 pe3yiapTraTaM (apMaleBTUUYECKON HWHCHEKIUU MpHU
rOCyJapCTBEHHOW PpETUCTPALMH, NEPEPETUCTPAUMHM MIM BHECEHHMM W3MECHCHUU B
PETUCTPALMOHHOE [OChE JIEKAPCTBEHHBIX CPEICTB, @ TAKXKE OLIEHKY palMOHAJIbHOCTH
KOMOMHAIMU JEHCTBYIOUIMX BEIIECTB B COCTABE JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBHUHU C
[lepeunem HepauMOHAIBHBIX KOMOWHALMN JIEKAPCTBEHHBIX CPEJICTB COIJIACHO MPUIIOKEHHUIO
19 x HactosiuMm IIpaBuiam.

B nepuon npoBeneHMs CIIELUAIU3UPOBAHHON 3KCIIEPTU3bI JEKAPCTBEHHOTO CPENCTBA
IPOBOAMTCS MPOBEPKA ayTEHTUYHOCTH MEPEBOJIa WM MEPEBOJ] Ha KAa3aXCKUM sI3bIK OOLIeH



XapaKTEPUCTHUKU JIEKAPCTBEHHOTI'O MpernapaTa, HHCTPYKIUHU 10 MEAULUHCKOMY ITPUMEHEHUIO
JIEKapCTBEHHOI'O MpernapaTa (JTMCTOK-BKJIAbII), MAKETOB MAPKUPOBKHU YIIAKOBKHU, STUKETOK,
CTUKEPOB C MAPKHUPOBKOM.

42. I'ocynapcTBeHHas SKcriepTHast opranuzanus B redenue 10 (aecsatsb) pabouux gHel co
IHA Hayaja CHEHHATU3UPOBAHHOM H3KCHEPTU3bl HANPABIISIET YCIYTONOJYyYaTelro
yBEIOMJIEHUE O HEOOXOJMMOCTH NpoBeJeHUsd (apMaleBTUUECKOW MHCIEKIUU (B
MIPOU3BOJIBHON (DOPME) B CIAEAYIOMIMX CAyYasX:

IpY BHECEHUWHU HOBOI'O THIA JEKAapCTBEHHOIrO MpernapaTta (peKOMOMHAHTHBIN Mpenapar,
rpenaparsl KJI€TOYHOW Tepamnuu, Ipernaparbl TEeHHOM Tepanuy, ACHCTBYIOLIEE BEIIECTBO,
SBIIAIOIIEECS HOBBIM XMMHYECKUM COEIMHEHHMEM, IMpernapaThl KpoBU, ophaHHbIi npenapar,
NepBbIii Bocpou3BeaA ¥ HHBIM Win OuoaHanor (OmocuMuisp) Ha Tepputoputo PecrnyOnuku
Kazaxcran;

IpU BHECEHUH HOBOW (HOBBIE) MPOU3BOJACTBEHHOW IUIOWIAAKU (IIPOU3BOJICTBEHHBIE
IJIOIIAIKM) OHOJOTMYECKONM (MMYyHHOOMOJIOTUYECKOW) aKTUBHOW (hapMalieBTHUECKON
cyOCTaHUMM WM KIMHUYECKOro IeHTpa (KIMHUYECKHE IIEHTPhI) MCCIEAYEMOr0
JIEKapCTBEHHOT'O IIpenapara;

OpU BBISIBIEHUM (PAKTOB, CTABALIUMX MOJ COMHEHHME JIOCTOBEPHOCTH CBEACHUH,
MPEICTABICHHBIX YCIYronojydaTejleM B PErucTPallMOHHOM JOCh€ B OTHOILIEHUU
MPOBEJCHHBIX JOKIMHUYECKUX (HEKIMHUYECKUX) HCCIEeNOBaHUU (MCIBITAHUI)
JIEKapCTBEHHBIX CPEICTB U KIMHUYECKUX MCCIECIOBAHUN (MCIBITAHUI) JIEKApCTBEHHBIX
IpernapaToB WK MPOU3BOJICTBA JEKAPCTBEHHOTO CPE/ICTBA;

IpU MPUBJIEUYEHUN ayTCOPCUHTOBBIX YCIYT JJIsl CUCTEMbI (papMaKOHAI30pa Jep KaTems
PErHCTPALlMOHHOTO YIOCTOBEPEHUS;

IIPU IPOTUBOPEYMBOCTH JAHHBIX: OTCYTCTBHE WJIM HEJOCTATOYHOCTH B IPOTOKOJIE U
OTYeTEe O KIMHUYECKOM HCCIIEIOBAHUHU CBEJICHNI, OMMCHIBAIOIINX OIMpeIeNICeHUE MoKa3aTelen
s dexTuBHOCTH U (Un) 6€30MaCHOCTH;

IpHU BKJIIFOYEHUH B KIIMHUYECKHE UCCIIEIOBAHUS 1I€JIEBOM MOMYISUU (AeTH, MallUeHTHI B
KPUTHYECKOM COCTOSTHUN).

43. Cnennann3supoBaHHas 3KCIIEPTU3a JIEKAPCTBEHHOTO CPEACTBA OCYILECTBIACTCS
IPYIION 3KCHEPTOB IOCYJAPCTBEHHOW 3KCIEPTHOM OPraHM3aldHd C MPUBJIECYEHUEM (IpU
HEOOXOAMMOCTH ) BHEIUTATHBIX MPO(UIBHBIX SKCIIEPTOB.

44. Ilo pe3yibTaTaM H3y4Y€HHUS JTOKYMEHTOB PETMCTPALMOHHOTO JOCHhE HA JTare
CHELUAIU3UPOBAHHON 3KCIIEPTU3bl YCIYTrONOJIy4YaTeNF0 HAMPABIISIETCS CBOJIHBIN 3ampoc (B
MPOU3BOJBLHON (QopmMe) Mo 0e30MacHOCTU, KayecTBY U 3((PEKTUBHOCTH JEKAPCTBEHHOTO
CpelCTBA:

IPU TOCYAAPCTBEHHON PErucTpaliy, B TOM YMCIE BHECEHUE U3MEHEHUH, TpeOYoImuX
HOBO perucTpanuu, rpu nepeperucTpauuu, pu BHECEHUU U3MEHEHUIN B PETUCTPALMOHHOE
nocke Tumna Ib u tuma Il ¢ mpoBenenneM abopaToOpHBIX HCIHBITaHUNH — B TeueHue 60 (
HIECTHIECAT) pabOUUX JHEH;



IIpU BHECEHUM M3MEHEHUM B perucTparuonHoe gocke tTuna A, tuna Ib u tuna II 6e3
MPOBEICHUS JTAOOPATOPHBIX UCTIbITAHUHN — B TeueHue 30 (Tpuauare) pabounx JHEH;

IIPY YCKOPEHHOM PErUCTpanyuy JEKapCTBEHHOTO CPEACTBA - B TeUeHHE 35 (TpuauaTh MATh
) pabouux aHel;

P COBMECTHOU mpouenype peructpauuu ¢ BO3 - B cpok He npeBbIIaromui S (msTh)
pabounx JHEH.

CBoaHbIl 3ampoc, BKIIOYas 3aMEUaHusi K OOIIeld XapaKTEpUCTUKE JIEKAapCTBEHHOIO
npenapara, MHCTPYKIMUA MO0 MEAUUIHUHCKOMY MPUMEHEHHUIO JIEKApCTBEHHOro Impemnapara (
JIMCTOK-BKJIA/IBIII), MAKETaM MApKUPOBKM YINAKOBKH, 3TUKETOK, CTUKEPOB C MAPKUPOBKOA,
HOPMAaTHUBHOMY JTOKYMEHTY, 3aBEPEHHBIN MOCPEACTBOM 3JIEKTPOHHON MUGPOBOM MOAMUCH
HaIpaBJIsieTCsl Yepe3 HHPOPMAIIMOHHYIO CUCTEMY YCIYTonoydaTesto B "MHYHbIN KaOUHET" B
JI€Hb TOJMMCAHNS UCXOAILEr0O 3anpoca.

45. Ycayronoiydareab HapaBisieT B OJIHOM 00beMe OTBET U HE0OXOIUMbIE MaTepHaIIbl
Ha 3ampoc rocyJapCTBEHHOW 3KCIEPTHOW OpraHuM3aluyd B CpoK He mpesbimaromuid 50 (
ISATHACCST) pabOvMX THEH.

46. 1o pe3ynbTaTaMm CHeUATU3UPOBAHHON PKCIEPTHU3bI B CPOK HE TpeBbimaronuii 10 (
JIECATH) paboYMX JTHEH rocydapCTBEHHON SKCIIEPTHON OpraHu3allue COCTaBISAETCS CBOTHBIN
OTYET 3KCIEPTOB IO OLEHKE JEKAPCTBEHHOIO Mpemnapara no GopMe COTrJIACHO MPUII0KEHHUIO
20 x HacrosmuM IIpaBuiaM M CBOJHBIA OTYET HKCHEPTOB IO OLEHKE JIEKAPCTBEHHOTO
npenapara npu U3MEHEHUSX, BHOCUMBIX B PETUCTPALMOHHOE J10ChE COMIACHO MPHIIOKEHUIO
21 x HactosimumMm [IpaBuiam.

IIpu skcnepTr3bl MO COBMECTHOU mpouenype peructpauuu ¢ BO3 mo pesynbratam
CHELHAIM3UPOBAHHON 3KCIEPTU3bl B CPOK HE MpeBblaromuid 3 (Tpu) padbouyux gHEH
COCTaBJISIETCS] CBOJHBIM OTYET SKCIEPTOB IO OLEHKE JIEKAPCTBEHHOTO Mpenapara 1no gpopme
corylacHo npuioxkeHuro 20 k HactossuM [IpaBunam 1 CBOIHBIN OTYET HKCHEPTOB IO OLICHKE
JIEKapCTBEHHOI0 IpenapaTa IpU U3MEHEHHSIX, BHOCUMBIX B PETHCTPALMOHHOE J0ChE
corjlacHo npuioxenuto 21 k HacrosmuMm [IpaBunam.

47. OCHOBaHHSIMHU COCTABJIEHHSI CBOJTHOT'O OTYETA SKCIEPTOB 110 OLICHKE JEKAPCTBEHHOT O
npenapara ¢ OTPULIATENIbHBIM PEIICHUEM SIBIISFOTCS:

1) HenmpeacTaBieHHE MOJTHOIO KOMIUIEKTa PETMCTPALMOHHOIO J10ChE MOCHE BbIJAYU
3aME€YaHUN yCIyromnoJydyaTear B IMPOLECcCe NPOBEACHUS OSKCHEPTU3bl B CPOKH,
yCTaHOBJIEHHbIE HacTosiuMHu [IpaBunamus;

2) NpeACTABJICHUE YCIYTOMOIy4aTeIeM HEJTOCTOBEPHBIX CBEACHUIA;

3) OTHOILIEHHE 0KUJIAEMOM TOJIb3bl K BOBMOXKHBIM PUCKAM, CBS3aHHBIM C IPUMEHEHHUEM
JIEKapCTBEHHOTO Mperapara, He ABJISIETCS 0J1aronpUsTHBIM;

4) Oonee HU3KHE IMOKAa3aTeNM KayecTBa M O€30MaCHOCTH, PErIaMEHTHPOBAHHBIE
locymapctBennoii (dapmakoneeir Pecny6nukum Kazaxcrtan wunm  ¢dapmakonesmu,
NpU3HAHHBIMU JEHCTBYIOMMMU Ha TeppuTopun Pecnybnuku KazaxcraH, uinu B CpaBHEHUH C
paHee 3apETUCTPUPOBAHHBIMY aHAJIOTAMH;



5) Hanu4KMe B COCTaBE JEKAPCTBEHHOIO CPEJCTBA BEIIECTB U MAaTEPUAIIOB, 3aIPEILIEHHBIX
K npuMeHeHuto B Pecniyonuke Kazaxcran;

6) HaJIM4Ke B COCTaBe TBEPABIX JIEKAPCTBEHHBIX (DOPM KOHCEPBAHTOB;

7) nmony4eHue OTPULATEIbHBIX PE3yJIbTAaTOB OJHOTO M3 ATANOB IKCIEPTU3BI U (KIIN)
OTPHUIATEIBHBIX 3aKIIOYCHHUH SKCTIEPTOB MPO(PUIBHBIX OPTaHU3AIIHIA;

8) HecooTBeTCTBUE (PAKTHUECKUX YCIOBUM MPOM3BOJCTBA M CUCTEMBI 0OecCrieYeHUs
KauyecTBa YCJIOBHUSM, OOECIEUMBAIOIIMM 3asBICHHYIO 0€30MacHOCTh, 3(PPEKTUBHOCTh H
Ka4yeCcTBO, 10 Pe3yJIbTaTaM OLEHKU CUCTEMbI OOECIIeUeHUs KaueCcTBa;

9) orka3 ycayromojaydaTesiss OT OpraHM3alUM MOCEIIEeHUs npeanpusTus (
IIPOM3BOJICTBEHHON IIOMIAJAKH) C LEJIbI0 OLEHKU CUCTEMBI OOECIEUYEHHsI KayecTBa B
COOTBETCTBUM C TpeOOBaHUAMM 3aKoHojaarenbcTBa Pecnybnuku Kazaxcran, a Takxke He
opraHuzanusi (papMmareBTUYECKON HHCHEKIHMH CPOKH, MPEIyCMOTPEHHbIE NYHKTOM 42
HacTosiux [TpaBun;

10) BeIsIBIEHUE HEPALIMOHATIBHBIX KOMOMHAIIMI JIEKAPCTBEHHBIX CPEJ/ICTB;

11) ycnyrononydaresem He JokazaHa KiIuHUYecKas 3G(HEKTUBHOCTh U 0€30MaCHOCTh
JIEKapCTBEHHOT'O IIpenapara;

12) kauecTBO JIEKAPCTBEHHOT'O Mpenapara He MOATBEPKICHO;

13) nokazaHHOe HeOJAronmpusITHOE COOTHOIIEHHE "MOJIb3a-pUCK" WIIU BBISIBICHHOE
OTCYTCTBHE TepaneBTUYECKOW A(HPEKTUBHOCTH MPU COOJIOJACHUU YCIOBUNM MPUMEHECHHS
JIEKapCTBEHHOTO TMpenapaTra, ONUCAHHBIX B YTBEPXKICHHOM 0OIIell XapakTepuCTUKE
JIEKapCTBEHHOTI'O IIpenapara B MOCTPErUCTPALIMOHHBINA IEPUO/;

14) ycraHoBieHHbIE MO AaHHBIM (apMakoHan30pa (GakThl, yKa3bIBAIOIIUE Ha
HEOJIaronpuaTHOE COOTHOILIEHHE 'MOJIb3a-pUCK" JIEKapCTBEHHBIX CPEACTB, B TOM YHUCJIE
IIPEBBIIIEHUE YacCTOThl PENOPTHUPOBAHUS HEXKENATEIbHBIX PEAKIUN 110 CPAaBHEHHIO C
JAHHBIMH, YKa3aHHbBIMA B YTBEPKJICHHOW OOIIEeH XapaKTepUCTHKE JIEKAPCTBEHHOIO
npenapara;

15) HecooTBETCTBHME KAUYECTBEHHOI'0 M KOJHWYECTBEHHOTO COCTaBa Mpemnapara
3as1BJIEHHOMY WJIM HEOJHOKPATHOE HECOOTBETCTBHE KauecTBa JIEKAPCTBEHHOIO IperapaTa B
NEpHOJ] ero OOpallleHHs Ha PhIHKE 3asiBJICHHOMY Ha MOMEHT €r0 PerucTpaluu;

16) HEBBINIOIIHEHUE EPKATEIEM PETUCTPALMOHHOTO YIOCTOBEPEHUSI 00513aTEIBCTB 10
(bapmakoHaI30py;

17) BHOCHMBIE M3MEHEHHUsI OKa3bIBAIOT OTPHUIIATENILHOE BJIMSIHME HA COOTHOLIEHue "
M0JIb3a-PUCK" JIEKAPCTBEHHOIO Mpenapara.

48. Pe3ynbTaThl CBOJHOIO OTYETA SKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO Ipernapara ¢
OTPULIATENBHBIM PEUICHHEM W MaTepHalbl PETHCTPALMOHHOIO JIOChE HAIpPAaBISAIOTCA B
DOKCHEPTHBIN COBET JIJIsl IPUHATHUS PEILICHUS.

DKCIEpTHBIM COBET pacCMaTpUBAET IMOCTYNHUBIIME MATEPHUANIBl €KEMECAYHO, H
pE3yIbTaThl PEUICHUs C YKa3aHUEM NMPUYMH HAMPABIISIOTCS 3asBUTEIIO B T€UEHUE S5 (TISTh)
paboyux HEW MOCPeICTBOM MH(OPMAIITMOHHON CUCTEMBI YIIOJTHOMOYEHHOTO OPraHa.



[Ipu skcniepTU3e Mo cOBMECTHOM npouenype perucrpaunu ¢ BO3 pe3ynpTarhl pemeHus ¢
yKa3aHUEM NMPHUYMH HAIMPABJISIOTCS YCIYronoaydaTeato B TeueHue 2 (aBa) paboueronx gHsen
ocpeACTBOM HH(POPMAITMOHHON CUCTEMBI YIIOJTHOMOYEHHOT'O OpraHa.

49. I1o pe3ynpTaramMm DKCIEPTHOIO COBETA rOCYyAapCTBEHHAS SKCIEPTHASL OpraHu3auus B
TedueHue 5 (MATh) paboumx JHEW AOMOJHIET CBOIHBIA OTYET HKCIEPTOB IO OICHKE
JIEKapCTBEHHOTO Mpenapara no gopme cornacHo npuiiokenuto 20 k HacTosimuM [IpaBunam u
CBOJHBI OTYET 3KCIEPTOB IO OIEHKE JIEKApCTBEHHOrO Ipernapara Ipud H3MEHEHUSX,
BHOCHUMBIX B PETMCTPALMOHHOE 10ChE COrIacHO MpriiokeHuto 21 k HacTosimuM [IpaBuiiam.

IIpu coBmecTHOM mpouenype peructpauuu ¢ BO3 rocynapcTBeHHass >KCHEpTHAs
opranuszanus B TeueHue 1 (oauH) pabodero IHS JAOMOJHSET CBOAHBIA OTUET 3KCHEPTOB IO
OLICHKE JIEKAPCTBEHHOTO Mpenapara 1no (Gopme corjacHo NpuiioxkeHuto 20 K HaCTOSIIUM
[IpaBmiaMm © CBOAHBIM OTYET HKCHEPTOB IO OLEHKE JIEKAPCTBEHHOIO Mpemnapara Ipu
U3MEHEHHUX, BHOCUMBIX B PETUCTPALIMOHHOE JOChE COTJIACHO MPUJIOKEHUIO 21 K HacTOAINM
IIpaBuitam.

B oTyere 3KcnepToOB MO OIEHKE JIEKAPCTBEHHOTO Ipenapara OTpakaroTCsl BCE aCIEKThI
0e3omacHOCTH, KauecTBa U 3((PEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara.

50. Uudopmarusa B MUMII (IMCTOK-BKIIAABINI) OPUTHHAIBHOTO JEKAPCTBEHHOTO
npemnapara, mnpeaigaraemoit mis PecnyOnuku Kazaxcran cooTBeTCTByeT HH(opmaiuw,
usnoxeHHot B OXJIIT ogoOpeHHOM yIIOJTHOMOYEHHBIMH OpPTaHAMH CTPAHBI MPOU3BOIUTENS
WM CTPAHbI JepKATENS PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

B OXJIII, UMII nekapcTBeHHOro mnpenapara (JUCTOK-BKJIAIbIII) OTpa)aercs
uHpopmalusi O BCIOMOTraTelbHBIX BEHIECTBAX, HOMHMHAJIBHOM HX COJIEp)KaHUU B
JIEKapCTBEHHBIX MpernapaTax, a TAkKe OrpaHUYEHUs] IPUMEHEHHUS JIEKAPCTBEHHOIO Ipenapara
COTJIACHO MPUJIOKEHUIO 22 K HacTosamuM [IpaBunam.

51. OXJII, UMII (aucTOK-BKJIAQABIINI) BOCHPOU3BEACHHOTO, OMOaHAJIOTUYHOTO
JIEKapCTBEHHOI'0 TIperapara COOTBETCTBYET OOIEH XapaKTepUCTUKE OPUTHHAIBLHOTO
JEKapCTBEHHOT0 Tmpemnapara. B ciaydae oOTiAMYUS B HMHCTPYKUHUU IO MEIULMHCKOMY
NPUMEHEHUIO (JINCTOK-BKJIAABIII) BOCIIPOU3BEACHHOTO, OMOAHATIOTUYHOIO JIEKAPCTBEHHOTO
npernapara OT OPUTMHAJIBHOIO IpernapaTra IO MOKa3aHWsM K HPUMEHEHHI0 B CTOPOHY
paCIIMPEHHUs, WIIK peXUMa JO3UPOBAHUS WU ITyTH BBEICHUS MPEIOCTABISIOTCA PE3YJIbTaThI
COOTBETCTBYIOIINX KIMHUYECKUX UCCIICIOBAHUIA.

52. Jlep>kaTesib pEruCTPAllMOHHOTO Y/IOCTOBEPEHUSI OPUTMHAIBHOTO MpernapaTa nojaaetT
3asBlIcHHE Ha BHeceHue n3MeHeHud B IMII (ucTok-Bkiazeiin) B TeueHue 70 (ceMbaecsT)
pabounx aHedt mociie obHoBieHus OXJIII B cTpaHe NpoW3BOAUTENS WU JepiraTens
PErHCTPALlMOHHOIO YIOCTOBEPEHUS.

53. Tl'ocynapcTBeHHas 3KCHEPTHAS OpPTraHU3alMs IOCJIE€ BHECEHHS WU3MEHEHHH B
MHCTPYKLUIO OPUTHHAIIBHOIO JIEKAPCTBEHHOIO MpENapaTa Wil IPpU OTCYTCTBUH PETUCTPALIUH
opuruHaibHOro npenapara B Pecnybnuke Kazaxcran, nmpu BBISIBIEHUU 1O MEXIYHAPOIHBIM
MCTOYHUKAM U pe3yibTaTaM (hapMakoHaa30pa 00 M3MEHEHMSIX B OOIIEN XapaKTepUCTHUKE



OpUTHHAJILHOTO JICKAPCTBEHHOTO TpernapaTa u3BemaeT 4epe3 MHGOPMAIMOHHBIE PECYPChI
BCEX JIEp)KATEJEH PETUCTPALMOHHBIX YJOCTOBEPEHUU TE€HEPHUYECKUX IPENApaToB O
HEOOXOJUMOCTH BHECEHHUSI COOTBETCTBYIOMMX m3MeHeHUN B MIMII (mcTOK-BKIAABIIT) |
OXJIIT yepe3 npoueaypy BHECEHUSI U3MEHEHUW B PErMCTPallMOHHOE Jocke B TeueHue 70 (
CEeMbJECAT) pabounx THEH IMOCJe BHECEHUS W3MEHEHUN B MHCTPYKIHIO OPUTHHAIBHOTO
npenaparta uHopManuu Mo 0€30MacHOCTH € JaThl pa3MelleHus uHopManuu Ha caiTe
DKCHEPTHOU OpPraHU3ALNH.

JlepxaTenb perMcTpaliMOHHOTO YJIOCTOBEPEHUS OPUTMHAIBHOIO Ipernapara BHOCHT
m3MeHenuss B UMII (nucrok-Bkaanpim) u OXJIII Ha ocHOBaHMHM pa3MEIIEHHOW Ha
MH(OPMALIMOHHOM pPECypce ToCyAapCTBEHHOM AKCIEPTHON OpraHu3anuu MHGOpMalUU 1O
HECOOTBETCTBHUSM, BBISIBIEHHBIM B pe3yjbTare (apMakoHaa30pa U MO O(UIIMATBHBIM
MEKIyHApOIHBIM UCTOUYHHKAM B TeueHue 70 (cempaecar) pabounx IHEH ¢ AaThl pa3MelICHUs
uH(pOpMAIIMK Ha CaiiTe SKCIIEPTHON OpraHu3allvu.

Jlepkatenu perucTpalrMOHHBIX YAOCTOBEPEHHM IMOMAIOT 3asABJICHUE HA BHECEHUE
U3MEHEHUN B PETUCTpAllUOHHOE J0che B TedeHue 70 (cempiecsiT) pabouux AHEH C JaThl
pa3MelIeHus TapMOHU3UPOBAHHON MH(OpPMALUKU Ha CalTe€ 3KCIEPTHOM OpraHu3aluM 1o
3aperucTpUpPOBAHHBIM JiekapcTBeHHbIM mpernaparam B OXJII u MMII nexapctBeHHOrO
npenapaTta (JUCTOK-BKJIAJbIII) JIEKAPCTBEHHBIX MPENnapaToB ¢ OJAHUM M TEM XKe
MEXIYyHAapOIHBIM HEMATCHTOBAHHBIM HA3BAHUEM WJIM C OJJHUM U TEM K€ JCHCTBYIOLIUM
BEILIECTBOM.

54. IIpu HEBBINIOJIHEHUY YCIIOBHS, YKa3aHHOTO B IyHKTax 52 u 53 Hacrosmux lIpasni,
roCyJlapCTBEHHAs JKCIEpPTHAas OpraHu3aius yBeAomsieT (B MPOU3BOJILHON (opme)
roCyJapCTBEHHBIA OpraH 0 He0OOXOAMMOCTH NMPUOCTAHOBIICHUS IEUCTBUS PETUCTPALMOHHOTO
YIAOCTOBEPEHUS.

55. DkcnepTu3a N3MEHEHN, BHOCUMBIX B PETHCTPALIMOHHOE JOChE, OCYIIECTBISETCS Ha
JIEKapCTBEHHOE CPEACTBO B IEPHUOJ IEHUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHUS U HE
OKa3bIBAET OTPHUUATEIIBHOTO BIMSHHUS Ha COOTHOILICHHUE II0JIb3a-PUCK JIEKAPCTBEHHOTO
Ipernapara.

56. U3menenus kinaccuuuupyroTcss B COOTBETCTBUU ¢ [lepeyHeM BUIOB M3MEHEHUI,
BHOCHMBIX B PETMCTPALMOHHOE JT0CHE JIEKAPCTBEHHOTO CPEICTBA COIVIACHO MPUJIOKEHUIO 16
K HacToswuMm IIpaBunam Ha:

1) HecymiecTBeHHOE U3MeHeHue Tuna [A — u3aMeHeHne, KOTOpoe OKa3bIBaeT MUHUMAJIbHOE
BIIMSIHUE WJIM HE OKa3bIBaCT BJIMSHUS Ha 0€30MacHOCTh, KadecTBO U 3(P(PEKTHUBHOCTH
3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOI'O Ipenapara, MHOJAAHHOE B TNEPUOJ JEHCTBHSA
PETUCTPAIMOHHOIO YAOCTOBEPEHUsI JIEKAPCTBEHHOI'O Ipemnapara U He TpeOyroliee HOBOU
perucrpanuy;

2) HecyuleCcTBEHHOE u3MeHeHue tuna Ib - u3amMeHnenue, KOTopoe He noAnagaroee mos
onpeneneHus naMeHeHui tuma A u tuna 1, He TpeOyrolee HOBOH PErUCTpaLy;



3) 3Haunmoe u3MeHenue tumna Il - mo0bie u3MEHEeHHUs K MaTepHrallaM PEerucTPAIlMOHHOTO
J0Che, HE TpeOyIoIIMe HOBOW pErucTpalu JEKApCTBEHHOrO Ipernapara U KOTOphIe
OKa3bIBAIOT 3HAYUTEIILHOE BIUSHUE HA €r0 0€30MacHOCTh, KaueCTBO U 3((HEKTUBHOCTH;

4) u3MeHeHus1, TPEOYIOIue HOBON PErUCTPAIINH JICKAPCTBEHHOTO TIpenapara;

5) cpouHble U3MEHEHHS, Kacaromuecss 0e30MacHOCTH JICKapCTBEHHOTO CpeiCTBa -
CpPOUHBIE BpPEMEHHbBIC OTPAHUYECHUS, CBS3aHHBbIE C OE30MACHOCTHIO MCIOJIb30BAHUS
JIEKapCTBEHHOT'O Mpenapara, KOTOpble BHEPSAIOTCS YCIYTronojay4yaTresieM B ClTy4ae BbISABICHHUS
pucKa s OOIIECTBEHHOT'O 3/I0POBbS MPH TPUMEHEHHH 3aperucCTPUPOBAHHOTO (
MEePEPETrUCTPUPOBAHHOIO) JIEKAPCTBEHHOI'O MpernapaTa.

JlepkaTenb perucTpalluOHHOIO yA0CTOBEPEHUS B TeueHue 24 (IBaquaTh YEThIPE) YaCOB
YBEJIOMJISIET O BBOJIUMBIX UM OTPAaHHUCHHSIX TOCYAapCTBEHHBIN OpraH.

Ecnu B Teuenue 24 (nBannath 4eThIPE) YACOB MOCIIE TOMYYCHUS 3TOH HHPOPMAITUU OT
roCyJapCTBEHHOTO OpraHa HE MOCTYIWJIO BO3Pa)XXE€HHH, 3KCTPEHHbIE OTPAHUYCHUS,
CBSI3aHHBIE C 0€30MACHOCThIO, CYUTAIOTCS TPUHSATHIMU.

Cpoku peanuzanuy OrpaHUYECHUN OTOBAapUBAIOTCS AEPKATEIEM PETUCTPALMOHHOIO
YIAOCTOBEPEHUS U TOCYITAPCTBEHHBIM OPraHOM.

OKCTpEHHbIE OTPAHUYEHMS, CBS3aHHBIE C OE30MACHOCTHIO, HHUIIMUPYIOTCS
rOCYJIapCTBEHHBIM OPraHOM IPU HAJTMYHMH PUCKA IS )KU3HU U 3JJ0POBbS YEJIOBEKA.
3asiBlieHHE HA BHECEHUE U3MEHEHUH, KacalOlUXCs BBEJICHHS SKCTPEHHBIX OrpaHUYeHUN (
MHULIMMPOBAHHBIX JIEPKATENIEM PETUCTPALIMOHHOIO yAOCTOBEPEHUS WM TOCYAAPCTBEHHBIM
OpraHoM), MOJAETCS AEepiKaTeleM PErHCTPAlMOHHOTO yJAOCTOBEPEHUS Ha PACCMOTPEHHE HE
no3aHee, 4eM B TedeHue 45 (COpOoK MATh) pabouux JHEH ¢ MOMEHTa YBEIOMIICHUS.

57. B ciiyyae BHECEHHMS M3MEHEHUS, KOTOPOE HE KJIACCHU(HUIIMPOBAHO B HACTOAIIUX
MpaBujax, yCIyromnoiaydaTeiab o0pamaercs B rocyJapCTBEHHYIO AKCIIEPTHYIO OpraHU3AINIO
yepe3 MpoueAypy KOHCYIbTAalMU C LENbI0 MOJYyYEeHHUs] PEKOMEHJALMU MO0 Kiaccuukauuu
M3MEHEHHUS.

['ocynapcTBeHHas sKcniepTHasi opranu3anus B TedeHue 20 (aBaamarh) padounx JHEH
MOCJI€ TOJMYUYEHUS 3alpoca HAIMpPaBISIET OTBET YCIYTromojay4aTeato B AJEKTPOHHOM U (HJIM)
OyMa)kHOM BHJIE.

58. Jlepxkatesib pErucTpallMOHHOrO YIOCTOBEPEHHUSI MMPENOCTABIIAET ICKIAPALINIO O TOM,
yto B npoektax OXJIIT u UMII BoctpousBeeHHOTrO, THOPUIHOTO WM OMOAHATIOTUYHOTO (
O1OIOA00HOT0) JIEKaPCTBEHHOT O MIpernapara OTCyTCTBYIOT oTinyus oT AectByrommx OXJIII
u UMII opurunanbHOoro (pegepeHTHOT0) JEKApCTBEHHOTO Mperapara, 3a HUCKII0YEeHUEM
OTJIMYMN WH(POpPMAIUK O MPOU3BOJUTENIC, CPOKE TOIHOCTH, COCTAaBE BCIIOMOTATEJIbHBIX
BEIIECTB U Pa3IN4Mii B OMOJOCTYTHOCTH WU (hapMaKOKHMHETHKE.

59. Jlepxatenb PErucTpPalMOHHOIO YJAOCTOBEPEHUS MPEAOCTaBISET MOCTPOUHOE (
pacIo0KEeHHOE MapaielIbHO Ha OJHOM Jucte) cpaBHeHue AeictByronmx OXJIIT u UMII



OpUrMHaILHOTO (pedepeHTHOro) JiekapcTBeHHOTO npenapara u npoektoB OXJIT u UMII
BOCIIPOU3BEICHHOT0, THOPUAHOTO WM OMOAHAIIOTUYHOTO (OMOMOI00HOTO) JIEKAPCTBEHHOTO
mpenapara ¢ BbIICICHHEeM U 000CHOBAHHUEM BCEX OTIUYHUH.

60. Jlep>kaTeiab perucTpallMOHHOTO yA0CTOBEPEHUS MPU MOoAaue 3asBJICHUS Ha BHECEHUE
m3menennit B OXJIIT u UMII npegocTaBisier BeIOMOCTh U3MEHEHUH C yKa3aHUEM MOCTPOYHO
PACIIOJIOKEHHOTO CPaBHEHHUSI TEKCTa BHOCHMBIX W3MEHEHHH C TEKCTOM YTBEP)KICHHOMU
BEpPCUH.

61. DxcnepTHasg opraHu3alys UHUIMUPYET MPOUEAYPY MPHUBEICHHUS B COOTBETCTBUE (
rapMoHu3anus) uHpopmanuu Mo 3aperuCTPUPOBAHHBIM JICKAPCTBEHHBIM IIperapatam B
OXJIT u UMII nekapcTBEHHBIX MpENapaToOB C OJHUM U TE€M XE€ MEXIYHApOIHBIM
HEMAaTEeHTOBAaHHBIM HAa3BAaHUEM WM C OJJHUM U TEM K€ JICUCTBYIOIIUM BEIIECTBOM.

62. Jlepxkarenb perucTpaliioHHOTO yjoctoBepeHus npu paspadorke OXJIIT u UMII
BOCITPOU3BEICHHOT0, THOPUIHOTO WJIM OMOaHATIOTHYHOTO (OUOIO00HOT0) JIEKapCTBEHHOTO
npemnapara MNpU MOJladye 3asBICHUS Ha SKCIEPTU3Bl MPU PETUCTpPaALMU, a TaKXKe MpHU
NEpPEepEerucTpali 1 BHECEHUN NU3MEHEHUN PYKOBOJACTBYETCS IPUBEICHHON B COOTBETCTBUE (
rapMoHu3upoBanHoit) wuHpopmamnueit nmo OXJII u HMII no wmexayHapoaHOMY
HEMATEeHTOBAaHHOMY Ha3BaHUIO WUJIM COCTABY JIEHCTBYIOLIMX BEILIECTB, PA3MEILICHHBIX Ha CaiiTe
AKCTIEPTHOM OpraHU3aIMy Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.

ITaparpa¢ 3. ITopamok npoBeAeHN Ta0OPaTOPHEIX HCIBITAHMIA JIEKAPCTBEHHBIX CPEACTB

63. JlabopaTopHbI€ UCIIBITAHUS JIEKAPCTBEHHOTO CPEICTBA OCYLIECTBISIOTCS B CPOKU HE
npeBbimatomue 70 (cempaecar) pabodux AHEH CO THA TOCTYIUICHUS TOKYMEHTOB Ha
CHEIUAM3UPOBAHHYIO JKCIEPTU3Y B HCIMBITATENbHBIX Ja00PAaTOPUSX TOCYJApPCTBEHHOU
AKCIIEPTHOW OpraHU3alMu B MEIiIX MNOATBEPKJICHUS COOTBETCTBUS IOKa3aTeneu
0€30MacHOCTH 1 KauecTBa JIEKAPCTBEHHOTO CPEJICTBA U BKIIIOYAIOT:

1) aHayIM3 aHATUTUYECKOTO HOPMATUBHOT'O JOKYMEHTA JIEKAPCTBEHHOI'O CPEJICTBA B YACTHU
METOJUK MPOBEICHUS UCTIBITAHU;

2) npoBeieHNE JJa0OPaTOPHBIX UCIIBITAHUN Ha COOTBETCTBUE TPEOOBAHUSAM HOPMATHUBHOTO
JIOKYMEHTA [0 Ka4€eCTBY;

3) onpeneneHre BOCIPOU3BOIUMOCTH aHATUTUYECKUX METOIUK KOHTPOJIS Ka4ecTBa.

HcnbiTanne 00pa3loB JIEKAPCTBEHHBIX CPEJICTB C MCIOJb30BAaHHUEM KOMILIEKCA
(U3UKO-XUMUYECKUX, OHOJOTUYECKUX MCCICJOBAHUN HANpaBiI€HO Ha OMpeaelieHue
KOJIMYECTBEHHOT'0 M KA4YE€CTBEHHOI'O COJEp>KaHUs JCHUCTBYIOIIMX M BCIIOMOTATEIbHBIX
BEIIIECTB, MPUMECEH, a TaKKe CTENIEHN OMOJIOTUYECKON 0€30MacHOCTH (MUKPOOHOIOTUYECKas]
YUCTOTa, TOKCUYHOCTh, TUPOTEHHOCTH ).

64. JJabopaTtopHbIe UCTIBITAHKS HE TIPOBOSITCS MPU:

1) nepepeructpaiyiu JIEKapCTBEHHOTO CPECTRA;

2) sKCcHepTU3e JIEKApCTBEHHOI'O CPEJCTBA, MPOU3BEICHHOTO B cooTBeTCTBUU ¢ GMP
ctpan peruona ICH (AiCuDditu), B Pecnyomuke Kazaxcran B coorBercTBUu ¢ GMP



Pecniy6nukn Kazaxcran W HMMEIOIIEr0 pPErucTpanuoHHOe jJocke B ¢dopmare OO1iero
TEXHUYECKOT0 JOKYMEHTA;

3) sKkcnepTHU3e JEKapCTBEHHBIX CPEACTB, B paMKax Mpolexypsl npekBanududuranum u (
WJIM) TPOLIeAYPhl MIPU3HAHUS HAYyYHOU OIIEHKH JICKAPCTBEHHBIX MpEnapaToB PEryIsTOPHBIX
opraHoB co ctporoil perymasitopuoit cucremoir (SRA) (CIIA, EC (EMA), Kanana,
[Isetiniapus, Benukooputanus, ABcTpaius, SIMOHNS) HA OCHOBAaHUU COBMECTHOM MPOIIETYyPhI
peructpanuu ¢ BcemupHON opranu3anuen 31paBoOXpaHEHNs;

4) yCKOpPEHHOM dKCTIePTU3E JIEKAPCTBEHHBIX CPEJICTB.

65. B ciiyuae BBISIBIICHUSI 3aMEUaHUN MPU MPOBEICHUU JTa00OPATOPHBIX UCIBITAHUI B
teuenue 20 (aBaamnaTh) paboyux JHEH yCIyTromnoayyaTeNnio Yepe3 HHPOPMAIIMOHHYIO CUCTEMY
B "JMW4HBIN KaOuWHeT" HampaBisieTcsl MUCbMO C YKAa3aHHEM BBISBICHHBIX 3aMEUaHUN U
HEOOXOMMOCTH UX YCTPAHECHHSI B TIOJITHOM 00bEeMe B CPOK, He mpeBbimatomuii 30 (TpuamnaTh)
pabounx JHEH.

66. I[Ipu He ycTpaHEHUH WU HE TIOJIHOM YCTpAaHEHUU 3aMeuanuii B TeueHue 10 (mecsarth)
pabounx MHEW cOo JHsS TOJIyYeHHsS OTBETa TIOCYJIapCTBEHHAs JKCIEPTHAsl OpraHU3allus
HaIpaBJISIET YCIYromoJy4aTeal0 MUChbMO C YKa3aHHEM JOMOJHUTENbHBIX 3aMEYaHUUl U
HEO0OXOMMOCTH UX ycTpaHeHu# B Teuenue 20 (1BaaaTh) pabounx JHEH.

67. Ilpu He mpeAOCTaBIEHUH YCIyTOMOIyYaTeleM MTOJIHOTO OTBETA Ha BHICTABICHHBIE B
MHUChME TOCYJAPCTBEHHON JKCIEPTHOM OpraHu3alMi 3aMeuaHus M OTpHUILATEIbHBIX
pe3yibTaTax JabopaTOPHBIX MCIBITAHUN MaTepHallbl HAMPABIAIOTCA B DKCIEPTHBINA COBET
JUTSL IPUHSITUS pelIeHHs] 00 OTKa3e M MPEeKPalIEHUH SKCIEPTU3BI JEKAPCTBEHHOIO CPEJICTBA
coriacHo myHKTy 48 Hactosimux [IpaBut.

68. Ilo pe3ynpraTam 1a0OpATOPHBIX HCHBITAHUNU JIEKAPCTBEHHOI'O CPEICTBA
UCIIBITaTeNIbHOM NabopaTopueit B TeueHue 10 (mecsiTh) paboumx JHEH COCTaBISETCS
MPOTOKOJ UCTBITAHUI TTO JOpME COTJaCHO MPUIIOKEHUIO 23 K HacTosmuM [IpaBuiiam.

69. He tpeOyetcsa mpeacTaBieHre 00pa3IoB, CHENUPUISCKUX PEareHTOB U JIPYTUX
MaTepuajgoB MPU HEBO3MOXKHOCTH TMPOBEICHUS HUCIBITAHUN B DKCIEPTHON OpraHU3alvuu
BCJIEJICTBUE:

TPYJIHOJOCTYIMHOCTHA O0OpPa3loB JIEKAPCTBEHHBIX MPenapaToB CTaHAAPTHBIX 00pa3IoB,
crieliu(UYECKUX PEareHTOB W JIPYTUX MAaTepuanoB (B TOM YMCIE, NMPU UX OTHECEHUU K
Kateropuu ophaHHbIX, BBICOKOTEXHOJIOTHUECKHUX, paauodapMarieBTUIECKUX, HAPKOTHIECKUX
, TICUXOTPOTHBIX WU TpPEJHA3HAYEHHBIX IS JICYEHUS] BBICOKO3AaTPATHBIX HO30JOTUH
BCJIEJICTBUE UX BBICOKOW CTOMMOCTH);

HEBO3MOXXHOCTH COOJIIOJIEHUs YCIOBUN TPAHCHOPTUPOBKHU YKa3aHHBIX 0OpasIoB Ha
teppuroputo Pecriyonuku Kazaxcran u (Wiin) ux XpaHeHUS;

OTCYTCTBUSI CHEIUAIBHOIO0 000PYIOBAaHUS M PACXOJHBIX MaTe€pUajioB B SKCHEPTHOM
OpraHu3aIuy;

JPYTUX MPUYUH MO PEHICHUIO YITOJIHOMOYEHHOT0 OpraHa (3KCIEePTHON OpraHu3alliu) Mpu
BO3HMKHOBEHUHU 0OCTOSATEIBCTB HEMPEOIOIMMON CUITBI MM 00CTOSATEIBCTB, HE3ABUCSIIINX OT



BOJIKM CTOPOH, B TOM YHCJIC B CBSI3U C OCOOCHHOCTSIMHU MPOU3BOACTBA U KOHTPOJISI KadecTBa
JIEKapCTBEHHOIO Mpemnapara.

B caydasx, yka3aHHBIX B JJAHHOM ITYHKTE, JaOOpaTOPHBIC MCIBITAHUS MPOBOJATCS B
nabopaTopuu KOHTPOJS KauecTBa MPOU3ZBOJMTENS JICKAPCTBEHHOrO TIpemnapara B
MPUCYTCTBUU MPEJACTABUTENCH AKCIEPTHON OpraHu3alliy Ui B KOHTPAKTHON JabopaTtopuu,
UCIIOJIb3yEMOW MPOU3BOAUTENIEM, B IPUCYTCTBUU MPEJICTABUTENICH SIKCIIEPTHON OpraHU3alluM.

B ciiyuasix HEBO3MOXXHOCTH MPOBEICHUS J1a00PATOPHBIX UCHBITAHUN B 1Ta00paTOPUSIX
KOHTPOJSA KadecTBa IMPOW3BOJAUTEIS JIEKAPCTBEHHOrO IIperapara WM KOHTPAKTHBIX
nabopaTopusax, HCIOJAb3YEMbIX TpoU3BOAUTENIeM (MIpU yrpo3e BO3HUKHOBEHUS,
BO3HUKHOBEHUM YPE3BBIUYANHONW CUTYyallMU W JIMKBUJAIMK €€ TOCIeACTBUN W (WJIH) TpHU
yIrpo3e pacnpocTpaHeHus 3a00JIeBaHUM, MPEACTABISIONIUX OMACHOCTh ISl OKPY KaIOIIHX,
3a00JIeBaHUM M TOPaXXKEHUM, MOJYUYECHHBIX B PE3YyJbTAaTe BO3ACHCTBUSL HEOJIArONMPHUSTHBIX
IPUPOIHBIX, XUMHUYECKHX, OMOJOTHMYECKHX, PaAUAMOHHBIX (AKTOPOB, MPU KOTOPHIX
MPUCYTCTBUE MPEACTABUTEIN 3KCHEPTHOW OpPraHU3ald HE MPEICTABIISIETCS BO3MOKHBIM,
WM TIPH IPYTHX 0OCTOSATEIBCTBaX (HAPUMED, CBA3AaHHBIX ¢ 0COOCHHOCTSIMU IMPOU3BOICTBA U
KOHTpPOJISI KayecTBa KOHKPETHOTO JIEKApCTBEHHOTO IIperapara), MO COTJIACOBAHUIO C
AKCIIEPTHOW OPTaHU3AIMEN SKCIIEPTHU3a KAaYECTBA MPOBOJIUTCSI HA OCHOBAHUHU JOKYMEHTAIIUU
Mpou3BOAUTENS (MPOTOKOJIOB aHaJIW3a MPOU3BOAMUTENS) B TOM YHCIIE C HCIOJb30BAHUEM
CPEJICTB IMCTAHIIMOHHOTO B3aUMOJECUCTBUS, BKJIFOYAS ayIMO- I BUIAEOCBS3b.

[Ipy HEBO3MOXKHOCTH MPOBEICHUS JTAOOPATOPHBIX UCIIBITAHUN JIEKAPCTBEHHOT'O CPE/ICTBA
M0 OTJIETHHBIM MOKA3aTeIIsIM, JIA00PATOPHS HKCIIEPTHON OpraHU3aAIMK TPU3HAET PE3YIbTAThI
71a00paTOPHBIX HCIBITAHUNA TIO OTAEIBHBIM ITOKa3aTesM, yKa3aHHBIM B cepTudukare (
MpPOTOKOJIE) aHajiu3a MPOU3BOJAUTEINS, 3a UCKIOUYEHHUEM OHUOJOTUYECKUX U
MMMYHOJIOTHYECKUX TIPENapaToB.

[To pe3ynbTaTaM J1aOOpAaTOPHBIX HUCIBITAHUN cocTaBisieTcss OT4eT O pel3ysbTarax
MIPOBEJICHUS JIAOOPATOPHOTO UCIIBITAHUS B 1a0OPATOPUH KOHTPOJIS KadeCTBa IMTPOU3BOIUTEIIS
WU B KOHTPAKTHOM JIaDOpaTOpUM, UCIIOIB3YEMOM MTPOU3BOIUTENIEM COTJIACHO MPHUIIOKEHUIO
24 x vacrosimum [IpaBuiiam.

ITaparpad 4. Ilopsamok GopMupOBaHHS Pe3yIHTATOB MPOBEACHHON SKCICPTU3HI JIEKAPCTBCHHBIX
CPEACTB

70. ITo OKOHYaHHM SKCIEPTU3BI YCIYrONOJy4YaTedb COTJIACOBBIBAET C TOCYAapPCTBEHHOM
AKCIEPTHOMN OpraHu3alueil B AJIEKTPOHHOM BHUJE 00IKe (aAIMUHUCTPATUBHBIE) CBEJICHUS O
JIEKapCTBEHHOM Mpenapare, UTOTOBbIE TOKYMEHTHI (HOPMATUBHBIA IOKYMEHT MO KaueCTBY,
WHCTPYKIIUIO 110 MEAUITMHCKOMY PUMEHEHHUIO U MaKeTOB MapKUPOBKHU YIIAKOBKH, dTUKETOK,
CTUKEpPOB C MApKHUPOBKOHM), B TOM YHUCII€ KOPPEKTHOCTh 3aHECEHHBIX JTAHHBIX B CPOK HE
npesbimaromuii 10 (recsith) pabouux JTHEH.

B ciyyae oTCyTCTBHS COTNIacOBaHUA YCIyTronojydaTesieM 3aK/IFoueHre 0 0€30MacHOCTH,
KauecTBe U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO cpeAcTBa GOpMHUpYETCs 6€3 €ro coriacoBaHMsl.



71. T'ocymapcTBeHHAsl 3KCIEpTHAs OpraHu3alus MPOBOJUT CBEPKY IMPEICTaBICHHOM
MH(pOpMaUKU yCIyronoiayyaTeiaeM, a TAKKe MPU BISIBICHUH HECOOTBETCTBUSI KOPPEKTUPYET
3aHECEHHbIE JaHHbIE 1 OOHOBIISIET UTOTOBBIE TOKYMEHTHI:

IPU TOCYIapCTBEHHOM PErucTpalii, B TOM YUCJIE BHECEHHUE M3MEHEHUMU, TPeOyIoImmX
HOBOM PEruCTpalyy, [Py NEPEPETUCTPALIMH, IPU BHECEHUN U3MEHECHHUN B PETUCTPALIMOHHOE -
B CPOK HE TpeBbImaroiuil 3 (Tpu) pabouux JTHEH;

IIPU YCKOPEHHOM PErMCTpalvy JEKApCTBEHHOIO CPEICTBA U IPU COBMECTHOM IPOLIEAYpE
peructpaiuu ¢ BO3 - B cpok He nipeBbImaromuii 1 (oquH) pabouero qHews.

72. Ilo pe3ynbTataM IpPOBEIEHHOW HKCIEPTU3Bl JIEKAPCTBEHHOIO CpPEACTBA
rocyJapCTBEHHasl JKCIEpTHAas OpraHu3alys COCTABIISIET 3aKIIOYEHHE O Oe30MacHOCTH,
KadecTBe M A()PEKTUBHOCTU JEKAPCTBEHHOTO CPEJACTBA, 3asBICHHOTO Ha JKCIEPTHU3Y
COTJIACHO MNpUJIOKEHUIO 25 K HactosmuM lIpaBunaM u 3akiroueHue O O€30MacCHOCTH,
KauecTBe U 3(P(PEKTUBHOCTU JEKAPCTBEHHOI'O CPENICTBA, 3asBICHHOIO HA SKCIEPTU3Y
M3MEHEHHM, BHOCUMBIX B PETUCTPALIMOHHOE JTIOCHE COTJIACHO MPHWJIOKEHUIO 26 K HACTOSAILINM
[IpaBunam:

IIPU TOCYAAPCTBEHHON PErucTpaluy, B TOM YUCJIE BHECEHUE W3MEHEHUW, TPEOYIOIMX
HOBOU PETUCTpaLMM, IIPU NEPEPEruCTpaLii, IIPY BHECEHUN U3MEHEHUN B PETUCTPALIMOHHOE
nocbe Tuna IA, tuna Ib u tuna Il ¢ npoBeaeHneM 1a00paTOPHBIX UCHIBITAHUNA, TP BHECEHUU
M3MCHEHHI B perucrpanuoHHoe nocbe Ttuma IA, tuma Ib m tuma Il 6e3 mpoBeneHus
7a00paTOPHBIX UCTIBITAHUN, MPU YCKOPEHHOW PETUCTpAllMU JIEKAPCTBEHHOI'O CPEJICTBA - B
CPOK HE MpEBbIIAOMINKN 7 (TI5Th) pabounx JHEH;

Ipy COBMECTHOM mnporieaype peructpauuu ¢ BO3 - B cpok He mpeBblmaronuii 1 (o1uH)
pabouero aHsl.

73. Ilo pe3yiabTataM MOJOKUTEIBHOIO 3aKJIIOUEHUS O 0€30MacCHOCTH, KayecTBE U
3¢ (PEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJCTBA, 3aSBJICHHOIO0 HAa AKCHEPTHU3Y U 3aKIIOYEHHUS O
Oe3omacHOCTH, KauyecTBe M 3(()EKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA, 3asBIIEHHOIO Ha
AKCIIEPTU3Y U3MEHEHUH, BHOCUMBIX B PETUCTPAIMOHHOE J0Che, (POPMUPYIOTCS ClIeTyIOLIne
AIIEKTPOHHBIE TOKYMEHTHI, MOAMUCAHHBIE 3JIEKTPOHHO-IIU(PPOBOM MOANUCHIO PYKOBOIUTES
roCyJIJapCTBEHHOT'O OpraHa:

1) peructpaulMOHHOE YJIOCTOBEpPEHHE, JCHCTBYIOIEE Ha TeppuTOopun PecrnyOnuku
Kazaxcran cornacHo npuiioxeHus 4 k Hactosmum [IpaBuiam;

2) 3aperucTpupOBaHHbIE HMHCTPYKLMS (JIMCTOK-BKJIAQJABINI) MO MEIULMHCKOMY
NPUMEHEHHUIO JIEKAPCTBEHHOI'O CpEACTBAa WJIM MEIULUHCKOrO U3Jenus U o0mas
XapaKTEPUCTHKA JIEKAPCTBEHHOTO CPEACTBA HA Ka3aXCKOM M PYCCKOM SI3bIKaX;

3) 3aperucTpupOBAHHBIE MAKEThI YIIAKOBOK, 3THKETOK, CTUKEPOB Ha JIEKAPCTBEHHBIE
CPEACTBA, MEAULUHCKNE U3IENHS HA Ka3aXCKOM U PYCCKOM SI3bIKAX.

74. Jlns1 IEKapCTBEHHBIX CPEICTB OTEUYECTBEHHOTO IIPOU3BOICTBA, IPOU3BOIUMBIX IS
AKCHOPTa U BHYTPEHHETO PhIHKA CTPAHBI I10]] Pa3HBIMH TOPrOBBIMU Ha3BaHUSIMU, SKCIIEPTU3A



MPOBOJIUTCS C BBIJAYEH OJTHOTO 3aKJIIOYEHUs 0€30MacHOCTH, KauecTBe W d(PPEKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA.

75. B cnydasx OTpUIATEIHLHOTO 3aKIIYEHHS O OEe30MacHOCTH, KadyeCTBE W
3¢ (PEeKTUBHOCTH JTEKAPCTBEHHOI'O CPEACTBA WIJIM OT3bIBA yCIYrONOJydyaTeaeM 3asBICHUS Ha
DKCHEPTU3Y NOCJE HAadajla MPOBEICHHUS DKCIIEPTU3BI, CTOMMOCTh MPOBEICHUS SKCIIEPTHBIX
paboT yCIIyronoxy4yaTeio He BO3BpaIlaeTcs.

76. I1lo pe3ynapTaTaM 3KCIEPTU3bI TOCYAApCTBEHHAS IKCIIEPTHAS OpraHu3alus GOpMHUPYET
CBOJIHBIN OTUET MO 0€30MaCHOCTH, KAYECTBY U (PPEKTUBHOCTHU JEKAPCTBEHHOTO IIpernapara B
COOTBETCTBUU C MpHiioxkeHueM 27 k HactosuuM [IpaBunaMm, He KOH(UAEHIIMATIbHAS YaCTh
KOTOPOT'0 pa3MeIaeTCs HAa HHTEPHET-PECYPCE FOCYIapCTBEHHOM KCIIEPTHON OPTraHU3alliH.

7°7. Tlocne 3aBeplieHUs] NPOLEAYPBl DKCIIEPTU3BI I'OCYNapCTBEHHAs JKCIEpPTHAas
opranuzanusi GOpMHUPYET AIEKTPOHHBIA apXWUBHBIN 3K3EMIUISP PETHCTPALMOHHOTO JOCHE,
COJICpKAIIMM JTOKYMEHTBl W MaTepualibl pe3yjbTara JKCIEPTHU3bl (JOMOJHUTEIIbHBIC
MAaTEpUAIbl, IPEACTABIEHHBIE YCIYTOINOJYYaTedeM [0 3ampocy TOCYAapCTBEHHOU
AKCIEPTHON OpraHu3aluu, OTYET BaJUJALHUHN PETUCTPALMOHHOIO JOChE, 3aKIFOYUTEIbHbBIN
CBOJHBIN OTYET DKCIEPTOB IO KPUTUUECKOU OLIEHKE JIEKAPCTBEHHOIO MPEIApPaTa, MPOTOKOJIBI
UCIIBITAaTeNIbHON JTabopaTopun), 3aKiIt0ueHrne 0 0€30MacHOCTH, KauecTBY U 3((HEKTUBHOCTH,
OXJIII, UMII (1McTOK-BKIAbIII), HOPMATUBHBIA JOKYMEHT 10 KAaYECTBY JIEKAPCTBEHHBIX
CPEJCTB, 3apErUCTPUPOBAHHBIE MAaKEThl YNAaKOBOK, 3THUKETOK, CTUKEPOB, XpaHSAIIUECS B
AIEKTPOHHOM apXHBE.

Bo BpeMst neiCTBUSA PErMCTPallMOHHOTO YAOCTOBEPEHUS apXUBHOE PETHCTPALMOHHOE
JOCbE€, NIOTMOJHIETCS PETUCTPALMOHHBIM JOChE, MOJAAHHBIM Ha BHECEHHE W3MEHEHUM,
COZIEpIKAIMM TOKYMEHTBI U MATEPHUAIIBI PE3YIBTATOB IKCIIEPTU3HI.

PerucrpanioHHOE 10ChE XPAHUTCS B 3JIEKTPOHHOM APXUBE HA 3JIEKTPOHHOM HOCHUTEIIE B
teueHue 10 (ecsaTh) Jer.

78. Ilpu rocynapCTBEHHOW pErucTpalid YCTAaHABIMBAETCS CPOK JAEUCTBUSA
PErUCTPALlMOHHOIO YAOCTOBEPEHUS JJISl JIEKAPCTBEHHBIX CPEACTB — 5 JIET, 38 HCKIOUEHUEM
JIEKapCTBEHHBIX CPEACTB, MPOU3BeNCHHBIX B PecniyOnuke KazaxcraH.

[Ipu rocynapcTBEHHON pEruCTpalyy JIEKAPCTBEHHBIX CPEIACTB, MPOU3BEACHHBIX B
PecnyOsinke Ka3zaxcran BbrgaeTcst 0€CCpOUHOE PETUCTPALIMOHHOE YIOCTOBEPEHHUE.

[Ipu mepepeructpanuu BblAaeTCsi 0€CCPOYHOE PETHCTPAIIMOHHOE yIOCTOBEPEHHUE Ha

JIEKapCTBEHHBIE CPEACTBA.

ITaparpa¢ 5. Ilopsaaok perucTpamuy eHEl Ha JIEKApCTBEHHBIC CPEACTBA H BHECEHHS H3MEHECHH B
[EeHy IIPON3BOIHUTEILT

79. s perucTpaliid WIM BHECEHUS W3MEHEHUW B 3apETHCTPUPOBAHHYIO LIEHY
OPOU3BOJMUTENSA JIEKAPCTBEHHOIO CPEACTBA, YCIYromojydaTellb MpPEeAOCTaBIsET B
roCyJapCTBEHHYIO 3KCIIEPTHYIO OPraHU3alUIo 3asBICHHE 110 (POpPME, COITACHO MPUIIOKEHUIO
| x HacrosimuMm [IpaBunam.



B cnyuae BBO3a jekapcTBEHHOTO cpejficTBa Ha TeppuTopuio Pecrybnuku Kazaxcran
MIOCJI€ PETUCTPAlMU LEHbI Ha JEKapCTBEHHOE CPEJCTBO, yclyromnoiydareiab B TeueHue 60 (
HIECTHIECAT) KaJICHIapPHbBIX JIHEH CO JHS BBO3a B 00s3aTEIbHOM MOPSAIKE BHOCUT U3MEHEHHUE
B paHee 3apErUCTPUPOBAHHYIO LIEHY TPOU3BOUTETIS.

79-1. Peructpanus neHsl IPOU3BOINUTENS JIEKAPCTBEHHOTO CPENICTBA, 4 TAKKE BHECECHUE
M3MEHEHHI B 3apETrUCTPUPOBAHHYIO LIEHY MTPOU3BOAMUTEIS OCYIIECTBIISIETCS O€3 yueTa Hajora
Ha JJOOABJIECHHYIO CTOUMOCTb.

79-2. B ciaydae eciM nepeperucTpauus 3aperucTpUpOBaHHON IEHBI ISl ONTOBOM U
PO3HUYHON pealn3alid HE MPOMU3BEICHA B TEKYIIEM rOAy, TOCyJAapCTBEHHAs JKCIEPTHAs
opranu3zanus (GopMHpPYET MPOEKT MpeeiabHbIX IIeH Ha ToproBoe HaumeHoBaHue JIC s
ONTOBOM M PO3HUYHOM peann3ali Ha OCHOBAHUM PAHEE YTBEPKACHHBIX MPEEIbHBIX LIEH HA
ToproBoe HanmeHoBaHue JIC AJist ONTOBOW U PO3HUYHOW peaTnu3aliu.

80. IIpu perucrpanuiv UEHbI IPOU3BOAUTENS JIEKAPCTBEHHOTIO CPENCTBA K 3asIBJIICHUIO
MIPUJIATAKOTCA CIEIYIOMNE TOKYMEHTBI:

JIns1 OTe4eCTBEHHBIX IPOU3BOAUTENCH:

1) TOKyMEHT, NOATBEPAKAAIOUINI IPABO YCIYTONOMydaTessi OCYIECTBISATh PErUCTPALIUIO
LIEHbl WIX BHECEHNE U3MEHEHUN B 3apETUCTPUPOBAHHYIO LIEHY IIPOU3BOJUTEISL HA TOPrOBOE
HalMEHOBAHHUE JIEKAPCTBEHHOI'O CPEJICTBA;

2) uadopmanus ¢ MOATBEPKIAAIONUMH JOKyMEHTaMH (KOHTPAKT, JIOTOBOP) O IEHaX
JIEKapCTBEHHBIX CPEJACTB, PEAIN3YEMBIX B IPYTUX CTpaHax 3a 12 Mecsues, NpeaecTBYOIINX
JaTe MOAAYH 3asBJICHUS HA PETUCTPALUIO LICHBI.

B cityuae oTCyTCTBHS peanu3aluu B IPyrUX CTpaHaX, YCIyromnoaydaTeslb NOATBEPKAAET
OTCYTCTBUE peajn3aluy Ha (PUPMEHHOM OJIAHKE yCIIyTrONoIy4yaTesl, 3aBEPEHHOM MOAMUCHIO
YIIOJJHOMOYEHHOTI'O JIULA YCIyTOIOIyYaTells.

JIns MHOCTpAaHHBIX NMPOU3BOAUTENECH JEKAPCTBEHHBIX CPEACTB M IS 3aKa3YMKOB
KOHTPAKTHOTO ITPOU3BOJICTBA JIEKAPCTBEHHOI'O CPECTBA!

1) TOKyMEHT, NOJTBEPAKAAIOIINI IPABO YCIYTOMOMydaTessi OCYIECTBISATh PErUCTPALIUIO
LIEHbl WIX BHECEHNE U3MEHEHNUN B 3apETUCTPUPOBAHHYIO LIEHY ITPOU3BOJUTEISI HA TOPrOBOE
HAaMMEHOBAaHUE JIEKAPCTBEHHOTO CPEICTBA;

2) unpopmauus Ha GUPMEHHOM OJIaHKE YCIyTOIOdy4yaTesis, 3aBEpeHHast MOJAMNUCHI0
YIOJHOMOYEHHOTO JIMIIa YCIYTomoJiydaTessi O IleHaX B peepeHTHBIX CTpaHax, B Cllydyae
OTCYTCTBUSA LIEH B pe()epEHTHBIX CTPAHAX - B CTPAHE IPOU3BOAUTEIIS;

3) xomus AOKYMEHTA, MOATBEP)KIAOINAs NECHCTBYIOIIYI NATEHTHYIO 3allUuTy
OpPUTMHAJIBHOTO JIEKAPCTBEHHOI'O0 TIpenapara WiIM OHOJIOTHYECKOr0 OpPUTHHAIBHOTO
JIEKapCTBEHHOTO MpernapaTa ¢ yKa3aHUEM JaThl UCTCUCHUS JICUCTBHS MATEHTHOW 3aIlIUTHI,
100 MUCHMO OT 3aBOJIA-IIPOU3BOAUTEIIS HIIM JIEpKATels PEruCTPallMOHHOTO YAOCTOBEPEHUS,
IIOATBEPKAAIOIIEE OPUTMHAIBHOCTD IIpenapara.

81. Peructpamus neHbl MPOWU3BOAUTENS JIEKAPCTBEHHOIO CPEACTBA U BHECEHUE
M3MEHEHUW B 3apETUCTPUPOBAHHYIO LEHY NIPOU3BOIAUTEINS JIEKAPCTBEHHOIO CpENICTBA



OCYIIIECTBIISIETCS Ha OCHOBAHWU IOJIAHHOTO 3asBJICHUS B CpOK He mo3aHee 10 (mecsTh)
pabounx JHEN cOo AHS MPEAOCTABJICHUS YCIYTrOnoyyaTeaeM 3asBJICHUS.

82. I'ocynapcTBEeHHAs SKCIEPTHAS] OpTraHU3allis pETUCTPUPYET LIEHY TPOU3BOIUTENS MPU
COOTBETCTBUH KPUTEPHIO:

1) mpenocTaBineHHas 1ieHa MPOU3BOAUTENS 1JI1 BBO3UMBIX JICKAPCTBEHHBIX CPEACTB IS
Pecny6niuku Kazaxcran He MpeBbIIIaeT cpeHee 3HAUCHUE TPEX MUHUMAIBHBIX IIEH U3 Yucia
MOJAHHBIX B 3asBJICHUU Pe(EPEHTHBIX CTPaH, a TAKXKe HE MPEBBIIIAET CPEHEE 3HAUCHUE TPEX
MHUHUMAJIBHBIX I1I€H, MOJYYEHHBIX W3 JIAaHHBIX CAaWTOB MEXKJIYHAapOIHBIX OpraHuzanui. B
claydae €CJIM KOJMYECTBO pe(EepeHTHBIX CTpaH MEHee TpeX, I[eHa MPOU3BOJIUTENS HE
MPEBBINIACT CPEAHETO 3HAUCHUS IIEH MPEACTaBICHHOTO KOJIMYeCTBa pehepeHTHBIX CTpaH, a
TaKk)K€ HE TMPEBBINMIAET CpeJHee 3HAuCHUE II€H, IMOJYYEHHBIX W3 JIaHHBIX CalTOB
MEKTyHApPOIHBIX OpraHU3aIUi.

[Ipu OTCyTCTBHM TOCYAAapCTBEHHON PETHCTpPALMU JIEKAPCTBEHHOIO CPEICTBA B
pepepeHTHBIX CTpaHaX, I[€Ha NPOU3BOJUTENISI HE TMPEBHINIAET 3HAYEHUS IEHBI B
CTpaHe-IIPOU3BOIUTEIIS.

2) mpeaocTaBji€HHAsl I[eHa OTEYECTBEHHOTO MPOU3BOJUTENS HE MPEBBIINIAET IEH
JIEKapCTBEHHBIX CPEJICTB, PEAIM3YEMBIX B IPYTUX CTPaHaX.

3) mpencTaBieHHAas IIeHa BOCIPOU3BE Y HHOT'O JIEKAPCTBEHHOTO mMpenapaTa (TeHEepUK)
WM OMO0aHAJIOTUYHOIO JIEKAPCTBEHHOIO Mpernapara He MPEBBIIIAET CPEAHEr0 3HAUEHUS [ICHBI
OPUTMHAJIBHOTO JIEKAPCTBEHHOTO CPENICTBA, YCTAHOBIEHHOIO 3a 3 ToJa J0 HMCTECUYCHUS
JNEUCTBUSL TATEHTHOW 3alllUThl NpENeIbHOW 1EeHbl Ha ToproBoe HauMeHoBaHue JIC
OPUTHUHAIBHOTO WM OMOJIOTUYECKOT0 OPUTMHAIILHOTO JIEKAPCTBEHHOTO MperapaTa:

1u1st reHeprka — Ha 30 %);
JUTst OMOAHAJIOTUYHOTO JIEKapCTBEHHOTO Tipenapara — Ha 10 %.

4) mpeaocTaBlieHHAs 1IeHa OTE€YECTBEHHOTO MPOU3BOJIUTEINS B PaMKax JOJITOCPOYHBIX
JOTOBOPOB HE MPEBBINIAET OTIYCKHBIX II€H, MNOJYYEHHBIX W3 HWHTETrPUPOBAHHOU
MH(POPMAIIMOHHON CHCTEMBI YIOJHOMOYEHHOTO OpraHa TOCYJIapCTBEHHBIX JIOXOJO0B IO
KOHTPOJIbHO-KAaCCOBBIM YEKaM.

83. Ilpn BHECEHMM H3MEHEHUU B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOIAUTEINS
JIEKapCTBEHHOI'O CPEJICTBA, K 3asIBJICHUIO MPUJIAraloTCs CIAEAYIOIINE JOKYMEHTHI:

JIns1 OTe4eCTBEHHBIX IPOU3BOAUTENCH:

1) 1OKyMEHT, TOATBEPKAAOUIUN MPABO YCIYTOMOIYYaTelNs OCYIIECTBIATh PETUCTPALINIO
LIEHbI WM BHECEHUE U3MEHEHU B 3aPErUCTPUPOBAHHYIO LIEHY TPOU3BOIUTEIIS;

2) uHdopmanus ¢ TOATBEPKIAIOIIUMHU JOKYMEHTaMH (KOHTPAaKT, JOTOBOP) O II€HaxX
JIEKapCTBEHHBIX CPEJICTB, PEATU3YEMBIX B IPYTUX CTpaHax 3a 12 MecsueB, NpealeCTBYOIUX
JaTe MoJauM 3asBJICHUS Ha PETUCTPAIMIO TMOO BHECEHUSI N3MEHEHUI B 3apETUCTPUPOBAHHYIO
LIECHY.



B cityuae oTCyTCTBHS peanu3aluu B IPyrUX CTpaHaX, YCIyTromnoay4dareslb HOATBEPKAAET
OTCYTCTBUE peajn3aluu Ha (GUPMEHHOM OJIaHKE yCIIyTronoiayyaTessl, 3aBepEHHOM MOAMUCHIO
YIIOJITHOMOYEHHOTO JIUIIA YCITYyTOMOIy4aTens;

3) nns JeKapCTBEHHBIX CPEJICTB, CPOK JACHCTBUS PETHCTPALIMOHHOIO YIOCTOBEPEHHUS
KOTOPBIX HA MOMEHT ITOa4y 3asBJICHUS UCTEK, MPOU3BEICHHBIX Ha TEPPUTOPUH PecryOmuku
Kazaxctan 10 wucredeHus cpoka JAEHCTBUS PETUCTPALIMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOT'O CPEJICTBA, MPEJOCTABIISIOTCS JOKYMEHTBI, IOATBEPKAAIOIINE MPOU3BOJICTBO
JIEKapCTBEHHOTO Cpe/icTBa (Komust cepTudukaTa 0 COOTBETCTBUU MPOAYKITUH).

J11st 3aKa34MKOB KOHTPAKTHOTO MPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPE/ICTBA!

1) 1OKyMeHT, TOATBEPKAAIOLIMI MPABO YCIYTONOIYYaTels OCYIECTBIATh PETUCTPALINIO
LIEHbI WJIM BHECEHHE U3MEHEHUH B LIEHY MPOU3BOIUTENS;

2) undopmanust Ha GUPMEHHOM OJIAaHKE YCIyTOIOIydYaTelis, 3aBepeHHAsT MOIMUCHIO
YIOJHOMOYEHHOTO JIMIIA YCIYTromojiyyaTessl O IleHaX B peepeHTHBIX CTpaHax, B cllydyae
OTCYTCTBUSA LIEH B pe()epEHTHBIX CTPAHAX, B CTPAHE MPOU3BOIUTEIIS;

3) KOIus OJITOCPOYHOTO JIOTOBOPA MOCTABKHU C 3aKa3YMKOM KOHTPAKTHOTO MPOU3BOICTBA
JIEKapCTBEHHOT'0 CpeAcTBa ¢ uH(popmanuein o uene npouspoaurens JIC, aeiicTByroniero Ha
MOMEHT TIOJIay¥ 3asBJICHUS Ha PETUCTPAIMIO0 JIMOO BHECEHHS U3MCHEHHH B
3apEruCTPUPOBAHHYIO IIEHY;

4) niig NeKapCTBEHHBIX CPEICTB, CPOK ACHCTBUSI PETHCTPALIMOHHOIO yIOCTOBEPEHHUS
KOTOPBIX Ha MOMEHT I0/Ia4M 3asiBJICHUS UCTEK, TPOU3BEJECHHBIX HA TeppuTopun PecnyOinmku
KazaxctaH [0 wucCTedeHUs CpoOKa JACHCTBUS PETHCTPALMOHHOIO YJIOCTOBEPEHHS
JIEKAPCTBEHHOTO CPEACTBA, NIl U3MEHEHHMs 3apEeTUCTPUPOBAHHON IIEHBI MPETOCTABISIOTCS
JOKYMEHTBI, MOATBEPKIAIOIINE MPOU3BOACTBO JIEKAPCTBEHHOI'O CpPEACTBA (KOMUS
ceptu(urKaTa 0 COOTBETCTBUU IPOAYKIIUH).

JIJ1st ”HOCTpaHHBIX TPOU3BOAUTENEH:

1) 1OKyMeHT, TOATBEPKAAIOUIMI MPABO YCIYTONOIYYaTels OCYIIECTBIATh PETUCTPALINIO
LEHbl UJIM BHECEHHE M3MEHEHUU B LIEHY NPOU3BOAUTENS, BKIIOYAs MPABO MPEAOCTABIAThH
uH()OpMAITHIO O TIeHaX B pe()ePEHTHBIX CTPAHAX U O IeHaX (PaKTHUYECKUX BBO3OB,;

2) xomusi JOKYMEHTa, MOJTBEPKJIAIOIIETO I[EHY JIEKapCTBEHHOTO CPEeJCTBA (KOMUS
MHBOlca (HaKIagHOW), CUeT-(PaKTyphl) MOCIEAHEr0 BBO3A 3@ BEIUETOM CKHUJIKH 3a 12 Mecsles,
IpEeAIIeCTBYIOMMUX JaTe MoJauu 3asBieHUs (IpU HAIMYUK (PAKTHYECKOro BBO3a), 3a
UCKIIIOYEHUEM CIly4aeB BBO3a Ha Tepputopuio PecnyOmuku Ka3zaxcraH jgekapCTBEHHOTO
CpPEACTBA HA OCHOBAHUSIX, IPEyCMOTPEHHBIX MOAMTYHKTOM 4) cTtaThu 252 Koxekca.

[Ipu oTcyTcTBUU (paKkTHUECKMX BBO3OB 3a MOCieAHHE 12 MecsueB, NpeaoCcTaBIsIOTCs
KOIMH JIOKYMEHTOB 3a MpeIbIAyInii nepuos 12 mecsues.

[Ipu oTcyTcTBUM (PaKTHUYECKUX BBO30B 32 yKa3aHHBIM MEPUOJ, YCIyTONOJydaTelb
MOJTBEPKIaeT OTCYTCTBUE BBO3a Ha ()UPMEHHOM OJaHKE yCIIyTrOIMoJydaTessi, 3aBepEeHHOM
MOJIMUCHIO YIIOJTHOMOYEHHOTO JIUIIA YCIIyTOMOTyYaTes;



3) Komnusi TaMOKEHHOM JEKJIapaluu K JOKYMEHTY, YKa3aHHOMY B MOJITYHKTE 2) MyHKTa
83 IlpaBui ()11 UHOCTPAHHBIX MPOU3BOIUTENEH);

4) xomusi KOHTPAKTa WU JOTOBOPA O MPUOOPETECHUH JICKAPCTBEHHOTO CPEICTBA C IICHOM,
NEUCTBYIOIIEH HAa MOMEHT I0Jlauyd 3asBJICHUS HA U3MEHEHUE 3apErMCTPUPOBAHHOM IIEHBI
JIEKApCTBEHHOI'O CPEICTBA;

5) Komus [OKYMEHTA, MOATBEPXKAAOUias IEHUCTBYIOUIYI0 MATEHTHYIO 3alIUTy
OpPUTMHAJIBHOTO JIEKAPCTBEHHOr'O0 TNpernapara WiIM OHOJOTHYECKOr0 OpPUTHHAIBHOTO
JIEKapCTBEHHOTO MpernapaTa C YKa3aHUEM JaThl UCTEUCHUS IECUCTBUS MATEHTHOW 3aIlIUTHI,
100 MUCHMO OT 3aBOJA-IIPOU3BOAUTEIIS WM JIEp>KATelsl PErUCTPALMOHHOTO YAOCTOBEPEHUS,
MOATBEPKIAIOLIEE OPUTMHAIIBHOCTD IIpenapara;

6) N JIEKapCTBEHHBIX CPEICTB, CPOK JACHCTBUS PETHCTPALIMOHHOIO yIOCTOBEPEHHUS
KOTOPBIX Ha MOMEHT NOJAYM 3asBJICHHS MCTEK, BBE3EHHBIX Ha Tepputopuu PecnyOnuku
KazaxcTtan 1m0 ucrtedeHHs Cpoka [OEHCTBUS perucTpanroHHoro yupocroBepenus JIC,
IIPEAOCTABIAIOTCS JOKYMEHTBI, TOATBEPKIAAIOIINE BBO3 JIEKAPCTBEHHOI'O CPEACTBA: KOMUS
cepTuduKaTra COOTBETCTBUH MPOAYKIIUH, KOTIHS TAMOKEHHOH JeKIapallyu.

CBeneHns 0 JEKapCTBEHHOM CPEJICTBE B 3asBJICHUU YKa3bIBAIOTCS B COOTBETCTBHM C
PEruCTPalMOHHBIM yIO0CTOBEPEHHUEM.

['ocyapcTBeHHAst SKCHIEpTHAs OpraHU3alysl MPOBOJNUT CPABHEHUE IMPEIOCTABICHHBIX
JaHHBIX YCIYTOMOIy4yaTesieM Ha COOTBETCTBHE TpeOOBaHUAM HacTosmux [IpaBui u JaHHBIX
U3 UHTETPUPOBAHHON MHPOPMAIIMOHHON CUCTEMBbI TAMOKEHHBIX OPT'aHOB.

84. BHeceHne N3MEHEHUH B 3apErUCTPUPOBAHHYIO LIEHY POU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB MIPOU3BOJIUTCS HA OCHOBAHUU 3asIBJICHHS M IPUJIAraeMbIX JOKYMEHTOB, YKa3aHHbBIX B
nyHKTe 83 Hacrosmux [Ipasuir.

85. BHeceHue N3MEHEHUI B 3apErUCTPUPOBAHHYIO LIEHY TPOU3BOAUTEIS 111 BBOSUMBIX
JIEKapCTBEHHBIX CPEACTB, CPOK JECHCTBUS PETUCTPALMOHHOTO YJOCTOBEPEHUS KOTOPBIX Ha
MOMEHT TOJau 3asiBICHUs UCTEK, BBE3EHHBIX Ha TeppuTopuio Pecnybnuku Kazaxcran no
HCTEUYEHHUS CPOKA JIEUCTBUS PETUCTPALMOHHOTO yIOCTOBEPEHHMS, OCYIIECTBISETCA HA OCHOBE
CBEICHMUI O 1IeHax (akTuueckux BBo30B B Pecrybnuky Kazaxcran 3a mocnennue 12 mecsies
CpOKa JAEHCTBHS PETUCTPALIMOHHOTO YIOCTOBEPEHHS.

B ciyuae oTcyTcTBUS pakTHUECKUX BBO30OB 3a MocheaHue 12 mecsieB, IpeaoCTaBIsIOTCS
KOIUH JIOKYMEHTOB 3a MpEeAbIAy Ui nepuo 12 Mecsies.

BHecenne u3MeHeHU B 3aperuCTPUPOBAHHYIO LIEHY IIPOU3BOIUTENSA CPOK IEUCTBUS,
PEruCTPalMOHHOTO YAOCTOBEPEHUSA KOTOPBIX HA MOMEHT IIOJA4YHX 3asBJICHUS IIPUOCTAaHOBJICH,
OCYIIECTBIISIETCA B MIOPSIJIKE U B CPOKH, MPeIyCMOTpeHHbIe TyHkTamu 79, 80, 81, 82, 83, 84 u
85 nacrosiuux [IpaBui.

86. Ilpu oTcyTcTBUU BBO3a Ha Tepputopuio Pecnybnuku Kazaxcran BBo3umoro JIC B
TEUEHUE MOCHEIHUX 24 MECALEB JO0 BHECEHHS M3MEHECHUN B 3apETHUCTPUPOBAHHYIO LIEHY
IPOU3BOUTES, IEHA POU3BOJAUTEISI PETUCTPUPYETCS HA OCHOBAHUH:



1) KOHTpaKTa WJIK I0TOBOpa O MPUOOPETEHHUH JICKAPCTBEHHOTO CPEICTBA JACHCTBYIOIIETO
HAa MOMEHT IOJlauM 3asiBJICHUS HA BHECEHUE W3MEHEHHH B 3apETUCTPUPOBAHHYIO IIEHY
MIPOU3BOIUTEIIS;

2) cBeleHUM O IIeHEe B pedepEHTHBIX CTpaHaX WM B CTPaHE-MPOU3BOAUTEINS MPHU
OTCYTCTBUU TOCYJapCTBEHHOW DPETHCTPAIMH JICKAPCTBEHHOTO CPEACTBAa B pe(EepPEeHTHHIX
CTpaHax.

87. I'ocymapcTBeHHas! SKCIIEpPTHASA OpPraHU3alMsl MPOU3BOAUT BHECEHUE U3MEHCHUN B
3apETUCTPUPOBAHHYIO LIEHY NPOU3BOAUTENS TP COOTBETCTBUU CIIEIYIOIIUM KPUTEPHUSIM:

1) mpenocTaBieHHas 11€HA MPOU3BOAUTENS 1JI1 BBO3UMBIX JICKAPCTBEHHBIX CPEACTB IS
Pecny6niuku Kazaxcran He MpeBBINIaeT cpeiHee 3HAUCHUE TPEX MUHUMAIBHBIX IIEH U3 YUCiIa
MOJaHHBIX B 3asIBJICHUU Pe(EPEHTHBIX CTPaH, a TAK)KE HE MPEBBIIIACT CpeIHEe 3HAUCHUE TPEX
MHUHUMAJIBHBIX II€H, MOJYYEHHBIX U3 JIaHHBIX CAaWTOB MEXKJYHAapOJHBIX OpraHuzanui. B
Cllyyae €cCJM KOJIMYeCTBO pe(EepEeHTHBIX CTpaH MEHEEe TpeX, LeHa MPOU3BOJMUTENS HE
MPEBBIIIAET CPETHETO 3HAUCHHUS 1I€H MPECTABICHHOTO KOJIWYeCcTBa peepeHTHBIX CTpaH, a
TaK)K€ HE TMPEBBINIAET CPEIHEE 3HAYCHUE I1IE€H, MOJYYEHHBIX H3 [IaHHBIX CalTOB
MEXTYHAPOIHBIX OpraHr3alHil.

[Ipu OTCyTCTBUM TOCYAApCTBEHHOW PETHCTpAllMU JIEKApCTBEHHOI'O CPEICTBA B
pedepeHTHBIX CTpaHaX, I[€Ha NPOU3BOJUTENISI HE TMPEBBINIACT 3HAYEHUS IEHBI B
CTpaHEe-IPOU3BOIUTEIS.

2) npeaocTaBieHHas 1ileHa TPOU3BOJUTENS HAa BBO3UMBIE JIEKAPCTBEHHBIE CPEJICTBA HE
BBIIIE 3HAYEHUS 1I€H, YKA3aHHBIX B MPEJOCTABICHHBIX JOKYMEHTAX, MOATBEPKIAOMINX LIEHY
JIEKApCTBEHHOI'0 CpPeJICTBA (KOMHUS MHBOICA, TAMOKEHHON JIeKJIapaluu Uiu cueT-QaxTypsl (
HaKJIaJHOM)) TTOCETHETO BBO3a 32 BRIYETOM CKHUIKH;

3) mpenocTaBiieHHAs IIeHA MPOU3BOAUTENSI HA BBO3UMBIE JIEKAPCTBEHHBIE CPEACTBA HE
BBIIIIE€ 3HAYECHUS 1IE€H, ICMCTBYIOINX HA MOMEHT I10JIa4X 3asIBJICHUSI HA BHECEHUE N3MEHEHUM
B 3aPETUCTPUPOBAHHYIO LIEHY MPOU3BOJAUTEIS U YKA3aHHBIX B IPEIOCTABICHHBIX TOKYMEHTaX
, moaTBepxkaaromux ey JIC (KoHTpakT uiu aoroBop o npuoodoperenuu JIC, nercTByromumii
Ha MOMEHT I0JIa4Y¥ 3asIBJICHUSA);

4) mpenocTaBiieHHAs 1leHAa OTEYECTBEHHOr'O MPOW3BOJUTENS HE MPEBBIIIACT IEH
JIEKApCTBEHHBIX CPEACTB, PEAUIN3YEMBIX B IPYTMX CTPAHAX;

5) mpenocTaBieHHas IIeHAa TPOU3BOJUTENS HE IMPEBBIIAET 1IEH HA JIEKApCTBEHHbIC
CpPEICTBA JOJTOCPOYHOIO JOrOBOPA MOCTABKH C 3aKA3YMKOM KOHTPAKTHOTO IMPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

6) mpencTaBiIeHHAs IIeHa BOCIPOU3BE Y HHOT'O JIEKAPCTBEHHOTO MpenapaTa (TeHEepUK)
WM OMO0aHAJIOTUYHOIO JIEKAPCTBEHHOIO Mpenapara He MPEBBIIIAET CPEAHErO 3HAUEHUS [ICHBI
OPUTMHAJIBHOTO JIEKAPCTBEHHOTO CPENICTBA, YCTAHOBIEHHOIO 3a 3 ToJa J0 HMCTECUCHUS
NEUCTBUSL TATEHTHOW 3alllUThl TpENeIbHOW IIEeHbl Ha ToproBoe HauMeHoBaHue JIC
OpPUTHUHAIBHOTO WM OMOJIOTUYECKOT0 OPUTMHAIILHOTO JIEKAPCTBEHHOTO MperapaTa:

1u1st reHepuka — Ha 30 %);



JUTst OMOAHATIOTUYHOTO JIEKApCTBEHHOTO Tipenapara — Ha 10 %;

7) npenocTaBieHHas 1I€Ha OT€YECTBEHHOIO MPOU3BOAUTENS B paMKaXx JIOJTOCPOUYHBIX
JOTOBOPOB HE IIPEBBIIIAET OTIYCKHBIX II€H, IIOJYYEHHBIX U3 HWHTETPUPOBAHHOU
MH()OPMALIMOHHONW CHCTEMBI YIMOJHOMOYEHHOI'O OpraHa roCyJIapCTBEHHBIX J10XOJIOB IO
KOHTPOJIbHO-KaCCOBBIM YEKaM.

88. 'ocymapcTBEeHHAas SKCIEPTHAS OpraHU3alUs IPOBOJIUT CPABHEHUE MPEIOCTABICHHBIX
JAHHBIX, YKa3aHHBIX B MyHKTEe 87 Hacrtosmux [IpaBui, Ha cOOTBETCTBHE TpPeOOBaHUSIM
Hactosimux [IpaBuia W MaHHBIX W3 WHTETPUPOBAHHONW HHOOPMAIIMOHHONW CHUCTEMBI
TaMO>XEHHBIX OPTaHOB.

89. I'ocynapcTBeHHasi SKCIIEpTHAsT OpraHU3alus BbLIAET 3aKJIIOYEHHUE O PETHCTpaluu
LEHBI JIMOO O BHECEHUU M3MEHEHUH B 3apETUCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS, COTIACHO
MPUIIOKEHHIO 5 K HacTtoAmmM [IpaBunam.

90. B cny4yae HECOOTBETCTBUS 3aPETMCTPUPOBAHHON LEHBI KPUTEPUSAM, YKa3aHHBIM B
nyHkrtax 82 wm 87 nHacrosmux I[IpaBun, rocynapcrBeHHas JKCIIEpTHas OpTraHU3alUs
HaIpaBJIsIET MOTUBUPOBAHHBIN OTKa3 B PETUCTPAIUH IEHBI, JINOO BO BHECEHUH U3MEHEHUM B
3apErUCTPUPOBAHHYIO IIEHY MPOU3BOAUTENS MO (opMme, coriacHo mnpuioxeHuto 10 x
HacTosamuM [IpaBunam.

91. YcayromonyyaTtenb oOecriedyMBaeT AOCTOBEPHOCTb, MOJHOTY M COJEpKAHHE
MPENOCTABJIEHHBIX JOKYMEHTOB B COOTBETCTBUU C JCHUCTBYIOIIMM 3aKOHOAATEIHCTBOM
Pecny6niuku Ka3zaxcran u nHactosiiuumu [IpaBunamu.

IIpenocraBiieHrE yCIIyronojiy4yaTeaeM HETOCTOBEPHBIX JAHHBIX ABJISAETCS OCHOBAaHUEM
JUIsl OTKa3a B PETHCTPAIMU LIEHBI WJIM BHECEHUU W3MEHEHUHN B 3apETMCTPUPOBAHHYIO LIEHY
IIPOU3BOIUTEIIA.

92. IleHbl NMpPOU3BOAUTENS HaA JIEKAPCTBEHHBIE CPEICTBA PETUCTPUPYIOTCA 3a
MOTPEOUTENHCKYIO YIAKOBKY, OTIAEIBHO Ha KaXKJ10€ TOProBO€ HAUMEHOBAHUE C YUYETOM
JIEKapCTBEHHOW (DOPMBI, TO3UPOBKH, KOHIICHTpAIMK, 00beMa, ()aCOBKH, IIPOU3BOIUTEIS U
PETUCTPALIMOHHOIO YIOCTOBEPEHHMS JIEKAPCTBEHHOI'O CPEACTBA HA JIaTy MOJa4yy 3asBJICHUS O
perucTpanu IE€Hbl MPOU3BOMUTENS, JTHOO W3MEHEHHUS 3apEeTHCTPUPOBAHHOW IICHBI
IPOU3BOIUTETIS.

93. B cmydae ecnm B paMKax OJHOTO PETHCTPALUOHHOIO YIOCTOBEPEHHUS
3apErUCTPUPOBAHO HECKOJIBKO MPOU3BOAUTENCH, BAPUAHTOB MOTPEOUTEIHCKUX YIAKOBOK,
J03UPOBOK, POPMBI BbITyKa, 00beMa U (HaCOBOK JIEKAPCTBEHHBIX CPEJCTB, YCIyTrONOIyYaTeNlb
MPEIOCTABIISET 3asBJICHNUE OTIEIBHO Il Ka)KJI0r0 U3 BAPUAHTOB.

94. Ilpu xOoHBEpTALIMM MHOCTPAHHOM BAIIOTHI II€H, YKA3aHHBIX B 3aSBJIICHUU: LECHBI
MIPOU3BOAMTENISA, KOTIMA WHBOMCA (HAKIATHON) WK cUeT-(DaKTyphl, a TAKKE B KOHTPAKTE WU
JIOTOBOPE O MPUOOPETEHUH JICKAPCTBEHHOTO CPEICTBA B HAIIMOHAIBbHYIO BalItOTy PecryOnuku
Kazaxcran ncnonb3yroTcs: opuiuanbHble Kypchl HHOCTPAHHBIX BaJIOT B CPEIHEM 32 MECHII,
IPEAIISCTBYIOIIMI Mo1aue 3asBieHus (cpeaHuii oOMeHHbIH Kypc) HarnumonanbHoro banka
Pecny6ninku Ka3zaxcran.



95. Tlpu otcyTcTBUU O(PUITMATBLHOTO Kypca BAJIOT B NIEPEYHE WHOCTPAHHBIX BaJIOT,
yTBepKIeHHOM nocTaHoBiienueM [IpaBnenns HaunonansHoro banka PecnyOnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 yrBepxaeHuu [IpaBun yctaHoBIeHHUS O0QHUITHAIBHOTO
Kypca HanuoHalbHOM BamoThl PecnyOnuku Kazaxcran k WMHOCTpaHHBIM BaitoTaM" (
3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpalii HOpPMaTUBHBIX IPABOBBIX aKTOB
noa Ne 7977), undopmanusa o 1eHe B pedepeHTHBIX CTpaHax MOJAETCA B JOJUIapax
Coennnennbix llltaToB AMEpPHKH COTJIACHO pacyeTHOMY KypcCy oIlepauui 3a
MPEAIIECTBYIONINNA MECHIL, MPEA0CTAaBICHHbIX Ka3HauencTBoM Opranuzanun O0beTMHEHHBIX
Hamwii, Ha caiite https://treasury.un.org.

96. B nepuoa orpaHUYUTENbHBIX MEPONPUATHH, B TOM YHCJIE KapaHTHHA, BBEICHUS
Ype3BbIYAHHOTO TOJ0KEHUSI, BOSHUKHOBEHUS YPE3BBIUAMHBIX CUTyallUd COLUAIBHOTO,
MPUPOJIHOTO M TEXHOTEHHOrO Xapakrepa Ha Tepputopuun Pecnyonuku Kazaxcran,
OCYIIECTBISIETCA 0COOBIN MOPSAA0K popMUpOBaHUA TIpeaeNbHbIX 1ieH Ha JIC 1is onToBO# U
PO3HUYHOM peanuzanuu, a Takxe B pamkax (mamee — ['OBMII) u (unu) B cucreme
0053aTEILHOTO COIMATBLHOTO MEIUIIMHCKOTO cTpaxoBanus (nanee — OCMC).

97. Ilpu ocobOM MOpPSAKE YINOTHOMOUYEHHBIA OpPraH HAMpaBiIsIeT B TOCYIapCTBEHHYIO
HKCIIEPTHYIO opraHuzanuio crnucok JIC ¢ yderom sekapcTBEHHON (QOpMBbI, TO3UPOBKH,
KOHIIEHTPallMK M 00BbE€Ma MO MEXKIYHApPOJIHOMY HEMAaTeHTOBAHHOMY HAMMEHOBAHHUIO JJIS
(dhopMHpoOBaHUS MPEETHHBIX IIeH Ha ToproBoe HanMeHoBaHue JIC /yist ONTOBOM M POSHUYHOU
peanu3zanuu, a takke B pamkax 'OBMII u (wm) B cucreme OCMC, B COOTBETCTBHH C
PErPECCUBHOM MIKAJION HALIEHOK.

98. B cityuae Mecs4HOTO U3MEHEHUsS OOMEHHOI0 Kypca TeHIe K MHOCTPAHHBIM BaJIOTaM
Ha 10 wnm Oonee MPOUEHTOB U (MJIM) MPEBBIMICHUS (PAKTUYECKOW TOJOBOM MHOIIAINU
BEpXHEH TpaHULBI LEJIeBOro Kopuaopa Oosee uem B 1,5 pasza, mpeieinbHble IE€HBI
dbopMupyrOTCS MO TOproBoMy HauMeHoBaHuio Ha JIC nyrem HanbaBKku K LEHE
IIPOU3BOAMTEIIS TPOLIEHTHOI'O 3HAYEHHUSI, IPEAOCTABIIIEMOIO YIIOJIHOMOYEHHBIM OPraHOM.

99. B ciiyuae MecsiUHOTO U3MEHEHUsI OOMEHHOI'0 Kypca TeHIe K MHOCTPAHHBIM BaJlOTaM
Ha 10 wiam Oosnee MPOUEHTOB W (WMJM) YMEHBbIIEHUS (PAKTHUIECKOW TOMOBOW WHOIAIINU
BEpXHEH TIpaHULIBl 1IeJeBOro Kopujaopa Ooiee uem B 1,5 pasa, mnpeneibHbIE IEHBI
(bopMHpYyIOTCA 10 TOProBOMy HauMeHoBaHHIO Ha JIC myTeM BbIYeTa OT LIEHBI TPOU3BOAUTENS
IPOLIECHTHOTO 3HAYEHUS, TPEAOCTABIISIEMOTO YIIOJTHOMOYEHHBIM OPTaHOM.

100. ®opmupoBanue npeaenbHbix neH JIC npoBoauTcss B MHPOPMALIMOHHOW CUCTEME
YIOJIHOMOYEHHOTO OpraHa IMyTeM aBTOMATHYECKOTO J00aBIEHUS K 3aperHCTPUPOBAHHOMN
[IEHE MPOU3BOUTENS HALIEHKH ISl ONITOBOM peanu3auuu, 1udpepeHpoBaHHON UCXOAS U3
BEJIMYMHBI 3apPETUCTPUPOBAHHOMN LIEHBI TPOU3BOIUTEIIS U COCTABIISIIOT:

1) 25 % nyst JIC, croumocThio 10 350,00 TeHre BKIIOUUTENBHO;

2) 23,5 % nns JIC, croumocTtsio cBbiiie 350 Tenre u 10 1000,00 TeHre BKIIOYUTEIBHO;
3) 22 % nust JIC, croumocTtsio cBeimie 1000 Tenre u g0 3000,00 TeHTe BKIIOYUTENIHHO;
4) 20,5 % nis JIC, croumocthio cBbimie 3000 ternre u 10 5000,00 TeHre BKIIOYUTEIBHO;



5) 19 % nns JIC, croumocTtsio cBbiiie S000 tenre u 10 10000,00 TeHTre BKIIOUUTEIBHO;

6) 17,5% nnsa JIC, croumoctsio coitie 10000 Terre u g0 20000,00 TeHre BKIIOYUTEIBHO;

7) 16 % nns JIC, croumocTtsio cBbiiiie 20000 tenre u g0 40000,00 TeHTe BKIIOUYUTEIBHO;
8) 14,5 % nns JIC, croumocthio cBeimie 40000 tenre u no 100000,00 Tenre

BKJIIOUHTEIILHO;
9) 13 % nansa JIC, croumocthio cBbiie 100000 tenre u po 200000,00 Tenre

BKIIFOYHTEILHO,
10) 11,5 % nansa JIC, croumocthio cBeiie 200000 tenre u go 500000,00 teHre
BKJIIFOYHTEIILHO,
11) 10 % nna JIC, croumoctsio cBbimie S00000 teHre.
101. OnToBble Hanenku Ha JIC mpu ocobom mopsake aud@epeHuupyroTcs B
COOTBETCTBUM C PETPECCUBHOM IIKAJIOW HALICHOK M COCTABIISIIOT:
1) 10 % nst JIC, croumocThio 10 350,00 TeHre BKIIOUUTENBHO;
2) 9,75 % nns JIC, croumocTtsio cBbiiie 350 Tenre u g0 1 000,00 TeHre BKIIOYUTEILHO;
3) 9,5 % nnsa JIC, croumoctsio cBbimie 1 000 Tenre u g0 3 000,00 TeHre BKIOYNUTEIBHO;
4) 9 % nns JIC, croumoctbio cBhiie 3 000 Tenre u 10 5 000,00 TeHre BKIIOYUTEIBHO;
5) 8,5 % nnsa JIC, croumocTtsio cBbiiiie 5 000 tenre u g0 10 000,00 TeHre BKIIOYNUTENIBHO;
6) 8,25 % nna JIC, croumocTthio cBeime 10 000 tenre m mo 20 000,00 Tenre

BKJIIOUMTENILHO;
7) 8 % nns JIC, croumocthio cBbitie 20 000 tenre u g0 40 000,00 TeHre BKIFOYUTEILHO;
8) 7 % nns JIC, croumocTthio cBbiiie 40 000 tenre u 7o 100 000,00 TeHre BKIIOYUTEIBHO;
9) 6,5% nna JIC, croumocthio cBeiie 100 000 tenre u mo 200 000,00 Tenre
BKIIFOYHTEILHO,
10) 6% nns JIC, ctoumocTthio cBbimie 200 000 tenre u go 500 000,00 Tenre
BKIIFOYHTEILHO,
11) 5,5 % nna JIC, croumoctsio cBbitie 500 000 Tenre.

102. ®opmupoBanue npenenbHbix 1HeH JIC nis po3HUYHON peanu3anuy MPOBOAUTCA B
UH()OPMAITMOHHON CHCTEME YIOJHOMOYEHHOTO OpraHa IMMyTeM aBTOMATHYEeCKOTO T00aBICHUS
K MpeJIeIbHON 1IeHe Ha ToproBoe HauMmeHoBaHue JIC s ONTOBOM peanu3alii PO3ZHUYHOM
HalleHKH, Tu(QdepeHIIMpOBaHHON UCXOd U3 BEJIMYHMHBI MPEIebHON 1EHbl HA TOPrOBOE
HanMeHoBaHue JIC 111 onTOBOM peain3aliuy 3a MOTPEOUTEIIBCKYIO YIIaKOBKY.

103. Po3nuunas narenka Ha JIC nuddepeHuupyercss B COOTBETCTBUM C PErPECCUBHOM
IIKAJION HAIlEHOK U COCTaBIISICT:

1) 30 % nist JIC, croumocThio 10 350,00 TeHre BKIIOUYUTEIBHO

2) 29 nns JIC, croumoctbio cBbiie 350 tenre u g0 1 000,00 TeHre BKIIOUUTEIBHO;

3) 27,5 % nns JIC, croumoctbio cBbitie 1 000 Tenre u 10 3 000,00 TeHre BKIFOYUTEIBHO;
4) 25 % nns JIC, croumoctbio cBaiiie 3 000 Tenre u 10 5 000,00 TeHre BKIIOYUTEIBHO;
5) 22,5 % nns JIC, croumoctbio cBbimie 5 000 Tenre u 10 7 500,00 TeHre BKIFOYUTEIBHO;
6) 20 % nyst JIC, croumocTsio cBeiiie 7 500 Tenre u g0 10 000,00 TeHre BKIIOYUTEILHO;



7) 18% nist JIC, croumocTthio cBbiiie 10 000 tenre go 13 500,00 TeHre BKIIOYUTEIBHO;
8) 16 % nnsa JIC, croumoctsio cBoitie 13 500 tenre u g0 20 000,00 TeHre BKIFOYUTEIBHO;
9) 14 % nns JIC, croumocTtsio cBbiiie 20 000 tenre u g0 40 000,00 TeHre BKIIOYUTEIBHO;
10) 12 % nns JIC, croumocthio cBeie 40 000 tenre u go 100 000,00 tenre
BKJIIOUHTENILHO;
11) 10 % nnsa JIC, croumoctsio cBaire 100 000 Tenre.
104. Po3nuunas Hanenka Ha JIC mpu ocobom mopsinke nuddepeHiupyercs B
COOTBETCTBUM C PETPECCUBHOM IIKAJIION HAIIEHOK U COCTABJISICT:
)15 % nns JIC, ctroumocthbio 110 350,00 TeHre BKIIOYUTEIBHO,
2)14,5 % nns JIC, croumocTsio cBbiiie 350 Tenre u 10 1 000,00 TeHre BKIIOYUTEIBHO;
3) 13,75 % nns JIC, croumoctbio cBbiie 1 000 Tenre u g0 3 000,00 TeHre BKIIOUUTEIHHO

4) 12,5 % nnst JIC, croumocTtsio cBaiiie 3 000 Tenre u g0 5 000,00 TeHre BKIIOUYUTEIBHO;
5) 11,25 % nns JIC, croumoctsio cBoitie 5 000 tenre u 10 7 500,00 TeHre BKIIOYUTEIBHO

6) 10 % nmnsa JIC, croumoctsio cBoitre 7 500 tenre u 10 10 000,00 TeHre BKIIOUYUTEIHHO;
7) 9 % nnsa JIC, croumocthio cBbiiie 10 000 tenre go 13 500,00 TeHre BKIIOYUTENBHO;

8) 8 % mst JIC, croumocTthto cBeiiie 13 500 tenre u g0 20 000,00 TeHre BKIIOYUTEILHO;
9) 7 % nnsa JIC, croumocthio cBaiiie 20 000 tenre u 10 40 000,00 TeHTe BKIIOUUTEIBHO;

10) 6 % nna JIC, croumocthio cBhime 40 000 tenre u go 100 000,00 Tenre
BKIIFOYHTEILHO,

11) 5 % nst JIC, croumocTtsio cBeimre 100 000 Tenre.

IIpenensHas neHa Ha ToproBoe HamMeHoBaHue JIC myns pO3HHYHOUW peann3anuu
dhopmMupyeTCs HEe BBIIIE CPEAHETO 3HAUCHUS OTITYCKHBIX II€H B alITEYHBIX CETSAX, ITOJTYyUYCHHBIC
W3 UHTETPUPOBAHHOW HHOOPMAIIMOHHOW CHUCTEMBbl YMOJHOMOYEHHOTO OpraHa
roCyapCTBEHHBIX I0XO0B 10 KOHTPOJbHO-KaCCOBBIM YEKaM.

105. ®opmupoBanue npeaenbHbiX eH B pamkax ['OBMII u (wnn) B cucreme OCMC Ha
JIC mpoBomutcs B WHGPOPMANMOHHOW CHCTEME YIOJHOMOYEHHOTO OpraHa IIyTeM
aBTOMATHYECKOT0 J0OABJICHUS K 3apeTUCTPUPOBAHHOM 1eHe HarleHKH B paMkax ['OBMII u (
nin) B cucreme OCMC, nudpepeHunpoBaHHON UCXOsl U3 BEIUYHUHBI 3aPETUCTPUPOBAHHON
LICHBI MPOU3BOJIUTEIISI U COCTABJISIOT:

1) 20 % nis JIC, croumocThbio 10 350,00 TeHTe BKIIOYUTEILHO;

2) 19,5 % nas JIC, croumocTtsio cBbiiie 350 Tenre u 10 1000,00 TeHre BKIIOYUTEIBHO;

3) 19 % nns JIC, croumocTtsio cBeimie 1000 Tenre u g0 3000,00 TeHTe BKIIOUUTENIHHO;

4) 18 % nns JIC, ctroumoctbio cBaiiie 3000 Tenre u 10 5000,00 TeHre BKIIOYUTEIBHO;

5) 17 % nns JIC, croumocTtsio cBeimie 5000 Tenre u 7o 10000,00 TeHre BKIIOUYUTENBHO;

6) 16,5 % nna JIC, croumocTtsio cBoiie 10000 Tenre u 10 20000,00 TeHre BKIIOYUTEIBLHO

7) 16 % nnst JIC, croumocTtsio cBhiiie 20000 Tenre u g0 40000,00 TeHre BKIIOYUTEILHO;



8) 14 % nna JIC, croumocTsio cBbitie 40000 Tenre u 1o 100000,00 TeHre BKIIOYUTEIBHO;
9) 12 % nansa JIC, croumocthio cBbiie 100000 tenre u go 200000,00 Tenre
BKJIFOUHTEILHO;
10) 11 % nna JIC, croumocthio cBbiiie 200000 tenre u go 500000,00 Tenre
BKIIFOYHTEILHO,

11) 10 % nnsa JIC, croumoctsio cBbimie S00000 Texre.

106. Hauenku B pamkax 'OBMII u B cucteme OCMC Ha JIC npu ocobom nopsiake
mudGepeHITUPYIOTCS B COOTBETCTBUU C PETPECCUBHOM MTKAJION HAIIEHOK M COCTABJISIOT:

1) 10 % nis JIC, croumocthio 10 350,00 TeHTe BKIIOYUTEILHO;

2) 9,75 % nns JIC, croumocTtsio cBbiiie 350 Tenre u 10 1 000,00 TeHre BKIIOUYUTEIBHO;

3) 9,5 % nns JIC, croumoctsio cBaiie 1 000 Tenre u 10 3 000,00 TeHre BKIOYUTEIBHO;

4) 9 % nns JIC, croumoctbio cBeiie 3 000 Tenre u 10 5 000,00 TeHre BKIIOYUTEIBHO;

5) 8,5 % nns JIC, croumoctsio cBaiiie 5 000 Tenre u g0 10 000,00 TeHre BKIFOYUTEIBHO;

6) 8,25 % nna JIC, croumocTthio cBeimie 10 000 tenre m mo 20 000,00 Tenre
BKJIFOUMTEIILHO;

7) 8 % nist JIC, croumocthio cBoimre 20 000 tenre u 10 40 000,00 TeHTre BKIIOYNUTEIHHO;

8) 7 % nus JIC, croumocTthio cBbiiie 40 000 tenre u o 100 000,00 TeHre BKIIOYUTEIBHO;

9) 6 % nna JIC, croumocthio cBeime 100 000 tenre m go 200 000,00 Tenre
BKJIFOUHTENILHO;

10) 5,5 % nna JIC, croumocthio cBeime 200 000 tenre u mo 500 000,00 Tenre
BKIIFOYHTEILHO,

11) 5 % nnst JIC, croumocTthio cBeimre 500 000 Tenre.

107. IlpenenvHas 1leHa Ha MEXIYHApPOAHOE HEMATEHTOBAHHOE HanMeHoBaHue JIC
dbopMupyeTcss aBTOMaTUYECKU B HH(OPMAIMOHHOW CHCTEME M HE JIOJDKHA IMPEBBINIATH
CpeIHEro 3Ha4YeHUsI TPeX MUHUMaIbHBIX mpeaeiabHbiX 1eH JIC B pamkax [[OBMII u (unm) B
cucteme OCMC.

108. [Ipu u3meneHuu nopsijaka peepeHTHOro IeHO00pa30BaHUSI U PETUCTPAIIMU 1ICHBI B
rporecce GopMUPOBaHUS MPEASIbHBIX IIEH Ha TOproBoe HaumeHoBanue JIC 11 onToBoi u
pPO3HUYHON peanus3amuu, a Takke B pamkax ['OBMII u (unu) B cucreme OCMC
rocyJIapCTBEHHAs SKCIIEPTHAs OpraHU3alus OCyIIECTBIACT (POPMUPOBAHUE MPEICIbHBIX 1IEH
Ha ToproBoe HauMeHoBaHue JIC 11t OoNTOBOM M PO3ZHUYHOM pear3aliu, a TaKKe B paMKax
I'OBMII u (unu) B cucreme OCMC ¢ ydyeToM U3MEHEHHOro Mopsjika pepepeHTHOTO
IIEHO00Pa30BaHMs M PETUCTPAIIMH IIEHBI, B TOM YHCJIE TI0 3alPOCy YIIOJIHOMOYEHHOTO OpraHa
Ha YTBEPKJICHHBIE I[EHBI.

109. ®opmupoBaHue HALICHKH €IMHOTO TUCTPUOBIOTOPA OCYIIICCTBIISCTCS:

1) mytem npubaBieHUsI HAIICHKU €IMHOTO AUCTPUObIOTOpa K pukcupoBaHHoi 1ieHe JIC u
(wnn) MU, nocraBnenusix Ha ycnoBusix DDP UHKOTEPMC 2020;



2) nmyTeM MpuOaBICHUS HAIEHKH €IMHOTO TUCTPUOBIOTOPA U IOTIOJHUTEILHON HAIICHKH,
B pa3Mepe YCTaHOBJIEHHOM MyHKTOM 69 HacTtosimux [IpaBui, k duxcupoanHoit niene JIC u (
nunu) MU, nocTaBieHHbIX Ha yCIOBUSAX OTIMYHBIX OT ycnosuit DDP MHKOTEPMC 2020;

3) myTem npuOaBiieHUs HALIGHKU €AMHOTO NUCTpUuObIoTOpa K hukcupoBanHoi nene JIC u
(mmm) MU B ciyyasix BO3MEIIEHUS IMOCTABIIMKOM PACXOJ0B €AUHOI0 JIUCTPUOBIOTODPA,
CBS3aHHBIX C YIUIATONM TAMOKEHHBIX MOUUIMH U COOPOB, U MHBIX PACXOJ0B, CBSI3aHHBIX C
MOCTaBKOM €AMHOMY JUCTPUOBIOTOPY;

4) mytem npubOaBICHUS HAIICHKU €IMHOTO JUCTPUOBIOTOPA K CyMME 3aTpaT 3a €AUHUILY
JIC u (wnm) MU Ha ynnaTy TaMOXKEHHBIX TONUIMH U ¢cO0poB, mipu nocraske JIC u (wim) MU
€AMHOMY AUCTPUOBIOTOPY IO HYJIEBOH IieHe (OecIIaTHO);

5) B ciiywasix noctaBku JIC u (mnm) MU no HyneBoii 1ieHe eAMHOMY TUCTPUOBIOTOPY Ha
ycnosusix DDP MHKOTEPMC 2020 unu Bo3MeLEeHUs NOCTaBUIMKOM PACXOJ0B €IUHOIO
IUCTPUOBIOTOPA, CB3AHHBIX C YIJIATOM TaMOXEHHBIX MOLUIMH U COOPOB, U MHBIX PACXOJI0B
cBs3aHHbIX ¢ moctaBkoi JIC u (unim) MU mo HyneBoil 1leHE €IUHOMY IUCTPUOBIOTOPY,
Hanenka 3a enunuily JIC u (unm) MU ycranasnupaetcs B pazmepe 0,01 Tenre.

110. Hauenka k uenam Ha JIC u (unn) MU ycranaBnuaercs B Au¢depeHInpOBaHHbBIX
IPOLIEHTAaX MO perpeccuBHOM mkane. [Ipu 3TOM HaleHKa €AUMHOrO JUCTPUObIOTOpA OT
(UMKCUpPOBAHHOM IIEHBI YCTAHABIMBAETCS B pa3Mepe:

1) 7 % nns JIC u (mnm) MU, croumocteio 10 100 000,00 TeHre 3a eMUHUIYY U3MEPEHHUS;

2) 6 % s JIC u (unmm) MU, croumocts kotopsix Bapbupyetcs ot 100 000,01 u qo 139
999, 99 TeHre 3a enMHUIYY U3MEPEHUS;

3) 5 % nns JIC u (mnu) MU, ctoumoctsio ot 140 000,00 TeHre 3a equHUILy U3MEPEHUSI.

111. Hauenka equHOro IUCTpUOBIOTOpa OT ukcupoBaHHOM 1eHbl JIC npu ocobom
MIOPSIZIKE YCTAHABIIMBAETCS B pa3Mepe:

1) 3,5 % nys JIC, croumocTtsio 1o 100 000,00 TeHre 3a eAMHUILY U3MEPEHUS;

2) 3 % nas JIC, croumoctb KoTophix Bapbupyetcs oT 100 000,01 u 1o 139 999, 99 Tenre
3a eIMHULLY U3MEPEHUS;

3) 2,5 % nns JIC, croumocTtsio oT 140 000,00 TeHre 3a eAMHUILY U3MEPEHUSI.

112. JlomonuutenbHas HareHka kK nieHaM Ha JIC u (unm) MU ycranaBnuBaeTcs npu
3akyne JIC u (unun) MU cnoco6om U3 0HOTO UCTOYHUKA:

1) yepe3 MexIyHapOJHBbIE OpraHH3alnM, yupexaeHHble ['enepanbHOl accamOmneeit
Opranuzanuu O0benuuenHbix Haumii, k pukcupoBaHHOI 11IeHe - B pazmepe 7 %;

2) yepe3 HHOCTPAHHOTO MTPOU3BOAUTENA (3aBOJIa-U3TOTOBUTENA) K PUKCUPOBAHHOM IIEHE -
B pazmepe 3 %.

113. Pacuer BbIJIeJIEHHON CyMMBI ISl 3aKyma €AUHBIN AUCTPUOBIOTOP MPOU3BOAUT B
cooTBeTcTBUM € MyHKTOM 110 HacTosmux [IpaBui, a mpu ocoOoM NOpsAJIKE B COOTBETCTBUHU C
nyHKTOM 111 nHacrosmux IIpasui, B cienyromem nopsake: Llena 3akyna = [Ipenenbnas nena
MUHYC HalleHka. [Ipu 3ToM OT mpefenbHON LEHBI TakKe OTHUMAETCS JOMOJHUTENbHAs
Hanenka npu 3akyne JIC u (unm) MU cnocoOom U3 OJHOTO KMCTOYHUKA Yepes



MEXIyHapOHbIE OpraHu3aluu, ydpexaceHHbie [eHepanbHOll accamOieeidt Opranuzanuu
O6benunenHbix Hamwmii, a Takke y MHOCTPAHHOT'O MPOU3BOAUTENS (3aBOAA-U3TOTOBUTEA)
npu nocraBke JIC u (unu) MU nHa ycnoBusix, ominuHbix oT yciaoBuidi DDP MTHKOTEPMC
2020.

114. TocymnapcTBeHHas dKcmepTHas opraHusamus dopmupyet mpoekt nepeuns JIC,
MOJIeKAIINX [IEHOBOMY PEryJIMPOBAHUIO JIJIsi ONITOBOM M PO3HUYHOW peayin3anuu (nanee —
MIPOEKT IMEpPEeYHs), HAa OCHOBE PELENTYPHBIX 3aperucTpupoBaHHbiX JIC, a Takke UMEIUIUX
PETUCTPALIMOHHOE YJIOCTOBEPEHHUE B paMKax EBpa3zmiicKOro 3KOHOMHUYECKOI'O COK3a IO
COCTOSIHUIO Ha 15 siHBaps u 15 uronst Texkyuniero roaa.

B npoexT nepeuHs He NoJIeKaT BKIFOUEHUIO PELENTYPHBIE JIEKAPCTBEHHBIE CPEJICTBA CO
CTOMMOCTBIO 10 l-mecsiuHOoro pacuernoro nokasarens (MPII) mo nmpeaenbHON po3HUYHOMN
[IEHEe pearn3alii Ha MOMEHT (popMupoBaHus mpoekTa nepedns ¢ 1 utomns 2026 rona.

l'ocynapcTBeHHass 3KcnepTHas OpraHu3alus HampasisieT npoekT mnepeuHs JIC,

ITOJUIEKAIIUX HEHOBOMY PETYJHPOBAHUIO B YIOJHOMOYEHHBIM OpraH JJIsl COIVIACOBAHHUS C
AHTUMOHOIIOJBHBIM OPTaHOM U YTBEPKIEHHUS, B CPOK HE MO3/Hee, yeM 3a 40 KalleHIapHbIX
JTHEN 0 YTBEP)KJEHHUS YIMOJIHOMOUYEHHBIM OopranoM nepeuns JIC, moanmexanux 1eHOBOMY
PEryIMPOBAaHUIO B COOTBETCTBUU ¢ MyHKTOM 1 crarbu 245 Koxmekca mo ¢gopme, coriacHo
NpuiIokeHnto 28 k HacTosmuM IIpaBunam.

114-1. T'ocynapcTBeHHas SKCTIEPTHAST OpraHu3anus GopMUPYeT MPOEKTHI MPeIeTbHbBIX
IEH Ha TOProBO€ HAMMEHOBAHHME W MEXIYHApOJAHOE HEMATEHTOBAHHOE HAWMEHOBAHUE
nekapcTBeHHbIX cpeacTB B pamkax 'OBMII u (wim) B cucteme OCMC Ha Ha JIeKapCTBEHHBIE
CpeacTBa, BKIIOUEeHHbIe B Ka3axcTaHCKHMI HallMOHAJNBbHBINA JIEKAPCTBEHHBIH (OPMYIp B
COOTBETCTBHHM C MpuKkazoM Munuctpa 3npaBooxpanenus Pecryonuku Kazaxcran o ot 18 mas
2021 roma Ne KP JCM-41 "OG yrtBepxkaennu KazaxcTaHCKOTO HaIlMOHAIBHOTO
JeKapcTBeHHOro (hopmyJsipa” (3aperucTpupoBaH B PeecTpe rocygapcTBEHHOM perucrpauuu
HOPMAaTUBHBIX MTPABOBBIX aKTOB 1moJ Ne 22782).

115. AHTUMOHONIONBHBINA OpraH COIIacOBBIBAET MPOeKT nepeuns JIC, moanexamumx
LIEHOBOMY PETYJMPOBAHUIO JJI ONTOBOM M PO3HUYHOW peAM3allH, PETHCTPALMIO WIIN
BHECEHUE U3MEHEHUN B 3aPETMCTPUPOBAHHYIO LIEHY ISl ONITOBOM M PO3ZHUYHOM peanu3aiun
Ha TOPrOoBO€ HAMMEHOBAHHUE JIEKAPCTBEHHBIX CPEACTB C(HOPMUPOBAHHBIA HA OCHOBE JaHHBIX
roCyJIJapCTBEHHOU 3KCIIEPTHOM OpraHU3alnH.

115-1. T'ocynapcTBeHHas H3KCIEpPTHAs OpTraHU3alMs HAMPABISET IO 3ampocy
YIIOJTHOMOYEHHOTO OpraHa NpPOEKTHl MPEAEJIbHBIX LEH IPOU3BOJIMUTENSI HAa TOProBOE
HauMeHoBanue JIC ¢ HalleHKaMu /Jis ONTOBOM M PO3HUYHOM peanu3aluu, NpeeabHbIX 1IEH
Ha TOPrOBOE€ HAMMEHOBAHME M MEKIyHApOJHOE HeMaTeHTOBaHHOE HauMmeHoBaHue JIC B
pamkax I'OBMII u (unun) B cucreme OCMC 1151 yTBEpKACHUS.

115-2. YOJTHOMOYEHHBIM OpPraH yTBEPKAACT MPEAEIIbHBIE LEHBI TPOU3BOAUTENS HA
ToproBoe HanmMmeHoBaHue JIC Cc HaleHKamMu ISl ONTOBOM M PO3HUYHOW pealn3aluu,



MpeJleJIbHBIE [IEHbBl Ha TOPrOBOE€ HAMMEHOBAaHHE U MEXIYHApPOJHOE HENATEHTOBAHHOE
naumeHoBanue JIC B pamkax ['OBMII u (unmn) B cucreme OCMC.

I'naBa 4. Ilopsnok NpoBeNeHA SKCIEPTH3EL, PETHCTPAIHH, IEPEPETHCTPAIAH, BHECEHHS
M3MEHECHHH B PETHCTPANMOHHOE JOCHE MOIUITHHCKOTO H3IEIAA ¥ PETHCTPAINH, BHECCHHAE
W3MEHEHHS IeHBI IIPON3BOXHTENS

116. DkcnepTu3a MEAUIMHCKOTO U3/IENNS COCTOUT U3 CIEIYIOIINX TAIOB:

1) HauanbHas KCIIEPTHU3A;

2) crnenMaau3upoOBaHHAs YKCIIEPTU3a;

3) naGopatopHble UCIBITAHUS MEIUIIMHCKOTO U3/IEus (32 UCKIIIOUEHUEM MEIUIIMHCKON
TEXHUKH).

117. dna npoBeaeHUs SKCIEPTU3bl MEAUIIMHCKOrO M3AENUS YCIyronojaydaTellb
MOCPEACTBOM HMH(POPMALIMOHHOW CHCTEMBI YIOJIHOMOYEHHOIO OpraHa IMpeJOCTaBIsSET B
roCyJIJapCTBEHHYIO SKCIEPTHYIO OPraHU3alHI0 CIECIYIOIINE IOKYMEHTHI:

1) 3asiBreHME HA MPOBEEHUE HKCIIEPTU3BI MEAUIIMHCKOIO U3/I€NHUs B 3JIEKTPOHHOU (popme
COTJIACHO MPUJIOKEHUIO 2 K HacTodmuM [IpaBunam;

2) perucTpalMoHHOE JOChe B 3JEKTPOHHOM BHUJIE B (popMare MeXIIaT(GOpPMEHHOTro

ANEKTPOHHOTO JOKYMEHTA corjiacHO npriioxeHusM 29 u (wnm) 30 k Hactosimum [IpaBunam;
3) cBeneHus, MOATBEPKIAIOIIKNE OIUIATy yCIYronojaydaTreseM CyMMBI JIJIsl POBEICHHUS
AKCHEPTU3BI HA PACUETHBIM CUET rOCYIapCTBEHHOM DKCIIEPTHOM OPraHU3aLNH;

4) oOpa3ibpl MEAUIIMHCKOTO HW3JeNHs, MOAJekKaIEero J1adopaTOPHBIM HCIBITAHUSM,
CTaHAAapTHBIE 00pa3lbl XUMHUUYECKUX BELIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIbTYp
KJIIETOK, CHEeIUu()PUIECKUX peareHTOB, PAacXOIHBIX MaTEpHANOB, HEOOXOAMMBIX IS
BOCIIPOM3BOAUMOCTH METOJMK J1a00PATOPHBIX HCIBITAHUN MEIULIMHCKOTO HW3JENHs B
KOJIMYECTBAX, JOCTATOYHBIX JIJISI TPEXKPATHBIX UCIBITAHUN U BepU(DUKAIIUN aHATTUTUYECKUX
METOJIMK KOHTPOJISI Ka4eCcTBa, C OCTATOYHBIM CPOKOM T'OJIHOCTU HE MEHEE IIECTH MECSIIEB C
COOJIIOJICHUEM YCIOBUH XpaHEHHUS U TPAHCIOPTHUPOBKHU, €CIM MHOE HE MPEAyCMOTPEHO
NOKYMEHTaMU [0 KaudeCTBY MPOU3BOAUTEINS, B COOTBETCTBUM C MpUIIOKeHUEM 37 K
HactosamuM [IpaBuiam yciayromnonydareib IpeAoCTaBIseT B TeueHue 2 (1Ba) pabouux gHen
CO JHA NOCTYIUIEHUS] JOKYMEHTOB M MATEPHAJIOB Ha CIEIUAIU3UPOBAHHYIO 3KCIIEPTU3Y
MEIMIIMHCKOTO M3JEJIHUsl HapOYHO IO aKTy [pueMa-lepeJadyd B UCHbITATENbHYIO
J1a00paTOPHI0 TOCYAAPCTBEHHON AKCIICPTHOM OpraHU3aINH.

[TonTBepxkaeHUEM NTPUHATHUS 3asBJICHHUS W YKa3aHHBIX JIOKYMEHTOB 4Yepe3
WH()OPMAITMOHHYIO CUCTEMY YIIOJTHOMOYEHHOTO OpraHa SBISETCS O0TOOpakeHue B "MTHUYHOM
KaOuHeTe" ycayromnoydaress cTaTyca O MPUHSATUY 3arpoca i OKa3aHUs TOCyAapCTBEHHOM
YCIIyTH.

118. IIpu ogHOBpEeMEHHOW IMOJlaue€ Ha JKCIEPTU3Y HECKOJIbKHUX MOIU(UKaIuUii
MEIUILMUHCKOr0 U3JEIMs, OTHOCAIIMUXCSA K OJHOMY BHAY MEIULMHCKOTO U3JEIUS U OJTHOMY
KJIACCY MOTEHUUAJIBHOTO PUCKA MPUMEHEHUS, U3TOTOBIEHHBIX OJHUM MPOU3BOJUTEIEM,



OTJIMYAKOLIUXCA JIPYyTr OT Apyra HW3MEHEHUSMH KOMIUIEKTAlMU U (WIM) TEXHUYECKHUX
MapaMeTpoB, HE BIMAIOIIMMU Ha (QYHKIMOHAJIbHOE Ha3HaueHHe, 3(PEPEeKTUBHOCTH
KJIMHAYECKOr0 MPUMEHEHHUSI U Oe30MacCHOCTh M HMEIOIIMMHU OOIIYI0 MHCTPYKIHUIO WU
PYKOBOJCTBO MO 3KCIUIyaTalldd TPOU3BOIUTENS, YCIyromnojydaTeab MNpenocTaBisieT |
3asBJIE€HUE U | PEruCTPALMOHHOE J10ChE C JaHHBIMH TOKCHUKOJOTMYECKHX, TEXHHUUYECKUX,
KJIMHUYECKUX UCTIBITAHUN Ha BCE BUJIBI MOJIM(DUKAIMH, BKIIFOUEHHBIX B OJTHO 3asiBJICHUE.

B cnywae ecnu mpeacTtaBiieHHblE MOAM(UKALMN OTHOCITCA K Pa3HbIM Kjaccam
NOTEHIMAJIbHOTO PHUCKA MNPUMEHEHUS Ha KaXAyl MOJIU(HUKALMIO MPEea0CTaBIISIETCS
OTJIEJIbHOE PErUCTPALIMOHHOE JIOCHE.

119. B nmepuon uiau A0 MPOBEACHHUS IKCHEPTU3bl MEAUIIMHCKOTO U3JEIUs
yCAyTOMoJy4yaTeab MPUHUMAET MEpPbl MO OpraHu3aldd MU MPOBEACHUIO HWHCIEKIINU
MEIULMHCKOTO U3ENHs B MOPSAKE U Cilydasx NnpeaycMoTpeHHbIX [IpaBuiiamu npoBeneHus
UHCIIEKIIUM MEIUUMHCKUX U3AEIHUM, YTBEPKACHHBIMH MpPUKa3oM MuHHUCTpa
3npaBooxpaHenus PecyOnuku Kazaxcran ot 23 nexadbps 2020 roga Ne KP JICM-315/2020 (
3aperucTpupoBaH B PeecTpe rocyapcTBEHHON pErucTpalii HOPMaTUBHBIX MPABOBBIX aKTOB
nog Ne 21898) (nanee — mpuka3z KP JICM-315/2020) B OTHOIIIEHUH METULIMHCKOTO W3CIIHS
2a (crepwiibHOT0), 20 1 3 KJIaCCOB MOTEHIIMAIBLHOTO PUCKA €r0 MPUMEHEHHS MPOU3BOJICTBA
pacrnoyiokeHHOTo 3a npenenamu PecnyOonuku KazaxcraH, a Takxke MEIUUIMHCKOTO U3IETUS
BHE 3aBHCHMOCTH OT KJIacCa MEIMIMHCKOI'O M3JeNUs MPOU3BOJCTBA PACIOJIOKEHHOIO Ha
teppuropun Pecniyonuku Kazaxcran.

B ciyyae MOJOXUTEIBHOTO pe3yJibTaTa WHCHEKUWH MEAULIHUHCKUX H3IEIUM,
yCIYTOMOJIy4aTelnb MPENOCTABISIET OTYET O pe3yJbTaTaX MHCIEKIUU IPOU3BOJICTBA
MEIUIMHCKOro u3aenus no gopme ycranoBiaeHHou npukazom KP ICM-315/2020, cornacHo
npuioxenuto 29 k HacrosmuM [IpaBunam.

120. DkcrniepTr3a N3MEHEHN, BHOCUMBIX B PETHUCTPALIMOHHOE JIOChE, OCYIIECTBISAETCS HA
MEIHMIMHCKOE W3JeIue B MEPUOJA JEUCTBUSA PErUCTPALMOHHOIO YIOCTOBEPEHHS.
VYcayrononyyarenab NOIIEPKUBAECT AKTYaIbHOCTh JOKYMEHTA 110 KaYeCTBY, MPEJCTaBICHHOTO
B PETHCTPALIMOHHOM JIOChE IIyTEM CBOEBPEMEHHOI'O BHECEHHSI HK3MEHEHUI B HETO.

121. V3menenus knaccuUIMUPYIOTCS B COOTBETCTBUH C MEPEYHEM BUIOB U3MEHEHU,
BHOCUMBIX B PETrUCTPALIMOHHOE JOChE€ MEAULMUHCKOrO H3JAENHs B NEpUOi AEHUCTBUSA
PErUCTPALIMOHHOTO yJAOCTOBEPEHHUS COracHO NpuioxeHuto 30 k HactosmuM [IpaBunam.
W3meHeHus, HE BKJIIOYEHHBIE B YKa3aHHBIA MEpPEYeHb, MOJJIEHKAT HOBOM PErucTpaluu B
COOTBETCTBMHM € HacTtosumu IIpaBunamu.

122. Ycnyrononyuyarenb B Te4eHHE 2 (ABYX) MECALEB MOCIE YTBEPKIECHUS BHOCUMBIX
WU3MEHEHUI TPOU3BOAMTENIEM ITOJAET 3asIBJICHUE HA ITPOBENACHHUE SKCIEPTU3BI MEAULIUHCKOTO
u3JIeus o (popme CortacHO MPUIIOKEHUIO 2 K HacTosmuM [IpaBuiiam.

123. K 3asBieHNI0 0 BHECEHUU M3MEHEHHIN B PETUCTPALMOHHOE JOCHhE MEIUIIMHCKOIO
U3JIEeIIUS TIPUJIATAIOTCSl IOKYMEHTBI U MaTepHalibl, HEOOXOAMMBIE JIsI BHECEHUS] N3MEHEHUH,
COIJIaCHO MEPEYHIO BUI0B U3MEHEHU, BHOCUMBIX B PETUCTPALMOHHOE IOChE MEIULIUHCKOTO



W3JIEeNus B IEPUOJT IEUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHUS COIIACHO NMPUIIOKEHUI0 30
K Hactosmum [IpaBunam.

124. TocynapcTBeHHas SKCIIEpTHAS OpPraHU3alMsl HA OCHOBAHUHU PE3YJIbTATOB SKCIEPTU3BI
COCTaBJISIET DKCIEPTHBIN OTYET CHEHUATU3UPOBAHHON AKCIEPTU3BI O BIUSHUU BHOCHUMBIX
U3MEHEHUN B PETHCTPALlMOHHOE J0Che Ha 0e30MacHOCTh, KauecTBO U 3(P(HEKTUBHOCTH
MEIULUHCKOTO U3ENHNS, COTJIACHO MpUiIoKeHnto 33 k HacTosmuM [IpaBunam.

125. IIpom3BoauTEND WM YIOJHOMOYEHHBIM IPEACTABUTENb IPOU3BOAUTEIS
MEJIULIMHCKOTO U3/IeTUs B TeYeHUE 2 (ABYX) MECSLIEB BHOCUT U3MEHEHUS B PETUCTPALIMOHHOE
J0Cb€ Ha OCHOBAHUHM MOHUTOPHHIa 0€30MaCHOCTH IPOBOJUMOTO B COOTBETCTBUU C MPUKA30M
MunucTtpa 3apaBooxpanenus Pecnnyonuku Kazaxcran ot 23 nekadpst 2020 roga Ne KP JICM-
320/2020 "OO yTBepKIEHUU MpaBUJI MNpPOBEeACHUA (PapMaKoHaA30pa W MOHMTOPUHIA
6e30macHOCTH, KadecTBa M d(PPEKTUBHOCTH MEAMIIMHCKUX W3aeauil" (3aperucTpupoBaH B
Peectpe rocymapcTBeHHON perucTpaliii HOpMAaTUBHBIX MPABOBBIX aKTOB 1Mo Ne 21896).

126. Ilpu skcnepTh3e MEAULMHCKUX W3AEIUN, NPOU3BOAUMBIX ITPOU3BOIUTEISIMU
Pecny6niuku Kazaxcran Ha ocHOBe TpaHc(depa TEXHOJIOTUN IMyTeM OpraHu3aIiy JOKAJIBHOTO
MIPOU3BOJCTBA HA OCHOBE NE€peiauu, BHEAPEHUs (PUMEHEHHS]), aIaNTalluK CYIIECTBYIOIIMX
TEXHOJIOTUH (pe3yJIbTaTOB Hay4HbIX MCCIEIOBaHUM, HOBBIX pa3pabOTOK), OCYLIECTBIIIEMbIX
OT TepeJarolleil CTOPOHbl K MPUHUMAIOIIEH CTOPOHE JUIsl MPOU3BOACTBA MEIUIMHCKUX
U3JICNINM, K PErucTpalMOHHOMY JOChE JONOJHUTEIBHO MPEACTABIAIOTCA CIEAYIOIIHE
JNOKYMEHTBI:

1) BbIIKCKA M3 JOrOBOpa WMJIM COTJIAIIEHHE MEXKIY OTEYECTBEHHBIM IMPOU3BOJUTEIEM U
3apyOeKHBIM TIPOU3BOJIUTEIIEM O TIEPEHOCE MPOU3BOACTBEHHBIX U TEXHOJOTMYECKHUX
MPOLECCOB C MPAaBOM IMEpeladyd TEXHUYECKON ITOKyMEHTAaUMM B paMKax TpaHcdepa
TEXHOJIOTUI U TIJIaHa TpaHcdepa TEXHOJIOTU;

2) pe3ynbTaThl MPOBEACHHOrO TpaHc(hepa TEXHOJIOTUN Ha 3asBJIEHHOE MEIUIMHCKOE
u3JIene, BKIIOYAIOIero OMUCAHUE 3TAIloB, MEPeUueHb HEOOXOAMMOIro MPOU3BOIACTBEHHOTO
000pyI0BaHUs, OOIIME CXEMbl TEXHOJIOTUU MPOU3BOJICTBA U METOAMK KOHTPOJISI KayecTBa,
MIPOTOKOJI TECTOBOTO 3aIyCcKa 000pyJ0BaHMS IPUHUMAIOIIEH U TIepearoIieil CTOPOHBDI;

3) HOKYMEHT, YJOCTOBEPSAIOUIUN PETUCTPALMIO B CTpaHE Nepeiaroiieil CTOpOHbI (
perucTpanuoHHoe yaoctoBepenue, win Ceprudukar ceodogHoit nmpoaaxu (FreeSale), nimn
CepTtudukar Ha SKCTIOPT);

4) xonuio cepTHdUKaTa Ha CUCTEMY MEHEI)KMEHTa KayecTBa MPOU3BOAUTENS (
nepearolie CTOpoHbl) MeAUIIMHCKUX u3aenui ISO 13485

5) IOKYMEHTHI 10 HKOJIOTHYECKO 0€30MacHOCTU: pelIeHUE YIIOJTHOMOYEHHOr0 opraHa 1o
ONpENENICHUI0O KaTEeropuu OOBEKTa, OKa3bIBAIOLIEr0 HEraTUBHOE BO3JACHCTBHE Ha
OKPYKaIOIIYI0 Cpey, B COOTBETCTBUU CO cTaThel 12 Dkonoruyeckoro kojekca PecnyOnuku
Kazaxcran, sxonoruueckoe pa3peuieHue B COOTBETCTBUU €O cTtaThed 106 DKOIOrn4eckoro
KOJIEKCA, BBIJIAaHHBIA YIOJIHOMOYEHHBIM OPraHOM B OOJACTH OXpaHbl OKPY’KAIOIIEH Cpeabl
PecniyOnuku Kazaxcrawn;



6) nepeyeHb HAUMEHOBAaHUW JJOKYMEHTOB IO TEXHOJIOTMH IIPOU3BOACTBA, CTAaHIAPTHBIM
ONEPALMOHHBIM NPOLIEAypPaM, PyKOBOACTBO MO KAYECTBY;

7) OTYETHl KIMHUYECKUX U JOKIMHUYECKHX UCCIEHOBAHWA MEIULIHMHCKUX W3IEIUH,
KJIMHUKO-1a00paTOPHBIX UCIIBITAHUM Mepeatonieil CTOPOHBL;

8) OTYETHI UCIIBITAHUHN MEPENAIOIIEH CTOPOHBI C AyTEHTUYHBIM NIEPEBOJAOM Ha PYCCKHIA
A3BIK PE3YJIbTATOB W BBHIBOJIOB UCTIBITAHUN (UCTIBITAHUN C IEJIbIO0 OIEHKH OHOJOTHYECKOTO
NEUCTBUS MEAUUMHCKUX U3JENUN, TEXHUYECKUX MCIBbITaHUN, 00 HCCIeI0BaHUAX
CTaOMJILHOCTH, OOOCHOBBIBAIONIUN CPOK XPAHEHHUS MEIUIIMHCKOTO W3JENUs, OTYET WIIH
JAHHbIE HCHBITAHUN Ha CcHOeUU(PUYHOCTh W AHAIUTHUYECKYI0 YYBCTBUTEIBHOCTH
MEIUIMHCKOTO0 m3aeius i in vitro (IVD) quarnoctukn).

[Ipu nosnHOM TpaHchepe TEXHOIOTUH JOKaIbHBIA MPOU3BOJUTENL 00ECIIEYUBAET MOJTHOE
COOTBETCTBHUE YCJIOBUUA MPOU3BOJACTBA U CHCTEMBbl oOOecrledeHus KadecTBa Ha
POM3BOICTBEeHHOM ITomaake B PecmyOnuke Kazaxcran yciaoBusiM IpOM3BOICTBA U CUCTEME
oOecrieueHus: KauecTBa MPOU3BOACTBEHHOM MToma ki BHe Ka3axcraHa.

127. YckopeHHas 3KcHEpTH3a MEIMUUHCKUX H3JEIHN OCYLIECTBISIETCS MpPH
MepeperucTpalui, a TaKXKe [0 PEHIEHHUI0 YMHOJHOMOYEHHOro opraHa B 00JacTu
3ApPaBOOXPAHEHHSI B CIIydyasX BOECHHBIX JCHMCTBUM W JIMKBUJALUMM HUX IOCIEIACTBUM,
BO3HUKHOBEHHS, IPEAYIPEKICHNS U JTUKBUIALNN MOCIEICTBUN YPE3BbIYAHBIX CUTYALIHM,
yIpo3bl BO3HUKHOBEHHUS, PACIHPOCTPAHEHHUs] HOBBIX 0CO0O ONACHBIX HH(EKIHOHHBIX
3a00sieBaHUM U JTUKBUAAIIMU UX TIOCIEICTBUMN, a TAKKE IKCIEPTU3EC MEAUIIMHCKOTO U3/eIHs,
MPOU3BEJEHHOTO M 3apErHCTPUPOBAHHOIO pEryISTOpHbIMU opraHamu ctpan CIIA,
EBponeiickoro corosa, BenukoOpurtanuu, Anonun, lIBerinapuu, KOxuoi Kopeu, Typuun (
ceptuduxarel FDA, ceptuduxarsr EBponeiickoro Coroza — CE-marking, Benukobpuranuu,
SAnonun).

PelreHre yrnoiHOMOYEHHOTO OopraHa B O0JIACTH 3paBOOXPAHEHUSI MO YCKOPEHHOM
KCHEPTHU3€ BBIJACTCS Ha MEAMIMHCKOE M3JeNIMe C YyKa3aHueM MOoAPOOHOro
MOTHMBHUPOBAHHOTO OCHOBAHHUSI U CPOKA JIEVCTBUS BBIIAHHOTO PEIICHUS.

JIOKyMEHT NpeIOCTaBIIAETCS IPU MO1a4ue 3asiBJICHHSI Ha KCIIEPTU3Y.

IMTaparpad 1. ITopsamok mpoBeAeHUS HaA9ATbHOM AKCIIEPTH3H MEIUIMHCKAX W3S,

128. Ilocme peructpanuu JOKyMEHTOB, YKa3aHHBIX B MyHKTax 117 wnm 121 HacTosmmx
[IpaBun B nH(pOpPMALIMOHHON CHCTEME YMOJHOMOYEHHOTO0 OpraHa, MPOBOAMUTCS HayajdbHas
AKCHEPTU3a MEIUIIMHCKOTO U3/IETHUs B CPOK HE npeBbimmaroniuil 10 (necars) pabounx JHEH.

HavanpHass »skcmepTu3a MEIMUHMHCKOTO W3JAEIHS, HPOU3BEIEHHOIO U
3apErucTPUPOBAHHOrO peryssiTopHbiMu opranamu ctpan CIIA, EBpomneiickoro coro3sa,
Benukobpuranun, SAnonun, llseinapun, KOxnoit Kopen, Typrun (ceptuduxatst FDA,
ceprudukarsl EBponerickoro Cotoza — CE-marking, Beaukobpuranuu, SInonnn) npoBoauTCs
B CPOK HE MPEBBIIIAIINHN 5 (MSITh) pado4YnX THEH.



129. B ciyyae Hanu4usl 3aMe4aHU B PETUCTPAIMOHHOM JI0ChE, YCIYTOMOJIyYaTelto
MOCPEICTBOM UH(OPMAIIMOHHON CUCTEMBI YITOJITHOMOYEHHOI'O OpraHa HalpaBisieTcsl TUChMO,
3aBEPEHHOE AJIEKTPOHHO-IU(PPOBOI MOAMUCHI0, C YKa3aHHUEM BBISBICHHBIX 3aME€UaHUN U
HEO0OXOIUMOCTHU UX YCTPAHEHHUS B IIOJHOM 00beMeE B CPOK, He npesbiatoniuii 30 (Tpuauath)
pabouux THEH.

130. IIpn HayanbHOM PKCHEPTU3E MEAUIIMHCKOTO U3/I€NUs MPOBOJUTCS OLIEHKA IMOJHOTHI,
KOMIUIEKTHOCTH M COOTBETCTBUS JJOKYMEHTOB PErMCTPALMOHHOIO J0CHE, MPEICTABICHHBIX
yCIIyTONOoJyyaTesieM, TpeOOBaHUSAM JEHCTBYIOIIErO 3aKOHO1aTEIbCTBRA.

131. Tlpu HenpencTaBi€HUU B MOJHOM OOBEME JOKYMEHTOB, MPEIYyCMOTPEHHBIX
nyHktamu 117 wim 121 nacrosiuux [IpaBuil, a Takxke He KOMIUIEKTHOCTH U HE COOTBETCTBUS
JOKYMEHTOB PErUCTPAllMOHHOIO J0Che TpeOOBaHUsM 3aKoHoAaTeabcTBa PecnmyOnuku
KazaxcTtaH wiM He yCTpaHEHHs 3aMe4aHUM B CPOK YKa3aHHBIM B NMyHKTe 129 HactoAmmx
[IpaBun, rocynapCTBEHHAs SKCIEpPTHAs OpPraHU3alys HANpPaBiISeT YCIyromoJydaTellro
yBeJOMJIEHUE (B MIPOU3BOJIBLHONH (OpPME CO CCBHUIKOM Ha HOPMBI 3aKOHOJATEIbCTBA
Pecny6niuku Kazaxcran, HapyiieHre KOTOPBIX TOCITY>KHIJIO OCHOBAHHEM JIJIsi €T0 BHIHECEHMS)
O MPEKPAIEHUH SKCHEPTU3bl MEAULMUHCKOTO M3JEIUsi B COOTBETCTBUM C MOJMYHKTOM 1)
nyHkTa 4 cratbu 239 Kogekca.

132. Tlo pe3yibTataM Ha4dyaJlbHOM HSKCIEPTHU3bI COCTABISETCS OTUET HA4YaJIbHOMU
AKCHEPTU3bl MEIULUHMHCKOTO W3AENHsS, MPEICTABICHHOIO HA JKCIEpPTHU3Y COIJIACHO
npuioxeHuto 31 k HactosmuM [IpaBunaM WM OTYET HaYaJIbHOW 3KCIEPTU3bl U3MEHEHHU,
BHOCHUMBIX B PETUCTPALIMOHHOE 10ChE€ MEAUIIMHCKOTO M3ENHS COTJIACHO MPUIIOKEHUIO 32 K
HacTosmuM [IpaBunam.

ITaparpa¢ 2. ITopsnox npoBeACHNUS CIIENUANN3UPOBAHHOMN SKCIEPTH3H MEIUITMHCKUX H3/IEIIHiA,
PETUCTpalliy, IEPEPETHCTPALIMH, BHECCHHA H3MEHEHHMH B PETHCTPALMOHHOE JOCHE MEJULIMHCKOTO
M30CTIHS

133. B ciydyae mOJOXHUTEIBHOTO OTYETAa HAYAJIBHOU SKCHEPTU3BI MPOBOIUTCS
CHELMATTU3UPOBAHHAS HKCIIEPTU3a METUIIUHCKOTO U3EIusl.

134. Cnennanu3upoBaHHas JKCIEPTHU3a MEIAMIMHCKOIO M3JEIHS NPELYyCMaTPUBACT
DKCIIEPTHYIO OLICHKY M aHAJIW3 JOKYMEHTOB PETMCTPAlMOHHOIO JOChE, MOATBEPKAAFOIINX
0e301acHOCTb, Ka4eCTBO U 3PPEKTUBHOCTh METULIMHCKOTO U3JIETHUs, B TOM YHCIIE POBEPKY
ayTEHTUYHOCTHU NEPEBO/Ia WM MEPEBOJA Ha KAa3aXCKUM SI3bIK MHCTPYKLUHU MO TPUMEHEHUIO
U3JIeTUN MEUIIMHCKOTO Ha3HAYEHHs, MAKETOB MAPKUPOBKH YITAKOBKH, STUKETOK, CTUKEPOB C
MapKHAPOBKOM.

135. Cneuunanus3upoBaHHasi 3KCIEpTU3a MEIAULIMHCKUX HM3JAEIUN NPOBOJUTCA Ha
coorBeTrcTBME OOmMM TpeOoBaHUSAM 0€30MaCHOCTH U 3(P(HEKTUBHOCTH MEIULIMHCKHUX
U3JeIHUM, TPeOOBAHUSIM K MX MAapKHUPOBKE M DKCIUTyaTallMOHHOW NOKyMEHTAllMM Ha HUX,

yTBepKIeHHbIM penieHueM CopeTta EBpa3uiickoil 5KOHOMHUYECKOW KoMuccuu oT 12 ¢geBpains
2016 roma Ne 27.



136. Crneumanu3upoBaHHas 3KCHEPTU3a MEAMIMHCKUX H3JEIUN MpeaycMaTpUBAET
HKCIEPTHYIO OLICHKY U aHaJIU3 JJOKYMEHTOB PETUCTPALMOHHOTO JOChE, MOATBEPIKIAIOIINX
0e30macHOCTh, KaueCTBO U AP(HEKTUBHOCTH MEAUIIMHCKOTO U3/ U BKIFOUALT:

1) o1IeHKY COOTBETCTBUS YKa3aHHOT'O YCIYTrOnoJiy4aresieM Kiacca MOTEHIIMAIbHOTO PUCKa
MPUMEHEHUs MEIUIUHCKOTO U3JeNNsl B COOTBETCTBUM C TMpPUKa30M MuHHCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 15 nexa6ps 2020 romga Ne KP JICM-281/2020 "
OO0 yTBepkAEHUM TpaBWI KIacCUPUKAIMU METUIIMHCKUX H3JEIUA B 3aBUCUMOCTH OT
CTENEHU TOTEHIMAIBHOTO pHUCKa TpuUMeHeHus" (3apeructpupoBan B Peectpe
rocyJAapCTBEHHOW PErucTpalii HOPMATUBHBIX IPABOBBIX akTOB oA Ne 21808);

2) OUEHKY MOpPaBUJIbHOCTH OMNPEJEICHUS HOMEHKJIATYPHON MPUHAJIECKHOCTH
MEIUIMHCKOTO W3JeUsl B COOTBETCTBUU C TOPSAAKOM (GOPMHUPOBAHUS W BEJICHUS
HOMEHKJIATYpbl MEIUUMHCKUX u3aenuit PecnyOnumku KaszaxcrtaH, yTBepx IaeMbIM
YIOJHOMOYEHHBIM OPraHOM B COOTBETCTBUU ¢ TyHKTOM 4 ctathu 258 Kogekca;

3) OlLIEHKY COOTBETCTBHSI MOJIU(UKALNI (BapUAHTOB HCIOJHEHUS) MEAUIIMHCKOTO
u3nenus (Ipu HAJWYUHK), BKIIOYAEMBIX B OJHO PETUCTPAIMOHHOE YJOCTOBEPEHHUE C
TpeboBaHUsIMU HacTosux [TpaBui;

4) aHanMu3 JaHHBIX O pa3pabOTKEe M MPOU3BOJICTBE MEIMIIMHCKOTO M3EIUs (CXEMBI
MPOIIECCOB TMPOU3BOJICTBA, OCHOBHBIX CTaJHMi MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOIEAYPHI BBITYCKa KOHEYHOTO MPOYKTa);

5) aHanu3 OMOJIOrMYECKOM OE30MaCHOCTH MEIUIIMHCKOrO M3/eIusl Ha OCHOBE aHAJIM3a
CBEJICHUU O MaTepualax >KUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOXKICHUS, BXOISIINX B
MEJUIIMHCKOE M3JIeNihe, a Takke MH(popMaruu o moadope MCTOYHUKOB (JOHOPOB), oTOOpE
Marepuaia, MPOUECCUHIe, XPAaHEHUH, TECTUPOBAHUHU, IPUOHOBOM OE30MAaCHOCTH, a TaKXKe
oOpaileHusi C TKaHSIMH, KIETKaMHU, CyOCTaHUIMSIMU KUBOTHOTO WM YEIOBEYECKOTrO
MIPOUCXOXKICHUS, KyJIbTYpaMH MUKPOOPTaHU3MOB U BUPYCOB;

6) aHanM3 OTYETa KIMHUYECKUX HUCIBITAHUMN, OMNbITAa MPUMEHEHUS] B KIMHUYECKOU
MpaKTUKE MEIUIMHCKOTO M3Jeius kiacca 2 a (Ipu HAJIMYUMU B COCTaBE JIEKAPCTBEHHOTO
cpeactBa), kmacca 3 (C BBICOKOW CTENEHBbIO PHUCKA), MEIAUIUHCKUX HW3JCIUM,
npeaHa3HAYeHHBIX IS 3a00pa, XpaHEHUs, MEepeMBaHUs KPOBH M €€ KOMIIOHEHTOB,
KJIMHUKO-JTA0OpaTOPHBIX HUCIHBITAHUN MEAUIMHCKOTO W3AENUs ISl In Vitro JUArHOCTUKHU
HE3aBHCHMO OT KJlacca pUcCKa;

7) aHanIU3 3asBJICHHON B PETUCTPAIMOHHOM JIOChE CTAOMIIBHOCTU MEIUIIMHCKOTO U3ENIHs
n (UnIu) JEKapCTBEHHOTO CpEICTBA, BXOASIIETO B COCTaB MEAUIMUHCKOTO HW3IEus,
CTaOUJIBHOCTU pPEareHTOB M PAaCcXOJHOT0 MaTepuana BXOISIIMX B KOMIUJIEKTALMIO
METUITMHCKHUX U3JICTUH IS In Vitro JMarHOCTUKU 3aKPBITOTO TUTIA;

8) OlLIEHKY COOTBETCTBHUA MOKa3aTeyiedl 0e30MacHOCTH U KayecTBa, YKa3aHHBIX B
JOKYMEHTE MO KayeCTBY MPOU3BOAUTENS, CTaHJAapTaM (HallMOHAIbHBIM, PETHOHAIBHBIM,
MEKTYHAPOIHBIM);



9) ananu3 OTYETOB M MPOTOKOJOB TEXHUUYECKUX, TOKCUKOJIOTHMYECKUX HCIBITAHUN
MEJIUIIMHCKUX U3CIH;

10) oreHKY BaJIUTHOCTH MIPOTPAMMHOTO 00€CTieueHrs Ha OCHOBE aHaJIn3a JaHHBIX O €ro
BepudUKalMK, B TOM Yucie HHPoOpMamuu O ero pa3paboTKe M TECTUPOBAHWHU Ha
MPEANPUATAN U TPU MYJIBTUICHTPOBBIX HCCIIEAOBAHUAX, JAHHBIX 00 WACHTU(DHUKAINH U
MapKUPOBKE OMEPAIIMOHHON CUCTEMBI;

11) ananu3 nporeayphbl U METOJIOB CTEPUIIM3ALUA MEIUIIMHCKOTO U3/EIHs, MAaTEPUAJIOB,
000CHOBBIBAIOIIMX CMOCOO CTEPUITU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTpe/IeNICHHUs] OCTAaTKOB CTEPUIIU3YIOIIEr0 BEIIECTBA MPU MPUMEHEHUH XUMUYECKOT0 crioco0a
CTEPUIN3ALINH;

12) ananu3 Ge3omacHOCTH U 3(PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA B COCTaBE
MEUIIMHCKOTO W3JENUsI, €r0 BIMSHUS Ha (YyHKIHMOHAIBHOCTh MEIMIIMHCKOTO H3ICIHS,
COBMECTUMOCTHU JIEKAPCTBEHHOT'O CPEJICTBA C MEIUIMHCKUM H3JeNIUeM (3a HCKIIOYECHUEM
MEIUIIMHCKOT O U3JEJINS IS JUAarHOCTUKH 1N VItro;

13) o11eHKY COOTBETCTBHSI TEKCTA MPOEKTa MHCTPYKIIMH MO MEIUIIMHCKOMY MPUMEHEHHUIO
MEIUIMHCKOTO W3JIeJINSl OPUTHHANY HMHCTPYKIMU OT OPraHU3alMU-TIPOU3BOAUTENS U
o opMIIEHUS TTPOEKTa UHCTPYKIIMH B COOTBETCTBUH C TIOPSIKOM COCTaBJICHUS U 0OpMIICHUS
MHCTPYKIIUU TIO MEIUIIMHCKOMY MPUMEHEHHIO JICKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKHUX
U3/IeNINM, 00IIEH XapaKTEPUCTUKH JICKAPCTBEHHOTO CPEACTBA, TPEAYCMOTPEHHBIM MYHKTOM 4
crateu 242 Konekca;

14) ouenky uHpOpMAIUH, COAEpXKAIICHCS B HIKCILUIyaTallHOHHOM JIOKYMEHTE
MEIUITMHCKOTO U3/IeTHS;

15) ananu3 undopmaruu, cogepxaiieiicas Ha oOpa3iax MakeToOB YNaKOBKU, STUKETOK,
CTUKEPOB MEJUIIMHCKOTO HW3JENUs B COOTBETCTBHUU C TPEOOBAHUSIMHU 3aKOHOJATEIHCTBA
Pecnyonuku Kazaxctan B cepe oOpalieHusi JIGKapCTBEHHBIX CPEIACTB U MEIMUITUHCKUX
WU3ACIINHI;

16) paccmoTpeHue pe3ysibTaTOB MPOBEACHHON MHCIEKIIUN MEIUIIMHCKOTO U3ICNIUs MPU
€ro rocy/IapCTBEHHOU perucTpalny;

17) ananu3 npeAcTaBICHHBIX TPOU3BOAUTENIEM CBEICHUM O HAJTUYUH WIIK 00 OTCYTCTBUU
COOOIIEHUII O HECYACTHBIX ClydasX W OT3bIBAX C PBhIHKA MEIULMHCKOIO HW3JENus, O
HEOJIAronpusTHOM COOBITUM (MHIUIEHTE), CBA3aHHOM C HCIOJIb30BAHUEM MEIUIIMHCKOTO
W3JeNNs, YBEIOMJICHHH 10 0€30MacHOCTH MEJIUIIMHCKOTO W3Jelus, MoAXoJa K
PACCMOTPEHHUIO ITHX MPOOJIEM U UX PEIICHUS MPOU3BOJUTEISIMU B KOKIOM U3 TAKUX CITy4aeB
, OMHUCAaHUs KOPPEKTUPYIOIIUX AEHCTBUHN, TPEANPUHATHIX B OTBET Ha YKa3aHHBIE CiIydyau, a
TaK)K€ COOTHOIIEHUS YPOBHS MPOJaXK M KOJWYECTBA HECUYACTHBIX CIIy4YaeB U OT3HIBOB
MEAUIIMHCKOTO U3JIeTUs U3 00palleHus;

18) aHanu3 1OKYMEHTOB U CBEICHUI O BHOCUMBIX HU3MEHEHUSX, B TOM YHCJIE€ IOKYMEHTOB,
MOJITBEPKAAIOIINX MTEPEUUCICHHbIE U3MEHEHHS U CBUACTENbCTBYIOIIUX O TOM, YTO BHECEHUE
3asIBJICHHBIX U3MEHEHHUI HE BIIEUET U3MEHEHUsI CBOMCTB M XapaKTEPUCTHUK, BIMSIOMIMX Ha



0e30macHOCTh, Ka4yecTBO U 3(G(HEKTUBHOCTh MEIUIIMHCKOTO U3JIETHsI, U COBEPIICHCTBYET
CBOMCTBA M XapaKTEPUCTUKU TMPU HEU3MEHHOCTH (PYHKIIMOHAJIBHOTO Ha3HAYEHUS
MEJIULIMHCKOTO U3/IETUs;

19) ananu3 COOTBETCTBUS 3as1BJICHHBIX U3MEHEHUM, BHOCUMBIX B PETUCTPAIIUOHHOE JTOChE
MEJIUIIMHCKOTO U3/IeTUs BUJAaM U3MEHEHUM, YKa3aHHbIM B MEPEUHE COMIACHO MPUIIOKEHUIO
30 x HactosinuM [IpaBunnam.

137. Ilo pe3yibTaraM aHain3a JOKYMEHTOB PETMCTPALMOHHOTO JOChE Ha JTare
CHEIUAIN3UPOBAHHON HSKCHEPTHU3bl MNPU HAIUYUKM 3aMEYaHUM yCIyronoiaydaTellro
MOCPeICTBOM HMH(POPMALIMOHHON CHUCTEMBI YIIOJTHOMOYEHHOI'O OpraHa rocyaapCTBEHHas
AKCTIEPTHAS OPTaHU3aIMs HAMpaBIsIET 3ampoc (B MPOM3BOJBbHONW (OpME CO CCHUIKOW Ha
HOpPMBI 3akoHojatenbcTBa PecnyOnuku KazaxcTtaH, HapylieHHE KOTOPBIX MOCTYKHUIIO
OCHOBAHHEM JIJIl €0 BHIHECEHUS) C YKA3aHUEM BBISBICHHBIX 3aME€UaHU U HEOOXOAUMOCTH
UX YCTPAHEHHS €IMHOXbI B IOJTHOM 00bEME B CIEAYIOIINE CPOKU:

1) mpu sKkcepTU3e MEAUIMHCKOTO U3JEIUs, B TOM YHCIE HE TpeOyIoliell mpoBeAeHUS
71a00paTOPHBIX UCTIBITAHUNA HE3aBUCHMO OT KJIacca MEIUIMHCKOTO W3JIEus, IPU BHECEHUU
W3MEHEHUH B PErUCTPAllMOHHOE JO0Ch€ MEIUIIMHCKOro wusaenus (0e3 mnpoBeacHUs
71a00paTOPHBIX UCIBITAHUHN), TP BHECEHUH W3MEHEHUM TuIa | B perucTpanuoHHOE J0Che
MEIMITMHCKOT0 u3Jenus (C MpOoBEICHUEM J1a0OpaTOPHBIX HUCIBITAHUN) - B TeueHHu 50 (
IATHAECAT) pabOUYuX JTHEH;

2) Ipu YCKOPEHHOM SKCIEpPTU3e MEIULIMHCKUX U3Jenuil - B TeueHue 20 (qBaauarh)
pabouux HEH;

3) npu dKCTepTU3E MEIUIIMHCKOTO U3/EIHs, MPOU3BEACHHOTO U 3apETrUCTPUPOBAHHOTO
perynstopubiMu opranamu ctpan CIIIA, EBporneiickoro coro3a, Bennkooputanuu, Anonuu,
Beitnapun, KOxuoit Kopeun, Typuun (ceprudukarst FDA, ceprudukarsl EBporneiickoro
Coro3a — CE-marking, Benukobpuranuu, SAnonun) - B reueHue 5 (ma1b) pabounx JHEH.

3anpoc ¢ 3aMe4aHUsIMUA 3aBEPEHHBIN MOCPEICTBOM 3JICKTPOHHON ITU(PPOBON MOATUCH
HaIpaBISETCS yCIYToMoaydaTesiio yepe3 MHPOPMAIMOHHYIO CHUCTEMY YIIOJTHOMOYEHHOTO
opraHa 3asBUTEIIO B "TUYHBINA KaOWHET" B JICHD MOIUCAHUS UCXOIAIIETO 3ampoca.

[Ipy BO3ZHMKHOBEHMH BOIIPOCAa O JOCTOBEPHOCTH MPEACTABICHHBIX TOKYMEHTOB U
MaTepUAIIOB TPU HKCIEPTU3E MEIUIMHCKOTO W3JeNus, JKCIepTHas OpraHu3anus
PYKOBOJICTBYETCS MH(POpPMAIIMEH, pa3MEIIEHHONW Ha OPUITMATBHBIX TyOIUYHBIX UCTOYHHUKAX,
opuUIMaTBbHBIX CcalTaxX TOCYJIapCTBEHHBIX OPraHoB B cdepe oOpallleHus MeIUIUHCKUX
W3JICNIUM, 3aBOJOB-TIPOU3BOIUTENEH, MEXIYHAPOIHBIX HOTHU(UIIMPOBAHHBIX OPTaHOB,
MEXJIYHAPOJHBIX HAIMOHAJIBHBIX OPraHOB MO aKKpeauTanuu B cdepe TEXHUYECKOTO
peryiupoBaHusi uiad B cdepe oOpalieHuss MEAUIIMHCKUX HU3JICIHA, a TaKXKe B TMEPUO]T
NPOBEACHUSA DKCIEPTU3bl HAINpPaBIAET COOTBETCTBYIOUIMM 3alpoc 3asBICHHBIM
MIPOU3BOJIUTEIIIM MEAUIIMHCKUX U3JICTTUH.

138. VYcayromoaydarenb HampaBiseT B MOJHOM OOBbEME OTBET U HEOOXOJIMMBIE
MaTepuabl MOCPEACTBOM MH(DOPMAIIMOHHOM CUCTEMbI YIIOJTHOMOYEHHOTO OpraHa B TEUEHUE



50 (marbaecsT) pabodyux JHEH CO JHS MOJYYEHHs 3ampoca rocyIapCTBEHHOM IKCIEPTHOM
OpraHU3aluN.

139. OtpuraTenbHOE 3aKIIOYEHHE O OE30MaCHOCTH, KadecTBe U I(PGHEKTUBHOCTHU
MEIUIIMHCKOTO U3/IeTUs BBIAACTCS B CIIydasix:

1) HenmpeacTaBiIeHHE MOJTHOIO KOMIUIEKTa PETMCTPALIMOHHOIO J10ChE MOCIE BbIIAYU
3aMEUaHUi 3asBUTENI0 B MPOILIECCE MPOBEACHUS SKCIEPTU3bl B CPOKH, YCTAHOBIJICHHBIE
HacrosmumH [IpaBunamu;

2) mpeACTaBJICHUS 3asBUTENIEM HEJOCTOBEPHBIX CBEJICHU;

3) mosiydeHue OTPHUILIATEIBHBIX PE3YyJIbTATOB OJHOTO M3 3TANOB DKCIEPTU3BI U (KJIN)
OTPUIATEIbHBIX 3aKIIOYCHHUH SKCTIEPTOB MPO(PUIBHBIX OPTaHU3aAIINN;

4) HECOOTBETCTBUSA CHUCTEMBbI OOECIEUeHHUs KayecTBa YCJIOBHUSM, 00€CIIeYMBAIOIINM
3asiBJICHHYI0 0€30MacHOCTh, 3(P(HEKTUBHOCTH M KAue€CTBO MEIUIIMHCKOIO HU3JENus, IO
pe3yJbTaTaM UHCIEKIIUU MEIULIMHCKOTO U3IEIUS;

5) He mpoBEAEHHUs] WM OTKa3a yCIyromnojydaTeldeM OT OPraHU3alluu IMOCEIICHUS
npeanpusTus (IIPOU3BOJCTBEHHON IUIOMIAAKU) U C IEIbI0 HMHCIEKIHH MEIUIIMHCKOTO
U3JIeNusl, B COOTBETCTBUM C TPEOOBAHUSIMU 3aKOHOJATENbHBIX akTOB Pecryonuku Kazaxcran.

140. ITpu He pegoCcTaBIECHUHN YCIYTrOMoIy4YaTeIeM OTBETOB Ha 3alpocC ToCyJapCTBEHHOM
DKCIEPTHOW OpPraHU3allMii B CPOK YCTAaHOBJIEHHbIA MyHKTOM 138 nHacrosmux IlpaBui, a
TaK)Ke MPEAOCTaBICHUH HEMOJHOTO OTBETa U HEOOXOAMMBIX MaTepUajoB, TOCYIapCTBEHHAs
HKCIIEPTHAsE OpraHU3allMsl HAIPABIISIET YCIYTONoaydaTesto B TeueHue 5 (MaTh) pabouux aHen
yBEIOMJICHHE O TMPEIBAPUTEIBHOM pEHIeHUH 00 OTKa3e B MPOBEICHUHM SKCHEPTHU3BI
MEIUITMHCKOTO U3/enus (B MPOU3BOJIbHON (POpME CO CCHUIKOM Ha HOPMBI 3aKOHOIATEIHCTBA
PecnyOnnku Ka3zaxcran, HapylmieHUuEe KOTOPBIX MOCITYKUJIO OCHOBAHUEM JIJIsl €0 BEIHECEHUS).

[Tpu skcnepTr3e MEAMIIMHCKOIO U3JENus, MPOU3BEIECHHOIO U 3apEruCTPUPOBAHHOTO
perynstopubiMu opranamu ctpan CIIA, EBponeiickoro coro3a, Benukoopuranuu, Snonuu,
Iseitnapun, KOxuoii Kopeun, Typuun (ceptudukarst FDA, ceprudukarsl EBpomneiickoro
Coro3a — CE-marking, BenukoOputanuu, SnoHuu) yBeloOMJIEHHE O MpEABAPUTEILHOM
pemieHnr 00 0TKa3e B MPOBEACHUU SKCIEPTU3bl MEIULMHCKOTO M3JeTus (B MPOU3BOIBHON
dbopme co CChUIKOM Ha HOPMBI 3aKoHoAaTenbcTBa PecnyOnuku Kazaxcran, HapyuieHue
KOTOPBIX MOCIIYKHJIO OCHOBAHUEM JIJISl €r0 BBIHECEHUS) HAIIPABJSAETCS YCIYTrONOoJyqaTellto
rocyapCTBEHHON AKCIIEPTHOM opranu3aiueil B Teuenue 1 (oauH) padbodero JHS.

141. Ilo pesynpraTaM HampaBIEHHOTO YCJIYTOIMOJYYaTEeI0 YBEIOMIIEHUS O
IpeIBApUTENILHOM PELIeHUU 00 OTKa3e B MMPOBEJIEHUHU IKCIIEPTU3bl MEIULIUHCKOTO U31eHs (
B IIPOM3BOJIBHOW (hOpME CO CCHUIKOM Ha HOPMBI 3aKoHoAaTenbeTBa PecnyOnuku Kaszaxcran,
HapylI€HHE KOTOPBIX MOCIY>XHJIO OCHOBAaHHUEM [UII €ro BBIHECEHHS) MaTepHUalibl
HAIIPaBIAIOTCSA B DKCIIEPTHBIN COBET JJIA PUHSITHUS PELIECHUS.

DKCIEpTHBIM COBET pacCMaTpUBAET IMOCTYNHUBIIME MATEPHUANIBl €KEMECAYHO, H
PE3ybTAaThl PEIICHHS C YKa3aHUEM MPUYUH HAMIPABJISIOTCA YCIYTOMoaydaTesto B TeueHue S (
IATh) pabOYMX JHEHN CO JHS BBIHECEHUS PEIICHUs DKCIIEPTHBIA COBETOM.



Pe3ynbTaThl paccMOoTpeHUsT DKCIEPTHOTO COBETA B OTHOILIEHUH MaTE€pUaIoOB SKCIEPTU3BI
MEIUIIMHCKOTO W3JeNusl, MPOU3BEACHHOTO U 3apETUCTPUPOBAHHOIO PETryISTOPHBIMU
opranamu ctpan CIIIA, EBpomnelickoro corosa, Bemukoopuranuu, SAnonun, IIBeitnapuu,
HOxnoit Kopeu, Typuuu (ceptuduxarsl FDA, ceptuduxarsr EBponerickoro Coroza —
CE-marking, BenukoOputanuu, SmoHWN) HANPaBISIOTCS  yCIYTOMOJIYdYaTeTio
rocyJapCTBEHHON AKCIIEPTHOM opranusaiuei B Teuenue 1 (oauH) padbodero JHS.

142. B cnydae mon0XUTEIBHOTO OTUETA CIECHUAIA3UPOBAHHON 3KCIEPTU3BI B CPOK HE
npesbpimatomuii 10 (mecsats) pabouux JAHEH COCTaBIAETCA OKCHEPTHBIM OTYET
CHEUUATU3UPOBAHHON SKCIEPTU3bl MEAUIIMHCKOTO M3ENHS COrIacCHO MPUIIOKEHHIO0 33 K
HacTtoAmmuM IIpaBuiiaMm WM DKCHEPTHBIA OTYET CHELUAIU3UPOBAHHOW JKCIEPTU3BI O
BJIUSIHUY BHOCHUMBIX M3MEHEHUM B PETUCTPAIIMOHHOE JIOChe Ha 0€30MacHOCTh, KaueCTBO U
3 (HEKTUBHOCTH MEAUITMHCKOTO U3/IeTus IO JopMe, COTIACHO MPUIIOKEHUIO 34 K HACTOSIIIAM
[IpaBunam.

[TonoXUTENbHBIA OTUET CHELUATU3UPOBAHHON IKCHEPTU3BI MEIUIIMHCKOTO U3ETus,
IPOU3BEACHHOTO M 3apEeTUCTPUPOBAHHOTO peryisTopHbiMu opranamu crtpan CIIA,
EBponeiickoro coro3a, BenukoOputanuu, Anonuun, IlIBerinapuu, KOxuon Kopeu, Typuun (
ceprudukarsl FDA, ceptudukarsl EBpomneiickoro Coro3a — CE-marking, BenukoOpurtanuu,
SAnonun) cocTaBisieTcsi B CPok He mo3aHee 1 (oauH) paboudero aHs.

143. Pa3bsicHEHUS WM YTOYHEHUS, BO3HUKAIONIUE B MEPUOJ TPOBEACHUS SKCIEPTU3bI
MEXJy TOCYyJapCTBEHHOW JKCHEPTHOM oOpraHu3auued W yCryromojydaTesieM,
OCYIIECTBIISIOTCS MyTeM (POPMUPOBAHUS DJICKTPOHHOTO JTOKYMEHTA MO0 WHIAWUBUIYTBHOMY
napoJiro yciyromnoiyuarens udepe3 uHpopmamuonnyio cuctemy c OUII 3asBurtens wu
roCcyJapCTBEHHOW SKCIEPTHON OpraHu3aluu.

ITaparpa¢ 3. Ilopsamok npoBeaeHUs 1a00PaTOPHEIX HCIBITAHUNA MEIAITATHCKOTO H3EIHA

144. JIabopaTopHbIe UCTIBITAHUS 00Pa3L0B MEAUIMHCKOTO U3/IENUsl OCYLIECTBISIOTCS B
UCIBITATEIbHBIX Ja00paTOpPUsSX TOCYJapCTBEHHOM 3KCHEPTHON OpraHU3alld B CPOKU HE
npeBeimatonue 70 (cempuecsiT) pabo4yux AHEH €O JHS TMOCTYIUICHUS JTOKYMEHTOB U
MaTepUaNoOB, YKa3aHHbIX B mnyHKTe 117 Hacrosmux I[IpaBun Ha mnpoBeneHue
CHEUHUAIN3UPOBAHHOM IKCIIEPTU3bI MEAULMHCKOTO U3/IEIIHS.

145. JTabopaTtopHble UCTIBITAHUS 00PA31I0B MEAUIIMHCKOTO U3/IEIUS MPOBOJSATCS B LIEIISIX
MOATBEPXKICHUS COOTBETCTBUS IMOKa3aTeNlsM OE€30MacHOCTH M KauecTBa MEIUIIMHCKOTO
U3JIeNusl, 3a8BJICHHBIM B JOKyMEHTE 10 Ka4e€CTBY POU3BOJAUTENS U BKIIIOYAOT:

1) aHanu3 TEXHUYECKON U HOPMATUBHON JOKYMEHTALIMU MEAULIMHCKOTO U3/I€TUs B YACTH
METO/IMK TPOBEJICHUS UCTIBITAaHU;

2) mpoBeieHue J1aDOpaTOPHBIX UCIBITAHUI Ha COOTBETCTBUE TPEOOBAHUSAM JOKYMEHTA 10
Ka4yecCTBY;

3) onpeneneHre BOCIPOU3BOAUMOCTH AaHAIUTUYECKUX METOIUK KOHTPOJIS Ka4ECTBA.



146. UcnipiTanust 0Opa3ioB MEIUIIMHCKOTO M3EIHUS OCYIIECTBIISIOTCS ITyTEM ITPOBEICHHUS
(hU3UKO-XUMHUUECKUX, OUOJTOTUUECKUX U TEXHUYECKUX UCIBITAHUM B LENSAX MOITBEPKICHUS
COOTBETCTBHS ITOKa3aTeiell 0€30IMaCHOCTH 1 KauyeCTBa MEIUIIMHCKOTO U3IENHs.

[Ipu ucnbiTaHuu 00pa3OB MEIUIIMHCKOTO U3JETUS OINpeaesieTcss OnoiornyecKas
0€30MMacHOCTh WJIM OIICHKA OWOJIOTUYECKOTO NEUCTBUS, (PU3MUEeCKHe M MEXaHUYECKHE
nokaszaTenud, (QYHKIMOHAJIIbHbIE, TEXHHYECKHEe U (U3NKO-XUMHUUYECKHUE I0Ka3aTelH,
MOATBEPkKAAIONIE 0€30MaCHOCTh U Kau€CTBO MEAUITUHCKOTO U3/ICITHS.

147. JlTabopaTopHbIe UCTIBITAHUS HE TTPOBOJIATCSA MIPU:

1) skcniepTU3e MEAUIIMHCKON TEXHUKH;

2) HAJIWYUU JTOKYMEHTAa HOTU(HUIIMPOBAHHOTO OpraHa O COOTBETCTBHH ITPOU3BOICTBA
MEJIUIIMHCKOTO U3/IETUsI U CUCTEMbI KOHTPOJISI KaueCTBa MPOIYyKIIMU TpeOoBaHuUsIM J([UpeKTUB
EBpomneiickoit koMuccuu 1Mo MEIUIMHCKAM u3nenusMm win ceprudukara MDR (Medical
Device Regulation — PernmaMeHT mo MEIUIIMHCKUM U3JICITIHSM);

3) nepeperucTpanuu MeIUIMHCKOTO U3ETUs;

4) YCKOPEHHOM SKCMEPTHU3E MEIUIMHCKOTO H3JCIUs, B TOM YHCIIE JKCIEPTU3E
MEIUIMHCKOTO W3JeNusl, MPOU3BEACHHOTO U 3apETUCTPUPOBAHHOIO PETYISATOPHBIMU
opranamu ctpan CIIIA, EBpomneiickoro corosa, Benmukoopuranuu, Anonun, IIBeitnapuu,
HOxnoit Kopeu, Typuun (ceptuduxarsl FDA, ceptuduxarsr EBponeiickoro Coroza —
CE-marking, BenmukoOpurtanuu, Snonun).

148. B ciydae BBIABICHUS 3aMeYaHUN Ha dTamne Ja0OpaTOPHBIX HCIBITAHUM
YCIIYTOMOIYYaTeNi0 B TeUeHUW S5 (MsITh) pabouumx JHEW cO JHS TMOJy4YeHUs 00pas3IioB
MEJIUIIMHCKOTO HM3JIeNusl yepe3 MHGOPMAIMOHHYI0 CUCTEMY YIIOJTHOMOYEHHOI'O0 OpraHa B
JUYHBIM KaOWHET" HaMmpaBiseTCd MHCbMO C YyKa3aHWEM BBISBICHHBIX 3aMEUaHUU U

"

HE0OXOJMMOCTH UX YCTPAHEHHUsI B TIOJIHOM 00bEeME B CPOK, He mpeBbimatomuii 30 (TpuaaTh)
pabounx JHEH.

[Ipu HE ycTpaHEHUH WK HE MOJHOM YCTPAHEHHUM 3aMEYaHWU B YCTAHOBJICHHBIN CPOK,
rocyJJapCTBEHHAs dKCIepTHas opraHuzamus B TeueHue 10 (mecsth) pabouux AHEH co THS
MOJIyYEHHS] OTBETA OT YCIyronoJy4aTeisl HalpaBisieT eMy NUChbMO C YKa3aHUEM MOBTOPHBIX
WIN JOTOJHUTEIBHBIX 3aMeYaHUW M HEOOXOJMMOCTH HUX ycTpaHeHud B TedeHun 20 (
JIBaJIlIaTh) pabounX JHEH.

149. IIpu He npeI0CTaBICHUH yCIYTONOJy4aTEIeM OTBETOB Ha BHICTABIICHHBIE B ITUCHME
roCy/IapCTBEHHOW IKCIEPTHOW OpraHU3alluy 3aMeYaHusi B CPOK YCTAHOBJICHHBIN IMYHKTOM
148 wacrosmux IIpaBun u OTpHUIIATENBHBIX pe3yibTaTax Ja0OPATOPHBIX HCIBITAHUM
MaTepuajabl HANpPaBIAIOTCS B DKCHEPTHBIA COBET Uil MPUHSATHUS pelieHus o0 oTkaze u
MPEKpalIeHUN SKCIEPTU3bl MEIUIIMHCKOTO W3NS CcOoryiacHO NyHKTy 141 Hactosmmx
[TpaBu.

150. Tlo pesynapraTam 1abOOPaTOPHBIX HUCHBITAHUM MEAULMHCKOTO H3AETUS
UCTIBITATENIbHOM JTabopaTopuel COCTaBJISETCA MPOTOKOJ HCIBITAHUN MO (OpPME COTIACHO
MpUI0KEeHUIO 35 K HacTtosamuM [IpaBunam.



151. Tlpu HEBO3MOXXHOCTH TPOBEACHUS JTa0OPATOPHBIX HCIBITAHHN 00pa3IoB
MEIUIIMHCKUX U3JeUNA B HCHBITATEILHONU J1a0OpaTOPUU TOCYAapCTBEHHOM SKCIEPTHOU
OpraHU3allly M0 OTJEIHHBIM IMOKA3aTEeNsIM, YKa3aHHBIM B cepTrduKaTe (IPOTOKOJIC) aHaATu3a
POU3BOAUTEINSI, TAKHE HCIBITAHUSA OCYIIECTBISAIOTCS B CyOKOHTpPAaKTHOW J1abopaTopuu Ha
OCHOBaHUU JIOTOBOPA MEXKIY SKCIEPTHOM opraHu3anueil u cyOKOHTpaKTHOM abopaTropueit
CorjacHo 3aKoHoJaTenbcTBY PecnyOnuku KazaxcTan o rocyapCcTBEeHHBIX 3aKyIKax.

152. B cnyyae oTCyTCTBUS CyOKOHTPAKTHOU J1la00opaTOpuu, MPOBOJIAIICH UCIIBITAHUE
MEIULMHCKOTO U3JIENINS, TOCYIAPCTBEHHAs SKCIIEPTHAS OpPraHU3alMs IPU3HAET Pe3yJIbTaThl
7a00paTOPHBIX MCHBITAHUN MO OTIAEIbHBIM IOKa3aTessiM, yKa3aHHbIM B cepTudukare (
IIPOTOKOJIE) aHAJIN3a MPOU3BOJUTEIIS.

153. [Ipu HEBO3MOKHOCTH MPOBECHUS 1a0OPATOPHBIX UCIBITAHUN 00pa3loB U3AEIUN
MEIUILMHCKOTO Ha3HAYEHUSI B UCIBITATEILHON J1a0OPaTOPUU TOCYAAPCTBEHHOW SKCIEPTHON
OpraHM3allil B CBA3M C HEBO3MOXKHOCTHIO COOJIIOJIEHUS] YCJIOBUN TPAHCHOPTUPOBKHU
yKa3zaHHbIX 00pa3ioB Ha Tepputoputo PecnyOnuku KazaxctaHn u (WiM) X XpaHEHUH,
OTCYTCTBUM CIEHHAIBHOTO OOOpPYJIOBAaHUS M PACXOJHBIX MaTepHUAIOB B JKCIEPTHOU
OpraHu3aliy, a TaKXKe, €CIM HOPMATUBHBIMU JTOKYMEHTAaMH IO KAa4eCTBY IPOAYKIIUHU
YCTAHOBJICHBI UCIIBITAHUS, CBSI3aHHBIE C OOJBIIMMHU 3aTpaTaMU CPEJCTB MPOU3BOIAUTEINS,
JIOPOTOBU3HOM 00pa3IoB, ¢ oOpa3iiamMu, TPeOYIOIMMMHU 0COOBIX YCIOBUM TPAHCIIOPTUPOBKH,
creruguueckoro o00pyA0BaHUS U BCIIOMOTATEIbHBIX CPEICTB JIaOOpaTOPHbIE UCIBITAHUS
IPOBOJATCS B MPUCYTCTBUM MpPEACTAaBUTENICH IKCIEPTHOM OpraHu3aluu B JabopaTopuu
KOHTpOJISI KauyecTBa IPOM3BOJAUTENS WM B KOHTPAKTHOW J1a0OPATOPUU, HCIIOJIB3YEMOU
IPOU3BOUTETIEM.

154. Ilpu skcniepTr3e MEIUIIMHCKUX U3JIENIUM, MPOU3BEICHHBIX HA OCHOBE TpaHcdepa
TEXHOJIOTUH J1a0OpaTOPHBIE HCTBITAHUS MPOBOISTCS MUCTAHIIMOHHO C TOJTBEPKICHUEM
IeOJIOKAMU U C YYaCTUEM IIPEACTABUTEIICH TOCYIapCTBEHHOM DKCIIEPTHON OpPraHMU3alluy B
7abopaTopuy KOHTPOJS KayecTBa MPOW3BOJUTENS WIM B KOHTPAKTHOW jabopaTopuw,
HCIIOJIb3YEMOU MPOU3BOAUTENEM.

155. Ilpu opranuzanuy W MPOBEACHUM CAHUTAPHO-NPOTUBOAMUIAEMUUYECKUX H
CaHUTAPHO-NIPOPMIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAaHUYUTEIBHBIX
MEpPOIPUATHIA, B TOM YHCJI€ KAPAHTUH, IKCIIEPTHBIE paOdO0ThI 3aBepLIaAlOTCs 0€3 1a00paTOPHBIX
UCIIBITAHUM B J1a0OpAaTOpPUM KOHTPOJISI KAadecTBAa MPOU3ZBOAMUTENS WM B KOHTPAKTHOM
1abopaTopuu, UCIOJIb3YEMOU MTPOU3BOAUTEIIEM.

156. Ilo pesynbraram J1abOpaTOPHBIX UCTIBITAHUM COCTABIISIETCSI OTUET O pe3ysibTaTax
MPOBEICHUS JTAOOPATOPHOI'O UCTIBITAHUS B JIAOOPATOPUH KOHTPOJIS Ka4yeCTBa MPOU3BOIUTEIS
WIM B KOHTPAKTHOU J1TaOOpaTOpHH, UCIOIb3yeMON MPOU3BOIUTEIEM COTJIACHO MPHIIOKEHUIO
36 k HactosiuuM [IpaBuiiam.

ITaparpad 4. ITopanox popMupoBaHAS Pe3yIHTATOB IIPOBEACHHOH AKCIEPTU3HI METUIIMHCKOTO
H3NCIHsS



157. Tlo OKOHYaHWU CHEHUATIU3UPOBAHHON SKCIEPTU3Bl YCIYTOMOIyYaTelb
COTJIAaCOBBIBAET C I'OCYJAPCTBEHHOW SKCHEPTHOM OpraHu3alueil B 3JIEKTPOHHOM BHUIE IO
WHJIMBUAYAJIIBHOMY MApOJII0 Yepe3 €ro "Iu4HbIi KaOUHET" WK MyTeM NPeA0CTaBICHUS JINCTa
COTJIAaCOBAHUSI CBEJACHUS O MEIMIIMHCKOM WU3JCIUU, a TaKXe HTOrOBBIE JOKYMEHTHI:
MHCTPYKIIUIO 110 MEAUIIMHCKOMY MPUMEHEHHUIO U MApKUPOBKU MAKETOB YIAKOBKH, 3TUKETOK,
CTHUKEPOB), B TOM YHCJIE€ KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX B JOKYMEHTaX M Marepuajiax
MPECTABICHHBIX 3asIBUTENIEM Ha SKCIEPTU3Y MEIUIIMHCKUX U3ACIHI B CICAYIOIIUE CPOKHU:

1) mpu SKCHIEepTU3€ MEIUIMHCKOTO M3JENHs, B TOM YHCIIe HE TpeOyIolel mpoBeaCHUS
Ja00pATOPHBIX UCIBITAHUNA HE3aBUCUMO OT KJacca MEAMIIMHCKOTO U3JENIHs, MPU BHECCHUHU
M3MEHEHUW B PETUCTPAIIMOHHOE JOChE MEIMIIMHCKOTO wu3Aenus (06e3 mpoBeneHus
71a00paTOPHBIX UCTBITAHUHN), TIPU BHECCHUU M3MEHEHUM Tuma | B perucTpaimoHHOEe T0ChEe
MEIHUITMHCKOTO w31enusi (C MpOBeICHUEM J1abOpaTOPHBIX HCIBITAHWH) - B CPOK HE
npesbimaromuii 10 (1ecsith) pabodyux JTHEH;

2) npu yCKOPEHHOM IKCHEPTU3E MEAULIMHCKOTO M3MENHS, a TaKKe MPHU IKCIEPTU3E
MEIHUIIMHCKOTO W3IENUs, MPOU3BEIAEHHOIO U 3apErHCTPUPOBAHHOTO PETYJISITOPHBIMU
opranamu ctpan CIIIA, EBpomneiickoro cor3a, Benukooputanuu, Anonuwn, IIBeitnapuu,
HOxnoit Kopeu, Typuuu (ceptuduxarst FDA, cepruduxarsr EBponerickoro Coroza —
CE-marking, BenukoOputanuu, SlnoHun) - B CpoK HE NPEBBILIAIOMINN 5 (MITh) pabouux IHen

[Ipu BBISIBJIEHUU HECOOTBETCTBHS OOHOBJIEHHS UTOTOBBIX JJOKYMEHTOB YCIYrONOMy4daTesb
OJTHOKPATHO HAmNpaBIISIET MOCPEICTBOM HH()OPMAIMOHHOW CHCTEMBI YIOJIHOMOYEHHOTO
opraHa nMchbMO C YBEJIOMJICHEM O HECOOTBETCTBUU U MPUKIIAJAbIBAET KOPPEKTHBIE UTOTOBBIC
JOKYMEHTHI B TEUEHHE CPOKa, YCTAaHOBJIEHHOTO HacTosimuMu [IpaBunamu.

B ciyuae oTcyTCTBUSL cOTrlacOBaHMS YCIYTONOJydaTeIeM B CPOKM YCTAHOBJICHHBIC
HacTosUUM NyHKTOM IIpaBun 3akitoueHue o O€30MacCHOCTH, KayecTBE U 3(PPEKTUBHOCTH
MEUITMHCKOTO U3/1enus (hopMupyercs 6e3 ero coriiacoBaHus.

158. IN'ocynapcTBeHHast 3KCHEpTHAS OpraHu3alus MPOBOAUT MPOBEPKY MPEACTABICHHON
uH(GOPMaLIMU yCIIyTONOMy4YaTeNIeM, a TAK)Ke MPH BbISIBICHUH HECOOTBETCTBUS KOPPEKTUPYET
3aHECEHHbIC JaHHbIE, OOHOBJSET UTOTOBBIE JOKYMEHTBHI M COCTAaBIISIET 3aKIIOYEHUE O
Oe3omacHOCTH, KadecTBe M A(PHEKTUBHOCTH MEAUIMHCKOTO H3JIeNUs, 3agBJICHHOTO Ha
AKCIEPTU3Y COTJIACHO MpuiokeHuro 38 k HactosmuMm I[IpaBuiam u 3aKiIlOYEHHE O
0e30macHOCTH, KauecTBe U APHEKTUBHOCTH MEIUIIMHCKOTO H3JIeNIUS 3asBICHHOTO Ha
HKCHEPTU3Y B LEIAX BHECEHHUs H3MEHEHMIl B PETrUCTPAallMOHHOE JO0ChE COIJIACHO
npuiioxennto 39 k Hactosmum [IpaBunam B clieayronye CpoKu:

1) npu sxcnepTU3e MEIUIUHCKOTO U3/ENHs, B TOM YHCIIe He TpeOyroeil npoBeaeHUs
7a00paTOPHBIX UCTBITAHUNA HE3aBUCHMO OT KJIacCa MEIUIIMHCKOTO U3JIEIusl, IPU BHECEHUU
U3MEHEHUI B PETHUCTPALMOHHOE JOChE MEIMIMHCKOro wu3aenus (0e3 mnpoBeneHUus
71a00paTOPHBIX UCIBITAHUMN), TP BHECEHUH U3MEHEHUM TuIa | B perucTpanuoHHOE J0Che
MEJIUIMHCKOrO Mu3JeIusl (C MpOBEACHUEM Ja0OPATOPHBIX HMCHBITAHUN), a TaKXe MpH



YCKOPEHHOM 3KCIEePTU3€ MEIUIIMHCKOTO U3JENHs — B CPOK He mpeBblimaromui 10 (mecsTs)
pabounx JHEH;

2) mpu dKCOEPTU3E MEIAUIIMHCKOTO U3JIEINHUs, IPOU3BEECHHOTO U 3apETUCTPUPOBAHHOTO
perynstopubiMu opranamu ctpan CIIA, EBporneiickoro coro3a, Benukoopuranuu, Snonuu,
HIsetinapun, KOxnoit Kopeu, Typuun (cepruduxatet FDA, ceprudukars EBpomnelickoro
Coroza — CE-marking, Benukobputanuu, SInoHuM) - B CpOK HE MpeBBIMIAIONINNA 2 (1Ba)
pabouux JHS.

159. T'ocynapcTBeHHasi SKCHEPTHAsT OpPraHU3alus MOCPEACTBOM HMH()OPMAIIMOHHOM
CUCTEMBI YIIOJHOMOYEHHOTO OpraHa HalpaBJIieTCs] B 3JIEKTPOHHOM BUJIE B aBTOMaTHYECKOM
peXUME B rOCYyAapCTBEHHBIN OpraH:

1) 3akitoueHue o 6€30MacHOCTH, KauecTBe U 3PHEKTUBHOCTH MEAUITUHCKOTO U3ICIHS;

2) MHCTPYKUHUIO 110 MEIUIIMHCKOMY MPUMEHEHUIO MEIUIIMHCKOTO U3/IeNs Ha Ka3aXCKOM
U PYCCKOM f3bIKax, pa3paldaThiBaéMyl0 B COOTBETCTBHMU C TMpUKa3zoM MuHHCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 10 centsiopst 2020 roma Ne KP JICM-101/2020
"OO6 yrtBepxkaenuu [IpaBun cocraBieHus 1 0HOPMIICHUS UHCTPYKIIUU 1O MEIUIIUHCKOMY
MIPUMEHEHUIO JIEKAPCTBEHHBIX CPEJICTB U MEAMIIMHCKUX U3JEIUN U O0IIeH XapaKTepUCTUKHU
JIEKapCTBEHHOTO cpeAcTBa" (3aperucTpupoBaH B PeecTpe rocynapcTBEHHOW perucTpaiivii
HOPMATHUBHBIX IPABOBBIX akTOB 1o Ne 21200);

3) MakeThl yIaKkOBOK, 3TUKETOK, CTUKEPOB MEJUIIMHCKOTO H3JETHUs, COTJIACOBAHHBIX
roCyJJapCTBEHHOM 3KCIIEPTHOM OpraHU3allel Ha Ka3aXCKOM U PYCCKOM SI3BbIKaX.

160. IIpu rocy1apCcTBEHHOM PETUCTPALMA U MEPEPETUCTPALIMNA MEAULIUHCKUX U3ICITUN
BbIIa€TCS 0€CCPOUYHOE PETUCTPAIIMOHHOE YIOCTOBEPEHUE.

161. B ciydasix OoTpULIATEIbHOTO 3aKJIIOYEHUS O O€30MacCHOCTH, KauyeCTBE H
3¢ (PEKTUBHOCTH MEIMIIMHCKOTO W3JACNHS WA OT3bIBAa YCIYTOMoJydaTelieM 3asBIICHHUS Ha
DKCHEPTU3Y IOCJIE€ HAaYaJla MPOBEACHUS JKCIIEPTU3bI, CYMMa, OIUIAaY€HHAas 3a IPOBEICHUE
AKCHEPTHBIX PadOT, YCIYTrONOIy4YaTeI0 HE BO3BPAILIAETCS.

162. Ilocnme 3aBepuieHUs NMPOLEAYPHI IKCIEPTHU3Bl TOCYIAPCTBEHHAsI JKCIIEPTHAs
opranuzamust GOpPMHUPYET AIEKTPOHHBIA APXUBHBIN IK3EMIUISIP PETHCTPAIIMOHHOTO JOChHE,
coJiepalluil MpeACTaBICHHbBIE 3asBUTENIEM MaTepUalibl, Pe3yJbTaThl dKCHEPTU3bI (OTUET
HayaJlbHOM SKCMNEPTU3bl WM OTYET HAyaJbHOM SKCIEpPTU3bl MU3MEHEHHUH, BHOCHUMBIX B
PETUCTPALMOHHOE JOCh€ MEIUIMHCKOTO W3NS, NPOTOKOJ HCIBITAHUM; OTYET O
pe3yibpTaTax MpOBEAEHUs JIaDOPATOPHOTO HCHBITAHUS B J1a0OPATOPUU KOHTPOJISL KayecTBa
MIPOU3BOAUTEINS UJIM B KOHTPAKTHOM J1aOOPaTOPUH, UCTIOIB3YEeMON MPOU3BOAUTENIEM; OTYET
CHEeUATU3UPOBAHHON 3KCIEPTU3bl MEIUIIMHCKOTO U3JEHs), 3aKI0UeHne 0 0€30MacCHOCTH,
KadecTBe UM A(OPEKTUBHOCTH MEIUIMHCKOTO W3S, WHCTPYKIHIO MO MEIUIUHCKOMY
NPUMEHEHHUIO METULIMHCKOTO U3JEIMS, MAKEThI YIIAKOBOK, STUKETOK, CTUKEPOB.

Bo Bpems AeiCTBHS perucTpalMOHHOTO YAOCTOBEPEHHUSI apXHUBHOE PErMCTPALMOHHOE
J0ChE, AOTOJIHAETCS KOMUAMHU PETUCTPALIMOHHBIX YIOCTOBEPEHHI O BHECEHUH U3MEHEHUH CO
BCEMU MPUIOKEHHBIMU JIOKYMEHTAMU 3asBUTEIS B AJICKTPOHHOM BUJIE.



PerucrpaninoHHOE 10CHE XPAaHUTCS B AJIEKTPOHHOM apXHMBE T'OCYIAPCTBEHHON SKCIIEPTHOM
opraHuzanuu ¢ coOirogeHueM  TpeOoBaHMH  KOH(QUAEHIMAIBHOCTH, KpOME
AKCILTYyaTalMOHHOIO JIOKYMEHTA UM MHCTPYKIMHU 110 MPUMEHEHUIO0 MEIULIMHCKOTO U3ENHS,
PYKOBOJICTBA IO CEPBHCHOMY OOCIYKHMBAHUIO, JAaHHBIX O MAapKHUPOBKE U YMaKOBKE (
MIOJIHOLBETHBIE (C YKa3aHWEM KOJIMPOBKHU LIBETA) MAKETHI YIIAKOBOK M 3THUKETOK) HE3aBHCHMO
OT pe3yJIbTATOB SKCIEPTHU3BI.

PerucrpaimonHoe 10cbe MEUIMHCKOTO U3IENUs Ha 3JEKTPOHHOM HOCHUTENE XPaHUTCS
10 (necsth) JeT.

ITaparpad 5. ITopsamok perucTpamun, BHECEHHA H3MEHEHHS B IIEHY MPOH3BOAUTENA HA H3ICIIHE
MEeIMIUHCKOr0 Ha3HA9CeHUA WM MEAUITMHCKOE H3/eHe A1 JUArHOCTUKY BHE XKUBOT'O OpraHu3Ma
(in vitro), mpousBoaMMEIe Ha TeppuTopuu PecmyOnmku KazaxcraH B paMKax JOITOCPOYHBIX
JIOTOBOPOB IIOCTaBKH, 3aK/II0Y€HHBIX ¢ EXUHBIM THCTpHOBIOTOPOM

163. B nepuon hbopmMupoBaHus pe3yabTaTOB MPOBEIECHHON SKCIEPTU3bI MEIUIIMHCKOTO
M3ENus TOCYJapCTBEHHAS SKCIIEPTHASI OPTaHU3AIMS OCYILIECTBISECT PETUCTPALIMIO, BHECEHUE
M3MEHEHUS B IIEHY MPOU3BOAUTENS U3JEAUS MEAUIMHCKOTrO u3aenusa (nanee — UMH) unu
MEUIIMHCKOTO U3JEIHs JIJIsl TUarHOCTUKHU BHE )KMBOTO OpraHu3mMa (in vitro), mpou3BOIUMbIC
Ha Tepputopun PecmyOmmku KazaxcraH B pamkax JOJTOCPOYHBIX JIOTOBOPOB IOCTABKH,
3aKJIIOYEHHBIX ¢ ENUHBIM AUCTpUOBIOTOPOM (J1ajiee - MEIUIMHCKOE U3JAENHE Ui In Vitro
IUArHOCTUKH) B Ccpok He mo3aHee 10 (mecsaTh) paboumx AHEH cO JHSA MPEIOCTaBICHUS
YCIIyTonoaydaTeseM 3asBJICHHs 10 (opMe COTIACHO MPUIIOKEHHIO 2 HacTosmux [IpaBun u
JOKYMEHTOB TI0 (hOpMe U MEPEeUHI0 MPEAYCMOTPEHHBIMU MNPUIOKEHUEM 3 HACTOSIIUX
[IpaBun, mocpeacTBoM HHPOPMAITMOHHON CUCTEMBI YTIOJTHOMOUYEHHOTO OpraHa.

164. PerucTtpamus 1eHBI, BHECEHHE H3MEHEHMs LEeHY npouszBoautens MU
OCYIIIECTBIISIETCS B HAIMOHAILHOW BamoTe PecrmyOnumkm Kaszaxcrtan (mamee — TeHTe) |
BKJIIOYAET B ce0s aHAIM3 1IEH HAa TOPrOBOE HAMMEHOBAHUE U TEXHUUYECKYIO XapaKTEPUCTUKY
NMH, ocHoBaHHAas Ha NOPEACTABICHHBIX YCIYTOMOJydaTeleM LEeHaxX MPOU3BOJUTENS, C
y4€TOM KOMIUJIEKTHOCTH, BHJIa U THUIIOPAa3MEPHOTO pA/a, a Takke (HaKTUUYECKOH IICHBI
noctaBok B PecnyOnuky Kazaxcran.

165. Ilenst Ha UMH B pamkax 'OBMII u (mim) B cucteme OCMC peructpupyrorcs,
BHOCSITCSI U3MEHEHHS, 32 OJIHY €IMHUILY U3MEPEHHUsI C y4eTOM (PaCOBKHU, KOMIUIEKTHOCTH WJIU
MEePBUYHON yNMaKOBKH (TJIACTBIPh, MITIPHII, TAKET, TyOa, HA0Op, KOMIUIEKT, MaHelb, KacCeTa,
KapTpUIK), TPOU3BOAUTENSI U perucTpauroHHoro ynocroepenus UMH Ha naty mopaum
3as1BJICHUS O PETUCTPALINU, BHECEHHS] U3MEHEHUS B LICHY MMPOU3BOIATEIIS.

166. B ciydae ecim B paMKax OJHOTO PErHUCTPANUOHHOTO YIAOCTOBEPEHHS
3apETUCTPUPOBAHO HECKOJBKO BapuaHTOB wucnogHenus HWMH, ycayromomydarens
MPEIOCTABISACT 3asBIICHUE OTHAEJIBHO JJIs Ka)KJI0r0 M3 €ro BapUAHTOB HUCIIOJHEHUS 3a
€IMHUILY U3MEPEHHUS.



167. Ceenenust 00 UMH yka3piBatoTcs B 3asBJIGHUU B COOTBETCTBUU C PETUCTPAIITMOHHBIM
YAOCTOBEPEHUEM HA MEAUIIMHCKOE U3/IENHE.

168. IIpu KoOHBEepTALlMK HHOCTPAHHOM BaJIOTHI LIEH B 3asIBJICHUH, a TAKKE B JOKYMEHTAX,
NOATBEPKAAIOMUX (HAaKTUUECKYI0 II€HY MOCTaBOK KONMHUAX HWHBOMca (HAKIaIHOW) WIH
cueT-(akTyphl, a TAK)KE€ B KOHTPAKTE WIH I0TOBOpe O nmpuobperennn MU B HallMOHANIBbHYIO
BamtoTy Pecriybnuku Kazaxcran ucnonb3ytoTcst opuiuaibHble KypChl HHOCTPAHHBIX BAIIOT B
CpeHeM 3a Mecsl], MPEAIIeCTBYIONIMN Mojaue 3asBiIeHUS (CpeIHUl OOMEHHBIN Kypc)
Hammonaneaoro banka Pecny6nuku Kazaxcran.

169. B ciyyae orcyTcTBUS 0ULHUATBLHOTO Kypca BaIIOT B IEPEUYHE NHOCTPAHHBIX BAJIOT,
yTBepKIeHHOM ntocTaHoBiienueM [IpaBnenns HanmonansHnoro banka PecnyOnuku Kazaxcran
ot 24 aBrycta 2012 roga Ne 242 "O6 yrBepxaeHuu [IpaBun yctaHoBieHUs: 0(pUIIMAIBHOTO
Kypca HalnMOHaJIbHOW BamioThl PecmyOmmkm Kazaxcran k wuHOCTpaHHBIM BamoTam" (
3aperucTpupoBaH B PeecTpe rocygapcTBEHHON perucTpali HOPMaTUBHBIX MPABOBBIX aKTOB
non Ne 7977), undopmanus o 1eHe B peepeHTHBIX CTpaHax MOJAaeTcs B JloJIapax
Coenunennbix IItaToB AMEpPHUKH COTJIACHO pAacyeTHOMY Kypcy oIepauui 3a
MPEALIECTBYIOIINNA MECALL, MPEAOCTAaBICHHbIX Ka3HauelcTBoM Opranuzanuu O0beAMHEHHBIX
Hamwii, Ha caiite https://treasury.un.org.

170. Jnst peructpauuu UEHbl IPOU3BOAUTENS MEIUIMHCKUX U3/CIINN, YCIyTronoayyaTelb
MOCPECTBOM HH(OPMAIIMOHHON CHUCTEMBl YHMOJHOMOUYEHHOI'O OpraHa IpeloCTaBiseT B
rOCyJJapCTBEHHYIO DKCIEPTHYIO OPraHU3alHIO CIECIYIOIINE T0KYMEHTBI:

1) TOKyMEHT, NOATBEPAKAAFOIINI IPABO YCIYTONOdydaTessl OCYIIECTBIATh PETUCTPALIUIO
LEHbI WM BHECEHUE U3MEHEHHUS pAHEE 3apErUCTPUPOBAHHOM LIEHBI TPOU3BOIUTENA B paMKaxX
I'OBMII u (unu) B cucreme OCMC (misi MHOCTPAHHBIX MPOU3BOAUTENCH HOTapUaIbHO
3aBEpEHHas  allOCTHUJIMPOBAHHAs  WJIM  JIETAJIUM30BaHHasg  JOBEPEHHOCTbh  OT
3aBOAA-TIPOU3BOIUTEINS).

2) 3asBIICHHE 110 (JOpME COTIaCHO IMPHIIOKEHHIO 2 K HacTosmuM [IpaBuiam.

IIpu BHECEeHUN HU3MEHEHUs B 3aperUCTpUpPOBaHHYIO LieHy npowussoaurens UMH, k
3asIBJICHUIO IPUJIATAI0TCS CIAEAYIOIIHNE TOKYMEHTHI:

JI1s1 oTeueCTBEHHBIX IPOU3BOAUTENEH B cilydae peann3anuu 3assisiemoro UMH B npyrue
cTpaHbl 3a 12 (ABeHaAlaTh) MeCSUEB, MPEALIECTBYIOIIMX JaTe IMOJayd 3asBJIICHUS Ha
peructpanuio, Tu00 BHECEHHUS H3MEHEHHS B paHee 3apEeTUCTPUPOBAHHYIO IIEHY
MPOU3BOJIUTENS MEAUIMHCKUX HM3JI€TUH, YCIyronoyiy4aTeilb MNPeJoCTaBIsSeT CleayOIui
MAKET JOKYMEHTOB:

1) undpopmanus o GakTUUEeCKON 1IeHEe MOCTaBKU C YKa3aHHEM CCBhUIKM Ha BeO-mopTal
3akynok EauHoro auctpuObioTOpa, ¢ MpeAoCTaBICHUEM MOATBEPKIAIOUUX JOKYMEHTOB (
IPOTOKOJ, JOTOBOpP 3aKyna W (WJIM) JOTOBOpP MOCTaBKM) MOCJIEAHEro 3akyma 3a 12 (
JBEHAIaTh) MECSLEB, IPEAIECTBYIOIIUX J1aTe O1a4y 3asBJICHHUS.

2) uadopmarus o paKTUUECKOM IIeHe MOCTaBKU C YKa3aHHEM CCBHUIKM Ha BeO-mopTal
roCyapCTBEHHBIX 3aKYIIOK, C IPEAOCTABIEHUEM MMOATBEPKIAIOIINX JOKYMEHTOB (ITPOTOKO,



JIOTOBOD 3aKyTia U (WJIM) J0TOBOP MOCTABKM) MOCIEIHET0 3aKyma 3a 12 (1BeHaaaTh) MecsIeB
, IPEIIECTBYIOIIMX AaTe MOJauH 3asiBJICHUS.

B cimydae orcyTcTBHS (paKTHUYECKHX ITOCTABOK IMOCJICAHET0 3aKyma 3a 12 (IBeHaamaTh)
MECSIIEB, MPEANIECTBYIONIMX /aTe€ MOJIayu 3asBICHHUS, YCIyronoiayyaTeiab MOATBEPKIAET
OTCYTCTBUE (DaKTUUYECKUX TIOCTABOK TMOCJIEAHEro 3akyna Ha (upMeHHOM OlaHKe
yCIIyTOnoJIy4yaTensi, 3aBEPEHHOM MOANKCHIO0 YIIOJTHOMOUYEHHOTO JIMIA YCIyTOMOIyYaTeis.

3) undopmanus o paKTHUECKH MTOHECEHHBIX PacXo0/axX Ha OLIEHKY KauyecTBa B paMKax
I'OBMII u (nnn) cucreme OCMC Ha upMeHHOM OJIaHKE YCIyTOIMOIy4aTesl, 3aBEepEHHOM
MOAMKUCHI0 YIOJHOMOYEHHOr0 JiMla, Mo (OpMeE COINIACHO MPUIOKEHUIO 42 K HACTOSAIIUM
[IpaBunawm;

4) nadopmaiusi ¢ MOATBEPKIAIOIMUMHU TOKYMEHTaMU (KOHTPaKT, UHBOWC) O ILEHaX
MEIMIMHCKUX W3JIeNIUii, pealu3yeMbIX B JIPYruxX cTpaHax 3a 12 (ABeHanlaTh) MECSIIEB,
NPeAIIeCTBYIOMMX JaTe MOJIayu 3asBICHUS HA PETUCTPAIMIO JIMOO BHECEHUS U3MEHEHUS B
paHee 3aperuCTpUPOBAHHYIO LIEHY POU3BOAUTEINS MEIULUHCKUX U3/1EIUN.

B ciryuae oTCyTCTBHS peanu3aliu B IPyrUX CTpaHaX, YCIyromnoay4darellb NOATBEPKAAET
OTCYTCTBHUE pealu3aluu Ha ero ¢GUpPMEHHOM OJlaHKe, 3aBEPEHHOM MOJMHUCHIO
YIOJIHOMOYEHHOTO JIMIA YCIYTrOnoy4daTes.

JIn1 MHOCTpaHHBIX MPOU3BOAMUTEIIEN B Cilyyae BBO3a MEAUIMHCKUX U3IACIUN Ha
tepputopuro Peciyonukn Kazaxcrad mocsiae peructpanuy [HeHbl Ha MEAUIIMHCKHUE W3/1eNus,
yciayromnoiydarenb B TedeHue 60 (1mecThiaecsT) KaJeHAapHBIX JHEH cOo JHS BBO3a B
00s13aTeIbHOM TMOPSAKE BHOCUT HU3MEHEHHE B paHee 3aperucTPUPOBAHHYIO IEHY
IPOU3BOJUTENS, TPEAOCTABIISASA CAEAYOIINE JOKYMEHTHI:

1) xomusi TOKYMEHTOB, MOATBEPXKIAIOIIMX LUEHY MEAULUHUHCKUX M3AeIUi (KOmuu
WHBOMCOB (HaKJIaJHOW), cueT-(QakTypsl 3a mocieaHue 12 (mBeHaaaTh) MecsieB (mpu
HallMuyuu (PAKTUUYECKUX IIOCTABOK), C yKa3aHHMeM (PaKTUYECKON IIeHbl IOCTAaBKH, 3a
HCKJIIOUYEHHEM CIIy4aeB BBO3a HA OCHOBAHUSIX, PEAYCMOTPEHHBIX MOJNYHKTOM 4) CTaThbu
252 Konekca.

B ciyuae oTcyTcTBUS (paKTHUECKHX MOCTABOK 3a Mociennne 12 (IBeHaaaTb) MECsIEB,
NPEIOCTaBISIOTCS KOMMK IOKYMEHTOB 3a MpeAblAyuii nepuos 12 (a1BeHaanars) MecsIieB.

[Ipu oTCyTCTBUM (PAaKTMUECKUX MOCTABOK 3a YKa3aHHBIM NEPHUOJ, YCIyTronoaydyaTeab
MOJATBEPK/IaeT OTCYTCTBHME BBO3a Ha CBOEM (PUPMEHHOM OJIaHKE, 3aBEPEHHOM IOJITUCHIO
YIOJIHOMOYEHHOTO JIMIA YCIYTronoay4daTes.

Kpome Toro, rocyjapcTBeHHast SKCIIEpTHAsI OpTraHU3aLMs [P aHAJIU3€E UCIIOIb3YET KOITUU
MHBOWCOB (HaKJIAJHBIX) WK cUYeT-(aKTyp, IPEAOCTABICHHBIX JJIA MPOXOXKIACHUS OLEHKH
Ka4yecTBa JICKAPCTBEHHBIX CPEACTB M MEAULMHCKUX H3JENUM, 3apEeruCTPUPOBAHHBIX B
Pecny6nuke Ka3zaxcras.

2) xonusl TAMOKEHHOM JIEKJIapalliy K IOKYMEHTY, YKa3aHHOMY B MOJITYHKTE 1) MyHKTa
170 nactrosamux [IpaBun (111 ”HOCTPAHHBIX MPOU3BOIUTENEH);



3) Komus KOHTPAKTa WJIM JOTOBOpPAa O MPUOOPETCHUU MEAHUIIMHCKUX U3JEIUN OT
3aBOAA-MPOU3BOAUTENS (HOTApUAIBHO 3aBEPEHHAS KOIIHSA).

4) nadopmarusa o HaKTHIECKON IIEHE MOCTAaBKH ¢ YKa3aHHEM CCHUIKM Ha BeO-IOpTaj
3aKyrnok EnuHOro auctpuObioTOpa, ¢ MPEIOCTABICHUEM MOJATBEPKAAIONIUX JOKYMEHTOB (
MPOTOKOJI, JIOTOBOp 3aKyma W (WJIM) JOrOBOpP MOCTABKHU) MOCJIEAHETro 3akyma 3a 12 (
JIBEHA/IATh) MECSIIEB, IPEIIECCTBYIONIUX JIaTe MO1aYy 3asBJICHHUS.

5) undopmanus o paxkTUYECKON LIEHE MOCTABKU C YKa3aHUEM CCBUIKH Ha BeO-mopTai
roCyJapCTBEHHBIX 3aKYTIOK, C MIPEAOCTABICHUEM MOATBEPKIAIONINX JOKYMEHTOB (ITPOTOKO,
JIOTOBOP 3aKyTna U (WJIM) I0roBOP MOCTABKH) MOCIEHEro 3aKkymna 3a 12 (1BeHaaaTh) MecsIeB
, IPEJIIIECTBYIOIINX /1aT€ MMOJJaYu 3asIBJICHUS.

B cinydae orcyTcTBUS (paKTHUECKHMX MOCTABOK MOCJEAHEr0 3aKymna 3a 12 (ABeHaanaTh)
MeCSIEB, MPEAIIECTBYIONIMX JaTe MOJauyd 3asiBJICHUS, YCIYronoiaydaresib MOATBEPKIaeT
OTCYTCTBUE (hAaKTUYECKUX MOCTABOK IOCIEJHEro 3aKyna Ha ero (upmeHHOM OlaHKe,
3aBEPEHHOM IMOANKCHIO YIOJTHOMOYEHHOTO JIULA YCIYTOMOIyYaTesl.

['ocynapcTBeHHast SKCHEpTHAs OpraHU3alus MPOBOJUT CPABHEHHUE IMPEIOCTABICHHBIX
JAHHBIX yCJIYTOnmojiyyaTeleM Ha COOTBETCTBUE TpeOOBaHUSAM HacTosux [IpaBui u 1aHHBIX
W3 UHTETPUPOBAHHON MH(MOPMAITMOHHON CUCTEMBI TAMOXXEHHBIX OPTaHOB.

171. Ilpum HaIM4YUM PETUCTPALMOHHOTO YJIOCTOBEPEHUS U OTCYTCTBUHU
3apEeruCTPUPOBAHHON I[EHBl WM BHECEHUS U3MEHEHHS B IIEHY YCIyromojiyyaTelb MOAaeT
3asBJICHUE Ha PErUCTPAIMIO UM BHECEHUE M3MEHEHHUs B IIEHY MPOU3BOAUTEINS MO (GopMme,
COTJIACHO MPUJIOKEHUIO 2 K HacTosmuM [IpaBuiaMm ¢ npunokxeHueM TOKYMEHTOB, YKa3aHHBIX
B myHkrte 170 [IpaBu.

172. s UMH, cpok IelcTBUs perucTpaiioOHHOIO YAOCTOBEPEHUSA KOTOPBIX HA MOMEHT
MO/Iauy 3asiBJICHUS UCTEK, BBE3EHHBIX Ha Tepputopuio Pecybnuku Kazaxcran 1o ucredenus
CpoKa JeHUCTBUSI PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS OCYIIECTBIISIETCS HA OCHOBE CBEJICHUM O
neHax (paxkrumueckux mocraBok B PecmyOnumky Kaszaxcran 3a mocinemnue 12 (nBeHanmarTh)
MECSIIIEB JIEUCTBUS PETUCTPALIMOHHOTO Y I0CTOBEPEHUSI.

[Ipu oTcyTcTBUU (paKTHYECKUX TOCTABOK 3a MocieaHue 12 (IBeHaIIaTh) MECAIECB,
NPEIOCTaBISIOTCS KOMMK IOKYMEHTOB 3a MpeAblAyuii nepuos 12 (a1BeHaanars) MecsIieB.

173. B cnydae orcytcTBUs (haKTUUECKUX MOCTABOK B TeueHUE 24 (ABaaLIaTh YETHIPE)
MECSILIEB 10 W3MEHEHUS 3aperuCcTPUPOBAHHON I1I€HBI, 3aperucTpUpOBaHHAS II€HA
PEeTUCTPUPYETCSd UM BHOCUTCS HM3MEHEHHUE B paHEE 3aperUCTPUPOBAHHYIO IEHY
npousBoautesis UMH Ha ocHOBaHMHM KOHTpaKTa WM JOTOBOpa o0 mpuodbperennn UMH.

[Ipu srom nns UMH, npousBenennsix B PecyOnuke KaszaxcraH, nmpegocTaBisitoTCs
JIOKYMEHTBI O HAIMYUU 3aBJICHHOTO 00beMa - KOIUs cepTUrKaTa COOTBETCTBUS MPOTYKIIHH
, st BBO3UMBIX IMH - xomus TaMOKEHHOM JAeKIapaluu.

174. T'ocynapcTBeHHas 3KCIEPTHAST OPraHU3alNs MTPOU3BOJIUT BHECEHUE U3MEHEHHUS B
3apErUCTPUPOBAHHYIO LIEHY MPHU COOTBETCTBUU CIEAYIOUIUM KPUTEPUSIM:



1) npenocraBnennas uena npouspoaurensa B pamkax ['OBMII u (unn) B cucreme OCMC
s BBo3uMbIx UMH, He Bblllle 3HaYeHUs LEH 3a €IMHUIY M3MEPEHUS, YKa3aHHBIX B
MPEOCTaBIECHHBIX JOKYMEHTax, noAaTeepxaaromux neny MMH (konust naBoiica (HakiaaHoM
) WK cYeT-PakTypbl, TAMOKEHHOH JeKJIapallii) OCIEHETO BBO3a 3a BBIUETOM CKUJIKH;

2) mpenocrtaBieHHas 1ieHa npouspoautens B paMkax ['OBMII u (unm) B cucteme OCMC
s BBo3uMbIXx UMH He Bbllle 3HaY€HHWS LEH 3a €AWHUILY U3MEPEHMS, YKa3aHHbIX B
MPEAOCTABIEHHBIX JOKYMEHTAX, MOATBEPKAAIONINX LIEHY B KOHTPAKTE€ WJIA JOTOBOpPE OT
3aBoja npoussoauresst MIMH;

3) npenocrasnenHas uena IMH otedectBennoro npoussoautens B pamkax ['OBMIT u (
unu) B cucreme OCMC He npesbiiaet ieH UMH, peann3yeMbix B Ipyrux CTpaHax;

4) zapeructpupoBanHas neHa B pamkax ['OBMII u (unu) B cucreme OCMC He
MPEBBIIACT IEHY MOCJIEAHETO 3aKyna Ha BeO-moprane Enmnoro muctpubOproTopa 3a 12 (
JIBEHAIATh) MECSIEB, IPEAIESCTBYIONIUX JIaTe M0/1ayu 3asBiieHus Ha 3asBisiemoe IMH;

5) 3apeructpupoBanHas 1eHa B pamkax ['OBMII u (unu) B cucteme OCMC He
IPEBBINIACT LIEHY MOCIEIHEro 3aKyna Ha BeO-mopTajie rocyIapCTBEHHBIX 3aKymok 3a 12 (
JBEHAaTh) MECSLEB, IPEAIECTBYIOLIMX J1aTe N01a4uu 3asBieHus Ha 3asBiasiemoe IMH.

['ocynapcTBeHHas 3KCIepTHAs OpPraHU3alys IMPOBOJUT CPABHEHHE IPENOCTABICHHBIX
JaHHBIX YCIYTOMoJydyaTeleM Ha COOTBETCTBHE TpeOoBaHUSIM HacTosmuX [IpaBun u qaHHBIX
U3 UHTETPUPOBAHHON MH()OPMALIMOHHON CUCTEMbI TAMOXKEHHBIX OPTraHOB.

175. I'ocynapcTBeHHasl SKCHEPTHASE OPraHU3alMsl BbIAAET 3aKIOYEHUE O PETUCTPALNH,
BHECEHMSI W3MEHEHHsI B 3apETMCTPUPOBAaHHYIO LeHy mnpowusBoautenss WMMH, cormacHo
NpWIOKEHHIO 6 K HacTtosmuM [IpaBunam.

176. B caydae HECOOTBETCTBUS 3aPETUCTPUPOBAHHOMN LIEHBI IPOU3BOAUTENS KPUTEPHSIM,
yKa3aHHbIM B HacTtosimieM nyHKTe 174 IlpaBun wminm mpeaocTaBlIeHHS JTOKYMEHTOB B
HEIOJHOM 00beMe M (WJIM) HEMOJHOTHI COJEPKAIINXCA B HUX CBEICHUN B COOTBETCTBHUU C
TpeOoBaHUsAMU HacTosmux [IpaBuil, rocytapcTBeHHas SKCIIEpTHAsE OpraHu3allys HallpaBIIsieT
YCIYronoayyaTesil0 MOTUBUPOBAHHBIA OTKAa3 B PETUCTPALIMM, BHECEHHS H3MEHEHUS B
3apErUCTPUPOBAHHYIO IIEHY NpOU3BOAMUTENs 1O ¢Gopme, corjacHo mpuioxeHuto 11 k
HactosmuM [IpaBunam.

177. YcinyronosyyaTenb o0ecnedrMBaeT AOCTOBEPHOCTh, MOJHOTY U COAEpPKAHUE
IPEJOCTABIEHHBIX JIOKYMEHTOB B COOTBETCTBUU C JIEHCTBYIOIIMM 3aKOHOJATEIBCTBOM
PecnyOonuku Kazaxcran u Hacrosmumu IIpaBunamu. [IpenocraBienue yciayromnoiaydareaemMm
HEJOCTOBEPHBIX JAHHBIX SIBIIETCS OCHOBAaHUEM I MPEIOCTABICHUS MOTHBHPOBAHHOIO
OTKa3a B PETUCTpPAlMM LI€Hbl MM BHECEHUU H3MEHEHUU B 3apEerUCTPUPOBAHHYIO IIEHY
npousBoaurest UMH.

178. Tlocne oka3aHus KOMIIO3UTHOW TOCYIapCTBEHHON YCIYTWM CBSI3aHHOU C
perucrpanne, BHECEHHEM M3MEHEHMsA B LieHy npowusBoaurtesss Ha MMH, ocymecrBnsercs



dhopmupoBanue npeaenabHoi neasl MMH B nHpopmanmonHoi cucteMe yIoIHOMOYEHHOTO
opraHa IMyTeéM aBTOMAaTHYECKOro J00aBJieHUS K I[€HE MPOU3BOJMUTENS HAICHKH,
b depeHITMpOBaHHOM UCXO/ISI U3 BEJTMYUHBI 3aPETUCTPUPOBAHHON IIEHBI TPOU3BOIUTEIIS.

Hanenku B pamkax I'OBMII u (wnu) B cucteme OCMC va UMH nuddepenunpytores B
COOTBETCTBHUH C PETPECCUBHOM IIKAIOW HAIICHOK 3a €AMHUILY U3MEPEHUS U COCTaBIISIOT:

1) 20 % st UMH, croumocThio 10 350,00 TeHTe BKIIOUUTEIBHO;

2) 19,5 % nns UMH, ctoumoctbio cBaitie 350 terre u g0 1000,00 TeHre BKIIOUYNUTEIBHO;

3) 19 % nnst UMH, croumoctsio cBbiie 1000 terre u 10 3000,00 TeHTe BKIFOYUTEIBHO;

4) 18 % nns UMH, croumocTtsio cBoiiie 3000 Tenre u 10 5000,00 TeHre BKIIOUYUTENBHO;

5) 17 % nns UMH, ctoumoctsio cBeiiie 5000 Tenre u 10 10000,00 TeHre BKIIOYUTEIBHO;

6) 16,5 % nns UMH, ctoumoctbhio cBeime 10000 tenre u go 20000,00 tenre
BKJIIOUUTEIBHO;

7) 16 % nna UMH, ctoumocteio cBeiime 20000 tenre u go 40000,00 Tenre
BKJIIOUUTEIBHO;

8) 14 % nna UMH, croumocteio cBeimme 40000 Tenre u mo 100000,00 tenre
BKJIIOUUTEIBHO;

9) 12 % nna UMH, ctoumocthio cBeimie 100000 tenre u go 200000,00 TeHre
BKJIIOUUTEIBHO;

10) 11 % nns UMH, croumocTtsio cBeiie 200000 tenre u go 500000,00 tenre
BKJIFOYUTEIBHO;

11) 10 % nns UMH, ctoumocTtsto cBbitie 500000 Tenre.

179. Ilpu Meca4HOM U3MEHEHHH OOMEHHOTO Kypca TeHre K MHOCTPaHHBIM BasitoTam Ha 10
uiau 0osee MPOUEHTOB U (MJIM) MPEBBIIIEHUS (PAaKTUYECKOW roJ0BOW MHQIISIUU BEpXHER
IpaHMIIBI [IeTIeBOT0 Kopuaopa Oonee yem B 1,5 pasza, mpeaenbHble 1IeHb (POPMUPYIOTCS TIO
ToproBomy HauMeHoBaHuto Ha IMH nytem Han0aBKu K 1I€HE TPOU3BOAUTEIISI TPOIICHTHOTO
3HA4YE€HUS, TPEAOCTABISIEMOTO YIIOJTHOMOUYEHHBIM OPraHOM.

180. ITpu MecsiuHOM M3MEHEHMH OOMEHHOT'O Kypca TeHIe K HHOCTpaHHBIM BatoTaM Ha 10
uiau 6oJiee TPOIEHTOB W (MJIM) YMEHBIEHUsT (HaKTUIECKOW TOJI0BOM WHOIAINN BEpXHEH
IpaHMIlbl LIeJIeBOr0 Kopujopa Oosee uem B 1,5 pasza, mpejenibHble LIEHb (HOPMUPYIOTCS 1O
TOproBoMy HauMmeHoBanuto Ha IMH myTeMm BbI4eTa OT II€HbI MPOU3BOAUTENS MPOLIEHTHOTO
3HA4YEHUS, TPEAOCTABISIEMOTO YIIOJTHOMOUYEHHBIM OPraHOM.

181. ITpu dhopmupoBaHuu NMpeaeabHBIX LIEH HAa TEXHUYECKy0 Xapakrepuctuky UMH
IIPUMEHSETCS CpeJHEe 3HAUCHUE MpPENECIbHBIX LIEH Ha Toprosoe HamMmeHoBanue MIMH B
pamkax ['OBMII u (mnmm) B cuctreme OCMC. IlpenenbHble 1IeHBI HAa TEXHUYECKYIO
xapaktepuctuky UMH dbopmupyrorcst corimacHo nmepedHio yIoJIHOMOYEHHOTO OpTaHa B CPOK
1o 1 Mas Tekyuiero roaa.

182. Ilpu m3MeHEeHUH MOpPSIKAa PErucTpallU LIEH B mpolecce (OpMHUPOBAHUS
npeaenbHbIX 1IeH Ha ToproBoe HauMeHoBanne UMH B pamkax 'OBMII u (wim) B cucteme
OCMC dopmupoBaHue mpeaenabHbIX IIeH Ha ToproBoe HammeHoBanune MMH B pamkax



I'OBMII u (unu) B cucreme OCMC ocymiecTBiaseTcss B UH()OPMAIMOHHONW CHUCTEME
YIIOJTHOMOUYEHHOT'0 OpraHa aBTOMAaTHYECKH C YY€TOM U3MEHEHHOTO TOPSIIKA.

183. Jlma peructpaiuu, BHECEHUSI U3BMEHEHUSI B LIEHY IPOU3BOIUTEIISI HA MEUIIMHCKOE
u3jenue I in Vitro JUarHOCTHUKHU YCIYromnojydaTelb B MH(OPMAIMOHHOW CHUCTEME
YIOJIHOMOYEHHOT'O OpTraHa MPeIOCTaBIseT 3asBICHUE TT0 (JOPME COTIACHO MPHIIOKEHHUIO 2 K
HactosiuM [IpaBusam.

184. K 3asgBIeHUI0O NPUIAraroTcss JOKYMEHTBI COTJIACHO IEPEUYHIO, YKAa3aHHOMY B
npwioxenuu 41 Hacrosuux [IpaBui, a Takke HHPOpPMaIHUsS OTEYECTBEHHOTO MTPOU3BOIUTEIS
0 ¢daKTHUYECKU TOHECEHHBIX 3aTpaTax [IJs ONpeAcieHHs ILEeHb Mo (opMe COrIacHo
npuioxkeHuto 42 k HacrosmuM [IpaBunam 3a oqHy €AMHUILY U3MEPEHMUS.

185. Peructpanus, BHECEHHE U3MEHEHHUS B IIEHY MPOU3ZBOIUTEINSI HAa MEIUIIMHCKOE
u3Jenue I in Vitro JMarHOCTUKU TPOBOJMUTCS B pa3pese 3apeTHuCTPUPOBAHHBIX
KOMIUIEKTYIOIMX B COOTBETCTBUM C PETHUCTPALIMOHHBIM yAOCTOBEPEHUEM 3a OJHY €IUHHUILY
WU3MEPEHUS UK OJHY MOJIETIb.

186. B ciryuae Hanmuuus pa3HUIlbl B KOMIUICKTYIOMIUX WK B (YHKIIMOHATBHBIX PeKUMaX
paboThl Ha MEIUIIMHCKUE U3JENus IS in Vitro JUarHOCTUKHU, pa3HUIlA B LIEHE CUMUTACTCS
000CHOBaHHOM.

187. Ilpy HAIMYKMM 3aKIIFOYEHUN TOCYJAPCTBEHHOM SKCIIEPTHONM OPTraHU3allMM HA TaKOe
KE TOProBO€ HaMMEHOBAHWE, MOJIEIh U MPOU3BOJMUTENS HA MEIUIIMHCKOE W3JENUe IS in
VItro JAWMAarHoCTUKM M €ro KOMIUICKTYIOIIHWE 3a mocieaHue 12 (nBeHanamaTh) MecsIleB
MIPOBOJIUTCS COTIOCTABIICHUE TIEHHI ¢ 3asBisieMoit MU (in vitro).

[Ipu 3TOM, ComocTaBisAeTCS 1I€HA Ha MEIUIIMHCKOE U3JeIue JIJIs in Vitro JUarHOCTUKH B
paspe3e OTIEIbHBIX KOMIUIEKTYIOUIUX, UMEIONIUX OJMHAKOBBIE XapaKTePHBbIE OCHOBHBIE
MPU3HAKH, C y4eTOM OOMEHHOTO Kypca BalllOT Ha JaTy MoJayd HOBOTO 3asiBIICHUS, B
COOTBETCTBHUHM C MYHKTOM 164 HacTosmux [IpaBuir.

188. B mpouecce conocTaBiIeHUs [IEHb KOMIUIEKTYIOIIUX YUYUTHIBAETCSI HAUMEHBIIIEE
3HAYEHHE II€HBI COIMOCTABIAEMBIX KOMIUICKTYIOIINX YKa3aHHBIX BO BCEX JTOKYMEHTaX,
MOATBEPKIAIONTUE TIEH TMPOU3BOIUTENS HA MEIUIIMHCKOE M3EIIHUE SIS in Vitro TUarHOCTHKH.

189. B ciydae ecii B KOMIUICKTAllUM HA MEAUITMHCKOE U3/IeTUe IS in Vitro TUarHOCTUKH
C HU3MEHEHHBIMM TEXHUYECKUMHU XapaKTEPUCTUKAMU COTJACHO PErucTpaluoOHHOMY
YAOCTOBEPEHUIO, IPUCYTCTBYIOT KOMILICKTYIOIIHUE, MPOILIEAIINE aHAJIN3 IIEHbI 3a MOCJIEIHUE
12 (nBeHaaaTh) MECSIIEB, TO MX IIEHA OCTAaETCs 0€3 U3MEHECHUM.

190. B cimyyae u3MeHEHHS IIEHBI Ha MEIUIIMHCKOE M3ACIHUE IS in Vitro THarHOCTUKH,
aHaJIu3 1IEHbI MPOU3BOJAUTCS HA OCHOBAHUHM 3asBJICHUS OT YCIYyTOMOIy4daTes.

191. Jlnsg MEeIMITMHCKOTO M3ISIHs Ui in Vitro JUarHOCTHUKH, K yKa3aHHOM IICHE
BKJIIOYAIOTCS PACXOJIbl, CBSI3aHHBIE C €r0 JOCTABKOM B paMKax JIOJTOCPOYHBIX J1OTOBOPOB
MMOCTaBKH, 3aKIIOUYCHHBIX C EAMHBIM IUCTPUOBIOTOPOM JI0 3aKa34HKa.

[lena meauimHcKkoro u3aenus ajs in vitro quarnoctuku (6e3 HJC) =11 +H, rxe:



L1 - 3asBiIeHHAs 1I€HA, yKa3aHHas B MPalice OTE€UYECTBEHHOTO MPOU3BOAUTENS U BKIIIOUAET
B €051 MPOU3BOICTBEHHYIO CE0ECTOMMOCTD, PACXO/IbI 110 PealIn3aliy;

H - HanleHKa OTE€UEeCTBEHHOTO TOBAPONMPOU3ZBOAUTENS MPHU peAU3alNU 3aIBICHHOTO
MEJUIIMHCKOTO M3ENUS IS In Vitro IMarHOCTUKH, KOoTopas He mpeBbimaeT 15 % ot ero
CTOMMOCTH.

192. B cTOMMOCTh MEIUIIMHCKOTO U3JAENHUs JJIsl 1n Vitro IMarHOCTHKU BKJIIOYAETCS
rapaHTHUIHBIN CPOK CEPBUCHOIO OOCTyXKMBaHUA HE MeHee 37 (TpUALAaTh CEMb) MECALEB C
JaThl BBOJA €TI0 B 3KCILTyaTalHIO.

193. B cTouMOCTb TapaHTHITHOTO CEPBUCHOIO OOCTYKUBAHUSI HA MEUIIMHCKOE U3JIEITNE
JUIS in Vitro JUarHOCTUKH HE BKJIIOYAIOTCS PACXOHBIC MaTePUANbl U TIPUHAITICKHOCTH.

194. B ciygae nipefocTaBieHUs YCIyTronoaydaresieM JOKYMEHTOB B HEMOJIHOM 00beMe U
(MM) HEMOJHOTHI COAEPXKAIIUXCS B HUX CBEJIECHUHM B COOTBETCTBUU C TPEOOBAHUAMU
Hactosimux IIpaBun wnyM yka3zaHus UM HEIOCTOBEPHBIX NAHHBIX B IPEAOCTABICHHBIX
NOKYMEHTaX, FOCYIapCTBEHHAs 3KCIIEPTHAS OpPraHU3alHs HANPABISAET YCIyTOINOIy4aTeNro
MOTHUBHPOBAHHBIN OTKAa3 B PETUCTPAIINU, BHECEHUSI NU3MEHEHUS B 3aPETUCTPUPOBAHHYIO LIEHY
MIPOU3BOIUTEIIS MEAUIIMHCKOTO U3AENIHs JI TUArHOCTUKHU BHE )KMBOTO OpraHu3ma (in vitro),
pou3BOANMBIC Ha Tepputopun PecryOnuku Kazaxctan B pamkax JOATOCPOUYHBIX TOTOBOPOB
MOCTaBKH, 3aKJII0YEHHBIX ¢ EqUHBIM 1UCTpUOBIOTOPOM, 1O (POpPME COTIIACHO MPHUIOKEHHUIO 12
K HactosiuM [IpaBunam.

195. 1o pe3ynbratam MpoOBEACHUS aHAIW3A LIEH HA MEAMIIMHCKOE U3ENHe IS in Vitro
JIMArHOCTHKU O(OpMIIAETCS 3aKIIOUEHUE C 3apErMCTPUPOBAHHON WU M3MEHEHHOW IICHOU
IPOU3BOAUTENS IO POpPME COTIACHO MPUIIOKEHUIO 7 K HacTosuM [IpaBunam.

195-1. T'ocymapcTBeHHas 3KCIEpPTHAs OpPTraHU3alMs HAMPABISET IO 3ampocy
YIIOJJHOMOYEHHOTO OpraHa MHPOEKThl MPEIEIbHBIX LIEH HAa TOProBOE€ HAWMMEHOBAaHUE U
texHuyeckyro xapakrepuctuky UMH B pamkax ['OBMII u (unu) B cucteme OCMC nns
YTBEPKICHUS.

195-2. YIOnHOMOYEHHBIM OpraH yTBEPKIAAET IpPEIENIbHBIE LIEHBI Ha TOPrOBOE
HaUMEHOBaHUE U TeXHUYeCKYI0 xapakTtepuctuky MMH B pamkax 'OBMII u (unu) B cucteme
OCMC.

196. Cpok neicTBUA 3aKIIOYECHUS MO pe3yJibTaTaM aHajln3a LEH Ha MEIULNHCKOE
U3JIeMe 7S in Vitro IMarHOCTUKU COCTaBIIsieT 12 (IBeHAIIaTh) MECSIIEB CO JHS €0 BhIIayu.

197. OT3bIB paHee BBIIAHHBIX 3aKIOUYEHUN 10 aHAIU3Y LIEH HA MEIUIMHCKOE U3/IEIINE
JUISL In VItro JUArHOCTHUKHM OCYIIECTBIISIETCS HA OCHOBAaHWU AaKTOB MPAaBOOXPAHUTEIbHBIX
OpPraHOB U CYJI€OHBIX aKTOB, BCTYIIUBIIKNX B 3aKOHHYIO CHITY.

198. IlpenenvHble 1IEHBI HA MEIUIIMHCKOE H3JEIUE IS in Vitro JMAarHOCTUKHU HE
yCTaHABIIUBAIOTCS.

I'nasa 5. IlpaBuna popmmupoBanma KazaxcTaHCKOr0 HAMMOHAIHHOI'O JIEKAPCTBEHHOTO GopMyIIIpa



199. Tlopsimok dopmupoBanus KazaxcTaHCKOro HaIMOHAJIBHOTO JICKAPCTBEHHOIO
(dbopmyIsipa BKIIOYAET B ce0sl CleayolIee:

1) nonaua 3asiBiienus yciayrononyuatenst LleHTp cornacHo npuioxeHuto 1 K HacTOSIIIUM
IIpaBunam;

2) mpoBeaenue LlenTpom npodeccnonanbHON IKCIEPTU3HI;

3) noaroroBka LleHTpoM 3aKiro4eHHs MO pe3yibTaTaM MPOoPECCUOHATBHON IKCIIEPTU3BI
st @opMyJIIpHOM KOMHUCCHHM YHOJHOMOYEHHOTO OpraHa B 00JacTH 3ApaBoOXpaHeHus (
nanee — QopMyISIpHOU KOMUCCUN);

4) paccMOTpeHUEe U TMpUHATUE penieHue PopMyIsIpHOM KOMHUCCHEW Ha OCHOBAaHUU
3aKJTIOYESHUS TI0 Pe3yibTaTaMm NpodhecCuOHATBHOM SKCTIEPTU3HI.

200. K 3asBiieHnto npuiaratoTcs:

1) mocke, COCTABICHHOE B COOTBETCTBHUHM C TPEOOBAHMIMU, MPEAYCMOTPEHHBIMHU B
npwiokeHnu 43 k HactosamuMm [IpaBunam;

2) Mmatepuasbl (CTaThbU, PE3IOME, U3 HAYYHBIX W MEIUIIMHCKUX MyOJUKAIUi),
NOATBEPKIAIOIINE CBEACHUSA, COAECPIKAIINECS B 1OChE HA A3bIKE OPUTHHANA B BUIE MOJHBIX
TEKCTOB, B MI€PEBO/IC HAa Ka3aXCKUN UJIU PYCCKUU SA3BIK.

201. LlenTp c MOMEHTa MNOCTYIUICHHUS] MaTepUaJIOB, YKa3aHHBIX B MyHKTe 200 HacTOAMUX
[IpaBwi1, MPOBOAUT UX MPOBEPKY HA MOJHOTY U MPABUILHOCTH O(POPMIIEHUSI MPEICTABICHHBIX
JIOKYMEHTOB, B CpOK He 0ojiee 5 (ImsITH) pabodyux JTHEH.

[To pe3ynbpTaTtam npoBepku LIEeHTp COCTABIISIET 3aKIFOYEHNUE C YKA3aHUEM BBISIBICHHBIX
3aMevyaHuil (pu Hanmu4YuK) 1Mo Gopme, coracHo npuinoxenuo 44 k HacrosimuM [IpaBunam,
KOTOPOE€ HaIpaBisieTCsl YCIYromoyydaTeato g yCTpaHeHus 3aMmedanuii B TtedeHue 10 (
JIeCATH) pabounx JHEH.

[Ipu HenmpencrtaBieHun yciayromnoiydareneM B TedeHue 10 (mecsats) pabodyux nHeH B
paMKax yCTpaHEHUs 3aMEUaHUM 3alpOoIIEHHBIX MaTEPUAIOB WU MUCHbMEHHOTO0 OOOCHOBAHMS,
[lenTp mpekpamaeT pacCMOTPEHUE 3asBICHUS U JIOCHE IS BKJItOYeHHsT B KazaxcTaHckui
HaIIMOHAJIHBIN JIEKApCTBEHHBIN (HOPMYJIISp.

B ciydae mosHOTHI M MpaBMIIBHOCTH OOPMIICHUS TIPEACTABICHHBIX JOKYMEHTOB JTHOO
ycTpaHeHus 3amevyaHuil B Teuenue 10 (mecsth) pabouux nHEN MaTepHalibl MepenatoTcs s
MPOBENECHUS MPOPECCUOHATBHON IKCIIEPTHU3HI.

202. IenTp nmpoBoauT MpodeccHoHaIbHY0 IKCIEPTU3Y B Cpok He 6osee 20 (nBaamnaTh)
pabouux [OHEH, Ha OCHOBAaHUU JIOTOBOPA, 3AKIIOUYEHHOI'O C YCIyromoJiydyaTelieM B
COOTBETCTBHUH C IPaXAAHCKUM 3aKOHOIATEIILCTBOM.

203. B xoae npoBeneHus npodeccuoHalIbHON SKCTepTu3bl LIEHTpoM B CpOKH, yKa3aHHbIE
B myHkTe 202 Hacrosuux [IpaBui, mpoBoASITCS ClEAYIOMINE UCCIEA0OBAHUSA:

1) Ha mpenMeT HaXOXJEHUs JIEKapCTBEHHOIO cpefcTBa B ['ocymapcTBEHHOM peecTpe
JIEKApCTBEHHBIX CPEACTB M MEIUIMHCKUX u3aenuil (ganee - Peectp) u (wnm) B Enqunom
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3smMiiCKOro 3KOHOMHUYECKOTO
coto3a mis Pecnyb6nuku Kaszaxcran u (unu) B Ilepeune opdaHHbIX 3a00JiIeBaHH H



JIEKaPCTBEHHBIX CPEJICTB ISl MX JiedeHUs (Op(daHHBIX), ONMPEACICHHOM COTJIACHO MYHKTY 3
cratbu 177 Konekca (nanee - [lepeuenn).

2) KIUHUYECKOW d(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA MO 3apETUCTPUPOBAHHBIM
MOKAa3aHUSIM K PUMEHEHHIO, COOTBETCTBYIOIIEH COOTHOUIEHUIO YPOBHEH J0Ka3aTenbHOCTH |
u Il u rpamanmii pexomenaanuit A u B, mo mkane pazpadorannoii Oxcdopackum L{enTpom
JI0Ka3aTeJIbHOW MEIMIIMHBI B COOTBETCTBUU C MpuiiokeHUueM 45 k HactosmuM [IpaBunam (
nanee - Illkana), mOATBEPKAEHHON pe3yJbTaTaMU KJIMHUYECKHX HMCCIIEIOBAaHUIM BBICOKOTO
METOJO0JIOTHYECKOTO KAadecTBa B Ka3aXCTAaHCKUX M MEXKAYHApOJIHBIX MPU3HAHHBIX
HMCTOYHHKAX.

3) 6e30macHOCTH JIEKAPCTBEHHOTO CPENCTBA MO 3apErUCTPUPOBAHHBIM MOKA3aHUSIM K
IIPUMEHEHUIO0, COOTBETCTBYIOILEN COOTHOLICHUIO YpOBHEW nokasarenbHoctd | m Il m
rpaganuii pekomengauuii A u B, o Illkane, moaTBepk/1IeHHON pe3yabTaTaMHi KIMHUYECKHUX
UCCJIENOBAHUN BBICOKOTO METOJIOJIOTHYECKOTO KAYeCTBA B KA3aXCTAHCKUX U MEXAYHAPOIHBIX
MPU3HAHHBIX UCTOYHUKAX.

4) no 3a00J€BaHUSIM, SBJISIOIIUMHUCS 3aPETUCTPUPOBAHHBIM MOKA3aHUSIM K IPUMEHEHHIO
JIEKApCTBEHHOT'O CPEJICTBA, YPOBHS U CTPYKTYpPBbI 3a00J€BaeMOCTH HacelieHus PecryOnuku
Kazaxcran, mo jgaHHBIM OQUIMATBHBIX SJIEKTPOHHBIX WH()OPMAIMOHHBIX PECYpPCOB U
MH(POPMAITMOHHBIX CUCTEM CO3/IlaHHBIM corjlacHO noamyHkTy 30 ctateu 7 Konekca, a Takxke
ONyOJIMKOBAHHBIX CTATUCTHUYECKUX COOPHUKOB YMOJHOMOYEHHOTO OpraHa WiIH
AMUJIEMUIOTMYECKUX UCCIEN0BAHNIT;

5) Ha HaJIM4YKe B PEKOMEHAIMIX KIMHUYECKHX poTokojoB Pecybnuku Kazaxcran;

6) Ha HaJIM4YME B PEKOMEHIALMIX MEXKIYHAPOIHBIX (€BPOMEHUCKUX) KIMHUYECKUX
PYKOBOJACTB M (WJIM) KIMHUYECKUX PYKOBOJCTB, IPOTOKOJOB CTpaH-wieHOB Opranusaunuu
AKOHOMHYECKOTO coTpyaHuuectBa u pazsutus (O9CP);

7) Ha HaJTU4KWE B CIIMUCKE OCHOBHBIX JIEKAPCTBEHHBIX CPeACTB BceMupHO# opranuzanuu
3paBooXpaHeHus U (vin) B bpuTtaHCcKOM HallMOHATBLHOM JIEKapCTBEHHOM (popmyisape (B TOM
quciie Juist ieteit) U (Uin) Bo3MelaeMbIX cruckax u ¢popmyisipax crpad OOCP;

8) Ha HaJIM4Me PErucTpaluy JIEKAPCTBEHHBIX MPENapaToB B CTPaHAX PEruoHa
MexayHapoaHON KOH(EpEeHIIUU 10 TAPMOHU3AIMHA TEXHUYECKUX TPEOOBAHUN K PETUCTPALIUH
JIeKapCTBEHHBIX mnpenapaToB st meaunuHckoro npumenenus (ICH) u (unu) ODCP wnm
perucTpaumy Mo IEHTPAIU30BAaHHOW MPOLENYype KOMIETEHTHBIM OpraHoM EBpomeiickoro
Coroza, Hanuuue mporeaypsl nepekpanudukanuu BO3 win BkiatoueHue B nepeueHr BO3
MpEeKBATU(PHUITUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, MpeIHA3ZHAYCHHBIX 11 00pbhOb ¢ BIY,
TyOepKyJI€30M, TeaTUTOM U APYTUMH OOJIE3HSIMHU.

204. TTo pe3ynbratam npodeccuoHaabHOM dKcrepTusbl LIeHTp B cpok He Oosee 5 (TsITH)
pabouux THEH COCTaBIIIET 3aKIIOYEHHUE MO (GOpME, COrIacHO MPUIIOKEHUIO 8§ K HACTOSALIUM
[IpaBunaM K KOTOpOMY MPUJIArar0TCs MOATBEPKIAAIOIINE JOKYMEHTBI, TPEAYCMOTPEHHBIE B
noanyHkrax 1), 2), 3), 4), 5), 6), 7), 8) nynkra 203 nHactosmux [IpaBun (1anee — 3akaoueHne

).



205. ®opmynspHas komuccus B Teuenue 10 (mecstu) pabouyux aHEH paccMaTpuBaeT
npeacTaBiieHHoe LleHTpoM 3akiloueHue U OLIEHMBAET COOTBETCTBHE JIEKAPCTBEHHOIO
cpeacTBa noAanyHkram 1), 2), 3), 4) u ogHOMY U3 HNOAMYHKTOB 5), 6), 7), 8) mynkra 203
Hactosimux IlpaBui, ¢ y4eToM KOTOPOro MNPUHUMAETCS pEIIeHWE O BKIIOYECHUU
JIEKapCTBEHHOTO cpefcTBa B KazaxcTaHckuil HallMOHANBHBIN JI€KapCTBEHHBIN (POpMyIIsp.

206. Ilpu BxioyeHun B KazaxcraHckuil HallmOHAIBHBIN JE€KapCTBEHHBIN (HopMyIIsip
JIEKapCTBEHHOTO CPEJICTBA, MPUMEHSAEMOTO JJIsi JieueHUs] OpPaHHOTO U (MJIU) COLUAIBHO
3HaYUMOTr0 3a00JIEBAHMSI, IEPEYHN KOTOPBIX OMPEIEISIOTCS B COOTBETCTBUU C MPUKa3aMU
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 20 oktsi6ps 2020 roga Ne KP JICM
- 142/2020 "O6 yTBepxkaeHun nepednsi oppaHHbIX 3a00JI€BaHUI U JIEKAPCTBEHHBIX CPEJICTB
st ux neuenus (opdanHbIx)" (3apeructpupoBal B Peectpe rocyjapcTBEHHON perucrpauuu
HOPMAaTUBHBIX MPaBOBbIX akTOB 1o Ne 21479) u Munuctpa 3apaBooxpanenus: Pecryonnku
Kazaxcran ot 23 centsabps 2020 romga Ne KP JICM-108/2020 "O6 yTBep>KJIeHUU TIepEUHS
COIIMAJIbHO 3HAYMMBIX 3a0oJsieBaHUU" (3apeructpupoBaH B PeecTpe rocyaapcTBEHHOU
pPErUCTpallii HOPMATUBHBIX MPABOBBIX akTOB moja Ne 21263), gomyckaeTcsi pacCMOTPEHHE
@opMyJIApHONW KOMHMCCHUEHW BKJIIOUEHHE JIEKapCTBEHHOTO cpeactBa B Kazaxcranckuit
HAIlMOHAJIbHBIN JIEKapCTBEHHBIN (OpPMYJIsip 10 MHUIIMATHBE YHOJHOMOYEHHOTO OpraHa, ¢
MOATOTOBKOW 3aKiII0YeHUs! NMpodecCUOHANbHON AKcnepTu3bl LIeHTpoM B COOTBETCTBUU C
TpeOoBaHUAMU NpUiIOKeHHs 8 HacTosmux [IpaBui.

207. [Ipunsarue peureHust 00 UCKIIOUEHUHU JIEKAPCTBEHHBIX cpelicTB U3 KazaxcTaHckoro
HAI[MOHAJIFHOTO JIEKApCTBEHHOTO (hopmysipa DopMyIsipHOl KOMUCCHEH paccMaTpUBaeTCs
IPU HAJIUYUHU OJTHOTO U3 CIEAYIOIIUX OCHOBAHUM:

1) nosiBjieHMEe HAy4YHO-00OCHOBAHHBIX PEKOMEHIAIIMNA O HEIOCTATOYHOUN 3 (DEKTUBHOCTH
JIEKapCTBEHHOI'O CPENICTBA;

2) NosIBI€HUE CBEJECHUW O TOKCMYHOCTH U (MJIM) BBICOKOM YacCTOTE HEXKeJaTeIbHbIX
nO0OOYHBIX SIBJICHUM NMPU MPUMEHEHUH JIEKAPCTBEHHOT'O CPEICTBA;

3) OT3BIB yHNOJTHOMOYEHHBIM OpPraHOM PETHCTPALMOHHOTO YJIOCTOBEPEHHUS Y
JIEKapCTBEHHOI'O Mperapara Wi UCTEeUYEHNUE CpoKa peructpanuu B Pecriyonnke Kazaxcran B
TEUEHUE MEepPHOJia, MPEBBIIAIIIET0 TPU Trojla WM HCKItoueHue u3 llepedns opdaHHbIX
JIEKapCTBEHHBIX CPENICTB, ONPEIEIEHHOIO COINIACHO MyHKTY 3 crareu 177 Konekca.

208. B cootBercTBUM ¢ pemieHus MU DopMyIsipHOl KOMUCCUU, YITOJTHOMOYEHHBIN OpraH
onoopser Kazaxcranckuii HallMOHANBHBIN JE€KAPCTBEHHBIN (POpMYIISIp.

209. B Kazaxcrtanckuii HallMOHAJIBHBIA JICKAPCTBEHHBIN (POPMYJISIp BHOCATCS
JIeKapCTBEHHbBIC CPEACTBA, 3aperucTpupoBanubie B Pecnybnuke Kazaxcran, non MHH (mipu
orcyrctBu MHH — 1o rpynnupoBaHHOMY WJIM XMMHUYECKOMY HaMEHOBAHHIO), C yYETOM
JeKapCTBEHHON (OPMBI, TO3UPOBKH, KOHIEHTpPAIMM M O00BbeMa, C yKa3aHHEM KoJa
aHATOMO-TEPANEBTUUECKO-XMMHUECKON KilacCu(UKAINK JIEKAPCTBEHHBIX CPEACTB (Ianee —



ATX), ¢ 00s3aTeNbHBIM BKIIOYEHHEM Ka)KJOTO TOPrOBOTO HaWMEHOBAHUS JIEKAPCTBEHHOTO
cpenctBa ¢ aHanoruuibiM MHH nekapctBenHo# (hopmoil, 103UpOBKOM, KOHIEHTpauen u
o0BeMoM 6e3 paccMoTpeHuss DopMyIIpHON KOMUCCHUEH.

210. Ilpu BKJIIOYEHUH JIEKAPCTBEHHBIX CPEACTB JJIsl JICUCHUsI OppaHHbIX 3a001€BaHUMA,
JieNlaeTcsl OTMETKA, UTO JaHHBIN Mpenapat SIBiseTcss ophaHHBIM.

IIpunoxenue 1
K MIpaBHJIAM PETHUCTPAIAN
JIEKapCTBEHHBIX CPEICTB
Y MEJIULIMHCKUX U3ICIUi
M0 MPUHITUIY "eTMHOTO OKHA"

3asBeHHE HA TPOBEICHAE IKCIT bl, PETHCTPAlLIH, IEPEPETUCTPAINY, BHCCEHUA W3MEHEHUH B
td
PETHCTPaOiOHHOE JJOCHE JIEKapCTBEHHOTO CpeACTBa*

Tun Peructpauus
1. mpoueny Ilepeperucrparus
pbI BHecenue naMmeneHumit

Ceenenu
i 0
perucrpa
IHOHHOM
YI0CTOB
epeHnn (
npu
nepeper
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Ui B
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ToproBo Ha Ka3axCKOM SI3bIKE
3 ¢ Ha PyCCKOM S3bIKe
HauMCHO

papme  HA aHIVIMICKOM fA3bIKe

Toproso . Ctpa
. Ha Ka3aXCKOM S3bIKE Ha PYCCKOM S3BIKE Ha aHTJIMHCKOM SI3bIKE a
HalMeHO
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SHHBIX

MIPOU3BO

JTIUTENEH)

MexczxyH Ha Ka3aXCKOM A3BbIKC

dpOMHOC 13 pycckom sA3bIKe



)]

2)

HCIIaTCH

TOBAaHHO

e Ha aHTJIMHACKOM SI3BIKE
Ha3BaHHU

(5]

JlexkapcT Ha Ka3aXCKOM SI3BIKE
BCHHAs

thopma

Jo3upos
Ka (
KOHIICHT
pauus) (
3amoxHs

Ha PYCCKOM SI3bIKE

erca npu KoHueHTpauus yka3blBaeTCs ISl JKUJAKHX,
HaJIMYUU MATKHX U Ta3000pa3HbIX JEKaPCTBEHHBIX (OpM
. O6bem

3aI10JTHS

ercd B

YIIAaKOBK

e)

Anaromo Kox

HanmMeHnoBaHne Ha Ka3aXxCKOM SI3bIKE
TepamneBT

HYCCKO-X

HUMHYCCK
a g HanmenoBanwme Ha PYCCKOM A3BIKE

Kknaccug
UKAIHS

Tun JexapCTBEHHOTO CpelcTBa (3amojHSAETCS Ul COOTBETCTBYIOIIEIrO JICKApCTBEHHOTO Ipernapara,
BbIOMpaeTcst ToJbKo oauH Tui JIC)

OpurnHaiIbHbIA JeKapCTBEHHBIM IpenapaT

OIHOKOMIIOHEHTHBIN MHOTroKOMITOHEHTHBINH

OGuonornyeckuil IeKapcTBEHHBIN penapar MMMYHOOMOJIOTUYECKHH JIEKapCTBEHHbIH Mpernapar

HOBas aKTUBHas q)apMaHeBTH‘IeCKaH Cy6CTaHL[I/I$I

BocnpousBeneHHbIl IekapCcTBEHHBIN ITpenapar

OIHOKOMIIOHEHTHBIN MHOroKOMIOHEHTHBIH
OpurHHAIBHEIA JEKapCTBEHHBINA TIpenapar:
HAMMCHOBAHUE JICKAPCTBEHHOT'O Mperapara, J03UpOBKa, JICKapCTBeHHAs (hopMa

JIepKaTtelb  PEeTHCTPAlMOHHOTO  yIOocToBepeHHs  (
KOMIaHHA, HA UM KOTOPOH BBIIAHO PETUCTPALMOHHOE
YIOOCTOBEpPEHHE), [Jara pEerucTpamud, HOMED
PETUCTPALIMOHHOTO YAOCTOBEPEHMS, TOCYAapCTBO, TIe
3apEeTUCTPUPOBAH OPUTHHANBHBINA J€KapCTBEHHBIN
npenapar



3)

PedepenTHBIlf NMEeKapCTBEHHBIA Tmpemapar st
OTEYECTBEHHOTO MPOU3BOIUTENA, KOTOPBIi
HCIIOJIB30BAJICS B HCCIICJJIOBAHMAX D3KBUBAJICHTHOCTH (
€CITH TaKOBbIE TIPOBOJIMIIHCE):

HanMEHOBaHHE JISKAPCTBEHHOTO Ipernapara, 103UpOBKa, JIeKapCTBeHHas popma

Jep)KaTelb  PEerHCTPAllMOHHOTO  YJIOCTOBEpeHHs  (
KOMIIaHHS, HAa UM KOTOPOH BBIJAHO PETUCTPALMOHHOE
YAOCTOBEpEHNE), JlaTa pEerucTpamuy, HOMeEp
PETUCTPAlMOHHOTO YIOCTOBEPEHNUS, TOCYAAPCTBO, T
3apEeTUCTPUPOBAH pPEPEPEeHTHBIH JeKapCTBEHHBIH
npenapar

NpUBECTH 00OCHOBaHMS HCIIOJIB30BaHHS PehepeHTHOTO
mpernapaTa IpU €ro OTJIWYMH OT OPUTMHAIBHOTO
nmpenapara

[Tpumeuanue. Pa3znmen HEoOXOIWUMO 3amOIHSITH IS
KaXJIOTO JIEKapCTBEHHOTO IpenapaTta, KOTOpPBIH
UCTIONB30BajCA B UCCIEIOBAHUSAX IKBUBAJIEHTHOCTH.

Broananornunsrii nexapcTBeHHbIH mpenapat (buoanaor)
OpurnHaIbHBINH OMOIOTUYECKHH JIEKapCTBEHHBIH Npenapar:
HaMMEHOBAHHUE JEKapCTBEHHOTO IIPenapaTa, J03UpOBKa, JIeKapCTBeHHas (hopma

Jep)KaTelb  PETHCTPAllMOHHOTO  YJIOCTOBEepeHHs  (
KOMIIaHMS, HAa UMS KOTOPOH BBIJIAHO PETUCTPALMOHHOE
YAOCTOBEpEHHE), Jara perucTpamuy, HOMep
PETUCTPAlMOHHOTO yIOCTOBEPEHNUS, TOCYAAPCTBO, TIE
3apErUCTPUPOBAH  OPUTMHAJIBHBIA  JIEKAPCTBEHHBIN
npenapar

PedepenTtHblit OMOIOrNUecKuii JTeKapCTBEHHBIN MpenapaT

HaMMEHOBaHHUE JIEKAPCTBEHHOIO IIpenapaTa, 1I03UPOBKa, JIeKapCcTBeHHast hopma

Jiep’KaTeNlb PETUCTPALMOHHOIO YAOCTOBEPEHUs, aaTa
perucTpanyy, HOMEp PErHCTPALMOHHOTO YJOCTOBEPEHNS,
rocylapcTBO, TIZI€ 3aperucTpupoBaH pedepeHTHBINH
JIEKapCTBEHHBIN IIpenapar

pasnuuMs 1O CpaBHEHHIO C pedepeHTHBIM
OMOJIOTHYECKHM JIEKaPCTBEHHBIM NpenapaToM (eciu
TaKOBbIE IMEIOTCS):

pa3IH4KsA B HCXOIHOM MaTepHalle;
pas3nu4Ms B IPOU3BOACTBEHHOM IIPOLIECCE;
JpyTue NoKa3aHus K IPUMEHEHHIO;
pasiH4Ms B JISKAPCTBEHHOH opme;
N N Jpyras JO3UpPOBKa;
I'uOpuHBI JeKapcTBEeHHBIH Mpenapar
(KOMMYeCTBEHHBIE  M3MEHEHHS  aKTHBHOM
(apManeBTHYECKOH CyOCTaHIINN);
JpYyTOi CrIOCOO BBEICHMUS,

JpYyTHE OTIINIHUS

OIHOKOMIIOHEHTHBIN



6)

7)

8)

9

MHOTOKOMIIOHEHTHBIH
OpuTrHHAIBHBIA JEKapCTBEHHBINA Ipenapar:
HaMMEHOBaHHUE JIEKapCTBEHHOTO IIpenapaTa, I03UpOBKa, JIeKapCTBeHHast (hopma

Jiep’KaTeNlb PETUCTPALMOHHOTO YAOCTOBEPEHUs, naTa
PETUCTpALK, HOMEP PETUCTPALIMOHHOTO YOCTOBEPEHNS,
rocyJapcTBO, TIJ€ 3apEerMCTPUPOBAH OPUTMHAIbHBIA
JIEKapCTBEHHBIN IIpenapar

Paznuuuss 1O CpaBHEHHIO C OPHTHHAIBHBIM
JIEKapCTBEHHBIM TIPETIAPATOM:

W3MEHEHHUsI aKTHBHOW (apMmaleBTHUECKOH
cyOcTaHIuy;
Jpyras JIeKapcTBeHHast popma;
npyrasi(ue) go3upoBKa(M) (KOJIMYECTBEHHBIE
W3MEHEHHUs aKTHBHOH (apMaleBTHUECKOH
cyOcTaHnmm);

KoMOuHMpOBaHHEIH JeKapCTBEHHBIH penapaT .
Jpyroi (ue) criocoO(bl) BBEICHNUS;

apyrast (apMakoKWHETHKa (BKIIOYasi JIpYrylo

OMOIOCTYITHOCTH);

Jpyroe MoKa3aHue K IPIMEHEHUIO;

APYTUC OTINYIUA

M3BECTHAsE KOMOMHALINS

HOBasi KOMOMHAIUs

OpurnHaIbHBIN IEKAPCTBEHHBIH Mpenapart (B cyvae H3BECTHOW KOMOMHAIINH)
HAaHMEHOBAHUE JICKAPCTBEHHOT'O Tperapara, 103UpoBKa, JeKapCTBeHHAs (hopMa

JlepKaTellb PerucTpalMOHHOIO YIOCTOBEPEHHs, JaTa
peTUCTpaIiy, HOMEpP PETUCTPAIIMOHHOTO YOCTOBEPCHUA,
TOCYIapCTBO, TAE 3aperuCTPUPOBAH OPUTHHAIBHBIN
JIEKapCTBEHHBIN Mpemnapar

JlexapcTBEHHBII mIpemapaT € XOPOLIO H3yYEHHBIM
MEIUIMHCKUM PIMEHEHUEM

HaNMEHOBaHMUE JIEKaPCTBEHHOT'0 Mperapara, 103UpoBKa, JIeKapCTBeHHas Gopma

ACPpKaATCIb PETUCTPAIIMOHHOTO YAOCTOBEPCHUA, JaTa pEeTrucrpanud, HOMEP PErucTpalluoOHHOTO
YAOCTOBECPCHUS.

PannodapmaneBTHYECKUH JIeKapCTBEHHBIN MpemapaT

paarodapMaleBTHIECKHi Habop

IPEKypCcop paguoHyKIHAA

UCTOYHUK PAAMOHYKIUAA (HEpBUYHBIN U BTOPUYHBIN) (
IIPY HAJIUYWH)

T'enepatop
['omeonarnueckuil TeKapCcTBEHHBIN ITpenapar
HOBBI TOMEONAaTHYECKUI Tperapar

PactutenbHbIl T€KapCTBEHHBIN MpenapaT



1)

2)

3)

4)

OMHOMHMHAJIBHOE HAy4YHOE Ha3BaHWE pacTeHMs (poJ, BUA, TOMEONAaTHYECKUH Ipernapar, BKIIOUYEHHBIH B
Pa3HOBHUIHOCTH) (dapMakonien ¥ MOHOTpapuH

HCTOYHHUK MTPOUCXOXKIACHHUS ChIPhs (J1TaAOOPATOPHBII KOM)
YaCTH MPOU3BOJASILIEIO PACTEHUS

Ha3BaHHE (OmpenelieHne) CyOCTaHIIMH PACTUTEIHHOTO
MPOUCXOXKJEHUS M JpyTrHe Ha3BaHUS (CHHOHUMEI,
yKka3zaHHbIe B PapMakonesx)

JononuurensHslie npusHaku JIC

OpaHHBIN JIeKapCTBEHHBIH Npernapar

[IpucBoeH N JEKapCTBEHHOMY IMpenapaTty CTaTyc
opthaHHOTO JEeKapCTBEHHOrO mpemapara B PecmyOnmke
Kazaxcran

Her
B nporiecce paccmoTpenus

Ha
Jara
HOMEp PETUCTPAIIMOHHOTO YAOCTOBEPEHUS 0p(haHHOIO JIEKAPCTBEHHOIO IIpenapaTa

OTka3aHO B TPHCBOCHMHM cTaryca opdanHOro
JIEKapCTBEHHOTO TIperapaTa

Jlata
Howmep pemenns

3asBIICHHE HA IIPUCBOCHHUE CTATyCa OTO3BAaHO: JIaTa

Tpancdep HammenoBanume, ajgpec Npon3BOACTBEHHOH
IUIOINAAKH MTEepeJaroIeil CTOPOHBI

AxTuBHas (apmaneBTHUYeCKas CyOCTaHIUS, Mpou3BeneHHas He B ycioBusx GMP wim nexapcTBeHHOE
PACTUTENBHOE CBIPhE

[pexBamm¢uxanus BO3

dopma
OTITyCKa
B CTpaHe
yCIIyromn
oJlydare
st

Ilo peuenty Bpaua be3 penenra Bpaua
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YnakoBKa (3aIOIHSAETCS CIUCOK 3HAYEHHH)
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( mpu HaNTKUYWN)

1 crMCOK 2 CITMCOK
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Cpok XpaHEeHUs JISKAPCTBEHHOT'O CPEICTBA

YcnoBus TPaHCIOPTHPOBAHUS

IIpeAIaraeMblil CpOK XpaHEHMsI
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VYenosus xpaHeHus NpeIaraeMele yCIOBUS XPAaHEHHS
HoCIIE TIEPBOrO BCKPBITHS YIIAKOBKH

PeFI/ICTpaHI/IH B CTpaHC-MIPOMU3BOJAUTEIIC U IPYIUX CTpaHaAX

OK
No perucTpalioOHHOTO yIOCTOBEpEHHS (yKa3bIBACTCS
Jlata BeImaun e

MIPU HAJTUUHH) .
Hc

HasBanue crpanbl

TB
us

Hanuane oxpaHHOTO JOKYMEHTa Ha H300pETeHNE WK TTOJIE3HYIO MOJIEITb, TOBAPHBII 3HAK

OK

HasBanue oxpanHoro nokymeHTa Ne OXpaHHOTO JOKYMEHTa Hata Beigaun
Bl

Ja

1) ITonHOCTBIO HAa JAHHOM IIPOU3BO/ICTBE
[IpouzBoncTBO 2) YacTUYHO Ha TaHHOM MPOU3BOJICTBE

3) IloiHOCTBIO Ha IPYrOM MPOU3BOACTBE
[IponsBoaurens (M) JEKapcTBEHHOrO IIperapara M y4yacTOK (M) IMpOM3BOACTBA (BKJIIOYAs YYACTKH

MIPOMU3BO/ICTBA JTFOOOT0 KOMIOHEHTA (B TOM YHCJIE PACTBOPUTEIS JIEKAPCTBEHHOM (DOPMBI), KOTOPBIH SIBISIETCS
YacThIO JIEKAPCTBEHHOTO IIpenapaTa)
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e bIM OpTraHOM
H3HUH CTpaHBbL
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Ke
Kaza
XCTaH

2 JlaGopaTopust CTpaHBI-IIPOM3BOIUTENS IO KOHTPOJIIO Ka4eCTBa MPerapaToB KPOBH U BaKLWH, OTBETCTBECHHAS
3 3a KOHTPOJb KadecTBa (BBITYCK) CEPHH

HaMMEHOBaHHUE Ja00paTOpPUU

aJipec MeCTa OCYILECTBICHUS ACATEIbHOCTH
Crpana

Tenedon (Pakc)

3IIEKTPOHHAS 1T0YTa

2 I/I3M€HCHI/I$I, BHOCHUMBIC B pETUCTPAIMOHHOC NJOCHE JICKAPCTBCHHOT'O CPE/ICTBA (yKa3aT}, BHOCHMBIC UBMCHCHUA
4. )

B

ocC
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Penakiusa 0o BHECEHUST U3MEHEHUH

I[aHHBIe 10 AOTOBOPY Ha NPOBEACHUEC SKCIIECPTU3LI JICKAPCTBEHHBIX CPCACTB

No norosopa
JlaTa 3aKII09eHUS

Cpoxk aeiicTBus

CyOBbeKT, OCyIIECTBISIIOMIN OIIaTy 3a MPOBEIEHHE SKCIEPTU3EI

HaumenoBanue

Crpana

IOpunnueckuii agpec

dakTuyecKuil apec

@®.1.0. (mpu ero HAIWYIHNN), JOIDKHOCTh PyKOBOAMUTEIS
Tenedon

®Paxc

e-mail

Busnec-uneHTH(OUKAITMOHHBIN HOMEp

WuouBuyansHBIN HACHTH(UKAIIMOHHBIN HOMEP

Bank

PacuerHsbIi cueT

BanmroTHeli cuet

Kong

BankoBckuil naeHTH(UKAITMOHHBII KO

VYeayrononyvarens:

I'apaHTHPYIO: JOCTOBEPHOCTh MH(GOPMAIMH PETHUCTPALOHHOTO J10ChE, HEHAPYIIEHNE HCKIIOUNTENbHBIX MPaB
TPETPUMHM JIHIAMH Ha HW300pETEeHHE WM IOJIE3HYI0 MOJIENb, aJleKBaTHOCTh NEPEBOJOB METOIUK KOHTPOJIS
Ka4yecTBa, MHCTPYKLHUH 10 MEAUIMHCKOMY INPHUMEHEHMIO JEKapCTBEHHOI'O CPEJCTBA; MPEICTaBUTh 00pa3Libl
JIEKapCTBEHHBIX CPEJCTB, CTAHJAPTHBIE 00pa3ilbl JIEKAPCTBEHHBIX CYOCTAHIIMI U MX NMpUMeceil B KOJIMYeCTBax,
JOCTaTOYHBIX JJISI TPEXKPATHOTO aHAJIN3a, CleNU(UIECKUE PEareHThl, paCXOIHbIe MaTepHalbl, IPUMEHSIEMbIE
IIPY IPOBEAECHUH UCTIBITaHNUH JIEKAPCTBEHHBIX CPEJICTB (B HCKITIOYUTENBHBIX CIydasX U Ha YCIOBHAX BO3BpaTa), a
TaK)Ke UX COOTBETCTBHE HOPMATHBHBIM JJOKyMEHTaM, IPeCTaBIIeMbIM Ha peructpariio. O0s3ylocs coodmars
000 BceX M3MEHEHHSIX B PETHUCTPAIMOHHOE JIOCHE, a TAKXKE IPEACTaBIATh MaTEepHaibl Ipu OOHApPYKCHHU



HCXCIIaTCIIbHBIX peaKHI/Iﬁ Ipyu TPUMCHCHUU JICKAPCTBECHHOT'O CPEACTBA, PAHCC HC YKA3aHHBIX B MHCTPYKIUU 10
MCINIHUHCKOMY ITPUMCHCHUIO.

Jlara
@®.1.0 (mipu ero HaTUYKK) ¥ JOIDKHOCTH OTBETCTBEHHOTO JIUIA YCITYTOMOydaTels

TTonmnuce
[Ipumeyanue:
* 3asiBeHME 3aII0JIHAETCS OJHOKPATHO U HE TOJJIEXKUT KOPPEKTUPOBKE.

dbopma

3asBiicHHE Ha PETUCTPAIMIO WM BHECEHHE H3MEHEHHH B 3aPETUCTPHPOBAHHYIO IEHY
IPOM3BOAUTEII JIEKAPCTBEHHOTO CPEACTBA

[IpenocraBnso nHGOpMAIMIO IJISI PETUCTPAIIUU I[EHbl UM BHECEHUS] U3MEHEHUU B
3apCTUCTPUPOBAHHYIO ICHY IIPOU3BOINUTEIA JICKAPCTBECHHOTO CPpCACTBA
I. yCJIYFOHOJIyaneJIB
1.1. IIponu3BoauTEIH JIEKAPCTBEHHOTO CPEACTBA
HaumenoBanue
Crpana
IOpuanaeckuii agpec
dakTuyeckuil aapec
Tenedon
®daxkc
e-mail

damuusi, UMs1, OTUECTBO (IIPU €To
HaJM4uu)

JlomKHOCTD
KonTaktHOE nu110 Tenedon
®daxc
e-mail
1.2. Bragenen perucTpaiioOHHOTO y10CTOBEPEHHUS
Hasanue
Crpana
IOpunngecknii anpec
®dakTuvecKkuil ampec
Tenedon
®dakc
e-mail
damuus, uMs, 0T4eCTBO (TIPY €r0 HATUYUH ) PYKOBOIUTENS

damuus, UM, 0OTYECTBO (TIPU €T0
HaJIMY1H)

JlomKHOCTD

KonTtakTHOE nM1I0 Tenedon



daxc
e-mail
1.3. JoBepeHHOE MU0 WIM KOMIIAHUS, MPEICTABUTENBCTBO OT YCIYTOINOJyYaTes,
YIIOJJHOMOYEHHOE IPOBOAUTH IEUCTBUSA BO BPEMs NPOUEAYpPbl PETMCTPAllMM LIEHBI B
PecnyOnuke Kazaxcran
2. Uudopmanus o JIeKapCTBEHHOM CPECTBE

Toprosoe
HanuMCHOBaHHC

Homep wu para
peruCTpanuoOHHOTO
YIOOCTOBEpPEHHUS B
Pecnyonuke Kazaxcran

JlexapcTBEeHHOE
3. cpenctBo saBuseTcs: (
HY>KHOE OTMETHTB )

MexayHapoaHoe
HENaTeHTOBAaHHOE
HanMEHOBaHHE (TIpH
HAaJIM91H)

Cocras
JlekapcTBeHHas hopma
Jo3upoBka
Konnenrpanus

O0Bem

© % N

KonuuectBo  BO
BTOPUYHOMU (
MTOTPEOUTEITHCKON)
YIaKOBKe

10.

Kon COTJIaCHO
AHaTOMO-TeparneBTuiec

11. Ko-XHMHYECKOU
knaccudurarmmu (ATX
KOM)

12. CnoocoObl BBeieHUS

CBenmeHns o panee
3aperucTpUpPOBAHHOMN
IIeHe JJIsS OITOBOM U

3 PO3HMYHOH peann3aliu
" Jlata perucrpanuu

3aperuCTpUpPOBaHHOMN
LIEHBl U1 ONTOBOH U
PO3HUYHOHN peanu3alnuu

IIpenensHasg 1eHa
OTE€YECTBEHHOTO
MIPOU3BOJUTENS [T
ONTOBOM U PO3HUYHOHI

14.



15.

16.

peanuzanuu  (3a

MOTPEONUTENBCKYIO
YIaKOBKY)
JlexkapcTBeHHOE
CpPEACTBO paHee Ha
TEpPPUTOPHUH na HET
Pecrryomuku Kazaxcran
PEaTN30BBIBAIIOCH
Ilena mpousBoguTEns
IJsg ONTOBOH |
03HUYHOM peanu3annu
P P Ilena 3a Ilena 3a
, @ TaKkXe B paMKax 1L 5 5 5
€Ha 3a TOTPeOUTENbCKYH  HOTPEOUTENBCKYIO MOTPEOUTENTHCK
I'OBMII u (unu) B P Y P Y ( P Y
TIaKOBK MIAKOBKY B BajioTe ( 10 YNaKOBKY B
cucteMe OCMC misa Y Y Y )y Y Y
HWHOCT TEHTe
BBO3uMbIX JIC (3a P
MOTPEOUTENBCKYIO
YIaKOBKY)
JlexapcTBeHHOE
CpPEACTBO paHee Ha
TEPPUTOPHUIO na HET
PecniyOnuku Kazaxcran
MIOCTABIIIOCH
JlaHnHBIE Hena
JIOKYMEHTOB, Ilena B BamtoTe WHBOMCA 3a
MOATBEpPXKAAIOIIM MHBoWca 3a lleHa 3a morpebuTenbckylo — moTpedute
x neny JIC (3a moTpeOHTENbCKy YHMaKOBKY B BAIIOTE (MHOCTP) JIBCKYIO
MOTPEOUTENBCKY 10 YIAKOBKY YIIaKOBKY B
O YIIaKOBKY) TEHTe
[Hena
(hakTHyeck
Llena B BamoTe oro
JanHbie
(akTHUECKOTO KOHTPAKTa,
KOHTpAaKTa,
KOHTPAaKTa, JIOTOBOpa
Jorosopa H Ap.,
jJorosopa unu ap. IlleHa 3a THOTpeOUTENbCKYIO WM Jp. Ha
MTOJTBEP>KAAIOIIN
Ha noctaBky JIC ymakoBKy B BasltoTe (MHOCTD) IIOCTaBKY
x neny JIC (3a
a JC 3a
MIOTPEOUTENBCKY
MOTPEOUTETBCKY norpebure
10 YIIaKOBKY)
10 YIIaKOBKY JIBCKYIO
YIIaKOBKY B
TEHTe

Ceenennst o 1eHe B pedepeHTHBIX CTpaHax, Iie UMeeTcs
rOCyapCTBEHHAs PETUCTpaLUsl JEKapCTBEHHOTO CPEACTBa
WM CTPaHe-IPON3BOIUTENS (38 HOTPEOUTETHCKYIO YIIAKOBKY)

Konuyects Hena B
Topr o B nmepecueTe Ha IIpu
oBoe motrpedute Ilena 3a konuuectso JIC B 4HHA
Crpana HauM JIbCKOU NOTpeOUTENbCKY TOTpeOuTENbCKOl Bamora Lena B Tenre oTCy
€HOB YIIAaKOBKE B IO YIIAKOBKY yIaKoBKe, TCTB
aHue pedepeHTH 3aperucTpUPOBAH ns
ol cTpane Hoit B PK

A3zep0aiin
KaH



17.

18.

O© 0 N N b

10
11
12
13

14

15
16
17

18

19

Benapych
Bonrapus
Benrpus

Ksipreizcra
H

Ilonpia
Poccus
CroBeHus
Typuus

V30ekncra
H

Crpana-np
OW3BOIHTE
ns*

3apeructpupoBanHas 1ieHa npousBoautens JIC st onToBoN U pO3ZHUIHON
peanuzanuy, a Takke B pamkax ['OBMII u (nmn) B cucteme OCMC

Hena JIC qns onToBOM W PO3HUYHOW pealld3allid, a TaKKe B paMKax
I'OBMII u (unn) B cucteme OCMC, mpowmsBeaeHHoro B PecmyOnnke
KazaxcraH, cocTOSIIYI0 U3 HUKEYKa3aHHBIX (PaKTUUECKH NTOHECCHHBIX
3aTpaT

HaumMeHnoBanue pakTiHuecku OHECEHHBIX 3aTPaT
3aKyTKa CHIPhS U (MJIH) KOMIUIEKTYIOIINX
JIOTUCTUKA CBHIPhS U (W) KOMIDICKTYIOIIAX

CTpaxOBaHME, TAMO)KEHHBIE TUIATEXKH U TAMOXKEHHOE O(OPMIICHHE CBIPBS U
(MITH) KOMITIEKTYIOIITNX

MIPOEKTUPOBKA
pa3paboTka

Ju3aiH

Tparchep TeXHOIOTHHA

KOHTPAKTHOE ITPOM3BOACTBO

MIaTEHTHPOBAHHUE

MOKYTIKa IIPOU3BOJICTBEHHOTO 000PY/I0BaHUS

o0ydJeHHe IepcoHaia Ha IPON3BOICTBEHHBIX IUIOMIA/IKaX 3apy0ekoM
BHEJIPEHHE MEXKIyHapOIHBIX CTaHIapTOB KauecTBa

MOJy4eHHe cepTuduKara o MporCcX0XKICHUH TOBapa

MOJIy9eHHE WHAYCTPHAIbHOTO cepTudukara HarmoHanpHas manmaTta
npeanpuauMareneii Pecriyomuku Kazaxcran

na6opaTopHLIe UCIIbITAHUA
KIIMHUYCCKHUE UCIIBITAHUA
J'Ia60paTOpHO-KJ'H/IHI/I‘-IeCKI/Ie UCIIbITAHUS

9KCIEPTU3a B LENAX TOCYJApPCTBEHHOM PEruCTpani, IepeperucTpanu u
BHECEHHH U3MEHEHUH B PETHCTPAIMOHHOE JIOChE

OIICHKa Ka4yeCTBa

CTOI/IMOCTB, TCHI'C



20 CUCTCMY MOHHUTOPUHIA 6€3OHaCHOCTI/I, KadyeCTBa H 3(1)(1)6KTI/IBHOCTI/I
JICKAPCTBCHHBIX CPCACTB

21  cogxep:kaHue mepcoHaia

Hroro cymma:

dbopma

3asBieHHe Ha BKIIOYCHHE JIEKapCTBEHHOr0 cpeAcTBa B Kazaxcranckmit HanmOHAIbHBIH
JIeKapCTBeHHEIH GopMyIsip

1. Uudopmarus o yciayromnomayuarese:
1) HauMeHOBaHKE OpPraHU3aluy;
2) ®.1.0. (npu HaTM4YUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTB;
3) MecTo HaxXOXJEHHsS OpraHu3aluu yciayromnoiydarens (IOpUIUYEecKUil aapec,
(bakTudeckuit aapec);
4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) Homep Tenedona u (nam) daxca;
6) DJIEKTPOHHBIN aipec WIH aJpec dIEKTPOHHON MOYTHI.
2. JlaHHble 1O 3asBICHHOMY JiekapcTBeHHOMY cpeacTBy (JIC) B cooTBeTcTBHM C
['ocynapCTBEHHBIM peeCTPOM JIEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3ETUN:
1) ToproBoe nHannmeHoBanue JIC;
2) MEXIYHapOAHOE HEMATEHTOBAHHOE HAMEHOBAHHE;
3) cocrtaB JIC (nmeicTByroNIME W BCIIOMOTATEIbHBIE BEIIECTBA), MIPEIaraeéMoro Jjis
BKJIIOYEHUS,
4) nexapcTBeHHast popMa U J03UPOBKA, KOHIICHTPALIUS;
5) cBeeHUs 0 rocyAapcTBEHHOM peructpaiuu 3assieHHoro JIC B PecnyOnuke Kazaxcran

6) papmakonoruueckoe neictaue JIC;

7) dbapmakosnorudeckas rpymnmna JIC u ATX kox;

8) MmokazaHus K IPUMEHEHHUIO COTJIACHO MHCTPYKIIMU TI0 TPUMEHEHHUIO JICKAPCTBEHHOTO
CpEIICTBA;

9) criocob mpuMeHEHUs.

Ecnu nocke comepkut KOHPUACHINAITbHYI0 HHHOPMAIIHIO, YKa3aTh, Kakas HHGOpMAaITus
ABJISIETCS KOH(PUACHUIMAIBHON W TPEJOCTaBUTh OOOCHOBAaHHME KOH(PUACHIIUAIBHOTO
XapakTepa 3To HHPOPMALIUH.

JIOIKHOCTh OTBETCTBEHHOIO JIUI[A YCITYyTOMOIyYaTess

IToanuce

@®.1.0. (mpu HANIUYKH)
JlaTta

[Ipumeuanusi: OObeM 3asiBICHUS HE MPEBBINIACT 2 CTPAHUIl U OCHOBBIBAETCSA HA CBOJHOM
uH(pOpMAaIIK U3 J0ChHE.



IIpunoxenue 2
K IIpaBHJIaM PErUCTPALIH
JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3IETTHH
10 MIPUHIUIY "eANHOTO OKHA"

dopma

3asBiIeHHE HA IPOBEACHHUE 3KCIEPTH3BL, TOCYAAPCTBEHHOM PErHCTPAIHH, IEPEPETHCTPALIHH,
BHECCHHS M3MEHEHHH B PETHCTPALMOHHOE JOCHE MEAUIIMHCKOTO H3EIIHs

Peructpanus

[ ]

IMepeperucrparus
1. Tun npouenypsl I:I

Bruecenue naMmeneHumit

[]

YckopenHas

Ja
Bun skcreptussr ( I:I

1.1. HeoOXoauMoe
yKa3aTh) Her

[ ]

OcHoBaHue

CeneHuss o
PETUCTPAIIIOHHOM
ynocroBepeHun  (
mpwu

1.2 nepeperucTpauuu
U  BHECEHHU

Ne perucrpanioHHoro ynocroBepeHus BeljanHoro B Pecriyonuke Kazaxcran
C YKa3aHUEM JIaThl BBLAAYHN U CPOKa JeHCTBUSA

WU3MEHCHHH B

pErucTpaluoHHOe
JIOCHE)
Ha Ka3aXCKOM
) Toprosoe A3BIKC
’ HAaNMCHOBAHUC Ha pPYCCKOM
SI3BIKE
HomenknatypHblit KOJ
3 ['mo0GanbHOW  HOMEHKJIATYPHI
’ MEIUIIMHCKUX U3Jenuid (mpu
HAJTHYWH)
4 Kon HomeHknatypbl MEAULIMHCKUX
’ nsnenuii Pecrryonuku Kazaxcran
Ha Ka3aXCKOM
Ob6nacTh S3BIKE
5. MEIUIIMHCKOTO
H KOM
IpUMEHEHHUS a pyccexo

SA3BIKC

Ha Ka3aXCKOM
SA3BIKC



7-1.

Haznauenue Ha PYCCKOM
SI3BIKE
MU (UMH)
MU (MT)

MeaunuHCKOoe U3IeIne SIBIIETCS I:I

MM (in vitro)

[]

3akpeiTas
Twun cucrema: Jla
MEIHIIHHCKOTO

|:| obocHOBaHME OT Hpou3BoauTeNs (yKa3aTb CTpPaHUILY
H3IeNNs UH BUTPO

PETHCTPAIIMOHHOTO J10ChE)

(Heobxonumoe Her
yKa3aTh) I:I
Kpartkas Ha Ka3aXCKOM
TeXHHUYECKas SI3BIKE
XapakTepucTuka (
NpU  HAJIHYHH
MIPOrPaMMHOTO
obecneueHus HA PYCCKOM
BKJIIOYAIOTCS S3BIKE
JaHHBIC
MPOrpaMMHOTO
obecrieueHus)

Kiacc B 3aBUCUMOCTH OT CTETICHH . .
Kiacc 1 - ¢ Hu3ko#t crenensto pucka Knacc 2a - co cpenneit

NOTCHIMAJIBHOTO pucCKa o

creneHpio prucka Kiacce 26 - ¢ IOBBIIIEHHON CTETIEHBIO PHUCKa
npuMeHeHus (HeoOxoanmoe N

Kiacc 3 - ¢ BBICOKO# CTENEHBIO PHCKa
OTMETHUTH)

CpeacTBo u3MepeHus

[ ]

Komrmnexe (MT)

[]

Cucrema (MT

[]

MeaunuHckas TeXHUKA sBIseTcs (
OTMETHTD IIPU HEOOXOJUMOCTH) Amnmapat

[]

[Tpubop

[]

O6opynoBaHue

[]

CpeacTBo u3MepeHus

[]



10.

11.

12.

Bun
COCTaBHOM
JyacTh Ha
pycckom
SI3BIKE **¥*

OCHOBHOM
ook MT

Nz nenue

MCIUIITHHCKOTO

Ha3HA4YCHMsI SBJISAETCS (OTMETHTH
TIpH HEOOXOAUMOCTH)

CrepunsHoe

[]

Habop (xomruiexr)

[]

CpencTBo n3MepeHus

[]

Anmnapar

[]

[Tpubop

MenumnuHackoe wu3gene in vitro I:I

SABIIACTCA

(oT™MeTUTH

HEOOXOIUMOCTH)

B cocraBe nmeercs JICKapCTBCHHOC

CpencTBO

Kommekramus MU

HaumenoBanue mozenu (mogudukamnmu) MU Ha pycckoM si3bike **

npu

O6GopynoBaHue

[ ]

I[J'IH CaMOKOHTPOJIA

[]

Ha6op (xomruiexr)

18 0% [

HaumenoBanne mogenu (Monudukanmm) MU Ha ka3axcKoM s3bIKe **
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COCTaBHOM
JyacTh Ha
Ka3aXCKOM
SI3BIKE **¥*

HET13r1 0JI0K

Ha

nMe
HOB
aHu

Ha
HMe
HOB
aHu
e e

coc coc
TaB TaB
HBEl HEI
qac
Tel

qJac
Tl
Ha
pyc
CKO
M  KOM
SI3BI  SI3EI
Ke K€

Ha
Ka3
axc

Monpens
COCTaBH
bl X
yacTen
H a
pyccKoM
SI3BIKE

Mopgens

COCTaBHBIX YacTeH
Ha Ka3axCKOM
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IIpousso
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SI3BIKE

IIpousso
IUTEHb
H a
Ka3axcKo
M SI3BIKE

TpaHa

pycckom
SI3BIKE

Crpana
H a
Ka3axCKo
M SI3BIKE



KOMIUIEKTYIO
mee

pOrpamMHoOe
obecrneueHue

MIPUHAJICIKHO
CTh

pacxoaHbIN
Marepuan

usgenue
TUIIOpa3MepH
oro pszaa(c
yKa3aHHEeM
Iyana3oHa
pa3mepos )

peareHt

13.

14.

15.

16.
17.

1. HasBanue cTpaHsl

JKUBIHTBIKTAY
mbUIap

Oarmapnamaln
BIK JKacaKTaMa

KEpeK-KapakT
apsl
HIBIF Bl H

MaTepuaniap
B

THITIiK
MeJIepi
Kartap
Oy#ibiMbl
eluIeM
ayKBIMBIH
KepceTe
OTBIPHII)

peareHt

YmakoBka

Bun (mepBuunas
WJIN BTOPHYHAs)

[TepBuunas
Bropuynas

I'pynmoBas (mipu
HAJINYHN)

Cpok xpaHeHus

T'apanTuiinblil

Kommaec
TBO
Haumen CIMHMUIL
Pasmep OO0wem
OBaHHE
YIaKOBK
e
KOJIMYECTBO MeCSIeB (JIET)
CpOK

dKCIUTyaTali TpUOOpPOB  ( KOJIMYECTBO MecsleB (JieT)
annapaToB, 000pYAOBaHNH)

YVcnoBusa

TPaHCTIOPTUPOBAHUS

YcnoBus xpaHeHus

Perucrpanus B cTpaHe-IpoOM3BOAMTENE U IPYTUX CTPAHAX

Ne
perucrpa
IIHOHHOT
0
yIOCTOB
epeHus (
yKa3blBa
eTcs MpH
HaJTMYHA

)

Jara Bergaun

Cpoxk aeiicTBust

[TomHOCTBIO HA JAHHOM IIPOU3BOACTBE

Kpa
TKO

OITN
CaH
uc



18.

19.

22.

[]

YacTuuHo HaA JaHHOM MPOU3BOJCTBC

[]

[TonHOCTBIO HA IPYTOM IPOU3BOJICTBE

[ ]

HpOI/I3B0)II/ITeJ'II) MCAUIUHCKOIO HU3ACIUA U YYaCTOK MPOU3BOACTBA (BKJHO‘-Ia;I Y4aCTKu HOPOH3BOACTBA
JII000r0 KOMIIOHCHTA, KOTOpLIfI SABJIACTCA 4aCThIO MCIUITMHCKOT'O I/IBHCJ’II/ISI)

IIpousBoncTso

Ne, mara
HaumenoBanue, u cpox IOp ®Pa
N ®.1N.0. (npu
ctpana 1,2 (Ha Je#cTBM HMIU KTH ®.1.0. (mpu ero
Tenedon €ro HaJM4un),
Twun Ka3aXCKOM, s yec dgec HAJIUYHU),
. . » dakc, IIOJKHOCTH
TIPOU3BOIUTEIIS pyCCKOM, paspemy Kuid Kuid . JIOKHOCTH
N e-mail KOHTaKTHOTO
AHTJITUHCKOM TENBHOTO aAp ajap PYKOBOIUTEIS
JUIa
SI3BIKAX) JIOKYMEH eC  ecC
Ta
[IpousBonurens
IIpousBoacTBeHHas
IUTOIIAKA
YN01HOMOYEHHBIH
MPEICTABUTEIb
MPOU3BOIUTENS B
PecnyOiuke
Kazaxcran
KonTakTHbIE
TaHHEBIE
YIOJTHOMOYEHHOTO
nuIa no
MOHHUTOPHUHTY
HEeOJIarOMpPHUsTHBIX
coOBITHH (
MHIIMJACHTOB) Ha
TEPPUTOPHUU
PecnyOonuku
Kazaxcran
Jlannbie
m o
VYcnyrononyuaTensb
JIOBEPEH
HOCTH

V3meHeHMs, BHOCUMBIE B PETHCTPAILIMOHHOE 10Che (3aMOIHSIOTCS NPU TUIIE 3asSBKU — BHECEHNE N3MEHEHUH)
(yka3aTp BHOCUMBIC H3MCHEHUS)

Penmakuus 10 BHECEHUS U3MEHCHUI BHocuMbIe n3MeHEeHUS
JlaHHbIE IO JOTOBOPY HA MPOBEIEHHUE SKCIIEPTU3bI METULIUTHCKOTO U3AETUS
Ne noroBopa Ha MPOBEIECHHUE IKCIIEPTU3BI MEAUIIUHCKOTO U3IETHS
Jara 3akmtroueHus
Cpok nercTBus
CyOBEKT, OCYIIECTBIIAIOUIHIA OIJIATy 3a MPOBEACHUE IKCIIEPTU3bI MEAUIIMHCKOTO U3ICITUS

HaunmenoBanue IOpUANYECKOTO JINIIa



Crpana

IOpunnuecknit anpec
®dakTUvecKuil aapec
@®.1.0. (1pu ero HAIMIHN)
Tenedon

®daxc

DNEKTPOHHBIN aapec

V| PN |||k

BI/I3HGC-I/II[eHTI/I(l)I/IKaIII/IOHHHﬁ HOMED

._
e

WnauBuayanbHBI HACHTU(DUKAIIMOHHBIN HOMEP

—_
—_

Bank

_
>

PacueTHbIi cueT

—
w

BantoTHbIN cueT

_
>

Kon
15. BaHkoBCKUI HICHTU(UKAITHOHHBIN KO

VYcnyrononydaTens:

lapantupyto: nocTOBEpHOCTh HH(OPMAIMM, aJCKBAaTHOCTh IEPEBOJOB METOIMK KOHTPOJS KauecTBa,
9KCIUTYaTal[HOHHOTO JOKYMEHTa, MHCTPYKLUUH MO MEIUIMHCKOMY MPUMEHCHHIO MEIULUHCKOTO HW3/eNus,
MIPe/ICTABIICHUE 10 Hadaja JJADOPaTOPHBIX HCIBITAaHUH 00pa3oB MEAUIIMHCKOTO M3IEIHsl, CTAHIApTHBIC 00pa3Ibl
B KOJIMYECTBAX, JOCTATOUHBIX IS TPEXKPATHOTO aHAJIN3a, CHelU(pUIeCKHe peareHThl, PaCXOAHbIE MaTePHAIIH,
MMPUMEHACMBIC IIPHU MTPOBCACHUU HUCIIBITAHUH (B HUCKIIIOYUTCIIbHBIX ClIydadaX U Ha YCIOBUAX BOSBpaTa), a TaKXKe ux
COOTBETCTBUC JOKYMCHTAM 110 Ka4€CTBY, IIPCACTABIICHHBIM Ha OKCIICPTU3Y.

O0s13y10Ch OCYIIECTBIIATH MOCTaBKY MEIUIMHCKOro m3genus B PecmyOmuky KazaxcraH, cOOTBETCTBYIOIIHE
TpeOOBaHMUM, yKa3aHHBIM B PETHCTPALIMOHHOM J0ChE, H COMTPOBOXKIATh MEJUIIMHCKOE U3/IeTINe HHCTPYKINEH 110
MEAMIUHCKOMY HPHMEHEHHIO (PYKOBOJICTBOM) IIO JKCIUTyaTalliM Ha Ka3aXxCKOM W PYCCKOM S3bIKaX, C
COOJIFOZICHHEM JOCTOBEPHOCTH M Ay TEHTUYIHOCTH MEPEBOJIOB.

lapantupylo coxpaHeHne O€30IacHOCTH M KadecTBa MEIUIIMHCKOTO H3JeNHS B TEUCHHE BCETO CpPOKa
HCIIOJIb30BaHUS, IPH COOJIIOCHNUY YCIOBHH TPAHCIIOPTHPOBAHUS U XPaHEHHS B COOTBETCTBUU C TPEOOBaHHUAMHU
3aBOJIA-TIPOU3BOJUTEILS.

O06s3y10ch coo0MmaTh 000 BCEX M3MEHEHHUSIX B PETHCTPAMOHHOE JOCHE, a TaKKe MPEICTABIATEH 3asBICHHUC H
MaTepHaibl IpU 0OHApYKEHHU MOOOYHBIX BO3ICHCTBHI NMPH NMPUMEHEHHH MEAULMHCKOTO M3IENus, paHee He
YKa3aHHBIX B HWHCTPYKOHUH MO MCAUIHWUHCKOMY IIPHUMEHCHUIO I/I/I/IJ'[I/I B OJOKCITyaTallUOHHOM JOKYMCHTC
MEIUIMHCKOTO U3IEIHS.

Jara

@®.1.0. (mpu ero HAAINN)
Ycenyromomydatens
TToamuce

[Ipnmeuanue:

* HarMeHOBaHUE Ha aHTJIMHCKOM SI3bIKE 0053aTEIbHO JJIs1 3apyOeKHbBIX MPEATPUATHIHI

** Mpu HaJTMYMKM HECKOJIBKUX MOoJesel (MoAu(pUKAaLHii) JaHHbIE 3aII0JIHAIOTCS OT/IEIbHOM
CTPOKOM Ha KKy MOJIeTh (MOIU(DUKAIUIO)

*H* 3anoaHAeTCS TPU HATMYUHU

*EXK MOMHMO yKa3aHHBIX JOKYMEHTOB, YCIYTOMOJydaTeldb MPEJOCTABISAECT OTUYET

BaJIMJIALlMU MEAUIIMHCKOIO U3/IE€IHs, IPECTABICHHBIX HA AKCIIEPTU3Y WU OTUYET BAIUJALUU
MU3MEHEHUI, BHOCUMBIX B PETUCTPALIMOHHOE JOChE METULIMHCKOTO H3EIIHS



dbopma

(HaMeHOBaHUE TOCYIapCTBEHHON
AKCIIEPTHOMN OpraHu3aIum)

3asBieHuUe )i PErUCTPAIUY, BHECEHHU H3MEHEHHS B IICHY IIPOU3BOAMATENA H3ICIIHT
MeIUIMHCKOTO Ha3HAYEeHUA, BBOSUMOro Ha Teppuropmio PecyOmikn Kazaxcran

[IpenocraBisito uHGOPMALUIO 1 PETUCTPALIMU, BHECEHUS MU3MEHEHHS B LEHY

MPOU3BOJUTENS M3AENUS MEIULIMHCKOTO Ha3HAuYeHUS,
Pecny6iiuku Ka3zaxcran

1. Ycnyrononyyarenb
1.1. IIponsBoauTens
HanmeHoBaHUEe FOPHIMIECKOTO JIUTIA
Crpana
IOpunngecknii anpec

®dakTudeckuil aapec

Tenedon
®dakc
e-mail
®.1.0. (pu ero HaAJIUIUH )
JomxHOCTB
KonraktHOE U110 Tenedon
®daxkc
e-mail

Hanumune B PecnyOmmke KaszaxcTaH CTpyKTypHOTO
roJpasaeeHust (FopuINIecKoe JIMLO, (HIIHa)

1.2. Bnagenen perucTpalioOHHOTO y10CTOBEPEHHUS
Hazpanue
Crpana
IOpuanueckuii agpec
dakTudecKkuil agpec
Temn.
Ddaxc
e-mail
@®.1.0. (mpu ero HaNU4MUU) PyKOBOIUTEIS

IIpu nanmuuuu

JlomKHOCTH

BBO3MMOI'0O Ha TEPPUTOPUIO



KonrakrHoe numo Tenedon
daxc
e-mail

Hanmune B PecnyOmmke KazaxcrtaH CTpyKTypHOTO
moapa3aeneHns (IOpUAMYECKOe JIMIO, (UIHAI)
HaJlelleHHOro (YHKIMelH peanu3anuu i ONTOBBIX
JCTPUOBIOTOPOB

1.3. YHOOIHOMOUYEHHBI MPEACTABUTENh MPOU3BOAUTENS JUOO JTOBEPEHHOE JIUIIO,
YIIOJJHOMOYEHHOE IPOBOJAUTH JEWUCTBUS BO BpeMs IMPOUEAYPHl TOCYJapCTBEHHOU

peructpauuu B Pecniyonnke Ka3zaxcran.

Hazsanme (mmm @.M.0. qnsa us.
nuna (Ipu ero HaJlu4un))

Crpana
IOpunnaeckuii ampec
®dakTuveckuil aapec
Tenedon

®daxc

e-mail

®.MN.0. (mpu ero HaIUYUH)
PYKOBOJIUTEIS

Ne noeepenHoctu
JlaHHBIE O TOBEPEHHOCTH Jara BeIgaun
Cpoxk pericTBus

2. Uadopmanus o UMH

TOpFOBOC HAaUMCHOBAaHUC
MEIUIIMHCKOT'O U3ACIINA

Howmep PETUCTPALIUOHHOTO
2. YIOCTOBEPEHHUS, JaTa BbIIa4d B
Pecnyonnke Kazaxcran

BapuanT ucnonsenus

4. Enununa namepenus
5 CocraBisromue OJHON €IMHUIIBI
’ U3MEpEHUs
Kjacc 1 - ¢ HU3KOM CTEeNeHbI0 prcKa
KJacc 2 a - Co CpefHel CTeNneHbIo
MeaunuHckoe u3enne OTHOCUTCS K PHCKa
6. Kjaccy OesomacHocTH (HY)XXHOe kjgacc 2 06 - ¢ IOBEIIIEHHON

OTMETHTBD) CTENEHBIO PHUCKa
KJIacC 3 - ¢ BBICOKOH CTENEHBIO
pHUCKa

Ycnyronony4darens:

I"apaHTHpYIO: TOCTOBEPHOCTD, MOJHOTY U COAEPKAHUE MPENOCTABICHHBIX JOKYMEHTOB B
COOTBETCTBHH C 3aKOHOJIaTenbcTBOM PecniyOnuku Kazaxcran u HacTosimumu [IpaBuiamu.



Jlara

®.1.0. (nmpu ero HaJTU4YUH) YCIyronoayqaTesis
IToamuce

[Ipumeuanue: *Peructpaiius 1ieHbl UM BHECEHHE U3MEHEHUS B 3aPETUCTPUPOBAHHYIO
LIEHY NPOU3BOAUTENS HA TOPrOBOE€ HAMMEHOBAHUE U TEXHUYECKYI0 Xapakrepuctuky IMH B
pamkax ['OBMII u (unu) B cucreme OCMC ocymiectBisiercs B TeHre. [Ipu KkoHBepranuu
LEHBI YCIyTOIOIyYaTels B TEHI'€ UCIOJIb3YIOTCS 0(ULIMaIbHbIE KypChl HHOCTPAHHBIX BAIOT
B CpEeHEM 3a MecHll, MPEANIECCTBYIOMMI Mo1aue 3asBieHUs (CpeIHU OOMEHHBIH KypcC)
Hammonansaoro banka PecnyOnuku KazaxcraH.

**[Ipu oTcyTcTBUU 00MeHHOTO Kypca B HammonansnoM banke Pecny6nuku Kazaxcran
uHpopmanus o pedpepeHTHOM 1eHe nojnaerca B Aouiapax Coenunennsix IlltatoB Amepuxu
COTJIACHO PACYETHOMY KYypCy ONEpalui 3a NMPEALIECTBYIOIIMN MeCsL, NMPEA0CTAaBICHHBIX
ka3HaueiictBoMm Opranuzanuu O0beanHeHHbIx Hanuit, Ha caifte www.treasury.un.org.

*#%* [Ipu OTCYTCTBUU PETUCTPALUU B PEPEPEHTHBIX CTPAHAX

*##%B cnyuae orcyrcTBus PY u panee 3apeructpupoBaHHas 1ieHa npousBoautenss UMH
3a €IMHMIY U3MEPEHUS Y 3asBIIIEMOI0 Ha perucTpauuo neHsl npoussoaurenss UMH nyHkT
1.2 u cTpoka 2 myHKTa 2 ¥ JTaHHBIE PAHEE 3aPETUCTPUPOBAHHON LieHa mpousBoautenss UMH
HE 3aIl0JHSOTCA.

®.1.0. (mpu ero HAIMYUM) YCIYTONoaydaTesst OAMNUCh

Jlara

[Ipunoxenune 3
K MIpaBHJIaM PETHUCTPAIAN
JIEKapCTBEHHBIX CPEICTB
Y MEJIULIMHCKUX U3ICIUi
M0 MPUHITUIY "eINHOTO OKHA"

IlepegeHs OCHOBHEIX TPeOOBaHMIA K OKa3aHHIO TOCYIaPCTBEHHOH YCIIyTH "OKCIepTusa,
PerucTpanys, NepeperucTpanys, BHECEHHO® H3MEHEOHHH B PETHCTPAIOHHOE JOCHE
JIEKapCTBEHHOT'O CPEACTBA WIH MEIUIIMHCKOTO M3 W PerHCTpaLyA IeHbI, BHECEHUE
M3MEHEHHH B IIeHy IPOW3BOAUTEINS, a Takke ¢popmupoBanre Ka3axcTaHCKOro HalmOHAILHOTO
JIeKapcTBEHHOro (popMyapa”

MI/IHI/ICTepCTBO 3ApaBOOXpaHCHUSA

1 HanmMenoBanue ycinyrogarens PeciyOonmuku Kaszaxcran (mamee —
YCITyro/1aTeh)
BeO-mopTas  "3JIEKTPOHHOIO
Croco0sl Mpea0CTABICHUS

npaButenbcTBa’  www.egov.kz  (

TrOCYyJIapCTBEHHOM YCIIYTH
ymap yerny Jlajee — IopTa).

dusnueckre U I0pUANIECKHe Jrna (
3 CBenenns 00 yCIIyTororydaTene
Jlajiee — yCIyTroIoy4aresb)

OKcmepTusa,  perucrpanus,
MepeperucTpanusi, BHECECHHE



Cpok OKa3aHUSI TOCyIapCTBEHHOH
yCIyrH

®dopma oka3aHUS TOCYJAPCTBEHHOM
yCIyTu

WU3MEHEHHH B PETHUCTPALMOHHOE
JIOChE JIEKAPCTBEHHOTO CpPEICTBa
WIH MEIWIMHCKOTO HW3JCIHs,
npodeccuoHambHAast SKCIIePTH3a IS
BKIIOYeHHsT B KasaxcTaHCcKun
HallUOHAJIBHBIA  JIEKAPCTBEHHBII
dhopmyisip — mo 100 (cTo) paboumx
JTHEH;

perucrparysi, BHeCEHHE U3MEHEHHUS
B IIleHy npom3BoguTens — 10 (mecsaTsb
) paboumnx gHEH

Cpok OKa3aHHs TOCYZapCTBECHHON
ycnyru He mpesbimaer 100 (cto)
pabounx JHEH.

B cpoxu okazaHusi rocy1apCTBEHHOU
YCIIyT'd HE BXOJHT:

1) BpeMs BOCIIOJIHEHU S
HEKOMIIJICKTHOCTH
PETHCTPAIIMOHHOTO JIOCKE;

2) BpeMs IpenoCTaBICHUS
yCIIyronoydaTesaeM JOKYMEHTOB U
MaTepHaJIOB TI0 3aIPOCy Ha JTF0O00M
W3 ITAIOB SKCIIEPTU3HL,

3) BpeMs opra"Hu3anud H
MIPOBEICHUS HHCIICKITHH.
VYenyromomydatens B TedeHue 30 (
TpUaUATh) pabodux gHEH CO IHS
MMOoJTy4uY€HUs YBECAOMIICHU A (6]
HEOOXOIMMOCTH  NpPOBEIEHUS
WHCTICKIMH MPEIOCTABIISICT MUCHMO
0 COTJIacuy;

IIpoaomKATENEHOCTE OpPTaHU3AIUI
U TPOBEOCHUS WHCICKIUU
mpon3BOACTBa He mpeBsimaer 90 (
JIEBSTHOCTO) paboumx AHEH co JHS
MOJIyYEHHs yCIYTOIOoJydaTesieM
YBEIOMJICHUS] O HEOOXOMMOCTH €e
IIPOBEICHUSI.

4) opraHuzanus W IIPOBEJCHUE
DKCHEePTHOrO COBETA;

5) COTJIaCOBaHHSA
YCIYTOMOAyYaTeieM HTOTOBBIX
JIOKYMEHTOB.

ONeKTpOoHHAS

IIpu »skcnmeptuze, perucTpaunu,

MEPEPETUCTPALIMA WM BHECEHUU

U3MEHEHUM B PpETrUCTPAallHOHHOE

JI0CbE JIEKAPCTBEHHOI'O CPENCTBA

WA MEIULUHCKOTO U3ENHs:

1) perucTpaiioHHOE YAOCTOBEPEHUE
, JCHCTBylOIlee Ha TEPPUTOPHUU

Pecnry6muku Kazaxcran;



Pesynbrar OKa3aHUus
rOCYyJIapCTBEHHOU YCIIYTH

2) 3aperucTpUpPOBAHHBIC
MHCTPYKIHS (JINCTOK-BKJIAMBIII) T10
MEIUIIMHCKOMY  IPUMEHEHUIO
JICKapCTBEHHOTO CpPEJCTBA WM
MEIUIIMHCKOTO M3JENMs U oOmas
XapaKTepUCTUKA JIEKaPCTBEHHOI'O
CpelCTBA HAa Ka3aXCKOM M PYCCKOM
S3BIKAX;

3) 3aperucTpupoBaHHbIE MAaKETHI
YIaKOBOK, 3THKETOK, CTHKEPOB Ha
JIEKapCTBEHHBIC CpencTBa,
MEIUOVHCKUE U3AEIHs Ha
Ka3aXxCKOM M PyCCKOM SI3BIKaX;

4) MOTHUBHpPOBAaHHBIH OTBET 00
OTKaze B OKa3aHUU
rOCyJapCTBEHHOM yCIIyTH.

Ilpu perucrtpanuu, BHECEHHUS
U3MEHEHHUH B LIeHy NMPOU3BOIUTENS
JIEKapCTBEHHOTO CPEJICTBA!

1) 3aKJIIUYEHHE 0
3apeTHCTPUPOBAHHON IIEHE WIN
MEPEPETUCTPUPOBAHHON IICHE B
pamkax 'OBMII u (unu) B cucteme
OCMC.

2) MOTHUBHUPOBAHHBI OTKa3 B
perucTpanMu  LEHB  UIH
nepeperucTpanuu
3aperucTpUpOBaHHONW IEHHl B
pamkax 'OBMII u (unm) B cucteMe
OCMC.

Ilpu peructpauuu, BHECEHUS
WU3MCHEHHUH B IIEHY NPOU3BOIUTEINS
MEIULMHCKUX U3EIHI:

1) 3akmioueHwe O pPErucTpaluu,
BHECEHHsSI H3MEHEHHS B LIECHY
MPOU3BOAMUTENS] HA TOProBOE
HAaUMEHOBAaHUE U TEXHUYECKYIO
XapaKTEePUCTUKY BBO3UMBIX/
npousBoauMbix UMH, nogaHHbIX B
pamkax 'OBMII u (unu) B cucteme
OCMC;

2) MOTHBHUPOBAHHBI OTKa3 B
pPETUCTpaIiK, BHECEHUH U3MEHEHUS
B ueHy npowusBoautenss UMH B
pamkax 'OBMII u (unm) B cucreme
OCMC;

3) 3akimoueHHE O PETHCTPAIH,
BHECCHHSI H3MCHEHHS B IICHY
MPOU3BOANTEIS] MEAULUHCKOTO
u3enus JUIsi TUAarHOCTHKU BHE
JKMBOTO opranuzma (in vitro),
MPOU3BOAMMEIE Ha TEPPUTOPUH
Pecriyonmukn Kazaxcran B pamkax
JIOJTOCPOYHBIX IOTOBOPOB ITOCTaBKH



Pazmep omnarel, B3uMaeMou ¢
YCIIyronoyJyaTesst Mpu OKa3aHWU
roCyJapCTBEHHOW yCIyru, H
crnoco0bl ee B3MMaHHs B CIyYasXx,
npeaycMOTpPEHHBIX
3aKOHOJATeIbCTBOM PeciryOnmku
Kazaxcran

, 3aKJIIOYEHHBIX C EauHbIM
JHCTPUOBIOTOPOM;

4) MoTHBUPOBAaHHBIH OTKa3 B
peTHCTpaIiy, BHECCHUS] N3MEHEHUS
B IIeHy HpPOU3BOJUTENA
MEIUIUHCKOTO M3JeNusl s
BHE JKHBOTO
(in vitro),
NpPOU3BOAMMBIE Ha TEPPUTOPUU
Pecriybnmukn Kazaxcran B pamkax

ANAarHoCTHUKHU
opraHmsma

JOJITOCPOYHBIX JOTOBOPOB ITOCTaBKU
, 3aKJIIOYCHHBIX C Ennaeim

JCTPUOBIOTOPOM

3a oOKa3aHHE TOCyJapCTBEHHOMU
yCIyTH YCIyTOMOoIy4YaTenb
OIJIAYMBACT B PECIyOIMKAaHCKUH
OI0/KET PEeTUCTPAIMOHHBIN cOOp B
nopsake yCTaHOBJIECHHOM
HanoroBeiM konekcom PecrryGiuku
Kasaxcran B pasmepe cieayroumx
CTaBOK:

1) 11 MecsauHBIX pacyeTHBIX
MoKasaresnei, AeMCTBYIOLUX B I€Hb
OIIaThl cOopa 3a TOCYyIapCTBEHHYIO
PETUCTpAIHIO;

2) 5 MecsSUYHBIX pacCYETHBIX
[IOKa3arenei, AeUCTBYIOIUX B JIEHb
OIIIaThl cOopa 3a TOCYAapCTBEHHYIO
HepeperucTpalnuo. Omnnara
JUICH3NOHHOTO cOopa MOXeT
OCYHIECTBISTHCS
YCIYronoiydaTeseM B HAJIMYHOU U
Oe3HanuyHOM GopMe yepe3 OaHKH
BTOpOoro yposHs. Ha mnonyuenue
TOCYAApCTBEHHOW YCIYrH oIliaTa
MOXET OCYIIECTBISAThCA Yepe3
MJIATEXXHBIA LUTI03 "3JEKTPOHHOTO
npaButenbeTBa" (mamee — ITIIDIT).

1) ycnyromaresnst — ¢ OHEEIbHUKA
no natHuny, ¢ 8.00 mo 17.30 gacos ¢
nepepeiBoM Ha o6en ¢ 13.00 mo
14.30 yacoB, KpoMe BEIXOAHBIX H
Mpa3gHUYHBIX JHEN cornacHo Tpyno
BOMYy Kojaekcy PecnyOnuku
Kazaxcran (manee — Tpynosoii
KOJICKC).

2) moprana — KpyTrJoCyTOYHO, 3a
UCKJIIOUEHHEM  TEXHUYECKUX
TIEPEPHIBOB B CBS3HU C IPOBEICHIEM
PEMOHTHEIX paboT (Tipu oOpameHnn
yCIyromnoay4artemis mocie
OKOHYaHHUsl pabodvero BpeMeHH, B

BBIXOJOHBIC W TMPAazaAHUYHBIC JTHU



I'paduk pabots! yciayronarens

corimacHo TpyaoBoMy KOJEKCY
npueM 3asBICGHHUS M BblAada
pesynbpTarta OKa3aHWsA
rocyaapcTBEHHOMU yciIyru
OCYUIECTBIJISCTCS  CJEAYIOUINM
padouuM JTHEM).

3) VYcmnoBue o0O0cCTyXUBaHUA
ycayrogareneM: I'ocymapcTBeHHas
ycllyra OKa3bIBaeTcsi B IOPSJKE
ouepeny, 0e3 MpeaBapUTEIBHOU
3amucu, 0e3  YCKOpEHHOTO
obciyxuBaHus. Ajpeca MecCT
OKa3aHMsI FOCYJapCTBEHHOHN YCIyru
pa3MenieHsl Ha  HopTale
www.egov.kz

K YCIYTOIaTeNio:
JUTSL OKCHEPTU3BI JIEKapCTBEHHBIX
CPEICTB NPH MX TOCYIapCTBEHHON
perucTpanyy 1 nepeperucTparim:

1) 3asBneHWe Ha TMPOBEJCHHE
9KCIEPTU3bl  JIEKAPCTBEHHOI'O
cpencrBa (manee — 3asBJICHUE) B
3JEKTPOHHOM BHJAE IO ¢opMme
COTJaCHO TPHIIOXKEHWI0 1 K
HacTtosuM IIpaBunam;

2) perucTpamoHHOE J0Che B
ANEKTPOHHOM BHAE B (opmate
MEXIIIaT(GOPMEHHOTO 3JIEKTPOHHOTO
nmokymenra ("pdf" popmar):
nepeyeHn JOKYMEHTOB,
MPEAOCTABISEMbBIX JJISI SKCIEPTU3EI
npousBoauTesiMu - PecrryOiuku
Kazaxcran o hopme cormacHO mpuit
oxxennio 13 k HacrosmumM [IpaBumam
5

nmepedeHb JIOKYMEHTOB,
npenocTaBisieMblx B (opmare
OO01Iero TeXHUYECKOro AOKYyMEHTa,
mo (opMe COrIaCHO MPHIIOKECHUIO
14 x HactosiuM [1paBunam;

3) cBexmeHHUs, MOATBEPXKIAIOIINE
OIUIaTy YCJIYrOmoJydaTeleM Ha
pacyeTHBI CUET rocydapCTBEHHOU
SKCIIEPTHON OpTaHW3alUUd CYyMMEI
JUIsl TIPOBE/ICHHS IKCIIEPTH3bI;

4) o0Opa3sIibl JIEKApPCTBEHHBIX CPEACTB
, CTaHaapTHble  00pa3msl
XMMHUYECKHX BEIIECTB, CTAH/IAPTHHIC
00pasusl OMOJIOTUYECCKUX
JMEKapCTBEHHBIX  IPEIMapaToB,
TECT-IITaMMBl MHUKPOOPTaHU3MOB,
KyJIbTYpbI KJIETOK, B KOJHMYECTBAX,
JOCTATOYHBIX [JId TPEXKPATHBIX



Na00paTOPHBIX HCIBITAHUN C
OCTAaTOYHBIM CPOKOM TOJHOCTH HE
MeHee 9 (meBaTH) MecsmeB (3a
HCKIIOUYCHUEM CiIydaeB, He
TpeOyrommux MpOBECHUS
71a00paTOPHBIX UCIBITAHUN),a TAKKE
crenuduueckue peareHTHl,
pacxoaHbie MaTepHabl,
MpUMEHSEMBIC TIPH TPOBEICHUHU
nabopaTOpPHBIX HCTIBITAaHUN
JIEKapCTBEHHBIX CPEICTB, 00pa3Iibl
JIeKapCTBEHHBIX CpeICTB,
coJepiKallie HapKOTHUYECKHE
CpelCcTBa, IICUXOTPOMHbBIE BEIIECTBA
U TIPEKYPCOPHI, a TAKKe TPeOyIoIIHe
0COOBIX ycmoBHHA XpaHeHUS (
TeMIepaTyPHBIN peXHuM, BIAKHOCTH
) ycnyromnoiydaTenb MpeI0CTaBIseT
B TeueHue 2 (nBa) pabouyux JHEH ¢
MOMEHTa TMOJAa4Yu  3asiBICHHUS
HapOYHO MO aKTy MpueMa-nepesadu
B HCIBITaTEeIBHYIO J1Aa00PaTOPHIO
roCyAapCTBEHHON  JKCIEPTHOU
OpraHu3aIIH.

[Tpu nepeperucTpanmuu
JIeKapCTBEHHBIX CpencTB
Mpea0CTaBICHUE 00pa31uos,
NpPEeAYCMOTPEHHBIX  JTaHHBIM
ITyHKTOM, He TpeOyercs.

Ilepeyenp  mpeaoOCTaBISIEMBIX
MaTepHaioB PErUCTPAHOHHOTO
JIOCBE B 3aBHCHMOCTH OT BHIA
JIEKapCTBEHHOTO cpencTBa
COOTBETCTBYET HpPUIIOXKEHHIO 15 K
HactosuM [IpaBunam.

IIpu BHeceHnn n3MeHeHUH Tuna A,
Ib, 3HaUNTENBHBIX U3MEHEHUH THIIA
II mpencraBnsier 3asBi€HUE IO
(hopMe cormacHO MPUIOKEHUIO 1 K
HaCTOS UM [IpaBunam u
JTOKYMEHTBI COTJIACHO MPHIIOKEHUIO
16 x HactostuM I1paBunam

IIpu  perucrtpauuu  LEHBI
MPOU3BOUTENST JIEKAPCTBEHHOTO
CpeJlICTBa K 3asIBJICHUIO MpUJIaraloTcs
CIIeYIOIINe JOKYMEHTBI:

s OTEYECTBEHHBIX
MIPOU3BOIUTENCH:

1) MOKyMEHT, MOATBEPKIAIOIIUIH
paBo YCIyTOmoIydaTes
OCYIIECTBIISATh PETUCTPAIMIO [IEHBI
WM BHECEHUE M3MEHEHUH B
3apEeTUCTPUPOBAHHYIO  IIEHY
MpPOU3BOJAUTENSI Ha TOProBOE



HAaUMCHOBAHUE JICKAPCTBECHHOTO
CpeICTBa;

2) nHdpopmanus c
TTOITBEPKNAOIIAMHA JTOKyMEHTaMH (
KOHTPAKT, JOTOBOP) O I[€Hax
JIeKapCTBEHHBIX CpEeICTB,
peanu3yeMbIX B JAPYTHUX CTpaHax 3a
12 MecslieB, MPeAIIECTBYIOMINX JaTe
MOJIAYH 3asIBIICHHSI HA PETUCTPAIIIO
TICHBI.

B ciydae OTCYTCTBHS peanu3anui B
IPYTUX CTpaHaX, YCIyTOMOIyqaTelb
MOATBEPKAACT OTCYTCTBHUE
peanu3anuy Ha GUPMEHHOM OJIaHKE
yCAyromnoyiyyareisi, 3aBEepeHHOM
MOAMUCHIO YIOJHOMOYEHHOTO JIUIA
YCIIyTrOIoJIy4aTesnsl.

JIJiss ’HOCTpaHHBIX MPOU3BOAUTENCH
JMEKapCTBCHHBIX CPENCTB © IS
3aKa39MKOB KOHTPaKTHOTO
MPOU3BOJCTBA JIEKAPCTBEHHOTO
CpencTa:

1) MOKYMEHT, TOITBEpPKIAIONIHN
paBo yCIyTomoaydaTels
OCYILECTBISATh PETUCTPALMIO LIEHBI
WM BHECCHHUC W3MCHCHHH B
3apeTUCTPUPOBAHHYIO  ILCHY
MPOM3BOANUTENS] Ha TOPrOBOE
HAaMEHOBAaHHUE JIEKaPCTBEHHOTO
CpeIcTBa.

2) uHbopmanus Ha (GUPMEHHOM
OnmaHke  yciyromoJjydaTens,
3aBepeHHas MOJMUCHIO
YIOJIHOMOYEHHOTO nuIa
yCAOyTomoydaTelss O IleHax B
pedepeHTHBIX CTpaHax, B Cllydae
OTCYTCTBUS IIEH B peepeHTHBIX
CTpaHax - B CTpaHe MPOU3BOTUTES;
3) KONHUs JOKYMEHTa,
MOATBEPKIAIOIAs JACHCTBYIONIYIO
MATCHTHYIO 3aIUTy OPUTHHATBHOTO
JIEKapCTBEHHOTO TMpernapara WIH
OMOJOTUYECKOTO OPUTHHAIHHOTO
JEeKapCTBEHHOTO IIpermapara ¢
yKazaHHeM JaThl HCTCYCHUSA
JIEMCTBHUS MATEHTHOM 3aIUTEI, THOO
MHUCHMO OT 3aBOJAA-TIPOU3BOIUTEIS
WIH JIepXKATeNs PErUCTPAllHOHHOTO
YAOCTOBEPEHUs, TIOATBEPIKIAIONICE
OpUTHHAIIFHOCTE TIpeTapara.

I[Ipy BHECEHMM U3MEHEHUU B
3aperUCTPUPOBAHHYI0  IIEHY
MIPOU3BOJIUTENS JIEKAPCTBEHHOTO
cpenctBa, K  3asABICHUIO



npuiaaralTcs clieylomue
JIOKYMEHTEHI:

Hns OTEYECTBEHHBIX
TIPOU3BOIUTENCH:

1) MOKyMEHT, IMOATBEPKIAIOIIUH
mpaBo YCIyTOMmoIy4daTes
OCYIIECTBIISTh PETUCTPAIMIO IIEHBI
UIM BHECEHHE M3MEHCHHU B
3apEeTUCTPUPOBAHHYIO LeHy
MIPOU3BOTUTEIS;

2) nHdpopmanus c
MTOITBEPKAAIOIIIMHA JTOKyMEHTaMH (
KOHTPAKT, JOTOBOpP) O I[eHax
JeKapCTBEHHBIX CpeacTB
peann3yeMbIX B APYTUX CTpaHaX 3a
12 mecsueB, IpemIeCTBYIONINX AaTe
M0/IaY¥ 3asIBJICHUS Ha PETUCTPAIUIO
00 BHECEHHMS H3MEHEHUU B
3apETUCTPUPOBAHHYIO IICHY.

B ciywae orcyTcTBHS peanu3anuu B
JIPYTUX CTpaHaX, YCIyTOMOIyqaTelb
MOATBEPKAACT OTCYTCTBHUE
peanu3anuy Ha GUPMEHHOM OJIaHKE
yCAyromnoyyyareisi, 3aBEepeHHOM
MOJMUCHIO YITOJHOMOYEHHOTO JUIA
YCIIyTOIOJIy4aTess;

3) mys JEKapCTBEHHBIX CPEJICTB,
CPOK JIEWCTBHSI PErUCTPallUOHHOTO
YAOCTOBEPEHUSI KOTOPHIX HA MOMCHT
moJavyd  3asBICHUS  HCTEK,
MPOU3BEACHHBIX Ha TEPPUTOPUH
Pecnybnuku Kazaxcran 1o
HCTEUECHUS CpOKa JelcCTBUS
PErHuCTPAllMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO CpencTBa,
MPEIOCTABIAIOTCS  JTOKYMEHTHI,
MOATBEPKIAIOIINE TTPOU3BOIACTBO
JIEKapCTBEHHOT'O CpeACTBa (KOTHS
ceptuukaTa O COOTBETCTBUHU
MPOJTYKIIUH).

Jns 3aka3uyuKOB KOHTPAKTHOTO
MPOU3BOJCTBA JIEKAPCTBEHHOIO
cpencrTa:

1) MOKyMEHT, MOATBEPKIAIOIIUIH
paBo YCIyTOmoIydaTes
OCYIIECTBIISTh PETUCTPAIMIO [IEHBI
WU BHECEHHE M3MCHEHHMH B IIEHY
MIPOU3BOTUTENIS;

2) undopmauus Ha (GuUPMEHHOM
OJaHKe yCIyromnoJjyyaress,
3aBepeHHas MO ITTUCH IO
YIIOJTHOMOYEHHOT O THUIa
yCAOyTomoydaTenss O I[eHax B
pedepeHTHBIX CTpaHax, B Ciydae



OTCYTCTBHUS IICH B peEpPCHTHBIX
CTpaHaX, B CTPaHE MPOU3BOIUTEIIS,
3) xomus JOATOCPOYHOTO JOTOBOPA
MOCTAaBKH €  3aKa39MKOM
KOHTPAaKTHOTO  TIPOHU3BOICTBA
JIEKapCTBEHHOTO CpeIcTBa C
nHdpopmanuei 0 IeHe
npousBoautens JIC, neifcTByromero
HAa MOMEHT IOJIayMl 3asBICHUS Ha
peructpamuio JTu00 BHECEHHUS
W3MEHEHHUH B 3apETUCTPUPOBAHHYIO
HEeHy;

4) s JIeKapCTBEHHBIX CPEACTB,
CPOK NIEHCTBMSI PErMCTPaLlHOHHOTO
YAOCTOBEPEHHUST KOTOPBIX HA MOMEHT
MOoJauu  3asBJICHHUSA  HCTCK,
MPOU3BEACHHBIX Ha TEPPUTOPUU
Pecmybnukun  Kaszaxcran  mo
HCTEYEHUsS CpOKa JelcTBUS
PETHUCTPAIMOHHOTO yIOCTOBEPEHHS
JIEKAPCTBEHHOTO CPEACTBa, IS
W3MCHCHHUS 3apeTrHCTPUPOBAHHON
I[EHBI TPETOCTABISIOTCS TOKYMEHTHI
, TTIOITBEPKAAFOIINE ITPOU3BOACTBO
JIEKapCTBEHHOTO CpEACTBa (KOIHS
ceptuukaTa O COOTBETCTBHH
MPOAYKITUH).

JI711 ”THOCTPaHHBIX TPOU3BOAUTENICH:
1) mOKyMEHT, MOATBEPIKIAIONIUI
MpaBo YCIyrOmoay4aTeis
OCYIIECTBJISATh PETUCTPAIHIO IICHBI
WIN BHECCHUE U3MCHCHUH B IICHY
MPOU3BOJUTEINSI, BKIOYAs MPaBO
MPEIOCTaBIATE HHPOPMAIUIO O
I[eHaX B peepeHTHBIX CTPaHax U O
1eHax (pakTHIeCcKux BBO3OB;

2) KOIIHAS JOKyMEHTa,
MOATBEPKIAIOIIETO HEeHY
JICKaPCTBCHHOTO CpeicTBa (KOMHS
HHBOIcCa (HakJIagHOM),
cueT-(paKTyphl) MOCICIHETO BBO3a 32
BBIYETOM CKHIKH 3a 12 MecsIeB,
MPEeAmIeCTBYIOMNX JaTe IoAadn
3asBJlieHUs (IpH  HAIUYIUH
(¢akTHueckoro BBO3a), 3a
UCKITIOUCHUEM CJIy9acB BBO3a Ha
TEPPUTOPHUIO PecmyOnuku
KazaxcTtan  nmekapCTBEHHOTO
cpencTBa Ha  OCHOBAaHUSAX,
MIPEAYCMOTPEHHBIX TOAMYHKTOM 4)
crathu 252 Kogekca.

IMpu otcyrcTBUM (aKTUYECKUX
BBO30B 3a IOCJeIHHE 12 MecsIes,
MPETOCTABISIOTCS KOIHUH



IlepeueHb TOKYMEHTOB U CBEICHUMH,
UCTpeOyeMBbIX y YCIyronoixyydaTess
JUISL OKa3aHUs TOCYyIapCTBEHHOM
YCIyTH

JIOKYMEHTOB 32 MpeAblIyLIuid
nepuof 12 mecsiues.

I[Ipu oTcyTcTBUM (HaKTHUIECCKUX
BBO30B 3a YKa3aHHBIA IEPHOI,
YCIIyTONONIYYaTeNb IMOATBEP)KIACT
OTCYTCTBHE BBO3a Ha (pUpMEHHOM
OyaHKe yCIyromnojayuaress,
3aBEPEHHOM MOINHUCHIO
YIOJIHOMOYEHHOTO uIa
YCITyTOTIOTyYaTeNs;

3) xomHs TaMOXXCHHOW ICKJIapaiuu
K JOKYMEHTy, YKa3aHHOMY B
MOANMYHKTE 2) myHKTa 83 (mns
WHOCTPAHHBIX TIPOU3BOAUTENICH);

4) Ko KOHTPAKTa WK JOTOBOPA O
MPUOOPETEHUHN JIEKAaPCTBEHHOTO
CpencTBa C IIeHOM, JeiCTBYIOIIeH Ha
MOMEHT MOJAa4yd 3asBJICHHUS Ha
W3MCHCHHE 3aperuCTPUPOBAHHOM
IIEHBI JIEKAPCTBEHHOTO CPENICTBA;

5)
MOITBEPKIAIOMIAS ACHCTBYIONIYIO
MaTEHTHYIO 3alllUTy OPUTHHATBHOTO
JIEKapCTBEHHOT'O TMpernapara WU
OMOJIOTUYECKOTO OPUTHHAIBHOTO
JIGKapCTBEHHOr0 IIpemnapara ¢
yKazaHUEM JaThl
IEMCTBUS IATEHTHOM 3aIllUThI, T100
MUCBMO OT 3aBOJA-TIPOU3BOIUTENSA
WJIM JIepXKaTellss PErucTPaAIMOHHOTO

Konu#da AOKYMCHTA,

HCTCUCHUA

YJOCTOBEPEHMUSI, MOATBEPKIAIOIIEE
OpUTHHAJILHOCTD Mpenapara;

6) s JIEKAapCTBCHHBIX CPEJICTB,
CPOK JI€UCTBHSI PErUCTPaLlHOHHOTO
YAOCTOBEPEHUS KOTOPHIX HA MOMEHT
moJauu HUCTEK,
BBC3CHHBIX TEPPUTOPHUH
Pecnybnuku Kazaxcran 1o
HCTEUEeHUsS CpoKa JelCTBUS
PErHCTPAMOHHOTO YJIOCTOBEPEHUS
JIC, npenocTaBisitoTcsi TOKYMEHTBHIL,
MOATBEPIKAAOTINE
JIEKapCTBEHHOTO CPEICTBA: KOIHSA
ceprtudukara

3a4BJICHUA
Ha

BBO3

COOTBETCTBUHU
MPOAYKIMH, KOMHUS TaMO>KEHHOU
JeKIIapalyu.

JUISL DKCIEPTU3Bl MEIUIMHCKUX
U3JeNUN NIPU UX TOCyAapCTBEHHON
PETHCTPaX U IepepeTUCTPALIH:

1) 3asBIEHHME HaA MpPOBEICHHE
9KCHEPTU3bI MEAULIUHCKOTO M3
B 3JIEKTPOHHOM (hOpME COTIIACHO MPH
JIOKEHHIO 2 K HacTosAmuM [IpaBunam

>



2) perucTpalMoOHHOE JOChE B
JJEKTPOHHOM BHIe B (Hopmare
MEKIIATHOPMEHHOTO 3JIEKTPOHHOTO
JIOKYMEHTAa COTJIACHO MPHUIIOKEHUSIM
29 u (unm) 30 K HACTOSIIUM
IIpaBunam;

3) cBeneHus, MOATBEPKIAIONINE
OILIaTy yCIYTOIOJIy4aTeleM CyMMEI
JUISL TIPOBENICHUS JKCICPTH3Bl Ha
pacyeTHBIN CYET roCyIapCTBEHHOU
9KCIIEPTHOW OpraHu3aluiy;

4) o0pa3sl MEIHUIIHCKOTO
u3Jenus, MO IJIEKAIIETO
1a00paTOPHBIM ~ UCIBITAHUSAM,
CTaHAapTHBIE 00pa3Ibl XUMHYECKUX
BEIECTB, TECT-IITAMMOB
MHKPOOPTaHU3MOB, KYJIbTYpP KJICTOK,
crnenuUUecKkuXx  peareHTOoB,
PacXOoIHBIX MaTepualnos,
HEOOXOOUMBIX IS
BOCIPOU3BOJIMMOCTH  METOJUK
nabopaTOpPHBIX  HUCHBITAHUU
MEIUIMHCKOTO  HW3JENHusI B
KOJIMYECTBAX, JOCTATOYHBIX JIJIs
TPEXKPATHBIX HCHOBITAHUUA U
BepUPUKALMU  AHATUTUYECKUX
METOJUK KOHTpPOJISI KadyecTBa, C
OCTaTOYHBIM CPOKOM T'OJHOCTH HE
MeHee IMIeCTH MeECAleB ¢
COOJIIOIEHNEM YCIIOBUI XpaHEHUS U
TPAHCIOPTHPOBKH, €CIIM HHOE HE
MPEAyCMOTPEHO JOKYMEHTaMHU [0
KauecTBy INPOU3BOJAMTENS, B
COOTBETCTBUH C MPHJIOKeHHEM 37 K
HaCTOSIUM [MpaBunam
YCITyTOIOTydaTelb MPEIOCTABISACT B
TeueHne 2 (nBa) paboumx AHEH co
JUHSI TIOCTYIUICHUSI TOKYMEHTOB M
MaTepHuaaoB Ha
CHELUATU3UPOBAHHYIO JKCHEPTH3Y
MEIUIIMHCKOTO U3/EHsI HapOYHO I10
aKTy TMpueMa-lepenadyu B
UCIBITATENEHYI0  JTA0OpaTOPHIO
roCyJAapCTBEHHON  JKCIEPTHOU
OpraHH3aIHH.

Ilpu okcnepTu3e HU3MEHEHUH,
BHOCHMBIX B PETrHCTPallMOHHOE
JIOCBE, YCIYToIoJy4yarellb B TeUeHNe
2 (mBYX) MecsLeB Iocle
YTBEPKIICHHSI BHOCHMBIX U3MCHCHHI
MPOM3BOIUTENEM [TOJIAET 3asBICHHUE
Ha TPOBEACHUE IKCIEPTU3BI
MEIUIMHCKOT0 H3/enus 1mo Gpopme
COTJIACHO TMPUJIOXKEHUID 2 K



HactosmumMm  IIpaBunam. K
3asBIICHUIO O BHECCHHH U3MCHCHHU
B  PETHCTpPallHOHHOE  JIOChE
MEIUIIUHCKOTO H3IeTus
NpWJIATAIOTCS  JOKYMEHTBI U
Marepuaibl, HEOOXOJMMBIE A
BHECEHHUsI H3MEHEHHH, COrjiacHo
MEepeuyHI0 BHAOB H3MEHEHUH,
BHOCHMBIX B PETHUCTPAIIOHHOE
JIOChe MEIUIIMHCKOTO HW3ICTHS B
nepuon nercTBus
PETHCTPAIMOHHOTO YJIOCTOBEPEHUS
cornacHo mnpuioxenuo 30 k
HactosmuM [IpaBunam.

Jns  peructpanuud  IEHBI
MPOU3BOIUTEIS.  MEIUIIMHCKUX
W3CIHA,  YCIyromoly4aTeib
MOCPENCTBOM HH(OPMATHOHHON
CHCTEMBI YIIOJTHOMOYEHHOTO OpTaHa
MIPEJOCTABIAET B TOCYAaPCTBEHHYIO
3KCNEPTHYIO OpraHu3aluIo
Cleyouye JOKyMEHTBI:

3) MOKYMEHT, IMOATBEPIKIAIONIUI
mpaBo YCIyTomoay4daTens
OCYIIECTBIIATh PETUCTPAINIO IIEHBI
WIN BHECEHHWE W3MEHECHHs paHee
3aperucTpUpoOBaHHOMN LICHBI
npousBoauTens B pamkax I'OBMII u
(mm) B cucrteme OCMC (mis
HHOCTPAHHBIX IIPOU3BOJUTENCH
HOTapHalbHO 3aBepeHHAS
aAmOCTUINPOBAHHAS 17897
JIETaJIM30BaHHAS TOBEPEHHOCTH OT
3aBOJ1a-IIPOU3BOIUTENS).

4) 3asiBieHue 1o ¢GopMe COrIaCHO
MPUIIOKEHUI0O 2 K HACTOSAIIUM
ITpaBunam.

Ilpy BHECeHMM W3MCHCHHS B
3apErUCTPUPOBAHHYIO  LIEHY
npousBoautenss UMH, k 3asBienuto

MPUIIaTAI0TCS cIenyromnme
JIOKYMEHTBHI:
Jlst OTE€YEeCTBEHHBIX

IpOU3BOAMUTEIEN B  Cilydae
peanuzauuu 3aseiasemoro MIMH B
JIpyrue CTpaHbl 3a 12 (JBeHaaLATh)
MECSLEB, MPEIIECTBYIOINUX AaTe
TIOJIaYM 3asBJICHUS] Ha PETUCTPALHIO,
100 BHECCHHS M3MEHEHNUS B paHee
3apETUCTPUPOBAHHYIO  LEHY
MPOU3BOIUTENS.  MEIUIIUHCKUX
U3eNUi,  yclyromojydaTenb
MPEJOCTABISET CICAYIOIMNA MaKeT
JIOKyMEHTOB:



5) mabopManus o (paKTUYCCKOUH
ILIEHE TTOCTABKH C YKa3aHNUEM CCBUIKH
Ha BeO-mopran 3akymnok ExmrHOrO
IUCTpUOBIOTOpA, c
npeaocTaBlieHHEM
MOJATBEPKAAIONIMX JTOKYMEHTOB (
MIPOTOKOJ, JIOTOBOP 3aKyma U (W)
JIOTOBOP TIOCTAaBKH) MOCIIEIHETrO
3akyna 3a 12 (1BeHaAnaTh) MECSAICB,
MPEJIIECTBYIOMUX AaTe IMOoAadu
3asBJICHUSL.

6) mHbopMmamusa o ¢aKkTHUECKOH
LIEHE MOCTABKH C YKa3aHUEM CCBUIKH
Ha BeO-TOpTal rocynapCTBEHHBIX
3aKyNOK, C TpeAoCTaBICHUEM
MOJTBEPXKAAIOMINX JOKYMEHTOB (
MPOTOKOJ, AOTOBOP 3aKyna U (WIIH)
JIOTOBOP IIOCTAaBKH) MOCIEIHETO
3aKyna 3a 12 (IBeHaaaTh) MECSIIeB,
MPEIUISCTBYIOIUX JAaTe IMoAauu
3asIBJICHUSL.

B ciiyuae oTCyTCTBHS (paKTHUECKUX
MIOCTABOK ITOCIIETHETO 3aKyra 3a 12 (
JBEHALaTh) MecSIIeB,
MPEJIIECTBYIOMUX JAaTe IOoAadu
3asBJICHUS, YCIIyTOIOIydYaTellb
MOATBEPXKAAET OTCYTCTBHUE
(haKTHYECKUX ITOCTABOK MOCIJIEIHETO
3akyna Ha (upMeHHOM OaHKe
yCIIyroroyrydaTels, 3aBepeHHOM
MOJNTHCHIO YTIOJTHOMOYEHHOTO JIMIA
YCIIYTOTIOTyYaTes.

7) uapopManus o (HaKTHIECCKU
MIOHECEHHBIX pacxojax Ha OLIEHKY
kayectBa B pamkax [[OBMII u (nmm)
cucreme OCMC Ha ¢upMeHHOM
OiaHke  yCIyromoJydartes,
3aBEPEHHOM MO IMTUCHIO
YIIOJIHOMOYEHHOT'O JINLA, TI0 (hopme
COTJIACHO TpmIOKeHuio 42 K
HacrosmuM [IpaBunam;

8) HHpOpMAI U c
TIOJTBEPIKAAIOIINMH JTOKYMEHTaMH (
KOHTpPaKT, HWHBOHC) O MeHax
MEAUIHHCKUX W3JeNIHNH,
peann3yeMbIX B IpyTUX CTpaHax 3a
12 (aBeHaAIaTh) MeCSIEB,
MPEJIIECTBYIOMUX JAaTe IMOoAadu
3asBJICHUS Ha PETHCTPALHIO JTUOO
BHECEHHUs W3MEHEHHUs B paHee
3aperucTpupoBaHHYyI0  IEHY
MPOU3BOJUTENS  METUIIMHCKUX
U3OCTINH.



B cnyuae orcyTcTBHS peanu3anuu B
JPYTHX CTpaHax, yCIyrornoiydareib
MOATBEPXKAACT OTCYTCTBHUE
peanm3anuu Ha €ro (UPMEHHOM
OraHKe, 3aBEpEHHOM MOMIHUCEHIO
YIOJIHOMOYEHHOT O auna
yCIIyToTnoryJaTes.

JI71s1 ”HOCTpaHHBIX POU3BOAUTENEH
B Cjlyyae BBO3a MEAMIIMHCKHX
U3JeIuid  Ha  TEPPUTOPHUIO
Pecniyonukn Kazaxcran mocine
perucTpanyuy HeHbl Ha MEAUIIUHCKNE
U3JIEeNHsl, YCIyromoiay4yaTeab B
TeueHue 60  (mecTbaecsT)
KaJICHIapHbBIX JHEH CO JHsS BBO3a B
00513aTeIbHOM TMOPSJIKE BHOCUT
U3MEHEHUEe B paHee
3aperuCTPUPOBaHHYI0  IIEHY
MPOU3BOAUTENS, TPEAOCTABIISI
CJIEAYIOIIHE TOKYMEHTHI:

6) KOMHS JTOKYMEHTOB,
MOATBEPKIAAIOIMINX LEeHY
MEAMIMHCKUX H3AeNuil (KOmuu
HHBOMCOB (maknmanHoit),
cuer-QakTypsl 3a mocienaue 12 (
JIBEHAANATh) MecsLeB (MPH HATNINU
(haKTHIeCKUX MOCTaBOK), C
yKa3zaHHeM (AaKTHYECKON LeHBI
MIOCTaBKH, 332 UCKIIIOYEHUEM CITyJaeB
BBO3a Ha OCHOBAaHHSX,
MPEAYCMOTPEHHBIX TOAITYHKTOM 4)
ctateu 252 Konekca.

B ciyyae oTcyTeTBUS (haKTHIECKUX
mocTaBok 3a mociemnue 12 (
JNBEHAIIATH) MECSIIEB,
MpEeNOCTABIAIOTCS KOTIHHU
JOKYMEHTOB 32 MpEAbIIYyLUN
nepuon 12 (ABEHAATh) MECSIICB.
IIpu otcyrcTBUM (aKTUYECKUX
MOCTaBOK 3a YKa3aHHBIH IEpHO,
YCIYTONOIy4aTeslb TMOATBEPKIAeT
OTCYTCTBHE BBO3a Ha CBOEM
(upMeHHOM OJlaHKE, 3aBEPEHHOM
MOJIIHUCHIO YIIOJTHOMOYEHHOTO JIHIIA
yCIIyromnoryyaTess.

Kpome Toro, rocymapcTBeHHas
9KCIIEPTHAsE OpTraHM3alus NpH
aHaJM3€ HCIIOJb3YeT KOIHH
MHBOWCOB (HAKIaAHBIX) WU
cueT-(haKTyp, IPETOCTaBICHHBIX I
MPOXOXKJICHHUS OICHKH KauecTBa
JEKapCTBEHHBIX  CPEACTB H



MEANIHHCKUX H3JeNHNH,
3apeTUCTPUPOBAHHEIX B PecmyOmmke
Kazaxcran.

7) KoM TaMOXXCHHOW ICKIIapamnu
K JOKYMEHTy, YKa3aHHOMY B
noanyukre 1) mnysHkta 170
Hactoamux  [lpaBun  (mus
WHOCTPaHHBIX NPOU3BOIUTEINEH );

8) KOomMsI KOHTPaKTa WX JJOTOBOPA O
NpPUOOPETEeHNH  MEIHUIUHCKHUX
W3EIUH OT 3aBO/A-TIPOU3BOIUTEIS (
HOTapHAaIBHO 3aBEPCHHAS KOTIHS).

9) mHbpOopMamusa o ¢akTHUECKOU
I[EHE TIOCTABKH C YKa3aHUEM CCBUIKH
Ha BeO-mopran 3akymnok EmmHOrO
IUCTpUOBIOTOpA, c
npenocTaBlieHHEM
MOJTBEPKAAIONINX JTOKYMEHTOB (
MPOTOKOJ, AOTOBOP 3aKymna ! (HIIH)
JIOTOBOP IIOCTaBKH) ITOCIEIHETO
3aKyma 3a 12 (ZBeHaamaTh) MecsIes,
MPEIUISCTBYIOIUX JAaTe IMoJauu
3asIBJICHUSL.

10) urdopmarus o (GakTHUECKOU
LIEHE TTOCTaBKH C YKa3aHUEM CCBUIKH
Ha BeO-IOpTal TrocynapcTBEHHBIX
3aKyIOK, C TPEIOCTaBICHUEM
MOATBEPKAAIOMUX JTOKYMEHTOB (
MPOTOKOJ, AOTOBOP 3aKymna U (WIIH)
JIOTOBOpP TOCTaBKH) MOCIETHETO
3aKyna 3a 12 (IBeHaaaTh) MeCsIIeB,
MPEIIIECTBYIOIUX JAaTe IoAadu
3asIBIICHUSL.

B cimyyae oTcyTcTBUS (haKTHIECKHX
MTOCTaBOK TTOCIIEAHEr0 3aKyma 3a 12 (
JNIBCHAIATH) MECSIIEB,
MPEeANIECTBYIONX JaTe IoAadu
3asBJICHUSI, YCIIyTrOIOJydYaTellb
MOATBEPXKAAET OTCYTCTBHUE
(haKTHYECKHX MTOCTABOK MOCIJIEIHETO
3aKyma Ha ero (UpMEHHOM OJaHKe,
3aBEpPEHHOM MOANHCHIO
YIIOJTHOMOYEHHOT O numa
yCITyToToryJaTes.

[Tepeuenn JIOKYMEHTOB,
HEOOXOIUMBIX MJISl PEruCTpalvH,
BHECCHHMsS] HW3MCHECHHS B ICHY
MPOU3BOANUTEIS] MEAMIHUHCKOTO
W3IeNus Uil TUAarHOCTHKH BHE
JKABOTO opraHu3ma (in vitro),
MPOU3BOANMEBIE Ha TEPPUTOPUU
PecnyOnuku Kazaxcran B pamkax
JIOJITOCPOYHBIX JIOTOBOPOB ITOCTABKU
, 3aKJIOYEeHHBIX ¢ EauHbIM
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OcHoBaHUS 175 OTKa3a B OKa3aHHUU
rocyiapCTBEHHOM YCIyTH,
yCTaHOBJIEHHBIE 3aKOHaMHU
Pecnyonmku Kazaxcran

JTUCTPUOBIOTOPOM PETIIAMEHTHPOBAH
npuiioxenueM 41 HacTosIIUX
[IpaBun.

Jnst dbopMupoBaHUI
KazaxcTaHCKOro HaIlOHAJIBHOTO
JeKapCTBEHHOro  (opmyssipa
MPEOCTABIISIIOTCS  CJIEAYIOIINE
JIOKYMEHTBHI:

1) 3asBieHHE COTJIIACHO MPUIIOKEHU
10 1 x Hactosuum [IpaBumawm;

2) J1ochbe, COCTaBJICHHOC B
COOTBETCTBHH C TpeOOBaHUIMY,
MIPEyCMOTPCHHBIMA B TIPHIIOKCHUN
42 x HacrosmuM [Ipasunam;

3) maTepuainbl (CTaTbH, pe3OMe, U3
Hay9YHBIX W  MEIUIIMHCKUX
MyOJIUKaIui), MOATBEPKIAOIINE
CBEJICHHSI, COJCPIXKAIIUECST B JJOCHE
Ha S3bIKE OPUTUHAJIA B BUJIE MTOTHBIX
TEKCTOB, B MEPEBOJIC HA Ka3aXCKUU
WA PYCCKUH SI3BIK.

1) ycraHOBIIEHHE HEIOCTOBEPHOCTH
JIOKYMEHTOB, TPEJCTaBIEHHBIX
YCIIYyTONOJIydaTeneM JUIsl TOTyYeHUs
TOCYAapCTBCHHOHN yCITyTH, U (FLUTH)
JAHHBIX (CBEICHHN), COMePKAIIUXCS
B HUX;

2) HECOOTBETCTBHE
ycayromogydateas W (W)
MpEACTaBJICHHBIX Marepualiosn,
00BEKTOB, JaHHBIX W CBEICHUII,
HEOOXOMMMBIX IS  OKa3aHHs
TOCyJapCTBEHHOM yCIyTH,
TpeboBanmsiM [IpaBun mpoBeneHMs
SKCHEPTU3Bl  JIEKapCTBEHHBIX
CpCACTB U MCIUITMHCKUX 1/13)1en1/1171;
3) B OTHOIICHUH YCIYTOMOIyYaTels
MMEETCs] BCTYIUBIIEE B 3aKOHHYIO
cuily pelieHue (IPUroBop) cynaa o
3alpemeHny JesITeIbHOCTH HIIN
OTIEIBHBIX BUAOB JEATEIHHOCTH,
TpeOyrouux MOJYyYCHUS
OIIPENIENIEHHON TIOCYyIapCTBEHHON
YCIIYTH;

4) B OTHOIICHUH YCITYTOTOydaTesns
MMEETCs] BCTYIUBIIEE B 3aKOHHYIO
CHITy pellleHHe CyJlla, Ha OCHOBaHHHU
KOTOPOT'0 YCIYrOHOIydYaTeib JIUIICH
CIEIMAIBHOTO TPaBa, CBA3aHHOTO C
MOJIY4YeHHEM TOCYIapCTBEHHOM
YCITyTH.

I[Monnomouusa  mpeacTaBUTENS
ycIyronoiydarenst opOopMIIIOTCS B



COOTBETCTBUU C TpakKIaHCKUM
3aKOHOZATeNbCcTBOM PecryOnmkn
Kazaxcran. [ns mnonyyeHus

TrOCy/IapCTBEHHOW YCIyTH depe3
nopran Heooxoaumo Hammaue DIIT.
VYcayronony4aTtens — mojiydaer

MH(OpPMAIIHIO O MOPSAKE U CTaTyce

OKa3aHWus TOCYIapCTBEHHOM YCIyTrH
WHble TpeOOBaHUS C Yy4YeTOM yaap yery

. B DPEXHUME aJEHHOTO JOCTYIIa
ocobOeHHOCTEH OKa3aHHUsA p YA AoCTy

MOCPEACTBOM "NTMYHOTO KaOwHeTa"
HHQOPMAIMOHHOW  CHCTEMBI

yClIyrogaTelsis, a TakKe EIUHOTrO
KOHTaKT-I[EHTpa MO BOIpoOcam
OKa3aHus TOCYJAPCTBEHHBIX YCIIYT.

11 roCyJapCTBEHHOH yCITyTu

VYcenyroaarenb mpu HEOOXOIUMOCTH
3alpamuBaeT y yCIyTOMOIyqaTels
Pa3bACHEHUS WIN YTOYHEHHUS IO
KOHKPETHBIM  IOJOKCHUSAM B
MPEAOCTABICHHBIX JOKYMEHTaX M
Marepuagax perucTpaloHHOIO
nocke. ENUHBIN KOHTaKT-LIEHTP MO
BOIIpOCaM OKa3aHus;
rocynapcTBEHHBIX ycuyr: 1414

IIpunoxenue 4
K TIpaBUJIaM PETUCTPALAN
JIEKapCTBEHHBIX CPEICTB U
MEJUIMHCKUX U3CTIHI
110 MPUHIUMY "eINHOT0 OKHA"

®opma 1
I'ep6 Pecy6imaxu Kazaxcran MunucTepeTBO 3apaBooxpaneHua Pecmy6mixu Kazaxcran

Peructpaunonnoe ynocrosepenne PK-JIC - Ne
B cootBetcTBHM ¢ Kogekcom Pecnyonuku Kazaxcran "O 310poBbhe Haposia U CUCTEME
3PAaBOOXPAHEHHUS HACTOSAIEE YIOCTOBEPEHUE BBIAAHO:

| HaumeHoBaHue JepxKaTens
' PETUCTPALMOHHOTO YIOCTOBEPEHUS

Crtpana aepxKaTens
PETHCTPAIIIOHHOTO YOCTOBEPEHUS

B TOM, YTO JIEKAPCTBEHHOE CPEACTBO 3apErUCTPUPOBAHO U PA3PELICHO K NIPUMEHEHUIO B
MEIUIMHCKON MTpaKkTUKe Ha Tepputopuu Pecnyonuku Kazaxcran
WNupopmarnius o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM CPEJICTBE

TOpFOBOC HAauMCHOBAHUC

3.
JIEKapCTBEHHOTO CPENICTBA
Hns OTE€YECTBEHHBIX

4, Npou3BOIUTENECH TOpProBoe
HauMEHOBaHHE sl SKCIIOPTa

s MexayHapogHOEe HENaTeHTOBaHHOE

HauMEHOBaHHME (TIPH HATWYHH)



6. JlexapcTBenHas popma

7. Jo3upoBka
8. ®dacoBka
K o 1
9. aHATOMO—TEPANEeBTUICCKO-XUMUIEC

KOH KJ1accuuxannm
10. CocTaB aKTHBHEIX BEIIECTB
11. Cpok xpaHeHHUs

[opsnok otmycka (o perenry, 6e3

12.
peuenra)

HNudopmarust o mpon3BouTENE JIEKAPCTBEHHOTO CpeacTBa™®

Tun OopraHu3alvi HJIN HaumenoBanue

No Crpana
Y4YacTOK ITPOU3BOICTBA OpraHM3aIiN
1. [IpousBoauTens
1.1 IIpennpusTie-ynakoBIIUK
1.1.1 TepBUYHAS
1.1.2 BTOpUYHAas
[IpousBonurens,
1.2 OCYIIECTBISIONNAN
KOHTPOJIb KauecTBa
[IpousBonurens,
1.3 OTBETCTBEHHBIN 32 BBITYCK
cepuii
[Ipumeyanue:

* UndopMmanus 0 IponU3BOIUTENE JEKAPCTBEHHOIO CPENCTBA 3AMOJIHSIETCS HA KaXAyIo
IPOU3BOACTBEHHYIO IUIOIIAJIKY.

JlaTa rocyiapcTBEHHOM peructpanuu (rnepeperucrpamuu) "' 2 20 roga Ne
___ pelieHus.

HeiicTBuTENBHO 10 " " 20 ropa wiu "beccpouHo” (Hy)KHO€ yKa3aTh).

JlaTta BHeCeHUs U3MEHEHM " " 20 roga Ne pelICHUS.

®.M.O (mpu ero HaIM4YUHM) PYKOBOAMTENSI TOCYJIapCTBEHHOTO oOpraHa (Wiu
YIOJIHOMOYEHHOE JIMIIO)

®opma 2
I'ep6 PecnyOnuku Kazaxctan MunuctepctBo 3npaBooxpaHenus Pecriyonuku Kazaxcran

Peructpamnmonnoe ynoctoBepenue (BpIOpaTh HYy)KHOE U OTMETUTH ouH u3 HUX): PK MU (
NMH) —

[ ]



PK MU (MT) —

[]

PK MU (in vitro) —

[]

B cootBetcTBUM ¢ Koaekcom PecniyOonuku Kazaxcran "O 370poBhe Hapoaa U CUCTEME
31paBOOXPAHEHUA" HACTOSAIIEE PETUCTPAIMOHHOE YIOCTOBEPEHUE BbIJIaHO:
WNudopmanms HaumenoBanue
IIpousBoaurens, crpana -
ITpon3BocTBEHHAs MIIOIIA/IKA, CTPAHA -

V1orHOMOYECHHEIH IpeACTaBUTCIIb ITPOU3BOAUTEIIA -

B TOM, 4TO

(HaMMEHOBAHUE MEIUITMHCKOTO U3]ICIINS)

(ksacc 6€30MacHOCTH B 3aBUCUMOCTH OT MOTEHIIUAIIBHOTO PUCKA TPUMEHEHHUS )
3aperucTpupoBaHa (3aperucTpupoBaHo) U paspelieHa (pa3peiieHo) K IpUMEHEHUIO
B MEIULIMHCKOW MTpakTUKe Ha Tepputopuu Pecryonuku Kazaxcran.

IIepeueHb pacxoAHBIX MAaTEPUATIOB U KOMIUIEKTYIOIIHUX K MEAUIUHCKOMY H3EIUIO
B IIPWJIOKEHUU K JAHHOMY PETHCTPAIMOHHOMY yJIOCTOBEPEHHIO COracHo (opme 3
(YKa3aTh KOJIMYECTBO JINCTOB).

JlaTa rocy1apCTBEHHOM perucTpaiuu (epeperucrpaun).

"o 20 roma Ne pelIeHus.
HeiicTBUTENBHO 10 " " 20 roga wiu "beccpouHo” (Hy)KHOE yKa3aTh).
JlaTa BHECeHUsI U3MEHEHUIT " " 20 roaa Ne peLIeHUs

®.1.0 (npu ero HaNMU4YUK) PyKOBOAUTENSI TOCYAAPCTBEHHOTO OpraHa
(MM yIOJTHOMOYEHHOE JINLO

dopwma 3

MunncrepcTBO 3apaBooxpaneHus Pecmy6immku Kazaxcran IlpuinoxeHne k perucTpaliOHHOMY
YIOCTOBEPEHHIO (BBIOpaTh HYXKHOE X OTMETHTh OIWH M3 HHUX):

PK MU (UIMH) —



[ ]

PK MU (MT) —

[ ]

PK MU (in vitro) —

[]

[IepedeHb COCTaBHBIX YACTEW MEAULIMHCKOTO U3IETUS
HaumenoBanus monenu (Moaudukanun) MU

HanmenoBanne Mopgenab
Bun coctaBHBEIX
No . COCTaBHBIX COCTaBHBIX IIpomsBonutens CtpaHa
JacTen . .
yacTei yacTei

®.1.0 (npu ero HaMU4UUK) PyKOBOAUTENSI TOCYAAPCTBEHHOTO OpraHa
(WM yIOJTHOMOYEHHOE JIULIO)

" " 20 roaa

ITpunoxenue 5
K MIPaBHJIaM PETHUCTPAIUN
JIEKAPCTBEHHBIX CPEICTB U
MEIUIMHCKHAX U3IeIui
10 TIPUHIUIY "eAMHOTO OKHA"

3axmo9eHne 0 3apeTHCTPUPOBAHHOM IEHEe IPOU3BOAMTENA HIH O BHECEHHH H3MCHEHHI B
3apETHCTPHPOBAHHYIO IEHY IIPOM3BOAUTEIN JICKAPCTBEHHOTO CPEACTBA

1. Ycnyronony4darens:
1.1. [IponsBonuTens
HanmeHoBaHUEe I0pUANYIECKOTO JIUIIA
Crpana
IOpunnaeckuii ampec
daxkTHUECKUH aapec
Tenedon
daxc

e-mail



[Ipu Hanuuuu

JlomKHOCTD
KonraktHoe nuiio

Tenedon

®dakc

e-mail

Hamuune B PecmybOnuke KasaxcraH cTpyKTypHOTO mojapasnelieHus (
OPUANYECKOE U0, PHUITHAT U IPoYne)

1.2. Bnagenen u (I/IHI/I) ACPKATCIIb PETUCTPAOHHOI'O YIOCTOBECPCHUA

HaspaHue ropuandecKkoro Iuma

Crpana

IOpunuueckuii anpec

dakTu4ecKui aapec

Tenedon

®daxc

e-mail

PykoBoaurens (Tipy HAJTHIUH)
IIpu Hanmuuuu
JomxkHOCTB

KonTakTHOE JHI1I0 Tenedon
daxc
e-mail

Hanmnune B Pecnybnuke Kaszaxcran cTpykTypHOTO mnoapasiencHus (
IOpUIMYECKOe JINIO, (punnan u npoyne)

1.3. JloBepeHHOE JUII0
Hasganwe (npu Ham4nm)
Crpana
IOpuanueckuii agpec
dakTu4ecKuil axpec
Tenedon
daxc
e-mail
PyxoBoaurens (pu HaIN4nM)
Ne noeepenHocTu
JlaHHbBIE O JOBEPEHHOCTH Mara BbI1aun
Cpok nericTBus
2. Undopmarnus o JIC:
1. Haumenosanue JIC

2. HoMep perucTpaimoHHOr0 yA0CTOBEPEHUS, /laTa BblJaun

3. JlexkapcTtBenHas hopma

4. KonnyecTBO B HOTPEOUTENIBCKON yIIaKOBKE



5. O6beM

6. Konnentpanus

7. Jo3upoBka
* TIpu KOHBEpTAIMM MHOCTPAHHOW BaJIIOTHI 1IEH B 3asBJIICHUH, a TAK)KE B JOKYMEHTAX,

MOATBEPKIAOIMNX (PAKTUUECKYIO LIEHY IOCTAaBOK, KOMHUSAX HHBOICA (HAKJIAOHON) WU
cueT-(akTypbl, a TAKXkKe B KOHTPAKTe WK AoroBope o npuodperennu JIC B HalMOHATIBHYIO
BamoTy PecryOnnku Kazaxcran ucnosb3yrorcst opuuragbHble Kypchl HTHOCTPAHHBIX BaJIOT B
CpeIHEM 3a MeEcCsll, MPEIIIESCTBYIONIUN Mojade 3asiBJIeHUsS (CpelHU OOMEHHBIM KypC)
Hammonansaoro banka PecnyOnuku KazaxcraH.

B cnydae oTcyTcTBHS OQHUIMATIBHOIO Kypca BajlOT B NEpEeYHE MHOCTPAHHBIX BaJIoT,
yTBepkieHHOM nocTaHoBiienueM [IpaBnenns HaunonansHoro banka PecnyOnuku Kazaxcran
oT 24 asrycta 2012 roga Ne 242 "OG yrtBepxnaenuu IlpaBun yctaHOBIEHUS OPHUIIMATIBHOTO
Kypca HalMOHaJdbHOM BamoThl PecnyOnuku KazaxcraH k HMHOCTpaHHBIM BaymoTam" (
3aperucTpUpoOBaH B PeecTpe rocy1apCTBEHHON pErucTpali HOPMaTUBHBIX PABOBBIX AKTOB
nox Ne 7977), undopmanuss o 1eHe B pedepeHTHBIX CTpaHax MoJaeTcs B JoJuiapax
Coennnennbix IlltaToB AMEpPHKH COTJIACHO pacyeTHOMY Kypcy oOIlepauui 3a
NpPEIIECTBYIOLUI MeCSILI, TPEeI0CTaBIEHHBIX Ka3HauencTBoM Opranuzanuu O0beInHEHHBIX
Hamwii, Ha caiite https://treasury.un.org.

3aperucTpupoBaHHas Il€Ha NPOU3BOAUTENS JIMOO BHECEHHWE H3MEHEHHUH B
3apEruCTPUPOBAHHYIO LIEHY IIPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA COCTABIISET
___ TEHre 3a NOTPEeOUTEIbCKYIO YIAKOBKY
CHELUAIUCT CTPYKTYPHOI'O MTOAPA3IEICHUS

noanuch ®.N.0. (npu Hamu4wM)
PYKOBOJHTEIb CTPYKTYPHOTO TIOIpa3IeICHUS

___ TIOJIHCH
@®.1.0. (mpu HANUYKH)

IIpunoxenue 6
K MIpaBHJIaM PETUCTPALAN
JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUAX U3JICTUi
M0 MPUHITUIMY "eIMHOT0 OKHA"

dopma
Yr1Bepxaao

(TOKHOCTB)

®UO (mpu ero HaATAINN)

(Toammch)

(mata)



3aKmoueHne O peruCTpalvi, BHECEHU H3MEHEHHA B IICHY IIPOU3BOANTEN MEAUIMHCKOTO
M3IETHSA I JUarHOCTHKY BHE XXMBOI'O OpraHu3Ma (in vitro), poM3BOAMMEIC Ha TEPPHTOPHU
Pecny6muku Ka3zaxcraH B paMKax JOJTOCPOYHBIX JOTOBOPOB IIOCTABKH, 3aKII0YCHHBIX ¢ EquHBIM
JACTPAOBIOTOPOM

OcHoBaHue I perucTpalu, BHECCHUA U3MCHCHUSA B
HOEHY MPOU3BOJAUTEIIA MECAUIIMHCKOI'O U3ACJINs

[Hata perucrpanuu 3asBKu

Ceenenuss o ycuyromonydarene (Haummenosanwe,
OpTaHU3aLMOHHO-TIPaBOBast opMa Y CIyronomryyarens,
BUH, ®UO. (mpu ero HaIw4uu) pyKOBOTUTENS (WA
JIUII0, UCTIOJTHSIONIEE eT0 00s13aHHOCTH)

IIpeamer ananmu3a LeH (HaUMEHOBaHHE, MOJEIb,
MIPOU3BOJIUTEID)

PeructpannonHoe ynocroBepeHHE (HOMEp, CpPOKH
JeiicTBus) (TIpH HATUYHN)

Cpok aeicTBUS 3aKITI0UEHUS

3aKJIFOYEHHE O PErucTpallii, BHECEHUS HU3MEHEHHS B II€HY NPOU3BOJAUTENS
MEIUITUHCKOTO M3JIETUS MEIUIIMHCKOTO U3/ICTHUs I TMarHOCTHKY BHE KUBOTO OpraHu3Ma (
in vitro), mpou3BoaUMBIe Ha TeppuTtopuu Pecmyonuku Kazaxcran B pamMkax JOJITOCPOYHBIX
JIOTOBOPOB TIOCTaBKH, 3aKJIIOYEHHBIX ¢ EquHBIM AUCTpHUOBIOTOPOM COCTOUT U3 BBOIHOM,
MCCIIeI0BATEILCKON YaCTH M 3aKITFOUCHUS.

B wuccrenoBatenbCkoil YacTH 3aKIIOUEHHUS DKCIEpPTa H3Jaraercs BeCh MPOIIECC
WCCIIEIOBAHUSI W €T0 Pe3yJIbTaThl, JAETCI OOOCHOBAaHWE YCTAHOBJIECHHBIM (HDaKTHUECKUM
JAHHBIM U 00CTOSATEITHCTBAM.

3aKII0UYCHHE COJICPKUT MPUIIOKECHUE B BHUJIC TAOJUIIBI C yKa3aHUEM PEKOMEHIYeMOU
CTOMMOCTH TIPEIMETA IKCIIEPTU3HI B Pa3pe3e KOMIUICKTYIOINX.
3aKIrOuYeHHUE:
[lena maHHOW KOMIUICKTAIMA MEIUIIMHCKOTO M3JEIHS sl THATHOCTUKU BHE JKUBOTO
opranusma (in vitro), mpou3BoauMbie Ha Tepputopuu Pecny6iaumku Kazaxcran B pamkax
JOJITOCPOYHBIX JOTOBOPOB IOCTaBKH, 3aKIIOYCHHBIX ¢ EJIWHBIM JUCTpUOBIOTOPOM

COCTAaBJISIET TEHI'€ 3a OJIHY €IMHUILY U3MEPEHUS.
DKcnepr
(moamnuck) OUO (rpu ero HAIMYNH )
PYKOBOJIUTEIH

CTPYKTYPHOTO TOPa3CIICHHUS
(mopmuce)  DUO (mipu ero HaIUYWHN)
*CBEIICHHsI O PETUCTPAITMOHHOM yJAOCTOBEPEHHUH, JaTa PETUCTPAIINH U JaT€ UCTCUCHUS

3aIlOJIHAIOTCA YCIIYT'OIIOJIYYAaTCIICM IIPpU €TI0 HAJIMYUHU
IIpunoxenue 7
K IIpaBUJIaM PETUCTPALUN
JICKapCTBCHHBIX CPCIACTB U



MEIHAIMHCKUX U3IEIINI
10 NpUHUUNY "eINHOro OKHA"

3axmoueHne mpoeCCHOHANFHOM 3KCIEPTH3HI ISl BKIFOYSHUA JIEKAPCTBEHHOT'O CPEJICTBA B
Kaszaxcranckuii HAIMOHAIBHEIH JIEKApCTBEHHEIH (HOPMYIIIp

1. Uudopmarus o yciayromnomaydarese:
1) HauMeHOBaHUE OpPTraHU3AIINY;
2) ®.1.0 (npu HaIMYMHK). OTBETCTBEHHOTO JIUIA, JOJIKHOCTB;

3) MecTO HaxO0XAEHUsS OpraHu3alMHU-yCIyromnoayuarens (IOpUIUYEecKUi ajapec,
bakTuyeckuii agpec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) Homep Tenedona u (wim) dakca;
6) e-mail;
2. JlaHHbl€ 110 3asIBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):
1) ToproBoe HaumeHoBauue JIC;
2) MeXIyHapOJAHOE HEMAaTEeHTOBAaHHOE HAMMEHOBAHMUE;
3) cocrtaB JIC (meilicTByrolIME U BCIIOMOTATENbHbBIE BEIIECTBA), MPEAIAraeMoro s
BKJIFOUEHUS;
4) nexapcTBeHHas (opMa U JO3UPOBKA, KOHIIEHTPAIUS;
5) cBenenus o peructpanuu 3assiaeHHoro JIC B Pecriy6nuke Kazaxcran;
6) papmakonoruueckoe neictaue JIC;
7) dbapmakonorudeckas rpymnmna JIC u ATX kox;
8) mokazaHus K MPUMEHEHHUIO COTJIACHO MHCTPYKIIUU MO0 IPUMEHEHUIO JIEKApPCTBEHHOTO
CPEIICTBA;
9) crioco6 mpuUMeHEeHUs.
3. 3axmroueHre mo pe3ysbTaTaM MpodeCCHOHATBHONW SKCIEPTU3BI I BKIIOUYCHUS B
KazaxcTranckuii HallMOHAIBHBIN JTE€KAPCTBEHHBIN (OPMYIISIp:
1) uadopmanust 0 HaTUUUKM ACUCTBYIOIIETO PETUCTPALMOHHOTO YJIOCTOBEPEHHUS B
Pecny6nuke Ka3zaxcraH jekapcTBEHHOTO CPENICTBA;

2) undopManua O HaJIUYMM JIEKAPCTBEHHOTO cpencTBa B llepeune opdaHHbIX
3a007€BaHN W JIEKAPCTBEHHBIX CPEJCTB Ui WX JiedeHHUs (OphaHHBIX), ONMpEAeICHHOM
cornacHo nyHKTY 3 ctateu 177 Konekca;

3) undopmarusa 0 KIMHUYECKON 3(P(HEKTUBHOCTU JIEKAPCTBEHHOTO CPEACTBA TIO
3apEeTUCTPUPOBAHHBIM [OKA3aHUSIM K MPUMEHEHHUIO, COOTBETCTBYIONIEH COOTHOLIECHUIO
ypoBHer pokaszarenbHocTH | m Il w rpamanmii pexkomengamuii A m B, mo mkane
pazpabdoranHoit Okcdopackum lleHTpoM noKa3zaTenTbHOW MEIUIMHBI B COOTBETCTBUU C
npuioxkeHueM 45 k HactosmuM [IpaBuiiam, MOATBEPKICHHBIE PE3YyIbTaTaMU KJIMHUYECKUX
HCCIIEIOBAHUM BBICOKOTO METOJI0JOTHUYECKOT0 Ka4eCTBA B Ka3aXCTAHCKUX M MEXKAYHAPOIHBIX
MIPU3HAHHBIX UCTOYHUKAX;



4) nndopmanus o 6€30MaACHOCTH JIEKAPCTBEHHOI'O CPEJICTBA IO 3aPETUCTPUPOBAHHBIM
MOKa3aHUsM K MPUMEHEHHIO, COOTBETCTBYIOIIECH COOTHOLLIEHUIO YPOBHEHN JJOKA3aTeNbHOCTH |
u Il u rpamanmii pexomenganuit A u B, nmo mkane paspadoranroit Oxkcdopackum Llearpom
JI0Ka3aTeJIbHOW MEJMIIMHBI B COOTBETCTBUM C MpuiioxkeHueM 45 k Hactosumm [IpaBunam,
MOATBEPKJAEHHBIE  pe3yJibTaTaMM  KIMHUYECKUX  HMCCIEJOBAaHMH  BBICOKOTO
METOJIOJIOTUYECKOTO KadyecTBa B Ka3aXCTAHCKUX M MEXKAYHApPOAHBIX MPHU3HAHHBIX
MCTOYHHKAX;

5) undopmarius o 3a00JE€BaHUIM, SBIISIOIMIMMHUCS 3apETUCTPUPOBAHHBIM MMOKA3aHUSIM K
MPUMEHEHUIO JIEKAPCTBEHHOI'O0 CpEJICTBA B CTPYKType 3a00J€BAE€MOCTH HACEJICHUS
PecnyOnuku KazaxctaH, mo MaHHBIM O(HIIMATBHBIX SJIEKTPOHHBIX HHOOPMAIIMOHHBIX
pecypcoB U MHGOPMALMOHHBIX CHCTEM CO3JaHHBIM coTrJlacHO noAanyHKTy 30 cratbu 7
Kogexca, a Taxke onmyOIMKOBaHHBIX CTATUCTUYECKUX COOPHUKOB YIOJTHOMOYEHHOT'O OpraHa
WIM STUAEMUTIOTHUECKUX UCCIEN0BAHUN;

6) nHdopManus O HAJUYMU B PEKOMEHIALMIX KIMHHUYECKUX MPOTOKOJIOB PecnyOnuku
Ka3zaxcraH B COOTBETCTBUU C MMOKA3aHUSIMU K IPUMEHEHUIO;

7) uHopMaluss O HAaJWYUU B PEKOMEHJAIMUAX MEXKAYHAPOJHBIX (EBPOMEHCKUX)
KIIMHWUYECKUX PYKOBOJICTB

8) nuHdopmamus 0 HAIMYUU B PEKOMEHJALMSIX, POTOKOJIOB CTpaH-uieHoB Opranuzanuu
AKOHOMHYECKOTO coTpyanuuectna u pazsutus (O9CP);

9) undopmanus 0 HaIMYUU B CIIUCKE OCHOBHBIX JIEKAPCTBEHHBIX cpelcTB BecemupHoit
OpraHU3allvy 3APABOOXPaHEHUS (B TOM YUCIIE JJIs ACTEH);

10) uadopmarius o HaMMYUKU B BpuTaHCKOM HallMOHAJIBLHOM JIeKapCTBEHHOM QopMyJisipe (
B TOM YHCJIE JUIs JSTeH);

11) uadopmanust 0 HATMYUU B BO3MEIIAEMBIX CIIMCKax U GpopMmyisipax ctpan ODCP;

12) undopmanus 0 HATMYUU PETUCTPALMM JIEKAPCTBEHHBIX MPEMApaToB B CTPaHAX
perrona MexyHapoHONW KOH(EpEeHIIMU MO TapMOHU3AIMHN TEXHUYECKUX TPEeOOBaHUMA K
perucTpaluu JeKapcTBEHHBIX MpenapaToB st MeaunuHckoro npumenenus (ICH);

13) nuadopmarys 0 HaATUYHH PETUCTPAIUN JIEKAPCTBEHHBIX mpemnapaTtoB B crpanax ODCP;

14) uadopmanus 0 HATUYUU PETUCTPALIUM JIEKAPCTBEHHBIX IMPENAapaToB B CTpaHAX
pErucTpanyvy No LEHTPAIM30BAHHOW NMPOLENype KOMIETEHTHBIM OpraHoM EBpomnenckoro
Coroza;

15) nadopmanusa o Hanuuuu npoueaypsl nepekBanupukanuu BO3 unu BKiIIOYeHUE B
nepeueHb BO3 npekBanuuuupoBaHHBIX JIEKAPCTBEHHBIX CPENICTB, MPEAHA3HAUYCHHBIX IS
60pr0b1 ¢ BUY, TyOGepkyie3oM, renaTUTOM U JPYTUMU OO0JIE3HAMH.

ITpunoxenue 8
K [IPaBHJIaM PETHUCTPAIUN
JICKapCTBEHHBIX CPE/ICTB
¥ MEJIMIMHCKUX U3/IEHMA
10 TIPUHITUITY "eAMHOTO OKHA"



Pemenne 00 oOTka3ze B TOCYJAapCTBEHHON pETHCTpallNU, MepeperucTpainu
JIEKapCTBEHHOIO CpEeJICTBAa WM MEIULMHCKOrO WU3Jeusl, BHECEHUE H3MEHECHUU B

PETUCTPAIUMOHHOC JOCHE JICKAPCTBCHHOI'O CPCACTBA UIIN MCIUIIHMHCKOI'O U3ACINA
Howmep 3asBnenus

Jara 3asiBneHus
VYcenyrononyyarens
Howmep pemenns 06 oTkaze

[ara pemienus o6 oTkaze

HaMMEHOBaHME TOCYIApCTBEHHOIO OpraHa yBeaomisier Bac 00 oTkaze B perucrpannu, nepeperucTpannuy Hin
BHECCHUH W3MCHEHHUIl B PETHCTPALIMOHHOE JOChE W MEIUIMHCKOM IPHUMEHEHHH JICKAPCTBEHHOI'O CpencTBa (
MEIUIIUHCKOTO M3eNus) (Hy»KHOe MOTIepKHYTh) Ha Tepputopnn Pecryonuku Kazaxcras.

IIpnunHa oTkasa:

@©.1.0 (mpn ero HaIMYMK) PYKOBOAUTENSI TOCYAAPCTBEHHOTO OpraHa (MM YIIOJTHOMOYEHHOTO JINIA)

IIpunoxenue 9
K MIpaBHJIAM PETUCTPAIAN
JIEKAPCTBEHHBIX CPEICTB U
MEIUIMHCKUX M3/IeITHi
10 MPUHIUIY "eANHOTO OKHA"

dopma

HaumeHOBaHME NOBEPEHHOrO JIMIA WM KOMIAHWUH, NPEICTABUTEIBCTBA OT
yCIyronoyiy4daress, YINOJHOMOYEHHOIO IPOBOAUTH JEUCTBUA BO BpEMs HIPOLELYPHI
peructpanuu 1eHsl B Pecnyonuke Kazaxcran

MoTuBHpPOBaHHBI OTKa3 B PErHUCTpAallMd LEHBl WJIH BHECEHUM H3MEHECHUUN B
3apErUCTPUPOBAHHYIO 1IEHY IPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA

Hacrosmum PecnyO6iauMkaHCKoe rocylIapCTBEHHOE MpPEeANpUsTHE Ha MpaBe
XO0351CTBEHHOr0 BeleHMs "HanmoHanbHBIM HEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U
MeIUUMHCKUX u3nenuil" Komurera MeIUIMHCKOrO M (apMaleBTUYECKOTrO KOHTPOJIS
MunucrepctBa 3apaBooxpaneHus Pecnyomumku Kazaxcran (mamee — OxcneprHas
opranuzanus) cooOmaet cienytouiee. [Ipu paccMoTpeHun 3asBI€HU O PErUCTPALIMK LIEHbBI
IIPOM3BOJIUTEISI WJIM BHECEHUN U3MEHEHHUU B 3aPETMCTPUPOBAHHYIO LIEHY IPOU3BOJINTENS, &
UMEHHO:

Ne 1/ VHUKaNBHBIA KOJ Ha mnoptane Toprosoe HaMMCHOBaHUE
o /i

LIEHOO00pa30BaHus JIEKapCTBEHHOTO CPE/ICTBA
1

2

COTpYJAHUKAMU DKCIEPTHON OpraHU3aIMK ObLIO BBISBJICHO CIEAYIOIIEE:
(OTMETHUTH HYKHOE)

IIpenocraBnenue TOKYMEHTOB B HETIOJHOM 00BbeMe | (
WJIM) HEMOJIHOTa COJAEp KalluXCs B HUX CBEJACHUN B
COOTBETCTBHUH C TPeOOBaHUSIMHU HAacTOSIIUX [IpaBun

IIpenocraBieHre HEAOCTOBEPHBIX CBEACHUIT



Lena nponsBoautens BBo3uMbIx JIC mis PecryOmuku
KazaxcTan mnpeBbllIaeT cpefHee 3HAUEHUE Tpex
MHHHMMAJIBHBIX LIEH U3 4YHUCJIA [IOJAHHBIX B 3asABICHUU
pedepeHTHBIX CTpaH, a TaK)Ke INPEBBIIACT CPEIHEE
3HAYEHUE TPEX MHUHUMANBHBIX LIEH, MOIYYEHHBIX W3
JIAHHBIX CATOB MEXIyHapOAHbBIX OpraHU3alui.

Lena nponsBoxutens BBo3uMbIx JIC mist PecryOmuku
Kazaxcran npeBblaeT cpefHee 3HaUCHNE IIEH U3 YHCIa
MTOJJAHHBIX B 3asBICHUH pe()epEHTHBIX CTPaH (B Clydae
€CIIM KOJTMYIECTBO PeEepeHTHBIX CTpaH MEHee TPex), a
Tak)Ke MPEeBBIIIAET CpeJHee 3HadeHHe Tpex
MHUHHUMAJIBHBIX 1I€H, MOJYYEHHBIX M3 JaHHBIX CAWTOB
MEXYHapOAHBIX OpraHu3aluil.

Hena npowmssoaurens Beo3uMbix JIC ms Pecybnuku
KazaxcTtan mpeBblIaeT 3HA4YEHHE LEHBI JJIA
CTPaHBI-TIPOU3BOIUTENS. (ITpu OTCYTCTBHUH
rocynapctBeHHol peructpamuu JIC B pedepeHTHBIX
CTpaHax)

IIpenocraBneHHas 1eHa MPOU3BOANTEIS Il BBOSUMBIX
JIC Bblmle 3HaYeHUs LEH, YKa3aHHBIX B
NPEAOCTABICHHBIX JOKYMEHTaX, MOATBEPKAAIOLINX
neny JIC (kxomusi WHBOMCA, TaMOXKEHHOH JeKapannuu
WIN c4eT-(haKTyphl (HAKJIQJIHON)) MOCIEAHEro BBO3a 3a
BBIYETOM CKHIKH

[IpenocraBieHHas 1ieHa MPOU3BOJUTEINSI HA BBO3HMBIE
JIEKapCTBEHHBIE CpPEJCTBA BBHIIIE 3HAYEHUS LIEH,
JEHCTBYIOIIMX HAa MOMEHT IOJayd 3asBJICHUS Ha
BHECCHHWE M3MCHECHUH B 3aperHCTPUPOBAHHYIO IEHY
MIPOU3BOANTENS W YKa3aHHBIX B IPEAOCTABICHHBIX
IOKyMeHTax, moarBepkaatomux ey JIC (koHTpakT
unu goroeop o npuodperenun JIC, nelicTByromuii Ha
MOMCHT I1OoJa4Yu SaﬂBﬂeHI/Iﬂ)

IlpenocraBinennas  npenenvHas uexHa JIC
otedecTBeHHOTO nponsoauteis B pamkax [OBMII u (
nnu) B cucreMe OCMC mnpesbimaer 1en JIC,
peanu3yeMBIX B IPYTUX CTpaHax

[IpenocraBneHHas IeHA MPOWU3BOIAUTENS IMPEBBIIIACT
IIEH Ha JIEKapCTBEHHBIC CPEICTBA IOITOCPOYHOTO
JIOTOBOpPA IIOCTAaBKM C 3aKa34WKOM KOHTPAKTHOTO
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB

Hacrosimnm, B COOTBETCTBHM C IMYHKTOM 82, myHKTOM 87, myHkToM 89 IlpaBun
PErUCTPALMM JIEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX HW3JEIUI 10 NPUHLUIY '€JUHOTO
OKHA" 3KcrepTHasi OpraHu3alys HalpaBisieT MOTUBUPOBAHHBINA OTKa3 B PETUCTPALIMU LIEHBI
IIPOU3BOAUTENS WM BHECEHHS] M3MEHEHHMM B 3apETHCTPUPOBAHHYIO LIEHY IPOU3BOIMTEINS

JICKApPpCTBCHHOI'O CPCACTBA.

noJkHoCTh noanuch GUO (mpu Hanuumm)

[Ipunoxenue 10



K MIPaBHJIaM PETHUCTPAIUN
JIEKAPCTBEHHBIX CPEACTB
¥ MEIWIMHCKUX U3/IEIHMA
10 TIPUHIUIY "eANHOTO OKHA"

dopma

HanMeHOBaHME NOBEPEHHOrO JMLA HWJIM KOMIIAHUH, IPEACTABUTEIBCTBA OT
YCIyronoay4daress, YMNOJHOMOYEHHOTO MPOBOAUTH JEUCTBUA BO BpEMs NPOLEIYPHI
perucTpanuy, BHECEHHUsI U3MEHEHHUsI B LieHy npousBoautens B Pecnybnuke Kazaxcran

MortvBHpOBaHHEL O0TKa3 B PETHCTpaIiH, BHECCHUH H3MCHCHHA B IICHY H3ACMH MEIUIIHHCKOTO
Ha3HA9EHHA IPOM3BOANTENS B paMKaxX rapaHTHPOBAaHHOTO 00beMa GeCILIaTHOH MeTUIMHCKOH
IIOMOIIH ¥ (WJIN) B CHCTEME 0043aTeIbHOT0 COMHATIbHOTO MEAUIIMHCKOTO CTPaXOBAHAA

Hacrosimum PecnyOimkaHCKOe TOCYJIapCTBEHHOE MPEANPUATHE Ha IpaBe
XO34MCTBEHHOTO BeJieHUs "HalnoHaNIbHBIN LIEHTP AKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB U
MenuiuHckux uzaenui" Komutera memunuHckoro v ¢GapMaieBTHYECKOr0 KOHTPOJIS
MunuctepcTBa 3npaBooxpaneHus Pecnyonuku Kazaxcran (ganee - DxcnepTHas opraHA3anus
) coo0mIaer ciaeayroIee.

[Ipu paccMoTpeHnH 3as1BJIICHUI O pErUCTpalii, BHECEHUU U3MEHEHUS B LIEHY HA U3JIEIUe
MeauiuHckoro Ha3HaueHus B pamkax ['OBMII u (unn) B cucreme OCMC, a uMeHHo:

VHUKaIBHBIN KOJ
Ha TopTaie
1IeH00Opa3oBaHN
s

Ne /it TOpFOBoe HauMCHOBAHHUEC MCAUIIMHCKOI'O U3CIINA

COTpYIHHKAaMU  DKCHEpPTHOM
opraHu3anuu ObUIO BBISBICHO
clenyromuiee:

(OTMETHTH HYXKHOE)
IIpenocraBneHue AOKYMEHTOB B
HENOJHOM o0beMe u  (WiIH)
HEIIOJTHOTA COJEPKAIINXCS B HUX
CBEIEHUH B COOTBETCTBHH C
TpeGoBaHusAMH HacTosAmuX [IpaBun

IIpenocraBienre HeAOCTOBEPHBIX
CBEJICHUM

IIpenocTaBienHad IeHa
npousBoauTens B pamkax I'OBMII u
(umu) B cucreMe OCMC nns
BBO3UMBIX MIMH, Bbilie 3HaueHUs
LeH 3a EeOUHUIy W3MEpeHus,
yYKa3aHHBIX B IIPEIOCTABICHHBIX
JOKYMEHTaxX, MOJITBEPKAAIOIINX
neny MMH (xomust wuHBoO#Hca (
HaKJIaJHOW) WM CcYeT-(QaKTyphl,



TaMOXEHHOU JIeKJIapalim)
MOCJICTHETO BBO3a 32 BBIYETOM
CKUJIKA

IlpenocraBieHHas LeHa
npousBoauTens B pamxkax I'OBMII u
(umun) B cucteMe OCMC nns
BBO3UMbIX UMH BbIlle 3HaueHUS
LEH 3a EOUHUIy W3MEpEeHUs,
yKa3aHHBIX B IPEJOCTABICHHBIX
JOKYMEHTaX, IOATBEPKIAIONINX
LIEHY B KOHTpAKTe WJIU JOrOBOpE OT
3aBofa mpousBoautens IMH

IIpenocraBneHHas npenenbHas IeHa
NUMH OTEYECTBEHHOTO
npousBoauTens B pamkax I'OBMII u
(umm) B cucreme OCMC npeBblinaet
ueH UMH, peanusyeMsix B Apyrux
CTpaHax

3aperucTpupoBaHHas 1IEHA B PaMKax
I'OBMII u (unm) B cucreme OCMC
MPEBBINIACT ICHY IOCJIEIHETO
3akynma Ha BeO-moprame TOO
CK-®apmanusa" 3a 12 mecsues,
MPEAMECTBYIONINX JaTe IMIOJaqH
3asBieHus Ha 3asBisiemoe IMH;

"

3aperucTpupoBaHHas LiIeHa B paMKax
I'OBMII u (nm) B cucreme OCMC
MPEBBIMIACT II€HY IIOCIETHErO
3akyma Ha  BeO-mopTane
TOCYJIapCTBEHHBIX 3aKyMoOK 3a 12
MECSIEB, MPEIIEeCTBYIOMUX JaTe
MoJlauyl 3asiBICHHUS Ha 3asBIsIEeMOE
NMH

[Ipnmeuanue:

Hacrosimium, B cootBeTcTBUM ¢ MyHKTOM 178, 179 Hacrosmux [IpaBun skcneptHas
OpraHu3alys HampaBJiseT MOTUBUPOBAHHBIM OTKAa3 B PErUCTpallUd, BHECEHUN U3MECHEHUS B
ueny npousBoautelns B pamkax 'OBMII u (unu) B cucteme OCMC Ha nepeyuciieHHbIE
U3JIeNIS MEAUITMHCKOTO Ha3HAYCHUSI.

JIOJKHOCTh ~ TOJITHUCH ®.1. O. (mpu ero HaJIUYUN)

ITpunoxenne 11
K MpaBUJIaM PETUCTPAIUU
JIEKapCTBEHHBIX CPEJCTB U
MEIUIMHCKHUX H3CTINH
10 NpUHUUNY "eINHOro OKHA"

dopma



HauMenoBaHNE yCIIyrOnoIydJaTeiis

MoTtuBHpOBaHHBIH OTKA3 B PETHCTPAH, BHECCHUS H3MCHCHHA B IIEHY ITPOM3BOIUTEILA
MeIUIMHCKOTO H3/IeHA JUI1 AUArHOCTHKH BHE KUBOI'0 OpraHu3Ma (in vitro), Ipor3BOUMEIS HA
tepprropiu Pecy6immku Kazaxcrad B paMKax JOJITOCPOYHBIX JIOTOBOPOB IIOCTABKH,
3aKIF0O9eHHBIX ¢ EquHbIM qucTpuOBI0TOPOM B paMKax rapaHTHPOBAHHOTO 00beMa OeciaTHO#H
MeIMIUHCKON IOMOINY U (WIH) B CACTEME 0043aTeIHHOI0 COLMATHHOIO MEAUIMHCKOTO
CTpaxOBaHUs

Hacrosiiuum PecnyOnukaHckoe TOCYIapCTBEHHOE MpENNpUsITHE Ha IpaBe
XO35ICTBEHHOI0 BeneHMs "HanmoHanbHBIM NEHTP IKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB U
MeIUUMHCKUX u3nenuid" Komurera MeIUIMHCKOrO W (apMaleBTUYECKOrO KOHTPOJIS
MunucrepcTBa 3apaBooxpanenus Pecriyonuku Kazaxcran (nanee - DxkcnepTHas opraHu3alius
) coo01IaeT ciaeayoniee.

IIpu paccMOTpeHMM 3adBICHUN O PETUCTPALlMU, BHECEHUS M3MEHEHUS B LICHY
MIPOU3BOAMTENA HA MEIULIMHCKOE U3/ENHE 7Sl JUArHOCTUKHM BHE KUBOTO OpraHusma (in vitro
), mpou3BojuMMble Ha TeppuTopun Pecny6nuku Kaszaxctan B paMkax J0JTOCPOYHBIX
JIOTOBOPOB MOCTaBKH, 3aKI0UeHHbIX ¢ EqunbiM nuctpudstoropoM B pamkax ['OBMIT u (nm)
B cucteme OCMC, a IMEHHO:

Toprosoe HanMeHOBaHUE
MEIHUIIMHCKOTO W3JeAUs IS
MUAaTHOCTUKU  BHE  JKHBOTO
opraHusMa (in vitro),
MPOU3BOJMMBIE Ha TEPPUTOPUHU
Pecy6nukn Kazaxcran B pamkax
JIOJTOCPOYHBIX JIOTOBOPOB IMOCTABKU
, 3aKJIYCHHBIX C EJWHBIM
JCTPUOBIOTOPOM

YHUKaNbHBIA KOJA Ha moprane

Ne o/mt
IeHOo00pa3oBaHUs

COTPYJHUKAMU DKCIIEPTHONU OpPraHU3aliy ObLIO BBISIBJIECHO CJEAYIOIICE:

(OTMETHUTH HYKHOE)

[IpenocTtaBieHne TOKYMEHTOB B HEMOJHOM 00beMe U (KJTM) HEMOJIHOTA CONEPIKAILUXCS B
HUX CBEJICHUM B COOTBETCTBUU C TpeOOBaHUSIMH HacTosAmuX [IpaBui.

IIpumeyanue:

HacrosiiuMm, B cOOTBETCTBUU ¢ MyHKTOM 196 IlpaBun DkcrepTHas opraHu3anus
HaIpaBJIsIET MOTHUBUPOBAHHBIM OTKa3 B PErUCTpalli, BHECEHWM H3MEHEHUs] B LIEHY
MIPOU3BOJIUTEIIS HA TOPrOBOE HAUMEHOBAHUE U TEXHUYECKYIO XapAKTEPUCTUKY MEIUIIMHCKOTO
U3JIEHS AJ11 TUarHOCTUKHM BHE ’KUBOTO OopraHu3mMa (in vitro), MpoOu3BOJIMMBIE HA TEPPUTOPUHU



Pecniybnuku Kazaxctan B pamkax JOJTOCPOYHBIX JIOTOBOPOB MOCTABKH, 3aKJIFOUEHHBIX C
EaunbimM nuctpudstoTopom B pamkax ['OBMII u (wnn) B cuicteme OCMC Ha nepeyucieHHoe
BBIIIIE MEIUIIMHCKOE U3/EIINE.

JTOJ>KHOCTD MOJITHUCH ®OUO. (ripu ero HAIMYUHN )
[Ipunoxenne 12
K TIpaBUJIaM perUCTpaluy
JIEKapCTBEHHBIX CPEJCTB U
MEIULHCKUX N3/IeIUH
M0 MPUHITUIY "eTMHOTO OKHA"

IlepegeHb JOKYyMEHTOB, IIPEOCTABIIIEMBIX JUIS AKCIEPTH3HI IPOM3BOAUTEIME Pecmy6imku
Kazaxcran

Ne i/t HanmMeHnoBaHue 10KyMEHTOB
1 2
Yactp [ Obmmas noxkymeHTanus*

Cepruduxar GMP (c ykazaHuem JaTel U pPe3yIbTaTOB
IAL. mocienueit HHCIEKIIUHT HOTapuajabHO
3aCBUJIETEIHCTBOBAHHBIC) IPU HATUYHH

Ecnmu B MpOM3BOJACTBEHHOM IPOLIECCE YYacTBYET
HECKOJIBKO IIPOM3BOJUTENICH JOKYMEHTHI ITyHKTOB A2,
IA3, TA4 mpemocTaBISAIOTCA HA BCEX YYACTHHUKOB
NPOU3BOJICTBA

I A2.

JIumeH3NOHHBINH JOTOBOp (COTNIAlICHWE) Ha MPaBo
I A3. TIPOM3BOJICTBA (10 MCTEUCHHUS CPOKa JACHCTBHUS ITaTEHTA
Ha OPUTHUHAIBHBIH Ipermapar)

OxpaHHBII JOKyMEHT Ha N300pETeHNE WIIN TIOJIE3HYIO
MOJIEJIb OPUTHHAIBHOTO JIEKAPCTBEHHOT'O CpejacTBa (
MPEJOCTaBISETCS MaTeHTOOONIagaTeIeM OXpPaHHOTO
JOKyMEHTa B DJICKTPOHHOM (opMaTte), OXpaHHBI
JOKYMEHT Ha TOBapHBIN 3HAK (B AIIEKTPOHHOM (hopMmaTe

)

Hexnapauuss 0T mOpoM3BOAMTENS  (IepKaTems

PETUCTPALIMOHHOTO  yIOCTOBEPCHHS) IHUCHMO O

HEHAPYIICHHH HCKIIOYUTENBHBIX IIPaB TPETEUMH

JUIIAMU Ha HM300peTeHHEe WM TOJIE3HYI0 MOIeNb (
NPEJOCTABIISETCS. NPU IKCIIEPTU3E TEHEPUYECKOTO
JIeKapCTBEHHOI'O IIpenapara)

I A4.

I AS.

JlOKyMeHT, TOATBEPKIAONIMH Kad4eCTBO TOTOBOTO
MPOAYKTa TPeX MPOMBIIUICHHBIX CepHil (cepTUUKAT

I A6. aHajgu3a, MPOTOKOJ aHaIW3a), OJIHA CEepUs KOTOPOTo
COBIIAJIAET C cepueil o0pasiia JIeKapCTBEHHOTO CPe/ICTBa
, TOJJAHHOTO Ha PETHCTPALHNIO

JIoOKyMeHT 0 mpHOHOBOI 0e301MacHOCTH Ha BEIIECTBA
KHBOTHOTO MIPOUCXOXKICHUS OT MPOU3BOIUTEIS

I A7.

Hexkmapaius o TOM, YTO B TMPOEKTax oOIIei
XapaKTEepPUCTUKE JIEKAPCTBEHHOI'0 Ipenapara H
WHCTPYKIHH TI0 MEAWIIMHCKOMY TPUMEHEHUIO



I AS.

IAO9.

LB.1.

[.B.2.

1.B.3.

1.B.4.

1.B.5.

1.B.6.

I.C

JIEKapCTBEHHOTO Cpe/IcTBa (JIMCTOK-BKIIAJIBIII) (Iajee —
OXJIIT m Wuctpykmus JIC) BocIpou3BENCHHOTO,
THOPUIHOTO WIN OMOaHATOTHYHOTO (OMOIIOZOOHOTO)
JIEKapCTBEHHOTO IpenapaTa OTCYTCTBYIOT OTIHYHS OT
neiicteyromux OXJIII wu  Uucrpykums JIC
OpUTHHAIBHOTO (pedepeHTHOr0) JIeKapCTBEHHOTO
rpemnapara, 3a UCKII0UeHHEM OTIIMYHN HH(POPMAIUU O
MPOU3BOJUTENE, CPOKE TOJIHOCTH, COCTaBe
BCIIOMOTATEIbHBIX BEIIECTB HE3HAUYMMBIC PA3IUUUS B
OmoOCTYNHOCTH WK (hapMaKOKIMHETHKE.

Pestome (mo 5 crpanun)) obocHOBaHHMIT U (HaKTOB,

MMOKA3BIBAIOIINX, YTO JICKAPCTBCHHBIH IpernapaT

SIBJIIETCS.  BOCIPOM3BEJCHHBIM, THOPUAHBIM WA

OmoaHAOTHYHBIM (OMOTIOTOOHBIM) JIEKApPCTBEHHBIM

npenapaToM COOTBETCTBYIOIIETO OPUTHHAIBHOTO (
OMOJIOTUIECKOT0) JIEKAPCTBEHHOTO Tpernapara.

[IpoexT oOmIEell XapaKTEPUCTUKU JIEKAPCTBEHHOTO
cpenctBa (OXJIC) B aieKTpoHHOM BHUIE B Qopmare
doc (7mok)" Ha Ka3aXCKOM U PyCCKOM SI3BIKaX

"

[IpoekT HHCTPYKIMHU TI0 MEJUIMHCKOMY IPUMEHEHUIO (
JIMCTOK-BKJIA/IBIIT) B JJIEKTPOHHOM Buzae B (opmare "
doc (10x)" Ha Ka3aXCKOM M PYCCKOM SI3bIKax

TexkcT MapKUpPOBKHU [Ji1 NMEPBUYHOW M BTOPUYHOU
YIaKOBOK, CTUKEPOB, ITHUKETOK Ha Ka3axCKOM U
PYCCKOM sI3bIKaxX

L[BeTHBIE MakeThl MOTPEOUTEIHCKUX YHAKOBOK,
STHKETOK, CTUKEPOB B JIEKTPOHHOM BHIE B (opmate "
jpeg (mxurmer)"

[ocTpouHoe (pacronokeHHOe NapauIelbHO Ha OJHOM
nucte) cpaBHeHme neicTByrommx OXJIII wu
Wactpykumst JIC opurnHansHOTO (pedepeHTHOro)
JeKapcTBeHHOTO Tpemnapara W mpoektoB OXJIIT u
Wucrpykuus JIC Bocripon3BeJeHHOTO, THOPUIAHOTO W
O6uoaHanornyHoro (6MOMOIOOHOr0) JIEKAPCTBEHHOTO
mperapara c BbACJICHHEM M 0OOCHOBAaHHUEM BCEX
OTJIMYMH.

BenoMmocTs u3MeHEHHMH € yKa3aHHUEM MOCTPOYHO
pacIoj0KeHHOTO CPaBHEHUS] BHOCUMBIX M3MEHEHUU C
YTBEPKJICHHOH BepCHEH.

MacTtep daiin cucteMsl papMakoHaI30pa AepKaTems
PErHCTPALIMOHHOTO YAOCTOBEPEHH (IIpecTaBIsIeTCs B
cillydae, KOTAa Jepxkarelb PEerHCTPalOHHOIO
YAOCTOBEpPEHUs] BIEpBBIE TMOJaeT 3asBKy Ha
pETUCTpPAIHIO JIEKapCTBEHHOT'O MpeTiapaTa) Win KpaTKast
XapaKTEepUCTHKA CUCTEMBI (hapMaKoHa/30pa JAepKaTeis
PerucTpaluoOHHOTO YIOCTOBEPCHHUS (mpu
TIepPEePETUCTPAIINN) BKITIOYAIOMas: HHPOPMAITHIO O TOM,
YTO JAepXKaTelb PErHCTPALMOHHOTO YAOCTOBEPEHHS
MUMEET B CBOEM PaCMOpsDKEHUN YIIOTHOMOYEHHOE JIUIIO0
3a T700abHBIH (apMaKOHAI30p; KOHTAKTHBIC JaHHbBIE
YHOOJTHOMOYEHHOTO  JIMIa 32  TJI00aiIbHBIH
(bapMakoHan30p; IEKJIapalHio, IOANUCAHHYIO



IC1

I.C2

I.D

JiepKaTeIeM PETUCTPAIMOHHOTO YAOCTOBEPEHUSI O TOM,
4TO OH HMeeT CHucTeMy (apmakoHaa3opa st
BBIMOJIHEHHUST 3a7a4y W 00s3aHHOCTEH 1O
MMOCTPETUCTPALIMOHHOMY KOHTPOJIIO 0€30MacHOCTH
JIEKapCTBEHHBIX CPEJCTB; CCHUIKY Ha MeCTO (aapec), Tae
XpaHuTCsa Mactep-daiis cucteMsl apmMakoHaa30pa.

[Nepuoamyecky OOHOBISIEMBII OTYET O OE30MACHOCTH (
TIPH TIEpEePETUCTPALINN)

[lnan ynpaBneHust puckamu (s OPUTHHAIBHOTO
JeKapcTBEHHOTO mpernapara, OHOJOTHYECKOro,
0M0aHaJOTNYHOTO, OMOTEXHOJOTHMYECKOT0, a TaKke
HMMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO ITperapara)

JloKkyMeHT, NOATBEPXKIAOUIUNA, 4YTO JAepikKaTeib
pErucTpanuoOHHOTO YIOCTOBEpPEHHUS HUMEET
YIOJTHOMOYEHHOE  (KOHTAaKTHOE) JIMI0O 34
(apmakonamg3op Ha Teppuropuu PecmyOnuku
Kazaxcran

Yacts I1 Xumuueckas, papmareBTUUECKas ¥ OHONIOrHYeCcKast JOKYMECHTAITH

II
ITA

ITA1

TA2

TA3

B
IIB1
B2

IIB3

IIB4

nc
nci

nCIl.1

Cognepxanue
Cocrtas

KauecTBeHHBII ®  KOJIMYECTBEHHHIH COCTaB
JIEKapCTBEHHOTO mpermapara (aKTUBHEIE,
BCIIOMOTATEIbHBIE BEIICCTBA, COCTAaB OO0OJIOYKH
Ta0JIETKH UK KOPITyca KarcCyJibl)

I[OKyMeHT, HOI[TBCp)K,HaIOIIII/Iﬁ Ka4eCTBO YIIAKOBOYHOT'O
" YKYIIOPOYHOTI'O MAaTEPpUaIOB rOTOBOI'O NPOAYKTA

®dapmarneBTrueckas paspaborka (omucanne ADC,
BCIIOMOTATEJIbHBIX BCIICCTB, pa3paboTka
JEKapCTBEHHOI'0 IIpernapara B CpPaBHCHHH C
OPUTHHHUAIBHBIM (pedepeHTHBIM) IpemnapaToM (B
ciyudae, ecnu TeHEpHK), pa3paboTka
MIPOM3BOJCTBEHHOI0  IpoIlecca, COBMECTHMOCTh
KOMIIOHEHTOB, U3IUIIKH, CTa0MIJIBHOCTS,
MHKPOOHOJIOTHYECKasi YUCTOTA)

CBeneHHs 0 IPOU3BOJICTBE:
MIPOM3BOJICTBEHHAS hopMyia
OIKCAHWE TEXHOJOTHH MPOU3BOJICTBA

KOHTPOJIb B MPOIECCe MPOU3BOJCTBA (ONEpaIllMOHHBIN
KOHTPOJIb)

BaJIMAALMS TPOM3BOACTBEHHBIX MTPOLIECCOB (BAINAALMS
NIPOLIECCOB, IIPOBOIUMBIX B ACENTHUYECKHUX YCIOBUIX,
BKJIIOYaeT  MOJEIMPOBAHHME  IIpouecca ¢
UCIIOJIb30BaHUEM IHTATEIbHOM Cpezpl (HAIOIHEHHE
MUTATENbHBIMU CPEIaMH)

METOJIBI KOHTPOJISI UCXOHBIX MaTEPHUAIIOB
aKTUBHAs CyOCTaHIUA

JIOKYMEHT, MOATBEPXKAAIOUINI KaueCTBO aKTHUBHOTO
BEIIECTBA TPEX MPOMBINUICHHBIX cepuu (cepTudukar
aHaiM3a CyOCTaHIIMU OT IPOU3BOAWTENS, CepTH(HKAT



mc2
mcaai

nc3

nmcaii

D

IIE

ITE1

ITE?2

ITF

G

ITH

K

ITL.

cooTBeTcTBUS MOHOrpaduu EBponeiickoii dapmakonen
, IPOTOKOJI aHaJIN3a, aHAJTMTHIECKUI MTacopT)

BCIIOMOT'aTCJIIBHBIC BCIICCTBA
CCpTI/I(bI/IKaTLI Ka4y€CTBa Ha BCIIOMOTI'aTCJIIbHBIC BCIICCTBA

YIIaKOBOYHBIH MaTepuan (TepBUYHAs M BTOPHYHAS
yIHaKoBKa)

CepTI/I(bI/IKaTI)I Ka4yeCTBa YINAKOBOYHOI'O0 Marepuajia C
OPUITOKCHUCM JOKYMCHTOB, PCTIAMCHTHPYIOIUX HX
Ka4€CTBO

METOJbl KOHTPOJSI KayecTBa MPOMEXYTOUHBIX
MIPOLYKTOB (TIpH HEOOXOAUMOCTH)

crenupuKays KadecTBa W METOAMKH KOHTPOJIS
TOTOBOTO IPOAYKTa C AYTEHTHUYHBIM I[EPEBOJOM C
A3BIKA TIPOU3BOJHUTENS HA PYCCKUN S3BIK

HOPMATUBHBINA JOKYMEHT MPOU3BOIMUTENS [0 KOHTPOJIIO
KavecTBa M 0€30I1aCHOCTH JICKAPCTBEHHOT'O CPE/ICTBA B
SJeKTpOHHOM BuAe B ¢Qopmare "doc (mox)",
IMOACHUTECI/IbHAA 3alTMCKa K HEMY

BaJMIAIMs] METOJNMK WCIBITAHHH JIEKapCTBEHHOTO
npenapara (MpH MEpeperucTpaliy JOHOTHUTEIEHO
KOIIMI0O HOPMATHUBHOTO JIOKYMEHTa II0 KadecTBY,
yTBepkIeHHOTO B Pecnybimke Kazaxcram)**

Pe3yJIbTaThl UCIBITAHKS CTA0MIIEHOCTA HE MEHEE 4eM
Ha TpeX MPOMBIIUICHHBIX WIH OMBITHO-TIPOMBIILICHHBIX
(MMIIOTHBIX) CepHUsIX

CBEICHUs1 O Tpoduiie pacTBOpeHus: (s TBEPIBIX
JIO3UPOBAHHBIX JIEKAPCTBEHHBIX (OPM)

JAHHBIE KOHTPOJIA Ha )KUBOTHBIX

JIaHHBIE TI0 BEPOSITHOW OMACHOCTHU ISl OKPY’KaroIen
cpeabl ISl MpernapaToB, COJEPKAIIUX T'€HETUUYECKU
HU3MEHEHHBIE OPTaHU3MBbl

JOTIOTHUTEIbHAS WH(GOpMaIus, IMOATBEPKAAIONIAsT
KauecTBO (IIpU HEOOXOTUMOCTH)

Yacrts III. ®apmakonoruueckast 1 TOKCHKOJIOTHUYECKAs! JOKYMEHTAIIHS

III.

T A.

I B.
I C.
I D.
NI E.

IITF.

Conepxanue

JlaHHBIC MO TOKCHUYHOCTH (OCTPOH W XPOHHUECKOH), (
MEIUIIMHCKUH MMMYHOOHOJIOTHYECKAN TMpermapaT -
TOKCHYHOCTB IIPY OJHOKPATHOM BBEJCHHH W BBEICHUH
TTOBTOPHBIX /103)

BrnusiHue Ha penpoyKTUBHYIO (QYHKIHIO

JlaHHBIE 110 SMOPHOTOKCHYHOCTH B TEPATOTEHHOCTH
JlaHHBIE IO MyTareHHOCTH

JlaHHBIE IO KAaHIIEPOTEHHOCTH

dapMakoAMHAMHUKAa (nms MEJUIUHCKHUX
FeHHO-OMOJIOTHYECKUX MpPEenapaToB — pe3yJbTaThl
HCCJIEIOBAaHMSI PEAKTOT€HHOCTH)



I G. PapMaKOKUMHETHKA (nns MEJULUHCKUX
MMMYHOOHOJIOTMYECKHX IIPENapaToB — pPe3yJbTaThl
cnenu(uIecKoil aKTUBHOCTH )

JlaHHBIE O MECTHO-pa3apakaronieM IeUCTBUHU (IJIst
III H. MEIULUHCKUX UMMYHOOHOIIOTHYECKUX INpenapaToB —
pe3yJbTaThl UCCIIE0BAaHUS UIMMYHOT€HHOCTH)

HononuurenbHas wHOOpMAIKS, MOATBEPIKIAFONIAs
6e30macHOCTh (TIpH HEOOXOAMMOCTH)

I Q.
Yacts [V. Kiiuanueckas tokyMeHTarus * **
IVv. Copnepxanue

Hdannple 10 KIMHWUYEeCKOH  ¢apmakomoruu

IV A.
(apmakoanHaMuKa, (hapMaKOKMHETHKA)

IVB Knunamaeckas, nmmyHosormdeckas 3hHeKTHBHOCTh

IvVvC Juarnocrrueckast 3 (heKTHBHOCTD

VD Pe3ynbpTaThl KIMHUYECKHUX UCCIEIOBAHNUHN (MCTIBITAHHUN),
HayYHBIC ITyONHUKAINH, OTYETHI

IV DI JlaHHBIE TOCTPETUCTPALIIOHHOTO OIBITA (TIPH HAJIMYHH)

IVE JononuurensHas wH(OpMaNMs, HOATBEPKIArONIas
3¢ eKTHBHOCTH

[Ipumeyanue:

* Ilpu mepepeructpanuy OCYILIECTBIsIEMONl B cooTBeTcTBUM I[lpaBuiiamu
rOCYJIapCTBEHHOW pETHCTpalliy, MEePEePerucTpaluu JEKapCTBEHHOTO CpeJCTBAa WIIH
MEIUIMHCKOTO U3/ENHsI, BHECEHUS! U3MEHEHUI B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO
CpEeICTBa WM MEAUIMHCKOTO u3aenus npenocrasisitores yactu | u Il nanHoro nepeuns. **
Hns  ¢dapmakonelHbIX METOAMK MPEAOCTABISIOTCA JaHHblE BepuPuUKanuM. ***
YTBEP>KJI€HHBIN IPOTOKOJI UCCIAEAOBAHMS, YTBEPKACHHBIA OTUYET UCCIIEA0BAHMS, pa3peLICHUE
PEryJISTOPHOTO OpraHa Ha MPOBEJICHHUE HCClIeOBaHus (IIPU HAIMYUH), 0JJOOpEHUE FITUUYECKOM
KOMHUCCHH, KOITHIO IOrOBOPA CTPAXOBAaHUS OTBETCTBEHHOCTH CIIOHCOPA B CIIy4ae NPUYUHEHHUS
Bpela SKU3HM U 3JI0POBBI0O CyOBEKTa HCCIENOBaHUS, KOMUU WHIUBUIYAJIbHBIX
PErMCTPALMOHHBIX KapT CyOBEKTOB MCCIIE0BAaHUS (151 MEXIYHAPOJIHBIX, MHOTOLEHTPOBBIX
KJIMHAYECKuX uccienoBanuii 20 %), XxpoMaTorpaMMsbl (IIPU MPETOCTABICHUN UCCIEIOBAHUS
OMOSKBUBAJIEHTHOCTH ), KOIIUU JJOTOBOPOB MEK]Ty CHOHCOPOM KJIMHUYECKOTO UCCIIEIOBAHUS U
HCCIIEIOBATENIbCKUM LIEHTPOM (KOHTPAKTHOM MCCIEA0BATEIbCKON OpraHu3amuei) (B ciiyyae

HEO0OXOAMMOCTH MOCJIE U3bATUS KOHPUIECHIMATBLHOU HHPOpMALIUN).
[Ipunoxenue 13
K IpaBuJIaM perucTpanin
JICKaAPpCTBCHHBIX CPCACTB U
MEIULIMHCKAX U3IEITUN
10 TIPUHIUITY "eANHOTO OKHA"

[lepeueHb AOKYMEHTOB, MpPEIOCTABIAEMBbIX Mg 3KcnepTusbl B (opmare OO6miero
TEXHUYECKOT0 JOKYMEHTA

Ne n/m HanmeHnoBaHKEe TOKyMEHTOB

Monyns 1.*



1.1

1.2.1.

1.2.2.

1.2.3.

1.2.4.

1.2.5.

1.2.6.

1.3.

1.3.1.

OO1mas ToKyMeHTaIus

Ceprudukar Ha (hapMaleBTHUECKUI IPOIYKT COTIIACHO
pPEKOMEHIALUHA Bcemupnoit OpraHu3alnuu
31paBOOXPAHECHUS (HOoTapualbHO
3aCBU/IETEIbCTBOBAHHBIN) (IpM HAIWYUHM) WIH
Ceptudukar (perucTpanyioHHOE yIOCTOBEPEHHE) O
pEeTUCTpallK B CTpaHE-TIPOM3BOAMTENE (HOTApHAIBEHO
3aCBHCTEIHCTBOBAHHEIN (TIPY HAJIIIUH )

Ceptudurkar GMP (c ykazaHueMm 1aThl U pPe3yIbTaTOB
nocueaHei WHCIIEKIINN) (HoTapuanbHO
3aCBUICTEIILCTBOBAHHBIN) MM ajpec caiita peecTpa
BBIJIaHHBIX yTIOJHOMOYEHHBIM OPTraHOM CepTH(UKATOB
cooTBeTcTBUA TpeboanusiM GMP (mampumep,
EudraGMP) B uH(}pOpMalmoHHO-KOMMYHHUKAIIMOHHOW
cetu "MHTepHeT"

JIMeH3NOHHBI NOrOBOp (COTJIAIIEHHE) Ha IIPaBo
MIPOM3BOACTBA (IO MCTEUCHUS CPOKA JEHCTBHSA MAaTEHTa
Ha OpPUTHHAJBHBIIN Mperapar) Wi TapaHTHIHOE THCHMO
O HC HapYHMICHUH HCKIIOYUTCIIBbHBIX IpaB TPETbUMU
JMLIAaMH Ha M300peTeHHE MU IOJIE3HYI0 MOJENb Ha
JIEKapCTBEHHOE CPEJICTBO

CBenieHHs O PEeruCTPaIly JIEKapCTBEHHOTO CPEICTBA B
Ipyrux CTpaHax C YKa3aHHMEM HOMepa MU JaThbl
PErUCTPAllHOHHOTO YAOCTOBEpPEHHS (MM KOIHHU
cepTH(UKaTa UM PETHCTPAIMOHHOTO YI0CTOBEPEHHS)

Komnus oxpaHHOro JOKyMeHTa Ha TOBapHBIN 3HAK

Hdexnapanuss 0 TOM, 4YTO B MPOEKTax oOIIei
XapaKTepUCTHKE JIEKApCTBEHHOTO TIIpenapara u

WHCTPYKIMH 110 MEIUIUHCKOMY IPUMEHEHHIO

JIEKapCTBEHHOTO CPE/ICTBA (JIMCTOK-BKIABIN) (anee —
OXJII wu MHuctpykuus JIC)BOCTIpOM3BEACHHOTO,
THOPUIHOTO WM OMOaHaJIOrHYHOTO (OMOTOM00HOTO)
JIEKapCTBEHHOTO IpernapaTa OTCYTCTBYIOT OTIHYHS OT
neictBytomux OXJIII u  MHuctpykumu JIC

OpUTHHAIBEHOTO (pedepeHTHOr0) JIEKapCTBEHHOTO
mperapara, 3a UCKIIOUCHUEM OTINYUi WH(POPMAIHA O
MpOU3BOAUTENIE, CPOKE TONHOCTH, COCTaBe

BCIIOMOTAaTEIbHBIX BEIIECTB HE3HAYNMEIE PA3INYHS B
OMOIOCTYHOCTH WIH (papMaKOKHHETHKE.

Pestome (mo 5 crtpanum) obocHOBaHWI M (hakTOB,

MMOKA3bIBAIOIIMAX, YTO JICKAPCTBEHHBIA Mpernapat

SIBIISICTCS BOCHPOM3BEJCHHBIM, THOPHIHBIM WU

OMoaHaTOTHYHBIM (OMOMOJOOHBIM) JIEKAPCTBEHHBIM

npenapaToM COOTBETCTBYIOIIETO OPUTHHAIBHOTO (
OHMOJIOTMYECKOT0) JIEKAPCTBEHHOTO TIperapara.

OO0miasi xapakTepUCTHKA JIEKAPCTBEHHOI'O CPEJICTBA,
WHCTPYKLIHS TI0 MEIUIMHCKOMY MPUMEHEHHIO (
JIUCTOK-BKJIA]IBIII ), MAPKUPOBKA (IIBETHBIE MAKETHI):

06111215[ XapaKTCPUCTUKA JICKAPCTBCHHOTI'O IIperapara €
,I[aTOﬁ MOCJICAHCTO IepeCcMOTpa



1.3.2.

1.3.3.

1.3.4

1.3.5.

1.3.6.

1.3.7.

1.4.

1.4.1.
1.4.2.
1.4.3.

L.5.

1.5.1

L.6.

1.6.1

VYTBepxkAcHHAS MHCTPYKLUHS IO MEIULHUHCKOMY
MPUMEHEHHUIO JIEKapCTBEHHOTO cpeacTBa (s
opraHusanui-npoussoaurenei crpan ConpyxkecTa
HesaBucumsbix locynapcts), 3aBEpEHHAs
OpraHH3aeH-TIPON3BOANTENIEM

[IpoekTsl 00mIEH XapaKTEPUCTHKH JIEKAPCTBEHHOTO

cpeacra (OXJIC), MHCTPYKIUH MO MEIUIHMHCKOMY

MIPUMEHEHHIO JIEKapCTBEHHOTO CpeacTBa (
JMCTOK-BKJIABIII) Ha Ka3aXCKOM M PYCCKOM SI3BIKAaX

TexeT MapKUPOBKY IEPBUYHON U BTOPUYHON YIIAKOBOK,
3TUKETOK, CTUKEPOB Ha Ka3aXCKOM U PYCCKOM SI3bIKaX

I{BeTHBIC MaKeTHl MOTPEOUTETBCKHX YIAKOBOK,
STHKETOK, CTUKEPOB B DIIEKTPOHHOM BHjEe B (hopmate
jpeg (mxurer) B maciirade 1:1

[ocTpouHoe (pacronoXeHHOe NapauIeIbHO Ha OJHOM
nucte) cpaBHeHme neiictByrommx OXJIIT wu
Wactpykumn JIC opurmHamsHOTO (pedepeHTHOro)
JIeKkapcTBeHHOTO Tpemnapara W mpoektoB OXJIIT u
Nuctpykunu JIC Bocipou3Be1eHHOT0, THOPHIHOTO WIIH
O6uoaHanornyHoro (6MOMOI0OHOr0) JIEKApPCTBEHHOTO
rperapara Cc BbIEJICHHEM M OOOCHOBAaHHUEM BCEX
OTJIMYMH.

BenoMmocTs u3MeHEHHMH € yKa3aHHUEM MOCTPOYHO
PAaCIOJI0XKEHHOTO CPaBHEHHMS BHOCHMBIX M3MEHEHHH ¢
YTBEPKJICHHOH BepCHEH.

Wudopmanms 00 sxcrieprax

Wudopmanus 06 sKcriepTe Mo KauecTBy

Wudopmanns 06 sKxcriepTe 1Mo JOKINHHIECKAM JaHHBIM
Hudopmanus 00 sxcrepTe N0 KIMHUYECKAM JaHHBIM

OueHka NOTeHUUAIBHON OMacHOCTH ISl OKPYXKarolien
cpensl

JlekapcTBeHHBIE TMpemapaThbl, COAEpXKAIIUNE HIH
MOJYYCHHBIC U3 TCHOMOIU(UIIMPOBAHHBIX OPraHU3MOB

NHadopmamnus OTHOCUTENBHO (apMaKkoHAA30pa
ycmyromomydaTens B Pecy6nmke Kazaxcran

Mactep daiin cucrems! (apMakoHan30pa AepixKaTels
PETUCTPALIIOHHOT'O YAOCTOBEPEHUs (IIPEACTaBISAETCS B
cilydae, KOTAa JepXkaTeilb PEerucTPalHoOHHOr0
YIAOCTOBEpPEHMs BIIEpBbIE IOJAaeT 3asBKy Ha
PEruCTPAIMIO JIEKAPCTBEHHOTO NperapaTa) WM KpaTKast
XapaKTePUCTHKA CUCTEMBI (hapMaKOHaI30pa AepiKaTels
PEerucTpaloOHHOTO YAOCTOBEPECHUS (mpu
TepeperncTpanny) BKIIOYAroNas: J0Ka3aTeJIbCTBO TOTO
, UTO JepXKAaTellb PErHCTPALMOHHOTO YIOCTOBEPEHHS
HMEET B CBOEM PaCHOPSHKSHUH YIIOTHOMOYEHHOE JIMLIO
3a TII00aNbHEIN (papMakOHAA30p; KOHTAKTHBIE TaHHBIE
YIOJHOMOYEHHOTO  JHIA 3a  IJ00anbHBIN
¢dapMakoHag30p; JEKIapalMio, IOANUCAHHYIO
JieprKaTesieM PEerHCTPAllMOHHOTO yIOCTOBEPEHHS O TOM,
YTO OH HMeeT cucreMy (QapmakoHang3zopa IS



BBIMIOJIHEHHUSI 3a7ady M oOs3aHHOCTEH 1O
MOCTPETUCTPALUOHHOMY KOHTPOJIKO 0e30MacHOCTH
JIEKapCTBEHHBIX CPEICTB; CCBUIKY Ha MecTo (ajapec), Tae
XpaHUTCA MacTep-¢haii cucreMsl apMaKkoHaI30pa

[epnoanyeckn 0OHOBISIEMBIN OTYET MO GE30ITACHOCTH (

1.6.2
TIPY TIepEepEruCTPaIiH)
[lman ympaBneHuss puckamu (A7 OPUTHHAIBHOTO

163 JIEKapCTBEHHOT0 TIpenapara, OHOaHAJIOTHYHOTO,
OHMOJIOTHYECKOT0, OMOTEXHOJOTMYECKOTO, a TaKKe
HMMMYHOJIOTHYECKOTO JIEKapCTBEHHOT'O ITperapara)
JIOKyMEHT, NOATBEP)KIAIOIIUNA YTO JAEPKATENIb
pPETHUCTPAllMOHHOTO  YIAOCTOBEPEHHS  HMMEET

1.6.4 YIOJHOMOUYEHHOEe  (KOHTaKTHOE) JIMIO  3a
¢dapmakonam3op Ha TeppuTopuu PecnyOnnku
Kazaxcran

Monyns 2.*
Pestome 00111ero TEXHUYECKOTO JJOKYMEHTA

2.1. Copneprxanue Moxyiei 2-5

2.2. Bgenenue B o0mmuit TEXHUYECKUH JOKYMEHT

2.3. OOmHii OTYET MO KaYECTBY

23.S AxruBHas (papMarieBTuuecKas CyOCTaHIus

2.3.8.1 O6mas uapopmarys

2.3.S5.2 IIpousBoacTBO

2383 XapakTepucTuka

2354 KonTpons akTHBHOTO BemiecTBa

2.3.8.5 CrangapTHble 00pa3ibl UK BEIIECTBA

2.3.8.6 Cucrema yrakoBKa (YKyTIOpKa)

2.3.8.7 CraOuiIsHOCTh

2.3.P JlexapcTBeHHBIN Npenapar

2.3.P.1 Ornucanue 1 cCOCTaB JIEKAPCTBEHHOTO TIperapara

2.3.P2 dapmarneBTuueckas pazpadoTka

23.P3 [IpousBoxacTBO

23.P4 KoHTponbs BcnoMorareabHbIX BEIIECTB

2.3.P5 KoHTpons ekapcTBEHHOT0 Npenapara

2.3.P.6 CrangapTHble 00pa3ibl WK BEIIECTBA

2.3.P.7 Cucrema ymakoBka (yKynopka)

2.3.P.8 CraOuiIbHOCTh

23.A Homnonnenus

2.3.A.1 TexHIUECKHE CPECTBA U 000PYHOBAaHHE

)3 A2 Ornenka 0€30MaCHOCTH OTHOCHUTENFHO TIOCTOPOHHHUX
MHKPOOPTaHU3MOB

23.A3 HoBble BcrioMorartenbHbIe BEIIECTBA

23R Pernonansnas nadopmarus

2.4. 00630p TOKIMHIYECKUX JAHHBIX



2.5.
2.6.

2.6.1.
2.6.2.
2.6.3.
2.6.4.
2.6.5.

2.6.6.
2.7.

2.7.1.

2.7.2.

2.7.3.

2.74.

2.7.5.

2.7.6.

Monyns 3. KauectBo*
3.1.

3.2.

3.2.S.

3.2.8.1.
3.2.8.1.1.
3.2.85.1.2.
3.2.5.1.3.
3.2.8.2.
3.2.85.2.1.

3.2.8.2.2.
3.2.5.23.
3.2.5.2.4.

3.2.8.25.
3.2.5.2.6.
3.2.8.3.
3.2.5.3.1.
3.2.8.3.2.
3.2.5.4.

0030p KIMHUYECKUX JaHHBIX
Pesrome mo JOKIMHUYECKUM JaHHBIM

PestomMe (papMakoIOrH4ecKUx JaHHBIX B TEKCTOBOM
¢dopmare

Pesrome (apMakoIrornueckux JaHHBIX B BHJIE TaOIUI]

PesromMe papMakOKHHETHYECKHX TaHHBIX B TEKCTOBOM
¢dopmare

Pesrome (hapMakOKMHETHYIECKHUX JTAHHBIX B BUJIE TaOIHIT

Pe3toMe TOKCHKOJOTMYECKUX JAHHBIX B TEKCTOBOM
¢dopmare

Pe3roMe TOKCHKOIOTHYECKUX TaHHBIX B BHIC Ta6HI/II_[
Pestome xmnHIYCCKUX JaHHBIX

Pestome OmodapMarieBTUIECKUX WCCICIOBAHUA H
CBSI3aHHBIX C HUMH aHAJTUTHYECKUX METOIOB

Pestome  wmccimemoBaHMiiT MO KIMHUYECKOM
(hapmakoorun

Pesrome o KauHUYECKOH 3 (HEeKTHBHOCTH
Pe3stoMme 1Mo KIMHHYECKOH 0€30MacHOCTH
Kormust HCTIOTB30BaHHBIX JINTEPATYPHBIX HCTOUHUKOB

KOpOTKI/Ie 0630pLI WHAWBUAYAJIbHBIX I/ICCJ'Ie,HOBaHI/Iﬁ

Conepxanue
OCHOBHbBIE TaHHBIC

JlekapcTBeHHasi cyOcraHuMs (Ui JIEKAPCTBEHHBIX
IpernapaTroB, KOTOpBIE cojaepkar Ooyiee OJHOTO
aKTHBHOTO BeIlecTBa, MH(OpMAaIUs MPEeJOCTABISIETCS B
MTOJTHOM 00hEME OTHOCUTEIFHO KaXKIOTO U3 HUX)**

O6mas napopmanus™*
Ha3Banue**
Crpykrypa**

Oo6mue cBoiicTBa**
IIpousBoacTeo
ITpoussomutens**

Omnucanne IPOW3BOJACTBEHHOTO IIpolecca M €ero
KOHTPOITb

KOHTPOITb HCXOAHBIX MATEPHATIOB

KOHTpOIIb KPUTHYECKHX 3TAllOB WU MPOMEKYTOUHOM
MPOAYKIHH

Banumanust nporecca u (WIK) ero olieHKa

Pa3paboTka mpor3BOACTBEHHOTO MpoLecca
XapaxkTepucTuka**

Jloka3aTeabCTBO CTPYKTYPHI U XapaKTEePHCTUKU
Ipumecu**

KonTpons akTHBHOTO BenecTBa**



3.2.5.4.1.
3.2.5.4.2.
3.2.5.43.
3.2.5.4.4.
3.2.5.45.
3.2.8.5.
3.2.5.6.
3.2.8.7.
3.2.8.7.1.

3.2.8.7.2.

3.2.8.7.3.
3.2.P.
3.2.P.1.
3.2.P.2.
3.2.P.2.1.
32P2.1.1.
32.P2.1.2.
3.2P22.
32.P22.1.
32P222.
32.P223.
3.2.P.23.
32P24.
3.2.P.25.
3.2.P.2.6.
3.2.P.3.
3.2.P3.1.
3.2.P.3.2.

3.2.P33.

3.2.P34.

3.2.P3.5.
3.2.P4.

3.2.P4.1.
3.2.P42.
3.2.P.43.
3.2.P4.4.

3.2.P45.

Crerudukarms™*

AHanuTHUecKue MeTOIUKN* *

Banupanus anauTuyeckux MeToquK* **

AHanuzbl cepuit**

O6ocHoBaHue crieruduKaum

CranmapTHBIe 00pa3Ibl WK BEIIECTBA

Cucrema ynakoBka (yKymopka)**
CrabunpHOCTE**

Pe3roMe OTHOCHTENIBHO CTaOMIBHOCTH M BBIBOJIBI**

I[IpoTOKOJN  MOCTPETHCTPAIMOHHOTO  HM3yYCHUS
CTa0OMWJIIBHOCTH H 0043aTelIbCTBA OTHOCHUTEIHHO
crabmipHOCTH* *

JlanHbIe 0 CTAOMIBHOCTH ™ *

JlexapcTBEeHHBIN npenapaT

OmnucaHue 1 cocTaB JIEKAPCTBEHHOTO TIpenapaTa
dapmareBTuueckas pazpadoTka

CocraBHbI€ BeleCcTBa JEKaPCTBEHHOTO IIpenapaTa
JlekapcTBeHHast cyOCTaHIIUS

BcnomorarensHble BemecTBa

JlexapcTBeHHBIH Ipenapar

PazpaboTka coctaBa

M3numku

Ou3nKO-XUMHYECKHE U ONOJIOTNYeCKHe CBOHCTBA
Pa3paboTka Mpou3BOACTBEHHOTO MPOIIEcCca
Cucrema ynakoBka (yKynopka)
MHUKpOOHOIOrHYECKNE XapaKTEPUCTHKN
CoBMeCTUMOCTh

IIpousBoacTeo

ITpousBonutens (IlponsBonuTenn)

CocraB Ha cepHIo

Onucanne TPOU3BOJICTBEHHOTO MpoIecca M KOHTPOJIS
mporiecca

KOHTpOJIb KPUTHYECKHX ITAOB M MPOMEKYTOUYHON
MPOIYKIIUU

Banunarust npoiiecca U (MIn) ero omeHka** **
KoHTpoJh BCITOMOTATENbHBIX BEIIECTB
Crnenuduxarnym

AHaTUTHYECKHE METOIUKU

Banmupanusa ananutudecKux METOIUK ™ **
O6ocHoBaHue crieruduKanmi

BcnomoraTenpHBIe  BeIIecTBa YEINOBEYECKOTO H
’KHBOTHOTO MPOUCXOXKJAeHUS (IIPH MCIIONb30BaHUN BB
JKUBOTHOI'O WM YCJIOBCYECKOI'0 MPOUCXOKICHUA



3.2.P4.6.

3.2.P5.

3.2.P5.1.
3.2P5.2.

3.2.P.5.3.
3.2.P54.
3.2.P5.5.
3.2.P5.6.

3.2.P.6.
3.2.P.7.
3.2.P8.

3.2.P.8.1.

3.2.P.8.2.

3.2.P.8.3.

3.2.A.
3.2.A.1.

3.2.A2.

3.2.A3.
3.2.R.
3.3.

npegocraBisercss  cepTU(UKATBl  BHPYCHOM,
0aKTEepPHOIOTHICCKON U TPUOHOBOW OE30MaCHOCTH)

HoBrle BcioMoraTeabHbIE BEIECTBA
KoHTpois TekapcTBEHHOTO Ipernapara
Crrermnduxanus (Cnenndukarim)
AHaIUTHYECKHE METOIUKU

VYTBepKIEHHBI HOPMATUBHBIN JOKYMEHT 0 KOHTPOJIIO
KayecTBa M OE30IIaCHOCTH B DJIEKTPOHHOM BHJE B

dbopmate doc (pu mepeperucTpaiyy JOMOJTHUTEIBLHO
KOIIMIO YTBEPXKJIEHHOTO HOPMAaTHBHOTO JOKYMEHTa B

Pecnybnnke Kazaxcran)

Banupanust aHamUTHYECKUX METOANK
AHanu3ssl cepuit

XapakrepucTuka npumeceit
O6ocHoBanus crienudukanmm(ii)
CrangapTHble 00pa3nbl ¥ BEIIECTBA
CucreMa ymakoBka (YKynopka)
CraOuisHOCTh

Pe3tome u BBIBO O CTAOMIBHOCTH

I[IpoTOKOJN  MOCTPETHCTPAIMOHHOTO  HM3yYCHUS
CTa0OMJIIBHOCTH H 0043aTelIbCTBA OTHOCHUTEIHHO
CTaOMIIBHOCTH

JlaHHBIC 0 CTAOMIIBHOCTH
Jononuenust
TexHIUECKHE CPEeCTBA U 000PYHOBaHHE

OHCHKa 0e30MacCHOCTH OTHOCHTEIIBHO MOCTOPOHHUX
MHKPOOPraHu3MOB

HoBble BcrioMorartenbHbIe BEIIECTBA
Pernonansnas nadopmarus

Komust ucmons30BaHHBIX JIUTEPATYPHBIX HCTOYHUKOB

MOZ[yJ'II) 4. OT4ueTsI 0 JOKIIMHUYCCKHUX (HeKJ'II/IHI/ILIeCKI/IX) HUCCICO0OBAHUAX

4.1.
4.2.
4.2.1.
4.2.1.1.
4.2.1.2.
4.2.1.3.

4.2.14.

4.2.2.

4.2.2.1.
4.2.2.2.
4.2.2.3.
4.2.2.4.

Copnepxanue

OTueTsl 00 UCCIeOBaHUSIX
®apMakoJIoTus

[epBuunas apmakoarHAMUKA
Bropuunas gpapmakonuHamMuKa
dapmakonoruieckast 6€30MacHOCTb

CDapMaKO,HI/IHaMI/I‘IeCKI/Ie JICKApCTBCHHELIC
BSaHMOI[CﬁCTBI/ISI

dapMaKOKHHETHKA

AHaNUTHYECKUEe METOJUKHU U OTUYETHI 110 BATUIAINH
AbcopOrms

Pacnpenenenue

Merabonusm



4.2.2.5.

4.2.2.6.

4.2.2.7.

4.2.3.

4.2.3.1.
4.2.3.2.

4.2.3.3.

4.2.34.

4.2.35.

4.2.3.6.

4.2.3.7.

4.3.

Okckpenyst (BbIBEICHUE)

PapMaKOKHHETUYECKHUE JIEKapCTBEHHbBIE
B3aMMOJICUCTBHS

Hpyrue GpapMakOKHHETHUCCKUE UCCIICIOBAHUS
Tokcukoorus

TOKCUYHOCTH MPU OJJHOKPATHOM BBEACHUU
TOKCHYHOCTH TP MHOTOKPAaTHOM BBEICHUHU

I'eHOTOKCHYHOCTH (uH-BUTpO, HUH-BUBO,
TOKCUKOKHHETHYECKasl OLIEHKa)

KanmeporeHHOCTh (IONTOCPOYHBIE HWCCIIEIOBAHIS;
KPaTKOCPOYHBIC I CPETHECPOUHBIC HCCICIOBAHN)

PenpoayKTUBHAsL ¥ OHTOTEHETHYECKAS! TOKCHUYHOCTD:
(epTUIIBHOCTh U paHHEe dMOPHUOHAILHOE Pa3BUTHE,
sMOpHo-(eTansHOEe pPa3BHTHE, MpEHATAIBHOE W
MOCTHATANFHOE pAas3BUTHE; WCCIEJAOBaHWs, Ha
HEIOJOBO3PEJIOM IOTOMCTBE € MOCIEAYIOUHM
Ha0II0IeHuEM

MectHas NEPEHOCUMOCTD

Hpyrue nccnenoBaHus TOKCHYHOCTH: aHTUTCHHOCT,
UMMYHOTOKCUYHOCTb, MCCIEAOBAHMUS MeEXaHH3Ma
JeWCTBYSA, JIEKapCTBEHHAas: 3aBUCHMOCTh, META0O0IIUTEI,
TIPUMECH H JIp.

Komust ucroap30BaHHBIX JIMTEPATYPHBIX HCTOYHUKOB

Monyne 5. OTYeTbl 0 KITMHUYECKUX HCCIIENOBAHMUSX U (MJIN) UCTIBITAHHSX ** %%

5.1.

5.2.

5.3.

5.3.1

5.3.2.

5.3.3.

Copnepxanue

[lepedueHb BcexX KIMHHYECKHUX UCCIENOBaHUHA (
WCTIBITaHUI) B BUJIE Ta0IMI (Ha3BaHUE UCCIIEIOBAHUN C
TIEPEBOZIOM Ha PYCCKHH SI3BIK)

OT4YeThl 0 KITUHUYECKUX UCCIICOBAHUSX (MCTIBITAHHSIX )

OT4eTsl O 6PIO(1)apMaII€BTI/I‘—ICCKI/IX HUCCICIOBAHUAX
OTYECT I/ICCJ'IC,I[OBEIHI/Iﬁ 10 6I/IO,I[OCTyHHOCTI/I; OTYET
CPaBHUTEIIBHBIX I/ICCJIC,HOB&HI/Iﬁ 10 6I/IO,I[OCTyHHOCTI/I n
6I/IO3KBI/IBEIJ'I€HTHOCTI/I; OTYET IO KOppeIInuun

HCCIEeIOBAHUMN HUH-BUTPO, HWH-BHUBO, OTYECT 11O

OHOaHAIMTHYECKUM U aHATHTHYECKUM METOJaM

OTueTsl ncCleAOBaHUA 1O (DapMaKOKWHETHKE IIPH
WCIOIb30BAHNN OHOMATEpHanIoB YEIOBEKA: OTUYET
UCCIIEIOBAaHUI CBS3BIBaHMS C O€IKaMu; OTYET
UCCIENOBAaHUI IE€YeHOYHOro MeTabosusMa ¥
B3aUMOJCICTBUH; OTYET 1O MCCIENOBAHUSIM C
HCIIOJIb30BaHNEM OMOMaTEpHalloB YeIoBeKa

OTt4eTsl 0 (hapMAKOKHHETUYECKIX HCCICOBAHUAX Y
YeNoBeKa: OTYEeT MCCIEAOBaHUN (DapMaKOKHMHETHKH Y
3JI0POBBIX JI0OPOBOJIBIEB M UCCIIEIOBAHHUIO IEPBUYHOM
NepEHOCUMOCTH; OTYET uccie10BaHuH
(apMaKOKMHETHKH Y TAaIMEHTOB W HCCJIECIOBAHUIO
MEPBUYHON TNEPEHOCHMOCTH; OTYET HCCICIOBaHUN
BHYTpeHHEro Qaktopa ¢apMaKOKHHETHUESCKUX
HUCCIEIOBAHUM; OTYET HCCICIOBAHUN BHEIIHErO



(axTopa papMaKOKUHETHYECKUX HUCCIIEIOBAaHMH; OTYET
nccienoBaHuK  (papMakOKMHETHKH B Pa3JIMYHBIX
TTOITYJISIINSAX

Otuetsl 0 (apMaKOJUHAMHUECKHX HCCICAOBAHUAX Y
YeJIOBEKa: OTYET HMCCIIeIoBaHui (papMakoIMHAMUKHY U
(apmakokuHETHKH ((papMaKOIMHAMHUKHI) Y 3I0POBBIX
J0OpOBOJNBLEB; OTYET UCcCIeJOBAHMIA

dbapmakonuHaMUKd W (HapMaKOKHHETHKH  (

5.3.4.

(hapMaKkoMHAMUKH) Y TAIIHEHTOB

Otuersl 00 wuccinenoBanuu 3(PPEKTUBHOCTH W
0€301I1aCHOCTH: OTYET KOHTPOJIMPYEMBIX KIMHUYIECKHX
WCCIICHOBAHUN IO 3asBJICHHBIM ITOKA3aHUSM; OTYET
HEKOHTPOJIHMPYEMBIX KIWHUYECKUX HCCIIeOBAHMM;

5.3.5. OTYETHl aHaju3a JaHHBIX OojJee YeM OJHOro
UCCIIeIOBaHMs, BKIIOYas Jt00ble (QopMallbHbIC
UHTETPUPOBAHHBIE aHAJIN3bl, METAaaHAIU3bl U
MEepeKpPECTHbIE aHAJIM3Bl; OTYETHl MO JPYrUM
HCCIIEI0BaHUAM

5.3.6. OT4eTHl 0 HOCTPErHCTPALMOHHOM OIIBITE IPUMEHEHUS
537 O6pasibl MHAUBHAYAILHBIX PETMCTPALMOHHBIX GOPM U
T WHIUBHUAYAIbHBIE CIIMCKU NALMEHTOB
5.4. Konus ucronb30BaHHBIX JTUTEPATYPHBIX HCTOUHUKOB
[Ipumeyanue:

* Tlpu mepeperucTpanuu JEeKapCTBEHHOTO CPECTBA MPEAOCTABISAIOTCS MOaynu 1-3.
3akpbIThle YacTU Jpar Mactep - (aijga MpeaoCTaBISIOTCS IO 3aIpocy 3KCIEPTHOM
OpraHu3allid B X0JI€ IKCIIEPTHBIX PaboT.

** [Ipu mepeperucTpaluy NpeaoCTaBIsIOTCS PE3yabTaThl CTAOMIBHOCTH, CEPTUDUKATHI
KadecTBa (cepTudUKaT aHAIM3a, MPOTOKOJ WCIBITAHUM) JUISI CEpHiM, MPOU3BEICHHBIX B
MOCTPETUCTPAIMOHHBIA TIepUO]] aKTHUBHOW (apMaleBTUUYECKOW CyOCTaHIMU U (HJIH)
JIEKapCTBEHHOTO npenapara. Eciau oTenbHble 4acTu JOKYMEHTAIIMU HE BKIIFOUEHBI B JJOChE, B
COOTBETCTBYIOILIEM pa3jielie HeoOXOJUMO MpeACTaBUTh oOocHoBaHue. Jljis mpenapaTos
KUBOTHOT'O MPOUCXOXKAECHUS B pasjaene 3.2.S HeoOXOauMO NPEeACTaBUTh CIEAYIOIIHE
JOTIOJIHUTEIIbHBIE CBEJICHUS: JaHHbIE OTHOCUTEIBHO BU/Ia, BO3pAcTa, pallioOHa KUBOTHBIX, OT
KOTOPBIX MOJIYYEHO ChIPbE; JaHHBIE O XapaKTepe (KaTeropuu) TKaHU, U3 KOTOPOU MOTy4YEeHO
ChIpbE JUIsl MPOM3BOJCTBA JIEKAPCTBEHHOI'O Iperapara, ¢ TOYKU 3PEHUs €ro ONacHOCTH
OTHOCUTEJIBHO COJIEp)KaHMUS TMPUOHOB; TEXHOJOTHYECKas cxeMa OOpabOTKU ChIpbS C
YKa3aHUEM 3KCTPAareHTOB M TEXHOJIOTMYECKHX IMapaMETpPOB; METOJbl KOHTPOJISI KauyecTBa
ChIpbs, BKJIIOYAs METOJbl BBISBICHUS MPUOHOB B JIEKAPCTBEHHOM Ipemnapare (mpu
HeoOxoaumocTr). Jlomyckaercs mpeaocTaBieHUe JOoKymeHTOB Monayneit 3, 4, 5 Ha
AHTJIMMCKOM SI3BIKE C MEPEBOJOM Ha PYCCKHUM S3BIK CIEAYIOLIMX pas3fesioB Moayis:
cnenupukanuu (3.2.P.5.1.), ananutudeckue wmeroauku (3.2.P.5.2.), oOGocHOBaHue
cnenudukanuii (3.2.P.5.6.).

A% Jlns papmakonelHbIX METOAMK MPEIOCTABIISIOTCS JaHHbIE BepuPUKaIIu.



*EEEX Banmmpanus IpoIecCcoB, MPOBOJUMBIX B ACENTHYECKUX YCIOBHSAX, BKIIOYACT
MOJICJIMPOBAaHUE TIpollecca C HCIOJIb30BAaHUEM MHUTATEIBHON cpeabl (HamoJHEHUE
MUTATETHLHBIMUA CPEIAMHM).

RAEEE M KAXKIOTO KIMHUYECKOTO HCCleaoBaHUs (B T.4. HCCIEIOBAHUS
OMOAKBUBAJICHTHOCTH) TPEAOCTABISIOTCS: YTBEPKICHHBIM TPOTOKOJ HCCIICIOBAHUSA,
YTBEP>KJICHHBIA OTYET UCCIIEIOBAHMS, Pa3pelIeHUE PETyISITOPHOIO OpraHa Ha MPOBEJICHHE
ucciegoBanus (MpyU HaIU4YKWM), OJOOpPEHHE ATUYECKOM KOMHUCCHH, KOIHIO JOTOoBOpa
CTpaxOBaHUs OTBETCTBEHHOCTU CIIOHCOpA B CiIy4yae MPUYMHEHHUS BpeJa KM3HU U 370POBBIO
CyObEeKTa HCCJICOBAHUS, KOMUU WHIUBUAYAIbHBIX PETrUCTPALIMOHHBIX KapT CyOBEKTOB
uccieaoBanus (11 MeXAYHAPOIHBIX, MHOTOLIEHTPOBBIX KIIMHUYECKUX uccienoBanuii 20%),
XpoMmaTorpaMMbl (IIpU MPEIAOCTABICHUU MCCIEJOBaHUS OMOIKBUBAJICHTHOCTH), KOMHUU
JIOTOBOPOB MEX/1y CIIOHCOPOM KIIMHUYECKOI'0 UCCIEA0BAaHUS U UCCIEA0BATEILCKUM LIEHTPOM
(KOHTpPaKTHOM HCCIEA0BATEIbCKOM opranu3aiueil) (B ciiydae HEOOXOIUMOCTH MOCIE U3BATUS

KOH(UIEHIIUATBHONU HHPOpMAITUN).
[Ipunoxenue 14
K TIpaBUJIaM PeruCTpalum
JIeKApCTBEHHBIX CPEACTB
Y MEIMIUHCKUX U3AENUH
10 MIPUHIUIY "eANHOTO OKHA"

Hepeqenb npeaoCTaBIdACMBIX MAaTCPHAIIOB PEIUCTPAITMOHHOI'O JOCHEC B 3aBUCHMOCTH OT BHAA
JICKapCTBCHHOI'0 CPEACTBA

1. JIsist s3xcnepTussl IpU TOCYIAPCTBEHHON PErUCTPALIMM OPUTMHAIIBHOTO JIEKAPCTBEHHOTO
CpPEeACTBa M €Tr0 HOBBIX JICKAPCTBEHHBIX (OPM, B TOM YHUCIE WMMYHOOHOJIOTHYECKOTO
npernapara npeaoCTaBIISIIOTCS MTOJTHBIA KOMIUIEKT PETUCTPALIMOHHOTO JIOCHE.

Ha moMmeHT momaum 3asBIIEHUS HAa SKCIEPTH3Y JIEKAPCTBEHHOTO CPEACTBA
IPEAOCTABISETCS PETUCTPALIMOHHOE 10ChE C TAHHBIMU KIIMHUYECKUX ucciaenoBanuil I — 111
(ha3zbl.

2. Bocipon3BeieHHBIH JIEKaPCTBEHHBIN Mperapar

J{ns. BOCTIpOM3BEICHHBIX JIEKAPCTBEHHBIX MpenapaToB JaHHbIE (apMaleBTUYECKON
pa3pabOTKHN MPEICTABIAIOTCS B CPABHEHUH C OPUTHHAIBHBIM UK pedepeHTHBIM MperapaTom

Jlnst mokaszaTenhCTBa PKBUBAJICHTHOCTH TEHEPHUKA C OPUTHHAIBHBIM (peepEeHTHBIM)
npenapatoMm B Moayne 5 ¢opmara OTJ| unu yactu IV IlepeuHss TOKYMEHTOB,
MPEIOCTABISIEMBIX JJIsI AKCOEPTU3bl npousBoautessimu Pecriyonuku Kazaxcran (manee —
[lepedyeHr) B pErucTpallmOHHOM JIOCb€ TE€HEpPUKa MPEJOCTABISIOTCA PE3YJIbTaTh
WCCIIEIOBAHUNA B COOTBETCTBUM C [lpaBuiamMu TIpOBEIEHUA HCCIEIOBAHUU
OMOSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B paMKkax EBpa3uiickoro 3KOHOMUYECKOTO
coro3a, yreepxkacHHbIMU Pemennem CoBera EBpa3niiCkoi 3KOHOMHUYECKON KOMUCCHU OT 3
HOs10pst 2016 roma Ne 85.



B Moayne 1 nnu Yactu I Ilepeunst ycayronomaydaTenab IPeaOCTABISIET pe3toMe (10 S
CTpaHMI1]) 0OOCHOBAHMI U (haKTOB, MOKA3bIBAIOIINX, YTO JIEKAPCTBEHHBIN Mpenapar sBJseTcs
BOCHPOU3BEACHHBIM JIEKAPCTBEHHBIM MPENapaToM COOTBETCTBYIOIIEIO OPUTHHAIBHOTO
JIEKapCTBEHHOI0 IIpenapara. YKa3aHHOE pe3loMe COACPKUT UHPOpMaLIUIO O Mpernapare, ero
KaueCTBEHHOM COCTaBE€ M KOJUYECTBEHHOM COJEpKaHUU B HEM AKTMBHOI'O BEIIECTBA, €O
JekapcTBeHHOW dopme u npoduie 6e3omacHoCTH U (Win) 3(PGHEeKTUBHOCTH €ro aKTUBHOTO
BEILIECTBA 10 CPAaBHEHUIO C AKTUBHBIM BELIECTBOM OPUTMHAJIBHOIO Mpernapara, a TaKkKe
CBEJICHUS O OMOJIOTMYECKOM TOCTYIMHOCTH M OMOAKBUBAJICHTHOCTH JAHHOTO Mperapara.

3. 'uOpuaHbIi JeKapCTBEHHBIN NpenapaT

JInsi rocyapCTBEHHOW PpETHCTpaliu THOPHIHOTO JIEKAPCTBEHHOTO Mpemnapara
MPEAIOCTABIISIOT CIEAYIOIINE TaHHBIE:

B Monayne 1 unum Yactu I Ilepeunsa ycimyromosiydaTenab MPEIOCTaBISIET KPATKYIO
uHopmanuio, oboOmamIlyo 000CHOBaHMS W (DAKThI, YTO JICKAPCTBEHHBIN Mpemnapar,
SBJISICTCSI THOPUAHBIM 1O OTHOIIEHHUIO K COOTBETCTBYIOIIEMY OPUTHMHAIBLHOMY IMpenapary.
O6o006menue coaepkUT HHPOPMALMIO O TIpernapare, aKTUBHOM (apmalneBTHUYECKON
cyOcTaHIMK, JIEKapCTBEHHON (hopMme, JO3MPOBKAX, MOKAa3aHUAX K MPUMEHEHUIO, CIocobe
MPUMEHEHHUS 110 CPABHEHHIO C OPUTHHAIBHBIM MIPENapaToM, a Takxke, MPu HEOOXOIUMOCTH,
CBEJIEHUS1 0 OMOJAOCTYTHOCTH U OMO3KBUBAJIEHTHOCTH JIaHHOT'O MIpernapara.

B ompenenennbix caydasx TpeOyeTcs TUIaH YIPaBICHUS pUCKaMHU.

B cnydae oTCyTCTBUSI ONpEACICHHBIX 3JIEMEHTOB MPEICTABISETCS 000CHOBAHUE MX
OTCYTCTBHUS B COOTBETCTBYIOLLEM PA3ZEIIE.

B o0030pe MOKIMHUYECKUX M KIMHUYECKUX IAHHBIX YJHeNseTcss 0co00e BHUMAaHUE
CIIELYIOIIUM DJIEMEHTAM:

pe3toMe npoduiis mpuMeceld aKTUBHOTO BellecTBa (M B COOTBETCTBYIOIIUX CIydasX,
BO3MOYKHBIX MTPOJIYKTOB Pa3j0KE€HHUsI, 00pa3yoIMXCca IPU XpaHEHUH) B CEpUsIX Mpernapara,
KOTOPBIN TOJIJICKHUT peanu3anuu Ha (apMaIieBTUIECKOM PHIHKE;

OOHOBJIEHUE JTUTEPATYPHBIX MyOJUKALMIA O aKTUBHOMY BEIIECTBY B pAMKaX HACTOSILEH
3asBKM Ha PEruCTpPalUIO; JaHHOE TPEeOOBAHME BBINOJHAETCS MYTEM CCBUIOK Ha CTAaTbH B
PELEH3UPYEMBIX KypHAIAX;

KaXblil MyHKT B OOIIEH XapaKTEpUCTUKE JEKApCTBEHHOTO IMpemnapara, paHee He
M3BECTHBIN MJIM BBITEKAIOIINNA M3 XapaKTEPUCTHUK MpernapaTta v (MIu) ero TeparneBTHUYeCKOM
IPYIIbl, MPOAHAIU3UPOBATh B JOKIMHUYECKUX M KIMHHUYECKUX 0030pax (pe3toMe Hu
MOJAKPENUTh JOKA3aTeIbCTBAMU U3 OIMYOJIMKOBAHHOW JTUTEpATyphl U (WJIH) U3 PE3yJIbTaTOB
JOTIOTHUTENIbHBIX UCCIIEIOBAaHUM;

[IpencraBuTh MOMOTHUTENBHYI0 HHGOPMAILHMIO, JOKA3bIBAIONIYIO, YTO MPOGUIn
6e3onacHocTH U (1K) 3P (HEKTUBHOCTH 3asIBJICHHOTO Mperapara He OTIIMYaI0TCs OT TAKOBBIX
y pedepeHTHOro npenapara (pe3toMe COOCTBEHHBIX NOKIMHUYECKUX U (MJIM) KIMHUYECKUX
UCCIIEIOBAaHUN ).



Pe3ynbpTaThl HOKIMHUYECKUX M (WJIM) KIMHUYECKUX HCCIEIOBAHUM THOPUIHOTO
JIEKapCTBEHHOr0 Mpemnapara BKIIOYAeT B COOTBETCTBYIOIIME pa3jaesibl Moayne 4 u 5 wnu
Yacru I1I1, IV Ilepeuns.

[IpoBeaeHnE TONMOJHUTENBHBIX UCCIEIOBAHUN, HEOOXOAUMBIX JIJISi BOCIIPOU3BEIECHHBIX
JIEKapCTBEHHBIX MPENapaToB U THOPUIHBIX MPEMAPATOB:

1) paznuunbie conu (CI0XKHBIE) AGUPBI (KOMILJIEKCHI) UX TPOU3BOJIHBIC (C OJTHOM M TOM Ke
AKTMBHOM YacThIO MOJIEKYJIbI) MPEIOCTABISAIOT J10KA3aTEIbCTBA TOTO, YTO HET HUKAKUX
M3MEHEHUN B (PapMaKOKMHETHKE aKTUBHOM YacCTH MOJEKYIbI, (papMaKkOJUHAMUKE U (HIIN)
TOKCUYHOCTH, KOTOPbIE CYIIECTBEHHO BIMSIOT Ha MPoduib 6€30nacHOCTH (3P(HEKTUBHOCTH)
(nHAYE paccMaTPHUBAETCS KaKk HOBOE aKTMBHOE BEIIIECTBO);

2) apyroi crmoco0 npuMmeHeHus (Apyras) JiekapcTBeHHas dopma (11 mapeHTepaTbHOTO
BBEJICHHSI, HEOOXOMMO MPOBOJIUTH PA3IINYUS MEXKITY BHYTPHAPTEPHUATHHBIM, BHYTPUBEHHBIM,
BHYTPUMBIIICYHBIM, TTOJKOKHBIM U JAPYTUMH METOJAaMHU BBEACHUS) HOBBIN MyTh BBEACHUS
MHasl JieKapcTBeHHas ¢opma (IIpu TOM Ke criocoOe BBEJICHHS) TPEAOCTABISIOT KIMHUYECKUE
nanHple  (O6ezomacHOCTh  A(PGDEKTUBHOCTH), HcCCiIea0BaHHS  (PapMaKOKUHETHKH,
COOTBETCTBYIOIINE TOKJIMHUYECKUE TaHHbIE (HAPUMEp, MECTHAsl IEPEHOCUMOCTD), €CIIU ITO
MIPUMEHUMO;

3) npyrasi 103UpOBKa MPU TOM K€ IyTH BBEJECHUS (JIEKapCTBEHHOU (PopMe) U MOKa3aHUSIM
K PUMEHEHHUIO MPEIOCTABIISIIOT UCCIIEIOBAHUS CPABHUTEIHLHON OMOOCTYITHOCTH;

4) cBepXxOMOAOCTYIHBIE TIpenapaTbl P COXpPAaHEHWU WHTEpBaJia JO3UPOBAHUSA, HO CO
CHIKEHHEM J103bl, TPeAHA3HAUCHHBIE JJIsI JOCTHXKEHUSI CXOAHOM KOHIIEHTpAIuu B miiazMe (
KPOBH) MPEOCTABIISIIOT UCCIIEIOBAHUS CPABHUTEIHHON OMOJOCTYITHOCTH.

4. buonornyeckue npenaparsl

1) Jlna nexapcTBEHHBIX MpPENapaToB, MOJYYEHHBIX W3 KPOBH WM IJIa3Mbl YEJIOBEKa
YCIYronojiy4yareib MPeAoCTaBIseT MOJHOE PErUCTPAlMOHHOE JI0ChE JIEKAPCTBEHHOIO
mpenapara, KOTOpOe COMPOBOXKIAETCS MPHIOKEHUEM OTNIETLHOTO MacTep-(daiisia Ha TuTa3my.

Macrep-daiin Ha m1a3mMy KpoBH SIBISIETCS CAMOCTOSITEIbHBIM JOKYMEHTOM, OTIEIbHBIM
OT PErucTPaLMOHHOrO J0ChE JIEKAPCTBEHHOI'O Ipenapara U COAEPAUIUM BCE 3HAUMMBIE
1oipoOHbIE CBEJICHUS O XapaKTEPUCTUKAX BCE IJI1a3Mbl KPOBHU YeJIOBEKA, UCIOJIb30BAHHOMN B
Ka4yeCTBE HMCXOJHOTO Marepuana W (WIM) CbIpbs NPH MNPOU3BOACTBE CyOdpakuuil wiu
IPOMEXYTOUHBIX (paKkiuidi, KOMIIOHEHTOB BCIOMOTATEJIbHBIX BEIIECTB WM AKTUBHBIX
BEILIECTB, SABJISIONINXCS YaCThIO JIEGKAPCTBEHHBIX MPENapaToB WIM MEAUIIMHCKUX U3ICTUN;

KKJIBIN TIEHTP WIM YUYpekJIeHue, GppakiuoHupymoime (nepepadaThiBaronye) miazmy
YeJIoBeKa MOAr0TaBIMBAIOT U MOIJICPKUBAIOT B OOHOBJIEHHOM COCTOSTHUM HAOOp MO poOHOM
3HaUYMMOM MH(GOpPMAIINH, YKa3aHHOUN B MacTep-(daiisie Ha Tu1a3My KPOBH;

€CJIM PETUCTPALIUOHHOE JOChE OTHOCUTCS K KOMIOHEHTY, MOJyYEHHOMY M3 IJIa3Mbl, TO
I UCHOJb30BAaHHOM Mia3Mbl B KayeCcTBE MCXOJHOrO wmarepuana (ChIpbs)
peycMaTPUBAETCS CChUIKA Ha MacTep-Gaiii Biaieblia.



Macrtep-daiin Biagenpiia COASPKUT CIHEAYIOMYI HHPOPMAIMIO O TjIasMme,
MCIIOJIb30BaHHOM KaK MCXOHBIN MaTepHal (ChIphbe):

IPOUCXOXKICHUE TIIa3MBbl:

uH(pOpMaIIs O LIEHTPAX WK YUPEKICHUSIX, B KOTOPBIX MIPOBOJUTCS COOp KpOBU (T1a3Mbl
), BKJIItOUasl JaHHbIE 00 MHCIEKUMU U MPEACTABICHUE CIIELUATIBHOTO Pa3peIICHHs Ha BECHHE
JAHHOTO BHUJA JEATEIBHOCTH, a TaKXKe JMUIAEMUOJIOTHYECKHE JaHHble 00 WH(EKIUsX,
NepearIIMnXcs Yepe3 KPOBb B PETUOHE, II€ MPOU3BOIUTCA 3arOTOBKA KPOBU (TUIa3MBl);

uHGOpMAIIUS O LIEHTPAX WK YUYPEKACHHUIX, B KOTOPBIX MPOBOAUTCS KOHTPOJIb JOHALUN U
MyJI0B TUIa3Mbl, BKJIIOYAs MHCIEKIMOHHBIM U PETYJSTOPHBIM CTAaTyC ATUX IIEHTPOB WJIHU
YUPEKIACHUM;

KpUTEpHUH 0TOOpa (MCKIIIOUEHUS) JOHOPOB KpPOBHU (IJ1a3Mbl);

ONMCAHUE ICUCTBYIOIIEN CUCTEMBI, O3BOJISIIOLIEN OTCIEIUTD IYTh KaXA0M TOHALUU OT
yUpexIEHUs, TJie cOOUparT KpoBb (I1a3My), 10 TOTOBOTO JIEKAPCTBEHHOTO Mpenapara u
Ha00O0pOT;

KauyeCTBO TUIa3Mbl U €€ 0€30MaCHOCTb:

COOTBETCTBHE KaUeCTBA CTAThsIM (MOHOTpadusiM) rocy1apCTBEHHBIX (hapMaKoIei;

KOHTPOJIb COOpaHHO# KPOBH (IJIa3Mbl) U €€ IMyJIOB Ha HAIMYUE BO30yauTeneit nHGEKIuii,
BKJIIOYAsi ”HPOPMALIMIO O METOJAaX KOHTPOJISI M B Clly4ae IMyJIOB ITUIa3Mbl - JaHHbIE BaJIMIallUN
UCIIOJIb30BaHHBIX METOJIHK;

TEXHUYECKUE XapaKTePUCTUKU KOHTEHMHEPOB Jyisi cOOpa KpPOBH U IUIa3Mbl, BKIIOYAS
uH(popMaIuio 00 UCTIOIB30BaHHBIX PACTBOPAX AHTUKOATYJISIHTOB;

YCIJIOBUSI XpaHEHUS U TPAHCIIOPTUPOBKH TLJIA3MBbI;

npoleaypa XpaHeHus J000ro MaTepuana, UCIOoIb3yeMOro JUIsl MPOU3BOACTBA U (WJIN)
MepUoJ KapaHTHHA;

XapaKTepUCTUKA MyJia TUIa3Mbl;

ONMCAaHHE YCTAHOBJIEHHON CHUCTEMBI B3aUMOJEHUCTBUS MEXIYy NPOU3BOAUTEIEM
JIEKapCTBEHHOTIO TMpernapaTa, oJy4eHHOT0 U3 MJIa3Mbl, U (WIH) LIEHTPOM WJIH YUPEXKICHHUEM,
(bpakIHOHUPYIOMIHMM | (WJTH) TIepepadaThIBAIOIINM TUIa3My, U IIEHTPOM HIIA YUIPEKIACHUEM TI0
cOOpy U KOHTPOJIIO KPOBH (IIJIa3Mbl), a TAK)KE COTJIACOBAHHBIE MU CHIEU(PUKALIMK HA MJIa3My

Mactep-¢aiin Ha maa3My TakKe COACPKUT MepeUyeHb JEKapCTBEHHBIX MpEnapaToB, Ha
KOTOpBIE OH PACHpPOCTPAHSAETCS, HE3AaBUCUMO OT TOTO, SIBJISIOTCSA JU ITH JEKAPCTBEHHBIE
IIpernaparsl 3aperUCTPUPOBAHHBIMM, HAXOIATCS B IIPOLECCE PErUCTpallMU WIHA B CTaquU
KJIIMHUYECKUX HCCIIETOBAaHUN.

MacTep-daiin Ha TU1a3My HOJUIEKUT €KEr0JHOMY OOHOBJICHUIO U IOBTOPHOM SKCIIEPTHU3E.
IIpn BHeceHMM HM3MEHEHUN B MacTep-(aia Ha IU1a3My OH IMOJUIEKUT DKCIEPTU3E B
COOTBETCTBHHM C MPOLETYPOU BHECEHNSI U3MEHEHU .

2) B oTHOImIEHUM BakUMH JUIsl MEAULIMHCKOTO MPUMEHEHUs TPeOOBaHUSA K MCXOJHBIM

MaTepuajlaM M CBIPbIO 3aMEHSIIOTCS MacTep (aijioM BaKUMHHOIO aHTUreHa. B ciydae



BAKIIMHBI, HE ABJIAIOMICHCA BaKIMHOW 1Jsi NpoPUIAKTUKH TpUIIA 4YelOBEKa,
npeaocTaBisieTcs Mactep (aitl BaKIIMHHOTO aHTUTE€HA ISl KaKJIOrO aHTUTEeHA, KOTOPBIM
SIBJISIETCS aKTUBHBIM BEIIECTBOM 3TOM BaKI[UHBI.

Macrep-daiin BaKIIMHHOTO aHTHUI€HA COACPKUT CISAYIONIYI0 HH(POpPMAIUIO,
M3BJICUCHHYI0 U3 COOTBETCTBYIOIIECH udacTu (AKTHBHas (apmaleBTUUYECKas CyOCTaHIIUs)
moxayns 3 "KauectBo".

AKTHBHOE BELIECTBO:

obmast nHpopmaius, BKIIOYas CBEICHHUS O COOTBETCTBHHM CTaThe (MOHOTrpadum)
roCyJIapCTBEHHBIX (hapMaKome;

uH(dOpMaIs O MPONU3BOIUTENIC AKTUBHOTO BEIECTBA: HH(POPMAIKs O TIPOU3BOICTBEHHOM
MpoIecce, HMCXOAHBIX MaTepualax M ChIPbE, CHEIUATBHBIX MEpax OTHOCUTEIBHO
TPAHCMHUCCUBHBIX TyO4aThIX »JHIledaaonaTuii W OIEHKE Oe30MacHOCTH TOCTOPOHHHX
MH(EKIIMOHHBIX ar€HTOB, TOMEILIEHUAX U 000pYJOBaHUY;

XapaKTEPUCTHKA AKTUBHOTO BEILIECTBA;

KOHTPOJIb KaY€CTBAa aKTUBHOT'O BEILIECTBA;

CTaHJIapTHBIE 00pa3Ilbl U MaTEPHUAIIBL;

NEepBUYHAS YIIAKOBKA M YKYNIOPOYHAsl CUCTEMa aKTUBHOT'O BEILIECTBA;

CTaOMJILHOCTh aKTUBHOI'O BEIIECTBA.

J{1s1 HOBBIX BaKIMH, KOTOPBIE COJIEPKAT HOBBIM BAaKIIMHHBIN aHTUTEH, YCIYTONOJIy4aTelb
M0JIa€T MOJHOE PEruCTPAMOHHOE A0ChE, BKIIOYasi Bce MacTep-(aiiyibl BAKIIMHHOTO aHTUT€HA
HA KaXJbli BAaKIWHHBIA QHTUTEH, KOTOPBIA SIBISETCS YAaCThl0O HOBOW BaKUWHBI, €CJIU
MacTep-(]aiisl BAKIIMHHOTO aHTUT'€HA HA TAKOW BAaKIIMHHBIM aHTUTEH OTCYTCTBYET.

VYkazanHble TpeOOBaHUS TaK)Ke MPUMEHSIOTCS K KaXKJI0M BaKI[MHE, KOTOpasi COCTOUT U3
HOBOU KOMOMHAIIMU BaKIMHHBIX aHTUTEHOB, HE3aBUCHMO OT TOTO, SIBJISIETCSI OJIMH WK OoJiee
AHTUTEHOB YaCThIO BAKI[MH, KOTOPHIC YKE 3apETUCTPUPOBAHBI.

[Ipu BHeceHUU WM3MEHEHHH B MacTep-(haill Ha BaKIMHHBIM aHTUTEH, MacTep-Gaiin
TIOJIJIEAKUT IKCIIEPTU3E B COOTBETCTBUM C MPOLEAYPO BHECEHUS U3MEHECHU.

5. buoaHanOTHYHBIN JEKAapCTBEHHBIM mpemnapar (Omoananor, OHOMOMOOHBIH
JIEKapCTBEHHBIN MpenapaT, OMOCUMUIISIP)

JInst sKcnepTU3bl OMOAHATOTMYHOTO JIEKAPCTBEHHOIO Mpenapara MpeaoCTaBIsIOTCS
JAHHBIE CPABHUTEJIBHBIX MCCIEIOBAHUM €ro ¢ OpUTHHAIBHBIM (pedepeHTHBIM)
OMOJIOTUYECKUM JIEKAPCTBEHHBIM CPEACTBOM B COOTBETCTBHM ¢ [IpaBuiiamu mnpoBeneHus
UCCIIeIOBaHUN OHMOJOTUYECKUX JIEKAPCTBEHHBIX CPEACTB B paMkax EBpasuiickoro
AKOHOMHUYECKOTO COI03a, yTBEepKAeHHbIMU PemenneM CoBeta EBpa3niickoil 5JKOHOMHYECKOM
Komuccuu oT 3 HosOpst 2016 roma Ne 89.

B Moayne 1 ¢opmara OTJl peructpanumonnoro aocbe wiau Yactu | [lepeuns
YCIIYTOTIONTyYaTeNlb MPEJICTABIISIET pe3toMe 000CHOBAaHUN W (DAKTOB, TTOKA3BIBAIOIIUX, YTO
JIEKapCTBEHHBIA TMpernapar, MojJaBaeMblii Ha SKCHEPTHU3Y, SBISIETCS OMOAHAJIOTUYHBIM (
OMOnoAOOHBIM) JIEKAPCTBEHHBIM IMpPENapaToM OpUTHHAIBHOMY (pedepeHTHOMY)



JIeKapCTBEHHOMY Ipernapary. Pe3tome coaepKUT HHPOPMAIUIO O JIEKAPCTBEHHOM Ipenapare,
aKTUBHOM BEILIECTBE, JIEKAPCTBEHHON (popMe, T03MpOBKaX, MOKAa3aHUAX K MPUMEHEHUIO U
criocobe MPUMEHEHUsS B CPAaBHEHWU C aHAJOTWMYHOW WH(opMamuedr o0 opuUrHHAIBHOM (
pedepeHTHOM) JIeKapCTBEHHOM Mpernapare.

B Mopayne 1 popmara OT/] peructpanumonnoro nocke win Yacru I I[lepeuns BMecre ¢
KpaTkoil uHpopMmanueil o cucreme QpapMakoHaA30pa JepKaTessi PEerucTparioOHHOTO
YAOCTOBEPEHUS MPECTABISAETCA TUIaH YIPABICHUS PUCKAMU Ha 3asIBIISIEMBIM HA SKCHEPTU3Y
OroaHamOrnYHbIN (OMOMOI00HBIN) IEKApCTBEHHBIN MTpenapar.

KauectBo, 6e30macHOCTh, 3P(HEKTUBHOCTh U UMMYHOT€HHOCTh OMOAHAJIOTUYHOTO
JIEKapCTBEHHOTO TIpernapara Ha MPOU3BOJICTBEHHOW, MOKJIMHUYECKOW M KIMHUYECKOU (ase
ero pa3pabOTKU CpPaBHHUBAIOTCS C OJHUM U TEM K€ JTAJIOHHBIM pedepeHTHBIM
OMOJOTHYECKUM JIEKaPCTBEHHBIM CPEACTBOM B COOTBETCTBHM C MPABHJIAMU HMCCIEAOBAHUS
OMOJIOTUYECKUX JICKAPCTBEHHBIX CPENICTB B paMKax EBpazuiickoro 3koHOMHUECKOTro CO03a.

B Moaynsax 2, 3,4 u 5 popmarta OT/L wun Yactu 11, 111, IV Ilepeunst peructpalimOHHOTO
J0Che OMOCUMUIISIPA COACPIKUTCS Cieayrolas naopmaus:

1) moaTBEpKIEHHE CXOJCTBA MOJIEKYJISPHBIX U OMOJOTMYECKUX XaPAKTEPUCTHK
aKTUBHBIX BEUIECTB OMOCUMMIIAPA U 3TAJOHHOTO OMOJIOIMUYECKOI0 JIEKapCTBEHHOTO CPECTBA
(meranu mnNO NEPBUYHOU CTPYKTYpe M CTPYKTypam ©Oojiee BBICOKOTO MOpPAAKA,
MOCTTPAHCISAIMOHHBIM  MoAudukanusam (BKJIOYasi, B YaCTHOCTHU TIUKO(DOPMBI),
OMOJIOTMYECKON aKTUBHOCTHU, YUCTOTE, IPUMECSIM);

2) MOATBEPKIAEHUE CXOJICTBA XAPAKTEPUCTUK FOTOBOTO Ipemnapara (JIEKapCTBEHHAs
dbopma, KOJIMYECTBEHHBIM W KaueCTBEHHBIM COCTaB, JO3UPOBKA, CIOCOO MpUMEHEHHS,
YCJIOBUSI XpaHEHUsI, CPOK XpaHEHHUs], CTaOMIbHOCTh, NPpOPuiIL mpuMecei) OuocuMuIsipa u
ATAJIOHHOT'O OMOJIOTUYECKOTO JIEKAPCTBEHHOTO CPEJICTBA; IOMYCKAETCS pazuune B mpodue
MpUMecel M BCIOMOTATENIbHBIX BeIleCTBaX OMOCHUMMWIsSIpa M pedepeHTHOro mpemnapara,
YCIYTOIOJIy4aTeaeM IPUHUMAETCS BO BHHUMAaHUE HAJIUM4YUE HOBEHIIMX TEXHOJOTHH,
JEMOHCTPUPYETCSI COOTBETCTBUE BHIOPAHHOTO COCTABA MO TAKUM KPUTEPUSIM, KaK MPOPUIb
npuMeced, CTaOMIbHOCTb, COBMECTUMOCTh (CO BCIOMOTATEIbHBIMUA BELIECTBAMH,
PACTBOPUTENISIMU M MaTepHallaMH YIIaKOBKHU), IIETOCTHOCTh (KaK Ha OMOJOTMYECKOM, TaK U
(PU3UKO-XMMHUYECKOM YPOBHE), aKTUBHOCTD U CUJIa IEUCTBHS AKTUBHOT'O BEILIECTBA;

3) kpuTepuu BHIOOPA STAJTOHHOTO OMOJIOTMYECKOT0 JIEKAPCTBEHHOT'O CPECTBA;

4) B ciydae pasznuuuil ONpu pa3zpaboTke OMOCUMMIISIpA, KOTOpbIE 00JafgaroT
MOTEHIIMATBLHBIM BO3JEMCTBUEM Ha ero Oe3omacHOCTh WU 3(PGHEKTUBHOCTS,
MPEJOCTABISAIOTCS JIOMOJHUTENbHBIE JIaHHBIE [0 MCCIEJOBAHUSIM HA J>KMBOTHBIX U
KJIMHUYECKUM HCCIIEeIOBAaHUAM JIJIsl TOTO, YTOOBI OXapaKTepU30BaTh pa3Inyus;

5) moiHOE ONMUCAaHWE M MAKET JaHHBIX MO MPOU3BOACTBEHHOMY IPOIIECCY, HAUMHAS C
pa3pabOTKU BEKTOPOB IKCIPECCUN U OAHKOB KJIIETOK, KYJbTYpbl (OpOKEHHS) KIETOK, cOopa,
OUYMCTKH, peaKIuii MOAU(PUKAIINK, HATIOJHEHUSI KOHTEHMHEPOB ISl TOTOBOM JIEKapCTBEHHOM

(bopMmbI;



6) uccienoBaHus, MPOBOJAMMBIE B Xoje (papMameBTHUYECKON pa3pabOTKH s
ONpeJieJIeHUs] U BajWJalluy JIEKapCTBEHHOW (OpPMBI, COCTaBa M CHUCTEMBl YMaKOBKU (
YKYTOPKH) (BKJTFOYAs MX [ETOCTHOCTD ISl PEJOTBPAIIEHUS MUKPOOHOTO 3arps3HEHU );

7) cnenudukamus OWOCUMIISIpa, OTpa)karollas W KOHTPOJUPYIOIIAs BaXKHbBIC
Ka4eCTBCHHBIC MOKA3aTENIM JIEKAPCTBEHHOTO CPEJCTBA, HM3BECTHBIE [JISI ATAJOHHOTO
OMOJIOTUYECKOTO JIEKAPCTBEHHOT'O CpeACTBa (Takue Kak HJICHTU(UKALMS; YHCTOTA;
aKTUBHOCTb; MOJIEKYJISIpHAsl T€T€POr€HHOCTh B IUIAHE Pa3MEpPOB, 3apsaaa U ruapodoOHOCTH,
€ BO3MOXXHO HX ONPEAECICHHUE; CTENEHb CHUAIMPOBAHUS;, KOJIMYECTBO OTIACIbHBIX
MOJIUTIENITUTHBIX TETNel; TTIMKO3UINpOBaHrEe (PYHKIIMOHAIBHOM 00JIaCTH; YPOBHU arperaiuu;
npuMecH, Takue kak 6enok u JIHK kineTku-xo3simHa);

8) uccnenoBaHus CTaOUIBHOCTH;

9) pe3ynbTaThl NOKIUHUYECKUX (HEKJIMHUYECKUX) HUCCIENOBaHUI (B OCHOBE
JTOKJIMHUYECKUX UCCIEAOBAHUHN JICKUT MOAXO0M, OCHOBAaHHBIM Ha OLIEHKE PUCKOB, U, TaM TJe
BO3MOXHO, U30€raTh MPOBEICHUS UCCIICIOBAaHUN HAa UBOTHBIX): UH-BUTPO HCCIIECIOBAHUS
CBSA3BIBAHUA C PELENTOPOM HIIM KIETOYHBIC aHAJIU3bl (Hampumep, aHaidu3 mpoiudepanuu
KJIETOK WM aHaldu3 HUTOTOKCUYHOCTH) SIBIAIOTCS HEOOXOIUMBIMHU JOKIMHUYECKUMU
HCCIIEIOBAHUSIMH; UH-BUBO HCCIICIOBAHUS HA MOAXOASIIEM BUJIE€ KUBOTHBIX (HA KOTOPOM
ObUIa U3ydeHa papMakogMHAMUUECKas U (WJIM) TOKCUKOJIOTMYECKasi aKTUBHOCTh ATaJIOHHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPENICTBA); KpuBas 3aBUcUMOCTH dddexra oT 10361 ("
no3a-a¢dext"), onpeneneHue HadaiabHOW 0e30MacHOM M03bl U CXEM MOBBIIIEHUS J03bI B
MOCIEAYIOUMX KIUHUYECKUX MCCIEIOBAHUSAX, HCCIAENOBaHUs (PapMaKOIOTHUECKON
0€30IMMacHOCTH; Pe3yJIbTaThl Kak MHUHHUMYM OJHOTO HCCJIEIOBAaHUU TOKCUYHOCTU TpPHU
MHOTOKPAaTHOM BBEJCHUU, BKJIIOYAas OIIEHKY TOKCUKOKHMHETHUKHU, OINpEACICHUE U
XapaKTepUCTUKU HMMYHHBIX OTBETOB, B TOM YHUCII€ TUTPbl AHTHUTEJ, MEPEKPECTHas
PEaKTUBHOCTb C TOMOJIOTUYHBIMU SHJIOT€HHBIMU OCJIKaMH M HEUTpaIU3yIolasi COCOOHOCTb;
OIICHKAa MECTHOM MEepPEHOCHUMOCTH; JaHHbIE TOKCHKOJOTHYECKUX HCCIEIOBaHUM,
BKJTIOYAIOIIUE OIEHKY PENpPOIyKTUBHON TOKCUYHOCTH, TEHOTOKCUYHOCTH, MyTareHHOCTU U
KaHIIEPOTEHHOCTH (TIpU HEOOXOIUMOCTH) TPEOYyeTCs MPENOCTABIATh B TEX CIIydasx, KOTna
pe3yabTaThl MCCIEAOBaHUS TOKCUYHOCTU MPU MHOTOKPATHOM BBEICHHH, HCCIEIOBAHUS
MECTHOM MEPEHOCUMOCTH BBISIBISIOT MOTCHIUAIbHBIE PUCKUM WU (WJIM) KOTJa H3BECTHBI
TOKCHKOJIOTUYECKHE CBOICTBA ATAaJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CpeacTBa (
HaIpuMep, U3BECTHBIE TOOOYHBIE 3(PPEKTHI FITAITOHHOTO OHoNpenapaTa Ha PENPOIYKTUBHYIO
GbyHKINIO);

10) pe3ynbTaThl KIMHUYECKUX MCCIIEAOBAHUM (XapaKTep U CI0KHOCTh pedepeHTHOro
mpemnapar, CTENeHb CXOJCTBa, Habmtomaemas B (U3UKO-XUMHYECKUX, OUOJIOTHYECKHUX
UCCJIEIOBAHUAX OYyT BIUATH HA IJIAHUPOBAHUE KIMHUYECKUX UCCIEAOBAHMI):

dapmakoknHEeTHUECKUE UcchenoBanus ((papMaKOKMHETHUYECKUE UCCICAOBAHUS TMPHU
OJIHOKpPaTHOM BBeJieHUH; (apMaKOKMHETUYECKHE HCCIEIOBAHUS TPU MHOTOKPATHOM
BBEJCHUU TMPU HAJIUYUU 3aBUCUMOCTU (HapMaKOKMHETUKH OT J03bl M BPEMEHU;



(bapMaKOKHHETUYECKOE CpaBHEHHE OMOCHMUIISIpa M pePEepeHTHOTo Ipemnapara BKIKOYAeT
BCAChIBaHUE, OMOJOCTYNHOCTbh, XapaKTEPUCTUKU BBIBEJIECHUS (KIUPEHC U (WJIM) MEpUOA
MOJTYBBIBEACHUA));

dapmakoarHamMudeckue ucciaenaoanus (papmaxoanHaMudeckue 3p(eKThl OLEHUBAIOTCS
Ha MOAXOJSIIEH MONYJIALHMA U C MPUMEHEHUEM /103 U3 KPYTOH 4acTU KPUBOW 3aBUCUMOCTH
no3a-3phekT B JOKIMHUYECKHX HCCIEeJI0OBaHUIX; (apMakOAMHAMHUYECKUE MapKepbl
BBIOMPAIOTCS B 3aBUCUMOCTH OT UX KIIMHUYECKON 3HAYMMOCTH);

CpaBHUTEJIbHBIE KIMHUUECKHUE UCCIIEIOBaHMsI, BKIIIOYasl OLIEHKY BHJIA, YaCTOThI U TSXKECTH
HEeXXeJaTeIbHbIX SIBJICHUN (MTOOOYHBIX PEaKInii);

UCCJIEIOBAaHMUSI UMMYHOT€HHOCTH Ha II€JIEBOW Ipymime (CpaBHEHHE YacTOThl M THIIA
00pa3yIoIIUXCsl aHTUTEN U MOTEHI[MATbHbIE KIMHUYECKHUE MOCIEACTBUS UMMYHHOTO OTBETa
st OuocuMuiiApa U pePepeHTHOro mpemnapara; UMMYHOT€HHOCTb HCCIEIyeTCs Ha
HNOMYJISIIUM TMAIlMEHTOB C CAMBIM BBICOKMM PHUCKOM MMMYHHOT'O OTBETa M HMMMYHHBIX
MOOOYHBIX pEeaKUuid; MPEeaOCTaBsAeTCs] OOOCHOBAHHME CTPATETUU ONPEACIICHUS aHTUTETN,
BKJIOYasi BEIOOP, OIEHKY U XapaKTEPUCTUKY METOJIOB, YCTAHOBIIEHHE BPEMEHH 0TOOpa mpoo,
B TOM YHMCJE Ha HCXOJHOM YpOBHE, 00bEMbI, 00pabOTKYy M XpaHeHuEe Npod, a TaKxKe
CTaTUCTUYECKUE METOJIbl aHaJU3a JaHHBIX; aHAIUTUYECKUE METO/bl ONPEACICHNUs] aHTUTEN
BAJIMUPYIOTCS JJI1 HAMEUEHHOW WENH, MPOBOAMUTCS CKPUHUHTOBBIM aHalU3 JOCTATOUYHOM
YyBCTBUTEIBHOCTH METOJIa, IPOBOJUTCS ONPEACICHUE HEUTPATU3YIOINUX aHTUTEN; MEPUOL
HAONIOJIEHUS] TPU HCCIEAOBAHUAX HA MMMYHOT€HHOCTh COOTBETCTBYET ILIAHUPYEMOM
JUTATEIBHOCTH JICYCHHS U MIPEII0JIaraeMoro BpeMeH! 00pa30BaHUs aHTUTEI, U HE MEHbIIE
12 mecsueB, Mpu APYyTrod JIUTETLHOCTH MCCIIEIOBAHUS MIPEACTABISIETCS 000OCHOBAHUE; TIPU
3HAUYMUMBIX CIIy4asix 0Opa30BaHMs TUTPOB aHTUTEN, X CTOUKOCTh B T€UEHUE ONPENEIEHHOTO
BPEMEHHU, MOTEHLHAJIbHbIE W3MEHEHHUs XapakTepa HMMMYHHOIO OTBETa M KIMHHUYECKHE
MOCJIEJICTBUS TPEOYETCS UCCIEA0BATh B J10- U MOCJE PErUCTPALIMOHHBIN MEpUO);

OCHOBHBIE KJIMHUYECKHUE JAHHBIE MOJYYAIOTCA C MCIOIb30BAHUEM JIEKAPCTBEHHOIO
Cpe/ACTBa, MPOU3BEICHHOIO MyTEM OKOHYATEIBHOTO IPOU3BOJCTBEHHOrO Mpolecca, T.e.
JEKapCTBEHHOTO CpEJCTBa, HAa KOTOPOE IOJAETCSA 3asBJICHUE HA TOCYJApPCTBEHHYIO
perucTparuio;

JUIsL OOBIX OTKJIOHEHUH OT 3THX TpPeOOBaHUU YyCIyromoyydareslb HNPeACTaBIISET
000CHOBaHUE, U TIPU HEOOXOAMMOCTH, JTAHHBIE JOMOIHUTEIBHBIX (DAPMAKOKMHETHUYECKUX
MCCJEeI0BAHNM, CPAaBHUBAIOIIUX (papMaKOKMHETUYECKHE NPO(UIIN JIEKaPCTBEHHOTO CPEICTBA
C OKOHYATeJIbHBIM U 00JIee paHHUM COCTABOM;

11) cneundukanuio O6e30MaCHOCTU (C ONMMCAHUEM BAXKHBIX BBISIBICHHBIX U
NOTEHUUAIBHBIX MPOOJIeM 6€30MacCHOCTH 3TaJIOHHOTO OMonpenapara, Kiacca JeKapCTBEHHOTO
BemecTBa H (mim) OwocuMuisipa) U IUIaH ¢apMakoHaa30pa OHWOCUMUIISIpa B
MOCTPErUCTPALMOHHBIN MEepHOJ (C ONUCAHUEM IUIAHUPYEMBIX MOCTPETHCTPALMOHHBIX



MEpOIPUATUA U METOJO0B, OCHOBBIBAIOIIMXCS Ha clenu@uKauud 0e30MacHOCTH, IJIaHa
YIOpaBlI€HUS U MUHUMH3ALMU PUCKOB, B TOM 4YHCJIE 00pa30oBaTelibHbIE MaTepUalbl s
MalKMEeHTOB U (WIK) JIeHallux Bpadeil);

12) skcTpanoaupoBaHue JAaHHBIX MO 3P(PEKTUBHOCTH U OE30MACHOCTU C OJIHOTO
TEpaneBTUYECKOT0 OKa3aHus Ha APYroe: eclii peepeHTHBIN MpenapaT uMeeT 0osiee 0HOTO
[OKa3aHUs K MPUMEHEHUIO, YCIyTronojlydyareab MPeJoCTaBIsIeT 000CHOBAaHUE OTCYTCTBUS
KJIIMHUYECKUX MCCIEeN0BAHUN 3(P(EKTUBHOCTH M 0€30MacCHOCTH OMOCUMUIISIpa MO JPYyTUM
MIOKA3aHUSIM K NPUMEHEHHIO, 110 KOTOPBIM HE IPOBEIECHBI KIMHUYECKHE HCCIICIOBAHUS
OMOCUMMIISAPA; B 00OCHOBAHUHU OTPAXKAETCSI OMBIT KIMHUYECKOTO TPUMEHEHUS, TOCTYITHOCTh
JAHHBIX JIMTEPATYpPbl, MEXaHU3MOB JICHCTBUS aKTUBHOTO BelIeCTBa pehepeHTHOro npenapara
JUTSL KQK/I0T0 MOKa3aHus (BKJItOYas CTENEHb UX JOCTOBEPHOCTH) U BOBJICUYEHHBIX PELIETITOPOB;
IIPU HaJIMYUU JTOKA3aTEIbCTB, YTO MPHU PA3HBIX MMOKA3aHUIX K MPUMEHEHUIO BOBJIEKAKOTCS
pa3IuYHbIC aKTUBHBIE IIEHTPHI JCHCTBYIOIIETO BELIECTBAa pedepeHTHOro mpernapara WU
pa3JIMuHble PELEenTOpPbl KIETKHM MHULIEHH WIM 4TO Hpo@uib O€30MacHOCTH Ipernapara
pasnuyaercs U pa3HBIX IIOKa3aHUW K IPHUMEHEHMIO, IPEJOCTaBISAIOTCA JaHHbBIC
KJIIMHUYECKUX UCCIIEIOBAHUI; ISl SKCTPANOJMPOBAHUS JAHHBIX MO 0€30MaCHOCTH NPUHUMAET
BO BHUMaHuE (aAKTOpbl, CBS3aHHbIE C MAUUEHTOM (CONMYTCTBYIOLIEE JIEUCHHE,
COITYTCTBYIOLIME 3a00JI€BaHUsI U UMMYHHBIN cTaTyc), GakTOpbl, CBSI3aHHBIE C 3a00J€BaHUEM (
peaKIuu, CXOIHbIE C TAKOBBIMH KJIETOK MUIICHEH); 00beM TaKuX JaHHBIX PACCMaTPUBAETCS B
CBETE COBOKYIIHOCTH JOKa3aTeNIbCTB, IOJIYYCHHBIX IPU YCTAHOBJICHUU COIOCTaBUMOCTH
OMoCUMMIIIApA U MOTEHIIMATBHBIX OCTAIOLINXCS HEONpeAeIEHHOCTEH.

6. KomOMHHUpOBaHHBIE JIEKAPCTBEHHBIE IIPETIapaThl

JUJIst HOBBIX JIEKAPCTBEHHBIX MPENapaToB, NPEACTABISIIOMUX cO00M KOMOMHALMIO ABYX
uin Oojee paHee WM3BECTHBIX AKTHUBHBIX BEIECTB B OJHOW JIeKapCTBEHHOU (opme,
MpeACTaBIsAeTCS MONHOE peructpanuonHoe aocbe (Moaynu 1-5, Yactu [-IV Ilepeuns).
Moayne 3 unu Yacte Il BkitouaeT cBeleHUs O MPOU3BOJACTBE, KOHTPOJE KAavyecTBa,
MPOU3BOJUTENE KaXKJOr0 aKTUBHOTO BELIECTBA, BXOSIIETO B COCTaB KOMOMHHMPOBAHHBIX
JexkapcTBeHHbIX mnpenapatoB. B Moaynsax 4 u 5 wnm Yacrax I, IV Ilepeuns
IIPEICTABIISIFOTCS PE3yJIbTaThl JOKIMHUYECKUX U KIMHUYECKUX HCCIEHOBAaHUMN 3asBIISEMBIX
KOMOMHAIMI aKTUBHBIX BEIIECTB.

7. JIekapCTBEHHBIE CPEACTBA C XOPOILIO U3yYEHHBIM MEAUIIMHCKAM IIPUMEHEHUEM.

K nekapcTBEHHBIM CpeACTBaM C XOPOILIO M3YYEHHBIM MEAUIMHCKUM IMPUMEHEHHEM
OTHOCSITCSI JIEKapCTBEHHbIE TIPENaparhl C MOATBEPKACHHON 3(PPEKTUBHOCTHIO U TPUEMIIEMBIM
ypOBHEM 0€30MMaCHOCTH:

AKTHBHOE BEILIECTBO, KOTOPBIX XOPOIIO U3YYEHO B MEIULIMHCKOM IIPUMEHEHNN;

JIEKapCTBEHHBIE IIPENapaThl U3 ChIpbs MPUPOJHOTO MPOUCXOXKACHUS (HAllpUMeEp: 1€roTh
Oepe30BbIii, 3SMEHHBIH S,

OPOAYKTHI MUETOBOACTBA, MEAUIIMHCKUE MUABKY, K€TUb, MUHEPAJIBI U JIP.);

BUTaMHUHbBI 1 BATAMUHHO-MUHEPAIIbHBIE KOMIUIEKCHI;



PacTBOPHI aHTUCENTUKOB (NIEPEKUCH BOJOPO/IA, WO, OPUIIITHAHTOBBIN 3€JICHBIN U JIP.);

BOJIa JIUISI UHBEKIIUM;

ancopOeHTHI (YroJib aKTHBUPOBAHHBIN );

KapMUHATUBHBIC JICKAPCTBEHHBIC MPENAPATHI;

JIEKapCTBEHHBIE MperapaThl U3 IPYMIbl Pa3ApaKatoUX U 0OBOIAKUBAIOIINX CPEICTB.

B perucrpanmonnom agocwe npeactapisitorcss Moaynu 1, 2 u 3 u Hactu I, II [Tepeuns. B
Mopaynsax 4 u 5 wim Yacru III, IV Ilepeuns B moapoOHOI HayuHOU Oubnuorpaduu
YKa3bIBAIOTCSl JOKJIMHUYECKUE U KIIMHUYECKNE XapaKTEPUCTHKHU.

JIna eKapCTBEHHBIX CPEACTB C XOPOIIO M3YUYEHHBIM MEIUIHUHCKUM MPUMEHEHUEM
IIPEAOCTABIIAIOTCS CIEAYIONIUE JaHHBIC:

1) dbaxTopsl, KOTOPHIE HEOOXOIUMO YUUTHIBATH MPU OMPEACICHUU XOPOIIO U3YYEHHOTO
MEIUIMHCKOTO MPUMEHEHNSI KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpEMsI, B TEYEHUE KOTOPOT'0 UCITOIb3YETCSl AKTUBHOE BELIECTBO B MEAUIIMHCKON MPAKTUKE

KOJIMYECTBEHHBIE ACTIEKThI UCIIOJIb30BAaHUSI aKTUBHOTO BEIIIECTBA;

9acTOTa HAyYHBIX MyOJIMKAIMA U aKTyaJbHOCTH HCITOIh30BaHUS aKTUBHOTO BEIECTBA B
TEUEHME TOCJIEIHUX 5 JIeT mepej nojayedl 3asBieHUs (CO CCHUIKOW Ha MMyOJuKaIluu B
HAyYHBIX HCTOYHHUKAX );

COTJIaCOBAaHHOCTh HAYYHBIX OIICHOK.

s onpeneneHus XOpouo U3y4eHHOTO MPUMEHEHUs Pa3IuYHbIX aKTHUBHBIX BEIIECTB
MIPEIOCTABIISICTCS OIICHKA 32 pa3InYHbIC IEPUOIbI BpeMeHU. [lepros BpeMeHn, HE0OX 0 TUMBIi
JUTSL OTIPEJICIICHUS] XOPOIIIO U3YYEHHOTO MEIUIIMHCKOTrO MPUMEHEHHUsI aKTUBHOI'O BEIIECTBA,
coctaBiseT He MeHee 10 JIeT ¢ JaThl MEPBOTO CHCTEMATHUECKOTO U JOKYMEHTHPOBAHHOTO
MIPUMEHEHUS JICKAPCTBEHHOTO CPEJICTBA.

2) Marepualibl PETUCTPAIMOHHOTO JIOChE, MPEIACTABICHHBIC YCIYTOIMOIydaTelieMm,
BKJTFOYAIOT BCE ACIMEKTHI OIEHKU 0e30mMacHOCTH W 3()PEKTUBHOCTH, COJAEPKAT CCHUIKY Ha
0030p COOTBETCTBYIONICH JUTEPATYpPhl C YYETOM TIPEA- M IOCTPETHCTPAIMOHHBIX
WCCIICIOBAHUM W OIMyOJIMKOBAHHOW HAYYHOW JHUTEPATypbl OTHOCHTEIHHO pE3yJbTaTOB
AMUJEMUOJIOTUYECKUX MCCIEIOBAHUI M OCOOEHHO CPaBHUTEIbHBIX HCCIIEIOBaHUM, BCIO
JTOKYMEHTAITNIO, KaK TIOJIOKHUTENbHYI0, TaK M OTpUllaTeIbHyt0. bubmmuorpadudeckas ccpuika
Ha Jpyrue HCTOYHUKHU JOKa3aTeIbCTB (MOCTPErUCTPAIIMOHHBIC HCCIEOBaHUS,
AMUEMHUOJIOTHICCKHAE MCCIICIOBAHUS ), KPOME JTAHHBIX, KACAIOITUXCS METOJOB KOHTPOJIS H
WCIIBITAHMH, SBIIAETCS JO0Ka3aTEILCTBOM 0e30macHOCTH M 3(()EKTUBHOCTH JEKAPCTBEHHOTO
npenapara IpH YCJIOBUH, YTO B PETUCTPAITMOHHOM JIOChE YETKO OOBSICHEHO M OOOCHOBAHO
WCITOJIb30BAHUE ITHX UCTOYHUKOB HH(POPMAIINH;

3) o0ocHOBaHUE JIOKAa3aHHOTO NPUEMJIEMOTO YpPOBHSA 0€30MacHOCTH U (WJIH)
3¢ (HEKTUBHOCTH, HECMOTPS HA OTCYTCTBHE HEKOTOPHIX HCCIICOBAHUMN;

4) B TOKJIMHUYECKUX U (WMJIM) KIMHUYECKUX 0030pax OOBSCHUTH 3HAYMMOCTH JTIOOBIX
MPEJCTABICHHBIX JaHHBIX, KaCAIOIMMXCS YK€ 3apeTHCTPUPOBAHHOTO JIEKAPCTBEHHOTO



npenapara, OTJIMYHOTO OT TOro, KOTOPBIM mpeniaraercs K perucrpauuu. Ilpeacrasusercs
000CHOBaHHUE IO MOBOAY TOTO, MOKHO JIM 3asiBJICHHBIN JIEKAPCTBEHHBIN Ipernapar cuuTaTh
NOJO0HBIM YK€ 3aperuCTPUPOBAHHOMY JIEKapCTBEHHOMY Ipenapary, HECMOTps Ha
CYILIECTBYIOIIUE P3N,

5) MOCTperucTpallMOHHBIA OMBIT HUCMOJIb30BAHUS COACPXKHUT UH(OpManuio 00
UCIIOJIb30BaHUM JIPYTMX JIEKAPCTBEHHBIX IMPENapaToB, COJAEPKAIIUX TE K€ AKTUBHBIC
BEILECTBA;

6) nepuoaANUecK OOHOBIIIEMbIN OTYET MO 0€30MaCHOCTH JIEKAPCTBEHHOTO TIpernapara 3a
MOCJIEIHUE 5 JIET C MOMEHTa PErucCTpalli B CTPaHE MPOU3BOIUTENS 10 MOIaYu 3asgBICHUS
3apyOeKHBIMU POU3BOAUTEISIMHU.

[Ipu oTCyTCTBUM ONbITa MPUMEHEHHUS B CTpPAaHE MPOU3BOIUTENS 3a 5 JET C MOMEHTa
perucTpanuu, MpeaoCTaBIsAETCS MEPUOJANYECKH OOHOBIISIEMBIM OTYET MO O€30MacCHOCTH
JIEKapCTBEHHOTO Tpenapara 3a GakTHuecKoe BpeMsl PUCYTCTBUS Ha PHIHKE B COOTBETCTBHUU C
TpeOoBaHUSIMU HaJIexkalIei npaktuku papmakonaazopa (GVP).

8. PacTuTenbHbI€ JIEKAPCTBEHHBIE MPENAPAThHI

Jlnst sKcnepTusbl JIEKApCTBEHHBIX MpPENapaToB pPaCTUTEIBHOIO MPOHUCXOXKICHUS
IIPEIOCTABIAIOTCS pe3yabTaThl COOTBETCTBYIOIIHX (hapMaKOIOTUUYECKUX,
TOKCUKOJIOTHYECKUX U KIMHUYECKUX HcclenoBaHuid. Marepuanbl M JTOKYMEHTBHI IO
JOKJIMHAYECKUM (HEKIIMHUYECKUM) U (MJI1) KIIMHUYECKUM HCCIIEIOBAHUSM BKIIOYAIOT:

MaTepuasibl JTOKIMHUYECKUX (HEKJIMHUYECKHUX) MCCIEAOBaHMM creruduueckon
AKTUBHOCTH;

MaTepualbl UCCIEI0BaHUS OCTPOM U XPOHUYECKOM TOKCHYHOCTH;

JAHHBIE O MECTHO-PAa3IpaKaroIIEeM JICHCTBHH;

JaHHbIE 00 aJIIEPrU3UPYIOLIUX CBOMCTBAX;

OMBIT KIIMHUYECKOTO TPUMEHEHUS B CTPaHE-MPOU3BOIUTENE U APYTUX CTpaHax.

IIpu sTOM MaTepuanbl OTHOCUTEIBHO KAYECTBEHHBIX ACIEKTOB JIEKAPCTBEHHOTO
npenapara Mnpea0CTaBIsAI0TCs B IOJTHOM 00bEME.

Jl1s1 cOOPOB JIEKAPCTBEHHOTO PACTUTEIIBHOTO CHIPhS, (DUTO-4aeB MPEIOCTABISCTCS 0030p
HAy4YHOW JINTEPATYPHI 10 JIEKAPCTBEHHBIM PACTEHUSAM, BXOISAIINX B UX COCTAB.

9. 'omeonaTuyeckue npenaparsl

VYenyrononydyarenb sl SKCIEPTU3bl TOMEONATUYECKUX MPENapaToB MPEACTABIISIET
JOKYMEHTBI 1 MaTepHalibl, BKItouaromue nupopmanuto no Moayisam 4 u 5 unu Yactam 111 u
IV Ilepeuns:

JUIsl TOMEONATUYECKUX MPENnapaToB, COOTBETCTBYIOIIUX BCEM HUKENEPEUUCIECHHBIM
YCJIOBHSIM B KOMILIEKCE:

npenapaTsl peIHa3HauYEHbl 1) IEPOPATBHOTO WX HAPY>KHOTO IPUMEHEHHS;

Ha 3TUKETKE JIGKAPCTBEHHOTO Mpenapara Win J00i OTHOCALICHCS K HeMy HH(OpMaLuu
HE MIPUBEJICHO KOHKPETHOTO TEPANIEBTUUECKOTO MMOKa3aHMs K IPUMEHEHUIO;



CTENIEHb PACTBOPEHMSI JIEKAPCTBEHHOT'O IIpenapara sIBIsieTCsl JOCTATOYHOM /Il rapaHTHH
ero 0e30MacHOCTH; B YACTHOCTH, JIEKAPCTBEHHBIN Mpenapar He coaepxaTh Oosiee 1 yacTu Ha
10 000 gacreit maTouHOTO pactBopa wiu 6osee 1/100 MUHUMANTHHOM 10361, MPUMEHSIEMON B
aJUTONATUU B OTHOIIEHUH JEHCTBYIOIIETO BEIECTBA, HATMYKUE KOTOPOTO B aJJIONATHYECKOM
JIEKapCTBEHHOM Ipernapare TpeOyeT 0053aTeIbHOTO HAaJTu4usl pelenTta Bpada, ajas Mojyneit 4
u 5 wum Yacreit 111 u IV Tlepeunst npenoctapiisitoTcst 0030p JaHHBIX HAYYHOH JTUTEpaTyphl 00
3¢ PexTUBHOCTH MW OE30MAaCHOCTHM TOMEONATHYECKOro IpenapaTta B 3asBiseMOl o0JacTu
MIPUMEHECHUS;

JUISl HOBBIX TOMEOINATHYECKUX MpPEenapaTroB, HE YINOMUHAEMbIX B (apMakomnesx H
MOHOTpadusx; A1 KOMOMHUPOBAHHBIX TOMEONATHYECKUX MPENapaToB, KOTOPbIE MPUBEIET K
BO3MO>KHBIM B3aMMOJICUCTBUSAM, CUHEPTeTUYECKUM dPdeKTamM Wi aJauTUBHBIM 3¢ deKkTam
Pa3INYHBIX MHIPEAUEHTOB; JUIsi TOMEONATUYECKUX IPENnapaToB, UHIPEAUEHTHI KOTOPBIX
NPEICTABISIIOT PUCK TOKCHMYECKUX WM JPYTUX HEOJAronmpUsTHBIX BO3JEUCTBHM, 0COOCHHO
KOTJJa WHIPEJUEHTHl KOHIIEHTPUPOBAHBl WJIM MPEJICTABIEHbl B HU3KHX pa3BEICHUAX (
HarpuMmep, 1X, 2X wunu 1C), uiau HEe KOHTPOJUPYIOTCA NOJHKHBIM O00pa3oM B IpoIllecce
MIPOU3BOACTBA; JIJIi TOMEONATUYECKUX MPENapaToB, NPeAHA3HAYEHHBIX IJI1 MHbEKIUN U JJIs
IpenapaToB, MPUMEHSEMbIX B O(QTalIbMOJOTUHU; MpeIHa3HAuYCHHbIE ISl MCIOJIb30BaHUS C
HEeNIbl0 NPOQUIAKTUKH WJIM JIEYEHUSI CEepbe3HbIX 3a00J€BaHUM; M1 TOMEOMATHYECKHUX
IpenapaTroB, MNPEAHA3HAYEHHBIX JUIS YSA3BUMBIX TpYyIN HaceleHus (Halpumep,
HOBOPO>KJICHHBIE U JIE€THU, OEPEMEHHbIE U TIOKUJIbIE, TAIMEHTHI C 0CIa0JIEHHBIM HMMYHHUTETOM
u ap.): it Monyisa 4 wnu Yactu 11 Ilepeuns npeactaBiastoTcs JaHHbIE TOKCUKOJIOTHYECKUX,
ucclieoBaHuil (B ciydae cojepkKaHUs MH(PEKIIMOHHOrO areHTa TMOJATBEPKICHHE
UCCIIETOBAHUEM OHOJOTHYECKOM O0€30IacHOCTH), OOOCHOBAHHME MMOA0Opa PA3TUUYHBIX
MOTEHIIUM, JAHHBIC KIMHUYECKOTO OIbITa NMpuMeHeHus; misi Moayna 5 wim Yactu VI
[lepeunsi mpeacTaBiIAOTCA JAaHHbIE KIMHUYECKUX HCCIENOBaHUU 00 3(P(HEKTUBHOCTH U
0€30IacCHOCTH TOMEONAaTHYECKOro Ipemapara B 3asgBIsieMOl 00JacTH NpPUMEHEHUS |
000cHOBaHME TT0100pa Pa3IUIHBIX JO3UPOBOK.

o011as XapakTeprUCTHUKa JIEKAPCTBEHHOIO Mpenapara U HHCTPYKIHIO 10 MEAULIMHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIAJBINI) C YKa3aHUEM, YTO JIEKAPCTBEHHOE CPEJCTBO SBISETCS
rOMEONAaTUYECKUM MPENAPATOM.

10. BuramuHbl, MUHEPAJIBI

Jns sKcnepTu3bl JEKapCTBEHHBIX CPEACTB, COAEPKALIUX BUTAMUHBI U (WJIH)
NPEACTaBIAOMUX CO0OM KOMIIJIEKC BUTAMUHOB W (WMJM) BUTAMHUHOB U MHUHEPAJOB,
YCIIyTOInoay4aTeb NPeCTaBIsSeT OJIMH U3 HIKECIEAYIOINX JOKYMEHTOB U MaT€pHaIOB:

1) 6ubnuorpaduueckuii 0030p MaHHBIX MO OE30MACHOCTH JIEKAPCTBEHHBIX CPEJICTB,
BMECTE C OTYETOM DKCIEPTa, BKIH0Yas HHPOpMaIHIO 00 SKCIIEepTE;

2) HayuyHble MyOIMKAIIMHN HA 3asBIIIEMbIi Ipenapar;

3) naHHBIEC UCCIEAOBAHUM OCTPO U (MIJIM) XPOHUYECKON TOKCUYHOCTH.

11. PaguodapmarieBTuueckre npenaparbl



Jliist axcniepTU3bl paanodapMaeBTHIECKUX MpenapaToB U UX MpeKypcopoB B Moyiie 3
mi Yactu Il IlepeyHs npencTaBisilOTCS MNOKYMEHTBl W MaTepuaibl, BKIIOYAIOLIUE
CJIETYIONTYI0 CHEIU(pUUIECKYI0 HHPOPMAITHIO:

1) B paguodapmarieBTH4eCKOM HabOpe, KOTOPHI CHAOXKAETCS paMOAKTUBHON METKOM
MOoCJie MOCTaBKU IMPOM3BOJUTENIEM, 3a aKTUBHOE BEIIECTBO MPUHHUMAIOT 4acTh HaOopa,
NpEeJHAa3HAUYCHHYIO ISl MEepEeHOca WIIM CBS3bIBAaHUS paguoHykiauga. OmucaHue Merona
MPOM3BOJICTBA paguodapMaleBTUUECKOr0 Habopa BKIIOYAET MOJPOOHBIE JaHHBIE IO
MPOU3BOACTBY Habopa W JaHHbIE PEKOMEHIYEeMOW OKOHYATEeIbHOW 00pabOTKH Jisi
MPOU3BOJCTBA PAJMOAKTUBHOTO JIEKAPCTBEHHOI0 Tpemnapara. TpeOyemble cnenudukanuu
PaIMOHYKIIHIa OMUCHIBAIOTCS B COOTBETCTBUH, €CJIM MPUMEHHMO, C OOIIEH WJIM YaCTHOMN
ctatbeil (MoHorpadueit) I'ocynapctBernnoit @apmakonen PK, m1bo npu oTCyTCTBUM TaKHX
crareii (MoHoTpadmii) — craThaM (MoHOTpadusiM) QapMakoned, MTPU3HAHHBIX
neicTByoIMMEU Ha TeppuTopun Pecry6nuku Kazaxcran.

B nomonHeHue, OmMHUCHIBA€T BCE COEIMHEHUS, HEOOXOAMMBIEC /Jisi BBEACHUS
PaIOaKTUBHON METKH, a TAKXKE CTPYKTYPY COEMHEHHS C paIMOAKTUBHON METKOM.

AHaMM3UPYIOTCS SACPHBIC PEAKIIUN PATUOHYKIINJIOB.

Kak mMarepuHckuii, Tak U JOYEPHUHN PAaIMOHYKIIU/IBI T€HEPATOPA CUATAIOTCS AKTUBHBIMU
BEIIECTBAMU,;

2) cBeleHUs O MPUPOJE PATUOHYKIIN/IA, TOJJIMHHOCTA U30TOMA, BO3MOXKHBIX MTPUMECSX,
HOCHTEJIE, IPUMEHEHUH U CTIELIM(PUIECKON aKTUBHOCTH;

3) uCXoHBIC MaTepUaJIbl BKITFOYAIOT IEICBBIC MaTEPUAITBI IS OOTyICHIS;

4) paccMOTpeHHE XUMHYECKOW (paguoOXMMHUYECKONW) YUCTOTHI U €€ CBS3b C
OuopacnpeieIeHUEM;

5) onucanue paauOHYKIUAHOU YUCTOTHI, PAAMOXUMUYECKON YUCTOTHI U cHerupuIecKon
AKTUBHOCTH;

6) 11 TEHEPaTOPOB MPECTABISAIOTCS MOAPOOHBIE JaHHBIC UCTIBITAHUNA MATEPUHCKUX H
JOYEPHUX PATUOHYKIUAOB. J[JIi TEeHEepaTOpOB-3II0ATOB MPEACTABISIOTCS HCIBITAHUS
MATEPUHCKUX PAJUOHYKIIMAOB U APYTHX KOMIIOHEHTOB CHCTEMBI T€HEPATOPA;

7) coaepkaHUe aKTUBHBIX BEIIECTB HA OCHOBAaHUU MACChl AKTUBHOM YaCTH MOJIEKYJIbI
MpUMEHSIETCS TOJbKO K paauodapmaneBTHYeckuMm Habopam. J[is paguoHYKIUIOB
PaIMOaKTUBHOCTh BBIpAXKaeTCs B OEKKEpessiX, ¢ yKa3aHHeM JaThl M, €ClIM HeoOXOAMMO,
BPEMEHH M YACOBOTO MOsICa. Y Ka3bIBACTCS TUIl PAIMOKTUBHOCTH;

8) cnenudukauy JEKapcTBEHHOTO Mpenapara, siBIsIoIErocs paanoQapMaieBTHIECKUM
Ha0OpPOM, BKJIFOUAIOT UCTIBITAHUS CBOMCTB Mpernapara mocjie BBEICHHUS PaJHOAKTUBHON METKH
, COOTBETCTBYIOIIME KOHTPOJIM HA PAAUOXUMHUYECKYI) WU PAJIUOHYKIUJIHYIO YHUCTOTY
COCJMHEHHS C paJuOaKTUBHOM MeTkoul. JIro0ol Marepuan, HEOOXOIUMBIA JJi BBEICHUS
pPaIMOAKTUBHOW METKH IMOJJIEKUT YCTAHOBIECHUIO MOJJIMHHOCTA M KOJWYECTBEHHOMY
OMPEIEIICHHIO;



9) uadopmarus o CTaOMIBHOCTH ISl U30TOMHBIX T€HEPATOPOB, U30TOMHBIX HAOOPOB U
JIEKApCTBEHHBIX MpPEnapaTroB ¢ PagMOAKTUBHOW METKOU. YKa3bIBaeTcsl cTaOMIBHOCTh MPHU
MCIIOJIb30BaHUHU paguodapManeBTHYECKUX JIEKapCTBEHHBIX IpernapaToB B KOHTeHHepax AJis
MHOI'0pPa30BOr0 UCIOIb30BAHUSI.

B Monyne 4 wim Yactu III Ilepeunst yka3pIBarOTCS aCIEKThl paAualiiOHHON JO3UMETPUH
(me¥icTBue wW3MyueHHs Ha opraH (TkaHb)). [lokazaTenb MOTJIONIEHHOW M03bI W3IYUYCHHUS
PACCUHUTBIBACTCS C YKA3aHMEM CHCTEMBI HCIIOJb30BAHHBIX MEXIYHAPOJAHO HPU3HAHHBIX
€IUHULl U3MEPEHUS IIPU OIIPEICIICHHOM IIyTH BBEICHUS.

B Mogayine 5 unu Yactu IV Ilepeuns, eciu NpuMEeHUMO, IPEACTABIAOTCS PE3YJIbTaThI
KIMHUYECKUX WCIBITAHUNA WM TPUBOAUTCA B KIMHHYECKHX o0030pax (Moayns 2)
000CHOBaHUE UX OTCYTCTBHSI.

B cnyuae paamodapmaiieBTHUECKOr0 MpeKypcopa, MpeAHa3HAYEeHHOTO TOJBKO IS
BBEJCHUS PAJUOAKTUBHBIX METOK, MpEeXJe BCEro IMpeacTaBisercs HHGOpMaLUsS O
BO3MOJKHBIX MOCJIEACTBUAX HENOCTAaTOYHON A((PEKTUBHOCTH BBEACHUS PaJUOAKTHUBHBIX
METOK WJIM JUCCOIMAIMU 1N VIVO KOHBIOraTa C paJMOAKTUBHOW METKOMW, T.€. BOMPOCHI,
CBSI3aHHBIE C JEHCTBHEM CBOOOJHOrO paJMOHYKIHAA Ha MalMeHTOB. B pomosHeHwue,
IPE/ICTaBIAETCS. COOTBETCTBYIOIIAss MH(GOPMAIUs OTHOCUTENBHO (DAaKTOPOB pHUCKa, T.€.
PaAMOAaKTUBHOTO BO3JICHCTBUS HA MEPCOHAN OOJBHULIBI U OKPYKAIOUIYIO CPELy.

B yactHOCTH peacTaBnsieTcs ciaeayromas HHpopMaIus:

[Tonoxennss Moayna 3 uiu Yactu Il [lepeyHss mpuUMEHSIIOTCS TPU PETUCTPALUU
pannodapMaleBTUYECKUX MPEKYyPCOPOB, KaK YKA3aHO BBIIIE, €CIIH IPUMEHUMO.

B Monayne 4 v Yactu 111 IlepeuHss OTHOCUTENIBHO TOKCUYHOCTH IIPU OJHOKPATHOM M
MHOTOKPAaTHOM BBEJCHUHU MPEICTABIAIOTCA PE3YJbTaThl NOKIMHUYECKUX HCCIENOBAHUM,
IIPOBEJICHHBIE B COOTBETCTBHUHU C IIPABHJIAMU HaAJIeXaleil 1TabopaTOpHOM MPaKTUKH.

HccnenoBannss Ha MyTareHHOCTh PAaJIUOHYKJIMJOB HE CUHMTAIOTCS NMPUMEHUMBIMU B
JAHHOM KOHKPETHOM CIIy4ae.

[IpencraBnsercss uMHPOpMAIUs OTHOCUTEIBHO XHMHUYECKOW TOKCUYHOCTH U
pacnpesieieHrsl COOTBETCTBYIONMIETO "XO0JIOAHOrO" (HE CcoAep Kallero pajaruoaKkTHUBHBIX
BEIIECTB) HYKJIHIA.

B Mopyne 5 unu Yactu IV Ilepeuns kamHuyeckass HHpopMalus, NoJy4eHHass B X0/€
KJIMHUYECKUX HUCCIEAOBaHUI C UCIOIB30BAaHUEM IPEKYypCcopa caMoro 1o cede, He CUUTACTCS
3HAYUMOW B ciaydae paanopapMaleBTHUYECKOro MNpeKypcopa, MNpeaHa3HauYE€HHOro
VCKJIFOYUTEIBHO JJI BBEICHUS PaIHOAKTUBHON METKHU.

[IpencraBnsercs uHboOpMaLUs, TOATBEPKAAONIAs KIMHUYECKYI0 3()PEKTUBHOCTD
paauodapmManeBTUUECKOr0 MpeKypcopa MNpH TNPUCOCAUHEHHMH K  MOJIEKyJaMm
COOTBETCTBYIOILIETO HOCUTES.

12. Opdannbie 1eKapCTBEHHBIE MPENapaThl

[Ipu skcnepTusze opdaHHbIX IPEenapaToB MOJOKHUTEIBHOE 3aKIIIOUEHHE 0 0€30MaCHOCTH
BBIJAETCS MOJ 00A3aTENBCTBO YCIYTOMOIYYaTeNs Ha YCIOBUSX:



1) BBIIOTHEHUS! B OMNpPENEIICHHBIE CPOKHU OIMPEAEICHHON MpOrpaMMbl HCCIEIOBAHUM,
pe3yJbTaThl KOTOPBIX OYIyT SBISATHCS OCHOBAHHUEM JJIsI MEPEOIEHKH COOTHOIIEHHS "
MOJIb3a-pUCK";

2) mpuMEHEHUs JIeKapCTBEHHOTO IIpenapara Mmoj CTporuM HaOJII0AeHUEM Bpaya;

3) HEMEIJIEHHOTO YBEAOMIJIEHHs TOCYIapCTBEHHOIO OpraHa O JIOBIX HeXelaTelIbHbIX
peakumsIX, BOZHUKIINX TPU MPUMEHEHUU Op(aHHOTrO Mpenapara, u NpeaIprUHIThIX MEpax B
COOTBETCTBHM C INpuKa3zoM MuHuctpa 3apaBooxpanenus PecnyOnuku Kazaxcran ot 23
nexkabpss 2020 roma Ne KP JICM-320/2020 "OO6 yTBepkAeHUU MPaBUI MPOBEIACHUS
(apmakoHa30pa 1 MOHUTOPUHTA 0€30MacHOCTH, KauecTBa U 3P (HEKTUBHOCTH MEIUIIUHCKHUX
m3aenui" (3apeructpupoBaH B PeecTpe rocynapCTBEHHOW pPErMcTpallii HOPMATHUBHBIX
MpaBoOBBIX aKTOB 1Mo Ne 21896).

DKCIepTHAsl OpraHU3alusl COrJIaCOBBIBAET MPOrpaMMy HCCIIEA0BaHUN, 00S13aTENbHYIO K
OPOBEJCHUIO TOCJE€ TMOJIYyUYEHHUS PETUCTpPAIUU, pa3padOTaHHYI0 W MIPEAOCTaBISIEMYIO
YCIIYTOMOIy4YaTeNeM Ha SKCIEPTU3Y COTJIACHO MOAMYHKTY 1) HACTOSILEro MyHKTA.

B nepuon BBIOTHEHHUS TMOCTABJIEHHBIX YCIOBUW SKCIEpPTHAs OpraHu3aus
NpPENOCTaBIsAET B TOCYJAAapCTBEHHBIM oOpraH HUHPOpPMAIMIO, NOIy4aeMyl OT
YCIYTOnoyy4yaTessi O IPOBEAECHUHN ONPEAEICHHON TPOrpaMMbl UCCIIEIOBAHUM 1JI €KETOqHOMN
MePEOIEHKN COOTHOIIIEHUS "TOJIb3a-pUCK" JJIs 3aperucTpUpPOBaHHOTIO OpdhaHHOTrO IIpemnapara.
NHCTpyKIMS TI0 MEAWITMHCKOMY TMPUMEHEHHUIO W Apyras MeIUIMHCKas WHPOpMAIus O
3apEeTUCTPUPOBAHHOM TakUM o00pa3oM oOpdaHHOM IMpernapare COACPKHUT YKazaHUs o
HEJOCTaTOYHOCTU JaHHBIX.

13. JlekapcTBeHHBIE MTpenapaThl MEPEI0OBOI Tepanuu

Matepuanbl perucTpaliMOHHOTO J0ChE NIl BBICOKOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX
MpenapaToB COOTBETCTBYIOT pazaeny 4 IIpaBui peructpauuu v 3KCIepTU3bI JI€KAPCTBEHHBIX
CPEICTB JUIsl METMLIIMHCKOTO MMPUMEHEHHUs, yTBEPKIeHHbIX pemenremM Coseta EBpasuiickoi
PKOHOMHYECKON KoMuccHH OT 3 HOsO0pst 2016 roga Ne 78.

14. Tpancdep

[Ipu skcnepTHu3e JeKapCTBEHHBIX MPENapaToB, MPOU3BOAUMBIX Ha OCHOBE IepeHoca (
TpaHcdepa) MOJHOTO UKJIA WM YacTH MPOU3BOACTBEHHBIX M TEXHOJIOTUYECKUX MPOIIECCOB,
K PErMCTPAllMOHHOMY JIOChE IONOJIHUTEIBHO MPEJOCTABISIFOTCS CIEAYIOINE JOKYMEHTHI:

1) moroBop o mepeHoce MPOU3BOJCTBEHHBIX U TEXHOJOTUYECKUX MPOIIECCOB MEXIY
OTE€UYECTBEHHBIM IIPOU3BOAUTENEM U 3apyOEKHBIM MPOU3BOIUTEIEM;

2) OTYET MO pe3yibTaTaM MPOBEACHHOTO TpaHcdepa, BKIIOYAIOIIETO OMKMCAHUE TIPOEKTa
Tpancdepa, macmtad TpaHcdepa, KpUTHYECKUE MapaMeTphl, MOJyYEHHbIE OCHOBHOU H
JOTIOTHUTENFHON TUIOMIAJKaMHK, 3aKIIOYUTEIbHBIE BBIBOJBI TpaHc]epa, ¢ MPUTOKEHUEM
ceprudukara GMP (c ykazanuem nathl 1 pe3yabTaTOB MOCHEAHEN HHCTIEKIIUN) (HOTapuaibHO
3aCBUIETEICTBOBAHHBIN) 3apyO€KHOT0 MPOU3BOIUTES;

3) oTdeT BaJdUIAIMU MPOU3BOJCTBEHHBIX IMPOILECCOB Ha OTEYECTBEHHOU
MIPOU3BOACTBEHHOM ITOIIAJIKE;



4) 0 MOATBEPKACHUU TOTO, YTO KAYECTBO MCXOJHOTO ChIPhA (aKTUBHOW CyOCTaHIIUH,
BCIIOMOTaTeNIbHBIX BEIIECTB), UCIOJIb3yEMOr0 Ha OTEYECTBEHHOW IUIONIAJKE HE BIMSET Ha
MIPOLIECC WJIN TOTOBBIN IPOAYKT;

5) Mo KOHTpPOJIIO KadecTBa MpenapaToB, MPOU3BOJMMBIX Ha OTEYECTBEHHOU
IIPOU3BOACTBEHHOM IJIOMIAJIKE, M MPENapaToB 3apyOeKHOTO MPOU3BOAUTENS OCYIIECTBIIAECTCS
no ojfHOM creuudukanuu (0AMHAKOBBIM Npoduib npumeced, (hapMaKOKMHETUYECKHI
po(uib pacTBOPEHHUS (I1s1 TBEPIBIX JEKAPCTBEHHBIX (POPM) M HH-BUTPO MCCIIETOBAHUA);

6) OTYETHI HCCIEAOBAaHUN OMOPKBUBAJICHTHOCTH WJIM KIMHUYECKUX HCCIETOBAHUM
JIEKapCTBEHHBIX NPENApPaToOB, MPOU3BEACHHBIX Ha NPOW3BOJCTBEHHBIX IUIOMIAJIKaX BHE
Kazaxcrana (B cimydae oTCyTCTBUSI — 000CHOBAHUE).

B ciyuae, ecnu nepenaronas miomnaaka peErucTpupoBalia Ha CBOEN TEPPUTOPUU TTpeErnapar
no mpolenype TpaHcepa TEXHOJIOTHUM M UCMIOJIb30Bajlia OTYET MCCIEIOBAHUS
OMOPKBUBAJIEHTHOCTH WJIM KIIMHUYECKUX HCCIEAOBAaHUN TPETbeW CTOPOHBI, IaHHBIE OTYETHI
IIPUHAMAIOTCS K PACCMOTPEHUIO IPU IKCIEPTU3E PETUCTPALMOHHOIO TOCHE.

7) Ha MOMEHT T0/Ia4YM 3asiBJICHUS HA HKCIIEPTU3Y MPHU PETUCTPAIIMH TIEpeiatolas CTOPOHA
MPEIOCTABIISIET PE3YyJIbTaThl UCCIEIOBAHUN YCKOPEHHON CTaOUJIBHOCTH W HE MeHee O-Tu
MECSYHBIX HCCJIEIOBAaHUN JOJITOCPOYHOM CTaOMIBHOCTH, JUISl MPUHUMAIOIIEH CTOPOHBI —
MporpamMmy UCCJIeI0BaHUI CTAOUIILHOCTH C YKa3aHUEM CEpUi JIEKApCTBEHHOIO Mpernapara u
MOCTPETUCTPALMOHHBIE 0053aTeNbCTBA O MPEJOCTABICHUU JAHHBIX CTAaOMJIBHOCTH C
IUIOIIA/IOK Tepenaroued U NpUHUMaroUIed CTPOH (MEPUOJUYHOCTb MPEJOCTABICHUS
uH(GOPMAIIUU COTJIACHO MPOTPAMME U3YYEHUS CTAOMIBHOCTH).

[Tpu nomuom neperoce (TpaHcdepe) NPOU3BOJACTBEHHBIX U TEXHOJIOTMYECKUX MPOIIECCOB
YCIIyronojy4yaTeiab 00eCieunBaeT MOJIHOE COOTBETCTBUE YCIOBUM MPOU3BOJCTBA U CUCTEMBI
obecrnieyeHrss KadecTBa Ha MPOU3BOJCTBEHHOM Miomaake B PecmyOnuke Kaszaxcrtan
YCJIOBHSIM IIPOU3BOJACTBA M CUCTEME 00OeCleUeHusl KauecTBa MPOU3BOJICTBEHHOM IUIOIMIAIKU
BHe Ka3axcrana.

15. Ilepepeructpanus

Ycemyronomaydaresns oJaeT 3asBJICHUE HAa POBEICHUE IKCIIEPTU3HI IS IIEpEepErucTpanun
, IOJTAETCS 10 OKOHYAHUsA IEUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHMUSI.

Ha skcnepTrsy npu rocy1apCTBEHHOM NMEPEPETUCTPALMHU JIEKAPCTBEHHOTO CPENCTBA
npousBoautenssMu Pecrmybnuku Kazaxcran mpenocrtapisitores dactd 1 u I Tlepeuns
npunoxenus 13 k Hacrosmum [IpaBunam nim Moaynu 1, 2 n 3 cornmacHo npuitoxeHuro 14 k
HactosmuM [IpaBuiam, 3apyOeKHBIMU TPOU3BOAUTENSIME TIpenocTaBisitoress Monynu 1, 2 u
3 cornacHo npwioxkeHuto 14 k Hactosimum [IpaBuiiam.

B oOmiem oTtdere mo kauecTBy mpenocTaBisieTcss 0030p MHGOPMAIINK, CBI3aHHOM ¢
XUMUYECKUMHU, (hapMaleBTUUECKUMHU U OMOJOTUYECKUMU JaHHbIMU. [JokymeHnTsl Moayns 2
OXBAaTBIBAKOTCS BOMPOCHI U ONHUCHIBAIOTCS COOTBETCTBYIOLIME JTaHHBIE, KOTOPBIE MOJIPOOHO
npeacTaBiaeHbl B Mogyiie 3.



[Ipu BbIABICHUU B XOJ€ MPOBEACHUS dKCIEPTU3BI (DAKTOB, CTABSIIUX IO/ COMHEHHUE
JIOCTOBEPHOCTh CBEJICHUM, MPEACTABIEHHBIX B Moayne 2 perucTpalmoHHOTO JOChE B
OTHOIIICHUU Ka4yeCTBa JICKAPCTBEHHOTO Mpernapara, SKCIEepTHAs] OpraHu3alns 3anpaiinBaeT
NOKyMeHThl Monyis 3.

JlononautensHo npousBoautenasimMu PecnyOnuku Kazaxcran uz Yactu IV Ilepeuns
corjacHo mpwioxeHuto 13 k HactoamuMm [IpaBunam u 3apyOeKHBIMU MPOU3BOIUTEIIMU U3
Mopyisa 5 cormacHo npunoxenuto 14 x Hacrosmum [IpaBunam nmpegocraBiastoTCs:

1) OT4ETHI MOCTPETUCTPAIMOHHBIX KIMHUYECKUX HCCIeq0BaHUM d(PGEKTUBHOCTU U
0€30MacHOCTH B COOTBETCTBUU C TUIAHOM YIPABJICHUS pUCKAMU;

2) MepUOIMYCECKH OOHOBIISIEMBIH OTYET MO 0E30MaCHOCTH 3a IMOCJIEIHHE 5 JIeT
HaxO0XXJICHUSl JIEKApCTBEHHOI'O IMpemnapara Ha ¢apMaleBTUYECKOM pblHKe PecmyOnuku
Kazaxcran ¢ KpaTkuM ayTEHTUYHBIM MEPEBOJIOM C SI3bIKa MPOU3BOAUTENSL HA PYCCKUU SI3BIK
OCHOBHBIX Pa3JIeJIOB.

16. BHeceHrne U3MEHEHHUI B PETUCTPAIMOHHOE JI0CHE

1) BHecenue M3MEHEHUN B PETUCTPAIIMOHHOE JOCHhE OCYIIECTBISAETCS A0 MOJauu
3as1BJICHUSI HA NIEPEPETUCTPALIMIO B COOTBETCTBUM C TpeOoBaHUsIMU Hactosmux [IpaBui, 3a
MCKIIFOUCHHEM M3MEHEHUI M0 peKOMEH Ay (papMakoHaA30pa U SKCTPEHHBIX OTPaHUYCHHM,
CBSI3aHHBIX C 0€30MaCHOCTBbIO NMpUMEHEeHUsi npenaparta. [Ipy BHeceHUM H3MEHEHHU B
peructpanuonHoe gocbke Ttuna IA, Ib unu Il yciyromonyyarteiem MperoCTaBIISIETCS
NOSICHUTENIbHAS 3aIIUCKa, cojiepKaliasi 000CHOBaHUE HEOOXOJUMOCTH BHOCUMBIX U3MEHEHHI.

[lomaya 3asiBI€HHMS HA DKCIEPTHU3y BHECEHMS M3MEHEHHM B PETMCTPALIMOHHOE JOCHE
OCYILIECTBIISIETCS YCIYTOIMOIY4YaTeIeM B TEYEHUE CPOKOB, MPETyCMOTPEHHBIX MyHKTaMu 62 1
65 Hacrosamux [IpaBuir.

2) IIpu BHECEHHUIT U3MEHEHUH B PErUCTPallMOHHOE 10che Thna I1:

no nyHktam b.I mpepoctaBnsercs nepedeHb aokymeHtoB Yactu I, II Ilepeuns (
oOHOBNeHHBIE pa3nenbl | A7 - JIOkyMeHT, MOATBEPKIAONINN Ka4eCTBO aKTUBHOTO BEIECTBA
(ceptudukar anamuza 3-X cepuid aKTUBHOUW (apMmaleBTUUECKON CyOCTaHIUH OT
NPOU3BOJUTENS, cepTU(HUKAT aHaIM3a CyOCTaHIIMM OT MNPOU3BOIAUTENS, cepTUHUKAT
cooTBeTcTBUS MOHOTpaduu EBponeiickoit @apmakonen, MpOTOKOJ aHAN3a, AHATTUTUYECKUN
NAacrnopT JAaHHBIE MO U3YYEHUIO CTaOMIBHOCTU FOTOBOTO MPOJYKTa MPH JOJTOCPOUYHBIX U
YCKOPEHHBIX YCIOBUSAX U3YUYEHUS CTAOMIBHOCTHU C UCTIOIb30BAaHUEM 3asIBIIIEMON CyOCTaHIINU
3a mepuoj kak MUHUMYM 6 mecsieB.) U I C 1 - akTuBHast cyOCTaHIMS B COOTBETCTBUU C
BHOCHUMBIMU U3MeHEeHHsMU) wii Moaynst 3 [lpunoxxenus 14 (oOHOBIeHHBIC pa3aensl 3.2.S u
3.2.P B COOTBETCTBUU C BHOCUMBIMHU U3MEHEHUSIMU );

no myHnkTam b.II npegocraBnsercs nepedeHs jokyMeHToB Yactu | (0OHOBICHHBIN pa3/en
I A8 - JlokyMeHT, MOATBEPKAAIOIIMK KAYECTBO TOTOBOTO MPOAYKTA TPEX MPOMBIIUIEHHBIX
cepuii (cepTuduKar aHanuza, MPOTOKOJ aHAIH3a), OJIHA CEPUSI KOTOPOTO COBIAJIAET C CepHUeit



oOpasia JeKapCTBEHHOTO CPEACTBA, IMOJAHHOTO Ha PETUCTPAIllUi0 B COOTBETCTBUH C
BHOCUMbIMU U3MeHeHusiMu) U 11 [lepeuns unu Moayne 3 Ilpunoxenus 14 (0OHOBIEHHBIE
paznensl 3.2.P B COOTBETCTBUU C BHOCUMBIMU U3MEHEHUSIMHU ).

17. YckopeHHas 3KcrepTr3a JIEKapCTBEHHOTO CPEACTBA

[Tpu mpoBeneHnH YCKOPEHHOM IKCIIEPTU3BI HE CHUKAIOTCS TpeOOBaHUS K O€30MacHOCTH,
KayecTBY M 3PHEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB.

1) YckopeHHas sKcniepTr3a JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISETCS MO PEIICHUIO
YIOJIHOMOYEHHOI'0 OpraHa U IPOBOJUTCS B CIydasX:

npeHa3HaYeHUs JIEKaPCTBEHHBIX CPEACTB IS MPO(PUIaAKTUKU, J€YCHUS, TUATHOCTUKHU
peaKux 3a00JIEBaHMIA;

BO3HUKHOBEHUSI U YCTPAHEHUU TOCIEACTBUN IMUIESMUH, MaHAEMUN UHGEKITMOHHBIX
3a007€BaHUH (JIEKapCTBEHHBIE MPENapaThl 3TUONATOI€HETUYECKON Tepauu, IPUMEHSIEMBIE B
HKCTPEHHBIX CUTYAIUSX B OTBET HA YTPO3bl 3J0POBBIO HAaceNeHus (TaHAEMUH) U BKIIOUEHHBIE
B KJIMHUYECKHE TPOTOKOJIBI JICUCHUS,

BOCHHBIX JICICTBUM U JIMKBUIALNYU UX MOCIIEICTBUI, BOSHUKHOBEHUS, IPEAYIPEKICHUS U
JTUKBUAALMUA TOCIEACTBUN YPE3BBIYANHBIX CHUTYyalluid, YTpO3bl BO3HUKHOBEHUS,
pacpoCcTpaHeHUsT HOBBIX 0CO00 OMACHBIX MH(PEKIIMOHHBIX 3a00JIEBAHUIN U JIUKBUIAIIUN UX
MOCJIEACTBUH;

MIpEIHA3HAYCHUs JIEKAPCTBEHHOTO Ipenapara, UHOCTPAHHOTO MPOU3BOIUTENS, JJIS
TpaHc(epa TEXHOJOTHI Ha MPOW3BOACTBEHHYIO IUJIOIIAJKY Ha TeppuTopuu PecmyOmuku
Ka3zaxcran.

2) DkcnepTu3a JEKAPCTBEHHBIX CPEJICTB, YYACTBYIOIIMX B MPOIEIYpPE COBMECTHOM
npekBannpukanuu BO3, ocymiecTBisieTcss B COOTBETCTBUU C mnpuiiokeHuem 8§ Cepuu
Texanueckux nokianoB BO3, Ne 996, 2016 r. "[Ipouenypa COBMECTHOW pETUCTPALIUA MEXKIY
Ipynmnoi no npeaBapuTesbHON olleHKke BecemupHoii opranuzanuu 3apaBooxpanenus (BO3) u
HAIMOHAJIBHBIMU OPTaHAMU PETyJIUMPOBAHUS ISl OUCHKHM M YCKOPEHHOW HAlMOHAJbHOMN
peructpanuu (papmarneBTUYECKUX MPOAYKTOB M BAaKIMH, MPOIIEAIINX MPEIBAPUTEIHHYIO
kBaymdukanuo BO3".

HacTosimee npuiokeHHE pacrnpoCTpaHSETCS TAKKE Ha JICKAPCTBEHHBIE CPENCTBA,
HaXOJISIIMECS Ha ATare SKCIEPTHBIX padOoT 10 BCTYIUICHUS B cCuily HacTosiux [IpaBu.

3) sKcmepTu3a JEKapCTBEHHBIX CPENICTB, MO MPOLEAype MPU3HAHUS HAYYHOU OIEHKHU
JIEKAPCTBEHHBIX IMPENAapaToOB, IMPOBEICHHBIE PETYIATOPHBIMM OpraHaMu CO CTPOTOu
perymnsitoproit cuctemoit (SRA) (CILA, EC (EMA), Kanana, [lIseiiniapusi, Benukoobpuranus,
ABcTpanusi, AnoHus) HAa OCHOBAHUU COBMECTHOW MPOLIEAYPhl YCKOPEHHOU PETUCTPAIUU C
BcemupHol opranuzanuer 31paBOOXpPAHEHUS OCYIIECTBJISETCS B COOTBETCTBUHM C
[Tpunoxenuem 5 Cepun Texnuueckux aokianoB BO3, Ne 986., 2014 r "PykoBoacTBO 1O
MIPEJCTABICHUIO IOKYMEHTAIUU JJIs MPEeKBATU(PUKAIIMNA TOTOBBIX JICKAPCTBEHHBIX CPEJICTB,
YTBEPAKAECHHBIE CTPOTUMHU PETYJIUPYIOIIUMHU OpraHaMHu'".

[Ipunoxenwne 15



K MIpaBHJIaM K MpaBHIaM
PETHUCTpAINH JEKapCTBCHHBIX
CPEICTB U MEIUITMHCKHAX
W3JEIHI 110 IPUHLUITY
"equHOro okHa'"

[Tepeuenb U3MeHEeHUH, BHOCUMBIX B PETUCTPAIIMOHHOE JI0ChE JIEKAPCTBEHHOTO CPE/ICTBA
A. AAMUHHUCTpaTHUBHBIC U3MECHEHUS

A.1 N3meHenne Ha3BaHus M (WIIM) aapeca JepiKaTeis Ipoueny
VYenosust  JIOKyMEHTBI M JaHHBIE
PETUCTPAIIOHHOTO YJOCTOBEPEHNUS pa
a) [lepxaresb PerucTpaliOHHOTO yJOCTOBEPEHHS HE | 12 A
MEHsIETCS '
6) CMena pgepxaTens pPErHCTPAIIMOHHOTO
2,3,4 IB
YZIOCTOBEPEHHS
VYcnosus

1. I[epmaTeﬂeM PETUCTPALIMOHHOI'O YAJOCTOBEPECHUSA ABJIACTCA IOPUANUCCKOC JIUIO.

HoxymeHTauus

1. JIoKyMEHT OT COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO OpraHa (HampuMep, HaJIOTOBOTO OpraHa), B KOTOPOM
yKa3aHO HOBOE HAa3BaHUE WIIH aapec.

2. TlepecmorpenHast mH(pOpManus O JICKapCTBEHHOM Ipernapare (OOHOBJIEHHAs KpaTKas XapaKTepUCTHKa
JIEKapCTBEHHOTO TpeTnapaTa, HHCTPYKIHS [0 MEJULIUHCKOMY ITPUMEHEHHIO (JIMCTOK-BKIIABIII ), MAPKHPOBKA).

3. Kparkasg xapakTepuCTHKa CHCTEMBI (apMakoHaI30pa OT HOBOTO JEp)KaTeNsd PErucTPanrOHHOTO

yroctoBepenus (manee — JIPY) BkiIrowaroT cieaylouye 3JIeMEHTH: HHpopMamus O TOM, 4YTO AEpiKaTellb
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS MMEET B CBOEM PACIOPSIKCHHM YIOJHOMOUYEHHOE JIMIO 3a TII00aibHBIN
(apmMakoHa/[30p; KOHTAKTHBIE JJAHHBIE YIOJIHOMOYSHHOTO JIMIA 3a TII00aNbHBIN (papMakoHaaA30p; AeKIapanus,
MOJINMCaHHAs IepKaTeNIeM PErHCTPAlMOHHOTO YIOCTOBEPEHHS O TOM, YTO OH UMEET CHCTEMY (hapMaKOHaI30pa
JUISL BBITTOJTHEHUS 33/1a4 M 003aHHOCTEH IO MTOCTPETNCTPAlMOHHOMY KOHTPOITIO O€301IaCHOCTH JIEKapCTBEHHBIX
CPEICTB; CChUIKA HA MECTO (azpec), TIe XpaHUTCs MacTep-(aiii cucTeMbl papMakoHaI30pa.

4. JloroBopHBIC B3aNMOOTHOIIECHHS MEXAY NMpousBoanuTeneM u JPY Ha mpaBo ocymiecTBIEHHS AATEILHOCTH T10
(hapmakoHaI30pYy.

A. 2 U3meHeHnue (TOPTOBOTO) i
OKYMEHTHI |

HAaUMCHOBAHUSI JICKAPCTBCHHOTO Y CJIOBUS [ponenypa
JaHHBIE

mpemnapara

a) JlekapcTBeHHbIe ipemapaTsl | 1,,3,4,5 1B

VYcnosus

1 M30erath myTaHMIBI C HA3BAHUSMHU CYIIECTBYIOIIMX MEAUIMHCKUX IIPETapaToB WM ke ¢ MeXIyHapoJHBIM
HEIaTeHTOBaHHbIM HamMeHoBaHueM (manee — MHH), ecnm ke HanmMeHOBaHWE OOLIETIPHHATOE, U3MEHEHUE
MIPOM3BECHO B CIIEITYIOLIEM ITOPSAKE: OT OOIIENPUHATOr0 Ha3BaHU K (apmakoneiiHomy nin kK MHH

JoxyMeHTanus

1. MotuBrpoBaHHOE 000CHOBaHNE HEOOXOAMMOCTH U3MEHEHHSI Ha3BaHUs Ipernapara.

2. TlepecmorpenHas wH(pOpManus O JEKapCTBEHHOM Ipemnapare (OOHOBJIEHHAs KpaTKas XapaKTepUCTHKa
JICKapCTBEHHOTO Npenapara, HHCTPYKIHS [0 MEAUIIMHCKOMY TPUMEHEHHIO (JINCTOK-BKJIA IBIII ), MADKUPOBKA).

3. KOHI/IH }:[OKyMeHTa, BBIJAHHOI'O KOMIICTCHTHBIMHU OpFaHaMI/I CTpaHBI-HpOI/ISBOI[I/ITCHH, KOTOpBIﬁ y[[OCTOBCpS[eT
U3MEHEHHE €r0 Ha3BaHUsl.

4. ToanucanHast AeKaapamus 0 TOM, 9YT0 MECTO, CIIOCc00, COCTaB, HOPMATHBHBIN JTOKYMEHT, PerlaMEHTHPY IO
Ka4eCTBO Mpernapara OCTalIuCh 0e3 H3MEHEHH.

5. BenoMocTh HM3MEHEHHH K YTBEPKICHHOMY HOPMATHBHOMY JOKYMEHTY IO KOHTPOJIO KadyecTBa M

oe3omacuoctu JIC.



A. 3 V3MeHeHNME HAMMEHOBAHUS aKTUBHOM Y CJIOBUS JIOKYMEHTEI ¥ JaHHBIE Ipoueny
(apmaineBTHYECKON CyOCTAaHIIUH WU pa
BCIIOMOT'aTEILHOTO BEIECTBA

1 1,2 1A

YcmoBus
1. dapmaneBTHYECKas CyOCTaHIMS (BCIIOMOTaTeIbHOE BEIICCTBO) HE U3MEHSCTCS.

JoxymeHTanus

1. CeuperennpcTBo BeemupHo#t opranm3zannu 3npaBooxpaneHus (mamee — BO3) 00 yTBepKICHUH WM KOIHS
nepevHsi MexXIyHapoJHOTO HENaTeHTOBAHHOI'O HAMMEHOBaHUs. ECIM NMpUMEHHMO, TOATBEPKAECHHE TOTO, UTO
n3MeHeHne cootTBetrcTByeT locynapctBenHoit ®dapmaxomee Pecmy6nmku Kazaxcran. [lekmaparus, d9to
HAaMEHOBaHHE PACTHTEIBHBIX JIEKAPCTBEHHBIX MPENapaToB PACTUTEIBHOTO MPOUCXOXKAECHUS COOTBETCTBYET
nokymeHtam PecryOnmkn Kasaxcras.

2. IlepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

A. 4 Ul3menenue
Ha3BaHWUsI W (WJIH)
agpeca:
[IPOU3BOIUTENS (
BKJIFOYasi, €CJIHU
MIPUMEHUMO,
ILIOMIaA0K  TO
KOHTPOITIO Ka4ecTBa),
U JepKaTens
mactep- (aitna
aKTUBHOU
(hapmaneBTH4ECKOM
cyOcTaHnuu (maiee —
MOADC), wunum
MOCTaBIIUKA
aKTUBHOU
(hapmarneBTUYCCKOU
cyOcTaHIuH,
HCXOTHBIX
MaTepHaioB,
pEaKTUBOB WU
MPOMEXYTOYHBIX
MNPOAYKTOB,
UCIIOJB3yEMBIX B
MMPOU3BOJICTBE
AaKTUBHOH

VYcenosus [Ipouenypa

(hapmaneBTHIECKON
cybcrannuu (ecnu
yKa3aHo B
TEXHUYECKOM JIOChE),
ecnu B
peruCTpanuOHHOM
JI0OCbE OTCYTCTBYIOT
cepTH(HUKATHI
coorBeTcTBUs Ph.
Eur., AU
MPOU3BOIUTEIIS
HOBOTO
BCIIOMOTaTEIHHOIO
BemiecTBa  (eciu



yKa3aHO B JokymMeHTH U
TEXHHUUYECKOM JI0ChE) JaHHBIC

1 1,2,3 1A

YcmoBus

1. HpOI/ISBOZ[CTBeHHaﬂ IJiomazaka 1 HA OAHa U3 NpOU3BOJACTBCHHBIX onepaunﬁ HC U3MCHACTCA.

JoxymeHTanus

1. OdunmanpHEIN JOKYMEHT OT YIIOJIHOMOYEHHOT'O OpraHa (HalmpuMep, HaJOroBOTO OpraHa), B KOTOPOM YKa3aHO
HOBOE Ha3BaHUE U (WIN) aapec.

2. [TommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeiy (pasaesam) JoCke.

3. [Ipu m3menennu HazBaHus aepxkatenss MOADC — oGHOBICHHOE pa3pelIeHre Ha TOCTYII.

A. 5 H3meHeHue
Ha3BaHUS ¥ (WJIH)
anpeca
MIPOU3BOAHUTEIS
JEKapCTBEHHOTO
npenapara, BKJIOYast

Joxymen
VYcnosust Tl u IIpouenypa

JTaHHBIC
BBIITyCKaOI[HE

MJIONMaaKHU u
IUIOMAAKU IO
KOHTPOITIO Ka4ecTBa

a) [eiictBus, 3a
KOTOpBIE OTBEYaeT
MIPOU3BOAUTEND (
HMIIOpTED),
BKJIFOYAIOT BBIITYCK
cepuit

1,2,3 1A

6) [eiicTBus, 3a
KOTOpBIE OTBEYaeT
MpOU3BOIUTENE 1
HMIIOpTEpP), HE
BKJIIOYAIOT BBIITYCK
cepuit

,2,3 1A

Ycnosus

1. Her u3MeHeHHs B NPOM3BOACTBEHHOM IIporiecce, (AaKTHIECKOM MECTE PACIOJIOXKEHMS IUIOMIAIKH, B
HOPMAaTHBHOM JOKYMEHTE 10 KOHTPOJIIO KauecTBa M 0€30MMacHOCTH JICKApCTBEHHOTO CPEJICTBA.

JoxyMmeHTanus

1. Konus WCrpaBIeHHOTO pa3pelieHus] Ha MPOU3BOACTBO (MPH HATUYMK) WIH O(UIIHANBHBIA JOKYMEHT OT
COOTBETCTBYIOIIEr0 YIIOJIHOMOYEHHOT'O OpraHa, B KOTOPOM yITIOMHUHAETCS HOBOE Ha3BaHKe U (MJIH) aJpec.

2. Ecnin mpuMeHrMo, TIONIpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeiy (pa3zenam) JOCke, BKIIFOYAs
MepeCMOTPEHHYIO HHPOPMAIIMIO O JIEKApCTBEHHOM Tpernapare.

3. OOHOBIIEHHasl KpaTKas XapaKTepUCTHUKa JIEKApCTBEHHOTO Ipernapara, MHCTPYKUHS 110 MEIUIHHCKOMY
NPUMEHEHHUIO (JIMCTOK-BKIIAbIIT), MAPKHPOBKA.

W3menen

Tpebyema
e Kojaa

s
aHaTOMO-

JOKYMEHT
TepareBT

anus
NYECKO-X
UMHYECKO

A. 6 YcenoBus Bun mpouenypst

i (manee -



ATX)
Kiaccudu
Kaluu

1 1,2 1A

VYcmoBus 1.

W3mMmeHenue BenencTeue yreepxkacHus uin n3Menenns BO3 koga ATX.

JoxyMeHTanus

1. CeugerensctBo BO3 006 yTBepkaeHNN MK Komus mepedHs kogoB ATX.

2. TlepecmorpenHas wH(pOpManus O JEKapCTBEHHOM Ipemnapare (0OHOBIEHHAs KpaTKas XapaKTepUCTHKA
JIEKapCTBEHHOT' 0 Iperapara).

Hckmroue

Tpe6
Hie pebyema

s
HPOU3BOJ

. JOKYMEHT
CTBEHHOI

alus
ImIomaak

u (B TOM
qycie s
aKTUBHOU
(hapmare
THYECKOM
cybcTaHIy
nu,
MIPOMEXY
TOYHBIX
MPOIYKTO
B,
JIEKapCTBE
HHOTO
npemnapar
a b
YIaKOBIIT
nKa,
MIPOM3BO]
A7 arens, VYcnoBus Bun npouenypst
OTBETCTBE
HHOTO 3a
BBIITYCK
cepuu,
KOHTPOJIS
KadecTBa
cepuit
UIHU
MTOCTaBIIHU
K a
HCXOJTHOT
0
Marepual
a ,
peakTuBa
i) 871
BCITOMOTa
TEITLHOTO
BEIIECTBA



(ecnm
yKa3aHbl B
JIOCHE)

1,2,3 1,2 1A
VYcenoBus
1. Ocraercs He MeHee OIHOM paHee OJOOPEHHOW NPOM3BOACTBEHHON IUIONIANKH (TIPOU3BOJUTENS),
OCYIIECTBISIOMNX T€ Xe (PYHKIUH, YTO ¥ HOAiexamue uckmodeHnto. Ecnu nmpumennmo, B PecmyOinke
Kazaxcran ocraercs, Mo MeHbIIEH Mepe, OAWH MPOU3BOANTENb, OTBEYAIONINI 32 BEHIIYCK CEPHiA, CIIOCOOHBII
cepTH(UIMPOBATh HCIIBITAHUE MPOJYKTA B LEJISIX BhITycKa cepuii B Pecriyonuke Kazaxcran.
2. VcknroueHne He SBISIETCSI CIEACTBHEM KPUTHIECKUX HEJJOCTATKOB IIPOU3BOJICTBA.

JoxymeHTanus

1. B dopme 3asBieHNsT 0 BHECEHUN M3MEHEHHI HEOOXOIMMO YeTKO 0003HAUNTh "Tekymux" u "mpeaiaraembix”
MIPOM3BOANTENEH, IEPEUYHCICHHBIX B 3asBICHMHM O perucrpanuu. 2. [lompaBka K coOTBeTCTBYIOLIEMY(
COOTBETCTBYIOIINM) pa3ielly (pas3zesnaM) J0Cke, BKJIIOYAs NMEePECMOTPEHHYIO HH()OPMALHUIO O JIEKapCTBEHHOM
mpenapare.

A. 8 MH3menenus
JNaThl ayauTa i

Bepudukanuu
COOTBETCTBHSA
TPOU3BOIUTENS Tpebyema
aKTHBHOM s

. YciuoBus Bun npouenypst
(hapmarneBTUYCCKOU JIOKYMEHT
cybcTaHIUU arust
MmpaBUiaM
HaJJiexamiei
TIPOU3BOJICTBEHHOM
MIPAKTHKU

- 1 IA

JoxymeHTanus

1. IInceMeHHOE TOATBEP)KICHHE IPOU3BOMUTENS JEKApCTBEHHOTO IIpelapara, CoJepiKallee yKa3aHHE O
Bepu(UKaLNM COOTBETCTBUS MPOU3BOAUTENS aKTUBHOW (apmaneBTudeckoit cybcrannuu IlpaBunam
Ha/JIe)Kalei Mpon3BOACTBEHHOHN npakTHKU Pecrry6nuku Kazaxcran.

b. U3meHenus kauecTBa
b.I AxtuBHas dapmareBTUYeCKas CyOCTaHITUS
b.1. a) ITpou3BoacTBO

b.l.a.l N3menenue
MIPOU3BOIUTENS HCXOJHOTO
Marepuana (peakTuBa)
MPOMEXYTOYHOTO
MIPOJIYKTa, MCIIOIb3YEMOTO
B IIpoIlecce MPOM3BOJICTBA
AKTUBHOHU
(hapmareBTHIECKON
cybcTaHIIUU 1781071
W3MEHEHHE NPOU3BOIUTES
AKTUBHOM
(apManeBTHYECKON VYcenosus Bun npouenypsr
cyOcraHnnu (BKJIIOYA,
eclIu  TPUMEHHUMO,
IUTOMIAIKK TI0 KOHTPOJIO
KadyecTBa) aKTUBHOI



(apManeBTHYECKOM TpeOyemast moKyMeHTaIMs
cyObcTaHIIMU, e€ciau B

PETUCTPAINOHHOM [IOCHE

OTCYTCTBYET CepTH(HKAT

COOTBETCTBUS

EBponelickoit

®dapmakonuu.

a) IIpenmaraemsrit

MPOU3BOIUTEIb

[PUHAJIEKUT K TOH XKe

(hapmaneBTHYECKOM 1,2,3 1,2,3,4,5,6,7, 1A
rpynmne, qTo i

0on00OpeHHBIH

TIPOU3BOIUTEIH

6) BHecenue HOBOTO

MPOU3BOIUTEIIS aKTHBHOMN

(apManeBTHYECKON - - II
cybcTaHIINH,

obocHoBanHO MOADC

B) IIpennaraemsrit
MIPOU3BOIUTEIH
HCTOJB3YET  pPE3KO
OTJIUYAKOIIUNCSI CIIOCO0
CHHTE3a WU YCIOBHUSA
MPOU3BOJCTBA, KOTOPHIC
MEHSIOT Ba)XHBIE
MmoKaszaTeln KadyecTBa
AKTUBHOMH
(hapmaneBTHUECKOM
cyOcTaHINM, TaKWe Kak
Ka4eCTBCHHBIM H (WJIH)
KOJIMYECTBEHHBIH TPOQIIIH
npuMeceit, TpeOyrommii
KBAIHM(UKALIUK, WA
(hHU3UKO-XUMUIECKIE
CBOMCTBA, BIIMSAIONINE Ha
OMOIOCTYIHOCTD

r) HoBelit mpoussoauTens

Marepuana, TPeOyIOIIero

OL[EHKH  BHPYCHOH

OezomacHocTH W (WIIH) - - II
pucka TpaHCMUCCHUBHOU

rybuaroii sHuedanonaTuu

(manee — TT'D)

n) M3MeHeHne 3aTparuBaet

OHMOIOTHYECKYIO aKTHBHYIO

(hapMaIreBTHIECKYIO

cyOCTaHIHIO UITH

UCXOMHBIA Matepuan (

PCaKTUB) MPOMEKYTOUHBII

MPOAYKT, - I
HUCIOJB3YIOIMICS B

MPOU3BOICTBE



01 0JIOrUYECKOT0 (
UMMYHOJIOTHYECKOTO)
JTeKapCTBEHHOTO
mpernapara

e) H3Mmenenue mnopsaka
KOHTpPOJISI  KadecTBa
AKTUBHOHU
(hapmaneBTHUECKOM

cyOcranmuu: cMeHa wid 2,4

Jo0aBjIeHUE TIIOMIAIKH, Ha
KOTOPOW OCYIIECTBIISIETCS
KOHTpOJIb  (MCTIBITaHNE)
cepuii

k) BHecenue HOBOro
MPOU3BOJIUTEISI AKTUBHOM
(dhapmaneBTHYECKOM
CyOCTaHIINN, He UMEIOTIeH
MOADC u Tpebyromeit
CYIIECTBEHHOTO
OOHOBIECHUSA
COOTBETCTBYIOUIETO
paszziena J0Cke IO
AaKTUBHOH
(hapmaneBTHYECKOM
cyOCTaHIIH

3) Bxaouenue
albTEepHATUBHOU
miaomanaKu no
CTEpIIIN3AIH aKTHBHOM
(hapmaneBTHUECKON
cybcraHuuu c
HCIIOJIb30BAaHUEM METO/a
T'ocynapctBenHOM
®dapmakonen Pecryonuku
Kazaxcran

n) Buecenue HOBOH

njomajaku mo
MUKPOHHU3AIHA

K) N3MeHeHUS
corlameHui mo

UCTIBITAHUSM 10 KOHTPOJIIO
KayecTBa OMOJOTMYECKOi
AKTUBHOH
(apManeBTHYECKON
cyOCTaHIIMM: 3aMEHa WU
BKJIFOUCHHE TUIOMIAIKH, Ha
KOTOPOM OCYIIECTBIAETCS
KOHTPOJb (MCIBITaHUA)

cepui, BKJIOYAs
Ouonoruuyeckui (
MMMYHOJOTHYECKIHN) (

WMMYHO-XUMHIECKHUH)
METOA

2,5

I,S

1,2,4,5,8

1,4,5,6

IA

II

IB

IA

II



n) Hoeas miomanka 1o
XpaHEHUIO TJIABHOTO OaHKa
KIIETOK U (Win) paboumx
0aHKOB KJIETOK

1,5 IB

Ycnosus

1. Cneuudukanyy UCXOAHBIX MaTEPUANIOB U PEAKTUBOB (BKIIIOYAs! BHY TPUIIPOU3BOICTBEHHBIE KOHTPOIIU, METOIBI
aHajgM3a BCEX MaTepHalioB) WJAGHTHYHB paHee ojo0peHHBIM. Crnenudukanuu (BKIIOYas
BHYTPUIIPON3BOJICTBEHHBIH KOHTPOJIb, METO/IBI aHAJIM3a BCEX MAaTEpPHAJIOB), CIOCOOBI IPUTOTOBIICHUS (BKITIOYAs
pasMep cepun) H MoApoOHBIN crIocod CHHTE3a MPOMEXYTOUHBIX ITPOAYKTOB M aKTHBHBIX (papMarieBTHIEeCKUX
CyOCTaHITNI NICHTUYHBI paHee OA0OPEHHBIM.

2. AxTuBHas (¢apMmaneBTHYECKas CyOCTaHIUSA HE SBISETCS OHMOIOTHYECKOH (MMMYHOJIOTHYECKOHN) WITH
CTEepUIIHLHOM.

3. Ecim B mporiecce Mpou3BOACTBA HCHONB3YIOTCS MaTepHalIbl YEI0BEYECKOTO WIIN KUBOTHOTO ITPOMCXOXKICHUS,
MMPOU3BOJUTEIIb HE HCIIOJB3YET HOBOTO IMOCTAaBIIWKA, B OTHOHICHUH KOTOPOTO Tpe6yeTC${ OLICHKa BI/IpyCHOFI
6e3omnacHocTu 1 cootBeTcTBUE ['ocynapcTBenHoN Papmakonee Pecriyonuky Kazaxcran 1o MUHUMHU3AIMK pUCKa
nepefayd areHToB ry0yaToll sHIE(ANONaTUH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IIPENapaToB JUIs
MEIMIMHCKOTO M BETEPUHAPHOTO NPUMEHCHUSI.

4. Tpancgep TeXHOJIOTHi cOo CTapoil Ha HOBYIO IUIOMIA/IKY POU3BEIEH YCIICIIHO.

5. Cneundwukanust Ha pa3Mep YacTHIl aKTUBHOW (apManeBTHYECKOH CyOCTaHIIMM M COOTBETCTBYIOIIMH
AQHAJTMTHYECKUI METOJ HE U3MEHSIOTCS.

JoxyMeHTanus

1. Ecin mprMeHuMoO, TToTpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3aenam) J0Che.

2. Jlexmaparusi AepKaTels perucTpauoHHoro yaocroseperns mwin gepxareinst MOADC cooTBETCTBEHHO, UTO
MpOIEAYPHl KOHTPOJS KadecTBa crocoba cuHTe3a (MM JUIsl pacTHTEIbHBIX JICKAPCTBEHHBIX MpenapaToB (
COOTBeTCTBeHHO)Z METOJIa TPHUTOTOBJICHUA, reorpa(blxmeCI(oro HNCTOYHHUKA, NPOU3BOACTBA paCTHTeJ’IbHOﬁ
(hapMmaneBTHUECKON CYOCTaHIMM U MpOLEcca MPOU3BOACTBA) U CIIEUU(PHUKALUN aKTUBHON (apMareBTHYECKOH
CyOCTaHIIMM M HCXOJHOTO MaTepuasia (peakTHBa) IPOMEXYTOYHOTO IPOXYKTa B IpoIlecce MPOU3BOJCTBA
AKTHBHOW (papMarieBTHIECKOH cyOCTaHIINM (€CIIH MPUMEHNMO) HE OTIINYAIOTCS OT paHee 0100pEHHBIX.

3. Jlubo ceprucukar coorsercTBus EBpomeiickoit ®@apmakonen mo TI'D ans m000ro HOBOrO HMCTOYHHKA
MaTepuana, Ju00 (ecnM MPUMEHMMO) NOKYMEHTAIbHOE IOATBEP)KIACHHWE TOTO, YTO HCTOYHHK MaTepHhana,
nojBepxkeHHbIN pucky TI'D, paHee mccienoBancs YHNOTHOMOYEHHBIM OPraHOM; M OBUIO MOATBEPXKIEHO €ro
cooTtBeTcTBHE l'ocynmapcTBenHoit Papmaxornee PecrmyOnmku KasaxcTtan mo MHHMMH3aIMM pUCKa Teperadd
arcHTOB ry6an0171 SHHC(I)aHOHaTI/II/I JKUBOTHBIX MMOCPCACTBOM JICKAPCTBCHHBIX NPETIapaToB i1 MECAUIHUHCKOIO0 U
BETEpPHHApHOT0 prMeHeHus. HeoOXoauMo npeacTaBuTh CIeIyIOMINe CBEACHUS: Ha3BaHHE IIPON3BOIUTEINS; BU
JKUBOTHBIX M TKaHU, U3 KOTOPBIX MOIy4eH MaTepHai; CTpaHa MPOUCXOXKACHUS *KUBOTHBIX, €T0 HCIOIb30BAHUE U
MIPUEMIIEMOCTH B ITPOIILIOM.

4. lannple aHanm3a cepuil (B popMare CpaBHUTEIHHON TaOIHIIET), IO MEHBIIEH Mepe, ABYX ceprid (110 MeHbIIeH
Mepe, OIBITHO-TIPOMBIIIJICHHBIX) aKTUBHON (hapManeBTHUECKONH CyOCTAaHIMM OT TEKYIIMX W IIpeJlaraeMbIX
MIPOM3BOTUTENCH (TTOMIA/IOK).

5. B ¢dopme 3asBneHNs 0 BHECEHHH M3MEHEHUI HEOOXOIUMO 4eTKO 0003HAaYHTh "TeKymmx" u "mpemiaraeMpix"
MIPOU3BOIUTENICH, KaK yKa3aHO B paszeie 2.5 GopMbl 3asiBICHUSL.

6. Ecnu akTuBHas dapmaneBTiHyeckas CyOCTaHINS UCTIONB3YETCS B KAYeCTBE HCXOAHOTO MaTepHala, JeKIaparys
KBaJ’[I/I(bI/IHI/IpOBaHHOFO JIMIa KaXXJa0ro JACpiKaTejd JIMIECH3MW Ha MPOU3BOACTBO, YKAa3aHHOI'O B 3asABJICHHUU, U
KBaJTH(DUIIMPOBAHHOTO JIMIA KaKAOTO JiepXKaTes JIMIEH3MH Ha MPOU3BOJICTBO, YKa3aHHOTO B 3asBICHHH B
KayecTBE OTBETCTBEHHOTO 3a BBINYCK cepHil. B mekmapanusx HeoOXOAMMO yKa3aThb, YTO IPOU3BOJIUTEIH(
MIPOM3BOANTENN) AKTUBHOH (hapMaleBTHUECKOH cyOcTaHIMM, yKa3aHHBIH (yKa3aHHBIE) B 3asBJICHUM,
OCYIIECTBIISIET (OCYIIECTBIISIOT) CBOIO JESATEIBHOCTH B COOTBETCTBUM ¢ IlpaBmimamm Haamexamiei
MPOW3BOACTBEHHOW mpakTUku PecnyOmmkn KaszaxcraH B OTHONmIEHHWH WCXOIHBIX MaTepuaioB. [lpu
OTIpe/IeIEHHBIX 00CTOSTEIBCTBAX JIOIYCKACTCS MPEACTABIATh OAHY AEKIapalyio (CM. IpUMeYaHue K H3MEHEHHIO
b.11.6.1).

7. TapaHTuitHoe MUcbMO (NP HEOOXOIUMOCTH) MPOU3BOJUTENS aKTHBHOW (hapMaleBTHUECKOH CyOCTaHIUH
OTIOBELIATh JIepXKAaTeNsd PErHCTPAIlMOHHOTO yIOCTOBEPEHHUS O JIIOOBIX M3MEHEHHMSX Mpoliecca MPOU3BOICTBA,
crienuQUKai 1 aHATUTHYECKUX METOIMK aKTUBHOH (hapManeBTHYECKOH CyOCTaHINH.



8. HO,HTBep)K,HeHI/Ie TOro, 4To IMmpeiaracMad IJiomaaka JOJIKHBIM 06pa30M JIMIICH3UpPOBaHa B OTHOIICHUU
paCCManHBaGMOﬁ HeKapCTBCHHOﬁ (i)OpMI)I, JICKApCTBCHHOI'O IIperapara nuin HpOPI3BOZ[CTBCHHOI>‘I Oorecpanuu.

b.l.a.2  HN3meHeHus
mpolecca MPOU3BOJCTBA
AKTUBHOMU
(apManeBTHYECKOM
cyOCTaHIIH

a) HecymecTtBeHHOE
U3MEHEHHE IIpolecca
MIPOM3BOJICTBA aKTHUBHOMN
(apManeBTHYECKON
cyOCTaHIIH

0) 3Ha4YUTENIbHOE
U3MEHEHHE IIpolecca
MPOM3BOICTBA AKTUBHOMN
(bapmaleBTHYCCKOM
cyOCTaHIIUU, KOTOpOE
OKa3bIBAET CYIIECTBEHHOE
BIMSHHAE Ha KadecCTBO,
0e301MacHOCTh  HIIH
3G PEKTUBHOCTH
JEKapCTBEHHOT O
npenapara

B) I3MeHeHHe 3aTparuBaer
OUOJIOTHYECKYIO (
MMMYHOJIOTHYECKYIO)
cyOcTaHIIHIO 501854
HCIIONIB30BaHUE APYIOTo
BEILECTBA, IOJTYYEHHOTO
nyTeM XUMHUUYECKOTO
CUHTE3a, npu
NPOU3BOJICTBE

01 0JIOrHYeCcKOro (
HMMYHOJIOTHYECKOTO)
JEKapCTBEHHOT O
npernapaTta, KOTOpoOe
OKa3bIBaeT CYLIECTBEHHOE
BIUSHUE Ha KayecTBO,
0e30macHOCTh  HIIH

30 PEKTUBHOCTH
JEKapCTBEHHOT O
npernapaTa U He CBA3aHO C
MPOTOKOJIOM

r) I3MeHenne 3aTparuBaeT
pacTUTENbHBII
JIEKapCTBEHHBIN Npenapar,
a HMEHHO:
reorpaUUeCKuil HCTOUHUK
, CIIOCOO TPOM3BOJCTBA
WM TIPUTOTOBJICHUS

1,2,3,4,5,6,7

Tpebyemast nokymMeHTanus Bun noreaypsr

IA

II

II

II



n) HecymecrBennoe - 1,2,3,4 IB
U3MEHEHHE 3aKPBITOHN
yactu MOADC

Ycenosus

1. HexemnartenpHOe M3MEHEHHE KAad4eCTBEHHOTO WM KOJHMYECTBEHHOTO MPOQIIL MpUMeced, wWiIn
(HhU3UKO-XUMHYCCKHX CBOHCTB OTCYTCTBYET.

2. Cnocob cuHTEe3a OCTaeTcs TeM K€, TO €CTh IMPOMEKYTOUYHbIE MPOAYKTHI HE M3MEHSIOTCS W B IpOIlecC HE
BBOJSITCS. HOBBIC PEaKTHBBI, KaTalM3aTOPhl WM PacTBOpUTENU. I'eorpaduueckuii HCTOUHUK, MPUTOTOBICHHE
PacTUTENILHOTO CHIPhS U CIOCO0 MPOMU3BO/ICTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX ITPENapaToB HE N3MEHSIOTCS.

3. Crierukanuy akTHBHOM (papManeBTHUECKOM CyOCTAHITUH U TIPOMEXKYTOUYHBIX MTPOJAYKTOB HE H3MEHSIOTCS.
4. VI3MeHeHNe TOJHOCTHIO OIMKCHIBAETCS B OTKPHITON dactu (dactu "ycmyromosydarensa') MOADC (ecau
MPUMEHHUMO).

5. AkTHBHas (hapMarieBTHUYCCKast CyOCTAHITUS HE SBIISICTCS. OMOJIOTHYSCKON (MMMYHOJIOTHYECKO) CyOCTaHIHEH.
6. V3MeHeHHe He 3aTparuBaeT reorpauueckuii MCTOYHHMK, CIOCOO MPOU3BOACTBA WJIM IPUTOTOBJICHUS
JIEKaPCTBEHHOTO PACTUTEIBHOTO TIpenapaTa.

7. I3meHeHue He 3aTparuBaeT 3akpbIToi yuactu MOADC.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3feny (pas3zienaM) AOChE, BKIIOYAs MPsSMOe
CpaBHEHHE TEKYILETO U HOBOTO IIPOILIECCOB.

2. Jlannple aHanm3a cepuil (B popmare CpaBHUTEIBHON TaOIHIIBT), IO MEHBIIIEH Mepe, OBYX cepHid (110 MeHbIIeH
Mepe, OIBITHO-ITPOMBIIIUICHHBIX ), TIPOU3BEICHHBIX C TOMOIIBIO 0I00PEHHOTO U MPEATIaraeéMoro IPOIECCOB.

3. Komnu yTBep>KACHHBIX CIIEI(PHUKANNN aKTHBHOH (hapMarieBTHIECKOH CyOCTaHITIH.

4. lexmaparus JepKateisi perucTPalioOHHOTO yaocToBepeHus wim nepxkareinss MOADC coOTBETCTBEHHO, UTO
U3MEHEHNE KadeCTBEHHOTO M KOJIWYECTBEHHOTO Mpodmis mpuMeced HiIu (U3NKO-XMMHUYECKHX CBOWCTB
OTCYTCTBYET, clioco0 CHHTE3a, criequ(uKanuy akTHBHOW (hapMaleBTHYECKOI CyOCTaHIIMK M MPOMEKYTOUHBIX
MPOJIYKTOB HE U3MEHSIOTCS.

k b.1.a.2.0) [lon 3HaYNWTENFHBIMH W3MEHCHISIMH aKTHBHBIX (DapMaleBTHUCCKUX
cyOcTaHIUH, MOJNyYEHHBIX ITyT€M XHMHYECKOTO CHHTE3a, IOApa3yMeBaloTCs
M3MEHEHUsSI CIocoba CHUHTE3a WIM YCIOBUH MPOU3BOJCTBA, KOTOPBIE CIOCOOHBI

[Ipumeuanue M3MCHUTH BKHBIC MIOKA3aTENIA KaYeCTBA aKTUBHOM (hapMaIeBTHUCCKON CYyOCTaHIUH
, TaKUe KaK KAaueCTBCHHBIM W (WIM) KOJHMYCCTBEHHBI MNPOQIIb MpUMECEH,
TpeOyIOMUN KBaTH(PUKAINH, WIH (PU3UKO-XUMHYSCKHAE CBOHCTBA, BIHIONIAC HA
OMOIOCTYITHOCTb.

b.l.a.3  H3meHeHue
pasMmepa cepun (BKIIOUas
JTUAIa30HbI pa3Mepa Cepuu
) AKTUBHOU
(hapmaneBTHUECKOM
cybcTaHIuH U
MPOMEXYTOYHOTO
MPOAYKTA, UCIOJIB3YEMOI0
B TIpOIleCCe MPOU3BOJICTBA
AKTHBHOM
(hapmaneBTHUECKOM
cyOCTaHIIH

Ycnosus TpeOyemast nokymeHTanusi Bun nponenypsr

a) YBenuueHHe pasmepa

cepuu BIUIOTH 10 10 pa3 no

CpPaBHEHUIO C 1,2,3,4,5,6,7,8 1,2,5 1A
3aperucTpUpOBaHHBIM

pa3mepom



0) 10-xpaTHOE 1,2,3,4,5 1,2,5 1A
pasyKpyITHeHe

B) UM3menenmne tpebyer

aHaJIM3a CONOCTaBUMOCTHU

OuoOrn4YecKou (

HMMYHOJOTHIECKON) - - II
AKTUBHOHU

(hapmaneBTHUECKOM

cyOCTaHIIH

r) YBenuueHue pasmepa

cepun Oosee 10 pa3 mo

CpPaBHEHUIO c - 1,2, ,4 1B
3aperucTpUpPOBAHHBIM

pa3mepom

) VYBenuueHue (
yYMEHbBIIIEHHE) MaciTada
MPOU3BOACTBA
OMONMOTHIECKOM (
MMMYHOJIOTHYECKOH1)
AKTUBHOMH - 1,2,3,4 1B
(apManeBTHYECKON
cybcTaHIUU oe3
HW3MEHEHHUs Ipolecca
TIPOM3BOJCTBA (HAIIpUMeEp,
TyOmMpoBaHue JINHUHN)

VYcnosus

1. Bce m3MeHeHHMsI METOJOB IPOM3BOJCTBA 3aTPAarvBalOT JIHMIIb HEOOXOIWUMBIC Il YKPYIHEHUS WIN
Ppa3yKpyIHEHHs, HallpuMep, UCIIOIb30BaHUE 000pYI0BaHKE JIPYToro pa3Mepa.

2. HeoOX0auMO TIpeNCTaBUTh pe3yJbTaThl HCIBITAHUI COTJIACHO CIIeNU(UKAanUsiM HE MEHee IBYX Cepuit
MpeIaraeMoro pasMepa CepuH.

3. PaccmarpuBaeMblif JIEKapCTBCHHBIH Ipenapar He SBISETCS OHOJNOTMYECKHM (MMMYHOJIOTHUYECKHM )
JIeKapCTBEHHBIM MPETIapaToM.

4. VI3MeHeHHe He BIUSIET HeXeIaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOMMOCTE MpOLecca.

5. HenpenBUIACHHBIX CUTYalHX, BOSHUKIIHNX B X0J€ MPOH3BOJICTBA, WM HAPYIICHNS CTaOMIBHOCTH U3MEHEHHE
HE OCYIIECTBIISAETCSL.

6. Crienmukaniiy aKTHBHOM (papMareBTHUECKOM CyOCTaHINH (TIPOMEXYTOUHBIX) TIPOTYKTOB HE U3MEHSIOTCS.
7. AxTHBHasA (apManeBTHYECKas CyOCTaHIIMS HE SBISCTCS CTEPUIIBHOM.

8. Pasmep cepum Haxoasarcs B mpexene 10-KpaTHOTO Juana3oHa pa3Mepa CEepuH, MPEeAyCMOTPEHHOrO MpPH
PETHUCTPALMHU WU MOCIIe OCIEeAYIOMEero H3MEHEeHHs], He SABJISBIICTOCS U3MEeHeHneM [A Tuna.

JoxymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeny (pa3zeiaM) I0Che.

2. Homepa cepuil HCIIBITAHHBIX CEPUIl UMEIOT Mpe IaraéMblii pa3Mep CepHH.

3. lannsle aHanm3a cepuil (B hopmare cpaBHUTENBHON TaOIHUIIBI), IO MEHBIIEH Mepe, OJHON MPOMBIIUICHHON
Cepuu aKTHBHON (apMaleBTHYeCKON CyOCTaHIIMM WJIM HPOMEXKYTOYHOTO MPOAYKTa COOTBETCTBEHHO,
MPOM3BEZICHHON B YTBEP)KAECHHOM M IpejaiaraeMoM pasmepe. [1o 3anpocy He0OX0MMO MPEACTaBUTh IaHHBIE MO
CJIEAYIOIIMM JBYM IIOJIHBIM ITPOMBIIIJICHHBIM CEPHsM; JIepXKaTeslb COOOIIAeT, €CIM Pe3yabTaThl aHaIu3a He
YKJIQIBIBAIOTCS B CTICIM(UKAINIO ¥ IPEATI0KUTD TUIAaH JeHCTBHH.

4. Kommu onoOpeHHBIX crenuuKanui akTHBHOW (apManeBTHUECKOH cyOcTaHIMU (M HPOMEXYTOUHBIX
MIPOILYKTOB, €CIIM MPUMEHUMO).

5. Jlexnapanus AepKaTels perucTpaluoHHOro yaocrtosepenus i gepxarenst MOADC cooTBETCTBEHHO, YTO
BCE N3MEHEHHS METOJIOB IIPON3BOJICTBA 3aTPArHBAIOT JIMIIh HEOOXOANMBIE JUIS YKPYIHEHHS WIIN pa3yKpyIHEHHS,
HalpuMep, UCTIOJIb30BaHUE 000PYIOBAHUE IPYTOTO pa3Mepa; M3MEHEHNE HE BIHSIET HEXKENaTeIbHbIM 00pa3oM Ha



BOCIPOU3BOJAUMOCTD IPOIECCA; UBMCHCHUC HC SABJIACTCA CIICACTBUCM HECTIPCABUACHHDBIX CPITya].[Hﬁ, BO3HUKIIHNX B

XOJie TIPOM3BOJICTBA, WIIM HAPYIICHNS CTAOMIIBHOCTH; CTIel(rKaIMy akTHBHOH (papMarieBTHIeCcKOil cyOcTaHIMI

(TIpOMEXYTOYHBIX TIPOAYKTOB) HE U3MEHSIIOTCS.

b.l.a.4 W3menenue
BHYTPHIIPOU3BOICTBEHHBIX
UCTIBITAHUN HITH KPUTEPUEB
MPUEMIIEMOCTH,
WCIONB3YIOMUXCS TPH
MPOU3BOJACTBE AKTHUBHOU
(dhapmaleBTHYECKOM
cyOCTaHIuH

VYcaoBus

a) VYxecToueHUe
BHYTPHUIIPOU3BOACTBEHHHIX 1, 2, 3,4
KPUTEPUEB IIPUEMIIEMOCTH

0) JloOaBiaeHHE HOBBIX
BHYTPHITPOU3BOICTBEHHBIX

N 1,2,5,6
WCTIBITAHUN HITH KPUTEPHEB
MPUEMIIEMOCTH
B) Ucknrodyenue
HE3HA4YUMOTO

1,2,7

BHYTpPHUIIPONU3BOACTBCHHOI'
O HUCIIBITaHUA

r) Pacmupenue
0100pEeHHBIX
BHYTPHIIPOU3BOICTBEHHBIX
KPUTEPUEB MPUEMIIEMOCTH,
KOTOpBIE CYIIECTBEHHO
BJIMSIOT HA COBOKYITHOEC
KauyecTBO  aKTHBHOE
(bapmaleBTHYCCKOH
cyOCTaHIIH

) Ucknrouyenne
BHYTPHUIIPONU3BOICTBEHHOT
O HCIBITaHUS, KOTOPOE
CYIICCTBEHHO IMOBIUSACT Ha
COBOKYITHOE Ka4eCTBO
AKTHBHOH
(hapmaneBTHIECKON
cybcranun

e) JJobaryienue uin 3amMeHa
BHYTPHIIPOU3BOICTBEHHOT
O WCHOBITAHUS W3
coobpaxeHui
06e30mMacHOCTH WU
KavecTBa

YcmoBus

TpeOyemast nokymeHnTauus Bun npouenypst

1,2

1,2,3,4,6

1,2,5

1,2,3,4,6

1A

IA

II

II

IB

1. I3MeHeHHMe He SBISETCS CIEACTBHEM KaKOTo-THO0O 00s3aTeNbCTBA, NMPHUHSATOTO IO pe3yjibTaTaM paHee
MIPOBEICHHBIX IKCIIEPTHU3 C IIENbI0 aHAIN3a KPUTEPHEB NMPUEMIIEMOCTH CIenU(HUKanuy (HaIpuMep, B XOZe

peTHCTpaly WiN BHeCeHHs n3MeHenni 11 tuma).

2. "3MeHeHne He SBISETCS CIEACTBHEM HENPEABHACHHBIX CHUTyallMi, BO3HHUKIINX B XOAE IPOM3BOJACTBA,
HampuMep, HOBas HEKBAIM(DUIIMPOBAHHAS MTPUMECh, U3MEHEHUE TIPEIETIOB CONEeP KaHNU CyMMBI TPUMECEH.

3. JIro60e n3MeHeHNe YKIIaIbIBAIOTCS B IUATIa30H JAEHCTBYIOIINX OZOOPEHHBIX KPUTEPHEB IPUEMIEMOCTH.



4. AHanMTHYECKas METOIUKA HE U3MEHICTCS FITH U3MEHSETCS] He3HAUUTEIIBHO.

5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METOJI0JIOTHH, UCIIOIb3YEMOU [TI0-HOBOMY.

6. HoBBIif METOA MCIIBITAaHUS HE SBIAETCS OMOIOTHYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXUMHYECKUM) HITH
METOJIOM, B KOTOPOM HMCHOJIB3YETCs] OMOJIOTHYECKUI PEaKTUB JUIsl ONOJIOTHYeCKON aKTUBHOI (hapMaleBTHYEeCKOi
cyOcTaHIuH (32 UCKIIFOYCHUEM CTaHIAPTHBIX (papMaKONECHHBIX MUKPOOHOIIOTHIECKAX METOIOB).

7. Tlapametp crnenuduKaiiy HE 3aTParuBacT KPUTHUYCCKHUN MapaMmeTp, HANpUMeEp, JIF000H U3 CIeIyHOIINX:
KOJIMYECTBEHHOE OIpENeICHUe, MPUMECH (E€CIU TOJBKO OIPEICIICHHBIA PACTBOPUTENh OJHO3HAYHO HE
HCIIONB3YeTCsl B MPOU3BOJICTBE aKTUBHOW (hapMameBTUIECKOH CyOCTaHINM), Jiro0as KpuThdeckas Gpu3muecKas
XapaKTEpPUCTHKA, HAIPUMED, pa3MEpP YACTHUILI, HACBIIIHAS IUIOTHOCTh J0 M MOC]E YIUIOTHEHHUS, UCHBITAHUE HA
TIOJUTMHHOCTG, BOZA, JII000W 3aIpOoC Ha H3MEHEHHNE YacTOThI HCIIBITAHHH.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeiny (pa3zeiaM) I0Che.

2. CpaBHHTeNbHAs TA0NIUIIA TEKYIIUX U NPeAIaraéMblX BHY TPUIIPOU3BOICTBEHHBIX UCTIBITAHHUH.

3. IlompobHOe omucaHWe HOBOrO HepapMaKONCHHONW aHATUTHYCCKONM METOMMKHA WM JaHHbIC Baauganud (B
COOTBETCTBYIOIUX CITydasix).

4. JlaHHble aHamW3a JBYX MPOMBIINUICHHBIX CepUi (11 OMOJOrMYECKMX AaKTHUBHBIX (hapMaleBTHYECKUX
cyOCTaHIM, B OTCYTCTBHE KOHKPETHBIX OOOCHOBAaHWUN, — TpPHU IMPOMBIIUICHHBIC CEPHHM) aKTUBHOMI

(hapMareBTHYCCKON CYOCTaHIIIH IO BCEM ITapaMeTpaM CIICIU(UKAIIHH.

5. O6ocHoBaHue (OILIEHKA) PHCKOB CO CTOPOHBI Jiep)KaTellsl PErHCTPAIMOHHOTO YAOCTOBEPEHUS WM JIepyKaTelst
MOA®C CcoOTBETCTBEHHO, MOITBEPXKIAIONINE, YTO BHYTPHUIIPOW3BOJCTBCHHBIC MApPaMETPBI SBISTFOTCS

HE3HAYNMBIMHU WITH YCTapEBIINMHU.

6. OOoCcHOBaHHE CO CTOPOHBI JAepyKaTels PETHCTPANMOHHOTO YAOCTOBepeHWs wiu aepxkarenss MOADC
COOTBETCTBEHHO HOBBIX BHYTPHUIIPOM3BOICTBCHHBIX HCITBITAHIH U IPEICIIOB.

b.l.a.5 HN3menenue
AKTUBHOMU
(hapmaneBTHYECKOM
CyOCTaHITUH BaKIIHMHBI

VYcnosus TpeOyemas nokmenTauust  Bun nporuenyps

a) 3aMeHa Win 100aBJICHUE

HOBOT'O CEpOTHIIA, IITaMMa

, AHTHUTEHA WU

KoAgupytouei

MOCIEI0BATENbHOCTH WIIH 11
KOMOWHAIIUS CEPOTHUIIOB,

mTaMMOB, aHTUT'CHOB HJIN

KOAMPYIOMIHX

OCIIeI0BaTENbHOCTEH

JlokymenTarus HeoOXoauMast sl IPOBEACHHUS SKCIIEPTHU3EI MOANDUIIPOBAHHBIX BAKIIHH:
1. CompoBoAMTENEHOE TUCHMO C MOTHBUPYIOIINM 000OCHOBaHUEM;

2. [NompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3eny (pa3ienam) T0cke.

3. AKTyanu3upOBaHHBIC JOKYMEHTHI IO KadecTBY: [1o akTHBHOH (apMareBTHIecKoil cyOCTaHIINN:
1) obmas mHpOpMAII aKTUBHOTO BEIIECTBA: Ha3BaHUE, CTPYKTYpa, OOIIHe CBOHCTBA;
2) IpON3BOIUTEINb, OIIMCAaHNE TPOM3BOACTBEHHOIO IIPOIECcca U €0 KOHTPOJIb;

3) KOHTPOJIb UCXOIAHBIX MaTEPHAJIOB;

4) KOHTPOJIb KPUTHUECKHUX ITAIIOB U TPOMEXYTOUHOHN MPOAYKIINH;

5) Banuaanus npouecca u (M) ero OIeHKa;

6) pa3paboTka NPOU3BOJICTBEHHOTO MPOLIECcCca;

7) 10Ka3aTenbCTBO CTPYKTYPHI U XapaKTEPUCTHKH;

8) mpumecu;

9) cnenuuKaIs KauecTpa;

10) aHanuTHYECKHE METOIUKH,



11) Banumarnwsi aHATUTHYCCKUX METO/IUK;

12) 1OKyMeHT, MOATBEPKAAIONINI KayecTBO aKTHBHOTO BEII[ECTBA TPEX CepHil (cepTuduKar aHannuza cyOCTaHIN
OT TPOU3BOTUTENS, TPOTOKOIT aHATTN3a, AaHATUTHYCCKUH MACTIOPT);

13) obocHoBaHME crienUpHUKALIUN;

14) crannapTHble 00pa3Ibl I BEIECTBA;

15) cucrema ynakoBka (YKyIopKa);

16) pe3toMe OTHOCUTEIBHO CTAOUIBLHOCTH U BHIBOJIBI,

17) IIpoTOKOJI MOCTPErHCTPALIMOHHOTO H3yUeHHUsI CTAOWIILHOCTH M 00513aTeNbCTBA OTHOCUTENILHO CTaOWIILHOCTH;
18) mannbie 0 ctabunbpHOCTH. [10 rOTOBOMY Mpenapary:

1) DOKyMEHT, NOATBEPKAAIOUINN KaueCTBO TOTOBOTO IPOJYKTa TpeX cepuii (cepTuduKaT aHann3a, MPOTOKOJ
aHaiM3a), OJIHA Cepusi KOTOPOTO COBNAJaeT ¢ cepueil oOpasla JEeKapCTBEHHOTO CPENCTBA, MOJaHHOTO Ha
PETHUCTPAITHIO;

2) JOKYMEHT O NPHOHOBOHW 0€30IacHOCTH Ha BEIIECTBAa >KUBOTHOIO NPOUCXOXKICHUS OT HPOM3BOIAUTENS (
TTOCTABIIIHKA);

3) KaueCTBCHHBIH W KOJMYCCTBCHHBIN COCTaB JICKAPCTBEHHOTO MpernapaTta (aKTHBHBIC, BCIOMOTATEIBHEBIC
BCIIIECTBA);

4) TOKYMEHT, IOATBEP>KAAONINI KaYeCTBO YIIAKOBOYHOTO U YKYIOPOYHOTO MaTEPHUAIOB TOTOBOTO TIPOIYKTa;

5) dapmaneBTudeckas pazpaborka (omucaHue adc, BCIIOMOTaTeIbHBIX BEIIECTB, pa3paboTKa JIEKapCTBEHHOTO
npenapara, pa3paboTka MpOU3BOJCTBEHHOTO MPOIECCa, COBMECTUMOCTh KOMIIOHEHTOB, U3JIUIIKH, CTAOUILHOCTD,
MHUKPOOHOIOTHIECKAs YHCTOTA);

6) mpou3BOACTBEHHAS (POPMYIIa;

7) onrcaHue TEXHOJIOTUH MTPOU3BOJICTBA;

8) KOHTPOJIb B MPOIIECCE MPOU3BOJICTBA (OMEPAIMOHHBIN KOHTPOJIb);

9) MeTOBI KOHTPOIIS HCXOHBIX MaTePHAJIOB;

10) cepTrduKaThl Ka4eCTBa HA BCIIOMOTAaTEIIBHEIC BEIIECTRA,

11) MeToIpI KOHTPOJIS Ka4eCcTBa IPOMEKYTOUHBIX IPOAYKTOB (TIPU HEOOXOAMMOCTH);

12) HOpMaTHBHBIN TOKYMEHT NPOM3BOAMTENS 10 KOHTPOJIIO Ka4eCcTBa U 0€30MacHOCTH JIEKapCTBEHHOI'O CPEJICTBA
B DJIEKTPOHHOM Bujie B popmare .docx;

13) Banumarust METOJMK MCIIBITAHUI JIGKAPCTBEHHOT'O TIpernapara;

14) pe3ynabTaThl HCHBITAaHUS CTaOMIBHOCTH CPOKOM HE MeHee uYeM | Mecsll He MeHee Ha Tpex
OTIBITHO-TIPOMBITINICHHBIX CEPHUAX C TapaHTHHHOM O005f3aTeIbCTBOM O MPEIOCTABICHUH PE3yIbTATOB
HCCIIETIOBaHUM CTaOMIBHOCTH, IPOBEACHHBIX Yepe3 3 (TpH) u 6 (mecTs) MecsneB Ha 3 (TpH) MOCIeI0BaTEIbHBIX
MIPOMBIIIUICHHBIX CEPUSIX MOCIIE 3aBePIICHHS UCCICAOBAHNI CTaOMILHOCTH;

15) momomHUTENRHAS HHPOPMAITHS, TOATBEPKAAIOIIAs KauecTBO (P HEOOXOIMMOCTH).

4. T'apaHTUiiHOE TUCHMO JIEPIKATEIIST BPEMEHHOT'O PErHCTPAILIMOHHOTO YAOCTOBEPEHUsI (B MPOU3BOJIBHOU (opMe) O
MPOBEACHUU KIMHHYECKHE WCCIESIOBAHUS HMMYHOT€HHOCTH BapHaHTHON BaKIMHBI, IOCIE MOJYYCHHUS
BPEMEHHOW PErvuCTpaliH.

Jlarnable 00 UMMYHOTEHHOCTH MOHOBAJICHTHOW U IOJIMBAJICHTHOW BapHaHTHOW BaKIMHBI IIPOTHB BapHAHTHOTO
mramMMa (IITaMMOB) OLICHUBAIOTCS] HA OCHOBAHUH NIPE/ICTABICHHBIX JIaHHBIX:

KJIMHUYECKOTO HCCIICOBAHMS HWMMYHOICHHOCTH MPH TMEPBUYHON BaKIMWHAIMKM BapUAHTHOW BaKIIMHOM.
Pexomenyercst poBecTH, KAK MHHUMYM, OJIHO UCIIBITaHHE Ha CyObEeKTaX, paHee He BaKIMHUPOBAHHBIX U 03
MPU3HAKOB TPEAIICCTBYIONIEH HHDEKINY;

KIIMHUYECKOTO KCCICAOBAHUS MMMYHOTCHHOCTH MPH BaKIMHALMKM BapUAHTHOW BaKIMHOW (OJHOKpPATHOE
JIO3UPOBAHNUE) CYOBEKTOB, paHEEe MOTYYHBIINX TIEPBUYHYHO BAKIIMHAIIMIO POJUTEIBCKOMN (MCXOIHOM) BaKIIMHOM;
0 THTpax HEHUTPAIU3YIOMIUX aHTUTEI, U3MEPEHHBIX M0 OTHOIICHUIO K COOTBETCTBYIONIEMY IITAMMY (IITAMMAM )
BaKIIMHBI, TO €CTh B POJUTEIECKOM TPYIIIEe BAaKIIMHEI MIPOTHB POIUTEIBCKOTO IMITAMMAa M B BApUAHTHOH TpyIime
MIPOTHUB BAapHMAHTHOTO INTaMMa (IITAMMOB); HIDKHAA TpaHuna 95% IOBEpUTENFHOTO HWHTEpBAlla Pa3HUIBI B
YPOBHSIX CEPOKOHBEPCHH IIJIsl BAKIIMHBI C BAPUAHTHBIM IITAMMOM TI0 CPAaBHEHHUIO C POJUTEILCKUM LITAMMOM HE
npesbimaet -10%;

CEPOKOHBEPCHUSI ONpEACISIeTCS KaK YEeThIPEXKPAaTHOE YBEJIMYEHHE THUTPa OT COCTOSIHMS 10 BakUUHALUU K
COCTOSIHHIO TIOCTBAKI[MHAIINH;



JUIss MOAM(MUIIMPOBAHHOM BaKUMHBI (M3MEHEHHBIN BapHaHT (IITaMM), HCIOJIb30BAaHHBIA B MHAKTUBUPOBAHHBIX

BaKIMHAX WJIK U3MCHEHHBIN BapuaHT Oenka, MPHK v nHOW CyOBeMHHUIIBI) TPETOCTABISIOTCS JOKA3aTeIbCTRA,
YTO BapHUAHTHBIC BAKIIMHBI POU3BOIATCS TEM KE IIPOU3BOIUTEIIEM C HCIIOIB30BAHUEM TOTO JK€ TpoIlecca, 4To U
OpHUTHHAIBHBIC BaKIMHBI, KJIMHHYECKast 3((PEKTUBHOCTh KOTOPOH ObLIa MPOJAEMOHCTPUPOBAHA; MO MOPOOHOMY
OMHMCAaHUIO COOCTBEHHO WCIOJIB30BAaHHOTO mTamMma i Oenka, MPHK wmm wHO# cyOpeanHUIEL, ¢ Pukcannei

OTJIMYHIl OT HCXOMHOTO BapHaHTa (CpaBHUTEIbHAS XapaKTEPUCTHUKA IIITAMMOB WIIH CYObEAMHUIT);

0 0e30MacHOCTH, COOpaHHBIX B XO/I€ UCMBITAHUH MMMYHOTEHHOCTH BapUaHTHOW BakUUHbBI. JIOKyMeHTalus

MIPEICTaBIsIeTCs C yaeToM pykoBozacTea BO3.

b.1. 6) KonTposb kauecTBa akTUBHOM (papMalieBTUUECKOI CyOCTaHIIUU

b.1.6.1 H3menenue

napamMeTpoB

cneruurkanun 1 (

WUIM) KpHUTEPHEB

MIPUEMIIEMOCTH

AKTUBHOU

(hapmaneBTHYIECKON

cyObcTaHIINHA,

HCXOIHOTO Y eloBHA Tpebyemas
MaTrepuana JIOKYMEHTaIHSI
TIPOMEXYTOYHOTO

MIPOIyKTa) pEaKTHBa,

HCIIONB3YyEMBIX B

npoiecce

MPOU3BOJICTBA

AaKTUBHOH

(hapmaneBTH4ECKOM

cyOCTaHIIH

Bun nouenypst

a) YikecToueHHUE
KpUTEpHEB
MPUEMIIEMOCTH
crenupruKanuu
JIeKapCTBEHHBIX
mpemnapaTos, 1,2,3,4 1,2 1A
MOAJIeXaIux
BBIIIYCKY CEpUH
oduIHaATEHBIM
KOHTPOJbHBIM
OpraHoM

6) VYxecrtoueHue
KpUTEpHEB
MPUEMIIEMOCTH
crienuQuKanun

1,2,3,4 1,2 IA

B) JloGaBneHue B
creruduKauio
HOBOTO TapaMmeTpa u
COOTBETCTBYIOLIETO
emMy MeToj1a
WCTIBITAHUS

1,2,5,6,7 1,2,3,4,7 1A

r) Hcknrouenue
HE3HAYUTEIHLHOTO
napameTpa
crienupUKaun (



Hampumep,
HCKIIOUYCHUE
ycTapeBIIero
rnapaMmeTpa)

n) MUcknrwoueHue
mapamMeTpa
crienuhUKaImm,
KOTOPBI i
CYLIECTBEHHO
MOBIHUSIET  Ha
COBOKYITHOC
Ka4eCTBO aKTHBHOM
(hapMareBTHYECKO
cyOcTannnu u (Wim)
JIEKapCTBEHHOTO
npernapara

e) MHsmenenmue,
BRIXOZMIIEE 34
0M0OpEeHHBIN
JMana3oH KpUTepreB
MPUEMIEMOCTH
crenupruKanni
AKTHUBHOM
(hapmaneBTHYCCKON
cyOCTaHIIH

k) Pacmupenue
0J00PEHHBIX
KpUTEepUCB
MIPUEMIIEMOCTH
crenuUKaIu Ha
UCXOIHBIE

MaTepuaisl (

MIPOMEKYTOYHBIE
MPOJIYKTHI), KOTOPbIE
CYLIECTBEHHO
BIUSIOT Ha
COBOKYIHO®
Ka4yeCTBO aKTHUBHOU
(hapmarneBTUYCCKOU
cyOcTtaHumu u (Mim)
JIEKapCTBEHHOTO
mpemnapara

3) JlobaBicHHE WM
3aMeHa (MCKIIIoYast
OMOJIOTHYECKYI0 H
HMMYHOJIOTHYECKYFO
cyOcTaHIIHIO)
nmapameTpa
cnequpUKanuu |
COOTBETCTBYIOIIETO
eMy  MeTona
HUCIBITAHUS W3
cooOpaxxeHnit

1,2,8

1,2,6

IA

II

II

II

1B



0€30MMacHOCTH WU 1,2,3,4,5,7
KaJecTBa

nu) Ecimu Ha
aKTUBHYIO
(hapManeBTUYECKYIO
cyOcTaHIHIO
OTCYTCTBYET CTaThs
T'ocynapcTBeHHOM
dapmakornee
Pecny6iinku
KazaxcraHh,
W3MCHCHUEC
COOCTBEHHBIX

1,2,3,4,5,7 IB

JlaHHBIX
crenuuKau Ha
OJAaHHBIC
Heo(HIMaTbHOU
(dbapmakonen M
(bapmakonen TpeTben
CTpaHbI

YcnoBus

1. V3MmeHeHHe He ABISAETCS CIEACTBUEM JIO00Oro 00s3aTENbCTBA, NPHUHATOIO IO pe3yiabTaTaM paHee
MPOBEJCHHBIX JKCIIEPTU3 C LEIbI0 NIEPECMOTpa KPUTEPUEB MPUEMIIEMOCTH crieluduKkanuu (Hanpumep, B X0Je
perucTpaIyy JIEKapCTBEHHOTO Mpenapara Wik BHeCeHNH n3MeHenui 11 tuna).

2. V3MeHeHue He sBIseTCA CIIEICTBHEM HENPEABUACHHBIX CHUTYyallMi, BO3HUKIIMX B XOJ€ MPOU3BOJCTBA,
HanpuMep, HOBOM HEeKBATM(QHUIIMPOBAHHON NPUMECH, U3MEHEHHMS TIPEJIENIOB COAEPKaHUS CyMMBI TIPIMECEH.

3. JIro6oe n3MeHeHNe YKITaAbIBAIOTCS B ANAIAa30H TEKYIINX O00OPEHHBIX KPUTEPHEB IIPHEMIIEMOCTH.

4. AHanuTHYeCcKas METOIUKA He U3MEHSETCS HJIM U3MEHSAETCS] HE3HAUUTEIIBHO.

5. Hu onvH HOBBIM METOJ MCIBITaHUS HE OCHOBAaH Ha HOBOM HECTaHIAPTHOM METOJOJOTHMM WM CTaHIApTHOU
METOJOJOTHH, UCIIOIb3yEMOIl T0-HOBOMY.

6. HoBbIif MeTo HCITBITaHUSI HE SIBISIETCSl OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKUM) HIIH
METO/IOM, B KOTOPOM HCIIOJIb3YeTCsl OMOIOTHUECKHI PEaKTHB sl OMOJIOTHYECKOH aKTHBHON (papMarieBTHIECKOH
cyOcTaHIuH (32 NCKIIIOYEHHEM CTaHJapPTHHIX (PapMaKOMEHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. N3menenne moboro Marepuaia HE 3aTparnBacT T€HOTOKCHYHYIO NpHMech. Ecim BOBiIeYeHa aKTHBHAs
(apmanieBTHUECKasi CyOCTaHIMS, 33 WCKIIOYEHHEM OCTATOYHBIX PacTBOPUTENCH, KOTOPHIE COOTBETCTBYIOT
mpezenaM cooTBETCTBYIomIeH cratbe ['ocynapcTeennoit @apmakonee Pecriyonmkn Kazaxcran, KOHTpob Tr000i1
HOBOI1 IpHMecH cOOTBETCTBYIOT [ ocynapcTBenHoi dapmakonee Pecrybnuku Kasaxcran.

8. Ilapamerp cnenuduKkanuy He 3aTparuBaeT KPUTHUYECKUH MapaMeTp, Halpumep, J000H U3 clelyromux:
KOJIMUECTBEHHOE OIpe/ielIeHre, NMPUMECH (ECIM TOJBKO OINpeeNIeHHBIH pacTBOPUTENb OJHO3HAYHO HeE
UCIIOJIb3YETCsl B IPOM3BOJICTBE aKTHBHOW (hapManeBTHYECKOi cyOcTaHImn), aro0as KpuTHdeckas (pusnyeckas
XapaKTepHUCTUKA, HAIPUMEpP, pa3Mep YacTHUl], HaChIIHAs IUIOTHOCTb A0 U IMOCHE YIUIOTHEHUS, UCIBITAaHHE Ha
MTOJUTMHHOCTB, BOJIA, JII0OOH 3aIrpoc Ha MPOITyCK UCTIBITaHMUS.

JoxyMmeHTanus

1. [TonpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIONTNM) pa3eny(pasuenam) J0Che.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U IIPEIaraeéMbIX CIICIIU(pUKAIHHN.

3. ITogpoGHOe onmcaHue JTr000i HOBOI aHATUTHYECKOW METOIUKY U JTaHHBIE BAaJHIAINH (B COOTBETCTBYOIINX
CIIydasx).

4. JlaHHbIC aHAIM3A JBYX MPOMBIIUICHHBIX CEPHi (B OTCYTCTBHE 0OOCHOBAHHS OOpAaTHOTO JUIsl OMOJIOTHYECKUX
aKTHBHOM (apManeBTHYeCKUX CyOCTaHIMI — TPU CEPHH) COOTBETCTBYIOILIEH aKTHBHOH (apmareBTH4ecKoit
CyOCTaHITUH IO BCEM MMapaMeTpaM CreupUKaIHH.

5. B COOTBETCTBYIOIIMX CIy4asX JaHHBIC TECTa CPABHUTCIBHON KHHETUKH PACTBOPEHUS JICKAPCTBEHHOTO
mpemnapara, COJEpXKallero AaKTUBHYI (apMameBTUYECKYI0 CyOCTaHIIMIO, IO MCHBIIEH Mepe, U3



OTIBITHO-IIPOMBIIIUICHHON CEpUH, COOTBETCTBYIOUIYIO JICHCTBYIOUIMM M TpeaiaracMeiM crenudukanusam. B
OTHOIICHHUH JICKAPCTBEHHBIX PACTUTENBHBIX MPENApaToB JOCTATOYHBI JAHHBIC CPABHUTEIBHON PaciagaeMOCTH.

6. O6ocHoBaHKE (OLIEHKA) PHUCKOB CO CTOPOHBI Jiep)KaTelsl PErHCTPAIMOHHOTO YAOCTOBEPEHUS WM JIepyKaTelst
M®OADC cOOTBETCTBEHHO, MOATBEP)KAAIONIHE, YTO BHY TPUIIPOM3BOICTBEHHBII apaMeTp ABISCTCS HEe3HAYHMMBIM
WA yCTaPEBIIUM.

7. ObGocHOBaHHE CO CTOPOHBI JAepyKaTels PETHCTPANMOHHOTO yAOCTOBepeHHs wiu aepxarenss MOADC
COOTBETCTBEHHO HOBBIX IIapamMeTpa CIeqU(UKALMN U KPUTEPUEB IIPUEMIIEMOCTH.

b.1.6.2 U3meHeHnne aHATUTHYECKOM

METOJIUKH aKTUBHOW (hapMaleBTUICCKON

cyOcTaHIIMM WM HMCXOJHOTO MaTepuana (
VcenoBus

MIPOMEKYTOYHOTO MPOIYKTa) PpPEaKTHBa, JIOKYMEHTAITUS

WCIIOJIB3YEeMBIX B IMpOIecce MPOM3BOACTBA

AKTUBHOU (hapMaIleBTUICCKOMN CyOCTaHIINN

Tpeb
pebyemas Bun npouenypst

a) HesHaummble m3MeHEeHHs OZOOpPEHHOM

> 1,2,3,4 1,2 1A
AHAJTIUTUYCCKONU MECTOIUKHU

6) UckmtoueHne aHAIMTUYECKOW METOIUKH
AKTUBHOW (hapMaleBTUYECKOI CyOCTaHIMH
WU HCXOHOTO MaTepuaia (
MPOMEXYTOYHOTO TMPOJYKTa) pEaKTHBA,
€CIIM albTEePHATHBHAS €U aHAIUTHYECKas
METOAMKA yKe 0goOpeHa

B) [Ipoune w3MeHEHHUs aHATUTUYECKOH
METOAMKHN (BKJIIOYWAash 3aMEHy WJIH
nobaBJIeHNE) peakTHUBa, KOTOpas He
OKa3blBaeT B3HAYMMOIO BIHAHHSA Ha

1,2,3,5,6 1,2 1A

COBOKYIIHOE€  Ka4ecTBO  aKTHUBHOH
(hapMaIeBTHUCCKON CYOCTaHIHH

r) CymecTBeHHOE W3MEHEHHUE WA 3aMCHA

OHMOJIOTHYECKOTO (MMMYHOJIOTHIECKOTO) (

UMMYHOXHMHYECKOT0) METO/Ia MCIIBITaHUS

WM METONA, B KOTOPOM HCHOJIB3YETCS 1I
Ouonoruyeckui peaxTuB TS

Ononoruyeckou aKTUBHOM

(apmaneBTHIECKON CyOCTaHIIMN

n) Ilpoune u3MEHEHUs aHAJTUTHIECKOU

METOAMKHU (BKJIOYass JO0OaBICHUE WU

3aMCHY) AaKTHUBHOH (apMaieBTUYeCKO 1,2 1B
cyOCTaHIIMHM WM HMCXOJHOro Matepuana (

TIPOMEKYTOYHOTO MTPOAYKTA)

YcnoBus

1. [IpoBexena HeoOXoMUMast BaJTUAAINS, IOATBEPKIAIONIAs TO, YTO OOHOBIICHHAS aHANUTHYECKAs METOAMKA, IO
MEHbIIIEH Mepe, SKBUBAJIEHTHA MTPEAbITYIIEH.

2. Tlpenensl coiepaHus CyMMBbI MPUMECEH HE H3MEHHIIMCh, HOBBIC HEKBATU(UIUPOBAHHBIC MPUMECH HE
0OHapy KeHBI.

3. Meron aHanu3a He U3MEHWICS (HallpuMep, U3MEHEHUE JJIMHBI KOJIOHKU WM TeMIIEpaTypbl, HO He APYTOH BU
KOJIOHKH UJTU METOJ).

4. MeTo/ UCTIBITAHKS HE SIBJIAETCS OMOJIOTHUSCKUM (MMMYHOJOTHUECKUM) (MMMYHOXUMHUYECKUM) HITH METOJIOM,
B KOTOPOM HCIIOJIb3YETCs OHMOJOTHYCCKHA PEaKTHUB I OHMOJOTHMYECKONH aKTUBHOW (DapMarieBTUYECKON
cyOcTaHIUH (32 UCKITFOYCHUEM CTAaHAAPTHBIX (PapMaKOIICHHBIX MUKPOOHOIOTHISCKAX METOIOB).

5. Hu oguH HOBBIM METOJ MCHBITAaHHUSI HE OCHOBAH HAa HOBBIX HECTAHJAPTHBIX METOJAX HJIM CTaHJAPTHBIX
METO/1aX, UCIIOJIb3YEMBIX [TO-HOBOMY.



6. AKTBHas (apMaleBTHIeCKas CyOCTaHIINS HE SIBISIECTCS] OMOJIOTHYECKOH (MMMYHOJIOTHYECKOH ).
7. AnpTepHaTHBHAs aHAJIUTHYECKas METOJMKa JUIsl IapaMeTpa crenuprKanuy yxe oJo0peHa, Ipu 3TOM TaKast
METO/IMKa He ObLIa BKJIIOYEHa MOCPEACTBOM [A-yBeqomiieHus.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIONIMM) pa3aeny(pa3zenaM) HOChe, BKIIOYas OMHCAHHE
aHAJUTHYCCKOM METOOO0JIOTUH, PE3IOMC NAHHBIX BaJIUAAIIUH, IEPECMOTPCHHBIC cneumbm(aunn Ha IIpuMecu (GCJ'[I/I
MIPUMEHHUMO).

2. CpaBHI/ITCJ'[I)Hl)Ie PE3yIbTaThl BaJIWAAIIUNU HIIU, IIPU HAJTAYHUU O6OCHOBaHI/IH, CPaBHUTCIIBHBIC PE3YJIbTaThbl
aHaJIM3a, MO/ITBEPXKIAIONINE, YTO TEKYIee U MpeiaraeMoe HCIbITaHue SKBUBaJIeHTHBI. Hacrosmee TpeboBaHme
HE NIPUMEHSETCS, €CIU 100aBIIsIeTCs] HOBAsl aHAIMTHYECKAs! METO/INKA.

B.1. B) YmakoBoYHO-yKynopo4Hasi cuctema

b.I.e.1  H3meHnenue

MEepBUYHON  yHMaKOBKHU

AKTUBHOHU YcnoBus Tpebyemast nokymenTamust Bun mpoueaypst
(hapmaneBTHUECKON

cyOCTaHIIH

a) KauecTBeHHBIH 1 (Mi1H)

. 1,2,3 1,2,3,4,6 IA
KOJMYECTBEHHBIN COCTAB

6) KauecTBeHHsblil u (W1n)

KOJINUECTBEHHBIA COCTaB

JUISL  CTEPWJIBHBIX WM

HE3aMOPOKEHHBIX

OMOJIOTHYIECKUX ( II
HMMYHOJOTHYECKHX )

AaKTHUBHBIX

(hapmaleBTHYECKHUX

CyOCTaHIHi

B) JKunkme axTuBBIE
(hapmaneBTHIECKHIE
cybcTaHIIUU (
HECTEePUJIbHBIE)

1,2,3,5,6 1B

VYcenoBus

1. ITo cooTBETCTBYIONIMM CBOIMCTBaM Npe/araeMblii yIIakoBOUYHBIN MaTepHall, 0 MEHbIIEH Mepe, COOTBETCTBYET
K 9KBUBAJICHTHBIM 0JJOOPEHHOMY.

2. HagaTbl cOOTBETCTBYIOIINE NCCIEIOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAaHOBJICHHBIMH TPEOOBAHUSIMHU
M yCIyromoiydaTeleM Ha MOMEHT BBEACHHS M3MEHEHHWH NPOaHATM3HPOBAHBI COOTBETCTBYIOIINE ITapAMETPHI

CTaOMIBHOCTH HE MEHEE 4YeM Ha JBYX ONBITHO-IPOMBIIIICHHBIX WM HPOMBIIICHHBIX CEPHUSX, B €r0

PpacCopsKE€HUNU HAXOIAATCA YHAOBJICTBOPHUTECIIBHBIC PE3YJIbTAThI, 110 MEHbIIIEH MEpe, 3-MeCsTYHOr O N3y4YCHUSA

crabuiapHOCTH. OTHAKO, €CJIU MpejIaraeMasi yrakoBka 0ojiee YCTOHUYHMBa 110 CPaBHEHHIO C 3apETHCTPUPOBAHHOM,
TO TpPEeXMECSYHbIE JaHHbBIE 10 CTaOMIBHOCTH He TpeOyroTcs. 1o 3aBepimieHMH TakMX HWCCIENOBaHUH, €CIH

pe3yabTaThl HE YKIAIBIBAIOTCS B CIEHU(PHUKAINN WM MMOTEHIMAIGHO HE YKJIaJIbIBAIOTCS B creNH(UKAIMN Ha
KOHEIl CPOKa TOJHOCTH (TIepHoja) MOBTOPHOTO HCHBITAHUSA, MX HEOOXOANMO HEMEAJICHHO IPEACTaBUTH

YTIOJIHOMOYEHHOMY OpTraHy Hapsily ¢ NpeJaraéMbIM IJIaHOM JeHCTBHUH.

3. Uckmiogasi cTepriibHBIC, )KUIKAE U OHWOJIOTHYecKre (MMMYHOJIOTHYECKHE) aKTUBHBIC (papMarieBTHUSCKUE

CyOCTaHITIH.

JoxymeHTanus

1. ITommpaBka K COOTBETCTBYOIEMY(COOTBETCTBYIOIIMM) pa3ziey(pasienamM) 10Cke.

2. HeoOxomuMble NaHHBIE O HOBOW YMaKOBKe (HANpUMEp, CPaBHHUTEIbHBIC TaHHBIC MO IMPOHUIAEMOCTH,
Hampumep, mius O? CO? Bnarm), BKJIIOYas TOITBEPXKACHHUE TOrO0, YTO MAaTepuUal COOTBETCTBYET
COOTBETCTBYIONIUM (hapMaKOMEHHBIM TPEOOBAHUSIM O MJIACTHYECKUX MATEPUAIaX U 00BEKTaX, KOHTAKTHPYIOIIUX
C MUIIEBBIMH TPOYKTAMHU.



3. B COOTBETCTBYIONIHX CIIyYasXx HEOOXOIMMO MPEACTaBUTh MOATBEPIKICHUE TOTO, YTO B3aUMOJICHCTBHE MEXKIY
COICP)KMMBIM H YIIAKOBOYHBIM MATEPHAIIOM HE TIPOUCXOAWT (HAIpUMEp, OTCYTCTBYET IepeMeIlcHUE

KOMITOHEHTOB TIpEAJIaraéMoro MaTepraja B €ro COAEpKHMOe, KOMIOHEHTHI JICKapCTBEHHOTO Iperapara He

MEepPEeXOIAT B YMAaKOBKY), BKJIIOYAs MOATBEPKIACHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM

d)apMaKOHeﬁHBIM TpQGOBaHHHM 0 IIACTUYCCKUX MaTcpualax H 061)e1<Tax, KOHTaKTUPYIOOIUX C MUIIEBBIMU

MPOAYyKTaMH.

4. Jleknmapanus aepikaTelis PeruCTPAalMOHHOIO yaocToBepeHus wid aepxareass MOADC, yto TpeOyembie

UCCIICIOBaHMS CTAOMIIEHOCTH HAYaThl B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHHUSMU (C YKa3aHUEM HOMEPOB
cepuii); U 4TO (B COOTBETCTBYIOIIMX CIIy4asX) Ha MOMEHT BBCICHHS H3MCHCHHUI B €ro pPacHopsKCHUU

HaXOIWIUCh TpeOyeMble MUHIUMAIFHBIC yIOBICTBOPUTEIFHBIC NTAaHHBIE IO CTAOMIBHOCTH; U YTO UMEIOIIHECS
JAaHHBIC HE CBUAETEIHCTBOBAIN O KaKOH-InOO mpobieme. HeoOxomnmMo Taxke MpencTaBUTh MOATBEPKICHUE
TOTO0, YTO MCCIIEAOBAaHUS OYOYyT 3aBEPIICHBI, U YTO €CIIH PEe3yIbTaThl He OyAyT YKIAABIBAThCA B CICIU(DUKAIIIT
WM MOTCHIMAIBHO HE YKJIAAbIBAaThCS B CrelU(UKAKMN Ha KOHEI[ CPOKa T'OAHOCTH (IIEpHOaa) MOBTOPHOTO

WCIIBITaHUs, UX HEMEJICHHO TIPEJICTABAT YIIOJIHOMOUYEHHOMY OpTraHy Hapsiiy C MpejyiaraeMbIM IJIaHOM JeHCTBUIMA

5. Pe3ynbrathl ncciaeqoBaHUl CTaOMIBHOCTH, IPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH,
I10 3HAYMMBIM NTapaMeTpaM CTaOMIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IPOMBIIUIEHHBIX WM HPOMBIIIJICHHBIX
CepHsIX, OXBATHIBAIOLINX HE MEHEE TPEX MECSIEB, M MOATBEPKACHHUE TOTO, YTO YKa3aHHBIEC UCCIIEIOBAaHNS OyIyT

3aBEPIICHBI, M €CITN PE3YNbTAThl HE OyIyT YKIAAbIBATECS B CHEHU(HUKALNY WIN TIOTEHIIMAIBHO HE YKJIQJABIBATHCS
B crienu(UKauy Ha KOHEL[ CpoKa FOAHOCTH (IepHoa) IOBTOPHOTO MCHBITAHMS, HX HEMEIUICHHO IPEICTaBsT

YIOJTHOMOYEHHOMY OpraHy Hapsiy ¢ IpeaaracMbIM IJIaHOM JIeHCTBUI.

6. CpaBHEeHHUE ACHCTBYIONIMX U TpeiaraeMpIX crieliuuKanyii nepBU4HON YIaKOBKH (€CIH NPUMEHUMO).

b.I. B. 2 HW3meHenue
mapaMeTpoOB
crenuuKauy u (WITH)
KpUTEPHEB TTPUEMIIEMOCTH
[IEPBUYHON  YIIAKOBKH
AaKTUBHOM
(apManeBTHYECKOM
cyOCTaHIIH

VYcnosus TpeOyemast nokymeHnTanusi Bun npomenypsr

a) YxecToueHUe
KpuTepues npuemiemoctu 1,2, 3, 4 1,2 1A
cnenudukanuu

6) JloGaBiaeHnume B

crienu(pUKauio HOBOTO

napameTpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOLIEMY €MY

METO/1a UCITEITAHUI

B) Hckniodenue

HECYIIECTBEHHOT 0

napameTpa crnenupurkanuu 1,2 1,2,5 IA
(HammpuMep, MCKIIIOYCHUE

yCTapeBILero napameTpa)

r) JlobGaByieHre UM 3aMeHa
napameTpa crenupuKanuu

U3 coobpaxeHuil 1,2,3,4,6 IB
0€30MacHOCTH  HIJIH

Ka4yecTBa

YcnoBus

1. MI3MeHeHHne HeE SBIAETCS CIEACTBUEM KaKOTo-THOO 00s3aTenbCTBA, NMPHUHATOIO IO PE3yJIbTaTaM paHee
MPOBEJCHHBIX JKCIIEPTHU3 C LIEThI0 aHAINW3a KPUTEpHEB MPHEMIIEMOCTH crneuudukanuu (Hampumep, B Xoae



perucTpanuy JIeKapcTBEHHOI'O Iperapara WiIM BHeceHHs u3MeHeHui Il Tuma), ecnu TOMbKO OHO paHee He
paccMOTPEHO U 0JJI0OPEHO B KaUECTBE MEPhI MOCIIEAYIONIETO HAOIIOACHHS.

2. U3MmeHeHHEe HE ABISAETCSA CIEACTBHEM HENPEIBUICHHBIX CUTyallUd, BO3HMKIIMX B XOJ€ MPOHU3BOJACTBA
YIIaKOBOYHOI'O MaTepHaja WM IIPU XpaHEHNH aKTHBHOW (hapMarieBTHIeCKON cyOCTaHIHN.

3. JIro6oe n3MeHeHNe YKIIaAbIBAIOTCS B ANAMNA30H TEKYIINX OZ0OPEHHBIX KPUTEPHEB IIPHEMIIEMOCTH.

4. AHanuTH4YeCKas METOUKA HEe U3MEHSETCS MM U3MEHSAETCS] HE3HAUUTENBHO.

5. Hu oguH HOBBIN METOJ UCHBITAHMS HE OCHOBAaH HAa HOBOM HECTAHAAPTHON METONOJIOTMU WU CTaHAAPTHON
METO/IOJIOT UM, UCTIONB3yEMOH ITO-HOBOMY.

JoxymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U IIPEIaraéMbIX CIICIIU(pUKAIHHN.

3. IlogpoGHOe onmcaHue Jr000i HOBOM aHAMTHYECKOW METOIWKY U JTaHHBIE BAaJHIAINH (B COOTBETCTBYIOIINX
CIIydasx).

4. JlaHHbIe aHaM3a IBYX CEpHil yIIakOBOYHOTO MaTepHaa 110 BCeM MapaMeTpaM CrennprKainum.

5. ObocHoBaHME (OIIEHKA) PUCKOB CO CTOPOHBI ACPXKATENS PETHCTPALMOHHOTO yIOCTOBEPEHHS WIH JepKaTels
M®A®C cOoOTBETCTBEHHO, TOATBEPKIAIOIINE, YTO BHYTPUIIPOMN3BOACTBEHHBIH MapaMeTp ABISAETCS HE3SHAYMMBIM
WM YCTapEeBILIUM.

6. ObocHOBaHUE CO CTOPOHBI aepxkarens PY unu nepxkatenss MOPADC cOOTBETCTBEHHO HOBBIX MapaMeTpa
cnenuUKaIUU U KPUTCPUEB IPUEMIIEMOCTH.

B.I. B. 3 H3meHeHue
AHAJIUTHYECKON METOIUKH
HUCIIBITAHUA HepBH‘IHOﬁ
YIaKOBKH  aKTUBHOM
(dhapmaneBTHYECKOM
cyOCTaHIIH

VYcaoBus Tpebyemast nokymenTtamusi Bun mpoueaypsl

a) HesHauutenbHBIE
W3MEHEHUs yTBepxaAeHHou 1,2, 3 1,2 1A
AHATUTUYECKON MEOTUKHU

0) Ilpoume wu3MeHEHUs

aHAJIUTHYECKON METOIUKU

1,3,4 1,2 1A
(BkITIOUast TOOABJICHUE WIIH
3aMeHy)

B) HcknodeHue
aHAJNTHYECCKON METOIUKH, 5
eclii ajbTepHATHUBHAsA €i
METOJIMKA YK€ YTBEPKIACHA
Ycenosus

1. CoritacHO COOTBETCTBYIONUM JoKyMeHTaM PecryOnmku KazaxcraH, mpoBeneHa HEOOXOAMMAsl BaTHIaIus,
MOATBEPXKAAOMAs TO, YTO OOHOBJIICHHAs aHAIUTHYECKas METOAHWKA, MO0 MEHBIIEeH Mepe, 3KBHUBaJCHTHA
npeAbIAYLIEH.

2. MeTon aHanmu3a He M3MEHHIICS (HAIpUMep, H3MEHEHHUE UTMHBI KOJIOHKH TN TeMIIepaTyphl, HO He JPYTroi BHJ
KOJIOHKH HJTA METOJ).

3. Hu OJUH HOBBIH METO WCIBITAHUA HE OCHOBAaH Ha HOBBIX HECTAaHAAPTHBIX METOAAaX WM CTaHHAPTHBIX
METOAaX, UCIOJIB3YEMBIX ITI0-HOBOMY.

4. AxrtuBHas (apmaneBTHUECKas CyOCTaHIHWs (JIEKapCTBEHHBIH Ipemapar) He SBISIOTCS OMOJOTHYECKHMHU (
UMMYHOJIOTHUECKUMH).

5. B oTHOIIEHHH mapaMeTpa crenu(UKaK COXpaHsIeTcs aHAIUTHYeCKas METOIUKA, IIPH 3TOM TaKasi METOJMKa
He Obla [o6aBneHa mocpencTsoM A (yBegoMieHus).
JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3aeny(pasienam) Aoche, BKIIOYAs OMHMCAaHHUE
AQHAJTMTHYECKOI METOOJIOT Y, PE3IOME JaHHBIX BATUIALINN.



2. CpaBHI/ITGJ'II)HI)IG pe3yabTaThl BaJIWAAllUNU WUJIW, MPU HAJTAYUU O6OCHOBaHI/IH, CPAaBHUTCIILHBIC PE3YJIbTAThbl
aHaJIn34a, NOATBCPIKAANOMINUEC TO, YTO TCKYWICC W NOpeAjiaracMo€ HCIbITAHUEC 3KBUBAJICHTHBI. HaCTOHH.[Ce
TpC6OBaHI/I€ HE IPUMEHAETCS, €CITN ,I[O6aBJIH€TCﬂ HOBas aHAJIMTHYCCKasg MCTOJHKA.

b.I. r) CtabunbHOCTD

b.Ir. 1 W3meHeHue
rnmeproja IOBTOPHOTO
ucmpITaHus  (mepuonma
XpaHEeHUs1) WIM YCIOBUH
XpaHEHHUsT aKTUBHOH
(apManeBTHYECKOM
cyOcTaHIIMU, e€ciau B  YCIOBHA Tpebyemast nokymenTamusi Bun mporueaypst
PETUCTPAIHOHHOM JIO0CHE
OTCYTCTBYET CepTH(HKAT
COOTBETCTBHA
EBpomnelickoit ®apmakoneun
, OXBaTBIBAIOIIUI MEPUOA
TIOBTOPHOTO UCTIBITAHUS

a) Ilepmony moBTOpPHOTO
UCHBITaHUSA  (Tepuon 1 1,2,3 IA
XpaHEeHUs!)

1. Coxparenue

2. VBenuueHue mepuoja

TIOBTOPHOTO HCIBITAHUS

INyTEM HKCTPANOJISIUU

JAHHBIX [0 CTAOUIBHOCTH, 11
HE COOTBETCTBYIOIIEH

JokyMeHTaMm PecryOnmku

Kazaxcran (*)

3. VYBenudueHune mnepuoja

XpaHeHus] OMOIOTHYECKON

(MMMYHOJIOTHYECKOI)

AKTUBHOH

(hapmaneBTHUECKOM II
cybcTaHIINH, HE

COOTBETCTBYIOIIHE

0100peHHON TporpamMmme

U3y4YEHUs CTaOMIIbHOCTH

4. VYBeIWMUCHHE WIH

BBEJCHHE  TMepuoia

MMOBTOPHOTO MCHBITAHUS (

nmepuoja  XpaHeHHs:), 1,2,3 IB
MOATBEPKAEHHOTO

JIaHHBIMH E€CTECTBEHHOTO

XpaHCHHS

6) YcnoBus xpaHeHUS

1. W3menenue ycnoBuit

XpaHEHUs aKTHUBHOE

(hapmaneBTHUECKON 1 1,2,3 IA
cybctannuu Ha Oomee

cTporue



2. H3MeHeHHE YyCIOBHH
XpaHeHUs] OMOJIOTHYECKUX
(MMMYHOIIOTHYCCKHX )
AaKTHUBHBIX
(hapmaneBTHIECKIX 11
cyOcTaHIuii, eciu
ucciea0BaHUs
CTaOMIILHOCTHU TPOBE/ICHBI
HE B COOTBETCTBHH C
TEKYIIUM YTBEP KICHHBIM
TIPOTOKOJIOM CTaOMIBHOCTH

3. H3meHeHue ycinoBuit
XpaHeHUsT aKTHBHOM
(apManeBTHYECKON
cyOCTaHIIH

1,2,3 IB

B) N3meHeHue
YTBEPKICHHOHI
MpOTpaMMBbl U3YUYEHHUS
CTaOMIBHOCTH

1,2 1,4 1A

VYcnoBus

1. VI3MeHeHue He SIBISIIOTCS CIISICTBUEM HENpEeIBUACHHBIX CUTYAIMH, BOBHUKIIUX B XOZ€ MPOU3BOJCTBA, HIIH
M3MEHEHNs CTaOUILHOCTH.

2. VI3MeHeHUs HEe MPUBOST K PACIIHPECHUIO KPUTCPUCB MPHUEMIICMOCTH UCIIBITYEMBIX [TAPAMETPOB, HCKITFOUCHHIO
napameTpa cTaOUIbHOCTH WIIM CHUKCHUIO YaCTOThI UCTIBITAHUH.

JoxymeHTanus

1. TTompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIONINM) pasaeny(pa3aenam) mocke. HeoOXoamMo mpencTaBuTh
PEe3yNBTAaTEl COOTBETCTBYIONINX MCCIEJOBAHMA CTAaOMIBHOCTH B peaJbHOM BPEMEHH, IPOBEICHHBIX B
COOTBETCTBHH C COOTBETCTBYIOIIUMH PYKOBOJCTBAMH IO CTaOMIBPHOCTH HE MEHee 4YeM Ha OByX (s
OMOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaTOB — TPEX) OMBITHO-MPOMBIIIIEHHBIX WM MPOMBIIIIEHHBIX CEPUIX
AKTUBHOW (hapMaIleBTHUCCKOW CYOCTAHIIUH, YIIaKOBAHHON C MOMOIIBIO 3apErHCTPUPOBAHHOTO YIIAKOBOYHOTO
MaTepuana, 1 OXBaTbIBAIOIIUX BECh MpeJlaraeMblii IEPHOJ] MOBTOPHOTO UCIIBITAHUS WM MPEAJIaraeMble YCIOBHS
XpaHEHUS.

2. [ToaTBepKACHUE TOTO, YTO MCCIICIOBAHUS CTAOMILHOCTH MPOBEJICHBI B COOTBETCTBHU C TEKYIICH 0JJOOpEHHOMN
mporpamMMmoii. Pe3ynbraTsl iccaeIoBaHus OATBEPIKIAIOTCS, YTO COOTBETCTBYIOIINE OJJOOPEHHbBIC CIICIIU(HKAIINN
TIPOJOIDKAIOT COOTIOAATHCS.

3. Komnu yTBep>KACHHBIX CIICII(PHUKANNN Ha aKTUBHYIO (hapMaIleBTHYECKYIO CYOCTaHITHIO.

4. ObocHOBaHUE TMpeTaraeMbIX H3MCHEHUIA.

nmepuoa MNOBTOPHOI'O HUCIBITAHWUA HE TPUMEHHUM K OHMOJOTMYECKUM (

(*) Ilpumeuanne
HMMYHOJIOTHUECKUM) aKTUBHBIM (papMaIleBTUIECKUM CYOCTaHIIHSIM

b.1. 1) [IpoekTHOE MO ¥ MPOTOKOJ NOCTPErUCTPALIMOHHBIX U3MEHEHUI

b.I.Ln.1 Benenue HOBOTO
MPOEKTHOTO TOJISI WM
pacummpeHue 0JJ00peHHOT0
MPOCKTHOTO  MOJsA

N Ycnosus TpeOyemast nokymeHTauuss Bun nponenypst
AaKTHBHOM
(hapmaneBTHIECKON
cybcTaHUH,

3aTparuBaroniee
a) OIHY ONEpPalHOHHYIO
eIWHUIY IpoIecca

MPOU3BOJACTBA AKTUBHOU



(apManeBTHYECKOM
cyOcTaHIMM, BKIJIIOYas
COOTBETCTBYIOIIHE
BHYTPUIIPONU3BOICTBEHHBIC
KOHTpoONIUu u  (WUJIH)

1,2,3 1l

AHAJIUTHYCCKHUEC MCTOAUKU

0) aHAJIHTHYECKUE
METOIMKHA HCXOIHBIX
MaTepuaioB (
MPOMEKYTOIHBIX
NpPOAYKTOB) H  (WJH)
AaKTUBHOH
(hapmaneBTHYECKOM
cyOCTaHIIH

1,2,3 II

JoxyMmeHTanus

1. IIpoexTHOE moJyie OBIIO pa3paboTaHO HAa OCHOBAHHWU COOTBETCTBYIOIIMX YCTAHOBIIEHHBIX TPEeOOBaHMN U
MEXIYHapOIHBIX HAayYHBIX PYKOBOJCTB. Pe3ynbTaThl HMcCleNOBaHM pa3padOTKU MpPOAyKTa, Mpolecca U
AQHAJUTHYECKOH METOMOJNIOTHH (HampuMep, B3aUMOACHCTBHE Ppa3IMYHBIX I1apaMeTpoB, (OPMHUPYIOLINX
MOJIJICIKAIIEE H3YYCHUIO MPOEKTHOE II0JIe, BKIIOYAash OIIEHKY PHCKOB M MHOTOMEpPHBIC HCCICIOBAHUS
COOTBETCTBEHHO), B COOTBETCTBYIOIIUX CIIy4asx IOATBEPKIAIOIINE TO, YTO JOCTUTHYTO IIEJIOCTHOE
MEXaHHCTHYECKOe MOHMMaHHEe MMoKa3areiell KauecTBa MaTepUalioB M MapaMeTpoB Ipoliecca Ha KPUTHYECKUE
MOKa3aTesu KauecTBa aKTUBHOH (papManieBTHUeCcKOil CyOCcTaHIINH.

2. Onmcanue MPOEKTHOTO MOJIsl B TAOJWYHOM BHJIE, BKIIIOUYas MEpeMEeHHbIE (CBOMCTBA MAaTEPHUAIOB U MapaMeTPhl
npoliecca MPOU3BOJICTBA) U UX NpeiaraeMble JUara3oHbl.

3. [TonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeiy (pa3jeiiaM) 10Che.

b.I.a.2 Brenenue
TTOCTPETUCTPAIHOHHOTO
MPOTOKOJNA yTPaBICHUS
H3MEHCHHUIMHU,
3aTparuBarIUMU
AKTUBHY IO
(hapManeBTHYECKYIO
CyOCTaHITHIO

VYcnosus TpeOyemast nokymeHTanus Bun npomenypsr

1,2,3 II

JoxymeHTtanus

1. ITogpoOHOE omMcCaHKe TMPEATAraeMOT0 H3MCHEHUS.

2. [IpoToko ynpaBlieHHs] U3MEHEHHUSIMH, 3aTPAruBaIOIIIMHU aKTHBHYIO (papMareBTUIECKYH0 CyOCTaHIIUIO.
3. [TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONINM) pa3ieiry(pa3ieiaam) T0Che.

b.I.n. 3 HWckimouenue
MOCTPETUCTPAL[HOHHOTO
MPOTOKOJIA YIIPaBICHUS
U3MCHCHHUAMHU,
3aTparuBarIUMU
AKTHUBHY IO
(hapMaleBTHIECKYIO
CyOCTaHITIIO

VYcaosus Tpebyemast nokymenramust Bun mpouemaypst

1 1,2 1A

YcmoBus
1. UckmroueHne MOCTPEruCTPAIMOHHOTO TIPOTOKOJIA YIIPABICHISI H3MCHEHUSIMH, 3aTParuBalOINMA aKTHBHYIO
(hapMaIeBTHUECKYI0 CYOCTaHIINIO, HE SIBISIETCS CICICTBHEM HENPEABUACHHBIX CHUTYAIlM MM HECOOTBETCTBHUS



CHCIII/Iq)I/IKaHI/II/I B XOJ€ BBCIACHUSA H3M€H€HI/II>1, OIMMMUCAHHBIX B MPOTOKOJIC, U HUKAK HC BJIHACT HAa YTBCPKACHHBIC
CBCCHUS, BKIIFOYCHHBIC B pETUCTPALIMOHHOC JOCHC.

JoxyMeHTanus
1. OGocHOBaHUE MPEIaraeMoro NCKITIOYSHHUS.
2. [TompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eiry(pa3aenaam) 10Che.

b.l.n. 4 MU3meHenus
YTBEPKICHHOTO
MPOTOKOJA YIPABICHHUS
H3MEHEHUSIMH

Ycnosus TpeOyemas nokymenrauusi Bun npouenypst

a) 3HauMMble U3MEHEHUS
IIPOTOKOJIA yIIPAaBICHUS II
HM3MCHEHHUSIMHU

0) Hesnauumeie
U3MECHEHHUS MPOTOKOJa
YIOPaBJICHUS H3MCHECHUSIMH,
KOTOpBIE HE H3MCHSIOT
CTpaTeruio, OMUCAHHYIO B
MIPOTOKOJIE

JoxyMeHTanus

1. dexnapanus, 9T0 J1t000€ U3MEHCHHUC YKJIAAbIBACTCS B IUAMA30H JACHCTBYIOIIUX YTBEPKIACHHBIX KPUTCPHECB
npuemieMocT. [IoMUMO 3TOTO, NMEeKIaparus TOro, YTO B OTHOIICHUHM OMOJIOTMYCCKUX (MMMYHOJOTHYECKHX )
JICKApCTBCHHBIX TPErapaToB He TPeOYeTCs OIICHKA COMTOCTAaBUMOCTH.

B.l.n. 5 Peanuzanus
HU3MEHEHUH,
MpeayCMOTPEHHBIX
YTBEPKIECHHBIM
TPOTOKOJIOM yIPABIICHUS
H3MCHECHUSIMU

VYcaosus Tpebyemast nokymenramust Bun mpouemaypsl

a) Peanuzanus n3aMeHeHus
He Tpebyert
JIOTIOJTHUTENLHBIXBCIIOMOT
aTeJIbHBIX JAHHBIX

1 1,2,4 1A

0) Peanuzarnus n3aMeHEeHUS
TpeOyeT MOMOHUTEIbHBIX 1,2,3,4 1B
BCIIOMOTATENIbHBIX JaHHBIX

B) Peanm3anus n3MeHeHMs

OHMOJIOTHIECKOTO (

MMMYHOJIOTHUYECKOT0) 1,2,3,4,5 1B
JIEKapCTBEHHOTO

mpernapara

YcmoBus

1. IlpennoxeHHOE H3MEHEHHE OCYIIECTBJIECHO B IIOJHOM COOTBETCTBHH C YTBEPKACHHBIM IPOTOKOJIOM
yTpaBICHUS U3MEHEHUSIMU.

JoxymeHTanus

1. Cchiika Ha YTBEPKIACHHBIA POTOKOJ YIIPABICHHUS U3MCHCHUSIMU.

2. Jlexnapariius, 4TO U3MEHEHHE COOTBETCTBYET YTBEPIKICHHOMY MPOTOKOJY YIPABICHHUS U3MCHCHHSIMU U YTO
pe3yJIbTaThl UCCISAOBAHSI YAOBICTBOPSIOT KPUTEPUSAM IPUEMIIEMOCTH, OTOBOPEHHBIC B TIPOTOKOIe. [loMumo
9TOrO, ACKJIAPAINs TOTO, YTO B OTHOIICHUHN OMOIOTHICCKUX (MMMYHOIIOTHYECKUX) JICKAPCTBEHHBIX MPEIapaToB
He TpeOyeTcs OlIeHKa COMOCTABUMOCTH.



3. PesynbpTaThl UCCIENOBAHUN, MPOBEJACHHBIX B COOTBETCTBHU C YTBEPXKICHHBIM MPOTOKOIOM YNpaBICHUS
HM3MCHEHHSIMHU.

4. ITonpaBKa K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3aeiy(pasiesam) 10cke.

5. Konust yTBep KICHHBIX CHIEHU(UKAINHA Ha aKTHBHYIO (h)apMalleBTHYECKYIO CyOCTaHIHIO.

b.1I JIekapcTBeHHBIN npenapat
b.11. a) BHemHuii Bug 1 coctaB

b.Il.a. 1 U3menenne umm

nobOaBIeHHE OTTHCKOB,

FpaBI/IpOBKI/I HNJIN HWHBIX

3HAKOB, BKJIIOUYas 3aMEHY

WK JOOaBJICHUE YCPHUI, Y CIOBHUS Tpebyemast nokymeHTanust Bun mporeaypbt
HCHONB3yEeMBIX  TIPHU

MIPOU3BOJCTBE

JeKapCTBEHHOTO

mpermapara

a) l3MeHeHHs OTTHCKOB,
TpaBUPOBKM MJIM HHBIX 1,2,3,4 1,2 1A
3HAKOB

6) UsmeHeHnue pucok (
JTUHUN pasiioma),

NpeAHa3HAYEHHBIX IS 1,2,3 1B
pa3zieneHus Ha paBHBIC

JIO3BI

VYcenosus

1. Cnenudukanuu JIEKapCTBEHHOTO Mpenapara Ha BBIIYCK UM Ha KOHEI[ CPOKa TOJHOCTH HE U3MEHSIOTCS (3a
UCKJTFOUCHHEM BHEIITHETO BHJIA).

2. Bce uepHUIIBI COOTBETCTBYET JICHCTBYOIIEMY (hapMalleBTHYCCKOMY 3aKOHOATEIbCTRY.

3. Pucku (IMHUM pasioma), He peAHa3HauYeHbl Ha pa3/ielieHne Ha PaBHbIC 10351

4. 3Haku JICKapCTBCHHOT'O ITpeIiapaTra, UCTIOJIb3YEMbBIC JJIA pa3/IMuYCHUA JO3UPOBOK, IMOJTHOCTHIO HE YIaJICHBI.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zaeiny(pasaenaM) A0Che, BKIOYas MOApoOHOE
rpaduueckoe WIM IOBECTBOBATEIBHOE ONHCAHWE TEKYIIEro M HOBOI'O BHEIIHETO BHJA, a TakKke
COOTBETCTBYIOIINI NEPECMOTP HHPOPMAIINH O JIEKAPCTBEHHOM IIpemapare.

2. B COOTBETCTBYIONIMX CTydasx 00pa3ibl JIEKAPCTBEHHOTO TIpenapaTa.

3. Pe3ynpTaThl COOTBETCTBYIOIIUX HCHBITaHUH 1o ['ocymapctBeHHOit @apmakonee Pecmybmmkm Kazaxcraw,
MTOTBEPKAAIOIINE SKBUBAJICHTHOCTH CBOMCTB (IIPaBMIBHOCTD TO3UPOBAHMUA).

b.Il.a. 2 MH3meHeHue
dbopMBI WM pasMepoB Y CIOBHUS Tpebyemast nokymenTamusi Bun mporeaypb
JIEKapCTBEHHOM (pOpMBI

a) TabOmeTku, KarcCybl,
CYIIIO3UTOPUH U TIECCAPUH
c HEMeEIJIEHHBIM
BBICBOOOKICHHEM

1,2,3,4 1,4 1A

0) JIekapcTBeHHBIC (HOPMBI

c OTCPOYECHHBIM,

MOTUGHUITUPOBAHHBIM WU

MPOJOHTUPOBAHHBIM

BBICBOOOXICHUEM | B
TabJIETKH C PHUCKOH,

NpeJHa3sHauYeHHOW IS



paszeneHusT Ha paBHbIE 1,2,3,4,5
JIO3BI

B) /[lobaBnenue HOBOTO
Habopa JUIT ST
panuodapmManeBTHIECKOTo
JEeKapCTBEHHOTO

II

mpemnapata ¢ JAPYrUM
00BEMOM 3aITOJTHEHHS

YcnoBus

1. [Ipodunb pacTBOPEHHUS] K3MEHEHHOTO JICKAPCTBCHHOTO Mpernapara COMOCTaBUM CO CTaphIM, €CJIA TPUMEHHMO.
IIpu HEBO3MOXKHOCTH MPOBEICHUS HCIBITAHUSI PACTBOPEHUS BpEeMs PaclajgaeMOCTH HOBOTO JIEKAPCTBEHHOTO
npenapara B CpaBHEHUU CO HEU3MEHEHHBIM.

2. Crenudukayy JICKapCTBEHHOI'O MpernapaTa Ha BEITYCK M Ha KOHEIl CPOKAa TOJHOCTH HE M3MCEHWIHCH (33
HCKITFOYCHUECM Pa3MEpOB JICKaPCTBEHHOU (YOPMBI).

3. KauecTBeHHBII U KOJIMYECTBEHHBIN COCTAB U CPEHSS Macca HE U3MEHUIIUCH.

4. MI3MeHeHHE HE 3aTparuBaeT TaOJCTKH ¢ PUCKOM, MpeTHA3HAYCHHON TS Pa3leICHUs JICKApCTBEHHON (DOpMEI
Ha paBHBIC J03BI.

JoxyMmeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIUM) pa3aeny(pa3aenaMm) Joche, BKIOYAs MOAPOOHOE
rpaduueckoe OTOOpaKeHHE TEKYLIero W IpeAjaraeMoro IOJIOKEHHs, a TakkKe HepecMoTp MHpopMmanuu o
JIEKAPCTBEHHOM TIpenapaTe COOTBETCTBEHHO.

2. CpaBHHTENbHBIE JaHHBIE PACTBOPEHHS HE MEHEE YeM OJHOW ONBITHO-IIPOMBIIUICHHOH CEPHU C TEKYLIMMHU U
MpeyIaraeMbpIMH pa3MepaMiu (OTCYTCTBHE 3HAYMTENBHBIX Pa3IMYMi C TOUYKH 3PEHHS COMOCTAaBUMOCTH — CM.
[IpaBuna npoBeneHNs HCCIEAOBaHUN OMOAKBHBAJICHTHOCTH JICKApCTBEHHBIX IpenapaToB (mainee — I[IpaBuia
MIPOBEJICHNS MCCIEAOBAaHNH OMOSKBHBAJICHTHOCTH). B OTHOIICHNH JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB
MIpUEMJIEMBI JaHHbBIE CPAaBHUTEIBHOMN PAacaJaeMOCTH.

3. OOocHOBaHHS HETPEACTABICHHUS PE3yJIbTaTOB HOBOTO HCCIEIOBAHUS OWOIKBHUBAJCHTHOCTH COTIACHO
[IpaBuiam npoBeaeHNUs CCIIEIOBAaHUI OMOIKBUBAJICHTHOCTH.

4. B COOTBETCTBYIOIIUX CIyJasx 00pa3Iibl ICKApCTBEHHOTO Mpernapara.

5. PesynpTaThl cooTBEeTCTBYOIUX HcHbITaHUE mo ['ocymapctBenHoit @apmakonee Pecrmybmmxm Kazaxcraw,
MOATBEPXKIAIOIIIE SKBUBAJIEHTHOCTh CBOUCTB (IIPaBUIBHOCTD JO3UPOBAHUS).

Jusa b.Il.a. 2.B), moboe u3MeHeHHE "TO3MPOBKH" JIEKapCTBEHHOI'O IIperapara

(*) llpumeuanue
TpeOyeT NoauM 3asBICHUS O PACLIMPEHUH PETUCTPALIMH.

b.Il.a. 3 W3meHenue

cocTaBa (

BCIIOMOTATEJIbHBIX YcnoBust Tpebyemast nokymenTanust Bu mpoueaypbt
BEIIECTB) JICKAPCTBEHHOTO

mperapara

a) N3meHenme cocrapa
BKYCOBBIX  100aBOK  (
apoMaTH3aTOPOB) WM
Kpacurenen

1. JobaBineHue,

1,2,3,4,5,6,7,9, 10 1,2,4,5,6 1A
HCKJIIFOUCHHUC UJIU 3aMCHa

2. VYBeln4yeHHE WIH
1,23,4,10 1,2,4 1A
YMEHBIICHHE COACPKAH
6) IIpouue
BCIIOMOTaTEJbHEIE
BelIeCTBa



Jrobass He3HauwTeaLHAS
KOPppPEKIHS
KOJIMYECTBEHHOI'O COCTaBa
BCIIOMOTATENbHBIX

1,2,4,8,9,10 1,2,7 IA

BEIIECTB JICKAPCTBEHHOTO
npernapara

2. KadecTBeHHEIE HIH
KOJIHYECTBEHHBIC
M3MCHEHHUS OIHOI0 HIIH
0oJyiee BCIIOMOTATENIBHBIX
BEIIECTB, CYIICCTBCHHO I
BIHSIOIINE Ha KadecTBO,

0e30IacHOCTh WU

30 PEKTUBHOCTH

JeKapCTBEHHOTO

npernapara

3. N3MeHeHUE,

3aTparusaloniee

OMONIOTHYCCKUM ( II
AMMYHOJOTHIECKHH )

npemnapar

4. Jlioboe HOBOE
BCIIOMOTAaTEIIbHOE
BEIIECTBO,
Mpearnoaraimee
HCIIOJIb30BaHUEC
MaTepHualioB
YEJIOBEUYECKOTO  WJIH 11
JKUBOTHOTO
MIPOUCXOKICHHUS,
TpeOyIOmuX  OIEHKH
JaHHBIX  BUPYCHOH
6e3zomacHoCTH U (MIIHN)
pucka TI'D

5. HU3meHeHHE,

000CHOBaHHOE

pe3ynbTaTaMu II
HCCIeIOBaHUS

OMOSKBUBAJIEHTHOCTH

6. 3ameHa OIHOTO
BCIIOMOTATEILHOT O
BEIIECTBA  CXOMHBIM
BCIIOMOTaTeabHBIM
BEIIECTBOM C TEMH K€
(GYHKIMOHATEHBIMU
XapaKTEePUCTHKAMHU B
aHAJIOTMYHOM KOJIMYIECTBE

1,3,4,5,6,7,8,9 IB

YcnoBusa
1. 3meHeHns QyHKIMOHAIBHBIX XapaKTEPUCTHK JIEKapCTBEHHOW ()OPMBI, HAIPHMeEp, BPEMEHU PaciagaeMOoCTH,
IpOQUIIS PACTBOPCHUS OTCYTCTBYIOT.



2. Besikyro He3HaUUTENbHYI0 KOPPEKLUIO cocTaBa JUlsl MOoJIepKaHust o01Iel Macchl HE00X0AMMO OCYLIECTBIISTH
BCIIOMOTAaTeNbHBIM BEUIECTBOM, COCTAaBJISIIOIIMM B HACTOSIEE BPEMsI OCHOBHYIO YacTh JIEKAPCTBEHHOIO
npemnapara.

3. Crnenuduxanus JeKapCTBEHHOIO Ipernapara oOHOBJICHA B YacTH BHEUIHErO BHJa (3amaxa, BKyca) W, NpH
HEOOXOMMOCTH, UCKIIIOUCHO UCTIBITAHNE HA TIOATHMHHOCTb.

4. HauaTbl COOTBETCTBYIOIIME UCCIICJOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAaHOBJICHHBIMH TPEOOBAHUSIMHU
(c yxazaHHEeM HOMEPOB cepuil); TPOAHATM3UPOBAHEI COOTBETCTBYIOIINE TAPAMETPHI CTAOMILHOCTH HE MEHEE YeM
HA JIByX OIIBITHO-IIPOMBIIUIEHHBIX WA IPOMBIIIJIEHHBIX CEPHAX; B PACIIOPSKEHHH yCIYyTONOIyYaTens HaXOAATCS
YAOBJIETBOPHUTEIbHBIEC PE3YyJIbTAaThl, 0 MEHBIIEH Mepe, 3-MEeCAYHOro M3Y4eHHs CTAOMIBHOCTH (HA MOMEHT
BBEIICHUS M3MCHECHUU [A Tuma u yBemomicHus 00 uaMeHeHHsX B Tuma); mpoduis CTaOMIBHOCTH CXO0X C
YTBEPIK/ICHHBIM B HacTosiiee Bpems npoduiem. [loarBepskaeHue Toro, YTo UCCIeN0BaHUs OYAyT 3aBEPIICHBI, 1
YTO eCJIM pe3yJIbTaThl Ha KOHEIl CpoKa TOJHOCTH HE OYAyT YKIaAbIBaTHCS B CIEHU(PHUKAINY W TOTEHINAIEHO
HE YKJIAABIBaThCA B CHENU(HUKANNK, MX HEMEVICHHO MNPEACTaBAT YIOJHOMOUYEHHOMY OpraHy Hapsmy C
npe/yIaraéMpIM IIaHOM JeiicTBuii. Kpome TOro, B COOTBETCTBYIOIIMX CIy4asx HEOOXOAMMO MpPOBECTH
ucnpITanue GoToCTaOUIHLHOCTH.

5. Bce HOBbIE KOMIOHEHTHI YJIOBIETBOPSIET TPEOOBAHUSAM COOTBETCTBYIOIIMX NOKYMEHTOB PecmyOmuku
Kazaxcran, xacaromuxcsi KpacuTeNeH, UCTIONb3YEMBIX B MUILEBON MPOMBIIIJICHHOCTH, U BKYCOBBIX 100aBOK.

6. Hu onuH HOBBIN KOMIIOHEHT HE MpEAIOJaracT UCIONIb30BaHUE MaTEPHUAIOB YEJIOBEUECKOT0 MIIN KUBOTHOTO
MPOUCXOXKICHHUS, TPEOYIOIMX OLEHKH JaHHBIX BHUPYCHOW 0E30IaCHOCTH HJIM COOTBETCTBUS JICHCTBYIOIIMM
TpeboBanmsiM ['ocynapctBennoit @apmakonee PecnyOnukn Kazaxcran mo MUHMMHU3AIMM pUCKa Iepenadu
areHToB ry04aToil 3HIe]aIonaTHH KUBOTHBIX IOCPEICTBOM JIEKAPCTBEHHBIX MTPENapaToB Uil MEAUIIMHCKOTO U
BETEPUHAPHOTO MPUMEHEHNSI.

7. B COOTBETCTBYIOIUX CIIy4asX U3MEHEHHs HE BIMAIOT HA Pa3IN4Msg MEXIy JO3UPOBKaMHU U HE OKa3bIBAIOT
HEraTUBHOTO BIIMSHUS HAa BKYCOBBIE CBOMCTBA JIEKAPCTBEHHBIX IPENApaTOB, NIPEAHA3HAYEHHBIX JUI JETEH.

8. Ilpo¢pmnp pacTBOpeHHST HE MEHEe 4YeM JABYX OIBITHO-IPOMBIIUIEHHBIX CEpHil HOBOTO JIEKapCTBEHHOTO
IperapaTra CONOCTaBHM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAUMTEIBHBIX PpA3IMUUd C TOYKH 3pPEHHS
COIOCTaBUMOCTH — CM. [IpaBuia mpoBeIeHHs HCCIEIOBaHUH OMOIKBHUBAJIEHTHOCTH). IIpy HEBO3MOKHOCTH
MIPOBE/ICHUS HCTIBITAHUS PACTBOPEHHUS C JIEKAPCTBEHHBIMU PACTUTEIBHBIMHE MperapaTaMy BpeMs paclagaeMoCTH
HOBOT'0 JIEKaPCTBEHHOTI'0 Npernapara COoCTaBUMO CO HEM3MEHEHHBIM.

9. V3MeHeHne He SBISETCS CIEACTBUEM HECTaOWIBHOCTH M (WJIM) HE CKa3blBaeTcsi Ha OE30IIaCHOCTH, T.€.
Pa3IUUUAX MEXKAY NO3UPOBKAMH.

10. PaccmarpuBaeMblii JIEKapCTBEHHBIH IIpemapar He SBISETCS OMOJIOTMYECKUM (MMMYHOJIOTHMYECKHM)
JIEKapCTBEHHBIM IIPENapaToM.

JoxymeHTanus

1. TMlompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pasneny(pa3genaM) OOChe, BKIIOYas METOIBI
UCIIBITAaHKUA Ha HOAJIMHHOCTb BCEX HOBBIX KpacuTelel (eciu NPHUMEHHMO), a TaKkKe IepecMOTp HH(OpMaIHu o
JIEKaPCTBEHHOM TIpenapaTe COOTBETCTBEHHO.

2. Jlexiapanus, 4TO HadaThl TPeOyeMbIe HCCICIOBAHMS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBICHHBIMHU
TpeOoBaHUSIMHU (C yKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOLIMX CIIydasiX) HAa MOMEHT BBEJCHUS
M3MEHEHUH B €ro pacropspKeHHH HaXOIMIHCh TpeOyeMble MUHHMANbHBIE YIOBIETBOPUTEILHBIE TaHHBIE 110
CTaOMIIBHOCTH; M YTO MMEIOIINECS JaHHBIC HE CBUJETEILCTBOBAIIM O KaKoii-m1bo npobineme. HeoOxoaumo Takke
MIPEICTAaBUTh MOATBEPKACHUE TOTO, YTO MCCIECIOBAHMS OyAyT 3aBEpIICHBI, M YTO €CIHM Pe3yibTaThl HE OyayT
YKJIaJpIBaThCA B CIEIM(PUKAUN WIM TMOTEHIMAIbHO HE YKIAIbIBaThCS B CIEHU(HUKAINK Ha KOHEI CPOKa
TOJHOCTH, MX HEMEUIEHHO MIPEACTABST YIOJIHOMOUYEHHOMY OpraHy Hapsiy ¢ IpeularaeMbIM IUIaHOM JeHCTBHIA.
3. Pe3ynbTaThl HCCIEI0BaHUN CTAOMIBHOCTH, IPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBICHHBIMH TPEOOBAHUSIMH,
110 3HAYUMBIM ITapaMeTpam CTa6I/IJ'H)HOCTI/I HE MCHEC UE€M Ha ABYX OIIBITHO-IIPOMBINIJICHHBIX WA MTPOMBIINIJICHHBIX
CepHsX, OXBAaTHIBAIOIIMX HE MeHee 3 MecsleB, U MOATBEPKACHUE TOTO, YTO yKa3aHHBIE HCCIEAOBaHMS OyayT
3aBEpIICHBI, M €CITN Pe3YJIbTaThl He OYyT YKIaAbIBATHCS B CHEHU(PHUKALUY WIN TIOTEHIMAIBHO HE YKIJIAJbIBATHCS
B crenu(UKanuy Ha KOHEIl CPOKa TOJHOCTH, UX HEMEUICHHO IPEICTABAT YIIOJIHOMOYEHHOMY OpTaHy Hapsay C
MpeAaraéMbIM IUIAHOM JIEUCTBUH.

4. B COOTBETCTBYIOIMX CIydasXx OOpa3lbl HOBOTO JIEKapCTBEHHOro mpemnapata. 5. JImbo ceprudukar
cootBeTcTBUsl EBpomneiickoit @apmakonen mo TI'D Ha mr000if HOBBIM MCTOYHUK MaTepuana, JIubo (ecin
IPUMEHUMO) OKYMEHTAlIbHOE MOJATBEPKICHUE TOTO, YTO MCTOYHHUK MaTepuala, MmogBepKeHHbIH pucky TI'O,



paHee MPOBEPEH YIOJTHOMOUYCHHBIM OPTraHOM; M OBUIO MOATBEPKICHO €r0 COOTBETCTBHUC JCHCTBYIOMICH CTAaThe
Tocynapcreennoii ®@apmaxornee Pecriybonnku Kazaxcran o MUHUMH3AIMU PUCKA [EPEAaYy areHTOB Ty04aToi
sHIIe(DATONATHH KUBOTHBIX MOCPEJICTBOM JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO U BETEPHHAPHOTO
npuMeHeHus. [ KaKaI0ro Takoro pojia Marepuaia HeoOX0AUMO TPEICTABUT CIIEAYIOIIE CBEICHHUS: HA3BaHNE
l'IpOI/I3B0)II/ITeJ'I$I; BHJ )KUBOTHBIX U TKAaHU, U3 KOTOpBIX nonyqu MaTepI/IaJ'l; CTpaHa l'lpOI/ICXO)K)IeHI/IH JKUBOTHBIX U
€ro UCIOJb30BaHUE.

6. B COOTBETCTBYIONIMX CIIy4asX JaHHBIC, MOATBEP)KIAIOIINE TO, YTO HOBOE BCIIOMOTATEIbLHOE BEIIECTBO HE
B3aUMOJICHCTBYET C aHAJTUTUICCKUMHU METOTUKAMHU CICI(HUKAIINH JICKAPCTBEHHOTO Mpernapara.

7. HeobxoauMo mocpeacTBoM Hajiexanield (hapManeBTHIeCKoi pa3paOboTku (BKJII0Yast BONPOCH! CTaOMIIBHOCTH
U TPOTHBOMUKPOOHOTO KOHCEPBUPOBAHUS, €CIM MPUMEHHMO) TPEJCTaBUTh OOOCHOBAaHHE CMEHBI (BRIOOpA)
BCITOMOTATEIIbHBIX BEIIECTB.

8. CpaBHHTEIbHBIC JaHHBIC MPO(UIT PACTBOPCHHS TBEPIBIX JICKAPCTBCHHBIX (OPM HE MECHEE YeM Ha JBYX
OTBITHO-MIPOMBINUIEHHBIX CEPUSX JIEKAPCTBEHHOTO IMperapara HOBOIO M CTaporo COCTaBOB. B oTHomeHHH
JIEKAPCTBEHHBIX PACTUTENHHBIX MPENApaToOB TOCTATOYHBI JAHHBIC CPABHUTEIILHOMN PacnaaeMOCTH.

9. O60CHOBaHUS HETPEACTABICHUS PE3YIFTATOB HOBOT'O UCCIIEAOBAHM OMOSKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBuiamMu IPOBEACHHS UCCIE0OBAHN OHO3KBHBAIEHTHOCTH.

Bb.Il.a. 4 3mMeHeHue Macchl

000JIOYKH JIEKapPCTBEHHBIX

(dhopM s iprieMa BHYTPH Y CIIOBHS Tpebyemast nokymenTamusi Bun mpoueayps
WIM U3MEHCHHE MAacChl

000JI0YKH KaTICYIIbI

a) TBepnasie
nexkapcTBeHHbIe (opmer  1,2,3,4 1,2 1A
IUTA TIpreMa BHYTPb

0) JlexapcTBeHHbIe HOPMBI

c OTCPOYCHHBIM,

MOJU(QHUIMPOBAHHBIM HIIN

MIPOJIOHTUPOBAHHBIM

BBICBOOOXKIEHHEM, B 11
KOTOPBIX  0o0oJouka

SIBJISICTCSA KJIFOYE€BbBIM

bakTOopoMm

BBICBOOOXKICHUS

Ycnosus

1. Tlpoduip pacTBOpeHHs He MEHee 4YeM JABYX OIBITHO-IPOMBIIUICHHBIX CEpHid HOBOTO JICKApCTBEHHOTO
npenapara COINOCTaBHM CO CTapbiM. [Ipy HEBO3MOXHOCTH TNPOBEICHUS HCIBITAHUS PACTBOPCHHS C
JIEKapCTBEHHBIMU PACTUTEIbHBIMU TIperapaTaMy BpeMs paclajaeMOCTH HOBOTO JIEKAPCTBEHHOIO Iperapara B
CPaBHEHHUH CO CTAPBIM.

2. O0omn0uYKa HE SABISETCS KIIOYEBBIM (JaKTOPOM MEXaHH3Ma BBICBOOOXKICHUS.

3. Cnenudukaiys JIeKapcTBEHHOTO Iperapara 0OHOBJICHA JIUIIb B YACTH MACChl M pa3MepoB (eClId IPUMEHNMO).
4. HauaTbl COOTBETCTBYIOIIME UCCIICOBAHHS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMHU
HE MEHee 4YeM Ha JBYX OIBITHO-IPOMBIIIJICHHBIX WJIH HPOMBIIUICHHBIX CEPHUsIX; B PAaCHOPSIKECHHH
YCIYronoydaTessi HA MOMEHT BBEACHUSI M3MEHEHUI HaXOAATCs YAOBJIETBOPHUTENbHBIE, IO MEHbIIEH Mepe, 3-
MeCSIYHBIE JaHHBIE MO CTAaOWIBHOCTH; MOATBEP)KIEHHWE TOTO, YTO MCCIENOBaHMS OynyT 3aBepiueHbl. Ecim
pe3yNbTaThl HE YKJIAABIBAIOTCS B CreHM(UKAIUH WM HMOTCHIMAIBHO HE YKIAObIBaThCS B CHCHU(HKAIMN Ha
KOHEI] CpoKa T'OAHOCTH, MX HEMEIJICHHO IPEICTaBiT YINOJIHOMOYEHHOMY OpraHy Hapsgy C IpeaiaraeMbIM
IUTAHOM JEHCTBUIA.

JoxymeHTtanus

1. ITompaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3jieiry(pasienaM) T0Cke.

2. Jexmapaiiusi, YTO0 HayaThl TPEOyeMbIC HCCICIOBAHUS CTA0MILHOCTH B COOTBETCTBUHU C YCTAHOBJICHHBIMHU
TpeOOBaHMSMH (C YKa3aHHEM HOMEpPOB CEpHii); M 4TO (B COOTBETCTBYIOUIMX CIy4asX) Ha MOMCHT BBEICHHS
W3MEHEHUH B €ro PacrlopsHKeHUH HAXOTUIIUCh TpeOyeMble MUHUMAJBHBIC YOBICTBOPUTEIbHBIC NaHHBIC IO



CTaOMIIBHOCTH; ¥ YTO UMCIOIIMECS TaHHBIC HE CBUCTEIBCTBOBAIU O Kakoi-mibo npobdiieme. Heobxonumo Takxke
MIPEICTAaBUTh MMOATBEPIKICHUE TOTO, YTO UCCICAOBAHUS OyAyT 3aBEPUICHBI, H YTO €CIIM PE3yIbTAaThl HE OYIyT
VKJIaABIBaThCS B CHEIU(UKAIUN WIA MOTCHIWAIHLHO HE YKIAABIBATHCS B CHEIU(UKAIIMN Ha KOHEN CpOKa
TOTHOCTH, UX HEMEIJICHHO IPEACTaBAT YIIOJIHOMOYEHHOMY OpraHy Hapsy ¢ MpeuiaraéMbIM IUTAHOM JIeHCTBHH.

Kpowme TOr0, B COOTBETCTBYIOIINX CITydasx HEOOXOAUMO MIPOBECTH HCTIBITaHUE (POTOCTAOMIBHOCTH.

B.Il.a. 5 UW3meneunwne
KOHIICHTpAINH
OIHOJI03HOTO, MOJTHOCTHIO
BBOJHMMOTO
MapeHTePaAIbLHOTO
JICKapCTBEHHOTO
mpemnapaTa npu
HEM3MEHHOCTH
colepKaHus AKTHUBHOM
(hapmareBTHUECKON
CyOCTaHIIMM Ha €IMHHILY
J103BI (T.€. JO3UPOBKH)

b.Il.a. 6 MWckmouenue
KOHTeiHepa c
pacTBOpHTENEM ( YcnoBus
pa3baButenem) U3

YIIAKOBKH

1,2

JoxymeHTauus

VYcaosus Tpebyemast nokymenramust Bun mpouemaypst

II

TpeOyemast nokymeHTauuss Bun npouenypst

IB

1. OGocHOBaHME WMCKIIOUCHHMS, BKIIIOYAsl yKa3aHHWE HAa albTEepPHATHBHBIE CHOCOOBI MOJYYEHHUS pacTBOPHTEINS (
paszbaBurens) B 1ensx 0e30macHoro 1 3pQEKTUBHOTO TPUMEHEHHS JIEKAPCTBEHHOTO IIpenapara.

2. IlepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

b.1II. 6) IIpousBocTBO

B.11.6. 1 3amena unu
noOaBlieHHe HOBOIt
TPOU3BOJICTBEHHOM
IJIOIIAIKH JIJIST YacTu
WJIM BCEX MPOIIECCOB
MpOU3BOJICTBA
JIEKapCTBEHHOTO
mperapara

VYcenosus Tpebyemast nxymeHTanus

a) Ilmomanka 1o

. 1,2 1,3,8,10
BTOPUYHON yTIaKOBKE

0) Ilnmomanka 1o

. 1,2,3,4,5 1,2,3,4,8,9,10
TIEPBUYHON YIIAaKOBKE

B) Ilmomanka, Ha
KOTOpoH
OCYIIECTBIISIOTCS
MIPON3BOJICTBEHHBIE
omepamuu i
OHMOTOTUYECKUX (
UMMYHOJIOTHYECKHUX )
JIeKapCTBEHHBIX
npenapaToB HWIH
JEeKapCTBEHHBIX

Bun npouenypst

IA

IA



bopwm,
MIPON3BEACHHBIX C
TTOMOIIBIO CIIOKHBIX
TIPOU3BOJICTBEHHBIX
IpoIeccoB, 3a
HCKJIIOUCHHEM
BBIIIyCKA CEpuUH,
KOHTPOJISI KadecTBa
cepuil U BTOPUUYHOI
YIIaKOBKH

r) Ilmomanka,
TpeOyromas
MPOBEICHUS
NEPBUYHON MM
OHPOAYKT
crienqupUIHOU
MHCIEKIINU

n) Ilnomanka, Ha
KOTOpOH
OCYIIECTBIIAIOTCS
00O Ble
MPOU3BOJICTBEHHBIE
omepamuu s
HECTEPUIBHBIX
JeKapCTBEHHBIX
npenaparos, 3a
HUCKJIIOUYCHHUEM
BBIIIyCKA CEpUH,
KOHTpONS Cepui,
NEePBUYHOH U
BTOPUYHON yIIaKOBKH

e) Ilmomanka, Ha
KOTOpOH
OCYIIECTBIISIOTCS

T 0be
TIPOU3BOJICTBEHHBIE
omepamuu  CcO
CTEPUIbHBIMU
JIEKapCTBEHHBIMU
npenaparam,
TIPOM3BOISIIIIMUCS C
HCIIOJIb30BaHUEM
aCEeNTUUYECKHUX
METO/IOB (MCKITIOYast
6uonmornueckue  (
UMMYHOJIOTHUECKHUE)
JeKapCTBEHHbIE
mpemnaparsl), 3a
HCKJIIOYEHUEM
BBIIIyCKA CEpUH,
KOHTPOJIsI KayecTBa
Cepuil U BTOPUYHOMI
YITaKOBKH

1,2,3,4,56,7,8,9, 10

1,2,3,4,5,7,8,10

II

II

IB

IB



VYcnosus

1. Hannune ceprudukara Haaexamed npou3BoacTBeHHOl npakTuku (GMP) nponsBoacTBeHHON TUIOMANKN
nepeJaroleil ¥ IPUHUMAIOIIEH CTOPOHBL.

2. [Tontaaka JIULEH3UPOBAHA B YCTaHOBJIEHHOM IOPSIIKE (1S TPOM3BOCTBA PacCMaTpHUBAEMOM JIEKapCTBEHHOM
(hOpMBI WITM JIEKapCTBEHHOTO TIpeTiapaTa).

3. PaccMaTprBaeMblil IEKapCTBEHHBIN Npenapar He SBISAETCS CTEPUIbHBIM.

4. B COOTBETCTBYIOIIUX CIydasiX, HAllpUMEpP, B OTHOIICHHMH CYCIIEH3UIl WM 3MYJIbCHI, MMEETCS cXema
BIHIAIMH WK B COOTBETCTBUH C TEKYIIHM IIPOTOKOJIOM YCIIEIIHO MPOBEICHA BAUAALNS HOBOH TUIOLIAIKH C HE
MEHEe YeM TPEMsI IPOMBIIITIEHHBIMH CEPHSMHU.

5. PaccMmaTtprBaeMBIil IekapCTBEHHBIH Mperapar He ABISETCS OMOIIOTHISCKAM (MMMYHOIIOTHIECKUM).

JoxymeHTanus

1. IloxTBepkaeHHEe TOTO, YTO IpejyaraeMmasl IUIOMAAKa JUICH3UPOBaHA B YCTAHOBJIEHHOM MOpSAIKE AJIA
MPOU3BOJICTBA JIEKAPCTBEHHOH (DOPMBI MIIM pacCcMaTpHBaEMOT0 JIEKapCTBEHHOTO Iperapara.

2. B cooTBeTCTBYIOIUX Cily4yasix HEOOXOIMMO yKa3aTh HOMEpa CEpHii, COOTBETCTBYIOLIHME Pa3Mep CEPUH U JaTy
npou3BoJCTBa cepuil (3), MCMONB30BaHHBIE B BAIMIAIMOHHOM WCCIIENOBaHWH, W TPEJICTaBUTH JIaHHbBIE
TIEPBUYHON SKCHEPTU3BI WIIK TTPOTOKOJ (CXeMY) TIEPBUYHON IKCIIEPTH3BI, MOJISKAIINH TTo1ave.

3. B dopme 3asBieHHsT 0 BHECEHMHM M3MEHEHHMH HE0O0XOJMMO YEeTKO yKa3aTh "Tekymux" u "mperaraeMbix"
MIPOM3BOANTENIEH JIEKApPCTBEHHOTO Ipenapara (CoriaacHo paszaeny 2.5 ¢popmbl 3asBIeHUS).

4. Koruu yTBEpICHHBIX CHEIU(HUKAINIA Ha BBIITYCK M KOHEI] CPOKa FOAHOCTH (€CIM IPUMEHHMO).

5. JlaHHBIE aHANMW3a OJHON MPOMBIIUICHHON CEpUH M JIBYX OIBITHO-NIPOMBIIUICHHBIX CEPHH, UMHTHPYIOLINX
Iporiecc MPOU3BOACTBA (WJIM J(BE NPOMBINIICHHBIE CEPUH) M CPAaBHHUTEIBHBIC JAaHHBIC C TPEMS CEPHIMH,
MIPOM3BEACHHBIMHA Ha MPEABIAYIICH MPON3BOACTBEHHON mromazake. [lo 3ampocy HE0OXOAMMO MPEINCTaBUTH
JAHHBIC IO CJIEAYIOIIUM JIByM MOJHBIM IPOMBIIUIEHHBIM CEPUSM; HEOOXOANMO COOOIINTH, €CIIM PE3YJIBTAThI
aHalIN3a He YKJIAABIBAIOTCS B CHCHU(DUKAIIUIO, U TPEJIOKHUTD TUTaH ICHCTBUM.

6. COOTBETCTBYIOIIHE JaHHbBIC IIEPBUYHON IKCIEPTU3bI, BKIIFOYAs Pe3yIbTaThl MEKPOCKOIINHU PacHpeeIeHHs 110
pa3MepaM 4acTHIl U UX MOP(OJIOTHH MATKHX W XKHJIKUX JIEKAPCTBEHHBIX (DOPM, B KOTOPBIX (hapMaleBTHIECKas
CyOCTaHIIUsI HAXOJUTCS B HEPACTBOPEHHOM COCTOSTHHU.

7. Ecnu Ha HOBOH MPOU3BOJICTBEHHOM IUIOMAAKH B Ka4eCTBE MCXOAHOTO MaTepHaja HCIOJIb3YyeTCsl aKTUBHAS
(apmaneBTHUeckas cyOcTaHIusl, — JEKJIapanusl YIOJIHOMOYEHHOTO JIMIa IJIOMIAJKH, OTBETCTBEHHOIO 3a
BBIITYCK CEpUi, YTO aKTUBHAs (hapMameBTHUECKas CyOCTaHIMS IpOW3BeNeHa B COOTBeTCTBHH C [IpaBmmamu
HaJIeXare Ipon3BOICTBeHHON pakTuke Pecrybmmku Kasaxcran s HCXOAHBIX MaTepHaoB.

8. IlompaBka K COOTBETCTBYIOLIEMY (M) pazaery(am) JoCke.

9. Ecnu mpom3BoACTBeHHAs IIIOMIAZKa M IUIOIIAAKA, Ha KOTOPOH OCYIIECTBIISICTCS TEpPBHYHAs YNAaKOBKA,
pasnaudaloTcs, HeoOXOOUMO OmHCcaTh W BATUAWPOBATH YCIOBHA TPAHCIOPTHPOBKM U XPaHEHHS
HepachacoBanHoro npemapara (bulk).

10. IIucemeHHOE coTacue Ha MpoBeaeHne (papManeBTHIECKON HHCIEKIIUN HAa COOTBETCTBHE TPEOOBAHUAM II0
HaJUIeKaIuM (papMaleBTHIECKUM MPAKTHKAM.

[Tpn n3MeHeHMH WM HOBOHM NPOW3BOACTBEHHOH IUIONIAJKE B CTpaHE 3a HpeieilaMH
Pecniyonuku KaszaxcraH, ¢ KOTOpO#H HE 3aKIIOUEHO COTJIANICHUE O B3aMMHOM MPU3HAHUU
GMP, nepxarensM 10 MOJaYl YBEIOMIICHHUS PEKOMEHIYETCsl MPOKOHCYIbTHPOBATHCS C
YIOJHOMOYEHHBIM OPIaHOM U IPEACTaBUTh CBEACHHS O BCEX MPEIbIAYIINX MHCIEKIUIX
3a moclieqHue 2—3 roaa U (WiIHM) BCeX 3alNIaHWPOBAHHBIX MHCIIEKITUSAX, BKIIOYAs JaThl
WHCTIEKIMH, KaTEerOpUU MHCIEKTUPYEMBIX IPOJYKTOB, HaJ30pPHOE BEJOMCTBO M MPOYHUE
cBefeHus. JlexnapaluyM yYHOJHOMOYEHHOTO JIMIIA, 3aTparvBalollye aKTHBHYIO
(bapmarieBTHUECKYIO CyOcTaHIuIO. JlepKaTeu JMIeH3ui Ha MPOU3BOJICTBO B KaueCTBE
HCXOMHBIX MAaTEPUANOB HCIOJB3YeT HMCKIIOYUTENLHO AKTUBHBIC (hapMaleBTHYCCKHE
cyOcTaHImM, Mpou3BeneHHbIe B cooTBeTCTBHH ¢ GMP, mosToMy KakIOplid AepiKaTeib
JIMIIEH3UH Ha MTPOM3BOCTBO MPOJICKIAPUPYET, YTO OH B KAYECTBE MCXOJHOTO MaTepHaa
[Ipumeganus: UCIOJB3YEeT AaKTUBHYIO (hapMaleBTHYECKYI0 CYOCTaHIUIO, MPOU3BEIEHHYI0 B
cootBercTBUM ¢ GMP. KpoMe TOro, MOCKONEKY yIIOJTHOMOYEHHOE JIUI0, OTBETCTBEHHOE 32
cepTudUKaImio cepun, OepeT Ha ceOst O0MIYI0 OTBETCTBEHHOCTD 32 KaXKIYI0 CEPHIO, SCITH
IUIOIA/IKA, BBIMYCKAIOIIAS CEPHUI0, OTIMYACTCS OT YKA3aHHOU BBIIIE, YIIOJTHOMOYCHHOE



JUI0, OTBETCTBECHHOC 3a CEPTH(HKAIMIO CEPHH, MPEACTABISACT OIMOTHUTEIHHYIO
Jlekinapannio. Bo MHOrux ciydasx BOBJIEYEH JIMILb OAWH JAepXaTeilb JIMLEH3UU Ha
MIPOU3BOJICTBO, IOATOMY MOTPeOyeTCs JINIIb OHA Aekiaparus. OQHaKo, €CIH BOBICUCHEI
HECKOJIBKO BJIaJIEIbLEB JULEH3UI Ha IMPOU3BOJCTBO, BMECTO IOJAYM HECKOJIBKUX
JIeKJIapaiuuMii  JomycKaeTcs MoJaTh OJIHY JeKjiapaluio, MOJAMNHUCAHHYI0 OJHUM
yHOHHOMO‘leHHbIM JINIIOM. 3TO I[OHyCTI/lMO l'[pl/I yCJ’IOBI/II/I TOT'O, YTO: B aexnapaunn YCTKO
YKa3aHo, 4TO OHa MOJIUcaHa OT JIMIA BCEX BOBJIEUYECHHBIX YIIOTHOMOYEHHBIX JIMII.
B.I1.6.2 N3meHenue
uMImoprepa,
COTJIaIlICHUN O
BBIYCKE CEpUil u

N Ycnosus Tpebyemas moKyMeHTaUs Bun npouenypst
HCHIBITAaHUH  TIO
KOHTPOJIIO Ka4yecTBa
JE€KapCTBEHHOTO
npenapara
a) 3ameHa wuIH
nobaBiieHUE
MJIOMAKHA, Ha
KOTOpoH 1,2,3 1,2,4 1A
OCYILIECTBIISIETCS

KOHTPOJIb KadecTBa (
UCTIBITAaHHUE CEPUHt)

6) 3ameHa wuaH
nobaBieHME
IMPOU3BOAUTEIA,
OTBETCTBEHHOI'O 3a
BBIIYCK  Ccepui
6uonorumgeckoro  (
AMMYHOJOTHIECKOTO
) IleKapCTBEHHOTO
mpenapara 1 JIo0bIX
METOJIOB HUCHBITAaHUH,
OCYILIECTBIIEMBIX Ha

II

IIoImanKe,
SBISIOMIUAXCS
ouomormueckuM  (
MMMYHOJIOTHIECKHIM)
METOJIOM

B) 3aMeHa WIH
nobOaBieHue
TIPOU3BOJUTEIS,
OTBETCTBCHHOTO 3a
BBIILYCK CEpHil

1. 3a uckiIOYeHUEM
KOHTpons kaectBa ( 1 1,2,3,4 1A
HCIIBITAaHHUE CepHil)

2. Bxnrwouas

KOHTpoJb KauectBa ( 1,2, 3, 1,2,3,4 1A
WCTIBITAaHHUE CEPHil)

3. Bxknwouas

KOHTPOJIb KadeCTBa
HUCIIBITAHUC



6uonoruueckoro  (

HMMMYHOJIOTHYECKOTO

) IJleKapCTBEHHOTO

npernapaTa u OAHH U3

METOJIOB HMCITBITAHHH, II
OCYILIECTBIISIEMBIN Ha
IUIOIIAJKE SIBISETCA

O6uonornyeckum  (
MMMYHOJIOTHYECKIM)

(

HUMMYHOXUMHNYCCKUM

VcnoBus

1. [Inomaaka TMUEH3UPOBAaHA B YCTAHOBIEHHOM MOPSIKE.

2. JlekapCTBeHHBI NpemapaT HE SBISACTCS OHOJOTHYCCKHM (MMMYHOJIOTHYCCKUM)
JICKapCTBEHHBIM IIPETIapaToM.

3. TpaHcdep TEXHOJOTHIA CO CTapOoi Ha HOBYIO IUIOIIAIKY WIJIH HOBYIO HCIIBITATEIBHYIO
mab0paTOPHIO MIPOU3BEACH YCICIITHO.

JoxyMeHTanus

1. Konus nuueH3uii Ha NMPOM3BOJACTBO WM B UX OTCyTcTBHEe — cepTudukar GMP,
BBIIAHHBIM B TE4YEHHME TpeX IMOCIENHUX JIET COOTBETCTBYIOLIUM YIOJIHOMOUYEHHBIM
OpPTraHOM.

2. B ¢dopme 3asBieHus 0 BHECEHMH M3MEHEHHH HEOOXOOMMO yka3aTh "Tekymux" u "
TpesaraeMeIX" IPOU3BOJAMTENCH JIEKapCTBEHHOTO Iperapara (COrJIacCHO pasely

2. 5 ¢hopMEI 3asiBICHUS).

3. Jexnapanys yHoJIHOMOYEHHOTO JIMIA, OTBETCTBEHHOI'O 33 CEPTU(HKALNIO CEpUH, B

KOTOPOM yKa3bIBa€TCsl, YTO MPOU3BOJAUTEINH(H) aKTUBHOH (hapMalieBTHIECKON CyOCTaHIINH
, YKa3aHHOH B pPErMCTPallMOHHOM J0Che, paboTaeT B cooTBeTcTBUM ¢ [IpaBmimamm

HaJuIeXaleid Tpou3BOACTBEHHOHN mpakTtuku PecrmyOnmkm KaszaxcTan IUisi MCXOIHBIX

MmarepuanoB. [Ipu onpeneneHHbIX 0OCTOSTENbCTBAX AOMYCKACTCsl MPEJICTABIATH OJHY

JeKiapanuio (cM. npumevyanue k usmenenuio b.11.6.1).

4. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIMM) pazaeny(pa3ienaM) AocChe,

BKJIFOYast ”H(GOPMAIINK O JEKapCTBEHHOM IIperapare.

B.11.6.3 W3meHenue
nmpomecca
MpPOU3BOJICTBA
JIEKapCTBEHHOTO
mpernapara, BKIoJast
MPOMEKYTOUHBIHN VYcaoBus
MPONYKT,
HUCIOJB3yEMBIH B
MPOU3BOJICTBE
JIEKapCTBEHHOTO
mpemnapara

Tpebyemas

By nmponenypsl
JIOKyMEHTAaIIUs AL Hponeayp

a) Hesnauumelie
m3MeHeHus mponecca 1,2,3,4,5,6,7 1,3,4,6,7, 1A
MPOU3BOJICTBA

0) 3Hauumele
H3MEHEHHS TIporiecca
MPOM3BOJICTBA,
OKa3bIBAIOIIHE
CYIECTBEHHOE



BJIMSTHAE HA KAYECTBO 1I
, 0e30macHOCTb H

3} peKTUBHOCTH

JIEKapCTBEHHOTO

mpemapara

B) JlexapcTBeHHBII

mpernapar sBIseTCs

ouomormueckuM  (

MMMYHOJIOTHYECKUM ) II
, M H3MEHEHHue

TpeOyeT OIICHKHU

COIIOCTaBUMOCTH

T) BBenenune

HECTamxapTHOTO

TEPMUHAIBHOTO il
MeToma

CTEPUIH3AIMH

n) Bpenenuwe wim

yBeJIUYEeHUE H30BITKA

, MCTOJb3yeMOTo B

OTHOMICHUU 11
aKTHUBHOM

(hapmaneBTHICCKON

cyOCTaHIIH

¢) HecymiectBennoe

HU3MEHEHHE Mpoliecca

MPOU3BOJICTBA 1,2,,6,7,8 1B
BOJIHOM CYyCHEH3UH

IUTA TIpreéMa BHYTPb

VYcnosus

1. I3MeHeHHs Ka4eCTBEHHOT'O MIIM KOJIMYECTBEHHOTrO Mpo(uIiIs npuMecei, mim (pU3HKO-XMMUYECKUX CBOWCTB
OTCYTCTBYIOT.

2. JlexapcTBEHHBIH Ipenapar He SBISETCS OHOIOTHYECKUM (MMMYHOJIOTHYECKHM ) WIIN PAaCTUTEIBHBIM.

3. IlpuHOun npou3BOJCTBA, BKIOYas OTIEJbHBIE €ro JTallbl, HE H3MEHSIOTCS, Hampumep, oOpaboTka
MIPOMEXYTOUHBIX ITPOTYKTOB, OTCYTCTBYIOT U3MEHEHHSI KaKUX-JIMOO PacTBOPHUTEIIEH, HCIIOIb3YEMBIX B IIpoliecce
MIPOU3BO/ICTBA.

4. 3aperucTpupOBaHHBIH B  HAacTOslee BpeMs IPOIECC IPOU3BOJACTBA  KOHTPOJIUPYETCS
BHYTPHUIIPOM3BOACTBEHHBIMHA KOHTPOJIIMH, ¥ W3MEHEHHE TaKMX KOHTpOJIeH (paclimpeHHe WM WCKIIOYCHHE
KpUTEpHUEB IPHEMIIEMOCTH) HE TpedyeTcs.

5. CriennQuKayy JeKapCcTBEHHOTO Npenapara Wid MPOMEKYTOUHBIX IIPOIYKTOB HE H3MEHSIOTCS.

6. Io pe3ynpTaTaM HOBOTO Ipollecca 0OpPa30BEIBACTCS UICHTHYHBIE ¢ TOYKH 3PEHHS BCEX acCIIeKTOB KavyecTBa,
6e3omacHOCTH U 3()(hEeKTUBHOCTH JIEKAPCTBEHHOTO IIperapara.

7. CoriacHO COOTBETCTBYIOIINM JOKyMeHTaM Pecrry6miku KasaxcraH Ha4aTbl COOTBETCTBYIOIINE UCCIIETOBAHUS
CTaOMJIBHOCTH HE MEHee 4YeM Ha OJHOHM ONBITHOH MM IPOMBIIUIEHHOH CEpHUH; B DPACHOPSHKEHUH
YCIIYTONoJIyyaTessi HaXOIsATCs yIOBJICTBOPUTEIbHBIC PE3yIbTaThl, 0 MEHbIIEH Mepe, 3-MECSIYHOTO M3Yy4eHHS
crabmipHOCTH. [lonTBepKIeHHE TOro, YTO HMCCIIeAOBaHMs OyIyT 3aBEepILUEHBI, M €CIIU Pe3ysbTaThl HE OyayT
YKITaJbIBaThCA B CIEIM(UKAUN WM TOTEHIMAIbHO HE YKJIaJIbIBaThCS B CIEHU(HUKAINN Ha KOHEIl CPOoKa
TOJHOCTH, MX HEMEIUICHHO TPECTaBAT YIIOJTHOMOYECHHOMY OpraHy HapsIy ¢ IpeiiaraeMbIM IUTaHOM IeHCTBHH.

JoxymMeHTauus
1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONTNM) pa3eny(pasienam) J0Che.

2. B OTHOIIEHNHU MATKHX U )KUJKUX JIEKapCTBEHHBIX (DOPM, B KOTOPBIX aKTUBHAs (hapMalieBTU4IecKas cyOcTaHIus
HaXOJIUTCsI B HEPACTBOPEHHOM COCTOSIHUHM: HaJjIe)Kaliasi BaIUIAIUs U3MEHEHHS, BKITI0Yasi MUKPOCKOIIHIO YaCTHI]



B LIEJISIX TIPOBEPKH BUIMMBIX U3MEHEHHH MOP(OIOTNH; CpaBHUTEIIFHBIE JaHHBIE O pacIpeaeIeHUH 110 pa3Mepy
YacTHI (MCIIEPCHOCTH ), TIOJIyYSHHBIC HA/IJIEKAIINM CIIOCOOO0M.

3. B oTHOmIEHNN TBEpABIX JEKAPCTBEHHBIX (OPM: JAaHHBIE MPOQHIS PACTBOPEHHS OJAHOW peNpe3eHTaTHBHON
MPOMBIIITICHHON CEPHUH U CPaBHUTENBHBIE NAHHBIE TPEX IMOCIEIHUX CEpUM, MPOU3BEAECHHBIX C MOMOILBIO
npesiaymero mporecca. Ilo 3ampocy HE0OOXOAMMO MPEACTaBUTH JAHHBIE IO CICAYIOUIMM JIByM ITOJHBIM
IPOMBIIUICHHBIM CEPHAM HJIM COOOLINTD, €CIIU Pe3YNIbTAaThl He YKIAABIBAIOTCS B CIEH(DUKALUIO U PEII0KUTh
IUTaH AeUCTBUM. B OTHOIIEHNN JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB JOCTATOYHBI JaHHBIE CPAaBHUTEIHHOM
pacnagaeMocCTH.

4. O00oCHOBaHUS HENPEICTABICHNUS Pe3yIbTaTOB HOBOI'O UCCIIEOBAaHHSI OMOIKBUBAIIEHTHOCTH B COOTBETCTBUH C
[IpaBuiiamu poBeaeHMs UccienoBaHni OnoskBuBaneHTHOCTH PK.

5. Ilpu u3mMeHeHnn napameTpa(rapaMeTpoB) Ipolecca, KOTOPbIE CUMTAIOTCS HE OKa3bIBAIOLUIMMHU BIMSHHE Ha
KauyecTBO JIEKAPCTBEHHOIO Mpemnapara, AeKjJapainus, 4TO 3TO JOCTUTHYTO B XOJ€ paHee MpPOBEICHHOU
0J100pEHHOH OIIEHKH PHCKOB.

6. Konnu crienudrkanmii Ha BBITYCK M KOHEIl CPOKa TOXHOCTH.

7. Jlannble aHanu3a cepuil (B ¢opmare CpaBHHTENBHOM TaONMIBI), IO MEHBIIEH Mepe, OJHOW cepuH,
MIPOM3BEICHHON C MOMOIIBIO 0I00PEHHOTO | MpeUIaraeMoro rnporecca. [1o 3anpocy He0OX0aUMO MPEACTABUTh
JAHHBIC 110 CIEAYIOIUM JABYM IOJHBIM NPOMBIIIJICHHBIM CEPUSM; COOOIINTh, €CIM Pe3yIbTaThl aHANIN3a HE
YKJIQIBIBAIOTCS B CTIEIM(DUKALINIO U MPEATI0XKUTh TUIaH JeHCTBUI.

8. Jlexnmapanusi, YTO Ha4aThl COOTBETCTBYIOIINE UCCIIEAOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C JOKYMEHTAMHU
PecniyOnnku Kazaxcran (¢ ykazaHneM HOMEpPOB CEpHii) U U3yUYEeHbI HEOOXOANMbIE NTApaMETPhl CTAOMILHOCTH, O
MeHbIIIeH Mepe, Ha OJJHOW OIBITHO-IIPOMBIIIIEHHON MM MPOMBIIUIEHHON CepHH U Ha MOMEHT yBEJOMJICHUS B
pacHopsKEHUH YCIyTronody4aTenas HaXOAWIUCHh YJOBJIETBOPUTENBHBIE pPE3yNbTaThl, 10 MEHbIIEH Mepe, 3-
MECSIYHOTO M3YUYEHHs CTaOMIBHOCTH; W MPOQMIb CTaOWIBHOCTH aHAJOTMYEH TEKyIIeH 3aperucTpUpOBaHHON
curyaru. [IpeacTaBneHo MoATBEP)KICHUE TOTO, YTO UCCIEIOBAHMS OYIyT 3aBEpILCHBI, U YTO €CJIN PE3yIbTaThl
He OyIyT yKJIQABIBAThCS B CHEHU(DUKALUKN WM MOTEHIMAIBHO HE YKIAJIbIBaThCA B CHENM(UKAIIMK HA KOHEII
CPOKa TOJHOCTH, UX HEMENJIEHHO IPEACTABAT YIOJIHOMOYEHHOMY OpraHy Hapsay ¢ IpEeAJaraeMbIM ILUIAHOM
JIeCTBUML.

B.11.6.4 W3menenue
pasmepa cepun (
BKITIOYAsl AUANa30HbI
pa3Mmepa cepuu)
JIEKapCTBEHHOT'O
nperapara

VYcnosus Tpebdyemast noKkyMeHTaIHA Bun npouenypst

a) YKpymHeHHe
BILIOTH A0 10 pa3 mo
CpPaBHEHHUIO ¢
0J100pPEHHBIM

1,2,3,4,5,7 1,4 1A

0) PasykpynHenne no

1,2,3,4 1,4 IA
10pa3 b )37 )576 b

B) MH3meHeHue

TpeOyeT aHamm3a
COMOCTABUMOCTH

ouonornyeckoro  (
UMMYHOJIOTHYECKOTO
) JIeKapCTBEHHOTO
mpenapara WU

HM3MEHEHNE pa3mepa
cepuun  Tpedyer

HOBOTO

II

HCCIEN0BAHUS
OHMO’KBUBAJICHTHOCTH



r) HsmeHeHue
3aTparuBaeT BcCE
OCTaJbHBIE
JeKapCTBEHHbIE
bopmH,
MPOU3BOJAIINECST C
MOMOIIb IO
KOMILIEKCHBIX
MIPOLECCOB
TIPOM3BOICTBA

II

o) YKpynHeHHe
6onee 10 pas mo
CpaBHEHHUIO C
000pEHHBIM
pasMepoM cepuu
JEKapCTBEHHBIX
bopwm c
HEMCIOJICHHBIM
BBICBOOOXKIEHHEM  (
JUTS TIpHieMa BHYTPb )

1,2,3,4,5,6 1B

e) Macmtab
MPOU3BOJICTBA
ouonoruueckoro  (
UMMYHOJIOTHYECKOTO
) JEeKapCTBEHHOTO
npemnapara
YBEIUYHUIICS ( 1,2,3,4,5,6 1B
YMEHBIIUIICS) 0e3
W3MEHEeHHs Ipolecca
MPOM3BOJICTBA (
HampuMmep,
nyOnmupoBaHue
JIUHUH )

VYcenosus

1. I3MeHeHne He BIMSeT Ha BOCTIPOM3BOANMOCTG U (MJIH) ITOCTOSTHCTBO KayecTBa JIGKAPCTBEHHOIO IIpenapaTa.

2. V3meHeHue 3aTparvBaeT CTaHAApTHBIC JIGKAPCTBEHHBbIC (OPMBI JUIsl MpHEMa BHYTPb C HEMEIJICHHBIM
BBICBOOOYK/ICHUEM WJIN HECTEPUIIbHBIE JKHJIKUE JIEKapCTBEHHBIE (OPMBI.

3. JIro0ble M3MEHEHMsI METOJIOB MPOU3BOACTBA M (WJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTpPOJIEH HEOOXOIUMBI
JIMIIb 1711 ©3MEHEHHsI pa3Mepa CepuH, HalpuMep, NCII0JIb30BaHHe 000pyI0BaHHE APYTOro paMepa.

4. NmeeTcs cxeMa BalMJAIlMM WIM B COOTBETCTBUHU C TEKYIIUM IPOTOKOJIOM YCIIELIHO MPOBeIeHa BaluAALUs
MPOU3BOACTBA HE MEHEE YeM Ha TpeX NPOMBIIUICHHBIX CEpPHUSIX C HOBBIM Pa3MEpPOM B COOTBETCTBHU C
MIPUMEHUMBIMH TPEOOBaHHUSIMHU.

5. PaccmarpuBaeMslii JIeKapCTBEHHBIH IPeTapaT He SBISIETCS] OMOJIOTHYECKUM (MMMYHOJIOTHIECKUM).

6. HenpeiBuieHHBIX CUTYaIHsIX, BOSHUKIINX B XOJI€ MPOU3BOJICTBA, MM U3MEHEHHUS CTA0MIBHOCTH U3MEHEHHE
HE OCYIIECTBIISIETCSL.

7. Pazmep cepun yxnajsiBaercss B 10-kpaTHBIA AnMana3oH, NPeAyCMOTPEHHBIM IpPU PErHCTPALUU, WIH TOCHIE
TOCIIEAYIOIIETO U3MEHEHHS, He SBIISBILETOCS N3MEHEeHHeM [A Ttumna.

JoxyMeHTanus
1. [TonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeny (pa3zeiaM) 10Che.

2. Jlannble aHanm3a cepuil (B hopmare cpaBHUTENBHON TaOIHUIIBI), IO MEHBIIEH Mepe, OJHON MPOMBIIUICHHON
Cepuu, NPOM3BEJCHHOW B 3aperMCTPUPOBAHHOM M Ipe/uiaraeMoM pasmepax. [lo 3ampocy HeoOXoAMMO



MIPEICTaBUTh JaHHBIE 110 CIIETYIOUIMM JABYM ITOJIHBIM IPOMBIIIJICHHBIM CEpHsIM; Aepkarenb PY coobmaer, ecian
pe3yibTaThl aHAJIM3a HE YKIIAJ(BIBAIOTCS B CHENN(BHUKALNIO, U TPEIOKHUTH IUIaH ICHCTBHM.

3. Konnu 0106peHHBIX crienuduKanuii Ha BBITYCK M KOHEI] CPOKa TOHOCTH.

4. B COOTBETCTBYIOIINX CITydasix HEOOXOMMO yKa3aTh HOMEpa CEpHi, COOTBETCTBYIOLIHE pa3Mepy CEpHHU U JaTe
HX TIPOM3BOACTBA (3), MCIIOIb30BAHHBIX B BAJIUIAIIMOHHOM HCCIEOBAaHHUN, HIIH MTPEICTABUTh MPOTOKOJ (CXEMy)
BAJIUIALIHH.

5. Heo0xo1mMo mpeacTaBuTh pe3yibTaThl BATUAALH.

6. Pe3ynpTaThl HccienoBaHMi cTaOMIBHOCTH, IPOBEACHHBIE B COOTBETCTBHH C TokyMeHTaMu PK, 1o 3HaYmMbIM
rapaMeTpaM CTaOMIFHOCTH, IO MEHBIIEH Mepe, Ha OHOM OMBITHOM MIIM MPOMBIIUICHHON CepHH, OXBaTHIBAIOIICH
, IO MEHBILIEH Mepe, TPU MecCsILa; MOATBEPKACHHE TOT0, YTO TAKUE MCCIICA0BAHMUS OyAyT 3aBEPIIEHBI, U YTO €CIIN
Ppe3yJIbTaThbl HE 6y}1yT YKJIaaAbIBaTbCA B CHCI_II/I(I)I/IKaLII/II/I WM MMOTEHIIUAJIbHO HE YKJIaJAbIBATHCA B CHCHI/I(bI/IKaLII/II/I
Ha KOHEI[ CPOKAa TOJAHOCTH, UX HEMEIJIEHHO MPEACTaBAT YIOJHOMOYEHHOMY OpraHy Hapsay ¢ IpeiaraeMbIM
IUTaHOM JieiicTBuil. B oTHOmEHMH OMONOTMYECKHX (MMMYHOJOTMYECKHX) CPEICTB: AEKJapalus, YTO OIeHKa
COIIOCTaBUMOCTH HE TpeOyeTcs.

B.I1.6. 5 1U3menenue

BHYTPHIIPOU3BOJICTBE

HHBIX WCIBITAHUH

WId  KPHUTEPHUEB

MPUEMIIEMOCTH, Venosus Tpebyemast TOKyMeHTAIHS Bun nporeypor
HCTIONB3YIOTIHXCSI

IpH [IPOU3BOJICTBE

JIEKapCTBEHHOTO

npernapara

a) YikecToueHHE
BHYTPHUIIPOU3BOJICTBE
HHBIX KpUTEpHEB
MPUEMIIEMOCTH

1,2,3,4 1,2 1A

6) JloGaBmenue
HOBBIX HCITBITAHUH 1,2.5.6 1,2,3.4.5.7 IA
I  KPHUTEpHEB

MMPUEMIIEMOCTHU

B) MHckmouenune
HECYIIECTBCHHOTO
BHYTPHIIPOU3BOICTBE
HHOT'O HCIIBITaHUS

,2,7 1,2,6 1A

r) MHckmouenune
BHYTPHIIPOU3BOICTBE
HHOTO HCIBITaHUS,
KOTOpoOe
CYIIECTBEHHO I
MNOBJIHSET H

COBOKYIIHOE

Ka4eCcTBO

JEKapCTBEHHOTO

npernapara

n) Pacmupenue

0J00PEHHBIX

BHYTPUIIPON3BOJICTBE

HHBIX KpPHUTEpHEB

MIPUEMIIEMOCTH,

KOTOpBbIE

CYIIECTBEHHO 1



BIHSIOT Ha
COBOKYIHOE
Ka4eCcTBO
J€KapCTBEHHOTO
npenapara

e) JobaBnenne wim

3aMeHa

BHYTPHUIIPOU3BOJICTBE

HHOT'O UCIBITAHUS U3 1,2,3,4,5,7 1B
cooOpakeHH i

0Ee30MMacHOCTH WJIH

KauyecTBa

YcenoBus

1. VI3MeHeHHne HE SBIAETCS CIEACTBHEM KaKOTO-THOO 00s3aTenbCTBA, NMPHUHSATOTO IO PE3yIbTaTaM paHee
MPOBEJIEHHBIX 3KCIEPTU3 C IIETbI0 aHAIN3a KPUTEPUEB MPUEMIIEMOCTH CleHU(HUKAnuu (HaIpuMep, B XOIe
perucTpanuy win BHeceHus usmenenui Il tuma).

2. U3Mmenenue He SBIAETCS CJICACTBUEM HCHIPCABUACHHBIX CI/ITyaHI/II\/’I, BO3HHUKIINWX B XOJ€ IMPOU3BOJICTBA,
HarpuMep, HOBasi HeKBAIN(UIMPOBaHHAS IPUMECh, U3MEHEHHE TPEJIENIOB COACPIKAHUS CyMMBI IIPHMECEH.

3. JIroboe n3MeHeHre yKIIabIBaeTCs B IMANa30H TEKYIUX 0J00pEHHBIX KPUTEPHUEB MPHEMIIEMOCTH.

4. Ananutndeckas METOAMUKA HC UBMCHACTCA MJIN UBMCHACTCA HE3HAUYUTCIIBHO.

5. Hu oiviH HOBBIM METO/ MCHBITAHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHOW METOAOJOTUM WM CTaHAAPTHOU
METOOJIOTHUH, UCIIOTIB3yEMON O-HOBOMY.

6. HoBBIif METOA MCIIBITAaHUS HE ABIAETCS OMOJIOTHYECKUM (MMMYHOJIOTHMYECKUM) (MMMYHOXUMHUYECKUM) WUIIH
METOJIOM, B KOTOPOM HCHOJIB3YETCs] OMOJIOTHYECKUH PEaKTUB JUIsl ONOJIOTHYECKON aKTUBHOH (papMaleBTHYECKOi
cyOcTaHIuH (32 UCKIIIOYEHHEM CTaHJapTHHIX (PapMaKoNeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. BHYTpHUIIpOM3BOJCTBEHHOE HCIBITAHHE HE 3aTparuBaeT KOHTPOJIb KPUTHYECKOTO IapaMeTpa, Hampumep:
KOJIMYECTBEHHOE OIpeAesieHHe IpUMecH (€clM TONBKO OIPEAETCHHBIH pacTBOPHUTENb OJHO3HAYHO HE
HCHOJB3YETCSI B IPOU3BOJCTBE) TIOOYI0 KPUTHUYECKYIO (DM3MYECKYIO0 XapaKTepHCTHKY (pa3Mep dYacTuil,
HACBIMHYIO MJIOTHOCTBIO J0 M NOCJE YIUIOTHEHHUS) UCTBITAHUE HA TOAIMHHOCTH (B OTCYTCTBHE HMOAXOISIIETO
aJbTEPHATUBHOT'O KOHTPOJISI) MUKPOOHUOJIOTHYECKHIT KOHTPOJh (€CIM TOJbKO OH He TpeOyeTcs B OTHOIICHHH
OIIpeIeJICHHO JIEKapCTBEHHOW (POPMBI)

JoxymeHTauus

1. ITommpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIMINM) pa3aeny(pasaesiaM) JoCke.

2. CpaBHHTENBHAS TAaOMUIA TEKYIIMX ¥ MPEIIaraéMbIX BHYTPHUIIPOU3BOJCTBCHHBIX UCIBITAHHUHA, U KPUTCPUCB
TIPHEMIIEMOCTH.

3. [MompoOHOE omnricaHue HOBOW aHATUTHYCCKONW METOJUKH U JTaHHBIC BATAIANNH (B COOTBETCTBYIOIINX CIyJasix)

4. JlaHHbple aHaIM3a ABYX MPOMBIILUICHHBIX Cepuil (B OTCYTCTBHE JOHKHBIX 00OCHOBAHHN JUIsi OMOIOTHUYECKUX
AKTHBHBIX (DapMaleBTUYECKUX CYOCTaHIMIl — TPH CepHH) JEKapCTBEHHOIO Mpenapara 1o BCeM MapaMeTpam
crierupuKaImy.

5. B COOTBETCTBYIOIUX CIyYasix CPAaBHHUTENbHBIC JaHHbIE TPOQHIISI PACTBOPEHHS JIEKAPCTBEHHOTO MpenapaTa He
MEHEE YeM Ha OJHOM OIMBITHO-ITPOMBIIUICHHONW CEpUH, MPOU3BEACHHON ¢ HCIOIb30BAHUEM TEKYIIMX M HOBBIX
BHYTPHIIPOU3BOACTBCHHBIX UCIIBITAHUNA. B OTHOIIICHUH JICKAPCTBCHHBIX PACTHUTEIBHBIX MPEMAPaTOB TOCTATOYHBI
JTAaHHBIC CPABHUTEILHON PacialacMOCTH.

6. O6ocHOBaHUE (OIICHKA) PUCKOB, MOATBEPIKIAIOIINE, YTO BHYTPUIPOU3BOJCTBEHHOC HCIBITAHUC SBIISCTCS
HECYIICCTBEHHBIM FITH YCTAPEIO.

7. O00OCHOBaHNE HOBOTO BHYTPUIIPOU3BOJICTBEHHOTO UCTIBITAHUS M KPUTCPUCB MMPHUEMIICMOCTH.

B.11. B) Kontpons kauecTBa BCIOMOTraTEIbHBIX BEIIECTB

b.Il..1 HM3MmeHeHue
napaMeTpoB
crenupuKauy u (WITH)

VYcaosus Bun npouenypst
KPHUTEPUEB PUEMIIEMOCTH



BCIIOMOTAaTCJIBHOTI'O Tpe6yeMa;{ JAOKYyMCHTalus
BC€IICCTBa

a) YxecToueHue
KpuTepueB mpuemiemoctu 1,2, 3,4 1,2 1A
cnenudukanuu

6) JloGaBiaeHnume B

crenu(pUKauio HOBOTO

napameTpa crerubukammu 1,2, 5, 6, 7 1,2,3,4,6,8 1A
U COOTBETCTBYIOIIETO €My

METO/a UCIIEITAHUI

B) Hcknodenue

HECYIIECTBEHHOT 0

napametpa crenupukanuu 1, 2 1,2,7 IA
(HarmpuMep, MCKIIIOYCHUE

yCTapeBILero napameTpa)

r) 3MeHeHwne, BeIXOasIIee
3a 0HOOpeHHBIE KPUTEPHH n

HPUEMIIEMOCTH
crienuduKanui

1) Wckimouenue mapamerpa
crienuuKaum, KOTOPBIH
CYIIECTBEHHO IMOBIIUACT Ha
COBOKYITHOE Ka4eCTBO
JEKapCTBEHHOTO
mpemnapara

II

e) JlobaByieHre wim 3amMeHa
(uckniouasd
OHMOJIOTHYECKHUI u
HMMYHOJOTHYCCKHHA
npemnapar) mapameTpa
cnenupuKanun u 1,2,3,4,5,6,8 1B
COOTBETCTBYIOILIETO EMY
METOJa HCHBITAaHUH U3
coobpaxeHUi
0e30MacHOCTH WU
KavecTBa

xK) Ecnm Ha
BCIIOMOTaTeJNbHOE
BELIECTBO OTCYTCTBYET
cTaTths ['ocymapcTBeHHOI
®apmakomnee PK,
M3MEHEHNE B COOCTBEHHBIX 1,2,3,4,5,6,8 1B
JaHHBIX crenuduKanuy Ha
HeopHIHaTbHYIO
dbapmakormnerw UITH
(apmakoneo TpeTbei
CTpaHBbI

YcnoBus

1. MI3MeHeHHne He SBIAETCS CIEACTBUEM KaKOTo-IH00 00s3aTeNbCTBA, NMPHUHATOIO MO PE3yjbTaTaM paHee
MPOBEJICHHBIX JKCIIEPTU3 C 1IeJbI0 aHAJIN3a KPUTEPUEB NMPUEMIIEMOCTH CIleUU(pHUKANNUU (HAIpuMep, B XOJe
perucTpalyy JISKapCTBEHHOT0 Npernapara Wil BHeceHnU n3MeHenui 11 tuna).



2. VI3MeHeHHWE HE SIBJISETCS CIIEACTBUEM HENPEIBHACHHBIX CHTYallMil, BOSHUKIIMX B XOJ€ NPOHM3BOJCTBA,
HanpuMep, HOBOI HEeKBATM(PHUIIMPOBAHHON NPUMECH, U3MEHEHHS TIPEJICNIOB COAEPKaHUS CyMMBI TIPHMECEH.

3. JIro6oe n3MeHeHne yKIIaabIBaeTCs B TMaNa3oH TEKYIINX 000pEHHBIX KPUTEPHUEB TPHEMIICMOCTH.

4. AHanuTHyecKas METOJMKA HEe U3MEHSIETCS] MJIM M3MEHSEeTCS] HE3HAUYUTENBHO.

5. Hu oauH HOBBIN METOA UCHBITaHHUS HE OCHOBAaH Ha HOBOW HECTaHIAAPTHOW METOJOJIOTMU WMJIM CTaHAAPTHOU
METO/I0JIOTHH, UCTIONIB3yEMOH IT0-HOBOMY.

6. HoBbIif MeToJ MCITBITaHUSI HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKUM) HIIH
METO/IOM, B KOTOPOM HCIIOIB3YeTCsl OMOIOTHYECKHI PEaKTHB sl OMOJIOTHYECKOW aKTHBHON (papMarieBTHIECKOH
cyOcTaHIUH (32 UCKITIOYCHUEM CTAaHAAPTHBHIX (papMaKOIEeHHBIX MUKPOOHOIOTHIECKAX METOOB).

7. U3MeHeHne He KacaeTcsi TeHOTOKCUYHOW MTPUMECH.

JoxymeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pazfeny(pasenam) 10Che.

2. CpaBHHTENBHAS TaOMUIA TEKYIUX U MIPEIaraéMbIX CTICIUpUKAINHN.

3. [logpo6HOE onucaHue JIF0O0TO HOBOM aHATUTHIECKOW METOJAMKH U JaHHbBIE BaTUAAINU (B COOTBETCTBYIOIINX
ciyJasx).

4. JlTaHHbIC aHAJIN3a ABYX NMPOMBIIUICHHBIX CepHUid (B OTCYTCTBHE JOJDKHBIX 0OOCHOBAaHHUM IS OHOIOIMYSCKUX
AKTUBHBIX (hapMaleBTUYECKUX CYOCTAHIIUN — TPHU CEPUU) BCIIOMOTATEILHOTO BEIIECTBA IO BCEM MapaMeTpaM
cnenuduKanuy.

5. B COOTBETCTBYIOIIMX CIy4asX JAaHHBIC TECTa CPABHUTCIBHON KHHETUKH PACTBOPCHUS JICKAPCTBCHHOTO
mmpemnaparta, MO0 MEHbBIIEH Mepe, OIHOW ONBITHO-IPOMBINUICHHOW CEpHHU, COJAEpIKalleii BCIIOMOTaTelbHOE
BEIECTBO, COOTBETCTBYIOIIETO TEKYIIeH M TpeuiaraeMoil crenn(ukanusM. B OTHOIIEHWH JIeKapCTBEHHBIX
pacTUTENBHBIX MIPETapaToOB JOCTATOYHHI JaHHBIE CPAaBHUTEIHHOHN paciiaJacMOCTH.

6. OG0CHOBaHHS HETIPEACTABICHUS PE3YIBTATOB HOBOT'O UCCIIEAOBAHM OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBunamu ipoBeIeHNUS HCCIIeOBaHUI OMosKkBHUBaneHTHOCTH PK.

7. ObGocHoBaHHUE (OIEHKA) PHUCKOB, MOATBEP)KIAIOIINE TO, YTO MapaMeTp SBISIETCS HECYIECTBEHHBIM WIIH
ycTaped.

8. O0ocHOBaHKE HOBOTO MTapaMeTpa CIICUPUKAINN 1 KPUTSPUEB TPHEMIEMOCTH.

B.Il.s. 2 U3meneunue
AHATUTUYCCKON METOIUKH
IS BCIIOMOIaTelIbHOTO
BeIlleCTBa

Ycnosus TpeOyemas nokymenrauusi Bun npouenypst

a) He3naunmble n3MeHeHMs
onoOpeHHOM 1,2,3,4 1,2 IA
AHAJMTUYECKON METOIUKU

0) Hckniodyenue
AHATUTUYECKON METOJINKH, 5
eCJIM aNbTCPHATUBHAS €i
METO/IMKA yke o00peHa

B) 3aMeHa OHMOJIOTHIECKOTO

(mmmyHONOTHMYEcKoro)  (

UMMYHOXHMHYECKOTO)

METOJa HCIBITAHUH HIIH 11
METOJa, B KOTOPOM

HCTONB3yeTCs

Omonornyeckuii peakTHB

r) Ilpoune wusMmeHeHus
AHAJIMTHYECKOH METOIUKH
(BKITIOUAsT TOOABICHHUE WITH
3aMeHy)

1,2 B

YcnoBus



1. CornacHO COOTBETCTBYIOIIMM JOKYMCHTaM, IPOBEACHBI HEOOXOIMMBIC BaJUIALMOHHBIC HCCIICIOBAHHUS,
MOJTBEPKIAIONINE TO, YTO OOHOBJCHHAs AHAIMTHYCCKAs METOJMKA, MO MEHBIICH Mepe, dKBUBAJICHTHA
npeabIAyLIei.

2. Ilpenensl comepkaHUs CyMMBI IpUMecell He W3MEHWINCH, HOBBIC HEKBAIH(DHIIMPOBAHHBIC IPUMECH HE
00HapyKEHBI.

3. Metox aHanu3a He H3MECHWIICS (HapuMep, H3MEHEHHE UTMHBI KOJIOHKH WM TEMIICpaTyphl, HO HEe JPYTroi BHJ
KOJIOHKH FIJTH METOJ).

4. HoBelif METOJ MCTIBITAHUS HE SBISACTCS OMOIOTHYCCKHM (MMMYHOJIOTHIESCKAM) (MMMYHOXUMHUYECKAM) T
METOJIOM, B KOTOPOM HCIOJIB3YeTCs] OMONIOTHIESCKUI PEaKTHB (32 UCKIIOYCHUEM CTaHIAPTHBIX (papMaKOIeHHBIX
MHUKPOOHUOIIOTHYECKUX METOIOB).

5. AnpTepHaTHBHAS aHATTUTHYECKAsT METOIUKA I IapaMeTpa CHeru(uKanuy yxe oJo0peHa, Ipu 3TOM TakKas
METOMKa ObLTa BKIIOYCHA HE C MOMOIIBIO [A-yBe1OMIICHHS.

JoxymeHTtanus

1. TompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIUM) pa3zeiy(pa3aeinaM) JOChe, BKIIOYAs OIHCAHUC
AHAJIMTHYECKOI METOIOJIOTHH, PE3FOME JIAHHBIX BATHIALUH, TIEPECMOTPEHHBIE Crielu(DUKAIIUN HA TIPUMecH (eciu
TIPAMEHUMO).

2. CpaBHHTENIbHBIE PE3yJbTaThl BATHIAINN WM, [IPU HATUYMU OOOCHOBAHHS, CPABHHUTEIBHBIC PE3yNbTATHI
aHaJM3a, NOATBEPIKAAIOIIUE TO, YTO TEKYIlee U MpelaracMoe UCIbITAHIe SKBUBAICHTHBI. J[aHHOE TpeboBaHue
HE MPUMEHIETCSI, €CITH T00ABIISIETCS] HOBAsI aHAIMTHYECKAs METOIMKA.

B.Il.Le. 3 W3meHeHue

WCTOYHUKA TMOJIYyYCHUS

BCIIOMOTaTEIbHOT O VYcaoBus Tpebyemast nokymenTamust Bun mpoueaypsl
BEIIIECTBA MM PEaKTUBA C

puckom TI'D

a) U3 marepuana ¢ puckom
TI'D Ha Martepuan
PacTHTENBHOTO WU
CHUHTETHYECKOTO
MIPOUCXOXKACHUS

1. JIns BcnoMorareabHbIX
BEIICCTB WJIM PEaKTHUBOB,
HE HCIOJIb3yEeMBIX B
MPOU3BOICTBE
O6uonmornuyeckou (
UMMYHOJIOTHUYECKOI)
AKTUBHOH 1 1 1A
(hapmaneBTHUECKOM
cybcTaHIuH HIIHA
OHMOJIOTHYECKOTO (
UMMYHOJIOTHYECKOT0)
JI€KapCTBEHHOT O
nperapara

2. Jlnst BcmoMoraTeIbHBIX

BEIIECTB WMJIM PEaKTHUBOB,

HCIIOJb3YCMBbBIX B

NPOU3BOJCTBE

Ouonoruuyeckoi (

HMMYHOJOTHIECKON)

AKTUBHOH IB
(hapManeBTHIECKON

cybcTaHIUU 1781071

OMOJIOTUYECKOTO (



HMMYHOJIOTHYECKOTO) 1,2
JEeKapCTBEHHOTO
mpenapara

6) MWsmenenue wunu
BBEJICHHE MaTepuana c
puckom TI'D unm 3ameHa
Matepuana ¢ puckom TI'D
Ha Jpyrol marepuan c
puckom TI'D, He
UMeEIoIui  cepTudukat
cootBercTBUs 10 TI'D

II

YcmoBus
1. Cnenmdukanuu Ha BBITYCK W KOHEI CPOKAa TOJHOCTH BCIIOMOTATEIHHOTO BEIIECTBA M JICKAPCTBEHHOTO
rperapara He U3MEHSFOTCS.

JoxyMeHTanus

1. Jexnmapamusi TpOU3BOAMTENS WU JAEpXKaTessl PEerHCTPAIlMOHHOTO YJAOCTOBEpPEHHUS] MaTepualia, 4YTO OHH
MOJIHOCTBIO PACTUTENILHOTO WJIK CUHTETHYECKOTO MPOUCXOXKICHUSI.

2. UccnenoBanre 5KBUBaJEHTHOCTH MAaTEPUANIOB M BIUSHUE Ha MPOU3BOJICTBO TOTOBOTO MaTepuala U BIUSHUE
Ha XapaKTePUCTUKH (HAIPUMED, XapaKTEPUCTHKH PACTBOPEHHUS ) JICKAPCTBEHHOTO Mpenapara.

B.Il.s. 4 UW3meHenue

CHHTE3a WJIH IOJIy4eHHS

HedapmakoneiHOro

BCIIOMOTATEIbHOTO

BelllecTBa (€CIIM OMHCAaH B | Y CIOBHS Tpebyemast nokymeHTauusi Bun nmpouenypsrl
PETHCTPAlHOHHOM JOChE)

HIHu HOBOTO

BCIIOMOTATEIBHOT0

BEIIeCTBA

a) HecymecTBennoe
W3MEHEHHE CHHTE3a WU
MONYy4YEeHHS
HedapMaKoNeHHoTO
BCIIOMOTaTEJIbHOTO
BELIECTBAa WJIM HOBOI'O
BCIIOMOTATEILHOTO
BEIECTBA

1,2 1,2,3,4 IA

0) N3menstoTcs

crenupuKauy WU

UMEeTCs HU3MEHEHHE

(HhHU3UKO-XUMHIIECKHUX

CBOMCTB I
BCIIOMOTAaTEJILHOTO

BEIIeCTBa, KOTOpPHIE

BJIUSIIOT Ha KauyecTBO

JIEKapCTBEHHOTO

mperapara

B) BcmnomorarensHoe

BEI[ECTBO —

OHMOIOTHYECKOE ( 11
UMMYHOJIOTHYECKOE)

BEIIECTBO

YcnoBus



1. Cnocob cuHTe3a u criennUKanuy UACHTHYHBI 1 OTCYTCTBYIOT KadeCTBEHHBIC M KOJIMUECTBEHHbBIC U3MECHEHHSA
npouis npuMmeceil (UCKIIOYas OCTATOYHBIE PACTBOPHUTENH, IPU YCIOBUU TOTO, YTO HMX KOHTPOJIb
OCYILECTBIIIETCS. B COOTBETCTBHHM C TNPEACIBHBIM COAEpKaHWEM, yKazaHHBIM B JokyMmeHTax PK) wim
(PM3UKO-XUMUYECKUX CBOMCTB.

2. Uckmrouas abrOBaHTHI.

JoxymeHTanus

1. TTommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3ey(pa3ienaM) 10cke.

2. lannple aHanm3a cepuil (B popmare CpaBHUTEITHHON TaOIHIIBT), IO MEHBIIIEH Mepe, ABYX cepHid (110 MEHbIIEH
Mepe, ONBITHO-IPOMBIIICHHBIX ) BCIOMOTATENFHOTO BEIECTBA, TPOM3BEICHHBIX C TOMOIIBIO CTAPOTO U HOBOTO
MPOLIECCOB.

3. B cooTBercTByIOImMX CilydasX JaHHbIE TECTa CPAaBHUTEIBHON KHHETUKU PACTBOPEHHS JIEKAPCTBEHHOTO
mpernapara, o MEeHbIIEH Mepe, IByX cepuil (0 MeHbIIEH Mepe, OMBITHO-IIPOMBIIUICHHBIX). B oTHOmEeHNH
JIEKapCTBEHHBIX PACTUTENBHBIX MPENapaToB JOCTaTOYHBI JaHHBIC CPABHUTEIBHOM paclagaeMoCTH.

4. Komnusi o100peHHO# ¥ HOBOIA (eciy TpUMeHHMO) crienii(UKannii BCHOMOTaTelIbHOTO BEIECTBa.

B.11. ) KonTponb kauecTBa JI€KapCTBEHHOTO Mpernapara

B.Il.r. 1 W3menenue
napamMeTpoB
cnenudurkauuu M (WIH)
KpHUTEpUEB IPUEMIIEMOCTH
JEeKapCTBEHHOTO
mpenapara

VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl

a) YxecToueHue
KpuTepueB mpuemsieMoctu 1,2, 3,4 1,2 1A
cnenuduKanuu

0) YixecToueHHue
KPHUTEPUEB IIPHEMIIEMOCTH
cnenqupUKanuu
JeKapCTBEHHBIX 1,2,3.4 1.2 IA
MIpenapaToB, MOJICKAIINX

BBIIIYCKY cepui

opunHanbHBIM

KOHTPOJILHBIM OPraHOM

B) [loGaBinenue B

crienu(UKaIuo HOBOTO

mapameTrpa H 1,2,5,6,7 1,2,3,4,5,7 1A
COOTBETCTBYIOIIETO €MY

METO/JIa UCIIBITaHMI

T) Ucknrodyenue

HECYIECTBEHHOTO

mapametpa cnenupukamun 1, 2 1,2,6 IA
(Hampumep, UCKIIOYECHUE

yCTapeBIlero napaMmerpa)

n) M3MeHeHue, BEIXOAIICE
3a 0HOOpEeHHBIE KPUTEPHH
HPpHEMIEMOCTH
cnenudukanuit

II

e) Hckimrouenne mapamerpa
crnennuKanum, KOTOPBII
CYIIECTBEHHO TOBJIUSAET Ha

II



COBOKYITHOE KadecTBO
JEKapCTBEHHOT O
npenapara

k) J[oGaBinenue wuiaun
3aMeHa  (MCKJIO4as
OHMONIOTHYECKUNA |
MMMYHOJIOTHYECKHH
mpernapar) TmapameTpa
cnenupuKamuu u 1,2,3,4,5,7 1B
COOTBETCTBYIOILIETO €MY
METOZa HCHBITAHUHN U3
coobpaxeHU#
0e30MacHOCTH  WJIHU
KaJyecTBa

3) OOHOBJICHHE OCHE C

eI  COOTBETCTBUS

MOTOXKCHUAM

OOHOBJIEHHOI  00IIENR

crareu ['ocymapcrBennont 1,2,3,4,7,8 1,2 1A
®apmakomnee Pecrrybmmku
Kazaxcran Ha
JICKApCTBEHHBIN mpemnapar (
)

u) BBomuTcs craThs
T'ocynapctBeHHOU
®dapmaxkonen Pecybnuku
Kazaxcran "OnHOpOoAHOCTH
JI0o3UpoBaHug" B LEJIX
3aMEHBl  TEKYyIIero
3apEeTUCTPUPOBAHHOTO
MeTona, JH0O CTaThs
l'ocynapctBeHHOM
dapmakornen Pecryonuku
Kazaxcran "OnHOpoAHOCTH

"

1,2,10 1,2,4 1A

Macchel", nubo
OZHOPOOHOCTH
COIEPKUMOTO"

VYcnosus

1. I3MeHeHHe He SBISETCS CIEACTBUEM KaKoro-au0o 00s3aTeNnbCTBA, NMPHHSATOIO IO pe3yjbTaTaM paHee
MIPOBEJICHHBIX SKCIEPTH3 C LEJIBIO IIEPECMOTpa KPUTEPHEB NPHEMIIEMOCTH CIIeHU(pHKALUK (HapuMep, B X0JIe
perucTpanuy JeKapcTBEHHOTO TpernapaTa Wi BHeCeHUH u3MeHeHni I tuma), ecnu Tonbko 000CHOBEIBatOIast
JOKyMEHTAIHs He Oblla paHee IPOBEPEHa U YTBEP)KICHA B pPaMKax Jpyrod IMpoIeIyphl.

2. V3MeHeHue He SBIsIETCA CIEACTBHEM HEMPEABUACHHBIX CHUTYyallMi, BO3HUKIIMX B XOJE€ MPOU3BOJCTBA,
HanpuMep, HOBOI HEKBaTU(PHUIIMPOBAHHON NPUMECH, U3MEHEHHS TIPEJIEIIOB COAEPKAHUS CyMMBI TIPIMECEH.

3. JIro6oe n3MeHeHNe yKIaAbIBAETCS B IUANA30H TEKYIINX 0A00PEHHBIX KPUTEPHEB MPHEMIIEMOCTH.

4. AHaiMTHYEeCKas METOUKA HE U3MEHSETCS HIIM U3MEHSAETCS] HE3HAUUTEIBHO.

5. Hu oguH HOBBIM METOJ UCHBITAHMS HE OCHOBAaH HA HOBOM HECTAHAAPTHON METOMOJIOTMU WU CTaHAAPTHON
METOJIOJIOTHH, HCHOIB3YyEeMOH IO-HOBOMY. 6. HOBBIH METON HCHBITAaHHS HE SIBISAETCS OHONOTHYECKHM (
UMMYHOJIOTHYECKUM) (MMMYHOXUMHYECKAM) UM METOZOM, B KOTOPOM HCIIONIb3yeTCs OHMOIOTHYECKHH PEaKTUB
JUis  OMOJIOrMYecKoil akTHBHOHM (apmaueBTHyeckoi cyOcTaHuMM (32 MCKIIOYEHHEM CTaHIAPTHBIX
(hapmMaKkoneHHbBIX MHKPOOHOJIOTHYECKUX METO/IOB).

7. VI3MeHeHune He 3aTparuBaeT Kakue-JInoo nmpuMmecy (BKIFOYasi TeHOTOKCUYHBIE) W PaCTBOPEHHE.



8. 3ameHenue 3arparuBaeT 0OHOBJIEHHE KPUTEPHEB IIPHEMIIEMOCTH MUKPOOHOIOTHYECKUX KOHTPOJIEH B LEINSX
COOTBETCTBUS AeHcTBYyloleil dapmakornee, a 3aperUCTPUPOBAHHBIC HBIHE KPUTCPHH IMPHEMIEMOCTH
MHUKPOOHOJIOTHYECKUX KOHTpOJeH He BKIIOYAIOT KaKHe-THOO JOMOJHUTEIbHBIE KOHTPOJH, BKIIOYCHHBIC B
cnenn(UKaImio, MIOMUMO (papMaKoIeHBIX TpeOOBaHMI B OTHOIICHUH OIPEeSICHHOH JIeKapCTBEHHOH (popMBI

9. ITapameTp cnenudukanuy He 3aTparuBacT KPUTHUECKUH apaMeTp, HallpuMep: KOJIMYECTBEHHOE OlpeieTIeHHe
npuMecH (€ciIM TOJNBKO OIPENeNICHHBIH pPacTBOPUTENb OJHO3HAYHO HE MCIIONB3YEeTCS B IPOHM3BOACTBE
JIEKapCTBEHHOTO TIpernapara) 00y KPUTHYECKYI0 (DU3MUECKYI0 XapaKTePHCTHKY (IPOYHOCTh MM XPYIKOCTh
Ta0JIETOK, HE IIOKPHITHIX 000JI0YKOM, pa3Mepsl) JII000H 3arpoc Ha MPOITYCK UCTIBITAaHUS

10. Ilpennaraemblii KOHTPOIb IOJHOCTBIO COOTBETCTBYeT Tabmuue craTbu I'ocynapcrBenHoit dapmaxornee
Pecnyonnkn Kazaxcran u He BKIIIOYAeT albTepHATUBHBIEC PEI0KEHHS HCIIBITAHUS OTHOPOHOCTH JO3UPOBAHUS
C TTIOMOIIBIO BapHally MAcChl WIIM OJTHOPOJHOCTH COZEP>KaHMUs, €CITH MOCIIEAHNE YKa3aHbl B CTaThE.

JloxyMeHTanus

1. TTommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pasienamM) 10cke.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U MIPEIaraeMbIX CTICIIU(pIKAIHHA.

3. [oxpobHOE ommcanue TFOO0T0 HOBOW aHATUTHIECKON METOIUKH W JaHHBIE BaJMIAINH (B COOTBETCTBYIOMINX
CITyJasx).

4. lanHbIe aHAIN3a ABYX MPOMBIIUICHHBIX CepUi (B OTCYTCTBHE HOJDKHBIX 0OOCHOBAaHUH IS OMOIOTHYECKUX
AKTHBHBIX (hapMalleBTHYECKUX CYOCTaHIUI — TPU CEpPHM) JIEKAPCTBEHHOI'O Npernapara Mo BCeM MapamerpamM
cnenuduKanuy.

5. B COOTBCTCTByIOI_HI/IX cnyqaﬂx JAaHHBIC TECTa CpaBHI/ITeHLHOﬁ KHHCTHUKHA paCTBOpeHI/IH HeKapCTBeHHOFO
mpemnapaTta, MO0 MEHBIICH Mepe, OJHOW OINBITHO-IPOMBIIUICHHON CEpHH, COOTBETCTBYIOINIME TEKYIICH W
npeyraraeMoi crerudukanusaM. B OTHOIIEHUH JICKapCTBCHHBIX PACTUTEIBHBIX IPENapaToB JOCTATOYHBI JAHHBIC
CPaBHUTEIBFHON pacIaJacMOCTH.

6. ObocHOBaHHE (OIICHKA) PUCKOB, ITOITBEPKIAIOIINE, YTO TApAMETP SIBIIICTCS HE3HAYUMBIM.

7. O00oCcHOBaHIE HOBOTO MapaMeTpa CeluDUKAIIINHA U KPUTSPUEB TTPUEMIEMOCTH.

"

€CII B JOCHE 3apEerHCTPHPOBAHHOIO JICKAPCTBEHHOTO Ipenapara yIOMHUHAeTCs
TeKyliee n3zanue" HeoOXOAUMOCTh B YBEJIOMJICHUH YIIOJIHOMOUYEHHBIX OPraHoB 00
oOHOBJIeHHOM cTaThe ['ocymapcTBeHHol ®apmakonee PK. B c¢Bs3u ¢ atum Takoe
N3MEHEHHE TIPUMEHSETCS IPU OTCYTCTBHHM YIOMHUHAHHS OOHOBIECHHOU
(apMaKoIeifHOi cTaThW B TEXHHMYECKOM JOChE, a N3MEHEHHE OCYIIECTBISIETCS B
LEJISIX BKITIOYCHHS YIIOMUHAHHSI OOHOBIICHHOI BEpCHHU.

(*) IIpumeyanne

B.Il.r.2  H3menenue
AHAIMTUYECKOM METOIUKH
JIEKapCTBEHHOTO
mperapara

VYcnosus Tpebyemast nokymenrtanust Bun mpouemaypst

a) HesHauutenbHbIE
W3MEHEHUs yTBepKAeHHou 1,2, 3,4 1,2 1A
AHATUTHYECKON METOIUKU

0) HckniodeHue
aHAJINTHYECKON METOJIUKH
4 1 1A

eclii anbTepHAaTHUBHasA €i
METOJMKA yKe 0700peHa

B) N3meHeHnne (3ameHa)

OHMOJIOTHYIECKOTO (

MMMYHOJOTHYECKOT0)  (

UMMYHOXHMHUYECKOTO)

WCIIBITAaHUS WM METOAA, B

KOTOPOM HCIIOJIB3yeTCs

OHMONOTHYECKUH PEaKTHB, II
AU 3aMeHa

6HMOIOTHIECKOTO

npenapara CpaBHEHHUs, HE



OXBAYECHHOTO
YTBEPXKICHHBIM
MIPOTOKOJIOM

r) Ilpoune u3MeHeHUSA
aHAJIMTHYECKON METOIUKH
(BKITIOYAs MOOABICHHE WK
3aMeHy)

1,2 IB

1) OOHOBICHHUE

AQHAJMTUYECKONW METOAMKU

B LEISIX COOTBETCTBHUS

oOHOBJIEHHOW oOmeit 2,3,4,5 1 IA
cratee ['ocynapcTBeHHOU

®apmakonee Pecrryommku

Kazaxcran

e) B mensx orpaxenuns

COOTBETCTBHSA

T'ocynapctBeHHOM

®apmakomnee Pecrrydmmku

Kazaxcran u uckmouenus 2, 3,4, 5 1 1A
YIIOMHHAHHS YCTapeBILIeH

coOCTBEHHOH

AQHAJMTUYECKONH METOANKH

u ee HoMmepa (*)

YcnoBus
1. CornacHO COOTBETCTBYIOIIMM JAOKYMCHTaM, IPOBEACHBI HCOOXOIMMBIC BaJIUAALMOHHBIC HCCIICIOBAHHMS,
MOJITBEP K NAIOIINE, UTO OOHOBJICHHAS aHATUTAYCCKAs METOAMKA, TI0 MCHBIIICH Mepe, SKBHBAJICHTHA TPEABITYIIECH

2. Ilpenensl copepkaHus CyMMBI NpHMecedl HEe M3MEHMJINCh, HOBbIE HEKBAIU(HUIHMPOBAHHBIC NMPUMECH HE
0OHapy KEHBI.

3. Merox aHanu3a He U3MEHHIICS (HanpuMep, U3MEHEHHE JUTMHBI KOJIOHKH WIIM TEMIIepaTyphl, HO HE Ipyrod BUI
KOJIOHKH MJIH METON).

4. HoBblif METO UCTIBITAaHHUS HE SBISETCS OMOJIOTMYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHUYECKHM) HIIH
METOJIOM, B KOTOPOM HCIIOJIb3YETCS OHOJIOTNYSCKHI PEakTHB (32 HCKITIOYEHHEM CTaHAAPTHBIX (apMaKoneiHbIX
MHKPOOHOIOTHIECKIX METOIOB).

5. 3apeructpupoBaHHas aHAJUTHYECKas METOAMKA yXKe CChUIaeTcs Ha oOIryro cratbio ['ocymapcTBEHHOI
dapmakoree PK, a 1100b1e M3MEHEHHUS ABIAIOTCSA HE3HAUNMBIMU U TPEOYIOT OOHOBIICHHS TEXHHYECKOTO IOCKE.

JoxymeHTanus

1. TompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIUM) pa3jeiy(pa3ieinaM) J0Che, BKIIOYAs OIHMCAHUC

AHATUTHYCCKON METOJIOJIOTHH, PE3IOME TAHHBIX BAIHIAINH, IEPECMOTPCHHBIC CrICIIM(DUKAIIUN Ha TIpUMecH (ecITi
TIPAMEHUMO).

2. CpaBHHTENBHBIC PE3yNbTATH BATUAANNN WIH, TIPH HATHYIAHU OOOCHOBAaHUS, CPABHUTCIHHBIC PE3yIbTaThI

aHanu3a, MOATBEePXKIAIOIKMEe TO, YTO TEKyIlee M IpeiaraeMoe HCIbITaHHE SKBHBaJeHTHbI. Hactosiuee

TpeboBaHUE HE TPUMEHSIETCSI, €CJIU T00ABIISIETCS] HOBAsI AaHATUTUYECKAsI METOTUKA.

"

€CIIM B J0ChE€ 3apErHCTPHPOBAHHOIO JICKAPCTBEHHOIO Ipenapara yIoOMUHAeTCs
TeKyliee n3aanue" HeoOXOANMOCTh B YBEJIOMJICHUH YIIOJHOMOUYEHHBIX OPraHoB 00
(*) [lpumeyanue N .

obOHOBIICHHOW cTaThe ['ocymapcTBeHHON ®apmakomnee PecryOmuku Kasaxcran

OTCYTCTBYET.

B.Il.r.3 H3menenue,
3aTparuBalollee BBEJICHUE
BBIIIYyCKA B peallbHOM
BPEMCHH WM BBITyCKa IO

Ycnosust Bun npouenypsr
napaMmeTrpam npu



MPOU3BOACTBE
JEKapCTBEHHOT O
npenapara

TpeOyemast moKyMeHTaIMs

II

B.11. 1) YnakoBouHO-yKynopo4YHas cucTemMa

B.Il.a.1 M3meHenue
NIEPBUYHOM YIIAKOBKHU
JIEKapCTBEHHOI'0
npemnapara

YcaoBus

a) KadyecTBeHHEbIH 1
KOJUYECTBEHHBIN
COCTaB

1. TBepasie
JIeKapCTBEHHBIE 1,2,3
(hopmBbI

2. Msarkue wu
HECTECPUIbHBIC
KHUTKHE
JIeKapCTBEHHBIC
(dhopmel

3. CrepunbHsle
JIeKapCTBCHHBIC
mpenapaTel |
OuoIOTHYECKHE (
UMMYHOJIOTHUECKHE)
JIEKapCTBEHHBIE
rpenaparsl

4. HW3meHeHue
3aTparuBaeTt
YyIaKOBKY,
00JagaroImyIo
MEHBIIUMH
3aMIUTHBIMHU
CBOWCTBaM IIpH
OJIHOBPEMEHHBIX
U3MEHEHHUSX YCIOBUN
xpaHeHust u (WiIn)
COKpAIllEHUH CpOKa
TOAHOCTH

6) smenenue Buaa
KOHTEHHepa WiIu
JI00aBJIEHHE HOBOTO
KOHTeWHepa

1. TBepapie, MiITKHE
N HCECTCPHUJIIbHBIC
KHUTKUE
JICEKapCTBCHHBIC
(hopmBI

2. CrepunbHble
JIEKapCTBEHHBIE
npemapatel W

Tpebyemas
Bun npouenypsl
JIOKyMEHTaIHs
1,2,3,4,6 IA
1,2,3,5,6 IB
II
I
1,2,3,5,6,7 1B



OuoJIOrHYECKIE ( I
HMMYHOJIOTHYECKHE)

JeKapCTBEHHBIE

MpernapaThl

3. HcxkiuroueHue

KOHTeHHepa

TIEPBUYHON YIIAKOBKH

, KoTopoe He

MIPUBOJAHUT K IIOTHOMY 4 1,8 1A
HCKIIYCHHIO

JIOBUPOBKU  HIIH

JE€KapCTBEHHON

(hopmBI

YcnoBus

1. I3MeHeHne 3aTparuBaeT TOJIBKO OWH M TOT )K€ BUJ yIIaKOBKHU (KOHTeHHepa) (Hampumep, Onuctep Ha GimcTep)

2. Tlo 3HAYMMBIM CBOWCTBaM Ipe/IaraeMblii yMaKOBOYHBIA MaTepHal IO MEHbIIEH Mepe SKBHBAJICHTEH
0JI00pEHHOMY.

3. Hayatel COOTBETCTBYIOIIME HCCIIEAOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMH TPEOOBaHUSIMHU
W yCIyromnoyyyaTejeM Ha MOMEHT BBEJICHMS M3MEHEHHH NMPOaHAIM3UPOBAHBI COOTBETCTBYIOLIME MapaMeTphl
CTaOWIIBHOCTH HE MEHEE YeM Ha JBYX OINBITHO-IPOMBIIUICHHBIX WM HPOMBIIIJICHHBIX CEPHsX, B €ro
pacTopshKeHUN HaxOoJSATCS YAOBIETBOPHTENBHBIE pPE3yJbTAThl, 1O MEHBIIEH Mepe, 3-MECSIYHOTO H3yYeHHS
crabuinpHOCTH. OIHAKO, €CIH TpejiaraeMasl yIrakoBka 0ojiee ycTOMUYMBa IO CPaBHEHHIO C OJOOPEHHOH, TO
TPEXMECSIUHbIE JaHHBIE TI0 CTAOMIBHOCTH He TpeOyroTcsl. Vccne10BaHus 3aBEPIIAIOTCS, €CIIN X Pe3yIbTaThl He
YKJIaJIbIBAIOTCA B CHEUM(UKAIMKA WK TTOTCHIUAIBHO HE YKJIAAbIBAaThCs B CIEUU(HUKALNU HAa KOHEL CpoKa
TOJHOCTH, UX HEOOXOJMMO HEMEJICHHO IPEJCTaBUTh YIMOJHOMOYEHHOMY OpraHy Hapsay C INpeuiaraeMbiM
TJIAHOM JIeHCTBHIA.

4. OcraBmiasicst (ocraBmuecs) ¢opma (Gopmbl) BEIIYCKa JEKapCTBEHHOrO MpemapaTra JgocrtaTouHa(bl) JUis
BBIMIOJTHEHUS! PEKOMEHIAINH 110 JIO3MPOBAHMUIO M TPOJODKUTENFHOCTH JICUEHHs, yKa3aHHBIX B oOImIeit
XapaKTEePUCTHKE JICKapCTBEHHOTO TIperapara.

JoxymMeHTauus

1. [TonpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIONTNM) pa3eny(pasienam) J0Che.

2. Heobxonumble aHHBIE O HOBOW yNaKOBKE (HampHUMeEp, CPAaBHUTEIbHBIC NaHHBIC MO IMPOHHIAEMOCTH,
Hanpumep, g 02, CO2, Bnaru).

3. B coOTBETCTBYIONINX CcIydasx HEOOXOJUMO MPEJACTaBUTh MOATBEPKIEHUE TOTO, YTO B3aUMOACHCTBHE MEXKITY
COIEP)KMMBIM M YIAaKOBOYHBIM MAaTEpHAJIOM HE IMPOUCXOAMUT (HAmpuUMep, OTCYTCTBYET IepeMelleHue
KOMITOHEHTOB TpeajaraeMoro MaTepuaja B €ro COJIEpXXMMOE, KOMIIOHEHTHI JISKapCTBEHHOTO Ipernapara He
MEPEXOAT B YHNAaKOBKY), BKJIIOYas MOATBEPXKIEHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM
(hapmakoneHHbIM TPeOOBAHUSIM WM 3aKOHOAATENbCTBY PecnyOnmkn Kasaxcran o muiacTH4ecKux mMarepuanax u
00beKTaM, KOHTAKTUPYIOIINM C IHIIEBBIMHU TPOLYKTAMH.

4. Jleknapanus, 94TO Ha4aThl TpeOyeMble MCCIEIOBAaHHUS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBICHHBIMHU
TpeOoBaHMAMH (C YKa3aHMEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIONIMX CIy4asx) Ha MOMEHT BBEICHHSA
W3MEHEHUH B PaCHOPSAKCHUHN YyCIIYTrOooJaydaTeiid HaXO0JUJINCh Tpe6yeMHe MHUHUMAJIBHBIC YIOBJICTBOPHUTEILHBIC
JAaHHBIE 10 CTaOMJILHOCTH; M 4TO MMEIOLIMECcs JaHHbIE HE CBUJCTENBCTBOBAIM O KakoW-IMOO mpobieme.
Heo0xomumo Takke NMpencTaBUTh MOATBEP)KICHUE TOTO, YTO MCCIEIOBAaHUS OyAyT 3aBEpIIEHBI, U YTO €CIIU
pe3yabpTaThl He OyIyT YKIaAbIBaThCS B crienn(UKAINU WIN MOTCHINAIBHO HE YKIIaIbIBaThCSA B CIIEHU(PHUKAIINH
Ha KOHEIl CPOKa FOJHOCTH, HX HEMEUICHHO MPEICTABAT YIOIHOMOYCHHOMY OpraHy Hapsay C IpeislaracMbIM
MJIAHOM JE€MCTBUM.

5. Pe3ymnbTaTsl Hccne10BaHN CTAOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH,
0 3HAYMMBIM TTapaMeTpaM CTAOMIBHOCTH HE MEHEE YeM Ha ABYX OIBITHO-IIPOMBIIICHHBIX WM IPOMBIIIIEHHbBIX
CCpUX, OXBATBIBAIOUINX HE MCHEC 3 MECANLICB, U MOATBEPKIACHUE TOTO, UYTO YKa3aHHbBIC HCCJICIAOBAHUA 6y):[yT



3aBEPIICHBI, U CCITH PE3yJIbTAThl HE OYAYT YKIAIbIBATHCS B CICHU(DUKAIINH WM MOTCHIIHAIBFHO HE YKIIAIbIBATHCS
B CIICIIU(UKAIIMHA Ha KOHEI[ CPOKA TOJHOCTH, HX HEMEIJICHHO TPEACTABAT YIIOJHOMOYCHHOMY OpTaHy Hapsay
MpeAaraéMbIM IUIAHOM JIEUCTBUH.

6. CpaBHEHHE TEKYIIUX U MPEAIaracMbIX Cenu(UKAIIA TEPBUYHON YIAKOBKH (€CITH IPUMEHNUMO).

7. B COOTBETCTBYIOLINX CITydasx 00pa3ibl HOBOTO KOHTEHHEpa (YKYIOPKH).

8. Jlexmaparwsi, 9T0 OCTaBIOIMIACS (OCTaBIIHECS) pa3Mep (pa3Mephl) YIIAKOBKH COOTBETCTBYET (COOTBETCTBYIOT)
PeKUMY TO3MPOBAHUS W TMPOMOIDKUTEIFHOCTH JICUCHUS M JOCTATOYHBI JJISI BBHITONHEHHS PEKOMEHIAIWHA IO
JIO3UPOBAHUIO, IPUBEIEHHBIX B 00IIEH XapaKTepPUCTHKE JIEKAPCTBEHHOTO TIperapara.

Jusa B.I1.J1.1.6) — ecnu n3MeHeHUe MPUBOIUT K "0Opa30BaHHIO HOBOW JIEKAPCTBEHHOM

ITpumeuanne "
(dopmel", TO Takoe U3MEHEHHE TPeOyeT 110/1a4H 3asBJIECHUS O PACIIMPEHUH PETHCTPALIUH.

B.11.n.2 U3menenue

napamMeTpoB

cnerudukanun 1 (

WIN) KpUTEpHUEB VOB Tpebyemas
MPUEMIIEMOCTH JOKyMEHTaIHS
MIEPBUYHON YIIAKOBKH

JEKapCTBEHHOTO

npenapara

Bupn npouenypst

a) YikecTodeHHE
KpUTEpUECB
MPUEMIEMOCTH
cnenuuKanuu

1,2,3,4 1,2 1A

0) [oGamicuue B
crienupuKanuio
HOBOTO apameTpa u
COOTBETCTBYIOIIEH
€My aHaJIUTUYECKOI
METOIUKH

1,2,5 1,2,3,4,6 1A

B) MUckmouenne
HECYIIECTBECHHOTO
nmapameTpa
crienupUKaIuu (
Hamnmpumep,
UCKJIIOUYEHHUE
ycTapeBIIero
rmapaMmeTpa)

1,2 1,2,5 IA

r) JloGaBneHne WM
3aMeHa mapameTpa
crienuUKauy U3
cooOpaxxeHni

0€30IaCHOCTH HIIH

1,2,3,4,6 IB

KadyeCTBa

VYcnoBus

1. M3MeHeHue He SBISICTCS CIEICTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pe3yjbTaTaM paHee
MPOBEJICHHBIX SKCIIEPTH3 C ILEIbI0 aHAM3a KPUTCPUEB MPHEMIIEMOCTH crnenudukanuu (Hampumep, B X0Je
peTHCTpaIiy JCKapCTBCHHOTO MpeTiapaTta Wik BHeceHH: u3Menenui 11 tuma).

2. 3MeHeHue He SIBISETCS CIICACTBAEM HEIIPEIBUICHHBIX CUTYAIHiA, BOSHUKIIIUX B XOJIC TIPOU3BOICTBA.

3. JTroboe M3MEHEeHUE YKIIAIbIBACTCS B TUAMTA30H TEKYIIUX 0JT0OPEHHBIX KPUTCPUCB MPHEMIICMOCTH.

4. AnaguTHdeckas METOUKA HE M3MEHSIETCS HIIM M3MEHSIETCS HE3HAUNTEILHO.

5. Hu oavH HOBBIM METOJ HCIIBITAHUS HE OCHOBAH HA HOBOM HECTaHIAPTHOW METOJIOJOTHH WM CTaHIAPTHOM
METOJIOJIOTHH, HCIIOIB3yEMOH TO-HOBOMY.



JoxymeHTtanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eiry(paszenam) JOChe.

2. CpaBHHTeNbHAs TaOJIMIIA TEKYIIUX U Ipe/IaraeMbIX crieluduKami.

3. IloppoOHOE omucaHye HOBOW aHATUTHYECKOH METOMKH U JaHHbBIE BaIUAANH (B COOTBETCTBYIOIIHMX CITy4asix)

4. laHHbIC aHATTU3a IBYX CEPHUIl YITAKOBOYHOTO MaTepHaa 1o BCeM ImapaMerpaM (IMoKa3aTelsaM) Crein(uKaim.
5. ObocHOBaHuME (OIICHKA) PUCKOB, MOTBEPKIAIOIINE, UTO TApaMETP SIBIICTCS HE3HAUUMBIM.

6. O60cHOBaHKE HOBOTO NapaMeTpa crenuprKalui U KpUTEPHUEB IPUEMIIEMOCTH.

Bb.I1.n.3 U3menenue
aHaJIMTHYECKOM
METOOUKH IS TpebGyemas
. YcmoBus Bupn npouenypst
MIEPBUYHOMN yITaKOBKH JIOKyMEHTaIIUs
JIEKapCTBEHHOTO

npenapara

a) Hesnauumelie

H3MEHEHUS

000peHHOM 1,2,3 1,2 IA
aHaJIUTHYECKON

METOIUKHI

0) [Ipoune
U3MCHCHUS
aHAJIUTUYECKOUN
METOJIUKH (BKIFOYAs
3aMeHy AN
JI00aBIICHUE)

1,3,4 1,2 IA

B) Hckniouenue
aHaJIUTHYECKON

METOJUKH, €CJIHU
anbTepHATHBHAS €
METOIMKa  yXKe
onoOpeHa

5 1 IA

VYcnosus

1. CoriacHO COOTBETCTBYIOIIMM JIOKYMEHTaM, POBEJCHHAsi He00X0qiuMasi BaJIUIAIHs, TIOATBEPKIAtoIas To,
4YTO OOHOBJIEHHAsI aHAINTHYECKAsi METOANKA, IT0 MEHBIIIEH Mepe, SKBUBAJICHTHA TIPEIBIAYILEH.

2. Meton aHanu3a He W3MEHHJICS (HANpUMep, U3MEHEHHUE JUIMHBI KOJIOHKH WJIM TeMIIepaTypbl, HO HE Apyras
KOJIOHKA WJI METON).

3. Hu o= HOBBIH METOJ| MCIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOIOJIOTHH MM CTaHJapTHOH
METOJI0JIOTHH, UCIIOJIb3yEeMOMH IT0-HOBOMY.

4. AxrtuBHas (apmaneBTHYEecKas CyOCTaHIUs (JICKapCTBEHHBIN IIpermapar) He SBITIOTCS OMOJOTHYCCKHMHU (
HMMYHOJIOTHYECKUMH ).

5. AllpTepHaTUBHAS aHATUTHYECKas METOIMKA JUI apaMeTpa cnelu(uKalny yxKe ono0peHa, Ipyu 9TOM Takas
MeToJMKa ObUla BKIIOYEHA HE ¢ TIOMOLIBIO [A-yBetoMIIeHuS.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.

2. CpaBHI/ITCHBHble PE3YIbTaThl BaJIWAAIIUNU WU, IIPU HAJTAYHUU O6OCHOBaHI/IH, CPaBHUTCIIBHBIC PE3YJIbTaThbl
aHanM3a, TMOJTBEPXKIAIONIME TO, YTO TEKyIIee W MpeajaraeMoc HMCIBITAaHHUC SKBHBAJICHTHBI. Hacrosiee
TpeOOBaHUE HE IPUMCHSETCS, €CJIN T00aBIICTCA HOBask aHAJTHTUYECKAs METO/IMKA.

B.IL.n. 4 3menenue
bopMBbI uinu
pa3sMepoB NEPBUYHOMN

YOaKOBKH, WU VCIIOBUS Bun npouenypsl
p yp



YKyHOOpKH ( Tpebyemas

TIEPBUYHON YITAKOBKH JIOKYMCHTAITUS

a) HecrepuibHble

JIEKapCTBEHHbIE 1,2,3 1,2,4 1A
TpermapaTsl

6) UWsmeHenwme
bopmbl Unu
pa3MepoB
3aTparuBaecrt
KJIIOYEBHIC
moKa3aTenu
YIIaKOBOYHOTO
Marepuasna, KOTopble II
CYIIECTBECHHO
BIIMSIFOT Ha JIOCTABKY,
MIpUMEHEHUE,
0e30macHOCT WIIH
CTaOHUIIBHOCTD
JIEKapCTBEHHOTO
mpernapara

B) CrepuibHble
JIEKapCTBEHHBIE 1,2,3,4 IB
TIperapaTsl

Ycnosus

1. KavecTBeHHbII U KOTMYCCTBEHHBII COCTAB MEPBUYHON YITAKOBKH HE U3MEHHJICS.

2. M3MeHeHue He 3aTparuBacT KIIF0UEBbIC MOKA3aTeNli KaueCTBa YIIAKOBOYHOTO MaTepraa, KOTOPhIE BIUSIOT Ha
JIOCTaBKy, IpUMEHEHHE, 0€30MaCHOCTh WITH CTaOMIIBHOCTD JIGKAPCTBEHHOTO Mpernapara.

3. Ilpu wu3mMeHeHHMH CBOOOJHOTO IPOCTPAHCTBA MJIW OTHOUICHHS MOBEPXHOCTH (00BEM) COTJIACHO
COOTBETCTBYIOIIUM JOKyMeHTaM PecnyOnuku KazaxcTaH mo cTaOWIIBHOCTH Ha4aThl COOTBETCTBYIOIIUC
HCCIICA0BAHUS CTaOUIBHOCTH; MPOAHAIH3UPOBaHbl COOTBETCTBYIOLIHE TapaMeTphl CTAOWIIBHOCTH HE MEHEEe YeM
Ha JBYX OIBITHO-IIPOMBIIUICHHBIX (I OHOJIOTHYECKHX (MMMYHOJOTHYECKHX) JEKapCTBEHHBIX IpernapaTroB —
TpeX CepusAxX) MM NPOMBIIUICHHBIX CEpUAX; B PACIOPSIKCHHU YCIYroloylydaTellss HaxomsTcs
YIOBJIETBOPUTENbHBIE PE3YJbTATHI, IO MEHBIIEH Mepe, 3-MECIYHOrO H3yYEeHHsS CTaOMIbHOCTH (IS
Ouonornyeckux (MMMYHOJIOTHYECKHUX) JIEKAPCTBEHHBIX IPEnapaToB — LIeCTUMeCsyHOTro). [lonTBepkaeHue Toro
, 4TO MCCICIOBaHUsI OYyT 3aBepIICHBI, U YTO €CIIU PE3yJbTaThl He OYAYT YKIAIbIBATHCS B CCHU(UKAMN UITH
MOTCHIMAJIBHO HE YKIAIbIBAThCS B CHELU(UKALNN HAa KOHEL CPOKa FOJHOCTH, MX HEMEIJICHHO MPEICTAaBST
YIIOJTHOMOYEHHOMY OpTraHy Hapsiy ¢ IpeularaéMbIM INIAHOM JeHCTBH.

JoxyMeHTanus

1. TlompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIIMM) pa3zjaeny(pas3aeiiaM) J0Che, BKIIOYasl OMUCAHUE,
NOJAPOOHBIN YEpTEeXK M COCTaB MaTepHaja KOHTEHHepa WIM YKYIOPKH, a Takke IepecMOTp MH(POpPMAaLUH O
JIEKapCTBEHHOM TIperapare.

2. B cOOTBETCTBYIOIMX CTy4asix 00pa3isl HOBOTO KOHTEiHEpa (YKYHNOPKH).

3. IlpoBeneHbl MOBTOPHBIE BAJIMAALMOHHBIE HCCIEIOBAaHUS CTEPUIIBHBIX IPENapaToB, IOABEPTaIOLIMXCS
TEPMUHANBHOM cTepuian3alud. B COOTBETCTBYIONIMX CllydasX HEOOXOIMMO YyKa3aTb HOMeEpa CepHii,
HCIIOJIb30BAHHBIX B BAJIMAMOHHBIX HCCIICTOBAHUSIX.

4. ITpn u3MeHEeHNH CBOOOIHOTO POCTPAHCTBA WIIM OTHOIICHHMS TIOBEPXHOCTH K 00bEMY JEKIapaIiysl, YTO HadaThl
TpeOyeMble HCCIIeNOBaHHs CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEeOOBaHUAMH (C YKa3aHHUEM
HOMEPOB Cepuii); U 9TO (B COOTBETCTBYIOIINX CIIyYasx) HAa MOMEHT pealn3alri YBeJOMIICHUS 00 m3MeHeHUH [A
THUIA U TI0Ja4¥ yBEeJOMIICHUs 00 M3MeHEHMH IB Tumna B ero pacnopsbkeHHH HaXOIATCS yIIOBJIETBOPUTENBHBIC
PE3YIbTATBI U3YUYCHUSA CTa6I/IJ'[I)HOCTI/I; M 4YTO MMCIOIHECA JAaHHBIC HE YKa3bIBaIOT Ha KaKI/Ie-HI/I6O HpO6HeMBI.
Heo0xoauMo Taxke MpeicTaBUTh MOATBEPKAECHHE TOTO, YTO HCCIEAOBAaHHS OyIyT 3aBEepIUEHBI, U YTO €CIIH



pe3yNbTaThl He OYIyT YKIAAbIBATHECSA B CHCIM(DHUKANN WIH MOTCHIIMATBHO HE YKJIABIBATHCS B CICIU(UKAITUN
Ha KOHEIl CPOKa TOJHOCTH, WX HEMEIICHHO MPEICTABAT YIIOJHOMOYCHHOMY OpPTaHy Hapsay C MpeaiaracMbIM
TUIAHOM JCHCTBHH.

B.Il.n.5 W3menenue

asMepa yIaKOBKHU Tpebyemas

p pa y VYcnoBus pedy Bupn npouenypst
JIEKapCTBEHHOTO JIOKyMEHTaLUs

mperapara

a) H3meHenue
KOJIMYECTBA €INHHUII
JIeKapCTBEHHOMU
¢dopmbl (Hampumep,
Ta0JIETOK, aMITyJ) B
YTIaKOBKE

1. HW3meHeHue

YKIIaJIBIBACTCS B

0M0OpEeHHBIN 1,2 1,3 IA
UATIa30H pa3MepoB

YIaKOBOK

2. H3meHenue He

YKIIaJBIBACTCS B

0M0OpECHHBIN 1,2,3 IB
IUaTa30H pa3MepoB

YIaKOBOK

6) U3mecHeHue
pasmepa (pasmepoB) 3 1,2 IA
YIaKOBKH (YIIaKOBOK)

B) MH3meHeHme
HOMHUHAJIBHOW MaccChl
(HOMHHATBHOTO
00BeMa) CTEPUITBHBIX
MHOTOJIO3HBIX (YUTH
OZHOIO3HBIX C
YaCTUYHBIM
W3BJICYCHUEM )
IapeHTepalbHbIX II
JE€KapCTBEHHBIX
npenapaTtoB H
OHOTOTUYECKUX (
UMMYHOJIOTHYECKHUX )
MHOTOJIO3HBIX
HapeHTepaTbHBIX
JeKapCTBEHHBIX
npenapaTroB

r) HsmeHeHue

HOMHUHAJIBHOW MaccChl

(HOMUHATBHOTO

o0bema)

HeTapeHTePaTbHBIX

MHOTOJIO3HBIX (YUTH IB
OJHOJO3HBIX C

YaCTHYHBIM

U3BJICUYCHUCM)



JIEKapCTBEHHBIX 1,2,3
TpernapaToB

VYcenosus

1. HoBslit pa3mep yIakOBKH COOTBETCTBYET PEKUMY IO3UPOBAHUS U MPOAOKUTEILHOCTH JICUCHHUS], YKa3aHHBIM
B 00IIelt XapaKTepUCTHKE JIEKapCTBEHHOT'O Ipenapara.

2. Marepuai nepBHYHON YIaKOBKH HE M3MEHSETCS.

3. OcraBumecs: (popMbl BBITyCKa MO3BOJISIIOT BBINOJHUTE PEKOMEHJALMU MO JO3MPOBAHHUIO U JJIUTEIBHOCTH
JIeYeHUsl, yKa3aHHbIE B O0IIel XapaKTepHCTHKE JIEKapCTBEHHOTO Mperapara.

JoxymeHTauus

1. TompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOUIMM) pasjeny(pas3ienamM) 10chbe, BKIIOYas MEPecMOTp
MH(OPMAIINH O JIEKApCTBEHHOM Iperapare.

2. ObocHOBaHME, YTO HOBas (OCTAIOIIMECs) pa3Mephl YNMaKOBOK COOTBETCTBYIOT PEXHUMY IO3HMPOBAHUS U
MIPOIOIKUTEIBHOCTH JICICHHS, YKa3aHHBIM B OOIIIEH XapaKTepHCTHKE JIEKapCTBEHHOTO IIpenapara.

3. Meknapanusi, YTO €CIH OKHIACTCS BIMSHHUE Ha CTaOMIIBHOCTD, COTTIACHO COOTBETCTBYIOLIMM yCTaHOBJICHHBIM
TpeboBaHMsIM OyAyT HadaThl HCCIEHOBAaHWS cTaOWIbHOCTH. JlaHHBIE HEOOXOOUMO MPEACTaBUTH (C
npeagaraeMbIM IJIAHOM JIEHCTBUH ), JIUIITb €CJIM OHHM HE YKJIAIBIBAIOTCS B CTICIIM(DUKAITUH.

Juna B.Il.a.5.B) u r) — eciin M3MEHEHWE NPHUBOAUT K H3MEHEHHUIO "103MpOBKH"
[Ipumeuanne: JIEKapCTBEHHOT'O IIpenapaTra, TO TaKoe H3MEHEHHe TpeOyeT IMojadyd 3asBICHHUS O
pacIInpeHNH.

B.IL.n. 6 V3menenue
Kakoh-1160
COCTaBISAIOIIEH (
MMEePBUYHON)
yIaKOBKH,
HEMOCPEICTBEHHO HE
comnpuKacarouiencs ¢
JeKapCTBEHHBIM

npenapaTom ( Tpebyemas

VYcaoBus
HampuMep, IBET JIOKYMEHTAITIS
CBEMHBIX KOJIIIAYKOB,

LIBETHBIC KOJOBHIC

KOJIbIIa Ha aMIyJjax,

HU3MCHCHUEC KOJIIa4yKa

Bua npouenypst

, 3allUIAIOLIETOo
HT Y (
HCII0JIB30BAaHUE
JIPYTOTO IIJIACTHKA))

a) H3menenue,

3aTparuBaroniee

nHpopManuio o 1 | IA
JeKapCTBEHHOM

npemnapare

0) UsmeHenue, He

3aTparuBaioniee

nHpopManuio o 1 1 IA
JeKapCTBEHHOM

npemnapare

VYcaous 1.
M3MmeHeHne He 3aTparwBacT YacTH YIAKOBOYHOTO MaTepualia, KOTOPBIC BIMSIOT Ha JOCTaBKY, MPUMEHEHHE,
0€30MaCHOCTh WIIH CTa0MIIEHOCTH JIEKAPCTBEHHOTO TIperapara.

JoxymeHTanus



1. TompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOUIMM) pasjeny(pa3zienaM) I0chbe, BKIIOYas MEpecMOTp
MHPOPMAIINH O JIEKapCTBEHHOM Iperapare.

b.I1.n.7 V3meHenne

MOCTaBIIHKA

KOMIIOHEHTOB Tpebyemas
VYcaoBus peoy

YIOaKOBKU  HIJIH JIOKYMEHTAIHSI

ycTpoiictBa (eciu

yKa3aHO B JIOChE)

Bupn npouenypst

a) MHckinrouenue
MOCTABIIHAKA

6) 3amena wuu
nmobaBiieHHE 1,2,3,4 1,2,3 1A
MMOCTABIIINKA

B) JIroboe m3MeHeHNE

MOCTAaBIIUKOB

creicepos II
JI03UPOBAHHBIX

MHTAJISITOPOB

YcmoBus
1. UckiroueHre KOMITOHCHTA YIIAKOBKY WIJIH U3JICITUS HE TIPOUCXOIHNT.

2. KauecTBeHHBII U KOJIHYSCTBEHHBIM COCTaB KOMIIOHCHTOB YIIaKOBKH (I/I3H€J’II/IH) u CHCHI/I(i)I/IKaIII/II/I 3CKH3a HC
HU3MCHAIOTCA.

3. CHGHI/I(I)I/IKa]_II/II/I 1 METOAbI KOHTPOJISI Ka4€CTBA, 11O MCHBIIIEH MEpEC, SKBUBAJICHTHBI.

4. MCTOI[ CTCpUIIN3allU U €€ YCIIOBUSA HEC U3BMCHAIOTCH (CCJ'II/I HpI/IMeHI/IMO).

JoxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3ienamM) 10cke.

2. [lonTBepxaeHNe pEerucTpaIiii MEAUIUHCKOTO n3aenus B PecryOmuke Kazaxcran B OTHOIIEHHH METUITMHCKAX
W3/IeNIU/, TIpUIaraeMbIX K JEKapCTBEHHOMY Ipernapary.

3. CpaBHHTENbHAS Ta0JIMIA TEKYIINX U TPpearaeMbpIX Cenn(pUKaIii (€caIu MPIMEHUMO).

B.IL.n. 8 M3menenue nu3aiiHa MapKUPOBKH Tpebyemas
. N VYcenosus Bun npouenypst
MIEPBUYHON ¥ BTOPUYHON yIaKOBKU JIOKyMEHTaIUs
1 1,2 1A

Vcnosus 1.KadecTBEHHBIM M KOJIUYECTBEHHBIH COCTaB KOMIIOHCHTOB YIaKOBKHU (I/I3I[€J'II/I$I) u CHCIII/I(I)I/IKaHI/II/I
3CKHU3a HC UBMCHSAIOTCA.

Joxymenrtanus 1. ITompaBka kK COOTBETCTBYIOIIEMY(COOTBETCTBYIONINM) pa3aeny(pasaenam) aocke. 2. MakeThl
YIIAaKOBOK B CTApOM JIU3alHE.

B.11. ¢) CrabunbHOCTH

b.Il.e. 1 3menenune cpoka
TOAHOCTH WM YCIOBUH
XPaHEHUs JIEKapCTBEHHOIO
npemnapara

VYcaoBus Tpebyemast nokymenramust Bun mpouemaypsl

a) CokpameHue cpoka
TOJHOCTH JIEKaPCTBEHHOTO
mpernapara

1. VYmnakoBaHHOro B

1,2,3 1A
KOMMEPYECKYIO yIIaKOBKY

2. Tlocne mepBoOro
BCKPBITHUS

1 1,2,3 IA



3. Ilocne pa3BeneHus UiIu
BOCCTAHOBJICHUS

6) VYBenuueHume cpoka
TOHOCTH JICKAPCTBEHHOT'O
npenapara

1. VYnakoBaHHOTO B
KOMMEPYECKYIO YIAaKOBKY (
MOJTBEPKACHHOE
JaHHBIMH B peajJbHOM
BpPEMEHN)

2. Ilocme mepBOTO
BCKPBITHSA (
MO TBEPKACHHOE
JaHHBIMH B peaJbHOM
BpPEMEHN)

3. Ilocne pa3BeneHUs WA
BOCCTAHOBJICHU S (
MOJTBEPXKACHHOE
JaHHBIMH B peaJbHOM
BpEMEHH)

4. YBenuueHue Ccpoka
TOOHOCTH nyTeM
SKCTPAMOJISINH JAHHBIX 0
CTaOUIBHOCTH,  HE
COOTBETCTBYIOMICH
JOKyMeHTaM PecryOnuku
Kazaxcran (*)

5. YBenuueHue mnepuoja
XpaHEeHUsI OMOJIOTHYECKOTO
(MMMYHOJIOTHYECKOTO)
JEeKapCTBEHHOTO
npernapara B COOTBETCTBHH
c ono0peHHOH
MPOTrpaMMON  U3YUCHUS
CTaOWIBHOCTH

B) H3MmeHenune ycroBHid
XpaHeHUs! OMOJOTUYECKHX
(MMMYHOJIOTHYECKHX )
JeKapCTBEHHBIX
npemnapaTroB,  €CJIH
HCCIEeN0BaAHHUS
CTaOMIBHOCTH TIPOBEICHBI
HE B COOTBETCTBUU C
TeKyIllel oa00peHHOn
IporpaMMol HM3y4YeHHs
CTaOWIBHOCTH

r) l3MeHeHHe yCIOBHA
XpaHEeHUs JIEKapCTBEHHOTO
npenaparta 178)871
JeKapCTBEHHOTO

1,2,3

1,2,3

1,2,3

1,2,3

1,2,3

IA

IB

IB

IB

II

IB

II

IB



npemnapara rnocie 1,2,3
pa3BenCHUS (
BOCCTaHOBIICHU )

) N3menenune
0100peHHOro mporokona 1,2 1,4 1A
CTaOMIBHOCTH

VYcnosus 1. HenmpeaBUACHHBIX CUTYyalMAX, BO3HUKIINX B XOJE NMPOU3BOJCTBA, WM W3MCHEHUs CTAOWIBHOCTH
HU3MEHEHHUE HE OCYILECTBISETCS

2. VI3MeHeHHUs He IPUBOAT K PACIIMPEHHUIO KPUTEPUEB MIPHEMIIEMOCTH UCTIBITYEMBIX ITapaMeTPOB, HCKITIOUECHHIO
napameTpa cTabUIbHOCTH, UM CHUYKEHHUIO YaCTOTHI UCIIBITaHUH.

JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pazeny(pa3zaenam) gocke. OHa colepKaTh pe3yIbTaThl
COOTBETCTBYIOLIUX HCCIEIOBAaHUN CTaOMIBHOCTH B pealbHOM BPEMEHH (OXBATHIBAIOIINX BECh CPOK T'OJHOCTH),
MPOBEACHHBIX COTJIACHO COOTBETCTBYIOmMM JokymeHTam PK, mo wMmeHpmed wmepe, Ha [ABYX
OTIBITHO-NIPOMBINIUICHHBIX ~ cepuax(l) JexkapcTBEHHOro Tmpenapara, YMaKOBAaHHOTO C  TIOMOIIBIO
3aperucTPUPOBAaHHOIO YMAKOBOUYHOIO MaTepuana M (WIM) COOTBETCTBEHHO IMOCJE IHEPBOr0 BCKPHITHS WIH
pa3BeieHUs; B COOTBETCTBYIOIIMX CIIydasX HEOOXOIMMO MPEJICTABUTh PE3yJbTaThl MUKPOOHMOJIOTHYECKHX
HCIBITaHUH.

2. IlepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

3. Komuu yTBep K/IeHHBIX crielin(UKalnii Ha KOHEI] CpoKa FOJJHOCTH H, €CIIH MPUMEHUMO, ClIenn(UKaLUH 1T0CiIe
pa3BeneHus (BOCCTAHOBIICHNUS ) HITH TIOCIIE TIEPBOTO BCKPHITHUSI.

4. O0ocHOBaHHME MpeUIaraeMbIX H3MECHEHHH.

B oTHOMmEHNN 6HOIOTHYECKOTO (MMMYHOJIOTHYECKOTO) JISKaPCTBEHHOTO Ipernapara

(*) llpumeuanue:
AKCTPAITOJISIIINS HETPUMEHHMA.

(1) HpI/I HaJIMYuu 00sI3aTeILCTBA MMPOBEPUTHL CPOK I'OJHOCTH HAa MPOMBIIIJICHHBIX CEPUIX

JA0IYCTHUMBI OIIBITHO-IIPOMBIIIJICHHBIC CCPUU.

B.1II. x) IIpoekTHOE 10JIe ¥ TPOTOKOJ MOCTPETUCTPAITMOHHBIX U3MEHEHHIM

B.IL.x. 1 Beenenue HOBOro

MPOEKTHOT'O TIOJSI WIIH

pactpeHre 0100peHHOTO

HPOEKTHOTO MOJIS

JIEKapCTBEHHOTO VYcnosus TpeOyemas nokymenrauusi Bun npouenyps
npemnapara (3a

HCKIIOYECHHUEM

OMOIOTHYECKOTO),

3aTparuBaroIee:

a) Onny wunu Oojee

OTHEJbHBIE  Ollepaluu

mporiecca MPOU3BOJICTBA

JEeKapCTBEHHOTO

mpemapara, BKIIOYast 1,2,3 11
COOTBETCTBYIOIIHNE

BHYTPHUIIPOU3BOICTBEHHBIE

KOHTPONM U  (HMIIN)

AHAIMTHYECKUE METOAUKA

0) AmnHanutuyeckue
METOOAUKHU I
BCIIOMOTI'aTCJIbHbIX
BEIIECTB (MIPOMEKYTOTHBIX

II



MpoAYKTOB) H (WMin) 1,2,3
JEeKapCTBEHHOTO
mpenapara

JoxymMeHTanus

1. Pe3ynbraThl UCCle0BaHUI pa3pabOTKK Mpemapara u mporecca (BKJIOYas OIEHKY PUCKOB M MHOTOMEPHBIC
HCCJICIOBAHMS COOTBETCTBCHHO), TOITBEPKIAIOIIAE TO, YTO JOCTHTHYTO IEIOCTHOC MEXaHHUCTHYCCKOE

TMOHUMAaHHUe MoKa3aTelel KayecTBa MaTeprajIoB U MapaMeTpPoB MPOLEcca Ha KPUTUUECKUE MTapaMeTphl KauecTBa
JICKapCTBCHHOTO TIperapara.

2. Onrcanue MPOEKTHOTO MOJSA B TaOJIMYHOM BHJIE, BKITIOYAs IEpeMEHHbBIC (CBOMCTBa MATCPHAIIOB M ITApaMeTpPhI
Tporiecca MPOU3BOJICTBA) U UX IpeiaraeMble JUAara3oHEl.

3. [TompaBKa K COOTBETCTBYIOIMIEMY(COOTBETCTBYIOIINM) pa3eiry(pa3aenaam) T0Che.

B.Il..x. 2 Bseneuune

MOCTPErUCTPAIMOHHOT O
MPOTOKOJIa YIPaBICHUS

Vcenosusa Tpebyemast moxkyMeHTanuss Bug mporeaypsl
HN3MCHCHUSIMH, peby Y p yp
3aTparuBalOIIUMHI
JIEKapCTBEHHBIN Ipenapar
1,2,3 11

JoxymeHTauus

1. ITonpoOHOE onvcaHue MpeIaraeMoro H3MEHEHHS.

2. Ilporokon ympaBiieHHs] U3MEHECHHSMH, 3aTParvBalONIMMH{ JIeKapCTBEHHBIM npemnapar. 3. IlompaBka k
COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3feny(pasienamM) T0cke.

B.II..x. 3 Wcknaouenue

YTBEPKIEHHOTO
MPOTOKOJIA YIpaBIEHUS
P yrp VYcnoBusg Tpebyemast qokyMeHTarust Bu mporeaypbt
U3MEHEHUSIMH,
3aTparuBalOUIUMU
JIEKapCTBEHHBIN Mpernapar
1 1 1A

VcnoBus

1. MHckmioueHne TOCTPETHCTPAIIMIOHHOTO TIPOTOKONA YIIPaBICHUS WM3MEHEHUSAMH, 3aTPardBarOIIUMU
JIEKapCTBEHHBIN Ipenapar, He SBISETCSA CIIEICTBHEM HEINPEIBHICHHBIX CHTYaIlMi WM HECOOTBETCTBHUS
cneumbmcam/m B XO04€ BBCACHUA HSMGHGHHﬁ, OIIMCAaHHBIX B HpOTOKOJ’[G, 1 HUKAK HC BJIIMACT HA yTBep)KI[eHHBIe
CBEJICHHUS, BKIIIOUYECHHBIE B JOCKE.

HoxymeHTauus

1. ObocHOBaHHE TIpEAIaraeMoro UCKITFOUCHHUS. 2.

B.Il..x. 4 MW3meHeHus
YTBEPXKJAEHHOTO
MPOTOKOJIA yIPaBIEHUS
H3MCHEHHUSIMU

VYcaosus Tpebyemast nokymenramust Bun mpouemaypst

a) 3HauMMble M3MEHEHUS
MPOTOKOJIA YIIPaBJICHUS 11
U3MEHCHUSIMU

0) He3sHnaunMmeie
W3MEHEHHUsI MPOTOKOJA
yIpaBIeHUS] U3MEHEHUSIMH,
KOTOPBIC HE H3MEHSIOT
CTpPATETHI0, OMMCAHHYIO B
MIPOTOKOJIE

JoxymeHTanus



1. Mexnapanusi, 94To J11000€ M3MEHEHHE YKJIaJbIBAeTCs B AMANA30H JICHCTBYIONINX YTBEP)KJICHHBIX KPUTEPHEB
npuemsieMoctd. IloMuMo 3TOrO, NEKmapanus, YTO B OTHONIEHWH OHMOJIOTMYECKHX (MMMYHOJIOTHYECKHX)
JIEKapCTBEHHBIX MIPENapaToB HEe TPEOyeTCs OEHKa COMOCTABUMOCTH.

B.Il.x. 5 Peanuzauus

H3MEHCHUH,

peayCMOTPEHHBIX
pey P VYcnoBus Tpebyemast qokymenrarust Bu mporeaypbl

YTBEPKAECHHBIM

TPOTOKOJIOM yIPABJICHUS

HN3MCHCHUAMH

a) Peanuzaiust H3MeHEHUS

He TpeOyeT
peby 1 1,2, 4 1A

JOOIMOJIHUTECIBbHBIX

BCIIOMOTI'aTCJIbHBIX JAaHHBIX

0) Peanuzanus u3MeHeHUs
TpeOyeT MTOMOIHATEIBHBIX 1,2,3,4 1B
BCIIOMOTATEIbHBIX TAHHBIX

B) Peanuzanus n3meneHus

01 0JIOrNYECKOTO (

UMMYHOJIOTHYIECKOT0) 1,2,3,4,5 1B
JeKapCTBEHHOTO

mperapara

YcnoBusa

1. IlpemnoxxeHHOE H3MEHEHHE OCYILISCTBICHO B IOJIHOM COOTBETCTBHH C YTBEPXKICHHBIM IPOTOKOJIOM
yIpaBJICHUS] U3MEHEHUAMH, TpeOyroliiee HeMEUIEHHOTO YBEAOMIICHHS II0CIIE €r0 Pealn3aluu.

JoxymeHTanus

1. Ccpuika Ha YTBEP>KACHHBIA IPOTOKOI YIIPABICHHUS U3MCHCHUSIMHU.

2. Jexmapamnus, 9TO U3MEHEHHE COOTBETCTBYET yYTBEPIKICHHOMY MPOTOKOJY YIPABICHHUS U3MCHCHHUSIMU U YTO
Pe3yIIbTaThl UCCIEAOBAHIS YAOBICTBOPSIOT KPUTEPUSAM IPHUEMIIEMOCTH, OTOBOPEHHBIE B TIpoTOoKoie. [loMmumo
3TOTO, ACKJIAPALNS TOTO, YTO B OTHOIICHUHN OMOIIOTHIECKUX (MMMYHOJIOTHYECKHX) JIECKApPCTBEHHBIX MPEIapaToB
He TpeOyeTcs OIeHKa COIIOCTAaBUMOCTH.

3. Pe3ynbpTaThl MCCIIEOBAaHWN, MPOBEICHHBIX B COOTBETCTBHH C YTBEP)KICHHBIM HPOTOKOJIOM YIPABICHUS
U3MCHCHUSIMU.

4. TTommpaBKa K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3neny(pa3aenam) 10Che.

5. Konns yTBep)KICHHBIX CrIeU(HUKAINN Ha JIEKapCTBEHHBIN Ipenapart.

b.1I. 3 be3omacHOCTh B OTHOLIEHUHU IIOCTOPOHHUX areHTOB

B.II1.3.1 OOnHoBieHUE

uadopmaruun  "OrneHka

0e30macHOCTH

OTHOCHUTENIBHO VcaoBust Tpebyemast qokymenTarust Bun mpoueaypbt
ITIOCTOPOHHUX areHToB" (

pasnen 3.2.A.2

PETUCTPAIIOHHOTO JT0CHE)

a) HUccnenosanus,

3aTparuBarmme

MIPOU3BOACTBEHHBIE ATAIIBI,

HU3y4YECHHBIE BIEPBBIE Ha II
MpeaMeT OJHOTO WIIH

0ojee MOCTOPOHHUX

areHTOB

6) 3ameHa ycTapeBIINX
HCCIeIOBaHHM,



3aTparuBamIUX
MIPOM3BOICTBEHHBIE ATAIBI
U TOCTOPOHHHUE AareHTHI,
paHee BKIIIOYCHHBIC B
JIOChE

1. ¢ u3MeHeHueM OLIEHKHU
pHCKOB

II

2. 0e3 U3MEHEHHUS OLIEHKHU
PHCKOB

1,2,3 1B

HoxymeHTauus

1. ITompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeiy(pas3iesnam) 10cke, BKI0Yasi BBEACHHE HOBBIX
HCCIICIOBAaHUH, HANpaBICHHBIX Ha HM3Y4YEHHE CIIOCOOHOCTH IPOM3BOJCTBEHHBIX 3TAllOB HWHAKTHBHPOBATH (
SIMMUHUPOBATH) IIOCTOPOHHKE areHTHI. 2. O60CHOBaHUE TOTO, YTO UCCIEIOBAHMUS HE N3MEHSIOT OIICHKY PHUCKOB.
3. [TompaBka k uHpOPMAIIMHU O JICKAPCTBEHHOM TIpernapaTe (€CIu MPHUMEHUMO).

B.1II Ceptudukar coorserctBust EBponeiickoit ®apmakonee (CEP) (mpu nanuuun) (TTD,
CTaTbU)

B.1II.1 ITogaya HOBOTO MU

OOHOBJIEHHOTO

ceprudukara

COOTBETCTBHA

EBponeiickoit ®apmakornee YcaoBus TpebGyemast mokymeHTalyss Bun mporeaypsl
178197 HCKIIIOYECHHE

ceprudukara

COOTBETCTBHA

EBponeiickoii ®apmakoriee

Ha dapmaneBTuueckyro
cyocTaniuio Ha ucxomunrit
MaTepuan  (peakTHB,
MIPOMEKYTOUHBIH MPOIYKT)
, ICTIOJIB3YEMBIil B TIPOLIECC

MPOU3BOJACTBA
(hapManeBTHIECKON
cybcTaHIUU Ha
BCIIOMOTaTeJbHOE
BEIIIECTBO

a) CepTtuduxar
COOTBETCTBUA

Espomnelickoii dapmakonee
COOTBETCTBYIOLIEH CTaThbe
Esponeiickoit dapmakonen

1. HoBplii cepTudukar ot
paHee 0J00pPEHHOTO 1,2,3,4,5,6,9 1,2,3,4,5 1A
MIPOU3BOIUTEIIS

2. OOHOBJICHHBIH
ceprudukaT OT paHee 1,2,3.4.6 1,2,3,4,5 IA
0000peHHOTO
IMPOU3BOAUTCIIA

3. Hogwrif ceptudurar ot
HOBOorO mpomssogutens ( 1,2,3,4,5,6,9 1,2,3,4,5 1A
3aMeHa Wi 100aBIIeHNE)



4. Ucknrodyenue

cepTudHUKATOB (ecnu K
MaTepHany NpHIarainch
HECKOJIBKO CepTU(UKATOB)

8

5. Hogsrii ceptudukar Ha
HECTEPWIbHYIO aKTHBHYIO
(bapMaleBTHIECCKYIO
cybcTaHOHIO,
HOJJIeXKanyo
UCIIOJIb30BAHUIO B
CTEPUIBHOM
JIEKapCTBEHHOM IIpernapare
, IPH UCTIOTE30BAaHUH BOJIBI
Ha TIOCIEeIHEM JTale
CHHTE3a, & B OTHOLICHUH
MaTepualia He 3asBICHO
OTCYTCTBHE B HEM
9H/IOTOKCHHOB

0) Ceprudukar
COOTBETCTBHA
EBpomnelickoit ®apmakonen
no TI'D Ha akTUBHYIO
(hapManeBTHUYECKYIO
cyOcTaHINIO (MCXOIHBIH
MaTepual, peakTHB,
MIPOMEXKYTOYHBIA TPOIYKT)
BCIIOMOTAaTeJIbHOE
BEIIIECTBO

1. HoBwrit ceprudukar Ha
AKTHBHY IO
(hapManeBTHYECKYIO
CyOCTaHIIMIO OT HOBOTO
WIN paHee O0J00peHHOro
TIPOM3BOANTENS

3,5,9

2. HoBwiit ceprudukar Ha
(hapMaIreBTHIECKYIO
cyOcTaHINIO (MCXOIHBIN
Marepual, peakTHus,
MIPOMEXYTOUHBIH NMPOIYKT) 3, 6, 7
BCIIOMOTATEIbHOE

BEIIECTBO OT HOBOTO WIIH

paHee  OJOOpPEHHOIO
MPOU3BOIUTEIIS

3. OOHOBIEHHBIH
ceptudukar oOT paHee
0T0OpEeHHOTO
MIPOU3BOIUTEIIS

7

4. Ucknrwodyenue

cepTudHUKATOB (ecnu K
MaTepHany NpHIarainch
HECKOJIBKO CEPTU(PHKATOB)

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

IA

1B

IA

IA

IA

IA



5. HoBblii (0OHOBIICHHBIH)
cepruduKaT OT paHee
0100peHHOTO (HOBOTO)
MPOU3BOJAUTENSA,
HCIOJIb3YIOIETO
Marepualibl 4elI0BeYECKOro
nin KKHUBOTHOTIO I
NPOUCXOXKACHUSA, B
OTHOILICHUU  KOTOPBIX
TpeOyeTcs OIleHKa Ha
npeaMer pucka
NOTEHUHAJIbHOMU
KOHTaMHWHAIIUU
MOCTOPOHHUMH areHTaMu

VYcenoBus

1. Cnerndukariy Ha BBITYCK M Ha KOHEI] CpOKa FOAHOCTH JIEKAPCTBEHHOT'O TIpenapaTa He H3MEHSIOTCS.

2. Hemsmenennsle (Mckitouas yxecToueHue) gononHuTensHbie (k I'ocynapcrBennoit dapmakonee Pecryonmku
Kazaxcran) cnenudukanmum Ha npuMecH (MCKII0Yast OCTaTOYHBIE PACTBOPUTENH, IIPH YCIOBHH MX COOTBETCTBHSA
TpeboBarmam PecmyOnuku Kazaxcran) mponykr-cnenndudasie TpeOoBaHus (HampuMmep, Mpoduim pa3MepoB
YacTHII, MOJUMOP(]HBIE POPMBI), €CITH TPUMEHUMO.

3. Ilpouecc mpou3BoAcTBa aKTHBHON (hapManeBTHYEeCKOH CyOCTaHLIMM, MCXOJHOTO MaTepHana (peakTHsa,
MPOMEXYTOYHOTO TPOJYKTa) HE BKIIOYAET HCIIOJIb30BAaHHE MaTEepPHaJOB YEJIOBEYECKOTO MU >KUBOTHOTO
MPOUCXOKAEHHS, U KOTOPBIX TpeOyeTcs NpoaHaIM3upOBaTh JaHHbIE O BUPYCHOM 0€30MacHOCTH.

4. VCKTIOUUTENIbHO JIJIsi aKTUBHOM (hapMaIleBTHUCCKOW CyOCTaHI[MH: OHA OyJIeT MCIBITAaHA HEMOCPEACTBEHHO
nepes MCIOJIb30BAHUEM, €CIIM IIEPHOJI MOBTOPHOI'O HCHBITAHUSI HE BKJIIOUEH B CEPTU(PHUKAT COOTBETCTBUS
EBporneiickoit @apmakornee uin JaHHbIE, 000CHOBBIBAIOIIUE MIEPHO TOBTOPHOTO UCTIBITAHHUS, Y)K€ HE BKITIOUECHBI
B JIOCKE.

5. AkTuBHas (apMmaneBTHUECKasi CyOCTaHIMS (MCXOIHBI MaTepHal, peakTHB, MPOMEKYTOUYHBIH IPOIYKT)
BCIIOMOTATEIIFHOE BEIIECTBO HECTEPWIbHBI. 6. PacTuTenpHbIE (apManeBTHYECKHe CYOCTaHIMH: CIIOCO0
MPOM3BOJICTBA, (PU3MUECKOE COCTOSHUE, 3KCTPATUPYIOIUIl pacTBOPHUTENb M KOI(PGHUIHMEHT 3KCTPAKIUU
JIEKAPCTBEHHOTO CPEJICTBA HE M3MEHSIFOTCS.

7. Ecnu cocraBe IeKapCTBEHHOrO IpemnapaTa [Uisl IMapeHTEpalbHOI'O BBEJCHUS MHCIOJIB3YETCS KEIaTHH,
HpOH3BeHeHHbII71 u3 KOCTeﬁ, €ro MpOU3BOACTBO OCYHIECTBIACTCA HCKIIOYUTCIBHO B COOTBCTCTBUU C
TpeOOBaHUSIMH COOTBETCTBYIOIICH CTPaHBI.

8. B nocbe ocraercs, 1o MeHbLIeH Mepe, OMH MPOU3BOAUTENb ITOH CYyOCTaHIIIH.

9. Ecim axtuBHast QapmaneBTHueckas CyOCTaHLUS HeCTEpHJIbHA, HO OyJeT HCIIOJIb30BaThCs B COCTaBe
CTEPHJILHOTO JISKApCTBEHHOTO Ipenapara, Toraa, B coorsercTBun ¢ CEP, Ha mocienHeM sTarne cHHTe3a HEIb3s
WCIOJIBb30BaTh BOJY MJIM, €CIH Takoe MPOMCXOJHUT, HEOOXOIMMO 00ECHEeYUTh OTCYTCTBHE OaKTepHajIbHBIX
9H/IOTOKCHHOB B aKTHBHOW (hapMaleBTHIEeCKON CyOCTaHIHN.

JoxyMeHTanus

1. Konua gevicTyromiero (00HOBICHHOTO0) cepTHdukaTa coorBeTcTBHs EBpomneiickoit @apmakornee.

2. IIpu noGaBneHNUH IPOU3BOACTBEHHON IUIOIAIKN — B (hOpMe 3asBJICHUS O BHECCHIH H3MEHEHHH HEOOXO0IMMO
YeTKO 0003HAYUTh "3aperucTpUpOBaHHBIX" M "MpeliaraeMbIX'" MPOM3BOAMUTENEH, KaK yKa3zaHO B paszpeine 2.5
(hOpMEI 3asiBICHHUS.

3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eiry(paszenam) JoChe.

4. Ecnu mpuMEHHMO, JOKYMEHT, COJIepXKallluii CBECHHs O BCEX MaTepuaiiax, BXOIAIINX B chepy NMPUMEHEHUS
crateu ['ocynapcrBennoit dapmakonee Pecrybnuku Kasaxcran 1mo MUHMMH3alMM PUCKa IEpeAadd arceHTOB
ry0uaToil SHIe]aIonaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IIpENapaToB JUIsl MEIUIMHCKOTO M
BETEPHHAPHOTO IPUMEHEHMS, BKIIOYAs HCIOJb3yeMble B IIPOM3BOJICTBE AaKTHBHBIC (hapManeBTHIECKOH
cyOCTaHIIMHU (BCIIOMOTATEIFHOTO BemiecTBa). s Kak[oro Takoro poja Marepruaia HeoOX0AUMO MPEICTaBUTh
CJIEAYIOIUE CBEJCHUS: Ha3BaHUE MPOU3BOAUTENS; B )KUBOTHBIX M TKaHH, U3 KOTOPBIX IOIyYeH MaTepHual;
CTpaHa NPOUCXOKACHU ) KUBOTHBIX U €0 UCITIOJIb30BAHUC.



5. B oTHOlIeHMM aKTHUBHOI (hapMaleBTHYECKOI CyOCTaHLMM: JEKIapanusi yIoJTHOMOYEHHOrO JIMIA KaXJ0ro
JMLEH3UPOBAHHOTO ITPOM3BOANTENS, YKA3aHHOTO B 3asIBICHHH, HCIIOIB3YIOIIEr0 aKTUBHYIO (hapMalleBTHIECKYIO
CyOCTaHIIMIO B KadecTBE HMCXOAHOTO MaTepHana, W YHNOJHOMOYEHHOI'O JIMIIA KaKIOTro JIHIEH3WPOBAaHHOTO

MIPOU3BOJIUTENS, YKa3aHHOTO B 3asBJICHHHM B KadeCTBE OTBETCTBEHHOTO 3a BBIMYCK cepuil. B mexmapanmsax
HEOOXOIUMO yKa3aTb, YTO HPOU3BOAUTEIH(IIPOM3BOIUTENN) AKTUBHOM (apMareBTHIECKOH CyOCTaHIIHH,

yKa3aHHBIA(yKa3aHHbBIE) B 3aSBJICHUU, OCYIIECTBISACT(OCYIIECTBISIOT) CBOIO NEATEILHOCTh B COOTBETCTBUU C
[TpaBunamu Hajuexaied MpPOU3BOJICTBEHHOW INMpakTuku PecmyOmuky KazaxcTaH B OTHONIEHWHM HCXOIHBIX
MmarepuaioB. [Ipyu omnpeneseHHBIX OOCTOSTEILCTBAX JOIYCKAEeTCs IMPEACTABIATh OAHY ACKJIapanuio (M.

npumeyanue K namenenuio b.11.6.1). Ecnu 3atparuBatorcst kakne-1100 0OHOBIICHUS CepTU(PHKATOB Ha aKTHBHBIC
(apMarneBTHUECKHE CYOCTAaHIIMM W TNPOMEXKYTOYHBIE TMPOIYKTHI, OT IPOM3BOJUTENECH NPOMEKYTOYHBIX

MIPOIYKTOB TaK)Ke TPeOyeTCs ACKIApALsl YIIOIHOMOYEHHOTO JIMIIA; JeKIapanys YIOITHOMOUYEHHOTO JINIA HyKHa,
JUIIb €CIM II0 CPaBHCHHMIO C paHEE 3aperucTpUpPOBAHHOW Bepcueil ceprudukata nMeeTcs H3MEHEHHE

I[ef/'ICTByIOH_II/IX, BKJIFOYCHHBIX B IEPCUCHDb IPONU3BOJACTBCHHBIX ITJIOIIAI0K.

B.111.2 3meHenuns B 1eiIsgx

COOTBETCTBUS

T'ocynapctBeHHOM YcnoBust Tpebyemast nokymenramust Bun mpoueaypsl
dapmakornee PecryOmuku

Kazaxcran

a) U3meHeHUE
cnenupUKaAUA (
crenudukanuit) paxee
HeapMaKOTICHHOMN
CyOCTaHIIMM B IEJAX
COOTBETCTBUS
Tl'ocynapcTBenHnoit
®dapmakomnee PecrryOmmku
Kasaxcran

1. AXKTUBHOH
(hapmaneBTHYCCKOM 1,2,3,4,5 1,2,3,4 1A
cyOCTaHIIH

2. BcnomorartenpbHOTO

BellecTBa (MCXOJHOTO

Marepuana) axkTuBHoro 1,2,4 1,2,3,4 1A
(apManeBTHYECKON

cyOCTaHIIH

6) M3MmeHeHus B 1ensax

COOTBETCTBHSA

OOHOBICHHOM

COOTBETCTBYIOLIEH cTatbe 1,2,4,5 1,2,3,4 1A
T'ocynapctBeHHOM

®apmakomnee Pecrrydmmku

Kazaxcran

B) N3menenue

cnenupuKamuit c

TocymapcTBenHOI 1,4,5 1,2,3,4 1A
®dapmakomnee Pecrrydmmiku

Kazaxcran

YcmoBus
1. I3MeHeHHe OCYIIECTBISACTCS UCKIFOYUTENFHO B IIENIAX ITOJIHOTO COOTBETCTBUSA (hapMakoree. Bee ucmpitanust B

CHeI_II/I(i)I/IKaLII/II/I COOTBCTCTBYCT (1)apMaKOHCI\/lIHOMy CTaHAApTy IIOCJI€ HU3MCHCHUA, 3a HCKIIIOUCHHUCM TIFIOOBIX
JOITIOJTHUTCIIBHBIX BCIIOMOTI'aTCIIbHBIX HICIBITaHHH.



2. JlononHuTenbHble K (apmakonee crnenu(UKaliu Ha NMPOAYKT-Ccrielu(UYHbIe CBOWCTBA HE WU3MEHSIOTCS (
HarpuMep, NpoduiIn pa3MepoB YacTHll, nmoaumopdHas hopma WM, K IPpUMEPY, OHOJIOTUYECKHUE METOAUKH,
arperarsi).

3. 3HayMMble M3MEHEHUS KauyeCTBEHHOTO M KOJMYECTBEHHOro Mpodwmield IpuMmeced OTCYTCTBYIOT (3a
HCKITIOUCHUEM YKECTOUCHHUS CTICITU(UKAIIHIN).

4. lonomHAUTENbHAS BAMAALNS HOBOW WIIM M3MCHEHHOU (hapMaKOIeHHONW METOIMKA HE TpeOyeTCsl.

5. PacturensHble apMarieBTHUECKHE CYOCTaHIIMN: CIIOCO0 IPON3BOJICTBA, (PU3NUECKOe COCTOSIHUE, IKCTPAreHT U
KO3 PUIUEHT SKCTPAKINH JIEKAPCTBEHHOTO CPEICTBA HE M3MEHSFOTCS.

JoxymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U IIPEIaraéMbIX CIICIIU(pUKAIHHN.

3. HanHble aHanmu3a cepuil (B ¢opMaTe CPaBHUTEIHHON TaONHIBI), IO MEHBIIEH Mepe, IBYX MPOMBIIUICHHBIX
CepHil COOTBETCTBYIOIICH CcyOCTaHIMHM (BEHIECTBA) IO BCEM HCIBITAHUSIM HOBOH CHCHU(BUKAINHA U,
JIOTIOJIHUTEINIBHO, €CIU IIPUMEHUMO, PE3ybTaThl TECTa CPAaBHUTEIbHOW KUHETUKH PACTBOPEHMS, 110 MEHBUICH
Mepe, OJHOU OMBITHO-TIPOMBIIIICHHON CEepHH JICKApCTBEHHOTO Tpernapara. B OTHOIICHWH JIeKapCTBEHHBIX
PACTHTENBHBIX MPEMapaToB TOCTATOYHEI JAaHHBIC CPABHUTEIIEHON PacalacMOCTH.

4. JlaHHBIC, TOTBEPKAAIOIINE TPUTOHOCTD CTATHH JUISI KOHTPOJIS Ka4eCTBA CYOCTaHIINH, HAIIPUMED, CPAaBHCHUE
TTOTEHITMABFHBIX MTPUMECEH ¢ MpUMedaHreM IPO3PavHOCTH CTAaThH (transparencynoteofthemonograph).

b. IV MemuuuHckue u3neaus

B.IV.1 N3menenue
W3MEPSIONIET0 HU3AeNus Y CIOBHS Tpebyemast nokymenranusi Bun mpoueaypb
WIH U3JIETIHS IJIS BBEICHUS

a) JlobaByieHre WK 3aMeHa
U3JeNus, He SABISIOIErocs
YacThl0  HEpPBUYHOMU
YIIaKOBKH

1. MenuimHCKHE U3IENHS, 1,2,3.5.6 12,3 A
3apeructpupoBannbie B PK

2. Cneiicepsl 103UPYIOLIUX
WHTAJSITOPOB HIIH JPYTOro
YCTpOHCTBA, KOTOpPBIE
OKa3bIBAET CYIECTBEHHOE
BJIMAHUEC Ha JOCTaBKY
(dhapmaneBTHYECKOM
cyOcTtaniu npenapata (
HanpuMep, HeOynaiizep)

II

0) Uckmouenue m3aenus 4 1,4 1A

B) /loGaBnenue wim 3amMeHa
W3JENusl, SBISIOIIETroCs
YacTbl0  MEPBUYHOMI
YIIaKOBKH

II

VYcnoBus

1. IpennaraemMoe H3MepsIOIee H3EIHE TOYHO OTMEPUBAECT HEOOXOTUMYIO 103y paccMaTpUBaeMOro
JICKApCTBEHHOI'O Iperapara COrIacHO OJ00PEHHOMY CIIOCO0Y MPHMEHEHUS, MPEICTABISICT PE3yIbTaThl TAKHX
HCCJICIOBAHUM.

2. HoBoe u3aenne COBMECTUMO C JIEKAPCTBEHHBIM IIPETIapaToM.

3. MI3MeHeHne He IPUBOAUTCS K 3HAYMMOMY U3MCHEHUIO MH(DOPMAIUH O JICKApCTBCHHOM IIperapare.

4. JlekapcTBEHHBIN IpenapaT MOXKHO MPOJOHKATh TOUHO JI03UPOBATH.

5. MeauuuHCKOE U3/IeNie HE UCTIONb3YeTCs B KaueCTBE pacTBOPUTEIIS JIEKAPCTBEHHOTO Mpernapara.

6. Eciiu mperycMoTpeHa u3MepuTeNbHas (pyHKITHS, OHa BKITFOYACTCSI B JJOChE TAKOTO U3JICIIHU.



JoxymeHTtanus

1. [TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIUM) pa3aeiy(pa3aeiiaM) 10cke, BKI0YAas MOIPOOHBIA 3CKU3
W COCTaB MaTepualia W3JCTHUsS U IMOCTAaBIIMKA, CCIIM MPUMEHHUMO, a TaKXKE COOTBETCTBYIOIIUH IIEPECMOTP
MH(POPMAIINH O JICKAPCTBEHHOM pernapare.

2. IloaTBepxIeHNE PErUCTPAIMU MEAUIIMHCKOTO H3ienus B Pecrybinke KazaxcraH.

3. O0pa31Bl HOBOTO U3/, €CITH IPUMEHIMO.

4. O60CcHOBaHHE UCKITIOUEHUS H3CIIHS.

Hna B.IV.1.B) — ecnn u3MeHeHHWE NPUBOANT K "0Opa3oBaHHWIO HOBOH
[Tpumeyanue: JeKapCTBEHHON (opMBI", TO Takoe HM3MEHEHHE TpeOyeT Iojauu 3asBJICHUS O
pacuIMpeHNH PEerucTpanum.

b. V BHecenuss u3MeHEHUl B PETrUCTPALMOHHOE J10ChE, OOYCIOBIECHHbBIE MHBIMU
PEryIATOPHBIMU IIPOLEYPaMHU
Bb.V.a) MOII (M®BA)

b.V.a.l Bxkuouenue
HOBOTO, OOHOBJICHHOT'O
UIW  HCIHPAaBJICHHOTO
Macrep-(daina iasMel B
PETUCTPAIIHOHHOE JIOChE
JEeKapCTBEHHOTO
mpemnapara (mporexypa
M®II 2-ro 3Tamna)

VYcnosus TpeOyemas nokymenrauust Bun nponenyps

a) IlepBoe BKIIOYCHHUE

HOBOTO MacTep-(daiima

MIa3MBbl, BIUSIONIETO Ha 1I
CBOMCTBA JIEKAPCTBEHHOIO

npemnapara

0) Ilepoe BKIIOUYCHUE

HOBOTO MacTep-(daiima

[JIa3MBI, HE BJIMSIOIIETO Ha 1,2,3,4 1B
CBONCTBA JIEKAPCTBEHHOT'O

npenapara

B) Bxniodenue

0OHOBJICHHOTO (

HCIPaBJICHHOTO)

MacTtep-(haiiia IUTa3MbI: 1,2,3,4 1B
W3MEHEHHUs BIHMAIOT Ha

CBOICTBA JIEKAPCTBEHHOTO

mpemnapara

) Bxnouenue

OOHOBJIEHHOTO (

MCIIPaBIEHHOTO)

Macrep-daitra tmasmer: 1 1,2,3,4 1A
WM3MEHEHHUS HE BIUSIOT Ha

CBOICTBA JIEKAPCTBEHHOTO

npenapara

VYcnosus
1. Ha oOHoBienHbIi nin n3meneHHblid M®IT BbaH cepTudHKaT COOTBETCTBUS 3aKOHOAATENbCTBY PecyOinnku
Kasaxcran.

JoxymeHTanus



1. dexnapauwusi, uto cepruuxar M®II u sKCriepTHBIH OTYET MOJHOCTHIO MPUMEHUMBI K 3apErHCTPUPOBAHHOMY
JICKapCTBEHHOMY Ipenapary, aepxkarens MOII npeacrasmn nepxkarento PY (ecmu aepxkarens PY u nepxkatens
M®II He SBIAIOTCS OTHUM M TeM ke Jurom) ceprudukar MOII, sxcnepTHBIA oTYeT U gocke Ha MOII,
ceprupukar MOII u 3KCIEPTHBHIA OTUET 3aMEHSIOT HPEABIAYIIYI0 NoKyMmeHTanuio Ha M®II mis manHOTO
JIEKapCTBEHHOTO IIperapara.

2. Ceprudukatr MOII 1 SKCTIEPTHEIH OTYET.

3. Jexmapamus SKCIIepTa, XapaKTepH3ymollas BCE BBOJUMBIC C HOMOIIBIO ceprudunupoBanHoro MOII
W3MEHEHHUS W OIEHWBAIOMIas WX IMOTEHIMANbHOE BIUSHHE Ha JICKAPCTBEHHBIC IpENapaTrhl, BKIOYAsl OIECHKH
MPOIYKT-CIIeNN(PUIHBIX PUCKOB.

4. B dopme 3asiBiieHHsI O BHECEHHH U3MEHEHHI HEOOXOIMMO YETKO OTpa3uTh "ecTByomuil" 1 "npearaeMplii
" ceprudurkar M®PII (HOMep KoJa) B pErHCTPAIMOHHOM noche. Eciaum mpumeHHMO, B (opMe 3asBICHUSA O
BHECEHUU M3MEHEHHI TakXe 4eTKO MnepeuuciauTh Bce npoune MOII, Ha KOTOphIe cchbulaeTcs JIEKapCTBEHHBIN
npenapar, 1a)Ke eclid OHU He SIBJISIIOTCS IPEMETOM 3asIBIICHUSL.

b.V.a. 2 BxkmoueHue

HOBOTO, OOHOBJICHHOI'O

WU HCIPaBIEHHOIO

Mmacrep-daiiiia BAKLIMHHOTO

antureHa (nanee - MO®BA) Ycnosus TpeOyemast nokymeHTanusi Bun nponenypsl
B PETUCTPalMOHHOE I0CHE

JE€KapCTBEHHOTO

mpemnapara (mporexypa

M®BA 2-ro sTana)

a) IlepBoe BKIIOYEHHE

HOBOTO MacTep-daiima II
BaKI[MHHOTO aHTUI'€HA

0) BknrodeHnue
O0OHOBJIEHHOTO (
HCIPaBJICHHOIO)
MacTep-Qaiiyia BAKIIMHHOTO
aHTHIeHA: HM3MEHEHUS

1,2,3,4 1B

BJIMSIIOT Ha CBONMCTBa
JIEKapCTBEHHOTO
npernapara

B) Bxniouenue
0OHOBJIEHHOTO (
HCIPaBIECHHOTO)
Mactep-(aiina BaKIIMHHOTO 1.2,3.4 A
AHTUTCHA: U3MCHCHUS HE

BIIUSIIOT Ha CBOMCTBA

JEeKapCTBEHHOTO

npenapara
VYcaous 1.

JoxymeHTanus

1. dexmaparus, uto cepTudukar MOBA u SKcnepTHBIH OTYET MOTHOCTEIO0 IPUMEHNMEI K 3apEeTHCTPHPOBAHHOMY
JIeKapCTBEHHOMY Tpemnaparty, aepxkatens MOBA mpencTaBuil Aep:kaTelio PerHCTPalliOHHOTO YAOCTOBEPEHHUS (
€CJIH JIepKaTeNlb PETUCTPAIIMOHHOTO Y0CTOBEpEeHUS U AepxaTeb MDOBA He SBISIOTCS OTHUM U TEM e JIULIOM )
ceprudpukar MOBA, skcnieptHbiid oTueT u nocke Ha M®BA, ceprupuxar MOBA u skcnepTHBIH oTYeT
3aMEHSIOT MPeABITYIYI0 JoKyMeHTauo Ha MOBA a5 1aHHOTO JIeKapCTBEHHOT' O Mpenapara.

2. Cepruduxkar MOBA u 3KCIepTHBIN OTYET.

3. Jexmapamusi 3KCIepTa, XapaKTepu3yrollas BCE BBOJUMBIC C MOMOIIBIO cepTuduiporanHoro MOBA
U3MEHEHHS U OLEHUBAIOIIAs UX NOTEHIHAJbHOE BIMSHHME Ha JEKapCTBEHHBbIE NMpenapaThl, BKIIOYAs OLEHKU
MIPOYKT-CIIEIU(DUIHBIX PUCKOB.



4. B ¢opme 3asBiIeHHsT O BHECEHHH M3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NedcTByIomuil" 1 "mpeyiaraeMpli
" ceprupuxkatr MOBA (HOMep Kona) B PETUCTPAIIMOHHOM Jocke. Ecim mpuMenumo, B Gopme 3asBiIeHHUS O

BHECEHMH M3MEHEHUU TaKXe YETKO MepeurciauTh Bce npoune MOBA, Ha KOTOpbIE cChUIAETCS JIEKAPCTBEHHBIM

Ipenapar, 1ake eClId OHH He SIBIISIOTCS IPEIMETOM 3asiBICHHUS.

Bb. V.1 BHeceHust U3MEHEHHI B perucTpaluoHHOe Jocke, obycnoBinennbie nepexony OTII B ¢dopmar OT/L (
MIPEAOCTABIISETCS TTOJHBIN MOIYIb 1-3)

b.V. Baecenus nu3sMeHeHU
B PETUCTPAIIIOHHOE JIOChE,
00yCIIOBJICHHBIC TIEPEXOIY
OTII B popmar OT/]

VYcaoBus Tpebyemast nokymenTtamusi Bun mpouemaypst

Tun 11 Tun 11
B. U3menenue 6e3omacHoctH, 3phekTUBHOCTH U (papMakoHa130pa
B.I JIexapcTBeHHBIE penapaThl Jjisi MEAUIIUHCKOTO MPUMEHEHUS

B.I.1 V3menenne oOuie
XapaKTepUCTUKHU
BOCIIPOU3BEJEHHOTO (
TUOpHUIHOTO,
OHMOaHAJTOTHYHOTO)
JIEKapCTBEHHOTO VYcaosus Tpebyemast nokymenramust Bun mpouemaypst
mpernapara mocjie OIEeHKH
TOTO € M3MEHEHUs
pebepeHTHOTO
JEeKapCTBEHHOTO
npenapara

a) Peanu3zarus nuzMeHeHus(

WU3MEHEHMI), B OTHOUICHUU

KOTOpPOTO(KOTOPBIX) OT

aepxarensd

PEeTHCTPAIHOHHOTO 1,2,3,4,5 IB
yIOOCTOBEPEHUS  HE

TpeOyeTcst MPEACTaBIIATh

HOBBIE JOIOJHUTENLHBIE

JTaHHBIE

0) Peanmzanms nameHeHus(
W3MEHEeHHH), TpeOyomux
npeaCcTaBICHUS
nepxarteneM PY HoBBIX I
JIOTIOJTHUTEIIBHBIX JaHHBIX,

000CHOBEIBAIOIINX TAaKHE

W3MEHEeHHs (Hampumep,

COTIOCTaBUMOCTb )

JoxymeHTanus

1. IIpunoxeHHOE K CONPOBOJUTEILHOMY NMUCHMY 3asBJICHHUS O BHECEHUU M3MEHEHUM: 3aIpOC HAIMOHAIBHOTO
YIIOJIHOMOYEHHOT0 OpraHa (eciiv IpUMEHHMO).

2. TlepecmorpenHass mH(pOpManus O JIEKapCTBEHHOM Ipernapare (OOHOBJIEHHAs KpaTKas XapaKTepUCTHKa

JIEKapCTBEHHOTO TIperapaTa, HHCTPYKIHUIO 10 MEJUIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKJIAIBII)).

3. Jlexmaparyst 0 TOM, 4TO B IIPOEKTaX OOIIEH XapaKTEpPUCTHKE JICKapCTBEHHOTO IperapaTa ¥ HHCTPYKIHUHU T10
MEIUIIMHCKOMY ITPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (JIucToK-BKIaasi) (qanee — OXJII u Mucrpykuums JIC
) BOCIPOHW3BENEHHOTO, THOPUIHOTO WM OHOAaHAIOTHYHOTO (OMOTMOJ00HOTO) JIEKapCTBEHHOTO IIpemapara



orcyTcTBYIOT oTimuusi ot neiictBytommx OXJIIT u Wuctpykumm JIC opurnHansHoro (pedepeHTHOro)
JIEKapCTBEHHOT'O IpernapaTa, 3a WCKIIOUYEHHEM OTIMYMH MH(POPMALUU O MPOM3BOJHUTENE, CPOKE TOIHOCTH,
COCTaB€ BCIIOMOTATENIFHBIX BEIIECTB HE3HAUYNMBbIE PA3IHIHs B OMOAOCTYITHOCTH WIIH (hapMaKOKHHETHKE.

4. Tloctpounoe (pacmoJIOKEHHOE MMapallIeIbHO Ha OJHOM JHCTe) cpaBHeHHe neiicTByromux OXJI u
Wuctpykmun JIC opurnHansHOro (pedepeHTHOro) JeKapcTBeHHOro mpemapara u mpoektoB OXIJII u
Huctpykiuu JIC Bocnpon3BeeHHOTO, THOPUIHOTO MM OMOAaHAIOTUYHOTO (6MOMOI0OHOT0) JeKapCTBEHHOTO
mpernapara ¢ BblJIeJIeHHEM U 000CHOBaHHEM BCEX OTIMYUIL.

5. BenomMocTh U3MEHEHHM C YKa3aHMEM IIOCTPOYHO PACIIOJOKEHHOI'O CPAaBHEHMS BHOCHUMBIX M3MEHEHHU C
YTBEPKJICHHOH BepCHEH.

B.I.2 HN3menenune (
H3MCHEHHUs)  oO0mei
XapaKTEepPUCTUKHU
JIEKapCTBEHHOT O
nmpernapara, HalpaBICHHOES
(HampaBlIeHHBIE)  Ha
peanu3anuio pe3yiapTata | YCIOBUS Tpebyemast nokymenTanus Bu nporeayps
npoIeaypH,
3aTparuBaromeii (mauee -
ITOOB) 178871
MOCTPETUCTPAIIMOHHOE
HCCIEIOBaHUC
0e30MmacHOCTH

a) BHecenue

bopMynupoBKH,

COTrJacoOBaHHOM 1 1 1A
YIIOJTHOMOYCHHBIM

OpraHom

0) BHecenne u3meHeHUH,

Tpebynouux

NpeJCTaBICHUS

nepxareneM PY HoBpix 2 2,3,4,5 11
JIOTIOTHUTEIBHBIX JaHHBIX,

000CHOBBIBAIOIINX TaKHUE

U3MEHEeHUS

VYcnoBus

1. M3MeHenue peanuzyeT GopMyIHpOBKY, 3aTPeOOBAHHYIO YITOJTHOMOUCHHBIM OpPraHOM, W He TpeOyeT mojaauu
JIOTIOTHUTEHHBIX CBEICHUH U (MJIH) JadbHEUIIeH SKCIIePTH3HL.

2. be30omacHOCTh HPUMCHEHHS IMpernapara COXPAHSACTCA W IMOATBEPKIACTCS NaHHBIMHA KJIMHHYCCKHX
HCCIIeIOBAHUMN, KITMHUYECKON Oe30macHOCTH. [IpeicTaBIsieTCs UX MOATBEPIKICHUSL.

JoxyMmeHTanus

1. IIpunoxxeHHOE K CONMPOBOIUTEILHOMY IHChMY 3asBJICHUS O BHECEHHM M3MEHEHUIl: CChUIKA Ha corIalleHue (
OILIEHKY) YTIOJIHOMOUYEHHOT'0 OpraHa.

2. OObsiCHEHHUsI NPUYMHBI J100ABJICHHS HOBOIO (HOBBIX) INPENOCTEpEeKeHUs (MPeroCTepeKeH ) MOOOYHBIX
JiefcTBUI U 3adBJICHHUE TOTO, YTO 0€30I1aCHOCTh IPUMEHEHUS MpernapaTa COXpaHsIeTcs.

3. IlepecmoTpeHHas MH(pOpMaLUs O JEKAapCTBEHHOM Ipenapare (OOHOBJICHHAash KpaTKas XapaKTepUCTHKa
JIEKapCTBEHHOTO TpernapaTa, HHCTPYKLUIO 110 MEJUIIMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKJIAIBII)).

4. I[IOOBb my nocTperucTpaioHHbIe HCCIIeA0BaHNe 0€30I1aCHOCTH, OTPaXKAIOLIHE BHOCUMBIE N3MEHEHHUSL.

5. BenomMocTh U3MEHEHHM C YKa3aHHEM IIOCTPOYHO PACIIOJNOKEHHOI'O CPaBHEHUS BHOCHUMBIX M3MEHEHHU C
YTBEPKJICHHOH BEpCHEH.

B.I1.3 Nsmenenns,

3aKIYapinuecs B

3HAYMMOM HM3MEHEHUH



o0Ilel XapaKTepUCTUKU

JeKapCTBEHHOIO

mpemapara BCJIEACTBHE Y CIIOBHA TpeOyemast nokymeHTanus Bun npomenypsr
HOBBIX JaHHBIX IO

Ka4€CTBY, NOKIMHUYCCKUM

, KIIMHHYCCKUM JaHHBIM

Ui JaHHBIM
(apmakoHa30pa
II
9TO U3MEHEHHE He IPUMEHSETCs, €CJIM HOBBIE JaHHBIE IIOJaHbl B COOTBETCTBUU C
n3meHenneM B.1.12. B Takmx ciydasx u3MeHEHHE OOIICH XapaKTepHCTHUKH
IIpumeuanue:

JICKApCTBEHHOTO Tpernapara, MapKHpPOBKH M MoOMajaeT noj cdepy mpUMEHEHUs
n3menenns B.1.12.

B.1.4 N3menenue ycnoBuit
OTIIyCKa JIEKAPCTBEHHOIO Y CJIOBUS TpeOyemast nokymeHTauust Bun npouenyps
npenapara

a) BocmpousBeneHHBIX (

TUOPHUAHBIX,

OMOaHAJIIOTUYHBIX )

JeKapCcTBEHHBIX

npemnapaTtoB  mocie 1 1,2,6,7,8 1B
U3MEHEHUS  YCJIOBHUI

ormycka pedepeHTHOTO

JeKapCTBEHHOTO

npenapara

0) UHBle TpUYUHE
W3MEHCHUSA  YCIOBUH 1 2,3,4,5 11
OTITyCcKa

YcmoBus

1. be3omacHocTh MMPUMCHCHUA Ipernapara COXpaHACTCA

JoxymeHTanus

1. ITonTBepkaeHNE N3MEHEHUS YCIOBUH OTIYCKa pe)epeHTHOrO JIEKapCTBEHHOTO MpenapaTa, MPHI0KEHHOE K
COIPOBOAUTEIBHOMY MHCHMY 3asIBJICHHSI O BHECCHUH U3MEHEHHH.

2. IlepecmoTpeHHass WHGpOpMAIUs O JIGKAPCTBEHHOM IpemapaTe (OOHOBJIEHHas oOIIas XapaKTepUCTHKA
JIEKapCTBEHHOTO IpeTapara, HHCTPYKIHS [0 MEAUIIUHCKOMY ITPUMEHEHHIO (JINCTOK-BKJIA/IBIIT ), MAPKUPOBKA).

3. OObsiCHEeHUS NPUYMHBI U3MEHEHHs YCIOBHH OTIyCKa W 3asfBJIEHHE TOTO, YTO 0E30IIaCHOCTh NPUMEHEHUS
npenapara COXpaHseTcs.

4. JlaHHBIE KIMHUYECKUX UCCIIEOBAaHNH, OCTPETUCTPALIMOHHBIX UCCIIEIOBAaHUN; TaHHbIE )apMaKOHaA30pa.

5. JIokyMeHT, TTOATBEP AN U3MEHEHUE YCIOBUI OTIYCKa B CTpaHE-MPOU3BOAUTENS (OT PETYJIATOPHOTO
oprasa).

6. Jlexnapaiysi 0 TOM, 4TO B IPOEKTaxX OOIIEeil XapaKTEepUCTHKE JIEKAPCTBEHHOTO MperapaTa ¥ UHCTPYKIHHU 110
MEeIUIMHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOT O cpecTBa (JrcTok-Briazpim) (nanee — OXJII u Unctpykuus JIC
) BOCHPOM3BEACHHOTO, TMOPUIHOTO WM OHOaHAJIOrMYHOTO (OMOMOJOOHOTO) JIEKAPCTBEHHOTO IIpernapara
orcyTcTBYIOT oTimuust ot neiicrBytommx OXJIIT u HMuctpykumm JIC opurnHaneHoro (pedepeHTHOro)
JIEKapCTBEHHOTO IpenapaTa, 3a HCKIIOUYEHHEM OTIMYMH MH(POPMAIUU O MPOM3BOJHUTENE, CPOKE TOXHOCTH,
COCTaB€ BCIIOMOTATENIbHBIX BEIECTB HE3HAUYUMBbIE Pa3INIHs B OMOAOCTYITHOCTH WIIH (hapMaKOKHHETHKE.

7. TloctpouHoe (pacmoiOXEeHHOE NapajUIeNbHO Ha OTHOM JHCTE) cpaBHeHHe aeWctByromux OXJIII u
Wucrpykiuu JIC opurnHansHOro (peepeHTHOr0) JeKapcTBeHHOro mpemapara u npoekto OXJIIT u
Wucrpykiun JIC BOCHpOU3BEICHHOTO, THOPUIHOTO MM OMOaHATIOTHYHOTO (OHMOMOZOOHOT0) JIEKAPCTBEHHOI'O
npenapara ¢ BbIICJIEHHEM 1 000CHOBAaHHUEM BCEX OTIMYHM.



8. BeroMoCTh M3MEHEHHH C yKa3aHHEM IMOCTPOYHO PACHOJIOKEHHOI'O CPaBHEHMsI BHOCHUMBIX HU3MEHEHHH C
YTBEP)KIACHHON BEPCHUEM.

B.I. 5 MWsmenenue (
U3MEHEHHs) ToKa3aHus(

. YcnoBus Tpebyemas moxkyMeHTanms Bug mporeaypsl
NOKa3aHUM) K pevy 4 P P
TIPUMEHCHHIO
a) Bxirouenne HOBOTO
IIOKAa3aHUA K IPUMCHCHUIO

P 1,2,3,4,5,6 11
WIH W3MCHCHHE paHee
0JTI0OPEHHOTO
0) Uckirrouenne mokazaHus
) 1 1,2,4,5,6 1B

K MIPUMEHECHHIO

VcnoBus

1. Be3onmacHOCTh MPUMEHEHHUs Ipenapara COXpaHSICTCS U IMOATBEPKIACTCS JTaHHBIMH PETPOCIEKTHBHBIX
HCCIIEIOBAHNM, KIIMHUYECKOH 0€30IMacHOCTH U KaueCTBa.

2. be30omacHOCTh THPUMCHEHHS IMpernapara COXPAHSACTCA W IMOATBEPKIACTCS NaHHBIMHA KJIMHHYCCKHX
HCCIIeIOBAHUM, KITMHUYIECKON Oe30macHOCTH. [Ipe/ICTaBiIsieTCss UX MOATBEPIKICHUSL.

JoxyMmeHTanus

1. OObsicHEHUsI NMPUYUHBI yJalleHHs WIM A00aBICHUSA MOKa3aHMUA U 3asBIEHHE TOro, 4TO 0E30IaCHOCTb

MPUMEHEHHUS TPOAYKTA COXPAHSETCS.

2. OOHoBieHHass o0IIas XapaKTepHCTHUKA JIEKAPCTBEHHOIO Ipernapara, HMHCTPYKIHS [0 MEAULIUHCKOMY

MPUMEHEHHUIO (JIMCTOK-BKJIA IBIII).

3. JlaHHBIEC KIMHUYECKUX MCCIIEA0BAHMUI, TOCTPETHCTPAIIMOHHBIX UCCIIEI0OBaHUI; NaHHbIe (hapMaKoHa30pa.

4. Ilexyapanus o TOM, YTO B IIPOeKTax oOIIel XapaKTepUCTHUKE JIEKAPCTBEHHOTO IIpenapara U WHCTPYKIMH IO
MEIUIUHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO cpeacTBa (JucTok-BKiaabii) (nanee — OXJII u Uuctpykuus JIC
) BOCHPOM3BEACHHOTO, TMOPUIAHOTO WM OHOaHAJIOrMYHOTO (OMOMOJOOHOTO) JIEKAPCTBEHHOTO IIpernapara

orcyTcTBYIOT oTimuusi oT neiicrBytommx OXJIIT u Huctpykumm JIC opurnHaneHoro (pedepeHTHOro)

JIEKapCTBEHHOTO IpenapaTa, 3a WCKIIOUYEHHEM OTIMYMH MH(POPMAIUU O MPOM3BOJHUTENE, CPOKE TOXHOCTH,

COCTaB€ BCIIOMOTATENIbHBIX BEIECTB HE3HAUYNMBbIE Pa3INIHs B OMOAOCTYITHOCTH W (hapMaKOKHHETHKE.

5. Ioctpounoe (pacmoio)XeHHOE NapajUIeNbHO Ha OJHOM JHCTE) cpaBHeHHe aeicTByromux OXJIII u

Wucrpykiuu JIC opurnHansHOro (pedepeHTHOr0) JeKapcTBeHHOro mpemapara u npoektoB OXJIII u

Wucrpykiun JIC BOCHpOU3BEICHHOTO, THOPUIHOTO MM OMOaHATIOTMYHOTO (OHMOMOZOOHOT0) JIEKAPCTBEHHOI'O
npenapara ¢ BbIICJIEHHEM H 000CHOBAaHHUEM BCEX OTIMYHM.

6. BenomocTe M3MeHEHHUIl ¢ yka3aHHEM IMOCTPOYHO PACIHOJIOKEHHOI'O CPaBHEHMs] BHOCHMBIX M3MEHEHHH C

YTBEPKJICHHOH BEpCHEH.

Ecnn nobGaBneHne wnnM M3MEHEHHWE IOKAa3aHMA K IPUMEHEHHIO MPOUCXOAMT
BCJIEJCTBHE pEaM3allil 3aKII0YEHUS] SKCIEPTHOIO KOMUTETa MM HU3MEHEHWH
HHPOPMAIMK O JIEKAPCTBEHHOM IIperapare BOCIPOU3BEACHHOTrO (THOPHIHOTO,

IIpumeuanue
OMOaHAJOTHYHOT0) JICKAPCTBCHHOTO MpemapaTa IOCIe AKCIEPTH3Bl TOTO IKE
M3MEHEHUsI pe(pePEHTHOTO JICKAPCTBEHHOTO Iperapara, IPUMCHSFOTCS U3MCHCHHS
B.I.1 cooTBeTcTBEHHO.

B.1.6 Uckmtouenue: VYcaoBust Tpebyemast mokymenrtanus [Ipouenypa

a) JIeKapCTBEHHOH (hopMbI 1,2,3,4,5 1B

0) DO3MPOBKH 1,2,3,4,5 1B

JoxymeHTanus

1. [Jexmapanusi, uto ocraBmascs (ocraBmmecs) (Gopma(popMbl) BBITYCKa AOCTaTOYHA(JOCTATOYHBI) IS
BBITIOJTHEHHSI PEKOMEHAALMH 10 JO3UPOBAHUIO U JUTUTEIEHOCTH JICUSHUS, ONMCAHHBIX B O0IIEH XapaKTepuCTHKe
JIeKapCTBEHHOTO Mperapara.

2. IlepecmoTpeHHas HHGOPMAIHS O JICKAPCTBEHHOM ITpernapare.



3. Jlexnapamysi 0 TOM, 4TO B IPOEKTaxX OOIIEi XapaKTepUCTHKE JIEKAPCTBEHHOT'O IperapaTa ¥ UHCTPYKIHHU 110
MEeIUIMHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOTO cpecTBa (JrcToK-BKiIazpi) (nanee — OXJII n Uactpykuus JIC
) BOCHIPOM3BEACHHOTO, THOPHUIHOTO MM OHOaHAIOTMYHOTO (OMOMOJOOHOTO) JIEKAPCTBEHHOTO IIperapara

orcyTcTBYIOT oTimuus ot neiictByromux OXJIII m HMuctpykmun JIC opurmHanbHOTO (pedepeHTHOro)

JIEKapCTBEHHOTO MpenapaTa, 3a HCKIIOUYEHHEM OTIMYMH MH(POPMALUN O MPOU3BOJHUTENE, CPOKE TOXHOCTH,

COCTaB€ BCIIOMOTATENIbHBIX BEIECTB HE3HAUYUMBbIE Pa3INIMs B OMOAOCTYITHOCTH WM (hapMaKOKHHETHKE.

4. Tloctpounoe (pacmojiO’)KEHHOE MapajljleIbHO Ha OJHOM JHCTe) cpaBHeHme aeiicTByromux OXJII n

Wuctpykuun JIC opuruHanbHoro (pedepeHTHOro) JliekapcrBeHHoro mnpenapara U npoekroB OXJII wu

Wuctpykuyuu JIC Bocipon3BeIeHHOTO, THOPUIHOTO WM OMOaHAIOTHYHOTO (OMOMOJO0OHOT0) JIeKapCTBEHHOTO
npenapara ¢ BbACIEHHEM H 000CHOBAaHHUEM BCEX OTIIMUHH.

5. BenoMocTh M3MEHEHHH C yKa3aHMEM I[OCTPOYHO PACIOJIOKEHHOI'O CPaBHEHMsSI BHOCHUMBIX M3MEHEHHH C

YTBEPKIECHHON BEPCHEH.

Ecnu paccmatpuBaemast JieKapcTBeHHas (opma WIM JO3UpPOBKa ObLia
3aperuCTpUPOBaHa B BUJIE OTEJILHOIO JIEKAPCTBEHHOTO IIpenapara, To HCKIIOUeHNE
TaKOW JIeKapCTBEHHOW (OPMBI MM JIO3UPOBKU OYAET CUMTATHCS HE BHECEHHEM
W3MEHEHHH, a U3bATHEM U3 00palleHHSI.

IIpumeuanue

B.I. 7 BBenenune wuau

U3MEHEHHEe  pe3loMe

cucteMsl (hapMakoHaI30pa

JICKapCTBEHHOTO YcnoBust Tpebyemast qokymenTarusi  Bun mporeaypbt
npemnapara JUTSE

MEJUIUHCKOTO

npuMeHeHus (*)

a) Bsegenune pesome
cucTeMbl (hapMakoHa3opa,
HU3MEHEHUH
YIOJHOMOYEHHOTO JIMIA
mo dapmakoHam3opy (
BKJIIOUasi KOHTAKTHYIO 1,2,3.4.5 B
uHpopMmanuio) u (Win)

M3MEHEHUEC

MECTOPACIIOI0KEHUS

MacTep-Qaiiia CHCTeMBI

(hapmakoHam3opa (manee -

M®CO)

JoxymeHTanus

1. Pe3rome cucrembl papMakoHaA30pa MM OOHOBIICHHUE 3HAYMMBIX AJIEMEHTOB (COOTBETCTBEHHO):
[TonTBepxaeHHEe TOro, YTO YCIYTONOJNydaTellb UMEET B CBOEM paclOpsHKEHWH YIIOJHOMOYEHHOE JIHIIO,
OTBETCTBEHHOE 32 (hapMaKOHA30p, U YTBEPKACHHE, TIOAITUCAHHOE YCIYTOIOIyYaTelIeM, YTO YCIyronoIydaTeib
o0J1a1aeT He0OXOIMMBIMHU CIIOCOOAaMH BBITIOJIHEHHMS 337124 M 003aHHOCTEH B COOTBETCTBUM C YCTAaHOBJICHHBIMU
TpeOOBaHMAMH JEHCTBYIOIIEr0 3aKOHOJATENbCTBA B cepe obpamieHns IeKapCTBEHHBIX cpeacTB. KoHTakTHas
nHpOPMAIHs yIOJIHOMOYEHHOTo Jnna mo ¢apmakonanzopy PK, B KoTopeIx pacmonaraercsi ynoIHOMOYEHHOE
JUII0 10 papMaKOHI30py | BBITIONHSAET CBOM 3a1a4u Mectopacmnonoxkenne MOCD

2. Homep MOCO (nipy HAIAYUH).

3. Komust 10roBOpHBIX B3aUMOOTHOILCHUH MEXIY JIepKaTeIeM

PETHCTPAIIMOHHOTO YAOCTOBEPEHHS M OpTaHU3alMeH OTBETCBTEHHOM 3a

(hapmakoHamzop Ha Tepputopnn Pecyonuku Kazaxcran (oprannzamun Ha Teppuropun Pecrry6mmkn Kazaxcras,
IPUHUMAIOMEH MpeTeH3un (IPeAoKCHNA) MO KaueCTBY JEKAapCTBEHHBIX CPEICTB OT MOTpeOHUTENneH u
OTBETCTBEHHOH 32 MOCTPETUCTPALMOHHOE HAOJII0eHHUE 32 0€30MaCHOCThIO JIEKAPCTBEHHOTO CPEJICTBA)

4. TlepecmotpeHHas nHGOpPMAIIHS O JISKAPCTBEHHOM Ipemnapare.

5. BenomMocTh U3MEHEHUH C YKa3aHUEM IIOCTPOYHO PACIIOI0KEHHOTO

CpaBHEHMSI BHOCUMBIX U3MEHEHUN C YTBEP>KIEHHOW BEPCHUEN.



JanHoe usmeHeHue oxBatbiBaeT BBeleHHEe MDCOD He3aBUCHMO OT HalWU4Us B
TEXHUYCCKOW YaCTH PETHUCTPALMOHHOTO Joche [logpoOHOr0 OmMMCaHWs CHCTEMBI
¢dapmakoHamzopa. Vi3aMeHeHHsI KOHTaKTHOTO JIUIA 0 (hapMaKOHA30pPy, BKIIOYAs
KOHTAKTHYIO HH(popMaImro (HoMepa Tene(oHOB U (akcoB, HOYTOBBIN aJipec U ajpec
9JIEKTPOHHOM TOYTHI) U W3MEHEHUs! MectopacnoioxeHnss MOCO (ymuua, ropof,
llpnmeuanmue: UHJEKC, CTPaHa) JOIyCKAETCS OOHOBIATH MCKIKOUYMTENLHO MOCpeacTsoM Peectpa
PecniyOonmuku Kaszaxcran (0e3 HEOOXOAMMOCTH BHECeHHs] W3MeHeHWi).Eciu
JepKaTedb PETUCTPAIMOHHOTO YIOCTOBEPEHUS MPUOETAeT K BO3MOXKHOCTH
OOHOBIICHHUS YIOMSHYTOH BEIIIe HH(pOpMaIun mocpeactsoMm Peectpa PecryOmmku
KazaxcTan, OH yKa3bIBaeT B PETHUCTPAIIOHHOM JOCBE, YTO OOHOBICHHAS

nH(popmManms dTUX JaHHBIX BKIoYeHa B Peectp PK.

B.I. 8 MWsmeneunue
CYILIECTBYIOIIEH CHCTEMbI
(hapmakoHa30pa COracHoO
MOoAPOOHOMY OIMCAHHIO
cucTembl (hapmMakoHaa30pa
(manee - [IOCD)

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

a) N3meHeHHE

YIIOTHOMOYEHHOTO JIMIa

no dapmakonaazopy, u (

UJIN) KOHTAaKTHOMU 1 1 1A
uHpopManuu, u (WIH)

mpoumeaypsl

pe3epBUPOBAHHUS

6) HWsmenenue 06a3bl

JIAHHBIX Oe3omacHOCTH U (

1781879 OCHOBHBIX

KOHTPAKTHBIX COTJIAIIeHUH

B LeJSAX BBIIOJHEHHS

(hapmMakoHaA30PHBIX 1,2,3 1 IA
00s13aTeNbCTB H  (WUIIH)

U3MEHEHHEe  MecTa

NpoOBEJIEHUS

(hapmakoHaA30pHON

JeATEeIbHOCTH

B) HWHble wW3MEHEHUS
[TOC®, He BaUsAOIIME HA
(GYHKIIMOHUPOBAHUE
CUCTEeMBI (hapMaKoHaI30pa
(manpumep, H3MEHEHHE
MECTOTIONIOXKEHUS
riaaBHOTO XxpaHwimmima (
apxuBa),
AIMUHUCTPATHBHbBIC
HU3MEHEHMUS])

r) BHecenne nameHeHuii B
ITIOC® mo pesynapTaTtam
skcneptussl  I[IOCO
JIPYTOro JICKAPCTBCHHOTO
mpemapata TOTO JKe
nepxarens PY

1,2 1A

YcnoBusa



1. Cama cuctema apMakoHaa30pa HE U3IMCHSIETCS.

2. Cucrema 0a3bl JaHHBIX MPOIILIA BATHIAIMIO (€CIIA IIPUMEHUAMO).

3. [lepeHoC MaHHBIX U3 APYTUX CHCTEM 0a3 JaHHBIX BAIHIUPOBAH (CCIU MPUMEHUMO).

4. Te xe usmeHenus B [IOCD BBemeHbl sl BCeX JEKAPCTBEHHBIX IpenapaToB TOTO ke aepxkarens PY (
OJIMHAKOBast okoH4YaTenbHas Bepcust [IOCD).

JoxymeHTanus

1. Iocnenuss Bepcus [IOCD u, eciin MPUMEHUMO, TIOCTIEIHSS BEPCUS MpenapaT-CuenuGuIHOro JOTIOTHEHHUS.
OHHM B OTHOLIICHUH N3MEHEHHS KBAIN(HUINPOBAHHOTO JHIIA 110 (hapMaKOHaA30py BKJIIOYACT:

a) KpaTKyIo Omorpaduio HOBOTO YITOTHOMOYEHHOTO JIUIIA Mo (hapMaKoHaI30py,

0) HOBOE TIOJIOXKEHHE JIEP)KATeIs U YIOTHOMOUYEHHOTO JIMIA 0 papMakoHan30py 00 WX CHOCOOHOCTH U MyTSIX
YBEIOMJICHHS O HEXKEJIATEIbHBIX PEAKIHAX, TOJIHCAHHOE HOBBIM yIIOJHOMOYEHHBIM JIHLO 10 (papMakoHaA30py
U JIep)KaTesieM, U OTpakalolllee OCTalbHbIE BBITEKAIONINEe U3MEHEHHS, HallpUMep, B OPraHU3allMOHHOW CXeMe.
Ecnu ynonHomodeHHOe MO 10 (apMakoHaI30py M (WIKM) KOHTAKTHAs HH(GOPMAIUs YITOJTHOMOYEHHOTO JINIa
no QapmakoHan3opy u3HadanbHO He ObuIM BKmModeHbl B [IOCD umm [TOCP He cymecTByer, mojada
nepecmorpenHoro [IOC® He TpeOyercs, HEOOXOIMMO MPEACTABUTH TOIBKO (POPMY 3asBICHHSI.

2. Ccputka Ha 3asBieHHe (TIPOLEeypy) U JEKapCTBEHHBIH MpenapaT, B OTHOLICHHH KOTOPOTO M3MEHEHUs ObUTH
0ITIOOPEHBL.

B.1. 9 N3meHeHne 4acTOTHI
u (WnM) JOaTel MOJa4Yu
[TOOBb nexapcTBEeHHBIX

VcnoBus TpebyeMas qokyMeHTauus Bu npouenypsl
npenapaTosn IS peby Y p yP
MEIHIIHNHCKOTO
IIPUMEHEHHUS

1 1,2 1A
YcmoBus

1. I3meHeHne 4acTOTH U (I/IJ'II/I) JaThl IIoJavu ITOOB cornacoBano HallMOHAJIBHBIM YIIOJTHOMOY€HHBIM OPTaHOM.

JoxyMeHTanus
1. IIpunoxeHHOE K COMPOBOAUTENLHOMY MHUCHMY 3asBIICHUs O BHECEHUHM M3MEHEHHI: CChUIKA Ha COTJIAIICHUE
YIOJIHOMOYEHHOTo oprasa. 2. [lepecmorpenHas yactoTa u (nim) nata nogauu I100B.

JlaHHOEC W3MEHEHUEe TNpUMeHsercs, nuib ecnu 1uka [IOOB yka3zan B
[Mpumeuanne PErHCTPAIIMIOHHOM JIOChE CIIOCO0aMH, OTIIMYHBIMU OT YKa3aHUsI CCHUIKM Ha TIepeYeHb
OTYETHBIX JIaT, ¥ pu HeobxoaumocTtu nogaun [100B.

B.I.10 Beenenue wunu

HU3MEHEHUsI 0053aTeNbCTB U

YCIOBUW perucTpauuu, Y cCIOBHs Tpebyemast nokymenTtamusi Bun mpoueaypsl
BKJIFOUas TJIaH YIPaBICHHUS

pHUCKaMu

a) Peanuzanusga

bopMyIHpPOBKH,

COrIacoBaHHOM C 1 1,2,3 1A
YHOJIHOMOYEHHBIM

OpraHoM

0) Peanmzanms u3MeHeHUH,

TpeOyromux

MpeaCcTaBICHUSA

nepxareireMm PY HOBBIX

JIOTIOJTHUTEJIbHBIX JAHHBIX, 11
HY XA UXCS B

dKCIEepTHU3e

YIIOTHOMOYEHHBIM

opranom (*)



VYcenosus

1. M3meHeHne peanu3yeT AEHCTBHE, 3aTPeOOBAHHOE YIOJHOMOYECHHBIM OpPraHOM, M He TpeOyeT Moaayu
JIOTIOJTHUTEIIBHBIX CBEICHUH U (MJIH) TajbHEUIIICH SKCIICPTHU3HI.

JoxymeHTanus

1. Tlpuno’keHHOE K CONPOBOJUTEIFHOMY IIHCbMY 3asBICHHS O BHECEHWM W3MEHEHHWIl: CChUIKa Ha
COOTBETCTBYIOIIEE PELICHUE YITOJTHOMOYEHHOTO OpraHa.

2. [TepecmoTpeHHast nHPOPMAIIHS O JEKAPCTBEHHOM IIpernapare.

3. BenomMocTh U3MEHEHHH C YKa3aHMEM IOCTPOYHO PACHOJI0)KEHHOI'O CPaBHEHHUS BHOCHMBIX H3MEHEHHUU C
YTBEPKACHHON BEPCUEH.

9TO U3MEHEHHE OXBAThIBA€T JIMIIb CUTyallUl0, B KOTOPOH BBOAMMOE HM3MEHEHUE
3aTparuBaeT HCKIIOYUTENBHO YCIOBHS WM (MJIM) 00s3aTENbCTBA pPErHCTPaLlUH,

IIpumeuanue
BKJIIOYAsl TJIaH YMPaBICHUS pPHCKaMH W yCIoBHsS M (Win) o00s3aTesbCcTBa
peTHCTpaIyii IPH UCKIIIOYNTEIBHBIX OOCTOSTENBCTBAX U YCIOBHON PETUCTPALUH.
*) BBEJICHME IUIaHA YIIPABICHUS PUCKaMHU, 3aTpeOOBaHHOE YIIOJTHOMOUYEHHBIM OpPraHoM,

Bceria TpeOyeT CyIeCTBEHHOMN IKCIIEPTU3EI.

B.I. 11 Bximrouenue wnu
HCKJIIOYEHUE YEpPHOTrO
cCUMBOJIa WU
MOSICHUTENbHBIX yYKa3aHUH
B OTHOIICHHUH
JeKapCTBEHHBIX VcnoBus Tpebyemast nokymenTamust Bun mpoueaypst
TpernapaToB, BXOAANINX B
MePeYCHb JIEKAPCTBEHHBIX
MpenapaToB, MOIJIEKAITUX
JIOTIOJTHUTEIbHOMY
MOHHUTOPHUHTY

1 1,2,3,4,5 IA
VYcmoBus

1. JlexapcTBEeHHBIH NMpenapaT BKIIOYEH WIN MCKIIOYEH U3 MEepPeyHs JICKapCTBEHHBIX MPENapaToB, MOUIeKAIIIX
JIOTIOJTHUTEIEHOMY MOHHTOPHHTY (COOTBETCTBEHHO).

JoxymeHTanus

1. IIpunoXXeHHOE K CONPOBOIUTEIHHOMY NMUCHMY 3afBICHMS O BHECEHWH M3MEHEHHH: CChUIKA Ha IEpEUCHb
JIEKapCTBEHHBIX MIPENapaToB, MOATIECKAIINX JOIOIHUTEIEHOMY MOHUTOPHHTY.

2. IlepecmoTpeHHass WHGpOpMAIUs O JIGKAPCTBEHHOM IpemapaTe (OOHOBIEHHas oOmas XapaKTepHUCTHKA
JIEKapCTBEHHOTO MpemnapaTa, HHCTPYKLUS 0 MEJULIMHCKOMY NIPUMEHEHHIO (JINCTOK-BKJIABII)).

3. Jlexnapamyst 0 TOM, 4TO B IIPOEKTaX OOIIEH XapaKTEepUCTHKE JICKApCTBEHHOTO MpenapaTa ¥ HHCTPYKIUHU 110
MEIUITMHCKOMY MTPUMEHEHHIO JIKAPCTBEHHOTO cpeacTBa (ucTok-BKaIaapi) (ganee — OXJII u Muctpykmums JIC
) BOCIPOM3BEACHHOTO, THOPUIHOTO WM OHOaHAIOTMYHOTO (OMOMOJOOHOTO) JIEKAPCTBEHHOTO IIpernapara
orcyTcTBYIOT oTimuusi ot neiictByrommx OXJIII u Wuctpykumm JIC opurnHaneHoro (pedepeHTHOro)
JIEKapCTBEHHOT'O MpernapaTa, 3a HCKIIOUYEHHEM OTIMYMH MH(POPMAIUU O MPOM3BOJHUTENE, CPOKE TOIHOCTH,
COCTaBE€ BCIIOMOTATEJIbHBIX BEIIECTB HE3HAUYNMBbIE Pa3INIHs B OMOAOCTYITHOCTH HIIH (hapMaKOKHHETHKE.

4. TloctpouHoe (pacmoNOKEHHOE MapayieNbHO Ha OJHOM JHcTe) cpaBHeHue neictByromux OXJII u
WNuctpykmun JIC opurnHansHOro (pedepeHTHOro0) JeKapcTBeHHOro mnpemapara u mpoektoB OXIJII u
Wuctpykiun JIC BoCIponM3BECHHOTO, THOPUIHOTO WM OMOAHATOTHYHOTO (OMOMOIOOHOT0) JIEKAPCTBEHHOTO
mpernapara ¢ BelJIeJIeHHeM U 000CHOBaHHEM BCEX OTIMYUI.

5. BenomMocTh U3MEHEHUH C YKa3aHHEM IIOCTPOYHO PACIIOI0KEHHOTO

CpaBHEHMS] BHOCUMBIX U3MEHEHUN C yTBEPKACHHOU Bepcuei.

JJaHHO€ HW3MEHEHHE OXBaThIBA€T CHUTYalHIO, NMPH KOTOPOW BKIIOUEHHUE WU
HCKJIIOYEHUE YSPHOTO CHMBOJIA MJIM TIOSICHUTEIbHBIX YKa3aHUH HE MPOU3BOANTCS B
paMKax JpyTroi perysITOpHOM MpoIeayphl (HampuMep, MPOIEeayphl IPOAIECHUS W
M3MEHEHHUS, 3aTparuBaroleil HHPOpManuIio 0 ICKapCTBEHHOM HpeTapare).

IIpumeuanue



B.1. 12 Tlpoune uzmeHeHus
, HE OIMCaHHBIE B IPYTHX
paszmenax HACTOSIIETO
JIoIOTHEeHNSI, B TOM YHCTIS
U3MEHEHUE TUTIA
JIeKapCTBEHHOTO
npemnapara,
3apErUCTPUPOBAHHOTIO B
Pecniyonmuke Kasaxcran,
BKJTIOYAIOMNX MOAady
HUCCleN0BaHUMN
YHOJTHOMOYEHHOMY OpraHy

*)

IIpumeuanue

*)

B.I. 13 U3menenne, Tpedyromiee HOBOI PETUCTPAINH JICKAPCTBECHHBIX CPEICTB:

VYcaoBus

TpeOyemast nokymeHnTtauus Bun npouenypst

II

€CJIM OKCIEepPTHU3a YHOJHOMOYCHHBIM OPraHoM MNOJAaHHBIX JAaHHBIX MPUBOAUT K
U3MCHCHUIO OGHIGﬁ XapaKTCPUCTUKHN JICKAPCTBECHHOTI'O IIpfliapaTta, MapKUPOBKH,
JAaHHBIM H3MCHCHHUEM OXBATbIBAIOTCA COOTBCTCTBYIOMIUEC IIOIMPABKU K 06meﬁ

XapaKTCPUCTUKE JICKAPCTBCHHOI'O IpCIiapaTa, MapKUPOBKEC.

JlaHHOE M3MEHEHNE He PUMEHSETCS K U3MEHEHUSIM, KOTOPBIE MPUHSATHI B KAYECTBE
u3MeHeHui [B THma Mo yMONTYaHHIO B COOTBETCTBHH C JIFOOBIM JPYTUM Pa3aeiioM

HaCToAlICTO I[OHOJ'IHGHI/IH.

1)u3MeHeHre Wiy T00aBICHHUE HOBOU JTO3UPOBKHU (aKTUBHOCTH);

2)U3MeHeHNe WK J00aBIeHIE HOBOH JIEKapCTBECHHOM (HOPMBL.

HepequL JAOKYMCHTOB, ITPEAOCTABIIACTCA COTJIACHO

npuwioxenusiM 14 u 15 nacroamux [Ipasu.

IIpunoxenue 16

K MIpaBHJIaM PETUCTPAIAN
JIEKApPCTBEHHBIX CPEICTB U
MEIUIIMHCKUX W3IETNIA

10 IPUHIUIY "eAMHOTO OKHA"

Ortuer HaYaIbHOM SKCIEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA

1. IlpoBeneHa HavabHasH IKCIIEPTH3a JIEKAPCTBEHHOTO CPECTBA

)
2)

@®.1.0. (mpu ero HaIMYUK) IKCIIepTa

I[OJ'I)KHOCTB JKCIIepTa

2. Nadopmanus o 1ekapcTBEHHOM CPENICTBE

D)
2)
3)
4
5)
6)
7)

3. YnakoBka

Ne

HanMeHoBaHuE ynlakoBKH

HOMCp " JgaTa 3asiBKU

ToproBoe HauMeHOBaHHE ITpeNapaTa

MexayHapoHOE HenaTeHToBaHHOe Ha3BaHue (nanee — MHH)

JlexapcTBeHHas popma
JHo3upoBka
Konuentpauus

Crioco0 BBeIcHUS

BTOPUYHAS)

Bun ymakoBkm (mepBHuHas,

KommuecTBo
O0Bem

eNUHHI] B
yIaKOBKe



)
2)

4. JlanHble 0 MPOU3BOAUTENE

Tun opranu3anuy WId y4acTOK FOpuanaeckmii
Ne HaumenoBanue opranuzanuu  CTpaHa
IIPOHU3BOJICTBA azgpec
1. IIpousBoauTens
2. VmakoBImmk
2.1 IlepBuunas
2.2 Bropuunas
IIpousBonurens,
3. OCYIIECTBISAIOUINM KOHTPOJIb
KauecTBa
I[IpousBonurens,
4. OTBETCTBEHHBIH 3a BBIMYCK
cepuit
5 JlepxaTenb perucTparioHHOTO

YOCTOBEPEHHS

5. Ilopsnok oTnycka

1) YcnoBus otirycka:(He00X0JMMOE OTMETHTB) MO peLentTy
0e3 perenra

6. B Peciybnuke Kasaxcran moj yka3aHHBIM TOPTOBBIM HAaUMEHOBAaHHWEM paHee 3aperHCTPUPOBAH IPYTOil
HeKapCTBeHHBIﬁ nmpenapar ¢ Ipyrum CoCTaBOM aKTHBHBIX BEIICCTB

1) HET
na

7. OL[GHKa MOJIHOTBI, KOMIUICKTHOCTU PErUCTPAIMOHHOTO JOCHE U NMPAaBUIBHOCTH O(I)OpMJ'ICHI/IH MMpeACTaBJICHHBIX
JOKYMEHTOB

Jlocke chopMupoBaHO MO pasaenaM, CTPaHHIIbI
1) IIPOHYMEPOBAaHbl, OMNUCHh JOKYMEHTOB HET
COCTaBIIEHA na

2) KoMmekT JOKyMEHTOB COOTBETCTBYET
HET
YTBEPXKICHHOMY MEPEUHIO
Ja

Hanuane nBETHBIX MaKeTOB YIMAKOBOK M (hakT
3aBEPEHUs] UX MOANHUCHIO yCIyTrOIOIydaTens,
COOTBETCTBHE YHNAKOBKH JIEKAPCTBEHHOTO
npenapara cornacHo [IpaBmiaM MapKUpPOBKH
JIEKApCTBEHHBIX CPEACTB U MEIUIIMHCKUX

3) U3JeNNH, YTBEPKACHHBIM NPHKa30M MUHHUCTpa HET
3npaBooxpaneHus PecnyOmuku Kazaxcran oT  ma
27 smBaps 2021 roma Ne KP JICM-11 (
3aperucTpupoBaH B Peectpe rocynapcTBeHHOM
pPETUCTpallid HOPMAaTUBHBIX IIPABOBBIX aKTOB
nog Ne 22146) (nanee - [IpaBuiia MapKUpOBKH).



4) TexkcT MapkupoBKH OOpa3loB MakeToB  HET
YIAaKOBKH, 3TUKETOK, CTUKEPOB COOTBETCTBYCT Ja
IIpaBunamM MapKHpPOBKH.

8. Onenka cocraBa JIEKapCTBEHHOTO Tpernapara

Hanuuue B cocTaBe JiekapCTBEHHOTO Mperapara
1) 3alpelIeHHbIX KpacuTeled W APYrux  HeT
BCIIOMOTaTeJIbHBIX BEIIECTB a

Hanmuue B cocraBe JICKapCTBCHHOT'O MIpeTiapara
2) BCHICCTB, MOJYYCHHBIX U3 KPOBH, OPTraHOB U HCT
TKaHEH deI0BeKa U KUBOTHBIX a

Hanuune B cocraBe HAPKOTHYECKHX CPEACTB,
3) IICUXOTPOIIHBIX BEIIECTB M MPEKYPCOPOB (TP HET
HaJIMYUH yKa3aTh TalOnuiy, Mo3uIuIo) na

9. OHCHKa Ha3BaHUWA JICKaAPCTBCHHOT'O MIpeIriapaTta Ha NpEAMET OTCYTCTBUSA B HCM:

CXOJCTBO C paHEe 3aperuCTPUPOBAHHBIMU
1) JICKapCTBCHHBIMH TIpenapaTtaMid M CJIOB C HET
HeO1aro3ByYHBIMHU BBIPAKCHUSMHU na

CIIOCOOHOCTH BBECTH B 3a0dyXICHHE
2) OTHOCHUTEIBLHO UCTUHHOIO COCTaBa W NEHCTBUS HET
mpernapara na

cxonctea MHH u (unum) cxomHble ¢ HUMH
3) Ha3BaHUS [UIsl JIGKapCTBEHHOIO Ipemapara HeT
JIPyroro XMMHYECKOIO COCTaBa WM ACUCTBUSL  fa

10. Omenka cBeneHnit 0 (hapMaKOJIOTHISCKOM JEHCTBUH JICKAPCTBEHHOTO TIperapara

CoOTBETCTBUE CTPYKTYpPHl M O(QOpPMIICHHUS
WHCTPYKIMH N0 MEIUINHCKOMY HPUMEHEHHIO
JIEKapCTBEHHOI'0  Ipernapara  IOpsAIKY
cocTaBJieHUs ¥ 0(hOpMIICHHSI MHCTPYKIMH TI0
MEIUIMHCKOMY ITPUMEHEHHIO JIEKapCTBEHHBIX

1) CPEeACTB M MEIUIMHCKUX H3ACNIUi, oO0men
XapaKTepUCTUKE JICKAPCTBEHHOTO CPEICTBA
OTIPEIENSIEMOT0 YITOTHOMOYEHHBIM OPTaHOM B
COOTBETCTBUM C NyHKTOM 4 cTaTbu 242
Kogexkca "O 3m0poBbe Hapoja M CUCTEME
3/IpaBOOXPaHEHHUS".

11. OueHka HOPMAaTHBHOTO JOKYMEHTA IO KOHTPOIIIO KayecTBa U 0€301aCHOCTH JIGKaPCTBEHHOTO CPEICTBA

CooTBeTCTBUE CTPYKTYphl HOPMAaTHUBHOIO
JIOKyMEHTa II0 KadecTBY M O€30MacHOCTH
[TpaBunam pa3pabOTKH TNPOU3BOIUTENEM
JIEKapCTBEHHBIX CPEACTB M COTJACOBAHHS
rOCYJapCTBEHHOM DKCIEPTHOW OpraHu3aluel
HOPMATHUBHOTO JOKYMEHTa II0 KaueCTBY
1) JIEKapCTBEHHBIX CPEACTB IpPH 3KCIEPTHU3E
JICKapCTBEHHBIX CPENICTB, YTBEPKACHHOTO
MpUKa3oM MHUHHCTpPA 3APaBOOXPAHEHUS
Pecniy6nmmku Kazaxcrtan ot 16 deBpans 2021
roga Ne KP ICM-20 (3aperucTpupoBaH B B
Peectpe rocymapcTBEHHON peructpaiuu
HOPMaTHBHBIX IIPABOBBIX akTOB 1oz Ne 22228).



11. 3akmro4ycHUS:

OTKa3aTh B JanbHelmeidl skcmepTuse (c
000CHOBaHHEM)

1)
2) MPOJOJIKHUTH SKCTIEPTUIY

PykoBonuTens CTpyKTYpHOroO OApa3IeICHUS

MOIINCH @®.1.0 (ipu ero HaIU4Yuu)
DKcnepT
MOJITHACH ®.1 .0 (npu ero HaTU4UN)
Jlara
IIpunoxenue 17
K MpaBWJIaM PETUCTpaIuu
JICKapCTBCHHBIX CPCIACTB U
MCIUIMWMHCKHUX I/I3L[€J'IPII>1
10 IpUHIUMY "eAUHOro okHa"

dopma

OTger HagaJIbHOM SKCIEPTHU3Hl H3MEHEHHH, BHOCHMBIX B PETHCTPAaIMOHHOE HOCHE

JICKapCTBCHHOI'0 CPCACTBA

1. HpOBe;[eHa HaydajJibHag SKCIICPTHU3a I/I3M6HGHHI71, BHOCHUMBIX B PETUCTPALIMOHHOC I0CHC JICKAPCTBECHHOTO

cpezacTBa
1) @®.11.0. (mpu ero HaNWYHH) SKCIIepTa
2) JlomkHOCTB 2KCnepTa

2. 3asBJICHHBIE M3MECHEHHS SIBJISIOTCS:

trna I: Tuma I A, tumma I b

Ttumna II

3. MHdopmaryst o JIeKapCTBEHHOM CPEJCTBE

1) Howmep u mara 3asBKku

2) Toprosoe HaMEHOBaHUE Ipenapara

3) MexIyHapoJHOE HEIIaTCHTOBAHHOE HAa3BaHHUE
4) JlekapcrBenHas opma

5) Jo3upoBka

6) Konnentpanus

7) Crnioco0 BBeeHUS

8) Opranu3anus-Ipon3BOIUTENb

9) Ne perucTpaioHHOro yJ0CTOBEPEHUS

4. YmakoBka

Bun ymakoBku  (
HaumenoBanue
Ne IepBUYHAL, O6bem

YIIaKOBKH
BTOpPHYHAs)

)

VYka3aTb BHOCHMBIC
H3MEHEHHUS

Vkazarr BHOCHMBIC
H3MEHEHHUS

KommgecTBo enuHMII
B YIIaKOBKE



2)

5. JlaHHBIE O IPOU3BOIUTEIIE

Ne

2.1
2.2

Tun OopraHu3anuun
nin Y4acCTOK
IMPpOU3BOACTBA

HanmenoBanue
OpraHu3aIuu

IIpousBonurens
YnakoBIuk
IlepBuunas
Bropuunas

IIpousBoauTens,
OCYILECTBIAIOINN
KOHTPOJIb KauecTBa

[IpouszBoauTens,
OTBETCTBEHHBIA 3a
BBIIIYCK Cepuil

HepxaTtenb
PETHCTPAIIIOHHOTO
YI0CTOBEPEHHUS

6. [TepedeHb BHOCUMBIX H3MEHEHUI

1)

HanmMmenoBanue

Crapas penakius
JIOKyMEHTa

Crpana IOpunuueckuit anpec

Hogsas penakius

7. OrieHKa MOTHOTHI, KOMIUIEKTHOCTH PETHCTPALIOHHOTO JOChE W MPABMIBHOCTH O(OPMIICHUS MTPEACTaBICHHBIX

JOKYMEHTOB

)]

2)

8. 3akmrouenue:

1)

2)

Hocbe chopMupoBaHo Mo pasjenam,
CTPaHUI[BI OMHUCH
JOKYMEHTOB COCTAaBIICHA

MPOHYMEPOBAHHI,

Kommiekt JOKYMEHTOB COOTBETCTBYECT
YTBEPKACHHOMY IMCPCUYHIO

O0TKa3aTh B JajbHEHmIeld skcmeptuze (c
000CHOBaHHEM)

MPOAOKUTH IKCIIEPTURY

HCT
Ja

HET
Ja

PykoBouTeNb CTPYKTYPHOTO MOAPA3ACICHUS

TIOJIITHACH
DKcnept
MOJIITUCH

[lara

®.1.0 (ipu ero HaTu4Iun)

®.1.0 (ipu ero HaTu4IuN)

IIpunoxenue 18
K IIpaBUJIaM PerUCTpalum
JIEKapCTBEHHBIX CPEICTB U
MEIULTHCKUX U3EIUH
10 MIPUHIUIY "eANHOTo OKHA"

ITepedens HepamMOHAIHHEIX KOMOUHAIHI JIEKAPCTBEHHBIX CPEICTB



10.

11.

12.

13.

14.

15.

16.

HazpaHue nekapcTBEHHOTO Cpe/ICTBa, UX KOMOWHAIUU

(DI/IKCI/IpOBaHHBIG KOM6I/IHaIII/II/I BUTAaMHUHOB C
TpaHKBWIN3aTOpaMH

DuUKCUPOBAHHbBIE KOMOWHAIIUH aTpomuHa (
aTPOMUHOMOOOHBIX) JIGKAPCTBCHHBIX BEIIECTB C
AHAITBTCTUKAMH U aHTUTUPETHKAMHU

OukcupoBaHHbIE KOMOWHAIMM HOXHMOWHA C
TeCTOCTepOHOM U BUTaMHUHAMU

CDI/IKCI/IpOBaHHBIe KOM6I/IHaHI/II/I JKeJe3a ¢ HOXUMOHUHOM

OUKCHPOBaHHbIE KOMOWHAIIMM AaHTUTUCTAMHHHBIX
JIEKAPCTBEHHBIX CPEACTB C AaHTHUIUAPEHHBIMU
JIEKapCTBEHHBIMU CPEICTBAMU

dukcupoBaHHBIE KOMOHWHAIMM TCHUIMJUIMHOB C
cyIb(pOoHAMHUIAMHI

®dukcUpOBaHHbIC KOMOWHAI[UM BHTAMHUHOB C
aHAJIBIEeTUKAMHU (32 HMCKJIFOYCHHEM Tapareramoia C
putamMuHOM C, aleTHICATHIHMIOBOH KHCIOTH C
putamMuHOM C)

OUKCHPOBAHHBIC KOMOMHAIIUN XUHOJIOHOB C JFOOBIMH
IPYTHMHU  JICKAPCTBCHHBIMU  CPCACTBAMH, 3a
HCKJIIOUCHHEM IIpernapaToB IS HapyXKHOTO
MIPUMEHEHHS

OUKCUpOBaHHBIE KOMOMHALIMU KOPTHKOCTEPOUIOB C
JOOBIMHU JIDYTUMH JIEKAPCTBEHHBIMH CPEJCTBAMH IS
rpremMa BHYTpb

OuKCHpOBaHHBIE KOMOWHAIIMH XJIOpaM(pEeHHUKOIA C
JTIOOBIMH APYTUMH JICKAPCTBEHHBIMH CPEICTBAMH AJLI
IIpueMa BHYTpb

@dukcupoBaHHBIE KOMOWHAaIMKW BUTAaMHHOB C
MPOTHBOTYOEpPKYIE3HBIMU  IIpemapaTaMu,  3a
HCKIIOYEHHEM  H30HHA3WAa C  HHUPUIOKCUH
THIPOXJIOpUIOM (BUTaMUHOM B6)

KomOnnanmn creponaHbIX aHaOOJMKOB C APYTUMH
JIEKapCTBEHHBIMH CPEICTBAMHA

QDuKCUpOBaHHbIE  KOMOWHAIMM  CEJATUBHBIX  (
CHOTBOPHBIX) (@HKCHOJIMTHUYECKUX) JIEKapPCTBEHHBIX
CPEeICTB C  aHaJbIeTHKaMH-aHTUIIUPETHKaMHU  (
HECTEPOUTHBIMH) MPOTHBOBOCIATUTENbHBIMHU
CpeACTBaMHU

OuKcHpOBaHHBIE KOMOWHAIIMM aHTaroHucToB H2-
TUCTAMHHOPEUECNTOPOB (MHTUOUTOPOB) MPOTOHHOM
TMOMIIBI C aHTalUAaMU

OuKCcUpoBaHHBIE KOMOWHAIMH, COAepKamie Oonee
YeM OJIHO aHTUTUCTAMHHHOE JIEKAPCTBEHHOE BEILIECTBO

CDI/IKCI/IPOBaHHI)IG KOM6I/IHaIII/II/I AHTUT'CJIBMUHTHBIX
JICKapCTBCHHBIX CPEACTB CO CIa0UTENHHBIMU

dukcupoBaHHble KOMOWMHANMH  JIEKapCTB  C
OpOHXOpACIIHPSIIOMINM JneicTBUEM c



17.

18.

19.

20.

21.

22.

23.

24

25.

26

27.

28.

29.

30.

MIPOTHBOKAIIJIECBEIMHA JICKAPCTBEHHBIMU CPEICTBAMH
LEHTPAJIBHOTO NEHCTBHUSA M (WJIN) aHTUTHCTaMUHHBIMH
CpeACTBaMHU

@duxcupoBaHHbIE KOMOMHAIMHM  MYKOJUTHKOB  (
OTXapKUBAIOIIUX) CPEJICTB C MNPOTHBOKAIIICBBIMU
JEKapCTBEHHBIMH  cpencTBaMu ®  (miam)
AHTUTHCTAMUHHBIMU CPEICTBAMU

®dukcupoBaHHbIE KOMOMHAIIMY CITAOUTENBHBIX U (WIIH)
CMa3MOJUTUYECKUX JICKAPCTBEHHBIX CPENCTB C
(hepMEHTHBIMHY MperapaTaMu

dUKCHPOBaHHBIE KOMOWHAIIMHA TPOTHBOPBOTHBIX

JIEKapCTBEHHBIX CPEICTB MHTHOUTOPOB IOTIAMHHOBBIX
pELUENTOPOB C JIEKAPCTBEHHBIMHM BEIIECTBAMH,

UMCIOIIUMH CHCTEMHYO a0COPOIHIO

OuKCHpPOBaHHbIE KOMOWHAIIMH IIPOTHBOKAIIIEBBIX
JIEKapCTBEHHBIX CPEICTB LEHTPaJIbHOrO ACUCTBUA C
AHTUTUCTAMUHHBIMHU JICKAPCTBEHHBIMH CPEACTBAMH

®dukcupoBaHHBIE KOMOWHALINY, COJEPKAIINE IEKTHH 1
(nmm) KaodWH C TIOOBIMH  JIEKapCTBEHHBIMH
BEIIECTBAMH, KOTOPBIE BCACBIBAIOTCS B CHCTEMHBIH
KPOBOTOK M3 JKEIyJAOYHO-KHIIEYHOTO TpPaKTa, 3a
UCKJTFOUCHHEeM KOMOWHAINI TIeKTHHA | (HITH) KaoJIMHA C
JEeKapCTBEHHBIMH BELIECTBAMH 0€3 CHUCTEeMHOMH
abcopOrmu

OUKCUPOBaHHBIE KOMOWHAITMH MPOTHBOIAAPEHHBIX
JIEKapCTBEHHBIX CPEACTB C 3IEKTPOIUTAMU

®dukcupoBaHHBIC KOMOWHAINU OKCU(QEHOYTa30Ha WIIN
(heHnIOyTa30HA C TFOOBIMH APYTUMH JCKAPCTBAMHA

®dukcupoBaHHbIE KOMOWHAIIMY METaMHU30J1a C JIFOOBIMU
JPYTHMH JIEKAPCTBEHHBIMU CPEJCTBAMHU

@uxkcupoBaHHBIE KOMOWHAIMM  HECTEPOMIHBIX
MIPOTHBOBOCIAIUTENBHBIX JIEKAPCTBEHHBIX CPEICTB C
aTPONMHONIOAOOHBIMH JIEKAPCTBEHHBIMU CPEICTBAMH (
CHa3MOJIUTHKAMH )

@dukcupoBaHHbIE KOMOMHAIMM ABYX W Ooiee
HECTEPOUIHBIX MPOTHBOBOCHATUTEIHHBIX
JIEKapCTBEHHBIX CPEACTB

duxcupoBaHHbIE KOMOMHAIMM TapaneraMmonia c
OGapOuTypaTamMu, TpPaHKBUJIM3aTOpPaMHU M JPYTHMH
JEKapCTBEHHBIMH  CPEACTBAMH, HHAYKTOPAMHU
(hepMEHTOB IIUTOXPOMHOI CHCTEMBI IICUCHH.

OuUKCUpOBaHHBIC KOMOMHAIIMK TapareraMmosia (BBIIIe
200 MunurpaMM B pa3oBOM J03€) ¢ HECTEPOUTHBIMU
MIPOTHBOBOCTIAJINTEIHHBIMHU JIEKapCTBEHHBIMHU
CPEICTBAaMH, 32 WCKIIOYCHHEM JIE€KapCTBEHHBIX
MIpenapaToB KpaTKOBPEMEHHOTO MPUMEHCHHUS

@duxcupoBaHHble KOMOWHAIMK NEHHLIWUIMHOB CO
CTPENITOMHUIIMHOM B NapeHTEPAIbHBIX JIEKaPCTBEHHBIX
(hopmax



31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44,

OdukcupoBaHHbBIC KOMOWHAIMK TMAHKPEATHHA WU
MaKpeaynnasbl, COASpXKallluX aMuiiazy, Mnporeasy u
JUIa3y, ¢ TFOOBIMH JPYyTUMH (PepMEHTAMH, B TOM YHCIIC
OBIUbEH JKETUbI0, TEMUIICIUTIOI030H

OuKCHpOBaHHBIC KOMOWHAIIMK HUTPOGYpaHTOWHA H
TPUMETOIIPHMA

OukcHpoBaHHBIC KOMOWHaNMH OapOHUTYypaToB C
IPYTHMH  JIEKapCTBEHHBIMH CpEACTBaMH, 3a
UCKITIOYEHHEM PACTHUTENBHOTO MMPOUCXOXKICHUS

®dukcupoBaHHbIE KOMOMHAINH JIEKAPCTBEHHBIX CPEICTB
, YTHETAIOIINX IIEHTPAJIbHYI0 HEPBHYIO CHCTEMY CO
CTUMYJISITOpPAMU LIEHTPAIbHON HEPBHON CHCTEMBI

duxcupoBaHHble KOMOWHaANMKM 0apOUTYypaToB C
THOCIIMaMHHOM U (WMJIM) THOCIIMHOM, OellTaJOHHOH W
JPYTUMH  aTPONIMHOINONOOHBIMU  JIEKapCTBEHHBIMHU
CpeACTBaMHU

dukcHpoBaHHbIC KOMOWHANHMH OapOUTYypaTOB ¢
3ProTaMHHOM

DuKCUpOBaHHbIE KOMOWHAIIMKM TajONepHaoia C
JTOOBIMH  AHTUXOJIMHEPTUIECKUMH JIEKAPCTBEHHBIMU
CpeicTBaMu

®dukcupoBaHHBIC KOMOWHAIIMY aHTHOAKTEPHAIBHBIX U
AHTHUIIPOTO30MHBIX JIEKaPCTBEHHBIX CPEACTB, 3a
HCKJIIOYEHUEM TIPETapaToB HAPY>KHOTO IPUMEHEHUSI, HE
OKa3bIBAIOLINX CUCTEMHOTO ACHCTBUS

dukcupoBaHHble  KOMOWHANMK  JIOTIEpaMUa
THAPOXJIOpHIA ¢ ypa30IHI0HOM

OUKCUpOBAaHHBIE KOMOMHAIIMHM aHTHOAKTEPHAIBHBIX
JIEKaPCTBEHHBIX CPEACTB U IPOOHOTUKOB, IPEOHOTHKOB

(DI/IKCI/IPOBaHHLIG KOM6I/IHaL[I/II/I nqunporenrajguHa ¢
JIM3UHOM HJIH IICIITOHOM

DuKCHUPOBaHHBIE KOMOWHAIIMH  HECTEPOUIHBIX
MPOTHBOBOCHAIUTENBHBIX CpPeACTB (mapareramona) (
AlleTHJICATUIIUIOBON KHCIOTBI) W aHTtanuaoB (H2-
0I10KaTOpOB) (MHTHOUTOPOB) IIPOTOHHOM TTOMITEI

duKCUPOBAHHBIE KOMOWHAIHH
[JIFOKOKOPTUKOCTEPOUIOB, aHTUOAKTEPHAIBHBIX U
AHTUIPOTO30MHBIX JIEKAPCTBEHHBIX CPEJCTB 3a
HCKIIIOUYEHUEM JIJIS1 HApY>KHOTO PUMEHEHUS

®dukcupoBaHHBIE KOMOWHAIIMK Tapareramoia (BbIIIe
500 Mr B pa3oBoil 103¢) B MHOTOKOMIIOHEHTHBIX
npenaparax

[Tpunoxenne 19
K MpaBUJIaM PETUCTPALIUU
JIEKapCTBEHHBIX CPEACTB U
MEIUIIMHCKHUX H3ICTHH
110 NpUHIUNY "eINHOro OKHA"

CBOMHELA OTYET 3KCIEPTOB IO OIEHKE JISKAPCTBEHHOTO Mperapara



Al Pl Il B

1. HpOBez[eHa 9KCIICPTHU3a PCTUCTPAMHMOHHOI'O I10CHE JICKAPCTBCHHOI'O CPCACTBA

®.1N.0. (mpu ero HaIUYUH) U
JIOJDKHOCTB 9KCIIEPTOB

Y4yeHas cTereHb, 3BaHNe

Ne 3asBKUI

JHara

ToproBoe HaMeHOBaHUE Tperiapara

MeKayHapoIHOE HENaTEHTOBAHHOE
HaszBaHue (qaynee - MHH)

OpHUTHHAIBHBIA J€KapCTBEHHBIN
mpemnapar
BocnpousBeneHHbIH 1eKapCTBEHHBIN
mpemnapar
I'mOpunHeli  JTEKapCTBEHHBIH
npenapar
Buonornueckuil exapCcTBEHHBIN
mpemnapar
NMmMyHOOHOIOTHYECKUT
JIEKapCTBEHHBIN IIpenapar
BuomonoOHEI  IeKapCTBEHHBIN
npemnapat (brnocumusap)
KomOnHMpOBaHHEIA JIeKapCTBEHHBIH
npenapar
JlekapcTBeHHBIN IIpenapar ¢ XOpouIo
HU3y4EHHBIM MEIUIIUHCKUM
MIpUMEHEHUEM
JlekapcTBEHHBIN Ipenapar ABisieTCs PanuodapmaleBTHIECKU
JIEKapCTBEHHBIH IIpemapar WiIH
IpeKypcop
I'omeonaTuueckuil eKapCTBEHHBIN
npenapar
PacturenbHbIil  1€KapCTBEHHBIN
npenapar
OpdaHHBI  JTeKapCTBEHHBIN
mpemnapar
AxTuBHas  (apmameBTHIECKAS
cyOcTaHIMs, IPOM3BEACHHAs HE B
ycnoBusax GMP
JlekapcTBeHHOE NMPHUPOIHOE CHIPHE (
He (hapMakorneiHoe)

IpexBam¢uxanus BO3

Tpaucoep
Jnis TeHepHKa yKazaTh Ha3BaHHE
OPUTHHAIBHOTO JIEKapCTBEHHOTO
npernapara

JlekapcrBenHas popma



10. Jo3upoBka
11. Konnenrparus
12. dapmakoTepaneBTHUECKas! TPyTna

Kox B cooTBeTcTBHH C
aHATOMO-TEPANIEBTUIECKO-XIMHYIECK

13. ol knaccubpmkanuen (manee -
AHaTOMO-TepaneBTUYECKO-
XUMHYEcKast)
14. ®opma oTIycKka
o peuenty 0e3 penentaCkadaTh
2. YnakoBka
Bun ynakoBku KonnuecTBo
HaumenoBanu Kpatkoe
Ne (mepBuunas, Pa3mep O0BeM €INHUIl B
€ YIIaKOBKH OIMCcaHue
BTOpHYHA) YIaKOBKe
1.
2.
3. I[aHHLIe O IIPOU3BOJUTECIIC
Tun opraHuzanuu
HaumenoBanue o
Ne WX y4acTOK Crpana IOpunnuecknit ampec
OpraHM3aIn
MIPOU3BOJICTBA
1. IIpousBonutens
2. VmakoBImmk
2.1 IlepBuunas
2.2 Bropuanas
[IpousBoaurens,
3. OCYIIECTBIISIOINH
KOHTPOJIb KayecTBa
IIpousBoauTens,
4, OTBETCTBEHHBIN 3a
BBIIIYCK CEpUil
HepxaTtenp
5. PErucCTpaluOHHOTO
YAOCTOBEPEHUS
4. Peructpanus B CTpaHE-MPOU3BOIUTENE U APYTUX CTPAHAX
Ne
No Hasanue ctpanbl peructpainonHoro  Jlata Beigauu Cpox aecTBust
YAOCTOBEPEHUS
l.
2.

5. B pe3ynbrare npoBEIEHHONW YKCIIEPTU3bI YCTAHOBJIEHO:
1) CocraB 1€KapCTBEHHOI'O CpPEACTBAa M 3aKIIOYEHHE O €ro paluOHaJIbHOCTU U
COBMECTUMOCTH MHTPEIUCHTOB (yKa3aTh JIGKAPCTBEHHBIC CyOCTaHIIMU M BCIIOMOTATEIIbHbBIC
BEII[ECTBA, BKIIFOYAsi KOHCEPBAHTHI, COCTABHBIC BEIIECTBA 00OJOUKH MPEIapaToB):

HopmaTuBHBIH HOKyMEHT
MO0 KOHTPOJIIO Ka4yecTBa W
0€30I1aCHOCTH



Ne HanmeHoBanue

cyOcTanus (n):

KonnuectBo Ha enuHuny
JIeKapCTBEHHON (hOPMBI

JICKaPCTBCHHBIX CPEJICTB,
umu  [ocynmapcTBeHHas
¢dapmakones Pecrybmiku
Kasaxcran, 3apyOexHbIe
(dapmakornen, Ipru3HaHHBIC
JNEUCTBYIOIUMU Ha
Tepputopun PecryOnuku
Kazaxcran

JlexapcTBenHas(bie)

5 BcmomorarensHbIC
’ BEILECTBA:
Cocrtasn 000JI09KH
3. TabJCTKH WIH KOpIyca
KarCyJibl:
2) JIJ1st IeKapCTBEHHOTO PACTUTEIBHOTO ChIPhS
HopmatupHsblit
JOKYMEHT IO
KOHTPOJIIO Ka4ecTBa
u 0e30macHOCTH
JIEKapCTBEHHBIX
CpEeICTB, WU
T'ocynapcrBenHas
boranuueckue yAap
dbapmakomnes
JIATUHCKWE Ha3BaHUs Huxopactymee unu Mecrto
Ne ACTCHUH, BXOJISIIUX Pecny6auxn KYJIbTUBUPYEMOE MPOU3PACTAHHS
P ’ PIIX fazaxcran  w Y 24 POM3p
B cocTaB cOopa
3apyOexxHbIe
dbapmaxomnen,
IMPU3HAHHBIC
JNEHUCTBYIOIIUMA Ha
TEPPUTOPUH
Pecnybnuku
Kazaxcran
1.
2.
6. HpOI/IBBOI[I/ITGJII/I AKTHUBHBIX CY6CTaHHHﬁ, BXOIAIIIUX B COCTAB JICKAPCTBCHHOI'O
cpeactBa
HaunmMmenoBanue Anpec
HaumenoBanue .
BCI[CCTBA, MPOU3BOCTBEHHON
MPOU3BOAMUTENSI HA
No BXOJISILETO B COCTaB Crpana* IJIOMAlKU  Ha
pycckoM u
JIEKapCTBEHHOTO . pPycCCKOM u
AHITIMUCKOM A3bIKaAX o
cpezcTBa AHITUHCKOM SI3bIKAX
1.
2.

7. B ClIydacC HaJIN4MUA B COCTABC JICKAPCTBCHHOI'O CPCACTBA BCIICCTBA, IMOIJICIKAIICTO

KOHTPOJIIO0 B COOTBETCTBUU ¢ 3akoHOM Pecnybnuku Kazaxcran "O HapKOTHYECKHX CpPEACTBaX

, ICUXOTPOIIHBIX BCIICCTBAX, MX aHAJIOTraxX W MPCKypCOopax M MCpax HpOTHBOI[GfICTBHH nx

HE3aKOHHOMY 000pOTY U 3JI0yHOTPEOIICHUIO UMU "



3akoueHue 0 MPUHAAIEKHOCTH K
MTOJIKOHTPOJIBHBIM BeEIIeCTBaM (Ha
OCHOBaHUH A3yUYCHUS
MEXIyHapoOaHOTO
HCIMMAaTCHTOBAHHOI'O HAMMCHOBAHMAI,
TOProBOro Ha3BaHud, XUMHUYCCKOT'O
HA3BaHUs, CTPYKTYPHOU (HOPMYITBI O
MPUHAICKHOCTH K
MTOAKOHTPOJBHBIM BEIIECTBAM C
ykazaHueM mo3uinuu Tabmmig
Crucka, SIBISETCS JM BEMIECTBO
CTEPEON30MEPOM HAPKOTHUECKHUX
cpencts Tabmuie! I, B Tex cirydasx,

D KOTJla CyIIeCTBOBAaHME TaKUX
M30MEpOB BO3MOXHO B paMKax
JAHHOTO KOHKPETHOTO XMUMUYECKOTO
o0o3HaueHuss (eciM TaKOBBIC
OIpENeNIeHHO HE MCKIIOYEHBI),
COJIbIO BCEX HAPKOTHYECKUX CPEJICTB
, mepeuncieHHblx B Tabmume I,
BKJIIOYasi COJM H30MEpPOB, Kak
MPEAYCMOTPEHO BBIMIE, BO BCEX
cIydasix, KOTJa CYIIeCTBOBaHWE
TaKUX COJiei BO3MOKHO;COIbIO
MICUXOTPOIHBIX BelecTB Tabmuib! 11
n Tabamuwmr III, xorma
CYILIECTBOBAaHUE TAaKHUX cojeH
BO3MOYKHO

HAay4HO-O0OOCHOBAaHHOE OIIpE/IC/ICHUE
CTENEHU pPHUCKA 3J0YHNOTpeONeHus:
BBICOKHII PHCK 3JI0yNOTpeOiIeHus,
WO PUCK 3J0yINoTpebieHuns
OTCYTCTBYET, WU SBISCTCS

2) HE3HAYNUTEIBHBIM;ONpEeAcIICHNE
MaKCHMAaJIbBHO JOIMyCTUMOTO
coliepKaHUsl ~ HapKOTUYECKHUX
CPEZCTB, IICUXOTPOIHBIX BEIIECTB U
IIPEKypPCOPOB B JIEKapCTBEHHBIX
CpencTBax;

3aKJIIOYCHHEO BO3MOXKHOCTU WIIH
HEBO3MOXXHOCTH  HW3BJICUEHUS
JIETKOAOCTYIHEIM ~ CIIOCOOOM
MTOJIKOHTPOJIBHOTO BEIIECTBA B
KOJINYECTBAX, JOCTATOYHBIX IS
37M0YHOTPEOICHUS

3)

3aKII0YEHHe B TOM, UYTO B
4) OTHOUICHWM TIIpenapara CHSATEHI
HEKOTOPbIE MEPBI KOHTPOJIS

8. AHanu3 CBEICHUN O MPOUCXOXKAEHUHU, peructpanuu B Pecnybnuke Kaszaxcraw,
Ka4eCTBE U BBIBOJBI O BO3MOXHOCTH UCIIOJIb30BAaHUS CYOCTaHIUM (MPU OTCYTCTBUH
ceprudukara GMP)



9. Ananus CBeI[CHI/Iﬁ 0 Ka4eCTBC, KOJIHMYCCTBC C BbBIBOJAMH O JOIMYCTHMOCTHU
NCITIOJIb30BAHHA UCITIOJIb3YCMBIX BCIIOMOI'aTCJIbHBIX BCIICCTB

10. 3akmtoueHue o0 Npou3BoOACTBE (IPOU3BOACTBEHHAs (POpPMYIIa, ONMUCAHUE TEXHOJIOTUU
IIPOU3BOJICTBA, KOHTPOJb B MPOILECCE IMPOU3BOACTBA, BaduJalus MPOU3BOJICTBEHHBIX
IIPOIIECCOR)

11. XapakTepucTuka roToBOro mpoAyKTa (COOTBETCTBHE MPEACTABICHHBIX ITapaMETPOB B
ceprudukKaTe KayecTBa Ha TOTOBYIO TNPOAYKIHI HWIX B  MAcCIOpTe
OpTraHHU3aIMU-TIPOU3BOAUTENS ONMMCAHHBIM METOJAMKAM KOHTPOJIA KauecTBa B HOPMATHUBHOM
JOKYMEHTAIUH, COOTBETCTBHE CEPHUM MPEACTABICHHBIX OOpa3IOB CEpPHUSM, YKa3aHHBIM B
cepTudukare)

12. 3akimroyeHre 0 MApPKUPOBKE M YIAKOBKE HA MPEAMET UX AOCTATOYHOCTH IJIs
o0ecrieueHus1 COXpPaHEHHUsI KauyecTBa JIEKAPCTBEHHOIO CPEACTBAa BO BpPEMs XpPAaHEHUS U
TPaHCIOPTUPOBKHU, (HEOOXOIUMOCTH JOTMOJHUTEIBHBIX HAJIKUCEN), HATMYKMe crienuuranui
Ha NEPBUYHYI0 M BTOPUYHYIO YNAaKOBKY. [ MITMEHMYECKOE 3aKIIFOUEHHE HAa YHNAKOBKY (IS
OTE€UYECTBEHHBIX MPOU3BOIUTENCH )

13. 3axiroueHre 0 HAIMYNUX UM OTCYTCTBUU B Ha3BaHUU JICKAPCTBEHHOT'O CPEJICTBA:
1) rpaduyeckux CXOJCTB C paHee 3apeTUCTPUPOBAHHBIMY JIEKAPCTBEHHBIMHU ITperapaTamMu
U CJIOB C HE0JIar03ByUYHBIMH BBIPAKEHUSIMU;



2) CIIOCOOHOCTH BBECTH B 3a0JIyKJIEeHUE OTHOCUTEILHO HCTUHHOT'O COCTaBa U JICHCTBHUS
npernapara;
3) cxoactea MHH u (1m) cxoaHble ¢ HUMH Ha3BaHUSA ISl JIEKAPCTBEHHOTO CPEICTBA
JPYTroTro XMMHUYECKOT0 COCTaBa WU JCHCTBHUS.
14. Cnenudukaiys rOTOBOrO MPOAYKTa

15. 3akitoueHue o JaHHBIX XMMHUYECKOH, (papmarieBTUYecKo U Ouosioruyeckoi (MH
BUTPO) 3KBUBAJICHTHOCTH, MIPEICTABICHHBIX (PUPMOI1 Ha JT€KapCTBEHHOE CPEACTBO

16. 3akmroueHue O CTAOMJIBHOCTH JIEKAPCTBEHHOI'O CPEJCTBA, 0OOCHOBAaHHOCTH
3asiBJIEHHOTO CPOKa XpaHEHUs

17. AHanu3 W OLlEHKa NMPOEKTOB MHCTPYKUUH IO MEAULMHCKOMY HMPUMEHEHHIO
JIEKapCTBEHHOI'O CPEACTBA, MAKETOB YIIAKOBOK M 3THUKETOK, IPOBEPKA HA HUICHTUYHOCTH
YKa3aHWM YCIOBUM XPaHEHUs] U TPAHCIIOPTUPOBAHHUSI, YKA3aHHBIX B IPOEKTE HOPMATHUBHOTO
JOKyMEHTa IO KOHTPOJII0O KadecTBa M O€30MacCHOCTH JIEKapCTBEHHOI'O CpEJCTBA U
BBIIICYKA3aHHBIX ITPOEKTAX

18. 3akmroyeHne 00 yCIOBUSIX XpaHEHHUS M TPAHCHOPTUPOBAHUS JIEKAPCTBEHHOTO
CpeACTBa U HEOOXOIUMOCTh BBEJACHUS JIOMOJTHUTEIBHBIX TPEOOBaHUH C 11eIbI0 00eCTICUeHUS
COXpaHEHUs Ka4eCTBa JIEKAPCTBEHHOI'O CPEICTBA

19. AHanu3 HOPMATUBHOTO JOKYMEHTA MPOU3BOAUTENS MO KOHTPOJIO KAYECTBA U
0€30IacCHOCTH JICKAPCTBEHHOT'O CPEJICTBA U METOJMK KOHTPOJISI KaueCTBa TOTOBOTO MPOIyKTa

20. CpaBHeHHE C aHAJOraMH, 3aperucTpupoBaHHbIMU B PecmyGnmke Kaszaxcras.
CpaBHuTeNbHAs XapaKTEPUCTUKa OCHOBHBIX IOKa3aTelel KayecTBa




21. AHanu3 TOCTOBEPHOCTH KAYECTBEHHOTO U KOJWYECTBEHHOI'O COCTaBa aKTUBHBIX U
BCIIOMOTATEJIbHBIX BEIIECTB, YKA3aHHBIX B MHCTPYKIIUM MO MEIUIMHCKOMY MPUMEHEHHUIO,
CpaBHHUBAsI C 3asIBJICHHBIM COCTABOM B 3asIBJICHUH, AHATUTUYECKOM HOPMATUBHOM JOKYMEHTE
U MaKeTe YIMaKOBKHU

22. Ouenka (hapMaKoJIOTUYECKOW COBMECTUMOCTHA KOMIIOHEHTOB, B CIIy4ae PETUCTpaIiuu
BOCIPOU3BEJACHHOIO JIEKAPCTBEHHOTO CpEJICTBA IMPOBECTU CpPABHEHUE C COCTaBOM
OpUTMHAJIBHOTO TIpenapara

23. * AHanmu3 JOKyMEHTAIIMH 10 JOKIMHUYECKUM MCCIIeI0BaHUSAM: TOKCUYHOCTH (0CTpas,
xponnueckas, LD50, LD100), kaH1ieporeHHOCTH, SMOPUOTOKCUYHOCTH, TEPATOI€HHOCTH,
MYTareHHOCTH, MECTHO-Pa3Apakarollero JACUCTBUSA, BIUSAHUS HAa HUMMYHHYIO CHCTEMY,
crenuduueckor hapmakogorudueckon (Omosornueckoi) akTuBHOCTH. [Ipumedanue: mpu
AKCIIEPTU3E OMOCHUMUIISIPOB yKa3aTh IIpenapaT CpaBHEHUS, UCIIOJIH30BAHHBIM Ha BCEX dTaIax
CpPaBHUTENBHBIX HCCIeAOBaHUN (OT (apMaleBTUUECKONH pa3padOTKH JO0 KIMHUYECKHX
UCCIICIOBAHUI): Ha3BaHHUE, aKTUBHOE BEIIECTBO, MPOU3BOJIUTEIb, CTPAHA-IIPOU3BOIUTEIb,
cepusl, CpOK TOJTHOCTH

24. * AHanu3 JOKYMEHTallMM KJIMHUYECKUX HucclienoBaHui ((pa3pl KIMHUYECKHUX
UCCIEOBaHUM, MMOCTMAPKETUHIOBBIE HCCIEIOBAHUS, MPOTOKOJIBI U OTYETHI, 3aKIHOYEHUS
Otnueckoit komuccun). [Ipu 3ToM HEOOXOIMMO yKa3aTh MECTO, JaTy, CIIOHCOPA MPOBEACHUS
UCCJIE0OBaHUsA, LeNb, TU3aiH, MJIUTEIbHOCTh HCCIENOBAaHMS, KOJIMYECTBO, MOJ BO3pACT
UCIIBITYEMBIX, PEXHM JO3UPOBAHUS Ipernapara, MOHUTOPHUHI IMOOOYHBIX JEWCTBUU B
mpoliecce MPOBEACHUS KIMHUYECKUX MCCIEIOBAHUM, COOTBETCTBHE OTYETa MPOTOKONTY,
3aKJII0YEHUE O COOTHOIIEHUH "Mmojb3a-puck’. [IpuMeuanue: npu skcnepTuse OMOCUMUISPOB
yKa3aThb IIpernapaT-CpaBHEHUsS, HCIOJIb30BaHHBIII Ha BCEX OJTalnax CpPaBHUTEIbHBIX
ucciienoBaHuil (0T QapMareBTUYECKON pa3paOOTKu 10 KIWHUYECKUX HCCIEIOBAHUMN):
Ha3BaHME, AKTUBHOE BEILECTBO, MPOU3BOAUTEND, CTPAHA-IPOU3BOAUTEND, CEPHUsS, CPOK
TOJTHOCTH.

25. O1leHKa UCTOYHHKA MPOUCXOXKICHHS (KPOBb, OPTaHbl U TKAHU YEJIOBEKA U YKUBOTHBIX )
U crielupruyYecKor aKTUBHOCTH ISl HUMMYHOOMOJIOTUYECKHX MTPEenapaToB



26. * Ouenka 0Oe30omacHOCTH U A(OPEKTUBHOCTU JEKAPCTBEHHOT'O CpENCTBA IO
pe3ynbTataM KIMHUYECKUX UCCIIETOBAHUN B OTHOILICHUU 3asBJICHHBIX BO3PACTHBIX TPYIII
00JBHBIX, OOOCHOBAHHOCTH BBIOOpA MOKAa3aHWW K HPUMEHEHUIO, MPOTHUBOIOKA3AHMIA,
MIPEAOCTEPEKEHUIN TPU TPUMEHEHUH TTpenapara, npouis MoOOYHBIX EHCTBHIMA

27. 3anonHsAeTCs TOJABKO MPH MOoJade Ha 3asBJICHUS OCYJapCTBEHHYIO IIEPEPETUCTPALIUIO
JIEKapCTBEHHOI'O Ipenapara

Onenka 6e3omacHoCcTH M 3G(HEKTUBHOCTHU JIEKAPCTBEHHOT'O CPE/ICTBA HA OCHOBE JAHHBIX
MEPUOIMYECKH OOHOBIISIEMBIX OTYETOB O O€30MACHOCTU - aHaNHu3 NMpoduis 0E€30MaACHOCTH,
BHECEHUU HOBBIX MOOOYHBIX JIEUCTBUM, MPOTHUBOMOKA3aHUN B KPATKYI XapaKTEPUCTUKY
JIEKapCTBEHHOTO TMpernapaTa U MHCTPYKIMIO 0 MEIUIIMHCKOMY NMPUMEHEHHIO WM OTKa3e B
MepeperucTpanuu npenapara, I3MEHEH!s B peTUCTPAIMOHHOM CTaTyCe Ipernapara B Ipyrux
CTpaHax, OOHOBJICHHBIE JlaHHBIE O MeEpaxX, MPUHATBHIX PETyJIATOPHBIM OpPraHOM WU
MPOU3BOJUTEIEM IO COOOpakeHHsIM O€30MacHOCTH, W3MEHEHHUS B HHGOpMAIUU IO
0e30macHOCTH Mpemnapara, 00beM MPoAax, KOJIUYECTBO MAIMEHTOB, MOJIYYUBIIUX MpenapaT
32 OTYETHBIM NIEPUOJ, U3YUEHUE ONMMCAHUS UHIUBUAYAJIbHBIX CIy4aeB U NEPEUHS MOOOUYHBIX
JIEUCTBUN M CBOJHBIX TAOIUIl, UHIWBUIYATbHBIX CIy4aeB MPOSBICHUS MOOOYHBIX JIEHCTBUN
BBISIBIICHHBIX JEpP)KaTeJIeM PErucTpallMOHHOrO YJIOCTOBEPEHHUS, XapaKTep U KOJIUYECTBO
CEPBhE3HBIX MOOOYHBIX NEUCTBUU U paHEe HE 3apErUCTPUPOBAHHBIX KoMMaHueu. OOrmias
OlleHKa 0e30MacHOCTH Ha OCHOBE JAaHHBIX NEPUOAUYECKH OOHOBISEMBIX OTYETOB O
0€30MacHOCTH U 3aKJIIOUYEHHE O COXPAHEHHH WM HU3MEHEHHH MpoQuisi 0e30MacHOCTH,
BHECEHUU HOBBIX MOOOYHBIX JE€MCTBUM, NPOTUBONOKA3aHWM B MHCTPYKIHUIO TIO
MEIMLUHUHCKOMY MPHUMEHEHUIO WIM OTKa3e B Iepeperucrpauuu npemnapara. [Ipumeuanue:
MIPOBEJICHUE HKCIIEPTU3BI MIPENapaToOB-OMOCUMILISIPOB B COOTBETCTBUM ¢ TpeOoBanusimu: Ha
AKCHEPTU3y NPH TOCYAAPCTBEHHOM NEepeperucTpauur OHOJOTHMYECKOro JIEKapCTBEHHOTO
CpeIICTBa, B TOM unciie bnocummiisipa, npegocrasisitorest Yactu [-111 Tlepeuns, uz Yactu V:

1) nepuoauyecku OOHOBISIEMBINH OTYET MO 0€30MAaCHOCTH WJIU NEPUOANUECKUN OTYET




2) pe3yJsibTaThl MOHUTOpUHTA [lnaHa ynmpaBiieHUsT pUCKaMU U MUHHMHU3ALHUHN PUCKA,
MMMYHOT€HHOCTH, NP MPUMEHEHHH OMOJIOTMYECKOT0 JIEKAPCTBEHHOI'O CPEJICTBA, B TOM
yucie B PecnyOnuke KazaxcraH, MogydeHHBIX B pe3yibTaTe: MOCTPErHCTPAallMOHHBIX
HAOMI0aTEeNbHBIX HCCIIe0BAaHUNA 0e30MacHOCTH U 3(P(EKTUBHOCTH JIEKAPCTBEHHOTO
cpencTBa (METOJOM aKTHBHOTO MOHMTOPHHIA, METOJIOM CIIy4all KOHTPOJIb WM KOTOPTHBIX
PETPOCTIEKTUBHBIX U (MJIM) POCTIEKTUBHBIX UCCIIEIOBAHUMN )

aHanu3a PeructpoB manueHToB, MOJyYaroluX JICUSHUE ONPEIeICHHBIM OMOJIOTHYECKUM
JIEKaPCTBEHHBIM CPEJICTBAM

IMOCTMAPKCTUHTOBBIX KIIMHHUYCCKHUX I/ICCHGIIOBaHI/Iﬁ

NPOBECHUS 00YyYArOIMINX MEPOTPHUATHH O MOBBIIIEHUI0 HHPOPMUPOBAHHOCTH BpaueH,
(dapMaileBTOB M TAlUEHTOB C LIEJIbI0 CHIKEHUSI PUCKOB, CBSI3aHHBIX C IPUMEHEHUEM
OMOIOrHUECKOTO0 JIEKapCTBEHHOTO cpesicTBa B Pecrybnuke Kazaxcran.

28. Ouenka 6e30macHOCTH U A(QPEKTUBHOCTU JIEKAPCTBEHHOTO CPEACTBA C YUETOM
COOTHOILIEHMS '"TIOJIb3a-pUCK" - MPOTHUBONOKA3aHUsA, NPEIYIIPEKIECHUSI U IPEAOCTEPEIKECHUS
MpU MPUMEHEHHUH TpemnapaTa. Tpedyercs o0patuth oco00e BHUMaHHUE Ha JETCKUN BO3PACT,
OCpeMEHHBIX U KOPMSIIHMX >KEHIWH, MOXHWJIOW BO3PacT, MAIMEHTOB C IMOYEYHOU W
MEYCHOYHON HEJAOCTATOYHOCTHIO

29. DkcnepTu3a MHCTPYKIMH MO MEIULIMHCKOMY MMPUMEHECHUIO TPOBOJUTCS B CPABHEHUU
C KpaTKOM XapakTEPUCTUKOW JIEKApCTBEHHOTO Ipernapara. Jlemaercs 3akiarO4YeHue o
COOTBETCTBUM WJIM HECOOTBETCTBUM IOKA3aHUM K MPUMEHEHUIO, MOOOYHBIX ACHCTBUH,
MPOTUBOIIOKA3aHUM, OCOOBIX YKa3aHUH, JIEKAPCTBEHHBIX B3aWMOJICHCTBUMN, TTEPEIO3UPOBKH,
YKAa3aHHBIX B MHCTPYKLUHUH IO MEIUIMHCKOMY NPUMEHEHUIO JIEKaPCTBEHHOI'O CPEJCTBA,
KPAaTKOW XapaKTEPUCTHUKE JIEKAPCTBEHHOTO Ipernapara




30. 3aktoueHHe O HAJIMYUU UM OTCYTCTBUU B HA3BaHUU JIEKAPCTBEHHOTO CPEJCTBA:
1) rpaduueckux CXOJICTB C paHee 3apErUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU TperapaTaMu
U CJIOB C HEOJIAaro3ByYHBIMU BBIPAKEHUSIMU

2) crocOOHOCTHU BBECTH B 3a0JIykKIECHHUE OTHOCUTEIHFHO UCTUHHOTO COCTaBa U JIEUCTBUSA
mpemnapara

3) cxonctea MHH u (wnm) cxoaHble ¢ HUIMU Ha3BaHUs AJIS JIEKAPCTBEHHOTO CPENICTBA
JIPYTroro XMMHUYECKOTO COCTaBa WK JIEUCTBUS

31. Onenka npaBUILHOCTH MPUCBOCHUS KOJa AHATOMO-TEPANEBTUYECKO-XUMHUUECKOM (
nanee — ATX) knaccudukarm, COOTBETCTBUS (papMaKoTepaneBTHIecKoi rpymmbl kogy ATX
KJIaccupuKkanuy, GapMaKkoIOrH4ecKoMy JIE€HCTBUIO, TOKA3aHUAM K IIpUMEHEHMI0. B ciyuae
HenmpaBWIbHO 3asBieHHBIX ATX koma u (apMakoTepaneBTUYECKON TpyYMIbI, Tpedyercs
yKa3aTb PEKOMEHAYEMBIE IKCIIEPTOM

32. IlpoBepka a€KBAaTHOCTU 3asBICHHBIX J03 U pEeKUMa AO3UPOBAHHS COTJIACHO
(hapMaKOKMHETHYECKUM MapameTpaM (Tepruojia MOJIyBBIBEJCHUS, CTETICHU CBSI3bIBAHUS C
OenkaM¥ TIIa3Mbl KPOBH, BIWSHUE HAa AKTUBHOCTh MEUYEHOYHBIX (DEPMEHTOB, BpeMs
coxpaHeHHs OakTepuoCcTaTH4ecKor (OakTepUIIMIHON) KOHIIEHTpPAIlMM B Ciydae
aHTHOAKTEpHUAIbHBIX TMpenapaToB). TpelOyercss oOpaTuTh 0co00€ BHUMAaHUE HA J103BI,
PEKOMEHIyeMbIe JETSIM, MOKUIIbIM, OOJIbHBIM C HApYIICHUSIMU (DYHKIIMH MTOYEK U IEYCHH

33. IIpoBepka COOTBETCTBHSI 3asIBJICHHOTO CPOKAa XPAHEHUS, YKa3aHHOI'O B 3asBJICHUM, B
KPAaTKOW XapaKTEPUCTUKE JIEKAPCTBEHHOrO IIpernapara, MHCTPYKLUHUH IO MEIULMHCKOMY
IIPUMEHEHHIO, MAaKeTaX YINAaKOBKH CO CPOKOM XpaHEHM:, YKa3aHHbIM B HOPMAaTHUBHOM
JTOKYMEHTE



34. CooTBETCTBHE MPEACTABICHHOW MHCTPYKIUHU MO MEIMIMHCKOMY MPUMEHECHUIO
JENUCTBYIOIIEMY 3aKOoHO1aTeNbeTBY PecryOnnku Kazaxcran.

35. JleranpHOE ONMCaHUE CUCTEMBI (hapMaKOHAA30pa U YIPABICHUS PUCKAMMU:

1) Kparkas xapakTepucTrka CUuCTeMbl (hapMakoHa30pa JAepKaTelsi PErucTPaliOHHOTO
YIAOCTOBEPEHUS BKITIOUAET CIAEAYIOUINE SJIEMEHTHI:

JTI0KA3aTeNbCTBO TOTO, YTO JIEpKATeNIb PErUCTPALIMOHHOTO YIOCTOBEPEHUSI UMEET B CBOEM
pPaCHOpsKEHUH YIIOJTHOMOYEHHOE JIMLO 3a TIiI00albHBIA (papMakoHaA30p JEKiIapalus,
MOANMCAaHHAS AEPKATEIIEM PETUCTPALIMOHHOTO YAOCTOBEPEHHS O TOM, YTO OH UMEET CUCTEMY
(dapMakoHaa30pa [Jis BBINOTHEHUS 3a7a4 U O0O0S3aHHOCTEH MO MOCTPErUCTPAlMOHHOMY
KOHTPOJTI0 0€30MMaCHOCTH JIEKaPCTBEHHBIX CPEICTB

CChUIKA Ha MecTo (aJpec), rae XpaHuTcs Mactep-¢ailn cucteMsl (papmakoHaa30pa
KOHTAKTHBIE JJAHHBIE YIIOJTHOMOYEHHOTO JIMIIA 32 TI100adbHbIN (papMakoHaaA30p;
2) ynoaHOMOYE€HHOE (KOHTAaKTHOE) JUI0 3a ¢apMakoHana3op B Pecniyonuke Kazaxcran:
JOKYMEHT, TOATBEPXKIAIONIUN Ha3HAUYECHHE YIOJIHOMOUYEHHOrOo (KOHTAKTHOIO) JIHMIA 3a
dhapmakonaazop B Pecnmyonuke Kazaxcran

KOHTaKTHBIE JIaHHBIC YTOJHOMOYEHHOTO (KOHTAaKTHOTO) JiMIla 3a (papMaKOHaA30p B
Pecnyonuke Kazaxcran;

3) Ilnan ynpaBieHus pUCKaMH TPU MEIUIIMHCKOM TPUMEHEHUHU JIEKapCTBEHHOTO
CPEJICTBA, 3asIBJIEHHOTO HA PETUCTPAIUIO (IIEPEPETUCTPAIINIO) WU BHECEHNE U3MEHEHUN (1715
OpUTHHAJBHBIX MPEMapaToB, OMOCUMUIISIPOB, BAKIMH, MPENapaToB KPOBU, TCHEPUICCKUM
npenapaTaM TPeOYIOIIEro 0co00ro KOHTPOJIS )

[Ipnmeuanue:

* OTMEUEHHBIE pa3/Ielbl 3aMOJHAIOTCS TPU MEPEPETUCTpaIUU

3aKIOYCHHUE:

MOJIOKUTEIIFHOE OTPUIIATEIBHOE (C 0OOCHOBAHHEM )

JlaTa moCTyIUICHHSI IOKYMEHTOB DKCIIEPTY

JlaTa 3aBepIeHUs IKCIIEPTU3bI TOKYMEHTOB

Bce nannbie, npuBeicHHbIE B SKCIIEPTHOM 3aKIJIFOUEHHUH, JOCTOBEPHBI U COOTBETCTBYIOT
COBPEMEHHBIM TPEOOBAHMSIM, UYTO MMOATBEPIKIAI0 TMIHOU MOHICHIO.

PykoBoguTenb CTpyKTYypHOTO MOApa3aeieHus

MOJITHUCH @®.1.0 (pu ero Hanmu4yumn)
DKcrnepr

MOJITUCH @®.1.0 (ipu ero HaITu4Yun)
JlaTa

[Tpunoxenne 20
K IIpaBUJIaM PEruCTpaLuu



JICKAPCTBCHHBIX CPE/ICTB
Y MEIULIUHCKUX U3IETUI
10 TIPUHIUIY "eAMHOTO OKHA"

dbopma
CBOJIHBIN OTYET SKCIEPTOB MO OIEHKE JICKAPCTBEHHOTO TMperapara Mpu U3MEHEHUSX,
BHOCHMBIX B PETUCTPAIIMOHHOE JOCHE

®.N.0. (mpm ero HaMM4UH) U
JIOJDKHOCTB 9KCIepTa

1.

VueHas cTencHb, 3BaHUE
No 3agBku

Hara

A Il B

TOpFOBOC HAaMMCHOBAHUC MIpCTiapaTta

MexayHapoaHOe HEMaTeHTOBAaHHOE
Ha3BaHUE

OpurvHagbHBIA JEKapPCTBEHHBIN
mpemnapar

BocnpousBeneHHbIN J1eKapCTBEHHBII
mpemnapar

I'ubpunHBIi  JIEKapCTBEHHBIH
mpemnapar

Bbuonornueckuil JeKapCTBEHHBIN
mpemnapar
NmmyHOOMOIOTHYECKH I
JIEKapCTBEHHBIN IIpenapar
buononoGHbIN  JeKapCTBEHHBIN
npemnapat (buocumunsp)
KoMOMHMpPOBaHHbIH JIeKapCTBEHHBIH
mpemnapar

JlexapcTBeHHBII IIpenapar ¢ XOpoOILIo
U3y4EHHBIM MEAUIUHCKUM
MPUMEHEHHEM

7. JlexapcTBeHHBII Ipenapar

PanunodapmaneBTudeckuii
JMEKapCTBCHHBIA TIpemapar Wil
peKypcop

T'omeonaTnyeckuil JeKkapCTBEHHbBIN
mpemnapar

PacturenpHblll  J€KapCTBEHHBIN
npemnapar

Opdannprii  I1eKapCTBEHHBIN
mpemnapar

AxTHBHas  ¢apMameBTHIECKAs
cyOcTaHIMsI, TPOU3BEICHHAs HE B
ycnoBusax GMP

JlexkapcTBeHHOE MPUPOJHOE CHIPHE (
He (hapMaxorneiHoe)

Jns BOCIIPOU3BEAEHHOIO
JICKapCTBEHHOTO TMpemapar WiIn



8. OvocuMHMIIsIpa yKazaTh Ha3BaHHE
OpPUTHHAIBHOTO JICKAPCTBEHHOTO

mpenapara
9. JlekapcrBennas popma
10. Jo3upoBka
11. Konnenrparus
12. dapmakoTepaneBTHUECKasl TPyTa

Kox B cooTBeTcTBUH C
13. aHATOMO-TEPANEeBTHYECKO-XHMHUYIECK
oii kitaccudukanmeit

14. ®dopma oTITyCcKa 0 peuentTy
0e3 pernenraCkavath

2. YnakoBka

H Bua ynakoBku ( KomunuecTBo
anMeHOBaHUE
Ne IepBUYHAs, Pasmep O0beM €IUHUIL B
MMaKOBKHU
Y BTOPUYHAS) YIaKOBKe

3. JlaHHbIE O TPOU3ZBOAUTETIE

Tun opranuzanuu
HaumenoBanwne

No UIH  y4acToOK Crpana IOpunuaeckuii anpec
OpTaHU3aIIH
MIPOU3BOJICTBA
1. [IpousBonurens
2. YnakoBIIUK
2.1 [lepBuunas
2.2 Bropuunas
IIpoussoauTens,
3. OCYILIECTBISIOILUN

KOHTPOJIb Ka4€CTBAa

IIpousBoauTens,
4. OTBETCTBEHHBIN 3a
BBIIIYCK cepuil

Jepxarensb
3. PErucTpanuoOHHOro
YAOCTOBEPCHUA
4. Peructpanus B CTpaHE-MPOU3BOIUTENE U APYTUX CTPAHAX

Ne
Ne Hazpanue ctpaHsl perucTpanuonHoro Jlata Beriauu Cpoxk neifcTBus
YAOCTOBEPEHUS

5. 1) CocTaB IeKapCTBEHHOTO CpeacTBa (yKa3aTh JEKAPCTBEHHBIC CYOCTAaHIIMU H
BCIIOMOTAaTeIbHBIC BEIECTBA, BKIIOYAs KOHCEPBAHTHI, COCTaBHBIC BEIIECTBA OOOIOYKH
MpenapaToB):

HopmaTtuBHBIM AOKYMEHT
10 KOHTPOJIIO Ka4yeCTBa U



Ne HanmenoBanue

cyOcTanus (1):

KonnuectBo Ha enuHUIly
JIEKapCTBEHHON (OPMBI

O6e3omacHoCTH
JIEKapCTBCHHBIX CPEICTB,
nnu [ocynapcrBenHas
¢dapmakones Pecrybmuku
KazaxcraH, 3apyOexHbIe
(dapMakornen, Ipru3HaHHbIC
JNeUCTBYIOUIUMU  Ha
Teppuropun PecryOnmku
Kazaxcran

JlexapcTBeHHas1(bIe)

) BcnomorarenbHbie
’ BEIIECTBA:
CoctaB  000J0YKH
3. TaOJIETKH MM KopIiyca
KarCyJIblL:
2) J1J1st IeKapCTBEHHOTO PACTUTEIBLHOTO ChIPhs
HopmatupHsbli
JOKYMEHT  TO
KOHTPOJIIO Ka4ecTBa
n Oe3omacHOCTH
JICKAapCTBCHHBIX
CpEeICTB, WU
r
borannueckue OCYAApCTBCHHAL
dbapmakomnes
JIATUHCKWE Ha3BaHUs Huxopactymee umu Mecrto
Ne ACTEHHIA, BXOISIIUX Pecny6anxn KyJIbTHUBUPYEMOE MpoM3pacTaHus
P ’ X fasaxcran n Y by o3P
B cocTaB cOopa
3apyOexxHbIe
¢dbapmaxormnen,
MpU3HAHHbBIE
JNEeUCTBYIOIIMMHU Ha
TEPPUTOPUH
PecnybOnuku
Kazaxcran
1.
2.
6. HpOI/I?)BOZ[I/ITCJII/I AKTHUBHBIX CY6CT3HHI/II71, BXOJAIINUX B COCTAB JICKAPCTBCHHOI'O
cpeactBa
HaumenoBanue Anpec
HaumenoBanue .
BelleCcTBA, MIPOU3BOJICTBECHHOM
MPOU3BOAMTENSI Ha
Ne BXOJISIIEr0 B COCTAB Crpana* MIOIMAaAKH  Ha
pycckom u
JIEKapCTBEHHOTO . pycckom u
AHTJIMACKOM SI3bIKAax .
cpeacTBa AHIIUHCKOM SI3bIKAaX
1.
2.

7. 1) CocTaB JIeKapCTBEHHOTO CpelacTBa (yKa3aTh JIEKAPCTBEHHbIE CYOCTAHIIUU U

BCIIOMOI'aTCJIbHBIC BCHICCTBA, BKIIIOYasd KOHCCPBAHTLI, COCTAaBHLIC BCIICCTBA 000JIOUYKH

MpenapaToB):



No HaumenoBanue JIEKapCTBEHHOM OpMBI
dapmakones PecryOmuku
Kasaxcran, 3apyOexHbIC
(dapMakornen, Mpu3HAHHBIC
JNIeHCTBYIOUIUMU  Ha
Tepputopun PecrnyOnuku
Kazaxcran
| JlexapcTBeHHas1(bIe)
’ cyocranmms (u1):
) BcnomorarensHbie
’ BEIECTBA!
Cocras 000704YKH
3. TabJETKH WA KOpIryca
KarlCyJibl:
2) Jlns nekapCTBEHHOTO PACTUTEIBLHOTO ChIPhS
HopmatupHblit
JOKYMEHT  TO
KOHTPOJIIO Ka4ecTBa
u 0e30MacHOCTH
JICKapCTBEHHBIX
CpEICTB, WU
T'ocynapctBeHHast
Borannueckue yAap
dbapmakomnes
JIATHHCKUC Ha3BaHUS Jukopactymee wmm MecTo
Ne aCTEHUH, BXOMSIIUX Pecny6anicn KYJBTUBUPYEMOE MIPOU3PACTaHHS
P ’ PIIX Kasaxcran  u ¥ 24 POH3P
B cocTaB cOopa
3apyOexxHbIe
¢dapmaxormnen,
MpU3HAHHBIC
JEHCTBYIOIUME Ha
TEPPUTOPUU
Pecnybnuku
Kazaxcran
I.
2.
8. IlpousBoauTeN aKTUBHBIX CYOCTaHIIMM, BXOJSAIIMX B COCTaB JIEKAPCTBEHHOIO
cpeacrna
HaumenoBanue Anpec
HaumenoBanue .
BCIICCTBA, MIPOU3BOICTBEHHON
MPOU3BOIUTES Ha
Ne BXO/ISIIIEr0 B COCTAB Crpana* IUIOMIaJAKH  Ha
pPycckKoOM u
JIEKapCTBEHHOTO . pycckom u
AHTJIUHACKOM SI3bIKaX N
cpeacTBa AHTJTIMICKOM SI3BIKaX
1.
2.

9. Tumn u3MeHeHu

KoandgecTtBo Ha CANHUILY

HopmaTtuBHBIM AOKYMEHT
10 KOHTPOJIIO KauecTBa U
6e3omacHOCTH
JIEKapCTBEHHBIX CPEJCTB,
nnu TocynapcrBenHas



1) Tun U3MEHEHUW B  BHOCHMBIE H3MEHEHHS Crapas penaxius Hosgas penakius
COOTBETCTBUU c
puIokeHueM 17

10. OmeHka perucTpallMOHHOTO JOChE MO acleKTaM KadecTBa, 0€30IMacHOCTH H
3 PeKTUBHOCTHU

Pexomenmanmu:

BaHBHeHHLIe U3MCHCHUA TUIIA
__ (yxa3aTh THII) HE OKAa3BIBAIOT
BIIMSHUS HA Ka4eCTBO, 0€30MaCHOCTD
1 3QPEeKTUBHOCTD JIEKAPCTBEHHBIX
1) cpencTB. 3asBICHHOE W3MEHCHHE
PEKOMEHIYeTCsl K pEerucTpaluu.
CoOJroIeHbI YCIIOBHSI TSI BHECCHUS
W3MCHEHUH 10 3asABJICHHOMY THUILY
HM3MECHCHHUM.

3asiBJICHHbIC U3MECHEHHS THIIA
(yka3zaTh THIT) OKa3bIBAIOT
BJIMSIHHE Ha KayeCTBO, 0€30I1aCHOCTE
U 3P PEKTUBHOCTD JICKAPCTBEHHBIX
CpEICTB. 3asBICHHOE U3MCHCHHE HE

2)

PEKOMEHIYETCs K PETHCTPALHH.

B cooTBeTcTBMM C 3asBIEHHBIMH
U3MCHCHHUAMUN HE NPCIAOCTABJICHBI
JOKYMEHTBl  PETUCTPAI[HOHHOTO
JIOChE B TIOJTHOM O0BEME COTIIAacHO
TIPUIIOKEHUIO 17 M HEe COOITIOICHEI
3) YCIIOBUS IJIi BHECEHHSI M3MEHEHUN
10 3asBJICHHOMY THITy M3MEHEHUH.
Heobxonumo paccMoOTpeTh
JOKYMEHTBl TOBTOPHO IIOCIE
MIPEIOCTABICHUS JIOTIOJHUTENBHBIX
MaTepHaIIOB IO 3aIPOCy IKCIIepTa:

JlaTa moCcTyIuieHus JOKYMEHTOB DKCIIEPTY
JlaTa 3aBepiieHus: SKCIEPTU3HI JOKYMEHTOB
Bce naHHbIE, IPUBEIECHHBIE B OKCIIEPTHOM 3aKJIOYEHHUH, JOCTOBEPHBI U COOTBETCTBYIOT

COBPEMEHHBIM TPEOOBAHUSIM, YTO MTOATBEPHKIAI0 TUYHOMN MOAMUCHIO.
PykoBonuTtens CTpyKTYpHOrO NOAPA3ICICHUS

noanuck ®.N.O (ripu ero HAIMYUN )
DKcrnept
noanuck @.N.O (ripu ero HAIMYUN)
Jlara

[punoxenne 21
MpaBHJIaM PErUCTpaLii
JICKapCTBCHHBIX CPCIACTB U



MEIHAIMHCKUX U3IEIINI
10 NpUHUUNY "eINHOro OKHA"

HudopMamus 0 BCIIOMOraTeNIFHEIX BEMIECTBaX, HOMHHAIILHOM HX COJCPKAHHHU B JIEKAPCTBEHHBIX
mpernaparax, a TAKKe OrpaHHICHAA IPHMEHEHH JICKapCTBEHHOT'O IIperapaTa

Ne /it

HaumenoBanue
BcrioMorarenbHbl  11yTh BBeneHUs
X BEIIECTB
2 3
ANpOoTHHUH MectHoe
MecTHOC,
Apaxucosoe
mepopaibHoe,
MacIo
napeHTepaibHOe

Acnapram (E951) Ilepopanbroe

A3soxkpacurenu:1)
E 102
Taprpasun2) E
110 XKentoiid
3akat (FCF)3) E
122 A3zopyOwuH,
Kapmomsun4) E
124 Tlonco 4R ( IlepopanbHOe
myHIOBEIN 4R),
Komenuns
kpacHas AS) E
151
BpunnnanToBelit
yepHeii BN,
yepHbIil PN

E 104 Xentsrii
XUHOJIMHOBBIH  (
Quinoline Yellow

)

Honyctumeie
Mmpeaeas
COACPKAHUS
BCIIOMOTaTEJIbHBI
X BEIECTB

4

HNudopmanus,
MOIIeKAaIas
OTPAKEHUIO B
HHCTPYKIIMU T10
METUITHHCKOMY
TIPUMEHEHUTO

5

l'unepuyBcTBHUTE
JIBHOCTh HWIIH
cepbe3Has
anepruueckas
peakiust

[IporuBomnokaszan
Bl JHIOaM C
aNIepruyecKoin
peaknuend Ha
OpexH WU COI0

Conepxur
(heHnNnaTaHUH,
MPOTHBOIIOKA3aH
JOAIM  C
(eHnnKeTOHYpUE

u

Annepruyeckue
peakun

KommenTtapun™*

OuumenHoe
apaxucoBoe
Maclio MOJKET
coniepKatb OeJIoK

MoskeT HaHeCTH
BpeJ JHIlaM C
(heHUITKETOHy pHe
i

E 102, E 110, E
122 - 3anpernieHsl
K IPUMEHEHHUIO B
JIEKapCTBEHHBIX
npenaparax s
neTen

3alpeuieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax AJjst
neTen

3a0peumeH K
MIPUMEHEHUIO B
JICKApCTBCHHBIX



10.

11.

12.

13.

14.

E 107 Xentsrii 2
G (Yellow 2 G)

E 120
Kopmenuns,
KapMHUHOBas
KHCJIOTA,
KapMHUHBI (
Cochineal,
Carminic acid,
Carmines)

E 128 KpacHsrii 2
G (Red 2 G)

E 131 Cunuit
MaTEeHTOBAHHBIN
V (Patent Blue V)

E 132
WUanuroTus,
Nupurokapmun (
Indigotine, Indigo
Carmine)

E 133 Cunuit
onecrsimmit FCF (
Brilliant Blue
FCF)

E 155
Kopurunessrit HT
(Brown HT)

E162
CBEKOJBHBIHI
KpacHBIH,
beranun (
Beetroot Red,
Betanin)

Kpacurennu:1)
E121
HutpycoBbrii
KpacHell 2 (
Citrus Red 2)2)
E123 Awmapant (
Amaranth)3)
E154
Kopuunessrit FK
Brown FK

npenaparax s
neren

3ampemes K
NIPUMEHEHUIO B
J'IeKapCTBeHHI)IX
npenaparax s
neTeu

3ampemes K
NIPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax AJjist
neTen

3alpeuieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax AJjst
neTen

3ampemes K
MPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neren

3ampemes K
MPUMEHEHUIO B
HCKapCTBeHHBIX
npemnaparax s
neTeu

3ampemes K
NIPUMEHEHUIO B
HeKapCTBeHHBIX
npenaparax s
neTeu

3alpemes K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax AJjist
neTen

3aMpeIeHbl K
MPUMCHEHUIO B
JIEKapCTBEHHBIX
npenaparax



15.

16.

17.

18.

19.

DpUTPO3UH
E127)

Ilepyanckuii
Gamp3am

benzankonns
XJIOpU/T

Kucmora
OcH30MHas1 u
OeHnzoatsi:1)
E210 kucnora
OeH3oiiHan2)
E211 warpus
6enzoar3) E212
Kanus OeH3oaT

ben3unmoBrIit
COHPT

IlepopanbHoe 0-0,1 mr/kr

MectHOE *

OdTranpmororuye
CKUE
JIEKapCTBEHHbIE

(hopmBI

MectHOE *

HNuramsmmonnoe 10 mMxr/B 1 mose

MectHOoe *

[apenTtepanbcHoe  *

Bce Hynesoit

rpemnapar Hellb3s
Ha3zHaydaTh U
NPUMEHSATH
MarueHTaM ¢
MaToJIOTUEH
IIUTOBUHON
JKeJIe3bl

Bo3MoxHEI
KOXHBIC PEAKITIH

Bo3MOXHBI
HPHUTHI;H30eraTh
KOHTaKTa ¢
MSITKHAMH
KOHTAKTHBIMHU
JIUH3aMH, Y 1aJTUTh
KOHTAKTHBIE
JMUH3B Tepen
MPUMEHEHUEM U
BBDKJIATh HE
MeHee 15 MuHYT
mocine
3aKanbIBaHUs
nmpemnapara;He
MPUMEHSETCS Y
IeTen no 8 ner

KosxHble peakinu
Bponxocnazm

Paznpaxenus
KOXH, TJia3 H
CIIU3HUCTHIX
000109eK

[IpoTuBomnokazax
0
HOBOPOKJIEHHBIM
JIeTSIM

JlaHHBI K
JIEKapCTBEHHBIHN
npemapar
COAEPKUT X MT
OEH3UIIOBOTO
crupTa B
KaXJaoH <
eJIMHHIIA
JIO3UPOBAHUA> <
eJMHHIIA
o0beMa>

<4ToO
JKBUBAJICHTHO

X wMr/<macca><
o0BeM>>,

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neren

benzankonus
XJI0PHUI
0o0eCIBEUNBAET
MATKHE
KOHTAKTHEIE
JIHH3EI

Beicokuii puck

pa3BUTHS
KEIATYyXH Y
HOBOPOXK/JICHHBIX



ben3unmoBerit
CHHPT

ben3unoBbIi
CIIUpPT

IlepopanbHblid,

napeHTepanbHbII

IlepopanbHsIi,

MapeHTepaIbHBIN

Hynesoit

Hynesoit

BeH3unoBhIit
CIHPT MOXET
BBI3BIBATH
aIJIepruyecKue

pcakuun.

YcraHnoBieHa
CBSI3b
OCH3MI0BOTO
CIHpTa ¢

PUCKOM TSKEJIBIX
HeXenaTelbHbIX
peakuui,
BKJIIOYAS
3aTpyJHCHUE
JIbIXaHUS (
HA3bIBAEMOTO

"
TaCIHHT-CHH]IPO
M")y

MaJICHbKUX JeTei

He naBaiite
HOBOPOXICHHOM
y pebeHKy

(B BO3pacte g0 4
HEJIeIb),

ecnu HE
PEKOMEHA0BAaHO
JIeYaIuM BpadoM

He npumensats
Oomnblire
Heaenu y
MaJIeHbKUX JeTel
(B BO3pacrte
MeHee 3 Jer),
€CITH TOJIbKO He
PEKOMEH/I0BaHO
Jeyanym
BpauoM HIH
paboTHHKOM
anTeKu

Ecnu Bri
OepeMeHHBI UITH
KOPMHTE TPy/IbIO,
MPOKOHCYJIBTUDPY
HTECh C

JICYaIMM BpavuoM
WK

BryTpuBeHHOE
BBEJICHUC
OEH3MIOBOIO
crupra
COTIPOBOXKIANOCH
CepbE3HBIMU
HeXXeJaTeIbHBIMHU
PEaKIsIMA U
CMEPTHIO
HOBOPOXKICHHBIX
( "
TaCIIMHT-CHHIIPO
M").
MunumMmanapHOE
TOKCHYECKOC
KOJIHUECTBO
OEH3MIOBOTO
crupTra
HEHM3BECTHO.

IIpu npumeHeHuun

HOBOPOYKIEHHBIX
B pazznen 4.4
OXIJIII
HEOOX0IUMO
BKJIFOUHUTH
MpeIoCTePEeIKESHI
e.

IloBBIIEHHBIN
PHCK BCIIEACTBUE
HaKOIUICHUS Y
MAaJIEHBbKHUX JIeTEH



Ben3unoBsrif IlepopanbHsIi,

CIHUPT MapeHTEPAIbHBIN

ben3unoBsiit ITepopasnbHelii,

CIHUPT MapeHTePATbHBIN

Bben3unoBeIit N
MecTHbli

CIHUPT

Macuno

bepramoTa MectHoe

bepranren

Hynesoit

Hynesoi

Hynesoi

paboTHUKOM
amnTeKH.
IIpuunna:
0OJIBIIIHE
KOJIHYECTBA
OCH3UIIOBOTO
CIIUpPTA MOTYT
HAaKaIlJIMBaThLCS B
OpraHu3Me

M BEI3BIBAThH
HEXKENaTeIbHYI0
peakmuio,
Ha3bIBACMYO

"
MeTa0O0IMIECKUM

anugo3om".

Eciu y Bac
3a00/1eBaHKe
MeYeHH HIH
MOYeK,
MPOKOHCYIBTHPY
WTECh ¢

JIeyalM Bpauom
Wi pabOTHHKOM
aITeKH.
[Ipuuunna:
OoJIbIIIHE
KOJIHWYECTBA
OCH3UIIOBOTO
CIHPTa MOTYT
HaKaIInBaThCSA B
OpraHu3Me

U BBI3BIBATH
HEXXEIATEIbHY O
peakmuio,
Ha3bIBACMYIO

"
MeTa00THUECKUM

anugo3om".

bensumnoBmit
CIUPT MOXKET
BBI3BIBATh JICTKOC
MECTHOE
pa3mpakeHue

IToBeimaercs
YYBCTBHUTEIEHOCT
b K
yIBTPO(HOIIETOB
BIM JTy4aMm (KaK K
HaTypaJbHbIM,

B Ooubmiux
KOJIMYECTBAX
ciemxyer
NPUMEHSITh ¢
OCTOPOKHOCTHIO
u

Tonsko mpu
HEOOXOIMMOCTH,
0coOeHHO Yy
MalKeHTOB ¢
HapyIlIeHHEM
(GYHKIHHU TICYCHU
WIH

MOYEK — B CBSI3H C
PHUCKOM
KYMYJISAIUA |
TOKCHYHOCTH
(MeTabonuyeckuit
anumIo3).

He ucnonesyercs
Inpu HaJIU4YIUU



22.

23.

24.

25.

26.

27.

28.

Bbpononon MectHoe

Byrunrugpoxcua

M
amzon E320 ceTHoe

Byrunrunpokcur

M
onyon E321 eeTHoe

Macxao
KacTopoBOe
MOJIMITOKCUITUPO

ITapenrtepansHoe

BaHHOE;MAacIo
KacTopoBOE
MOJIMITOKCUITUPO Hepopaneroe

BaHHOE
TUAPOTE€HU3UPOBA
HHOE MecrtHoE
Cnuprt
LIE€TOCTEaAPHU-JIOBBI
. P MectHoe
H;conupT
LIETUIIOBBIH

MectHOE
Xnopkpe3oi

[TapentepanbHoe
Jnmetuicyiasdo

ymb MectHoe

KCHJ

IlepopanbHoe u
napeHTepaibHOe

CoaepxaHue
3TaHoOJa B
pa3oBoil nmo3e
menee 100 mr

or 100 Mrmo 3 r
3Ta”HoJa B
pa3oBoil n1o3e

T a K nu 6epranTeHa B
HNCKYCCTBCHHBIM  MacJic

Tydam)

MecTHBIE
KOXKHBIC PCaKIHH
(KOHTaKTHEIE
JIEPMATHTHI)

MecTHBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIE
JIEpMAaTHUTHI),
pazapakeHus
rja3 | CIU3UCTHIX
000J104eK

MecTHEBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIE
JIepMAaTHUTEI),
pasapakeHus
IJ1a3 M CIU3UCTBIX
000104eK

Cepne3Hbie
aJJIepru4ecKue
peakuuu

Hapymenus
JKEITYOIHO-KHUIIEe
YHOTO TPaKTa U
uapest

KoxHnble peaknumn

MectHbIE
KOKHBIC PEaKIiH
(KOHTaKTHBIS
JIEPMATHTBHI)

Annepruueckue
peakuu

Pazngpaxxkenus
KOXH

IIpenapar
COTEPXKHUT
HU3KHA ypoBeHb 100 Mr B pa3oBoii
3TaHOIA Jo3e

Coaepxaiue
JTaHOJNa, MEHee

IIpoTHuBoOMIOKA3aH
OISl JIHII
CTpaZaruux
AJIKOTOJIM3MOM,
SMUJICTICUEH,
JETSIM,
OCpEeMECHHBIM |
KOPMSIUM
JKEHIIMHAM,



29. OrtaHon
[lepopansroe M 3 T B pa3oBoit
NapeHTepaibHOe 03¢ Iperapara
MectHoe *

30. dopmanbaerua
[epopansHOE *
[epopanpHOE *

31. ®dpykToza

ITapentepansHoe ST

OOJIBHBIM C
3a00J1€eBaHUAMU
[eYeHu

IIporuBonokasan
OIS JIHI]
CTpamaronIux
aJIKOTOJIU3MOM,
SIMUJICTICHEH,
IEeTSAM,
OepeMeHHBIM U
KOPMSIIUM
JKEHIUHAM U
OONBHBIM C
3a00JICBAHUSAMH
MEUCHHU; BIIMSICT
Ha CIOCOOHOCTh
yIpaBIeHUA
TPaHCIIOPTHBIMHU
CpEICTBaAMH HITH
ONaCHBIMU
MEXaHU3MaMu;
BIUSET H
U3MCHACT
JIEHCTBUS PYTUX
JICKapCTB

Bo3moxHBI
Cllyyau MECTHBIX
KOYKHBIX peakiui
(KOHTaKTHBIE
JIepMaTHTBI)

Hapymenus
KeTyJOYHO-KHIIe
YHOTO TpakTa U
Jquapest

Ilepen
Ha3HaYCHHEM
npenaparos
YCTaHOBJIMBAETCS
MIEPEHOCUMOCTh
hpyKTO3HI;
MPOTHUBOIOKAa3aH
0 OOIBHBIM C
HaCJEeICTBEHHOU
HETepeHOCUMOCT
BIO PPYKTO3BI

KonnuectBo
(GpyKTO3BI B T B
pa3oBoil m03e
npemnapara;He
Ha3HayYaTh
MaueHTaM ¢
caxapHBIM
nruadeToM

KonunvecTtBo
3TUIOBOTO
CIIUpTa B 3THUX
JIEKapCTBEHHBIX
npemnaparax
MOXKET BIMATH U
U3MEHSATH
JIEHCTBUSL IPYTUX
JIEKapCTB



32.

33.

I'amakTo3a

I'mroko3a

Kunkue
JIEKapCTBCHHBIC
bopMBl  maA
IpreMa BHYTPb,
TabJIeTKHU
JKEBaTEIbHBIE

[MTapenrepansHoe

IIepopansHoe

[IepopansHoe
ITapenrtepansHoe

Ilepopanbnoe

ITepopansHoe
[TapentepanbHoe

PactBopsl a1
npueMa BHYTpPb
CocarenbHbBIC
JKeBaTeIbHBIC
TaOJIeTKH

IIpu nnurensHOM
HCIOJB30BAaHUU B
TEUYEeHHE JBYX
unu Oonee
HeZlenb

Hanocar Bpen
3y0am

IIporuBomoKazan
0 JIHIaM ¢
HACJIEACTBEHHON
HEMepeHOCUMOCT
b0 TaJaKTO3bI,
rajlakTo3eMHueH

IIporuBomnokasan
0 JIHIaM ¢
HaCJIeICTBEHHOU
HEeMepeHOCUMOCT
B0 TaJaKTO3bI,
rajakTo3eMHueH
I H
ManbabcopOormeit
IJIFOKO30rajiakTo3
Bl

KoamuecTBoO
rajaKTossl B I' B
pa3zoBoil mo03e
npenapara;
OCTOPOXKHO
Ha3HayaTh
OOIBHBIM C
caxapHBIM
radeToM

IIpoTuBonokasax
0 JuIaM ¢
ManbabcopOommen
TJTFOKO3BI-TallakT
03bI

KonngectBo
TJIIOKO3Bl B I' B
pa3oBoil m03e
npemnapara;
OCTOPOIKHO
Ha3HayaTh
OOJNLHBIM C
caxapHBIM
radeToM

JlanHas
nHdopmanus
BKJIIOYAeTCS B

Oka3bpIBaeT
MOBpEXAAr0IIee
nelcTBUMEe Ha
3yObI

HHCTPYKIHIO,
NP JTJIATEITBHOM
MIpUMEHEHNH (IBE
u OoJee HeeNb)



34.

35.

36.

37.

IlepopanbHoe 10 /B 1 no3ze

I'muuepon

PekranpHOE Ir

lemapun (B

Ka4ecTBe "
[MapenTepansHoe

BCIIOMOT'aTCJIbHOT

0 BeIlleCTBa)

Cupon

THIPOTeHU3UPOBA

HHOM Tmioko3sl ( IlepopamsHOe
UJIn MaJbTUT

KUIKU)
10r
IlepopanbHOE
Caxap
WHBEPTHBIN
5r

I[To6ouHbIE
peakuum:
rojioBHast 0OJb,
HapyueHus
eIy TOYHO-KHUIIIE
YHOTO TpAaKTa,
apest

[Tocnaomnsroree
JIEUCTBHE

Annepruueckue
peaknuw,
CHUI)KEHUE
CBEPTHIBAEMOCTH
KPOBH:
MPOTUBOIIOKA3aH
0 JIuumamM ¢
aJJIeprUYecKoin
peakuueid Ha
renapuH

IIporuBonokasan
0 JIunam ¢
HACJIEJICTBEHHOU
HENEPEHOCUMOCT
BI0 (PPYKTO3HI

YMepeHHOE
nociaosroIee
IeHCTBHE;
yKa3bIBaeTCs
KaJOpUMHOCTh
THUIPOTEHU3NPOBA
HHOM TJIIOKO3BI -
2,3 xKan/r

IIporuBomnokasan
0 Jumam c
HACJIEeICTBEHHOU
HEIepeHOCUMOCT
b0  (PpyKTO3BI
uIu
ManbabcopOoImen
TJIFOKO3BI-TaTaKT
03Bl

KonuuecTBo
TIIOKO3Bl |
(pPYKTO3HI B T B
pa3zoBoil mo3e
npemnapara;
OCTOPOKHO
Ha3HayaTh
OOIBHBIM C
caxapHBIM
radeToM



38.

39.

40.

Jlaktut E 966

JlakTo3a

JanonauH (
[epcTsiHOM XHP)

PactBOpsl 1714
npueMa BHYTPb;
cocaTeIbHBIC
JKEBaTEIbHBIC
TaOJIeTKH

[lepopanbHoe

IIepopanbHoe

MectHoe

*

10r

Oka3bpiBaeT [Ipu pnutensHOM
HoBpexaionee IPUMEHCHHH (IBE
neiicTBue Ha M Oonee Hezenu)

3yObI

IIpoTuBonokasax
0 JHnaMm ¢
HACJICJICTBCHHOM
HEIIePEHOCUMOCT
B0  (PYKTO3HI,
rajakTO3Hl,
rajakTo3emMuei
U Hu
MababcopOoImen
TJIFOKO3BI-TaJIaKT
03Bl

YMepenHoe
nmociaosroIee
IeHCTBHE;
yKa3bIBaeTCs
KaJOpUMHOCTh
JakTata - 2,3
KKaJ/T

IIporuBomnokaszan
0 IHumaMm ¢
HaCJIEeICTBEHHOU
HEIEPEHOCUMOCT
BIO TallaKTO3HI,
nehUIHTOM
tepmenra Lapp (
JIATIIT)-naktassl,
ManbabcopOormeit
TJTFOKO3BI-TaJIaKT
03Bl

Vka3piBaeTcs
KOJIMYECTBO
JIAKTO3bl B T' B
pa3oBoil go03e
npemnapara;
OCTOPOXKHO
Ha3HaJaTh
OONBHBIM C
caxapHBIM
nuadeToM

MecTtHbIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMaTHT)

IIpoTuBonokasaxn
0 JIunamM ¢



41.

42.

43.

44,

45.

E 965 ManbTuT;E
953
H3omansTuTOn;
ManbTut XUAKUH
(cupom
TUAPOTEHU3NPOBA
HHOM TJTIFOKO3BI)

MaHHHUTON (
MaHHUT) E421

OpraHuueckue
COCUHCHUS
pryTtu:l)
THOMEpCcan2)
dheHun-pryTH
HUTpat3)
¢dheHun-pTYTH
amerar4)
heHmI-pTYTH
Oopar

[Maparuapokcude
H30aThl M HX
a¢ups:l)
ATUIIAPA-THIPOK
cubensoar (E 214
) 2)
TPOIHI-TIaparu-
pokcudensoat (E
216)3) wmaraus
XJTOPHUA
HPOIIIIITAparuap
okcubensoar (E
217)4)
METHJI-TIAParuapo
kcubenzoar (E
218)5) Hatpus
METHIIIaparuapo
kcubenzoar (E
219)

dennnanaHuH

IlepopansHoe

IIepopansHoe

OdTronpmanoruye

CKHECeE
JICKapCTBECHHBIC

(dhopmBI

MectHoe

[TapenTepansHoe

ITepopanbHoe;

o TOIBMATIOTHYE

CKHeE
JIEKapCTBEH-HBIC
(hOpMBI;MECTHOE

[TapenTepanbHOE
HHTaJIaIIMOHHOE

MecTHOE,
nepopajnpHoe,
TapeHTepanbHOE

10r

10T

? %

HacJIeICTBEHHOH
HEMepeHOCUMOCT
BI0 (PYKTO3HI

YmepeHHoe
rmociaosroIee
IeHlCTBHE;
yKa3bIBaeTCs
KaJOpUMHOCTh
THUIPOTEHU3NPOBA
HHOM TJIIOKO3BI -
2,3 xKan/r

YmMmepeHHoe
mocJaosroee
nercTBHE

Annepruyeckue
peakun

MecTHbIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
IepMaTuT),
HapylUIeHue
MUTMEHTAI[UU
KOXH

Annepruyeckue
peakiuu

Annepruuyeckue
peaknuu
3aMeIJIEHHOTO
THUIA

Annepruyeckue
peakuuu
3aMeJIEHHOTO
THOA,
OpoHxoCcmasM

[TporuBomokazaH
0 JHIaM ¢
(heHUIIKETOHypHe

n

B wuHCcTpyknun

nHpOpMATIHL



Coaepxanue
Kanust MeHee 1
[apenTepanbHoe .
MMOJIb B pa30BOH
o3¢
46. Kanwuii
Coaepxanue
[TapenTepanbHOE
Kaimsa 1 MMOJIb B
IIepopanbHoe N
pa3oBoii 03¢
BryTpuBenHoe
yIp 30 MMOJIB/TT
BBEJIEHUE
[MponmneHrmMKoN
b (E 1520) n .
epopabHbIN
pop > 50 mr/kr/cyT
napeHTepaibHbIN

Yxka3biBaercs
KOJIN4YECTBO
KaJiusi B MMOJIb (
MI) B
pa3oBoil mo3e
mpemnapara

nin

Yka3zbiBaercs
KOJINYECTBO
KaJust B MMOJIb (
UIW MT) B
pa3oBoil m03e
npenapara;
OCTOPOXKHO
Ha3HayaTh JIMLaM
CO CHMXKEHHOH
¢yHKIIMEH TTOYeK
WIH Y KOTOPBIX
KOHTPOJINPYETCS
MOCTYIJICHHE
Kaus ¢ MUIIER

bonr B Mecte
AHBEKITUN

Ecau Bw
OepeMeHHBI WIH

OTHOCHUTEIBHO
coJiepKaHus
Kaaus
OCHOBBIBAETCS Ha
obmemM
COJIepKaHUH
Kallus B
npenapare;MeHee
1 Mmmoms (39 Mr)
B pa3oBOi 7103e€,
CUYHUTAKOTCS
npenaparamu
CBOOOJHBIMH OT
KaJlst, 0COOCHHO
BaXHO, MpHU
MPUMEHECHUU B
NeaUaTpUYECKOM
MPAaKTUKE, TJe
Ha3HAYAOTCS
npemnaparel ¢
HU3KUM YPOBHEM
KaJIust

Hecmortps Ha TO,
YTO HE II0KAa3aHo,
94 TO
MIPONMJIEHTJIUKOI
b  BBI3BIBAET
PENpOLYKTUBHYIO

u
KOPMHTE TPy.IbIO0,

HE NpUHUMAaMTe
JTaHHBI I
JIEKapCTBEHHBIN
npemnapar, eciu
TOJILKO OH HE
PEKOMEHI0BaH
JIeyaluM BpadyoM

Bo Bpewms

OHTOTE€HETHUYECKY
10 TOKCUYHOCTbD Y
JKMBOTHBIX HIIH

Jmoe, OH MOJKET
JIOCTUTATh TUIOJA

0OHaApYKUBAJICS B
moisioke. Kak



u  3¢pupH
TIPOTTHIIEHTJIMKOJ
s

IIponunenrnukon
b (E 1520)

nu  dpupH
MPONIIECHTJTUKOJ
o

[lepopanbHblii,
napeHTepanbHbII

50 Mr/kr/cyT

npuemMa JaHHOTO
JICKapCTBEHHOT'O
npemnapara
Jevyalmuii Bpaq
MOYET MPOBECTH
JIOTIOJIHUTENLHOE
o0cre0BaHue.

Eciu y Bac
3abosieBaHUE
MEeYeHU WU
noyek, He
NpUHHUMaTE
OaHHBIHI
JIEKapCTBEHHBIHN
mpenapar, eciu
TOJILKO OH HE
pPEeKOMEHI0BaH
JIeYaliM BpauoM
Bo Bpems
mpueMa JaHHOTO
JIEKapCTBEHHOT'O
npemnapara
Jevaluii  Bpad
MOXET MPOBECTU
JIOTIOJTHUTENIbHOE
o0cIIeOBaHUE.

CIeCTBUE,
HEO0OXOIUMOCTH
BBEJEHUS
MPOTHIICHT KO
s 6epeMEeHHBIM U
KOPMSIIIAM
TPYIbIO
manueHTaM
ciaeayer
paccMmarpuBaTh B
HHAWBHIYaTHHOM
MOPSTIKE.

Heobxognmo
YCTaHOBUTH
MEUITHCKOE
HaOIIOACHUE 3a
NalueHTaMu ¢
HapylIeHHEeM
GbyHKIMU TOYeK
WUIW  TCYCHH,
MOCKOJIBKY
co001anocs o
pa3IHYHbIX
HEXeNaTeNbHbIX
SIBJICHUSX,
00yCIOBICHHBIX
MPOTHICHT KO
€M, TaKHX KaK
nmovyeqHas
nuchynkmus  (
OCTpPBIH
TYOyISIpHBIH
HEKpO3), OCTpas
movyevHast
HEI0CTATOYHOCTh
u  JUucHYHKIHS
TICYCHH.

Ha dbone
BBICOKHX 1103 U
TPOJOJDKUTENEHO
r0 NPHMCHEHUS
MIPOTHIICHT KO
s coo0IaIOCh O
pa3IUYHBIX
HEXKeNaTebHbIX
SBJICHHUAX, TAaKUX
K a K
THIIEPOCMOJISUTEH
OCTb,
JIaKTaT-aIu/03;
nmovyevHas
muchyHkous
OCTpHIH
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IIponunenrnukon
b (E 1520)

u  2pupH
IPONIICHTTTUKOJ
o

IlepopanbHblii,
MapeHTepalbHbIN

500 mr/kr/cyT

[IponuneHraukosn
b, COJIepKalIuiics
B JIaHHOM
JIEKapCTBEHHOM
npemnapare,
MOKET OKa3bIBaTh
Takoe  Xe
JIEUCTBUE, Kak
AJIKOTOJIb,
MOoBBIIIAS
BEPOSATHOCTH
pPa3zBUTHUSL
HEXeNaTeJIbHbIX
peakiuii.

He npumensiite
JTaHHBI I
JIEKapCTBEHHBIN
npenapar y nerei
MIIaJIIe 5 JIeT.
IIpumensiite
OaHHBIH
JIEKapCTBEHHBIN
npenapar TOJbKO
M0 Ha3HAYEHUIO
Bpada. Bo Bpems
npuemMa JIaHHOTO
JIEKApCTBEHHOI'O
npenapara Bpad
MOXET MPOBECTH
JIOTIOTHUTENLHOE
oOcnenoBaHue.

TIponuIeHT KO
b MOXeET
BBI3BIBATH
pasnpaxeHue
KOXKH.

TYOyISIpHBIH
HEKpO3), OCTpas
MOoYeqHas
HEI0CTaTOYHOCTb
5
KapJIUOTOKCUYHO
CTh (apuUTMHUH,
TUIIOTEH3U);
HapyLIeHHS CO
CTOPOHBI
LIEHTpaJbHOU
HEPBHOH
CHUCTEMBI (
JieTipeccusi, Koma,
MpUTAaKH);
yTrHETCHHE
IBIXaHUS,
OJIBIIIKA;
neYyeHoYHas
IUChHYHKINS;
TeMOJIUTHYECKAs
peaxkmus (
BHYTPHCOCYAUCT
B TEMOJU3) H
TeMOTJIOOMHYPHS,
a TaKXe
MTOJINOpTaHHas
TUCHYHKIUS.

B cBs3u ¢ atum
O3B,
MIPEBBIIAOIINE
500 wr/kr/cyT,
MOKHO BBOJUTH
neTsaM >5 JeT,
OJTHAKO
TpebyeTcs
WHIUBHy aTbHBIN
MOJXO/.

ITocne oTmeHBI
MIPOTHIICHTITNKOI
sl HEJKeNaTeNbHbIe
SIBJICHUS] OOBIYHO
paspenrarorcsi, B
Oosee TSDKENBIX
CITy4astx — T0ocIie
TeMOINATIH3A.
Tpebyercs
MEIUIITHCKOE
HaOII0JEHUE.



[Iponunenrnukon
b (E 1520)

u  3dupn
MIPONMIICHTITUKOIT
A

[Iponunenrnukon
b (E 1520)

u 3Gups
MPOMIICHTJTUKOIT
s

IIponunenrnukon
b (E 1520) n
Spups
IPONUICHTITUKOI
o

Koxueri

Koxueri

Bcee

50 mr/kr/cyT

500 mr/kr/cyT

1 mr/kr/cyT

He npumensiite
OaHHBIH
JIEKapCTBEHHBIN
mpemnapar Ha
OTKPBITBIX paHax
nin  OoNbIIMX
IO MIA X
MOBPEXKIECHHON
WM NOpaXeHHOU
KOXXH (Harpumep,
MOCJIe OXKOTOB) Y
Jeteit muanuie 4
Hejxenb 0Oe3
KOHCYJIbTaIlH
Jevalero Bpada
win paboTHUKa
anTeKu.

[MTpornmneHrmmkomn
b MOXET
BBI3BIBATH
pasagpaxeHue
KOXKH.
[Tockonbky
ITaHHBI I
JIEKapCTBEHHBIN
npemnapar
COJEPXKHUT
MPOIIIICHTITUKOI
b, HE IIPUMEHSIUTE
€ro Ha OTKPBITHIX
panax uiIu
0onbImuUX
MJIOMIA X
MOBPEXKIEHHON
UM NOpaXeHHOU
KOXH (Hampumep,
MIOCJIE 0’KOT'OB)
6es
KOHCYJIbTaIHH
JeJamero Bpada
i paboTHUKa
ANTEKH.

Jaunabii
JIeKapCTBEHHBIH
npemnapar
COIEPKHUT X ML
MPOITUIICHTJIMKOJI
s1 B K&XKI0H
<eauHHUIIa
JO03UPOBAHUSA>
<emuHHIA
o0beMa>



IIponunenrnukon
b (E 1520) u .
( ) IIepopanbHbli,
3bups . 1 mr/kr/cyT
NapeHTepaIbHbIH
TIPOTTHIIEHTITKOI
o
[MTpormneHrnmkon
b (E 1520) I .
epopasIbHBIN
1 >PHPH PoP >, 50 mr/kr/cyt
TIapeHTePAIbHBIHA
MIPOTIAIIEHTITMKOI
s
Macuno Bce nytm
KyHXXYTHOE BBEICHUS

<4TO
9KBHUBAJICHTHO

X wmr/<macca><
00BeM.>>

Ecan Bamemy
peOeHKY MeHbIIe
4 Henenb, Npex/e
YyeM JaTh €My
OaHHBIH
JIEKapCTBEHHBIN
npemnapar,
IIOCOBETYHTECH C
JlevanyM BpadyoM
W pabOTHUKOM
anTeKH,
O0COOEHHO eciH
pebeHOK
MOJTy4aeT Apyrue
JIeKapCTBEHHBIC
npenaparsl,
coaepkamue
MIPOTIAIEHTITKOI
b WJIM JIKOTOJIb.

Ecan Bamewmy
peOeHKY MeHbIIe
5 ner, mpexne
4eM JaTh eMy
NaHHBIHI
JIEKapCTBEHHBIHN
npemnapar,
IIOCOBETYHTECH C
JIeYaliM BpauoM
Wi pabOTHHKOM
anTekH,
OCOOCHHO eciH
pebeHOK
MOJTy4aeT Apyrue
JIeKapCTBCHHBIC
nmpemnaparsl,
coaepiKaiue
MPONIICHTITUKOI
b WJIH QJIKOTOJIb.

Penxue caydan
CEepbEe3HBIX
AJUIePTHYECKUX
peakui

OnHOBpEeMEHHOE
BBEJEHHE C
1100 BI M
cybcTpatom
AJNKOTOJIBJICTUIPO
r'eHa3kl,
TakKHM  Kak
9TAaHOJ, MOXET
BEI3LIBATH
Cepbe3HbIC
HEeXelaTellbHbIE
peakiuuu y
HOBOPOXICHHBIX.

OnMHOBpEMEHHOE
BBEJICHHE C
J10 0 BI M
cybcTparom
AJKOTOJBICTUAPO
TCHa3El,
TakKUM  Kak
9TaHOJ, MOXET
BBI3BIBATH
cepbe3HbIe
HEXXenaTeJIbHbIe
peaxkuu y neTeu
Miajie S ner.

B wuHCcTpyknun
nHpOpMALIHL
OTHOCHUTENBHO
colepKaHus
HaTpHs
OCHOBBIBAETCsSI Ha
obmem



49.

50.

51.

52.

Hatpuii

Kucnora
copOWHOBAs | ee
conu

Copo6uron E420

Macio coesBoe,
Macigo coeBoe
THUIPOTCHU3UPOBA

HHOC

ITapentepanbHoe

[TapenTepanbHoE;
MepopaIbHOE

MectHoe

[IepopansHoe
ITapenrtepansHoe

IIepopanbnoe

Bce nytm
BBEICHUS

Coaepxanue
HaTpusl MeHee 1
MMOJb B pa30BOH
JI03€ TIpemnapara

Coaepxanue
HaTpusg 1 Mmoab
B pa3oBoOil 103e

k

10T

Yka3biBaercs
KOJINYECTBO
HaTpHs B MMOJIB (
UIW MT) B
pa3oBoil nm03€
npemnapara

Yka3biBaercs
KOJIUYECTBO
HaTpHs B MMOJIB (
UIN MT) B
pa3oBoil nmo3e
npemnapara;
OCTOPOXKHO TPH
Ha3HAYCHUHU
JTUIaAM,
COOJTIOTATOTITITM
OecconeByio
JIIETY

MecTHBIE
KOXKHBIE PEaKInU
(KOHTaKTHBIN
JIEPMATHT)

IIporuBonokasan
bl MalMEHTaM C
HacJIeICTBEHHOH
HENepeHOCUMOCT
BI0 (PPYKTO3HI

YMmepeHHOe
mocaaosroIee
IelcTBUEC,
yKa3bIBaeTCs
KaJOpUMHOCTh
copburona - 2,6
KKaj/T

MecTtHbIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMATHUT)

coJepKaHuU
HATpUS B
npemnapare;
npenaparsl
cojiepKalue
HaTpus MeHee 1
MMoOJIb (23 Mr) B
pa3oBoil nose,
CUHMTAIOTCS
npenaparamu
CBOOOTHBIMU OT
HATpu4;
OcobeHHO 3TO
BaXHO, MpHU
MPUMEHEHUU B
NeaUaTpUYECKOi
MpaKTUKe, THAe
Ha3HA4alTCs
npemnapartel ¢
HHU3KHM YPOBHEM
HATpHs



53.

54.

55.

CreapunoBsiid
CIIUPT

Cykpo3a

Cynbdursl,
BKJIOYas
MeTaOUCYTb(PUTHI
:1) cepsr muokcuy
E 2202) matpus
cyibdut E 2213)
HaTpHus
oucynepur E
2224) wHatpus
MeTabucynpur
E 2235) xamus
MeTaduCyIbPUT
E 2246) xanus
oucynsdur E 228

MectHoe

IIepopansHoe

PactBopsl nmiist
nmpruemMa BHYTPB;
cocaTelbHbIC,
JKeBaTeIbHBIC
TabJIETKH

[lepopanbHoe;
MIapeHTEePaIbHOE;
HHIaJIAIUOHHOC

ES

*

MecTHbIE
KOKHBIC PCaKIIHH
(KOHTaKTHBIH
JIEPMaTHT)

IIpoTuBonokasax
0 Jumam c
HacJIeACTBEHHOM
HEMePeHOCHMOCT
IO  (PYKTO3HI,
MarnbabcopOuueit
TJIIOKO3BI-TaTaKT
03BI, TeHUITUTOM
¢hepmenra
CYKpa3bl-H30Mallb
Ta3bl

VYka3biBaercs
KOJHYECTBO
CyKpa3sl B
rpaMmMax B
pa3oBoil nmo3e
npemnapara;
OCTOPOXKHO
Ha3HayaTh

OOIBHBIM C
caxapHBIM

1radeToM

[ToBpexnaronee
EeWCTBHE Ha
3yOBI

Cepbe3Hble
aJJIepruIecKue
peakmuu |
OpoHxoCma3sM

[IportuBonokazan
aunam c

Jannas
nHdopmanus
BKJIIOYAeTCs B
HHCTPYKIIHIO,
Kornma
JIEKapCTBEHHBIN
nmpemapar
npeaHa3HAYCH
JUISL JUTATETBHOTO
MpUMeHeHUs (B
u 0oJiee Heeb)



[ImeHUYHBINA " aJuIepruyecKuMu  [IieHUYHBIH
56. ITepopanbHoe
Kpaxmat peaKkIusIMH Ha KpaxMaldl MOXKET

HNIIEHUYHBIN coaepXkarh
Kpaxmant I'moten (cieapn)

YmepeHHoe
nocnabisonee
IelcTBUEC,

57. Kcunuron IlepopansHoe 10r yKa3bIBaeTcs
KaJOpUMHOCTh
KcuiuTona - 2.4
KKaJI/T

Hcnosb3yeMble COKpAIIEHUs: MI' — MUJUIUTPaMM; KI' — KWJIOTPaMM; MKI' — MUKPOIpaMM; T
— I'PaMM; KKaJl — KUJIOKaJIOPHUM; MMOJIb — MWJIMMOJIb; JI — JIUTP.
[Ipumeyanue:

* He3aBUCHMO OT KOJIMYECTBEHHOTO COJEPKAHUS BCIIOMOTaTENIbHBIX BELIECTB,
uHpopMalus, yKazaHHas B KOJOHKE 5, OTpakaeTcsi B MHCTPYKUUU IO MEIULUHCKOMY
[IPUMECHEHMUIO.

** Nudopmanus, ykazaHHas B KOJOHKe O, MpelHa3HayeHa s 3KCIEPTOB IMpHU

IIPOBCIACHUN CHGHI/IEU'H/ISSI/IPOB&HHOIZ SKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA.
[Ipunoxenue 22
K MIPaBHJIaM PETUCTPAIUN
JIEKapCTBEHHBIX CPEICTB
Y MEIULMHCKUX U3ICTUI
10 MIPUHIUIY "eANHOTO OKHA"

dbopma
MunuctepctBo 3apaBooxpanenus Pecy6onuku Kazaxcran

HaumeHnoBaHue FOCY,HapCTBCHHOfI BKCHepTHOﬁ opraHusanunun

ATTecTaT akKpeIuTaluy UCTIbITaTeIbHOM 1abopaTtopuu (Ne, Cpok eicTBHS)

Anpec, TenedoH SKCIEPTHON OpraHU3aIK (UCIBITATEIbHON Ja00paTOpun)

" n

[IpoTokos ucnpiTaHuii Ne oT rojia

Crpanuna (KonnuecTtBo nuctoB )
Ycnyrononmyuartenb (HAMMEHOBAaHUE, aJIPEC):

HaumenoBanue npoayKuuu:




Bujg ucneiranuii:

OcHoBaHue:

®dupma U3roToBUTEND (IPOU3BOAUTEID), CTPAHA:

Cepus, maprusi: JlaTta mpousBoxcTsa:
CpOK TOJIHOCTH:

I[aTa Haydalla 1 JaTa OKOHYaHHUA WCIIbITAHUM:

KonuuecTBo 00pa3ios:

O6o03Ha4YeHNEe HOPMATUBHOTO JOKYMEHTA 110 Ka4yeCTBY Ha MPOAYKITHIO:

O06o3HaueHHe HOPMATHUBHOI'O IOKYMCHTA I10 Ka4CCTBY Ha MCTObI WCIIbITAHUM:

Pe3ynbpTarsl ncnbITaHUN

TpeboBanus Kpartkoe
DaKkTHYECKHU
HaumenoBanne HopmatuBHoro T 0Cu omnucaHue
. MOJTy4CHHBIE
HoKazaTelnen JIOKyMEHTa Ha  BIaxHOCTH (%) COOTBEeTCTBUA  (
pEe3yNbTaThI
HOPOAYKIUIO HECOOTBETCTBUS)
1 2 3 4 5

3akmouenue: IlpencraBieHHbie 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM HOPMATUBHBIX JOKYMEHTOB M METOJAUKU BOCHPOU3BOAATCS (HE
BOCITPOU3BOATCS) (YKa3bIBaTh MPU HEOOXOAUMOCTH). (HYKHOE€ IMOJYEPKHYTH)
Metoauku He BOCIIPOU3BOISATCS 1O CIAEAYIONTUM MOKa3aTesaM

HOI[HI/ICI/I YHOJHOMOYCHHBIX JIUIT



(momxHocTh) (moanuck) G.N.O (npu ero HAIUYKH)

(momxHoCTh) (moanuck) ®.N.O (mpu ero HaJIUYUN)

(momxHOCTh) (moanuck) G.M.O (mpu ero HATMYKH )

IIpoToKON HCOBITAaHKH PACIPOCTPAHAETCA TOJBKO Ha 00pa3iihbl, HOABEPIHYTHIE HCIIEITAHHSM,
IpeACTaBICHHbIE 3aKa39MKOM yciIyT. [loiHas wiv 9acTHIHAA mepenedarka IpoTokoia 6e3
IMCHMEHHOTO Pa3peIICHHs SKCIICPTHOM OpraHU3alMy 3allpeicHa.

[Ipunoxenune 23
K TIpaBUJIaM 3KCIIEPTH3HI,
PETHCTpaLH, IePePErUCTPALIHH,
BHECCHHS U3MCHECHHH B
PETHCTPALIMOHHOE JI0ChE
JIEKapCTBEHHOTO CPEACTBA
WIT MEJULITHCKOT'O U3/1eIIHS
1 perucTpaiury E€HbI, BHCCCHUA
U3MCHEHHS B [ICHY
MPOU3BOAUTEINS, & TAKKE
(dopmupoBanus KazaxcraHckoro
HAIMOHAIBEHOTO JISKAPCTBEHHOTO
¢bopmymspa
dbopma
OTtuer o pe3yibTaTax MPOBECHUS JTA0OPATOPHBIX UCTIBITAHHUN B JaOOPATOPUU KOHTPOJIS

KayecTBa TMPOU3ZBOJMUTENSI WIM B KOHTPAKTHOW jabopaToOpuM, HCIOJIb3yeMOU
MIPOU3BOJIUTEIIEM

1. Pe3rome

HaumeHoBaHue JIeKapCTBEHHOI'O
cpezcTBa

HaI/IMeHOBaHI/Ie, aapeC PEKBU3UTHI
HpOI/I3BO,HCTBCHHOI71 IIomaaxu

HaunmeHnoBanue, agpec, peKBU3UTHI
J1ab0paTopuy KOHTPOJIS KayecTBa H (
WIN) KOHTPAaKTHOH IabopaTopuu
KOHTPOJISI Ka4ecTBa

OcHOBaHHueE MPOBEACHUSA
71a60PaATOPHOTO UCTIBITAHUS

[MpoBenenne  nabopaTOpPHBIX

HCIBITAHUI
Pestome pesTenbHOCTH J1ab0paTOpUN

Brimyck B peanuzanui cepuu
KOHTPOJIS KauecTBa

JIEKapCTBEHHOT'O CPE/ICTBA
HNuoe (He0OX0aMMO YKa3aTh)

Harta(sl) MpOBEICHUS
71a00pATOPHOTO UCIIBITAHHS



®.N.O0. (mpu ero HaIWYHH)
JKCIIEPTOB (WICHOB KOMUCCHH),
JIOJDKHOCTh

2. BBognas undopmarus
KpaTxoe OIIUCaHHuC J'Ia60paTOpI/II/I KOHTPOJIA Ka4yeCTBa

Hanuuue nokyMeHTHpOBAHHBIX MPOLETYP MPOBEACHUS
HUCIIBITAaHUN

Bremmonnenne TpeOoOBaHWE  TOKYMEHTHPOBAaHHBIX
MIPOLIEAYP POBEACHHS UCTIBITAaHUI

Ienp mpoBeaeHus 1a00PATOPHOTO HCIIBITAHHS
OOBEKTHI UCIIBITAHUS

[lepconan naGopaTopuu KOHTPOJS KadecTa,
Y4acTBYIOUIMI B MPOBEIEHUU JTabOPAaTOPHOrO
HCTIBITaHUS

3. HaGmrogeHus u pe3yabTaThl MPOBEACHUS JTA00OPATOPHOTO UCTIHITAHUS
CchliKa Ha HOPMATUBHBINA JOKYMEHT

Howmep cepun, naTa nmpon3BoaCcTBa

TpeboBanus
p daxTHUECKHE Temnepatypa 0 C u CooTBercTByeT (HE
[Nokazarens HOPMAaTHBHOT'O
pe3yIbTaThl BIIQ)KHOCTh COOTBETCTBYET)
JIOKyMEHTa

4. IIpunoxeHnus

JokyMeHThl (TepBHYHBIC JaHHbBIE, POTOKOJIBI
UCIBITAHUN) M 00pa3lpl, OTOOpaHHbIE B XOJe
MPOBEJICHUS Ta00PaTOPHOTO MCIIBITAHUS

5. Pexomenganuuy v 3aKJIFOYCHUS
Pexomenpanun
3akioueHne

[Ipumeuanue: * K oTdeTy o pesyibTaTrax NMpOBeACHUs J1aOOPAaTOPHOTO HCIBITAHUS

HEOO0XOIMMO MPUIIOKUTHh KOMHUIO cepTU(dUKaTa aHaIn3a U (WJIK) MPOTOKOJIa UCTIBITAHUM Ha
MPOAYKIIUIO J1abOpaTOPUX KOHTPOJISI KadecTBa IPOM3BOJMUTENS WM KOHTPaKTHOU
nabopaTopuu, HUCIOJIB3YEMOUN Mpou3BoJaUTENIeM. Bce NMPUIIOKEHUS K OTYETY SIBISIOTCS
HEOTHhEMJIEMOM €TI0 YacThIO.

PykoBoautens koMuccuu:

(moamucs) @®.1.O (npu €ero HAIMYKUM), JOJKHOCTh
YJI€Hbl KOMUCCHUH:

(moAmuCh) ®.1.0 (ipu ero HaTu4YuM), T0IAKHOCTh

(moamucs) ®.1.0 (mpu ero HaTU4YuM), T0JIAKHOCTh
" " 20 T.




CorJjtacoBaHo:

(moAmuCh) ®.1.0 (mpu ero HaTu4Yum), T0JIAKHOCTh

[Ipunoxenue 24
K MIPaBHJIaM PETUCTPAIUN
JIEKAPCTBEHHBIX CPEICTB U
MEIUIMHCKUAX U3IeIui
10 TIPUHITUIY "eAMHOTO OKHA"

dbopma

3axiioueHre o 6e30MacHOCTH, KauecTBEe U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA,
3a51BJICHHOTO Ha JKCIEPTHU3Yy B LEIAX TOCYAAPCTBEHHOM pErucTpauuu, epeperucTpalun B
Pecnyonuke Kazaxcran

1. Pecniy0nrkaHCKOe rocyJapCTBEHHOE MPEANPUSATHE HA MTPaBe X039WCTBEHHOTO BEICHUS
"HanuoHanbHbIM LEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB, MEAMIMHCKHAX H3IEIUn"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpoJis MuHucTepcTBa
3npaBooxpaneHus Pecny6nuku Kazaxcran cooOmiaer pe3ynbTaTbl SKCHEPTU3bl Ha
0e30MacHOCTh, KayecTBO M 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO CpEACTBA s Iesei
rocyJapCTBEHHON perucrpanuu, nepepeructpauuu B Pecyonuke Kazaxcran:

Howmep u nara 3asBku

Toprosoe HauMEHOBaHME JICKAPCTBEHHOTO CPEJCTBa (C
yKa3aHWEM JIeKapCTBEHHOH (OPMBI, JTO3UPOBKH,
KOHIIEHTpanuy 1 00beMa 3aroTHeHus], KOJINYECTBa 103
B YIIAaKOBKE - JIUIsI JIEKapPCTBEHHOTO TIperapara)

OpFaHI/ISaHI/Iﬂ-HpOI/I3B0}II/ITeHL, CTpaHa-poOnu3BOJUTEIIb

3aKiIoueHre HadaJabHOU OKCIICPTU3bL (HOJ’IO)KI/ITGJ'II)HOC
501058 OTpI/II_[aTeJIBHOC)

3aKiTI0YeHHe CHEeNHaTU3UpPOBAHHOM 3KCHEpPTU3Bl  (
HOJIOKUTETIBHOE WU OTPULIATENBHOE)

3aKII0ueHNE UCIIBITaTeNbHON Taboparopuu: nata u Ne
MIPOTOKOJIA, (TIOJIOKHUTEITHHOE WIH OTPHUIIATEIFHOE)

2. 3axmoueHue (MoJ0XKUTeNbHOE): MaTepuanbl U JOKYMEHTbl PErUCTPALIMOHHOTO JI0ChE
Ha JIEKQpPCTBEHHOE CPEJCTBO, MPEJOCTABIEHHbIE ISl T'OCYJAapCTBEHHOW pEerucTpaimi,
nepepeructpaunu B Pecniyonuke KazaxcraH, COOTBETCTBYIOT YCTaHOBJIEHHBIM TPEOOBaHUM,
0€30MacHOCTh, KauecTBO U 3(P(EKTUBHOCTHh JIEKAPCTBEHHOI'O CPEACTBA MOATBEPKICHBI
COOTBETCTBYIOIIMMHU MaTepualaMy U MPOBEACHHBIMU UCTIBITAHUSIMH.

JlexapCTBEHHOE CpEACTBO (TOProBO€ HAaMMEHOBAHUE JIEKAPCTBEHHOI'O CPEACTBA C
yKa3aHUEeM JIEKapCTBEHHOM (OpPMbI, JO3UPOBKH, KOHILIEHTpAMU U 0ObEMa 3aIllOJHECHMS,
KOJIMYECTBA /103 B YIIAKOBKE) 3apeructpupyercs (mepepeructpupyercs) B PecnyOnuke
Kazaxcran cpokom Ha JeT win 6eccpovHo.

3axiroueHue (oTpuuaTesbHoe): Marepuansl U TOKyMEHTBl PETUCTPALIMOHHOTO J0ChE Ha
JEKApCTBEHHOE CPEACTBO, IPEAOCTABIICHHBIE M1 TOCYAApPCTBEHHON pPEruCTpaluH,



nepepeructpaniun B Pecnybnnke Kaszaxcran, HE COOTBETCTBYIOT YCTaHOBJIECHHBIM
TpeOoBaHUsIM, 0E30MACHOCTh, KaueCTBO U 3(PHEKTUBHOCTH JICKAPCTBEHHOT'O CPEJCTBA HE
MOATBEPKICHBI COOTBETCTBYIOIIMMHU MaTepHaIaMU U TTPOBEICHHBIMU UCTIBITAHUSIMHU.
JlekapcTBEHHOE CpPEACTBO (TOProBOE€ HAaMMEHOBAHHUE JIEKAPCTBEHHOTO CPENICTBA C

yKa3aHUEM JIEKapCTBEHHOW (OpPMBI, JO3UPOBKH, KOHIICHTPAIIMU W OO0beMa 3aIllOTHEHUS,
KOJIMYECTBa JI03 B YIAKOBKE) HE 3aperucTpupyercs (mepepeructpupyercs) B PecrybOnuke
Ka3zaxcran.

PykoBouTenb rocy1apcTBEHHOM KCIEPTHON OpraHu3aiuu (Uiu

YIOJHOMOYEHHOTO JIUIIA)

(moamnuce) ®.1.0 (ripu ero HalNM4Uu), J0HKHOCTh
Jlara

IIpunoxenue 25
K MIpaBHJIaM PETUCTPALAN
JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUAX U3JICTUi
M0 MPUHITUIMY "eINHOT0 OKHA"

dbopma

3akioueHue o 0€30MacHOCTH, KauecTBE U A3(DPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA,
3asIBJICHHOT'O Ha YKCIEPTU3Y B LEIAX BHECEHUS U3MEHEHUN B PETUCTPALIMOHHOE JOCHE

1. PecnybnukaHnckoe TocyJapcTBEHHOE MPEANPUATHE Ha TIPaBe XO3IMCTBEHHOTO BEICHUS
"HaunoHanbHBIN LEHTP SKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB, MEAULMHCKHAX H3IEIUN"
KomMuTera MeaumuHCKoro U (apMalleBTHUECKOTO KOHTpoJiss MuHHCTEpCTBa
3apaBooxpaHenus: Pecriyonuku Kazaxcran cooOmiaeT pe3ysibTaThl SKCIEPTU3bI O BIUSHUU
BHOCHUMBIX H3MEHEHHMH B PErUCTpallMOHHOE JO0Che Ha OE30MacHOCTh, Ka4eCTBO U
3 PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA:

HOMep " JarTa 3asidBKHU

ToproBoe HauMEeHOBaHME JIEKAPCTBEHHOTO CPEJCTBa (C
yKa3aHWEM JIeKapCTBEHHOH (OPMBI, JIO3UPOBKH,
KOHLICHTPALMK U 00beMa 3aroIHeHUs, KOJIMYECTBa 103
B YIIaKOBKE — /IS JIGKapPCTBEHHOTO TIperapara)

Opranu3zanus Mpou3BOIUTENb, CTPaHA-TIPOU3BOIUTENH
Ty BHOCUMBIX H3MEHEHNHN

3axIoueHne HaYaIbHON SKCIEPTU3HI (TTOIOKUTEFHOE
WA OTPULIATENIEHOE)

3aKil0YeHne CHEIHATN3UPOBAHHONH AKCHEpPTH3Bl  (
TIOJIO>KUTEIBHOE WITH OTPULIATEIFHOE)

3akiroueHHe UCIBITATeNbHOM TadopaTopuu: aata u Ne
IPOTOKOJA, (TIOJI0XKUTENILHOE UK OTPULIATEIILHOE)

2. 3akmroueHue (MOJOKUTENbHOE): Matepualibl U TOKYMEHTBI Ha JIEKaPCTBEHHOE

CpCaACTBO, IMPCAOCTABIICHHBLIC [JIsI BHCCCHHA W3MCHCHUN B PETUCTPAIMOHHOC JOCHC,
COOTBCTCTBYIOT YCTAHOBJICHHBIM Tpe6OBaHI/I$IM, BIWAHUEC Ha 6630HaCHOCTB, Kade€CTBO H



3¢ (PEeKTUBHOCTh JEKAPCTBEHHOI'O CPEJACTBA TMOATBEPXKJACHBI COOTBETCTBYIOUIUMU
MaTepualaMH U MPOBEACHHBIMU UCTIBITAHUSIMU.
BHocumble HM3MEHEHUs 3aperucTpupyercs ¢ Bbigadeil (0e3 BbIAauM) HOBOTO

PErHCTPALIMOHHOTO YIOCTOBEPEHUSI.

3aknroueHue (oTpuLarenbHoe): Marepuansl U TOKYMEHTHI Ha JIEKAPCTBEHHOE CPEJICTBO,
[IPEIOCTABICHHBIE ISl BHECEHHSI U3MEHEHUI B PETHCTPALIMOHHOE JOChE, HE COOTBETCTBYIOT
YCTAHOBJIEHHBIM TpeOOBaHMM, BIHMSHUE Ha OE€30MAaCHOCTh, KaueCTBO U 3(P(PEKTUBHOCTH
JIEKapCTBEHHOTO CpEJCTBA HE MOJATBEPXKACHBI COOTBETCTBYIOIIMMHM MaTepUalaMU U
MIPOBEICHHBIMU UCTIBITAHUSIMHU.

BHOCHMBIE U3MEHEHHUSI HE 3apETUCTPUPYETCS.

PykoBoguTenb rocy1apcTBEHHOM 3KCIEPTHON OpraHu3aluu (UiIu

YIOJHOMOYEHHOT'O JIUIIA)

MOJINCH ®.1.0 (ipu ero HaTu4Yun)
Jara
[punoxenne 26
K [IPaBHJIaM PETUCTPALUN
JICKAPCTBEHHBIX CPEICTB U
MEIULIMHCKUAX U3IEIui
10 NpUHIUMY "eINHOro OKHA"
®opma
CBoaubIil OoTUeT 1O 0€30MaCHOCTH, KaueCTBY M A(DPEKTUBHOCTHU JIEKAPCTBEHHOIO

npemnapara

JlaTta
Kazakcran Pecrybnukacsr PecnryOnmkaHckoe rocynapcTBEHHOE
JleHcayablK CcakTay MHHHCTPJIIT NpeanpusITue Ha npase
MenuuuHalbIK JKOoHE X03SUCTBEHHOT'O BCJCHUSA "
(dbapmareBTUKANBIK  OakpLIay HarnuoHanbHbIH EHTP SKCIEPTU3HI
KomuTeTiHIH "[lopimik 3arTrap MeH JI€KapCTBEHHBIX CpEACTB,
MEIUIMHANBIK  OYHBIMIap bl MenunuHckux m3aenui" Komurera
capamnray YITTBIK OpPTAaJbIFH" MEOUIIHHCKOTO "
IapyamblIBIK KYprizy (hapMareBTHIECKOTO0  KOHTPOJIS
KYKBIFBIHIAFBl  PECITyOTHUKAIBIK MuHHCTEpCTBA 3IPaBOOXPaHCHHUS
MEMJIEKETTIK KSCITOPHBI Pecniy6muku Kazaxcran

CBonnblii oTueT mo Oe3omacHOCTH, 3P(HEKTUBHOCTH U KAYECTBY JICKAPCTBEHHOTO

npernapara

HanmenoBanme npenapara, mpou3BOAUTEINb, CTPaHA

W3 otyera ynanena koHpuACHIIMAIbHAS HHPOPMALIHS

1. CripaBouHas uHgpopmaius o nmpoieaype

1.1. ITogaya perucTpalliOHHOIO JI0ChE

2. HayuHoe ob6cyxieHHe

2.1 AcnekThl KauecTBa



2.1.1 AxTtuBHas (apmaleBTHUecKasi CyOCTaHIMA: aHAIN3 CBEJCHUN O MPOUCXOXKICHUH,
KaueCTBE U BBIBOJIbI O BO3MOKHOCTH MCIOJIb30BAHUS CyOCTaHIIUU
2.1.2. BcriomoraTeabHBIC BEIIECTBA: aHAJINW3 CBEACHUM O KAauyeCTBE, KOJIUYECTBE C
BBIBOJIAMU O JOIMYCTUMOCTH MCIIOJIb30BAHUS
2.1.3 JlexkapCTBEHHBIN MIpenapar 3aKIF0YeHUE O TPOU3BOCTBE CIICIM(PUKAIINS KadeCcTBa
CTaOMIIBHOCTh
2.2. JIOKITMHUYECKHUE aCIIEeKThI
2.3 KnnHauveckue acneKThbl
2.4 OueHka noJib3a-puckK
2.5 ®apmakonamzop Onucanue cucteMbl papmakoHaa3opa [1nan ynpasnenus puckamu
2.6 YcnoBus oTIrycKa

[Ipunoxenue 27
K MIPaBHUJIaM PETHUCTPAIUN
JICKAPCTBEHHBIX CPEICTB U
METUIMHCKUX W3 IEHi
10 TIPUHIUITY "eANHOTO OKHA"

dopma
IlepeyeHb NEKApCTBEHHBIX CPEACTB, MOIJIEKAINIUX LIEHOBOMY PETYJIUPOBAHHIO IS
ONTOBOM Y PO3HUYHOMN pealln3alvn

MexnyHapoaHoe
Toprosoe JlekapcTBeHHas Perucrpanuonno
Ne Ne ri/mt HENaTEHTOBAaHHOE IIpousBonurens
HaMMEHOBaHUE tdbopma € YIOCTOBEpEHHE
HauMEHOBaHHE

IIpunoxenue 28
K MpaBUJIaM 3KCIIEPTU3HL,
perucTpalum, nepeperucTparmm,
BHECCHUS U3MEHEHUU
B PETUCTPALMOHHOE JIOChE
JIEKapCTBEHHOTO CPECTBA
WA MEIUIIMHCKOTO U3ACIH U
perucTpanum LeHbl, BHECEHUS
WU3MEHEHUS B LIEHY
TIPOU3BOJIUTENS, a TaKKe
dhopmuporanus Kazaxcranckoro
HalMOHAJILHOTO JIEKAPCTBEHHOTO

bopmymspa
Hepeqem. AOKYMCHTOB PCTHCTPAITMOHHOI'O JOCHEE M4 SKCIICPTH3bI MCIUITAMHCKOI'O u3gema*

Menu
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Ne n/n HaumeHnoBaHue nOKyMeHTa

JIOKyMEHT, yAOCTOBEPSIOUIMH pPETUCTPALMIO B
CTpaHe MPOU3BOJAUTENE HIU IPOU3BOJACTBEHHOI
omaske (PerucTpaoHHOE yI0CTOBEPEHHE, HITH
Cepruduxar csodonHoit nmponaxu (FreeSale), nin
CepTudukar Ha DIKCIOPT) C ayTEHTHYHBIM
MIEPEeBOIOM Ha Ka3aXCKUH W PYCCKHH A3BIKH (3a
UCKJIIOUCHHEM  MEIMLOHMHCKUX  H3JACJIHH,
pon3BeIeHHbIX B Pecrybnuke Kazaxcran)
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Komnust paspemuTensHOro AOKyMEHTa Ha IPaBo
MPOU3BOJCTBA B CTpaHE-IPOU3BOAUTENE C
npunoxkeHueMm i npoussogureneii PK u ctpan
CHI', ang oCTaJIbHBIX CTPaH NpPU HATWYUH, KOMHS
JULEH3WH Ha o0pameHue ¢ mnpudopamMu u
YCTaHOBKAaMH, T€HEPHPYIOUIMMHU HOHHU3HpPYIOLIEe
U3Ty4YeHHe, U1 MeIUIIMHCKUX U3IeIUH UMEOLTIX
HUCTOYHUKU  HOHU3UPYIOIIETO  U3IYyYEHUS
npousBefieHHbIX B KazaxcTaHe ¢ ayT€HTHYHBIM
MIEpeBOOM Ha Ka3aXxCKUI U PyCCKUH S3bIKH

[lepeueHpr  JOKYMEHTOB, YAOCTOBEPSAIOIIUX
perucTpanuio B IPYrHX CTpaHax C yKa3aHHEM
HOMepa M JaThl BblAauM (NP HAIMYUU) C
AyTEHTUYHBIM IEPEBOJIOM Ha Ka3axCKWH M (MiH)
PYCCKUII SI3bIKU

Komuu ceprudmkaroB Ha cHCTEMy MEHEIKMEHTa
KaueCTBa MPOU3BOAUTEISI MEIMULIMHCKUX H3CITHI
ISO 13485, GMP nubo cOOTBETCTBYIOIIUI
PETHOHATBHBIA WM HAIMOHAJBHBIA CTaHIAPT C
AYTCHTHYHBIM MEPEBOJOM Ha Ka3aXCKHH H (MIH)
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pycckmii  sA3bIkM  (NIpeJOCTaBIIsETCS  HaA
MPOW3BOJUATENS MEIUIMHCKAX U3ICTUH U
MIPOM3BOJICTBEHHYIO IIOMIAIKY )

Jexmapamuss O COOTBETCTBHHM TpeOOBAHUSIM
Oe3omacHOCTH W Y(PPEKTUBHOCTH MEIUIIMHCKOTO
W3JIeTUs] WM OKBUBAJICHTHBI JOKYMEHT C
ayTeHTUYHBIM TIEPEBOJIOM Ha Ka3axCKuUH W (WiIN)
PYCCKHMH S3BIKH (32 MCKJIIOUEHHEM MEIUIIMHCKHUX
n371eIni Ipou3BesieHHbIX B PecrryOnmike Kazaxcran)

JIoOKyMeHT, MNOATBEPXKAAIOUIMA Kilacc B
3aBUCUMOCTH OT CTCIICHU NOTCHIMAJIBHOI'O pHCKa
npuMeHeHus (Jlexnapanus cooTBETCTBUS;
MUChMO-000CHOBAaHHE OT MPOU3BOAMUTENS) C
ayTCHTUYHBIM TMEPEBOJIOM Ha Ka3axCKUU W (WIIH)
PYCCKUII SI3bIKU

I[aHHLIC O JICKaApCTBECHHBIX CPEACTBAX B COCTaBE
MCIUIINMHCKOTO HM3ICINA (COCTaB JIEKAapCTBEHHOI'O
Cp€acCTBa, KOJIUYECTBO, JAHHBIC O COBMCCTUMOCTHU
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10.

JIEKapCTBEHHOTO CPEACTBA C MEIUIUHCKUM
U3JIeNTIeM, TOKYMEHT, OATBEP)KAAIOIINN KaueCTBO
JEKapCTBEHHOTO BELIECTBA) C ayTEHTHYHBIM
MIEPEeBOIOM Ha Ka3aXCKUH U (MIH) PYCCKUH A3BIKA

JaHHple o©0 OuWonormuyeckoil 0e30MacHOCTH
MEIHUIITHCKOTO U3IENNs, COAECPIKAIIETO MaTepUAITBI
JKUBOTHOTO WJIM YEIIOBEUECKOTO IMPOUCXOXKICHHUS,
Ha OCHOBE aHalIM3a MAaTepHalOB, a TaKXe
uHbOpMAIK O MOI00PE UCTOYHHKOB (IOHOPOB),
orbope Marepuana, IpOLECCUHTe, XpPaHCHHH,
TECTUPOBAHUU, TIEPBUYHOM KCIEPTU3BI MPOLETYP
TECTUPOBaHUsA, a TakKe OOpaIICHUS C TKaHIMH,
KIIETKaMHU, CyOCTaHIMSAMH JKHBOTHOTO WU
YEJIOBEYECKOTO TMPOUCXOXKACHUS, KYJIbTYpaMH
MHUKpPOOPTaHU3MOB U BHUPYCOB C ayTEHTUYHBIM
MEPEeBOIOM Ha Ka3aXxCKUi U (MIIH) PYCCKUH A3BIKU

Ortyer (TIPOTOKON) O TOKCHUKOJIOTHYECKUX
UCIIBITAaHUSX MEAWIMHCKAX M3ACIHH M (WIIN)
NPUHAUISKHOCTEH, KOMIUIEKTYIOLIUX U PACXOJHBIX
MaTepualioB K MEOUIUHCKUM  HU3ACIHUSM,
KOHTaKTHPYIOIIUX C TIOBEPXHOCTHIO TEJa YEI0BEKa,
CJIM3UCTBIMU 000JIOYKaMH, BHYTPEHHUMH CpeJaMu
OpraHM3Ma ¢ ayTEHTHYHBIM MEPEeBOJOM Ha
Ka3aXCKUH u (WIH) PYCCKUH S3BIKH PE3yIbTaTOB U
BBIBOJIOB UCIIBITAHUI

Ot4er (IPOTOKOJ) O TEXHUYCCKHX HCIBITAHHUIX C
AyTeHTUYHBIM TEPEBOJIOM Ha Ka3axXxCKUH u (WIIH)
pPYCCKHMI S3BIKM pE3yJbTaTOB M BHIBOJOB
HUCIIBITAaHNM;

JUtst MeIWIHMHCKUX W3ACTUH (DIeKTPUUCCKUX):
HCIBITaHUS o 3JEeKTP0OE30MacHOCTH,
3JIEKTPOMAarHUTHOM  coBMecTUMOCTH.  [nd
MEAUIUHCKUX  U3JeNIUil, TeHEePUPYIOIINX
MOHU3UPYIOIIEE U3ITYUSHHE: OTYEThI UCTIBITAHUM 110
panuaoHHON 0€30macHOCTH.

Jns MEeIMIMHCKUX U3JeNUi, BKIIOYEHHBIX B
MepeYeHb MEIUUUHCKOW TEXHUKH, SIBISIOIIECHCS
CpeaCcTBOM U3MEPEHUS: JIOKYMEHTHI,
MOATBEPKAAIOIINE PE3YIIBTATHl UCIIBITAHUHN B LIEAX
YTBEPKJEHUS THUIIA CPEJICTB U3MEPEHUI

Otuer 00 WHCCIEeIOBaHHUSAX CTAaOMIIBHOCTH,
00OCHOBBIBAIONIUH CPOK XpaHCHHUS W3ICTUH
MEAWIMHCKOTO HA3HAYCHHS, a TaKXKe CTEPHIBHBIX
MPUHAISKHOCTEH W PACXOJHBIX MaTepualoB,
BXOIAIINX B KOMIUIEKTALMIO MEIUIIMHCKOM
TEXHUKH C ayTCHTHYHBIM MICPEBOJIOM Ha Ka3aXCKUI
U (WIM) PYCCKUH SA3BIKK PE3YJITaTOB U BBHIBOJIOB
WCTIBITAHUN.

HccnemoBanue  BKJIIOYAeT  CTAOMIBHOCTH
MEIUIIMHCKOTO M3/CHS TIOCIIE BCKPBITHS YIAKOBKU
; OIS aBTOMATH3WPOBAaHHBIX HHCTPYMEHTOB,
CTaOMILHOCTD B pabodeM IOJIOKECHHH;
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11.

12

13.

14.

CTA0WJIBHOCTh TPU TPAHCIOPTHPOBKE, TaKas
HH(POPMALIUS OITUCHIBACTCS:

a) ot4eT 00 WCCIICIOBAaHUU (BKJIOYAs MPOTOKOI,
KPUTEPHH TIPUEMKH);

0) MeTox WCCIeAOBaHHWA B CMOICIUPOBAHHBIX
YCIIOBHSIX;

B) BBIBOJBl W PEKOMEHIOBAHHBIC YCIOBHI
TPaHCIIOPTHPOBKH.

Otuer 00 WHCCIENOBAaHUAX CTAOMIBHOCTH Ha
peareHThl U PAcXOAHBIM MaTepuan BXOIAININX B
KOMILIEKTAI[HI0 MEIMIIMHCKOTO M3IASIHS IS in
vitro (IVD) AuarHoCTHKH 3aKpBITOrO THIIA

OTuer win JaHHBIE UCTIBITAaHUH HA CIIEHU(PUIHOCT
M AHaJIUTHYECKYyI0  YYBCTBHUTEJIBHOCTH
MEAMIMHCKOro u3nenus st in vitro (IVD)
JUAarHOCTHKHA, B TOM YHCJIE BXOJSIIUX B
KOMILIEKTAlMI0 MEAWLIUHCKOTO HW3ACNHs U in
vitro (IVD) nuarHOCTHKHM 3aKpbITOro Tuma (eciu
PUMEHNMO K 3asBIeHHOMY Buxy MU), Briodas,
ecii TIPUMEHHMO OTCYTCTBHE IOTPEIIHOCTEH (
MOTPEIIHOCTh), Ipeaenbl  ACTeKIUH |
KOJIMYECTBEHHOTO  ONPEJENCHUs, AHana3oH
W3MEpPEHUM, JIMHEHHOCTh, MMOPOTOBOE 3HAUEHHUE C
AayTEHTUYHBIM EPEBOJIOM Ha Ka3aXCKWH M (MiH)
PYCCKHH SI3BIKM  PE3yJbTaTOB M BBHIBOJOB
WCIBITAaHUN

JlaHHBIE 0 KIMHUYECKUX (KIMHUKO-JTa00paTOPHBIX)
HUCIIBITAHUAX (I/ICCJ'[e)IOBaHI/IHX) C AaYTCHTUYHBLIM
MEPEeBOAOM Ha Ka3axXCKUM U (WIN) PYCCKUH S3BIKU
pe3yJIbTaTOB W BHIBOAOB HCHIBITAHUH MIIN
UMEIOIUeCs KINHUYECKHE JaHHble (HaydHBIC
My OJTMKAIINN )

WNudopmarmst 0 MOHUTOPHHTE HEOIATONIPUATHBIX U
HEXeIaTeNbHBIX COoObITHI (MHOpMaIus He
MPEOCTABISETCS JUIsi BHOBb Pa3pabOTaHHBIX U
CHPOCKTHPOBAHHBIX MEIWIUHCKUX HW3JENINH) C
AayTEHTUYHBIM IEpEeBOJIOM Ha Ka3aXCKWH M (WMiH)
PYCCKHH SI3BIKH, BKIIOYAIOIIAst:

CIHMCOK HEXXEJaTeIbHBIX COOBITHH (HEeCYacTHBIX
CITy4aeB), CB3aHHBIX C MCIOJIb30BAaHUEM H3ICIIHS,
1 YKa3aHHEe Teproia COOBITHIA;

KpaTKue 0030pHI M0 KKIOMY U3 THIIOB COOBITHH H
yKa3aTh o0IIee KOJIMYECTBO COOBITUH Ka)KIA0ro TUIIA
, 0 KOTOPBIX MOCTYNAIH OTYETH (IIPH HAIUYUU
0O0JBIIOTO KOJIMYECTRA);

CIHMCOK OTO3BaHHBIX MEIUIMHCKUX MU3ICIHNA U (MU
) MOSICHUTENBHBIX  YBEJOMJICHUH c
MPEOCTaBICHUEM aHajlu3a KOPPEKTHPYIOMIHNX
JIEHCTBUH U MPUHATBIX MEpax
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15.

16.

JIOKyMEHT 10 Ka4ecTBY:

CTaHAApPT MEXKIYHAPOIHBIA, HANMOHAIBHBIA N
OpraHu3aIuu (TexHHUECKUE yCIOBUS,
crienuUKAIUs METOIOB KOHTPOJIS TOTOBOTO
MPOAYKTa) C AayTeHTUYHBIM TIIEPEeBOJIOM Ha
Ka3axXCKUi U (WIH) PYCCKHN SI3BIKH CTICIIU(PHUKAIIMN
1 METOJAUK UCIBITaHUM

Nudopmarus o mporpaMMHOM OOeCTIEYSHUH ISt
MEIUITMHCKOM TEXHUKH (TP €T0 HaJIHYNH):
PE3YIbTAThI BaJInaaninuu nmporpaMMHOTO
obOecrieueHus, JaHHBIC O €ro BepuHUKAIUU U
MEPBUYHON IKCIIEPTU3EI, B TOM YHCIIC HHPOPMAITUU
0 ero pa3padoTKe W TECTHUPOBAHUH HA MPEIIPUITHI
U TIPH MYJIBTUIICHTPOBEIX HCCIIEOBAHUSIX, TAaHHBIX
00 mreHTH(GUKANINY 1 MAapKHPOBKE OIEPAI[IOHHON
CUCTEMBI:

1) yxa3aTp HaMMEHOBAaHHE NPOTPAMMHOTO
obecrieueHwusl.

2) yka3aTh BEPCHIO IIPOrPAMMHOIO O0CCIICUCHHS.
TpebyeTcst TOYHO OMPECTUTh MPOTECTUPOBAHHYIO
BEPCHUIO, W 3Ta BEPCUS COOTBETCTBYET
OKOHYATEJIbHOH  TOCTaBJISEMOW  BEpCUU
MIPOTPAMMHOTO 00eCTICUCHHS

IIpemocTaBuTh  OMNHCaHWUE MPOTPAMMHOTO
obecrieyeHus, BKIIOYAas OIpPENEIeHHEe TexX
(DYHKIMOHANBHBIX XapaKTEPUCTHK  H3IETHs,
KOTOPBbIC KOHTPOJHUPYIOTCS C IMOMOIIBI0 3TOTO
MPOrpaMMHOTO  O0CCICUCHHS, aNnapaTHYo
mwiaTpopMy, OIEpPallMOHHYI0 CcHCTeMy (eciu
NPUMEHUMO),  HUCIOJIB30BAHHE  TOTOBOTO
CTaHNIAPTHOTO MPOTPAMMHOTO OOeCTIeUeHHs (eCiH
MPUMEHUMO) C AayTeHTHYHBIM II€pPEBOJOM Ha
Ka3axXCKuM U pycckuil s3bIkd. {151 mporpaMMHOTo
oOecrieueHus1, pa3pabOTaHHOTO (PU3MYECKUM HIIH
ropuauaeckuM uroM Pecniyonuku Kazaxcran wim
MpHUHAAJICKAIIEeE PUIUICCKOMY U FIOPUAHICCKOMY
muny PecnyOnmukm KazaxcraH HCKIIFOUHTENBHOE
mpaBO Ha TMporpaMMHOe oOecnedeHne Ha
tepputopun Pecrrybnukn Kazaxcran winu mpaBo
HCIOJIB30BaHUSA UCKIIIOUUTECIIbHBIX UMYIIECTBEHHBIX
MpaB MPOrPaMMHOI0 00CCIICUCHUS Ha TEPPUTOPUU
PecniyOonmuku KazaxcraH Ha Bechb CPOK JCHCTBHS
HCKIFOYUTEIFHOTO TpaBa  IPEIOCTAISIOTCS
cBelpeHUs (ccplika Ha 3amuch B "Peectpe
JIOBEPEHHOT'O0 MPOTPaMMHOTO OO0ECHeUYeHHUs] W
MPONYKIIMKA DJIEKTPOHHONW MPOMBIIIIIEHHOCTH" B
3JIEKTPOHHOM 0a3e mauHbIX https://rchl.govtec.kz/ru/
rdpo) O perucTpanuu B peecTpe ITOBEPCHHOIO
MPOTPAMMHOTO OOECHEUYeHUsT © TPOTyKIHH
SIIEKTPOHHOH MPOMBIIIIEHHOCTH,
c(hOopMHUPOBAaHHOTOCOTIIACHO TIpHKa3zy MuHHCTpa
000POHHOM U a9POKOCMHUYECKON TPOMBIIIIICHHOCTH
PK ot 28 mapra 2018 roma Ne 53/HK "OG6
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yTBepkaeHun [IpaBun ¢popMHUpOBaHHS U BEACHUS
peecTpa JOBEPEHHOT'O MIPOTPAMMHOTO 00ECIICUCHHUS
U TIPOAYKIMH 3JIEKTPOHHOH MPOMBIIUIEHHOCTH, a
TaKXXe KPUTEPHUEB 10 BKIIOUCHUIO IIPOTPAMMHOTO
obecriedyeHUs H MNPOAYKIUU IJICKTPOHHOMN
MPOMBIIUIEHHOCTH B PEECTp JOBEPEHHOTO
MpPOrpaMMHOT0 OOECHeYeHUusT W MPOTyKIUH
SNEKTPOHHON MPOMBIIIIEHHOCTH"

( 3apeructpupoBan Peectpe rocymapcTBeHHOU
perucTpay HOPMAaTUBHBIX ITPABOBBIX AKTOB ITOJ
Ne 16750) m nmOKyMEHTHI TOATBEPIKIAIOIINE
COOTBETCTBHE IPOTPaMMHOr0 oOecreueHHs
TpeOoBaHUSIM HH(OPMAIMOHHON Oe3omacHOCTH (
Ceprudukar coorsercteust CT PK ISO/IEC 15408-
3-2017)

CmpaBka c ommcaHWeM o00JIacTH TPHUMEHEHMS,
Ha3HA4YeHHs, KPaTKOW  XapaKTepHUCTUKH
MCIHUIIMHCKOT'O HU3ACIHUA H Ta6HI/IHa BapuaHTaMHn
WCIOJHEHUSI U KOMIUICKTyromuMu (1o ¢opme) ¢
AyTEeHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUI U PyCCKHH
SI3BIKH

ar:
PDF
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19.

20.

21.

22.

OKCITyaTalMOHHBIM  JIOKYMEHT MEIULIMHCKON
TEXHHKH, YTBEPXKJICHHBIH B CTpaHEe-TPOU3BOINTEIIC
(opuruHaNIBHAS BEPCHA) C AYTCHTUIHBIM TIEPEBOIOM
Ha Ka3aXCKUW U PYCCKUH SI3bIKU

WHCTpyKIMs 1O NpPUMEHEHHIO u3aenus  + (

MEIUIIMHCKOTO HAa3HAuYeHUs, yTBEpKJAEHHas B MpHU
CTpaHe-IIPOU3BOAUTENE C AyTEHTUYHBIM IIEPEBOJOM HAIHY
Ha Ka3aXCKUW U PYCCKUH SI3bIKU Hn)

HpOCKT UHCTPYKIIMU  TIO MCOAUIUHCKOMY
MNPUMCHCHUIO U3AC/INA MCAUIIMHCKOTO Ha3HAYUCHMS, +
Ha Ka3axXCKOM U PyCCKOM S3BIKax

OO0pa3irs! U3AETHs MEAUIUHCKOTO Ha3HAYCHHS +

CrangapTaeie 00pa3ibl H3AETUS MEIUIINHCKOTO
Ha3HauyeHus (MpHU yKa3zaHWW 00 MX NMPUMEHEHWH B +
JIOKYMEHTE IO Ka4eCTBY)

+
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24.

25.

26.

27.

I'paduueckoe w300pakeHHe SIpAbIKA IS
MEJHULHCKOM TEXHUKH

Omnucanne ymakOBKM MEIUIIMHCKOTO H3Ienus (
Wnudopmarms 06 ymakoBke, BKIIOYAs, HEPBUYHYIO,
BTOPHYHYIO, TPYNIOBYI, TPaHCHOPTHYIO,
MPOMEXXYTOUHYIO YIIAKOBKH;

MIPeNOCTaBUTh HH(MOPMAIHIO (HapuMep, MaTepHal,
COCTaB, pa3Mmep).

JIOKYMEHTBI, periaMeHTHPYIOIUE KauecTBO
YIAaKOBOYHBIX MaT€pUaIOB MEIUIIMHCKOTO U3ACJINA
(cienmdukanms kayecTBa, cepTUdUKAT aHaNM3a Ha
MEPBUYHYIO YIIAKOBKY) C ayTCHTHYHBIM I1€PEBOJIOM
Ha Ka3aXCKUW U PYCCKUH SI3bIKU

dororpaduyeckoe uszodpaxenue (oTodOpaxkaer
BHEIIHUWA BUJ M3AENUs, KOMIUJIEKTYIOIIHNX,
PacXOHBIX MATCPHAIIOB)

LiBeTHBIC MaKeThl YNMAaKOBOK M ITHKETOK JUIs
W3/ICNINA MEIUIIMHCKOTO Ha3HaueHHs (TIepBUYHAS,
BTOpHYHAas M (WIHM), TPYNIOBas YIaKOBKH) OT
NpoM3BOANTENS (MIPEAOCTABISETCS B Pa3BepHYTOM
Buje). [lpu Hanuumu OONBLIIOTO KOJHYECTBA
TUIIOPa3MepOB, ILBETOBOH TaMMBl JOITyCKaeTCs
NPEOCTaBIEHNEe THUIIOBOTO MakeTa Ha OAHWH M3
pa3MepoB, LBET (B ClIy4yae €CiIi MaKeThl UICHTHYHEI

)

IIpoekT TekcTa MakeTa YIMaKOBKH, STHKETKH,
CTUKEpa H3JCTHs MEIUIUMHCKOTO Ha3HAuCHUs Ha
Ka3aXCKOM U PYCCKOM sI3bIKaX (B ciIy4ae OOJBIIOTo
KOJIMYECTBA THUIOPA3MEPOB, I[IBETOBOW TaMMBbI
JIOTIYCKAETCSl yTBEPXKACHUE OJHOTO MaKeTa C
HCIIOJIb30BaHUEM aO0peBUATYPHI)
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pcarcHT pearcHT
[Ipumeyanue:
* Tlpu yCKOpEHHOM SKCTEepTHU3e MEAUIIMHCKOTO M3JENHS B paMKaX MepeperucTpariu
IIPEACTABIAIOTCSA JOKYMEHTBI, IPEAYCMOTPEHHBIE ITyHKTaMU 4 1 14 nepeyns.
** mpu Hanmuuuu MoAMUKAUMKN (BapUAaHTOB WCIOJHEHHMS) JaHHbBIC 3aIOIHSIOTCS
OT/ICJIbHOW CTPOKOW Ha KaX Ay MOAU(DUKAIIMIO (BAPUAHT UCTIOTHEHUS ).

*#*B ciyuae ykazaHUs B YUCIIE KOMIUIEKTYIOMUX K MEIUIIMHCKON TEXHUKE HECKOJIbKUX
MPOU3BOJUTENCH, MPEIOCTABIACTCS MUCHMO OCHOBHOTO MPOM3BOIUTENS O JOIYCKe
KOMIUIEKTYIOIUX B YacTH (PYHKIMOHATBHOM COBMECTUMOCTH, 3P()EKTUBHOCTH U
0€301MMacHOCTH TIPH UCIIOJIb30BAHNUN JAHHOTO 000pPYyIOBaHUS

*FXFBU COCTABHBIX YACTEH MEIUITMHCKOTO M3/eNHsl (OCHOBHOM OJIOK, KOMIUIEKTYIOIIEE,
nporpamMmHoe oOecneueHue, TMPUHAJIEKHOCTh, PACXOJHBIA MaTepuan, u3Jeaue
TUMOpPA3MEPHOTrO psija (C yKa3aHMEM Juara3oHa pa3MEPOB), PEAreHT) OMpeelseTcs

IIPOU3BOANUTCIICM.
[punoxenne 29
K MpaBUJIaM PETUCTPAINU
JIEKapCTBEHHBIX CPEICTB U
METUIUHCKUX U3/1eTTUI
10 NpUHIUMY "eINHOro OKHA"

ITepegeHs BHIOB H3MEHEHHIA, BHOCHMEIX B PETHCTPAIIHOHHOE AOCHE MEIUIIMHCKOTO H3EIIHA B
TepHOA ACACTBHA PETHCTPAHOHHOTO YIOCTOBEPEHUA

Ilepeuenp  JOKYMEHTOB U
N3menenue YcnoBus (3aMmedaHus) MaTepHalioB, HEOOXOJUMBIX MJIs
BHECEHUS U3MEHEHUNI

1 2 3

1. JIOKyMeHT, yAOCTOBEpSIOMUN
pPErucTpanulo  MEJUIUHCKOTO
W3JIETHSL B CTpaHe IpousBoanTene (
PETUCTPALMOHHOE yIOCTOBEPEHUE,
UIH HOTapHaJIbHO
3aCBUJETEICTBOBAHHBIN
Ceprudukar cBoOOHOI Tpoaxku (
FreeSale), wnu Ceprudukar Ha
9KCHOPT) C  BHECCHHBIMH
U3MEHEHUSMH C ayTeHTHYHBIM
MEPEBOJIOM Ha Ka3aXCKHUM U pyCCKUU
S3BIKH.

B COOTBETCTBHUHU c
MEXIyHAapOAHBIMH  HOpMaMu
3aBEpEeHUs] U HOPMaMHU 3aBEPEHHUS,
ycTaHOBIIEHHBIMH B PecmyOnuke
Kazaxcran ¢popmat: PDF

2. JIOKyMeHT, MOATBEPKAAIOIINN
BHECEHUE U3MEHEHUH (C yKazaHueM



CBCJICHUH O
HITH

1. HsmeHeHnue
HpPOU3BOJUTEIE
IIPOU3BOACTBEHHON  IUIOLIAJKE

MCAUIUHCKOI'O U3CIINA

N3menenne GopMbl COOCTBEHHOCTH,
N3MCHCHUC
U3MCHEHHEe anpeca oduca. Mecto
(aKTUYECKOr0  TPOHU3BOJCTBA
MEIUIMHCKOIO  H3Jelus He
u3MeHuIoch. Her wm3MmeHeHmii B

HAaMMCHOBAHMNAI,

IIPOMU3BOJACTBEHHOM IIPOLIECCE HIIN
CHCI_II/I(I)I/IKaHI/IS[X, BKJIOYass METOAbI
UCIIBITAHUSA

JaThl BHECEHHS HM3MEHEHHs) OT
YIIOJIHOMOYECHHOTO OpTaHa CTpaHbl—
MIPOU3BOANTENS C ayTCHTHYHBIM
[IEPEBOJIOM Ha Ka3aXCKHUM U PyCCKUU
A3BIKH, 3aBepseTcH
YIOOJIHOMOYCHHBIM NPEACTABUTEIIEM

dbopmat: PDF

3. Kommn ceptuukaTtoB Ha CUCTEMY
MEHE)KMEHTA KauecTBa
MIPOU3BOAUTEIIA MCECOUIIMHCKHUX
m3genuii 1ISO 13485, GMP nu6o
COOTBETCTBYIOLINI PETHOHATBHBIN
WIA HallMOHAIBHBIH CTaHAAPT) C
ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3axXCKUH M pPYCCKUH S3BIKK (
MPEI0CTaBIISETCS HA IPOU3BOIUTEIIS
MEOUIIUMHCKHUX M3}1€HI/II71 )44
MIPOM3BOACTBEHHYIO IUIOIIA/AKY). B
COOTBETCTBHHU C MEXIyHAPOIHBIMH
HOpPMaMH 3aBepeHHs (3aBepseTcs B
BBIIAaHHOM CTpaHe) W HOpMaMu
3aBEPEHUs] YCTAaHOBICHHBIMH B
Pecniyonmuke Kaszaxcran ¢opmart:
PDF

4. Jlexnapanus O COOTBETCTBUH
TpeOoBaHUSAM O0€30IMaCHOCTH U
3G (HEKTUBHOCTH  MEIUIIUHCKOTO
SKBUBAJICHTHBIN
AyTEHTUYHBIM
MIEPEeBOJIOM Ha Ka3aXCKUU U PYCCKUI
si3pIk. B

U3aCianusg HIHN

JOKYMCHT C

COOTBETCTBHUH C
MEXAYHapOIHBIMH  HOpMaMH

3aBEpPEHUS U HOPMAaMU 3aBEPCHUS
yCTaHOBIIEHHBIMH B Pecmy6nuke

Kazaxcran ¢popmar: PDF

5. Komus peructpalmOHHOTO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecniyonuke Kazaxcran

6. IlucemMo mpousBoOgUTENS,
yaocToBepsomee,
MIPOM3BOJICTBEHHBIN TIpoIecC H

KOHTPOJb 3a

qTo

Ka4ecTBOM H
6€30I1aCHOCTBIO0 TOTOBOTO MIPOIYKTa
ocraloTcs 0€3 HU3MEHEHuH, ¢
yKa3aHMEM JaThl BHECEHUS
U3MEHEHUH C ayTeHTHYHBIM
MIEPEBOJIOM Ha Ka3aXCKHUM M PyCCKUU
A3BIKH, 3aBepsaeTcA
YIOOJIHOMOYCHHBIM NPEACTABUTEIIEM

dbopmat: PDF

7. DKCIUlyaTalHOHHBIM JOKYMEHT
MEIUIIUHCKOU
BHECEHHBIMH

TEXHHUKH C
HN3MCHCHUIMU,



2. 3ameHa uiau n00aBlIieHHE HOBOI

MPOU3BOACTBEHHON TUIOLIAAKHU IS

BCEX IMIPOIECCOB
MEIUIIUHCKOTO

4acTu WU
MPOU3BOJICTBA
W3 eI

CBEIEHUHA 00
YIIOJIHOMOYEHHOM MpeACTaBHUTENe,
BKJIIOYas

3. H3meHeHue

CBCACHUA (6]

OcHOBHOE yCiai0oBUEC - HOBad
JIULCH3UA Ha MPOU3BOACTBO
BblIaHHasA YIIOJIHOMOYCHHBIM

OpraHoM CTpaHBI TPOM3BOAMUTENS (
HU3TOTOBUTEI).
Nucnexnusa HOBOM

MIPOU3BOJICTBEHHON IJIOMIAIKH.

BHecenune H3MEHEHUN B

peoprannsaiiv IOpUINICCKOro Jruga perucTpaifuoOHHOC YAOCTOBCPEHUEC

, 00 M3MEHEHHUH €T0 HauMMCHOBAaHUA,

He BiMseT Ha 3(QQPEeKTHUBHOCTH H

YTBEpKJICHHBIA B
Mpou3BoANTENs  (OpUTHHAIbHAS

BEPCHs) C AyTEHTHIHBIM IIEPEBOIOM
Ha Ka3axXxCKAHW M PYCCKHUH SI3BIKH (
JOKYMEHT,

cTpaHe-

YTBEPXKICHHBII B

CTpaHe-TIPOU3BOIUTENS 3aBEPSIETCs
MIPOMU3BOJIUTEIIEM).

AyTeHTHYHBII THepeBOx Ha

Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepseTCs  YNOJTHOMOYEHHBIM

npencraButeneM, popmar: PDF mmm
NPOEKThl  MHCTPYKLUH
MNPUMEHCHHUIO  MEIUIMHCKOTO

u3nenauss ¢  BHECEHHBIMHU

U3MEHEHUSMH Ha Ka3axCKoM U
PYCCKOM  sI3BIKaxX. 3aBepsaeTcs
ycryromonydateneM, popmar: PDF,
DOC.

mo

8. OOHOBNeHHas cHpaBKa C
yKa3aHHEeM NepeyHs KOMIIIEeK-
TYIOIIUX W PacXOIHBIX MaTepUaoB
YTBEpXKICHHOU  (opmMme.
BapuanTsl ucnonnenus mno ¢opme,
dopmart: Excel, PDF.

9. Maxker MapKHUpPOBKH C
BHECCHHBIMH H3MCHCHHUSIMH B
tdopmare JPEG

mo

JIOKyMEHTBI  TIPEIOCTaBISIOTCS
COTJIacHO TpUIOXKEeHUI0 29 k
HactosmuM [IpaBunam.
OKcrnepTu3a MPOBOJUTCS B CPOKH
MpelyCMOTPEHHBIE HACTOSIIUMHU
IIpaBunamu.

1. Konus
MOJTBEPKAIOIIET0 TTOJHOMOYHS
YIIOJIHOMOYEHHOTO TIPEICTABUTEINS
MPOU3BOANTENSA (HOBEPEHHOCTH OT
MIPOU3BOIUTENS)

JOKYMEHTa,

2. Kommss perucTpallHOHHOIO
YIOCTOBEPEHHS

3. JIOKyMEeHTbI, TIOATBEPKIAIOIINE
A3MEHEHUS
4. DKCIUTyaTalMOHHBIA TOKYMEHT

MEIUIIUHCKON
BHECEHHBIMH

TEXHUKH C
U3MEHECHHSIMH,
YTBEPXKICHHBI B
MpPOU3BOAUTENS  (OpUTHMHAIbHAsS
BEPCHsl) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKUH S3BIKH (
JOKYMEHT, YTBEpPXICHHBIA B
CTpaHe-NPOU3BOJUTENS 3aBEPAETCS

cTpaHe-



n3meHenun DP.UN.O. (mpu ero Oe30macHOCTH
HAJIMYWH) aJpeca MECTa JKUTEIbCTBA U3ACINS
HHAWBHUIYAIbHOTO

MIpeANPUHUMATEIS

MCIUIIUHCKOT'O

MPOU3BOAUTEIEM. AYTEHTUUHBIN
MepeBoJ Ha Ka3axCKUW U PYyCCKU
SI3BIKHU 3aBepseTcH
YIOJHOMOYECHHBIM TIPEICTaBUTEIIEM)
dbopmar: PDF wunm mpoekTh
HHCTPYKUHMH TO0 MPUMEHEHUIO
MEAULIMHCKOTO  HU3JEIHUsA C
BHECEHHBIMM H3MEHEHUSAMH Ha
Ka3aXCKOM W pPYCCKOM SI3bIKaXx.
3aBepseTcs yCIyTroIoiIydaTeneM,
dbopmar: PDF, DOC.

5. IIpoeKT TekcTa MakeTa ynakOBKH,
ITHKETKH, CTUKEPa MEIUIUHCKOTO
U3JENUs C  BHECECHHBIMH
M3MEHEHUSIMH Ha Ka3axCKOM |
pycckoMm si3bikax, ¢opmar: PDF,
JPEG.

1. 3asBieHuMe Ha BHECEHHUE
W3MEHEHUH MO YTBEPXKIAECHHOU
dbopme B popmare DOC

2. HorapuansHo
3aCBUETENBCTBOBAHHBIA JOKYMEHT,
YAOCTOBEPSIONNA  PErHCTPannio
MEAUIUHCKOH TEXHUKHU (
MEIMIMHCKOTO HM3AENHs) B CTpaHe
MPOU3BOANTENE (PErHCTPallOHHOE
ynocroBepenue, win Ceprudukar
cBoboxHoi npoxaxu (FreeSale), nnu
CepTtudukar Ha DIKCHOPT) C
BHECCHHBIMH H3MEHEHHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUI U PYCCKUH S3BIKH.

B COOTBETCTBUHU c
MEXIyHapOAHBIMH  HOpPMaMu
3aBepeHUs U HOPMAaMM 3aBEPEHUS
yCcTaHOBJIIEHHBIMH B PecmyOnuke
Kazaxcran ¢popmar: PDF

3. Komms peructpalMioOHHOIO
YIOCTOBEpPEHHUSI BBIJAHHOIO B
Pecnybnmke Kazaxcran.

4. Iucemo mpomsBomutens (
M3TOTOBUTENS),  COAepKaIiee
MOTHBHPOBaHHOE O00OCHOBaHHE
HEOOXOAMMOCTH  HM3MEHEHHUS
HAaUMEHOBAaHUS MEIHUIUHCKOTO
W3/eNns, HEe BIHAIOMIETO Ha
(hyHKIMOHANBHBIE M TEXHUYECKHE
XapaKTEePUCTUKU MEIUIIMHCKOTO
U3JENUS ¢ ayTEHTUYHBIM [1€PEBOIOM
Ha Ka3aXCKHi U PYCCKHMH S3BIKU
3aBepseTCA  YNOITHOMOYEHHBIM
npencraButeneM gopmat: PDF



4. lI3MeHeHHMe HaUMEHOBAHUS
MEIUIMHCKOTO U3IENNS

MoTtuBupoBaHHOE 00OCHOBaHHE
HEOOXOAMMOCTH  HM3MEHEHHUS
HAaUMEHOBAHHA MEAWINHCKOTO
U3ENNsI, HE BIHSIOMIETO HAa
(YHKIMOHANbHBIE M TEXHUYECKHUE
XapaKTePUCTHKH

5. DKCmlyaTallUOHHBIA JOKYMEHT
MEIHWIIMHCKOH  TEXHHUKH C
BHECCHHBIMU  H3MCHCHHIMH,
YTBEPXKICHHBII B  CTpaHe-
MPOU3BOANUTENS  (OpUTHHATBHAS
BEpCHUs) C AyTEHTUYHBIM NIEPEBOAOM
Ha Ka3aXCKUH W PYCCKHU SI3BIKH (
JOKYMEHT, YTBEpPXICHHBIA B
CTpaHe-TIPON3BOIUTENS 3aBEPSETCS
MPOU3BOAUTENEM. AYTEHTHYHBIN
MepeBO/I Ha Ka3aXCKUH M PyCCKUU
SI3BIKHU 3aBepseTrcd
YIOJIHOMOYEHHBIM MPEACTaBUTEIIEM)
¢opmar: PDF wmnm mnpoekTs
WHCTPYKOHH TI0 TIPUMEHEHHIO
MEIWIMHCKOTO  HM3JENUs C
BHECEHHBIMH H3MEHECHHUAMH Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsieTcs ycCIyromnoilydaTeneM,
¢dopmart: PDF, DOC.

6. VHCTpyKIUs 1O HPUMEHEHHUIO

MEIUIIMHCKOTO U3aeaus,
yTBEepXKICHHAs B
CTpaHe-MPOU3BOIUTEINS c

BHECEHHBIMH HM3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPeBOJOM Ha
Ka3aXCKHM U PYCCKUM S3BIKH.
3aBepserca  NPOM3BOAUTEIEM,
tdopmar: PDF (mpumenummo st
U3eIHs MEIULUHCKOTO Ha3HAYEHHs

)

8. [IpoeKT TeKcTa MaKkeTa yIaKOBKH,
STHKETKH, CTHKEPAa MEANUIIMHCKOTO
U3Jenuss C  BHECEGHHBIMHU
N3MEHEHUSMH Ha Ka3axCKOM U
PYCCKOM  s3BIKax. 3aBepsieTcs
NpPOU3BOAUTENEM HJIU  €ro
YIOTHOMOYEHHBIM IPEACTaBUTENEM
tdopmat: PDF, DOC, JPEG

9. llBeTHBIE MaKeTHl YIMAaKOBOK,
STHKETOK, CTUKEPOB C BHECEHHBIMHU
N3MEHEHHsIMH, B popMmare Jpeg

10. ®otorpaduueckue n300pakeHUsI
obmero BuAAa MEIUIIUHCKOTO
M3 JeNus BMecCTe c
NpUHAIIEKHOCTIMH,
HEOOXOANMBIMH JIJISI IIPUMEHEHUSI 10
Ha3HA4YeHHUIO (pa3MepoM He MEHee
18 x 24 canTEMeTpa)

11. OOHoOBIeHHas cHpaBKa C
yKa3aHUEM IepedyHs KOMILIEeK-
TYIOIIHAX U PAaCXOJHBIX MaTEpPHAaJIOB
Mo  yTBEpXACHHOW  Qopme.



5. CoctaB npuHamiexxHocted u (mnu OtcyTeTBHE

) KOMIJIEKTyIOmHuX u (WiIu)
PacXoaHBIX MaTepualos,

oOHOBNeHHE (YCTaHOBKa HOBOU

BEPCHUH) MPOTrpaMMHOTO
obecreyeHus;
pacuupenue/ COKpaIieHue

pa3sMepHOTo psja U3AeIni

BIUSHHUS  Ha
0€30MMacHOCTb,
3 HEeKTUBHOCTH

KauyecTBO H
MEIUIMHCKOTO
u3enus, Ha (YHKIIHMOHAJIbHBIC
XapaKTCPUCTUKH MEIUIUHCKOTO
mpaenus. He mnpemycMmorpeHo
Jo0aBJIeHHE OCHOBHOIO 0OJ0Ka

MCIHUIUHCKOI'O U3ACTTHUA.

BapuanTs! ucnionnenus mo ¢opme,
tdopmart: Excel, PDF.

1. 3agBneHue Ha BHECEHHE
U3MEHEHUN 10 YTBEPXKIECHHOU

dhopme B popmate DOC)

2. Komms peructpanimoOHHOTO
YAOCTOBEPECHUSI BBIJAHHOTO B
Pecniyonuke Kazaxcran

3. TIlucemo
M3TOTOBUTENSA),  COJEprKaliee

MOTHBHPOBAHHOE OOOCHOBAHHE
HEOoOXOIUMOCTH M3MEHEHHs B
cocTaBe

npousBoguTens  (

KOMINJICKTYIOIUX )51

YKazaHuemM HOBOTI'O MmepeUHsa
KOMIJICKTYHOIUX,
MNOATBCPIKAAOINUX  OTCYTCTBHUC

BIMSAHUSA Ha (QYyHKIMOHAIBHBIE
XapaKTePUCTHKH MEIULUHCKOTO
uzgenust (BKJIIOYash pacilupeHue
CHEKTPa BBISBISEMBIX aHAIUTOB
MEIUIIMHCKOTO M3/1eJus JUIA in Vitro
(IVD) JHATHOCTHKH ) c

AyTEeHTUYHBIM IIEPEBOJOM Ha
Ka3aXCKMH M PYCCKUH SI3BIKH,
3aBepseTCsS  YHNOJHOMOYEHHBIM
npexacraButeneM, popmar: PDF

4. DKCIlyaTallMOHHBII JAOKYMEHT
MEIUIMHCKOM  TEXHUKU C
BHECCHHBIMH  HW3MEHCHHUSIMH,
cTpaHe-

MPOU3BOAUTENS  (OpUTHMHAIbHAS

YTBEPXKICHHBII B

BEPCHsl) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKyMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSETCS
MPOU3BOIUTENEM. AYTEHTHUYHBIN
[IEPEBOJ, HAa KAa3aXCKUHU U PYCCKUH
SI3BIKU 3aBepsercsd
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
WHCTPYKIHH TI0 TIPUMEHEHUIO
MEIMOUHCKOTO  M3JENus C
BHECEHHBIMH H3MEHEHHSAMHU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsaeTcs YCIyroIoylydaTeneM,
¢dopmart: PDF, DOC.

5. UHCTpyKIMs 1O NPUMEHEHUIO

MEIUIUHCKOTO U3Jeus,
yTBEpXKIECHHAs B
CTpaHe-IPOU3BOIUTEINS C

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUM U PYCCKUH S3BIKH.



6. M3MmeHeHHe TMOKa3aHHH II0

BesomacHocth
MEIUIMHCKOTO

MPUMCHCHUS
H3eINA

MNPUMCHCHUIO, obnactu NPUMCHCHHUA COXPAHACTCA W MOATBECPIKAACTCH

; TPOTHBONOKAa3aHWH; MOOOYHBIX ITaHHBIMU

3¢ ¢exToB

KJIMHAYECKUX
HCCIIEZIOBAHUM 10 6€30MacHOCTH U
3¢ GEKTHBHOCTH

3aBepsieTcsl  IPOU3BOJUTEIEM
dopmar: PDF (mpumenmmo st
U3/IeNTUsT MEAULIMHCKOTO HAa3HAYCHHS

)

6. OOHOBieHHasT cHpaBKa C
yKa3zaHUuEeM nepevHs
KOMIUTEKTYIOIINX M PacXOIHBIX
MaTepuagoB IO YTBEP)KICHHOM
(dopme. BapuaHTbl HCIIOJHEHUS O
dopme, popmat: Excel, PDF

7. [Ipu no0aBICHUU
KOMIDJICKTYIOIIETO, PacXOIHOTO
MaTepuana SBISTIOIIETOCS
MEIUIIMHCKUM U3/IENHeM — 00pasiibl
(mpu
CTEPUJIbHOM MPEAOCTABIISETCS BECh
KOMIIIEKT) U JIOKyMEHT IT0 Ka4eCTBY

MCOAUIIMHCKOIO H3JACIHA

8. PesynbpraTH
BepuUKauu
obOecrieueHnss (MpU H3MEHEHUU
MPOTPAMMHOTO 00CCTICUCHHS)

BaIUJAIUN WU
MPOTPaAaMMHOTO

1. 3asBieHWe Ha BHECEHHUE
W3MEHEHUU 10 YTBEPKIECHHOU

dhopme B popmarte Word

2. Komusi peructpanmoHHOrO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecny6nuke Kazaxcran

3. Ilucemo
H3TOTOBUTEIA),
MOTHBHPOBAHHOE
HEOOXOIMMOCTH
U3MEHEHHUN ¢

npousBoguTens  (
cojepiKaliee

o0ocHOBaHHUE

BHOCHUMBIX

AyTEeHTHYHBIM
[IEPEBOJIOM Ha Ka3aXCKUM U PyCCKUH
SA3BIKH, 3aBepseTcs
YIIOJIHOMOYECHHBIM NPEICTaBUTENIEM
tdopmat: PDF

4. WHCTpYKUHA TO NPUMEHEHHIO

MEIUIUHCKOTO H3Jeus,
yTBEpXKIECHHAs B
CTpaHe-IPOU3BOIUTEINS C

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUI U PYCCKUH S3BIKH.
3aBepsieTcs  TPOU3BOAUTEIIEM,
tdopmar: PDF (mpumenumo s
n3acing MCIUIHUHCKOIO Ha3Ha4YCHUA

)

5. DKCIUTyaTallMOHHBIA JTOKYMEHT
MEIUIUMHCKON
BHECEHHBIMHU
YTBEpXKJICHHBIH B
MpOU3BOANTENS  (OpUTHHAIbHAS

TEeXHUKH  C
U3MCHCHUSIMU,
cTpaHe-



Texunueckue XapPaKTCPUCTUKU U

KOHTPOJIb Ka4dycCTBa

BEPCHsI) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKHUHA S3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSETCS
MPOU3BOJIUTENEM. AYTCHTUYHBIN
[IEpEBOJ, HAa Ka3aXCKUHW U PYCCKUH
SI3BIKU 3aBepsercs
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnm mpoekTs
WHCTPYKIMH TI0 TPUMEHEHUIO
MEIUIUHCKOTO  M3JeNus C
BHECEHHBIMH H3MEHEHHSAMHU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsaeTcs YCIyroIoJlydaTeneM,
¢opmart: PDF, DOC.

6. Panee yTBepKIeHHAS HHCTPYKIUS

7. llBeTHBIE MaKeThl YIMAaKOBOK,
JTUKETOK, CTHKEPOB B Qopmare
JPEG

8. PesynapTaThl KIMHUYECKUX
WUCTBITAHUH, OoTpa)xarouue
BHOCUMbIE€ U3MEHEHUS

1. 3asBieHHMe Ha BHECCHHUE
U3MEHEHUNW 10 YTBEPXKIECHHOU

dhopme, B popmate DOC

2. HortapuanpHoO
3aCBHCTEIHLCTBOBAHHBII TOKYMEHT,
MOTBEP)KIAIONIINI COOTBETCTBHE
yCIOBUU NPOU3BOJACTBA
HallMOHAIBbHBIM ®  (WJIH)
MeXAyHapoIHbIM cTangaptam GMP;
ISO xommiektyromux u (WiIH)
pacXomgHBIX  MaTepualioB ¢
BHECEHHBIMH H3MEHEHUSIMH C
ayTEHTHYHBIM
Ka3aXCKUM U PYCCKUHM S3BIKH,
tdopmat: PDF

epeBoJOM  Ha

3. Komms peructpanimoHHOTO
YAOCTOBEPEHUS, BBIJAHHOIO B

Pecniyonuke Kazaxcran

4. IlucekmMO0 mNPOU3BOAUTENS,
yIocToBepsmoomiee,
MPOU3BOACTBEHHBIN TMpoIecc |
KOHTPOJb 3a
0€30I1aCHOCTHIO TOTOBOT'O MPOAYKTA
octaloTcs 0e3 HU3MEHEHHH ¢
AyTEHTHYHBIM TIEPEBOJOM Ha
Ka3aXCKUM M PYCCKUH SA3BIKH
3aBepsAeTCS  YIOTHOMOYEHHBIM
npencraButenem gopmat: PDF

qTo

KauyC€CTBOM )51

5. DKCIlyaTallUOHHBIA JOKyMEHT

MEIMIMHCKON  TEXHUKH C



7.Cmena
KOMIJIEKTYIOIHUX,
MPUHAJIEKHOCTEH,
MaTepuaIoB

NPOU3BOAUTENIEN

pacXoIHBIX

KOMIUIGKTYIOmUX 1 (MJIH)
PacXoJHBIX MaTepHalioB
CHIKaeTcst 0€30MacHOCTh, KaueCTBO
1 3(p(HEeKTHBHOCTh MEIUIINHCKOTO
n3acius

He npeaycmotpeno
MIPOM3BOAUTENS] OCHOBHOTO OJjloKaa
MEIUIIMHCKON TEXHUKH.

HC

CMCHa

BHECEHHBIMHU
YTBEPXKJACHHBI B
MpOU3BOANTENS  (OpUTHHATIbHAS

BEPCHsI) C AyTEHTUIHBIM IIEPEBOIOM
Ha Ka3axXxCKUH M PYCCKHH S3BIKH (

U3MEHEHUSMH,
cTpaHe-

JNIOKyMEHT, YTBEPXJICHHBII B
CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOAUTEIEM. AYTEHTUUHBIN
MepeBOJ Ha Ka3axCKUW U PYyCCKUI
SI3BIKHU 3aBepseTcH
YHOJIHOMOYEHHBIM IIPEICTaBUTEIIEM)
dhopmar:
HHCTPYKIMM MO TNPHUMEHEHUIO
MEAULHUHCKOrO  HU3JENHUsA C
BHCCCHHBIMH HW3MCHCHHSIMH Ha

PDF wunu 1npoexTsl

Ka3aXCKOM M PYCCKOM S3BIKaX.
3aBepsieTcs  yCIyronoiy4aTeneM,
¢dopmar: PDF, DOC.

6. WHCTpyKIUS MO HNPUMEHEHHUIO

MEIHUIIUHCKOTO u3aenus,
YyTBEpXKICHHAS B
CTpaHe-IPOU3BOAUTENS c

BHECCHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPEeBOJIOM Ha
Ka3aXCKUM U pyCCKUN S3BIKH.

3aBepsercs
¢opmar: PDF (nmpumenumo s
W3AETHS MEIULUHCKOTO Ha3HAYCHHS

)

7. OOHOBieHHast cHpaBKa C
yKa3aHUEM nepeyHs
KOMIUICKTYIOIIUX M PacXOIHBIX
MaTepHajoB II0 YTBEPKICHHOM
¢dopme. BapuaHThl UCTIOTHEHHS IO
¢dopme, popmar: Excel, PDF.

MMPOU3BOAUTCIICEM,

1. 3asBnenue BHECEHHE
W3MEHEHUH MO YTBEPXKIECHHOU
thopme, B popmare DOC

Ha

2. Komms peructpallMuOHHOIO
YIOCTOBEPEHUSI BBIJAHHOIO B
Pecrry6nuke Kazaxcran

3. TlucbMO TPOU3BOJUTENS,
yIOCTOBepsoIIee,
MPOU3BOJCTBCHHBIN Tmponecc u
KOHTPOJb 3a Ka4eCTBOM |
0€30I1aCHOCTBI0 TOTOBOTO MPOIYKTA

oe3

4qTo

OCTarTCs W3MCEHCHUH

3aBepseTCs IPOU3BOIUTEIIEM.

4.JlanHBle 1O CTAOWIBHOCTH He
MEHee YeM Ha TpeX Cepusix, (OTUeT,
000CHOBBIBAIOIINI CPOK TOTHOCTH)
C ayTeHTHUYHBIM MEpPeBOJAOM Ha



8.YBenuuenue (yMeHbIIeHHE) CpOKa MOTHBUPOBAHHOE OOOCHOBaHUE

XpaHCHUA MEIUIITUHCKOTO U3JACIIUA

HU3MEHEHHUS CpOoKa

Ka3aXCKUH U PYCCKUH A3BIKU
3aBepsAeTcs  IPOU3BOIUTEIEM,
tdopmat: PDF

5. DKCIulyaTallMOHHBIA JOKYMEHT
MEIULUHCKON  TEXHUKH C
BHECCHHBIMH  M3MEHECHHSIMH,
YTBEpXXICHHBIM B  CTpaHe-
MPOU3BOANTENS (OpUTHHAIbHAS
BEPCHs) C AyTEHTHYHBIM [IEPEBOAOM
Ha Ka3axXxCKUH M PYCCKHH S3BIKH (
JIOKyMEHT, YTBEpPXJCHHBIH B
CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOAUTEIEM. AYTEHTUUHBIN
MEepPEBOJ HAa Ka3aXxCKUW U PYCCKU
A3BIKHU 3aBepseTcs
YIOJTHOMOYEHHBIM TIPEICTaBUTEIIEM)
dopmar: PDF wnm mpoekTsl
WHCTPYKIMH TI0 TNPUMEHEHUIO
MEAULOHUHCKOTO  H3JEIHUsA C
BHECEHHBIMH H3MEHECHHSMH Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsieTcs  yCIIyronoirydaTelneM,
¢dopmar: PDF, DOC.

6. WHcTpyKkuMsi MO MNPUMEHEHUIO

MEIHUIIMNHCKOTO H3Jenns,
YyTBEpPKICHHAS B
CTpaHe-IPOU3BOIUTEIA c

BHECEHHBIMH HM3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPeBOJOM Ha
Ka3aXCKUM U PyCCKUN SI3BIKH.
3aBepsieTcs  NPOM3BOAUTEIEM,
dopmar: PDF (mpumenummo st
W3AETHS MEIUIMHCKOTO Ha3HAYCHHS

)

7. llBeTHBIE MaKeThl YIMAaKOBOK,
9THKETOK, CTUKepoB, popmat: JPEG

1. 3agBieHue Ha BHECEHHUE
U3MEHEHUH 10 YTBEPXKIECHHOU
dhopme, B popmate DOC

2. Komusi peructpanmoHHOroO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecnyonuke Kazaxcran

3. [Mucemo-ob6ocHOBaHHUE
MIPOU3BOAUTENS (M3TOTOBUTEISA) 00
U3MCHEHHUH YCJIOBHH XpaHEHHUs Ha
(hupMeHHOM OJIaHKE MTPOU3BOIUTENS
COTJacHO  YCTaHOBJIEHHOMY
3aKOHOJATENILCTBY C ayTEHTHYHBIM
MEPEeBOIOM Ha Ka3aXCKUU U PyCCKUil
SI3BIKH 3aBEPSCTCS TPOM3BOANUTENICM
WIA €ro  yIOJHOMOYEHHBIM
npencraButeneM gopmat: PDF



9. I3MeHeHne yclIoBUi XpaHEeHUs

MoTuBupoBaHHOE O00OCHOBaHHE
W3MEHCHUS YCIIOBUI XpaHEeHHs

4. JlanHbBIC MO CTAOWIBHOCTH (IS
MEIMIMHCKUX H3JCIni) He MeHee
Tpex Ccepuax) ¢
ayTEeHTHUYHBIM MEPEeBOJOM Ha

qeM Ha

Ka3aXCKUM M PYCCKUH S3BIKH
3aBepseTCs
dbopmat: PDF

IMPOU3BOAUTEIICM,

5. DKCIUTyaTalMOHHBIA JTOKYMEHT
MEIUIMHCKOH  TEXHHUKH C
BHECEHHBIMH  HM3MEHEHHUSIMH,
YTBEpXKJICHHBIH B
MpOU3BOANTENS  (OpUTHHAIbHAS

BEPCHsI) C ayTEHTHYHBIM IIEPEBOIOM

Ha Ka3aXCKAW M PYCCKHUH S3BIKH (

cTpaHe-

JOKYMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSETCS
MPOU3BOJIUTENEM. AYTEHTUYHBIN
MepeBO]] Ha Ka3axCKUM U PyCCKUM
S3BIKH 3aBepseTrcs
YIIOJIHOMOYECHHBIM IPEICTABUTEIIEM)
dopmar: PDF wunm mpoekTs
UHCTPYKIMH TI0 TPUMEHEHUIO
MEAUIUHCKOTO
BHECEHHBIMU H3MCHEHHSMU Ha
Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsieTcs yCIIyronoirydaTeinieM,
tdopmat: PDF, DOC.

u3acians C

6. VHCTpyKIUSA MO HPUMEHEHHUIO
U3JENUs MEJUIIMHCKOTO Ha3HAuYEHUs
C BHECEHHBIMU H3MEHEHUSIMH,
yTBEpXKJECHHAA B
CTpaHe-IPOU3BOIUTENS c
ayTEeHTHYHBIM IIEPEBOJOM Ha
Ka3aXCKUH M PYCCKUH S3BIKHU.
3aBepsiercs
tdopmat: PDF

MMPOU3BOAUTCIICM,

7. LlBeTHbIE MaKEThl YIAKOBOK,
STUKETOK, CTHKEpOB B (opmare
JPEG

1. 3asgBieHuMe Ha BHECCHHE
W3MEHEHUHW MO YTBEPXKIAECHHOU

hopme, B hopmare Word

2. Komms perucTpallHOHHOIO
YIAOCTOBEPEHUSI BBIJAHHOIO B
Pecrry6muke Kazaxcran

3. IluceMo mpOU3BOIUTENS,
yaocToBepdoliee, 4TO
MPOU3BOJACTBEHHBIH  TIpoIecc

ocTaeTcsa 0e3 H3MEHEHHH ¢

AYTECHTUYHBIM TIEPECBOJOM Ha



10. HW3meHeHnue B mpoueaype
KOHTpOJISI KayecTBa TOTOBOTO
MIPOAYKTa METUIIMHCKOTO U3IEITAS

11. MW3MmeHeHHe  yNakOBKH

MotuBupoBaHHOE 00OCHOBaHHE
U3MEHEHUs B IpOolenype KOHTPOJIS
KadyecTBa

MoTHBHpPOBaHHOE OOOCHOBAaHHE O

MCECIUITMHCKOTO HU3ICIINA: HepBH‘IHOﬁ BIIMAHUN (He BJ'II/IHHI/II/I) HN3MCHCHUA

YHaKOBKH MEIHUIMHCKOTO H3AEIHS;
BTOPUYHOH W (WJIM) TPYNIOBOM
YHNaKOBKH,
MIPOMEKYTOUHON

TPAaHCIOPTHOM,

YIIaKOBKM Ha CTaOHMIBHOCTS,
Ka4eCTBO MEIUIIMHCKOTO H3JICNHS;
B3aMMOJIEMCTBUSA

MCIUIMUHCKOT'O U3ACIINA

yHaKOBOK-

Ka3aXCKUH U PYCCKUH S3BIKH,
3aBepsAeTCs  YHOJIHOMOYEHHBIM
npencraButeneM gopmat: PDF

IIucemo mpousBonUTENS,

YAOCTOBEPAIOIIEE, UYTO 3asBIECHHAS
mpoueaypa KOHTPOJIS HE CHMXKAeT
Ka4ecTBO U 0€30I1aCHOCTh TOTOBOTO

MpOIyKTa

5. JlokyMeHTalus 10 KayecTBY C
BHECCHHBIMH  M3MEHEHHSIMH,
perIaMeHTHpyomas — KadecTBO
KOHEYHOTO MPOAYKTa, HOTApPHUAIBLHO
3aCBUETENbCTBOBAHHBIN
ceprudukaT aHamIM3a ¥ METOAMKH
KOHTPOJISI KOHEYHOTO MTPOAYKTa.
AYTeHTHYHBII TepeBoOJ
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepseTca
tdopmat: PDF

Ha

OpOU3BOAUTCIIEM,

6. O6pasipl, CTaHAAPTHBIC 0OPA3IIBI
JUISL TIPOBEICHUS J1abOpPaTOPHBIX
WCTIBITAHUH

1. 3asBieHue Ha BHECCHHUE
W3MEHEHUH MO YTBEPXKIAECHHOU

dhopme, B popmare DOC

2. Komms perucTpalHOHHOIO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecrry6mmke Kazaxcran

3. IlucemMo mpou3BOIUTENS,

yaocTtoBepdawmee O TOM, UYTO
BHOCHMBIC U3MCHCHUA,

OTHOCHUTENBHO NTEPBUYHON yITAaKOBKH

BIUSAIOT (HE BIHAIOT) Ha
CTaOUNBbHOCTD, Ka4eCTBO
MEIULHMHCKOTO U3JeNHs.
AyTeHTHYHBIII THepeBOX Ha
Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepsAETCS  YHOJIHOMOYEHHBIM

npencraButeneM gopmat: PDF

4. JlokyMeHTalus 10 KadyecTBY C
BHECCHHBIMU
periaMeHTHpYoLIast
KOHEYHOTO MPOIYKTa, HOTAPHAIBHO
3aCBHIETENbCTBOBAHHBIH

cepruduKaT aHaIM3a U METOAMKH

HU3MCHCHUSAMU,
Ka4€CTBO

KOHTPOJISI KOHEYHOTO MTPOAYKTa.
AYTeHTHYHBIII TepeBOJ
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepseTca

tdopmat: PDF

Ha

OPpOU3BOAUTECIIEM,



5. lIBeTHbIE MAaKeThl YNAaKOBOK,
9THUKETOK, CTHUKEPOB HOBOTO U
cTaporo obpasia

6. DOTO MEIULIMHCKOTO U3/ETUS

7. OOpasupl ais CTEPHIBHBIX
MEANIUHCKUX W3JIeNTHNH,
CTaHIapTHbIE o0pasumbl 1A
MpoBeneHUs  JabopaTOPHBIX
HCIIBITAHUH npu NU3MCHCHUH
[IEPBUYHOH YIIaKOBKH

1. 3asBieHue Ha BHECEHHUE
W3MEHEHUHW MO YTBEPXKIAECHHOU
thopme, B popmare Word

2. Komms peructpallHOHHOIO
YIAOCTOBEPEHUSI BBIJAHHOIO B
Pecrry6muke Kazaxcran

3. IIuceMo-000CcHOBaHUE
MPOU3BOAUTENS O BHOCHMBIX
U3MEHEHUSX. AyTEeHTUYHBIN
MepeBoJ Ha Ka3axCKUW U PYyCCKU
SI3BIKHU 3aBepseTcH
YHOJTHOMOYEHHBIM IpeACTaBUTENIEM
dbopmar: PDF

4. liBeTHble MaKeTbl YMaKOBOK,
JTUKETOK, CTHUKEpPOB CTaporo M
HOBOTO 00Opasia, B hopmate JPEG.

5. IIpOeKT TeKCTa MaKeTa yIaKOBKH,
12. V3MeHEHHE OTTHCKOB, 9THKETKH, CTHKEpPa MEAUIIMHCKOTO
I'PYHTOBKH HIIA PYTHX MAapKHPOBOK, M3JIENsl Ha Ka3aXCKOM M PYCCKOM
[ITAMITIOB W Hammuced, BKIouyas MoTuBHpoBaHHOEe 0o6ocHOBaHme I3PIKAX, ¢opmar: PDF, JPEG
J00aBlICHUE WY U3MEHEHUS KPACKH, BHECEHUS U3MEHEHUM B MAapKUPOBKY 6. DOTO MEAUIMHCKOTO U3/IEIHs

WCIIONB3YEMBIX JUISI MapKUPOBKHU .
7. DKCIUlyaTalHOHHBIM JOKYMEHT

MEIULNUHCKON  TEXHUKH C
BHECEHHBIMH  HM3MEHEHUSIMHU,
YTBEPXKICHHBII B  CTpaHe-

MCIUIIMHCKOI'O U3OCINs.

MPOU3BOAUTENS  (OpUTHHAIbHAS
BEPCHsl) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKyMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPON3BOIUTENSI 3aBEPSIETCS
MPOU3BOIUTENEM. AYTEHTHUYHBIN
[IEpEBOJ, HAa KAa3aXCKUW U PYCCKUH
SI3BIKU 3aBepsercd
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnmm mpoekTH
WHCTPYKOHH TI0 TIPUMEHEHHIO
MEIUOUHCKOTO  M3JENus C
BHECCHHBIMH H3MCHCHHSIMHU Ha
Ka3aXCKOM H PYCCKOM SI3bIKax.
3aBepsaeTcs YCIyroIoJlydaTeneM,
¢opmart: PDF, DOC.



[punoxenue 30
K TIpaBUJIaM PerUCTpalum
JIeKapCTBEHHBIX CPEACTB
Y MEIMIUHCKUX U3AENUH
10 MIPUHIUIY "eANHOTO OKHA"

dbopma

OTgeT Ha9aIBbHOM SKCIEPTU3H MEIUIIMHCKOTO M3/1€IHs, IPEACTABIICHHBIX HA SKCIIEPTH3Y

1. @.1.0. (1pu ero HAIMYNH) SKCIEPTa
2. Ne 3asIBKH U JjaTa
3 Jarta mocTyrieHusI TOKYMEHTOB Ha
’ HAYaJIbHYIO 3KCIIEPTU3Y
4 Toprosoe HanMEHOBaHUE
’ MEIUIMHCKOTO U3AEIUs
5. Hasnayenne MeIUIMHCKOTO U3 €U
6. ObnacTh IpUMEHEHUS
7 Knacc B 3aBUCHMOCTH OT CTEIIEHU
’ MTOTEHIINATFHOTO PUCKA TIPIMEHEHHUS
8. VYceayromnonyvarenb
JlaHHBIE O IPOU3BOAUTENE:
Tun opra"nuzauuu
HaumenoBanue .
No U y4acToK Crpana IOpunudeckuii aapec
OpTaHU3aIIH
MIPOU3BOJICTBA
1. [IpousBonurens
) [IpousBoacTBEeHHAs
’ IUIOIIAJIKA
YoITHOMOYEHHBIH
3 MpeICTAaBUTEIb
MIPOU3BOAUTEIIS
4 VYnakoBmuk (mpu
’ HEOOXOIMMOCTH)
VY1onHoMO4YeHHOE
JTHUIO 1o
MOHHUTOPHUHTY
HEOIarompusTHBIX
5 COOBITHH (
WHIMJICHTOB) Ha
TePPUTOPHUH
Pecny6nuku
Kazaxcran

1. HayanbHas s3KcniepTu3a MEAUIIMHCKOTO U3JIEIHS 10 OI[EHKE MOJIHOTHI, KOMIUIEKTHOCTH
U COOTBETCTBHUS JOKYMEHTOB PErHCTPAllMOHHOTO JIOChE, TMPEICTABICHHBIX
YCIyromoyiyyarejieM B PpPErMCTPAalMOHHOM JI0Ch€, TpPEOOBaHUSAM JEHCTBYIOIIETO
3aKOHOJATENbCTBA

(YKka3bIBalOTCS 3aMeYaHus 10 HEKOMIUIEKTHOCTH JI0ChE€ U HENPABUILHOCTU O(POPMIICHHS
JTIOKYMEHTOB).



2. Peructpaiiusi B cTpaHe-nmpou3BoANTENE (M3TOTOBUTEIIE) U IPYTUX CTPaHAX:

Ne  nokymeHTa,
Ne Crpana ynoctoBepsromero  Jlata Beimaun
PETUCTPAIHIO

IIpumeuanue
JKCIepTa

3. CooTBETCTBHE KJIacCa MEIMIIMHCKOI'O M3JIEJIUS B 3aBUCUMOCTH OT CTEIEHHU
NOTEHUUAJIBHOTO pHUCKAa NIPUMEHEHHS, YKAa3aHHOTO B 3asBICHMM U JOKYMEHTax
PETUCTPALIMOHHOTO JOCHE:

Knmacc B HaumenoBanue
Kmacc B COOTBETCTBUHM C  JOKyYMEHTa B
[Ipumeuanue
Ne COOTBETCTBUH C  JOKYMCHTaMH PETHCTPAITUOHHOM
JKCIepTa
3as1BJICHUEM PETHCTPAIIIOHHOTO  JIOChe 00 yKa3aHWH P
JIOChE KJ1acca

4. OueHka HalIU4MsI MAKETOB YIAaKOBKH, ITUKETOK, CTUKEPOB Ha BCE BHJIbl YIIAKOBOK
3asIBJISIEMOT0 MEIUIIMHCKOTO U3/CNIUS U €ro MOJAU(PUKALIUA B COOTBETCTBUH C TPEOOBAHUSIMHU
3akoHoAarenscTBa PecnyOnuku Kazaxctan B chepe oOpaleHus 1eKapCTBEHHBIX CPEACTB U
MEIAUITMHCKUX U3EITHM.

5. 3aKiItoueHHueE:
OTKa3aTh B JambHEHIeH SKcnepTr3e (C 000CHOBaHUEM)

HpOZ[OJ'DKI/ITL OKCIICPTU3Y MEAUITUHCKOTI'O U3C/IUA

PykoBonuTtens CTpyKTYpHOroO NOApa3IeICHUS

noanuck @.N.O (ripu ero HAIMYUN)
DKcrnept

noanuck @.MN.O (ripu ero HAIMYNN)
JlaTta

IIpunoxenne 31
K IIpaBHJIaM PErucTpaLuu
JIEKapCTBEHHBIX CPEICTB U
MEIULIHCKHX U3JISIHUIA 110
MIPUHIUIY "eqHOTO OKHA" hopma

OTger HavaJIbHOM SKCIEPTU3Hl H3MEHEHHH, BHOCHMBIX B PETHCTPAaIHOHHOE AOChE MEIUIIMHCKOTO
H3ICIHs

1. @®.1.0. (npu ero HAIMYUK) SKCIIEPTa
2. Ne 3agBKY 1 1aTa

Jara moctymiieHust TOKYMEHTOB Ha
HaYaJIbHYIO0 dKCIEPTU3Y



4, TOpFOBOC HAaMMCHOBAHUC
MEIUIMHCKOT'O U3ACIINA

5. Ha3znaueHnne MeUIIMHCKOTO U3/1CIHS
6. OO6nacTp NpUMEHEeHHUS
7 Krnacc B 3aBHCHMOCTH OT CTENEHU

MMOTCHIIUAJIBHOI'O pHUCKa MTPUMEHCHUA

8. VYcnyrononyuaTtens
JlaHHBIE O IPOU3BOIUTEE:

Tun opranuzanuu
HaumenoBanue

Ne UJIH  y4acToOK Crpana IOpunuueckuit anpec
OpraHu3aIH
IIPOHU3BOJICTBA

1. IIpousBonurens

[IpouzBoacTBeHHAst
TUTOIIA/IKA

YnonHOMOYEeHHBIN
MpEeICTABUTEIb
MPOU3BOAUTEIS (TIpU
HaJIMY1H)

VYnakoBmuk (mpu
HE00XOIUMOCTH)

YHoxHOMOYEeHHOE
AU O mo
MOHHUTOPHHTY
HeOJIaronpusTHHIX

5 cOoOBITHH (
WHIMJCHTOB) Ha
TEPPUTOPHUH
PecyOnuku
Kazaxcran

1. HavanbHas skcnepTu3a KOMIUIEKTHOCTH PETMCTPALMOHHOIO JI0ChE U MPABUIBHOCTH
oopMiieHUs TPEJCTAaBICHHBIX TOKYMEHTOB COIJIACHO NEPEYHI0 BUI0B H3MEHEHUH,
BHOCUMBIX B PETrHUCTPAllMOHHOE J0ChE€ MEIUIIMHCKOrO HW3JEIUsl B MNEPHOJA ACHCTBHS
PETUCTPALIMOHHOTO YIOCTOBEpeHUs cornacHo mpuioxenuto 30 k Hactosiuum [IpaBunam (
YKa3bIBaIOTCSl 3aMEUYaHUsl 10 HEKOMIUIEKTHOCTH J10Ch€, HEOOXOJIUMOCTH MPEJOCTaBICHUS
00pa31oB MEIULIMHCKOTO U3/1eNIUs U TPaBUIBHOCTH 0(OPMIIEHUS TOKYMEHTOB).

2. Peructpaiiusi B cTpaHe-npou3BoAUTeNE (M3TOTOBUTEIIE) U IPYTUX CTPaHAX:

Ne  nmoxymeHTa,
Ne Crpana ynoctoBepstoniero  /lara Boiaun
PETHCTPALIHIO

I[Ipumeuanue
JKcIepra

3. CooTBETCTBHE KJIacCa MEIMIIMHCKOI'O M3JIE€JIUS B 3aBUCUMOCTH OT CTEIEHHU
NOTEHUHUAJIBHOTO pHUCKAa NPUMEHEHHUS, YKAa3aHHOTO B 3asBICHMM U JOKYMEHTax
PETUCTPALIMOHHOTO JOCHE:



Knacc B Knacc B HauMeHOBaHUE IIpumeuanue
No COOTBCTCTBHHU C COOTBETCTBUU C JOKYMEHTa B JKcIepra
3asBJICHUCM JTOKyMEHTaMu perucTpanuoHHOM
PETHCTPAIIIOHHOTO  JIoChe 00 yKa3aHWH
JI0Cbe KJ1acca

4. OneHka HaJIM4MsI MAKETOB YMaKOBKHU, ITUKETOK, CTUKEPOB Ha BCE BHUJIBI YIIAaKOBOK
3asIBJISIEMOTO MEIUITUHCKOTO M3/CIHS B €r0 MOJIU(PUKAIINNA B COOTBETCTBHH C TPEOOBAHUSIMHU
3akoHosarenscTBa Pecmybnmuku Kazaxcran B cdepe oOpaieHns JeKapCTBEHHBIX CPEJCTB U
MEIUIIMHCKUX U3ICITUH.

5. Buabpl BHOCUMBIX U3MEHEHHI B COOTBETCTBUHU C [Ipunmoxenuem 30 xk HacTosSIUM
[TpaBuinam
PCI[aKHI/Iﬂ J0 BHECCHUSI UBMCHCHUA PeHaKHI/IH II0CJIC BHECCHUS I/ISMGHGHI/Iﬁ
6. 3aKIr04YeHHUE:
OTka3aTh B JajibHEHIIICH SKcnepTH3e (C 000CHOBAHUEM)

HpOI[OJ'DKI/ITL OKCIICPTU3Y

PykoBoauTeb CTPYKTYPHOTO MOAPA3ACICHUS

noanuck @.N.O (ripu ero HAIMYUN)
DKcnepT

noanuch ®.N.O (pu ero HaIUYUN)

JlaTta
[Ipunoxenue 32
K TIpaBHJIaM PETUCTPAIUH
JIEKAPCTBEHHBIX CPEICTB U
MEIMIUHCKUX M3ICTHIA
10 IPUHIUIY "eAMHOTO OKHA"
dbopma

OKCOEPTHRIN OTYET CIICHUATH3HPOBAHHON SKCIEPTU3E MEIUIIUHCKOI'0 H3ACIIHA

1. @.1.0. (1pu ero HAIMYMK) SKCIEPTa

2. VueHas creneHb, 3BaHUE

3. Ne 3asBKU U fata

4 Jlata mocTymiIeHus] TOKYMEHTOB Ha
' CHEHATN3HPOBAHHYIO SKCIIEPTU3Y

5 Toprosoe HanMeHOBaHUE
’ MEIUIIMHCKOTO U3/IeIIHS

6 Kon HomenknaTypbsl MEAMLIMHCKUX
’ m3nenuii Peciyonuku Kazaxcran

. TexHndeckass XapakTepHCTHKa

MCIHUIWHCKOI'O U3ACTIUA



8. Haznauenue MCIUIMHCKOI'O U3ACIINA
9. O06nacTp IpUMEHEHUS
[TpoBenena skcrepTH3a JOKYMEHTOB PETHCTPAIIMOHHOTO J0CHE, XapaKTepU3YIOIINUX
0€301acHOCTb, Ka4eCTBO U 3PHEKTUBHOCTh METUIIUTHCKOTO U3ACITHSI.
1. JlaHHBIE O NMPOM3BOJAUTEIE MEIULMHCKOTO HU3AENHS, B TOM YHUCJIE PAcXOJHBIX
MaTepUajIoB U KOMIUICKTYIOIIUX, IBISIOUNXCA MEAUIIMHCKUME U3ACTUIMU

Tun opranuzauuu

HaumenoBanue .
No U Yy4acToK Crpana IOpunudaeckuii anpec
OpTaHU3aIIH
MIPOU3BOJICTBA
1. [IpousBonurens
) [IpousBocTBEHHAS
’ ILIOILA KA

Y0IHOMOYEHHBIHI
HpeJCcTaBUTENb
MIpou3BOANTENA (IpU
HaJINIUN)

KonTakTHbIE TaHHEBIE
YHOJIHOMOYEHHOTO
IuIa mo
MOHUTOPHUHTY
HEOJIarompUSTHBIX
coOBITHH (
HHIMJICHTOB) Ha
TEPPUTOPUH
Pecny6nuku
Kazaxcran

2. Peructpatius B cTpaHe-npou3BOAUTENE (M3rOTOBUTENISA) U APYTUX CTPAHAX

Ne  moxymenra, IIpumeuanue

No Crpana yaoctoBepsitoniero  J[ara Beiaun
JKCIepTa

pEerUcCTparuo

3. OteHKa JOCTOBEPHOCTH YKa3aHHOTO B 3asBJICHUH U IOKYMEHTAX PETHCTPAIMOHHOTO
J0Che KJIacca MEAUIIMHCKOTO M3ENUs B 3aBUCMMOCTH OT CTETICHH MOTEHI[MAIBHOTO PHCKa
MIPUMEHEHUS, B COOTBETCTBUU C TPEOOBaHUSIMU 3aKoHOAaTenbcTBa PecnyOnmku Kazaxcran B
chepe oOpallieHus JIEKapCTBEHHBIX CPEJCTB, METUIIMHCKUX U3CIIHIA:

CooTBETCTBHUE
Knacc B COOTBETCTBUM C 3asABIsIEMOTO  KJlacca
Kitacc B cooTBeTCTBHHE C
JTOKYMEHTaMu TpeOOBaHUAM [Ipumedanue sxcnepra
3asBICHUEM
PETHCTPAIIMOHHOTO IOChE  3aKOHOJAaTeIbCTBA

Pecniyonuku Kazaxcran

4. XapakTepUCTUKU CUCTEMbI TTOKa3aTeeH, ONpeeNaronux 0e30MacHOCTh, Ka4eCTBO U
3 PEeKTUBHOCTh MEIMUIIMHCKOTO H3JEIUs, B TOM 4YHUCIE pPACXOAHBIX MAaTEpPUAJIOB U
KOMIUIEKTYIOIINX, SBISIOIIMXCA MEAULMHCKUMH U3JICITASIMU:



1) cuctema ynpasienusi kauectBom [SO, GMP opranuzanuu-npou3BOJIUTENS, B TOM
YUCJIE PACXOJHBIX MaTEPHAIOB U KOMIUICKTYIOIIMX, SIBJSIOMIMNXCS MEIULIMHCKUMU
W3ICTUAMU:

HanmenoBanue Ne noxymenTa u gara . [MIpumeuanue
Cpox geiicTBus
JIOKyMEHTa BBIJAYH JKcIepTa

Ne

2) Ka4ecTBO MEIMIIMHCKOTO H3JIeJIMsl, B TOM YHUCIE PACXOJHBIX MaTEpPHUATIOB U
KOMIUICKTYIOIINX, SBJISIOIIUXCS MEAUIMHCKUMU M3JETUIMH (TEXHHUYECKHUE YCIOBHUS,
CTaHJapT OpraHU3aIuu):

HaumenoBanue Ne noxymenTa u nara

. IIpumeuanue
Ne Cpoxk geiicTBust P

JOKYMCHTa BbIa4Yu OKCIICPTa

3) nmoATBEpKIEHUE COOTBETCTBUS MEJUIIMHCKOTO U3/ENINs TPEOOBAHUAM HAallMOHAJIBHBIX
WM MEXAYHApOJHBIX JOKYMEHTOB IO KayecTBY (lexnapauus coorBerctBus; Ceprudukar
COOTBETCTBHS):

HanmenoBanue Ne noxymenTa u gara . [Ipumeuanue
Cpoxk naeiicTBus
JTOKYMEHTa BBIA4YH JKCIIepTa

Ne

4) aHanu3 MPEACTABICHHBIX JAHHBIX, MOJYYCHHBIX B XOJ€ MPOBEICHUS UCHBITAHUHN (
TOKCHUKOJIOTUYECKUX, TEXHUYECKHX, KIMHUYECKHUX) B CTpPaHE MPOU3BOJIUTENE (OTUETHI,
3aKJIIOYEHHS]) U B XOJI€ MPOBEJCHUS MPEIbIAYIIMX ATanoB AKcrepTusbl B PecmyOinnke
Kazaxcran (HauajgpHas KCIIEpTH3A):

Ananus ITOJTHOTHBI 158
Ne HammenoBanne nokymeHTa kadectBa mHpopmannu B I[IpuMmedanue skcmepra
JIOKyMEHTE
5) 3aKJIF0YeHHEe O CTAOUIIBHOCTH MEIUITMHCKOTO M3JIeIHsl, 000CHOBAHHOCTD 3asBJICHHOTO
CpOKa XpaHECHUS:

3asBICHHBIN CpOK AHanu3 MpeacTaBIeHHOTO
XpaHCHUS oT4eTa O CTaOMIBLHOCTH

Ne IIpumedanue skcrepra

6) OIICHKa IIPOCKTa HHCTPYKIHH II0 MCIHUIHMHCKOMY IPHMCHCHUIO H3OCIHA
MCAWUIMHCKOTO HA3HAYCHHUA, B TOM YHCJIC PACXOIHBIX MATCPHUAJIOB M KOMIUICKTYIOUIUX,
ABIAOIIHNUXCA MCOUIHUHCKHMH HU3ACITUAMHA U OKCIUIYaTallMOHHOI'O JOKYMCHTA MeIUIMHCKOMN
TCXHUKU
No Amnanu3 OreHka sKcnepra

IlonHoTa COACPpIKaHUA TCKCTa
1. MMPOCKTAa MHCTPYKIMU HaA HU3ACITUC
MCIHIUHCKOI'O Ha3HAYCHUA

CooTBeTCTBHE TEKCTa IPOEKTa
2. OpPUTHHAIY HMHCTPYKIHUHU OT
MIPOU3BOIUTENS

CootBercTBHE 0(OPMIICHHS TEKCTA
MIPOEKTa MHCTPYKLIUHU TPEOOBAHUIM
3aKOHOJATEeNbCTBa PecmyOnuxu
Kazaxcran B cdepe oOpamieHus
JEKApCTBCHHBIX  CPEACTB |
MEIULIITHCKHX U3ICIUH



Wndopmanust, coxpepxaiiascs B
9KCIUTYaTallMOHHOM  JIOKYMEHTE
MEIUIMHCKON TeXHUKH

7) OHGHKa Oq)OpMJICHI/I}I MAaKE€TOB YIIAKOBOK U 3THUKETOK
Ne Ananmm3 OueHka sKcnepra

CootBercTBue oopMIIEHHS TEKCTa
MakKeTa MapKHPOBKH TpeOOBaHUSIM
3aKoHOMaTenbecTBa  PecmyOnuku
Kazaxcran B cdepe oOpamieHus
JIeKapCTBEHHBIX CPEACTB,
MEIULHCKUX U3EIUH

W neHTHYHOCTh yKa3aHUM yCIOBUI
XpaHEHUs U TPaHCHOPTUPOBAHUS,
YKa3aHHBIX B JOKyMEHTE II0

CTaHAAPTU3ANUN METUIIMHCKOTO

U3JETHS ¥ IPOEKTe HHCTPYKIUHU O
MEAULIMHCKOMY NTPUMEHECHHIO

8) AHanu3 JaHHBIX O pa3pabOTKEe W MPOU3BOACTBE MEAUIIMHCKOTO U3JETUs (CXEMBbI
MPOLECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJHil MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOIIEAYPHI BBITYCKAa KOHEYHOTO MPOIYKTA).

Ne Ananms OreHka dKcnepra

Ouenka MpEeJICTaBICHHBIX
YCIIYromoayJaTeaeM JaHHBIX O
pa3paboTke © TPOW3BOJCTBE,
BKJIOYas  aHalu3  OTyeTa
WHCIIEKTUPOBAHUS MPOM3BOJACTBA (
TIPU HAJTUYHHN);

9) AHan3 6MOJIOTHYECKON 0€30MaCHOCTH MEAMITMHCKOTO U3JIeNIUs Ha OCHOBE aHaIu3a
CBEJICHUN O Marepuajax XHUBOTHOTO WM OMOJIOTHYECKOTO MPOUCXOXKICHUS, BXOMSIINX B
MEJIMIIMHCKOE M3JIeNihe, a Takke mH(popMaluu o mojadope MCTOYHUKOB (JOHOPOB), 0TOOpE
Marepuaia, MPOIECCUHTe, XPAaHEHUH, TECTUPOBAHUHU, TIPHOHOBON OE30MaCHOCTH, a TAKXKe
oOpamieHus ¢ TKaHSIMH, KJICTKaMH, CYOCTaHIMSMH >XHBOTHOTO WU OHOJOTHYECKOTO
MPOUCXOXKIACHUS, KyJIbTYypaMHd MHUKPOOPTAaHU3MOB U BHUPYCOB (MIpU HAIMYHUH), 32
MCKITIOUEHHUEM aJUIOTEHHBIX TPAHCIUIAHTATOB.

Ne AHanu3 Onenka skcnepra

Ouenka peaCcTaBIEHHBIX
yCIyromoyyyareieM IaHHBIX 10
aHaIIU3y OUOJIOTHYECKOM
0e30ImacHOCTH

10) orieHKa BaIMIHOCTH MPOTPAMMHOTO 0OECIICYCHHS Ha OCHOBE aHAJM3a TAHHBIX O €T0
BepupUKalKK, B TOM 4YHCIEe HHPOpPMALMM O €ro pa3paboTKe W TECTUPOBAHUU Ha
MPEANPUATAN U TPU MYJIBTUICHTPOBBIX HCCIIEAOBAHUSAX, JAHHBIX 00 UACHTU(DHUKAINH U
MapKHPOBKE ONEPAIMOHHON CUCTEMBI

Ne Ananmm3 OueHka sKcrepra



1. OHCHKa npeacTaBJICHHBIX
YCIIYyromnojay4arejieM AaHHbIX

11) Ananu3 mpoueaypbl 1 METOJIOB CTEPUIIM3AIMN MEAUIIMHCKOTO U3/IeTUs, MAaTEPHUAJIOB,
000OCHOBBIBAIOIIMX CHOCOO CTEpUIIM3AIUH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTIPEJICIICHHS] OCTAaTKOB CTEPUIIU3YIOIIETO BEMIECTBA MPU MPUMEHEHUH XUMUYECKOTO Ccriocoba
CTEpUITN3AIINHT

Ne Ananms OreHka dKcnepra

Ouenka NpecTaBICHHBIX
YCIYTOIOyYaTeaeM JaHHBIX

1.

12) Ananu3 6e3omacHocTH U 3G (HEKTUBHOCTH JEKAPCTBEHHOT'O CPEICTBA B COCTaBE
MEJIUIIMHCKOTO W3JCIHs, €ro BIUSHHUS Ha (DYHKIMOHAIBHOCTh MEIHUIIMHCKOTO W3S,
COBMECTUMOCTHU JIEKAPCTBEHHOTO CPEJICTBA ¢ MEIUIIMHCKAM H3JACIIHEM (32 HCKIIOUYCHUEM
MEIUIIMHCKUX W3Jeaui s auarHoctuku in vitro (IVD). Mudopmanus o perucrpamuu
JIEKapCTBEHHOTO CPEJICTBA B TOCYIAPCTBE — MPOM3BOUTEINE JIEKAPCTBEHHOTO CPEICTBA

No Amnanu3 OreHka sKcnepra

OHCHKa npeacTaBJICHHBIX
YCIIYyromnojay4arejieM AaHHbIX

1.

13) Ananu3 mpencTaBlIeHHbBIX MPOU3BOIUTENEM CBEICHUM O HAMYUU WU 00 OTCYTCTBUU
COOOIIEHUIT O HECUYACTHBIX ClydasX W OT3bIBaX C PBhIHKA MEIUIMHCKOTO HW3JENus, O
HEXEJIATeNbHBIX COOBITUSAX U (WJIM) HECYACTHBIX CIIy4asiX, CBS3aHHBIX C WCIIOIH30BAHHEM
MEJUIIMHCKOTO U3ENHS, YBEAOMICHUH IO 0€301aCHOCTH MEIUIIMHCKOTO M3/IeIus, TOAX0/a K
PACCMOTPEHUIO ATUX TPOOJIEM U UX PELICHUS] TPOU3BOJUTEISAMH B KaXKJI0OM U3 TaKUX CIIy4aeB
, OITMCAHUS KOPPEKTUPYIOLIUX JNEUCTBUHN, MPEINPUHATHIX B OTBET Ha yKa3aHHBIE Clydau, a
TaK)K€ COOTHOIIEHUS YPOBHS MPOJaXX M KOJWYECTBA HECUACTHBIX CJIy4yaeB U OT3HIBOB
MEUITMHCKOTO U3/IeNUs U3 00palleHus

Ne AHanu3 Onenka skcnepra

Onenka MpeACTaBICHHBIX
yCIyTOoIoNy4yaTeaeM JaHHBIX

1.

14) Ouenka Ilnana cOopa u aHanu3a JaHHBIX MO O0e30MacHOCTH U 3(PHEKTUBHOCTH
MEUITMHCKOTO U3/IeNIMs Ha TTOCTIPOJKHOM dTale U OT4eTa 00 aHaIM3e PUCKOB
Ne Amnanus Ornenka skcnepra

Onenka MpeACTaBICHHBIX
YCIyTOIoNyYyaTeaeM JaHHBIX

1.

5. 3akiroueHue sKcnepra
I. [NomoxurensHOE
2. OtpunarenbpHoe (C 000CHOBaHHEM)

Bce JaHHBIC, ITIPUBCACHHLIC B SKCIICPTHOM 3aKJIIFOUYCHNH, JJOCTOBCPHBI U COOTBCTCTBYIOT
YCTAaHOBJICHHBIM TpC6OBaHI/I5IM, 4TO IMOATBCPIKAAr0 JINYHOM HOAIINCBHIO

PykoBoauTenb CTpyKTYpHOTO MOpa3ieICHuUs

noanuck @.N.O (ripu ero HAIMYUN)



DKcnept

noanuck @.N.O (ripu ero HAIMYUN )

Jlata
[Ipunoxenne 33
K [IPaBUJIaM PETHCTPAIUN
JICKAPCTBEHHBIX CPEICTB U
METUITTHCKUX HU3ICTHI
10 NpUHUUNY "eINHOro OKHA"
dopma

OKCOEPTHERIN OTYET CIICNUAIM3HPOBAHHON SKCIEPTU3H O BIMAHUYA BHOCUMEIX W3MEHEHHUM B
PETrHCTPanOHHOE JJOCKe Ha 6€30IacCHOCTh, Ka4eCTBO H 2P (PEKTHBHOCTh METUIIMHCKOTO H3EIAI

1. @.1.0. (1pu ero HAIMYUK) SKCIEPTA
2. VueHas cTeneHb, 3BaHUE
3. No 3asBKM U gaTa

Jlata mocTymieHus! JOKYMEHTOB Ha
CHELUATN3UPOBAaHHYIO SKCIIEPTU3Y

TOpFOBOC HAauMCHOBAHHUC
MEIUIMHCKOT'O U3ACIINA

HpOBeI[eHa 9KCIEPTU3a JOKYMCHTOB PCTUCTPALMOHHOIO JOCHE, XapaKTCPU3YIOIIHUX
BJIUSIHUE Ha O€30MacHOCTb, KayecTBO U A()PEKTUBHOCTh BHOCHUMBIX H3MEHEHUU B
PEruCcTpaiuoOHHOC A0ChE, HA MCIUIITMHCKOC U3JCIIUC.

B X04€ MPOBCACHUSA OKCIICPTU3bI YCTAHOBJICHO!
Ne Penaknusa no BHeceHUsI U3MeHeHHT BHocuMoe n3MeHeHne
BnusHne BHOCMMBIX HM3MEHEHHWM Ha 0€30I1acHOCTh, KauecTBO M 3G (PEKTUBHOCTH

MCIUIUHCKOI'O U3CIIUS:
Anamu3 Bnusger (He Bimser) [lpu

Ne H3meHenue (ykaszaTb Hy»KHOE) OTPULIATEIBHOM  3aKJIIOYEHHUH
yKa3bIBaeTcsi 000CHOBaHHE

3aKJII0YEHUE OKCIICPTA.
1. ITonoxxurensHOE

2. OtpunarenpHoe (¢ 000CHOBaHHEM )

Bce JaHHBIC, ITPUBCACHHLIC B OKCIICPTHOM 3aKIIIOUCHHH, JOCTOBCPHBI U COOTBECTCTBYIOT
YCTAaHOBJICHHBIM Tpe6OBaHI/I${M, 4TO IIOATBCPIKAALO JINYHOH NOAIINCBHIO

PYKOBOJ:[I/ITGJIB CTPYKTYPHOTO IOAPa3aACICHUA

noanuch ®.N.O (pu ero HaIMYUN)
DKcnept

noanuck ®.N.O (ripu ero HAIMYUN )



Jlara

[punoxenne 34
K MIpaBHJIaM PETHUCTPALUN
JIEKapCTBEHHBIX CPE/ICTB
Y MEJAMIMHCKUX U3JIENUN
110 NpUHIUMY "eINHOro OKHA"

®opma
MunuctepctBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HanmenoBanne rocy1apcTBEHHOM SKCIIEPTHOW OPTaHU3ANHU

ATTecTaT aKKpeIuTalliy UCTIBITaTeNIbHOM Tabopatopun (Ne, Cpok J1eHCTBUS )

Anpec, TenedoH IKCIEPTHOM OpraHu3aluu (UCIBITaTEIbHOM JJabopaToOpuH )
" n

[Iporokoin nucnbitanuii Ne OT roja

Crpanunia  (KoamdecTBo JTUCTOB )
Ycenyrononyuarens (1151 OpUIMYECKOTO Julla (HauMeHoBaHue) (1y1st (PU3NYECKOro JINIA)
@®.1.0. (mpu €ero HaJIu4YuM) U aapec):

HaumeHoBaHMe TPOAYKIIUH:

Bun ucnerrannin:

OcHOBaHUe:

®dupma U3roToBUTEND (IPOU3BOJIUTEND), CTPAHA!

Cepusi, naptusi:

Jlara nmponsBoacTBa:

CpOK roJIHOCTH:



JlaTa Hayaa ¥ 1aTa OKOHYaHUS UCTIBITAHUM:

KonuuectBo 06pa3iios:

O6o03HavyeHNe TOKYMEHTa 0 Ka4eCTBY Ha METO/bl UCITBITAHHIN:

PesynbTaTel ncnbITaHUR

TpeboBanus
DaKTUUYECKH Kparkoe onucanue
HaumenoBanue HOPMAaTHUBHOTO TOCnu
. MOJIyYCHHBIC COOTBETCTBHS (
noKazaTesen JOKYMEHTa Ha  BIaXHOCTH (%)
pe3yJbTaThl HECOOTBETCTBUS)
HPOIYKIHUIO
1 2 3 4 5

3akmtouenue: IlpencrtaBieHHbie 00pa3Ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSAM JOKYMEHTOB IO KaUe€CTBY M METOJUKU BOCIPOU3BOIATCS (HE BOCIIPOU3BOISATCS
) (yka3eiBaTh npu HeooxoaumocTn) (HyxkHOe Mo T4epKHYTh)
MeTtoauku He BOCHPOU3BOIATCA 0 CIETYIOIIUM OKa3aTesaM

[Toanmucn ynoJaHOMOYEHHBIX JIAL]

(momxHocTs) (moanuck) G.M.O (mpu ero HaIUYKH)

(momxHocTs) (moanuch) G©.N.O (mpu ero HAIUYKH)

(momxHocTsh) (moanuch) G.M.O (mpu ero HAIUYKH)

ITporokon HCHbITaHUH PACIPOCTPAHACTCA TOMHKO Ha 00pa3ibl, HOABEPrHYTHIC HCIEITAHAIM,
IpeCTaBICHHbIE 3aKa39MKOM yciuyr. IlomHas wim g9acTiaHas nepemnevaTka MpoTokona 6e3
IMMCBMEHHOTO Pa3pelICHHUs SKCISPTHOM OpraHu3alliy 3alpeiieHa.

IIpunoxenue 35
K TIpaBHJIaM PETUCTPALAN
JIEKapCTBEHHBIX CPEICTB U
MEJUIMHCKUX U3CTIHI
110 MPUHIUMY "eINHOTo OKHA"

dbopma



Order o pe3yiIbTaTax MPOBEACHNA JaOOPaTOPHEIX HCIBITAHMIH B 1a00paTOpUHM KOHTPOJA KauecTBa
IPOW3BOJUTEIIA WM B KOHTPAKTHOM 1a60paTOpHH, HCIOIB3yeMO#i IPOM3BOAUTEIEM ™

1. Pe3rome

HaumenoBanue MCIUITUHCKOT' O
n3acinAa

HanMmenoBanwne, agpec peKBH3UTHI
MIPOM3BOJICTBEHHOM TIOMIATKH

HawmmenoBanue, agpec, peKBU3HUTHI
71abopaTopuy KOHTPOJIS KayecTBa ! (
M) KOHTPAKTHOH JabopaTopuu
KOHTPOJIA KayecTBa

OcHoBaHue NpOBEACHUS
71a00paTOPHOTO MCIIBITAHUS

[IpoBenerne  1abOpaTOPHBIX

HCIIBITAaHUHN
PestoMe nmesaTenpHOCTH TaOOpaTOpUH

Brinyck B peanu3anuio Ccepuu
KOHTPOJIS KauecTBa

MEIUIIMHCKOTO U3/IeITHsI
HHoe (HeoOxo1uMo yKa3ath)

Hara(sr) NpOBEIECHUS
JTabOpaTOPHOTO UCTIBITAHUS

®.MN.0. (mpm ero HaIUYHUH)
9KCIEPTOB (WJICHOB KOMHCCHUH),
JIOJKHOCTD

2. BBognas uadopmarus
KpaTKOG OIIMCaHue ﬂaGOpaTOpI/II/I KOHTPOJISI Ka4€CTBa

Hanmnumne moKyMeHTHPOBAHHBIX MPOIEIyp MPOBEACHUS
HUCIIBITAaHHI

Brinonnenne TpeOOBaHWM  TOKYMEHTHPOBAHHBIX
MpoLEeayp NPOBEIEHHS UCIIBITAHUN

Lenp npoBeneHus 1aOOPaTOPHOTO UCTIBITAHUS
OOBEKTHI UCTIBITAaHMS

[lepconan nabopaTopuu KOHTPOJS KadecTsa,
yYacTBYIOIIMA B IPOBEICHHUU J1abOPaTOPHOTO
UCTIBITAaHUS

3. HabGmronenus u pe3yiabTaThl IPOBEACHUS 1a00paTOPHOTO UCIIBITAHUS
Cchuika Ha JOKYMEHT IO Ka4eCTBY

HOMep cepuu, nara rmporu3BoACTBa

TpeboBanus
dakTUYeCcKue CootBeTcTByeT (HE
Ilokazarens IOKYMEHTa 1O T, BnaxxHOCTH
pe3yIBTaThl COOTBETCTBYET)
KayecTBy

4. IlpunoxeHus

JlokyMeHTHl (NepBUYHBIE JaHHBEIE, IPOTOKOJBI
WCTBITAaHUH) ® 00pa3upl, OTOOpaHHBEIE B XOJE
MPOBEJICHUS Ta00PATOPHOTO MCIIBITAHUS

5. 3akiroueHue



TTonoxuteasHOE

OtpunarensHoe (C 000CHOBaHUEM)

[Ipumeuanune *K otuery o pesyibTaTax NpOBEICHHS JTa0OPATOPHOIO HMCIHBITAHUS
npuiaraeTcst Konusi cepTudukara aHaiau3a U (Miu) MPOTOKOJIa MCIBITAHUN Ha MPOAYKIIHIO
nadopaTopur KOHTPOJISI KadecTBa MPOM3BOJUTENS] WM KOHTPAKTHOM JabopaTopuu,
HCIIOJIBb3yEMOM MPOU3BOAUTENIEM. BCe MPUIIOKEHUS K OTUETY SBIISIIOTCS HEOTHEMIIEMOM €T0
HaCTbhIO.

PykoBoauTesb KOMUCCUN:

(monmuck) ®.M.0 (npu ero HATUYKUH), TOTHKHOCTh
YJI€Hbl KOMUCCHH:

(monmucs) ®.M.0O (npu ero HaATU4KUM), TOTKHOCTh

(monmuck) ®.M.0 (npu ero HaIUYKUK), TOTHKHOCTh
" " 20 T
CornacoBaHo:

(monmuck) ®.M.0 (npu ero HATUYKUH), TOTHKHOCTh

(moamuce) ®.M.0 (ripu ero HaJIMYUM), TOJKHOCTh

(nonnuce) ®©.M.0 (npu ero HaIU4KUM), TOTKHOCTb

[punoxenne 36
K [IpaBHJIAM PETHUCTPALUN
JIEKapCTBEHHBIX CPEACTB
Y MEJAUIMHCKUX U3ENUN
110 NpUHIUMY "eINHOro OKHA"

YOJIOBH’I, IPpeABABIIIEMBIC K o6pa3naM MCIUITHMHCKOI'O H3OCIHA IJId JIaGOPaTOPHHX HMCNIBITAHAH

1. Ycnyronosydarens 10 NMOAAa4y 3asBJICHUS Ha DKCIEPTU3Y MPEAOCTABIAET pacyeT
KOJM4YecTBa 00pa3loB OT MPOU3BOJAUTENS, HEOOXOAUMBIX ISl MPOBEACHUSI TPEXKPATHOTO
aHanu3a Ipu Ja0OPATOPHBIX UCTIBITAHUSX.

2. KonnuecTBo 00pa3iioB MEIULUHCKOTO U3/ENNS, MPEJOCTABIIEMbIX AJIs MPOBEACHHUS
71a00paTOPHBIX UCHBITAHUH, OIIPENEISAETCS COITIACHO TPEOOBAHUAM JTOKYMEHTOB 110 Ka4ECTBY,
U BepU(UKAUUM AHATUTUYECKUX METOJMK, Ha COOTBETCTBHE KOTOPBHIM IIJIAHUPYETCS
NpPOBEJCHUE UCTIBITAHUM U 3aBUCUT OT OCOOEHHOCTEN METOAMKHU HCIBITAaHUH, YKa3aHHBIX B
JOKYMEHTE 110 Ka4eCTBY IMPOU3BOIUTETIS.



3. KonndecTBO mpeocTaBisieMbIx 00pa3IoB MO COCTaBy OTPa’kaeT BCIO COBOKYIHOCTD
3asBJICHHOM MPOJIYKIIUHU, C YYETOM Pa3iuuus CBOMCTB OT/EJIBbHBIX TUIOB (MOJENEH) Takon
COBOKYITHOCTH.

4. Jlns 3asBisieMbIX WU3JEIWN, OTHOCSIIUXCS K OJHOMY THUIIOPa3MEPHOMY pIAy, U

COOTBETCTBYIOIIUX TpPeOOBAaHMUSIM OOIIEro JOKYMEHTAa IO KadyeCTBY, MPEIOCTABISIOTCS
TUIIOBbIE 00pa3ibl ¢ 000CHOBAHUEM MPOU3BOIUTEIS.
5. Ilpu OTIIMYMK OTAENBHBIX BUJOB 3asBJICHHOTO MEAUIIMHCKOTO M3IEIUSI TOJIBKO IO
I[BETOBOM TaMMe, TOCTATOYHO MPEO0CTABICHUE 00Pa3I[0B OTHOM IIBETOBOM raMMBI.
6. O6pa3ubl MEIULIMHCKOTO U3JENHS MOCTIE MPOBEIECHUS UCTIBITAHUI HE BO3BPAIIAIOTCS.

[Ipunoxenue 37
K MIPaBHJIaM PETUCTPAIUN
JICKapCTBCHHBIX CPE/ICTB
¥ MEIWIMHCKUX U3/IEITHHA
10 TIPUHIUIY "eAMHOTO OKHA"

dbopma

3akmogeHue 0 GCBOH%HOCTI/I, Ka4gCCTBC U SCID(IDOKI'HBHOCTH MCIHUIIUHCKOI'O U34€CJIUsA, 3aABJICHHOI'O

Ha HKCIIEPTH3Y B NEIIX I'OCYAapCTBEHHOM pEruCTpanyy, nepeperucrpanyu B Pecmy6mmke
Kazaxcran

1. Pecny0nnkaHCcKOe rocyJapCTBEHHOE NMPEANPUSATHE HA MTPaBe X039WCTBEHHOTO BEICHUS
"HammoHanbHbIA LEHTP DKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULWHCKUX H3AEIUN"
Komurera MenumuHckoro u  (¢papMaleBTHYECKOTO KOHTpPOJs MuUHHUCTEpCTBa
3npaBooxpaHeHus PecnyOonuku Kazaxcran cooOmaer pe3yiapTaTbl 3KCIEPTU3BI Ha
0e30MmacHOCTh, KauecTBO M H(PEKTUBHOCTh MEAUIMHCKOTO W3ACIUS B LENIIX
rocy1apCTBEHHOM perucrpanuu, nepeperucrpanuu B Pecryonuke Kasaxcran:

TOpl"OBOG HaMMCHOBAHHUEC MCAUITMHCKOI'O U3ACIINA
OpFaHI/ISaHI/I}I-HpOI/I3B0}II/ITeJ'[I), CTpaHa-poOnu3BOJUTEIIb
HpOI/BBOZ[CTBCHHaH mJiomajzka, CTpaHa

YNOJIHOMOYEHHBIH TPEACTABUTENb TMPOU3BOIUTENS,
CTpaHa

YNOTHOMOYEHHOE  JIMIO 10  MOHHUTOPHHTY
HEOJAroMpUATHBIX COOBITHHA (MHINACHTOB) Ha
teppuropun Pecrrybnmku Kazaxcran

Tun meannunckoro uznenust (MU (MMH), M (MT),
MU (in vitro)

Bun (peructpanus, mepeperucTpariis)

Kinacc B 3aBHCHMOCTH OT CTENCHH MNOTCHIHAJIBHOT'O
PUCKa NPUMCHCHUSA

Kon HomeHknarypbl MEIMIMHCKHX H3IEIUU
Pecnyonuku Kazaxcran

KoMrurekraruss MeTUIIMHCKOTO u3aenus (Tpy HATAIHH
— KOMTMYECTBO KoMImIekTyrommx ) (Tabmmma)



3aKiIroueHrue HadyaJabHOM OKCIICPTU3bL (HOJ'IO)KI/ITGJ'ILHOC
5010%¢ OTpI/II_[aTeJ'IBHOC)

3aKTI0YeHHE CHEeIHATU3UpPOBAHHOM 3KCHEPTHU3Bl  (
MOJIOKUTEIBHOE UM OTPULIATENILHOE)

3aKII0OueHNEe NCIBITATeNbHO TabopaTopuu: aata u Ne
MIPOTOKOJIA (TTOJIOKUTEITHFHOE FITH OTPHUIIATEIHHOE)

Tabauna
KoMruiekramnuss MEIUIIMHCKOTO N3N

HaumenoBanue mozaenu (Mmogudukamnmn) MU* (3amonHsIeTcs Ha KaX Iy MOJIEIb)

HanmenoBanne Mopgens
Bun cocraBHBIX

Ne . COCTaBHBIX COCTaBHBIX IIpousBoaurens Crpana
yacreu . .
gacrei qacTei

* 3aMoNHIETCS Ha KaXIyI0 MOJENb

2. 3akmroueHue (MOJOKUTENbHOE): MaTtepualbl U TOKYMEHTBHI PETUCTPAIMOHHOTO 10ChE
Ha MEIUIMHCKOE H3JENINE, MPEIOCTABICHHBIE HA JKCHEPTHU3Y [ TOCYIApCTBEHHOU
peructpanuu, nepepeructpaiuu B Pecrryonuke Kazaxcran, COOTBETCTBYIOT YCTaHOBJICHHBIM
TpeOoBaHUSIM, O€30MaCHOCTh, Ka4eCTBO M A(DPEKTUBHOCTH MEAMIIMHCKOTO H3JIENHUs
MOATBEPAKACHBI COOTBETCTBYIOIIUMH MaTepUaiaMu U MPOBEJCHHBIMU UCTIHITAHUSIMU.

MenunuHckoe uzzaenue 3apeructpupyercsa B Pecriyonuke Kasaxcran cpokom Ha et
1 OECCPOUHO.

3akmtoueHue (oTpuuaTeabHoe): MaTepuanbl U TOKYMEHThI PETUCTPAIMOHHOTO 10ChE Ha
MEIMUIIMHCKOE W3JeNue, NPEJOCTAaBICHHbIE HAa OHKCHEPTU3y Il TOCYyIJapCTBEHHOMU
peructpamnuu, nepepeructpaiuu B Pecnybnuke KazaxctaH, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TPEOOBaHUSIM, 0€30MaCHOCTh, Ka4eCTBO U 3(PHEKTUBHOCTh METUIIMHCKOTO
M3JeNusl HE MOATBEPXKAEHBl COOTBETCTBYIOIMMHU MaTepualaMu U MPOBEICHHBIMU
UCIIBITAHUSIMHU.

MenuuuHckoe uznenue He 3apeructpupyercsa B Pecnyonuke Kazaxcras.

PykoBoauTens rocy1apCTBEHHOM 3KCIEPTHOM OpPraHU3aluN

noanuck @.N.O. (mpu ero HaIU4IUN)

JlaTa
[Ipunoxenue 38
K [IPaBUJIaM PETHUCTPAIUN
JIEKAPCTBEHHBIX CPEICTB U
METUITTHCKUX H3ICTHI
110 NpUHUUNY "eINHOro OKHA"
dopma

3axmogeHne 0 6e30macHOCTH, KagecTBe ¥ 3P PEKTUBHOCTH MEJUITMHCKOTO M3/AE/IHA 3aBICHHOTO
Ha SKCIEPTH3Y B LEJX BHECEHUS H3MEHEHHH B PETHCTPAIHOHHOE JIOCHE



1. PecrryOnukaHckoe ToCcyJapcTBEHHOE MPEANPUATHE Ha MPaBE XO35IICTBEHHOTO BEJCHMUS
"HammoHanpHbId LEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMWHCKUX HU3AETUN"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpoJs MUHHCTEpCTBa
3npaBooxpanenust Pecy6nuku Kaszaxcran cooOuiaet pes3ysabTaThl SKCIEPTU3bl O BIUSHUU
BHOCUMBIX H3MEHEHHH B PETrHCTPAlMOHHOE J0Che Ha O€30IaCHOCTh, KayecTBO U
3¢ (HEeKTUBHOCTh MEIULIMHCKOTO U3/EIINS:

TOpFOBOC HaMMCHOBAHHNEC MCIUITMHCKOI'O U3ACIINA
OpFaHI/ISaHI/IH IMPOU3BOAUTEIIb, CTPAHA-TIPOU3BOANUTEIID
HpOI/BBOHCTBeHHaH mjiomazaka, CTpaHa

YNOTHOMOYEHHBIM NPEICTABUTENb MPOU3BOIUTENS,
CTpaHa

YNOMTHOMOYEHHOE  JIMIO 1O MOHHUTOPHHTY
HEONMarONMpHUATHBIX COOBITHI (MHIOHUICHTOB) Ha
teppuropun Pecrrybnmku Kasaxcran

BHocuMBbIe U3MEHEHUS

3akiroueHUe HAYaIbHOM 3KCIIEpTH3bI (TOI0KHUTEILHOE
WA OTPULIATENIFHOE)

3aKiIl0YeHHEe CIHEIMATU3UPOBAHHON AIKCHEpTH3bl  (
MIOJIOXKUTEIBHOE MIIM OTPULIATEIIEHOE)

3aKII0ueHNEe MCIIBITaTeNbHON Taboparopuu: nata u Ne
MIPOTOKOJIA, (TOJIOKUTEIBHOE WIH OTPHULIATEIFHOE)

2. 3axmitoueHue (MoJ0KUTENbHOE): MaTepualbl U JOKYMEHTBl Ha MEAUIIMHCKOE U3JIene,
MPEIOCTaBICHHbBIC JIJII BHECEHUS W3MEHEHHH B PETMCTPAIIMOHHOE J10ChE, COOTBETCTBYIOT
YCTAHOBJICHHBIM TPEOOBaHUSM, BIUSHUE Ha O€30MaCHOCTh, KaueCTBO M A(PHEKTUBHOCTH
MEIUIMHCKOTO M3JENUsl MOATBEPKICHbI COOTBETCTBYIOUIMMHU MaTepuUaliaMH U
IIPOBEJCHHBIMU HCIIBITAHUSIMHU.

BHocuMble W3MEHEHHS 3aperucTpupyercss ¢ Bblaadeid (0e3 BblAauM) HOBOIO
PETUCTPAIMOHHOTO YA0CTOBEPCHHUS.
3akmoueHue (oTpulaTesbHoe): MaTepualbl U JOKYMEHTBI Ha MEIUIIMHCKOE U3JEuE,
MPEIOCTaBICHHBIC 11 BHECEHUS U3MEHEHUI B PETUCTPAIIMOHHOE JI0ChE, HE COOTBETCTBYIOT
YCTAHOBJIEHHBIM TPEOOBaHMSM, BIUsSHUE Ha O€30MaCHOCTh, KauecTBO M A(PHEeKTUBHOCTH
MEIUIIMHCKOTO M3JeIUs HEe TOJATBEPKJICHbI COOTBETCTBYIOIIMMHU MaTepuajamMud U
IIPOBEJCHHBIMU HUCIIBITAHUSIMHU.
BHocuMble n3MeHEHUs HE 3apErUCTPUPYETCS.
PykoBoauTens rocyiapcTBEHHON AKCIIEPTHOM OpraHU3aIiuu

MOJITUCH ®.1.0. (mpu ero HAIUYHUN)
JlaTa

[Ipunoxenue 39
K IIpaBHJIaM PEruCTpaLvy



JICKAPCTBEHHBIX CPEICTB U
MEIULIMHCKUAX U3IeIUil
10 TIPUHIUIY "eAMHOTO OKHA"

dopma
Pacuet-o60cHOBaHue pacxonoB B pamkax ['OBMII u (wnm) cucteme OCMC
1) PacueT pacxo/10B Ha OIIEHKY Ka4yecTBa:

_ (B1+ B2+..+Bn)
~ (C1+C2+...4+Cn)

A — Pacxonpl Ha OIIEHKY KayecTBa, yKa3aHHBIC B 3asBJICHUU 3a €IUHUILY U3MEPEHUSI, B
TEHTE;
Bl1, B2, B3...Bn — CrouMocTs npoueaypsl oueHku kadectBa ¢ yuetom HJIC 3a 12
MECSIIEB, MPEIICCTBYIOMIMX JaTe MOa4YH 3asBICHUS;
Cl1, C2, C3....Cn — xonuuectBo equuuil UMH (mmacTeips, mmpui, naker, Ty0a, Habop,
KOMIUJIEKT, TaHEJNb, KacceTa, KapTPUIK U ).

[Tpunoxenne 40
K MpaBUJIaM PETUCTPALIUU
JIEKapCTBEHHBIX CPEACTB U
MEIUITMHCKHUX H3ICITHH
10 NpUHUUNY "eANHOro OKHA"

dopma

ITepegeHs JOKyMEHTOB, HEOOXOAMMEIX I PETACTPAIMY, BHECEHUS H3MEHEHHS B IICHY
MIPOM3BOAUTEI MEUITMHCKOTO M3eNHA A1 JUArHOCTHKA BHE XKHBOI'0 OpraamsMa (in vitro),
IpOM3BOAMMEIe Ha TeppuTOopHH Peciry6muku Ka3axcraH B paMkax JOJTOCPOYHEIX JOTOBOPOB
MOCTAaBKH, 3aKI09CHHEIX ¢ EquasM micTpubsioTropoM

Ne n/m HanMeHoBaHue TOKyMEHTa dopMa Ipe10CTaBICHUS

Wudopmarnms ¢ moaTBepKIaroIMH
JOKyMEHTaMH (KOHTPaKT, HHBOIIC) O
neHax MU (in vitro) peannzyembIx B
Ipyrux cTpaHax 3a 12 wmecsma
MPEIIIECTBYIOINX JaTre MoJadn
3asBJICHUS Ha PETUCTpaluio,
BHecenne usMeHennss MU (in vitro) (
1 HOTapualbHO 3aBepeHHas konus).  HorapuamsHo-3aBepeHHAs KOITHsI
B ciry4yae oTCyTCTBUSI pealn3anuy B
JPYTUX CTpaHaX, yCIyronosydareib
HNOATBEPKAACT OTCYTCTBHE
peanu3aiiui Ha GUPMEHHOM OJIaHKe
YCIYTOIoJTyyaTelnsi, 3aBepeHHOM
TIOJIIIMCHIO YIIOJIHOMOYEHHOTO JIMIIA
YCIIyTOOTyYaTelis;



[paiic OTEYECTBEHHOIO
2 OpUrHHAJI

MIPOU3BOAUTEIIA

Kommepueckoe mpemioxkenune  (
OpHUTHHA
npuinoxenue 10)

Komust mpensiaymero 3akiroueHus
4 aHaln3a I[eH C TEeXHUYECKOW  KOIHA
crerdukanueit (mpu HaIMIUH)

HNHopmarus 0OTEeYeCTBEHHOTO
Mpou3BOIUTENS O (HaKTHUCCKU

5 MOHECEHHBIX  3aTpaTax s OpHUTHHA
ompeneeHus eHs! (mprmioxenue 13

)

JoarocpouHslif 10roBOp MOCTaBKH,
6 3aKJIIOYEHHBIH ¢  EaQuHbeM KOITUS
JTUCTPHOBIOTOPOM

[Ipumeuanue: Ilpaiic-muCT U KOMMeEpUeCKOe MpeIoKeHre 0hOPMIISIIOTCS B pa3pese
KOMIUIEKTYIOIINX B COOTBETCTBUU C PETUCTPAIMOHHBIM YJIOCTOBEPEHHEM U IMOJMUCHIBACTCS

IICPBBIM PYKOBOIUTCIICM IIPOU3BOAUTCIIAA U CKPCIULACTCA IICYATbIO (HpI/I H&HH‘{HI/I).
[punoxenne 41
K MpaBUJIaM PETUCTPAIINH
JIEKapCTBEHHBIX CPEJICTB U
MEIUIIMHCKHUX H3ETINUN
110 NpUHIUMY "eINHOro OKHA"

dopma

(HanMeHOBaHME IroCyJapCTBEHHOU
HKCTIEPTHON OpraHU3alNH)

Hudopmanus 0Te9eCTBEHHOTO IPOU3BOUTENA O (PaKTHIECKH MOHECEHHBIX 3aTpaTax Uil
oIpezeeHNs ISHEI

MenuuuHCKOe H3JeiIue JUIS JTHAarHOCTUKH BHE >KMBOTO opraHu3ma (in vitro),
IPOU3BOIMMBIE Ha TeppuTopuu PecryOnuku KazaxcTan B paMkax J0JATOCPOYHBIX IOTOBOPOB
MOCTaBKH, 3aKIIOYEHHBIX ¢ EMUHBIM JUCTPUOBIOTOPOM

(HaMMEHOBaHUE METUITMHCKOTO M3CNHS JIJIsl THAaTHOCTUKH BHE KMBOTO OpraHmu3Ma (in
vitro), mpousBouMbie Ha Tepputopuu PecmyOnuku Kazaxcran B paMkax JOJITOCPOYHBIX
JIOTOBOPOB MTOCTaBKH, 3aKIIOYCHHBIX ¢ EMMHBIM JUCTPUOBIOTOPOM)

Howmep peructpannonnoro ygocroBepenuss PK-MI-  Ne (TIp1 HAJTMYHH)
Kiacc 6e3onacnocTu

Ne HanmenoBanue pacxonos CTOMMOCTB, TEHTe

3aKynkKa ChIpbS H  (HJIH)
KOMIUIEKTYOIUX



O 0 9 &N n b

11

12

13

14

15
16
17

18

19

20

21

22

23

24

25

JOTUCTHKA CBIpbsT W (Wiam)
KOMIUIEKTYOIINX

CTpaxoBaHKe, TAMOKEHHbIE [LTATEIKH
U TaMOXXEHHOE O0(OPMIICHUE CHIPhS
1 (WIM) KOMIUIEKTYIOIINX

MIPOCKTUPOBKA
pa3paboTka

IU3aiH

TpaHchep TEXHOJOTHIA
KOHTPAKTHOE MTPOU3BOCTBO
MaTeHTHPOBAHUE

MOKYMKa  MPOU3BOJACTBEHHOIO
o0opynoBaHUS

o0ydyeHrWe  TmepcoHalla  Ha
MPOU3BOJCTBCHHBIX ILIOMIAAKaX 3a
py6exom

BHEJIPEHHE  MEXIyHapOIHBIX
CTaHAAPTOB Ka4eCTBa

noixydyeHue ceprudukara o
MIPOUCXOKICHNUU TOBapa

MOJIy4eHUE  UHAYCTPHAIBHOTO
ceprudukata HarpionansHas mangara
npeanpuHuMareneii PecrnyOmuku
Kazaxcran

71a00paTOPHBIE UCIIBITAHUS
TeXHUYECKHE UCTIBITAHUS
KIIMHUYECKHE MCITBITAHUS

J1a00paTOPHO-KINHUYCCKHE
UCTIBITAHUS

JKCHEPTH3A B LeNsx
TOCYJApCTBEHHON pETUCTpPALUH,
NEpEpErucTpalul U BHECEHUHU
U3MEHEHHMI B PETrUCTPallMOHHOE
J0CBE

OIICHKa Ka4yeCTBa

cucTemMa MOHHTOPHHTA
0e30macHOCTH, KayecTBa U
3O PEKTUBHOCTH MEIUIIMHCKUX
U3AEIIUN

COZCPIKAHUEC IEpCcoHAIa

pa3paboTka ®  BHEIpEHHUE
MIPOrPaMMHOTO 00eCTIIeUeHHS

TPAHCIMOPTHBIE  PAacXOIbl IO
nocraeke MU (in vitro) no
3aKa34MnKa

cepBucHOe obOciyxuBanue 37
MCECALICB



Hroro cymma:
HacTosimuM rapaHTUpy0 U NOATBEPKIAI0 JTI0CTOBEPHOCTh, MOJHOTY U COJAEpKaHUE
PEAOCTABICHHBIX IOKYMEHTOB U MaTEpPUAJIOB.
PykxoBoaurens
(OIHCH) ®UO (npu ero HATMYUH )
*CBEICHUSI O PETUCTPAIIMOHHOM yAOCTOBEPEHUH, 3aMOJHAIOTCS YCIYTOMoIydaTesieM Ipu

€0 HaJIMYnu
[punoxenne 42
K [IpaBHJIaM PETHUCTPALUN
JIEKapCTBEHHBIX CPEICTB U
METUIIMHCKUX U3IeTUI
10 NpUHIUMY "eINHOro OKHA"

®opma
Jocee mexapcTBEHHOro cpeacrBa mid BKmodeHHA B Ka3zaxcraHCKWi HaIMOHAIBHBIN
JIeKapCTBEHHEI (popMysap
1. Uudopmarus no nexkapcrBeHHOMY cpenctBy (JIC):
1) roproBoe nHaumenoBanue JIC;
2) MeXIyHapOJAHOE HEMATEeHTOBAHHOE HAMMEHOBAHHUE;
3) cocrtaB JIC (nmeicTByrolIME W BCIIOMOTATENbHbBIEC BEIIECTBA), MPEAIaraeéMoro s
BKJIFOUCHUS;
4) nexapcTBeHHas opma U JO3UPOBKA, KOHIIEHTpAIIUS;
5) cBenenust o peructpanum 3aspieHHoro JIC B PecriyOnmku Kazaxcran;
6) papmakonoruueckoe neictaue JIC;
7) dbapmakonorudeckas rpymnmna JIC u ATX kox;
8) MmokazaHus K IPUMEHEHUIO COTJIACHO MHCTPYKIMHU MO TPUMEHEHHUIO JIEKAPCTBEHHOTO
CpEJIICTBA;
9) criocob mpuMeHeHHs.
2. CeneHus:
O pEruCTpallMOHHOM cTaTyce 3asBiaeHHoro JIC 1o noka3zaHusM, yKa3aHHbIM B 3asIBJICHUH
u gocke B ctpaHax ICH u ODCP (3apeructpupoBaH MO HaIMOHAJIBLHOM MpOIEaype
komneTeHTHbIM opranom CIIIA, IIseitnapuu, Anonuun, ABctpanuu, Kanaael u ap. ctpan
ODCP unu 3aperucTpupoBaH IO IEHTPATU30BAHHOHN MPOIEType KOMIIETCHTHBIM OpPraHOM
EBponetickoro Coro3a);
o npoxoxaenus 3assiieHHbIM JIC mpouenypsl nepekBanupuxanuu BO3 u ero BritoueHue
B niepeueHb BO3 npekBanuduimpoBaHHbIX JICKAPCTBEHHBIX CPENICTB, MPEAHA3ZHAYCHHBIX TS
60pr0b1 ¢ BUY, TyOGepkyne3omM, renaTUToOM U JPYTUMU OOJIE3HAMH.
3. CBeeHUs O KIMHUYECKUX UCCIIEAOBAHUAX BHICOKOTO METO/I0JIOTUUECKOTO Ka4eCcTBa B
Ka3aXCTAHCKUX M MEKTyHAPOIHBIX IPU3HAHHBIX UCTOYHHUKAX
1) no xnuHHYeckor 3(P(PEKTUBHOCTH MO 3apErUCTPUPOBAHHBIM IOKA3aHUAM K

MIPUMEHEHUIO:



omucaHue oToopa myOauKaIuii, coaepx aux gaHHsie mno 3¢ dexrusaoctu JIC;
onucaHue U 0000IIEeHHE pPe3yJIbTATOB U3 OTOOPAHHBIX PEJNIEBAHTHBIX MyOJIUKAIUM,
cojiepKamux gaHHbIe 110 3¢ dexTuBHocTH JIC;

CIIMCOK W CCBUIKM Ha peJieBaHTHbIE MYyOJUKAIUU, COJACpKAIMX JTaHHbIE IO
s dpextuBnoctH JIC;

Matepuaibl (CTaTbd, pe3lOMe, M3 HAyYHbIX M MEAUIMHCKUX MyOIuKaluii),
noareepxaaronre dpdextuBHocts JIC Ha sA3bIKe OpUTHHANA B BUJE MOJIHBIX TEKCTOB, C
MPUIIO’KEHUEM TIEPEBO/IAa HA Ka3aXCKOM MJIU PYCCKOM S3BIKE;

2) o 06€30MacHOCTHU MO 3aPETUCTPUPOBAHHBIM MTOKA3aHUSAM K IPUMEHEHUIO:
omucaHue oToopa myOIuKaIuii, coaepKanux qanHele mo 6ezonacHoctu JIC;
onucaHue U 0000IIEeHHE Pe3yJIbTATOB U3 OTOOPAHHBIX PEJIEBAHTHBIX MyOJIUKAIUM,
coAepkalux gaHHbie mo 0e3onacHoctu JIC;

CIIMCOK U CCBUIKHM Ha peJieBaHTHbIE MyOIMKalUU, COACPKAIINX JaHHbIE IO 0€30MaCHOCTH
JIC;

Matepuanbl (CTaTbd, pe3lOMe, M3 HAyYHBIX UM MEIUIMHCKUX MyOIUKaluil),
noaTBepxaatomue 6ezonacHocth JIC Ha A3bIKe OpUTMHANAa B BUAE MOJHBIX TEKCTOB, C
IPUIIOKEHUEM TIEPEBO/Ia HA Ka3aXCKOM MJIU PYCCKOM SI3BIKE.

4. Cenenus o Hanuyuu 3asBieHHoro JIC mo 3aperucTpupoBaHHBIM MOKa3aHUSM, B
CIUCKax U GopMyIIsIpax:

B CIHUCKE OCHOBHBIX JIEKAPCTBEHHBIX CpeACTB BcemupHoil opranuszaunuu
3IpaBOOXpaHEeHus (B TOM YUCIE ISl IeTei);
B bpuTanckoM HallMOHAIBLHOM JIEKAPCTBEHHOM (hopMmyJisipe (B TOM YHUCIIE JIJIS IETE);
B BO3MelIaeMbIx criuckax u popmymsipax ctpad ODCP.
5. CBenenus o Hanuuuu 3asBiaeHHoro JIC mo 3aperucTpupoBaHHBIM MOKAa3aHUSM, B
KITMHUYECKHUX MPOTOKOJIaX U PyKOBOJICTBAX:
HAJIMYKEe B KIIMHUYECKHUX MpoTokoiax Pecmy6nuku Kazaxcran;
HaJM4YUE B KIMHUYECKUX PYKOBOJACTBAX, IPOTOKOJAX U KOHCeHcycax cTpaH OOCP;
HaJINYUE B MEKIYHAPOTHBIX (€BPOMENCKIX) KIMHUYECKUX PEKOMEHIALIUSX.

6. Cenenust o HeoOxoaumoctu JIC asig cucTeMbl 3paBOOXpPAaHEHUSI B COOTBETCTBUU C
MOKa3aTeIsIMUA PACIPOCTPAHEHHOCTH OOJIE3HH U 3a00JI€BAEMOCTH HACEJIEHUsS MO JaHHBIM
O(pUIIMATIBHBIX AJEKTPOHHBIX WH()OPMAIIMOHHBIX PECYpPCOB M HMH(POPMAIMOHHBIX CHCTEM
co3laHHbIM cornacHo noamyHkty 30 crtateu 7 Kopekca, a Takxke OMyOJIMKOBaHHBIX
CTATUCTUYECKUX COOPHHMKOB YIOJHOMOYEHHOTO OpraHa WIM 3IHAEMHOJIOTHYECKUX

HUCCIEeIOBaHMU.
IIpunoxenue 43
K IpaBHJIaM PETUCTPAIIUH
JIEKAPCTBEHHBIX CPEICTB
¥ MEJIMIMHCKUX U3/IEHMA
10 TIPUHITUITY "eAMHOTO OKHA"



3akimodeHne MPOBEPKH OPOPMIICHHS 3asABIICHHA W AOCHE I BKIIOYCHHUA JIEKAPCTBEHHOTO
cpeacrBa B KazaxcraHCKuii HAMAOHAIHGHEIN JIEKapCTBEHHBIN opMyIap
1. Uudopmarnus o ycayromnoaydarene:
1) HauMeHOBaHKE OpraHU3AIINH;
2) ®.1.0. (npu HaNTMYUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTH;
MECTO HaXOXKACHUS OpTaHU3AlUH-YCIYyronojydaTens (IOpuIdYecKuil aapec,
(dakTrueckuil aapec);
3) BUH, GankOBCKHE PEKBU3ZHUTHI;
4) Homep tenedona u (wm) dakca;
5) e-mail.
2. JlaHHbI€ 110 3asIBIEHHOMY JieKapcTBeHHOMY cpenctBy (JIC):
1) roproBoe nHaumenoBanue JIC;
2) MeXIyHapOJAHOE HEMAaTEeHTOBAaHHOE HAMMEHOBAHMUE;
3) cocrtaB JIC (nmeicTByrolIMEe W BCIIOMOTATENbHBIEC BEIIECTBA), MPEAIaraeMoro s
BKJIFOUCHUS,;
4) nexapcTBeHHas ¢hopma U JO3UPOBKA, KOHIIEHTpAIIUS;
5) cBenenus o peructpanum 3aspieHHoro JIC B PecriyOnmke Kazaxcran;
6) papmakonoruueckoe neictaue JIC;
7) dbapmakonorudeckas rpymnmna JIC u ATX kox;
8) MmokazaHus K IPUMEHEHUIO COTJIACHO MHCTPYKIMHU MO TPUMEHEHHUIO JIEKAPCTBEHHOTO
CpEICTBA;
9) criocob mpuMeHEeHHs.
3. 3akiroueHHe Mo pe3yJsibTaTaM MPOBEPKH HA MOJHOTY U MPABUIBHOCTH O(POpMIIEHUS
MPEACTAaBICHHBIX JOKYMEHTOB:
1) onieHKa MOMHOTHI MPEACTABICHHBIX JOKYMEHTOB U MaT€pPUAJIOB;
2) oneHka oopMIICHHUS 3asBJICHUS U TIPEICTABIIEHHBIX MaTEPUAIOB;
3) olleHKa IpeICcTaBlIeHUs CBeIeHU corylacHo MyHKTy 202 Hactosiux [Tpasun;
4) cooTBETCTBUE MEXIY 3asBIICHHUEM M MaTepHalaMd Ha OyMaKHOM HOCHUTEJE U B
AJIIEKTPOHHOM BHUJIE.

4. 3ameuaHus

[Ipunoxenue 44
K IIpaBHJIaM PETUCTPALIH
JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3IETTHH
110 MIPHUHIUIY "eANHOro OKHA"

CooTHOIIEHM® YPOBHE#H JOKA3aTEILHOCTH U TPaJanuii peKOMeHanwii, pa3paboTaHHbIe
Oxcdopackmm LleHTpoM HoKa3aTenbHON MEULIMHEL

ypOBHI/I JA0Ka3aTCJIbHOCTHU Fpaz[aulxm pGKOMeHﬂaHI/Iﬁ



CucreMaTH4eCKui 0030p,
KIMHUYECKUE  HCCJICJOBaHUS,
OTJEIbHOE KIMHUYECKOE
HCCIIe0BaHNE

CuctemaTuieckui 0030p
KOTOPTHBIX HcciaegoBanuid, wiam 1l B
OTJI€JIbHOE KOTOPTHOE HCCIEA0BaHNE

n

HNccnenosanue TUIA
CIy4ail-KOHTpodb"  (OTHOEIbHOE,

. 111 B
aub0 cHCTeMaTHYeCKUud 0030p

HECKOJIbKHX)

OmnmcaHme cepuu  CIydaes,
HU3KOKA4YeCTBEHHbIE KOropTHble IV C
UCCIIEOBaHUs

MHenne sKcrepToB 0e3 TOYHOM v D
KPHTHYECKON OLICHKU
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