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O6 yTBepKIeHIH IPaBWI MPOBEICHAS SKCIIEPTH3HI JICKAPCTBCHHBIX CPEACTB X MEIUIIMHCKHIX
2131 () 1%0% 4

[Ipuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 27 ssaBapst 2021 rona Ne KP
JNCM-10. 3apeructpupoBan B Munuctepctse roctuiun Pecrybnuku Kazaxcran 2 sHBaps
2021 roma Ne 22144.

B coorBercTBum ¢ nyHkrtamu 4 u 10 craren 23, nmynkrom 3 crateu 239 Kogpekca
Pecny6nuku Kazaxcran "O 310poBbe HApOJa U CUCTEME 3IPABOOXPAHEHUs", TOAIMYHKTOM 1)
ctatbu 10 3akona Pecnyonuku Kazaxcran "O rocy1apcTBeHHBIX yCiIyrax', ¢ 4acTbiO IEpBOM
nyHkta 1 [IpaBun perucrpanuu u dSKCIepTU3bl OE30MaCHOCTH, KauecTBa U d(PPEKTUBHOCTH
MEIUIUHCKUX U3JENNH, yTBepkAeHHbIX Pemennem CoBera EBpa3uiickoil DKOHOMHYECKOMN
Komuccuu ot 12 depans 2016 roma Ne 46, a takke myHkToM 3 [IpaBun peructpanuu u
AKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB I MEOULUHMHCKOTO NPUMEHEHUS, YTBEPKICHHBIX
Pemennem Coeta EBpasuiickoil s5koHOMUYECKON KoMuccuu oT 3 Hosiopsa 2016 roma Ne 78
ITPUKA3BIBAIO:

CHocka. [Ipeam0Oyna - B pegakuuu npukasa Munuctpa 3apaBooxpanenust PK ot
14.04.2023 Ne 70 (BBOAMUTCS B ICMCTBUE 1O UCTCUCHUU JICCITH KaJCHIAPHBIX JHEH MOCIIE THS
€ro MepBoro oQpuIMaIbHOrO OMyOJIMKOBAHUS).

1. YTBepaurs:

1) npaBuiia MpoBeAEHUS FIKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB COTIACHO MPUIIOKEHHIO 1
K HacTOSIIEMY MPUKA3Y;

2) npaBuiia MPOBEACHUS SKCIIEPTU3bI MEAUIIMHCKUAX U3JIETUN COTJIaCHO MPUIIOKEHHIO 2 K
HACTOSIIIEMY ITPUKA3Y.

2. IIpu3HaTh yTPAaTUBIIMMHU CHIIy HEKOTOPBIE MTpUKa3bl MUHHUCTEPCTBA 31PaBOOXPAHEHUS
Pecny6iinku Kazaxcran corfacHO NpUIIOKEHHIO 3 K HACTOALLEMY MPUKa3y.

3. KoMuretry MEIUIIMHCKOTO U (apMaieBTUUYECKOr0 KOHTPOJs MwuHHCTEpCTBa
3npaBooxpaneHuss Pecnyonmku KazaxctaH B yCTaHOBIEHHOM 3aKOHOAATEIbCTBOM
PecnyOnuku Kazaxcran nopsigke 00ecneyuTh:

1) rocy1apcTBEHHYIO PETHCTPALMI0 HACTOSIIErO MprKa3a B MUHUCTEPCTBE FOCTULIUU
PecnyOnuku Kazaxcrawn;

2) pa3MelleHHE HACTOAIIETO MpUKa3za Ha HHTEpHET-pecypce MuHHCTEepcTBa
3npaBooxpaHenus Pecnybnuku Kazaxcran nocie ero opuinuaibHOro onyOJuKOBaHNUS,

3) B TeueHue aecsATH pabouux JHEH Mmociie rocyJapCTBEHHON PerucTpaluy HacTOSIIEro
npukaza B MunucrepctBe roctunuun PecnyOonuku Kazaxcran mnpeacraBieHue B



KOpunuueckuit nenapramenT MunuctepcTBa 31paBooxpanenus PecmyOnuku Kaszaxcran
CBEICHUH 00 HCHOJHEHUHM MEPONPUITUN, MPETyCMOTPEHHBIX NOANYHKTamMu 1) u 2)
HACTOSIIErO MyHKTA.
4. KOoHTpOJb 32 MCIOJIHEHUEM HACTOSIIETO MPUKa3a BO3JOXUTh HA KYPUPYIOLIETO
BHUILIe-MUHHCTpA 3ApaBooxpanenus Pecrybnuku Kazaxcran.
5. Hacrosimuit npukas BBOAUTCS B AEUCTBUE 1O UCTECYEHUU AECITU KaJCHAAPHBIX JHEHU
MOCJI€ IHS €r0 MEePBOro OPUIIMaTBLHOTO OMyOJIMKOBAHMUS.

Munuctp 3apaBooxpaHeHUS .
A. Lo
Pecniy6mnkn Kazaxcran

"COI''TACOBAH"
MunucrepcTBO LU(POBOrO pa3BUTHUS, MHHOBALIUH U
a’POKOCMHUYECKOU MMPOMBIIUIEHHOCTH
Pecny6nuku Kazaxcran

[punoxenne 1 x npukazy
MuHucTpa 31paBOOXpaHEHUS
Pecniy6nuku Kazaxcran
ot 27 ssBaps 2021 roga
Ne KP ICM-10

IIpaBuiia mpoBeAEHU SKCIEPTU3HI JIEKAPCTBEHHBIX CPEICTB
I'masa 1. O0nmme moroxkeHus

1. Hactosimue npaBuiia pOBEICHUSI SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB (ajiee —
[IpaBuiia) pazpaboTaHbl B COOTBETCTBUH ¢ MyHKTaMu 4 U 10 ctatbu 23 ¥ MyHKTOM 3 CTaThbU
239 Kopnekca PecnyOnuku Kazaxcran "O 310poBbe Hapoda M CUCTEME 3apaBOOXpaHeHus" (
nanee — Konekc), ctateeit 14 3akona PecniyOnuku Kazaxcran "O rocygapcTBeHHBIX yciyrax"
(manee — 3aKOH) W ONPENEISAIOT NOPAIOK MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB,
B TOM YHUCJIE M CTPATETHMYECKH BaXKHBIX JIEKAPCTBEHHBIX CPEJCTB (Janee — JeKapCTBEHHBIC
CpElCTBa), a TaKXKe MOPSAOK OKa3aHUsl rOCyJapCTBEHHOW yciayru "Bblgaya 3akitoyeHus: o
0e30macHOCTH, KadecTBE M A(DPEKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX
n3aennn'.

Cuocka. Ilynkr 1 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 14.04.2023
No 70 (BBoAMTCS B ICMCTBUE 110 UCTCUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE IHS €ro
MepBOro O(PUIMATHEHOTO OMYyOJIMKOBAHMUS).

2. DKcrepTHu3a JEKapCTBEHHBIX CPEACTB B COOTBETCTBUM C MYHKTOM 2 cTartbu 239
Koaekca npoBoauTCa rocy1apCTBEHHOM 3KCHEPTHOM opraHuzanueil B chepe oOpalleHus
JEKApCTBEHHBIX  CPEACTB M  MEIMUMHCKUX  M3JEJIUM, OCYyUIEeCTBISIOUIEH
MPOU3BOJACTBEHHO-XO35IUCTBEHHYIO [JE€ATEIBbHOCTh B OOJACTH 3PAaBOOXPAHEHUS IO
obecrieueHnto Oe30macHOCTH, YP(PEKTUBHOCTH M KAveCTBA JICKAPCTBEHHBIX CPEJICTB, HA
OCHOBAaHMM 3aKJIIOYEHHOTO C 3asiBUTEJEM JOTOBOpa Ha IMPOBEICHUE HKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJ/ICTBA.



Omata CTOMMOCTH 3KCHEPTHU3bl JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBIISIETCSA B
COOTBETCTBUU C NPEHCKYPAaHTOM, YCTaHABIMBAEMbIM YIOJHOMOYEHHBIM OPraHOM IO
COIrJIaCOBAHUIO C aHTUMOHOIIOJIBHBIM OPraHOM B COOTBETCTBUM € IIPUKA30M UCIOJIHSIOIIETO
o0s3aHHOCTH MuHUCTpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 20 ssuBaps 2021 rona
Ne KP ZICM-7 "OO yTBep>KI€HHH LIEH Ha TOBapbl (pabOThl, YCIYTH), NPOU3BOAUMBIE U (MIIH)
peanu3yemble CyOBEKTOM TocyJapcTBEHHOW MoHomoauu" (3apeructpupoBaH B Peectpe
roCyAapCTBEHHOW PErucTpalii HOPMAaTUBHBIX MPAaBOBBIX akTOB M0 Ne 22096).

CHocka. ITyHkr 2 - B pepakuuu npukaza Munuctpa 3npasooxpanenus PK ot 02.06.2023
Ne 94 (BBoauTCS B A€ICTBUE MO UCTEYEHUH IECITH KaJICHIAPHBIX JHEH MOcie THS €ro
nepBoro o(UIMaIbHOTO OMyOJIMKOBAHUS ).

3. DkcnepTuse nojjiexkar npousBeieHHbie B Pecnyonuke Kazaxcran, a Takke BBO3UMBIE
Ha €€ TEPPUTOPHIO JIEKAPCTBEHHBIE CPE/ICTBA.

4. DkcrepTU3a HE NMPOBOIAUTCS Ha JICKAPCTBEHHBIE CPEACTBA IOJ OJHUM TOPIOBBIM
HAaMEHOBAaHHEM, HMMEIOIIMX pa3JIMYHbIi KAayeCTBEHHBI COCTaB AKTHUBHBIX BEILIECTB.
DKcnepTu3a Ha JEKapCTBEHHBIE CPEJCTBA, NMpousBeacHHble B Pecnybonuke Kazaxcran ans
AKCIIOPTA MPOBOAUTCS IO pelIeHUI0 npou3BoauTeneit Pecnyonuku Kazaxcras.

5. Jlo mojgayu 3asiBIEHUS] HA DKCIEPTU3Y 3asBUTEIb MO COOCTBEHHON MHUIIMATHBE
MOJIy4aeT B rOCYJIapPCTBEHHOMN AKCIEPTHON OpraHu3allii Hay4YHbIE U MPeIperucTpauoOHHbIe
KOHCYJIbTAalUM Ha JIOTOBOPHOW OCHOBE II0 BONPOCAM, CBS3aHHBIM C NPOBEAECHHEM
DKCIIEPTU3HI.

6. Jlu1a mpoBeAeHUs IKCIEPTU3BI JIEKAPCTBEHHBIX MPENapaToOB KPOBU rOCY1apCTBEHHAS
HKCIIEpTHAs OpraHu3alys IPUBIEKAET CIEHHAINCTOB M3 MPOPUIbHBIX OpraHu3alui,
OCYUIECTBJISIOIIUX IEATEIbHOCTh B c(hepe CIIyKObl KPOBH.

Caocka. ITynkr 6 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoguTCS B ACMCTBUE MO UCTEUEHUH JAECITH KaJICHIAPHBIX JHEH MOcye AHS €ro
nepBoro o(UIMaIbHOTO OMyOJIMKOBAHUS ).

7. B Hactosimux IIpaBuinax uCHoab3y0TCs CAEAYIOMMUE TEPMUHBI U OIIPEACIICHUS :

1) OmoaHaMOTHYHBIA JIEKAPCTBEHHBIN mpemnapaT (OmoaHaaor, OMOMOJO0OHBIN
JIEKapCTBEHHBIN NpenapaT, OMOCUMHUIISP) — OMOJOTMYECKHMM JIEKapCTBEHHBIN Ipemnapar,
KOTOPBIA COJIEPKUT BEPCHIO0 JEHCTBYIOLIErO BEIIECTBA, 3aPETHUCTPUPOBAHHOIO
OMOJIOTMYECKOTO OPUTMHAJIIBHOTO JIEKAPCTBEHHOI'O IIpernapara Wid pePepeHTHOTO
JIEKapCTBEHHOT'0 MpernapaTa u Mo KOTOPOMY MPOJAEMOHCTPUPOBAHO CXOJCTBO (1M000ue) Ha
OCHOBE CpPAaBHUTEIBHBIX HCCIEIOBAHUN 10 IIOKa3aTeIsM KadecTBa, OMOJOTHMYECKOM
aKTUBHOCTHU, O€301acHOCTU U 3 (PEKTUBHOCTH;

2) 6UOJIOCTYITHOCTh — CKOPOCTh U CTENEHb, C KOTOPOW aKTHUBHOE BEILIECTBO BCACHIBAETCS
U3 JIEKapCTBEHHOM (POPMBI M CTAHOBUTCS IOCTYIIHBIM B MECTE JICHCTBUS;

3) GuosIOrMYecKuil JIeKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIN Ipenapar, AeCTBYOIIee
BELIECTBO KOTOPOT'O NMPOU3BEIEHO WJIM BBIACIECHO M3 OMOJOTMYECKOIO0 MCTOYHMKA M IS
OMMCAHUS CBOMCTB M KOHTPOJISI KAYECTBA KOTOPOr0 HEOOXOJIMMO COYETAHHE OMOJIOTMYECKHUX



U (U3UKO-XMMHYECKUX METOJOB aHaju3a C OIEHKOW MPOM3BOJCTBEHHOIO Mpoliecca H
METO/IOB €r0 KOHTPOJIS;

4) OMOTEXHOJIOTHYECKUIN JIEKapCTBEHHBIM MpemnapaT — JEKapCTBEHHBIM Ipemnapar,
IPOU3BEACHHBIN TIPU MTOMOIIU OMOTEXHOJOTHYECKUX MPOIECCOB U MPUMEHEHHUSI METOJIOB C
WCIIOJTB30BAaHUEM TEXHOJOTUH PEKOMOWMHAHTHON JE30KCUPUOOHYKICMHOBON KHCIIOTHI,
KOHTPOJIUPYEMOM SKCIPECCUH T'€HOB, KOAUPYIOMMUX BbIPAOOTKY OMOJOTMYECKH AKTUBHBIX
O€NnKOB, THOPUIOMHBIX TEXHOJOTHUM, MOHOKJIOHAIBHBIX AaHTHUTEN WIH JAPYTUX
OMOTEXHOJOTHYECKUX TTPOIIECCOB,;

5) 6uodapmanieBTudeckas cuctema kinaccudukaruu (nanee — bCK) — nayynas cucrema
KJIacCU(UKAIIMU aKTHBHBIX BEIIECTB Ha OCHOBE WX pPAaCTBOPUMOCTH B cCpeaax ¢
OTpeAeICHHBIM TIOKa3aTesieM KUCIOTHOCTU (mesnouHoct) (pH) U cTeneHu npoHUKaHUS
4yepe3 CTEHKY KUIIEYHUKA;

6) Ouosornveckas YKBUBAICHTHOCTh (OMOAKBHUBAJICHTHOCTh) — OTCYTCTBUE 3HAYMMBIX
pazIM4uil IO CKOPOCTU U CTEMEHH, C KOTOPHIMHU JICHUCTBYIOIIEE BEIIECTBO WM aKTHUBHAS
4acTh MOJICKYJIbl JIEMCTBYIOIIETO BellecTBa (apMalleBTUUECKUX SKBUBAJIECHTOB WIIH
(hapMaIreBTUUECKUX AJIbTEPHATUB CTAHOBSITCS JIOCTYITHBIMH B MECTE CBOETO JCHCTBUS MpHU
BBEICHUM B OJMHAKOBOM MOJISIPHOM J03€ B CXOXHUX YCJIOBHUSIX B HCCIEJOBAHUHU C
HaJJIeXKaIUM JU3alHOM;

7) OpUTHMHAIbHBIN JIEKAPCTBEHHBIA Mpernapar — JIEKAPCTBEHHBIN IMpenapaT ¢ 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;

8) mpouenypa "OuoBeliBep" — npoleaypa, B COOTBETCTBUU C KOTOPOH OMpeaeiieHue
AKBUBAJICHTHOCTH BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOT'O CPe/ICTBA (TEHEPUKA) MPOBOIUTCS HA
OCHOBaHUM OWO(apMaIleBTUYECKOW CHUCTEMBbl KJIacCUPUKAIMU H  Pe3yabTaTOB
CpPaBHUTEJILHBIX UCCIEOBAHUM BHE OpraHu3Ma (MH-BUTPO) C MCIOJIH30BAaHUEM UCTIBITAHUS "
PactBopenue" u mpuMmeHsieTcs ISl TBEPABIX JEKAPCTBEHHBIX (POPM HEMEIJIEHHOTO
BbICBOOOXIeHU (1 1 3 Kitacc mo 6nodapMalieBTUUECKOM cUCTeMe KilacCU(UKaIUN);

9) ruOpuaHBIIA JTEKapCTBEHHBIN NpenapaT — JEKapCTBEHHbIN ITpenapar, He MOAMa a0
MOJ1 OIpeesICHNe BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOTO IperapaTta Mpu HEBO3MOXKHOCTH
MOATBEPKIEHUSI €r0 OMOIKBUBAJIEHTHOCTH C MOMOIIBIO UCCIEIOBAHUN OMOJOCTYIMHOCTH, a
TaKKe€ B CJydYae, €CJId B JaHHOM IIpernapaTe MPOU3OIUIM W3MEHEHHS [IEeHCTBYIOIIETO
BelllecTBa (BEIIECTB), MOKa3aHUI K MPUMEHEHUIO, JO3UPOBKH, JEKAPCTBEHHONU (POpMBI WU
IIyTH BBEJACHUS 110 CPABHEHUIO C OPUTHMHAIBHBIM MPENapaToM;

10) romeonaTryeckuil JIEKapCTBEHHBIM MpemnapaT — JICKAPCTBEHHBIM Mpemnapar,
MIPOU3BEJCHHBIN 10 TOMEONATHYECKON TEXHOJOTHH C UCHOJIb30BAHUEM TOMEOMAaTUUYECKOTO



CBIPbsI B COOTBETCTBUU ¢ TpeboBaHusiMu (apmakoneir Pecriyonumku Kazaxcran u (uim)
EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a WJIM B CIydae UX OTCYTCTBUS B COOTBETCTBHH C
TpeOOBAHHUSIMU TOMEOTIATHIECKUX (papMaKomei;

11) nexapcTBEHHOE CpPEICTBO — CPENICTBO, MPECTABISAIONIEe COO0N MM cojliepxKaliee
BEIIECTBO MO0 KOMOMHAIIMIO BEIIECTB, BCTYMAIOIIEE B KOHTAKT C OPraHW3MOM YeJIOBEKa,
npeHa3HaYeHHOE IS JIeYeHU s, MPO(UIAKTUKH 3a00JIEBaHUM YeJI0BEKa UM BOCCTAHOBIICHUS
, KOPpPEKIMH WJIH H3MEHEHUA ero (U3HOJIOTHYECKUX (YHKUUHA TOCPEICTBOM
(hapMaKkoJIOTHYECKOT0, HUMMYHOJOTUYECKOTO JIMOO METa00IMUECKOTO BO3ICUCTBUS, WU TS
JUArHOCTUKH 3a00JI€BaHUN U COCTOSIHUSI YETIOBEKA;

12) 3akmouenne o 6€30macHOCTH, KauecTBe U A3 (PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA
— JIOKYMEHT, COAEpKaIllui pe3yiabTaThl SKCHEPTHU3bI 3asBJICHHOTO Ha TOCYJAapPCTBEHHYIO
pPErUCTpaLMIO, NEPEPETUCTPALIMIO WJIM BHECEHUE M3MEHEHUN B PETrMCTPALMOHHOE JIOChE
JIEKapCTBEHHOT'O CPEJICTBA;

13) HepamumoHanbHasi KOMOMHALMS COCTAaBa JIEKAPCTBEHHBIX CPEACTB — COCTaB
JIEKAapCTBEHHOT'O CPEJICTBA, HE COOTBETCTBYIOIIUN MpeArnojaraeMbeiM (papMaKoIOrH4ecKuM
CBOMCTBAM U JICUCTBHIO;

14) mHCTpYKIUA NO MEIUIMHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOIO cpeacTBa (
JUCTOK-BKJAJbIII) — JOKYMEHT, coAepxamuii HHbOpMaLUI0 [Jsi NOTpeOuTens u
COITPOBOXJIAOIIMI JICKAPCTBEHHBIN IpenapaT B YIIaKOBKE;

15) HOpMATUBHBIA AOKYMEHT MO Ka4eCTBY JIEKAPCTBEHHOTO CPEICTBA — JOKYMEHT,
yCTaHABIMBAIONINI TpeOOBaHUS K KOHTPOJIO KayecTBa JIEKAPCTBEHHOTO CpEJCTBA B
MOCTPETUCTPAIIMOHHBINA MEPUOJ HA OCHOBAaHUU MPOBEACHHOM 3KCIEPTU3bI JEKAPCTBEHHOTO
CpelICTBa MPHU €0 PErMCTPALUU U COAEPKAIUN crieU(UKAIUIO, OIMCAHNE aHATUTUYECKUX
METOJUK U UCIBITAHUI JIEKAPCTBEHHOI'O CPEJICTBA UJIM CCHUIKM HA TAKWE UCTIBITAHUS, a TAKKE
COOTBETCTBYIOIINE KPUTEPUU IPUEMIIEMOCTH JJIs [TOKa3aTesield KauecTBa;

16) cranmapTHbie 00pa3Ilbl JIEKAPCTBEHHBIX CYOCTAHIIMI M UX MpUMECEH — BEIecTBa
CpaBHEHHS, HCIOJb3yeMble MPU MPOBEICHUM SKCIEPTU3bl HCIBITYEMBIX JIEKAPCTBEHHBIX
CPEIICTB;

17) mpou3BoaUTENb JEKAPCTBEHHBIX CPEICTB — OpraHMU3alMsl, OCYIIECTBISIONIAS
NEATEbHOCTh 0 IPOMU3BOJICTBY JEKAPCTBEHHBIX CPEICTB M MMEIOUIAs JIMIEH3UIO Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

18) nexapcTBEHHOE PACTUTEIBHOE CHIPbE — CBEXXHE WJIM BBICYIICHHBIE pPacTEHUS,
BOJIOPOCJIM, TPUOBI WJIM JUMIAWHUKA JTUOO0 HMX YaCTH, ILEJIbHBIE WM HU3MEIbUCHHBIC,
UCIIOJIb3yeMbl€ JUIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB;

19) o6mas xapakTepHCTHKA JICKAPCTBEHHOTO CPEJCTBA - JOKYMEHT, YTBEPKIaeMbIi
YIOJHOMOYEHHBIM OPraHOM IPHU TOCYAapCTBEHHOW PErUCTPALMK JIEKAPCTBEHHOTO CPE/ICTBA,
coJiepkauii nHGOPMALIUIO U MEAUIIMHCKUX paOOTHUKOB 0 6e30macHOM U 3¢ (HEKTUBHOM
NIPUMEHEHHUH JIEKApCTBEHHOTO Mpernapara;



20) nekapCTBEHHBIN Ipenapar ¢ XOPOIIO U3YYEHHBIM MEIUIUHCKUM MPUMEHEHUEM —
JIEKapCTBEHHBIM Mpenapar, aKTUBHOE BEIIECTBO KOTOPOTO XOPOIIO H3Yy4YEHO B XOJ€
MEJUIMHCKOTO MPUMEHEHUs, MPU ATOM MpPHU3HAHBI €ro 3()PPEeKTUBHOCTh U MpUeMIIeMas
cTeneHb 0€30MaCHOCTH, MOATBEPKACHHbIE NOJPOOHBIMU OUOIMOTrpadUYECKUMH CChUIKAMU
Ha ONyOJIMKOBAaHHbIE JAHHBIE O MOCTPETHCTPALMOHHBIX W (WJIM) 3MUAEMHUOJIOTUYECKUX
UCCIIEIOBAHUAX, M mpouuio He MeHee 10 neT ¢ gaTel MEPBOr0 CUCTEMATHYECKOTO M
JOKYMEHTUPOBAHHOI'O MPUMEHEHHS JIEMCTBYIOLIEr0 BeEIlEeCTBa (IECUCTBYIOIIUX BEIIECTB)
JAHHOTO JIEKApCTBEHHOTO Npernapara;

21) nexapcTBeHHBIE Npenaparsl nepeaoBoi Tepanuu (naiee — JINIIIT) — nekapcTBeHHbIE
npenapaTbl MEIWLIMHCKOIO IMPUMEHEHMS, SIBISIOIIMECS JIEKapCTBEHHBIMH IIpenapaTaMu
TeHHOM Tepamnuu, Teparnud COMaTHYECKUMH KJIETKaMH, TKaHEMHKEHEPHBIMH IpenapaTaMu
WM KOMOMHUPOBAaHHBIE TIPETapaThl AJIsl IepeJOBON Teparuu;

22) UMMYHOJOTHYECKUU JIeKapCTBEHHBIH mpenapar (MMMYHOOHMOIOTHYECKUI
JEKapCTBEHHBI IMpemnapaTr) — JEKapCTBEHHBIM Npenapar, MNpeIHa3HAYEeHHbIA s
dbopMupOBaHUsS AKTUBHOTO WM TACCUBHOTO MMMYHHUTETA WJIM JIMATHOCTUKU HATUYHS
MMMYHUTETA, WIA TUarHOCTUKH (BBIPAOOTKH) CEU(PUIECKOTO TPUOOPETEHHOTO U3MEHEHHUSI
MMMYHOJIOTHYECKOT0 OTBETA HA AJNIEPTU3UPYIOIINE BEIIECTBA;

23) ru1aH ynpaBiieHHs] pUCKaMu — MOAPOOHOE ONMUCAHUE CUCTEMBI YIIPABJICHUS pPUCKAMU;

24) nmepuoANYEeCKUil OOHOBISAEMBIN OTYET MO OE30MaCHOCTH — OTYET JepIKaTels
PETUCTPALlMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO IMpenapara 3a ONpPeACIICHHBIN Mepruos
BPEMEHU B TEUEHHE IMOCTPErMCTPALMOHHOIO NEpUoAa MPEIOCTABISAEMBIN ISl OLEHKU
COOTHOIIEHUS "MO0JIb3a — PUCK" JIEKAPCTBEHHOTO IIperapara;

25) BOCTIpOU3BEICHHBIN JIEKAPCTBEHHBIN TpenapaT (TeHepUK) — JIEKapCTBEHHBIN Mpernapar
, KOTOpbIA MMEET TAaKOW XK€ KOJUYECTBEHHBIM M KAYECTBEHHBIM COCTaB JACHCTBYIOIIHX
BEILECTB U TY K€ JIEKapCTBEHHYIO ()OpMY, UYTO U OPUTMHAIBHBIN JIEKapCTBEHHBIN Mpenapar, u
OMO3KBUBAJIEHTHOCTh KOTOPOTO  OPUTMHAJIBHOMY  JIEKApCTBEHHOMY Ipernapary
MOATBEPKIAETCS COOTBETCTBYIOIIMMH UCCIIEI0BAHUSIMHI OMOJOCTYITHOCTH. PaznuyHbie comu,
3¢upbI, U30MEPBI, CMECH U30MEPOB, KOMILJIEKCHI WM MPOU3BOIHBIE IEHCTBYIOIIETO BEIIECTBA
OPU3HAIOTCS OJHUM M TEM >K€ JACHCTBYIOUIMM BEIIECTBOM, €CIU HX O€30MacHOCTh U
3((PEKTUBHOCTh CYIIECTBEHHO HE OTJIMYalOTCA. Pa3znuuHble nexkapcTBEHHbIE (GOPMBI s
npueMa BHYTPb C HEMEIJICHHBIM BBICBOOOXKJICHUEM BEIIECTB IMPHU3HAIOTCS B paMKax
UCCJEeI0BAHUIM OMOIO0CTYTHOCTHA OJHOM U TOM K€ JIeKapCTBEHHOM (POpMOii;

26) cTpanbl peruoHa MexayHapoaHOW KOH(PEPEHIIMH MO TAPMOHU3AIMN TEXHUYECKUX
TpeOOBaHUI K PETUCTpaIUy JIEKAPCTBEHHBIX MPENapaTroB JJisl MEAUIIMHCKOTO MpUMeHEeHus (
ICH) (AiCudiiu) — rocymapcTBa, peryiasiTOpHbIE OpraHbl KOTOPBIX BXOJSAT B COCTaB
yupenutenei u nocrossHubx uieHoB ICH (ctpansl EBporneiickoro corosa, Benukooputanus,
Coenunennsie llrarer Amepuku, Anonus, [seiinapus, Kanaga) (nanee — ctpansl peruoHa
ICH (Ai#CuDiiu));



27) DKcHepTHBIM COBET TOCYJapCTBEHHOM SKCIEPTHOW OpraHu3auuu (najnee —
DKCIEePTHBIN COBET) — KOJIJIETHAIBHBIN OpraH, CO3/1aBaeMblii B TOCYJJAPCTBEHHOM IKCIEPTHOM
OpraHU3alliy 110 PACCMOTPEHUIO CIIOPHBIX BOIIPOCOB B PE3yJIbTaTax 3KCIEPTU3bI, OCHOBAHUI
(mpuyMH) BbBIJAUYM OTPHULATEIBHBIX 3aKIOUYEHUH O OE30MacCHOCTH, KauyecTBe U
3G (HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJACTBAa MM MEIULUHCKOTO HU3JEIUS U TMPUHATHIO
OKOHYATEJIbHOTO PELICHUS;

28) opdannblil (peakuii) JIEKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIM mpemnapar,
MpEeHa3HAYCHHBIN JJIsI JUArHOCTHUKHU, STUOMATOTCHETUYECKOTO WM MaTOT€HETUYECKOTO
nedyeHus: opdaHHbIX (PEAKUX) 3a00J€BaHM, YACTOTa KOTOPBIX HE MPEBBIIACT O(QUIIHATIBHO
omnpezeraeHHoro ypoHs B Pecnyonuke Kazaxcra;

29) nmpou3BOJCTBEHHAs IUIOMIAJKA — TEPPUTOPUATBLHO 000COOJICHHBIA KOMIIJIEKC
MIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB, MEAUIMHCKUX M3/, MPeIHAa3HAYCHHbBIA IS
BBITIOJIHEHUSI BCETO MPOLECCa MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX
W3JIETIUI I €T0 ONPENeIEHHbIX CTaaui;

30) 3asBUTENb — pa3pabdOTUHK, MPOU3BOIAUTENb, NEpPKATEIb PETUCTPALIMOHHOTO
YIAOCTOBEPEHHS] WJIM HX JOBEPEHHOE JHUIO, YIOJHOMOYEHHOE NOAaBaTh 3asBJIECHUE,
JOKYMEHTbI M MaTE€pUaJIbl U BBINOJHITh JACUCTBUS, MPELYCMOTPEHHBIE JOBEPEHHOCTHIO
JIOBEPUTEIIA HA MPOBEJEHUE HKCIEPTU3BI MIPU PETUCTPALIMU, IEPEPETUCTPALMU U BHECEHUU
WU3MEHEHUI B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHBIX CPECTB;

31) panuodapmMalieBTUUECKUI JTE€KapCTBEHHBIN MTpenapar — JIEKapCTBEHHBIN Npenapar,
CoJiep Kallliii B TOTOBOM JIJIsl TPUMEHEHUSI COCTOSIHUU OJUH WJIM HECKOJIBKO PaJIMOHYKIIUJIOB (
pPaIMOaKTUBHBIX HM30TOMOB) B KauyeCTBE JICHCTBYIONIEr0 BEIIECTBA HJIM B COCTaBe
JNEUCTBYIOIIETO BEUIECTBA;

32) pedepeHTHBIN JIEKAPCTBEHHBIA Mpemnapar — JEKapCTBEHHBIN Ipemnapar, KOTOPbIN
UCIIOJIB3YETCsl B KAauyecTBE Ipernapara CPaBHEHUS U SBISIETCA ATajJOHOM, MO KOTOPOMY
ONpENENSIIOTCS (HOPMUPYIOTCS) CBOMCTBA JIEKAPCTBEHHOT'O MPEIapaTa;

33) cTpaTeruyecku Ba)KHbIE JIEKAPCTBEHHBIE CPEACTBA U MEIULIMHCKHE HU3JETUs —
JIEKapCTBEHHBIE CPEACTBA U MEAUIMHCKHUE U3ENIHS, PEJHA3HAUYCHHbIE I MEIUIIMHCKOTO
IPUMEHEHHS B YCIOBUSX:

BOCHHBIX JICHCTBUM U JIMKBUAALIUM UX TTOCICACTBUI;

BO3HUKHOBEHHS, MPEIYNPEKACHUS U JIMKBUIALMU TOCIEACTBHI 4pe3BbIYalHBIX
CUTYallNM;

yYIpO3bl BOBHHUKHOBEHHS, PACIIPOCTPAHEHUS HOBBIX 0CO00 OMACHBIX MH(MEKIIMOHHBIX
3a00sieBaHUH U JIMKBUJAIUHU UX [TOCJIE/ICTBH;

npOPUIAKTUKHU, TUATHOCTUKH, JICUCHHS 3a00JICBaHUN W TTOPAKECHHH, MTOJTYUYEHHBIX B
pe3ynbTaTe BO3JAEHCTBUS HEOIArONPHUATHBIX XUMUYECKHUX, OMOJIOTMUECKUX, PaAHallMOHHBIX
(hakTOpOB, a TAK)KE TUKBUIAINH UX TTOCIICICTBUNL;

OTCYTCTBUS WJIU YIPO3bl OTCYTCTBHUS JEKAPCTBEHHBIX CPEICTB WM MEIHIUHCKHX
M3JEIMA Ha PBIHKAX T'OCYAAapCTB — YJIECHOB EBPa3suiiCKOro 3KOHOMHYECKOTO COI03a B



YCJIOBHSIX BBEJICHUS OTPAHUYHUTEIIBHBIX SKOHOMUYECKUX MEp B OTHOIIIEHUU XOTSI ObI OJTHOTO
U3 rOCyJJapCTB-UJICHOB;

34) Hajgexaniast MPOM3BOJICTBEHHAS MPAKTHKA — COCTaBHAS YaCTh CUCTEMBI 00eCTICUCHUS
KauecTBa, TapaHTUPYIOIIasi MPOU3BOJICTBO U KOHTPOJIb Ka4eCTBA JIGKAPCTBEHHBIX CPEJCTB 10
CTaHJlapTaM B COOTBETCTBHUM C UX MpPEIHA3HAUYCHUEM U TPEOOBAHUSIMU PETUCTPALIMIOHHOTO
JI0ChE;

35) perucTpalioOHHOE JOChEe — KOMIUIEKT JOKYMEHTOB U MaTE€pUalOB YCTaHOBJIECHHOTO
CoJiep KaHUs, MPEJCTABISEMBbIN K 3agBICHUIO HA DKCIIEPTHU3Y;

36) nepkaresib pEruCTPALMOHHOTO yIOCTOBEPEHUS — FOPUIUYECKOE JIULIO, SBIISIOIIEECs
pe3uaeHToM uiau HepesuaeHToM PecmyOnuku Kazaxcran, Ha WMS KOTOPOTO BBIJAHO
pPEruCcTpallMOHHOE YAOCTOBEPEHUE Ha JIEKAPCTBEHHBIN MTpenapar;

37) BHeceHHE U3MEHEHUW B PErUCTPAIMOHHOE J0ChE€ — U3MEHEHHS, BHOCUMBbIC
3asBUTEJIEM B PETUCTPAIMOHHOE JOChe B TEUEHUE JEUCTBUS PErUCTPALIMIOHHOTO
YIOCTOBEPEHUS, HE BIUSIONINE OTPUIIATETLHO HAa 0€30MacHOCTh, KaueCTBO U 3(P(HEKTUBHOCTD
JEKApCTBEHHOT'O CPEACTBAa U TMOJJIEXkKAIUE DKCIEPTU3E B COOTBETCTBUU C HACTOSIIMMHU
IIpaBunamu;

38) dapmamneBTHueckas cyOctaHIus (aKTHUBHAs (QapmarieBTHUecKasi CyOCTaHIHs) —
JIEKapCTBEHHOE CPEJACTBO, MpeJAHa3HAYEHHOE JJIsi MPOU3BOJACTBA U HU3TOTOBJICHUSA
JIEKapCTBEHHBIX MPENapaToB;

39) uccienoBaHWe 3KBUBAJIEHTHOCTH — HCCIEIOBaHHUE, KOTOPOE OIpeaeisieT
HKBUBAJICHTHOCTh MEXJy T€HEPUKOM M OPUTHHAILHBIM (pedepeHTHBIM) JEKapCTBECHHBIM
CPEJCTBOM IIPU HUCIIOJIb30BAaHUU HCCIIEIOBAHUN WH-BUBO (BHYTPH OpraHusma) u (WiM)
WH-BUTPO (BHE OpraHu3Ma);

40) nekapCTBEHHBIN paCTUTENIbHBIN MpenapaT — JICKAPCTBEHHBIN Mpenapar, Coepxauun
B KQYECTBE aKTUBHBIX KOMIIOHEHTOB HUCKIIOUUTEIIBHO JIGKAPCTBEHHOE PACTUTEIIBHOE ChIPhE U
(unM) mpenapaTtsl HA €r0 OCHOBE;

41) no3upoBKa — KOJUYECTBO (COAEp)KaHUE) JIEHCTBYIONIETO BEIIECTBA B €IUHMUIIE
JEeKapCTBEHHOM (DOPMBI, a TAaK)Ke B €UHUILIE MAcChl WJIM 00BbEMa JIEKapCTBEHHOIO Mpenapara,
3HAYMMOE JJIs IPaBUJILHON HIEHTU(DUKAIIMY U TPUMEHEHUS JIEKapCTBEHHOTO Mperapara;

42) ynoJTHOMOYEHHBIM OpraH B 00JIaCTH 3[IpaBOOXpaHeHus (Jajiee — yIOJIHOMOYECHHBIN
OpraH) — IEHTPAJIbHBIM HCHOJHUTEIBHBIA OpraH, OCYIIECTBISIOMMNN PYKOBOACTBO U
MEKOTPACIEBYI0 KOOPAMHALIMIO B OOJIACTHM OXpaHbl 3J0pOBbs TrpaxiaH PecnyOnuku
Kazaxcran, weguinuHCckoil W  (QapManeBTHYECKOW HAyKU, MEIUIIMHCKOTO W
(hapmaneBTUYEeCKOTO0 00pa30BaHUs, CaHUTAPHO-AIUJIEMHUOJIOTUYECKOT0 OJaromnoayydns
HAceJICHHs, OOpalleHUsl JICKAPCTBEHHBIX CPEJACTB M MEIMIIMHCKUX HW3JCNIHNi, KadecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TTIOMOIIN);

43) rocymapCTBEHHBIM OpraH B cdepe oOpameHusi JEeKapCTBEHHBIX CPEACTB H
MEJUIIMHCKUX H3AENHI (Janee — rocylIapCTBEHHBINM OpraH) — ToCyJapCTBEHHBIA Opra,
OCYILECTBIISIOIIUA PYKOBOJACTBO B cdepe oOpalleHus JEeKapCTBEHHBIX CPEACTB U



MEJUIIMHCKHUX U3/, KOHTPOJb 32 O0pallleHueM JIEKApCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
U3ACIINN;

44) rocymapCTBEHHAs dKCIIEpTHAs OpraHu3anus B cepe oOpalieHus JeKapCTBECHHBIX
CPEACTB M MEIUUMHCKUX HU3ACIUN (llajiee — SKCIEepTHAas opraHusanusi) — CyOBeKT
rOCyJapCTBEHHOW MOHOMOJMUHU, OCYLIECTBISIOIMIMNA TPOU3BOJICTBEHHO-XO3MCTBEHHYIO
JeSTENBHOCTD B 00JIaCTH 37paBOOXPaHEHHUs 10 oOecreueHnto 0e30MacHOCTH, 3PHEKTUBHOCTH
Y KayecTBa JIEKaPCTBEHHBIX CPEACTB U MEIULIMHCKUX U3EIIUN.

CHocka. [Tynkr 7 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoguTCS B ACMCTBUE MO UCTEUEHUH JAECITH KAJICHIAPHBIX JHEH MOcye AHS ero
nepBoro o(UIMaIbHOTO OMyOJIMKOBAHUS ).

I'naBa 2. ITopsnok OpeaoCTaBIeHAs PETHCTPAHOHHOTO JOCHE IS IIPOBEJCHHA SKCICPTH3HI
JIEKapCTBEHHEIX CPEJCTB

8. Jlust mpoBeneHHs SKCHEPTU3bl JIEKAPCTBEHHOT'O CPEJCTBA W MOJYy4YEHUS
rocyJapcTBeHHod yciuyru "Bpigaua 3akioyeHus O O€30MacHOCTH, KaudecTBE W
3(pHEeKTUBHOCTH JIEKAPCTBEHHBIX CPEJACTB W MEAMIIMHCKUX wu3aeaui" (mamee —
rocyJapcTBEHHasl yCiayra) 3asBUTENb Yyepe3 MHPOPMALMOHHYIO CUCTEMY TOCYyAapCTBEHHOM
HKCIIEPTHOM opraHu3anuu (anee — nHpopMaIrmoHHasi CUCTEMa) WK MOPTaI "IIEKTPOHHOTO
npaBuTeNbCTBA" (WWW.egov.kz) mpeocTaBigeT caeayomue JOKyMEHThl 1 MaTepHalIbl:

1) 3asBiIeHNE HA MPOBEAECHUE IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPECTBA (Aajiee — 3asBJICHUE)
B DJIEKTPOHHOM BUJIE 0 (popme cornacHo npuiioxkeHuto 1 k Hacrosumm [paBunam;

2) perucTpaimoHHOE JA0ChE B DJIIEKTPOHHOM BHUJE B (opmare MEKIIaTHOPMEHHOTO

aneKkTpoHHOTO qoKyMeHTa ("pdf" dhopmar):
MepeueHb JOKYMEHTOB, MPEIOCTABISIEMbIX [JI 3KCHEPTU3bl MPOU3BOIUTEIISIMU
Pecny6iinku Kazaxcran mo ¢oopme corsiacHO MpuitoskeHuro 2 K HactosamuM [IpaBumam;
NepeYeHb IOKYMEHTOB, Ipe1oCcTaBisieMbIX B popmare OOLIEro TEXHUYECKOTO JOKYMEHTa
, I0 hopMe COTTIaCHO MPHIIIOKEeHHIO 3 K HacTosmuM [IpaBumnam;

3) cBeneHMs, NMOATBEPXKIAIOUIME OIJIATY 3asBUTEIEM Ha pacueTHBIA cYeT
roCyJIJapCTBEHHOM 3KCIIEPTHON OpraHU3allid CYMMBI JJIsl TPOBEACHUS SKCIIEPTU3HL;

4) oOpa3iibl JIEKapCTBEHHBIX CPEACTB, CTAHIAPTHBIE 00pa3Ibl XUMUYECKUX BEIIECTB,
CTaHJapTHbIE O0pa3lpl OUOJOTMYECKUX JIEKAPCTBEHHBIX MpenapaToB, TECT-IITaMMBbI
MHUKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, B KOJHUYECTBAX, JOCTATOUHBIX ISl TPEXKPATHBIX
Ja00PATOPHBIX UCIBITAHUM C OCTATOYHBIM CPOKOM TOJTHOCTH HE MeHee 9 (1eBSITH) MecsIIeB (
3a UCKJIIOYEHUEM CITy4YaeB, HEe TPEOYIOIMMX MPOBEACHHUS JTA00OPATOPHBIX UCIIBITAHUI ), a TAKKE
crieniuUYecKue peareHThl, PAcXOJHbIE MaTepUaIbl, MPUMEHSEMBbIC MPU MPOBEICHUHN
1a00paTOPHBIX UCTIHITAHUHN JIEKAPCTBEHHBIX CPEJICTB 3asBUTEIh MIPEIOCTABIISET B TeUeHUE S (
nsATH) pabodynx THEW ¢ MOMEHTa IMOJAayud 3asiBJICHUS HAPOYHO IO aKTy IpHeMa-Tiepeadu B
Lentp oOcmyxuBanus 3asutenei (mamee — [[O3) rocynapcTBEHHOW »KCHEPTHOU
OpraHu3alluu.



OOpa3upl JEKApCTBEHHBIX CPEACTB, COJEp)Kalllhe HapKOTUYECKUE CpeJCTBa,
MICUXOTPOIHBIE BELIECTBA U MPEKYPCOPHL, a TaKKe TPeOyroume 0coObIX yCIOBUNM XpaHEHUS (
TEMIIEPATYPHBII PEKHUM, BIAXHOCTb) IMPEJAOCTABISIOTCA 3asBUTEIIEM IO aKTy
npuemMa-nepeadyd HermoCpeJCTBEHHO B MCHBITATEIbHYIO JIA0OPATOPUIO TOCYAapCTBEHHON
DKCHEPTHOW OPraHU3ALUH.

[IepeueHb MpeaOCTaBIAEMBIX MATEPUATIOB PETUCTPALMOHHOTO JOCHE B 3aBUCUMOCTH OT
BH/JIA JICKAPCTBEHHOI'O CPEJICTBA COOTBETCTBYET MPUIIOKEHNUIO 4 K HacTosuuM [IpaBunam.

CHocka. [Tynkr 8 - B penakuuu npukasa u.0. Munuctpa 3apaBooxpanenust PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ACMCTBUE CO JHS €ro MEPBOro 0pUIIUATIBHOTO
OnyOJIMKOBaHUS ).

9. Ilpn BOZHMKHOBEHUHM UYPE3BBIYANHBIX CUTyalUH MPUPOJHOTO WIIM TEXHOTEHHOTO
XapakTepa, OpraHM3alud M IPOBEJACHUHM CAHUTAPHO-NPOTUBOIMUIEMUYECKUX U
CAaHUTAPHO-NPOPMIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAaHUYUTEIBHBIX
MEpOINpPUATHH, B TOM 4YHUCIE KApAaHTUH, OPU MOJaYe 3asBJICHUS Ha JKCHEPTU3Y NIpHU
pPErucTpaluu, MEePEeperucTpali WIM BHECEHUM H3MEHEHUN B PETHCTPALMOHHOE 10ChE
3asBUTENb NPENOCTABIISIET B COCTABE PETMCTPALMOHHOTO JOChE TAPAaHTUHHOE NHUCHMO O
NpPEJOCTAaBICHUU JOKYMEHTOB, TpPEOYIOIIUX HOTAPUAIBHOTO 3aBEPEHUS  HIH
aroOCTUIIMPOBAHMUS, 10 3aBEPILICHHUS dTana CIEeUATN3UPOBAHHON IKCEpTU3bl. B cityyae He
MPEIOCTaBICHNS 3aBEPEHHBIX WM alOCTUIMPOBAHHBIX JOKYMEHTOB, SKCIEPTHBIE PabOThI
IPEKPALIAIOTCS.

10. Ha skcmiepTr3y pa3audHbIX JICKAPCTBEHHBIX (DOPM OJTHOTO U TOTO XK€ JICKAPCTBEHHOTO
npernapara 3asBUTEIb NPEACTABISIET 3asBJICHHUS U PETUCTPALIMOHHBIE JIOChE HA KaXAYIO
nekapcTBeHHyr (Qopmy. Ilpu ycloBUHM OJHOBPEMEHHOW MOJA4YM Ha 3KCHEPTU3Y
JIEKApCTBEHHOTO Mperapara B OJHON JEKapCTBEHHOUW ¢dopme, C pa3IudHON JT03UPOBKOM,
KOHIIEHTpanuei, oObeMOM 3arloJIHEHUSI 3aiABUTENb MPEACTABISAECT OJHO 3asBJICHUE H
PErUCTPALlMOHHOE JOChE C NPUIOKEHHUEM MAKETOB YNAKOBOK M ATHUKETOK Ha KaXIYIO
JO3UPOBKY, KOHIEHTPALUIO, 00bEM 3alOJIHEHUSI M KOJIMYECTBO J03 B YIAKOBKE, a TAKKe
HOPMATHBHOTO JIOKYMEHTA IO Ka4E€CTBY B CIIy4ae pa3audus B METOJMKAX KOHTPOJIS.

11. B ciiyuae npenocraBiieHrs BOCIPOU3BEACHHOT0, OMOAHATIOTUYHOTO JIEKAPCTBEHHOTO
npenapara OT€YE€CTBEHHBIM IPOU3BOJUTENEM Ha AKCHEPTHU3y O€3 JaHHBIX HCCIIEOBAaHUM
SKBUBAJICHTHOCTH, B TOM YHCJIE€ HAXOJSALIMXCS HA JTale 3SKCIEPTU3bl, 3asBUTEIb B
PErUCTPAMOHHOM J0ChE MPENOCTABIISIET:

1) pa3pemieHre Ha MPOBEAECHUE KIMHUYECKOTO MCCIEAOBAaHUS U (WJIM) UCHBITAHUS
(apMaKkoJIOrH4eCKUX U JIEKAPCTBEHHBIX CPEJICTB, BBIIAHHOE YIIOJTHOMOYEHHBIM OPTaHOM;

2) xomnusl yBenomMyeHus (Mpou3BoiabHas GopMa) O Hadale KIMHUYECKOTO UCCIIEOBAHUS
(hapMaKoIOTrHYECKUX U JIEKAPCTBEHHBIX CPEJICTB.

12. Ilpu 3kcnepTr3e oppaHHbIX JEKAPCTBEHHBIX MPENapaToB 3asBUTENb IPEIOCTABISAET
IporpaMMy HMCCJIEIOBAaHUM, pe3yiabTaThl KOTOPBIX SBIAIOTCS OCHOBAHHUEM JUISl MIEPEOLICHKU
COOTHOILIEHHS "T0JIb3a-pUCK", ¢ COOIII0IEHNEM TPUMEHEHUS JIEKapCTBEHHOT O ITpenapara moj



CTPOTMM HaOJIIOJICHUEM Bpaya W HEMEUICHHBIM IPEIOCTaBICHUEM KapT-COOOLIEHUN O
HEXKENATeNbHBIX PEaKUUAX, CEPbE3HBIX HEXKENATENbHBIX PEAKUHUSIX U 00 OTCYTCTBUH
3¢ ()EKTUBHOCTU JIEKAPCTBEHHOTO IMpernapaTa B COOTBETCTBUM C MpHKa3oM MuUHUCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 23 nexabps 2020 romga Ne KP JICM-320/2020 "
OO0 yTBepKIeHHUU TpaBUJ MpPOBeAcHUs (hapMaKoOHAA30pa U MOHUTOpPUHTA 0€30MacHOCTH,
KadecTBa W 3(G(PEKTUBHOCTH MEAUIMHCKUX wu3nenuit" (3apeructpupoBan B Peectpe
roCyapCTBEHHOW PErucTpalii HOPMAaTUBHBIX MPAaBOBBIX akTOB Mo Ne 21896).

CHocka. I[Tynkr 12 - B penakuuu npuka3za Munuctpa 3apaBooxpanenust PK ot 14.04.2023
Ne 70 (BBoguTCS B ACMCTBUE MO UCTEUEHUH JAECITH KAJICHIAPHBIX JHEH MOcye AHS ero
nepBoro o(UIMaIbHOTO OMyOJIMKOBAHUS ).

13. IlepeyeHb OCHOBHBIX TpPEOOBAHUM K OKAa3aHUIO TOCYJAapCTBEHHOW YCIIYTH,
BKJIIOYAIOIIMN XapaKTePUCTHKHU TMpoliecca, GopMy, COAepKaHUE U Pe3yJbTaT OKa3aHUs, a
TaK)K€ MHBIE CBEJACHUS C YUYETOM OCOOCHHOCTEN MpPelIOoCTaBIEHUs TOCYAapCTBEHHON YCIyTH
npuBeieH B [lepeyHe 0CHOBHBIX TpeOOBaHMI K OKa3aHUIO TOCYIapCTBEHHOM ycimyru "Brigaua
3aKJIIOUYCHHST O 0e30MacHOCTH, KauecTBe U 3((PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB H
MEIUIMHCKUX U3JETUNA" COrIaCHO MPUIIOKEHUIO 5 K HacTtodmmM [IpaBunam.

Caocka. Ilynkr 13 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoguMTCS B ACMCTBUE MO UCTEUEHUH JECITH KAJICHIAPHBIX AHEH MOcye AHS ero
nepBoro o(UIIMaIbHOTO OMyOJIMKOBAHUS ).

14. TlonTBepkaeHUEM MNPUHATUS JOKYMEHTOB 4epe3 MH(OPMALMOHHYIO CHCTEMY
SABJISIETCS OTOOpaKeHUE B "MTMYHOM KaOuWHeTe" 3asBUTEJNS cTaTyca O MPUHSATUM 3ampoca JJs
OKa3aHUs rOCy1apCTBEHHOM YCIIyTH.

B cnyyasx nmomaum 3asBUTEIEM JOKYMEHTOB uepe3 mopTail B "IMYHOM KaOuHere"
oToOpakaeTcs CTaTyc O MPUHATHUU 3ampoca JJIsl OKa3aHUs TOCyAapCTBEHHOW YCIyIH ¢
yKa3aHUEM JaThl U MECTa MOJYUYEHUs PE3ysbTaTa rOCyJapCTBEHHOM YCIyTH.

CBeneHust 0 JOKYMEHTE, YIOCTOBEPSIOLIEM JINYHOCTD, TUOO0 NEKTPOHHBINA JOKYMEHT U3
cepBuca U(QPOBBIX JOKYMEHTOB (11 UACHTU(UKAIIMN) O TOCYAApPCTBEHHOW perucTpanuu (
MepEPErucTpalun) IPUINIECKOro JIMLA, CBUAETENbCTBA O IOCY/IapCTBEHHONW PErUCTPALIMU
3a8BUTENS B KAyeCTBE HWHAWBUIAYAJIbHOrO MNPEANPUHUMATENS, COAEpIKalIuecs B
rocyapCTBEHHBIX MH()OPMAIIMOHHBIX CUCTEMAaX, FOCYJapCTBEHHAs HKCIIEPTHAsL OpraHu3alus
MOJIy4aeT U3 COOTBETCTBYIOUIUX TOCYAAPCTBEHHBIX HH(OOPMAIIMOHHBIX CUCTEM UYepe3 MUT03 "
AJIIEKTPOHHOT'O TPaBUTENHCTBA.

Caocka. ITynkr 14 - B penakuuu npukasa u.0. Munuctpa 3apaBooxpanenusi PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ACMCTBUE CO JHS €r0 MEPBOro 0pUIIMATIBHOTO
OmnyOJIMKOBAHUS ).

15. 3asBneHue U NOKYMEHTBHI, IPEAYCMOTPEHHbIE MyHKTOM 8 Hactosuux [IpaBun
ocpeACTBOM HHGOPMAITMOHHON CHCTEMBI NMOCTYMaT Ha 00padoTky B [{O3.

YnonuomouenHsii pabotHuk 11O3 mocpeacTBoM HMHPOPMALMOHHON CHCTEMBI
pacrpenenseTr NOCTYNUBIIHME 3asBICHUS OTBETCTBEHHOMY HCIOJHUTENO. B ciydae



MOCTYIUICHUS 3asIBJIICHUS [TOC]Ie OKOHYaHUs paboyero BpeMEeHHU, B BHIXOJHbBIE U MPa3IHUYHbIE
JHU COTJIACHO TPYJIOBOMY 3aKoHOJaTenbcTBY PecmyOnuku Kazaxcran, npuem 3asiBIeHHUS
OCYIIECTBISETCS CACAYIOUUM pabOYUM JTHEM.

OtBerctBeHHbIN ucnoanutens L1O3 nmocne mpuema JTOKYMEHTOB, IIPELYCMOTPEHHBIX
MyHKTOM 8 HacTosimux [IpaBui B TeueHHe 0JHOro paboyero JHS:

1) oCcylIeCTBISET PETUCTPALINIO 3asBICHHS B MH)OPMAIIMOHHON CUCTEME;

2) pazMeraer HHPOPMAIUIO HA OQULIHAIBHOM CalTe roCcy1apCTBEHHOM IKCIEPTHOM
OpraHu3alMd O TOJAHHBIX Ha DOKCHEPTU3Y JEKAPCTBEHHBIX CpeJCTBaX (TOproBoe
HaMMEHOBAaHHE, MEXIYHAapOJHOE HEMATEHTOBAaHHOE HaUMEHOBAaHUE, JIEKapCTBEHHAs (popMa,
J03UPOBKA, KOHIIEHTPALIMSL, OPraHnu3alusa-IpPOU3BOIUTENb, CTPAHA);

3) mpoBepsieT OCTAaTOYHBIM CPOK TOJHOCTH OOpa3lOB JEKApPCTBEHHBIX CPEJICTB,
CTaHJApPTHBIX O0OpPa3OB XMMUYECKHUX BEIIECTB, CTAHAAPTHBIX OOPA3LOB OMOJIOTMUYECKHX
IpenaparoB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIbTYpP KJIETOK, CHEIU(UUECKUX PEareHTOB
, PACXO/IHBIX MaTE€pPHAIOB, HEOOXOIUMBIX JJI1 BOCIPOU3BOJIUMOCTH METOAUK JIaDOPAaTOPHBIX
UCIIBITAHUM JIEKAPCTBEHHOT'O CPEICTBA M BHOCUT JAHHBIE B MH(POPMAIIUOHHYIO CUCTEMY.

16. B cinyyasx He coONIOAeHUs YCIOBUM, MPETYCMOTPEHHBIX MYHKTOM 8 HACTOSAIIUX
[IpaBun otBercTBeHHBIN ucnonHUTENb [[O3 B TeyeHue AByX paOoumx THEW HampaBlsieT
MOCPEJICTBOM MH(POPMALIMOHHON CUCTEMBI B "JTUYHBIA KaOMHET" 3asBUTENS YBEeIOMIEHHE 00
OTKa3e B TIpUEME 3asBJICHUS, 3aBEPEHHOE BJIEKTPOHHO-IU(POBON MOAMUCHIO
ynoJiHoMo4yeHHoro pabdotHuka 1103 mo ¢dopme coriiacHo NpUIIOKEHUIO 6 K HACTOSIIHUM
IIpaBuitam.

17. T'ocynapcTBeHHas SKCIEpTHAs OpraHU3alus o0ecrieunBaeT BHECEHUE JaHHBIX O
CTaUU OKa3aHWsS TOCYJapCTBEHHOM YCIyrd B MH()OPMALMOHHYIO CHUCTEMY MOHUTOPHHIA
OKa3aHHUs TOCYJAaPCTBEHHBIX YCIYyr B COOTBETCTBUM C MOANYHKTOM 11) myHKTa 2 cTatbu 5
3aKOHA M €KEKBAPTAIbHO, HE MO3JHEE 25 4unciia MEPBOrO MecdAla CIEAYIOMEro KBaprana,
HaIpaBJIsieT COOTBETCTBYIOLIYIO HH(POPMAIIUIO B TOCYJApPCTBEHHBIM OpraH.

YTOMTHOMOYEHHBIN OpraH HalpaBisieT UHPOPMAILIMIO O BHECEHHBIX U3MEHEHUSX U (UJIN)
JOMONMHEeHUsIX B Hactosimue [IpaBuna omeparopy MH(OPMAIMOHHO-KOMMYHHKAITMOHHON
UHPPaACTPyKTYpbl "AJIEKTPOHHOTO MpaBUTENbCTBA", ycayrogarento u B Enunbiii
KOHTAKT-LEHTP B TEUECHHE TpeX paboumx AHEH CO JHS TOCYJAapCTBEHHOW PErHCTpPalMH B
OpraHax FOCTHUIUU.

Cuocka. [Tynkr 17 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 14.04.2023
Ne 70 (BBoAMTCS B ICHCTBUE 110 UCTCUCHUH JIECATH KaJCHIAPHBIX JHEU MOCIIE THS €ro
epBOro O(PpUIMAIBHOTO OIyOJIUKOBAHMUS).

I'naBa 3. ITopaaok npoBeAeHAS SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB

18. Dkcneprur3a IeKapCTBEHHOI'O CPEACTBA COCTOUT U3 CIEAYIOIIUX ITAIMOB:
1) HauanbHas 3KCIIEPTHU3A;
2) crienMaau3upOBaHHas HKCIIEPTHU3A;



3) mabopaTtopHbI€ UCTILITAHUS.

19. Dkcneptu3a ONPOBOAUTCA C HUCIOJb30BaHMEM HH(POPMALMOHHOW CUCTEMBI,
WHTETPUPOBAHHOW C eauHOi 0a3zoi naHHbix "CHcTeMa yIpaBlICHHS JIEKapCTBEHHOTO
oOecrnieuenus" EnnHolt nHGOPMAIIMOHHON CUCTEMBI 3/IpaBOOXPAHEHUS.

3asBUTENb MOJTyYaeT MHOOPMAIUIO O MOPSJKE M CTATyCe OKAa3aHUs TOCYIapCTBEHHOU
YCAYTH B pEXHUME YIAJIEHHOTO JOCTyla MOCPEICTBOM '"JIUYHOro KaOuHera"
MH()OPMALIMOHHON CHCTEMBI, a TaK)K€ €IMHOI0 KOHTAaKT — IIEHTpa MO BONPOCAM OKa3aHUs
rOCyJJapCTBEHHBIX YCIYT.

[Ipu 5TOM CpOK 3asBUTEJIA Ha MPEJOCTABICHUE OTBETA U HEOOXOJAMMBIX MAaTEpUAJIOB Ha
3alpOChl SKCIEPTHON OpraHu3alud UCUUCIISIETCS OT JIaThl MOANUCAHUS UCXOISIIETo 3ampoca,
3aBEPEHHOI0 3IEKTPOHHO-IIU(POBOI MOAMHUCHIO.

Cuocka. [Iynkr 19 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 14.04.2023
Neo 70 (BBoAMTCS B ACMCTBUE 110 UCTCUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE IHS €ro
MepBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).

20. B cnygae c6ost B pabore MHOOPMAIIMOHHONW CUCTEMBbI WUJIM MOpTaja MpHU Mojaye
3asBJICHUS. U PETrUCTPALMOHHOIO JIOChE Ha HKCHEPTU3Y WIM MpPH MNPEeAOCTABICHUU
JIOKyMEHTOB Ha 3alpocC 3KCIEPTHON OpraHU3allMyi Ha JTare dKCIEPTHHIX padoT, 3asiBUTEINb
U3BEUIACT CIYKOYy TEXHUYECKON MOJJEPKKU TOCYyAapCTBEHHOM SKCHEPTHOW OpraHu3aluu
WM olepaTropa WHPOPMAIMOHHO-KOMMYHHUKAIIMOHHON HHQMPACTPYKTYPHI "IJIEKTPOHHOTO
IPaBUTENBCTBA" MOCPEACTBOM IMPENOCTABICHUS MO AIEKTPOHHOW MOYTE HOMEpPA 3asBKU U
MONIArOBBIX CKPHHIIIOTOB C MOMEHTA aBTOPHU3AIUHU 10 MOMEHTA BOZHUKHOBEHHUS OIIMOKU C
yKa3aHHEeM TOYHOTO BPEMEHH OIITHOKHU.

ITaparpa¢ 1. ITopsnox npoBeAeHNS HAYAIHLHOMN SKCIEPTH3HI JICKAPCTBEHHELIX CPEJICTB

21. Ilocne peructpauuu 3asBICHHUS U MpUEMa perucTpanuoHHoro nocse B O3
MPOBOJAUTCS HayajdbHAasl SKCIIEPTU3A JICKAPCTBEHHOTO CPEACTBA B CPOKH, MPETyCMOTPEHHBIE
riaBoil 6 Hactosiux [IpaBun.

22. IIpu HauanbHOU SKCIEPTU3E JIEKAPCTBEHHOI'O CPE/ICTBA MPOBOJIUTCS OLICHKA MOTHOTHI,
KOMITJIEKTHOCTH ¥ TIPaBUILHOCTH O(DOPMIICHHS TOKYMEHTOB, ITPEICTABIICHHBIX 3asSBUTEIIEM B
PEruCTPAallMOHHOM JOCh€ B OTHOIIEHHHM JOKa3aTelbCTB 0OE€30MacHOCTH, KayecTBa U
3¢ (EKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA.

23. B ciyyae Hanu4us 3aMEYaHU K JOKYMEHTaM PETUCTPALIMOHHOTO JIOChE 3asIBUTEIIIO
yepe3 UHQPOPMAIIMOHHYIO CHCTeMy B '"JIU4HbIA KaOuHeT" HampaBisieTrcsi 3ampoc (B
MIPOU3BOJBHON (opMe), 3aBEPEHHOE JJICKTPOHHO-IMU(POBOM MOANHUCHIO, C yKa3aHHEM
BBISIBJICHHBIX 3aMEUaHUN U HEOOXOJAUMOCTU MX YCTPAHEHHUS B MOJHOM OOBEME B CPOK, HE
MPEBBIIAIOMINT HIECTHAECAT KaJIECHIAPHBIX JHEHU.

24. Ilpu He yCTpaHEHUH 3aMEYaHU U HEMPE/ICTABIICHUH OTBETA B YCTAHOBJICHHBIE CPOKH,
NpEeAyCMOTPEHHBIE MYHKTOM 23 Hacrosmux I[IpaBui, rocynapcTBEHHass 3KCHEpTHas
OpraHu3alys HampaBisieT 3asBUTENI0 yBeloMJieHHue (B MPOU3BOJLHONW (opme) o



MPEKpAIIeHUH SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU C MOJIYHKTOM 1)
nyHkta 4 cratbu 239 Kogekca.

25. Tlo pe3yspTaTaM HayajdbHOW SKCIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA COCTABISAETCS
OTYET HAYaAJIbHOW HKCIEPTHU3bl JEKAPCTBEHHOIO CPEACTBA COTJIACHO NPUIIOKEHUIO 7 K
HacTtodamuM [IpaBunmam uiayM OTYET HAYAIBHOW SKCHEPTU3bl MU3MEHEHUM, BHOCHUMBIX B
PETUCTPALIMOHHOE JI0ChE JIEKAPCTBEHHOTO CPEJICTBA COMIACHO MPUJIOKEHUIO 8 K HACTOAIIUM
IIpaBuitam.

ITaparpa¢ 2. ITopsagok npoBeACHUS CIEMAATA3HPOBAHHON SKCIIEPTU3HI JIEKAPCTBeHHBIX CPEACTB

26. 11on0XUTENBHBIA PE3YyNAbTAT HAYAJIBHON IKCIEPTU3blI JEKAPCTBEHHOI'O CPEACTBA
SABJISIETCA OCHOBAHUEM JIJIsl POBEICHUS CIIEUATU3UPOBAHHOM 3KCIIEPTU3BI JIEKAPCTBEHHOTO
CpeACTBa B CPOKH, IPEAYCMOTPEHHBIE IrI1aBoil 6 HacTosmux [IpaBui.

27. Cneunanu3upoBaHHasi SKCIEPTU3a JIEKAPCTBEHHOTO CPEJICTBA BKIIIOYAET OIEHKY
0e30IacHOCTH, KayecTBa U d3(PPEKTUBHOCTH M COOTHOIICHHS T0JIb3a-PUCK JIEKAPCTBEHHOTO
CpeACTBa Ha OCHOBAHWU aHAJW3a W SKCIEPTU3BI JAHHBIX B JOKYMEHTAaX PErUCTPAlMOHHOIO
I0ChE, AaHaJlIW3 OoT4eTa Mo pe3yiabraTaMm GapMaleBTUYECKOW WHCIEKIUU TMPH
rOCyJJapCTBEHHOW pETUCTpPAllMM, NEpPEeperucTpalii WId BHECEHUM HW3MEHECHUN B
PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHBIX CPENICTB, @ TAKXKE OILIEHKY palMOHaJIbHOCTHU
KOMOMHAIMU JEHCTBYIOIIUX BEIIECTB B COCTaBE JIEKAPCTBEHHOT'O CPEJICTBA B COOTBETCTBUH C
IlepeuneM HepalMOHAIBHBIX KOMOMHALIMN JIEKAPCTBEHHBIX CPEJICTB COTJIACHO MPHUII0KEHUIO
9 k nacrosimuMm [IpaBunam.

Cuocka. [Tynkr 27 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 14.04.2023
No 70 (BBoAMTCS B ACMCTBUE 110 UCTCUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE IHS €ro
MepBOro O(PUIMATHEHOTO OMYyOJIMKOBAHMUS).

28. Cnenuanu3upoBaHHas 3KCIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA OCYLIECTBISETCS
IPYIION 3KCHEPTOB IOCYJAPCTBEHHOW SKCIEPTHOM OpraHu3aludy C MpUBJIECYEHUEM (MpU
HEO0OXOMMOCTH) BHEIITATHBIX MPOMUIBHBIX SKCTIEPTOB.

29. Ilo pesynbpTaTaM H3y4EHHS JTOKYMEHTOB PETHCTPAIIMOHHOTO JI0ChE Ha JTare
CIEIMATIM3UPOBAHHON SKCIEPTU3bl 3aiBUTENIO0 HAIMPABIAETCS CBOJHBIN 3ampoc (B
IPOU3BOJILHON (hopme) Mo Oe30MmacHOCTH, KauecTBY M A(PGHEKTUBHOCTU JICKAPCTBEHHOTO
CpEeACTBa.

CBonHBIN 3ampoc, BKIIOYash 3aMe4aHusi K oOllel XapaKTepUCTHUKE JIEKapCTBEHHOTO
CpeACTBa, MHCTPYKIHMHU MO MEIUIIMHCKOMY MNPUMEHEHUIO (JMCTOK-BKJIAJBIII), MaKeTam
MapKUPOBKH YIAKOBKH, 3TUKETOK, CTUKEPOB C MAapKUPOBKOW, HOPMAaTUBHOMY IOKYMEHTY,
3aBEPEHHBIN TMOCPEACTBOM DJIEKTPOHHO-IIMGPOBON TMOJAMUCH HAMpPaBISIETCS 4epe3
WHPOPMAIMOHHYIO CHCTEMY 3asBUTENI0 B "TWYHBIA KaOWHET" B JEHb MOANUCAHUS
UCXOJISILETO 3ampoca.



30. 3asBuTENb B TEUEHUE HIECTUAECATH KAaJCHIAPHBIX JHEW HAIMpPABISAET B MOJHOM
o0beMe OTBET M HEOOXOJMMbIE MaTepualbl Ha 3aMpOC TOCYAAPCTBEHHOW 3KCIEPTHOU
OpraHU3aIUu.

B ciyyae BO3HMKHOBEHHS IONOJHUTENIBHBIX BOIMPOCOB, KAaCAOIIUXCS CBEICHUU,
IIPEJCTABIICHHBIX 3asiBUTEJIEM B OTBETE Ha MPEAIIECCTBYIOIIUN 3a1pOC, 3aABUTEIb B TCUCHUE
TPUALATA KaJICHAApPHbIX JHEW C MOMEHTAa MOJYYEHHUs 3ampoca HampaBisIeT OTBET M
HEOOXOJMMBbIE MAaTepHalibl Ha JIOMOJHUTENBHBIN 3alpoc TOCYIApCTBEHHOM SKCIEPTHOU
OpraHU3alHu.

30-1. IIpu HEe mpenocTaBIECHUM 3asBUTEIEM OTBETOB Ha 3alpOC TOCYIApCTBEHHOMN
AKCHEPTHOM OpraHM3aliy B yCTAHOBJIEHHBIN CPOK coriacHo MyHKTY 30 Hactosmux [IpaBun,
a TaKXe MPeIOCTaBICHUN HEMOJIHOTO OTBETa U HEOOXOAMMBIX MaTEPHAIIOB, TOCYAAPCTBEHHOU
AKCIIEPTHOM OPraHU3alMeld COCTABJISETCS OTPULIATEIBHBIM CBOJHBIM OTYET 3KCHEPTOB MO
OLICHKE JIEKaPCTBEHHOI'O Mpenapara.

Cuocka. [IpaBuiia nononaensl myHKTOM 30-1 B COOTBETCTBUM € MPUKA30M U.0. MUHUCTpa
3apaBooxpanenust PK ot 20.12.2021 Ne KP JICM-131 (BBoAMWTCS B ACHCTBUE CO JHA €TO
nepBOro o(UIMaIBLHOTO OMyOJIUKOBAHUS).

30-2. B cnyyae BBIHECEHMSI OTPHUUATEIBHOTO CBOJHOTO OTYETAa MO OCHOBAHMHSIM,
yka3zaHHbIM B yHKTe 30-1 Hactosmumx IIpaBui, rocynapcTBeHHas SKCEpPTHAS OpraHu3anus
HE MO3/IHee YeM 3a 3 (Tpu) pabouux JHS 10 3aBEPIICHUS CPOKA OKa3aHUS TOCYIapCTBEHHOMN
YCIYTH COTJIACHO cTaThe 73 AJIMHUHUCTPATUBHOTO MPOLEAYPHO-IPOLIECCYANbHOTO KOAEKCA
Pecniyonuku Kazaxcran (mamee — AIIIIK PK) nampaBnser 3asBUTENIO YBEIOMJICHHE O
npeBapUTEILHOM pelieHnH 00 OTKa3e B OKa3aHUU TOCYJapCTBEHHOW ycayru (B
MPOU3BOJILHOM (opMe), a TakkKe BPEMEHM U MECTE€ IPOBEACHUS 3acCIyLIUBaHUS s
BO3MOYKHOCTH BBIPA3HUTh 3asBUTEIIO MTO3ULIHIO MO MIPEABAPUTEIBHOMY PELIEHUIO.

[Ipouenypa 3aciaymmBanus MpOBOAUTCS B cooTBeTCTBUHU O ctaThert 73 AIIIIK PK.

Cnocka. [IpaBuiia nononaensl myHKTOM 30-2 B COOTBETCTBUU € IMPUKA30M U.0. MUHUCTpa
3apaBooxpanenus PK ot 20.12.2021 Ne KP ICM-131 (BBOaUTCS B IEUCTBUE CO JHS €TI0
MEepPBOro O(PUIMATHEHOTO OMyOJIMKOBAHMUS).

31. I1o pe3ynpraram 3aciylIMBaHUs MaT€pUalIbl HAITPABIIAKOTCA B DKCIIEPTHBINA COBET JIJIs
MPUHATHUS PELICHUs 00 0TKa3e U MPEKPAIeHUH 3KCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA, JINOO
O BBIJIa4€ 3aKIFOUEHHUS 0 O€30MacCHOCTH, KauecTBe U A (HEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB
o ¢opMaM corsiacHo npusiokeHusim 14, 15 k nacrosmmm [IpaBunam.

DKCHEpPTHBIM COBET pPacCMaTpUBAET IMOCTYNUBUIME MaTEPUAbl €KEMECSYHO, U
pe3yJIbTaThl PEUIEHUS C YKAa3aHUEM INPUYMH HAMNPABISAIOTCSA 3asBUTENI0 B TEUCHUE JIECATH
KaJI€HJAPHBIX JHEU.

CHocka. ITynkr 31 - B penakuuu npukasa u.0. Munucrtpa 3apasooxpanenus PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ACUCTBUE CO JHS €0 MEPBOro 0PUIIHATIBHOTO
OITyOJIMKOBAHU).



32. 1o pe3ynbTaTaM CHEUHAIM3UPOBAHHON SKCIEPTU3bI cocTaBisieTcss CBOAHBIN OTUYET
AKCIIEPTOB IO OLIEHKE JIEKAPCTBEHHOIO Mpernapara no GopMme CoracHo npuiiokeHuto 10 k
HactoamuM [TpaBusiam u CBOAHBIN OTYET IKCIEPTOB MO OLIEHKE JIEKAPCTBEHHOTO Ipernapara
IpU WU3MEHEHUSIX, BHOCUMBIX B PETHCTPAllMOHHOE JOChE COIJIaCHO MpriIokeHuto 11 k
HactositiuMm [IpaBuiiam. B oTyeTe HSKCHEpTOB MO OLEHKE JEKApCTBEHHOrO Ipernapara
OTPaXKaIOTCSl BCE aCIEKThl OE30MacHOCTH, KauecTBa M 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara.

[Ipu oTpuuaTenbHBIX pe3yJibTaTax 3KCIEPTU3bl SKCIEPTHAS OpraHU3alUs HAIPaBIISIET
3asIBUTEIIIO PEIICHNE DKCIEPTHOTO COBETA ¢ YKa3aHUEM MPUUHH.

ITaparpa¢ 3. Ilopsamok npoBeaeHUs 1a00PaTOPHEIX HCIBITAHUM JIEKAPCTBEHHBIX CPEJICTB

33. B ciaydae mojaoXUTEIbLHOI0 OTYeTa CHEIUaTU3UPOBAHHON AKCIIEPTU3BI TPOBOISATCS
n1abopaTOpPHBIE UCTIBITAHUS JIEKAPCTBEHHOTO CPEJICTBA B CPOKH, TIPETYCMOTPEHHBIE TJIABOU 6
Hacrosmux IIpaBui.

34. JlabopaTopHble HCHBITAHUS JEKAPCTBEHHOTO CPEJCTBA OCYIIECTBISIOTCS B
UCIIBITATEIbHBIX JIA00PATOPUSAX TOCYJAPCTBEHHOM HKCIEPTHOW OpraHu3aluud B IEJIX
MOJTBEPKJICHUSI COOTBETCTBUSI IMOKa3zaTejaeld Oe30MacHOCTH U KauyecTBa JIEKapCTBEHHOTO
CPEACTBAa U BKJIIOYAIOT:

1) aHaJI3 aHATUTUYECKOTO HOPMATHUBHOTO JOKYMEHTa JIEKAPCTBEHHOI'O CPEJICTBA B YACTHU
METOJUK MPOBEICHUS UCTIBITAHU;

2) npoBeieHHE JIa0OPaTOPHBIX UCIIBITAHUN Ha COOTBETCTBUE TPEOOBAHUSAM HOPMATHUBHOTO
JIOKYMEHTA 10 Ka4eCTBY;
3) onpeneneHne BOCIPOU3BOUMOCTH aHATUTUYECKUX METOIUK KOHTPOJIS Ka4ecTRa.

HcnbiTanne 00pa3loB JIEKAPCTBEHHBIX CPEJICTB C MCIOJb30BAHHUEM KOMILIEKCA
(U3UKO-XUMHUYECKHX, OMOJOTUYECKUX HCCICJOBAHUN HANpaBlI€HO Ha OMpeaelieHUe
KOJIMYECTBEHHOT'0 M KA4YE€CTBEHHOI'O COJEp)KaHUsI JCHUCTBYIOIIMX M BCIIOMOTATEIbHBIX
BEIIIECTB, MPUMECEH, a TaK)Ke CTETICHU OMOJIOTUYECKON 0€30MacHOCTH (MUKPOOHOIOTHYECKasT
YUCTOTa, TOKCUYHOCTh, TUPOTEHHOCTH ).

Cuocka. [Iynkr 34 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoAMTCS B ACMCTBUE 110 UCTECUCHUH JIECATH KaJIEHIAPHBIX JHEW MOCIIE THS €ro
MepBOro O(PUIMATBEHOTO OMYyOJIMKOBAHMUS).

35. JIabopaTopHble UCTIBITAHUS HE IPOBOASITCS MPU:

1) mepepeructpaiuu JeKapCTBEHHOTO CPEJICTBA;

2) BKCIEPTHU3E JIEKAPCTBEHHOTO CPEACTBA, MPOU3BEACHHOr0 B cooTBeTCcTBUU ¢ GMP
ctpan peruona ICH (AiCuDdiiu), B Pecnnyonuke Kazaxctan B coorBerctBun ¢ GMP PK u
HMMEIOIIETO PErUCTPallMOHHOE T0che B (hopmaTe OOIIero TeXHUIECKOTO TOKYMEHTA;

3) skcmepTU3e JIEKapCTBEHHBIX CPEJICTB, MpeKBaIUGUIIMPOBAHHBIX BcemupHoi
opraHu3alnuen 3ApaBoOXpaHEHUS;

4) yCKOpPEHHOM dKCTePTU3E JIEKAPCTBEHHBIX CPEJICTB.



Caocka. ITynkr 35 ¢ u3MeHeHneM, BHECEHHBIM MPUKa30M MUHUCTpaA 3/JpaBOOXPAHECHUS
PK o1 04.11.2022 Ne KP JICM-128 (BBOAUTCS B ACUCTBUE MO UCTEUYSHUH JACCATH
KaJICHIAPHBIX JHEH MOCIIe JIHS €ro MepBOro OPUIMaIbLHOTO OIMyOJIUKOBAHUSA).

36. B ciyuae BBISBICHUSI 3aMEUaHUN TPU MPOBEICHUU JTa00PATOPHBIX HUCTBITAHUM
3agBUTEIIO Yepe3 MHPOPMAIIMOHHYIO CUCTEMY B "THYHBIA KaOMHET" HaIMpaBIsIeTCs MUCHMO C
yKa3aHUEM BBISIBJICHHBIX 3aMEYaHUI U HEOOXOJIMMOCTH UX YCTpaHEHUs B MOJTHOM 0o0ObeMe B
CPOK, HE MPEBBIIAIONINN JEBIHOCTA KAJICHIAPHBIX THEM.

37. Ilpu He NpeAOCTABICHUU 3asBUTEIEM OTBETOB BBICTABJICHHBIE B MHUCHME
roCyJapCTBEHHOM AKCIEPTHOM OpraHu3aliy 3aMe4yaHusi B YCTAHOBJICHHBIA CPOK COIJIACHO
nyHKTy 36 HacTosimux [IpaBun u oTpUIIATENbHBIX pe3yJibTaTax J1a0OPATOPHBIX MUCIIBITAHUN
MaTepuajabl HAMpPaBISAIOTCS B DKCHEPTHBIA COBET ISl MPUHATHS pelIeHus 00 OTKaze u
MPEKPAILEHUH SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA.

38. Ilo pe3ynapTraTaM 1a0OpPaTOPHBIX HUCIBITAHUNA JIEKAPCTBEHHOTO CpPEICTBA
UCIIBITATENbHOM J1abopaTopuell COCTaBIsAETCA MPOTOKOJ HUCIBITAHUNA MO (POPME COrJIacHO
npuioxkeHnto 12 k HacrosuuM [IpaBunam.

39. Ilpu HEBO3MOXXHOCTHU MPOBEAECHUS Ja0OPATOPHBIX MCIBITAHUN 00pa3LOB
JIEKAPCTBEHHBIX CPENICTB B HCHBITATENBHOU J1aOOpaTOpUM TOCYAApPCTBEHHON SKCHEPTHOM
OpraHu3allii, B TOM YHUCJIE MPU UX OTHECEHHHM K KaTeropuu op(aHHBIX, HAPKOTUUYECKUX,
MICUXOTPOMHBIX WM TMpPEIHA3HAYCHHBIX JJISl JICYEHHUS BBICOKO3ATPATHBIX HO30JIOTHI
BCJIEJICTBUE MX BBICOKOM CTOMMOCTH, HEBO3MOXXHOCTH COOJIOJICHUS YCIOBUH
TPaHCTIOPTUPOBKHU YKa3aHHBIX 00pa3IoB Ha Tepputopuio Pecryommku Kazaxcran u (vwim) ux
XpaHEHUH, OTCYTCTBHUU CIIEI[MATBHOTO OOOpPYAOBaHMUS M PACXOJHBIX MaTEpUAIOB B
AKCIIEPTHOM OpraHu3aiuu, a TakKe, €CIM HOPMATHUBHBIMU JOKYMEHTAMH IO KadyeCTBY
MPOAYKIIUM YCTAHOBJICHBl HCHBITAHUS, CBSI3aHHBIE C OOJBIIMMH 3aTpaTaMHU CPEICTB
MPOU3BOAUTENSA, JOPOTOBU3HONW 00pa3loB, ¢ oOpa3naMu, TpeOYIOIIMMU OCOOBIX YCIOBUMA
TPAHCTIOPTUPOBKH, CHEIMU(UIECKOTO OO0OpYIOBaHUS U BCIIOMOTATEIbHBIX CPEACTB
nabopaTOpHbIE HCHBITAHUS TPOBOJATCS B MPUCYTCTBUM TPEACTABUTENICH SKCIEPTHOU
OpraHu3aluu B JIabOpaTOpUM KOHTPOJS KadecTBa MPOU3BOAUTENS WU B KOHTPAKTHOU
1abopaTopuu, UCIIOJIb3yEMOU MTPOU3BOAUTEIIEM.

[To pe3ynpraram 7a0OpATOPHBIX UCHBITAHHM cocTaBisgeTcss OTUeT O pe3ysbTaTax
IIPOBEJICHUS JTA0OPATOPHOI'O UCTIBITAHUS B TAOOPATOPUU KOHTPOJISI KAUECTBA MTPOU3BOAUTENS
WM B KOHTPAKTHOM 1ab0paTopuu, UCIOIb3yEMOM MTPOU3BOAUTENIEM COTIACHO MPUIIOKEHUIO
13 x HactosuMm IIpaBuiiam.

[Ipy HEBO3MOXKHOCTH MPOBEICHUSI JTAOOPATOPHBIX UCIIBITAHUM 00Pa3IOB JIEKAPCTBEHHBIX
CpPEACTB B Ja0OpAaTOpUHM KOHTPOJS KadecTBa MPOU3ZBOAUTENS WIU B KOHTPAKTHOU
1ab0paToOpum, UCIOJIb3yeMON MPOU3BOAMUTENIEM B CBSA3U C YPE3BbIYANHBIMU CHUTYAILHSIMHU,
BO3HUKHOBEHHUEM M YCTPAHEHUEM TOCICICTBUI SIMUIESMHUH, TaHAEMUH HHOEKITMOHHBIX
3a00seBaHuil JTa0OpAaTOPHBIE HCIBITAHUS MPOBOMAATCS IOJ HAOIIOJACHUEM CHEIUATUCTOB
AKCIIEPTHOM OpPraHu3alyy C UCIOJIb30BAHUEM CPEJICTB AUCTAHIIMOHHOTO B3aUMOJACHCTBUA,



BKJIIOYasi ayJIMO- WUJIM BHJIEOCBS3b, @ TAK)KE HA OCHOBAHHMM JOKYMEHTAIIMU MPOU3BOAUTEINS (
MIPOTOKOJIOB aHAJIN3a TPOU3BOIUTEIIS).

Cuocka. ITynkr 39 - B penakunu npukaza Mununctpa 3npaBooxpanenus PK ot 04.11.2022
No KP JICM-128 (BBoAUTCA B ACUCTBUE 11O UCTEYEHUH IECATU KAJICHIAPHBIX JHEUW Mocie AHs
€ro MepBoro oPuIUaILHOrO OMyOJIMKOBAHUS).

40. [Ipu HEBO3MOXKHOCTH TMPOBEICHUS JTAOOPATOPHBIX HCIBITAHUM JIEKAPCTBEHHOTO
CpPEeACTBA MO OTJEIbHBIM IMOKA3aTeNsiM, JIa0OpaTOpUsl SKCIEPTHOU OpPTraHU3aIUU MPU3HAET
pe3yJbTaThl JIAOOPATOPHBIX MCHBITAHUM MO OTACJIBHBIM IOKAa3aTessiM, YKa3aHHBIM B
ceptudukare (IPOTOKOJIC) aHATU3a MPOUZBOAMUTENS, 3a UCKIIOYEHUEM OUOJIOTUYECKUX U
MMMYHOJIOTHYECKUX ITPENnapaTos.

CHocka. ITynkr 40 - B penakuuun npukaza Munucrpa 3apaBooxpanenus PK or 04.11.2022
Ne KP JICM-128 (BBoAMTCSA B ACHCTBHUE 1O UCTCUCHUU JIECATU KaJCHIAPHBIX JTHEH MocCie qHs
€ro MepBoro opuIMaILHOTO OIMyOJIMKOBAHUS).

I'masa 4. Ilopsnox GpopMupoBaHHS PE3yIHTaTOB IPOBEAECHHOM KCIIEPTHU3EI JIEKAPCTBEHHBIX
CpEICTB

41. Ilo OKOHYaHUM 3KCNEPTHU3bl (HAYAIBbHOM AKCHEPTHU3bI, CHEHHAIU3UPOBAHHOM
AKCIEPTU3bl U JA0OPATOPHBIX HCIBITAHUM) 3a8BUTENb B TEUCHHE TPUILATH KaJCeHJapHBIX
IHEW, HE BXOMSIIMX B CPOK IMPOBEAEHHUS SKCIEPTU3BI COTNIACOBBIBAET C rOCYAAPCTBEHHOM
DKCIEPTHOW OPraHU3aled B DJIEKTPOHHOM BHUJAE MO HWHAMBHAYAJIBHOMY IapOJII0 4Yepe3
JUYHBIA KaOMHET WM NyTeM MpPeJOoCTaBICHUs JIUCTa corjlacoBaHus oOmue (
aIMUHUCTPATUBHBIE) CBEICHUS O JEKAPCTBEHHOM IIpENapare, UTOrOBbIE TOKYMEHTHI (
HOPMATUBHBIN JOKYMEHT II0 KayeCTBY, MHCTPYKLIMIO 10 MEIULUHCKOMY NPUMEHEHUIO H
MaKeTOB MapKHUpPOBKM YNAKOBKH, 3TUKETOK, CTHUKEPOB C MapKHUpPOBKOIl), B TOM 4YHUCIIE
KOPPEKTHOCTh 3aHECEHHBIX JAaHHBIX M TPU BBIIBICHUU HECOOTBETCTBUSI OOHOBIECHUS
UTOTOBBIX JOKYMEHTOB.

CoryracoBaHue OCYIIECTBIIAECTCS B AIEKTPOHHOM BUJIE IO MHAWBUIYAIBHOMY IAPOJIIO
yepe3 JIMYHbIN KaOWHET WK IyTeM IPEeJ0CTaBIEHUS JINCTA COITIACOBaHMSL.

B cydae oTcyTcTBHS COracoBaHUs 3asIBUTENIEM IO UCTEYEHNUN TPUALIATH KAJICHIAPHBIX
IHEHN ¢ JaThl OKOHYAHMSI SKCIEPTHU3BI CBEJICHUN O JIEKAPCTBEHHOM CPEJICTBE, 3aKIOYEHUE O
0e30MacHOCTH, KauecTBe U 3(PPEKTUBHOCTH JIEKAPCTBEHHOI'O cpeAcTBa (hopMHUpyeTcs O3 ero
COTJIACOBAHMSL.

42. Tlo pe3ynpTaTaMm MNPOBEIEHHOM OKCIEPTHU3BI JIEKAPCTBEHHOIO CPEACTBA
rocyJapCTBeHHasl JKCIEpTHAas OpraHu3alys COCTABIISIET 3aKIIOYEHHE O 0Oe30MacHOCTH,
KadecTBe M A()PEKTUBHOCTU JEKAPCTBEHHOTO CpPEJACTBA, 3asBICHHOTO Ha JKCIEPTHU3Y
coriacHo mnpuiiokenuto 14 k HactosiuuMm lIpaBunam u 3akiatodyeHue O 0€30MAaCHOCTH,
KauecTBe U I(P(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, 3asBJICHHOTO Ha 3KCHEPTHU3Y
M3MEHEHHM, BHOCUMBIX B PETUCTPALIMOHHOE JTOChE COTJIACHO MPHWJIOKEHUIO 15 K HACTOAIINM
[IpaBunam.



Pesynbrar rocymapcTBeHHOM yCIIyryl HAmpaBisieTCs 3asgBUTENIO B "MTUYHBIN KaOuHeT"
yepe3 HMHPOPMALUMOHHYIO CUCTEMY HWJIM HOpTal B (OpME DJIEKTPOHHOTO JOKYMEHTA,
YIOCTOBEPEHHOT'0 3JIEKTPOHHOW I poBoit moamuckio (nanee — DIIII) ymoaHOMOYEHHOTO
JIUIA TOCYIapCTBEHHOM 3KCIIEPTHOM OpraHu3aliu.

43. I'ocynapcTBEeHHas JKCIIEpTHAs OPraHU3alMs HANPABIAET B DJIEKTPOHHOM BHUIE C
AIEKTPOHHO-UIU(PPOBON MOANUCHIO PYKOBOAMUTENS (MM YHNOJIHOMOYEHHOTO JIMIA) H
OTBETCTBEHHBIX JIMI], IPOBOJIMUBIIHX IKCIIEPTU3Y, B TOCYIAPCTBEHHBIN OpraH:

3aKII0YEHUE 0 OE30MaCHOCTH, KauecTBe U 3(HPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA;

OOIIyI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO CPEACTBA, HHCTPYKLHUIO MO MEIUIIMHCKOMY
MPUMEHEHHIO JIEKAPCTBEHHOrO MpenapaTta (JIMCTOK-BKJIAJBINI) HA Ka3aXCKOM U PYCCKOM
A3BbIKaX, pa3padaThIBAEMYIO B COOTBETCTBUU C MOPSIAKOM YCTAHOBJIEHHBIM TyHKTOM 4 CTaThU
242 Konekca U cOrjlacOBaHHYIO AKCHEPTHOW OpraHU3aluei;

MaKeThbl YITaKOBOK, 3TUKETOK, CTUKEPOB JIEKAPCTBEHHOTO CPEJCTBA, HA KAa3aXCKOM U
PYCCKOM SI3bIKax, COIIACOBAHHBIE HKCIIEPTHON OpraHu3anuei.

44. 3axnroueHue o 6€30MacHOCTH, KauecTBe U 3(PPEKTUBHOCTU JIEKAPCTBEHHOTO CPEICTBA
JEHCTBUTEIBHO CTO BOCEMBJECAT KaJICHIApHBIX HEW. B ciydae nctedueHus cpoka AeicTBUs
3aKJIFOYEHUS, 3asBUTENIb MOBTOPHO IMOJAET 3asBJIICHUE, JOKYMEHThl U MaTepUalibl Ha
MPOBEJICHUE HKCHEPTU3bl JIEKAPCTBEHHOTO CPEJCTBA, MPEAYCMOTPEHHBIX B MYHKTE 8
Hactossux [IpaBui.

45. Jlnst nekapCTBEHHBIX CPEACTB OTEUECTBEHHOT'O MPOU3BOJICTBA, MPOU3BOIUMBIX JIJIS
AKCIIOPTAa U BHYTPEHHETO PhIHKA CTPaHbI MO pa3HbIMH TOPTOBBIMU Ha3BaHUSMH, SKCIIEPTH3A
POBOJIUTCS C BbIJA4€il OJHOTO 3aKIIOYEHUs O€30MacCHOCTH, KauecTBe U A((PEKTUBHOCTH
JIEKapCTBEHHOI'O CPE/ICTBA.

46. OcHOBaHMSIMHM BBIJIAYM OTPHUIATEIHLHOTO 3aKJIIOYEHHS O O0€30MacHOCTH,
3 ()EKTUBHOCTH U KAYECTBE JIEKAPCTBEHHOTO CPEJCTBA SBIISIOTCS:

1) HenmpeacTaBiIeHHE MOJTHOIO KOMIUIEKTA PETMCTPALMOHHOIO JI0ChE MOCIE BBIJAYU
3aMe4YaHui 3asBUTENIO B MPOLECCE MPOBEICHUS SKCIEPTU3bl B CPOKU, YCTAHOBJIECHHBIE
HactossuMH [ IpaBunamu;

2) mpeACTaBIICHHUE 3asBUTEIIEM HEJOCTOBEPHBIX CBEICHUM;

3) OTHOILIEHHE 0KUJIAEMOM TOJb3bl K BO3MOKHBIM PUCKAM, CBA3aHHBIM C IPUMEHEHHUEM
JIEKapCTBEHHOTO TIpernapara, He SIBISETCS OJIarOnpUsTHBIM;

4) Oonee HU3KME IMOKAa3aTeNM KayecTBa M O€30MaCHOCTH, PErIaMEHTHPOBAHHBIE
locynapctBennoii ¢dapmakoneeit Pecnyonuku Kazaxcrtan wunum ¢dapmakonesmu,
MPU3HAHHBIMU JIEUCTBYIOIUMH Ha Tepputopun Pecriydnuku Kazaxcran, Wi B CpaBHEHUU C
paHee 3aperuCTPUPOBAHHBIMU aHAJIOTAMU;

5) Hanu4Ke B COCTaBe JIEKAPCTBEHHOI'O CPEJICTBA BEIIECTB U MAaTEPHAIIOB, 3alIPEIIEHHbIX
K mpuMeHenuto B Pecriyonuke Kazaxcran;

6) HATM4YKE B COCTaBE TBEPABIX JIEKAPCTBEHHBIX ()OPM KOHCEPBAHTOB;



7) mojy4eHue OTPULATEIBHBIX PE3yJIbTATOB OJHOTO M3 3TAIlOB 3KCIIEPTHU3BI U (UJIN)
OTPULATEIBHBIX 3aKIIOYEHHUI 3KCIEPTOB MPOPUIbHBIX OPraHU3aLUA;

8) HecooTBeTCTBHUE (HPAaKTHUECKUX YCIOBUN MPOU3BOJACTBA U CUCTEMBbI oOecreyeHus
KayecTBa YCJIOBHUSM, OOECIEYMBAIOUIMM 3asBJICHHYIO 0€30MmacHOCTh, 3((PEKTUBHOCTh U
Ka4yeCcTBO, IO pe3yJIbTaTaM OLEHKH CUCTEMbI OOECIIeUeHuUs KaueCTBa,

9) oTka3 3asBUTENS OT OPraHU3AlMU MOCEIICHUS MPeanpusTusi (MIPOU3BOICTBEHHOM
MJIOMIAJKH) C LEJbI0 OIEHKM CHUCTEMBl OOECHEYEHHs KauyecTBA B COOTBETCTBUU C
TpeboBaHMsIMU 3aKoHOAaTeNnbcTBa Pecnyonuku Kazaxcran;

10) BeIsIBIEHUE HEPALIMOHATIBHBIX KOMOMHAIIMI JIEKAPCTBEHHBIX CPEJICTB;

11) 3asBuTEeneM He aOKa3aHa KIWMHUYECKas H(MPEKTUBHOCTh U 0€30MacHOCTh
JIEKapCTBEHHOT'O IIpenapara;

12) kauecTBO JIEKAPCTBEHHOTO Mpernapara He MOATBEPKICHO;

13) nokazanHOoe HeOJAronpusITHOE COOTHOIIEHHE "TOJIb3a-pUCK" WIIU BBISBICHHOE
OTCYTCTBUE TEpPANEBTUYECKOW A(P(PEKTUBHOCTH NMPU COOJIIOJACHUU YCIOBUW MPUMEHEHHS
JIEKapCTBEHHOTO TMpernapaTa, ONWCAHHBIX B YTBEPXKICHHOM 0OIIell XapaKTepHCTUKE
JIEKapCTBEHHOT'O MIpenapara B MOCTPETUCTPALIMOHHBINA IEPUO/;

14) ycrtaHoBieHHbIE MO AaHHBIM (apMakoHaa30pa (aKThl, yKa3bIBAIOIIME Ha
HEOIaronpuaTHOE COOTHOIIEHHE 'MOJIb3a-pUCK" JIEKapCTBEHHBIX CPEACTB, B TOM YHUCJIE
MIPEBBIIIEHUE YacCTOThl PENOPTHUPOBAHUS HEXKENATEIbHBIX PEAKIUMH 10 CPAaBHEHHIO C
JAHHBIMH, YKa3aHHBIMU B YTBEPXKJICHHOW OOIIel XapakTepUCTHKE JIEKAPCTBEHHOTO
npenapara;

15) HecooTBETCTBHME KA4YECTBEHHOI'O M KOJWYECTBEHHOTO COCTaBa Mpemnapara
3as1BJIEHHOMY MJIM HEOJHOKPATHOE HECOOTBETCTBHE KauecTBa JIEKAPCTBEHHOIO IMperapaTa B
nepuo ero oOpalleHus: Ha phIHKE 3asBJICHHOMY Ha MOMEHT €r0 PEruCTpalluu;

16) HEBBINIOIHEHUE EpKATEIEM PETUCTPAMOHHOTO YIOCTOBEPEHUSI 00513aTE€NBCTB 10
(dhapmMakoHaI30pY;

17) BHOCHMBIE U3MEHEHHUSI OKa3bIBAIOT OTPHUIIATENIbHOE BJIMSIHME HA COOTHOLIEHHE "
MOJIb3a-pUCK" JIEKAPCTBEHHOIO Mpenapara.

47. B caydasx OTpPULATEILHOTO 3aKJIIOYEHHS O O€30MaCHOCTH, KaueCTBE H
3()PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBAa WJM OT3bIBAa 3asBUTEJIEM 3asBICHHUS Ha
AKCIIEPTU3Y TOCJIe Havyasla TPOBEACHUS SKCIEPTHU3bI, CTOMMOCTh MPOBEJCHUS DKCIEPTHBIX
paboT 3asIBUTENIO HE BO3BpAIIAETCS.

48. Ilo pe3ynbTaTaM 3KCHEPTU3BI TOCYIAPCTBEHHAsI SKCIIEPTHAs OpraHu3anus GopMupyer
CBOJIHBIN OTYET MO OE30MMaCHOCTH, Ka4eCTBY U A (PEKTUBHOCTH JICKAPCTBEHHOTO TIpernapara B
COOTBETCTBUU C TpWwiIoxkeHueM 16 k HacrosuMm [IpaBunam, He KOH(pHUACHIMAIBHAS YaCTh
KOTOPOTO pa3MellaeTcsl Ha HHTEPHET-PECYPCE rOCYIapCTBEHHOMN SKCIIEPTHONW OpraHU3aIl|H.

49. Ilocme 3aBepmIeHHMS NPOLEAYPHI DKCIIEPTU3BI T'OCYAAPCTBEHHAS JKCIIEPTHAs
opranuzaiusi GOpMHUPYET AIEKTPOHHBIA APXMBHBIN K3EMIUISIP PETHCTPALIMOHHOTO JOChHE,
COJIEPKAIIMM JTOKYMEHTBl W MaTepUalibl pPe3yjbTara 3KCIEPTHU3bl (JOMOJHUTEIIbHBIE



MaTepualibl, MPEACTABICHHBIE 3asBUTEJIIEM II0 3alpOCy TOCYJapCTBEHHOW JKCIIEPTHOM
OpraHU3alliy, 3aKTI0UCHHE HauyalbHOU IKCIEPTU3bI (BAIMIAIIMU PETUCTPALIMOHHOTO JIOChE),
3aKJIIOYUTEIbHBIA CBOJIHBIM OTYET SKCHEPTOB IO KPUTHUYECKOM OIEHKE JIEKAPCTBEHHOTO
npernapara, MPOTOKOJIbl HCIHBITATEILHON J1abopaTopuu), 3aKJIIOUYEHHE O OE€30MacHOCTH,
Ka4ecTBY U J()PEKTUBHOCTH, OOIIYI0 XapaKTEPUCTHKY JEKAPCTBEHHOTO CpPEJCTBa,

WHCTPYKIIMIO 110 MEIUIIMHCKOMY NMPUMEHEHHUIO (JINCTOK-BKJIAJIBIIT ), HOPMATUBHBIN JOKYMEHT
M0 KaYeCTBY JIEKAPCTBEHHBIX CPEJICTB, 3aPETUCTPUPOBAHHBIE MAKETHI YIAKOBOK, 3TUKETOK,
CTUKEPOB, XPaHIIIMUECS B SJIEKTPOHHOM apXMBE.

Bo Bpems neicTBUSI PETUCTPAIMOHHOTO YIOCTOBEPEHUS apXUBHOE PETUCTPALMOHHOE
J0ChE€, HOIOJIHAETCS PETUCTPAMOHHBIM JIOChE, TOJAHHBIM HAa BHECEHHE HW3MEHECHUM,
coAep KalluM TIOKYMEHTBI U MaTE€pUAJIbl PE3YJIbTATOB SKCIIEPTU3HI.

PeructpannonHoe 10Che€ XpaHUTCS B SJIEKTPOHHOM apXMBE HA 3JICKTPOHHOM HOCHUTEJE B
TCUCHHE JICCITH JIET.

I'maBa 5. OcoGeHHOCTH IIPOBEACHMUS SKCIIEPTU3HI JIEKAPCTBEHHEBIX CPEACTB

50. Pa3bpsicHEHHS WM YTOYHEHMS, BO3HUKAIOIIUE B MEPUOJ MPOBEICHUS SKCIEPTU3BI
MEXAY rOCyJJapCTBEHHOM IKCIIEPTHOM OpraHU3alrel U 3asBUTENIEM, OCYILIECTBISIOTCS IyTEM
(bopMHpOBaHUSI FTEKTPOHHOTO JTOKYMEHTA M0 WHIUBUIYAJIbHOMY HapOJIIO 3asBUTENS Yepe3
MHPOPMALIMOHHYIO CHUCTEMY C DBJEKTPOHHO-HU(POBON NOANUCHIO 3agBUTENS U
roCy1apCTBEHHOM SKCIIEPTHOW OpraHU3alNH.

Ha Bpems mpenocTaBieHus: 3asBUTEJIEM 3alpallliBaeMbIX JTOKYMEHTOB JKCIEpTHU3a
MIPUOCTAHABIINBAETCS.

51. B pamkax skcnepTu3bl rocyJapCTBEHHAsl SKCIIEPTHAsI OPraHU3alus OCYIIECTBISET
MPOBEPKY AayTEHTUYHOCTH IE€pEeBOJA WJIM IE€PEBOJ Ha Ka3axXCKUM A3bIK 00mien
XapaKTEPUCTHUKHU JIEKAPCTBEHHOTO CPEACTBA, HHCTPYKILIHMH 110 MEAULIUHCKOMY MPUMEHEHHUIO (
JIMCTOK-BKJIAJIBIII ), MAKETOB MAaPKUPOBKU YIAKOBKH, STUKETOK, CTUKEPOB C MapKUPOBKOM.

52. Undopmarus B UHCTPYKIMH 110 METUIIMHCKOMY MPUMEHEHHIO (JIMCTOK-BKJIA IBIII)
OpUTMHAJIBHOTO JIEKAPCTBEHHOTO Mpenapara, npeanaraeMoi s Pecnyonuku Kazaxcran
COOTBETCTBYET HMH(OpPMAIUHU, H3JI0KEHHOW B O0OIIEH XapaKTEPUCTHKE JIEKApCTBEHHOIO
npenapara 0JoOpPEHHON YIOJTHOMOUYEHHBIMU OpraHaMU CTPaHbI IPOU3BOAUTEINS WM CTPAHbBI
JeprKaTeisl pErUCTPALMOHHOIO yA0CTOBEPEHMUS.

B 001eii xapakTepuCTUKE JEKapCTBEHHOTO CPEJCTBA, MHCTPYKIUU O METUIIUHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOTO Mpenapara (JIMCTOK-BKIIAJbIII) OTpa)xaeTcss MHPOpMaILUs O
BCIIOMOTATEbHBIX BEIIECTBAX, HOMUHAJIBHOM HX COJIEPKAHUU B JIEKAPCTBEHHBIX Mpenaparax
, @ TAK)KE OTpaHUYCHUS] TPUMEHEHUS JIEKAPCTBEHHOT'O Mpernapara coriacHO NpuiioKeHuto 17
K HactosituuM [IpaBunam.

53. O6u1as xapakTepUCTUKA JIEKAPCTBEHHOI'O CPEJICTBA, MUHCTPYKLHUS IO MEAUIIMHCKOMY
NPUMEHEHUIO (JINCTOK-BKJIAABIII) BOCIIPOU3BEACHHOTO, OMOAHATIOTUYHOIO JIEKAPCTBEHHOTO
npenapata COOTBETCTBYET OOIIEeH XapaKTEPUCTUKE OPUTHMHAIBHOIO JIEKapCTBEHHOTO



npenapara. B ciydae OTiIMYMS B HHCTPYKUHMM IO MEAULUMHCKOMY HPUMEHEHUIO (
JIMCTOK-BKJIAJIBIII) BOCIPOU3BEIEHHOI0, OMOAHATOTMYHOTO JIEKAPCTBEHHOI'O Mpenapara oT
OPUTMHAIBHOIO Mpernapara Mo NoKa3aHusM K MPUMEHEHUIO B CTOPOHY pPACIHIMPEHUs, WU
peXrMa JI03UPOBAHUS WIN MYyTH BBEICHUS MPEIOCTABISIOTCS PE3YJIbTaThl COOTBETCTBYIOITUX
KIIMHUYECKUX UCCIIEOBAHUM.

54. Jlepkatesib pEruCTPallMOHHOTO YIOCTOBEPEHUSI OPUTMHAIBHOTO TMpernapaTa mojaet
3asBJICHUE Ha BHECEHHME M3MEHEHUN B MHCTPYKIHUIO MO MEAUIMHCKOMY MPUMEHEHUIO (
JUCTOK-BKJIAJBINI) B TEUCHHE JACBSIHOCTA KaJCHIAPHBIX JHEW Mocjae OOHOBJICHUS OOIIei
XapaKTEPUCTUKU JIEKAPCTBEHHOI'O CpEJCTBA B CTpaHE NPOU3BOAUTENS WU JepKaTess
PETUCTPALMOHHOTO YAOCTOBEPEHHUSI.

55. T'ocymapcTBeHHAss SKCIIEPTHAs OPraHU3alUs IMOCJIE BHECECHUS W3MEHEHUM B
MHCTPYKIMIO OPUTMHAJIBHOTO JIEKAPCTBEHHOrO IMpemnapara Wujd, IpPU OTCYTCTBUU
perucTpaluu OpuUrHHaibHOro mnpemnapata B PecnyOnuke Kaszaxcran, mpu BBISIBICHHH IO
MEKIYHapOJAHBIM HCTOUYHHMKAM U pe3ylibTaTaM ¢apMakoHaJa30pa 00 U3MEHEHUSX B oO0uei
XapaKTEePUCTUKE OPUTHHAIBHOTO JIEKAPCTBEHHOTO TMpernapara U3BEIIAeT dYepes
MHPOPMAIIMOHHBIE PECYpPChl BCEX Jiep)KaTeliel perucTpPallMOHHBIX YJOCTOBEPEHUU
TeHEPUYECKUX MpernapaToB 0 HEOOXOJAMMOCTH BHECEHHUS! COOTBETCTBYIONINX W3MEHEHUU B
HHCTPYKIIUIO MO MEIUIMHCKOMY TMPUMEHEHHI0 (JIMCTOK-BKJIAJbINI) © OOIIYIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOTO CPEICTBAa 4Yepe3 MPOILEeAypy BHECEHUS W3MEHEHUU B
PErUCTPALlMOHHOE JIOCh€ B TEUECHHE JAEBAHOCTA KaJlEHIApHBIX JHEH IOoCcie BHECEHUS
W3MEHEHUN B MHCTPYKIIMIO OPUTHHAIBLHOTO Tpernapata mHGopManuu mo 0e30macHOCTH C
JaThl pa3MeleHus: nH(OpMAaIUU Ha caiiTe SKCIEPTHON OpraHU3alluu.

Jlepxatesib perucTpallMOHHOrO YJIOCTOBEPEHUS] OPUTHHAIBHOTO MpernapaTa BHOCUT
M3MEHEHUS B MHCTPYKIIUIO 10 MEIUIIMHCKOMY MPUMEHEHHUIO (JTMCTOK-BKIIAJIBIII) U OOIIYIO
XapaKTepUCTUKY JIEKAPCTBEHHOTO CpEACTBAa HAa OCHOBAaHMM pPa3MELICHHOW Ha
MH()OPMAIIMOHHOM pecypce TOCyJapCTBEHHON KCIEPTHOM OpraHM3aIiuu WHQPOPMAINH T10
HECOOTBETCTBUSIM, BBISBICHHBIM B pe3yJibTaTe (apMakoHaa30pa U MO OQUIIMATBHBIM
MEKTyHApPOIHBIM UCTOYHHUKAM B TEUCHHE JIEBSIHOCTA KaJICHAAPHBIX JHEN C JaThl pa3MeElICHUs
uH(pOpPMAIIK Ha CaiiTe SKCIIEPTHON OpraHu3allvu.

Jlepxatenu perucTpallMOHHBIX YJOCTOBEPEHUM MOMAIOT 3asiBJI€HHE HA BHECEHUE
U3MEHEHUN B PETUCTPALIMOHHOE JI0ChE€ B TE€UCHHUE JCBSIHOCTA KaJICHIAPHBIX AHEH C JaThI
pa3MelIeHus TapMOHU3UPOBAHHON HH(GOPMAIIMU Ha CaTe SKCIEPTHOW OpraHU3alvu IO
3apEruCTPUPOBAHHBIM  JIEKAPCTBEHHBIM IIpemapaTaM B O0OIIed XapaKTepUCTUKE
JIEKapCTBEHHOTIO MpernapaTra U HHCTPYKIUHU 110 METUIIMHCKOMY ITPUMEHEHUIO JIEKaPCTBEHHOTO
cpencrBa (Jmctok-Bkaaneim) (mamee — OXIJIII u Huctpykiua JIC) nexkapCTBEHHBIX
npenapaToB ¢ OAHUM U TE€M K€ MEXIYHAPOJIHBIM HEMAaTeHTOBAaHHBIM Ha3BAHHEM WJIU C
OJIHUM U TEM XK€ JCHCTBYIOIINM BEIIECTBOM.



Caocka. ITynkr 55 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoguTCS B ACMCTBUE MO UCTEUEHUH AECITH KaJICHIAPHBIX AHEH MOCie AHS €ro
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS).

56. IIpu HEBBINIOJIHEHUY YCIIOBHS, YKa3aHHOTO B IMMyHKTax 54 u 55 Hacrosawmux IIpasui,
rocyJapCTBEHHAsl JKCIIEpTHAs OpraHu3alus yBeJOMJISET (B MPOHU3BOJIBHON (opme)
roCcyJapCTBEHHBIA OpraH 0 HeOOXOAMMOCTH NMPUOCTAHOBIICHUS IEUCTBUS PETUCTPAIMOHHOTO
YIAOCTOBEPEHUS.

CHocka. ITyHkT 56 - B penakuuu npukasa u.0. Munucrtpa 3apasooxpanenus PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ACMCTBUE CO JHS €ro MEPBOro 0pUIIUATIBHOTO
OnyOJIMKOBaHUS ).

57. DxcnepTu3a N3MEHEHN, BHOCUMBIX B PETHCTPALIMOHHOE JOChE, OCYIIECTBISAETCS Ha
JIEKapCTBEHHOE CPEACTBO B IEPHOJ JCHUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHUS U HE
OKa3bIBA€T OTPHULIATEIIBHOI'O BIIMSHUSA HAa COOTHOILIEHUE II0JIb3a-PUCK JIEKAPCTBEHHOIO
Ipernapara.

58. U3menenus kinaccuuuupyroTcs B COOTBETCTBUU ¢ [lepeyHeM BUIOB M3MEHEHUI,
BHOCHMBIX B PETMCTPALMOHHOE J10ChE JIEKAPCTBEHHOTO CPEICTBA COTIACHO MPUIIOKEHUIO 18
K HactosituuM [IpaBunam Ha:

1) HecymecTBeHHOE H3MeHeHME Tuna |A - (MU3MeHeHHe, KOTOPOE OKa3bIBaeT
MUHUMAJIbHOE BJIUSHHE WM HE OKa3blBaeT BIMSIHUS Ha OE30MacCHOCTb, KAa4eCTBO H
3¢ (PEeKTUBHOCTH 3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOrO Ipemnapara, MOJAaHHOE B MEPUO
JACUCTBHS PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa u He Tpelyrolee
HOBOM perucTpalun);

2) HecyuecTBeHHOE n3MeHeHue tuna Ib - (u3mMeHenue, KOTopoe He MONa aroIee M0
omnpenenenus n3Menenuii tumna [A u tuna II, He TpeOyroiee HOBOM perucTpalum);

3) 3Haunmoe u3MeHenue tumna Il - mo0bie u3MEHEeHUs K MaTepHrallaM PEeruCTPALMOHHOTO
JI0che, He TpeOylolue HOBOM pEerucTpaluM JIEKapCTBEHHOTO Ipemapara U KOTOpbIe
OKa3bIBAIOT 3HAYUTENIbHOE BIUSHUE HA €ro 0€30MacHOCTb, KaueCTBO U 3P (HEKTUBHOCTH;

3-1) u3ameHenus, TpedyOUIMe HOBOM PErUCTPAIlUU JIEKAPCTBEHHOTO Mpenapara;

4) cpouHble W3MEHEHMS, Kacaroluecsi 0€30MacHOCTU JEKAPCTBEHHOIO0 CPEACTBa -
CPOUYHBIE BpPEMEHHbIE OIPAHUYEHUS, CBS3aHHbIE C OE30MACHOCTHIO MCIIOJIb30BAHMS
JIEKapCTBEHHOI'O IIperapara, KOTOPbIE BHEAPSIOTCS 3asBUTEJIEM B CIIy4dae BBISBIICHUS PUCKa
I8  OOIIECTBEHHOrO  3J0pOBbS NpPU  MNPUMEHEHUHM  3apETUCTPUPOBAHHOrO  (
IIEPEPETUCTPUPOBAHHOI0) JIEKAPCTBEHHOTO Mpemnapara. Jlepkarenp perucTpaliruoOHHOIO
YIAOCTOBEPEHHUSI B TEUEHUE [BAJLIATH YETBIPEX YacCOB YBEIOMIISIET O BBOJMMBIX UM
OTPAHUYECHUSAX FOCYJApPCTBEHHBIN OpraH. Eciyu B TeueHue IBaJAlaTH YETHIPEX 4YacOB IOCIE
noJiydeHus: 3ToM MHGOpPMAIIMU OT TOCYJIapCTBEHHOTO OpraHa He MOCTYIWJIO BO3pa)KEHUH,
HKCTPEHHBIE OTPaHUYCHUS, CBSI3aHHBIE C OE30MacCHOCThIO, CUUTAIOTCS MPUHATHIMU. CpoKd
peann3aluy OTPaHUYEHUN OrOBAPUBAIOTCS JIEPIKATEIEM PETUCTPALIMOHHOIO YAOCTOBEPEHUS
Y TOCYJJapCTBEHHBIM OPraHOM.



OKCTpEHHbIE OTPAHUYEHMS, CBS3aHHBIE C OE30MACHOCTHIO, HHUIIMUPYIOTCS
rOCyAapCTBEHHBIM OPTaHOM IPY HAIMYHUU PUCKA IS KU3HU U 3J0POBbS UEJIOBEKA.
3asiBlieHHE HA BHECEHUE U3MEHEHUH, KacalOlUXCs BBEICHHS SKCTPEHHBIX OIrpaHUYeHUN (
WHUIMAPOBAHHBIX JIEPHKATEIEM PETUCTPAIMOHHOTO YIOCTOBEPEHUS MU TOCYAapPCTBEHHBIM
OpraHoM), MOJAETCS JIepKaTelieM PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI HA PACCMOTPEHUE HE
NO3/IHEE, YEM B TEUCHHE IECTUIECITH KAJICHIAPHBIX THEW C MOMEHTA YBEOMIICHUSI.

Cuocka. I[Tynkr 58 ¢ u3sMeHeHrnem, BHECEHHBIM IPUKa30M MUHHCTpA 3IpaBOOXPAHECHUS
PK o1 04.11.2022 Ne KP JICM-128 (BBOAUTCS B JACUCTBUE MO UCTEUYEHUU JCCATH
KaJICHJIAapHBIX IHEH mociie THS ero MepBOro 0QUIMAIBHOTO OMYOIUKOBAHUSA).

59. B ciyyae BHECEHHS M3MEHEHUS, KOTOPOE HE KJIACCU(DHUIIMPOBAHO B HACTOSAIIUX
MpaBWiIax, 3asBUTEIb 00paIIaeTCs B FOCYJAapCTBEHHYIO AKCIEPTHYIO OpPTaHU3AIUI0 depe3
MPOTEAYPY KOHCYJIbTAIIMU C TIIEIbI0 TIOJYUYCHHS PEKOMEHIAIMKM 10 KilacCu(uKauu
U3MEHEHUS.

['ocynapcTBeHHast SKCIEPTHAsI OpPraHU3alKs B TEUYCHUE TPUILIATH KaJCHAAPHBIX JHEU
MoCJIe TOJIyYeHHS 3a1poca HApaBIIIeT OTBET 3asIBUTENIO B AJICKTPOHHOM U (W) OyMakHOM
BUJIE.

60. IIpu BHeceHnn n3MeHeHui tumna [A:

1) 3asBUTENB IPEACTABISAET 3asiBJICHHE IO OPME COTIIACHO MPUIIOKEHHUIO 1 K HACTOSIIIIUM
[TpaBuiiam ¥ TOKYMEHTHI COTIacHO IpuiioxkeHuto 18 k HactosiuM [IpaBunam;

2) 3asBUTENb M3BEIIAET TOCYAApPCTBEHHYIO SKCIEPTHYIO OpraHU3alUI0 B Clydyae
n3MeHeHus tuna [A, TpeOyrouero HEMEIJIEHHOTO U3BEIICHUS C IEJbI0 HEMPEpPhIBHOTO
KOHTPOJISI JIEKAPCTBEHHOT'O CPEJICTBA;

3) nepxaTenab PErucTpalluOHHOTO YJIOCTOBEPEHHUS B paMKaxX OJIHOTO 3asiBICHUS
YKa3bIBa€T O HECKOJIBKMX HECYUIECTBEHHBIX M3MEHEHUAX Tuna [A, Kacaroumumxcs OJHOrO
PETUCTPALIMOHHOTO YI0CTOBEPEHHUS;

4) B cmydae BHECEHHUS U3MEHEHHM, TPEOYIONUX U3MEHEHUS TAHHBIX PETUCTPAITMOHHOTO
YIIOCTOBEPEHUS, TOCYJApCTBEHHBIM OpPraHOM BBIJIAETCS HOBOE PETUCTPALMOHHOE
YIAOCTOBEPEHHUE IO MPEKHUM HOMEPOM Ha OCTATOYHBIN CPOK JIEMCTBUS PETUCTPALHOHHOTO
YAOCTOBEPEHHUS.

61. [Ipu BHecennn n3menennit tumna Ib:

1) 3asiBUTENH MPECTABISET 3asiBICHUE MO (DOpME COrIacHO MPUIIOKEHHIO | K HACTOSAIIUM
[IpaBunam 1 JOKyMEHTBI COTJIaCHO NpuiokeHuIo 18 k HactosimuM [IpaBuiam;

2) nepkaTelyd PErucTpallMOHHOTO YJIOCTOBEPEHHS B pPaMKaxX OJHOTO 3asBICHUS
YBEAOMJISIFOT O HECKOJIbKMX M3MEHEHMAX Tuma Ib, xacarommxcs 0qHOro perucTpauuoOHHOTO
YIOCTOBEPEHHUS], WU CTPYNIIUPOBATH OJTHO WIIM HECKOJIBKO M3MeHeHur tuna Ib ¢ npyrumu
U3MEHECHUSIMH TUNA [A, CBSI3aHHBIMU C OJHUM PETUCTPALMOHHBIM YIOCTOBEPEHUEM, NPH
YCIIOBHH, YTO TaKasi FPYHIIUPOBKA COOTBETCTBYET YCIOBUSM, IIEPEUUCICHHBIM B PUIOKECHUU
18 x HactosuMm IIpaBuiam;



3) B ciaydyae BHECEHUSI M3MEHEHUM, TPEOYIONTUX U3MEHEHUS JTaHHBIX PETUCTPAIMOHHOTO
YJIIOCTOBEPEHUS, TOCYJApCTBEHHBIM OpPraHOM BBIJIAETCS HOBOE PETUCTPALMOHHOE
YAOCTOBEPEHUE IO MPEKHUM HOMEPOM Ha OCTATOYHBIM CPOK JIEUCTBUS PETUCTPALMOHHOTO
YJAOCTOBEPEHMUSI.

62. B cnyuae BHecenusi udMeHenus tumna Ib, Biuekymiero 3a coOoil apyrue
nocyenoBaTenbHble n3MeHeHus tuna [A u tuna Ib, nogaercs onHO 3adBiIEHUE, COAEpKAIIEE
BCE MOCJIEN0BATEIIbHBIE U3MEHEHU Thna I.

63. B ciiyyae BHECEHUS 3HAUUTENIbHBIX U3MEHEHUM Thna [1:

1) 3asBUTENB IPEACTABISAET 3asiBJIICHHE IO OPME COTIACHO MPUIOKEHUIO 1 K HACTOSIIIIUM
[TpaBuiiam ¥ TOKYMEHTHI cOracHO mpuiioxkeHuto 18 k HactosiuuM [IpaBunam;

2) 3asBJICHUE COJACPXKHUT oJHO n3MeHeHune tuna II. B ciiyuae BHeCeHHS HECKOJBKUX
n3MeHenni tuna lI, ornensHOe 3asBiIeHNE MOJAETCA OTHOCUTEIBHO KaXJI0r0 U3MEHEHMS,
KQ)KJI0€ 3asIBJIEHUE COAEPKUT CChUIKH Ha APYro€ 3asBJICHUE;

3) B cinyyae ecnu u3MeHeHue Ttumna Il mpuBoAUT K APYyruM MOCIEI0BATEIbHBIM
u3MeHEeHUsIM Tuna I, 0JHO 3asBiIeHHE BKJIKOYAET BCE MOCIEA0BATEIbHBIE U3MEHEHUSI BMECTE
C ONIMCAHUEM COOTBETCTBUN MEXKAY TAKMMU IMOCIEI0BATEIbHBIMU U3MEHEHUAMU THIA [1.

B cnyuae ecniu n3menenue tumna Il npuBoauT K APyrUuMm MOCIEI0BATENIBHBIM U3MEHCHUSM
Thna [, OIHO 3asBJIEHUE BKJIIOYAET BCE MOCIIEA0OBATEIbHBIE U3MEHEHHSI BMECTE C OITMCAHUEM
COOTBETCTBHUM MEXK]ly TAKUMH NOCIEA0BATEIbHBIMU n3MeHeHussMu tina [ u I1.

ITogaua 3asiBIeHUs Ha SKcHepTU3y BHeceHus u3MeHenuid tuna IA, Ib, II B
PETUCTPALIMOHHOE JIOChE OCYILIECTBIISICTCS 3afBUTEIEM B TEUCHUE TPEX MECALEB IOCIE
YTBEPKICHUS BHOCHUMBIX HM3MEHEHHH B CTpaHE MPOU3BOAUTENS WIM JIepKaTes
PETUCTPALMOHHOTO YIOCTOBEPEHHS.

63-1. IIpu BHeceHUU U3MEHEHHH, TPEOYIOIMMX HOBOW PETUCTPALUU JIEKAPCTBEHHOTO
npemnapara, 3asBUTENb MPEJCTaBIseT 3asBleHHe Mo ¢GopMe COTJIaCHO MPUIIOKEHHIO 1 K
HacTosiuM [IpaBuiiaM C yka3aHHMEM TuIa OPOUEAyphbl 'peructpanua"’ U AOKYMEHTHI
COTJIACHO TpWJIOXKEHUsM 2 uinu 3 K HactosmuM IlpaBunam, a Takke CBEICHWUS,
MOJATBEPKAAOIIME OIUIaTy 3asBUTEIIEM HA PACUETHBIM CUET TOCYAAapPCTBEHHOW IKCIEPTHOU
OpraHU3allyd CYMMBI JUIsl TPOBEAEHUS SKCIEPTU3BI ITPU PETUCTPALINH.

Cnocka. [IpaBuiia nonosHeHsl yHKTOM 63-1 B COOTBETCTBUU € MPUKA30M MUHUCTpA
3apaBooxpaneHust PK ot 04.11.2022 Ne KP JICM-128 (BBoaAMTCS B ICHCTBUE 110 UCTCUCHUU
JIECATU KaJeHAAPHBIX JHEH MOCE THS €ro MepBOro o(pUIMaIbHOrO OMyOJIMKOBAHMUS).

64. CBOJIHBII OTUET MO OLIEHKE BHOCUMBIX U3MEHEHUH JIEKAPCTBEHHOTO Ipenapara npu
M3MEHEHUIX, BHOCUMBIX B peructparuoHHoe aocbe tuna I u II, He TpeOyromux HOBOM
pEerHucTpaIy cocTaBisieTcs o (popme cornacHo npuioxkenuto 11 k Hactosimum [IpaBunam.

65. Ilo pesyapraTaM NPOBEAECHHON SKCIEPTU3Bl T'OCYAApCTBEHHAs JKCIEpPTHAs
OpraHM3anusi COCTABISACT 3aKIIOYEHHWE O OE30MacHOCTH, KadecTBE U A()PEKTUBHOCTH
JIEKapCTBEHHOT'O CPENICTBA, 3asBJIECHHOTO Ha DJKCIEPTU3y HW3MEHEHUH, BHOCHUMBIX B
pEerucTpanuoHHOE A0Che Mo popMe cortacHO npuiioxkeHuto 15 k HacTosimum [IpaBunam.



65-1. Jlepkatenb perucTpaliliOHHOTO YIOCTOBEPEHUS MPEIOCTABIIAET ACKIAPAIUIO O TOM,
yto B npoektax OXJIIl u Muctpykuum JIC BOCHpPOU3BENEHHOTO, TMOPUIHOTO HIIH
O6roanamoruyHoro (6MomoA00HOTO) JIEKAPCTBEHHOTO MpernapaTa OTCYTCTBYIOT OTIUYHS OT
nerctByronux OXJIIT u Uactpykiuu JIC opuruHansHOTO (pepepeHTHOr0) JeKapCTBEHHOTO
mpenapara, 3a UCKIIOUEHHEM OTIWYUN MH(QOpPMAIUU O MPOU3BOJIUTENE, CPOKE T'OJHOCTH,
COCTaBE BCIIOMOTATEJIbHBIX BEHIECTB U PA3IMUUN B OMOIOCTYITHOCTH WM (papMaKOKUHETHUKE.

CHocka. I[IpaBuna nqonosHeHsI MyHKTOM 65-1 B COOTBETCTBHH € NpUKa3oM MuUHHUCTpa
3apaBooxpaneHusi PK ot 14.04.2023 Ne 70 (BBoaAWTCS B ACHCTBUE 110 UCTCYCHUHU JIECATH
KaJIeHJAApHBIX JTHEW MOCIIE THS €ro MEePBOro OPUIIMAIBHOTO OMyOJINKOBAHMUS).

65-2. JlepkaTelb PETUCTPAIMOHHOIO YJOCTOBEPEHHUS] MPEAOCTABISIET MOCTPOYHOE (
pacIojioKeHHOE MapallieTbHO Ha OJHOM JiMcTe) cpaBHeHue aAeictByromux OXIJIII u
Nuctpykiun JIC opurnHamsHOTO (pedepeHTHOr0) JEKAapCTBEHHOTO MperapaTa U MPOSKTOB
OXJII u Huctpykumu JIC BOCHpPOM3BENEHHOI'0, THOPHUIHOTO WIJIM OHWOAHAIOTUYHOTO (
OMOMOI00HOT0) JIEKAPCTBEHHOTO IIpernapara C BbIICJICHUEM U 000CHOBAHUEM BCEX OTIMYMIA.

Cnocka. I[IpaBuiia 10MogHEHBI MYHKTOM 65-2 B COOTBETCTBUU € NMPUKa30M MUHHUCTpA
3npaBooxpaneHus PK ot 14.04.2023 Ne 70 (BBoAUTCS B IeHCTBUE IO UCTEYEHUU JECATU
KaJICHIAPHBIX JIHEU MOCIIE JTHS €ro MEePBOT0 OPUITHATHHOTO OITyOJINKOBAHHUS).

65-3. JlepkaTenp pPErucTpalMOHHOrO YJIOCTOBEPEHMS NP IOJAaYe 3asBJICHUS Ha
BHeceHue uameHeHnuii B OXJIII u Nuctpykiuu JIC npenoctaBisieT BEIOMOCTh U3MEHEHHM ¢
yYKa3aHHEM MOCTPOYHO PACTIOJIOKEHHOTO CPABHEHUS TEKCTA BHOCUMBIX U3MEHEHHUH C TEKCTOM
YTBEPKIA Y HHOW BEPCHH.

Cnocka. IIpaBuiia 10noaHeHbl MyHKTOM 65-3 B COOTBETCTBUU € NMPUKa30M MUHHUCTpA
3npaBooxpanenus PK ot 14.04.2023 Ne 70 (BBoAUTCS B IEUCTBUE MO UCTEUYECHUU JECATU
KaJIeHJAPHBIX JIHEW TOCIIE JTHS €ro MEePBOT0 OPHUITHATHHOTO OMyOINKOBAHHUS).

65-4. DxcnepTHas OpraHu3alvs UHULUUPYET NPOLENypy NPUBEACHUS B COOTBETCTBUE (
rapMoHu3anus) WHGOPMAIMUA IO 3apEeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IperapaTtaM B
OXJIIT u MucTpykunu JIC nexkapCTBEHHBIX MPENAPATOB C OJHUM M TEM KE MEXIyHAPOIHBIM
HEMATEHTOBAaHHBIM HA3BAHUEM WJIA C OJJHHUM U TE€M K€ JEHUCTBYIOIINM BEIIECTBOM.

CHocka. [TpaBuna qonosHeHsI MyHKTOM 65-4 B COOTBETCTBUH € MpUKa3oM MHUHHUCTpa
3apaBooxpadeHust PK ot 14.04.2023 Ne 70 (BBoAMTCS B ICMCTBHUE IO NCTCUCHUH JIECITH
KaJICHIAPHBIX JIHEU MOCIIE THS €ro MePBOTro OPUITHATBHOTO OMyOINKOBAHHUS).

65-5. [lepxkaTenb perucTpalMOHHOIO yjaocTtoBepeHus mnpu pazpadorke OXJIII u
Nucrpyxkiuu JIC Bocipon3BeIeHHOT0, THOPUIHOTO I OMOAHATIOTUYHOTO (OMOTOI00HOTO)
JIEKapCTBEHHOTO Mpenaparta Ipu NoAade 3asiBJICHHUS HA DKCIEPTU3bI NPU PETUCTPALUH, a
TAK)KE NPU MEPEPETUCTPALNMHA U BHECEHUN M3MEHEHUU PYKOBOJICTBYETCS NMPUBEICHHOU B
cooTBeTcTBHE (rapMmoHu3zupoBaHHoi) wmHopmarmert mo OXJIII u Hactpykuuu JIC mo
MEKIYHAPOJHOMY HENATEHTOBAHHOMY HAa3BAaHHUIO WJIM COCTaBY JACHCTBYIOIIMX BEIIECTB,
Pa3MENIEHHBIX HAa CANTE SKCIIEPTHOM OpPraHU3ally Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.



Cnocka. IIpaBuiia 10mogHEeHbI MYHKTOM 65-5 B COOTBETCTBUU € MPUKa30M MUHHUCTpA
3npaBooxpaneHus PK ot 14.04.2023 Ne 70 (BBoAUTCS B IeWCTBUE IO UCTEYCHUU JECATU
KaJICHIAPHBIX JHEH MOCIIe JIHS €ro MepBOro OPUIMaIbLHOTO OIMyOJIUKOBAHUSA).

I'maBa 6. Cpoku IpoBeACHNA SKCIEPTH3HI JICKAPCTBEHHBIX CPEACTB

66. DKcrepTr3a JIGKAPCTBEHHOTO CPEACTBA MPHU I'OCYJAPCTBEHHOUN pEerucTpainu, B TOM
4ycjie BHECEHUE M3MEHEHMM, TpeOyIoIUX HOBOW pPErucTpalyu, MPOBOJUTCA B CPOK, HE
MPEBBIIAIOIINKN IBYXCOT JAECATU KaJICHAAPHBIX JHEH, B TOM YHUCIIE:

1) HayasbHAs KCIIEPTH3A JIEKAPCTBEHHOTO CPEJICTBA — TPUAIATH KaJCHIAPHBIX THEH;

2) cneuraNu3upoBaHHas YKCIEPTU3A — JIEBIHOCTO KaJE€HJIAPHBIX JHEU (B TOM YHUCIE,
MpOBEpKa ayTEHTHYHOCTH WJIM TIEPEBOJ] HA Ka3aXCKUU S3BIK OOMIEH XapaKTePUCTHKU
JEKapCTBEHHOTO CpPEJCTBA W MHCTPYKIMM 10 MEAUIUHCKOMY TpUMEHEHHI (
JMCTOK-BKJIAIBIII ), MAPKUPOBKH MAKETOB YIAKOBKH, STUKETOK, CTUKEPOB);

3) nabGopaTtopHbI€ UCTILITAHUSI — CEMbJIECAT KaJICHIAPHBIX JHEH;

4) popmupoBaHHe 3aKIIIOUEHUS 0 0€30MaCHOCTH, F3(P(PEKTUBHOCTU U KaYECTBE — JIBA/ILATH
KaJICHJIapHBIX THEM.

CHocka. [TyHkT 66 ¢ ©13MeHeHuEeM, BHECEHHBIM MTPUKa30M MUHHCTpA 3ApaBOOXPaHEHUS
PK o1 04.11.2022 Ne KP JICM-128 (BBOAUTCS B AEUCTBUE MO UCTEUYEHUM JCCATH
KaJICHJIApHBIX JTHEH Mociie THS €ro MepBOTro 0UIMAIBHOTO OMYOJIUKOBAHUSA).

67. DKcrepTr3a JIEKapCTBEHHOTO CPEICTBA IIPU NEPEPETUCTPALIMU TPOBOJIUTCS B TEUECHUE
CTa JABAJIIaTU KaJCHAAPHBIX JHEH, B TOM YHUCIIE:

1) HauanbHas 3KCIEPTU3A JIEKAPCTBEHHOTO CPEACTBA — ABAAIATH KaJleHAAPHBIX JHEH;

2) crnenualu3upoBaHHas SKCIEPTU3a — JEBSIHOCTA KAJIGHIApHBIX THEH, (B TOM 4YHCIIE,
MOATBEPKICHUE AYTEHTUYHOCTH WM MEPEBOJ Ha Ka3aXCKUM S3bIK OOIIEeH XapaKTEPUCTUKHU
JEKAPCTBEHHOTO CpPEACTBA W HMHCTPYKIMM 1O MEIUIUHCKOMY NpPUMEHEHUI0 (
JIMCTOK-BKJIAIBIII ), MAKETOB MAPKUPOBKHU YITIAKOBKU, STUKETOK, CTUKEPOB);

3) dopMupoBaHue 3aKIrOYSHHUS 0 6€301acHOCTH, YOPEKTUBHOCTH U Ka4eCTBE — JCCATH
KaJICHIAPHBIX JHEMU.

68. DkcmepTusza JEKapCTBEHHOrO CPEACTBAa MPU BHECEHUM HU3MEHEHUU B
peructpaiiontoe jgocke tuna IA, tuma Ib um Tuma Il ¢ mpoBegeHneM 1a00paTOPHBIX
WCTIBITAHUN TTPOBOJAUTCS B CPOK, HE MPEBBIIAIONINM IEBIHOCTO KAJICHAAPHBIX JHEWU, B TOM
51 () (K

1) HauanbHas HKCIEPTU3A JICKAPCTBEHHOTO CPEACTBA — MATHAATH KaJCHAAPHBIX JHEH;

2) crienManu3upOBaHHAs SKCIIEPTH3a — COPOK KaJICHJAPHBIX JHEH KaJeHIapHbBIX THEH, (B
TOM 4YHCJIE, MOATBEPKIACHUE AYyTEHTUYHOCTH WM TNepeBoJl Ha Kazaxckuil s3bik OXJII u
Nuctpykiuu JIC, MakeTOB MapKUPOBKU YIIAKOBKH, 3TUKETOK, CTUKEPOB);

3) naGopaTopHbI€ UCTIBITAHUS — JABAIATH MATh KaJ€HJAPHBIX THEH;

4) hopmupoBaHUE 3aKIIOUCHUS O 0€30MacHOCTH, 3PHEKTUBHOCTH U KaueCTBE — JECAThH
KaJICHJIapHBIX JTHEM.



Caocka. ITynkr 68 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Neo 70 (BBoAMTCS B IEHCTBUE IO UCTEUCHUU JECATU KaJCHIAPHBIX JHEH MOCIe THS €ro
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS).

68-1 DxcrmepTu3a JIEKapCTBEHHOTO CPEACTBAa NPU BHECEHWHM HW3MEHEHHUUN B
perucTpauuoHHoe nocke tHmna IA, He TpeOyroImMX OLEHKHM Oe30MacHOCTH, KauecTBa U
5(pGhEeKTUBHOCTH W  COOTHOILIEHHUS  MOJIb3a-PUCK  JIEKAPCTBEHHOTO  cpeacTBa  (
CIleIIMaIM3UpPOBaHHAs HKCIEPTU3a) MPOBOJAUTCS B CPOK, HE MPEBBIMIAIONIUA TPUILATH
KQJICHIAPHBIX JTHEH, B TOM YHCIIE:

1) HayanbHas KCNEPTU3a JIEKAPCTBEHHOTO CPENICTBA — IECIATh KaJleHAAPHBIX JHEH;

2) dbopMupoBaHue 3aKiIrOYeHHUs O Oe3omacHOCTH, d3H(PEKTUBHOCTH U KAayeCTBE U
MOATBEPIKICHUE aYTCHTUYHOCTH WJIM TIEPEBOJ] HA Ka3aXxCKHUM SA3BIK OOIIEeH XapaKTEePUCTUKHU
JEKApCTBEHHOTO CpPEACTBA W HMHCTPYKIMM 1O MEIUIUHCKOMY NpUMEHEHUI0 (
JMCTOK-BKJIAJIBIII), MAaKETOB MapKUPOBKH YIAKOBKH, 3THKETOK, CTUKEPOB — JABAIIATH
KQJICHIAPHBIX JHEH.

CHocka. [TpaBuna qonosHeHbl MyHKTOM 68-1 B COOTBETCTBUH € MpUKa3oM MHUHHUCTpa
3apaBooxpaneHust PK ot 14.04.2023 Ne 70 (BBoaMTCS B ACHCTBHUE 110 UCTCYCHUU JIECATH
KaJICHIAPHBIX JIHEU MOCIIE JTHS €ro MEePBOT0 OPUITHATHHOTO OITyOJINKOBAHHUS).

69. Dxcneptusza JIEKaApCTBEHHOTO CpPEACTBAa IPU BHECEHUM H3MEHECHUUN B
peructpanuonnoe goche tuna IA, tuma Ib u tuma Il Ge3 mpoBeneHus abopaTOPHBIX
UCIIBITAHUN MPOBOJUTCS B CPOK HE MPEBBIIAIOIINN IECTUAECATHA KAaJECHIAPHBIX THEH, B TOM
qucie:

1) HayasibHAs KCIIEPTHU3A JIEKAPCTBEHHOTO CPEJICTBA — JIECATh KAJICHIAPHBIX JTHEH;

2) cneuudanu3vpoOBaHHAs AKCIEPTHU3a — COPOK KaJeHAApHBIX JHEH (B TOM 4ucIe,
MOATBEPK/ICHUE ayTEHTUYHOCTU WJIU TIEPEBOJI HA Ka3aXCKUU S3BIK OOIIEH XapaKTepUCTUKU
JEKapCTBEHHOTO CpPEJACTBA W MHCTPYKIMM 10 MEAUIUHCKOMY TpUMEHEHHUI (
JIMCTOK-BKJIA IBIII ), MAKETOB MAPKUPOBKHU YIIAKOBKH, STUKETOK, CTUKEPOB);

3) dbopmupoBaHue 3aKiIIOYEHUS 0 0e30macHOCTH, I3 (PEKTUBHOCTU U KauyeCTBE — JIECATh
KaJI€HJAPHBIX JHEU.

70. YckopeHHas 3KCIepTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOAMUTCA B CPOKH, HE
MPEBBIIAIONINE CEMUECATU KaJICHAAPHBIX JHEH, B TOM YHUCIIE:

1) HayasbHast dKCHepTU3a — HE OoJiee ABAAIATH KaJleHIapHBIX THEH;

2) cienManu3upoOBaHHAs dKCIEPTH3a — HE 00Jiee COpOKa KaJleHAAPHBIX THEH, B TOM YHCIIEe
MOATBEPKICHUE AYTEHTUYHOCTH MEPEBOJa MAPKHUPOBKU MAaKETOB YIAKOBKH, 3THUKETOK,
CTUKEpPOB, OOIIeHd XapaKTepPUCTUKH JIEKAPCTBEHHOTO CPEJACTBA, HMHCTPYKIUU TI0
MEJIUIIMHCKOMY MTPUMEHEHUIO (JIUCTOK-BKJIABIIII);

3) dbopmupoBaHUE 3aKJIOUYEeHHUS O Oe3omacHOCTH, dG(PEKTUBHOCTH U KadyeCTBE
JIEKapCTBEHHOTO CPEJICTBA, MPOEKTOB UTOTOBBIX JIOKYMEHTOB IKCIEPTHU3bI JICKAPCTBEHHBIX
CpelcTB — He OoJiee IecATH KaJleHJapHbBIX THEH.



71. DkcnepTu3a JEKapCTBEHHBIX CPEJICTB, YYACTBYIOIIMX B MPOLEIYPE COBMECTHOM
npekBanudukanuu BO3 npoBoAUTCS B CPOKH, HE MPEBBIMIAONINE JEBIHOCTO KAJICHIAPHBIX
JIHEH, B TOM YHCJIE:

1) HauanbHasI BKCIIEpTH3a — HE OoJiee ABAIATH KAJICHIAPHBIX JTHEH;

2) criennanu3upOBaHHAS SKCIIEPTH3a — HEe O0JIee MEeCTUIECATH KAICHIAPHBIX JHEH, B TOM
YUCJIE MOATBEPKACHUE ayTEHTUYHOCTHU IIEPEBO/Ia MAPKUPOBKU MAKETOB YIIAKOBKH, 3TUKETOK,
CTUKEpPOB, OOIIEH XapaKTepPUCTUKH JIEKAPCTBEHHOTO CPEACTBA, HMHCTPYKIUU IO
MEUIIMHCKOMY MPUMEHEHHIO (JINCTOK-BKIIAJIBII);

3) dbopmupoBaHue 3aKJOYeHUs O Oe3omacHOCTH, dG(PEKTUBHOCTH U KauyeCTBE
JIEKapCTBEHHOI'0 CPEACTBA, MPOEKTOB UTOTOBBIX JTOKYMEHTOB 3KCHEPTU3BI JIEKAPCTBEHHBIX
CpelICTB — He OoJiee IecATH KaJleHJapHbIX THEH.

72. B cpoku npoBeieHUs] SKCHEPTU3bI JIEKAPCTBEHHOTO CPEACTBA HE BXOUT:

1) BpeMsi BOCIIOJIHEHHSI HEKOMIUIEKTHOCTH PETMCTPALIMOHHOTO 10ChE;

2) BpeMs MPEIOCTABIICHUS 3asIBUTENIEM JIOKYMEHTOB U MAaT€pUAJIOB I10 3aIIPOCy Ha JIIOOOM
U3 3TAIOB 3KCIEPTHU3BI;

3) BpeMsi opraHu3aluy U NpoBeeHus (apMaleBTUIECKON MHCTIEKIIUH.

3asBuTenb B TedeHue 60 (mecTupecsiTd) KaJeHIAPHBIX JHEH CO JTHS TOJIY4YCHHS
YBEJIOMJICHHUSI O HEOOXOIMMOCTH MPOBEACHUS MHCTIEKIIMK MPEIOCTABIISIET TUCHMO O COTJIACHH
5

[IpoaomKUTEIbHOCTh OPTaHMW3alMU U MPOBEACHUS MHCIEKIMUA MPOU3BOJICTBA HE
npesbimaer 120 (cTo nBaauaTh) KaleHAAPHBIX JTHEH CO AHSA TMOJIYyYEHUS 3agBUTEIIEM
YBEJIOMJICHHSI O HEOOXOIUMOCTH €€ TIPOBEICHUS.

4) cpokH MPEeAOCTABJICHUSI OTYETA KJIMHUYECKUX MCCIEAOBAHUN MPU COOJIIOJCHUU
yCIIOBUM, omnpeaeneHHbIXx NOyHKTOM 11 Hactosmux IIpaBun. Ilpu 3TOoM cpoku
MPEIOCTABICHUSI OTYETAa KIMHUYECKOTO MCCIEAOBAHUS HE MPEBBIIAIOT CTa BOCBMUECITH
KaJICHJAPHBIX JHEU C 1aThl HAYaJIa KIIMHUYECKOTO UCCIIEIOBAHUS;

5) opranu3zanus U IpoBeAcHUuEe DKCIEPTHOTO COBETA;

6) coriiacoBaHusi 3asIBUTEJIEM UTOTOBBIX IOKYMEHTOB.

CHocka. ITyHkT 72 ¢ u13MeHEHuEM, BHECEHHBIM ITPUKa30M MUHHCTpa 3paBOOXpaHEHNUS
PK ot 14.04.2023 Ne 70 (BBoAuTCS B AEHCTBHE MO UCTCUCHUM JECATH KaJCHIAPHBIX JTHEH
TIOCJIE JTHSI €T0 TIEPBOT0 O(QUITMATBEHOTO OIyOJIUKOBAHUS ).

I'nasa 7. Ilopsinok o6kaioBaHMS pEeICHWUH, AeHCTBUI (6e3neiicTBHI) roCyIapCTBEHHON
9KCIIEPTHO# OpTraHW3aMH U (WIH) ee JOJDKHOCTHEIX JIMII II0 BOIIPOCaM OKa3aHHUA
TOCYAapCTBEHHEIX YCIYT

CHocka. [IpaBuiia 1ONONTHEHBI IM1aBOM 7 B COOTBETCTBUHU C MPUKA30M HU.0. MuUHHCTpa
3apaBooxpanenusi PK ot 20.12.2021 Ne KP JICM-131 (BBoguTCsl B JI€MCTBUE CO JIHS €TO
nepBoro o(UIMaIbLHOTO OMyOJIUKOBAHUS).



73. Kanoba Ha pemienue, nenrcTBusa (0e31€MCTBUS) TOCYTAPCTBEHHONW AKCIEPTHOM
OpraHu3alMK MO BOMPOCAM OKa3aHUsl TOCYIapCTBEHHBIX YCIYT MOXET ObITh MOJaHa HAa UMS
PYKOBOIUTEIS TOCYIAPCTBEHHOM SKCIIEPTHOM OpraHu3aly, B YIIOJTHOMOYEHHBIN OPraH IO
OLICHKE U KOHTPOJIO 32 KaueCTBOM OKAa3aHUs T'OCYJAPCTBEHHBIX YCIYT B COOTBETCTBUU C
3aKoHOJaTeNnbCcTBOM PecnyOnuku Kazaxcras.

B cnydae moctymienust xanoObl B cOOTBeTCTBUU ¢ MyHKTOM 4 ctathu 91 AIIIIK PK
rOCYJapCTBEHHOW JKCIEPTHOM OPraHU3alMEN HAIPABISIETCS B OpraH, pacCMaTpPUBAOIINI
xanmo0y B Teuenue 3 (Tpex) paboumx gHeW co aHS ee mnocTyrieHus. JKamoOa
roCyAapCTBEHHOM DKCIIEPTHOM OpPraHU3allie HE HAIIPaBIISIETCS B OpraH, pacCMaTPUBAIOLINN
xanol0y B ciyyae MPUHATUS OJAarompHsTHOTO aKTa, COBEPIICHUS] ATMUHHUCTPATHBHOTO
JEHCTBUS, IOJIHOCTBIO YAOBJIETBOPSIONIUE TPeOOBAHUS, YKAa3aHHbBIE B kKanooe.

74. Kanoba 3asgBUTENS B COOTBETCTBUM C ITYHKTOM 2 CTaThd 25 3aKOHA MOJJICKUT
PacCMOTPEHUIO:

roCyJIapCTBEHHOM 3KCIEPTHON OpraHu3alueil, - B TeueHue S5 (msatu) padbouux AHEH co AHS
€€ PEruCTpaLNH;
YIIOJHOMOYEHHBIM OPraHOM IO OLEHKE M KOHTPOJIO 33 KaueCTBOM OKa3aHMS
rOCyJapCTBEHHBIX YCIyT - B TeueHue 15 (maTHaaiaTi) pabounx JHEH Co THA €€ perucTpaluu

75. Cpok paccMOTpeHHs KalloObl TOCYIapCTBEHHON JKCIEPTHOW OpraHu3aIuen,
YIOJHOMOYEHHBIM OpPraHOM IO OIEHKE M KOHTPOJIO 3a KayeCTBOM OKa3aHUS
rOCyJIapCTBEHHBIX YCIYT B COOTBETCTBUU C MyHKTOM 4 cTaThbu 25 3akoHa MpPOJIJIEBACTCS HE
6osee yeM Ha 10 (ecsaTh) pabo4MX JTHEH B CIIydasx HEOOXOIUMOCTH:

1) npoBeneHust JOMOJIHUTEIHLHOTO U3YUEHHUS WU TPOBEPKHU MO KaoOe MO0 MPOBEPKU C
BBIE3/IOM Ha MECTO;

2) MOay4eHUs JOTOJHUTEIbHOU HH(pOpMAITUH.

B crmydae mpojuiennst cpoka paccMOTpPEHUS KajaoObl JOKHOCTHOE JIUI0, HAIEIEHHOE
MTOJTHOMOYHSIMH TI0 PACCMOTPEHUIO kajno0, B TeueHue 3 (Tpex) pabodyux gHEH C MOMEHTa
IPOJUICHHS] CPOKA PACCMOTPEHHUS KaloObl cOOOIIaeT B MUCbMEHHON (QopMme (Mpu mojaue
XKajoObl Ha OyMa)KHOM HOCHUTEJIC) WIJIM JJIEKTpOHHOU Qopme (mpu mojaye >KajoObl B
AJIEKTPOHHOM BHU/JIE) 3asBUTEIO, MOJABIIEMY XKaJI00y, O MPOJIEHUH CPOKa pPaCCMOTPEHUS
KaJIOOBI C yKa3aHUEM MPUYUH TPOJUIICHHUS.

76. Eciiu uHOE He mpenycMoTpeHo 3akoHamu Pecnyonuku Kazaxcran, oGxanoBaHue B
CyZie JIOMyCKaeTcs TMociie 00XaloBaHUsI B aJIMUHUCTPATUBHOM (J0CY/IeOHOM) TIOpSIKE B
cooTBeTCTBUM ¢ MyHKTOM 5 crathu 91 AIIIIK PK.

ITpunoxenue 1
K [IpaBUJIaM IMPOBEACHUS
SKCHEPTU3bI IEKAPCTBEHHBIX CPEJICTB

dopma

3asgBieHHE Ha IIPOBEACHHUE IKCICPTHU3EI JICKAPCTBEHHOI'O opencma*



CHocka. [Ipunoxenue 1 - B pegakunu npukasza u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCS B AECUCTBHE CO JHS €r0 MEPBOro O(QUIIMATIBHOTO
onyOJIMKOBaHUs); C U3MEHEHUAMH, BHECEHHBIMU MTpuKa3oM MunHuctpa 3npaBooxpanenusi PK
ot 04.11.2022 Ne KP JICM-128 (BBOAUTCS B ACHCTBUE MO UCTEUYECHUU JCCATU KAJICHIAPHBIX
JTHEH TIOCJIE HS €ro MepBOro O(PUIMaILHOIO OMyOJIMKOBAHHUS).

Perucrpanus

[]

Ilepepeructpanus

1.  Twun mpouenypsl I:I

BHecenue nameHeHmit

[]

CBeneHus 0

perucTpanioOHHOM

ynoctoBepeHun (mpu  No perHCTpalMOHHOTO yIOCTOBEPEHHs BhTaHHOTO B PecyOnmuke Kazaxcran ¢
MepeperucTpanua YKa3aHUEM JaThl BEIAYH U CPOKA JCHCTBUS

BHECEHMM H3MEHEHHI B

PETUCTPAIIMOHHOE [TOCHE)

Ha Ka3axXCKOM
SI3BIKC

Ha PYCCKOM

3.  ToproBoe HauMeHOBaHUE
SI3BIKE

Ha aHTJIMHACKOM

SI3BIKE
ToproBoe HauMEHOBaHHWE Ha Ka3aXCKOM . Ctp
Ha PyCCKOM SI3BIKE Ha aHTJIMICKOM SI3BIKE
4 Ha o3kcmopt (nus SI3BIKE aHa
" O0TE€YeCTBEHHBIX
TIPOU3BOIUTEIICH)
Ha Ka3axCKOM
SA3BIKE
MexayHaponHoe
Ha pPYCCKOM
5. HeMaTeHTOBAaHHOE
SI3BIKE
Ha3BaHHE
Ha aHTJIMHACKOM
SI3BIKE
Ha Ka3axCKOM
SI3BIKE
6.  JlekapcrBenHas popma
Ha PYCCKOM
SI3BIKE
KonuenTtpauus
yKa3bIBaeTCs
Jo3upoBka (KOHIICHTpAIHS
I KUIKHUX,
) (3amomHsieTcs TpH
7. MATKHX H|
HaJUYUHU. O0beMm
ra3000pa3HbBIX
3aIoJIHAETCS B YIIaKOBKE)
JIEKapPCTBEHHBIX

(opm



)

2)

Kopx

AHaTOMO-TepaneBTHYECKO- HanMmeHOBaHUE

XUMHYCCKas Ha Ka3aXCKOM
KiaccuuKaus SI3BIKE
HaunmenoBanue

Ha PYCCKOM
S3bIKE

Tun JICKAPCTBEHHOT'O CPEACTBA (SaHOHHHeTCﬂ JJId COOTBETCTBYIOLICTO JICKAPCTBCHHOI'O Mperapara,

BbIOMpaeTcst TobKo oauH THr JIC)

[ ]

OpurHHAJIBHEIA JEKapCTBEHHBINA penapaT

] ]

OIHOKOMIIOHEHTHBIN MHOroKOMITOHEHTHBIN

OMONMOTHYECKHI  JIeKapCTBECHHBIN

HMMYHOOUOIOTHYECKHIA IEKAPCTBEHHBIN MpenapaT
npernapar

[]

HOBasi akTUBHAs (hapMalleBTHUYECKas CyOCTaHIIUS

[ ]

BocnpousBeaeHHbI IeKapCTBEHHBIN ITpenapaT

] ]

OJIHOKOMITOHCHTHBIH MHOroKOMNOHEHTHBIN
OpuTrHHAIBHBINA JEKapCTBCHHBINA TIpenapar:
HAMMCHOBAHUE JICKAPCTBEHHOTO Mperapara, T03UpoBKa, JICKapCTBCHHAs (hopMa

JepKaTelnb  PErHCTPAIHOHHOTO
yIOCTOBEpEHHS (KOMITaHUs, HA WM
KOTOPOH BBIIAHO PErHCTPAIIOHHOE
YAOCTOBEpEHHUE), JaTa PErucTpaIum,
HOMeED pPEeTUCTPAIIMOHHOTO
YAOCTOBEPEHHUs, TOCYIapcTBO, TIe
3apeTUCTPUPOBAH OPUTHHAIBHBINA
JIEKapCTBEHHBIN TpenapaT

PedepenTHbiii  JIeKapCTBEHHBIH
mpernapar JUIsi  OT€4YE€CTBEHHOT'O
MPOU3BOIUTEINS, KOTOPBIH
WCIIONIB30BAJICS B HCCIEIOBAHUAX
SKBHUBAJICHTHOCTH (€CIU TaKOBBIC
TIPOBOIMITNCE):

HaMMCHOBAHUE JICKAPCTBCHHOT' O IIpeIriapaTa, J03UPOBKa, JICKAPpCTBEHHAA (l)OpMa

IepKaTenb  PETHCTPAlMOHHOTO
yAOCTOBEepeHHs (KOMITaHUSA, HA WUMS
KOTOPO#l BBIAHO PErHCTPalHOHHOE
YIOCTOBEPEHHUE), JlaTa PErHCTPaliH,
HOMEp perucTpanuoHHOTO
YAOCTOBEPEHUs, TOCYIApCTBO, TIE



3)

4

3aperucTpupoBaH  pedepeHTHBII
JIEKapCTBEHHBIN TpenapaT

NIPUBECTHU 000CHOBaHUSA
UCIOJIb30BaHMsl  pedEepeHTHOrO
mpenapata NpHU €ro OTJIMYHUHU OT
OpPUTHHAJIBHOTO IpenapaTa

IIpumevanne. Pazmen HeoOxommmo
3all0JIHATH JJIs1 Kaxaoro
JICKApCTBEHHOT'O TperapaTa, KOTOPhIH
HCIOJIL30BAJICS B HCCIENOBAHHUAX
SKBHUBAJIEHTHOCTH.

[ ]

Buoananormunsiii nekapcTBeHHBIH npenapat (broanaor)

OpurnHaabHBINH OMOIOTHYECKHH JIEKapCTBEHHBIH Npenapar:

HanMEHOBaHHE JISKAPCTBEHHOTO Iperapara, 103UpOBKa, JIeKapCTBeHHas popma

JepKaTeNb  PErHCTPAMOHHOTO
ylocToBepeHHs (KOMITaHUs, Ha WM
KOTOPOH BBIIAHO PErHCTPALIOHHOE
YIOCTOBEPEHNUE), aTa PETHCTPAIUH,
HOMEp perucTpanuoHHOTO
YIOCTOBEPEHUs, TOCYIapCTBO, T
3aperuCTPUPOBAH  OPUTHHAIBHBIH
JIEKapCTBEHHBIN TpenapaT

PedepenTtHbrii  OmoMOTHYECKHMA
JIEKapCTBEHHBIN Mpemnapar:

HaMMCHOBAHUCE JICKAPCTBCHHOT' O IpCriapara, J03UPOBKaA, JICKAPCTBECHHAA (l)OpMa

JepKaTenb  PErHCTPAIHOHHOTO
YIOCTOBEPEHHUSI, JlaTa PErHCTpaIiH,
HOMeED PEeTUCTPAIIMOHHOTO
YAOCTOBEPEHHUs, TOCYIapcTBO, TIe
3apeTHCTPUPOBaH  pedepeHTHBIH
JIEKapCTBEHHBIN TpenapaT

pa3nu4usg 1O CpPaBHEHHIO C
pehepeHTHBIM  OHOJOTHYECKUM
JICKapCTBCHHBIM TIpernapartoM (eciu
TaKOBBIC MIMEIOTCS):

[]

I'mOpuIHBIA TeKapCTBEHHBIH Mpenapar

[]

pas3ininsdg B UICXOJHOM MaTEpHUaJic;

[]

pa3ianvus B IpOU3BOACTBEHHOM MPOLECCE;

[]

Jpyrue oKa3aHus K IPUMEHEHUIO;

[]

pas3nuuus B I€KapCTBEHHOH (opme;

[]



5)

[ ]

OOHOKOMIIOHEHTHBIN

[]

MHOT'OKOMITOHEHTHBIH

Jpyrasi 103UpOBKa,;

[]

(KONMMUEeCTBEHHbIE W3MEHEHMsI AaKTUBHOW (hapMaleBTHYECKON
CyOCTaHIUH);

[]

Jpyroi crnocod BBEICHUS;

[]

APYTUC OTINYIUA

OpuTrHHAIBHEINA JEKapCTBEHHBIA TIpenapar:

HaMMCHOBAHUE JICKAPCTBCHHOT'O IIpEIriapara, J03UPOBKa, JICKApCTBECHHAA (l)opMa

JepKaTenb  PErHCTPAIIHOHHOTO
YIOCTOBEPEHHUSI, J1aTa PErHCTPAIiH,
HOMeED PETHUCTPAIIMOHHOTO
YAOCTOBEPEHHUs, TOCYIapcTBO, TIe
3apEeTUCTPUPOBAH OPUTHMHANBHBIN
JIEKapCTBEHHBIN TpenapaT

Paznuuus mo cpaBHEHHIO C
OpUTHUHAJBbHBIM JICKAapCTBCHHBIM
MpenapaToMm:

[ ]

KomOnHMpOBaHHBINA JIeKapCTBEHHBIN
npenapar

[]

HU3BECTHAss KOMOMHAIUS

[]

M3MEHEHHs aKTHBHOHN (papMalieBTHUECKOl cyOcTaHIN Y,

[]

JpyTas JiekapcTBeHHas hopMa;

[]

npyrasi(ve) 103upoBKa(M) (KOIHMYECTBEHHBIE N3MEHEHHS aKTHBHOM
(hapManeBTHYECKOM CYyOCTaHINHN);

[]

IpyToii (11e) crmocoO(bl) BBEACHUS;

[]

Ipyras (apMakOKHHETHKa (BKIJIIOYast IPyTyI0 OMOJIOCTYITHOCTH);

[]

JpyToe Moka3aHue K IPUMEHEHHIO;

[]

APYTUC OTINYIUA




6)

7)

8)

9)

[]

HOBasi KOMOUHAIHS
OpurnHaJIBHEIA JEKapCTBEHHBIA penapaT (B Cilydae H3BECTHOW KOMOMHAIINN)
HaMMEHOBaHUE JIEKapCTBEHHOTO IIpenapaTa, 1I03UpoBKa, JIeKapCcTBeHHast (hopma

JepKaTenb  PErHCTPAIIHOHHOTO
YIOCTOBEPEHHUSI, J1aTa PErHCTPAIH,
HOMeED PETHCTPAIIMOHHOTO
YAOCTOBEPEHHUs, TOCYIapcTBO, TIe
3apeTUCTPUPOBAH OPUTHMHANBHBIN
JIEKapCTBEHHBIN TpenapaT

[ ]

JlexapcTBEHHBIN mpenapaT ¢ XOpOLIOo
M3y4YCHHBIM MEIHUIIMHCKUM
IMPUMEHCHUEM

HaMMEHOBAHHUE JIEKapCTBEHHOTO IIPENapaTa, J03UPOBKa, JIeKapCTBeHHast (hopma

JiepKaTelb PErUCTPAIlMOHHOTO YAOCTOBEPEHMS, JaTa pEerucTpaludd, HOMEpP PEerucTpalioHHOTO
YAOCTOBEPEHUSL.

[ ]

PagnodapmaneBTHuecKu
JIEKapCTBEHHBIN TIpenapat

[]

panuodapmaneBTHUCCKUIT HA0OP

[ ]

IpeKypcop paauoHyKIHaa

WCTOYHMK PaAMOHYKIIUAA (NEPBUYHBIH
Y BTOPUYHBIH) (Y HATNYNH)

T'enepatop

[]

l'omeonaTuueckuii JeKapCTBEHHBIN
npenapar

[ ]

HOBBII TOMEOIIaTHYECKHI npemnapar

[]

PactutenbHbIl JIeKapCTBEHHBIN MpenapaT

OMHOMHMHAJIPHOE HayYyHOC Ha3BaHUE I:I
pacTeHus (pof, BUI, Pa3HOBHIHOCTE) TOMEONATHYECKUH INpenapaT, BKIIOYEHHBIH B (apMmakonen u
MOHOTpaduu

HCTOYHHUK MTPOUCXOKICHUS ChIPhs (JTAOOPATOPHBI KOM)
YaCTH TPOU3BOISAIIETO PACTEHUS

Ha3BaHue (onpelelieHne) cyOCTaHIN
PaCTHTENBHOTO TPOUCXOXKICHUS |



10)

11)

12)

13)

10
11
12

13

JIpyrue HaszBaHHUs (CHHOHHMEI,
yka3aHHbIe B DapmMakoriesix)

[ ]

OpdannbIii TekapcTBEHHBIH Mpermapar

[IpucBoen 1nu JEKapCTBEHHOMY
mpemapaTty craTryc opdaHHOTrO
JEKapCTBEHHOTO IIpemapara B
Pecny6mmke Kazaxcran

[]

Her

[]

B nporecce paccMorperns

[

Ha
Jlara
HOMEp PETUCTPAIIMOHHOTO YAOCTOBEPEHUS 0p(aHHOTO JIEKAPCTBEHHOTO IpenapaTa

OTka3aHO B NPUCBOCHHH CTaTyca
opdaHHOTO JIEKapCTBEHHOTO
npenapara

Jlara
Howmep pemenns

3asBiieHUE Ha NpUCBOCHUE CTaTycCa
OTO3BAaHO: JaTa

[ ]

Tpaacpep Hammenomanme, ampec
MPOU3BOJACTBEHHON  IUIOLIAAKH
nepearoei CTOpOHbI

[ ]

AxTuBHaAsg q)apMaHCBTI/I‘leCKaSI Cy6CTaHHI/I$I, Ipou3BEACHHAss HC B YCJIOBHAX GMP wmu JICKaApCTBCHHOC
PACTUTCIILHOC ChIPhE

[]

[MpexBanudukaiys BO3

®opMma OTIIyCKa B CTpaHE

Ilo penenty Bpaua bes perenra Bpaua
3assBUTEIIS P Y BP P P
CnocoOkI BBEICHUS

Nuadopmanus mmo
YCTpOICTBaM BBOJA

YnakoBKa (3alOIHSAETCS CIUCOK 3HAYEHHH)

Kpa

TKOE
Bun (mepBuunas wnum Hawmmeno Pasmep — (mpm Ob0bem (ipm Kon-Bo enunun
BTOpPUYHAS) BaHHE HAaJIM91H ) HaJTUIHHN) B yIIaKOBKE

CaH

nue



14

15

16

17

18

ITepBuunas

IIpomexyT
HaJINYHN)

Bropuynas

ouHas (mpu

[ITpux-Koa BTOPUYHOU

YIaKOBKHU
JIxuTHH)

(GTIN)  ( Ykazare ITPUX-KOJ IS KAXKIOU JO3UPOBKHU (KOHIICHTPALINH)

[TomHBIN Ka4eCTBEHHBIN U KOJMYECTBCHHBIA COCTAB (3aMlOMHACTCS CIIMCOK 3HAYCHHIA)

Tun
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Kaye
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Mak
ome
a1cC
yKa3
aHu
eM
roja
n3aa
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3HAK
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oro
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by WA
MEXIyHa Jukopacryuiee
KUB
POIHBIM UJau
OTH
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oro
M TO SIOOBHTHIX oe (mns
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KOHTPOJIIO BEIIECTB ( mexapcTBEHHOT p
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3 a oTMeYaeTcs 0
O]
HApKOTHK MU HAIWYWU) PACTUTEIHHOTO
eHHU
aMu ( CBIPBSI) U MECTO (
s
OTMEYaeT MIPOU3PACTaAHHS
OTM
cs TpH
edae
HaJTMYUH)
TCA
pu
HaI
u4u
u)
IT Ta6. III
1 cmucox 2
tab. 1V
CIHCOK
Talb.

HaumeHoBaHue akTHBHOM (hapMaleBTHYEeCKON CyOCTaHIMN

Cpok XpaHeHHus

npezmaraeMLH‘/'I CPOK XpaHCHU

JIEKapCTBEHHOT TIpeajiaraeMblil IeproI IPUMEHEHNUS (ITOCTIe IEPBOT0 BCKPHITHA KOHTEHHepa)

0 cpescTBa

YcaoBusa

npezmaraeM},n‘/'I nepuoa NpuMCcHEHU L (HOCJ'IC PaCcTBOPCHUSA UITN paSBe)leHI/IH)

TPaHCIIOPTHPOB

aHus

VYcaoBus
XpaHCHHUS

npegjiaracMbliC yCJI0OBHUA XpaHCHU S

IpeuIaraeéMble YCIOBUS XpaHEHUs MOCIIe TIEPBOT0 BCKPHITHS YIIaKOBKU



19

20

21

22

Ne

1.2

1.3

PeFI/ICTpaIII/ISI B CTpaHC-MIPOMU3BOJUTEIIC U IPYTUX CTPpaHAX

HasBanue Ne perucTpannoHHOTO yAOCTOBepeHHs (yKa3bIBaeTcs MpU Cpoxk
Jlata BeImaun .

CTpaHbI HaJMY1H) JEeNUCTBUS
Hammume oxpanHOro JOKyMEHTa Ha H300pETEHHE WK TIOJIE3HYI0 MOEIh, TOBAPHBIH 3HAK
Ha3zBanue

Cpok
OXPaHHOTO Ne oxpaHHOrO JOKyMEHTa Jata BeImaun

BBIJAYN
JIOKYMEHTa

1) TTonHOCTBIO HA JAaHHOM MPOU3BOJCTBE 2) UacTUYHO HA JAaHHOM MPOU3BOJCTBE 3)

IIpousBoacTBo

[TonHOCTBIO Ha IPYTOM MIPOU3BOJICTBE

[IpousBoanTens (W) JNEKapCTBEHHOTO MpenapaTa W y4acTOK (M) MPOHM3BOACTBA (BKIIOYAS YYaCTKH
MPOM3BOICTBA JIOOOTO KOMIOHEHTa (B TOM YHCIE PACTBOPHUTENS JEKAapCTBEHHOW (OPMBI), KOTOPBIU

SBIISICTCA YaCThIO JIEKAPCTBEHHOTO TIpernapara)

No, (ORY|
nara 0. (
u pH
cpo ero
K Hal
HaumenoBanue, neu 15507
T crpana (Ha CTBHM ®.N.0. (npu n),
o Ka3aXxCKoM, s . ®daktruec TemedoH, pakc, ero HANHYUHU), IO
MIPOU3BOJ] Opunudeckuii anpec .
pycckoM, pasp Kwif azipec e-mail IIOJKHOCTH KHO
e AHTJTUHACKOM  eIIu PYKOBOIUTENS CTh
SI3BIKAX) TeIb KOH
HOT TaKT
0 HOT
JIOK 0
yMme TATL
HTa a
[IpouzBon
UTEITh
Ilpennpu
ATHE-yIaK
OBIIIUK
MepBUYHA
o
BTOpUYHA
s
IIpousBox
UTENb,
OCYIIIECTB
JAOUN
KOHTPOJIb
KadecTBa
[Ipousson
UTEIlb,
OTBETCTBE
HHBIA 3a
BBIITYCK

cepuii
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HEIE
mo
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OZICT
BO,
BBIJ
Hepxaten
aHH
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JTUICH3UN Y11
JTHO
MOY
eHH
BIM
opra
HOM
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HEBI
mnpo
H3B
oau
Tens
Hepxaren
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3) peructpa
IIHOHHOTO
YAOCTOBE
penust
Han
3asBuUTEIN HbBIE
b HUIH mo
4) mpexncras OB
HTENBCTB epe
o HHO
CTH
Ynonaom
OYEHHOE
JNIO TI0
OCYIIIECTB
JEHUIO
5)  dapmakoH
an3opa B
PecrryOmm
K €
Kazaxcra
H
23 JlaGopaTopusi CTpPaHBI-IIPOU3BOJUTENST MO KOHTPOJIO KadyecTBa IIpErmapaToB KpPOBH W BaKIIWH,

OTBCTCTBCHHAA 3a KOHTPOJIb KA4YCCTBA (BLIHYCK) ceprun



HalMEHOBaHUE J1ab0paToOpuu

aJpec MecTa OCYUIECTBIICHUS IS TEIbHOCTA
Crpana

Tenedon (Ppaxc)

AIIEKTPOHHAS TI0YTA

I/IBMCHGHI/ISI, BHOCHUMBIC B PCETUCTPALMOHHOC JOCHE JICKAPCTBCHHOTO CPCEACTBA (yKaBaTB BHOCHMBIC

24,
M3MCHEHHS )

BHocumbie
H3MEHEHUS

Ne  Twun u3MeHEeHUS Pemakmusa no BHeceHUs U3MEHCHUN

25. JlaHHBIC IO JOTOBOPY HA MPOBEJCHUE KCIIEPTU3HI JICKAPCTBECHHBIX CPEICTB
1. Ne goroBopa

2. Jlara 3akmtoueHuUst

3. Cpok neiicTBust

26. CyOBeKT, OCYIICCTBIISIOIINI OIUIATY 3a POBEICHUE IKCIICPTH3HI

1. HaumeHnoBanue

Crpana

IOpunnueckuii anpec

oD

dakT4ecKkui agpec

®.1.0. (mpu ero HaIWYUH), JTOJDKHOCTB
PYKOBOAMTEIS

()]

Tenedon

6

7.  ®axkc
8 e-mail

9 Busnec-uneHTH(UKAIMOHHBIA HOMEP

10. HWuanBuayanbHBIA HACHTH(QUKAIIMOHHBI HOMEP
11. bank

12. Pacdernslii cueT

13. BanroTHslii cuer

14. Kox

15. bankoBckHid HACHTH(DHUKAITMOHHBIN KO

3asgBUTEIIb:

lapaHTHPYIO: JOCTOBEPHOCTh MH(GOPMAIMH PETHUCTPALMOHHOTO JI0ChE, HEHApYIIEHUE HCKIIOYUTENbHBIX MPaB

TPETPUMH JIMIAaMH Ha HW300peTEeHHE WM IOJIE3HYI0 MOJIeNb, a/JleKBaTHOCTh NEPEBOJIOB METOJIUK KOHTPOJII

KauecTBa, MHCTPYKIHUU N0 MEAWIIMHCKOMY INPHMEHEHHUIO JIEKAPCTBEHHOTO CPEICTBA; MPEACTaBUTH 00Opa3Ilbl

JIEKapCTBEHHBIX CPEICTB, CTAaHIAPTHBIE 00pa3Ilbl JIGKAPCTBEHHBIX CYOCTAaHIIMKA M WX MpHUMeceil B KOINYEeCTBaX,

JOCTAaTOYHBIX JUIA TPEXKPATHOTO aHajH3a, CIelU(pUUecKrue PeareHThl, pacXoJHbIe MaTepHalbl, TPUMEHIEMbIE

MIPU IPOBEACHUH UCIIBITAHUN JEKapCTBEHHBIX CPEACTB (B UCKIIOUUTENBHBIX CIydasX M Ha yCIOBHUAX BO3BpaTa), a
TaK)Xe UX COOTBETCTBHE HOPMATHBHBIM JJOKyMEHTaM, IPEJCTaBIIeMbIM Ha perucrpaiuio. O0s3yloch coodmars
000 Bcex M3MEHEHHSIX B PETHUCTPALIMOHHOE JIOChE, a TAKXKE IPEACTaBIATh MaTepHajbl Ipu OOHapy>KeHHH

HEeXETaTeIbHBIX PeakIuil Ipy MPUMEHEHIH JIEKAPCTBEHHOTO CPE/ICTBA, paHee HE YKa3aHHBIX B MHCTPYKIIUH IO

MEIUINHCKOMY IIPAMEHEHHIO.

Jlara

®.UMN.0 (mpu ero HATUYUH) U JTOJDKHOCTH
OTBETCTBEHHOTO JIUIIa 3asBUTEIS

Ilonnuce



[Ipumeuanue:

* Jlannas ¢opma 3asiBI€HHUS NPEIOCTABISAETCS TaKKe IMpU Mepeperucrpanuu
JIEKapCTBEHHOT'O0 CPEJICTBA B COOTBETCTBUM C TOPSAKOM, YCTAHOBJICHHBIM IpPaBUIAMH
rOCYJIapCTBEHHOW pETHCTpalliy, MEePEeperucTpaluu JEKapCTBEHHOrO CpEeACTBa WU
MEIULMHCKOTO U3/ENHsI, BHECEHUSI U3MEHEHUI B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO
CpelACcTBa WJIM MEAUIMHCKOTO W3JeNusi, YTBEPKICHHBIMU MNpUKa3zoM MUHHUCTpa
3apaBooxpanenusi Pecniyonuku Kazaxcran ot 9 deBpans 2021 roma No KP JICM-16 (
3aperucTpupoBaH B PeecTpe rocyapcTBEHHON perucTpali HOPMAaTUBHBIX IPAaBOBBIX aKTOB
noa Ne 22175) (manee - IlpaBuiia TOCynapCTBEHHOH perucTpaluu, NepeperucTpanuu
JEKApCTBEHHOI'O0 CPEACTBA WM MEAUIMHCKOTO U3JIeNus, BHECEHUS HU3MEHEHUU B
PErHCTPALIMOHHOE TOChE JIEKAPCTBEHHOTO CPEACTBA WIIM MEIULIMHCKOTO U3EIIHS).

** 3asBiIeHNE 3aMONHACTCS OJTHOKPATHO U HE MOJJICKUT KOPPEKTUPOBKE.

IIpunoxenue 2
K IpaBHJIaM IPOBEACHUS
9KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

ITepedeHs TOKyMEHTOB, IPENOCTABIAEMBIX I SKCIIEPTH3HI IIPOM3BOAUTEIIME PecmyOmmxu
Kazaxcran

Caocka. [Ipunoxenue 2 - B penakiuu npukaza Munuctpa 3apaBooxpanHenus PK ot
14.04.2023 Ne 70 (BBoAMTCS B ACHCTBHE MO UCTCUYCHUM JCCATH KaJICHIAPHBIX THEH TOCTE THS
€ro mepBoro O(MUIMAIbHOTO OINYyOJIMKOBAaHMS); ¢ U3MEHECHUSMH, BHECEHHBIMH IPUKA30M
Munuctpa 3apaBooxpanenust PK ot 02.06.2023 Ne 94 (BBoauTcsi B JeHCTBUE 110 UCTCUCHUU
JECATH KaJCHAAPHBIX JHEH MOCIE THS €Tro MepBOro o(pUIMaIbHOTO OMyOJIMKOBAHHMS ).

Ne n/m HaumeHnoBanue 10KyMEHTOB
1 2
Yacte [ OOmmas nokymeHTanus*

Cepruduxar GMP (c ykazaHueM JaThl U pPe3yIbTaTOB
IAL. mociaeaHen WHCIIEKIIUHT HOTapHaIbHO
3aCBUCTEIHCTBOBAHHBIC) IPU HATHMYHH

Hckimouen npukazom Munuctpa 3apaBooxpanenust PK
[ A2 ot 02.06.2023 Ne 94 (BBOAWTCS B JCHCTBHE IO
' MCTEUEHNH AECSATH KAJICHIAPHBIX AHEH Iocie AHS €ro

MEPBOTO OPHUIIMATHHOTO OMYOINKOBAHMSA).

HUckmrouen npuka3zom Mununctpa 3apaBooxpanenus PK
A3 ot 02.06.2023 Ne 94 (BBOAWTCSA B JICHCTBHE IO
' WCTEUCHUH JIECATH KaJICHAAPHBIX THEH TOCe JHS €To

MIEPBOTO OPHUITUATBHOTO OITyOJIUKOBAHW).

Ecnn B mpou3BOACTBEHHOM IIpolLiecCE€ Yy4dacTBYET
HECKOJIbKO IIPOU3BOJUTENEH JOKYMEHTHI yHKTOB A2,
1A3, [A4 npenocTaBigOTCSd Ha BCEX YYacCTHUKOB
MIPOU3BOACTBA

[ A4.

JIMeH3NOHHBIH JOroBOp (COTJIalIeHHe) Ha IpaBo
I AS. MIPOM3BOACTBA (0 UCTEUSHUS CPOKa JEUCTBHS MaTEeHTa
Ha OpUTHHAIBHBIN Ipernapar)



I Aé.

1 A7.

I AS.

IAO9.

I A 10.

TA1L

TA12.

LB.1.

[.B.2.

1.B.3.

OxpaHHBII JOKYMEHT Ha H300peTeHHe WIH MOJIE3HYIO
MOZENb OPUIMHAIBHOTO JEKapCTBEHHOTO cpeicTBa (
IpeNOCTaBIsIeTCs MaTeHTOo00NanaTeIeM OXPaHHOTO
JOKYMEHTa B 3JIEKTPOHHOM (opmare), OXpaHHBIN
JOKYMEHT Ha TOBapHBII 3HaK (B 3JIEKTPOHHOM (popmaTte

)

Hexnapauust 0T mOpoU3BOAMTENS (IepiKaTess
PErHCTPallMOHHOTO  yIOCTOBEPEHHS) MHCHbMO O
HEHAPYIICHUH HWCKITIOYUTENBHBIX MPaB TPEThUMH
JULOAMH Ha H300peTeHHE WM MOJC3HYI MOAeTb (
MPEAOCTABISCTCA INPH SKCHEPTH3E TI'€HEPUYECKOrO
JIeKapCTBEHHOT'O IIperapara)

JloKyMeHT, TOATBEpXKIAIOIIUIl KaueCTBO TOTOBOTO

MPOOYKTa TPEX MPOMBIIIICHHBIX CepHid (CepTUHKAT

aHaNM3a, MPOTOKOJI aHaIW3a), OJHA CEpUs KOTOPOTro

COBIIaaeT ¢ cepuell 0Opasiia JeKapCTBEHHOTO CPEACTBA
, TOJIJAHHOTO Ha PETHCTPAIHIO

I[OKyMeHT [¢] HpHOHOBOﬁ 0e30IMacHOCTH Ha BCIICCTBA
JKUBOTHOT'O HPOUCXOKACHUA OT TPOU3BOANUTCIIA

Hckirouen npukazom Munucrpa 3npaBooxpanenus PK
or 02.06.2023 Ne 94 (BBomuTCS B JAeHcTBHE IO
MCTEUEHHUH JECATH KAJICHIAPHBIX JAHEH Iocie JHS ero
MIEPBOTO OPUIHATHHOTO OIYOINKOBAHHS).

Hexkmapaius 0 TOM, YTO B MPOEKTax OO
XapaKTepUCTHKE JIEKApCTBEHHOTO TIpenapara u

MHCTPYKLIMH TIO MEIUIMHCKOMY HPHMEHEHHUIO

JIEKapCTBEHHOTO Cpe/IcTBa (JIMCTOK-BKIIAJIBIII) (Iajiee —
OXJIIT m Wuctpykmus JIC) BocIpoM3BENCHHOTO,
THOPUIHOTO WIN OMOaHATOTHYHOTO (OMOIOZOOHOTO)
JIEKapCTBEHHOTO IpenapaTa OTCYTCTBYIOT OTIMYHS OT
neictBytomux OXJIII wu HWactpykuus JIC

OpUTHHAIBEHOTO (pedepeHTHOr0) JIeKapCTBEHHOTO
rpemnapara, 3a UCKII0UeHHEM OTIIMYHN HWHPOPMAIUX O
MPOU3BOJUTENE, CPOKE TOJIHOCTH, COCTaBe

BCIIOMOTATEIbHBIX BEIIECTB HE3HAUYMMBIC PA3IUUUS B
OMOOCTYNHOCTH WK (hapMaKOKIMHETHKE.

Pestome (mo 5 crpanun)) obOocHOBaHHMIT U (HaKTOB,
IMOKA3BIBAIOIINX, YTO JICKAPCTBCHHBIH IpernapaT

SIBJIIETCSL  BOCIPOM3BEECHHBIM, THOPUAHBIM WA

OmoaHANOTHYHBIM (OMOTIOTOOHBIM) JIEKAapPCTBEHHBIM

npenapaToM COOTBETCTBYIOIIETO OPUTHHAIBHOTO (
OMOJIOTUYECKOT0) JIEKApPCTBEHHOTO Tpernapara.

[IpoexT oOmIEll XapaKTEpUCTUKU JIEKAPCTBEHHOTO
cpenctBa (OXJIC) B aieKTpoHHOM BHUIE B Qopmare
doc (mok)" Ha Ka3aXCKOM U PyCCKOM SI3BIKaX

"

[IpoekT HHCTPYKIMU IO MEJULIMHCKOMY TIPUMEHEHUIO (
JIMCTOK-BKJIA/IBIIT) B 3JIEKTPOHHOM Buzae B (opmare "
doc (10x)" Ha Ka3aXCKOM M PYCCKOM SI3bIKax

TexkcT MapKUpPOBKHU [Ji NMEPBUYHOW W BTOPUYHOU
YIMaKOBOK, CTUKEPOB, ITHUKETOK Ha Ka3aXxCKOM U
PYCCKOM sI3bIKaxX



1.B.4.

1.B.5.

1.B.6.

I.C

IC1

I.C2

I.D

[[BeTHBIE MakKeThl MOTPEOUTEIBCKUX YIAKOBOK,
9THKETOK, CTHKEPOB B JICKTPOHHOM BUAE B popmare "
jpeg (mxurer)"

ITocTpouHoe (pacnonoxeHHOe MapaylIebHO Ha OJHOM
nucte) cpaBHeHue pAedcTByromux OXIJII wu
Wuctpykumst JIC opurnHansHOTO (pedepeHTHOro)
nexapcTBeHHoro mnpemnapata u npoektos OXIJIII wu
Wuctpyxmms JIC Bocipon3BeIeHHOTO, THOPHIHOTO WITH
OuoanamornyHoro (OMOMOAOOHOTO) JIEKAPCTBEHHOTO
mpernapara C BbIIeJIeHHEM H O0OCHOBaHHEM BCeX
OTJINYH.

BenomocTs M3MeHEHHI ¢ yKa3aHHMEM IOCTPOYHO
PacIoI0KEHHOTO CPAaBHEHHS BHOCHUMBIX M3MEHEHHH C
yTBEPKA¥ HHOU BepCcUEil.

Mactep daiin cucteMsl (apMakoHaI30pa JAepKaTess
PETUCTPAIMOHHOTO YA0CTOBEPEHUs (IIPEACTABISACTCS B
ciliydae, Korja JepXaTellb PEerucTParHoHHOTO
yAOCTOBEpPEHHUs] BIEpBBbIE TMOJAeT 3asBKy Ha
PETUCTPAIIHIO JICKAPCTBCHHOTO Mperapara) Wik KpaTkast
XapaKTepUCTHKa CUCTEeMBbI (hapMaKoHa/I30pa JepKaTeis
PETHCTPAlHOHHOTO YIOCTOBEPCHUS (mpu
TIePEePETUCTPAIINHN) BKITFOYAIOMIAs: HHPOPMAITHIO O TOM,
YTO JepIKATEeNIb PErUCTPALMOHHOTO YI0CTOBEPECHUS
HMMEET B CBOEM PACIOPSIKEHUH YIIOJIHOMOYCHHOE JIUI0
3a 1100aNbHbIH (PapMaKOHAA30P; KOHTAKTHBIC JTaHHBIC
YHOOJHOMOYEHHOTO  JIMa 32  TJ00aibHBI
(dapmakoHan30p; JEKJIApanMio, MOAINUCAHHYIO
JiepKaTeIeM PETUCTPAIMOHHOTO YAOCTOBEPEHUSI O TOM,
4TO OH HMeeT CHcCTeMy (apmakoHag3opa st
BBIMOJHEHHUSI 3a7a4y W 00s3aHHOCTEH 1O
MOCTPErHCTPALIMOHHOMY KOHTPOJIIO 0€30MacHOCTH
JIEKapCTBEHHBIX CPEJCTB; CCHUIKY Ha MeCTO (aapec), Tae
XpaHuTCa MacTep-daiin cucteMsl papMakoHaa30pa.

[epuonndeckn 0OHOBISIEMBII OTUET 1O O€30TaCHOCTH (
TIPH TIepePEeTUCTPALINN)

[lnan ynpaBneHuss puckamu (s OPUTHHAIBHOTO
JEKapcTBEHHOTO mpernapara, OHOJOTHYEecKOro,
0M0aHAJIOTHYHOTO, OMOTEXHOJOTHYECKOTO, a TaKKe
MMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO ITperapara)

JloKyMeHT, NOATBEpPXKIAAOUIUNA, YTO JepiKaTeib
PErUCTPAlMOHHOTO  yJOCTOBEPEHUS  HUMEET
VIOTHOMOYEeHHOe  (KOHTaKTHOE) JHI0 34
(apmakonamg3zop Ha Teppuropuun PecmyOnuku
Kazaxcran

Yactp II Xumuueckas, hapmarieBTHUSCKas 1 OMOJIOTHYECKas JOKYMEHTAIHs ™

II
IITA

ITA1

Copneprxanue
CocrtaB

KayecTBeHHBII W  KOJIMYECTBEHHBIH COCTaB
JIEKapCTBEHHOTO mpermapara (aKTUBHEIE,
BCIIOMOTATEIbHBIE BEIICCTBA, COCTAaB OO0OJOYKH
Ta0JIETKH UITH KOPITyca KarcyJibl)



A2

ITA3

B
IIB1
B2

IIB3

IIB4

nc
nci

ncCi1.1

mc2
nca.i

Ics3

JIFORN

IID

ITE

IIE1

IIE2

I[OKyMeHT, HOI[TBCp)K,HaIOIIII/Iﬁ Ka4eCTBO YIIAKOBOYHOT'O
" YKYIIOPOYHOTI'O MAaTEPpUaIOB rOTOBOI'O NPOAYKTA

®dapmarneBTrueckas paspaborka (omucanne ADC,
BCIIOMOTATEIbHBIX BCIICCTB, pa3paboTka

JEKapCTBEHHOI'0 IIpernapara B CpPaBHCHHH C
OpUTHHUAIBHBIM (pedepeHTHBIM) MpemnapaToM (B

ciydJae, ecnu TeHEPUK), pa3paboTka
MIPOM3BOJCTBEHHOTO TIPOILECCa, COBMECTHMOCTH
KOMIIOHEHTOB, W3JIMIIKH, CTaOUIIBHOCTS,

MHKPOOHOJIOTHYECKasi YUCTOTA)
CaezieHHs 0 IPON3BO/JICTBE!
MIPOM3BOJICTBEHHAS hopMyia
OIMCaHUE TEXHOJIOTHH IIPOU3BO/ICTBA

KOHTpOJIb B IIpoLecce NMPOM3BOACTBA (OIEpaIlMOHHBIH
KOHTPOJIb)

BaJIMAALMS TPOM3BOACTBEHHBIX MTPOLIECCOB (BAINAALMS
NIPOLIECCOB, IIPOBOAUMBIX B ACENTHUYECKHUX YCIOBUSIX,
BKJIIOYaeT  MOJEIMPOBAaHME  IIpouecca ¢
UCIIOJIb30BaHUEM IHTATEIbHOM Cpezpl (HAIOIHEHHE
MUTATENbHBIMU CPEIaMH)

METOJIBI KOHTPOJISI UCXOHBIX MAaTEPHAIIOB
aKTUBHAs CyOCTaHIUA

JIOKYMEHT, MOATBEPXKAAIOUINI KaueCTBO aKTHUBHOTO

BEIIECTBA TPEX MPOMBIIUICHHBIX cepuu (cepTudukar

aHaiIM3a CyOCTaHIIMU OT IPOU3BOAWTENS, CepTH(HKAT
cooTBeTcTBUS MOHOTpaduu EBpormeiickoit dapmakonen
, IPOTOKOJI aHa/IN3a, aHAJTUTHYECKUH MaclopT)

BCIIOMOI'aTCJIbHBIC BEIICCTBA
CepTI/ICI)I/IKaTBI Ka4y€CTBa Ha BCIIOMOI'aTCJIbHBIC BCIICCTBA

YIaKOBOYHBIA MaTepuall (NepBUYHAsS W BTOPUYHAsS
YIIaKOBKa)

cepTH(UKATEI KayecTBa yMaKOBOYHOTO MaTepuana ¢
MPUIIOKEHUEM TOKYMEHTOB, PErJIaMEHTHUPYIOIIHNX HX
Ka4eCTBO

METOJBl KOHTPOJIA KayecTBa HPOMEKYTOUHBIX
MPOAYKTOB (IIpU HEOOXOJMMOCTH)

CHeHI/I(l)I/IKaHI/IH KadyeCTBa MW MCTOAUKH KOHTPOJIA
TOTOBOTO MHNPOAYKTa C AYTCHTUYHBIM IIEPCBOJAOM C
A3bIKA MIPOU3BOAUTEIIA HA pYCCKHfI S3BIK

HOPMATHBHBIN TOKYMEHT TPOU3BOAUTEINS IO KOHTPOITO
KauecTBa M OE30MACHOCTH JIEKAPCTBEHHOTO CPENCTBA B
3NeKTpOHHOM BuAe B ¢Qopmare "doc (mok)",
MOSICHUTEITLHAS 3aIUCKa K HEMY

BAIHALMs METOIUK HCIBITAHUN JIEKapPCTBEHHOTO
npemapata (IpU MEPEPETHCTPAIMH JTOTOTHUTEIHHO
KOMHI0 HOPMATHBHOTO JOKYMEHTa MO KadyecTBy,
yTBepxkaeHHoro B Pecnyonmke Kazaxcram)**



ITF Ppe3yNbTaThl UCIBLITAHUS CTAOUILHOCTH HE MEHee 4eM
Ha TpeX MPOMBIIUICHHBIX UM ONBITHO-IIPOMBIIIUICHHBIX
(MMnoTHBIX) cepusx

CBelleHUs1 0 mpoduiie pacTBOpeHus: (AJsi TBEPIbIX

G
JTIO3MPOBAHHBIX JICKAPCTBEHHBIX (OPM)
ITH JTaHHBIE KOHTPOJIS Ha JKUBOTHBIX
JIaHHBIE TI0 BEPOSITHOM OMAaCHOCTH ISl OKpY>Karomiei
IIK cpensl Ui MPEemnaparoB, CONEpPKAIIAX T€HETUYECKU
W3MEHEHHbIE OPTaHU3MBbI
L JIOTIOTHUTEIbHAS WH(GOpPMAIUs, ITOATBEPKAAIOIIAs

KadecTBO (IIpH HEOOXOIUMOCTH)
UYacrts III. ®apmakonoruueckas i TOKCUKOJIOTUYECKas! JOKYMEHTAIIHS
1. Copnepxanue

JlaHHBIE 1O TOKCHUYHOCTH (OCTPOH M XpOHUYECKOH), (
MEIUITMHCKUH MMMYHOOHMOJIOTHYECKUN Mpemapar -

I A.
TOKCHUYHOCTb IIPU OJHOKPAaTHOM BBEJCHHU U BBEJICHHUU
TTOBTOPHBIX J103)
III B. BrnusiHue Ha pernponyKTUBHYIO (PYHKIIHIO
I C. JlanHble 110 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH
III D. JlaHHbBIE IO MyTareHHOCTH
NI E. JlaHHBIE IO KaHIIEPOT€HHOCTH
dapmakoAMHAMHUKA (nms MEIUIMHCKUX
IITF. T€HHO-OMOJIOTHYECKUX TPEeTnapaTtoB — pe3yJbTaThl
HCCIICIOBaHMS PEaKTOT€HHOCTH)
dapMaKOKHHETHKA (mmst MEIHIMHCKUX
I G. AMMYHOOHMOJIOTHYECKIX IIPEnapaToB — pPe3yIbTaThl
cnenn(uIecKkoil akTHBHOCTH)
JlaHHbIE O MECTHO-pazapaxkarouieM IeUCTBUU (It
1T H. MEIUIMHCKAX UMMYHOOHOJIOTHYECKHUX IPEenapaToB —
Ppe3yIbTaThl HCCIEIOBAHUS HIMMYHOTEHHOCTH)
1 Q JononuurenbHass uHOOpMaNMs, TOATBEPKIAromas

0e30MacHOCTh (TIPU HEOOXOAMMOCTH )

Yacts IV. Knmmandeckas jokymeHTamms ™ * *

Iv. Conepxanue
VA JanHple 1O KIMHWYECKOH  ¢apmakomoruu  (
' (hapmakoarHAMUKa, (hapMaKOKHHETHKA)
IVB Kimnnueckasi, tMMyHosoruueckas 3ppekTHBHOCTh
IvC Juarsoctiyeckas 3h(heKTHBHOCTH
VD Pe3ynbraThl KIMHUYECKUX HCCIEIOBAHNH (MCIIBITAaHUMN),
Hay4HbIE ITyOJIMKAIMU, OTYETHI
IV D1 JlaHHBIE TTOCTPETUCTPANMOHHOTO OTBITA (TIPY HAJTHYIH)
IVE JononuurensHas uHOOpMalMs, TOATBEPKIArOMast
3¢ HEeKTUBHOCTH
[Ipnmeuanue:

* Ilpu mepeperucTpanuu OCyIIEeCTBIIEMONW B COOTBETCTBUU [IpaBuiamu rocyaapcTBeHHOM
perucTpanuu, nepeperucTpanuu JeKapCTBEHHOTO CPEe/CTBa WM MEIUIIMHCKOTO HU3JeIHs,



BHECEHHUsI HM3MEHEHHUU B PETUCTPALMOHHOE JOCHE JIEKAPCTBEHHOIO CpPEACTBA WIIH
MEIULIMHCKOTrO U3AEus IpenocTaBisitoTes yactu I u Il ganHoro nepeyns.

*# Jlnst hapMakonelHbIX METOAUK MTPEIOCTABISIOTCS TaHHbBIE BEPU(PUKAIIIH.

*EE yTBEPKICHHBINM MPOTOKOJN HCCIEAOBAHUS, YTBEPKJICHHBIM OTYET MCCJEI0BAHUS,
paspeluieHre peryasaTOpHOTrO OpraHa Ha MPOBEACHUE HCCieAOoBaHUsA (IIpU HAJTUYHUH),
0/100peHrEe STUYECKONW KOMMCCHHU, KOIHMIO JOTOBOpPAa CTPAXOBAHUS OTBETCTBEHHOCTH
CIIOHCOpA B CiIyyae MPUYMHEHUS BpPea KU3HU U 3I0POBbIO CYOBEKTa UCCIEIOBAHMS, KOTTMU
WHJUBUTyTBHBIX PETUCTPAIIMOHHBIX KAPT CYyObEKTOB UCCIIEIOBAHUS (JIJI1 MEXKIYHAPOIHbIX,
MHOTOLIEHTPOBBIX ~KJIMHHYECKUX wuccienoBanud 20 %), xpomartorpammsl (Mpu
MPEOCTABICHUN UCCIEIOBaHUS OWOAKBUBAJICHTHOCTH), KOMHUHU JOTOBOPOB MEXKIY
CIIOHCOPOM KJIIMHUYECKOTO HCCIIEIOBAHUS U HMCCIIEAOBATEIbCKUM IIEHTPOM (KOHTPAKTHOMU
HCCIICIOBATENILCKOW opraHu3anmeii) (B cliydae HEOOXOAMMOCTH TIOCIE W3bITUS

KoH(puACHIIMaTLHON HHpOpMAITUN).
[Tpunoxenune 3
K IIpaBUjIaM NPOBEACHUS
OKCIICPTU3LI JICKAPCTBCHHBIX CPCIACTB

ITepedeHb JOKyMEHTOB, IPEIOCTABIAEMEIX IJI1 SKCIIEPTH3H B popMaTe OOMmEro TEXHUIECKOTO
JIOKYMEHTa

Cnocka. [Ipunoxenue 3 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot
14.04.2023 Ne 70 (BBOAMTCS B ACHCTBUE 110 UCTCYEHUHU JIECSATU KAJCHIAPHBIX THEW TOCE qHSA
€ro MepBoro oPpuIMaILHOrO OMyOJIMKOBAHUS).

Ne /it HaumenoBaHue 1OKyMEHTOB
Monyns 1.*
1.1. OO0mast TOKyMeHTaIus

Ceprudukar Ha hapMaleBTHUCCKUI MPOITYKT COMIACHO
pexoMenmanuu ~ BcemupHOW ~— opraHu3anuu
3paBOOXpaHEHUS (HoTapualnbHO
3aCBUIETEIBCTBOBAHHBIN) (TIPH HAIWYWAN) WA
Ceprudukar (perucTpalyoHHOE yIOCTOBEpEHHE) O
PETUCTPAIMK B CTpaHe-MPOU3BOANTEIE (HOTAPHAILHO

3aCBUJIETEIbCTBOBAHHBIN (ITPU HAIUYHH)
1.2.1.
Cepruduxar GMP (c ykazaHueM JaThl U PE3yIbTaTOB

mocieaHei WHCTIEKITNHN ) (HOTapmaibpHO
3aCBUJIETEILCTBOBAHHBIN) WM ajpec caiiTa peecTpa
BBIJJAHHBIX YIOJHOMOYEHHBIM OPraHOM CEepPTU(HKATOB
cooTBeTcTBUsl TpeboBanuamM GMP (manpumep,
EudraGMP) B mH(OpMannoHHO-KOMMYHUKAIIMOHHON
cetu "UnTepuer"

JInneH3noHHBI AOTOBOP (COTJIAlleHWE) Ha MpaBo
1.2.2. MPOU3BOJICTBA (JI0 HCTEYCHUS CPOKa JACHCTBUS MaTeHTa
Ha OpUTMHAJIBHBIN Npenapar)

CBezmeHNsI O PETHCTPALNH JIEKAPCTBEHHOTO CPE/ICTBA B
Ipyrux CTpaHax C yKa3aHHEM HOMEpa U JaThl



1.2.3.

1.2.4.

1.2.5.

1.2.6.

1.3.

1.3.1.

1.3.2.

1.3.3.

1.3.4

1.3.5.

1.3.6.

PErHCTPAallMOHHOTO YAOCTOBEPEHHS (MM KOIHH
cepTH(MKaTa MM PETUCTPAIMOHHOTO YI0CTOBEPEHHS)

Konmst oxpaHHOro JOKyMEHTa Ha TOBApHBIHM 3HAK

Jexnapanuss 0 TOM, 4YTO B MpPOEKTax oOImIeH
XapaKTEepPUCTHUKE JIEKAapCTBEHHOTO IIpemapara u
WHCTPYKOHH TI0 MEAWIIMHCKOMY TPHUMEHEHHUIO

JIEKapCTBEHHOTO CPEICTBA (JIMCTOK-BKIABIT) (1anee —
OXJIII u MHuctpykuus JIC)BOCTIPOM3BEACHHOIO,
THOPUIHOTO WK OMOAHAJOTUYHOTO (OMOMOIOOHOTIO)
JIEKapCTBEHHOTO IpernapaTa OTCYTCTBYIOT OTIMYHS OT
nercrBytomnx OXJIII u  Uuctpykuuum JIC

OpUTHHAIBEHOTO (peepeHTHOT0) JIEKapCTBEHHOTO
mpernapara, 3a UCKIIOUeHHeM OTINYUi WH(POpMAIHA O
NpOU3BOAMTENE, CpPOKE TOJIHOCTH, COCTaBe

BCIIOMOTaTeNIbHBIX BEIECTB HE3HAUUMBbIE Pa3In4us B
OMOJIOCTYIHOCTH WIN (papMaKOKHHETHKE.

Pestome (mo 5 crpanum) obOocHoBaHHWM M (HaKTOB,

NOKA3bIBAIONINX, 4YTO JIEKAPCTBEHHBIH Ipenapar

SIBIISIETCS BOCHPOM3BEJCHHBIM, THOPHIHBIM HIIU

OvoaHaOrMYHbIM (OMOMOIOOHBIM) JIEKAPCTBEHHBIM

MpernapaToM COOTBETCTBYIOIIETO OPUTHHAIBHOTO (
OMOJIOTMYECKOT0) JIEKAPCTBEHHOTO TIperapara.

OO0mras xapakTepuUCTHUKa JICKapCTBEHHOTO CPEJICTBA,
WHCTPYKIUS 1O MEIUIIMHCKOMY TPUMEHEHHIO (
JIUCTOK-BKJIAJIBII), MAPDKUPOBKA (I[BETHBIC MAKETHI):

OO0mas xapakTepHUCTHKA JIEKapCTBEHHOTO TIperapara ¢
JaTOH MOCIIeTHEr0 NepecMoTpa

VYTBepxkAeHHAs MHCTPYKLHS MO MEIULUHCKOMY
MPUMEHEHHUIO JIEKapCTBEHHOTO cpeacTBa (s
opraHuzanui-nponsBoauteneii crpan CoxpyxecTBa
HesaBucumbix TocymapcTs), 3aBepeHHas
OpraHHU3aleH-IPON3BOAUTENIEM

[IpoekTsl 00mIeH XapaKTEpPUCTHKH JIEKAPCTBEHHOTO

cpeacta (OXJIC), MHCTPYKIMH NO MEIUIHMHCKOMY

MIPUMEHEHHIO JIEKapCTBEHHOTO CpeacTBa (
JMCTOK-BKJIABIII) Ha Ka3aXCKOM M PYCCKOM SI3bIKAaX

TexcT MapKUPOBKHU NMEPBUUHON U BTOPUYHOHN YIAKOBOK,
STHKETOK, CTUKEPOB Ha Ka3aXCKOM U PyCCKOM sI3bIKax

I[BeTHBIE MaKeTHl MOTPEOUTETBCKHX YIAKOBOK,
STHKETOK, CTHKEPOB B DJIEKTPOHHOM BHIE B (hopmare
jpeg (mxwurer) B Maciirade 1:1

[Moctpounoe (pacmonoX)eHHOE MapaIeT-HO Ha OJJHOM
nucte) cpasHeHme neiictByrommx OXJIIT u
WNuctpykumu JIC opurmHameHOro (pedepeHTHOro)
JeKapcTBeHHOTO mpemnapara W mpoektoB OXJIIT u
Huctpykimu JIC BOCIpOU3BeIEHHOTO, THOPUIHOTO HITH
OmoaHAIOTHYHOTO (OMOMOJO0HOI0) JIEKAPCTBEHHOTO
mpemnapara ¢ BBIICICHHEM H OOOCHOBaHHEM BCEX
OTJIMYHA.



1.3.7.

1.4.

1.4.1.
1.4.2.
1.4.3.

L.5.

1.5.1

1.6.

1.6.1

1.6.2

1.6.3

1.6.4

Monyns 2.*

2.1.
2.2.

BegomocTh u3MEHEHHMH € yKa3aHUEM IIOCTPOYHO
PAaCIOJI0XKEHHOTO CPaBHEHHMS BHOCHMBIX M3MEHEHHUH ¢
yTBEPKI Y HHOH BepcHEN.

Hudopmanus 00 sxcreprax

Wudopmanus 06 sKcriepTe Mo KauecTBy

Hudopmanms 00 3xcriepTe N0 JOKITHHUISCKAM JaHHBIM
Wudopmanus 06 sxcriepTe 1Mo KIMHHYECKUM JTaHHBIM

OreHKa TOTCHIMATBHOMN OMACHOCTH ISl OKPY KaIOIIen
cpensl

.HeKapCTBeHHI:Ie npenaparbl, COACPIKAIIUEC WU
NOJIY4YCHHBIC U3 FCHOMOZ[I/I(l)I/IHI/IpOBaHHBIX OpraHn3mMoB

Nuadopmarius OTHOCUTENBHO (apMaKkoHAA30pa
3asBuTeNs B Pecriyonuke Kazaxcran

Macrep daiin cucrems! papMakoHag3opa AepiKaTers
PETHCTPAIOHHOTO YAOCTOBEPEHUS (IPEICTABISCTCS B
cilydae, KOTAa JepXkareilb PEerHCTPalHOHHOI0
YAOCTOBEpPEHMsS BIEpBbIE IOJAET 3asgBKy Ha
PETHCTPAIMIO JIEKAPCTBEHHOT'O ITpenapara) Wil KpaTkas
XapaKTePUCTHKA CUCTEMBI (hapMaKOHaI30pa AepKaTels
PEerucTpaliuOHHOTO YAOCTOBEPECHUS (mpu
MIepePerncTpaLvy) BKIIOYAIOIIAs:

J0Ka3aTeIbCTBO  TOTO, 4TO  JepXKaTeb
PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS! MMEET B CBOEM
pactopsHKSHUH YIIOJTHOMOYEHHOE JIULO 32 TII00aIbHBII
(hapmakoHag30p;

KOHTaKTHBIE JaHHbIC YIOJHOMOYEHHOIro JHLA 3a
ri1o0anbHEIH (hapMaKkoHAI30D;

JeKJIapanuio,  HOANUCAHHYIO  JAepiKaTelieM
PETHCTPALlMOHHOTO YJOCTOBEPEHHS O TOM, YTO OH
UMeeT cHucTeMy (apMaKoHaA30pa Ui BBITOJHEHUS
3aja4 U OO0S3aHHOCTEH MO MOCTPETUCTPALOHHOMY
KOHTPOJIIO 0€30MaCHOCTH JICKAPCTBEHHBIX CPECTB;
CCBUIKY Ha MecTO (a/ipec), Tie XpaHUTCsl MacTep-(aiii
cucTeMbl (hapMaKoHa30pa

ITepuomuyecku 0OHOBIISIEMBII OTYET 1O 6€30MaCHOCTH (
IIPU TIepeperucTPaLiim)

[Inan ympaBneHUs pucKkaMu (AJIT OPUTHHAIHHOTO
JEKapCTBEHHOr0 Tpenapara, OHOAHAIOTHYHOTO,
OMOJIOTHYECKOT0, OHMOTEXHOJIOTHYECKOr0, a TaKXKe
HMMYHOJIOTHYECKOTO JIEKAPCTBEHHOTO IperapaTa)

JIOKyMEHT, MOATBEpXKAAIONIMH YTO Jep)KaTeib
PETUCTPAIMOHHOTO  YJOCTOBEPEHHS  HMEET
YIOTHOMOYEeHHOe  (KOHTAakTHOE) JHI0 3a
(¢apmakonamg3zop Ha Teppuropun PecmyOiuku
Kazaxcran

Pestome 00111€r0 TEXHUYECKOTO TIOKYMEHTA
Cogepxanue moayieit 2-5

Baenenne B 00muii TEXHUYECKUA JOKYMEHT



2.3.
23.85
23.8.1
2.3.8.2
2.3.8.3
2.3.5.4
2385
2.3.8.6
23.8.7
23P
23.P.1
23P2
2.3.P3
23P4
2.3.P5
23.P.6
23.P.7
23P8
23.A
23.A.1

23.A2

2.3.A3
23R
24.
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.

OOmuii oT4YeT 10 KaYeCTBY

AKTuBHas (apManeBTHIECKas CyOCTaHITHS
O61mas unpopmanus

IIpousBoacTeo

XapakTepucTuKa

KoHTpoIs akTHBHOTO BeIlecTBa
CranjapTHble 00pa3iibl UK BEIIECTBA
Cucrema yrakoBka (yKynopka)
CrabunpHOCTD

JlexapcTBeHHBIN mpenapaT

Omnmcanne 1 cocTaB JIEKApCTBEHHOTO TIpeTIapaTa
dapmarneBTuueckas pazpadoTka
IIpousBoacTeo

KoHTponb BCcIOMOTaTeNbHbIX BELIECTB
KonTpoins nexapcTBeHHOT0 npenapara
CranzmapTHBIE 00pa3IIbl WM BELIeCTBA
Cucrema ynakoBka (yKynopka)
CrabunsHOCTH

JononHenust

Texandeckue cpeacTBa U 000pyIOBaHNE

OneHka 0€30MaCHOCTH OTHOCHTEIBHO HOCTOPOHHHX
MHUKPOOPTaHU3MOB

HoBrle BcioMoratenbHBIE BEIECTBA
PernonanbsHnas nadopmarys

O030p TOKITMHUYECKUX JTAaHHBIX
00630p KITMHUYECKHUX JaHHBIX
Pestome 10 JOKIMHUYECKAM JAaHHBIM

PestomMe (papMakoIOTHYECKUX JAHHBIX B TEKCTOBOM
dbopmare

Pesrome (bapMaKOJ'IOFI/I‘IGCKI/IX JaHHBIX B BUJIC Ta6J'II/III

PestomMe GpapMaKOKHHETHIECKHUX JaHHBIX B TEKCTOBOM
(dbopmare

Pesrome (ﬁapMaKOKPIHCTI/I‘ICCKI/IX JaHHBIX B BUJIC Ta6J'II/II_[

Pe3toMe TOKCHKOJOTHYECKUX JAHHBIX B TEKCTOBOM
dbopmare

Pesrome TokcHKOIOTHYECKIX JaHHBIX B BUJIC Ta6J'II/H_[
PesroMe kmmHHYECcKUX JaHHBIX

Pestome OmodapMaieBTUICCKUX WCCICIOBAHUA H
CBSI3aHHBIX C HIMHU aHATUTUICCKUX METOJIOB

Pe3roMe  ucciaemoBaHuil MO KJIMHUYECKOM
(hapmakosioruu

Pestome mo kimHIYECKOH 3P PEKTHBHOCTH

Pesrome o KiIMHUYECKON 0€3011acHOCTH



2.7.5.

2.7.6.

Monyns 3. KagectBo*
3.1.

3.2.

3.2.8.

3.2.8.1.
3.2.8.1.1.
3.2.8.1.2.
3.2.5.1.3.
3.2.85.2.
3.2.5.2.1.

3.2.5.2.2.
3.2.5.2.3.
3.2.5.2.4.

3.2.5.2.5.
3.2.5.2.6.
3.2.8.3.
3.2.85.3.1.
3.2.8.3.2.
3.2.5.4.
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.

Komus ucnonap30BaHHBIX JIMTEPATYPHBIX UCTOYHHUKOB

KopoTkue 0630psI HHANBH Y aTbHBIX UCCIIEIOBAHNN

Copnepxanue
OCHOBHBIE JaHHBIE

JlekapcTBeHHass cyOctaHmus (JUIS JieKapCTBEHHBIX
IpenapaToB, KOTOpBIE conepxar Oojiee OJHOTO
aKTHBHOTO BELIECTBA, HH(OPMALHUS IIPEIOCTABISACTCS B
MOJIHOM 00be€ME OTHOCHTENIBHO Ka)IO0TO M3 HUX)**

O6mas napopmars™*
HaszBanne**
Crpykrypa**

O6mmme cBoicTBa**
IIpoussoacteo
[IpouzBoanTems**

Omnucanue IPOU3BOJCTBEHHOTO IIpolecca U €ro
KOHTPOJIb

KoHTpOIIb HCXOHBIX MaTEPUATIOB

KoHTposib KPUTHUECKHUX 3TaloB M MPOMEKYTOUHOU
TPOAYKITUH

Bammnmamus mporiecca u (Mn) ero oneHKa
PaspaboTka Mpou3BOACTBEHHOT'O MpoIecca
Xapakrepuctuka**

Jloka3aTenbCTBO CTPYKTYPHI M XapaKTCPUCTUKU
[pumecn**

KoHTponb akTUBHOTO BemecTBa™*
Crermudukarms™*

AHanuTruecKkue MeTOauKu* *

Banunanusa anauTHYECKUX METOIUK* **

AHanuzsl cepui**

O06ocHoBaHue crieruKaum

CranjapTHbie 00pas3iibl UITK BEIIECTBA

Cucrema ymnakoBka (yKymopka)**
CrabuibpHOCTE**

Pe3roMe OTHOCHTENIBHO CTaOMIBHOCTH M BBIBOJIBI**

I[IpoTOKOJNI  MOCTPETHCTPAIMOHHOTO  HM3yYCHUS
CTa0OMJIIBHOCTH H 0043aTelIbCTBA OTHOCHUTEIHHO
crabmipHOCTH* *

JlanHbIe 0 cTaOMIBHOCTH *

JlexapcTBeHHBIN mpenapaT

Omnucanune 1 cocTaB JIEKApCTBEHHOTO TIpeTapaTa
dapmarneBTuueckas pazpadoTka

CocTaBHBIC BEeLIECTBA JEKAPCTBEHHOTO Iperapara



32P2.1.1.
32.P2.1.2.
32P22.
32.P22.1.
32P222.
3.2.P2.23.
3.2.P.23.
32P24.
3.2.P.25.
3.2.P.2.6.
3.2.P.3.
3.2.P3.1.
3.2.P3.2.

3.2.P.3.3.

3.2P34.

3.2.P3.5.
3.2.P4.

3.2.P4.1.
3.2.P.4.2.
3.2.P43.
3.2.P4.4.

3.2.P45.

3.2.P4.6.
3.2.P5.

3.2.P5.1.
3.2P5.2.

3.2.P.5.3.
3.2.P54.
32.P55.
3.2.P5.6.
3.2.pP.6.
3.2.P.7.
3.2.P8.

JlekapcTBeHHast CyOCTaHIUS
BcnomorarensHble BemecTBa
JlexapcTBeHHBIN mpenapaT

Pa3paboTka cocraBa

W3numiku

Du3NKO-XUMHYECKHE W ONOJIOTNIECKHE CBOHCTBA
Pa3paboTka Mpou3BOACTBEHHOTO MpoLiecca
Cucrema yrakoBka (yKynopka)
MUKpPOOHOIOTHYECKHE XapaKTEPUCTHKN
CoBMecTUMOCTh

IIpousBoacTeo

[pouszBoautens (IIponsBogurenn)

CocraB Ha cepuio

Omnucanue TPOM3BOACTBEHHOTO TPOIECca U KOHTPOJIS
npotecca

KOHTpOIb KPUTHYECKHX ITAOB M MPOMEKYTOYHOMN
MIPOYKIIUHU

Banmunarust nporecca u (Win) ero omeHka** **
KoHTpoIb BCIIOMOTAaTENbHBIX BEIIECTB
Crierudukarmu

AHaTUTHYECKHE METOUKU

Banunanusa aHaIMTHYECKUX METOLUK ***
O6ocHoBanue criendukanyi

BcnoMoraTenbHble  BEIIECTBA 4YEIIOBEYECKOTO H
JKUBOTHOTO TIPOMCXOXKACHUS (IIpH UCTONb30BaHNU BB
JKUBOTHOI'O MWJIM 4YEJIOBEYECKOI'O0 IPOUCXOKICHHUS
npefocraBisercss  cepTU(UKATBl  BHPYCHOM,
0aKTepHOIOTNYECKOI 1 IPHOHOBOI 0€30MacHOCTH)

HoBble BcioMoraTenbHEBIE BEIIECTBA
KoHTpois TekapcTBEHHOTO Tpernapara
Crrermnduxanus (Cnenndukarim)
AHanuTHYECKHE METOIUKU

VYTBepKIAE€HHBI HOPMATUBHBIN JOKYMEHT IO KOHTPOJIIO
KauecTBa M OE30MacCHOCTH B 3JIEKTPOHHOM BHUIE B

dbopmate doc (pu mepeperucTpaiyy J0MOJTHUTEIBLHO
KOIMUIO YTBCPKACHHOI'O HOPMATHBHOI'O JOKYMCHTa B

Pecnybnnke Kazaxcran)

Banupanust aHamUTHYECKUX METONK
AHanu3zbl cepuit

XapakTepucTuka npumeceit
O6ocHoBanus crienudukanmm(ii)
CrangapTHble 00pa3nbl ¥ BEIIECTBA
CucreMa ymakoBka (yKynopka)

CTaOuIbHOCTD



3.2.P8.1. Pe3rome u BBIBOZI O cTAOMIIBHOCTH

[IpoTokon  HOCTPETHCTPAIMOHHOTO  HM3Y4YEHUS

3.2.P.8.2. CTaOMIBHOCTH M 0053aTEIbCTBA OTHOCHTEIBHO
CTaOUIBHOCTH

3.2.P.8.3. JlaHHBIE O CTAOMIIBHOCTH

3.2.A. Jomonaenus

32.A1. Texandeckue cpeacTBa U 000pyaOBaHNE

319 A0 Ormenka 6€30MacCHOCTH OTHOCHUTEIBHO ITOCTOPOHHHUX
R MHKPOOPTaHH3MOB

3.2.A.3. HoBrie BcrmoMoraTebHEIE BEIleCTBa

3.2.R. PervonansHast nHbOpMaLys

3.3. Komus ucnonp30BaHHBIX TUTEPATYPHBIX HCTOYHHUKOB

Monyns 4. OT4eTH 0 JOKITUHHYECKUX (HEKIMHIYICCKHX ) NCCIIETOBAHIIX

4.1. Conepxanue

4.2. OtyeTsl 00 UCCIIENOBAHUAX

4.2.1. dapmakoIoTHus

4.2.1.1. [eprunHas papmakogHmHAMUKA

4.2.1.2. Bropuunas dapmakonuHaMHuKa

4.2.13. dapmakonornyeckas 6€301acHOCTb

4014, (I)apMaKOf[I/IHaMI/I‘{eCKI/IC JIEKapCTBEHHBIC
B3aUMO/ICHCTBUS

4.22. ®dapMaKkOKHHETHKA

42.2.1. AHaIUTHYECKHNE METOIUKH U OTYETHI 110 BAJTAIAIAN

4.2.2.2. AbcopOrnus

4223. Pacnpenenenne

4.2.2.4. Merabonuzm

4.2.2.5. OKckpers (BBIBEICHNUE)

4226, CDapMaKoFI/IHeTI/IquKHe JIEKapCTBEHHBIC
B3aUMO/ICHCTBUS

4.2.2.7. Hpyrue GpapMakOKHHETHYECKUE UCCIICIOBAHM

4.2.3. Toxcukonorus

42.3.1. TOKCUYHOCTB NPU OJHOKPATHOM BBEACHHUU

423.2. TOKCUYHOCTH MMPU MHOTOKPATHOM BBEJICHUU

4233, I'eHOTOKCHYHOCTD (MH-BHTpO, WH-BUBO,

TOKCHUKOKHMHCTHUYCCKaA OHCHKa)

KanneporeHHOCTh (HOATOCPOYHBIE HWCCIEAOBAHUS;

4.2.3.4.
KPaTKOCPOUHBIE WM CPETHECPOUHBIE NCCIICJOBAHMS)
PenpoxyKTHBHAs M OHTOTCHETHUYECKAs TOKCHYHOCTD:
(dhepTUIBPHOCT, W paHHEe SMOpPHOHAIBHOE pa3BHUTHE,
4235 sMOpuo-derasbHOEe pa3BUTHE; IPEHATaJbHOE M

MOCTHATAJbHOE pa3BUTHE, WCCIICAOBAHHUA, Ha
HEIOJIOBO3PEIOM TOTOMCTBE C MOCIEAYIOIINM
HaOJIIOIeHHEM

4.2.3.6. MecTtHas IepeHOCHMOCTD



4.2.3.7.

4.3.

Hpyrue ucciaenoBaHus TOKCUYHOCTU: aHTUTE€HHOCTD,
MMMYHOTOKCHYHOCTh, HCCIICJOBaHUS MEXaHU3Ma
NEHCTBUSA, JIEKAPCTBEHHAS! 3aBUCHMOCTH, METaOOIHUTEHI,
TIPUMECH U Jp.

Komus ucnonap30BaHHBIX JIMTEPATYPHBIX UCTOYHHUKOB

Monyns 5. OT4eTH 0 KITHHAYECKUX UCCICTOBAHUAX 1 (HMIIH) MCTIBITAHUSX ** % *

5.1.

5.2.

5.3.

5.3.1.

5.3.2.

5.3.3.

5.3.4.

5.3.5.

5.3.6.

Conepxanue

[lepedeHb BceX KIMHUYECKUX UCCIEIOBaHUHA  (
HCIIBITAaHWH) B BUEC TaOJIHIl (Ha3BaHUE UCCIICIOBAHHMN C
TIEPEBOJIOM Ha PYCCKUH S3BIK)

OT4YeThl 0 KIMHUYECKUX HUCCICOA0OBAHUAX (I/ICHLITaHI/ISIX)

Otuersl 0 OmModapManeBTHIECKUX HCCICTOBAHUAK:
OTYeT MCCIEJOBAaHMH MO OHONOCTYIHOCTH; OTYET
CPaBHUTECJIbHBIX I/ICCJ'IC}IOBaHI/Iﬁ o 6I/IOI[OCTyHHOCTI/I n
OMOPKBUBAJICHTHOCTH; OTYET MO KOPPEISIIHH

HCCIEeI0BAaHUNH HH-BUTPO, WH-BHBO; OTYET IO

OMOAHATUTHYCCKAM U aHAJTUTHICCKHM METOaM

OTueThl HCClIeOBaHUi 1O (hapMaKOKWHETHKE IpU
UCIIONb30BAaHNM OHOMAaTEepHaloB 4YeJIOBEKa: OTYeT
HCCIIEeIOBAaHUIN CBSI3bIBaHUS C OenkaMu; OT4eT
HCCIEe0BAHUH MEYeHOYHOro Mmerabonm3Ma W
B3aMMOJCHCTBHIA; OTYET MO HCCICIOBAHUAM C
HCIIOJIb30BaHUEM OHOMATEPHAIOB YEJIOBEKA

OTtueTsl 0 (apMaKOKMHETHYECKHX HMCCIECAOBAHHUAX Y
YeJloBeKa: OTYET MCCIICAOBaHNN (hapMaKOKMHETHKH Y
30POBBIX TOOPOBOJBLEB U HCCIICIOBAHUIO IEPBUYHOM
MepEeHOCUMOCTH; oT4YeT UCCIeJOBAaHUN
(apMaKOKMHETHKH Y MalHeHTOB M HCCICAOBAHUIO
NEePBUYHOI TEPEeHOCHMMOCTH; OTYET HCCICIOBaHUI
BHyTpeHHero ¢akropa (apMaKOKHHETHYECKUX
HCCIIEIOBAaHUH; OTYET HCCIe0OBaHUH BHEIIHETO
(axTopa papMaKOKUHETHYECKUX HCCIIeIOBAHMH; OTYET
HCCNeIOBaHUN (apMaKOKHHETHKH B Pa3IHYHBIX
TIOMYJISLHSAX

OTuetsl 0 (apMaKOJUHAMHYECKHX HCCIIEAOBAHUAX Y
YeJIOBEKa: OTYET MCCIIe0BaHui (papMakoIMHAMUKI H
(hapmakokuHETHKH ((papMaKoIUHAMHUKH) y 3IOPOBBIX
J0OpOBOJIBLEB; OTYET UCcCIeJOBAHMIH
dbapmakonuHaMUKd W (HapMaKOKHHETHKH  (
(hapMakoIMHAMUKH) Y TALIUEHTOB

Otuersl 00 wuccnenoBaHuu 3(PPEKTUBHOCTH H
0€30MaCHOCTH: OTYET KOHTPOIUPYEMBIX KIMHUYSCKUX
WCCIICNOBAHUN IO 3asSBJICHHBIM ITOKa3aHUSAM; OTYET
HEKOHTPOJIUPYEMBIX KIMHUYECKUX HCCICJOBaHUI;
OTYEeTHl aHaJM3a JaHHBIX OojJee YeM OJIHOTO
UCCIIeIOBaHMs, BKJIIOYas JI00ble (QopMallbHEIE
WHTETPUpPOBaHHBIC AHAIHM3bl, METaaHaJU3bl W
MEPEeKPECTHBIC aHANM3bl; OTYETHl 10 JIPYTHM
HCCIIEI0BaHUAM

OTueTsl 0 MOCTPETrUCTPAIMOHHOM OTIBITC MPUMCHCHU A



53.7. OO0pa31bl MHAMBHUIAYAIBHBIX PETUCTPALMOHHEIX (GopM 1
WHIMBUyaIbHbIE CITICKU MALUCHTOB

54. Konus ncnonp30BaHHBIX TUTEPATYPHBIX HCTOYHHKOB
[Ipumeyanue:
* Tlpum mepeperucTpaiiuv, OCYIIECTBISIEMOW B COOTBETCTBMU C TpuKazoM MuUHHCTpa
3napaBooxpaneHus Pecnybnuku Kazaxcran ot 9 ¢gepans 2021 roga Ne KP JICM-16 "O6
YTBEPKJICHUH MPABWI TOCYJapCTBEHHON pPErucTpaluu, NepeperucTpauu JeKapCTBEHHOTO
CpeACTBa WJIM MEAMIIMHCKOTO M3IENHs, BHECEHHUS] U3MEHEHUIN B PErHCTPALlMOHHOE J0ChE
JIEKApCTBEHHOI'0 CPEJCTBa WM MEIUIMHCKOro wm3zaenusa" (3apeructpupoBaH B Peectpe
rOCyJIapCTBEHHOW pErucTpaliid HOPMATHUBHBIX MPAaBOBBIX akKTOB mnoj 22175)
MPEAOCTABISAIOTCS MOAYIH 1-3. 3aKphIThIe YacTH Apar MacTep - ¢aiia IpeIoCcTaBiIsoTCs M0
3aMmpocy SKCIEPTHON OpraHU3alliy B X0J1€ HKCIIEPTHBIX PadoT.
** Jlpu mepepeructpaliuu MPeOCTaABISIOTCS PEe3yJbTaThl CTAOMIBHOCTH, CEPTHU(UKATHI
KadecTBa (cepTudUKaT aHAIM3a, MPOTOKOJ WCIBITAHUM) JUISI CEPHM, MPOU3BEICHHBIX B
NOCTPETUCTPALMOHHBIA TEepUOoJ] aKTHUBHOW (apMaleBTUUYECKOW CyOCTaHIMU U (HJIH)
JIEKapCTBEHHOTO Mpenapara. Eciiu oTaeapHbIe YacTH JOKYMEHTAIIMU HE BKJIIOUEHBI B JIOCHE, B
COOTBETCTBYIOIIEM pa3jiejie HeOOXOJIMMO TMpe/CTaBUTh OOOCHOBaHue. [[nsi mpemnaparos
KUBOTHOTO MPOUCXOXKAEHUS B pasjaene 3.2.S HeoOXOAuMO NpPEACTaBUTh CIEAYIOIIHE
JOTIOJIHUTEIIbHBIE CBEJICHUS: JaHHbIE OTHOCUTEIBHO BU/Ia, BO3PAcTa, palliOHa KUBOTHBIX, OT
KOTOPBIX TOJIYYEHO ChIPbE; JAHHBIC O XapakTepe (KaTeropuu) TKaHU, U3 KOTOPOU MOITYyYEHO
ChIpbE MJISI MPOM3BOJICTBA JIEKAPCTBEHHOTO Mpenapara, ¢ TOYKUA 3PEHHUSI €ro ONaCHOCTH
OTHOCHUTEJILHO COJIEpPKaHUs IPUOHOB;
TEXHOJIOTUYECKass cxeMa 00pabOTKH ChIPhS C YKa3aHHUEM SKCTPAreHTOB M TEXHOJOTHUYECKUX
napamMeTpoOB; METO/IbI KOHTPOJISI KauyeCTBa ChIPbs, BKIIIOUAs METO/IbI BBISBJICHHUS IPUOHOB B
JeKapCTBEHHOM Tipenapare (mpu HeoOxoaumocTu). JlomyckaeTrcss NTpeaocTaBlICHUE
NOKyMeHTOB Monayneit 3, 4, 5 Ha aHIVIMHACKOM $SI3BIKE C MEPEBOJAOM Ha PYCCKHUM SI3BIK
cieayrwonmx pasaenoB Moayns: cnenuduxanuu (3.2.P.5.1.), ananutuueckue metoauku (3.2.
P.5.2.), o6ocHoBanue crienudukanuii (3.2.P.5.6.).
a3 Jlns papmMakoneitHbIX METOIUK MPEOCTABISIOTCS JaHHbIE BepUPUKaALIUU.
A%k Bamumarus mpoieccoB, TPOBOJUMBIX B ACENITUYECKUX YCIOBHUSAX, BKITIOUAET
MOJIETUPOBAHMUE IIpollecca € MCHOJIb30BAHUEM MHUTATEIbHOM cpeabl (HamoJHEHUe
MUATATEJIbHBIMU CPEJIaMH ).
RRkEX IS KaXKIOTO  KJIMHUYECKOTO HCCienoBaHuUs (B T.4. HCCJIEIOBAHMSA
OMOAKBUBAJIEHTHOCTH) MPEAOCTABIISIIOTCS: YTBEPKJACHHBIA MPOTOKOI HCCIEAOBAHUS,
YTBEPKJICHHBIM OTYET UCCIEAOBAHMUS, Pa3pEIICHUE PETYIATOPHOIO OpraHa Ha MPOBEICHHE
uccieaoBaHus (MpyU HaIU4YWM), OJOOpPEHHE DTUYECKOW KOMHUCCHH, KOIHIO JOTOBOpa
CTpaxoOBaHUs OTBETCTBEHHOCTH CIOHCOpA B CIy4yae MPUYMHEHUS BPElIa *KU3HU U 3[0POBBIO
CyOBbEKTa HCCJICOBAHUS, KOMUU HHIWBUAYAIbHBIX PETUCTPALIMOHHBIX KapT CyOBEKTOB
uccienoBanus (11 MeXAYHAPOIHBIX, MHOTOLIEHTPOBBIX KIIMHUYECKUX uccienoBanuii 20%),



XpoMaTtorpaMMbl (MIpU MPEIOCTABICHUN HCCIEIOBaHUS OMOIKBUBAJICEHTHOCTH), KOIMUU
JIOTOBOPOB MEXK]Iy CIOHCOPOM KJIMHUYECKOTO UCCIEA0BAHUS U UCCIEA0BATEIbCKUM LIEHTPOM
(KOHTpPAKTHOM UCCIEA0BATEILCKOM OpraHu3aIueil) (B ciiyqae HeOOXOIUMOCTH TOCTIE U3BATUS

KOH(UICHIIUATBLHON HH(POPMALIUHN).
[Tpunoxenue 4
K IMpaBuJiaM IMPOBCIACHUSA SKCIICPTU3DI
JICKapCTBCHHLIX CPEACTB

ITepedeHs NpenoCTaBiIsIEMBIX MATEPHAJIOB PETHCTPAIMOHHOTO JOCHE B 3aBHCHMOCTH OT BHJA
JIEKapCTBEHHOT'O CPEACTBA

1. Jlist 3xcnepTussl OpU TOCYIAPCTBEHHON PETUCTPALIMM OPUTHHAIIBHOTO JIEKAPCTBEHHOIO
CpPEeACTBa U €r0 HOBBIX JIEKAPCTBEHHBIX (OPM, B TOM YHUCJIE HUMMYHOOHOJIOTHYECKOTO
Ipernapara IpegoCTaBIAIOTCS MOJIHBIA KOMIUIEKT PETUCTPALMOHHOTO JOCHE.

Ha momeHT momaum 3asBIIEHUS Ha DKCIEPTHU3Y JIEKAPCTBEHHOIO CpPEACTBA
MPEIOCTABIACTCA PETUCTPAMOHHOE JOChE C JAaHHBIMU KIMHHYECKUX ucchenoBanuil [ — 111
dba3sbl.

2. Bocipon3BeIeHHBIN JIEKAPCTBEHHBIN MIPENapar

Jlnst BOCTIpOM3BEACHHBIX JICKAPCTBEHHBIX MPENapaToB JaHHBIE (hapMareBTUUECKOM
pa3pabOTKKU NMPEICTABIAIOTCS B CPABHEHUH C OPUTHHAIBHBIM UK pedepeHTHBIM MpernapaTom

Jlnst mokaszaTeabCTBa SKBUBAJICGHTHOCTU T€HEPHUKA C OPUTHMHAIBHBIM (peepeHTHBIM)
npenapatoM B Moayne 5 dopmara OTJ[ unm yactu IV IlepeuHss TOKyMEHTOB,
MPEAOCTABISIEMBIX JIJISl AKCTepTU3bl mpousBoautensmu PecnyOnuku Kazaxcran (manee —
[lepeyeHb) B pETUCTPAIMOHHOM JOChE TEHEPUKA TMPEAOCTABISIOTCS PE3YyJIbTAThI
HUCCIIEJOBAHUNA B COOTBETCTBUM C [lpaBmiiamMum TIpOBEIEHUS HCCIEIOBAHUU
OMO3KBUBAJICHTHOCTH JIEKAPCTBEHHBIX MPEMapaToB B paMkax EBpa3nuiicKOro SKOHOMHUYECKOTO
coro3a, yrBepxkaeHHbIMU Pemenuem CoBera EBpa3uiickoil SJKOHOMHYECKOM KOMHUCCUHU OT 3
HOs10ps1 2016 roma Ne 85.

B Monayne 1 unu Yactu I Tlepeuns 3asiBUTeNb MPEOCTABISIET pe3toMe (10 S CTPaHUI)
o0ocHOBaHUM U (PAKTOB, MOKA3BIBAIOIIMX, YTO JIEKAPCTBEHHBIA IMpenapar SBIsSETCS
BOCTPOU3BEACHHBIM JIEKAPCTBEHHBIM TMPENapaToM COOTBETCTBYIOIIETO0 OPUTHHAIBHOTO
JIEKapCTBEHHOTO TIpernapara. YKa3aHHOE PEe3IOMe COACPKUT UHPOPMAIIUIO O Mpernapare, ero
Ka4eCTBEHHOM COCTaBE M KOJUYECTBEHHOM COJECP)KaHWU B HEM aKTUBHOT'O BEIIECTBA, €TO
JeKapCcTBeHHOW dopme u npoduie 6e3omacHOCTH U (Win) 3(PGEKTUBHOCTH €ro aKTHBHOI'O
BEILIECTBA MO CPAaBHEHUIO C AKTHMBHBIM BEIIECTBOM OPUTMHAIBHOIO IpPENapara, a TaKxke
CBEJICHHS O OMOJIOTUYECKOM TOCTYMTHOCTH U OMO3KBUBAJIEHTHOCTH JJAHHOTO Mpernapara.

CHocka. ITyHkT 2 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Neo 70 (BBoAUTCS B IECTBUE TTO UCTEUCHUU JECATU KaJCHAAPHBIX JHEN MOCIE JHS €ro
epBOTo O(QUIIMATHEHOTO OMyOJIUKOBAHHS).



3. I'uOpuaHbINA JeKapCTBEHHBIN MpernapaT

Jlns rocygapCTBEHHOM perucTpauud THOPUAHOTO JIEKApCTBEHHOrO Ipenapara
IIPENOCTABISIOT CIEAYIOIIHNE TaHHBIE:

B Moayne 1 win Yactu I [lepeunst 3asBUTEIb NPEAOCTABIsAET KPAaTKy0 HHPOpMaIuio,
000011aronyt0 000CHOBaHUS U (DAKTHI, UTO JIEKAPCTBEHHBIN MpEnapar, ABJISeTCS THOPHUIHBIM
[0 OTHOIIIEHHUIO K COOTBETCTBYIOLIEMY OpUTHHAIbHOMY Tpenapary. O600IeHue conepKuT
MH(OpMaLMIO O Tpernapare, aKTUBHOW (papMalEeBTUYECKON CyOCTaHLMH, JIEKAPCTBEHHOMU
dbopme, T03UPOBKAX, MOKA3AHUAX K MPUMEHEHHUIO, CMIOCO0e MPUMEHEHHs IO CPABHEHUIO C
OpUTMHAIBHBIM MPENAapaToOM, a TakKe, IPU HEOOXOANUMOCTH, CBEACHHS O OMOJOCTYITHOCTH U
OMOPKBUBAJICHTHOCTH JIAHHOTO TIpernapara.

B omnpenenennbix cinyyasx TpeOyeTcs TUIaH yIpaBiIeHUs] pUCKaMU.

B cnydae oTCyTCTBUS ONPEACIICHHBIX JIEMEHTOB MPECTABISIETCS 00OCHOBAHHUE HX
OTCYTCTBUS B COOTBETCTBYIOILLEM pa3JIelie.

B 0030pe NOKIMHUYECKHX M KIMHUYECKUX HAHHBIX YJENIIeTcs 0c000€ BHUMAaHUE

CJIEIYIOIINM DJIEMEHTAM:

pe3toMe npoduiist mpuMeceld aKTUBHOTO BelllecTBa (M B COOTBETCTBYIOIIMX ClydasX,
BO3MOYKHBIX MIPOJIYKTOB Pa3jIoKEeHUs, 00pa3yIMMXCcs MPU XpaHEHUH) B CEpUsX Mperapara,
KOTOPBIN MOJJIEKUT peanu3aluuu Ha (apMaleBTUYECKOM PBIHKE;

OOHOBJICHUE JTUTEPATYPHBIX MyOIUKAIIMIA 0 aKTHBHOMY BEIIECTBY B paMKaX HACTOSIIEH
3asBKM Ha PETUCTpAlIMIO; JaHHOE TPeOOBaHME BBIMOJHAETCS MYTEM CCBHUIOK Ha CTAaThbU B
PELEH3UPYEMBIX KypHAIaX;

KOKIbIA MYHKT B OOIEN XapaKTepUCTHKE JIEKAPCTBEHHOI'O Mpemnapara, paHee He
M3BECTHBIM WM BBITCKAIONINN U3 XapaKTEPUCTHUK Mpenapara v (W) ero TepaneBTUIecKoi
IPYIIbI, MPOAHATU3UPOBATh B JOKIMHUYECKUX M KIMHUYECKUX 0030pax (pe3tome Hu
MOJAKPENUTh JOKA3aTeIbCTBAMU U3 OMMYOJIMKOBAHHOW JIUTEpaTyphbl U (WIH) U3 PE3yJbTaTOB
JOTIOJIHUTEINIbHBIX UCCIIEIOBAHUI;

[IpencraBuTh AOMOJHUTENBHYIO MHGOPMALMIO, JOKA3bIBAIOUIYIO, YTO NpOoduiu
Oe3omacHoCTH U (1K) 3G(HEKTUBHOCTH 3asBJISHHOIO IpernapaTa He OTJINYalOTCs OT TaKOBBIX
y peepentHoro npemnapara (pe3toMe COOCTBEHHBIX TOKIMHUYECKUX W (WIJIM) KIMHHUYECKUX
HCCIICTIOBAHUM ).

Pe3ynbpTaThl HOKIMHUYECKUX M (MJIM) KIMHUYECKUX HCCIEAOBAHUM THOPUIHOTO
JIEKapCTBEHHOTO Ipenapara BKJIOYAET B COOTBETCTBYIOIIME pa3aensl Monynen 4 u 5 wim
Yacru I1I1, IV Ilepeuns.

[IpoBeaeHne TONMOJHUTENBHBIX UCCIEIOBAHUN, HEOOXOAUMBIX JIJISi BOCIPOU3BEIEHHBIX
JIEKapCTBEHHBIX MPENapaToB U THOPUIHBIX MPEMAPATOB:

1) paznuunbie conu (CJI0XKHBIE) AUPBI (KOMILIEKCHI) UX MTPOU3BOJIHBIE (C OJTHOM M TOMU K€
AKTUBHOM YacThI0O MOJIEKYJIbI) MPEJOCTABIISIIOT JOKA3aTeNbCTBA TOTO, YTO HET HUKAKUX



M3MEHEHUN B (papMaKOKMHETHKE aKTUBHOM YacTH MOJEKYIbI, (papMaKOJUHAMUKE U (HIIN)
TOKCUYHOCTH, KOTOPbIE CYIIECTBEHHO BIUSIOT Ha NMpoduib 6e30nacHOCTH (3P(HEKTUBHOCTH)
(MHAYe paccMaTPHUBAETCS KaK HOBOE aKTUBHOE BEILIECTBO);

2) apyroi crmoco0 npuMeHeHus (Apyras) JiekapcTBeHHas ¢opma (1 mapeHTepPaTbHOTO
BBEJICHUS, HEOOXOIUMO MPOBOAUTH Pa3INUUs MEX1y BHYTpUAPTEPUATbHBIM, BHYTPUBEHHBIM,
BHYTPHUMBIIICYHBIM, TTOJKOKHBIM U JPYTUMH METOJaMHU BBEACHUS) HOBBIN MyTh BBEACHUS
MHasl JieKkapcTBeHHas ¢opma (IIpu TOM Ke criocoO0e BBEJICHHS) TPEAOCTABISAIOT KIMHUUECKUE
naHHbie  (Oe3zomacHOCTh  A(MPEKTUBHOCTH), UCCIEAOBaHUS  (PapMaKOKUHETHKH,
COOTBETCTBYIOIINE TOKJIMHUYECKUE TaHHbIE (HAPUMEp, MECTHAsl IEPEHOCUMOCTD), €CIIU ITO
MIPUMEHHMO;

3) npyrasi 103UpOBKa MPU TOM K€ IyTH BBEJEHHUS (JIeKapCTBEHHOU (PopMe) U MOKa3aHUSIM
K IPUMEHEHHUIO MPEJOCTABIISIIOT UCCIIEI0BaHNS CPABHUTEIBHON OMOJOCTYITHOCTH;

4) cBepXxOMOAOCTYIHBIE TIpenapaTbl P COXpPAaHEHWU MHTEpBaJla JO3UPOBAHUSA, HO CO
CHUKEHUEM J103bl, MPEJHA3HAUYCHHBIE U TOCTHKEHUSI CXOJIHOM KOHUEHTpAUuHu B IIa3Me (
KPOBH) MPEOCTABIISIIOT UCCIIEIOBAHUS CPABHUTEIHHON OMOJOCTYITHOCTH.

4. buonornyeckue npenaparsl
1) Jlns mekapCTBEHHBIX MpenapaToB, MOJTYUYEHHBIX M3 KPOBU WM ILIa3Mbl YEJIOBEKA
3asBUTEIb MPEJOCTABISAET MOJHOE PErMCTPALMOHHOE JI0Che JIEKAPCTBEHHOI'O Mpernapara,
KOTOPOE COMPOBOKIAETCS MPUIIOKEHUEM OTJEIBHOI0 MacTep-daiiyia Ha M1a3My.

Macrep-daiin Ha m1a3mMy KpOBH SIBISIETCS CAMOCTOSITEIbHBIM JJOKYMEHTOM, OTIE€TbHBIM
OT PErucTPalMOHHOrO J0ChE JIEKAPCTBEHHOI'O Ipenapara U COJAEpXAUIUM BCE 3HAUMMBIE
1oIpoOHbIE CBEJICHUS O XapaKTEPUCTUKAX BCEH IJIa3Mbl KPOBHU YeJIOBEKA, UCIIOJIb30BAHHOMN B
KaueCTBE MCXOJHOTO Marepuana W (WIM) CbIpbs NPH MNPOU3BOACTBE CyOdpakuuili wiu
MPOMEKYTOUHBIX (PpaKIUif, KOMIOHEHTOB BCIIOMOTATEIbHBIX BEIIECTB WM aKTUBHBIX
BEILECTB, SABIISAIOIINUXCS YaCThIO JIEKAPCTBEHHBIX MPENapaToB WM MEAULIMHCKUX U3JEIH;

KKJIBIN TIEHTP WIN YUIpekJIeHue, GppakiuoHupymomme (mepepadaThiBaronye) miazmy
YeJioBeKa MOArOTABIMBAIOT U MOJACPKUBAIOT B OOHOBJIEHHOM COCTOSIHUM HA0Op MOAPOOHOM
3HAYMMOU MH(GOpPMAINH, YKa3aHHOUN B MacTep-(daiisie Ha Tu1a3My KPOBH;

€CJIM PETUCTPALUOHHOE IOChE OTHOCUTCS K KOMIOHEHTY, MOJyYeHHOMY M3 IJIa3Mbl, TO
I HCIOJb30BAHHOW TIUIa3Mbl B KAa4eCTBE MCXOJHOTO Marepuajna (ChIpbs)
peyCMaTPUBAETCS CChUIKA Ha MacTep-Gaiii Biaiesblia.

Macrtep-daiin Biagenblia COACPKUT CIACAYIOIYIO HHPOpMAIMIO O TMjIa3Me,
HCTOJIb30BaHHOM KaK MCXOJHBIN MaTtepua (ChIpbe):
POUCXOKICHUE TIIIa3MBbl:
uHdOpMaIs 0 IEHTPAX WIH YIPEKICHUAX, B KOTOPHIX MMPOBOIUTCA COOp KpOBHU (TIIIa3MbI
), BKJIIIOYasi JaHHbIE 00 MHCTIEKIIMU U MIPEAICTABICHUE CIIEIUAIbHOTO Pa3pelleHts Ha BEJICHHE
JaHHOTO BHUJA ACSATEIBHOCTH, a TaKXe SMHIEMHOJOTUYECKHE JaHHble 00 HMH(EKIHUAX,
NepealoIInXCs Yepe3 KPOBb B PETUOHE, II€ MPOU3BOJIUTCS 3ar0TOBKA KPOBU (TUIa3MBl);



uHpOpMaIUs O LEHTPAX WIN YUPEKICHUSIX, B KOTOPBIX MPOBOAUTCS KOHTPOJIb JOHALUN U
MyJIOB IJIa3Mbl, BKJIIOYash MHCHEKIMOHHBIM M PEryJATOPHBIA CTAaTyC 3THX IEHTPOB WIIU
YUPEKICHUM;

KpUTEpUH 0TOOpa (MCKIIIOUEHUS) JOHOPOB KPOBHU (IJ1a3Mbl);

ONMCAHNE JACUCTBYIOIIEN CUCTEMBI, IO3BOJISAIOIIEH OTCIAEAUTD IYTh KaKJI0OM TOHALIUU OT
yUpeXKIEHUs, TJIe COOUpaIOT KpoBb (I1a3My), 10 TOTOBOTO JIEKAPCTBEHHOTO Mpenapara u
Ha00O0pOT;

Ka4yeCTBO IUIa3Mbl U €€ 0€30MaCHOCTb:

COOTBETCTBHE KaUeCTBA CTaThsIM (MOHOTpadusiM) rocy1apCTBEHHBIX (hapMaKoIei;

KOHTPOJIb COOpaHHOI KPOBH (IJIa3Mbl) U €€ IMyJIOB Ha HATMYUE BO30yauTeneit mHGEKIHi,
BKJIIOYasi ”HPOPMALIMIO O METOJaX KOHTPOJISI M B ClIydae MyJIOB IUIa3Mbl - JaHHBIE BaJIMIallUN
WCITOJIb30BAHHBIX METOJIHK;

TEXHUYECKUE XapaKTEePUCTHUKU KOHTEHMHEPOB Jyisi cOOpa KpPOBH U IUIa3Mbl, BKIIOYAs
nH(pOopMauIo 00 UCIOIb30BaHHBIX PACTBOPAX AHTUKOATYJISIHTOB;

YCJIOBUS XPAaHEHUS U TPAHCIIOPTUPOBKH IJIA3MBI;

npoleypa XpaHeHus J000ro MaTepuana, UCIOoIb3yeMOro JUIsl MPOU3BOACTBA U (MJIN)
IIEPUOJI KApaHTUHA;

XapaKTepUCTUKA MyJia TUIa3Mbl;

ONMCAaHHE YCTAHOBJIEHHON CHUCTEMBI B3aUMOJCHUCTBUS MEXIYy HPOU3BOJAUTEIEM
JIEKapCTBEHHOTO Tpernapara, MoJy4eHHOT0 U3 MJIa3Mbl, U (WIH) LIEHTPOM WJIH YUPEXKICHHUEM,
(bpaKIMOHUPYIOMIUM U (UJTH) TTepepadaThIBAIONIUM TUIa3My, U LIEHTPOM WJIH YUPEKICHUEM IO
cOOpy U KOHTPOJIIO KPOBH (IIJIa3Mbl), a TAK)KE COTJIACOBAHHBIE MU CHIEIU(PUKAIIMK HA MJIa3My

MacTep-¢aiin Ha mIa3My TakXe COAECPKHUT MepeUeHb JEKapCTBEHHBIX MpernapaToB, Ha
KOTOpBIE OH PACHpPOCTPAHSAETCS, HE3aBUCUMO OT TOTO, SIBJISIOTCSA JU ITH JEKAPCTBEHHBIE
npenapaThl 3aperucTPUPOBAHHBIMU, HAXOASATCSA B IPOLIECCE PErHMCTpalMy WM B CTaauu
KJIIMHUYECKUX HCCIIEIOBAaHU.

Mactep-daiin Ha TIa3My HOJJIEKUT €KEr0JHOMY OOHOBIICHUIO U IOBTOPHOM SKCIIEPTHU3E.
[Ipu BHeceHMU M3MEHEHUW B MacTep-(ailyl Ha MIa3My OH MOMJICKUT IKCIEPTU3E B
COOTBETCTBHHM C MPOLETYPOU BHECEHHSI U3MEHEHU .

2) B oTHoIeHUN BaKIUH JUIsI METUIIUHCKOTO MPUMEHEHUSI TPEOOBAHUSA K MCXOJIHBIM
MaTepuajiaM M ChIPbIO 3aMEHSIOTCS MacTep (aiioM BaKUMHHOIO aHTUreHa. B ciydae
BAKIIMHBI, HE ABJIAIOMICHCA BaKIMHOW 1Jsi NpOoPUIAKTHUKH TPUIIA 4YelOBEKa,
npeaocTaBisieTcss Mactep (ailyl BAKIMHHOTO aHTUT€HA JJisi KaKIOr0 aHTHI€HA, KOTOPBIM
ABJISIETCS] AKTUBHBIM BELIECTBOM 3TOM BaKIIMHBI.

Mactep-¢ailn BaKUMHHOTO aHTUTEHA COJEPKHUT CIEeAYyIollylo HH}opMaiuio,
M3BJICUCHHYI0 U3 COOTBETCTBYIOIIECH udacTu (AKTHBHas (apmaleBTUUYECKas CyOCTaHIIUs)
moxays 3 "KauectBo".

AKTHBHOE BELIECTBO:



obmast nHpopmaIus, BKIIOYas CBEICHHUS O COOTBETCTBHHM CTaThe (MOHOTpadum)
roCyJapCTBEHHBIX (hapMaKonei;

uH(MOpMAITUS O MPOU3BOIUTENIC AKTUBHOTO BEIECTBA: HH(POPMAIUs O TIPOU3BOICTBEHHOM
npouecce, HMCXOAHBIX MaTepuanax M CbIpbE€, CHEHHAJIbHBIX MEpax OTHOCUTEIBHO
TPAaHCMHUCCHUBHBIX TyOuaThIX HHIE(daTonaTUil U OleHKe Oe30MacHOCTH MOCTOPOHHUX
MH(QEKIIMOHHBIX ar€HTOB, TOMEIIEHUAX U 000PYJOBaHUH;

XapaKTEpUCTHKA aKTUBHOT'O BELIECTBA;

KOHTPOJIb KaY€CTBAa AKTUBHOT'O BEILIECTBA;

CTaHAapTHbIE 00pa3Lbl U MATEPUAIIBL;

NEepBUYHAS YIIAKOBKA M YKYNOPOYHAsl CUCTEMa aKTUBHOT'O BEIIECTBA;

CTaOMJIBHOCTh aKTUBHOTO BEIIECTBA.

JI1s1 HOBBIX BaKIIMH, KOTOPBIE COAEPKAT HOBBIN BaKIIMHHBIN aHTUTEH, 3aIBUTENb MOJAET
MOJIHOE PETUCTPALIMOHHOE J0Che, BKJIIOYas Bce MacTep-(ailyibl BaKIIMHHOTO aHTUTeHA Ha
KaX/JIblil BAKLUWHHBIA AHTUIEH, KOTOPBIM SIBISIETCS YaCThIO HOBOW BaKUMHBI, €CIH
MacTep-(]aiisl BAKIIMHHOTO aHTUT'€HA HA TAKOW BaKIIMHHBIM aHTUTEH OTCYTCTBYET.

VYkazaHHbIe TpEOOBaHUS TaKXKe MPUMEHSIOTCA K KaKJI0M BaKLMHE, KOTOpas COCTOUT U3
HOBOU KOMOMHAIIMU BaKIMHHBIX aHTUTEHOB, HE3aBUCHMO OT TOTO, SIBJISIETCSI OJIMH WK OoJiee
AHTUT'€HOB YaCThIO BaKI[MH, KOTOPHIE YK€ 3aPETUCTPUPOBAHEI.

[Ipn BHeceHUU WM3MEHEHHH B MacTep-(haill Ha BaKIMHHBIM aHTUTECH, MacTep-Gaiin
NOJJIEKUT PKCIIEPTU3E B COOTBETCTBUHU C MPOLETYPON BHECEHN N3MEHEHUM.

5. buoananoruuHblii JIeKapCTBEHHBIM mpenapaT (OmoaHamor, OMOMOJOOHBIM

JIEKapCTBEHHBIN MpernapaT, OMOCUMUIISP)

st sxcnepTr3sl OMOAaHAJOTMYHOIO JIEKAPCTBEHHOIO IMpernapara MpeaoCTaBIISIOTCS
JAHHBIE CPAaBHUTEJIBHBIX MCCIENOBAHUN €ro C OpUTHHAIBbHBIM (pedepeHTHBIM)
OMOJIOTMYECKUM JIEKapCTBEHHBIM CPEICTBOM B COOTBETCTBUU ¢ lIpaBunamu npoBeneHus
UCCIIeIOBAaHUN OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEJACTB B paMkax EBpa3uiickoro
SKOHOMHUYECKOTO COI03a, yTBepKAeHHbIMU PemenneM CoBeta EBpa3niickoil 5JKOHOMHYECKOM
komuccuu oT 3 HossOpst 2016 roma Ne 89.

B Moayne 1 dopmara OT/] peructparnmonnoro aocke uinu Yactu I [lepeuns 3asButenb
MPEJICTaBIsACT pe3toMe O00OCHOBaHUM M (PaKTOB, MOKA3BIBAIOIIMX, YTO JIEKAPCTBEHHBIN
npenapar, MoJaBaeMblii Ha JKCIEPTHU3Y, SBISETCS OWOAHATOTMYHBIM (OMOMOJOOHBIM)
JIEKapCTBEHHBIM IMIPENapaToM OPUTHHAIBHOMY (pedepeHTHOMY) JIEKAapCTBEHHOMY IIpenapary.
Pestome comepxuT wHGOpPMAIUIO O JIEKAPCTBEHHOM IIperapare, aKTUBHOM BEIECTBE,
JIEKapCTBEHHOU (popMe, T03UPOBKaX, MOKA3aHUSIX K MPUMEHEHHIO U ClI0OCO0Ee MPUMEHEHHUS B
CpPaBHEHUU C aHAIOTUYHON MH(pOopMaImeit 06 opuruHaasHOM (pedepeHTHOM) JIeKapCTBEHHOM
npenapare.

B Mopayne 1 popmara OT/] peructpanumonnoro nocke win Yacru I I[lepeuns BMecre ¢
KpaTkoil uHpopMmanueil o cucreme QpapMakoHaA30pa JepKaTessi PerucTpalioHHOTO



YOCTOBEPEHUS MPEACTABIACTCS IJIaH YNpPaBICHUS PUCKaMU Ha 3asiBIISIEMbIH Ha SKCIIEPTU3Y
OroaHanoruyHeli (6MOMOJ00HBIN) JIEKAPCTBEHHBIN MTpenapar.

KadecTtBo, 6e30macHOCTh, 3(PPEKTUBHOCTP U UMMYHOTCHHOCTh OHMOAHAJIOTHYHOTO
JIEKapCTBEHHOT'0 TMpernapara Ha MPOU3BOJICTBEHHOM, TOKJIMHUYECKOW M KIMHUYECKOU (aze
ero pa3pabOTKHW CpPaBHUBAIOTCA C OJHHUM M TEM € DTaJOHHBIM pe(epeHTHHIM
OMOJIOTMYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBUM C MPABHJIAMH UCCIEAOBAHUS
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB B paMKax EBpazuiickoro 3kOHOMHUYECKOTO CO03a.

B Monaynsax 2, 3,4 u 5 popmarta OT/L wiu Yactu 11, 111, IV [lepeunst peructpaimioOHHOTO
J0Che OMOCUMUIISIPA COACPIKUTCS Cieayroas napopmanus:

1) moATBepKJIEHHUE CXOJCTBA MOJEKYISPHBIX M OMOJIOTHYECKUX XapaKTEPHUCTHK
AKTUBHBIX BEUIECTB OMOCUMWISIPA U 3TAJTOHHOT'O OMOJIOTMYECKOT0 JIEKAPCTBEHHOTO CPEJICTBA
(meranmun nNO NEPBUYHONW CTPYKTYpe H CTPYKTypaMm ©Oojiee BBICOKOrO IMOpSIKA,
NOCTTPAHCISIUMOHHBIM ~ MoAUUKAIUAM (BKJIIOYas, B YAaCTHOCTH TJIUKOGOPMBI),
OMOJOrMYECKON aKTUBHOCTHU, YHUCTOTE, IPUMECSIM);

2) MOATBEPKIEHUE CXOJICTBA XAPAaKTEPUCTUK TOTOBOTO MpemnapaTa (JIeKapCTBEHHAs
(dbopma, KOIMYECTBEHHBIM M KAaue€CTBEHHBIM COCTaB, JO3UPOBKA, CIIOCOO MNPUMEHEHHS,
YCJIOBHSI XpaHEHUs, CPOK XpaHEHHS, CTaOUIBLHOCTh, MPOGUIb MpUMecei) Onocumuisipa u
ATAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOT'O CPEJICTBA; IOMYCKAETCA pa3inuue B mpoduiie
npuUMeceil U BCIOMOTaTeNbHBIX BEIIeCTBaX OMOCHUMIIISIpa U peepeHTHOro mpemnapara,
3asiBUTEJIEM IMPUHUMAETCS] BO BHUMAHUE HaJTU4Yle HOBEUIINX TEXHOJOTUM, JEMOHCTPUPYETCS
COOTBETCTBHE BBIOPAHHOTO COCTaBa MO TaKUM KPUTEPHUSIM, Kak Npouiab MpHUMECEH,
CTaOMIBHOCTh, COBMECTUMOCTH (CO BCIIOMOTaTENbHBIMHU BEIIECTBAMU, PACTBOPUTEIISIMU U
MaTepuaiaMH YIIaKOBKH), IIEJIOCTHOCTh (KaK Ha OMOJIOTHYECKOM, TaK U (PUBUKO-XUMUYECKOM
YpOBHE), aKTUBHOCTb U CUJIa IEHCTBUS aKTUBHOT'O BEILIECTBA;

3) kpuTepuu BHIOOPA STAJTOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPEACTBA;

4) B ciydae pasznuuuii mpu pa3paboTke OUOCUMMIISIpA, KOTOpbIE 00JafgaroT
MOTEHIIMAJILHBIM  BO3JEMCTBUEM Ha ero Oe3omacHOCTh MU 3I()EHEKTUBHOCTD,
MPEJOCTABISIOTCS JIONOJHUTENbHBIE JIaHHBIE [0 MCCIEJOBAHUSM HA JKMBOTHBIX U
KJIMHUYECKUM HCCIEAOBAHUAM JJIsl TOTO, YTOOBI 0XapaKTePU30BATh PA3INYMS;

5) monHOE ONMCAHWE M MAKET JaHHBIX MO MPOU3BOACTBEHHOMY IPOLIECCY, HAUMHAS C
pa3paboOTKH BEKTOPOB IKCIPECCHU U OAHKOB KJIETOK, KYyJIbTYpbl (OpOKEHUS) KIETOK, cOopa,
OUYMCTKH, peaKIUi MOAU(PUKALMY, HAMOJHEHUSI KOHTEHMHEPOB sl TOTOBOM JIEKApCTBEHHOM
bopMmbI;

6) uccrnenoBaHus, MPOBOJAMMBIE B Xo0A€ (papMalleBTUYECKON pa3pabOTKH s
onpeNeseHUss U BaJUAalliy JIEKapCTBEHHOM (OpPMBI, COCTaBa M CHCTEMBbl YHAKOBKHU (
YKYHOPKH) (BKIJIFOYAsi UX LEIOCTHOCTH IS TPEA0TBPALIEHUS] MUKPOOHOTO 3arpsi3HEHUS);

7) cneuudukanus OUOCHMIISIpa, OTpa)karollas WU KOHTPOJUPYIOUIAs BaKHBIC
KaueCTBEHHbIE TIOKA3aTeNd JIEKAPCTBEHHOI'O CPEICTBA, HW3BECTHBIC ISl HTAJOHHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOI'O0 CpeACTBa (Takue Kak HJICHTU(UKALMSA; YHCTOTA;



aKTUBHOCTH; MOJIEKYJISIpHAsI T€TEPOTeHHOCTh B TUTAHE Pa3MepoB, 3apsaa U ruapodoOHOCTH,
r7Ic BO3MOXXHO UX ONpPEACICHUE, CTENEeHb CHAIMPOBAHUS, KOJWYECTBO OTACITBHBIX
MOJIUTICTITU/THBIX IIETIeH; TTIMKO3WINpOBaHuEe (DYHKIIMOHATLHOM 00JaCTH; YPOBHU arperaiuu;
npuMecH, Takue kak 6eiok u JJHK kneTku-xo3smHa);

8) uccaenoBaHus CTaOMIIBHOCTH,

9) pe3ynbTarThl AOKIWHUYECKUX (HEKIMHUYECKHX) HCCIIeAOBaHUN (B OCHOBE
JTOKITMHUYECKUX UCCIACAOBAHUHN JICKUT MOAXO0, OCHOBAaHHBIM Ha OIEHKE PUCKOB, M, TaM TJe
BO3MOYHO, U30€raTh MPOBEJCHUS MCCIICIOBAHUN Ha KUBOTHBIX): UH-BUTPO HCCIEIOBAHUS
CBSI3BIBAHUS C PEIENITOPOM WIIM KICTOYHBIC aHAIW3bl (HampuMep, aHaiau3 mpoiudepamuu
KJIETOK WJIM aHaJu3 [HUTOTOKCUYHOCTH) SIBJISIIOTCS HEOOXOIUMBIMH JOKIUHUYECKUMU
WCCIICAOBAaHUSIMH, WH-BHUBO WCCJICAOBAHUS HA MOJXOMASIICM BHJIE >KMBOTHBIX (Ha KOTOPOM
ObL1a u3ydeHa apMakoguHAMUYECKas U (MJIM) TOKCUKOJIOTUYECKast aKTUBHOCTh STAJIOHHOTO
OMOJIOTHYECKOTO JIEKAPCTBEHHOT'O CPENICTBA); KpUBas 3aBUCUMOCTH 3P dexTa OT M03bI (
no3a-3¢g¢ext"), onpeaeneHne HavyalbHOU OE€30MaCHOI J03bl U CXEM IOBBIIICHUS JO3bI B
MOCIICIYIONUX KIMHUYECKUX WCCICNOBAHMIX, WCCIEeNOBaHUS (apMaKoJIOTHUECKOM
0€30IMMacHOCTH; PEe3yJbTaThl KaK MHUHHMYM OJHOTO HCCIIEOBAaHUW TOKCUYHOCTH TIpHU

"

MHOTOKPaTHOM BBEJICHUHU, BKJIIOYas OLEHKY TOKCHKOKMHETHKH, OIPEACICHUE W
XapakTepUCTUKH HMMYHHBIX OTBETOB, B TOM YHUCIE THUTPbl aHTUTEJ, MEepeKpecTHas
PEaKTUBHOCTH C TOMOJIOTUYHBIMU SHJAOT€HHBIMH O€JIKaMu U HeHTpanu3yromas cnocoOHOCTb;
OIlEHKAa MECTHOW TMEPEHOCUMOCTH; JaHHbIE TOKCHUKOJOTUYECKUX MCCIEOBAHUN,
BKJIFOYAIOUIUE OLIEHKY PENpPOAYKTUBHOM TOKCUYHOCTH, T€HOTOKCUYHOCTH, MyTar€HHOCTH U
KaHIIEPOT€HHOCTH (TpU HEOOXOMMOCTH) TpeOyeTcs MPelOCTaBIsATh B TEX ClIydasx, KOrnaa
pe3yabTaThl MCCIEAOBaHUS TOKCHYHOCTU IMPU MHOTOKPAaTHOM BBEIECHHH, HMCCIIEIOBAHMS
MECTHOW MEPEHOCUMOCTH BBIABIISIOT IOTEHIMAIBHBIE PUCKM M (WJIM) KOIZa HW3BECTHBI
TOKCHKOJIOTUYECKHE CBOICTBA 3TAaJOHHOTO OMOJIOIMYECKOTO JIEKAPCTBEHHOTO CpeAcTBa (
HaIMpuUMep, U3BECTHBIE TOOOUHBIC Y(PPEKTHI AITATOHHOTO OMoMpernapaTa Ha PEIPOIYKTUBHYIO
byHKLINIO);

10) pe3ynbTaThl KIMHUYECKUX UCCIAEAOBAHUN (XapaKTep M CIOXKHOCTH PedhepeHTHOTO
npenapar, CTENEeHb CXOJICTBa, HaOdionaeMass B (PU3MKO-XUMUYECKUX, OHOJOTMYECKHUX
MCCJIEI0OBAHUSX OYIyT BIMATH HA INIAHUPOBAHUE KIMHUYECKUX HCCIIEJOBAHUN):

dapmakoknHeTHUECKUE UcchenoBanus (papMakKOKMHETUYECKUE UCCIEAOBAHUS TpU
OJIHOKpPaTHOM BBeJEHUH; (apMaKOKMHETUYECKHE HCCIEIOBAHUS MNPU MHOTOKPATHOM
BBEJICHUU TMPU HAIUYUU 3aBUCUMOCTH (PapMaKOKMHETHKH OT JI03bI M BPEMEHU;
(apMaKOKMHETUYECKOE CpaBHEHHWE OMOCHMMIIApAa U pePEepeHTHOro Mpernapara BKIOYAET
BCacbIBaHUE, OMOJOCTYIHOCTb, XapaKTEPUCTUKU BbIBEJEHUS (KIUpEHC U (WIM) TEPHOJ
MOJTYBBIBEICHU ) );
(dapmakoguHaMHUecKue uccienoBanus (papmakoguHamMuyeckue 3pGEeKThl OLEHUBAIOTCS
Ha MOJIXOAIIEH MOMyJISIUA U C IPUMEHEHHEM 103 U3 KPYTOM 4acTH KPUBOM 3aBHCHUMOCTH



no3a-3phekT B TOKIMHUYECKHX HCCIEAOBAaHUSIX; (apMakOAMHAMHYECKUE MapKephbl
BBIOMPAIOTCS B 3aBUCUMOCTH OT WX KIIMHUYECKOW 3HAUNMOCTH);

CpaBHUTENbHBIC KIIMHUYECKUE UCCIIEAOBAHMS, BKITIOUAsl OIICHKY BU/A, YaCTOTHI U TSKECTHU
HEKeJlaTeIbHBIX SBJICHUN (TOOOYHBIX peaKiluii);

UCCJIEIOBaHMSI UMMYHOT€HHOCTH Ha II€JIEBOM TpyIme (CpaBHEHHE YAaCTOTHl M THIIA
00pa3yIoIIUXCsl AHTUTEN U MOTEHI[UATbHBIE KIMHUYECKHUE MOCIEACTBUS UMMYHHOTO OTBETa
mist OuocuMuiApa W pePepeHTHOTOo mpemapara; MMMYHOTEHHOCTh HCCIEIyeTCs Ha
MOMYJISIIAUA TAIUEHTOB C CaMbIM BBICOKMM PHUCKOM HMMYHHOT'O OTBETa U HMMYHHBIX
MOOOYHBIX pEeaKIfil; MpeaoCTaBisieTcs] 00OCHOBAHHWE CTpPATETMH OMNpPENETICHUS aHTHUTEI,
BKJIFOYAsi BEIOOD, OLIEHKY M XapaKTEPUCTUKY METO/IOB, YCTAHOBJICHHE BpeMEHU 0TOOpa mpoo,
B TOM YHCJIE Ha HUCXOJHOM YpPOBHE, 00BheMbl, 0OPa0OTKY M XpaHEHUE MpoO, a TaKKe
CTATUCTUYCCKHAE METOJbI aHAIIN3a JAHHBIX; aHATTUTUHICCKUE METOJIbI ONPECICHHUS aHTUTEN
BaJUIUPYIOTCS JI1 HAMEUEHHOM IIeJIM, TPOBOJUTCS CKPUHUHTOBBIA aHAIU3 JOCTATOYHOM
YyBCTBUTEIFHOCTH METO/Ia, IPOBOAMUTCS ONPECICHUE HEUTPATU3YIOIUX aHTUTEN;, TIEPUO.T
HAOJIOJIEHUsS] TIPU HCCIEAOBAHUAX HA MMMYHOT€HHOCTh COOTBETCTBYET ILIAHUPYEMOM
JUITATEIHHOCTH JICYEHHS U TIPEIIOJIaraeMoro BpeMeH! 00pa30BaHUs aHTUTEI, U HE MEHbIIE
12 mecsueB, Mpu APYyTrod JIUTETLHOCTH MCCIIEIOBAHUS MIPEACTABISIETCS 000OCHOBAHUE; TIPH
3HAYUMBIX CIIy4asx 00pa30BaHUS TUTPOB aHTHUTEN, UX CTOMKOCTh B TEUCHHE OINPEACICHHOTO
BPEMEHH, IMOTCHIMATbHBIC W3MEHEHHS XapaKTepa MMMYHHOTO OTBETa U KIWHHYECKHE
MOCJIEICTBUS TPEOyETCs NCCIEN0BATh B JI0- U MOCJE PErUCTPALIMOHHBIN MepUo);

OCHOBHbBIE KJIMHUYECKHE JaHHBIC MOJYYAIOTCS C HUCIOIb30BAHHEM JIEKAPCTBEHHOTO
CpE/ICTBa, MPOU3BEICHHOIO IMyTEM OKOHYATEIHHOTO IMPOU3BOJCTBEHHOrO IMpolecca, T.e.
JIEKapCTBEHHOTO CpEJCTBa, Ha KOTOPOE IOJAETCSA 3asBJICHUE Ha TOCYJApPCTBEHHYIO
PEruCTpaLnIo;

JUTsL TIOOBIX OTKJIOHEHUM OT 3TUX TPeOOBaHUMN 3agBUTENb MPEJICTABISET 000OCHOBAHUE, U
pU HEOOXOJMMOCTH, JaHHBIC JTOMOJHHUTEIBHBIX (PapMAKOKMHETUYECKUX HCCIEIOBaHUM,
CpaBHHBAOIKNX (apMaKOKHHETHYECKUE MpOo(In JEKapCTBEHHOTO CpENCTBa C
OKOHYATENbHBIM U 00Jiee paHHUM COCTaBOM;

11) cneuundukanuio O6e30MaCHOCTU (C OMUCAHUEM BAXKHBIX BBISBICHHBIX U
MOTEHIUAJIBHBIX MTPo0JIeM 0€30MacHOCTH 3TAJIOHHOTO OHUOIIpernapara, Kjiacca JIEeKapCTBEHHOTO
BemecTBa © (mim) OwocuMmisipa) u IUIaH ¢apMakoHaa30pa OWOCUMUIISIpa B
MOCTPETUCTPAIIMOHHBIA Tepruoj (C OMUCaHWEeM IUIAHHPYEMBIX MOCTPErUCTPAIIMOHHBIX
MEpPONPUSATANA U METOJIOB, OCHOBBIBAIONIUXCS Ha crenuduKanuu 0e30MacHOCTH, TUIaHa
YOpaBJICHUS U MUHUMHU3AINK PUCKOB, B TOM YHCJE 0Opa3oBaTebHBIC MaTepHUalbl IS
MalKMEeHTOB U (WIK) JIeHallux Bpadeil);

12) skcTpanoaupoBaHue JAaHHBIX MO 3P(EKTUBHOCTH U OE30MACHOCTU C OJIHOTO
TEpaneBTUYECKOT0 OKa3aHus Ha APYroe: eclii peepeHTHBIN MpenapaT uMeeT 0osiee 0HOTO
NOKa3aHUsi K NPUMEHEHHUIO, 3asABUTENIb IMPEIOCTABIsAET OOOCHOBAHUE OTCYTCTBHS
KJIIMHUYECKUX MCCIEeN0BAHUN 3(P(EKTUBHOCTH U 0€30MacCHOCTH OMOCUMUIISIpa MO JIPYyTUM



MOKa3aHUsIM K NPUMEHEHHIO, 110 KOTOPHIM HE MPOBEAECHBl KIMHUYECKUE HCCIEIOBAHUS
OnocuMuUIIsipa; B 000CHOBAHUM OTPAXKAETCS OMBIT KIMHUYECKOTO TPUMEHEHUS, TOCTYITHOCTh
JAHHBIX JTUTEPATYPhI, MEXaHU3MOB JICHCTBUSI aKTUBHOTO BEIIECTBA pe(hepeHTHOTO Mpenapara
JUTSL KXKJIOTO MOKa3aHus (BKIIFOYasi CTENeHb UX IOCTOBEPHOCTH) M BOBJICUEHHBIX PEIICNITOPOB;
MPA HAJIMYUU JIOKA3aTENILCTB, YTO MPHU PA3HBIX MOKA3aHUSIX K MPUMEHEHUIO BOBJIEKAIOTCS
pa3liuyHbIE aKTUBHbBIEC LIEHTPHI JEUCTBYIOUIETO BEHIECTBA pEePEPEHTHOTO Mpernapara WiH
pa3IuyHbIe PEIENTOPbl KJIETKU MUIIEHH WM 4To Tpoduiib 0e30MacHOCTH mpemnapara
pa3nuyaeTcs [JIs pa3HbBIX I[OKa3aHUW K NPUMEHEHUIO, MNPEJOCTABIAIOTCS JaHHBIE
KIIMHUYECKUX UCCIEOBAHUM; I SKCTPANOJIMPOBAHUS JaHHBIX MO 0€30MaCHOCTH IPUHUMAET
BO BHHUMaHHE (aKTOPbI, CBA3aHHBIE C TAIMEHTOM (COMYTCTBYIOIIEE JICUCHHE,
COMYTCTBYIOIINE 3a00JICBaHUS U UMMYHHBIN cTaTyc), GakTOphl, CBSI3aHHbBIE ¢ 3a00JIeBaHUEM (
pEaKInu, CXOIHBIE C TAKOBBIMHU KJIETOK MHUIIIEHEH ); 00beM TaKUX JTaHHBIX pAaCCMaTPUBACTCA B
CBETE COBOKYITHOCTH [I0KAa3aTE€IbCTB, MOJYYEHHBIX MPH YCTAHOBJIEHHUH COMOCTABUMOCTH
OMOCHMMJISIPA M MOTEHLIUAIBHBIX OCTAIOLIUXCSI HEONPEAEIIEHHOCTEN.

CHocka. ITyHKT 5 ¢ u3BMeHeHUsIMU, BHECEHHBIMU TIpUKa3zaMu MHUHUCTpa 3paBOOXPaHEHUS
PK o1 04.11.2022 Ne KP JICM-128 (BBOAUTCS B AEUCTBUE MO UCTEUYSHUH JACCATH
KaJICHJIApHBIX JTHEH MOCIIe THS ero IepBOTro ohUIHaIbHOTO onmyOaukoBanus); oT 14.04.2023
Neo 70 (BBoAMTCS B IeHCTBUE TIO UCTEUYEHUH JECATU KaJCHIAPHBIX JHEH MOCIe JHS €ro
nepBoro o(UIIMaIbHOTO OMyOJIMKOBAHUS ).

6. KoMOuHupoBaHHBIE JIEKAPCTBEHHBIE TIPETIAPATHI

JIJist HOBBIX JIEKapCTBEHHBIX MPEMapaToB, MPEACTABISIIONIUX COO0M KOMOWHAIMIO ABYX

uin 0Oojiee paHee M3BECTHBIX AKTHUBHBIX BEIIECTB B OJHOM JEKapCTBEHHOU ¢dopme,
MPENCTABISCTCS MOJHOE peructpanuonHoe gocke (Moaymu 1-5, Yactu [-IV Ilepeuns).
Moayne 3 unu Yacte Il BkirouaeT cBeleHUS O MPOU3BOJACTBE, KOHTPOJE KAvecTBa,
MPOU3BOAUTENE KAKAOT0 aKTUBHOT'O BEIECTBA, BXOSIIETO B COCTAaB KOMOWHHPOBAHHBIX
JeKapCcTBEeHHbIX mnpemnapatoB. B Moaynsax 4 u 5 wim Yacrax I, IV Ilepeuns
MPEJICTABIIAIOTCS PE3yJIbTAThl JOKIMHUYECKUX U KJIMHUYECKUX HCCIICAOBAHUN 3aABIISIEMBbIX
KOMOWHAITN{ aKTUBHBIX BEIIECTB.

7. JlekapCTBEHHBIE CPEACTBA C XOPOUIO U3YYEHHBIM MEIULIUHCKAM IIPUMEHEHUEM.

K nexapcTBEHHBIM CpelCcTBaM C XOPOIIO MU3YYEHHBIM MEIUIIMHCKUM MPUMEHEHHUEM
OTHOCSITCA JIEKAPCTBEHHBIE MIPETapaThl C MOATBEPKICHHON 3 (HEKTUBHOCTHIO U TPUEMIIEMBIM
ypOBHEM 0€30MMaCHOCTH:

AKTUBHOE BEILIECTBO, KOTOPBIX XOPOILIO U3YUYEHO B MEIUIIMHCKOM IPUMEHCHUY;

JIEKapCTBEHHBIE MpernapaThl U3 ChIPhS MPUPOJHOTO MPOUCXOKACHUS (HAITpUMEP: IETOTh
Oepe30BbIi, 3MCHHBIH S,

POIYKTHI MMUETOBOJICTBA, MEAUIIMHCKHUE MMUSIBKHU, KEIUb, MUHEPAJIBI U JIP.);

BUTAMUHBI 1 BUTAMHUHHO-MUHEPAIbHBIE KOMILJIEKCHI,

PacTBOPHI aHTUCENTUKOB (IIEPEKUCH BOJOPO/A, WO, OpUIITHAHTOBBIN 3€JICHBIN U JIp.);

BOJIa /1 UHBEKIIUI;



afcopOeHTHI (YroJib aKTHBUPOBAHHBIN );

KApMHMHATUBHBIE JIEKAPCTBEHHBIE IIPENapaThl;

JIeKapCTBEHHBIE MpenapaThl U3 FPYIIbI pa3Apa)karoliux 1 0OBOJAKUBAIOIINX CPEICTB.

B peructpanmonsom nocwe npeacrasistoress Moaynu 1, 2 u 3 u Yacru I, 11 [lepeuns. B
Moaynsax 4 u 5 unu Yactu III, IV Ilepeuns B moapoOGHOil HayuHOW Oubnuorpaduun
YKa3bIBAKOTCS JOKJIMHUYECKHUE U KIMHUYECKUE XapaKTEPUCTUKH.

JIns nekapCTBEHHBIX CPEACTB C XOPOIIO W3YYEHHBIM MEIULIMHCKUM IMPUMEHECHUEM
IIPENOCTABISIOTCS CIEAYIOIINE TaHHBIE!

1) dpakTOphl, KOTOPBIE HEOOXOAMMO YUUTHIBATH MPH ONPEIEICHUU XOPOIIO U3YyYEHHOTO
MEJIULIMHCKOIO MPUMEHEHNS KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpEMsI, B TEYEHUE KOTOPOTO UCITOIb3YETCS AKTUBHOE BEIECTBO B MEAULIMHCKON MPAKTUKE

KOJIMYECTBEHHBIE aCTICKThI UCTIOJB30BAaHUS aKTUBHOTO BEIIIECTBA;

9acTOTa HAYYHBIX MyOJIUKAIMA ¥ aKTyaJTbHOCTH MCITOIh30BAaHUS aKTUBHOTO BEIECTBA B
TEUEHHUE TMOCICAHUX S5 JIET Tepen mojadeil 3asBieHUs (CO CChUIKOH Ha MyOMWKamuu B
HAyYHBIX HCTOYHHUKAX );

COTJIAaCOBAaHHOCTh HAYYHBIX OIICHOK.

Jlns ompeneneHrs X0poIIo U3yYeHHOTO MTPUMEHEHHS Pa3IUYHBIX aKTHBHBIX BEIICCTB
MIPEIOCTABIISICTCS OIICHKA 3a pa3InYHbIC MEPUOIbl BpeMeHu. [lepros BpeMeHn, HE0OX0TUMBIi
IUIS OTIPEICIICHHSI XOPOIIO U3YYCHHOTO MEIUIIMHCKOTO MPUMEHEHHUs aKTHBHOTO BEIECTBa,
coctaBisieT He MeHee 10 JIeT ¢ JaThl MEPBOTO CUCTEMATHUECKOTO U JOKYMEHTHPOBAHHOTO
PUMEHEHUS JICKAPCTBEHHOTO CPE/ICTBA.

2) MaTepualibl PETUCTPANIMOHHOTO JI0ChE, MPEACTABICHHBIC 3asIBUTEIEM, BKITFOYAIOT BCE
aCIeKThl OICHKH Oe30macHoCcTH W 3(G(PEKTUBHOCTH, COJEp)KAT CCHUIKY Ha 0030p
COOTBETCTBYIOIICH JTUTEPATYPHI C YUETOM TMPE/I- U MOCTPETUCTPAITMOHHBIX MCCIICIOBAHUN U
OImyOIMKOBAaHHON HAyYHOW JTUTEPATYPHI OTHOCUTEIHHO PE3YJIHTATOB AMUACMHUOIOTHUECCKUX
WCCIICIOBAHMN W OCOOEHHO CpPaBHUTEIBHBIX HCCICIOBAHWMN, BCIO JTOKYMCHTAIIUIO, Kak
MOJIOKUTENBHYIO, TaK M OTpHUIaTeNIbHYI0. bubnmorpaduyaeckas ccpiiika Ha Ipyrue HCTOUYHUKH
J0Ka3aTeNbCTB (MMOCTPErUCTPAIIMOHHBIC UCCIICIOBAHMS, JTHIEMUOIOTUYECKUE UCCIICTIOBAHUS
), KpoMme JaHHBIX, KacCamlUXCS METOJAO0B KOHTPOJS ¥ UCHBITAHUH, SBIACTCS
J0Ka3aTeIbCTBOM 0€30MacHOCTH U 3P (EKTUBHOCTH JIEKAPCTBEHHOTO MTperapaTa Mpy yCIOBUH
, 9TO B PETHCTPAIIMOHHOM JIOChE€ YETKO OOBSCHEHO W OOOCHOBAHO WCIOJIb30BAHHE ITHX
HMCTOYHUKOB MH(POPMAIINH;

3) obocHOBaHME JOKA3aHHOI'O MPUEMJIIEMOro YpPOBHS Oe3zomacHOCTH U (Wiu)
3¢ (HEKTUBHOCTH, HECMOTPS HA OTCYTCTBUE HEKOTOPHIX HCCIICTOBAHUM;

4) B TOKJIMHUYECKUX U (WMJIM) KIMHUYECKUX 0030pax OOBSCHUTH 3HAUYMMOCTH JTIOOBIX
MPEJCTABICHHBIX JaHHBIX, KAaCAIOIMUXCS YK€ 3apeTHCTPUPOBAHHOTO JIEKAPCTBEHHOTO
nperapara, OTIMYHOTO OT TOTO, KOTOPHIN Mpemnaraercs K peructpanuu. [Ipeacrabisercs
000CHOBaHHUE IO TTOBOAY TOTO, MOKHO JIM 3asBJICHHBIN JICKAPCTBEHHBIN Ipemapar CUuTaTh



NOJ00HBIM YK€ 3aperuCTPUPOBAHHOMY JIEKapCTBEHHOMY Ipenapary, HECMOTps Ha
CYILIECTBYIOIIAE PA3INYHS;

5) moCTperucTpallMOHHBIA OMBIT HUCMOJb30BAaHUS COACPXKUT HH(DOpManuio 00
UCIIOJIb30BaHUM JIPYTMX JIEKAPCTBEHHBIX MPENapaToB, COJAEpPKAIIUX TE K€ aKTUBHBIC
BEILIECTBA;

6) nepuoaruecK OOHOBIIIEMbIN OTYET MO 0€30MaCHOCTH JIEKAPCTBEHHOTO IIpernapara 3a
IIOCJIEAHUE 5 JIET C MOMEHTA PETUCTPALMU B CTPAHE MPOU3BOAUTENSA A0 MMOJAYU 3aSIBICHUS
3apyOeKHBIMU POU3BOAUTEISIMH.

IIpyr OTCYTCTBHM OIBITA IPUMEHEHUS B CTPAHE MPOU3BOJIUTEINS 32 5 JIET C MOMEHTA
perucTpanuu, MpeaoCTaBIseTCs MEPUOANYECKH OOHOBIISIEMBIM OTYET MO O€30MacCHOCTH
JIEKapCTBEHHOTO IMpenapara 3a GakTHueCKoe BpeMsl PUCYTCTBUS HAa PHIHKE B COOTBETCTBUHU C
TpeOOBaHMSIMU HaJIeXKAIIeH mpakTuku dhapmakonaazopa (GVP).

CHocka. ITyHKT 7 ¢ u3BMEHEeHneM, BHECEHHBIM IprUKa3oM MuHucTtpa 3apaBooxpanenus: PK
ot 04.11.2022 Ne KP JICM-128 (BBOAMTCS B ACHCTBHUE 110 UCTECUCHUHU JIECATH KaJEHIapHBIX
JHEH mocie AHs ero NepBoro 0(QUIUaILHOTO OIMYOIMKOBAHU).

8. PacturenbHpIe JIEKAPCTBEHHBIE MPENAPATHI

Jns dKCIEpPTU3bl JIEKAaPCTBEHHBIX IPENAapaToB PACTUTEIBHOIO IPOUCXOXKICHUS
MPEAOCTABIAIOTCS pEe3yJIbTAaThI COOTBETCTBYIOIIUX (bapMaKoJIOruYeCcKuXx,
TOKCHUKOJIOTHYECKUX M KIMHUYECKUX HCCIENOBaHMU. Marepuansl M JOKYMEHTHI II0
JOKIMHUYECKUM (HEKIMHUYECKUM) U (UJTM) KIMHUYECKUM UCCIIEI0BAHUSM BKIIOYAIOT:

MaTepuaibl JOKIMHUYECKUX (HEKIMHUYECKUX) HUCCICAOBaHUN crenupuyecKon
AKTUBHOCTH;

MaTepurabl UCCIEN0BAHUSA OCTPOU U XPOHUYECKON TOKCUYHOCTH;

JAHHBIE 0 MECTHO-PA3APAKAIOLIEM ICUCTBUY;

JaHHBIE 00 AJJIEPTrU3HPYIOLUIUX CBOWCTBAX;

OIIBIT KIIMHUYECKOT0 IPUMEHEHHUS] B CTPAHE-TIPOU3BOAUTENIE WU APYIUX CTPAHAX.

IIpn >TOM MaTepuanbl OTHOCUTEIBHO KAYECTBEHHBIX ACIIEKTOB JIEKAPCTBEHHOTO
npernapara npea0CTaBISIOTCS B IIOJTHOM 00BbEME.

J151st cOOpOB JIEKaPCTBEHHOTO PACTUTENILHOTO ChIPhs, (PUTO-4aeB MPEIOCTaBISETCS 0030p
Hay4YHOU JINTEPATYPHI 110 JEKAPCTBEHHBIM PACTEHUSAM, BXOIAIINX B UX COCTAB.

9. 'omeonaTuyeckue npenaparsl

3asgBUTEND JJIS1 SKCIIEPTU3bI TOMEOIMIATHYECKUX MPENAPATOB MPEACTABIAECT JOKYMEHTHI U
MaTtepuaibl, BKItouatomue nadopmaruio mo Moaynsam 4 u 5 unu Yactsm I u IV Tlepeuns:

JUIl TOMEOTIATUYECKUX IPENApPaTOB, COOTBETCTBYIOIIUX BCEM HUKEIEPEUHCIEHHBIM
YCJIOBUSAM B KOMIUIEKCE:

IIpernaparsl NpeaHa3HayeHbl U1 [IEpOPaIbHOrO UK HAPYKHOIO IPUMEHEHUS;

Ha 3TUKETKE JIGKAPCTBEHHOTO Mpenapara Win J00i OTHOCALICHCS K HeMy HH(OpMaLuu
HE MPUBEJCHO KOHKPETHOTO TEPANEBTUYECKOTr0 ITI0Ka3aHUs K IIPUMEHEHMUIO;



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)
MPEJICTaBISIFOIIMX COO0M KOMIUIEKC BUTAMUHOB U (MJIM) BUTAMUHOB U MUHEPAJIOB, 3asBUTEb
MPEACTABIIAET OAUH U3 HUKECIIEYIONINX JOKYMEHTOB U MaT€pUaJIOB:

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] 003aTEIbCTBO 3asIBUTENS HA YCIOBUSAX:



1) BBIIOTHEHUS! B OMNpPENEIICHHBIE CPOKHU OIMPEAEICHHON MpOrpaMMbl HCCIEIOBAHUM,
pe3ysbTaThl KOTOPBIX OYIYyT SIBISTHCS OCHOBAaHUEM Il TMEPEOIEHKU COOTHOIIeHUs "
MOJIb3a-pUCK";

2) npUMEHEHUs JIEKApCTBEHHOTO Mperapara 1moji CTporuM HabJII0ACHUEM Bpaya;

3) HEMEJICHHOTO YBEIOMJICHUSI TOCYIapCTBEHHOI'O0 OpraHa o JIFDOBIX HEXKEJaTeIbHbIX
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
(dhapMakoHa30pa 1 MOHUTOPUHTA 0€30MacHOCTH, KauecTBa U 3P(HEKTUBHOCTH METUIIMHCKUX
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
3asBUTEJIEM Ha SKCIIEPTU3Y COMIACHO MOJIMYHKTY 1) HACTOSIIEro MyHKTAa.

B mepuon BBINOJHEHHS MOCTABIEHHBIX YCJIOBHN 3KCHEpPTHAas OpraHu3alus
MPEOCTaBIsIET B TOCYJapCTBEHHBIM OpraH HMH(OpPMAIUIO, MOIYyYaeMyl OT 3asiBUTENS O
NPOBEACHUU OINPEJCICHHON IPOrpaMMbl HMCCJIEIOBAHUM IS €XKETOJAHOW MEPEOLECHKH
COOTHOIIEHUs '"moyb3a-pucK" JIsI 3aperucTpUpPOBAHHOTO Op(QaHHOro Mpenapara.
NHCTpyKIMS TI0 MEAWITMHCKOMY TMPUMEHEHHUIO W Apyras MeIUIMHCKas WHPOpMAIus O
3apEeTUCTPUPOBAHHOM TakUM o00pa3oM oOpdaHHOM IMpernapare COACPKHUT YKazaHUs o
HEJIOCTATOYHOCTH JTAHHBIX.

CHocka. [Tynkr 12 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 04.11.2022
Ne KP JICM-128 (BBOAMTCS B ACHCTBHUE 110 UCTCUCHUM JIECATU KaJC€HIAPHBIX JHEHW MOCe THS
€ro epBOro oPUIMAIIBHOTO OIyOJIUKOBAaHMUS ); C U3MEHEHUEM, BHECEHHBIM MPUKA30M
MunucTtpa 3apaBooxpanenust PK ot 14.04.2023 Ne 70 (BBOaUTCS B ACUCTBUE 110 UCTCUCHUU
JECATU KaJeHAAPHBIX JHEH MOCE IHS €ro MePBOro O(pUIMaIbHOIO OMyOIMKOBAHHUS).

13. JIekapcTBEHHBIE IpenapaTsl MEPEIOBOM TEpANTUU

Marepuanbl perucTpaliMOHHOTO JIOChE JI1 BHICOKOTEXHOJIOTHUYECKUX JIEKAPCTBEHHBIX
penapaToB COOTBETCTBYIOT paszaeiny 4 [IpaBui perucTpanuu u 3KCIepTU3bl JIEKAPCTBEHHBIX
CPEACTB JJIsI MEIUIIMHCKOTO NPUMEHEHHUsI, YTBEPKIACHHBIX pemennemM Cosera EBpasuiickoit
PKOHOMMYECKOHN KoMuccuu oT 3 HosiOpst 2016 roga Ne 78.

14. Tpaucdep

[Ipu skcniepTU3e JIEKapCTBEHHBIX MpEnapaToB, MPOU3BOJMMBIX Ha OCHOBE mepeHoca (
TpaHcdepa) MOJHOTO UKJIA UM YaCTH MPOU3BOJICTBEHHBIX U TEXHOJOTHUYECKUX MPOIIECCOB,
K PETUCTPALMOHHOMY JOChE JOMOIHUTEIBHO MPEAOCTABISIOTCS CIEAYIOIINE JOKYMEHTHI:

1) noroBop o mepeHoce MPOU3BOJCTBEHHBIX U TEXHOJIOTUYECKUX MPOILIECCOB MEXIY
OTEUYECTBEHHBIM MMPOU3BOIUTEIIEM U 3apyOEIKHBIM IMPOU3BOAUTENIEM;

2) OTYEeT MO0 pe3yibTaTaM MPOBEACHHOTO TpaHcdepa, BKIIOYAIOIIETO OMKUCAHUE TIPOEKTa
Tpancdepa, macmtad TpaHcdepa, KpUTHUECKUE MapaMeTphbl, MOTYYECHHbIE OCHOBHOU H



JIOTIOTHATENFHON TUIONIAJKaMH, 3aKIIOYUTEIbHBIE BBIBOJBI TpaHc]epa, ¢ MPUITOKEHUEM
cepruduxata GMP (c ykazaHueM JaThl ¥ pe3yJIbTaTOB MOCJIECIHEN MHCIIEKIMHN) (HOTapUaAIbHO
3aCBH/JIETEIILCTBOBAHHBIN) 3apyO0EKHOTO IPOU3BOIUTEIIS;

3) oTdeT BadMJAIMU MPOU3BOJCTBEHHBIX IMPOILIECCOB Ha OTEYECTBEHHOU
IIPOU3BOICTBEHHOM IUIOIIAJIKE;

4) 0 MOATBEPkKACHUU TOTO, YTO KAYECTBO MCXOJHOIO ChIpbs (aKTUBHOW CyOCTaHIIUH,
BCIIOMOT'aTENIbHBIX BEIIECTB), UCIOJIb3yEMOr0 Ha OTEYECTBEHHOW IUIOIIA/JKE HE BIMSET Ha
MPOIIECC WJIU TOTOBBIN MPOAYKT;

5) MO KOHTpPOJIIO KadecTBa MpenapaToB, MPOU3BOJMMBIX Ha OTEYECTBEHHOMU
MIPOM3BOJICTBEHHOM IUIOLIA/IKE, U MPENapaToB 3apyOeKHOTO MPOU3BOAUTENS OCYIIECTBISAETCS
no oJHOW crneuudukanuu (OAMHAKOBBIM mpoduiib npumeced, (apMakKOKMHETUUECKHI
pod b pacTBOpEHMsI (IS TBEPIBIX JIEKAPCTBEHHBIX (DOPM) M HH-BUTPO MCCIICIOBAHUA);

6) OTYETHl HCCle0BaHUN OMOPKBUBAJICHTHOCTH WJIM KIMHUYECKUX HUCCIEIOBAHUM
JIEKapCTBEHHBIX NPENApaToB, MPOWU3BEACHHBIX HAa NPOW3BOJCTBEHHBIX IUIOMIAJIKaX BHE
Kazaxcrana (B cimydae oTCyTCTBUSI — 000OCHOBAHUE).

B ciyuae, ecnu nepenaromas miomaaka peErucTpupoBalia Ha CBOEN TEPPUTOPUU TTpEnapar
no mpoueaype TpaHcepa TEXHOJIOTHUM M UCIOJIb30Bajlla OTYET MCCIEIOBAHUS
OMOPKBUBAJIEHTHOCTH WJIM KIIMHMYECKUX HCCIEAOBAaHUN TPETbEM CTOPOHBI, TaHHBIE OTYETHI
IIPUHAMAIOTCS K PACCMOTPEHUIO IPU IKCIIEPTU3E PETUCTPALIMOHHOIO TOCHE.

7) Ha MOMEHT TO/Ia4YM 3asiBJICHUS HA HKCIIEPTU3Y MPHU PETUCTPAIIMH TIEpelatolas CTOPOHA
MPEIOCTABIISIET PE3YJIbTaThl UCCIEIOBAHUN YCKOPEHHON CTaOUJIBHOCTH UM HE MeHee 6-Tu
MECSYHBIX HCCJIEIOBAHUI JOJITOCPOYHOM CTAOMIIBHOCTH, JIJISi MPUHUMAIOIIEH CTOPOHBI —
MIporpamMMy MCCIIEI0BaHUN CTAOUIILHOCTH C YKa3aHUEM CEpUH JIEKApCTBEHHOI'O MperapaTa u
MOCTPETUCTPALIMOHHBIE 0053aTENbCTBA O TMPEJAOCTABICHUM JIaHHBIX CTaOMIBHOCTH C
IJIOIIAOK Mepeaaroled W NpUHUMAroUEed CTPOH (MEPUOJUYHOCTH MPEJOCTABICHUS
uH(OPMAIUU COTIACHO MTPOorpaMMe U3YUeHHS CTAOUITEHOCTH).

[Tpu nomHoM nepeHoce (TpaHcdepe) NPOU3BOACTBEHHBIX U TEXHOJIOTMUYECKUX MPOIECCOB
3asBUTENh OO0ECIEYMBAET IOJHOE COOTBETCTBUE YCJIOBHH MPOU3BOJCTBA M CHUCTEMBI
oOecrieyeHusl KadyecTBa Ha MPOU3BOJACTBeHHOM Mmiomaake B PecnyOnuke Kazaxcrtan
YCJIOBHSIM IIPOU3BOJACTBA M CUCTEME OOECIEeUeHUsl KauecTBa MPOU3BOJICTBEHHOM IUIOIIAIKU
BHe Ka3zaxcrana.

15. Ilepeperucrpanus

3asBUTENb MOJAET 3asBJICHUE HA MPOBEIECHUE AKCIEPTHU3bl JJIs MEepEeperucTpalni,
MOAAETCS 1O OKOHYAHUS JEHUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHHS.

Ha skcneprusy npu rocy1apCTBEHHOW NEPEPETUCTPALMHU JIEKAPCTBEHHOTO CPENCTBA
npousBoautensiMu Pecrybnuku Kazaxcran mpemgocrtapisitoress yactd | u I Tlepeuns
npuinoxeHuss 2 K Hactosmum [IpaBumam, 3apyO0eXHBIMH MPOU3BOJUTEISIMHU
npeaocrasistoress Moaynu 1-2 coriiacHo npuiiokeHuto 3 K HacTosuM [IpaBuiiam.



B oOmiem oTtdere mo kauecTBy mpenocTaBisieTcss 0030p MH(GOpMAaINK, CBI3aHHOU ¢
XUMUYECKUMHU, (apMaleBTUYECKUMHU U OMOJOTUYECKUMH JaHHbIMU. [JokymeHnTsl Moayns 2
OXBAaTBHIBAIOTCSI BOIPOCHI U OMHUCHIBAIOTCSI COOTBETCTBYIOUINE JAaHHbBIE, KOTOpPhIE MOAPOOHO
npeacrasieHbl B Moayie 3.

[Ipu BBISBICHUHM B XOJ€ MPOBEACHUS SKCHEPTU3BI (PAKTOB, CTABALIUX 0] COMHEHHE
JOCTOBEPHOCTh CBEJICHUM, MPEACTABIEHHBIX B Moayne 2 perucTpalmoHHOTO JOChE B
OTHOILIEHUHM KAa4eCTBA JICKAPCTBEHHOT'O IpEIapara, KCIEePTHAsT OPTaHU3alNsl 3alpaliiBacT
NOKyMeHTbl Moayis 3.

JononuurenbHo npousBoautensamu Pecnyonuku Kaszaxcran uz Yactu IV Ilepeuns
COTJIACHO MPUJIOKEHUI0 2 K HacToAmuM IlpaBunaM u 3apyO0eXHBIMU TPOU3BOIUTENSIMU U3
Mopyisa 5 corsiacHO NpUJI0KEHUIO 3 K HacTosIuM [IpaBuiiam nperocTaBIIsrOTCA:

1) oT4eThl MOCTPETUCTPALMOHHBIX KIMHUYECKUX HCCIEeTOBAaHUN 3(P(PEKTUBHOCTH U
0€30MacHOCTH B COOTBETCTBUU C TUIAHOM YIIPABJICHUS pUCKAMU;

2) mepuoANYEecKH OOHOBIISIEMBIA OTYET MO O€30MacHOCTH 3a MOCIEIHHE S5 JeT
HAXOXJICHHUS JIEKApCTBEHHOTO IMpernapara Ha ¢apMaleBTHYECKOM pbiHKe PecmyOnuku
Kazaxcran ¢ KpaTkuM ayTEeHTHYHBIM IIEPEBOJIOM C SI3bIKAa MPOU3BOAUTENS HA PYCCKUU S3BIK
OCHOBHBIX pPa3JIEeIIoB.

CHocka. ITynkr 15 - B penakuun npukaza Munuctpa 3apaBooxpanenus PK or 02.06.2023
Ne 94 (BBoauTCS B IEHICTBUE IO UCTEUEHUU JECATU KaJEHIAPHBIX JHEU MOCIE AHS €ro
HEPBOro O(PUIMAIBHOTO OMyOIUKOBAHMS).

16. BHeceHrne N3MEHEHUI B PETUCTPALMOHHOE JI0CHE

1) BHecenue M3MEHEHUN B PETUCTPAIIMOHHOE JOCHhE OCYIIECTBISETCS A0 MOJauu
3as1BJICHUSI HA NEPEPETUCTPALMIO B COOTBETCTBUM C TpeOoBaHUsMU Hactosmux [lpaBui, 3a
UCKJIIOYEHHEM MU3MEHEHHH Mo pekoMeH1auuu (hapMaKkoHa130pa U SKCTPEHHBIX OTpaHUYEHUH,
CBSI3aHHBIX C 0€30MaCHOCTBhIO NpPUMEHEHHus npenaparta. [Ipm BHeceHUM H3MEHEHHU B
peructpanmonHoe jnocke tuma IA, Ib nim Il 3asButeneM npenocTaBisieTcss NOSICHUTEIbHAS
3aMKcKa, coJeprkaiias 000CHOBaHHE HEOOXOAMMOCTA BHOCUMBIX U3MEHEHUH.

[lomaya 3asiBIeHHMS HA DKCIEPTHU3y BHECEHHUS MU3MEHEHHM B PETMCTPALIMOHHOE JOCHE
OCYILIECTBIIAETCS 3aABUTEIIEM B TEYEHUE CPOKOB, NMPENYCMOTPEHHBIX NMyHKTaMu 62 u 65
Hactosimux [IpaBuo.

2) Ilpu BHECEeHUIT M3MEHEHUH B pErucTpaIlimoHHoe Joche Trna Il:

no nyHktam b.l mpepoctaBnsercs nepedeHb aokymentoB Yactu I, II Ilepeuns (
oOHOBNeHHBIE pa3nensl | A7 - JIOKyMeHT, MOATBEPKIAIONINN Ka4eCTBO aKTUBHOTO BEIECTBA
(ceptudukar anammuza 3-X cepuil aKTUBHOW (apMmaleBTUUECKON CyOCTaHIUM OT
IpPOU3BOJUTENS, cepTU(HUKAT aHaIM3a CyOCTaHIIMM OT MPOU3BOIUTENS, cepTU]HUKAT
cooTBeTcTBUS MOHOrpaduu EBponeiickoit @apmakoneu, MpOTOKOJ aHANN3a, AHATTUTUYECKUN
NaclopT JAaHHBIE MO MU3YYEHUIO CTaOMIBHOCTU FOTOBOTO MPOJYKTa MPH JOJTOCPOYHBIX U
YCKOPEHHBIX YCIOBUSAX U3YUYEHUS! CTAOMIBHOCTHU C UCTIOIb30BAHUEM 3asIBIIIEMON CyOCTAHIINU
3a mepuoj kak MUHUMYM 6 mecsaieB.) U I C 1 - akTuBHast cyOCTaHLIMS B COOTBETCTBUU C



BHOCHUMBIMU n3MeHeHusMH) win Monyns 3 [Ipunoskenus 3 (oOHOBIEHHBIE pa3aensl 3.2.S u
3.2.P B COOTBETCTBUU C BHOCUMBIMU U3MEHCHUSIMU );

no myHnkTam b.II npegocraBnsercs nepedeHs jokyMeHToB Yactu | (0OHOBICHHBIN pa3/en
I A8 - JlokyMeHT, MOATBEPKAAONTUNA Ka4YEeCTBO I'OTOBOTO MPOJIYKTa TPEX MPOMBIIUICHHBIX
cepuii (cepTuduKar aHanu3a, MPOTOKOJ aHAIM3a), OJIHA CEPUSI KOTOPOTO COBIAJIAET C CepHUEit
oOpasia JeKapCTBEHHOTO CPEACTBA, IMOJIAHHOTO Ha PEruCTpalii0 B COOTBETCTBUMU C
BHOCUMbIMHU U3MeHeHussMH) U Il [lepeuns wnu Moayne 3 Ilpunoxenus 3 (oOHOBIEHHbIE
paznenst 3.2.P B COOTBETCTBUU C BHOCUMBIMH U3MEHEHUSIMH).

17. YckopeHnHas skcnepTu3a JEKApCTBEHHOTO CPEACTBA

[Ipu mpoBeneHnn yCKOPEHHOM IKCIIEPTU3bI HE CHUKAIOTCS TpeOOoBaHUs K O€30MacHOCTH,
KadyecTBY U 2(P(HEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB.

1) YckopeHHast sKcniepTr3a JIEKAPCTBEHHBIX CPEJICTB OCYILIECTBISAETCS MO PEHICHUIO
YIOJIHOMOYEHHOI'O OpraHa ¥ IPOBOJIUTCS B CIIy4asX:

npeHa3HAYEHUs JIEKAPCTBEHHBIX CPEACTB ISl MPOPUIAKTUKU, J€UEHUS, TUATHOCTUKHU
peaKux 3a00JIeBaAHMUI;

BO3HUKHOBEHUS U YCTPAHEHUM MOCHEICTBUUA AMUIEMUHU, NaHIEMUU UH(EKIIMOHHBIX
3a0osieBaHuM (JIEeKapCTBEHHBIE TIPEMapaThl ITUOMATOICHETHUYECKOM Teparuu, MPUMEHSIEMbIC B
AKCTPEHHBIX CUTYaIIUSIX B OTBET Ha YTPO3bI 3/I0POBBIO HaceIeHUs (MTaHIEMHUH) U BKIIIOUCHHBIC
B KJIMHUYECKHE MPOTOKOJIbI JICUCHHUS;

BOCHHBIX JICICTBUM U JINKBUJIALIMYU UX MOCIJIEICTBUI, BOSHUKHOBEHUS, TPEAYTIPEKICHUS U
JUKBUJAIMUA TOCHEACTBUI 4YpE3BBIYAMHBIX CHUTyalluil, YTpo3bl BO3HUKHOBEHHS,
pacnpoCcTpaHEHUs. HOBBIX 0CO00 OMACHBIX MH(PEKIIMOHHBIX 3a00JIEBAHUIN U JIUKBUIAIIUN UX
MOCJICACTBUH;

IpeHAa3HAUYCHUS JICKAPCTBEHHOrO Ipenapara, HHOCTPAHHOTO MPOU3BOAMUTENS, IS
TpaHc(epa TEXHOJOTHI Ha MPOW3BOACTBEHHYIO IUIOIIAJKY Ha TeppuTopuu PecnyOnuku
KazaxcraH.

2) DkcnepTu3a JEKAPCTBEHHBIX CPEJCTB, YYACTBYIOIIMX B MPOUEAYPE COBMECTHOM
npekBanudukanun BO3, ocymiecTBisieTcss B COOTBETCTBUHM C mpuioxkeHuem 8 Cepun
Texunueckux noknagoB BO3, Ne 996, 2016 r. "[Ipouenypa COBMECTHON PETUCTPALITU MEXIY
IpynIoi no npeaBapuTesbHON olleHke BecemupHoi opranu3anuu 3apaBooxpanenus (BO3) u
HAallMOHAJIBHBIMU OpPraHaMH PETyJIMPOBAHUS ISl OLEHKM M YCKOPEHHOW HAIlMOHAJIbHOU
peructpanuu (papmaneBTUYECKUX MPOAYKTOB M BaKIIMH, MPOMIEAIINX MPEIBAPUTEIHHYIO
kBanmmdukanuo BO3".

Hacrosiiee npuiokeHre pacnpoCTpaHseTcsl TakKe Ha JEKapCTBEHHbIE CPEJICTBA,
HaXO/ISAIIUECS Ha dTAre SKCIEPTHHIX padOT 0 BCTYIICHUS B CHTy HacTosux [IpaBui.

CHocka. ITynkr 17 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 04.11.2022
Ne KP JICM-128 (BBOAMTCSA B ACHCTBHUE 110 UCTCYCHUU JIECATU KaJCHIAPHBIX JTHEHW MOCie qHS
€ro NepBOro OPUIMAIBHOTO OIyOJIUKOBAHMS); C U3MEHEHUEM, BHECEHHBIM MPUKA30M



MunucTtpa 3apaBooxpanenust PK ot 14.04.2023 Ne 70 (BBOOUTCS B IEMCTBUE 110 UCTEUYECHUH

ACCATHU KAJICHAAPHDBIX JIHEH mocJje JHS €ro nepBoro O(l)I/IIII/IaJIBHOFO OHy6HI/IKOBaHI/I$I).
IIpunoxenue 5 k npaBuIam
IIPOBEICHUS DKCIIEPTU3BL
JIEKapCTBCHHBIX CPE/ICTB

IlepegeHbh OCHOBHEBIX TPeOOBaHMI K OKa3aHHIO rOCYIapPCTBEHHOH YCIIyTH
"Brigada 3aKIo49eHua 0 6e30macHOCTH, KauecTBe U 3¢ PEeKTHBHOCTH JIEKAPCTBEHHBIX CPEICTB H
MEIUITMHCKUX U371e/mii"

Cnocka. IIpunoxenue 5 - B pepakiuu npukaza Munuctpa 3apaBooxpanenus PK ot
14.04.2023 Ne 70 (BBoAMTCS B ACHCTBHE MO0 UCTCUYCHUH JCCATH KaJICHIAPHBIX THEH TOCTe THS
€ro MepBoro opuIMaILHOTO OIMyOJIMKOBAHUS).

Pecnybnmkanckoe rocynapcTBeHHOE
NpeAnpusTHE  Ha  Ipase
XO03IUCTBEHHOT O BEJICHUSA
HanmonanbHbll HEHTp 3KCHEPTU3BI
JIEKapCTBEHHBIX CpEeICTB,

1 HaumenoBanue yciayrogarens MeauuuHckux usnenuit" Komurera
MEAUIUHCKOTO u
(hapManeBTUYECKOT0  KOHTPOJIS
MuHHCTEPCTBa 3APaBOOXPAHEHUS
Pecrrybnmukn Kasaxcran (mamee —
yCIIyrojaTesnn)

1) ycnyronarens;

) Croco0wt NpenoCTaBICHUS 2) 2) BeO-mopTan "3IEKTPOHHOTO
roCyAapCTBEHHOM yCIIyTH mpaBuTenbCcTBA"  www.egov.kz  (
Jlajee — IopTa).
Odusnyeckne U 0puaHYecKue auna (
3 Ceenenus 00 yciryrormorydaTesne

Jlajiee — yCIyTromnoIy4aTelib)

JUTS JIEKApCTBEHHBIX CPEIICTB!

TIPH TOCYNAPCTBEHHON PErHCTpaui
— "e Oonee 210 (aByxcoT mecarn)
KaJICHIAPHBIX JTHEH;

npu rocyJapCTBEHHOH
nepeperucTpanuu — He 6onee 120 (
CTa JBA/IATH) KAJICHIAPHBIX JTHEHU;
NMpH BHECCHUH U3MCHCHUU B
perucTpalnoHHoe aocbe THna IA,
tuna Ib u tuna II ¢ npoBenennem
ma0OpaTOPHBIX HCIBITAaHUN — HE
6oxee 90 (meBsiHOCTA) KaJICHAAPHBIX
JTHEH;

IpH BHECEHHUH U3MEHEHUH B
pEerucTpalMoHHOe J0che THma A,
tuna Ib u tuna II 6e3 mpoBeneHus
ma00paTOPHBIX HCIBITAHUH — HE
bomee 60  (mectuuecsTH)
KaJIEHAAPHBIX JHEH;



Cpok OKa3aHMs TOCyJapCTBEHHOM
yCIyTH

Ha IPOBEJIEHUE YCKOPEHHOH
9KCIEPTU3Bl  JIEKaPCTBEHHOTO
cpenctBa — He Oosee 70 (
CEeMMJIECSITH) KaJICHAAPHBIX JHEH.
9KCIEPTH3a JIEKAPCTBEHHBIX CPEACTB
, YYacTBYIOIIMX B IpoLexype
COBMECTHOW mpeKBaIn(UKALUU
BO3 — He 6onee 90 (meBsiHOCTO)
KaJICH/IapHBIX JHEH;

JUTSL MEZMIIUHCKUX U3/IENnit:

IIPU TOCY/IapCTBEHHON PErucTpanu,
nepeperncTpanun kiacca 1 u kiacca
2a, TpeOyomux IPOBEACHHS
1a00paTOPHBIX HCIBITAHUH — HE
6omnee 90 (neBSHOCTA) KAJICHJAPHBIX
JTHEH;

IIPU TOCYIapCTBEHHON PErHCTpaLyH,
nepepeructpauun kiacca 20 (c
MOBBIIIEHHONW CTENEeHBI0 pUCKA) U
kiacca 3 (C BBICOKOH CTENEeHBIo
pucKka), TpeOYIOMHX IPOBEACHUS
71a00paTOPHBIX HCIBITAHUH — HE
6omnee 100 (cta) pabounx mHEH;

MIPU TOCYIapCTBEHHOM PErucTpanu,
NIEPEPETUCTPALIMT  MEIULIUMHCKOTO
u3aenus, He Tpedylomero
npoBeAeHUsT  J1abopaTopHBIX
WCTIBITAaHUH HE3aBHCHMO OT KJlacca —
He Oomee 90 (meBsiHOCTA)
KaJIEHAAPHBIX JHEH;

Ipy BHECEHWH W3MEHEHHH B
perucTpanuoHroe jgocke (0e3
npoBeAeHUsT  J1abopaTopHBIX
ucnelTaHuil) — He Oonee 60 (
IIECTHUIECATH) KaJICHAAPHBIX THEH;
IpU BHECEHHH W3MEHEHHH B
peructpanuonHoe gocke (¢
MpoBeJIeHnEM  J1ab0paTOPHBIX
ncnpITaHui) — He Oomee 80 (
BOCBMH/JIECATH) KaJICHIAPHBIX JTHEH;
IIPYU YCKOPEHHOM 3KCIEpPTU3E — HE
6onee 30 (Tpuauati) paboynx AHEH;
MakcuMaJbHO JOIYCTHMOE BpeMs
OXuaaHusg Jd cJadyu I1akeTa
JIOKYMEHTOB - 15 MuHYT;
MakcuMabHO JONMYCTHMOE BpeMs
00CITyKMBaHUS YCIIyTONOIy4aTessl —
30 MUHYT.

VYcaoBuss  IPHUOCTAHOBICHUS
OKa3aHUsl yCIyTH:

B cpokn mpoBeneHHS IKCIEPTH3HI
JIE€KapCTBEHHOTO CpEeACTBa,



®dopMma oKa3zaHUsl roCynapCTBEHHOU
yCIyTu

Pesynbrar
rOCYJIapCTBEHHOU YCIIYTH

OKa3aHusa

MEIUIMHCKOTO M3JENUsI HE BXOMIST
CpOKHU:

1) NpeaoCTaBICHUS
yCIyronoxyyaresieM JOKYMEHTOB U
MaTepuajIoB IO 3arpocy Ha JIO0oM
U3 DTAIlOB HKCIEPTH3BI
paccMOTpeHHUe yCIyroiaTeiem;

n #ux

2) opraHuzalnuy W TPOBEACHUS
(hapManeBTHUECKOH WHCIIEKIINH,
MHCIIEKIIMN MEAUIIUHCKOTO U3/IeNNS;
3) opraHM3alMM U IPOBEIEHUS
OKCIIEPTHOTO COBETA;

4) COrjJacoBaHUs
YCIIyromoayJdaTeaeM
JIOKYMEHTOB.

HUTOTI'OBBIX

DJeKTpoHHas
aBTOMaTU3UpOBaHHas1) (OyMakHas)

(4acTUUHO

Jns neKkapCcTBEHHBIX CPEJNCTB:
Brigaua
0€e301acHOCTH,
3¢ (HEeKTHBHOCTH  JICKAPCTBEHHBIX
cpencts mo (¢GopMaM COTIacHO
npunoxkenusm 14, 15 x Ilpasunam
MPOBECHUS SKCTIEPTH3HI

JIEKapCTBEHHBIX CPEJICTB,
MOTHBHPOBAHHEII OTBET 00 OTKa3e B
OKa3aHHUU T'OCYNapCTBEHHOU YCIyru

3aKJIIYCHUA ()
Ka4CCTBC n

6o

B Cly4asXx U IO OCHOBAHHUSIM,
HOpPEeNyCMOTPEHHBIM IIyHKTOM 10
HAaCTOSIIETO TEPEYHsT OCHOBHBIX
TpeOOBaHMIA.

®opma BblIaYa pe3yabTaTa

OKa3aHUsI FOCYAapCTBEHHON YCITyTH:
3JEKTPOHHAsT YCIOBHE BBIAAYH
pesynbpTarta
rOCyAapCTBEHHOU yCIIyTH:

OKa3aHusda

Uepes yciyronarens
JIIst METUIIMHCKUX W3IEIIHM:

Brinaua 3aKJIYEHUS o
0€30MacHOCTH, KadecTBe H
3¢ HEKTUBHOCTH  MEIUIUHCKHUX

nu3zenuii mo (¢opMaM COrJIacHO
npuwioxeHusm 12, 13 k [IpaBunam
MpOBEACHUS 3KCIEPTHU3HI

MEIUIIMHCKUX HU3JEIHH,
MOTHBHPOBAHHBIN OTBET 00 OTKa3e B

1160

OKAa3aHHUU I'OCYNapCTBEHHOU YCIyru
B Cly4asXx U IO OCHOBAHHUSIM,
OpPEeNyCMOTPEHHBIM IIyHKTOM 10
HAaCTOSIIETO TEPEYHsT OCHOBHBIX
TpeOOBaHMIA.

®opma BblIaYa pe3yabTaTa

OKa3aHUsI FOCYAapCTBEHHON YCITyTH:



Pazmep omiarsl, B3UMaeMoOu ¢
yCIIyronoayvaTeias HOpH OKa3aHUU

rOCyJapCTBEHHON yCIyTH, W
croco0Bl €e B3MMaHMS B CIydasXx,
NpeayCcMOTPEHHBIX

3aKOHO/ATENbCTBOM PecmyOmuku
Kazaxcran

I'padux paboTs! yemyronaTens

OyMakHas.
VYcnoBue BbIJAYM pe3yibTaTa
OKa3aHUsI TOCYAapCTBEHHON YCITyTH:
UYepes yciyronartens

YcnoBue XpaHeHUs yCIyroaareiem
HEBOCTPeOOBAHHBIX B  CPOK
JOKYMEHTOB:
Ipu HE oOpameHuun
YCIyTOOTydaTelis 3a pe3yIbTaToM
TrOCyNapCTBEHHOH yCIyru B
YKa3aHHBIA CpPOK, YCIYyroJareib
obecrneynBaer XpaHeHue
3aKIIIOYEHUST O 0e30MacHOCTH,
3 pekTUBHOCTH
JEKapCTBEHHBIX CPEACTB M|
MEIULIUHCKAX U3IENUil B TCUCHUE
180 (cra

KaJICHIAPHBIX THEU

Ka4€CTBC U

BOCBMUJIECATH)

Omnnara,
YCIYTOIOMyYaTenst MpH OKa3aHWU
rocylapCTBEHHOM yCIyTH,

YCTaHABJIMBAETCS B COOTBETCTBUU C

B3nuMacMmasn C

NpeWCKypaHTOM  yCIyroJaTels,
yCTaHaBJIUBAaCMBIi
YIOIIHOMOYEHHBIM OpPraHOM II0
COTJIACOBAHUIO C aHTHMOHOTIOJIHHBIM
OpPraHOM B COOTBETCTBHH C ITyHKTOM
2 crateu 239 Kogekca PecnyGmmku
Kazaxcrtan "O 310poBbe Hapona u
CHUCTEME 3]paBOOXpaHEHHs" U
OCYILECTBIIIETCS. B OE3HAIMYHON
dhopme pacYeTHBIN
yCITyromaTens

Ha CUucT

1) ycnyromaresnst — ¢ OHEEIbHUKA
no naTHULY, ¢ 9.00 no 18-30 gacos ¢
nepepeiBoM Ha o0en ¢ 13.00 mo
14.30 gacoB, KpoMe BEIXOAHBIX H
Mpa3gHUYHBIX JHEN cornacHo Tpyno

BOMY Kojekcy Pecmy6iumku
Kazaxctan (mamee — Tpynosoit
KOJICKC).

2) mopTana — KpYIJIOCYTOYHO, 3a
UCKJIIOUEHHEM  TEXHUYECKUX

NIEPEPHIBOB B CBSI3H C NMPOBEICHHEM
PEMOHTHEIX paboT (pu oOpameHnn
YCIIYTOIONydaTes
OKOHYaHHUsl pabodero BpeMeHH, B

mocCJe

BBIXOJHBIE W TPAa3IHUYHBIE JTHH
cornacHo TpymOBOMY KOJEKCY
MpueM 3asBIIEHHUs ¥ BbIjaua

pe3yiabpTaTa OKa3aHu:da



rocyaapcTBEHHOM YCIyTH
OCYULIECTBJIACTCA  CIEAYIOLINM
pabounm THEM).

3) VYcmoBue o0OCTyXUBaHUA
yCIIyromaTeaeM:
T'ocynapcTBenHas yciyra
OKa3bIBAaCTCSI B IOPSIIKE OUYEPEnH,
0e3 mpenBapuTeIbHOM 3amucH, 0e3
YCKOPEHHOT'0 00CITYKHBaHHSI.
Anpeca MECT  OKa3aHWUs
rocyJapCcTBEHHOH yciIyru
pa3MelleHb! Ha:

1) uHTEpHET-pecypce ycIyroaareis
- www.ndda.kz;

2) moprane www.egov.kz

K YCIIyroJaTelo:

1) 3asBneHHEe Ha TMPOBEICHHE
OKCTIEPTHU3bl  JIEKAPCTBEHHOTO
cpenctsa 1o QopMe CcOriacHo
npunoxenuto 1 x IlpaBunam
HpOBEIECHUS 9KCIEPTHU3HI
JIEKapCTBEHHBIX CPEJCTB, 3asIBIICHNE
Ha TIPOBEIEHHE 3KCIEPTHU3HI
MEIULHUHCKOTO U3JeNnus Ha
AJIEKTPOHHOM HOCHTEJE 1o (opme
COrJIaCHO MpUJOXKEeHUuI | K
[TpaBuiiam npoBeeHHs SKCIEPTU3HI
MEIUIMHCKHUX U3EIIHH;

2) peTHCTpallMOHHOE JI0Che
JIEKapCTBEHHOTO CpEeACTBa,
CoAepKalee MaTepuansl U
JOKYMEHTBI M0 (OopMe COIJIacHO
npunoxenuto 2 kx IlpaBunam
MpOBEJCHUS 9KCIEPTHU3HI
JIEKapCTBEHHBIX CPEJICTB IS
npom3BoguTeneit  PecmyOmmku
Kazaxcran wimm B ¢popmate Obmero
TEXHHUUYECKOTO JOKYMEHTa 110 (opme
COTJIACHO MPUJI0XKEHUI 3 K
IIpaBunam npoBeaeHUs IKCIIEPTURHI
JIEKapCTBEHHBIX CpEACTB,
perucTpanuoHHOE J0Che
MEIWLIHUHCKOTO H3JAenus Ha
371EKTPOHHOM HOCHTEIE,
coAcpKaliee MaTepuanbl |
JIOKYMEHTBI 10 (pOpMeE COrJIacHO
npunoxeHuto 2 kx IlpaBunam
HpOBEIECHUS 9KCIEPTHU3HI
MEIUIMHCKUX U3EIHH;

3) oOpasIibl JIEeKapCTBEHHBIX CPEJICTB
, MEAWOWHCKHX u3Ienuil (3a
UCKJIIOUEHHEM  MEJIUIUHCKHUX
W3JEeNuH, ABIIOMNXCS anlapaTaMy,



IlepedyeHb TOKyMEHTOB U CBEICHHUI,
HCTPeOyeMBIX Yy yCIyTOMmoIydaTels
JUTSL OKa3aHUS TOCYIapCTBEHHOW
YCIIyTH

npubopamu, 000pyJOBaHHEM),
CTaHIapTHBIE 00pa3Lbl XUMUYECKUX
BEIIECTB, CTaHAAPTHBIE OOpa3LBI
OMOJIOTHYECKHX  IPEerapaTos,
TECT-IITaAMMbl MHKPOOPraHU3MOB,
KYJIBTYp KIJIETOK, cHenu(puiecKkux
peareHTOB, PaCXOIHBIX MaTepHaJIOB,
HEO0OXOAMMBIX TSt
BOCIIPOU3BOAMMOCTH  METOJUK
1a00paTOPHBIX HUCHBITAHUH B
KOJIMYECTBAX, JOCTaTOYHBIX I
TPEXKpaTHBIX  J1ab0paTOPHBIX
UCTIBITAHUH C OCTaTOYHBIM CPOKOM
roJHOCTH He MeHee 9 (neBsATH)
MecsIIeB (32 HCKIIOYEHHEM CIIy4acB,
He TpeOyIomuX MpPOBEACHUS
7m1a00paTOPHBIX UCTIBITAHUH);

4) JOKYMEHTa,
MOATBEPKAAIOIIETO
YCIIyromoyy4aTesieM CYyMMBbI JUIs

KOIHIO
omiaTy

MIPOBEJCHUS IKCIIEPTU3BL.
Ha MopTaL:

1) 3asBeHUE B SJIEKTPOHHOM BHJIE
Ha TPOBEJIEHHE OKCIEPTU3HI
JIEKapCTBEHHOTO CPEZCTBA 10 opMe
COTJIACHO MPWIOXKEHHI0 1 K
[TpaBuam npoBeeHHUS SKCIIEPTU3HI
JIEKapCTBEHHBIX  CPEJCTB,
npoBeJcHUE 9KCIIEPTHU3BI
MEIUIMHCKOT0 M3/eNus 1o (Gopme
COTJIaCHO NpPWIOXKEHHIO 1 K
[IpaBuiam poBeAEHUS SKCIEPTU3EI
MEIUIMHCKUX U3EIHH;

2)  SJIEKTPOHHYIO
pEerucTpanuoHHOTO
JI€KapCTBEHHOTO
cojepiKallee
JIOKYMEHTBI 10 (hOpME COTJIacHO
npunoxenuto 2 kx IlpaBunam

Ha

KOTIHIO
JIOCHE

CpeacTBa,

MaTtepuagbl U

MpOBECHUS JKCTIEPTH3HI
JEKapCTBEHHBIX CPEACTB  JJIA
npou3BoguTeneii  PecrmyOmuku

Kasaxcran wiu B ¢popmare OOriero
TEXHUYECKOTO JOKYMEHTa 10 (popme
COTJACHO TPHIIOKCHUID 3 K

[TpaBuiiamM NpoBeCHHS SKCIEPTU3BI

JI€KapCTBEHHBIX CpencTB,
3JIEKTPOHHYIO KOIHIO
PEerUCTPAalHOHHOTO JI0Che

MEIUIUHCKOTO U3JENHsl COIJIACHO
npunoxeHuto 2 kx IlpaBunam
HpOBEIECHUS JKCTIEPTHU3BI
MEIUIMHCKUX U3EIHH;



3) o0pasiibl IEKapCTBEHHBIX CPENICTB
, MEIWUINHMHCKHX  W3JCIUMH,

CTaHIAPTHHIC 00pasimsl,
crenuuIecKue peareHThI,
pacxoaHbie MaTepHuabl,
HEO0OXOAUMBIC JUI ST

BOCIPOU3BOJIMMOCTH  METOJUK
nabopaTOPHBIX  HCIBITAHUMH,
3asBUTENb NpenocTasisier B LleHTp
o0ciTy)KMBaHUS 3asiBUTENCH (maree —
HO3) ycnyrogarenst B KOMHYECTBAX,
JIOCTATOYHBIX JUISI TPEXKPAaTHBIX
UCIIBITAHUIA C OCTATOYHBIM CPOKOM
TOJHOCTH HE MeHee 9 (IeBsTH)
MecsLeB (3a UCKITIOYEHHEM CITydaceB,
He TpeOyomMuX MNpoBEACHUS
1m1a00paTOPHBIX UCTIBITAHUH);

4) 3JIeKTPOHHYIO KOIHIO JOKYMEHTA,
MOATBEPKAAIOIIET0  OIUIATY
YCIIyromoJIy4aTesieM CYyMMbl JUIs
NpoBeJeHUs dKcnepTH3bl. CBeaeHus
0 JIOKyMEHTE, YJIOCTOBEPSIOIIEM
JUYHOCTb, JHOO 3JIEKTPOHHBIN
JIOKYMEHT H3 cepBHca HU(POBBIX
JIOKYMEHTOB (ISl WIACHTU(UKAIIIH)
0 TOCyIapCTBEHHOW peructpanuu (
MepeperucTpalym) OPUANIECKOTO
Jauuna,  CBUAETENbCTBA O
roCy/lapCTBEHHOH perucTpanuu
3asIBUTENA B KayecTBe
HHJAUBUAYAIbHOTO
MpeANPUHUMATEIISI, COICPIKALIMECS B
rocyJaapCcTBEHHBIX
nH(POPMALlMOHHBIX  CUCTEMaX,
rocy/apCcTBEHHasi  AKCIEpPTHAs
OpraHu3amusi IOoJy4aeT H3
COOTBETCTBYIOIIAX
rocynapCcTBEHHBIX
MH(POPMALIMOHHBIX CHUCTEM 4epe3
103 "3JI€KTPOHHOTO
MIPaBUTENILCTBA".
Ycnyronoaydarenb JaeT corjiacue
Ha HCIOJIb30BAaHUE CBEJICHUH,
COCTABJISIIOIINX  OXPaHIEMYIO
3aKOHOM TaliHy, COJEpIKAIIUXCS B
MH(QOPMAIMOHHBIX CHUCTEMaX, MpU
OKa3aHUH TOCYJapCTBEHHBIX YCIYT,
eCIM HMHOE He MpPeryCMOTPEHO
3akoHamu Pecny0Oimku KaszaxcraH.
[MoaTBepkaeHNEM  IPUHATHS
3asBJIEHUS] HAa OYMa)KHOM HOCHTeIe
SBIISIETCS. OTMETKAa Ha €ro KOIHHU O
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OcHoBaHuUS 175 OTKa3a B OKAa3aHWUU
rocylapCTBEHHOU yCIIyTH,
YCTaHOBJICHHBIE 3aKOHOJIaTEILCTBOM
Pecnyonmku Kazaxcran

peructpanuu B 1103 ycnyronatens ¢
yKa3aHHWEeM JaThl ¥ BpEMEHH IIpHeMa
MaKeTa JOKyMEHTOB.

1) ycraHOBIIEHHE HEIOCTOBEPHOCTH
JIOKYMEHTOB, TPEJCTAaBICHHBIX
YCIIYTONOJIydaTeneM JUIsl TTOTydeHUS
TOCYAapCTBEHHOHN yCITyTH, U (WLITH)
JAHHBIX (CBEICHHI), COMEPKAIUXCS
B HHX;

2) HECOOTBETCTBHE
ycayromogydareas W (W)
MMpEaACTaBJICHHBIX Marepualiosn,
00BEKTOB, JaHHBIX U CBEIEHUII,
HEOOXOMMMBIX IS  OKa3aHHs
rocy/1apCcTBEHHOU YCIyTH,
TpeboBaHmsM [IpaBun mpoBeneHHus
9KCIEPTU3Bl  JIEKAPCTBEHHBIX
CpCACTB U MCIUITUHCKUX PIS]IGHI/Iﬁ;
3) B OTHOIICHUH yCIYTOMOIyYaTems
MMEETCs] BCTYIUBIIEE B 3aKOHHYIO
culy pelieHue (IPUTroBOp) cynaa o
3aNpemeHny JesITeIbHOCTH HIIN
OTIENBHBIX BHJIOB JEATEIBHOCTH,
TpeOyrouIux MOJIyYeHUS
OTIpeNIeIeHHONH TOCYapCTBEHHOM
YCIIYTH;

4) B OTHOILICHUHU YCIyTOTOTyYaTess
MMEETCs] BCTYIUBIIEE B 3aKOHHYIO
CHITy peIlIeHHE CyJla, Ha OCHOBaHHHU
KOTOPOT'0 YCIIYrOHOIy4YaTeNb JUICH
CHEHATBHOTO IPaBa, CBA3aHHOTO C
MOJyYeHHEM TOCYAapCTBEHHOM
YCITyTH.

VYceayromonydarens 3aKiIiOYaeT ¢
ycmyromaTeiaeM — OTOBOp Ha
MPOBEACHUE DJKCHEPTHU3BI U
MPOU3BOJUT OILIATY B COOTBETCTBUH
C TIpEeHCKypaHTOM YCIyTrojaTes,
yCTaHaBJIUBaEMbIM
YIOJIHOMOYCHHBIM OpPTaHOM  II0
COIIACOBAHHIO C AaHTUMOHOIIOJIBHBIM
OpPTaHOM B COOTBETCTBUU C ITyHKTOM
2 crateu 239 Konmekca.
[MorHOMOUYHS  TpeACTaBHUTENS
yciyromnonydaresns oQopMIIIIOTCs B
COOTBETCTBHH C TpakIaHCKUM
3aKOHOJIATEIILCTBOM PecmyOnuku
Kazaxcran.

JIist mony4eHus: rocyaapcTBEHHOMN
YCIIyTH 49epe3 MOopTall HeoOXOIMMO
Hanuuue DI

VYenyromonydaTtens  IOTyYaeT
HHPOPMAIHIO O TIOPSAKE U CTaTyce



Wnble TpeOoBaHUS C YYETOM  OKazaHHs I'OCYJapCTBEHHOW YCIyTH

ocobeHHOCTEH OKa3aHUs B PEXHME YAAJCHHOIO JOCTYyIa

TOCYapCTBEHHOM yCITyTH MOCPEACTBOM "IIMYHOTO KaOwHeTa"
WHQOPMAIIMOHHOW  CHCTEMBI
yCIyromatens, a TaKkxKe eIHHOTO

11

KOHTaKT-IIEeHTpa [0 BOIpOCaM
OKa3aHUsI TOCY1apCTBEHHBIX YCIIYT.
YcnyronaTens mpu HEOOXOJUMOCTH
3alpamuBacT y yCIyromoIyqaTels
Pa3bsACHEHUS WIN YTOYHCHHUS IO
KOHKPETHBIM TOJOXCHUSM B
MPEIOCTABIEHHBIX IOKYMEHTaX H
MaTepualiax perucTpanroHHOIO
JIOChE.

[Tepenucka ocyuiecTBisieTCs MyTeM

(opMUpOBaHHS  3JIEKTPOHHOTO

JIOKyMEHTa 4epe3 HH(HOPMALMOHHYIO

CHCTEMYy YCIyrojaTeds WJIH Ha

OyMmaxHbIX HOocHTesx depe3 1103

yCIryromaTens.

EnuHbpli  KOHTAaKT-UEHTP IO

BOIIpOCaM oKa3aHus

rOCyJapCTBEHHBIX ycuyr: 1414

[Tpunoxenne 6
K IIpaBHJIaM IIPOBEICHUS

9KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

dopma
VBenomnenue 00 oTkase B opueMe NOKyMCHTOB

CHocka. [Ipunoxenue 6 - B perakuuu npukasa u.0. Munucrpa 3apasooxpanenus PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B AEWUCTBHE CO JHS €ro MEPBOTO ODHUIIMATHLHOTO
OITyOJIMKOBAHU).

PykoBoacTBysice nynkTom 2 ctathu 19-1 3akona Pecniyonuku Kazaxcran
"O rocynapctBennbix ycayrax', PI'TI na ITXB "HanmoHanbHbIi HEHTP 3KCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX u3aenuil" KoMurera MeIUIIMHCKOTO
1 (hapMareBTUYECKOro KOHTPoJis MuHucTepCcTBa 3/ipaBooxpaneHus Pecyonuku Kazaxcran
OTKa3bIBAET B IIPUEME IOKYMEHTOB Ha OKa3aHUE rOCYJapCTBEHHOU YCIyTH
"Brimava 3akmoueHus 0 0€30MacHOCTH, KauyecTBE U dP(HEKTHBHOCTH
JIEKapCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3JEIUN" BBUY:

1) ;
2) ;
3)

®.1.0 (mpu ero Hanuuun) (YIOTHOMOYEHHOTO paOOTHHUKA yCITyTOAaTENsI
10 MpUEMYy JOKYMEHTOB) (TIOJIIUCH)
Ucnonuurens: ©.M.0 (npu ero HaaIu4um)




Tenedon

20  ron

Or4eT Ha9AIBHOM 3KCIEPTH3HI JIEKAPCTBEHHOTO CPEACTBA

ITpunoxenue 7

K IIpaBuJIiaM MMPOBCACHUS

OKCIICPTU3BL

CHocka. [Ipunoxenue 7 - B perakuuy npukasa u.0. Munucrpa 3apasooxpanenus PK ot
20.12.2021 Ne KP JACM-131 (BBOAMTCS B JIEUCTBHE CO JHS €r0 MEPBOTO OPUIIMATHLHOTO
OITyOJIMKOBAHUA).

1. IIpoBeneHa HavasbHAs SKCIIEPTH3A JIEKAPCTBEHHOTO CPEICTBA

1)
2)

@®.1.0. (mpu ero HAIWYIMK) IKCTIepTa

I[OJ'DKHOCTB JKCIIepTa

2. Madopmarus o JIeKapcTBEHHOM CpPE/ICTBE

)
2)
3)
4
5)
6)
7)

3. YnakoBka

Ne

D)
2)

Howmep u nara 3asBku

ToproBoe HauMeHOBaHHE IIpeapaTa

MexyHapoiHOe HelaTeHTOBaHHOE Ha3BaHue (nanee — MHH)

JlexapcTBenHas popma
Jo3upoBka
Konnenrpanus

Crioco6 BBeaCHHS

Bun ymakoBkm (mepBHuHas,

HanMeHoBaHuE ynlakoBKH
BTOPUYHAS)

4. laHHBIE O IPOU3BOUTENE

Ne

2.1
2.2

Tun opranu3anyy WK y4acToK
HanmMenoBanune opranuzanuu

MIPOU3BO/ICTBA

[IpousBonurens

VYmakoBIIUK

IlepBuunas

Bropuunas

IIpousBonurens,
OCYIIECTBISIOMUN KOHTPOIb
Ka4ecTBa

IIpousBonurens,
OTBETCTBEHHBIH 3a BBIITYCK
cepuii

Jepxarenb perucTpaluOHHOIO
YAOCTOBEPEHHSA

5. [Mopsinok oTmycka

O0beM

Crpana

KonnuecTBo
eIUHUIl B
YIaKOBKE

IOpuanaeckwii
azpec



[]

1) YcnoBus oTmycka:(He00X0AUMOE OTMETHTD) 110 peLenTy

[]

6e3 perenita

6. B Peciybnuke Kaszaxcran mox yka3aHHBIM TOPTOBBIM HaWMMEHOBAHHMEM paHEE 3aperdCTPHUPOBAH IIPYrou
JIEKapCTBEHHBIN MpemnapaT ¢ IPyruM COCTABOM aKTHBHBIX BEIIECTB

[]

HCT

[ ]

na

1)

7. O1neHKa MOTHOTHI, KOMIJIEKTHOCTH PETHCTPALMOHHOTO JOCKE U MPABUIBHOCTH O(POPMIICHHS PEACTAaBICHHBIX

[ ]

JIOKYMEHTOB

Jlocke chopMupoBaHO MO pasaenaM, CTPaHHIIbI
1) IIPOHYMEPOBAaHbl, OMNUCHh JOKYMEHTOB
COCTaBIIEHA

Ja
Kommext JOKYMCHTOB  COOTBETCTBYCT HET

2)
YTBEPXKIAECHHOMY IEPEYHIO I:I
Ja

Hanuune nBeTHBIX MaKeTOB YHAKOBOK M (aKT
3aBEpCHUA ux NOoANUCHIO 3adABUTCIIA,
COOTBETCTBHE YNAKOBKH JIEKAPCTBEHHOTO
npenapara cornacHo [IpaBuiaM MapKUpPOBKH
JICKAPCTBEHHBIX CPEACTB M MEAMIHUHCKUX
3) W3MEM, YTBEPKICHHBIM NTpUKa3oM MuHucCTpa
3npaBooxpaneHus PecryOmmku Kasaxcran ot
27 suBaps 2021 roma Ne KP JCM-11 (
3aperucTpupoBaH B Peectpe rocynapcTBeHHON Ha
PEruCTpalluid HOPMAaTUBHBIX MPABOBBIX aKTOB
nog Ne 22146) (nanee - [IpaBuiia MapKHpOBKH).

[ ]

Texct MapkupoBKH 00pa3loB MaKeTOB
4) YIaKOBKH, 3TUKETOK, CTUKEPOB COOTBETCTBYET
[IpaBunam MapKHPOBKH.

8. O1eHka cocTaBa JEKapCTBEHHOTO IpernapaTa

[ ]

Hanuuue B cocTaBe JIeKapCTBEHHOTO Mperapara
N HET
1) 3alpelIeHHBIX KpacuTeJed u  JIpyrux
BCIIOMOraTCJbHbIX BEUICCTB

na



[]

Hanunuue B cocTaBe JIeKapCTBEHHOT'O Npemapara
2) BEIIECTB, MOIYYEHHBIX U3 KPOBH, OPTAHOB M et
TKaHeH uesloBeKa U KUBOTHBIX

[]

D=
[

Hanuune B cocraBe HAPKOTHYECKHX CPEACTB,
3) TICUXOTPOITHBIX BEIIECTB U MPEKYpPCOpoB (Tpu
HAJIMYKMU yKa3aTh Ta0nuiry, HO3UIIUIO)

HERE

a

=

9. OueHKa Ha3BaHUS JIEKAPCTBEHHOTO TIpeNapaTa Ha MPeAMET OTCYTCTBUS B HEM:

[]

CXOACTBO C paHee 3apCeruCTpupoOBaAHHBIMU
1) JICKapCTBCHHBIMHU IMperapaTaMu MU CJIOB C
HC6Har03By‘IHLIMI/I BBIPDAKCHUSIMHA

T

€T

[]

a

)=

[]

CIHOCOOHOCTH BBECTH B 3a6J'Iy)KI[eHI/IG

. HET
2) OTHOCHTENILHO UCTUHHOTO COCTaBA U JeHCTBUS
npemnapara I:I
na

[]

cxoactea MHH u (wim) cXomHble ¢ HUMH
3) Ha3BaHHUS IUII JICKAPCTBEHHOTO Ipemapara
JIPYroro XMMHUYECKOI'0 COCTaBa WK JEHCTBUS

HCT

[]

Ja
10. Ouenka cBeeHui 0 papMaKOIOTHIECKOM ACHCTBUH JIEKapCTBEHHOTO Mperapara

CoOTBETCTBUE CTPYKTYpPHl M O(QOpMIICHHS
WHCTPYKIHH N0 MEIUINHCKOMY HPUMEHEHHIO
JIEKapCTBEHHOI'0  Ipernapara  IOpSIKY
cocTaByieHUs ¥ 0()OpMIICHHSI MHCTPYKIMH TI0
MEIUIMHCKOMY MPUMEHEHHIO JIEKApPCTBEHHBIX

1) CPEeACTB M MEIWIWHCKUX W3ACIUi, oO0mein
XapaKTepUCTUKE JICKApCTBEHHOI'O CpEACTBa
ONpeAesieMOro YIOJHOMOUYEHHBIM OpPraHOM B
COOTBETCTBUM € NyHKTOM 4 cratbu 242
Kogexkca "O 3m0poBbe Hapoga M CUCTEME
31paBOOXpaHeHus".

11. OueHka HOPMAaTHBHOTO JOKYMEHTA [0 KOHTPOIIO KayecTBa U 0€30MaCHOCTH JIGKaPCTBEHHOTO CPEICTBA

CoOTBETCTBUE CTPYKTYphl HOPMAaTUBHOIO
JIOKyMEHTa TI0 KadecTBY M O€30IIacCHOCTH
[TpaBunam pa3pabOTKH TNPOHU3BOIUTENEM
JIEKAPCTBEHHBIX CPEACTB U COTJIacOBaHHS
rOCYJapCTBEHHOM DKCIEPTHOW OpraHu3aluel
HOPMAaTHBHOI'O JIOKYMEHTa II0 KaudeCTBY
JICKaPCTBEHHBIX CPEIACTB IIPU IKCIIEPTU3E

)

JICKAPCTBCHHBIX CPEACTB, YTBCPKACHHOI'O MMPHUK



azoM  MuHHCTpa  3paBOOXpaHEHUs
Pecrry6mmku Kaszaxcram ot 16 ¢espans 2021
roga Ne KP ICM-20 (3apeructpupoBaH B B
PeecTtpe rocynapcTBEHHOM perucTpauuu
HOPMATHUBHBIX MPABOBHIX aKTOB Mo Ne 22228).

11. 3akmro4ycHU:

OTKa3aTh B JanbHeime#dl skcmepTuse (c
000CHOBaHHEM)

1)
2) MPOJOJIKHUTH SKCTIEPTUIY

PykoBoauTens CTpyKTYpHOrO OApa3IeICHUS

noanuck ®.MN.O (npu ero HaIMYKH)
DKcnepT
noanuck ®.MN .O (mpu ero HAIMYUN)

JlaTa

[Ipunoxenne §
K IIpaBuJIaM IMPOBCIACHUA
OKCIIEPTU3LI JICKAPCTBCHHBIX CPCIACTB

dopma

OTtuer Ha9AITLHOM 3KCTIEPTHU3H H3MEHEHHI, BHOCHMBIX B PETHCTPAIIMOHHOE JIOCHE
JIEKapCTBEHHOI'O CPEJICTBA

CHocka. [Ipunoxenue 8 - B pegakuuu npukasa u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOAMTCS B ACHCTBHUE CO JIHS €ro MEpBOro opUIMaIbHOTO
OITyOJIMKOBaHUA).

1. IIpoBeneHa HauyanbHasl 3KCIEPTH3a W3MEHEHWI, BHOCHMBIX B PETHCTPALIMOHHOE JOCHE JIEKAPCTBEHHOTO

cpencraa
1) ®.1.0. (pu ero HaNM4MM) HKCIIepTa
2) JlomKxHOCTB 3KCTIepTa

2. 3asBIICHHBIC N3MEHCHUS SIBIISIOTCS:

Vka3aTsp
tina I: tTuma I A, tumma I b BHOCHMEIC
N3MCHCHUA

YkazatTs
Tuma II BHOCHMEIE
H3MEHEHUS

3. adopmarnus o JIeKapCTBEHHOM CPEJICTBE

1) Howmep u nara 3aaBku

2) Toprosoe HaMEHOBaHUE Ipenapara

3) MexayHapoIHOE HETAaTCHTOBAHHOE Ha3BaHUE
4) JlexapcTBeHHas popma

5) Jlo3zupoBka

6) KonnenTparus

7) Crnioco0 BBemeHUS



8) OpraHu3anus-npou3BOANTENb
9) Ne perucTpaioHHOTO YIOCTOBEPEHHUS
4. YnaxoBka

Bun ymakoBku (

HaumenoBanue
Ne mepBUYHAS, O6pem KonngecTBo equHUI] B yIIaKOBKE
YIIaKOBKH
BTOPHYHA)
)
2)
5. JlaHHBIE O IPOU3BOAUTENE
Twun
opranu3zauuu win HauMmeHoBaHue N
Ne Crpana IOpunnueckuii anpec
y4acTOK OpraHu3alun
MIPOU3BOJICTBA
1. [IpousBonurens
2. YnaxkoBITHK
2.1 [lepBuunas
2.2 Bropuunas
IIpoussoaurens,
3 OCYIIECTBIISFOLIH
' H  KOHTpOJIb
Ka4yecTBa
IIpousBoaurens,
4. OTBETCTBEHHBIN
3a BBIITYCK cepuit
Jepxartenp
s PETUCTPALIMOHHO
’ r o
YIOCTOBEPEHHUS
6. [TepedeHb BHOCUMBIX H3MEHEHUI
HaumenoBanue
1) Crapas penakius HoBas pemaxiust
JIOKyMEHTa

7. OuieHKa MOTHOTHI, KOMIUIEKTHOCTH PETHCTPAIIOHHOTO JOChE ¥ MPABIIBHOCTH O(OPMIICHUS MTPEACTABICHHBIX

JOKYMEHTOB

Jlocwke chopMupOBaHO O pa3zaesam,
1) CTPaHMIBI IPOHYMEPOBAHBI, OHCH
JIOKyMEHTOB COCTaBJICHA

Komnnexkt JOKYMEHTOB
2) COOTBETCTBYET YTBEpKICHHOMY
MepeyuHIo

na
HET
na

8. 3akmroucHue:

OTKa3aTh B JalibHEUIIEH dKCIIEPTU3E
(c obocHOBaHKEM)

)]



2) MPOJOJIKHUTD SKCIIEPTUIY

PykoBoauTtens CTpyKTYpHOrO OAPA3ICIICHUS

noanuck ®.MN.O (npu ero HaIMYKH )

DKcnept

noanuck ®.MN.0 (npu ero HaIMYKM)

JlaTa

[punoxenne 9
K TIpaBUJIaM TIPOBEICHHS SKCIIEPTH3bI
JICKapCTBCHHLIX CPEACTB

ITepedens HepamMOHAIHHEIX KOMOHMHAIMI JTIEKAPCTBEHHBIX CPEICTB

Caocka. Ilpunoxenue 9 ¢ HU3MEHEHUSIMHU, BHECEHHBIMM MpHUKa30M MHHHUCTpa
3npaBooxpanenusi PK ot 04.11.2022 Ne KP JICM-128 (BBoaUTCS B JEHCTBUE 1O UCTCUECHUU

JECATH KaJCHAAPHBIX JHEH MOCIIE THS €Tro MepBOro o(pUIMaIbHOTO OMyOJIMKOBAHHMS ).

Ne

10.

11.

HasBanme JICKAPCTBCHHOT'O CPEICTBA, UX KOM6I/IHaHI/II/I

q)I/IKCI/IPOBaHHBIe KOM6I/IHaI_[I/II/I BUTaMHUHOB C
TpaHKBUJIU3aTOpaMHU

dukcupoBaHHble ~ KoMOWHamuum  arponuHa  (
aTPONMHONOAO0HBIX) JIEKAPCTBEHHBIX BEIIECTB C
aHaJIBreTUKaMH M aHTUIIHPETHKAMHU

@dukcupoBaHHbIE KOMOMHAIMK HOXMMOMHA C
TECTOCTEPOHOM U BUTAMUHAMU

OuKCHpPOBaHHBIE KOMOMHAIINH JKelle3a C HOXUMOWHOM

q)I/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I AHTUTUCTAMHWHHBIX
JICKAapCTBCHHLIX CPEACTB C aHTHﬂHapeﬁHLIMH
JICKapCTBCHHBIMHA CPCACTBAMUA

DUKCHpOBAaHHbIE KOMOWHALMKH MEHHLIUIMHOB C
CyJab(hoHAMHUIAMU

dukcupoBaHHBIE KOMOUWHAIUM BUTAMHHOB C
aHaJmbpreTHKamMu (3a HMCKIIOYEHHEM MapareraMmoia ¢
ButaMuHOM C, aleTHJICANIULIUIOBONH KHCIOTHI C
ButaMuHoM C)

dukcupoBaHHBIE KOMOWHAIIMY XHHOJIOHOB C JIFOOBIMHA
IPYTUMHU  JIEKapCTBEHHBIMH  CpPEICTBAMH, 32
HCKJIIIOUEHHEM IIPemnapaTtoB [ Hapy>KHOTO
MIPUMEHEHHS

@dukcupoBaHHbIE KOMOWHAIMA KOPTUKOCTEPOHJIOB C
JTIOOBIMU IPYTUMH JICKAPCTBEHHBIMH CPEICTBAMH LIS
IpreMa BHYTPb

dukcupoBaHHbBIE KOMOMHAIMM XJopamdeHukona c
JTIOOBIMHU JIDYTUMH JIEKApPCTBEHHBIMH CPEICTBAMH IS
rpreMa BHYTpb

QukcupoBaHHbIE KOMOWHAaIMKW BUTAaMHHOB C
NPOTUBOTYOEpKYJIE3HBIMH  MpemnaparaMu,  3a



12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24

25.

HCKIIIOYEHUEM  H30HWA3WAa C  NUPUIOKCUH
THIPOXIIOpUIOM (BUTaMUHOM B6)

Kombunauu cTepouIHbIX aHAOOJUKOB C APYTHUMH
JIEKapCTBEHHBIMU CPEJICTBAMHU

@duKcHpOBaHHbBIE  KOMOWHAIMU  CEJATUBHBIX  (
CHOTBOPHBIX) (QaHKCHOJMUTHYECKUX) JIEKaPCTBEHHBIX
CPEeICTB C  aHaJbleTHKaMH-aHTUIIHPETHKAMHU  (
HeCTepOI/I)IHBIMI/I) IPOTHUBOBOCHAIUTCIIbHBIMU
Cpe/CcTBaMu

OuKCcHpOBaHHBIE KOMOWHAIIMM aHTaroHHCTOB H2-
TUCTAMHHOPELENTOPOB (MHTHOUTOPOB) MPOTOHHOM
MOMIIBI C aHTALMIaMU

@dukcupoBaHHBIE KOMOWHAIMM, cojepXaliue Ooiee
YeM OZIHO AaHTUTHCTAMHHHOE JICKApCTBEHHOE BEILIECTBO

®DuKCUpOBaHHBIE KOMOWHAIIUKW AHTUTE€IbMUHTHBIX
JICKAPCTBEHHBIX CPECTB CO CIIAOUTEIbHBIMU

@dukcupoBaHHBIE KOMOWHAaNMM  JIEKapCcTB €
OpOHXOPACIIHPAIOIINM JIeHCTBUEM c
MPOTUBOKAIIJIEBBIMUA JIEKAPCTBEHHBIMH CPEACTBAMH
HEHTPAJIBHOTO JIEHCTBUSA U (MJIM) aHTUTUCTAMUHHBIMH
CpelCcTBaMuU

DUKCUPOBAHHBIE KOMOWHAIMKA  MYKOTUTHKOB  (
OTXApKUBAIOUINX) CPEICTB C MPOTHBOKAIICBHIMU
JeKapCTBEHHBIMU  CpeacTBaMu U (WIIH)
AHTUTUCTAMHUHHBIMU CPEACTBAMU

OuKCHpOBaHHBIC KOMOWHAINH CIA0UTEIBHBIX U (WIIN)
CIa3MOJINTHYECKUX JICKAPCTBEHHBIX CPEICTB C
(epMeHTHBIMU ITpenapaTaMu

OuKcUpOBaHHBIC KOMOWHAIUU TMPOTHBOPBOTHBIX

JIEKApCTBEHHBIX CPEACTB MHTHOUTOPOB TOTTAMHUHOBBIX
pEUenToOpoB C JIEKAPCTBEHHBIMHU BEIIECTBAMH,

MMEIOIIAMHI CHCTEMHYIO abcopOInio

CDI/IKCI/IpOBaHHI)Ie KOM6I/IH8.L[I/II/I MPOTHUBOKAIIJICBbIX
JICKAPCTBCHHBIX CPCJACTB LCHTPAJIBLHOI'O HeﬁCTBI/IH C
AHTUTUCTAMUHHBIMU JICKAPCTBECHHBIMHU CPEACTBAMU

duKkcupoBaHHbIE KOMOWHALIMY, COJEPIKAIINE IEKTHH U
(nau) KaoJdWH C JIIOOBIMH  JICKapCTBEHHBIMH
BEI[CCTBAMM, KOTOPHIC BCACBHIBAIOTCS B CHCTECMHBIN
KPOBOTOK U3 JKEIYJOYHO-KUIICYHOTO TpaKTa, 3a
HCKJTIOYCHUEM KOMOUWHANNH MeKTHHA U (MJIK) KAOJHMHA C
JEeKAPCTBCHHBIMH BEIIeCTBaMH 0€3 CHUCTEMHOMN
abcopOumn

CDI/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I HpOTHBOHHapeﬁHLIX
JICKAPCTBCHHBIX CPEACTB C JJICKTPOJIUTAMU

dukcupoBaHHBIE KOMOWHAIIMK OKCU(EHOYTa30Ha WK
(eHnnbyTa3oHa ¢ IFOOBIMU IPYTUMH JIEKAPCTBAMH

(DI/IKCI/IpOBaHHLIG KOM6I/IHaHI/II/I MeTaMH30J1a ¢ JHOBIMU
APYTrUMHU JICKAPpCTBEHHBIMU CPEACTBAMHA

OuUKCHUPOBAHHBIE KOMOWHAIIMH HECTEPOUIHBIX
MIPOTUBOBOCTIAJINTENIBHBIX JIEKAPCTBEHHBIX CPENCTB C



26

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

anOHI/IHOHOJ_'[O6HI>IMI/I JICKapCTBCHHBIMU CPEACTBaAMU (
CHaSMOJ’II/ITI/IKaMI/I)

HckitoueHa npuxkazoM MuHHCTpa 3ApaBOOXpaHEHUS
PK ot 04.11.2022 Ne KP JICM-128 (BBOOUTCS B
JIEUCTBUE MO MCTEYEHUHU JIECATH KaJeHIApPHBIX JTHEH
TOCJIC JTHS €T0 MEePBOTr0 O(PUIINAIEHOTO OITYOIUKOBAHUS
).

®dukcupoBaHHBIE KOMOWHAIIMKM JABYX H Oojee
HECTEPOUIHBIX NPOTUBOBOCTAIUTEIbHBIX
JIEKapCTBEHHBIX CPEACTB

dukcHUpoBaHHbIE KOMOHMHALMK IapaieraMmonia C
OapOuTypaTamMu, TPAHKBIJIM3ATOPaAMH H JAPYTUMH
JICKapCTBECHHBIMU Cpe€acTBaMu, HHIAYKTOpaMu
(hepMEHTOB ITUTOXPOMHOW CHCTEMBI TICUCHH.

OuKCHpOBaHHBIE KOMOMHAIIMK TaparieTaMmorna (BBIIIe
200 MuErpaMM B pa3oBOM J03€) ¢ HECTEPOUITHBIMHU
HpOTI/IBOBOCHaHI/ITeHBHBIMI/I HeKapCTBCHHBIMI/I
CpeACTBaMH, 3a HCKIIOUCHHUEM JIEKapCTBEHHBIX
MPEnapaToB KPaTKOBPEMEHHOTO MTPUMEHCHHS

DuKCHpOBaHHbIE KOMOHMHALNHM IECHHULIJUTHHOB CO
CTPENTOMUIIMHOM B [TAPCHTEPATBHBIX JEKAPCTBEHHBIX
¢bopmax

OukcupoBaHHBIC KOMOWHAIMK IMaHKPEATHHA WIIN
MaKpeaNnIasbl, COASPKAIINX aMuiasy, IpoTeasy H
JHMasy, ¢ TFOOBIMH JPYyTUMH (pepMEeHTaMH, B TOM YHCIIE
OBbIYbEH JKETUYBI0, TEMHIIEIUTION030H

@dukcrpoBaHHblE KOMOMHALMK HUTPO(YpaHTOMHA H
TpUMETOIIpUMa

®dukcupoBaHHBIC KOMOWHANMK O0apOUTYpaToB C
IPYTUMH  JIEKAPCTBEHHBIMH  CpEICTBaMH, 3a
HCKIIIOUEHUEM PACTUTENLHOTO MPOUCXOXKICHUS

@dukcupoBaHHbIE KOMOMHAINH JEKAPCTBECHHBIX CPEICTB
, YTHETAIOIIMX LEHTPAJbHYI0 HEPBHYIO CHCTEMY CO
CTUMYJIATOPaMU LICHTPAIILHON HEPBHOM CHUCTEMBI

OukcHpoBaHHBIC KOMOWHaNHWH OapOUTYypaToB C
THOCIIMAMHUHOM W (HMJIM) THOCIIMHOM, O€JIJIaJOHHON H
JPYTUMHU  aTPONUHONOMOOHBIMU  JIEKAPCTBEHHBIMU
CpeicTBaMu

OukcHpOBaHHBIC KOMOWHANHMH OapOUTYypaToB C
3ProTaMUHOM

QdukcupoBaHHbIE KOMOWHAIIMM TajoNepUaoyia C
JTOOBIMH AHTUXOJIMHEPIUYECKUMH JIEKaPCTBEHHBIMU
CpeIcTBaMu

@DuKCcHpOoBaHHBIC KOMOWHAIMY AHTHOAKTEPHAIBHBIX U
AaHTUIPOTO30HBIX JIEKAPCTBEHHBIX CPEACTB, 3a
HCKJTIOUEHHEM IpenapaToB HapyKHOTO IPUMEHEHHUs, He
OKa3bIBAIOLINX CUCTEMHOTO JeHcTBUA

OukcUpoBaHHBIE KOMOWHAIHMH  JOIIepamMuia
TUIPOXJIOpHIA ¢ (ypa3oIuI0HOM



41. @®ukcrpoBaHHbIE KOMOMHAIMM aHTHOAKTEPHUATBbHBIX
JIEKaPCTBEHHBIX CPEACTB U IPOOMOTHUKOB, TPEOMOTHKOB

4 ®dukcupoBaHHbIe KOMOWHAIMM IUIPOTENTAANHA C

JIM3UHOM HJIN IICIITOHOM

OuKCHpPOBaHHBIE KOMOMHALMM  HECTEPOHMIHBIX
MIPOTUBOBOCIIAIMTENBHBIX CPEACTB (mapareramona) (
alleTUIICATTUITAIIOBOM KHUCIOTHI) W aHtamuaoB (H2-
6J10KaTOPOB) (MHTMOUTOPOB) MPOTOHHOI MOMIIBI

43.

dukcupoBaHHEIE KOMOMHAIINU
TJIIOKOKOPTUKOCTEPOU/IOB, AaHTHOAKTEPHAIBHBIX H
AHTHUIIPOTO30MHBIX JIEKAPCTBEHHBIX CPEJICTB 3a
HCKJIIOYEHUEM [Tl HAPYKHOTO IPUMEHEHUS

44,

@dukcupoBaHHBIE KOMOWHAIMM TapaneTaMosia (BBIIIE
45. 500 Mr B pa3oBOM 103€) B MHOTOKOMIIOHEHTHBIX
npenaparax

[punoxenne 10
K TIpaBUJIaM TIPOBEIICHUS
9KCIIEPTH3HI JICKAPCTBEHHBIX CPENICTB

CBOZHEI 0TIET SKCIIEPTOB TI0 OIEHKE JIEKapCTBEHHOTO Ipernapara

Caocka. [Tpunoxenue 10 - B pegakuuu npukasza u.0. Munuctpa 3npaBooxpanenusi PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCS B JEMCTBHE CO JHS €ro MEPBOro O(UIIMATIBHOTO
onyOJIMKOBaHMS); C UBMEHEHHUSIMU, BHECEHHBIMU MpHKa3zaMu MUHHCTpa 31paBOOXPaHECHUS
PK ot 04.11.2022 Ne KP JCM-128 (BBOAUTCS B J€HCTBUE II0 MCTEUCHHHU JCCSATH
KaJICHJAPHBIX JHEH Mociie IHA €ro NepBoro opuuuaibsHoro onyonukosanus); ot 14.04.2023
No 70 (BBOOMTCS B JIEMCTBHE MO HMCTEUYCHUHU JIECATH KaJCHAApPHBIX JTHEH IOCJe AHS €ro
MEPBOT0 OPUIIMATBHOTO OITyOJIUKOBAHHUS).

1. TIpoBenena skcrepTr3a perucTPallMOHHOTO 10ChE JIEKAPCTBEHHOIO CPEJICTBA

®.1.0. (mpu ero HaIUYUH) U
JIOJDKHOCTB 3KCIIEPTOB

2. VueHas creneHb, 3BaHUE

3. No 3asBKH

4. Hata

5. Toprosoe HaMEHOBaHUE IIpenapara
6 MexayHapogHOE HENaTeHTOBAaHHOE

Ha3zBaHue (qanee - MHH)

[]

OpHUTHHAJIBHBIA JE€KapCTBEHHBIN
npenapar

[]

BocnpousBeneHHblIi JekapCTBEHHBIN
npenapar

[]



JlexapcTBEHHBIN TIpenapaT sSBISIETCS

TubpunHbIi
npenapar

[]

Buonoruueckuil JexapCcTBEHHBIH
mpemnapar

[]

NMMYyHOOMOTOTHYECKU A
JIEKapCTBEHHBIN TpenapaT

[]

buonoao0HbII

HeKapCTBCHHHﬁ

JIEKapCTBEHHBIN
npemnapat (buocumunsp)

[]

KomOnHMpOBaHHEIA JIeKapCTBEHHBIH
mpemnapar

[ ]

JlexapcTBEeHHBIN penapar ¢ XOpOoLIOo
U3YYECHHBIM MEIUIMHCKIM
IIPUMEHCHUEM

[]

PannodapmaneBTideckuii
JEeKapCTBEHHBIH IpernaparT WIH

IPEeKypcop

[]

I'omeonaTnueckuil JIeKapCTBEHHBII
npenapar

[ ]

PacturenpHblll  J€KapCTBEHHBIN
npemnapar

[ ]

Opdannbrii  IeKapCTBEHHBIN
mpemnapar
AxTtuBHas  (apmaneBTHUCCKAS

cyOcTaHIVs, NPOU3BEACHHAs HE B
ycnosusix GMP

[]

JlexapcTBeHHOE MPUPOIHOE CHIPHE (
He QapmakoreiiHoe)

[ ]

[Mpexsamudpukanms BO3



10.
11.
12.

13.

14.

2.1
2.2

2. YakoBka

HamMenoBanu
€ yIaKOBKHU

3. Jla"HbIC O

Jlns TeHepuKa yKa3aThb Ha3BaHHE
OpUTHHAJIBHOTO JIEKapCTBEHHOTO
mpenapara

JlexapcTBeHHast opma
Ho3upoBka

KonuenTtpauus
dapmakoTepaneBTHIECKAs! TPYTIa

Kox B CcOOTBETCTBHH ¢
aHATOMO-TEPAIEBTUICCKO-XIMHYCCK
off kiaccupukanuen (mamee -
AHaTOMO-TEpaneBTUUECKO-

XUMHUIECKast)

dopma oTmycka

Bun ynakoBku
(nepBuyHasi,
BTOpUYHAS)

Pazmep O6bem

MIPOU3BOJUTEIIE

Tun OpraHu3anuun
nin Y4acCTOK
MIpOU3BOACTBA

HanmenoBanue
Crpana
opraHu3anuu

IIpousBonurens
YnakoBIIUK
[TepBuunas
Bropuunas

IIpousBoauTens,
OCYLIECTBIISIOUIUN
KOHTPOJIb KauecTBa

[IpouszBoauTens,
OTBETCTBEHHBIH 3a
BBIIIYCK cepuil

HepxaTtenb
PETHCTPAIIIOHHOTO
YI0CTOBEPEHHUS

[]

Tpauchep

[]

o peruenTty 0e3 peuenta

KonnuecTBo

Kpartkoe
eIUHUIl B

OIHCaHue
YIaKOBKe

IOpunuueckuit anpec

4. Peructpanus B CTpaHe-MPOU3BOJIUTENE U IPYTUX CTPaHAX

Ne
PETUCTPAITHOHHOTO
YIOCTOBEPEHHUS

Ha3Banue crpanbl

Jlara Beigaun

Cpok neicTBus



5. B pe3ysibTaTe npoBeIeHHOM 3KCIIEPTU3bl YCTAHOBIIEHO:

1) CocrtaB JIeKapCTBEHHOTO CpEJICTBA W 3aKIIOUCHHE O €ro paluOHAIbHOCTH U

COBMCCTHUMOCTH HMHI'PCAUCHTOB (YKa3aTB JICKApCTBCHHEIC CY6CT3HHI/II/I H BCIIOMOT'aTCJIbHBIC

BCIICCTBA, BKIIIOYAasA KOHCCPBAHTLI, COCTAaBHLIC BCIIICCTBA 000104YKHU HpenapaTOB):

HanmeHnoBanue

HopmatuBHBIM AOKYMEHT

MO KOHTPOJIIO Ka4yecTBa W
0€30IMacCHOCTH

JICKApCTBCHHBIX CPEACTB,

KonnyecTBo Ha eauHUIlY
JIEKapCTBEHHOU (OPMBI

wm ['ocynapcTBeHHas
¢dapmaxonest Pecry6muku

Kazaxcran, 3apyOesxHBIC

(apmakonen, mpu3HaHHBIE

NEUCTBYIOIIUMHU  Ha
Teppuropun PecryOiuku
Kazaxcran

JlexapcTBenHas(BIC)

cyOcTanus (n):

BcnomorarenbHbie
BEIllECTBA:
Cocras 000J10YKH

TabJIETKU WIN
KariCyJIblL:

KopIyca

2) 1151 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs

boramndyeckue
JIATUHCKUE Ha3BaHUS
pacTeHuii, BXOIAIIUX
B cocTaB cbopa

HopMatusHbIi
JOKYMEHT IO
KOHTPOJIIO KayecTBa
u 0e30MacHOCTH
JIeKapCTBEHHBIX
CpencTB, WU
TI'ocynapcrBeHHas
dbapmakomnes
PecnyOnuku
Kazaxcran u
3apyOexxHbBIE
dbapmakormen,
MpU3HAHHBIE
JNEUCTBYIOIIMMU Ha
TEPPUTOPUH
PecnyOnuku
Kazaxcran

Jukopactyuee uinu
KyJIbTHUBUPYEMOE

MecToO
MIPOU3pACTaHUS

6. IlpousBoauTen aKTUBHBIX CyOCTaHIIMNA, BXOIAIIMX B COCTaB JIEKAPCTBEHHOTO

CpeaCcTBa

HaumenoBanme
BCIIECTBA,
BXOJISIIEr0 B COCTaB
JIEKapCTBEHHOT'O
cpencTea

HaumenoBanue
MPOU3BOAMTENS Ha
pycckom u
AHTTIUACKOM SI3BIKaX

Crpana*

Anpec
MPOU3BOJCTBEHHOM
IIOMAaKH  Ha
pyccKoMm u

AHTTIHMCKOM SI3BIKaX



7. B ciyuyae Hanu4usi B COCTaBE JIEKAPCTBEHHOIO CPEACTBA BEILECTBA, MOAJIEKALIETO
KOHTPOJIIO B COOTBETCTBUHU ¢ 3akoHOM Pecnyonuku Kazaxcran "O HapKOTHUECKHX CpeACTBaX
, ICUXOTPOIIHBIX BEILIECTBAX, UX aHAJIOrax MU MpeKypcopax M Mepax MPOTUBOJEHCTBUSA HX
HE3aKOHHOMY 00O0pOTY U 3J10YIOTPEOJICHUIO UMU "

3akioueHue 0 MPUHAIISHKHOCTH K
MMOAKOHTPOJIBHBIM BCHICCTBAM (Ha
OCHOBAHUU U3y4YeHUS
MEXAYHapoOAHOTO
HEMATeHTOBAHHOTO HAUMCHOBAHWS,
TOPrOBOTO HA3BaHMS, XHMHUYIECKOTO
Ha3BaHUs, CTPYKTYpHOIl GOpMyIIbI O
NPpUHAOJICKHOCTH K
MIOAKOHTPOJIBHBIM BEIECTBAM C
yKa3zaHueM Tno3unuu Tabmun
Crmcka, SIBISETCS JIM BEMIECTBO
CTEPEON30MEPOM HAPKOTHIECKIX
cpencts Tabmume! I, B Tex cirydasx,
KOrja CyYIIeCTBOBAaHHE TaKUX
H30MEPOB BO3MOXKHO B paMKax
JTAHHOTO KOHKPETHOTO XUMHUYECKOTO
o0o3HaueHHS (e€CIM TaKOBEHIC
ONpeneNeHHO He WCKIIOYEHBI),
COJIBIO BCEX HAPKOTHYECKUX CPENICTB
, mepeuucieHubix B Tabmume I,
BKJIOYas COJIM H30MEpPOB, Kak

)]

MpeIyCMOTPEHO BBIIIE, BO BCEX
clydasiX, KOIJa CyIIeCTBOBaHUE
TaKUX COJIE BO3MOIKHO;COJbIO
TICUXOTPOITHBIX BemecTB Taomumb! 11
u Tabauuer III, xornga
CYIIECTBOBAaHME TaKUX COJEH
BO3MOKHO

HAay4YHO-000CHOBaHHOE OIIPE/ICIICHUE
CTENIeHN PHUCKa 3JI0yHNOTpeOIeHHUS:
BBICOKHH PHCK 3JI0YyNOTpeOIIeHH,
HIW  PHUCK 3JIOYINOTpeOIeHHUS
OTCYTCTBYET, WM SBISETCS

2) HE3HAYUTEIbHBIM;OIpeIeICHHE
MaKCHMaJbHO  JIOIYCTHMOTO
COIEpKaHUS  HAPKOTHYECKHX
CPEICTB, IICUXOTPOITHBIX BELIECTB U
MPEKYpPCOPOB B JIEKAPCTBEHHBIX
CpelCTBax;

3aKIIFOYCHUEO BO3MOXKHOCTH HIIU
HEBO3MOXXHOCTH  W3BJICUCHUS
3 JIETKOJAOCTYMHBIM  CIIOCOOOM
) MOJAKOHTPOJBHOTO BEIICCTBA B
KOJUYECTBAX, JOCTATOYHBIX IS
3IMOYIOTPEOICHUS



3aKII0YEHHE B TOM, YTO B
OTHOUICHWM TIpenapara CHSATEHI
HEKOTOPBIE MEPBI KOHTPOJIS

8. AHanM3 CBEIECHUN O MPOUCXOXKAEHUHU, peructpanuu B Pecnyonuke Kaszaxcraw,

4)

KaueCTBE U BBIBO/IbI
0 BO3MO>KHOCTH MCTOJIb30BaHMs cyOcTaHIuu (ipu oTcyTcTBUM cepTuduxata GMP)

9. Ananu3s CBCI[GHI/Iﬁ 0 KaUCCTBC, KOJIMYCCTBC C BBIBOAAMHU O JOIIYCTUMOCTH HCITIOJIb30BAHUA

HCIIOJIb3YCMBbIX
BCIIOMOTI'aTCJIBHBIX BCTICCTB

10. 3aknroyeHue o MPOM3BOACTBE (MPOU3BOJACTBEHHAs (OpMyJia, ONMHUCAHUE TEXHOJOTUU

IIPOU3BO/ICTBA,
KOHTPOJIb B IIPOLIECCE MPOU3BOJICTBA, BAIUALUS IPOU3BOICTBEHHBIX IIPOLIECCOB)

11. XapakrepucTuka TOTOBOTO MPOAYKTa (COOTBETCTBHE MPEJICTABICHHBIX MapaMeTPOB B

cepTudHKaTe KauecTBa
Ha TOTOBYIO MPOAYKIMIO WM B IAcCIOpPTE OPTraHU3aIUU-IIPOU3BOAUTEIS ONMUCAHHBIM

MCTOJUKaM KOHTPOJIA
KaduCCTBa B HOpMaTI/IBHOﬁ JOKYMCHTAaIINH, COOTBCTCTBHUC cepuﬁ IMPCACTAaBJICHHBIX o6pa3u03

CepHsiM,
yKa3aHHBIM B cepTudukare)

12. 3akmroueHue o MAapKHUPOBKEC N YIIAKOBKC Ha IMPECAMCT UX NOCTATOYHOCTH IJIA oOecreyeHus

COXPAHEHHUS Ka4eCTBA
JEKapCTBEHHOT'O0 CPEJCTBA BO BpPEMS XPAaHEHHUS U TPAHCIOPTUPOBKHU, (HEOOXOIUMOCTH

JOTIOJIHUTEIIbHBIX HAJIIUCEH ),



Halluuue crnenuukanuii Ha MEPBUYHYIO M BTOPUYHYIO YIIAKOBKY. [ HrueHnueckoe
3aKJIIOUYCHHE Ha YITaKOBKY
(111 OTEYECTBEHHBIX MTPOU3BOIUTEIICH )

13. 3akmtoueHre 0 HATMYKUU WM OTCYTCTBUM B HA3BaHUU JIEKAPCTBEHHOT'O CPECTBA:

1) rpaduyeckux CXOICTB C paHee 3aperucCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU IIpenapaTaMu U
CJIOB C HE0JIAr03BYYHBIMH BBIPAKECHUSIMU;

2) CrocOOHOCTH BBECTH B 3a0JIy»JE€HHE OTHOCUTEIbHO MCTUHHOTO COCTaBa W JICHCTBUS
npenapara;

3) cxonctBa MHH u (unum) cxonHble ¢ HUMM Ha3BaHUs JJIsSl JIEKAPCTBEHHOT'O CPENICTBA
JIPYTroro XMMHUYECKOT0 COCTaBa Ui JEHCTBUS.

14. Cnenudukarus TOTOBOro MpoyKTa

15. 3akitoueHre o JaHHBIX XUMHUYECKOU, hapMaleBTUYECKOH U OMOJIOrnuecKkoil (MH BUTPO)
SKBUBAJICHTHOCTH,
Ipe/ICTaBIEHHBIX (PUPMOH Ha JIEKApCTBEHHOE CPEACTBO

16. 3akitoueHne o CTaOMIBHOCTH JIEKAPCTBEHHOTO CPeCTBA, 00OCHOBAHHOCTH 3asiBIIEHHOTO
CpOKa XpaHEeHUs

17. AHanu3 W OLIEHKa MPOEKTOB HMHCTPYKIUH MO MEAULMHCKOMY MPUMEHEHHIO
JIEKQpPCTBEHHOI'O CPEJICTBA, MAKETOB

YIIAKOBOK M A3TUKETOK, MPOBEPKA HA HJECHTHUYHOCTb YKA3aHUW YCIOBUM XPaHEHUS U
TPaHCIIOPTUPOBAHUS, YKA3aHHBIX

B INPOEKTE HOPMATHUBHOIO JOKYMEHTAa IO KOHTPOJI KauecTBa U 0€30MacHOCTH
JIEKapCTBEHHOI'O CPEACTBA U BBILIECYKA3aHHBIX IIPOEKTAX



18. 3akimouenue 00 yCIOBUSAX XPaHEHUS U TPAHCTIOPTUPOBAHHUS JIEKAPCTBEHHOTO CPEACTBA U
HEOOXOAMMOCTh BBEJCHMUS

JOTIOJTHUTENIBHBIX TPEOOBAHUM C 1IEJIbI0 00ECTIEUEHNS COXPAHEHHS KaueCTBA JIEKAPCTBEHHOTO
cpencTsa

19. Amnanus HOPMATHUBHOTO JOKYMCHTA IIPOU3BOAUTCIIA IIO KOHTPOJJIK KadeCTBA H
0e30ImacHOCTH JICKAaPCTBCHHOI'O CPEACTBA
U MCTOJHUK KOHTPOJIA Ka4CCTBA 'OTOBOI'O IIPOAYKTA

20. CpaBHeHHMe C aHajgoraMu, 3apeructpupoBaHHbiMM B PecnyOmnuke KazaxcraH.
CpaBHUTENBHAS XapaKTEPUCTHUKA
OCHOBHBIX MOKa3aTejeil KayecTBa

21. AHanu3 IOCTOBEPHOCTH KAaYECTBEHHOIO M KOJUYECTBEHHOTO COCTaBAa AKTHUBHBIX H
BCIIOMOTATEIbHBIX BEIECTB,

yKa3aHHBIX B MHCTPYKIHMH IO MEIUIIMHCKOMY MPUMEHEHHUIO, CpaBHUBAs C 3asBJICHHBIM
COCTaBOM B 3asIBJICHHHU,

aHAJUTHYECKOM HOPMATHBHOM JJOKYMEHTE U MAaKETE YIIaKOBKH

22. Ouenka (papMakoIOTUYECKOW COBMECTUMOCTH KOMIIOHEHTOB, B CIIy4ae PErHCTpaliH
BOCITPOU3BEIEHHOTO
JIEKapCTBEHHOT'O CPEJICTBA MPOBECTU CPABHEHUE C COCTABOM OPUTMHAIBLHOTO MpernapaTa



23. * AHanM3 JOKyMEHTAIlUU MO MOKJIMHUYECKUM HCCIEIOBAHUSM: TOKCUYHOCTH (OCTpas,
xponunueckas, LD50, LD100),

KaHIICPOTEHHOCTH,  AOMOPHMOTOKCHYHOCTH,  TEPATOTEHHOCTH,  MYyTareHHOCTH,
MECTHO-Pa3Ipaxaroniero AeHCTBUS, BIUSHUS

Ha UMMYHHYIO cHUCTeMy, crnenududeckoil Qapmakosornuecko (OHMOIOTUUYECKOMN)
AKTUBHOCTH.

[IpumeyaHue: mTpPU OKCIEPTHU3E OWOCHMUIAPOB yKazaTh Tpernapar CpaBHCHUS,
MCITOJIb30BAHHBIN HA BCEX ATamax

CPaBHUTENBHBIX HCCIENOBaHUN (0T (hapMaleBTHUYECKOW pa3pabOTKU 10 KIMHUYCCKUX
MCCIIeIOBAaHUM ): HA3BaHUE,

aKTUBHOE BEIECTBO, TPON3BOIUTEIb, CTPAHA-TIPOU3BOIUTENH, CEPHsI, CPOK TOTHOCTH

24. * AnHanu3 JOKyMEHTalUUM KIMHUYECKMX HcCCIeN0BaHUN ((pa3bl KIMHUYECKHUX
MCCJIEI0BAHMM, TOCTMAPKETUHIOBBIE

UCCIIEIOBaHUsI, MIPOTOKOJBl U OTYETHI, 3aKJIOUYeHus OTuueckod komuccuu). Ilpu srom
HE0OXO0MMO yKa3aTh MECTO, Jary,

CIIOHCOpa MPOBEAECHUSA HWCCIENOBaHUsA, LEJb, JIHW3alH, JIUTEIbHOCTh HCCIEA0BaHNUs,
KOJIMYECTBO, MOJI BO3PACT UCIBITYEMBIX,

PEXUM TO3UPOBAHUS MIpernapaTa, MOHUTOPUHT MOOOYHBIX AEWCTBUMN B MpoOIIEcCe MPOBEICHUS
KJIIMHUYECKUX UCCIIeI0BAHUI,

COOTBETCTBHE OTUYETA MTPOTOKOITY, 3aKIIOUYEHHUE O COOTHOILLICHUH "TOIb3a-pUCK".
[IpuMeuanue: mnpu HKCOEpTU3E OUOCMMMIAPOB yKa3aTh Ipenapar-CpaBHEHUS,
MCITOJIb30BAaHHBIN HA BCEX Tanax CPaBHUTEIbHBIX

uccienoBanuii (ot (apManeBTHUECKOW pa3pabOTKU 10 KIMHUYECKUX HCCIEJOBaHUMN):
Ha3BaHUE, aKTUBHOE BELIECTBO,

IIPOU3BOAMTEIb, CTPAHA-IIPOU3BOJUTEIND, CEPUS, CPOK T'OJTHOCTH.

25. O1ieHKa UCTOYHUKA TPOUCXO0XKIEHUS (KPOBb, OpTraHbl U TKAHU YEJIOBEKA U )KUBOTHBIX) U
crienu(pUISCKON aKTUBHOCTH

111 IMMYHOOHOJIOTHYECKUX IIPETapaToB




26. * Ouenka 6e30nmacHOCTH U 3(H(PEKTUBHOCTH JEKAPCTBEHHOTO CPEACTBA M0 pPe3yiabTaTaM
KJIMHUYCCKUX UCCIICIOBAHNUN

B OTHOIICHWH 3asBJICHHBIX BO3PACTHBIX TPYyNIl OOJBHBIX, 0OOCHOBAHHOCTH BBIOOpa
MOKAa3aHUI K MPUMEHEHHUIO,

MIPOTHBOTIOKA3aHHUM, TIPEIOCTEPESIKCHUIN TTPU MIPUMEHEHUH TIperapara, mpoduis MOOOYHBIX
JNEUCTBUN

27. 3anoaHseTcs TOIbKO IIpu 1moaa4dc Ha 3adABJICHUA T'OCYIAPCTBCHHYIO IICPCPCTHCTPAIUIO
JICKapCTBCHHOI'O ITpcIiapara

Ornenka 6e30macHOCTH U A(PPEKTUBHOCTU JEKAPCTBEHHOTO CPEJCTBA HA OCHOBE JAHHBIX
NEPUOIUYECKH OOHOBIISIEMBIX

OTYETOB O 0€30MacHOCTH - aHaIu3 Mpoduias 0€30MaCHOCTH, BHECEHUH HOBBIX MOOOYHBIX
JNEVUCTBUNA, MPOTUBOTIOKA3aHUIN

B KPaTKYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO TMpemnapara U HHCTPYKITUIO TI0 METUITHHCKOMY
MPUMEHEHUIO WU OTKa3e

B IEpeperucTpanuy Ipenapara, U3MEHEHUS B PETHUCTPAIMOHHOM CTaTyce Mpemapara B
JpYTUX CTpaHaxX, OOHOBJIEHHBIE

JaHHBIE O Mepax, NPUHATHIX PEryJIATOPHBIM OPraHOM WJIH TPOWU3BOJHMTEIEM 10
cooOpaxeHHsIM 0€30IaCHOCTH, U3MCHEHHUS

B uH(popManuu no 0€30MacHOCTU Mpemnapara, o0bEeM MPOAAXK, KOJUYECTBO MAIUEHTOB,
MOJTYYMBIIHMX MIPENapar 3a OTYCTHBINA

NEPHUOJI, U3yUCHHE ONMUCAHUS WHIUBUIYATbHBIX CIIy4aeB U MepeyHs MOOOYHBIX NCUCTBUMN U
CBOJHBIX TaOJIUI, MHAUBUIYaTbHBIX

CJIy4aeB MPOSBIECHUS MOOOYHBIX JIEUCTBUI BBISBICHHBIX JIEPKATEIEM PETrUCTPAIMOHHOTO
YAOCTOBEPEHUS, XapaKTep

Y KOJIMYECTBO CEPhE3HBIX MOOOYHBIX JEHCTBUN U paHee HE 3apPETUCTPUPOBAHHBIX KOMIIAaHUEH.
OO0mras oreHka 0€301acHOCTH

Ha OCHOBE JIaHHBIX MIEPUOINYECKH OOHOBIISIEMBIX OTYETOB O O€30MACHOCTH M 3aKIIOYEHUE O
COXpaHEHUU WJIN U3MEHEHUU



npoduisi 0€30MacHOCTH, BHECEHUH HOBBIX IMOOOYHBIX JACHCTBUM, MPOTUBONOKA3aHUN B
WHCTPYKITUIO TT0 MEIUITMHCKOMY

MPUMEHEHUIO UM OTKa3€ B MEPEPETrUCTpaIiuy mpemnapara.

[Ipumeyanue: mpoBeJEHUE SKCIEPTHU3bI MPENnapaToB-OMOCUMUIISIPOB B COOTBETCTBUU C
TpeOOBAHUSIMMU:

Ha skcnepTusy nmpu rocy1apcTBEHHOM MepeperucTpaiui OUOJIOrHYecKOro JIEKapCTBEHHOTO
CpeACTBa, B TOM YHUCJIE OMOCUMUIISPA,

npenocrasisatorea Yacru I-111 [lepeuns, uz Yactu V:

1) nepuoauyeckr OOHOBISIEMBIM OTYET TTO 0€30MACHOCTH UJIU EPUOANUECCKUNA OTYET

2) pe3ynbTatbl MoHUTOpuHra Ilimana ynpaBiaeHHs pUCKAMU W MHHUMH3ALHMM PHUCKA,

UMMYHOT€HHOCTH, IPU IPUMEHEHUU

OMOJIOTMYECKOT0 JIEKapCTBEHHOI'O CpeacTBa, B ToM uucie B PecnyOnuke Kazaxcras,
IIOJIyYEHHBIX B PE3YJIHTATE:

MOCTPETUCTPALMOHHBIX HAaOII0JAaTENbHBIX UCCIEOBAaHUN 0€30MacHOCTU U 3(PPEKTUBHOCTH
JIEKapCTBEHHOI'O CPEICTBA

(METOIOM aKTMBHOI'O MOHHUTOPHMHIA, METOAOM CiIydail KOHTPOJIb HMJIM KOTOPTHBIX

PETPOCIIEKTUBHBIX U (WJIN)

HNPOCHEKTUBHBIX UCCIIEAOBAHUN)

aHaJIn3a PCFI/ICTPOB MagyuECHTOB, IMOJYyYarOIIUX JICUCHHC OIPCACIICHHBIM OHMOJIOTUYECKUM
JCKApPpCTBCHHBIM CPpCACTBAM

IIOCTMAPKCTUHITOBBIX KIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ

NpOBEJIeHUsT OOYyYaroIIMX MEPOINPHUATHH TIO0 MOBBIMICHUIO WH()OPMUPOBAHHOCTH Bpadei,
(hapMaileBTOB U MalEHTOB



C IEJIbI0 CHMKEHUSI PUCKOB, CBS3aHHBIX C MPUMEHEHUEM OHOJOTUYECKOTO JIEKAPCTBEHHOTO
cpenctBa B PecmyOnuke Kazaxcran.

28. Onenka O6e3omacHOCTH W A(OPEKTUBHOCTH JEKAPCTBEHHOTO CPEACTBA C YYETOM
COOTHOIIEHHUS "Moap3a-puck”

- MPOTUBOIIOKA3aHUS, IPEIYIPEKICHUAS U MPETOCTEPEIKEHUS NIPU TPUMEHEHUHN TIpernapara.
Tpebyercst oO6paTuTh 0coboe

BHHMaHWE Ha JCTCKHA BO3pacT, OCPEMEHHBIX W KOPMSIIUX KCHIIHWH, IMOXUJIOW BO3pPacT,
MaIlMEHTOB C MTOYECYHOU

Y TICYCHOYHOW HEIOCTATOYHOCTHIO

29. DkcnepTu3a HHCTPYKUUH 110 MEIUIIUHCKOMY NPUMEHEHHUIO ITPOBOAUTCSA B CPABHEHHHU C
KpaTKOM XapaKTEPUCTUKOU

JIEKapCTBEHHOIO Ipenapara. Jlenaercs 3aKiIr04eHUE O COOTBETCTBHM WM HECOOTBETCTBUU
[MOKa3aHUN K IPUMEHEHHUIO,

NOOOYHBIX JEHUCTBUW, MNPOTHUBONOKA3aHMI, OCOOBIX YKa3aHWUM, JIEKapCTBEHHBIX
B3aNMOJCHCTBUH, NIEPEIO3UPOBKH,

YKAa3aHHBIX B MHCTPYKLHH I10 MEIULMHCKOMY INPUMEHEHHUIO JIEKapCTBEHHOI'O CpEJICTBA,
KpPaTKOM XapaKTEPUCTUKE

JIEKapCTBEHHOI'O IIperapara

30. 3akIrO4eHUE O HATMYNU WA OTCYTCTBUH B HA3BaHUU JIEKAPCTBEHHOTO CPEICTBA:
1) rpadguuecknx CXOJICTB C paHee 3apEeTUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU IpenapaTaMu U
CJIOB C HEOJIaro3By4YHbIMH BBIPAKEHUSIMU

2) CrocOOHOCTHU BBECTH B 3a0JIy»JE€HHE OTHOCUTEIbHO MCTUHHOTO COCTaBa W JICHCTBUS
npenapara




3) cxoactea MHH u (unum) cxogHble ¢ HUMU Ha3BaHWS I JIEKAPCTBEHHOI'O CPEICTBA
JPYTOTO XMMHUYECKOT0 COCTaBa WU JEHCTBUS

31. OueHka npaBUIBHOCTH MPUCBOCHUS KOAa AHATOMO-TEPaNeBTUUECKO-XUMHUUYECKOH (Janee
— ATX) knaccudukammm,

COOTBETCTBUS (hapmakoTepaneBTUuecko rpynnsl koay ATX kinaccudpukanum,
(bapMaKoJIOrH4ecKoMy JIEeUCTBUIO,

MOKa3aHuAM K MpUMEHEeHHI. B cnywyae HenpaBuiabHO 3asBieHHbIX ATX koma wu
dbapmakoTepaneBTUYECKOM TPYIIIIBL,

TpeOyeTcs yKa3aTb pEKOMEHIyeMbI€ SKCIIEPTOM

32. IlpoBepka aJeKBAaTHOCTH 3asBJICHHBIX J03 M PEXHUMa JIO3UPOBAHHS COTJIACHO
(hapMaKOKMHETHYECKHUM MapaMeTpam

(mepuojia MOJIyBBIBE/ICHMSI, CTETICHU CBSI3bIBAaHUSI C O€JIKaMH IIa3Mbl KPOBH, BIMSIHUE Ha
AKTUBHOCTH MT€YEHOYHBIX (DEPMEHTOB,

BpeMs COXpaHEHUs OaKTepUOCTaTU4YECKOW (OaKTepUIIMAHOM) KOHIIEHTpAlMh B Clydae
aHTHOAKTEpHUABHBIX MPENAPATOB).

Tpebyercst oOpatuth oco00e BHUMaHHE Ha J03bl, PEKOMEHJIyEMbIE NETSIM, MOXKHIBIM,
OOJIbHBIM C HapYHICHUAMH (QYHKIIMU TTOYEK U TIeYEHU

33. IIpoBepka COOTBETCTBUS 3aABJIECHHOIO CPOKAa XPAaHECHMS, YKa3aHHOTO B 3asBIICHUH, B
KpPaTKOM XapaKTEpUCTUKE JIEKAPCTBEHHOIO
npenapara, MHCTPYKUUU MO0 MEJUUUHCKOMY NPUMEHEHHUIO0, MAKeTaX YIMAKOBKH CO CPOKOM
XpaHEHHUs], yKa3aHHbIM B HOPMaTUBHOM JIOKYMEHTE
34. COOTBETCTBUE INPEACTABICHHOW HWHCTPYKIUU IO MEIUIMHCKOMY MPUMEHEHUIO
JEHCTBYIOIIEMY 3aKOHOIaTenhCTBY Pecnybnuku Kazaxcran.
35. JletasnibHOE onucaHue cucTeMsl (hapMakoHaA30pa U yIpaBICHUS pUCKAMU:

1) Kpatkas xapakrepucTuka cucteMsl (hapMakoHaa30pa Jep>KaTessi PEeTUCTPalluOHHOTO
YIOCTOBEPEHMS BKIIFOYAET CIIEAYIOLINE DIEMEHTBHI:



JI0Ka3aTEIbCTBO TOTO, YTO JIEPKATEb PErUCTPAMOHHOTO YAOCTOBEPEHUSI UMEET B CBOEM
pacmopsKEHUHM YIMOJHOMOYEHHOE JIMIO 3a TIoOabHBIN (apMaKoHAI30p JeKIapalus,
MOANMCAaHHAS AEPKATEIIEM PETUCTPALIMOHHOTO YAOCTOBEPEHHS O TOM, UYTO OH UMEET CUCTEMY
(dhapmakoHaa30pa IS BBITIOJHEHUS 3a7a4 M O0S3aHHOCTEW MO MOCTPETHCTPAIIUOHHOMY
KOHTPOJTI0 0€30MMaCHOCTH JIEKAPCTBEHHBIX CPEICTB

CChUIKA Ha MecTo (azpec), rae XpaHutcs mactep-dail cucteMmsl (papmakoHaI30pa
KOHTaKTHbIE JaHHBIC YTIOJTHOMOUYEHHOTO JIMIIA 32 TTI00aIbHbIN (papMaKoHaA30p;
2) ynoiaHOMOYE€HHOE (KOHTaKTHOE) JUI0 3a ¢apMakoHana3op B Pecriyonuke Kazaxcran:
JOKYMEHT, TOATBEPXKIAIONIUN Ha3HAUYCHHE YIOJTHOMOYEHHOrO0 (KOHTAKTHOTO) JIHIA 3a
dhapmaxkonaazop B Pecnmyonuke Kazaxcran

KOHTAKTHBIE JTaHHBIC YMOJHOMOYEHHOTO (KOHTAKTHOTO) JinIa 3a (apMaKoHAa30p B
Pecnyonuke Kazaxcran;

3) Ilman ynpaBiaeHus pUCKaMH TPU MEIUIIMHCKOM TPUMEHEHHUHU JIEKapCTBEHHOTO
CpE/CTBA, 3asBJICHHOT0 Ha PETHCTPAIINIO (IEpEePErucTpaIiiio) WK BHECCHUE U3MEHEHUM (1715
OpUTHHAJBHBIX TPEMapaToB, OMOCUMUIISPOB, BAKIMH, MPENapaToB KPOBU, TCHEPUIECCKUM
mpernaparaM TpeOYIOIIEro 0co00ro KOHTPOJIS)

[Ipumeyanue:

* OTMEUCHHBIC Pa3JIeibl 3aIOIHSIIOTCS TIPH MEPEePEeruCTpalium

3aKIo4eHueE:

MOJIOKUTENHOE OTPUIIATEIbHOE (C 00OCHOBAHHEM)

JlaTa mocTyIuIeHUsI TOKYMEHTOB 3KCIIEPTY

JlaTa 3aBepIieHUS IKCIIEPTU3bI TOKYMEHTOB

Bce nanHble, mpuBeeHHBIC B SKCIIEPTHOM 3aKIIOUEHHUH, JOCTOBEPHBI U COOTBETCTBYIOT
COBPEMEHHBIM TPEOOBAHMSIM, YTO IMOATBEPKIAI0 TMIHOM MTOITHUCHIO.

PykoBoauTeNbh CTPYKTYPHOTO ITOIpa3IeIACHUS

noanuck ®.MN.O (npu ero HaIMYKH)
DKcnepT

noanuck ®.MN.0 (npu ero HaIUYKH)
Jara

[punoxenne 11
K IIpaBUJIaM IPOBEICHUS
OKCIICPTU3LI JICKAPCTBCHHBIX CPCIACTB

¢dbopma

CBOIHEIL! OTYET HKCIIEPTOB IO ONEHKE JIEKAPCTBEHHOTO IpeIapara IpH H3MEHEHHUAX, BHOCUMEIX B
PETHCTPaAOHHOE A0CHE

CHocka. [Tpunoxenue 11 - B pegakuuu npukasa u.0. Munucrpa 3apasooxpanenus PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B AEWCTBHE CO JHS €ro MepBOTro OQUIIMATLHOTO



onyOJMKOBaHUA); C ”3BMEHEHHEM, BHECEHHBIM ITpuKa3oM MuHuCTpa 3apaBooxpanenus PK or

04.11.2022 Ne KP JICM-128 (BBOOUTCSI B JEWCTBUE MO MCTECYCHUM JECATH KaJEHIAPHBIX

JTHEH TocTe THsI €r0 MePBOro O(QUIUATEHOTO Oy OJIMKOBAHU).

1.

AN ISl Il B

®.1.0. (mpu ero HaIUYUH) U
JIOJDKHOCTB 3KCIIepTa

Y4yeHas cTereHb, 3BaHNe

Ne 3asBKU

JHara

ToproBoe HaMeHOBaHHUE Tperiapara

MexcnyHaponﬁoe HCIIAaTCHTOBAHHOC
Ha3BaHHUEC

JlexapcTBeHHBIN penapar

[]

OpHUTHHANBHBIA  JIEKapCTBEHHBIN
npenapar

[]

BocnpousBeneHHbIN 1eKapCTBEHHBII
mpemnapar

[ ]

T'ubpupHBId  JEeKapCTBEHHBIN
npemnapar

[ ]

Bbuonornueckuil neKapCcTBEHHBIN
npemnapar

[ ]

NMMyHOOHOTOTHYECKHH
JIEKapCTBEHHBIN TpenapaT

[ ]

BuononoOHbI  eKapCcTBEHHBIN
npenapar (bnocumunirsp)

[]

KoMOMHNpOBaHHBIH JIeKapCTBEHHBIH
mpemnapar

[]

JlexapcTBeHHBII IIpenapaT ¢ XOpoLIO
HU3YYECHHBIM MEJUIUHCKUM
IIPUMECHEHHEM

[]

PagnodapmaneBrudeckuit
JICKaPCTBEHHBIN Mpemapar WiIn

OpeKypcop

[]



10.
11.
12.

13.

14.

2.1
2.2

Hns BOCIIPOU3BEIEHHOTO
JIEKapCTBEHHOTO TIpenapar MWiIn
OnocuMuIsipa yKazaTh Ha3BaHHE
OPUTHMHAJIBHOIO JIEKapCTBEHHOTO
npenapara

JlexapcTBeHHas opma
Jo3upoBka

KonuenTtpauus
dapmakoTepaneBTHIECKAs TPYTIIa

KO,H B COOTBCTCTBHUH C

AHATOMO-TEPANEBTUUECKO-XUMHUECK
ol kmaccuuKaIuei

®dopma oTmycka

2. YnakoBka

Bun ynakoBku (
nepBUYHAS,
BTOpHYHAs)

HaumenoBanue

Pazme
YIAaKOBKH p

3. JlaHHBIE O IPOU3BOIUTETE

Tun OopraHnu3anuun
nin

HanmenoBanue
y4acToOK

OpraHu3aIuu
TIPOU3BOJICTBA

IIpousBonurens
YnakoBIuk
IlepBuunas

Bropuunas

Crpana

l'oMeonaTuyeckuil ieKapCTBEHHBII
mpemnapar

[]

PacturensHBI  eKapCTBEHHBIN
mpemnapar

[]

Opdanubiii  JeKapCTBCHHBIN
mpemnapar
AxTHBHasg (apManeBTHUECKas

cyOcTaHIMs, TPOU3BEIACHHAS HE B
ycnoBusax GMP

[]

JlekapcTBEHHOE IPHPOIHOE CHIPHE (
He QapmaxorieitHoe)

[]

TI0 PeLenTy

[ ]

0e3 perenra

KomunuecTBo
O0beM €IUHHUII B

YIaKOBKe

IOpunuueckuit anpec



IIpousBoauTens,
3. OCYIIECTBIISIOIIHHA
KOHTPOJIb KayecTBa

[IpouszBoauTens,
4. OTBETCTBEHHBIH 3a
BBIIIYCK Cepuil

HepxaTtenb
5. PETHCTPAIIIOHHOTO
YI0CTOBEPEHHUS
4. Peructpanus B CTpaHe-MPOU3BOAUTENE U IPYTUX CTPAHAX

Ne
Ne Hazpanue cTpaHsl peructpanuoHHoro  Jlata Belia4u Cpok peiicTBus
YAOCTOBEPEHHS

5. 1) CocTaB leKapCTBEHHOTO CpencTBa (yKa3aTh JIEKAPCTBEHHbIE CYOCTAHIIUU U
BCIIOMOTaTEbHbIE BEIIECTBA, BKJIOYAs KOHCEPBAHTHI, COCTAaBHBIE BEIIECTBa O0OJOUYKHU

MpenapaToB):
HopMaTuBHBIN JOKYMEHT
110 KOHTPOJIIO Ka4yecTBa H
6e3omacHOCTH
JIEKapCTBEHHBIX CPEICTB,
nnu T'ocynapcrBeHHas
KonnyectBo Ha enuHHIy
Ne HaumenoBanue . ¢dapmaxones PecryOnuku
JIeKapCTBEHHOI (popMEI
Kasaxcran, 3apyOcxHEIC
(apmakornen, pu3HaHHbIE
JNEeWCTBYIOIIMMH  Ha
Tepputopun PecryOmmku
Kazaxcran
) JlexapcrBeHHas1(bIe)
’ cyOcranus (1):
) BcmomorarenbHbie
’ BEILECTBA!
Cocrasn 000m0UYKH
3. TabJeTKH WA KOpIryca
KarCyJIbl:
2) 1711 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhs
HopMatupHbIil
JOKYMEHT IO
KOHTPOJIIO KadyecTBa
n 0Oe3omacHOCTH
JIEKapCTBEHHBIX
CPEACTB, WIH
Tl'ocynapcrBenHas
boranuyeckue dapmakomes
Ne JIATHHCKHUE HA3BAHUS PecryGuuku Juxopacrymee nnn
pacTeHHH, BXOMAIINX KgzaxcTaH W KyJIBTHBUPYEMOE
B cocTaB cOopa 3apyGeKHbIC

dbapmakoneu,



MpU3HAHHBIE
JCUCTBYIOIMMU Ha
TEPPUTOPUH
Pecnybnuku
Kazaxcran

MecToO
MIPOU3PACTaHHS

6. HpOI/I?)BOI[I/ITCJ'II/I AKTHUBHBIX CY6CT2[HL[PII>1, BXOOAMKUX B COCTaB JICKAPCTBCHHOI'O

2.

CpCaACTBa
HaumenoBanue
BeIlEeCTBA,

Ne BXOJISIIIIETO B COCTaB
JIEKapCTBEHHOI'O
cpencraa

1.

2.

HanmenoBanue
OPOU3BOAUTCIIIA HaA
P Crpana*
pycckom u

AHTJTUMCKOM SI3BIKaX

Anpec
MIPOU3BOJICTBEHHON
IJIOMAaAKH  Ha
pycckKoMm u

AHTJIIMHCKOM SI3BIKax

7. 1) CocTaB JIeKapCTBEHHOTO CpelcTBa (yKa3aTh JIEKAPCTBEHHbIE CYOCTAHIIUU U
BCIIOMOTaTEJbHbIE BEIIECTBA, BKJIOYAs KOHCEPBAHTHI, COCTAaBHBIC BEIIECTBAa 00O0JOUYKHU

HopMaTuBHBIN JOKYMEHT
110 KOHTPOJIIO KAa4ecTBa M
6e3omacHOCTH

JIEKapCTBEHHBIX CPEICTB,

nnn  T'ocynapcrBeHHas
dapmakones PecyOmuku
Kazaxcran, 3apyOexHbIC

(apmakornen, Npu3HaAHHbIE

JEUCTBYIOUIUMHU

Ha

Tepputopun PecryOmmku
Kazaxcran

MIpEnapaToB):
KonnuectBo Ha enuHuny
Ne HaumenoBanue .
JIEKapCTBEHHOI (hopMBI
! JlexapcTBeHHas1(bIe)
’ cyOcTanus (1):
5 BcnomorarenbHbie
’ BEIIECTBA:
Cocras 000710YKH
3. TabJeTKH WA KOpIryca
KarcyJbl:

2) 1711 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs

Boranuueckue
JATHHCKHAE HAa3BAHUSA
pacTeHuii, BXOAAUIUX
B cocTaB cbopa

HopMatusHbIil
JOKYMEHT
KOHTPOJIIO KavyecTBa
u 0e30MacHOCTH
JIeKapCTBEHHBIX

mo

CpeICTB,
T'ocynapcrBeHnHas
bapmakomnes
PecnyOnuku
Kazaxctan u
3apy0OexHbIe

nin

Jukopacryuee uinu
KYJIbTUBHPYEMOE



¢dbapmaxormen, MecToO
MpU3HAHHBIC MIPOU3PACTaHHS
JNEUCTBYIOIIMMHU Ha

TEPPUTOPHUU

Pecny6unuku

Kazaxcran

2.
8 . HpOI/I3BOI[I/ITCJ'II/I AKTUBHBIX CY6CT3HI.[PII>1, BXOIAIIIMX B COCTAaB HCKapCTBCHHOFO
cpeacraa
HaumenoBanue Anpec
HanmenoBanue .
BCIIECTBA, MIPOU3BOICTBEHHON
POU3BOJIUTENS Ha
Ne BXOJIAIIETO B COCTAB Crpana* IUIOIIAagKU  Ha
pycckom u
JIEKapCTBEHHOT'0 . pycckom u
aHTJINACKOM SI3BIKaX N
cpencTsa AHTTIMIACKOM SI3BIKax
1.
2.

9. Tun usMeHeHu

1) Tum uW3MEHEHWH B
COOTBETCTBUH c BHOCHMBIEC U3MEHECHHUS Crapas pegaknus Hosgas penmakius
npuioxenuem 17

10. OrmeHka perucTpalMOHHOTO JOChE MO acleKTaM KauecTBa, 0€30MaCHOCTH U
3 PeKTUBHOCTH

Pexomennanuu:

3asiBIICHHBIC U3MEHCHHS THIIA
_ (yxa3aTh THII) HE OKa3BIBAIOT
BIIMSIHUA Ha Ka4eCcTBO, 0€30MMacHOCTh
1 3G (HEKTUBHOCTD JICKAPCTBEHHBIX
1) cpeAcTB. 3asBIEHHOE H3MEHEHHE
PEKOMEHIYeTCs K pEerucTpanuu.
CoOmnroIeHBI YCIIOBHS TSI BHECEHUS
W3MEHEHUH 110 3asABJICHHOMY THILY
HU3MEHEHUM.

3asBIeHHBIE U3MEHEHHS TUIIA
(YkazaTh THI) OKa3bIBAIOT
BJIMSIHUE HA Ka4eCTBO, 0€30MacCHOCTh
1 3¢ (PEeKTUBHOCTD JIEKAPCTBEHHBIX
CpencTB. 3asBIEHHOE U3MEHEHHE He
PEKOMEHIyeTCsl K PETHCTPAlHH.

2)

B cooTBeTcTBHU C 3asBICHHBIMHU
W3MEHEHUSMH HE TPEJOCTaBICHBI
JOKYMEHTBl PEerucTpanoHHOTO
JIOChE B MOJIHOM 00BEME COTJIaCHO
TIPUJIOKCHHUIO 17 WU He COOJIIOICHBI
3) YCJIOBUS JJIsSi BHECEHHSI U3MEHEHUM
110 3asiBJI€HHOMY THUITy U3MEHEHHM.



HeobxonuMo  paccMoTpeThb
JOKyMEHTBl IOBTOPHO IIOCIE
[PEIOCTABICHHS OIOTHUTEIBHBIX
MaTepHuaoB II0 3ampocy YKCIepTa:

JlaTa mocTyruieHus: JOKYMEHTOB 3KCIIEPTY
JlaTa 3aBepIIeHus SKCIEPTU3BI JOKYMEHTOB
Bce nanneie, IpUBEACHHBIE B OKCIIEPTHOM 3aKJIFOYEHUH, JOCTOBEPHBI

Y COOTBETCTBYIOT COBPEMEHHBIM TPEOOBAHUSIM, UTO MOATBEPAKAAI0 TUYHON MOAMKUCHIO.
PykoBoauTens CTpyKTYpPHOIO NOAPA3ACIICHUS

noanuck ®.MN.O (npu ero HaIMYKH)
DKcrepT

noanuck ®.MN.O (npu ero HaIMYKH)
JlaTa

[Tpunoxenne 12
K IIpaBuJIiaM IMPOBCIACHUSA
9KCIICPTU3BI JICKAPCTBCHHBIX CPEIICTB

Cuocka. [Ipunoxenue 12 - B penakunu npukasa u.0. Munuctpa 3apasooxpanenus PK or
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JECMCTBHE CO JHS €ro MEPBOro O(QUIIMATIBHOTO
OmmyOJMKOBaHUA).

¢dopma
MunucrepcTBo 3apaBooxpanenus Pecny6onuku Kazaxcran

HaumenoBaHue rocy1apCTBEHHON 3KCIEPTHON OpraHU3alun

ATTecTaT aKKpeIuTalluu UCIbITaTeNbHOM 1abopatopun (Ne, cpok neicTBUA)

Anpec, TenedoH SKCIEPTHON OpraHu3alMK (MCIIBITATeIbHON 1a00paTopun)

" n

IIpoToxon ucneiTanui Ne oT roaa

Crpannna (KonuuecTBo nmucToB )
3asBUTENb (HAMMEHOBAHUE, a/IPEC):

HaumenoBaHue npoayKuuu:

Bun ncnerranmit:

OcHoBaHUE:

®upma U3roTOBUTEND (IPOU3BOIUTEIND), CTPaHa:

Cepusi, maprtusi: Jlara mpousBoacTsa:
CpOK TOJIHOCTH:

Jlata Hayayia U jaTa OKOHYaHUS UCTILITAHUM:




KomnuectBo 00pa3iios:

O603HaueHre HOPMATUBHOTO JOKYMEHTA M0 KaYeCTBY Ha MPOAYKIIHIO:

O06o3Hauenue HOPMATUBHOT'O JOKYMCHTA 110 Ka4CCTBY Ha MCTOAbI WCHBITAHUM:

Pe3ynbTaThl HCTIBITAHUIN

TpebGoBanus
HaumenoBanue P ®aktuyecku noinydeHHele Temmepatypa 0 C u
. HOPMATHBHOTO JOKyMEHTa 0
nokasaresnein pe3yabTaThl BIaXHOCTH (%)
10 Ka4eCTBY

1 2 3 4
3akmouenue: IlpeacraBieHHbie 00pas3lbl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBAHUSAM HOPMATHUBHBIX JOKYMEHTOB U METOAUKH BOCHPOU3BOIAITCA (HE
BOCIIPOU3BOAATCS) (YKa3bIBaTh MPU HEOOXOAUMOCTH). (HYKHO€ MOJYEPKHYTh)
MeToauKu He BOCHPOU3BOIATCA 10 CIIETYIOIIUM OKA3aTesIM

HOI[HI/ICI/I YIIOJITHOMOYCHHBIX JINII

(momxnocTh) (moanuck) @.M.0 (ripu ero HaTU4Un)

(momxHocTh) (moanucs) ®.M.0O (npu ero HaIU4IUM)

(momxkHOCTh) (moamnuch) ®.M.0 (nipu ero HaIUUKM)

Ipunoxenne 13
K IIpaBHJIaM IPOBEACHUS
9KCIEPTU3bI JIEKAPCTBEHHBIX CPEIICTB

¢dhopma

Oruer o pe3yibTaTax mpoBeACHHA 1a00PaTOPHOTO ACIBITAHKA B IJA0OpaTOpHK KOHTPOIA Ka4eCTBa
OPOM3BOAUTEIIA WM B KOHTPAKTHO#H J1a00paTOpHH, MCIIOIH3yEMO#M IPOM3BOUTEIIEM

CHocka. [Tpunoxenue 13 - B pegakuuu npukasa u.0. Munuctpa 3npaBooxpanenus PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B AEUCTBHE CO JHS €r0 MEPBOro O(DUIIMATIBHOTO
oy OJIMKOBAHUSA).

1. Pe3rome

HaumeHoBaHHe JIeKapCTBEHHOI'O
cpencrsa

HaumenoBanue, aapec peKBU3UTHI
TIPOW3BOICTBEHHOH IIIOMIAIKA

HaumeHoBaHue, aapec, peKBU3UTHI
71abopaTOpUU KOHTPOJL KauecTBa U (
WIN) KOHTPAaKTHOH nabopaTopuu
KOHTpOJISI KauecTBa



OcHoBaHUuE npoBeACHUA
na60paT0pH0r0 HCIIbITaHUA

Howmepa nunieH3un (mpu HaIU4un),
ceptu(uKaTOB, 3aABOK Ha
SKCIEPTU3Y IPU T'OCYIapCTBEHHOU
perucrpanun

[IpoBenerne  1abOPaTOPHBIX

UCHBITAHUHN
PestoMe nearenpHOCTH TaOOpaTOpUH

Brimyck B peanu3anuio CepUH
KOHTPOJISI KauecTBa

JIEKapCTBEHHOTO CPE/ICTBA
HHoe (He0OX0MMO YKa3aTh)

Hara(sr) OpOBEIECHUS
71abOpaTOPHOTO UCTIBITAHUS

®.MN.0. (mpu ero HaIUYHHN)
JKCIEPTOB (WICHOB KOMUCCHH),
JIOJDKHOCTH

2. BBognas uadopmarus
Kpatkoe omucanue nabopaTopun KOHTPOJISI Ka4ecTBa

Hanmnumne moxyMeHTHPOBAHHBIX MPOIEIyp MPOBEACHUS
HUCIIBITAaHUHA

Brimonnenne TpeOOBaHWE  TOKYMEHTHPOBAHHBIX
MIpOLEAYp NPOBEIEHHS UCIIBITAHUN

Henp mpoBeaeHus 1a00paTOPHOTO UCIIBITAHHS
OOBEKTHI UCTIBITAHUS

Ilepconan Js1abopaTtopuu KOHTPOJS KadecTBa,
Y4acTBYIOLIMI B TMPOBEIEHUU JabOPATOPHOrO
UCTIBITAaHUS

JOKyMEHTHI, noJZaHHBIE
OpraHu3aIUeH-IPON3BOINTENEM U (WITH) TabopaTopuei
KOHTPOJIA KauecTBa 10 MPOBEACHHs (hapMaleBTHIECKOH
HWHCIICKITUHU

3. HabGmronenus u pe3yiabTaThl IPOBEACHUS 1a00paTOPHOTO UCIIBITAHUS
Cchutka Ha HOPMATUBHBIA JOKYMEHT

HOMep cepuu, nara rmporu3BoACTBa

TpeboBanus
p daKkTHYECKHE Temneparypa 0 C
ITokazarens HOPMAaTHUBHOTO CooTBeTCTBYET (HE COOTBETCTBYET)
Ppe3yIbTaThl Y BIIQXKHOCTh
JIOKyMEHTa

4. IlpunoxeHus

JokyMeHTBl (NepBUYHBIC JaHHBIC, IPOTOKOJBI
WCTBITAaHUH) ® 00pa3upl, OTOOpaHHBEIE B XOJE
IPOBENICHUS TabOPaTOPHOTO UCTIBITAHUSA

5. PexoMeHganmm 1 3aKII0UCHUS
Pexomenmanun

3aKIroYeHne
[Ipumeuanue: * K oTdueTy o pe3yibTaTax MPOBEACHUS J1aDOPATOPHOrO UCIBITAHUS
H606XOI[I/IMO IIPUJIOKUTH KOIIHMIO CepTI/I(bI/IKaTa aHajiusza " (I/IJII/I) IIPOTOKOJIa UCOBITAHUN HAa



MPOAYKIIUIO J1abOpaTOPUX KOHTPOJISI KadecTBa IPOM3BOJMUTENS WM KOHTPAKTHOMU
nabopaToOpuu, HUCIOJIB3YEMOUN Mpou3BoJaUTENIeM. Bce NMPUIIOKEHUS K OTYETY SIBISIOTCS
HEOTHEMJIEMOM €ro 4acThIO.

PykoBosuTtens KOMUCCUU:

(moamuce) ®.1.O (ipu ero HaTu4IuM), T0KHOCTh
YJICHBI KOMUCCHU:

(moamuce) ®.M1.0O (ipu ero HaTu4Yuu), TO0TKHOCTh

(moamuce) ®.M1.0O (ipu ero HaITu4Yuu), T0TKHOCTh
" " 20 T
CornacoBaHo:

(moamuce) ®.M1.0O (ipu ero HaIU4Yum), TOTKHOCTh

[Ipunoxenue 14
K IpaBHJIaM IPOBEACHUS
9KCTEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

¢bopma

3axmodeHne 0 6€30MaCHOCTH, Ka9eCTBE B A(P(PEeKTHUBHOCTH JIEKAPCTBEHHOTO CPEACTBA,
3asBJICHHOT0 HA SKCIIEPTH3Y B HEJAX I'OCYJAPCTBEHHON PETMCTPAIIVH, IIEPEPETHCTPAINH B
Pecny6muke Kazaxcran

CHocka. [Tpunoxenue 14 - B pegakuuu npukasa u.0. Munucrpa 3npasooxpanenus PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B AEWCTBHE CO JHS €ro MEepBOTO O(DHUIIMATBLHOTO
OITyOJIMKOBAHU).

1. PecnybOnukaHcKoe rocyJapcTBEHHOE NMPEANPHUITHE Ha MPaBE X034 CTBEHHOTO BEACHUS
"HauvoHaNbHBIA LEHTP 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, MEIULHUHCKHAX W3AeIni"
Komurera MeaumuuHckoro u  (apMareBTUYECKOro KOHTpodas MuHucTepcTBa
3npaBooxpaneHuss Pecny6nuku Kazaxcran cooOmiaer pesyiabTaTbl 3KCIEPTU3BI Ha
0e30MacHOCTh, KauecTBO M H(MPEKTUBHOCTH JIEKAPCTBEHHOrO CpEeACTBa s LeJen
roCyJapCTBEHHOU perucTpaiuu, nepepeructpanuu B Pecyonuke Kazaxcran:

Howmep u nara 3asBku

ToproBoe HanMEHOBaHHUE JIEKAPCTBEHHOTO CPENCTBA (C
yKa3aHHEM JIEKapCTBEHHOH (OpMEBI, JO3UPOBKH,
KOHLIEHTPALMK U 00beMa 3aroJHeHUs, KOJIMYECTBa 103
B YIIAaKOBKE - JIUISI JIEKaPCTBEHHOT'O Iperapara)

OpFaHI/I3aL[I/I$[-HpOI/ISBO,I[I/ITeJ'IL, CTpaHa-npoOu3BOJAUTCIIb

3akiroueHre HavyallbHOM 3KCIIEPTH3bI (TTOJI0KHUTEILHOE
WIIH OTPULIATENIEHOE)

3aKiroueHue CHCHH&HHSHPOB&HHOﬁ OKCIICPTU3BI (
TIOJIOKUTCIIPHOC UITH OTpI/ILlaTeHBHOC)



3aKII0UYeHNE UCIBITATSILHON na6opaTopHH: JaTta u Ne
IpoOTOKOJIA, (HOJ’IO)KI/ITeJ'IBHOG nim OTpPI].[aTeJ'ILHOe)

2. 3akmroueHue (MOJOKUTENIbHOE): MaTepuralbl U TOKYMEHThI PETUCTPALMOHHOTO 10ChE
Ha JIGKApCTBEHHOE CPEICTBO, MPEIAOCTABJICHHBIE JJIsi TOCYJAapCTBEHHOW pETHCTpalluH,
nepepeructpanuu B Pecryonuke Kazaxcran, COOTBETCTBYIOT yCTaHOBJICHHBIM TPEOOBAHUSIM,
0e30MacHOCTb, KauecTBO M 3(P(HEKTUBHOCTHh JIEKAPCTBEHHOI'O CPEACTBA MOJTBEPKICHbI
COOTBETCTBYIOIIMMU MaTepuagiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

JlekapcTBEHHOE CpPEACTBO (TOProBO€ HAaMMEHOBAHHWE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHUEM JIeKapCTBEHHOM (hOpPMBI, JO3UPOBKHU, KOHIIEHTpAlMU M O0ObeMa 3aroJHECHUS,
KOJIMYECTBA JI03 B YIIAKOBKE) 3apeructpupyercs (mepepeructpupyercs) B PecrnyOnuke
Kazaxcran cpokom Ha JIET WK OECCPOUHO.

3akmtoueHue (oTpuuaTeabHoe): MaTepuanbl U TOKYMEHThI PETUCTPAIMOHHOTO 10ChE Ha
JIEKapCTBEHHOE CPEJCTBO, MPEAOCTABJICHHBIC [JII TOCYJapCTBEHHOW perucTpaiuu,
nepepeructpanuu B PecnyOnuke KazaxctaH, He COOTBETCTBYIOT YCTaHOBJICHHBIM
TpeboBaHUAM, 0€30MaCHOCTh, KauecTBO U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA HE
MOATBEPAKACHBI COOTBETCTBYIOIIUMH MaTE€pUaiaMu U MPOBEJCHHBIMU UCTIHITAHUSIMU.

JlekapcTBEHHOE CpPEACTBO (TOProBO€ HAaMMEHOBAHHWE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHUuEM JIeKapCTBEHHOM (OPMBI, JO3UPOBKH, KOHIICHTpAlMUM M O0ObeMa 3aroJHCHUS,
KOJIMYECTBA /103 B yIMaKOBKE) HE 3aperucTpupyercs (mepepeructpupyercs) B PecmybOnuke
Kazaxcran.

3akiroueHue aercTBuTenbHO 180 KaleHAapHBIX AHEHN ¢ JaThl TOAMUCAHUS.
PykoBoauTenb rocy1apCTBEHHON YKCIEPTHOM OpraHu3aiuu (WM yIOJTHOMOYEHHOTO
JIMIIA)

(moamuce) ®.M1.0O (ipu ero HaIu4Yum), TOTAKHOCTh

Jlara
IIpunoxenue 15
K IpaBHJIaM IPOBEACHUS
OKCIIEPTU3LI JICKAPCTBCHHBIX CPCIACTB

¢dbopma

3axmoderne 0 6e30macHOCTH, KagecTBe ¥ 3G PEKTHBHOCTH JIEKAPCTBEHHOTO CPEACTBA,
3asBJICHHOTO Ha 3KCIIEPTH3Y B LEJIIX BHECEHUA H3MEHEHHH B PETHCTPAIIHOHHOE I0CHEe

Cuocka. [Ipunoxenue 15 - B pegakuuu npukasza u.0. Munuctpa 3npaBooxpanenusi PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B AEWCTBHE CO JHS €ro MEepBOTro O(DUIIMATBLHOTO
OITyOJIMKOBAHUS).

1. PeciyOnrkaHCcKO€ TOCYJapCTBEHHOE MPENPUATHE HA TTPaBe XO3SIMCTBEHHOTO BEICHUS
"HarmoHanbHBIM IIEHTP SKCHEPTU3bI JICKAPCTBEHHBIX CPEJICTB, MEAMIIMHCKUX H3AeTUin"
Komurera MeaumuHckoro u  (apMaleBTHUYECKOTO KOHTpoJisi MuHucTepcTBa
3napaBooxpaHeHust PecriyOnuku Kazaxcran cooOraeT pe3ysibTaThl SKCIEPTU3bI O BIUSHUU



BHOCUMBIX H3MEHEHUM B PETUCTPAIMOHHOE J0Che Ha O0e30MacHOCTh, KauyecTBO U
3 PEKTUBHOCTD JIEKAPCTBEHHOTO CPEJICTBA:

Howmep u nara 3asBku

ToproBoe HauMeHOBaHKE JIEKAPCTBEHHOTO CPeICTBa (C
yKa3aHWEM JIeKapCTBEHHOH (OPMBI, JTO3UPOBKH,
KOHIIEHTpanuyu 1 00beMa 3aroTHEHHs], KOJINYECTBa 103
B YIIaKOBKE — /ISl JIEKaPCTBEHHOTO IIperapara)

Opranu3zanus Mpou3BOIUTENb, CTPaHA-TIPOU3BOIUTEND
Turm BHOCHMBIX H3MECHEHUH

3akiroueHre HavallbHOM 3KCIIEePTH3bI (TTOJI0KHUTEILHOE
WIIH OTPULIATENIEHOE)

3aKI04YeHne CHCL{I/IaHI/ISI/IpOBaHHOﬁ OKCIICPTU3BI (
ITOJIOKHUTCIBHOC HIIN OTpI/ILlaTeJ'ILHOG)

3axI04eHre UCIBITaTeIbHOU JabopaTopuu: gata u Ne
IPOTOKOIA, (IIOJI0XKUTENILHOE UK OTPULATEIILHOE)

2. 3akmtouenue (MOJIOKUTENbHOE): Martepuanbl U TOKYMEHTHI Ha JIEKAPCTBEHHOE
CpPEACTBO, MPEAOCTABJIEHHbIE I BHECEHHS U3MEHEHUW B PETUCTPALMOHHOE [IOCHE,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPEOOBAHUSM, BIUSHHEC HAa 0€30MaCHOCTh, KAYECTBO H
3 PEeKTUBHOCTh JIEKAPCTBEHHOTO CPENICTBA IMOJATBEPXKIEHBI COOTBETCTBYIOUUMHU
MaTepuaiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocumMbie u3MeHEHHS 3aperucTpupyercs ¢ Bbigadeld (0e€3 BbIIaYM) HOBOTO

PErUCTPAIMOHHOTO yAOCTOBEPEHHUS.

3akmoueHue (oTpuuaTeabHoe): MaTepuanbl U1 JOKYMEHTBI Ha JIEKAPCTBEHHOE CPEJICTBO,
MIpEeI0CTaBJICHHbBIC JIJI1 BHECEHUSI U3BMEHEHUM B PETUCTPAIIMOHHOE JJOChE, HE COOTBETCTBYIOT
YCTAHOBJIEHHBIM TpPeOOBaHMIM, BIHMSHUE Ha 0O€30MacCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
JIEKapCTBEHHOTO CPEACTBA HE MOATBEPKIEHBI COOTBETCTBYIOUIMMH MaTepUallaMU H
MPOBEJICHHBIMU UCTIHITAHUSIMU.

BHocuMbIe U3BMEHEHNS HE 3aPETUCTPUPYETCS.

3akiroueHne AerucTBUTENbHO 180 KaleHAapHbIX THEN C JAThI TOAMUCAHUS.

PykoBoauTenb rocy1apCTBEHHOW 3KCIEPTHON OpraHu3aluu (WM yIOJTHOMOYEHHOTO

JINIIA)

noanuck O.N.O (ripu ero HaIU4IMN)
JlaTa

[Ipunoxenue 16
K TIpaBHJIaM IPOBEACHHS SKCIIEPTH3HI
JIEKapCTBEHHBIX CPEACTB

®opma

CBoHEIi 0TIeT 0 6€30aCHOCTH, KaueCTBY B 9P (PeKTHBHOCTH JIEKapCTBEHHOT'O Ipenapara

[lara



Kasakcran Pecny6nukacs Pecry6inkaHcKoe TOCyAapCTBEHHOE

JleHCcaynBIK caKTay MHHHCTPIIITI NpeanpusITHe Ha  TIpaBe
MenunuHalbIK XKoHEe X03SIMCTBEHHOT'O BEJICHUS "
(hapmaneBTHKANBIK  OakpLIay HammoHanpHEBIN TEHTP 3KCIIEPTH3HI
koMuTeTiHiH "Jlopinik 3aTTap MeH JIeKapCTBEHHBIX CpenCTB,
MEIUIUHATIBIK  OyHBIMIap bl MmeaunuHcknx n3nenni” Komurera
capanTay VATTBIK OPTaJbIFbI" MEIULUUHCKOTO u
nrapyanrbLIbIK KYPTrisy (hapMaIeBTHYECKOTO  KOHTPOJIS
KYKBIFBIHIAFbl  PECITyOJINKAIIBIK MuHucTepcTBa 3ApaBOOXPAHCHUS
MEMJICKETTIK KOCITTOPHEI Pecrryonuku Kazaxcran

CBousrii oTger o 6e30macHOCTH, 3()(HEKTHBHOCTH M Ka9ECTBY JIEKAPCTBEHHOT'O Ipenapara

HaunmenoBanue npenapara, mpou3BOAUTENb, CTPAHA

N3 otyera ynanena koHpuACHIIMAIbHAS HHPOPMALIHS

1. CripaBouHas uHgpopmaius o mpoieaype

1.1. IToga4a perucTpalliOHHOTO JI0ChE

2. HayuHoe ob6cyxieH1e

2.1 AcnekThl KauecTBa

2.1.1 AxtuBHas (apmarieBTHUECKasi CyOCTaHIIMS: aHATU3 CBEJICHUN O TPOUCXOXKICHUH,
KaueCTBE U BBIBOJBI O BO3MOXKHOCTH UCIIOJIb30BaHUS CyOCTaHIINN

2.1.2. BcnomorarenbHble BEIECTBA: aHAIN3 CBEJACHUM O KauecTBE, KOJUYECTBE C

BBIBOJIAMH O JOITYCTUMOCTH UCIIOIb30BaHUs

2.1.3 JlexkapCTBEHHBIN Mpenapar 3aKII0YeHHe O MTPOU3BOCTBE CrCM(PUKAIINS KauecTBa
CTaOMJILHOCTh

2.2. JIOKIMHUYECKUE aCIICKThI

2.3 KnuHU4eCcKue acreKThl

2.4 OneHka MoJjib3a-pruckK

2.5 ®apmaxonamzop Onucanue cucteMbl papmakoHaazopa [1nan ynpasnenus: puckaMu

2.6 YcnoBus OTITyCKa

[punoxenune 17
K TIpaBUJIaM IIPOBEICHHS SKCIIEPTH3bI
JIeKApCTBEHHBIX CPEACTB

Hudopmamus 0 BCIIoMOraTelIbHBIX BEMIECTBaX, HOMHHAILHOM HX COJEPKaHWH B JIEKapPCTBEHHBIX
Ipenaparax, a TAK)Ke OrPaHWICHAI IPUMEHEHN JIKAPCTBEHHOT'O IIperapaTa

Wudopmanusi,
HonycTumeie
mojjexanas
HaumenoBanue npeaesnsl
OTPaXXCHUI0 B o
Ne n/m BcrioMorarenbHel IIyTe BBEeHUS  COlEpkKaHUs Kommenrtapun
WHCTPYKIHU TI0
X BEIIECTB BCIIOMOTaTEJIbHBI
MEAUIIUHCKOMY
X BEIECTB
MIPUMEHEHHIO

1 2 3 4 5 6



AnpOTHHUH MectHoe

MecTHOEC,
ApaxucoBoe

nepopaibHoe,
Macjo

MIapeHTepaIbHOE

Acnaptam (E951) TlepopansHoe

A3zokpacurenu: 1)
E 102
Taptpasun2) E
110 XKentwiii
3akaT (FCF)3) E
122 A3opyOuH,
Kapmomsun4) E
124 TTonco 4R ( IlepopamsHOE
myHIOBEIH 4R),
Komenuns
kpacHas A5) E
151
Bpunnuanrossit
yepHslii BN,
yepHblil PN

E 104 Xentsrit
XUHOJMHOBBIN  (
Quinoline Yellow

)

E 107 Xenrerii 2
G (Yellow 2 G)

E 120
Kopumenuns,
KapMHHOBas
KHCIIOTa,
KapMHUHBI (
Cochineal,
Carminic acid,
Carmines)

I'mnepuyBcTBUTE
JIBHOCTb WU
cepbe3Has
ajieprudeckas
peakuus

IIpoTuBonokasax
Bl JHMLAM C
aJIepruyecKou
peakuueid Ha
OpEXH WU COIO

Coaepxut
(henmnanaHuH,
MPOTHBOIIOKA3aH
T0OIM ¢
(heHUIIKETOHYpHe

u

Annepruueckue
peaxIuu

OuunieHHoe
apaxucoBoe
Macjio MOXKET
coJiepKaTh OEIOK

MoskeT HaHeCTHU
Bpea IHIaM C
(eHnITKeTOHy pre
i

E 102, E 110, E
122 - 3ampereHbl
K MPpUMEHCHUIO B
JICKaPCTBEHHBIX
mpermnapaTax Jyis
neTen

3ampenies K
NIPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Juis
neren

3ampenies K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Juis
neren

3ampenie’ K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Juis
neren

3ampemeH K
IPUMEHEHUIO B
JICKApCTBCHHBIX



10.

11.

12.

13.

14.

15.

16.

E 128 KpacHsrii 2
G (Red 2 G)

E 131 Cununit
MaTE€HTOBAHHBIN
V (Patent Blue V)

E 132
WUuguroTus,
Wunurokapmun (
Indigotine, Indigo
Carmine)

E 133 Cunuii
onectsnuii FCF (
Brilliant Blue
FCF)

E 155
Kopuunessrit HT
(Brown HT)

El162
CBEKOJIBHBIHI
KpacHBIH,
beranun (
Beetroot Red,
Betanin)

Kpacuremnn:1)
El121
HutpycoBbiii
kpacabii 2 (
Citrus Red 2)2)
E123 AwmapanTt (
Amaranth)3)
E154
Kopununessiii FK
Brown FK

OpUTPO3UH
E127)

[lepyanckuit
6amp3am

[lepopansHoE 0-0,1 mr/kr

rpemnapar Hellb3s
Ha3HayaTh H
NPUMEHSATH
IMarueHTaM ¢
MMaToJOTHUEH
IIUTOBUAHON
JKEJe3bl

Bo3MoXHEI
KO>KHBIE PEaKIIUN

Bo3MOXHBI
HPHUTHI;U30eraTh
KOHTaKTa ¢
MSITKAMH

npenaparax s
neren

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neTen

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neren

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Juis
neren

3ampenies K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Juis
neTei

3ampemes K
HpI/IMeHeHI/I}O B
JIeKapCTBEHHBIX
npenaparax st
neTei

3alpemeHbl K

MPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax

3alpemes K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax Ajist
neTen



17.

18.

19.

benzankonusa
XJIOpUL

Kucnora
OeH30liHAsI u
OeH3oatsl: 1)
E210 xwucnora
OeH3oiHan2)
E211 watpus
6enzoar3) E212
Kanus OeH30aT

ben3unoBelit
CITUPT

Odransmosioruye
CKHUE
JICKAPCTBEHHBIE

(opMEI

MectHoe *

WNuransumnonnoe 10 Mxr/B 1 mose

MectHOEe *

[MapenrepansHoe *

IIpu nose menee
90 Mr/kr/cyT

[TapenTepansHoe

Ipu moze 90 mr/
KI/CyT

KOHTAaKTHEIMU  beH3ankoHus
JMH3aMU;yAAIUTh X 10 P U 1
KOHTaKTHBIC obecreuynBaer
MSATKUE
IMPUMEHEHWEM M KOHTAKTHBIE
BBIXKJ1ATh HC JIMH3bI

MeHee 15 MuHYT

nociue

3aKallbIBaHUA

JIMH3Bl TIEPEN

npenapara;He
MPUMEHSIETCS Y
nereii 1o 8 jmer

Ko>xHble peaknuu
Bponxocnasm

Pazgpaxenus
KOXH, Tlla3 H
CIIM3HUCTBIX
000J104eK

IIpoTuBonokaszan Beicoxuil puck
0 pa3BUTHUI
HOBOPOXJICHHBIM JKEITYyXH Y
JETAM HOBOPOXJICHHBIX

IIporuBonokasan
o
HEJIOHOIIEHHBIM,
HOBOPOXKICHHBIM
M IETSAM 110 3 JIET;
mobouHOE
nenucreue -
aHA(ITAKTOUHEI
e peaxIuy;
KOJIHYECTBO
OEH3UIIOBOTO

CIIupTa B Bo3moxHE
npenapare  (Mr/ cpygam

M) TOKCHUYECKUX H
[IporuBomnokazan AIEPTHIECKUX
o peakuuii y nerei

HEIOHONIEHHBIM, A0 3 JIeT
HOBOPOXKICHHBIM
H IEeTSIM 110 3 JIET;
[pU MPUMEHEHUU
OCH3UII0OBOTO
coupra B J03aX
90 Mr/kr/cyt u
B BI I €
MOBBIMIACTCS
PHCK (aTanbHBIX
TOKCHYECKUX
peakuui

IToBhIIAETCS
YyBCTBUTEIBHOCT



20.

21.

22.

23.

24.

25.

26.

27.

Macao

OepramoTa
BepranTen Mectroe
Bponomnon MectHoe
Byrunruapokcua

y P MectHoe
au3oa E320
Byrunruapokcur

y p MectHoe
onyon E321
Macinuo
KacTopoBOe [MapenTepanbHoe
MTOTUATOKCHIIAPO

BaHHOE;MacJIo
KacTOpOBOE
OMHATOKCHIHpO  11€pOpabHOe

BaHHOE
TUAPOTEHU3UPOBA
HHOE MecTtHOE
Cnuprt
LETOCTEapH-TIOBBI
. p MectHoe
H;conupt
LETHUIIOBBIN

MectHOE
XI1opKpe30a

ITapentepanbHoe
Jumeruncynbho

ysb MectHoe

KCHg

IlepopanbHoe u
MapeHTepaIbHOE

Coaepxanue
3TaHoOJIa B
pa3oBoil nmo3e
menee 100 mr

b K
YIBTPOPHOIICTOB
BIM JTy4aM (KaK K
HaTypaJbHbIM,
Taxk "
HCKYCCTBEHHBIM
Jy4am)

MecTHBIE
KOXKHBIE PEaKLIUU
(KOHTaKTHBIE
JIEPMaTHTBI)

MecTHBIE
KOXKHBIE PEAKIUU
(KOHTaKTHBIE
JIEpMaTHUTHI),
pasznpaxeHus
TJ1a3 ¥ CIIM3UCTHIX
obomouek

MecTHBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIE
JIEpPMAaTHUTHI),
pazapakeHus
rja3 M CIU3UCTBIX
000J104eK

Cepbe3Hble
aJIepruuecKue
peakiuu

Hapymenus
JKEJTy IOUHO-KHUIIIe
YHOTO TpakTa U
Jrapest

Koxnrre peaKkunu

MecTHBIE
KOXKHBIC PCaKIHH
(KOHTaKTHBIE
JIEPMATHTHI)

Anneprudeckue
peakuuu

Paszgpaxenus
KOYH

IIpenapar
CONEPKHUT
HU3KHHA YPOBEHb
3TaHOJa

IIporuBonokasan
oM UL
CTpajarolux
aIIKOTOJIN3MOM,
SIHUJICIICHEH,

He ucnonesyercs
Opu  HAIHYUHU
OepramTeHa B
Mmacie

Coaepxaiue
JTaHolla, MEHee
100 mr B pazoBoit
03¢



28.

29.

30.

IlepopanbHoe u 3 T B pa3oBoi
MapeHTepATEHOE  JI03¢ Mperapara

OrtaHON

MectHoe
DopMmanbaerug

IlepopanbHoe

IIepopanbHoe
Dpykroza

pa3oBoii 1o3e

or 100 Mr to 3r nmeTtsam,

OCpeMEHHBIM |
KOPMSAIUM
KEHIIUHAM,
GONBHBIM C
3a001eBaHUSIMH
MIeYCHH

IIpoTuBonoOKazan
0.7 JIUIT
CTpanaronux
AJTKOTOJIM3MOM,
SMUJIETICUEH,
JEeTIM,
OCpeMEHHBIM |
KOPMSAIIUM
KEHIIUHAM |
OONBHBIM C
3a00JIeBaHUSMH
MEeYEHHU; BIUSACT
Ha CITOCOOHOCTH
yIpaBIeHUS
TPAHCTIOPTHBIMH
CpeICTBAMH WK
OMaCHBIMHU
MEXaHH3MaMHu;
BIHSET H
H3MEHSET
JIEHCTBUSA IPYTUX
JICKapCTB

Bo3MoxHEBEI
CITy9ad MECTHBIX
KOXHBIX peakuui
(KOHTaKTHBIE
JIEPMaTHTBHI)

Hapymenus
JKEITYOIHO-KHUIIEe
YHOT'O TPaKTa U
uapest

Ilepen
Ha3HAYCHHEM
npemnaparos
YCTaHOBJIMBAETCS
MEPEHOCUMOCTD
bpyKTO3HI;
MPOTUBOIIOKA3aH
0 OOJNBHBIM C
HaCJEeICTBEHHON
HETIePeHOCUMOCT
bI0 PPYKTO3BI

KonuuecTBo
(pYKTO3HI B T B
pa3oBoil nm03€
npemnapara;He

KonungecTtBo
3TUIIOBOTO
CIUpTa B 3THX
JIEKapCTBEHHBIX
npenaparax
MOJKET BIHSATH U
U3MEHSTH
JIEHCTBUS OPyTUX
JIeKapcTB



31.

32.

I'amakTo3a

I'mroxo3a

[TapenTepanbHoe

Kunkue
JIEKapCTBECHHBIC
bopMBl  miA
IpreMa BHYTPb,
TabIeTKH
JKEeBaTEIbHBIE

[TapenTepansHoe

IIepopansHoe

[lepopansHoe
[TapentepanbHoe

[IepopanbHoe

ITepopanbsHOE
[MTapenrepansHOe

PactBopsl  mi1s
IIpueMa BHYTpPb

Ha3HayaTh
manueHTaM ¢
caxapHbBIM
1radeToM

Hanocar Bpen
3y0am

[IpoTuBonokaszan
0 JIHIaM ¢
HACJIEACTBEHHOMN
HEMepeHOCUMOCT
b0 TaJaKTO3blI,
rajakTo3eMHuen

[IpoTuBonOKa3an
0 JIHIaM ¢
HACJIeICTBEHHOMN
HETIIEPEHOCUMOCT
B0 TalaKTO3bI,
rajakTo3eMHueH
U1 H
ManbabcopOrmeit
TTFOKO30rajiakTo3
bI

KoamuecTBoO
rajaKTossl B I' B
pa3oBoil nmo3e
npemnapara;
OCTOPOXKHO
Ha3HayaTh
OOIBHBIM C
caxapHBIM
1radeToM

IIpoTuBonokasax
0 JuIaM ¢
ManbadcopOommen
TITIOKO3BI-TallakT
03bI

KonnuectBo
TJIIOKO3Bl B I' B
pa3oBoil jm03€
npermnapara;
OCTOPOXKHO
Ha3Ha4YaTh
OONLHBIM C
caxapHBIM
radeToM

Oka3pIBaeT
MOBPEKAArOIICE

IIpu pnuTensHOM
HCIOJILE30BaHUN B
TCUCHHUE JBYX
i  Oolee
HeJeIb

Jlanuas
nHdopmanus
BKJIIOYaeTCs B



33.

34.

35.

36.

CocaTeabHEIE *

KeBaTEJIbHBIC
TabJIeTKH
[lepopansHoE 10 /B 1 noze
I'muuepon
Pexransnoe Ir

lemapun (B

KadecTBe x
[MapenTepansHoe

BCIIOMOT'aTCJIBHOT

0 BeIlleCTBa)

Cupon

THIPOTeHU3UPOBA

HHOM Tmoko3s! ( IlepopamsHOe
WIM MaJIbTHT

KUIKU)
10T
IIepopansHoe
Caxap
UHBEPTHBIN
5r

nefcTBUME Ha
3yOBI

I[ToGouHbBIE
pCaKIuu:
rojaoBHass 0OJb,
HapyueHus
KEJTyI0UHO-KHIIIe
YHOTO TpaKTa,
Japest

[Tocnabasgromee
IEUCTBHE

Annepruueckue
peakuuw,
CHUKCHHUE
CBEPTHIBAEMOCTH
KPOBH:
MPOTHUBOIIOKAa3aH
0 JuumamM ¢
aJJIepruuecKoi
peakuueid Ha
TeapuH

IIporuBonokasan
0 JHImaM c
HacJIeICTBEHHOH
HETIepeHOCUMOCT
BI0 (PPYKTO3HI

YmepeHHoe
rmociaosroIee
IeHlCTBHE;
yKa3bIBaeTCS
KaJOpUMHOCTh
THUAPOTEHU3NPOBA
HHOM TJIIOKO3BI -
2,3 xKan/r

[IpoTuBonOKa3an
0 JIHImamM ¢
HacleICTBEHHOMN
HEIIEPEHOCUMOCT
b0  (PpyKTO3BI
U1 Hu
ManbabcopOommen
TJTFOKO3BI-TaJIaKT
03Bl

KonnuectBo
TJIIOKO3Bl |
(pYKTO3HI B T B
pa3oBoil nmo3e
npemnapara;
OCTOPOXHO
HazHayvaTh

WHCTPYKIHIO,
IPH JIATEIBHOM
MIpUMEHEHNH (IBE
u OoJiee HeJeNb)



37.

38.

39.

JIakTut E 966

JlakTo3a

JanonauH (
[epcTsiHOM XHP)

PactBopsl a1
IIpUeMa BHYTb;
cocaTenbHbIe
JKEBATEIbHBIE
TabIeTKH

IIepopanbHoe

IIepopansHoe

MectHoe

10T

OOJIBHBIM C
caxapHbBIM
radeToM

Oka3bpIBaeT
MOBpEXAArOIIee
neucTBHE Ha
3y0BI

IIporuBomnokasan
0 JIunamM ¢
HacJIeICTBEHHOH
HETIIePEHOCUMOCT
B0  (PYKTO3HI,
rajakTO3Hl,
rajgakTo3emMuen
U u
MasbabcopOoImen
TJIFOKO3BI-TaJIaKT
03Bl

YmMmepeHHOe
nmociaosroIee
IeHCTBHE;
yKa3bIBaeTCs
KaJOpUMHOCTh
JakTuta - 2,3
KKaJ/T

IIpoTuBoOMIIOKA3aH
0 JnHumam ¢
HaCJeICTBEHHON
HEIEPEHOCUMOCT
BIO TallaKTO3HI,
neQUIUTOM
tepmenta Lapp (
JIATIIT)-nakrassl,
ManbabcopOormeit
TJIIOKO3BI-TaTaKT
03Bl

Vka3piBaeTcs
KOJIMYECTBO
JIAaKTO3bl B T B
pa3zoBoil go03e
npenapara;
OCTOPOXKHO
Ha3HaJaTh
0ONBHBIM C
caxapHBIM
IuadeToM

MecTHEBIE
KOKHBIC PEaKIIiH
(KOHTaKTHBIH
JIEPMaTHT)

[Ipu pnutensHOM
MpUMEHEHHH (IBE
u 0oJiee HeJeNn)



40.

41.

42.

43.

44,

E 965 ManbTut;E

953

HzomansTHTON;

ManbsTUT KXKUAKAN

(cupom IIepopansHoe
TUAPOTEHU3UPOBA

HHOU TITFOKO3BI)

10r

f;?;:; ]322 1 ( ITepopanbHOE 10T
OdTronpmanoruye
CKHeE "

OpraHudeckue  pexapcrBeHHBIC

COeTMHEHUS dOpMbI

pryTtu:l)

THOMEpcan?2)

dheHnn-pTYTH

HUTpaT3) MectHoe *

heHUmI-pTYTH

amerar4)

heHmI-pTYTH

Gopar

[MapenrepansHoe *

[Maparuapokcude IlepopansHoe;
H30aThl W MX o(ToIbMaNOTH4e
a¢pups:l) CKHE *
STUNNAPA-TUAPOK JIEKAPCTBEH-HBIE
cubenzoar (E 214 dbopmbi;mecTHOE

) 2)

MIPOTIMII-TIaparui-

pokcubensoart (E

216)3) Hatpus

MPONHINAPATHAP

okcubenzoar (E
217)4) ITapentepanbHoe

MHTaJIAllAOHH
METHII-TIaparuapo AIAIMOHHOS

kcubenzoar (E
218)5) Hatpus

>k

METHIIaparuiIpo
kcubenzoar (E
219)
MecTHOEC,
deHMIaaHuH epopaibHoe, *
MapeHTePAITEHOE

IIporuBonokasan
0 Jumam c
HacJIeICTBEHHOH
HETIEPEeHOCUMOCT
BI0 (PYKTO3HI

YMepeHHOE
nmociaosroIee
IeHCTBHE;
yKa3bIBaeTCs
KaJOpUMHOCTh
THIPOreHU3HUPOBA
HHOM TJIIOKO3BI -
2,3 xKan/r

YmMmepeHHoe
rmociabasronee
IEeUCTBHE

Annepruueckue
peakun

MecTHBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIepMaTuT),
HapylICHHUE
MUTMEHTAIUH
KOXKH

Annepruueckue
peakiuu

Annepruueckue
peakuuu
3aMeIEeHHOTO
THIA

Annepruueckue
peakuuu
3aMeIJICHHOT O
THIA,
Oponxocnazm

[IpoTuBOTIOKa3aH
0 JHIaM ¢
(heHUIIKETOHY pHe

u



45. Kanuii
46 ITponuneH-riauko
’ b ¥ ero 3upsl
47 Macno
KyH)XYTHOE

ITapentepanbHoe

ITapenTepanbHOE
IlepopansHoe

BryTpuBeHnHoe
BBEZICHHE

MectHoe

[IepopansHoe
ITapentepanbHoe

Bce nytm
BBCIACHMUA

Coaepxanue
Kanuss MeHee 1
MMOJIb B Pa30BOi
J03€e

Coaepxanue
Kajgus 1 MMOJIb B
paszoBoii 103€

30 MMOJIB/JT

400 Mr/kr - mis
B3pociabix 200 mr
/KT - U1l meTei

VYka3biBaercs
KOJINYECTBO
KaJIusi B MMOJIb (
WIW MT) B
pa3oBoil mo3e
npemnapara

VYkasbpiBaeTcs
KOJINYECTBO
KaJust B MMOJb (
HJIU MT) B
pa3oBoil nmo3e
npenapara;
OCTOPOXHO
Ha3HA4aTh JIUIAM
CO CHHYKEHHOH
(hyHKIEEH ToYeK
UIH Yy KOTOPBIX
KOHTPOJIUPYETCA
MOCTYIIJICHHE
KaJus C MUIIER

bonr B Mecte
HHBEKITUU

Paznpaxenue
KOXXH

OddexTsr,
MOJO00HBIE
NEUCTBHUIO
aJIKOTOJISI

Penxue caydaun
Cepbe3HbIX
aJIepruYecKux
peaxkuui

B unHCTpyKLIMH
nHdopmanus
OTHOCHTEJIBHO
coaepKaHus
Kalus
OCHOBBIBAETCSI Ha

obmiem
COJlepKAHUH
Kalus B

npenapare;MeHee
1 Mmmoms (39 Mr)
B pa3oBOH 7103€,
CUUTAKTCA
npenaparaMu
CBOOOJHBIMH OT
KaJIst, 0COOCHHO
BaXHO, MpHU
MPUMEHECHUU B
MeIUaTpUIeCcKomn
MpaKTUKE, TJe
Ha3HAYaTCS
npemnaparel ¢
HU3KUM YPOBHEM
KaJIust

B uncTpyKUMH
nHpOpMALIHL



48.

49.

50.

[TapenTepansHoe

Harpuii

ITapenTepansHOE;
IIepopaIbHOE

Kucnora
copbuHOBas u ee MecTHOe
comnu

[IepopansHoe
[TapentepanbHoe

Cop6uron E420

IlepopanbHoe

VYka3biBaercs
Conepxxanue KOJINYECTBO
HaTpusi MeHee | HaTpus B MMOIb (
MMOJIb B pa30BOM MK MT) B
J03€ Imperapata  pa3oBOM  J03€

npemnapara

Yxka3biBaercs
KOJIMYECTBO
HATpHUS B MMOJIb (
WIW MT) B
pa3oBoil jm03e
npernapara;
OCTOPOXHO TIpH
Ha3HAYCHUHU

Coaepxanue
HaTpusa | MMounb
B pa30Boil 103€e

JHIAM,
COOJTIOTATOTITM
OecconeByo
JTIETY

MecTHBIE
KOKHBIE PEaKINH
(KOHTaKTHBIN
JIepMaTuT)

IIpoTuBomnokasan
Bl MAIIMEHTaM C
* HACJIeACTBeHHO
HEMePEeHOCUMOCT
bI0 PPYKTO3BI

YMmepeHHOe
rocia0sronee
neicTBUEC;
yKa3bIBaeTcs

10r

OTHOCHUTEIBHO
coJiepKaHus
HaTpHs
OCHOBBIBAETCSI Ha
obmem
COJIepKaHUH
HATpUS B
mpermapare;
npenaparsl
cojiepKalue
HaTpus MeHee |
MMoJIb (23 Mr) B
pas3oBoii no3se,
CYUTAKTCA
npenaparamu
CBOOOTHBIMH OT
HaTpUs;
OcobeHHo 3TO
BaXHO, TIpH
MPUMCHCHUH B
TeANATPUICCKON
MpaKTUKE, THAe
Ha3HAYAIOTCS
npenaparel ¢
HU3KUM YPOBHEM
HATpUs



51.

52.

53.

54.

Macao coeBoe,

Macno coesoe Bce mytum
THIIPOTEHU3NPOBA BBEACHUS
HHOE

CteapuioBslii
P MectHoe

CIHUPT
IIepopanbHoe

Cykpoza
PactBopbl st
mpueMa BHYTPB;
cocaTenbHbIE,
KEBaTEIbHBIE
TabJICTKH

CynabHuTHI,

BKJIIOYas

MeTabuCyIbPUTHI

:1) cepsl muokcu
E 2202) matpus
cymedur E 2213)
HaTpu4d
oucynppur E

*

KaJIOpUITHOCTH
copburona - 2,6
KKaJ/T

MecTHBIE
KOXKHBIE pPEaKLUU
(KOHTaKTHBIH
JIEPMATHT)

MecTHBIE
KOXKHBIE pPEeaKIuu
(KOHTaKTHBIN
JIepMaTuT)

[IpoTuBomnokazax
0 JnHumam c
HacJeICTBeHHON
HETIepeHOCUMOCT
B0  (PYKTO3HEI,
ManbabcopOommei
TITIOKO3BI-TaaKT
03bI, 1eHUITITOM
dbepmenra
CYKpa3bl-u30Malib
Ta3bl

Vka3siBaeTcs
KOJIMYECTBO
CyKpa3sl B
rpaMmMax B
pa3oBoil nmo3e
mpemnapara;
OCTOPOIXKHO
Ha3Ha4YaTh

OONLHBIM C
caxapHBIM

nrabeTom

IToBpexnaromiee
IEWCTBHE Ha
3yOBI

Cepne3Hble
aJJIepru4ecKue

JlanHasa
nHdopmanus
BKJIIOYAeTCS B
HHCTPYKIHIO,
Korpga
JIEKapCTBEHHBIN
npemnapar
npeaHa3HaueH
JUISL JITTUTENILHOTO
npUMeHeHHs (IBe
n OoJsee HEETb)



2224) wmatpusa IlepopalbHOE; peakuuu u

METaOUCYTE(QHUT  mapeHTEpaIbHOE; OponxocmasmM
E 2235) xanus wHramsmmoHHOE
MeTabucynpdur
E 2246) xanus
oucynbdur E 228
IIporuBomokazan
auuam c [MmeHnyHbIIT
[TmennynbIf AJUIEPTUYECKUMHU  KpaxMall MOXET
55. [epopanpHOE *
Kpaxmat peakuusMu Ha COJIEpPXKaTh
MIIEHUYHBIH I'mroten (crneabr)
Kpaxmat
YMmepeHHoe
nocnabsronee
neiicTBUEC;
56. Kcunuron IlepopansHoe 10T yKa3bIBaeTcs
KaJIOPUITHOCTH
KcuimTona - 2,4
KKaJ/T

Hcnonb3yemblie COKpaleHUs: MI' — MHUJUTUTPAMM; KI' — KHUJIOTPaMM; MKI' — MUKPOTpPaMM;, T
— TpaMM; KKaJl — KIJIOKAJIOPHIA; MMOJIb — MIJIUMOJTb; JT — JIUTP.

[Ipumeyanue:

* He3aBHUCHMO OT KOJIMUYECTBEHHOT'O COICPYKAHUS BCTIOMOTATEIILHBIX BEIIECTB,
uHdopMaIus, ykazaHHas B KOJIOHKE 5, OTpa)kaeTcsi B MHCTPYKIIMH 10
METUITTHCKOMY TIPUMCHCHHIO.

** Nadopmanus, ykazaHHas B KOJOHKE 6, TpeTHa3HAYCHA JIJISl IKCIIEPTOB
IpU MPOBEACHUH CEIIUATM3UPOBAHHON IKCTIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA.

[Ipunoxenue 18 k npasuaam
MIPOBEACHUS 3KCIIEPTU3HI
JIEKapCTBEHHBIX CPEACTB

Ilepeqens n3MeHEHHU#, BHOCHMBIX B PETHCTPANAOHHOE JJOChE JIEKAPCTBEHHOT'O CPEICTBA

Cnocka. [Ipunoxenue 18 - B pegakuuu npukaza Munuctpa 3apaBooxpanenust PK ot
14.04.2023 Ne 70 (BBoAMTCA B ASHCTBHE MO0 UCTCYCHUM JICCATH KaJICHAAPHBIX JTHEH TOCe JHSA
€ro MepBoro oPpuIMaILHOTO OIMyOJIMKOBAHUS).

A. AIMUHUCTpAaTHUBHBIE U3MEHEHUS

A.1 U3menenue Ha3BaHus U (Uiu) ajgpeca
JoKyMeHTBl U

JIepKaTeas €THCTPALLOHHOT O VcnoBus IIpouenypa
p P patt JIaHHBIE poueiyp

YIOCTOBEPEHUS

a) Jlepxarenb  perucTparuoOHHOTO 1 L2 IA

YIOCTOBEPEHHSI HE MEHSACTCS ’

6) CMmeHa Jepxkareliss PEerucTPalMOHHOTO )34 B

yIOCTOBEPEHUS T

YcnoBusa

1. lep>katesieM perucTpaiOHHOTO YJOCTOBEPEHHUS SBISIETCS IOPUANIECKOE JTUIIO.



2. V3meHeHne He TpeOyeT OIeHKH 0e30MacHOCTH, KayecTBa U d()(MEKTUBHOCTH W COOTHOIUICHHS IOJIb3a-PHCK
JIEKAPCTBEHHOTO CPEJICTBA (CHEHUATU3UPOBAHHAS IKCIIEPTH3A).

JoxyMeHTanus

1. IoKyMeHT OT COOTBETCTBYIOIIEIO yIIOJIHOMOYCHHOTO OpraHa (HalpuMep, HaJOrOBOTO OpraHa), B KOTOPOM
yKa3aHO HOBOE Ha3BaHUE WIIU ajpec.

2. TlepecmoTpeHHass uHpOpMaLUs O JEKApCTBEHHOM Ipenapare (OOHOBJICHHAash KpaTKas XapakTepUCTHKa
JIEKapCTBEHHOTO Npenapara, HHCTPYKIHS [0 MEAUIIMHCKOMY TPUMEHEHHIO (JINCTOK-BKJIA/IBIII ), MAPKUPOBKA).

3. Kparkas xapakTepucTHKa CHCTEMBbI (papMakoHaa30pa OT HOBOTO JEPKAaTeNs PEerucTpPanruoOHHOTO
yaocToBepenus (nanee — J[PY) BkIIloUaroT Clieayronme 31eMeHTHI:

UHpOpPMaIUs O TOM, YTO JAEPIKaTelb PETHCTPALMOHHOTO YJOCTOBEPEHHsS MMEET B CBOEM pPACHOPSDKEHUH
YIHOJHOMOYEHHOE JIUIIO 32 TJI00ABbHBIN (hapMaKOHAI30p;

KOHTaKTHBIC IaHHBIC YIOJTHOMOYEHHOT'O JIMIIA 32 IM100aIbHBIH ()apMaKkoHaA30D;

JIeKJIapalysi, MOANMCaHHas JIep)KaTeIeM PEruCTPallMOHHOTO YJOCTOBEPEHHSI O TOM, YTO OH UMEET CHCTEMY
(hapmakoHa30pa 1S BBITOJIHEHUS 3a]1a4d M 00513aHHOCTEH 110 IOCTPErHCTPAlMOHHOMY KOHTPOJIIO 0€3011acHOCTH
JICKapCTBEHHBIX CPEICTB;

CCBUTKA Ha MECTO (aJipec), TAe XpaHUTCS MacTep-(aii cucTeMbl (hapMakoHaI30pa.

4. JloroBopHbI€ B3aNMOOTHOLIEHHS MEXAY Npou3BoauTesieM u JIPY Ha mpaBo ocyiecTBIE€HHS AESTEILHOCTH I10
(hapmakoHa30py.

A. 2 U3meHenue (TOProBOTO) JokyMeHTB U

YcaoBus

[Ipouenypa
HaWMCHOBaHUs JICKAPCTBECHHOI'O MIp€TiapaTa JaHHBIC

a) JlekapCTBEHHBIE TIpEMapaThl 1 1,2,3,4,5 1B

YcnoBus

1 M30erath MyTaHUIBI C HA3BAHUSIMU CYIECTBYIOIIMX MEAUIIMHCKUX NPENapaToB WM XK€ ¢ MexXIyHapoJHbIM
HEIaTCeHTOBaHHBIM HanmMeHoBaHueM (nanee — MHH), ecnu ke HauMeHOBaHHE OOIICTIPUHATOE, M3MEHEHHE
MPOM3BECHO B CIIECAYIOIIEM MTOPSIIKE: OT OOIIENPHHATOrO Ha3BaHMs K Gpapmakoneitnomy i xk MHH

JoxymeHTanus

1. MoTtuBrpoBaHHOE 000CHOBaHNE HEOOXOIMMOCTH U3MEHEHHUS HA3BaHUS IpenapaTta.

2. TlepecmotpeHHass MHpOpMAIHs O JCKaPCTBEHHOM mperapare (OOHOBJICHHAs KpaTKas XapaKTepHUCTHKa
JIEKapCTBEHHOTO TPETIaparTa, HHCTPYKIHS M0 MEAUITUHCKOMY MTPUMEHEHHIO (JIMCTOK-BKJIAIBIIT ), MAPKUPOBKA).

3. Kommst mokyMeHTa, BEITAaHHOTO KOMITETCHTHBIMU OPTaHaMHU CTPaHBI-IIPOM3BOIUTENS, KOTOPHIH yIOCTOBEPSET
HM3MEHEHHE er0 Ha3BaHHSI.

4. TloxmucanHas AeKIapaIysl O TOM, 9TO MECTO, CITIOC00, COCTaB, HOPMATHBHBIH JOKYMEHT, periaMeHTUPYIOMINH
KauecTBO MpernapaTa OCTAINCh 0€3 H3MEHEHUSI.

5. BeaoMocTes W3MEHEHHH K YTBEPKIECHHOMY HOPMATHBHOMY ITOKYMEHTY II0 KOHTPOJIO KadecTBa H

6e3omnacuoctu JIC.

A. 3 3MeHeHne HaMMEHOBAaHUA aKTHUBHOI
(hapMmarieBTHUECKOW CyOCTaHIIUU WIH Y CIOBHUA
BCIIOMOI'aTEJIBLHOI'O BEIIECTBA

JJoxkyMeHTBl U

IIpontenypa
JTaHHbBIE POHEAYp

1 1,2 1A

YcmoBus

1. q)apMaHGBTI/I‘IGCKaH Cy6CTaH]_[I/I$I (BCHOMOFaTeJ’ILHOG BeH.[eCTBO) HC U3MCHACTCA.

JoxyMmeHTanus

1. CBunerenscTBO BeemupHo#l opranuzanum 3apaBooxpanenus (naigee — BO3) 00 yTBepKAeHUH WM KOS
nepeuHss MexayHapoJHOTrO HeMaTeHTOBAHHOTO HauMEeHOBaHMs. Ecmu mpuMeHHMO, MOATBEPKIEHHE TOTO, UTO
u3MeHeHue cootBercTByeT [ocymapctBenHorn ®apmakomnee Pecny6nmku Kaszaxcran. [lexmaparus, 4To
HaUMCHOBAaHUC PACTUTEIHHBIX JICKAPCTBCHHBIX IPEIApaToOB PACTUTEIBHOTO MPOUCXOXKIACHUS COOTBETCTBYET
nmokyMmeHTaM PecrryOnmku Kaszaxcras.

2. IlepecmoTpeHHast HHGOPMAIHS O JICKAPCTBEHHOM Ipernapare.

A. 4 VIamenenune Ha3BaHus u (WIK) ajgpeca:
NpoU3BOAMUTENA  (BKJIIOYass,  €CIH



MPUMEHHUMO, IUJIOHIAJI0OK IO KOHTPOJIIO
KadecTBa), WIH Jepxareis mactep- (aiina
aKTUBHOH (hapMarieBTHYeCcKOl cyOcTaHIiH (
namee — M®OA®DC), unum mocraBOIdKa
aKTUBHOH (papMarieBTHIeCKO CyOCTaHIINH,
HNCXOOHBIX MAaTE€pHajioB, PCAaKTHUBOB WU

JJokyMeHTBl U
HPOMEXYTOUHBIX HpPONYKTOB, Ycnosus Ipouenypa

. JTaHHBIC
HCIIONIb3YEMbIX B IPOW3BOJICTBE aKTHBHOU
(hapmareBTHUECKON CcyOCTaHIMH (eciH
yKa3aHO B TEXHHYECKOM JOCHE), €CIH B
PETHCTPALIOHHOM JOChE OTCYTCTBYIOT
ceprudukatel coorsercTBus Ph. Eur., win
MPOM3BOIUTENSI HOBOTO BCIIOMOTaTEIbHOTO
BEIIeCTBa (€C/IM yKa3aHO B TEXHHYECKOM

JIOCHE)
1 1,2,3 1A
YcmoBus

1. HpOI/I3BOZ[CTB€HHa${ IJiomajka 1 HA OaHa U3 NpOU3BOJACTBCHHBIX onepaunﬁ HC UBMCHACTCA.

JoxymeHTanus

1. OdunmanpHBIN JOKYMEHT OT YIIOJIHOMOYEHHOT'O OpraHa (HalmpuMep, HaJOrOBOTO OpraHa), B KOTOPOM YKa3aHO
HOBOE Ha3BaHME U (WJIN) aJipec.

2. [TompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny (pasaesam) JoCke.

3. IIpu m3menennu HazBaHus aepxatenss MOADC — oGHOBICHHOE pa3pelIeHre Ha TOCTYII.

A. 5 smenenue Ha3BaHud U (WIIK) aapeca

TPOU3BOAUTEIIA JICKAPCTBECHHOT'O IpeTiapara, I[OKyMeHTI)I nu

VYcenoBus IIponenypa
BKJIFOYAsl BBIMYCKAIOMUE IUIOMATKA U JTaHHEIC

TUTOIIAAKH ITO KOHTPOJIIO Ka4€CTBaA

a) JleiicTBusA, 3a KOTOpBIE OTBEYaeT
MPOU3BOIUTENL (MMIIOPTEP), BKIOYAOT 1 1,2,3 1A
BBIITYCK Cepuil

6) [eiicTBHus, 3a KOTOpBIE OTBEYAET
MPOU3BOAUTEN (MMIIOPTEP), HE BKIOYAIOT | 1,2,3 IA
BBIITYCK CepHH

VcnoBus

1. Her m3MeHeHHUS B MPOW3BOACTBEHHOM Iporecce, (PaKTHIECKOM MECTE PACIOJOKEHHUS IUIOMAAKH, B
HOPMAaTHBHOM JOKYMEHTE 10 KOHTPOJIIO KauecTBa M 0€301MacHOCTH JICKApCTBEHHOTO CPEJICTBA.

2. V3meHenne He TpeOyeT OLEeHKH 0e30MacHOCTH, kKadecTBa W d(H(MEKTUBHOCTH W COOTHOUICHHS IT0JIb3a-PHCK
JIEKapCTBEHHOTO CPECTBA (CIeIHAN3NPOBAHHAS IKCIIEPTH3A).

JoxymeHTanus

1. Komust ucnpaBieHHOr0 pa3penieHus] Ha MPOU3BOACTBO (TIPH HAIWYMHW) WM O(UIHMATIBHBIA JOKYMEHT OT
COOTBETCTBYIOIIEr0 YIIOJIHOMOYEHHOT'O OpraHa, B KOTOPOM yITIOMHUHAETCsS HOBOE Ha3BaHKe U (MJIH) ajpec.

2. Ecniu npuMeHnMo, morpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLIMM) pa3zeiy (pasaeiaM) Joche, BKIoYas
MIepPEeCMOTPEHHYIO HH(POPMAIIHIO O JIEKAPCTBEHHOM IIpernapare.

3. OOHOBIIEHHasl KpaTKas XapakTepUCTHKa JIEKApCTBEHHOTO Ipernapara, MHCTPYKIUS 10 MEAUIMHCKOMY
MPUMEHEHHIO (JINCTOK-BKJIAIBIII ), MAPKUPOBKA.

NU3menenne xona
aHaTOMO-TEepareBTHY

A6 ecKo-xuMuueckoit ( Ycnosus
nanee - ATX)
KI1accu(YUKaITII

Tpebyemas

Bug nmponenypst
JIOKyMEHTAIIHS AL IPOLEAYP



YcmoBus

1,2 1A

1. I3meHeHne BeneAcTBUE yTBep K IeHus min u3MeHenns BO3 koma ATX.

JoxyMeHTanus

1. CBunerensctBo BO3 00 yTBepkaeHUM WK Konus nepeys koo ATX.

2. TlepecmorpenHas uHpOpMalMs O JIEKAPCTBEHHOM Ipernapare (OOHOBIIEHHAs KpaTKas XapaKTepUCTHKa

JICKapCTBEHHOT'O Mpernapara).

YcnoBus

Ucknrouenue
[IPOU3BOJCTBEHHOMN
mIomaaku (B TOM
Yyucye A aKTUBHOM
(hapManeBTHYCCKON
cybcTaHOuH,
MPOMEKYTOUHBIX
MPOAYKTOB,
JIEKapCTBEHHOTO
npemnapara,
YIaKOBIIHKA,
MPOU3BOAUTEIIA, Ycnous
OTBETCTBCHHOI'O 32
BBIIYCK  CEPUH,
KOHTpPOJISI KadecTBa
cepuit HIu
MOCTaBIINKA
HCXOJTHOTO
MaTepualia, peakTuBa
I u
BCIIOMOTATEJIEHOTO
BemiecTBa (eciu
yKa3aHbI B 10ChE)

1,2

Tped

pebyemad Bun npouenypst
JIOKyMEHTAIIUS
1,2 1A

1. OcraeTcs He MeHee OJHOW paHee OJOOpPEHHOW MPOM3BOJCTBEHHON IUIOMAAKH (TPOU3BOIUTENS),
OCYIIECTBIIAIONINX T€ K¢ (DYHKIIUH, YTO W IMOJJISKAIIHEe HCKIoUeHuto. Eciu mpumenumo, B PecmyOnumke
Kaszaxcran ocraeTcs, Mo MeHbIIEH Mepe, OJUH MPOU3BOANUTENb, OTBEYAIONINIA 3a BBHITYCK CEPHIiA, CITOCOOHBIH
CepTUDHUIMPOBATH HCIBITAHUE MPOIYKTA B IIENIAX BEIMyCKa cepuii B PecyOmuke KazaxcraH.

2. UckimoueHre He SBIISETCS CJICACTBUEM KPUTHUYCCKUX HEAOCTATKOB MMPOU3BOACTBA.

3. N3menenue He TpeOyeT OLIEHKH 0€30MacHOCTH, KauecTBa U d(PPEKTUBHOCTH M COOTHOLICHHUS MOJIb3a-PUCK

JICKapCTBCHHOI'O CPpCACTBA (CHGHI/I&J’II/I?)I/IpOBaHHaf[ 3KCH€pTI/I3a).

JoxymeHTanus

1. B ¢opme 3asBneHNS 0 BHECCHHH U3MEHEHUI HEOOXOIUMO 4eTKO 0003HAUHTh "TeKymmx"  "mpepiaraeMoix"

MIPOM3BOIUTENCH, IEPEUNCIEHHBIX B 3asSBJICHUN O PETHCTPALIUH.

2. ITompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3lieny (pa3aenaMm) OCke, BKIIFOYas IEPECMOTPEHHYIO
UH(OPMALIUIO O JIEKAPCTBEHHOM IIpernapare.

A. 8 U3meHeHus patrel ayauTa s

BepHUPHUKAIH
MPOHU3BOIUTEI S

COOTBCTCTBUA

AKTHBHOH YcaoBus

(hapmareBTHUECKON CyOCTaHITUHU MpaBUiIamM

Ha/JIexalei Mporu3BOACTBEHHON PaKTHKU

JoxyMeHTanus

Tpeb

bebyemad Bun npouenypst
JOKYyMEHTaIUs
1 1A



1. [MucbmMeHHOE TMOATBEPXKICHHE MPOU3BOJUTENS JIEKAPCTBEHHOrO MpernapaTra, CoJepKallee yKa3aHHEe O
BepU(UKANIMA COOTBETCTBUS IPOU3BOAMUTENS aKTHBHOW (QapmaneBTHueckoil cyoOcrannuu [IpaBuiam
HaJIeXaIe Ipon3BOCTBEHHON pakTuku PecryOnmku Kazaxcras.

b. I3MeneHus kauecTBa
b.I AktuBHas apmaiieBTUUYECKasi CyOCTaHIIUS
b.1. a) ITpou3BoicTBO

b.l.a.l W3menenue
TIPOM3BOAUTENS HCXOTHOTO
Marepuana (peaKkTHBa)
HPOMEXKYTOIHOTO
MPOAYKTa, UCIIOIB3YEeMOT0
B IIpoliecce NMPOU3BOJCTBA
AaKTUBHOH
(apManeBTHYECKON
cybcTaHIUH HIIH
U3MEHEHHE MPOU3BOIUTENS
aKTUBHOMU
(apManeBTHYECKOM Ycnosus TpeOyemas nokymeHnrtauuss Bun npouenypst
cyOcTannuu (BKIIOYas,
€cliu  IPUMEHUMO,
TUIOIIAZKN TI0 KOHTPOJIIO
KayecTBa) AaKTHBHOMH
(hapManeBTHIECKON
CyOCTaHIIMH, €CIH B
PETUCTPALIMOHHOM JI0ChE
OTCYTCTBYET cepTHdUKaT
COOTBETCTBUS
EBpomneiickoit
®apmMakonuu.

a) Ilpennaraemsrii

MPOU3BOTUTEb

MPUHAUICKUT K TOU IKe

(hapmaneBTHIECKON 1,2,3 1,2,3,4,5,6,7, 1A
rpymnmne, 4YTO W

0nO0OpeHHBIH

MPOU3BOIUTEh

6) BHecenme HOBOTO

MIPOM3BOJIUTEINST aKTUBHOM

(hapManeBTHIECKON - - 11
cyOcTaHIUH,

obocHoBanHOH MOADC

B) [penmaraemerit
NPOU3BOAUTEIb
HCIOJB3YEeT  PE3KOo
OTJIMYAIONIUICA CIIOCO0
CUHTE3a WJIH YCJIOBHS
MPOU3BOJICTBA, KOTOPBIC
MEHSIOT Ba)XHEIE
MMOKa3aTeln KadecTBa
AKTUBHOM
(dhapmareBTHYECKOM
CyOCTaHIIUU, TaKWe Kak



KauecTBEHHBIH W (MJIH) -
KOJINYECTBEHHBIH MPOoQIIIh

npuMeceit, TpeOyromuit

KBaNH(pUKALHUK, WU

(hU3UKO-XUMHUYIECKIE

CBOMCTBa, BJUSIONIME Ha

OMOIOCTYITHOCTB

r) HoBriit mpou3BoanTeNb

MaTepuana, TpeOyromero

OLIEHKH BUPYCHOH

Oc3omacHOCTH © (WIH) - -
pucka TpaHcMuccuBHOM

ry0uaroii sHIe]anonaTHm

(manmee — TT'D)

1) 3meHnenue 3aTparuBaer
OMOJIOTHYECKYI0 aKTHBHYIO
(hapManeBTHIECKYIO
cyOcTaHIIHIO 701854
HCXOOHBIM MaTepuan (
PEaKTHB) MPOMEXYTOUHBIHA
ONPOAYKT, - -
WCTONB3YIOIUICS B
MPOU3BOACTBE
OHOIIOTHYIECKOTO (
MMMYHOJOTHYECKOTO)
JeKapCTBEHHOTO
npenapara

e) l3meHneHne mopsnka

KOHTpOJIA  KayecTBa

AKTUBHOH

(hapManeBTHIECKOU

cyOcTaHIIMU: cMeHa wid 2,4 1,5
no0aBJIeHUE TUIOIIA/IKY, Ha

KOTOPOH OCYIIECTBISETCS

KOHTPOIIb  (HCITBITAHHE)

cepuii

k) BHecenue HOBOro
MPOM3BOAUTENST aKTHBHOW
(apManeBTHYECKON
cyOcTaHIIUM, HE NMEIOIIEeH
MOADC u Tpebyromeit
CYIIECTBEHHOTO
OOHOBIECHU S
COOTBETCTBYIOLIETO
paszmena Jgocke 1O
AKTUBHOH
(hapmaneBTHIECKON
cyOCTaHIIH

3) Bxknwouenue
albTEPHATUBHOM
MI0IaIKHu mo
CTEpWIM3ALUN aKTUBHOU
(hapManeBTHIECKON

II

II

IA

II



cybcraHIuuU c - 1,2,4,5,8 1B
HCIOJIB30BAaHHEM METOa

T'ocynapctBeHHOM

®apmaxkomnen PecyOnuku

Kazaxcran

u) BHecenue HOBOH

naoIaaKu mo 2,5 1,4,5,6 1A
MUKPOHHU3AITUI

K) N3meHnenus

coTrjameHu mo

HCIBITAaHUSIM TI0 KOHTPOITO

KadecTBa OHMOJIOTHYECKOU

AKTUBHOH

(hapManeBTHIECKON

cyOcTaHIIMM: 3aMeHa WJIU

BKJIFOUCHHE TUIOLIAJKH, HA - - 11
KOTOPOH OCYIIECTBISIETCS

KOHTPOJb (MCIBITAHUSA)

cepui, BKJIIOYAs
OMONMOTHYECKH I (
UMMYHOJIOTHYECKUI) (
UMMYHO-XUMUYECKUI)
METOJ,

n) HoBas miomanka 1o
XpaHEHHIO TJIABHOTO OaHKa 15 B
KJIETOK M (Win) pabounx ’

0aHKOB KJIETOK

Ycnosus

1. Cnemdukaiy NCXOAHBIX MaTEPHUANIOB U PEAKTUBOB (BKIIIOYAs! BHY TPUIIPOU3BOICTBEHHBIE KOHTPOIIH, METOIBI
aHanmpW3a BCeX MaTepHajoB) WIACGHTHYHB paHee ongoOpeHHeM. Crnemupuxanum (BKIIOYAs
BHYTPUIIPOU3BOJICTBEHHBIN KOHTPOJIb, METO/IbI aHAIM3a BCEX MAaTEPHAIOB), CIOCOObI IIPUTOTOBICHUS (BKIIIOYAs
pa3mep cepuu) u MoApoOHBIN CrIOCOO CHHTE3a MPOMEXKYTOUHBIX MTPOAYKTOB M aKTUBHBIX (papManeBTHYeCKuX
cyOCTaHIMI UIEHTUYHBI paHee 0100pEHHBIM.

2. AxktuBHas QapmaneBTHUecKas CyOCTaHIUS HE SBISIETCS OMOJIOTHYECKOH (MMMYHOJOTHMYECKOH) HWIIH
CTEpUWIBHOM.

3. Ecim B miporiecce Mpou3BOCTBA HCHOIB3YIOTCS MaTepHalIbl YEI0BEYECKOTO WIIN )KUBOTHOTO MTPOMCXOXKIACHUS,
MIPOU3BOJUTENH HE HCIIOJIB3yEeT HOBOTO IOCTABIINMKA, B OTHOIIEHHH KOTOPOro TpeOyeTcsl OleHKa BHPYCHOMH
6e3omacHocTn u cootBeTcTBUE ['ocynapcTBenHoi Papmakonee Pecrryonuky Kazaxcran o MUHIMHA3AIMN pUCKa
nepesadyl areHToB ry04aroi sHme(danonaTuy >KUBOTHBIX IOCPEACTBOM JIEKAPCTBEHHBIX IPENApaTOB JUIS
MEUIUHCKOTO U BETEPUHAPHOTO IPUMEHEHUS.

4. Tpaucdep TEXHOIOTHI CO CTapOii Ha HOBYIO IUIOMIAIKY TPOMU3BEICH YCIIEIIHO.

5. Crnemu¢ukanusa Ha pa3Mep YacTUI[ aKTHBHONH (apMaleBTHYECKOW CyOCTaHIMH M COOTBETCTBYIOIIHN
aHAJTUTHYECKUI METOJ HE U3MEHSIOTCS.

JoxymeHTtauus

1. Ecnn mpuMeHnMoO, ToTIpaBKa K COOTBETCTBYIOIEMY(COOTBETCTBYIOLIMM) pa3Jieny(pa3zaenam) J0Che.

2. Jlexnapanus aepxarelisi pericTpaloHHOro yaoctoBepeHus wi aepxkareni MOADC cooTBETCTBEHHO, YTO
MpoIeTypsl KOHTPOJISI KadecTBa cHocoda CUHTe3a (MM ISl PAacTHUTENFHBIX JIEKAPCTBEHHBIX MHpenapaToB (
COOTBETCTBEHHO): METOJa HPUTOTOBJICHHUS, TeorpaduIeckoro MCTOYHMKA, IPOM3BOJCTBA PACTUTEIHFHON
(hapmarieBTHYECKO# CyOCTaHIIMH M TIpOIlecca MPOU3BOICTBA) M CHENU(UKAINN aKTUBHOU (hapMareBTHIECKOM
cyOCTaHIIMM M HCXOJHOTO MaTepuana (peakTHBa) MPOMEXYTOYHOIO IPOXYKTa B IpOIiecce MPOU3BOICTBA
AKTHBHOW (hapMaleBTUUECKON CyOCTaHIIMM (€CIH MPUMEHUMO) HE OTIIMYAIOTCS OT paHee 0100peHHBIX.



3. JIubo ceprudukar cootBercTBUsi EBpormeiickoit ®apmakonen no TI'D pis j1r000ro HOBOI'O HCTOYHUKA
Marepuaia, JIMOo (eciiM NMPHUMEHUMO) JOKYMEHTAJIIbHOE TOATBEP)KAEHHE TOrO, YTO HCTOYHHK MaTepuaa,
nosBepxkeHHbIi pucky TI'D, paHee mccienoBancs YNOTHOMOYEHHBIM OPraHOM; M OBUIO MOJTBEPXKICHO €ro
cootBercTBue ['ocynapcrBenHoit @apmakonee PecryOnmkm Kaszaxcran mo MHHMMH3AIMM pHCKa TE€peaadd
areHToB Try04aToil 3HIE(ATONATHH KUBOTHBIX IOCPEACTBOM JIEKAPCTBEHHBIX IIPENapaToB ISl MEAUIIMHCKOTO 1
BETEpPUHAPHOIo NpuMeHeHus. HeoOXoauMo MmpeAcTaBUTh CIEIYIOIINE CBECHUS: Ha3BaHUE IIPOU3BOIUTENS; BU
JKUBOTHBIX M TKaHU, U3 KOTOPBIX TOIy4eH MaTepHaj; CTpaHa MPOUCXOKACHHUS )KUBOTHBIX, €r0 UCIOJIb30BaHNUE U
MPUEMIIEMOCTD B IIPOIILIOM.

4. lanHble aHamu3a cepuii (B opMaTe CpaBHUTENBEHON TaOIHIIBL), 0 MEHbIIEH Mepe, IBYX CepHid (110 MEHbILEH
Mepe, ONBITHO-IPOMBIIIJICHHBIX) aKTUBHON (apManeBTHYECKOH CyOCTaHIMM OT TEKYIIMX M IpelJlaraeMbIX
MIPOU3BOAUTEINCH (TUIOIIATOK).

5. B dopme 3asBeHns 0 BHECEHUN N3MEHEHHH HEOOXOIMMO 4eTKO 0003HAUNTh "TeKymux" U "mpeaiaraeMpix”
MIPOM3BOANTENIEH, KaK yKa3aHo B paszaene 2.5 hopMbI 3asBICHHS.

6. Ecin akTuBHas (apmaneBTHUYeCKasi CyOCTaHIMS MCIIONb3YETCsl B KaUeCTBE NCXOJHOTO MaTepralia, JeKIapamnus
KBaJTM(HUIIMPOBAHHOTO JINIA KaXKJOTO JEprKaTels JIMICH3UH Ha IPOW3BOJACTBO, YKAa3aHHOTO B 3asBICHUH, U
KBaJM(HUINPOBAHHOTO JIMIA KaXKIOTr0 AEprKaTeisl JHIEH3WH Ha IPOU3BOACTBO, YKa3aHHOTO B 3asBICHUH B
KayecTBE OTBETCTBEHHOI'O 3a BBINYCK cepuil. B nmexmapanusx HEoOXOAWMO yKas3aThb, YTO MPOM3BOIUTEINH(
MPOM3BOJIUTENIN) aKTHUBHOM (hapManeBTHUECKOW cyOCTaHIMHU, yKa3aHHBIH (yKa3aHHbIE) B 3asBICHHH,
OCyIIECTBIsIET (OCYIIECTBISIOT) CBOIO JIESTENBHOCTh B COOTBETCTBUM ¢ IlpaBuiamu Haanmexamiei
MIPOM3BOJACTBEHHON TpakTukn PecrmyOnuku KazaxcTaH B OTHOIIEHMHM MCXOIHBIX MarepuaioB. Ilpu
OTIPEZIETICHHBIX 00CTOSITEIECTBAX JIOMYCKAETCS IPEICTABIATH OAHY JeKJIapanuio (CM. IpUMeYaHne K M3MEHEHHIO
B.IL.6.1).

7. TapanTuitHoe TUCHMO (TIPH HEOOXOTUMOCTH) MPOU3BOAMTENS aKTHBHOHN (papMalneBTHUECKOW CyOCTaHIINU
OTIOBEIIATh JEPKATEeNsd PErHCTPAIIMOHHOTO yIOCTOBEPEHHUS! O JIIOOBIX M3MEHEHHMSX MpOIecca MPOU3BOICTBA,
cnenuUKaIUil 1 aHATUTUICCKUX METOIUK aKTUBHOM (papMarieBTHUECKOM CyOCTaHITUH.

8. IloaTBepkAEHUE TOTO, YTO MpeiJaraeMas IUIOIAAKa JOKHBIM 0Opa3oM JIMIEH3UPOBaHA B OTHOIICHUU
paccMmaTpuBaeMoi JieKapCTBEHHOI (hOPMBI, JIEKapCTBEHHOTO Mperapara Uik NPOU3BOICTBEHHOI Onepaiyy.

b.l.a.2  U3meneHus

mporiecca MPOU3BOJICTBA

AKTUBHOM VYcaosus Tpebyemast nokymenramust Bun mpouemaypst
(hapmaleBTHYECKOM

CyOCTaHIUH

a) HecymectBennoe

W3MEHEeHHe Ipolecca

MPOM3BOJCTBAa aKTHUBHOU 1,2,3,4,5,6,7 1,2,3 1A
(hapmaleBTHYECKOM

cyOCTaHIuH

0) 3HaAYUTEIbHOC
W3MEHEHHE Ipolecca
IIPOU3BOJCTBA AKTUBHOM
(dhapmareBTHYECKOM
cyOCTaHIIMU, KOTOPOE
OKAa3bIBa€T CYIIECTBEHHOE - - 1I
BIIMSHHE Ha KadecTBO,
0e30macHOCTh WU
3G HEeKTHBHOCTH
JeKapCTBEHHOTO
npemnapara

B) I3MeHeHune 3aTparuBaet
OMOIOTHYECKYIO (
MMMYHOJOTHYECKYIO)
cyOCTaHIHIO UITH
UCIIONIb30BaHUE JIPYroTro



BEIICCTBA, IMOJYYCHHOTO
MyTeEM  XHUMHYECKOTO
cCUHTEe3a, npu
MPOU3BOJACTBE
OHMOJOTHUYECKOTO (
UMMYHOJIOTHYECKOI0)
JIEKapCTBEHHOTO
mpemapara, KOTOpOe
OKa3bIBaeT CYIICCTBEHHOE
BIUSIHUE Ha Ka4decTBo,
0€30MacHOCTh WM

3¢ PEKTUBHOCTH
JeKapCTBEHHOTO
mperapara 1 He CBA3aHO C
MIPOTOKOJIOM

r) V3MeHeHne 3aTparuBaet

pacTUTEeNbHBII

JICKapCTBEHHEIH Tpernapar,

a UMEHHO: - - 1I
reorpadUIecKuii HCTOYHUK

, CIOCc00 TPOM3BOACTBA

WJIM TIPUTOTOBIICHUS

n) HecymecrBennoe
U3MEHEHHE 3aKpBITOM - 1,2,3,4 1B
gacTd MOADC

VYcenosus

1. HexenarenpHoe H3MEHEHHE KAaYECTBEHHOTO WJIM KOJHMYECTBEHHOTO MNpOoQuis NpUMeceid, HIu
(PU3UKO-XUMUYECKUX CBOMCTB OTCYTCTBYET.

2. Crioco0 cuHTE3a OCTaeTCsl TEM JKe, TO €CTh IPOMEKYTOUYHbIE MPOJYKTHl HE M3MEHSIOTCS U B MPOLECC HE
BBOJISITCSI HOBBIE PEAKTUBBI, KaTAIM3aTOPbl WM pacTBOpHUTeNd. ['eorpadMuecKiii HCTOYHHK, NIPUTOTOBJICHUE
PacTUTENBHOTO CHIPBSI U CIIOCO0 MPOM3BOACTBA JIEKAPCTBEHHBIX PACTHTENBHBIX IIPETIApaTOB HE H3MEHSIOTCSI.

3. Cneuudukaiyy akTHBHON (papMalieBTHUECKON CyOCTaHIIMHU 1 IIPOMEKYTOUYHBIX ITPOIyKTOB HE H3MEHSIOTCSL.
4. VI3MeHeHute MOJTHOCTHIO ONHCHIBACTCS B OTKPBITOH YacTH (dacty "3asBurens') MOADC (ecnmn npuMeHUMO).
5. AkTuBHas (apManeBTHUECcKast CyOCTaHLIUS He SBIISIETCSI OMOIOrMYEeCKOH (MMMYHOJIOTHUECKOI) CyOCTaHIMeH.
6. V3MeHeHue He 3arparuBaeT reorpaMuecKkuii UCTOYHUK, CHOCOO MPOM3BOJCTBA WM HPUTOTOBJICHUS
JIEKapCTBEHHOTO PAaCTUTENILHOTO Mpenapara.

7. I3meHeHue He 3aTparuBaeT 3akpbITod yuactu MOADC.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3ieny (pas3meiaMm) JOChe, BKIOYas IMPsMOE
CpaBHEHHE TEKYILETO U HOBOTO IIPOLIECCOB.

2. anHble aHam3a cepuit (B popMaTe CpaBHUTEIHHOMN TaONHUIIBI), II0 MEHBIICH Mepe, ABYX cepHid (110 MeHbIIeH
Mepe, OIBITHO-ITPOMBIIIUICHHBIX ), IPOU3BEICHHBIX C IOMOIIBIO 0I00PEHHOTO U MIPEAIaraéMoro IpolecCcoB.

3. Konmnu yTBep>KACHHBIX CIIEI(PHUKAINN aKTHBHOH (papMarieBTHUECKON CyOCTaHITIH.

4. lexmaparus qepKaTeisi perucTPalioOHHOTO yaocToBepeHus win nepxarensi MOADC coOTBETCTBEHHO, UTO
U3MEHEHHE KadeCTBEHHOTO U KOJIMYECTBEHHOTO Mpodmis NpuMecedl HiIH (U3NKO-XUMHUUYECKHX CBOWCTB
OTCYTCTBYET, cIloco0 CHHTE3a, criequduKaniuu akTHBHOW (hapMaleBTHYECKOI CyOCTaHIIMK M MPOMEKYTOUHBIX
HPOJIYKTOB HE U3MEHSIOTCS.

k b.1.a.2.0) [lon 3HaYNWTENFHBIMH W3MEHEHISIMH aKTUBHBIX (DapMameBTHUECKUX
cyOCTaHIUil, TMONY4YEeHHBIX MYTEM XHMHYECKOTO CHHTE3a, MOJpa3yMeBaroTCs
H3MEHEHHUs CIoco0a CHHTE3a HIIM YCIIOBHH MPOU3BOJACTBA, KOTOPHIC CIIOCOOHBI
[pumMeyanue M3MEHUTH Ba)KHBIC TIOKA3aTeNIA KaYeCTBa aKTUBHOM (hapMaIleBTHUCCKON CYOCTaHITUH
, TaKUe KaK KAaueCTBEHHBIM W (WIM) KOJHMYCCTBEHHBIH MPOQIIb MpUMECeH,



Tpe6y}0m1/1171 KBaJII/I(I)I/IKaHI/II/I, NN (1)I/I3I/IKO-XI/IMI/I"ICCKI/I€ CBOfICTBa, BJIMAOIIMEC Ha
6I/IO,IlOCTyHHOCTL.

b.l.a.3 HN3MeHeHUE
pasMmepa cepur (BKIItOUas
JTUAMa30Hbl pa3Mepa Cepuu
) AKTUBHOU
(hapmaneBTHUECKOM
cybcTaHIuH HIIHA
MPOMEXYTOYHOTO
MPOAYKTA, UCIIOIb3yEMOI0
B TIpOIleCCe MPOU3BOJICTBA
AKTUBHOMU
(hapmaneBTHYECKOM
cyOCTaHIIH

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

a) YBemuueHue pazmepa

cepuu BIUIOTH 710 10 pa3 no

CpPaBHEHUIO C 1,2,3,4,5,6,7,8 1,2,5 1A
3apEeTHCTPUPOBAHHEIM

pa3mepom

0) 10-xpaTHOE
pasykpyIHeHue

1,2,3,4,5 1,2,5 1A

B) l3MeHeHme TpebyeT

aHaJM3a CONOCTaBUMOCTH

O6uonmornuyeckou (

UMMYHOJIOTHUYECKOI) - - II
AaKTUBHOH

(apManeBTHYECKON

cyOCTaHIIH

r) YBenuueHue pasmepa

cepuu Oosiee 10 pa3 mo

CpPaBHEHUIO C - 1,2,3,4 1B
3apEeTHCTPUPOBAHHEIM

pa3mepom

) VYBenuyeHue (
yYMEHBIIEHNE) MacuTadba
MPOU3BOACTBA
OMOJOTHYECKOM (
HMMYHOJOTHYECKON)
AaKTUBHOMH - 1,2,3,4 1B
(dhapmaleBTHYECKOM
cyOcraHnuu 6e3
W3MEHEeHHUsl Ipolecca
MIPOM3BOJICTBA (HAIIPUMED,
IyONMpoBaHNE JTHHUH )

YcnoBus

1. Bce m3MeHeHHsI METOJOB IPOM3BOJCTBA 3aTPAarMBalOT JIHMIIb HEOOXOIWUMBIC MJIsi YKPYIHEHUS WIN
Pa3yKpyIHEHUs, HalpUMEp, HCIIOIB30BaHUE 000PYIOBaHHUE JPYroro pa3Mepa.

2. HeoOxomuMo MpencTaBUTh PE3yiIbTaThl MCIBITAHUN COTVIACHO CHEMU(GUKANUSIM HE MEHEE JBYX CCpHi
MpeAsIaraeMoro pasmepa Cepuu.

3. PaccmarpuBaeMblif JIEKAPCTBEHHBIM IpenapaT HE SBIACTCS OHOJOTHYCCKUM (MMMYHOJIOTHYCCKUM)
JIEKapCTBEHHBIM IIPETapaToM.

4. 3MeHeHHe He BIUSACT HEXKENATSIIEHBIM 00pa30M Ha BOCIIPOU3BOIUMOCTH IIPOIIECCa.



5. HenpenBUICHHBIX CUTYalMsAX, BOSHUKIINX B XOJI€ TPOM3BOCTBA, WM HapyIIeHHUs cTaOMIIBHOCTH U3MEHEHHE
HE OCYILECTBIISIETCS.

6. Cienudukanyy akTHBHON (papMarieBTHUECKOl cyOcTaHINH (IIPOMEKYTOYHBIX ) IPOIYKTOB HE U3MEHSIOTCS.

7. AkTuBHas (apMaLeBTHYECKas CyOCTaHINMS HE SIBISIETCS] CTEPHIIBLHOM.

8. Pa3smep cepum HaxonsaTcs B mpepene 10-kpaTHOTO AMana3oHa pasMepa CEepUM, NMPEAyCMOTPEHHOIO MpH
pEerucTpalyy WK NOCIe NOCHAEAYIOMEr0 N3MEHEHHS, HE BIABIIErocs u3MeHeHneM [A tuma.

JoxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIMINM) pa3zaeny (pa3zenam) ZOChe.

2. Homepa cepuii HCIIBITAHHBIX CEPUIl UMEIOT MPeIaraeMblii pa3Mep CepHH.

3. lanuble aHanm3a cepuil (B opMaTe CpaBHUTEIBHON TaOIHIIBI), IO MEHBIIEH Mepe, OAHOM MPOMBIIUICHHON
CepuH aKTHBHOW (apMaleBTHYECKOW CYOCTaHLIMHM WJIH IPOMEXKYTOYHOTO IIPOAYKTa COOTBETCTBEHHO,
MPOM3BEICHHON B YTBEP)KACHHOM M IpejsiaraeMoM pasmepe. [1o 3anpocy He0OX0MMO MTPEACTaBUTh IaHHBIE MO
CJIEAYIOIIMM JIBYM IIOJIHBIM IPOMBIIIJICHHBIM CEPHsIM; JIepXKaTeslb COOOIAeT, eCIM pe3yJbTaThl aHalu3a He
YKJIQIBIBAIOTCS B CIICIM(DUKAINIO M IPETI0KUTh TUIaH JeHCTBHH.

4. Kommu onoOpeHHBIX crenuuKanuii aKTUBHOW (apManeBTHUECKOH cyOcTaHIMU (M HPOMEXYTOUYHBIX
MIPOTYKTOB, €CIIM MPUMEHUMO).

5. Jlexnapanust AepkaTtelis perucTpaluoHHOro yaocrosepenus uinu aepxarenst MOADC cooTBETCTBEHHO, UTO
BCE M3MEHEHUS METO/IOB IIPOM3BO/ICTBA 3aTParuBaroT JIUIIb HEOOXOIMMBIE sl yKPYITHEHUS W Pa3yKpYITHEHUS,
HampHuMep, HCIONIb30BaHNe 000pyI0BaHNE IPYTOro pa3Mepa; H3MEHEHHE HE BIMSET HEXEIaTeIIbHBIM 00pa3oM Ha
BOCIIPOM3BOIMMOCTD TPOLIECCA; U3MEHEHUE HE ABIISIETCS CIICACTBIEM HENPEIBUACHHBIX CUTYaINi, BO3HUKIINX B
XO07ie TIPOM3BOJICTBA, WM HAPYILIEHHs CTAOMIBHOCTH; CIeU(HUKAIMK aKTUBHON (apMalieBTHUECKON cyOCTaHIIuN
(IpOMEXyYTOUYHBIX IPOAYKTOB) HE U3MEHSIOTCA.

b.l.a.4 HU3menenue
BHYTPHIIPOU3BOACTBEHHBIX
WCTIBITAHUH WIH KPUTEPHUEB
NpUEeMIIEMOCTH,
WCTOJB3YIOMUXCS  MPHU
MPOU3BOJICTBE AKTUBHOMN
(hapmaneBTHIECKOM
cyOCTaHIIH

YcnoBus Tpebyemast nokymenTamust Bun mpouemaypsl

a) YxecToueHue
BHYTPUIIPOU3BOJACTBEHHBIX 1,2, 3,4 1,2 1A
KPUTEPHUEB MPUEMIIEMOCTH

06) JloGaBieHue HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX
UCTIBITAHUHN WU KPUTCPUCB
MIPUEMIICMOCTHU

1,2,5,6 1,2,3,4,6 1A

B) Hcknodenue
HE3HAYUMOTO

1,2,7 1,2,5 1A
BHYTPHUIIPOU3BOJACTBEHHOT

O UCIIbITAHUA

T) Pacmupenwne

0n00pEeHHBIX

BHYTPHUIIPOU3BOACTBEHHBIX

KPUTEPHEB MPUEMIICMOCTH,

KOTOpPBIE CYIIECTBEHHO II
BIUSIOT Ha COBOKYITHOE

KauyecTBO  aKTHBHOE

(hapmaneBTHIECKON

cybcraHIun



) HUcknrouyenue
BHYTPHUIIPOU3BOICTBEHHOT
O HUCIBITaHUS, KOTOPOE

I

CYIIECTBEHHO TMOBJIHUACT HA
COBOKYIHOE Ka4yeCTBO
AaKTUBHOMU
(dhapmaleBTHYECKOM
cyOCTaHIuH
¢) JloOaBiieHre WK 3aMeHa
BHYTPUIPOU3BOICTBEHHOT
(6] HUCIBITAHUS us3

. 1,2,3,4,6 IB
coobpaxeHui
0e30MacHOCTH  HJIU
KayecTBa
VYcnoBus

1. MI3MeHeHHne He SBIAETCS CIEACTBUEM KaKOTo-THOO 00s3aTenbCTBA, NMPHUHATOIO IO PE3yIbTaTaM paHee
MPOBEJCHHBIX JKCIEPTHU3 C LIEThI0 aHAINW3a KPUTEpHEB MPHEMIIEMOCTH crnenudukanuu (Hampumep, B Xoae
perucTpanuu win BHeceHus usmenenui Il tumna).

2. V3MeHeHue He SBIETCA CIEICTBHEM HENPEIBUACHHBIX CHUTYyallMi, BO3HUKIIMX B XOJ€ IMPOH3BOJCTBA,
HarpuMep, HOBasi HeKBAIN(UIMPOBaHHAS IPUMECh, NU3MEHEHHE TIPEJIENIOB COAEPIKAHUS CyMMBI TIPHMECEH.

3. JIro0oe n3MeHeHne YKIIaAbIBalOTCS B IUAA30H JAEHCTBYIOIIMNX OTOOPEHHBIX KPUTEPUEB IPUEMIEMOCTH.

4. AHanuTHYECKas METOIUKA He U3MEHSIETCS MM U3MEHSAETCS] He3HAUUTEIIBHO.

5. Hu ovH HOBBIM METOJ MCHBITAHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOAOJOTUM WM CTaHAAPTHOU
METOAOJOT UM, UCIIOTIb3yEMOU O-HOBOMY.

6. HoBbIil MeToJ MCIIBITAaHUSI HE SIBISIETCSl OMOJIOTMYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHYECKHM) HJIH
METOJIOM, B KOTOPOM HMCHOJIB3YETCs] OMOJIOTHYECKUI PEaKTUB JUIsl ONOJIOTHYECKON aKTUBHOH (hapMaleBTHYECKOH
cyOcTaHIuH (32 CKIIIOYEHHEM CTaHJapTHHIX (PapMaKoMEeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. IMapamerp crienuduKanuy HE 3aTparuBaeT KPUTHUYECKHH MapaMeTp, Hampumep, JI0O0H M3 ClelyroNuX:
KOJIMYECTBEHHOE OIpeJIeIeHNe, MPUMECH (€CIM TOJBKO ONpEAETCHHBIH pacTBOPUTENh OJHO3HAYHO HE
HCIIONB3YeTCs B MPOM3BOACTBE aKTUBHOW (hapMameBTHIECKO# CyOCTaHINM), JIo0ast KpuTudeckas Gpusmaeckas
XapaKTEePUCTUKA, HAIPUMEpP, pa3Mep YacTHUl], HACBIIHAA IUIOTHOCTh A0 M IOCIE YIUIOTHEHHUS, UCIBITAHHE HA
MOJJTHHHOCTb, BOJIA, JI00O0# 3a1poc Ha M3MEHEHUE YaCTOThI UCTIBITAHHHN.

JoxymeHTtanus

1. TTonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pasfieiy (pasienam) J10Cke.

2. CpaBHHTeNbHAs TaONIUIIA TEKYIIUX U NpeIIaraéMbIX BHY TPUIIPOU3BOICTBEHHBIX UCTIBITAHHUH.

3. TlompobHoe omucaHue HOBOTrO HedapMakoINeHHON aHATUTHYECKOH METOAMKM M JIaHHble Banaauuu (B
COOTBETCTBYIOIINX CITyYasiX).

4. JlaHHble aHaNM3a JBYX IPOMBIIUICHHBIX CepHi (11 OMOJOTMYECKMX AaKTHBHBIX (hapMareBTHUECKUX
cyOCTaHIMH, B OTCYTCTBHE KOHKPETHBIX OOOCHOBaHHMH, — TPH IPOMBILUICHHBIC CEPUH) AKTHBHOM

(hapMareBTHIECKON CYOCTaHIINH IO BCEM ITapaMeTpaM CIICIIU(HKAIIHH.

5. ObocHOBaHHUE (OLICHKA) PUCKOB CO CTOPOHBI ACPXKATEIsl PErHCTPALMOHHOTO YIOCTOBEPEHHS TN JepiKaTels
M®OA®DC COOTBETCTBEHHO, IOATBEPXKAAIOIINE, YTO BHYTPHIIPOM3BOICTBEHHBIC MapaMeTphl SBISIOTCS

HE3HaYMMBIMH WM YCTapEeBLINMH.

6. OOGocHOBaHHE CO CTOPOHBI JAep)KaTelsl PErHCTPAlMOHHOTO yAOCTOBepeHus wiu aepxarenss MOADC
COOTBETCTBEHHO HOBLIX BHYTPUITPOU3BOACTBEHHBIX HUCIIBITAaHUM U IpeacioB.

b.l.a.5 HU3MmeHeHune
AKTHUBHOH

. VcnoBus Tpebyemast qokymeHTarusi  Bu mpoueaypb
(hapmaneBTHIECKON

Cy6CTaHI_II/II/I BaKIIMHBI

a) 3aMeHa Wwin 100aBJICHUE
HOBOTO CEPOTHIIA, IITAMMa
, AHTUTeHa  WIH



Koaupyltouei

MOCJIETOBATEIBHOCTH HIIH I

KOMOMHANHS CEpOTHIIOB,

IITAMMOB, aHTUTEHOB HJIH

KOIUPYIOIHUX

[I0CJIE0BATEIbHOCTEN

JlokymeHTaIms HeoOXoauMast Il IPOBEACHHUS SKCIIEPTU3EI MOAUGUIIPOBAHHBIX BAKIIMH:

1. ConpoBOAHTENEHOE THCHMO C MOTHBUPYIOIIAM 00OCHOBaHUEM;

2. [NompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3ieiy (pa3zienam) T0cke.

3. AKTyaau3upOBaHHBIC JOKYMEHTHI IO KAYEeCTBY:

[o akTHBHOU (hapMareBTHIECKON cyOCTaHIIHN:

1) obmmas nH(pOpMAIUsI aKTUBHOTO BEIIECTBA: HA3BAHUE, CTPYKTYpa, OOIIKE CBOHCTBA;

2) IpON3BOIUTEINb, OIIMCAHNE TPOM3BOACTBEHHOIO IIPOLECcca U €0 KOHTPOJIb;

3) KOHTPOJIb UCXOJIHBIX MAaTEPUATIOB;

4) KOHTPOJIb KPUTHUECKUX ITAIMOB U MPOMEKYTOUYHON MPOTYKIIUH;

5) Banuaanus npoiecca 1 (UiIM) ero OIeHKa,;

6) pa3paboTka MPOU3BOACTBEHHOTO TIPOIIECCa;

7) mOKa3aTeNbCTBO CTPYKTYPhI U XapaKTEPUCTUKH;

8) mpumecwu;

9) cnenn¢uKaiys KadecTna;

10) aHaTUTHIECKIE METOIUKH;

11) BayMgaus aHATMTHIECKIX METOJTUK;

12) mokyMeHT, TOATBEPKIAIOIINI Ka4eCTBO aKTHBHOTO BEIIECTBA TPEX CepHit

(cepTrdukar anamm3a cyOCTaHIMU OT MPOU3BOAUTEIIS, IIPOTOKOJ aHAIN3A, AHATUTHICCKAN TTacIiopT);

13) obocHOBaHHE CTICTUDUKAIIH;

14) crarmapTHBIC 00pA3IbI WK BEIICCTBA;

15) cucrema ynakoBka (YKyIoOpKa);

16) pe3toMe OTHOCUTEIBHO CTAOMIBHOCTH U BHIBOJIBL,

17) IIpoTOKOJI TOCTPErHCTPALIMOHHOTO H3yUeHHUsI CTAOWIILHOCTH M 00513aTENbCTBA OTHOCUTENIFHO CTaOMIILHOCTH;
18) naHHbBIE O CTAOMIBHOCTH.

ITo roToBOMY mpemnapary:

1) DOKyMEHT, NOATBEPKAAIOUINN KaueCTBO TOTOBOTO IPOJYKTa TpeX cepuii (cepTuduKaT aHann3a, MPOTOKOJ
aHaiM3a), OJIHA Cepusi KOTOPOTO COBMAJaeT ¢ cepueil oOpasla JEeKapCTBEHHOTO CPENCTBA, MOJaHHOTO Ha
perucTparuio;

2) JOKYMEHT O IIPHOHOBOM 0€30MaCHOCTH Ha BEIECTBA JKUBOTHOTO

MPOUCXOXKACHUS OT MPOU3BOAUTENS (TIOCTABIINKA);

3) KaueCTBEHHBIH M KOJMYCCTBCHHBIH COCTAB JICKAPCTBEHHOrO mperaparta (aKTHBHBIC, BCIOMOTATEIbHBIC
BEIIIECTRA);

4) TOKYMEHT, OJTBEPKAAIOIIUI KaYeCTBO YIIAKOBOYHOTO M YKYIIOPOYHOTO MaT€pHalIOB TOTOBOTO MPOIYKTa;

5) dapmaueBTHyeckas paspaborka (onucaHue agc, BCIOMOTAaTENbHBIX BEUIECTB, pa3padoTKa JIEeKapCTBEHHOTO
npenapara, pa3padoTKa MPOU3BOICTBEHHOT'O ITPOIIecca, COBMECTHMOCTh KOMITOHEHTOB, U3JIUILIKH, CTA0MILHOCTS,
MHUKPOOHOIOTHIECKAs YHCTOTA);

6) mpou3BoJCTBEHHAs (popmyIa;

7) ommcaHue TEXHOJIOTHU POU3BOJICTBA;

8) KOHTpOJIb B TIPOIIeCCE MIPOU3BOJICTBA (OIEePAIIMOHHEIA KOHTPOJIb);

9) MEeTOBI KOHTPOJIS HCXOHBIX MAaTEPHAJIOB;

10) cepTr¢ukarel KauecTBa Ha BCIIOMOTaTEIbHbIC BELIECTBA;

11) MeTO B KOHTPOJIS KaYeCTBA MPOMEKYTOYHBIX IPOAYKTOB (IIPH HEOOXOAMMOCTH);

12) HOpMaTHBHBIN TOKYMEHT ITPOM3BOAMTENS IO KOHTPOJIIO Ka4eCTBa ¥ 0€30MacCHOCTH JIEKaPCTBEHHOI'O CPEJNICTBA
B 3JICKTPOHHOM BuJie B hopmare .docx;

13) Banuganust METOJUK UCTIBITAHUH JIEKAPCTBEHHOTO Mpernapara;



14) pe3ynabTaThl HCHBITAaHUS CTaOWIBHOCTH CPOKOM HE MeHee uYeM | Mecsll He MeHee Ha Tpex
OTIBITHO-TIPOMBIIIUIEHHBIX CEPUAX C TapaHTUHHOM 0O0s3aTEIBCTBOM O TPEAOCTABICHUH pPE3YIbTATOB
HCCIIEIOBaHUH CTaOMIBHOCTH, IPOBEACHHBIX depe3 3 (Tpu) u 6 (mecTs) MecsreB Ha 3 (TpH) MOCIeI0BaTEIbHBIX
MIPOMBIIIUICHHBIX CEPHUSIX MOCIIE 3aBEPIICHHS UCCIEA0BaHNH CTa0MILHOCTH;

15) nomomHUTENRHAS HHPOPMAITHS, TOATBEPKAAIOIIAs Ka4ecTBO (P HEOOXOIMMOCTH).

4. l'apanTHitHOE THCEMO JIepKaTeNsd BPEMEHHOTO PETHCTPAIMOHHOTO YIOCTOBEpEHS (B TIPOU3BOIBHOI popme) o
MPOBEICHUH KIMHUYECKHE MCCIECJOBAHUS HWMMYHOT€HHOCTH BapUAaHTHOM BaKIUHBI, MOCIE IIOITY4EHUS
BPEMEHHOM PETUCTPALIUU.

JlauHble 06 UMMYHOTEHHOCTH MOHOBAJICHTHOW U IOJIMBAJICHTHOW BapHaHTHON BaKIMHBI IIPOTHB BapHAHTHOIO
mramMMa (L[ITaMMOB) OLICHUBAIOTCA HAa OCHOBAHWU NPECACTABJICHHBIX JaHHBIX:

KIMHUYECKOT'O0 HMCCICAOBAHUA HWMMYHOI'CHHOCTU IIpHU HepBH‘IHOﬁ BaKIIMHaIIUH BapHaHTHOﬁ BaKHHHOﬁ.
Pexomenmyercst mpoBeCcTH, KaKk MUHUMYM, OJTHO HCIBITAHUE Ha CYOBEKTaxX, paHee He BaKIIMHUPOBAHHBIX U 0e3
MIPHU3HAKOB TPEIIIECTBYIOMEH HHDEKIIHN;

KJIMHAYECKOTO HCCIIE0OBaHMUs MMMYHOTEHHOCTH TIPH BaKIMHAIIUK BapUAHTHOW BaKIMHOHM (OJXHOKpaTHOE
JIO3UPOBaHNE) CYOBEKTOB, PaHEE ITOyYHBIIHNX NIEPBUYHYIO BaKIIMHAIINIO POJUTEILCKON (MCXOAHON) BaKIIMHOM;
0 TUTpaxX HEUTPAIMU3YIOINX aHTUTEJ, U3MEPEHHBIX 10 OTHOUIEHUIO K COOTBETCTBYIOLIEMY IITaMMY (ILITaMMaMm)
BaKILMHBI, TO €CTh B POAUTEIHCKOM IPYIIEe BaKIWHBI IPOTHB POJUTEIHCKOTO IITAMMa M B BApPHAHTHOU TpyTIe
MIPOTHB BAPHAHTHOTO MITaMMa (IITaMMOB);

HWXKHAS TpaHuna 95% IOBEpUTEIHHOTO MHTEpBaJla Pa3HHUIBI B YPOBHSAX CEPOKOHBEPCHM MAJSI BAKLUHBI C
BapHaHTHBIM IITaMMOM IO CPaBHEHHIO C POJUTEIHCKMM IITaMMOM He mpeBbimaeT -10%; cepokoHBepcus
onpeneisieTcs KaK YEeTHIPEXKPAaTHOE YBEIHMYEHHE TUTPAa OT COCTOSIHHMA O BaKLUWHAIUHM K COCTOSHHIO
MMOCTBAKIIMHALIH,

JUIsE MOAM(UIIMPOBAHHOM BAaKIWHBI (M3MEHEHHBIH BapHaHT (LITaMM), HCIOJIb30BaHHBIH B WHAKTHBUPOBAHHBIX
BaKIMHAX WM U3MEHEHHbIH BapuaHT Oenka, MPHK nim uHOM cyObeIMHMIIBI) TPEAOCTABISIOTCS OKa3aTeNbCTBa,
YTO BapHaHTHBIC BaKIIMHBI IIPON3BOJISTCS TEM )K€ IIPOMU3BOUTENIEM C UCTIOIB30BaHUEM TOTO e Mpolecca, YTo U
OpHUTHHAIBHBIC BaKIUHBI, KIIMHIYECKas 3()(HEeKTHBHOCTh KOTOPOH OblLIa IPOJEMOHCTPHPOBAHA;

T10 TTOJJPOOHOMY ONHCAHHIO COOCTBEHHO HCIIOJIb30BaHHOTO mTamma miu 6enka, MPHK wmn nHol cyObetuHAIb,
¢ (pukcanmei oTIMYKI OT UCXOJHOTO BapHaHTa (CpaBHUTEIbHAS XapaKTEPUCTHKA IITAMMOB WM CyOBEINHHLL);

0 6e30macHOCTH, COOPAHHBIX B X0/1€ HCIBITAHINH NMMYHOTC€HHOCTH BapHaHTHOM BaKIHHBL.

JlokyMeHTaus NpecTaBIseTcsa ¢ y94eToM pykoBoacTsa BO3.

b.I. 6) KouTpons kauecTBa akTHBHOM (papMarieBTUIECKON CyOCTaHIIUU

b.1.6.1 H3meHnenue
mapaMeTpoB
crenuuKauy u (WITH)
KPUTEPUEB PUEMIIEMOCTH
AKTUBHOM
(dhapmaleBTHYECKOM
CyOCTaHITMHM, HCXOJHOTO
MaTepuana (
MPOMEXYTOYHOTO
MpOAYKTa) pEaKTUBa,
HCIOJIB3yEeMBIX B IpOIecce

VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl

IIPOU3BOJCTBA AKTUBHOM
(dhapmaneBTHYECKOM
cyOcTaHIuH

a) VxecToueHUe
KPUTEPHEB IPUEMIIEMOCTH
cnenupuKamuu
JeKapCTBEHHBIX

npernaparoB, MoAJIC)Kalnux
1,2,3,4 1A



BBIIIYCKY cepui 1,2
opuIHaTBHBIM
KOHTPOJIHBIM OPTaHOM

0) YxecToueHue
KpuTepues nmpuemsiemoctu 1,2, 3,4 1,2
crienuQuKann

B) JloGaBnmenme B
cnenuduKanuo HOBOTO

nmapaMmeTpa i 1,2,5,6,7 1,2,3,4,7

COOTBCTCTBYIOIIETO €EMY
METOAa UCTIBITAHUA

T) HUckniodyenue

HE3HAYUTEIbHOTO

napameTpa crernudukammua 1, 2, 8 1,2,6
(Hampumep, UCKITIOYCHUC

yCTapeBIIero MapaMeTpa)

1) Mckmtouenue mapamerpa
creunuKanum, KOTOpPbIi
CYIIECTBEHHO TOBJIUSET Ha
COBOKYITHOE KadecCTBO
AKTUBHOHU
(hapmaneBTHIECKOM
cyOctanuu u  (WJIH)
JeKapCTBEHHOTO
npenapara

¢) smenenwne, BEIXOIAIIICE
3a 0ZOOpEeHHBI Aruana3oH
KPUTEPUEB NIPUEMIIEMOCTHU
cnenuduKanuii aKTHBHOM
(dhapmaneBTHYCCKOM
cyOCTaHIIH

xK) Pacmupenue
0JIOOpPEHHBIX KPHUTEPHEB
NpUEMIEMOCTH
cnenqudukanuu  Ha
HCXOJIHBIE Matepuaibl (
MPOMEXYTOUHBIE
MPOAYKTHI), KOTOPHIE
CYILIECTBEHHO BIUSIOT Ha
COBOKYIHOE KayecTBO
AKTUBHOM
(apManeBTHYECKON
cyOcTtanmn W (WIIH)
JEKapCTBEHHOT O
npenapara

3) JobagriieHue wiu 3aMeHa
(ucknrmuas
OWMONIOTHYECKYI0 W
HMMYHOJIOTHYECKYIO
cyOcTaHIMIO) mapameTpa
cienqupuKanuu u
COOTBETCTBYIOILIETO €My

IA

IA

IA

II

II

II

1B



METOAa WCIHBITAHUA U3 1,2,3,4,5,7
coobpaxeHU#

0€30MacHOCTH  HIH

KadecTBa

) Ecin Ha akTHBHYIO
(hapManeBTHUYECKYIO
CyOCTaHIIMIO OTCYTCTBYET
craTesl ['ocynapcTBeHHOM
®apmakomnee Pecrrybmmku
Kaszaxcran, wu3MeHeHUE
COOCTBEHHBIX JaHHBIX
crienuQUKaIy Ha JaHHbIC
HEOpHUIIHATBHOU
dhapmakomnen I
(dapmakonen TpeTheit
CTpaHbI

1,2,3,4,5,7 IB

VYcnosus

1. V3meHeHWe HE SBISETCS CIEACTBHEM JIO00r0o 00s3aTeNbCTBA, NPHUHATOrO IO pe3yiabTaTaM paHee
MIPOBEJICHHBIX SKCIEPTH3 C LEJIBIO IIEPECMOTPa KPUTEPHEB NPHEMIIEMOCTH CIIeHU(UKALUK (HapuMep, B X0JIe
perucTpanmy JIeKapcTBEHHOTO TipenapaTa Wi BHECEHHH n3MeHeHui 11 Tuma).

2. I3MeHeHHWE HE SBIISETCS CIEACTBHEM HENPEIBUACHHBIX CHTYaIlMi, BOSHUKIIMX B XOJ€ HPOHM3BOJCTBA,
HampuMep, HOBOI HEKBaTU(PHUIIMPOBAHHON MPUMECH, U3MEHEHHS TIPEJIENIOB COAEPKAHUS CyMMBI TIPIMECEH.

3. JIro6oe n3MeHeHne YKIaAbIBAIOTCS B ANAMNA30H TEKYIIHUX OZ0OPEHHBIX KPUTEPHEB IIPHEMIIEMOCTH.

4. AHanuTHYeCKas METOANKA HE M3MEHSETCS MIIM M3MEHSETCS] HE3HAUYUTENBHO.

5. Hu oauH HOBBIH METOJ MCTBITAHUS HE OCHOBAaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH M CTaHJApTHOH
METO/I0JIOTHH, UCTIONB3yEMOH ITO-HOBOMY.

6. HoBBIif METOA HCIBITAaHUS HE SBISETCS OMOIOTHIECKAM (MMMYHOJIOTHIECKUM) (MMMYHOXUMHYECKAM) HITH
METOJIOM, B KOTOPOM HCTIONIB3YETCS OMOIIOTHIECKUN PeakTHB IS OMOIOTUIECKO aKTUBHOM (hapMarieBTHIECKON
cyOcTaHIuy (32 UCKIIIOYEHHEM CTaHIAPTHBIX (PapMaKoMeHHbIX MUKPOOHOIOTHYECKUX METOJIOB).

7. N3meHenue mo0oro marepuanga He 3aTparuBacT T'€HOTOKCHYHYHO NpHMech. Eciu BOBIeYeHa aKTHUBHAs
(dapMmarieBTHUeCKass CyOCTaHLMS, 32 WCKIIIOYCHHEM OCTATOYHBIX PACTBOPUTENEH, KOTOPbIE COOTBETCTBYIOT
mpejiesiaM COOTBETCTBYIOIICH cTathe ['ocynapcTeennoit ®@apmakonee Pecniyonuku Kazaxcran, KOHTpOJIb JTH000#
HOBOM npumMecH cooTBeTcTBYIOT ['ocynapcrsennoii ®apmakonee Pecrryonmku Kazaxcran.

8. Ilapamerp cnenuduKanuu HE 3aTparuBaeT KPUTHUYECKHH NapameTp, Halpumep, JI000H M3 CIelyromuX:
KOJIMYECTBEHHOE OTpeJIeIeHHe, NMPUMECH (ECIM TOJBKO ONPEAETCHHBIH pacTBOPUTENh OJHO3HAYHO HE
HCTIOJIB3YETCS] B MPOU3BOJICTBE aKTHBHOW (hapMaleBTHUECKON cyOCTaHIMM), Mr00as KpuTHdeckas (pusndecKas
XapaKTEepHCTHKA, HAIIPUMEP, pa3Mep YacTHll, HACBIIHASA MJIOTHOCTH O W IOCIE YIUIOTHEHMS, UCIBITAHUE Ha
HO/UTHHHOCTB, BOJIa, JIIOOOH 3aIpOC Ha MPOITYCK UCTIBITAHUSL.

JoxymeHTtauus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eiry(paszenam) JOChe.

2. CpaBHHTeNbHAs Ta0JIMIA TEKYIIUX U Ipe/IaraeMbIX crieluduKami.

3. [MogpoGHoe onucanue 11000 HOBOW aHATMTUYECKOW METOJMKHU U AaHHbBIE BATUIAINU (B COOTBETCTBYIOLIHX
CITyqasix).

4. JlanHbIe aHaNM3a ABYX NPOMBIIIIEHHBIX CepHi (B OTCYTCTBHE 000CHOBaHMS 00paTHOTO JUIs OHOIOTMYECKUX
aKTHBHOM (papMareBTHUYEeCKUX CyOCTaHIMI — TPU CEPHM) COOTBETCTBYIOLIEH aKTHBHOHM (hapmarieBTHUEeCKOM
CyOCTaHIIMH MO BCEM ITapaMeTpaM Clieln(pUKaINH.

5. B cooTBercTByIOmHMX CilydasX JaHHBIE TeCTa CPAaBHUTEIbHOM KWHETHKH PAcTBOPEHHS JIEKAPCTBEHHOTO
IpemapaTta, COACpXKAIIero AakTHUBHYIO (apManeBTHYECKyl0 CyOCTaHIMIO, 1O MEHbIIEH Mepe, H3
OTIBITHO-IIPOMBIIIUIEHHON CEPHH, COOTBETCTBYIOLIYIO JEHCTBYIONIMM M TpeaiaraeMeiM crenudukanusm. B
OTHOIICHUM JICKAPCTBECHHBIX PACTUTCIIBHBIX IMTPEIapaToB JOCTATOYHBI JaHHBIC CpaBHHTeHLHOﬁ pacnaaacMOCTH.



6. O6ocHOBaHUE (OIIEHKA) PUCKOB CO CTOPOHBI AepiKATeNsl perUCTPAlMOHHOTO yIOCTOBEPEHUS WK JIepKaTels
M®A®C coOTBETCTBEHHO, TOATBEPKAAIOIINE, YTO BHYTPUIIPOU3BOJCTBEHHBIN MTapaMeTp SBIAETCS HE3HAUUMBIM
WX YCTapeBIINM.

7. OOOCHOBaHHE CO CTOPOHBI JEpKaTelsl PErHCcTPAalMOHHOIO yHocToBepeHHs uiu jepxareinst MOPADC
COOTBETCTBEHHO HOBBIX ITapaMeTpa crennpuKanui 1 KpUTEpHEB IIPHEMIIEMOCTH.

b.1.6.2 H3meHeHue
aHAJIUTHYECKON METOJIUKU
AKTUBHOMU
(apManeBTHYECKON
cybcTaHIUH U
HCXOIHOTO Marepuama (
MPOMEKYTOUHOTO
NpPOAYyKTa) peakTHBa,
WCIIOJIb3YEMBIX B Mpolecce
MPOU3BOJICTBA AKTUBHOM
(hapmaneBTHUECKOM
cyOCTaHIIH

Ycnosus TpeOyemast nokymeHTanusi Bun nponenypst

a) HezHaunMble n3MeHEeHUS
onoOpeHHON 1,2,3,4 1,2 IA
AQHAMTUYCCKOH METOAUKH

0) Hckniodyenue
aHAJIMTUYECKOU METOJIUKHU
aKTHUBHOMU
(apManeBTHYECKOM
cybcTaHIUH U
ucxonHoro Marepuama (7 1 1A
MPOMEXYTOYHOTO
MPOJYKTa) PeaKTHBA, €CIIH
albTepHAaTUBHAs e
aHaJIUTHYECKasi METOJUKa
yke oo0peHa

B) Ilpoume u3MeHeHUS
aHAJIUTHYECKON METOJIUKHU
(BkIIOUas 3aMeHy WIIH
no0aBlicHUE) pEaKTHBa,
KOTOpasi HE OKa3blBaeT
3HAYMMOI'O BJIHUSHHS Ha

1,2,3,5,6 1,2 IA

COBOKYIHOE Ka4yeCTBO
AaKTUBHOMU
(dhapmaleBTHYECKOM
cyOCTaHIH

T) CymiecTBeHHOE

M3MEHEHHE WM 3aMeHa

610T0TUYECKOT O (

UMMYyHoOJIoTHYecKoro)  (

UMMYHOXHUMHYECKOTO)

METOJIa HUCIBITAHHUS WU

MeTO0/a, B KOTOPOM

HCIOJIb3yeTCA II
OMOJOTHYECKUN pPeaKTHB

st OMOJOTHUYECKOH



AKTHUBHOH
(dhapmaneBTHUECKOM
cyOCTaHIIH

n) Ilpoune wu3MeHeHHUS

AQHAJIUTHYECKOW METOAUKU

(Bxmmovas mobaBiieHHE WM

3aMEHY) aKTHBHOMH

(hapmaneBTHUECKOM 1,2 1B

cybcTaHIuH AN

HUCXOMHOTO Matepuana (

MPOMEXKYTOYHOTO

MIPOJTyKTa)

Ycnosus

1. IlpoBenena HeoOXoMMMas BaJTUIAIMSA, TIOATBEPKAAIONIASA TO, 9YTO OOHOBJICHHAS aHAIUTHYECKAs METOIUKA, 1O
MEHbUIEN Mepe, SKBUBAJICHTHA IPEbITyILEH.

2. Ilpenensl conmepxaHus CyMMBI NpUMeEced HE W3MEHMINCH, HOBbIE HEKBAaIH(DHUIMPOBAHHBIE MPHUMECH HE
00OHapy KeHBI.

3. Meroz aHanu3a He U3MeHUIICA (HapuMep, U3MEHEHHE JIMHBI KOJIOHKH WM TEMIIEpaTyphl, HO HE IPyTroi BUI
KOJIOHKH UJTU METOJ).

4. MeroJ MCIBITaHUSI HE SBISIETCS] OMOJIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXHMHUYECKHM) MM METOJIOM,
B KOTOPOM HCIIOJB3YEeTCsI OMOJIOTUYECKHH pEeakTHB JUIsi OHMOJIOTMYECKOW aKTUBHOW (apManeBTHYeCKOH
cyOcTaHIuH (32 UCKIIIOYEHHEM CTaHJapTHHIX (papMaKoNeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

5. Hu oguH HOBBIH METOJ| MCIBITAHHUA HE OCHOBAH Ha HOBBIX HECTaHAAPTHBIX METOJAX WIM CTAaHAAPTHBIX
METOJaxX, HCIOIb3yEMBIX I10-HOBOMY.

6. AKTBHas (apMaleBTHIEcKasi CyOCTaHIINS HE SIBISICTCS] OMOJIOTHYECKOH (MMMYHOJIOTHYECKOH ).

7. AnpTepHaTHBHAs aHAJIUTHYECKas METOJMKa JIUIsl IapaMeTpa crenurKanuy yxe oJo0peHa, Ipyu 3TOM TaKast
METO/IMKa He OblIa BKJIIOYEHa TOCPEACTBOM [A-yBeqomiieHusI.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIONIMM) pa3aeny(pa3aenaM) OOChe, BKIIOYas OMHCAHHE
aHAJUTHYCCKOMN 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/TBEPXKIAIONINE, YTO TEKYIee U NpeyiaraeMoe HCIbITaHue SKBUBaJIeHTHBI. Hacrosmee TpeboBaHue
HE NIPUMEHSETCS, €CIU 100aBIIsIeTCs] HOBAsl aHAIMTHYECKAs! METO/INKA.

Bb.1. B) YmakoBoYHO-yKynopo4Hasi cuctema

b.I.e.1  H3meHnenue

MEepBUYHON  yHNaKOBKHU

AaKTUBHOMH VYcnosus TpeOyemast nokymeHnTanusi Bun npomenypsr
(hapmaneBTHUECKOM

cyOCTaHIIH

a) KauecTBeHHBIH 1 (Mi1H)

. 1,2,3 1,2,3,4,6 IA
KOJMYECTBEHHBIN COCTAB

6) KauectBeHHbIil u (W1n)

KOJINUECTBEHHBIA COCTaB

JUISL  CTEPWJIBHBIX WM

HE3aMOPOKEHHBIX

OHMOJIOTHYIECKUX ( II
HMMYHOJOTHIECKHX )

AaKTHUBHBIX

(hapmaleBTHYECKHUX

CyOCTaHIHi



B) JKunkue aKkTUBHBIC

(hapmaneBTHYCCKHUE 1,2,3,5,6 1B
cybcTaHIUHI (

HECTEpPHIIbHBIE)

VYcenoBus

1. ITo COOTBETCTBYIOIINM CBOMCTBAM IMpeIiaracMblil YIIaKOBOUHBIA MaTepHall, o0 MEHBIICH Mepe, COOTBETCTBYET
K SKBHBAJICHTHBIM OJJOOPECHHOMY.

2. HagaTbl COOTBETCTBYIOIINE UCCIICIOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBIICHHBIME TPEOOBAHUAMU
W 3as{BUTEIEM Ha MOMCHT BBCJCHHS W3MCHCHHH IPOAHAIU3UPOBAHBI COOTBETCTBYIOIIUE TapaMeTPHI

CTAaOMIIBHOCTH HE MEHEE YeM Ha JBYX OIMBITHO-TPOMBIIIICHHBIX WM HPOMBIIIJICHHBIX CEPHSX, B €ro

pacropsHDKEHHH HAXOSTCS yIOBIECTBOPHUTENIbHBIC PE3YJIbTaThl, O MEHbBIIEH Mepe, 3-MECSYHOTO U3ydYCeHHUs

crabmibHOoCcTH. OHAKO, SCITH MpeiaraeMas yrakoBKka 0oJiee yCTOHYHBA 10 CPABHEHHIO C 3aPETHCTPHUPOBAHHOM,
TO TpEXMECSUYHbIC MaHHBIC MO CTAOMIBHOCTH HE TpeOyrorcsa. 1o 3aBeplicHHH TaKUX HMCCICIOBAHHM, €CIu

pe3yJbTaThl HE YKIAABIBAIOTCS B CHCIM(DHUKAIMY WM MOTCHIMATBHO HE YKIAABIBAIOTCS B crenuduKanuy Ha
KOHEI[ CpoKa TOAHOCTH (TIEpHOaa) MOBTOPHOTO HUCHBITAHUS, WX HEOOXOAMMO HEMEJICHHO NPEICTaBUTH

YIIOJIHOMOYEHHOMY OpraHy Hapsiiy ¢ Mpe/JiaracMbIM IJIAHOM JICHCTBUIA.

3. Uckimrovasi cTepriibHBIC, )KHIKAE U OHONIOTHYECKHEe (MMMYHOJIOTHYCCKHUE) aKTUBHEIC (papMarieBTHUCCKUE

CyOCTaHITIH.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasienam) 10Che.

2. HeoOxomumble NaHHBbIE O HOBOW YNakoBKE (HampuMep, CPaBHUTEIbHBIE NaHHBIC MO MPOHHIIAEMOCTH,
Hampumep, 111 O2 CO? Biaru), BKIIOYas MOATBEPKACHHE TOTO, YTO MaTepHal COOTBETCTBYET
COOTBETCTBYIOIINM (hapMaKONEHHbIM TPEOOBAHHUSM O IJIACTHYECKUX MaTepHasiaX U 00BEKTaX, KOHTAKTHPYIOIIUX
C TIUIICBBIMU MPOIYKTAMH.

3. B cooTBeTCTBYIONIMX CIy4asX HEOOXOIMMO MPEICTABUTD MOATBEPKACHHE TOTO, YTO B3aUMO/ICHCTBUE MEXKITY
COICP)KMMBIM H YIIAKOBOYHBIM MATEPHAIOM HE TIPOUCXOAWT (HAIpUMEp, OTCYTCTBYET IepeMeIlcHUE
KOMITOHEHTOB TIpEAJIaraéMoro MaTepuaja B €ro COAEpKHMOe, KOMIOHEHTHI JICKapCTBEHHOTO Iperapara He
MEepPEeXOIAT B YMAaKOBKY), BKJIIOYAs MOATBEPKIACHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM
d)apMaKOHeﬁHLIM TpeGOBaHI/IHM 0 IIACTUYCCKUX MaTcpualax H O6’BeKTaX, KOHTAKTUPYIOHIUX C MUIIEBBIMU
MPOAYyKTaMH.

4. Jleknmapanus aepikaTelis PEeruCTPAlMOHHOIO yaoCcToBepeHus wiu aepxarenss MOADC, yto TpeOyembie
UCCJIeJ0BaHNs CTaOMIIBHOCTH Ha4aThl B COOTBETCTBUH C YCTaHOBJIIEHHBIMU TPEOOBAaHHUSAMH (C yKa3aHUEM HOMEPOB
cepuil); 1 4TOo (B COOTBETCTBYIOIIMX CIIydasx) HA MOMEHT BBEJCHHUS M3MECHEHHI B €ro pacropsDKEHUH
HaXOWIUCh TpeOyeMble MUHIUMAIFHBIC yIOBICTBOPUTEIFHBIC NAaHHBIE TIO0 CTAOMIBHOCTH; M YTO UMCIOIIHECS
JMaHHBIC HE CBUAETENHCTBOBAINA O KaKOH-IMOO mpobiieme. HeoOxomumMo Taxke MpencTaBUTh MOIATBEPKICHUE
TOTO0, YTO MCCIIEOBAaHUS OYOyT 3aBEPIICHBI, U YTO €CIIH Pe3yIbTaThl He OYAyT YKIAABIBAaThCA B CICHIU(DUKAIIIT
WM MOTCHIMAIBHO HE YKJIAAbIBAThCS B CrelU(UKANN Ha KOHEI[ CPOKa T'OAHOCTH (IIEpHOaa) MOBTOPHOTO
UCIIBITAHUs1, X HEMEIJICHHO MPEACTABAT YIOJHOMOUYSHHOMY OpraHy Hapsily C Mpe/JlaraeMbIM INIaHOM JeHCTBHIA

5. Pe3ynbrathl ucciaeqoBaHUi CTaOMIBHOCTH, IPOBEJICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMH,
10 3HAYMMBIM [TapaMeTpaM CTa0MIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IPOMBIIUIEHHBIX WM IPOMBIIIJICHHBIX
CepHsIX, OXBATHIBAIOLINX HE MEHEE TPEX MECSIEB, M MOATBEPKACHHUE TOT0, YTO YKa3aHHBIE UCCIEIOBaHNS OyIyT

3aBEPIICHBI, M €CITN PE3YNbTAThl HE OyIyT YKIAAbIBATECS B CHEHU(HUKALNY WIN TIOTEHIIMAIBEHO HE YKJIAJABIBATHCS
B crienu(UKauy Ha KOHEL[ cpoKa FOAHOCTH (IepHoja) IIOBTOPHOTO MCHBITAHMS, UX HEMEIUICHHO IPEICTaBsiT

YIOJTHOMOYEHHOMY OpraHy Hapsiy ¢ IpeaaraeMbIM IJIaHOM JIeHCTBUI.

6. CpaBHEeHHUE ACHCTBYIONIMX U TpeiaraeMpIX crieliuuKanyii nepBU4HON YIaKOBKH (€CIH NPUMEHUMO).

B.I. B. 2 U3meHeHue
mapaMeTpoOB

crenuuKauy u (WIIH)
KpUTEPHUEB TTPUEMIIEMOCTH

[IEPBUYHON  YIIAKOBKH
VYcnosus Bun npouenypst



AKTUBHOMH Tpebyemast JOKyMECHTAIUS
(hapMaineBTHYECKOM
cyOCTaHIIH

a) YxecToueHue
KpuTepues nmpuemsiemoctu 1,2, 3,4 1,2 1A
crienuQuKann

6) JloGaBienume B

crieru(UKAIKMI0 HOBOTO

napameTpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOLIIEMY €My

METOJIa UCIIBITAHUI

B) Hckniodyenue

HECYIIECTBEHHOTO

napametpa crenupukanua 1, 2 1,2,5 IA
(marmpuMep, MCKIIIOYCHUE

yCTapeBILero napaMeTpa)

r) [Jo6GaBnenue umu 3amMeHa
napamerpa crienupuKanuu

U3  coobpaxeHui 1,2,3,4,6 IB
0€30MacHOCTH  HIH

Ka4ecTBa

YcnoBusa

1. M3MeHeHHe He SBISETCS CIEACTBUEM KaKoro-aubo 00s3aTeNnbCTBa, MPHUHSATOrO MO pe3yjbTaTaM paHee
MPOBEJICHHBIX DKCIIEPTU3 C 1IeJbI0 aHAIN3a KPUTEPUEB NMPUEMIIEMOCTH ClieUU(pHUKaNuU (HaIpuMmep, B XOJe
perucTpanuy JIeKapcTBEHHOI'O IIperapara WM BHeceHHs u3MeHeHui Il Ttuma), ecnu TOMbKO OHO paHee He
paccMOTpPEHO U 0JJ0OPEHO B KaUeCTBE MEPhI MOCIIEAYIONIETO HAOIIOACHHS.

2. U3MmeHeHUEe HE ABIAETCSA CIEACTBHEM HENPEIBUICHHBIX CUTyallUl, BO3HMKIIMX B XOJ€ MPOU3BOJACTBA
YIaKOBOYHOTO MaTepHalia WM MPHU XpPaHEHWN aKTUBHOW (hapMaIieBTHUSCKON CYyOCTaHITHH.

3. JIio6oe n3MeHeHNe YKIIaAbIBAIOTCS B ANAMA30H TEKYIINX O0OPEHHBIX KPUTEPHEB IIPHEMIIEMOCTH.

4. AHanuTHYeCKas METOUKA HEe U3MEHSETCS MU U3MEHSAETCS] HE3HAUUTENIBHO.

5. Hu oauH HOBBIN METOJ UCHBITAHUS HE OCHOBAaH Ha HOBOM HECTAHAAPTHON METOOJIOTUU WU CTaHAAPTHOMN
METOJIOJIOTHH, HCITOIB3yEMOH ITO-HOBOMY.

JoxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3ienamM) 10cke.

2. CpaBHHTENbHAS TaOIUIA TEKYIUX U MIPEIaraeMbIX CTICITU(pIKAIHHA.

3. ITogpoOHOe onmcaHue 000 HOBOIM aHAMTHYECKOW METOIWKA W TaHHBIC BAaJHIAINH (B COOTBETCTBYOIINX
CIIyJasx).

4. lanHbIe aHATN3a IBYX CEPHIl YITAKOBOYHOTO MaTepHaja 110 BCEM ITapaMeTpaM CIeIn(pUKAIIIH.

5. ObocHoBaHME (OIIEHKA) PUCKOB CO CTOPOHBI AEP)KaTeNs PErHCTPAIMOHHOTO yIOCTOBEPEHUS WIH AEPIKaTels
M®OA®C cooTBETCTBEHHO, MTOATBEPKIAIOIINE, YTO BHY TPUIIPON3BOJICTBEHHBIN MMapaMeTp SBISETCS HE3HAUMMBIM
WJIA YCTapEBIINM.

6. ObocHOBaHME CO CTOPOHBI aepxkarens PY wnu nepxkatens MOPADC cOOTBETCTBEHHO HOBBIX HMapaMeTpa
cnenuUKaIuN U KPUTSPUEB IPUEMIIEMOCTH.

b.I. B. 3 N3meHeHue
aHAJIUTHYECKON METOIUKU
UCIBITAHUS TEPBUYHON
YIAaKOBKHM  aKTUBHOU
(hapmaneBTHYECKOM
cyOCTaHIIH

YcnoBust Tpebyemast nokymenTamusi Bun mpoueaypsl



a) Hesmauurenpuse 1,2,3 1,2 IA
M3MEHEHHUs YTBEPKICHHON
AHAJIUTHIECKON METOIUKH

6) Ilpoume wu3MeHEHUS
aHAJIUTUYECKOU METOJIUKHU
(BrJTIOUAst TOOABICHHE WU
3aMeHy)

1,3,4 1,2 1A

B) HNcknodenue
AHATUTHYECKON METOJIHKH, 5
€Clu albTEpHATUBHAs €U
METOJIMKA YK€ YTBEPKACHA

Ycnosus

1. CormacHo COOTBETCTBYIOIIMM JOoKyMeHTaM PecmyOmuku Kasaxcran, mpoBeneHa HeoOXxoanmas Bamuaamvs,
MOJTBEPXKAAIOIIAas TO, YTO OOHOBJICHHAs aHAJIUTHYECKas METOJIWKAa, [0 MEHbIIEH Mepe, 3KBUBAJICHTHA
npeablIyIIe.

2. Metox aHanu3a He U3MEHMIICA (HapuMep, U3MEHEHHE JTMHBI KOJIOHKH MIIM TEMIIEPATyphl, HO HE IPyTrOoi BUX
KOJIOHKH UJTK METOJ).

3. Hu ouH HOBBIA METOJ HCIBITAaHHI HE OCHOBAaH HAa HOBBIX HECTAaHJIAPTHBIX METOJAX WM CTaHIAPTHBIX
METOJAX, UCHOIb3YEMBIX I10-HOBOMY.

4. AxktuBHas (apmaineBTHUeCKas CyOCTaHIUsS (JEKapCTBEHHBIH Ipernapar) He SIBISIOTCS OMOJOrMYeCKUMH (
UMMYHOJIOTHYECKUMH).

5. B oTHOIIeHHN napaMeTpa crieliu(UKaUY COXPAHIETCsl aHAINTHYECKas METOIUKA, IIPU 3TOM Takas METO/INKa
He Obla 1o6aBiieHa mocpeacTsoM IA (yBeroMireHus).

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIONINM) pa3zeny(pa3aenaM) JOoCke, BKIIOYAs OIMCAHUE
aHAJTUTHYECKOI METOIOTIOT Y, PE3IOME JAaHHBIX BATUIAIINN.

2. CpaBHUTENBHBIE PE3YIbTATHl BANWAALUN WIIH, NIPU HATMYUK OOOCHOBAHMWS, CPAaBHHUTENIBHBIE PE3yNIbTaTh
aHayiu3a, TMOATBEpXKIAIOIUMEe TO, YTO TEKyllee W Ipe/araeMoe HCIbITaHHE SKBHBaJeHTHbL. Hacrosinee
Tpe6OBaHI/Ie HE MMPUMEHACTCA, CCIIN HOGaBHHeTCH HOBas aHAJIUTHYCCKasA MCTOAUKA.

B.I. r) CtaGunbHOCTH

b.I.r. 1 UW3meHnenue
nepuosa IMOBTOPHOIO
ucneITanus  (mepuonaa
XpaHEHUs) WIH YCIOBUI
XpaHEHUs aKTUBHOU
(hapmaneBTHIECKON
cyOcTaHIIUM, €ciu B  YCJIOBHS TpebGyemast mokymeHTalss Bun mporeaypsl
PETUCTPALIMOHHOM JI0ChE
OTCYTCTBYET cepTHdUKaT
COOTBETCTBHUA
EBponeiickoii @apmakorien
, OXBaTBIBAIOIIMI MEPUOL
TIOBTOPHOTO MCTIBITAHUS

a) Ilepuon mMOBTOpPHOrO
ucueiTaHus  (Mepuox 1 1,2,3 IA
XpaHEHHUsI)

1. Cokpamienue

2. YBenudeHuwe mnepuoja
MMOBTOPHOI'0 HCHBITAHUA
MyTEeM JKCTPANoJISIUU
JTAHHBIX 0 CTa0MIBHOCTH, I



HE COOTBETCTBYHOUIEH
nJokyMmeHTaMm PecrryOnmku
Kazaxcran (*)

3. VYBenuueHnue mnepuoja

XpaHeHus: OMOIOTHYecKOn

(MMMYHOIJIOTHYECKOH )

AKTUBHOHU

(hapmaneBTHUECKOM I
cybcTaHIINH, HE

COOTBETCTBYIOIIHNE

0JIOOpEHHOM MporpaMMe

HM3YYCHUS CTaOMIBHOCTH

4. VYBenuueHue WU

BBEJCHHE  MepHoia

MOBTOPHOTO HCIBITaHUA (

nepuoja XpaHeHHs), 1,2,3 IB
MOATBEPKIAECHHOTO

JAHHBIMH €CTECTBEHHOTO

XpaHEHUS

0) YcnoBus xpaHeHUs

1. W3meneHue ycnoBui

XpaHEHUs AaKTHBHOE

(hapManeBTHIECKON 1 1,2,3 1A
cyOcTaHiun Ha OoJjee

cTporue

2. U3meHeHue ycioBUil
XpaHEHUs] OMOIOTHYECKUX
(MMMYHOJIOTHYECKHX )
AKTHBHBIX
(apManeBTHYECKUX
cyOcTaHnii, eciu I
HCCIEeNOBaAHUS
CTaOMIBHOCTH TPOBEACHBI
HE B COOTBETCTBUU C
TEKYLIUM YTBEPIKICHHBIM
MPOTOKOJIOM CTaOMIIBHOCTH

3. W3meHeHHE YCIOBUI
XpaHEHHUsT aKTUBHOM
P " 1,2,3 B
(hapManeBTHIECKON

cyOCTaHIuH

B) N3MeHeHHE
YTBEPKIAECHHOUN
IpOTrpaMMbl  U3YYECHUS
CTaOMIBHOCTHU

1,2 1,4 1A

YcmoBus
1. M3MeHeHHe HE SBISIOTCS CICICTBHEM HENPEIBUACHHBIX CUTYaIUi, BOHUKIIINX B XOJ¢ MPOU3BOACTBA, U
W3MEHEHHs CTA0UIILHOCTH.

2. U3meneHus He MNPUBOJAT K PACIHUPCHUIO KPUTCPUCB TPUCMIICMOCTH HUCIIBITYEMbIX TapaMETPOB, UCKIIIOUCHHUIO
apamMeTpa CTaOMJILHOCTH WIIM CHIDKEHHMIO YaCTOTHI UCIIBITAHUI.

JoxymeHTanus



1. TTompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIMM) pasaeny(pa3aeiaam) nocke. HeoOxoauMo mpencTaBuTh
pe3yIbTaTBl COOTBETCTBYIOIIUX HCCIICNOBAHUN CTA0MIIBHOCTH B pPEalbHOM BpPEMEHH, IPOBEICHHBIX B
COOTBETCTBHH C COOTBETCTBYIOIIUMH PYKOBOJICTBAMH IO CTAaOMIBPHOCTH HE MEHee 4YeM Ha JBYX (s
OHMOJIOTMYECKUX JICKAPCTBEHHBIX MPEMApaToB — TPEX) OMBITHO-IPOMBIIIICHHBIX WU MIPOMBIIUICHHBIX CEPUAX
AKTUBHOM (papMaleBTHYECKOH CyOCTaHIMK, YIAKOBAHHOW C MOMOIIBIO 3apErUCTPUPOBAHHOTO YHAKOBOYHOT'O
Marepuala, i OXBaThIBAIOIIMX BECh IpeJIaraeMblil EpHUO 1 MOBTOPHOTO UCTIBITAHUS HITH MIPeJiaraeMble YCIOBHS
XpaHEHUs.

2. [ToaTBepKAEHUE TOTO, YTO MCCIICIOBAHUS CTA0MILHOCTH MMPOBEJCHBI B COOTBETCTBUHU C TEKYIIEH 000pEeHHOMN
mporpaMMoii. Pe3ynbTaThl HCCIeJOBaHUS MTOATBEPKIAOTCS, YTO COOTBETCTBYOIIUE O00PCHHBIC Crieiu(UKauu
MIPOIOJKAIOT COOTFOIATHCS.

3. Konnu yTBEp)KACHHBIX CIICIM(HUKAINN Ha aKTUBHYIO (hapMaIleBTHYCCKYIO CYOCTaHITHIO.

4. O00CHOBaHUE MpETaraéMbIX H3MCHCHUIA.

nepuoa TIMOBTOPHOI'O HCHOBITAHHUA HE TPHUMEHUM K OHMOJIOTHYECKUM (

(*) llpumeuanue
MMMYHOJIOTHYECKUM) aKTUBHBIM (papMarieBTHIeCKUM CyOCTaHITHIM

b.1. 1) IIpoekTHOE MOJIe U MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHU

b.I.n.1 BBengenune HOBOrO
MPOEKTHOT'O TOJSI WK
pacuIupeHue 0100peHHOTO
MPOCKTHOTO MOJIst
AKTHBHOMU
(apManeBTHYECKON
cybcTaHIINH,
3aTparuBaroliee

VYcaosus Tpebyemast nokymenramust Bun mpouemaypsl

a) OJHY OIEpaIOHHYIO

eMHHIly  Tpolecca

MIPOM3BOJICTBA AKTUBHOMN

(hapmaneBTHIECKOM

cyOCTaHIINHM, BKIOYas 1,2,3 11
COOTBETCTBYIOIIHNE

BHYTPHUIIPOU3BOICTBEHHBIE

KOHTPONM W  (WMIIN)

AQHAJTUTHYECKHE METOANKU

0) aHATUTHYECKUE
METOOUKH HUCXOOHBIX
MaTepHualoB (
MIPOMEXYTOYHBIX
MPOAYKTOB) W (WIIH)
AaKTUBHOMH

1,2,3 |

(hapmaneBTHUECKON
cybcraHun

JoxymeHTtanus

1. TIpoekTHOE TONIE OBLIO pa3pabOTaHO HA OCHOBAHWU COOTBETCTBYIOIIUX YCTAHOBIICHHBIX TPEOOBaHHNA H
MEXYHAPO/HBIX HAYYHBIX PYKOBOJCTB. Pe3ynbTaThl HCCIEIOBaHUI pa3pabOTKM MPOJYKTa, Mpolecca H
AHAUTHYECKONW METOMONOrnK (HampuMep, B3aUMOACUCTBUE Ppa3IHYHBIX [MapaMeTpoB, (HOPMHUPYIOLIHX
MoJIJIeKAIIee H3YUYCHUIO TMPOEKTHOE TII0JIe, BKIIOYAash OIIGHKY PHCKOB M MHOTOMEpPHBIC HCCIECIOBAHUS
COOTBETCTBEHHO), B COOTBETCTBYIOIIMX CIydasx MOATBEP)KIAIONIAE TO, YTO MOCTHTHYTO IEI0CTHOE
MEXaHUCTHUYECKOE TOHUMAHME MOKa3aTeliell KauecTBa MaTCPUANIOB W MapaMeTPOB IMpollecca Ha KPUTUYCCKHE
MoKa3aTein KauyecTBa aKTHBHOM (papMareBTHUCCKOM CyOCTaHITUH.

2. OnucaHue MPOSKTHOTO MOJS B TAOJIMYHOM BHUJIE, BKIIOYAs MEPEMEHHbBIC (CBOMICTBa MATCPHAIIOB M MTAPaMEeTPhI
polecca MPOU3BOJICTBA) U UX IMpeyIaraeMble THAMa30HEI.

3. [TompaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3zeiy (pasjenam) J0Che.



b.1.n.2 BBenenue
MTOCTPETUCTPALUOHHOTO
MPOTOKOJA YIPaBICHUS
H3MEHCHUSIMH,
3aTparuBalOIIUMH

VYcnosus Tpebyemast nokymenrtamust Bun mpouemaypst

AKTHUBHY IO
(hapManeBTHYECKYIO
CyOCTaHITHIO

1,2,3 11

JoxymeHTanus
1. ITogpoOHOE onMcaHKe MPEATAracMOro H3MCHEHUS.
2. [IpoToko ynpaBlicHHs] U3MEHCHHUSIMH, 3aTPAruBaIOIIIMHU aKTHBHYIO (papMaIreBTUUCCKYH0 CyOCTaHIIUIO.

3. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pazjieny(pasenam) 10Che.

b.I.n. 3 MHckaroueHue
TTOCTPETUCTPALIUOHHOTO
MPOTOKOJIa YIIPaBICHU
H3MEHECHHUIMH,
3aTparuBalOUIUMHU
AKTUBHY IO
(hapmaneBTHUECKYIO
CyOCTaHITHIO

VYceaoBus Tpebyemast nokymenTamusi Bun mpoueaypsl

1 1,2 1A

VYcnoBus

1. VcknioueHne MOCTPEruCTPalMOHHOTO MPOTOKOJIA YIPABIECHUS! U3MEHEHUSIMU, 3aTParuBalollMMU aKTHUBHYIO
(hapMaIeBTHYECKYIO CYOCTaHIINIO, HE SIBISICTCS CICICTBHEM HENPEABUACHHBIX CHUTYAIlMi MM HECOOTBETCTBHUS
cnenu(pUKanry B XO/I€ BBEICHUS U3MEHEHH, ONMCAaHHBIX B MMPOTOKOJIE, M HUKAK HE BIUSIET HAa YTBEPKACHHBIC
CBEJICHUS, BKITFOUEHHBIE B PETHCTPAIIIOHHOE JTOCHE.

JoxymeHTtauus
1. OGocHOBaHHE TPEATIATaEMOT0 UCKITFOUCHUS.
2. [NompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIUM) pa3neiny(pa3aesaam) T0Che.

b.I.n. 4 WsmeHenus
YTBEPKICHHOTO
IIPOTOKOJIA YIPAaBICHUA
U3MEHEHUSIMHU

VYcnosust TpeOyemast nokymeHTanuss Bun npouenypsr

a) 3HauMMbIe M3MCHEHHS
MPOTOKOJIA yIpaBJIEHUS II
U3MEHEHUSIMHU

0) He3nauumeie
HW3MEHEHHS TPOTOKOJIa
yIIPaBJICHAS H3MEHCHUSMH,
KOTOpBIE HE H3MCHSIOT
CTpaTeruio, OMUCAHHYIO B
OPOTOKOJIE

JoxymeHTanus

1. dexmapanus, 9to J000€ U3MEHECHUE YKIIAABIBACTCS B TUAITA30H ACHCTBYIOIINX YTBEPKICHHBIX KPUTCPHECB
npuemiieMocTd. [loMuMo 3TOTO, IEeKIapalus TOTro, YTO B OTHOIIEHHHM OMOIOTHYECKHX (MMMYHOJOTHYECKHX )
JIEKapCTBEHHBIX IpENapaToB He TPeOyeTCs OIIEHKa COMTOCTaBUMOCTH.

B.l.n. 5 Peanusanus
WU3MEHEHUM,
MpeayCMOTPEHHBIX



YTBEPXKACHHBIM VYcnosust TpeOyemast nokyMeHTanust Bun nponenypsl
MIPOTOKOJIOM YIPaBJICHUS
N3MCHEHHUSIMHU

a) Peanuzanus naMeHeHus
HE TpebOyeT
JOTOJHUTEIbHBIX

1 1,2,4 1A
BCIIOMOTaTENbHBIX TaHHBIX

0) Peanuzainus n3aMeHEeHUS
TpeOyeT MOMOTHUATEIBHBIX 1,2,3,4 1B
BCIIOMOTATENIbHBIX JaHHBIX

B) Peanmzanust uaMeHeHUs

OHMOJIOTHYECKOTO (

MMMYHOJIOTHUYECKOT0) 1,2,3,4,5 1B
JICKapCTBEHHOTO

mperapara

YcmoBus

1. IlpennoxeHHOE H3MEHEHHE OCYIIECTBJICHO B IIOJHOM COOTBETCTBHH C YTBEPKACHHBIM IPOTOKOJIOM
yIpaBICHUS U3MEHEHUSIMU.

JoxymeHTtanus

1. Ccputka Ha yTBEp)KACHHBIH MPOTOKOJ YIIPABICHHUS U3MEHEHHUSIMH.

2. Jlexnapanusi, 4T0 U3MEHEHHE COOTBETCTBYET YTBEPIKACHHOMY IPOTOKOJIY YIPaBJICHUS U3MEHEHUS MU M 4TO
pe3ybTaThl UCCIEAOBAHUS YIOBIETBOPSIIOT KPUTEPUSIM ITPUEMIIEMOCTH, OTOBOPEHHBIE B ITpoTokoie. [Tomumo
9TOrO, JASKJIapanysi TOro, YTO B OTHOIICHUHN OHOJIOTMYECKHX (MMMYHOJIOTHYECKHX ) JICKApCTBEHHBIX IPENapaToB
He TpeOyeTcs OLleHKa COMOCTaBUMOCTH.

3. Pe3ynbraTel UCCIEIOBaHUI, NPOBEACHHBIX B COOTBETCTBUH C YTBEP)KICHHBIM IIPOTOKOJIOM YIIPaBICHHS
HW3MEHEHUSIMU.

4. IompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3eiy(pa3aenaam) T0Che.

5. Komust yTBepkACHHBIX ClieU(HKAINIT Ha aKTUBHYIO (hapMaleBTHIECKYIO CYyOCTaHIIHIO.

b.1I JIekapcTBEeHHBIN ITpeniapar
B.11. a) Buemnwuii BUa 1 coctaB

B.Il.a. 1 N3meHeHne win

Jo0aBlieHHE OTTHUCKOB,

FPAaBUPOBKU HIJIH HMHBIX

3HAKOB, BKJIIOUYas 3aMEHY

Wik J00aBICHUE YEePHUI, Y CIOBUS Tpebyemast nokymenranus Buj nporeayps
HCIONB3yEMbIX  IPH

MPOU3BOICTBE

JIEKapCTBEHHOTO

npemnapara

a) M3MeHeHUsT OTTHCKOB,
TPaBUPOBKH WIM HWHBIX 1,2,3,4 1,2 1A
3HAKOB

6) Usmenenme pucok (
TUHAN pasioMma),

TpeaHa3HaYeHHBIX IS 1,2,3 1B
pasmeicHUs Ha paBHBIC

JIO35I

YcmoBus

1. Cneumbnxaunn JICKApCTBCHHOT'O IperapaTra Ha BBIIYCK M Ha KOHEI[ CpOKa IrOAHOCTHU HE H3MCHIAIOTCA (33
HCKIIOYCHHUEM BHCIIHETO BI/II[a).



2. Bce 4epHUIIBI COOTBETCTBYET JEHCTBYIONIEMY (DapMalleBTHYECKOMY 3aKOHO/1aTEIbCTRY.
3. Pucku (MHMM pasioma), He IpeAHa3HaueHbl Ha pa3/ielieHne Ha PaBHBIE 10351
4. 3HaKH JEKapCTBEHHOTO MpenapaTa, UCIONb3yeMble I Pa3IMYCeHUs JO3UPOBOK, MOTHOCTBIO HE YAAJICHBI.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zaeiy(pasaenaM) AOChe, BKIOYas MOApoOHOE
rpaduueckoe WIM IIOBECTBOBATEIBHOE ONHMCAHWE TEKYIIEr0 M HOBOI'O BHEIIHETO BHJA, a TakKke
COOTBETCTBYIOIIN NePecMOTP HHPOPMAIIUHU O JIEKAPCTBEHHOM IIpenapare.

2. B cOOTBETCTBYIONIMX CTydasix 00pa3ibl JEKapCTBEHHOTO TIpenapaTa.

3. Pe3ynpTaThl COOTBETCTBYIOIUX HCHBITaHU mo ['ocymapctBenHoit @apmakonee PecmyOmmkm Kazaxcraw,
MOITBEP K IAIOIIHE YKBUBAJICHTHOCTh CBOMCTB (TIPaBHILHOCTD JJO3UPOBAHU).

b.Il.a. 2 MH3menenue
dbopMBI WM pa3sMepoB Y CIOBHUS Tpebyemast nokymenTamusi Bun mpoueayps
JIEKapCTBEHHO (popMEI

a) TaOmeTku, KarcCyJbl,
CYIIIO3UTOPUH U TIECCAPUH
c HEMeIJIEHHBIM
BBICBOOOXK IEHUEM

1,2,3,4 1,4 1A

0) JlexapcTBeHHbIe HOPMBI

c OTCPOYCHHBIM,

MOJU(QHUIIMPOBAHHBIM HITH

MIPOJIOHTUPOBAHHBIM

BBICBOOOXKIEHHEM U 1,2,3,4,5 1B
TabJIeTKH C PHUCKOH,

NpeJHa3HauYCHHOW 1A

paszelieHusT Ha pPaBHbBIC

JO3BI

B) JloOaBieHue HOBOTO
Habopa IS
panuodapmManeBTHIECKOro
JIEKapCTBEHHOTO
mpemapata ¢ JIpYrUM
00bEMOM 3aMOTHEHHS

II

VYcnoBus

1. IIpoduib pacTBOPEHHUS] K3MEHEHHOTO JICKAPCTBCHHOTO Mperapara COMOCTaBUM CO CTaphbIM, €CJIA IPUMEHHMO.
[Ipy HEBO3MOXKHOCTH MPOBEJCHUS HUCIIBITAHHS PACTBOPEHUS BpPEMs PAcMagaeMOCTH HOBOTO JIEKAPCTBEHHOTO
npernapaTa B CpaBHEHUHU CO HEM3MEHEHHBIM.

2. Crneunduxanuy JeKapcTBEHHOI0 Npenapara Ha BBINYCK M Ha KOHEI CPOKa FOJHOCTH HE W3MEHHJIHMCH (3a
UCKJTFOUCHHEM Pa3MepOB JICKAPCTBEHHOU (OPMBI).

3. KauecTBeHHBII U KOJTMYECTBEHHBINA COCTAB U CPEHSS MAacca HE U3MEHUITUCH.

4. Mi3MeHeHHe HE 3aTparuBaeT TaOJCTKH ¢ PUCKOM, MpeTHA3HAUYCHHON TS Pa3/e/IeHUs JICKapCTBEHHON (DOPMBI
Ha paBHBIE J103bI.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3genaM) IOChe, BKIIOYAs IMOAPOOHOE
rpaduueckoe OTOOpaKCHHE TEKYIIEro M IPEAaracMoro IOJIOKEHHs, a Takke MepecMoTp MHpopmamuu o
JICKAPCTBEHHOM IIpernapaTe COOTBETCTBEHHO.

2. CpaBHUTENbHBIE IaHHbIC PACTBOPEHUSI HE MCHEE YEM OJHOMN ONBITHO-IPOMBIIIIEHHON CEPUH C TEKYIIUMH U
IpeUiaraeMbIMH pa3MepaMu (OTCYTCTBHE 3HAUUTENBHBIX PA3IMYMHA C TOUKH 3PEHUS COMOCTaBUMOCTH — CM.
[IpaBuna npoBeneHus HCCIEAOBaHUN OMOAKBHBAJICHTHOCTH JIEKAPCTBEHHBIX INpenapaTtoB (nanee — I[IpaBuia
MIPOBEJICHNS MCCIIEAOBaHN OMOAKBUBAJIEHTHOCTH). B OTHOIIEHNH JIeKapCTBEHHBIX PaCTUTEIBHBIX MPErnapaToB
TIpHeMJIEMBI JaHHbIE CPAaBHUTEIBLHOHN Paca jaeMOCTH.



3. OGocHoBaHuUsA HCMPEACTABJICHUA PE3YyJbTAaTOB HOBOT'O HCCICAOBAHUIA OMOSKBUBAJIEHTHOCTA COTrJIACHO
HpaBI/IHaM MpOBCACHUA I/ICCJ'IG,Z[OBaHI/Iﬁ OHO3KBHBAIEHTHOCTH.

4. B COOTBETCTBYIOIIMX CIy4asx 00pa3Iibl IEKApCTBEHHOT'O Mperapara.

5. Pesynbrarsl cooTBeTCTBYIOIMX HcnblTaHuid 1o ['ocynapcrBenHoit ®@apmakonee Pecrybnmku Kasaxcraw,

NOATBCPIKAAOIINEC SKBUBAJICHTHOCTD CBOICTB (HpaBI/IHBHOCTB ,I[OBI/IPOBaHI/Iﬂ).

(*) Ilpumeuanne

b.Il.a. 3 U3menenue
cocTaBa (
BCIIOMOTATEIBHBIX YcnoBus
BEIIIECTB) JIEKapCTBEHHOTO
npenapara

a) HM3meHeHme cocraBa
BKYCOBBIX  100aBOoK  (
apoMaTH3aTOpPOB) WIIH
KpacuTelen

1. JobaBneHue,
HCKITIOYCHUE UITH 3aMeHa

1,2,3,4,5,6,7,9,10

2. VYBeanuyeHue WIH
YMCHBIICHUE COICPKaHUS

1,2,3,4,10

0) poumne
BCIIOMOTaTeJIbHEIC
BEIECTBA

JIrobast He3HauHMTEIbHAS
KOppeKIus
KOJIMYECTBEHHOT'O COCTAaBa
1,2,4,8,9,10
BCIIOMOTraTeIbHBIX
BEIIECTB JICKAPCTBEHHOTO

npemnapara

2. KadectBeHHBIC HIH
KOJMYECTBEHHBIE
U3MCHCHHA OJHOTO HJIN
0oJiee BCIIOMOTAaTENBHBIX
BEIECTB, CYIICCTBEHHO
BIUAIONINE Ha KauyecTBO,
0€e30MacHOCTh WIN
3¢ PEeKTHBHOCTD
JIEKapCTBEHHOTO
npernapara

3. HU3meHeHHE,
3aTparmBalolee
OMONMOTUYECKH I (
MMMYHOJOTHYECKUI)
npemnapar

4. Jlwoboe HOBOEC
BCIIOMOTATEIBHOE
BEIIECTBO,
npejmnoiararmnee
HUCIONb30BaHME
MaTepHUualioB
YeJIOBEUYECKOTO  HIIH

TpeOyeT MoAayuH 3asiBICHHS O PaCIIUPEHUH PETUCTPALHU.

Jmnst B.Il.a. 2.B), moboe u3MeHeHHE "MO3WPOBKH'" JICKApCTBEHHOTO Mpenapara

Tpebyemast nokymenrtamust Bun mpouemaypst

1,2,4,5,6

1,2,4

1,2,7

IA

1A

IA

II

II

II



KHUBOTHOTO
MIPOUCXOXKICHUS,
TpeOyIMmuX  OIECHKH
JaHHBIX  BUPYCHOM
6e3zomacHOCTH U (WMIIH)
pucka TI'D

5. HU3meHeHHe,

000CHOBaHHOE

pe3yinbTaTaMu II
HCCIeOBaHUS

OMOIKBUBAJICHTHOCTH

6. 3ameHa OIHOTO
BCIIOMOTATEIbHOT O
BEIIECTBA  CXOIHBLIM
BCIIOMOIaTeabHBIM
BEIIECTBOM C TEMH K€
(GYHKIMOHATEHBIMU
XapaKTePUCTHKAMHU B
aHAJIOTMYHOM KOJUIECTBE

1,3,4,5,6,7,8,9 IB

YcnoBus

1. 3meHeHns QyHKIMOHAIBHBIX XapaKTEPUCTHK JIEKapCTBEHHOW ()OPMBI, HAIPHMEp, BPEMEHU PaciagaeMOCTH,
npOQUIIS PACTBOPCHUS OTCYTCTBYIOT.

2. Beskyro He3HAYUTENbHYIO KOPPEKIIMIO COCTaBa JUIs MOACP KaHUs 00IIeH MacChl HEOOXOMMO OCYIIECTBIIATh
BCIIOMOTATEIbHBIM BEIICCTBOM, COCTABJISIIOIIMM B HACTOSIICE BPEMsi OCHOBHYIO YacTh JICKAPCTBECHHOIO

mpernapara.

3. Crenudukanus JeKapcTBEHHOTO IMperapara OOHOBIICHA B YAaCTH BHENTHErO BHja (3amaxa, BKyca) W, IpU
HE00XOAUMOCTH, HCKITFOUCHO UCTIHITAHNE HA TIOUTMHHOCTD.

4. HagaTbl COOTBETCTBYIOIINE UCCICIOBAHNS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBICHHBIMH TPEOOBAHUSIMU
(c ykazaHHEeM HOMEPOB CEpHii); IPOAHAIN3UPOBAHBI COOTBETCTBYIOIINE MApaMETPHI CTAOMIFHOCTH HE MCHEE YeM
Ha JIBYX OTBITHO-IPOMBIIUICHHBIX WM TPOMBIIUICHHBIX CEPHX; B PACIOPSKCHHH 3asBUTENS HAXOIATCS
YIAOBJICTBOPUTEIbHBIC PE3YJIbTAThl, M0 MEHBIICH Mepe, 3-MECSYHOr0 HM3Y4YCHHs CTaOMIBHOCTH (HA MOMEHT
BBENICHUS M3MCHEHUU A Tuma u yBegomieHus 00 u3MeHeHHsX B Twma); mpoduis CTaOMIBHOCTH CXOX C
YTBEPKIICHHBIM B HacTosmIee Bpems nmpoduieM. [loaTBepKICHIE TOTO, YTO HCCICOBAHUS OYAyT 3aBEPIICHBI, U
YTO €CJIM PEe3yNIbTAaThl Ha KOHEIl CPOKA TOHOCTH HE OYAYT YKJIAIBIBATHCS B CICIM(HUKAIINY WM TOTCHIINATHHO
HE YKJIAABIBATBCSA B CIeNU(UKAINHA, WX HEMEIJICHHO IMPEACTaBAT YIOIHOMOYCHHOMY OpTaHy Hapsay C
MpeajaraeéMeIM IJIaHOM jaeiicTBuid. Kpome TOoro, B COOTBETCTBYIOUIMX CIIy4asX HEOOXOAWMO TIPOBECTH

ucnbITanie GoToCTabUIHLHOCTH.

5. Bce HOBbIE KOMIIOHEHTHI yIOBJIETBOPSIET TPEOOBAHMSIM COOTBETCTBYIOIIMX ITOKYMEHTOB Pecrmybmukun

KazaxcraH, kacaronmxcsi KpacuTeIel, HCIIOIb3yeMbIX B IMUIIEBON MPOMBINIUIEHHOCTH, U BKYCOBBIX T0OaBOK.

6. Hu oiiH HOBBIN KOMITOHEHT HE MPEAIOJaracT UCIOIb30BAHUE MAaTEPHUAIOB YEIOBEYECKOIO MM KHUBOTHOTO
IMPOUCXOKACHUA, Tpe6y}ou11/1x OLICHKHN OaHHBIX BprCHOﬁ 6e3OHaCHOCTI/I NI COOTBETCTBHUA [leﬁCTByIOLLIPIM
tpeboBanmsM ['ocymapcrBennoit dapmakonee PecnyOonukm Ka3zaxcTaH mo MHHAMHU3AIMU pPUCKA IEpelavyu
areHTOB Ir'y0YaToi 3HIe(AIOMATHH KUBOTHBIX ITOCPEACTBOM JICKAPCTBEHHBIX TIPENapaToB I MEIUIIMHCKOTO 1
BETCPUHAPHOTO TIPUMCHEHHUSI.

7. B COOTBETCTBYIONINX CIIyYasx M3MEHCHHS HE BIHAIOT HA Pa3UUHsS MEXIy ITO3UPOBKAMHU M HE OKA3bIBAIOT
HEraTUBHOTO BIIMSHUS HAa BKYCOBEIE CBOMCTBA JIEKAPCTBEHHBIX MIPEMapaToB, peAHa3HAYCHHBIX U ICTEH.

8. Ilpodpunp pacTBOpeHHsI HE MCHEE YeM IBYX OIBITHO-TIPOMBINIICHHBIX CEPHil HOBOTO JICKApPCTBEHHOTO
mpenapara CONMOCTaBHM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAYHMTENBHBIX pPAa3IM4YUiAd C TOYKH 3PEHUS

COTIOCTaBUMOCTH — cM. [IpaBuia mpoBeneHUs HccieloBaHUNA OMO’KBHBaJIeHTHOCTH). [Ipr HEBO3MOXXHOCTH
MPOBEACHUA UCIILITAHUA PACTBOPCHUSA C JICKAPCTBCHHBIMH PACTUTCIILHBIMU NIpE€TiapaTaMu BpEMA pacriaja€MOCTH
HOBOT'0 JICKaPCTBEHHOT'O Mpernapara ComoCTaBUMO CO HCM3MEHCHHBIM.

9. M3MeHeHHME He SIBISETCS CIICICTBHEM HECTAOMIBHOCTH M (MJIM) HE CKa3bIBaeTCsA Ha OE30MAaCHOCTH, T.C.
Pa3IHYUSIX MEKIY TO3UPOBKAMH.



10. PaccmarpuBaeMblii JIEKapCTBEHHBIH IIpermapar He SBISETCS OMOJIOTMYECKUM (MMMYHOJIOTHMYECKHM)
JIEKapCTBECHHBIM TIPETIAPATOM.

JoxyMeHTanus

1. ITompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3naery(pa3genaM) O0Che, BKIIOYas METOIBI
UCITIBITAHKS Ha TOUIMHHOCTh BCEX HOBBIX KpacuTelsied (€Ciii MPUMEHUMO), a TakKe MepecMoTp HHGOPMAIIMK O
JIEKAPCTBEHHOM TIpenapaTe COOTBETCTBEHHO.

2. Jekmapaiiusi, YTO0 HayaThl TPEOyeMbIC HCCICIOBAHUS CTA0MILHOCTH B COOTBETCTBUHU C YCTAHOBJICHHBIMU
TpeOoBaHMSIMHU (C yKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOLIMX CIIydasx) Ha MOMEHT BBEJCHHUS
M3MCHEHHUH B €ro pacnopsDKEHHH HAaXOIWIINCh TpeOyeMble MHHHMANBHEBIC yIOBJICTBOPUTEIBHEIC TaHHEIC IO
CTaOMIIBHOCTH; ¥ YTO UMCIOIIKECS TaHHBIC HE CBUACTEIBCTBOBANHN O KaKkoii-mibo mpodieme. Heobxoanmo Takxke
MIPEICTAaBUTh MOATBEPXKICHUE TOTO, YTO MCCIEAOBAaHUS OyAyT 3aBEpUICHBI, U YTO €CIIH PE3yIbTaTHl HE OyIyT
YKJIaJbIBaThCs B CHEIM(UKALUN WM MOTSHIMAIBLHO HE YKJIAIbIBaThCS B CIEHU(HUKAINK HAa KOHEI CPOKa
TOAHOCTU, UX HEMCIJICHHO MPCACTABAT YIIOJITHOMOYECHHOMY OpraHy Hapsaay € npeajiaracMbiM INIaHOM I[eﬁCTBHﬁ.
3. Pe3ysbrarhl HCCleIOBaHUH CTAOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMH,
0 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHEee YeM Ha JBYX OIBITHO-IPOMBIIUICHHBIX WIIN MPOMBIIILIEHHBIX
CepHsiX, OXBAaTHIBAIOIIMX HE MeHee 3 MecsIeB, U MOATBEPIKACHUE TOTO, YTO yKa3aHHBIE MCCIEAOBaHUS OyayT
3aBEPIICHBI, M €CIH PE3yIbTATHl HE OYAYT YKIAIBIBATHCS B CICHA(UKAIINH WM MOTCHIIHAIBFHO HE YKIIAIbIBATHCS
B CIICIU(HUKAIINHA Ha KOHEI[ CPOKa TOJHOCTH, HX HEMEIJICHHO TPEACTABAT YIIOJIHOMOYCHHOMY OpTaHy Hapsay C
MpeAIaraéMbIM IUIAHOM JIEHCTBUH.

4. B cOOTBETCTBYIOMNX CITydasx 00pa3Ibl HOBOTO JIEKAPCTBEHHOTO Mpenapara.

5. JIubo ceptudukar coorBercTBUs EBporetickoit @apmaxorren mo TI'D Ha 11000 HOBBIN HCTOYHHUK MaTepHana,
160 (ecay MPUMEHNMO) AOKYMEHTAIbHOE MOATBEPXKACHHE TOTO, YTO MCTOYHHK MaTepHaiia, HOABEPKEHHBII
pucky TI'D, panee mpoBepeH YIOJIHOMOYECHHBIM OPraHOM; W OBLJIO MOATBEPXKIEHO €ro COOTBETCTBUE
neicTByomiei crathe ['ocymapctBenHoit ®apmakomnee PecnyOmuku KazaxcraH Mo MUHUMH3AIUU PHCKa
nepefayn areHToB ry0daToll sHIE(ANONaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIUIIMHCKOTO ¥ BETEPHHAPHOTO IPUMEHeHus. [l KaKI0ro Takoro pojia MaTepHana HeoOX0AuMO IIpeICTaBUTh
CIIEYOIIUE CBEACHUS: HA3BaHUE MPOU3BOAUTEINS, BUJ KUBOTHBIX W TKaHHU, U3 KOTOPHIX IOIYYCH MaTCpHa,
CTpaHa MPOUCXOKICHUS )KUBOTHBIX H €r0 HCIIOJIB30BaHHE.

6. B COOTBETCTBYIOMMX CIIy4asx JaHHEIE, TIOATBEP)KIAIONINE TO, 9YTO HOBOE BCIIOMOTATEIBHOE BEIISCTBO HE
B3aMMOJICHICTBYET C aHATUTHICCKAMHU METOIUKAMH CIIEI(PHUKALINH JIEKaPCTBEHHOTO TIperapara.

7. HeobxoamMo mocpeIcTBOM HaauIexamnen papmMamneBTHIecKoil pa3paboTku (BKIIOYasi BOIPOCH CTaOMIBHOCTH
¥ MPOTHBOMHUKPOOHOTO KOHCEPBUPOBAHUS, €CIM NMPUMEHHMO) MPEACTaBUThL 00OCHOBaHWE CMEHBI (BBIOOpPA)
BCIIOMOI'aTCJIbHbBIX BCUICCTB.

8. CpaBHHTENbHBIE aHHBIE MPOMUIS PaCTBOPEHUS TBEPIBIX JIEKAPCTBEHHBIX (DOPM HE MEHEe YeM Ha ABYX
OTIBITHO-IIPOMBIIUIEHHBIX CEPHSX JIEKAPCTBEHHOTO IIperapara HOBOTO M CTaporo COCTaBOB. B oTHomeHHn
JICKAPCTBCHHBIX PACTUTEIBHBIX MPENapaToB JIOCTATOYHBI TaHHBIC CPABHUTEIIEHOW PaciaacMOCTH.

9. ObocHOBaHMS HEMPEICTABIEHNUS PE3YJIbTaTOB HOBOTO MCCIIEAOBaHUSI OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBmiiamu ipoBeeHNs UCCIEI0BaHN OMO3KBHBAIEHTHOCTH.

b.Il.a. 4 I3mMeHnenne Maccel

000JI0YKH JIEKapPCTBEHHBIX

¢dopm ans mpuema BHYTph Y CIIOBHSA TpeOyemast nokymeHTauusi Bun npouenypst
WM W3MEHEHHE MacChl

000JIOYKH KarcCyJIbl

a) TBepnsie
nexkapcTBeHHbie Gopmbl 1,2, 3,4 1,2 1A
JUTS TIpUEMa BHYTPb

0) JIekapcTBeHHBIC (HOPMBI
c OTCPOYCHHBIM,
MOIU(PHUITUPOBAHHBIM HIIH
MPOJIOHTUPOBAHHBIM
BBICBOOOXXJEHUEM, B
KOTOpPBIX  000JI0uKa

II



SIBJIIETCS  KJIHOYEBBIM
bakTOopoMm
BBICBOOOXIIEHUS

YcnoBus

1. IIpoduias pacTBOPEeHHS HE MEHEE YeM JBYX OIBITHO-IPOMBIIUICHHBIX CEPHUl HOBOTO JIEKAPCTBEHHOI'O
mpemnapara CONOCTaBUM €O cTapbiM. [Ipu HEBO3MOXKHOCTHM MPOBENCHHS WCIBITAHUS PACTBOPEHUS C

JIEKapCTBEHHBIMH PACTUTENILHBIMU MpenapaTaMu BpeMsl pacragaeMOCTH HOBOTO JIEKAPCTBEHHOTO Iperapara B
CPaBHEHHH CO CTapBIM.

2. O0010YKa He SBIICTCS KIFOYEBBIM (PAKTOPOM MEXaHU3Ma BHICBOOOKICHUS.

3. Crenudukanys JIeKapcTBEHHOTO TpenapaTa 0OHOBIICHA JIMIITh B YACTH MAacChl U pa3MepOB (eCIId IPUMEHHIMO).
4. HayaTbl COOTBETCTBYIOIINE UCCIICIOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBIICHHBIME TPEOOBAHUAMU
HE MEHEE YeM Ha JBYX OIBITHO-IPOMBILIIEHHBIX WM MPOMBILUIEHHBIX CEPUSX; B PACHIOPSIKEHUH 3asBUTENS HA
MOMCHT BBEJICHHS M3MCHEHU HAXOISATCS yIOBICTBOPUTEIBHBIC, IO MEHBINEH Mepe, 3-MecsiuHbIe JaHHEIEC 110
CTaOMJIBHOCTH; MOATBEPXKACHHE TOTO, YTO HCCIENIOBAaHWA OyAyT 3aBeplIeHbl. Ecim pe3ynbpTaTel HE

YKJIaABIBAIOTCS B CHeHH(HUKAIMKE WM MOTCHIIMAILHO HE YKJIAABIBATHCS B CHCHU(UKAIMH HAa KOHEI[ CpOKa
TOJTHOCTH, UX HEMEJJICHHO MPEACTABSIT YIOJHOMOYEHHOMY OpraHy Hapsay C MpejJiaraeMbIM TUIaHOM JIeHCTBUH.

JoxymeHTanus

1. TTommpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3eiry(pasienaM) T0cke.

2. Jexmapariyisi, YTO Ha4aThl TpeOyeMbIe MCCICAOBAHUS CTA0MIFHOCTH B COOTBETCTBUU C YCTAHOBJICHHBIMH

TpeOoBaHMSMH (C YKa3aHHEM HOMEpPOB CEpHii); M 4TO (B COOTBETCTBYIOUINX CIydasX) Ha MOMCHT BBEICHHS

M3MEHEHUH B €ro pacnopsDKeHHH HaXOMIINCh TpeOyeMmble MHHHMANBHBIC yIOBICTBOPUTENBHBIC TaHHEIC IO

CTAaOMILHOCTH;, M YTO UMEIOIIMECS JaHHbIE HE CBUACTEILCTBOBAIN O Kakoh-In6o mpobieme. Heobxoaumo Takxke
NPEACTaBUTh TOATBEPHKACHHE TOTO, YTO MCCIIENOBaHHUs OyAyT 3aBEpIICHBI, U YTO €CIH Pe3yJbTaThl He OyayT

YKJIaABIBAThCS B CHCHU(BUKAIMU WIH MOTCHIIMAIHHO HE YKJIAABIBATHCS B CHEIU(PHUKAIMU Ha KOHEI CPOKa

TOJTHOCTH, UX HEMEJICHHO MPECTaBAT YIIOJHOMOYCHHOMY OpraHy Hapsay ¢ MpejiaraéMbIM IDTAHOM JICHCTBH.
Kpowme T0or0, B COOTBETCTBYIOIINX CITydasx HEOOXOIUMO MPOBECTH UCTIBITAaHUE (POTOCTAOMIEHOCTH.

b.Il.a. 5 MH3meHeHue
KOHILEHTpALUU
OJTHOI03HOTO, TTOJHOCTBIO
BBOJHMOTO
MapeHTepaTbHOTO
JeKapCTBEHHOTO
npemnapara npu
HEU3MCECHHOCTHU
COJIep/KaHUsl aKTUBHOU
(apManeBTHYECKOM
cyOCTaHIINM Ha CIAWHUILY
IIO3HI (T.€. JO3UPOBKH)

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

II

b.ll.a. 6 MUckmrouenue

KOHTEHHEpa c

pacTBOpUTEIEM ( YcnoBus Tpebyemast nokymenramust Bun mpouemaypst
pa3zbaBuTeneM) U3

YIaKOBKH

1,2 IB
JoxyMeHTanus
1. OGocHOBaHME WMCKJIIOUEHHMS, BKIIOYAs yKa3aHHWE HA aJlbTEPHATHBHBIE CIOCOOBI MOJYYEHUS PacTBOpHUTENS (
pa30aBuTelis) B eisix 0e30macHoro u 3 (GeKkTHBHOro MPUMEHEHHUS JIEKAPCTBEHHOIO TIpenapara.
2. IlepecmoTpeHHas HHGOPMAIIHS O JIEKAPCTBEHHOM Iperapare.

B.1I. 0) ITpousBoacTBO



B.I1.6. 1 3amena wiu

nobaBlieHHE  HOBOM

MPOU3BOJICTBEHHOU

MUIONIAKH JUIS 9acTh uiam Y CIOBHSA Tpebyemast nokymenTamusi Bun mpouemaypsl
BCEX MpOIECcCOB

MPOU3BOICTBA

JeKapCTBEHHOTO

npemnapara

a) Ilmomanka 1o

. 1,2 1,3,8 1A
BTOPUYIHON yIIaKOBKE

6) Ilnomanka mo

. 1,2,3,4,5 1,2,3,4,8,9 1A
MIEPBUYHOMN YIAaKOBKE

B) [Inomanka, Ha KOTOpPOIt
OCYIECTBISIOTCS
MPOU3BOJICTBEHHBIE
omepanuu TSt
OHOIOTHYECKUX (
HMMYHOJIOTHYECKHX )
JeKapCTBEHHBIX
npenaparoB UIu
JIEKapCTBEHHBIX  (opM, 11
NpPOU3BEAEHHBIX  C
MOMOINBIO  CIOXHBIX
MPOU3BOACTBEHHBIX
MPOIECcCOB, 3a
UCK/TIOUEHHEM BBIIIYCKa
cepuii, KOHTPOJISI KauyecTBa
cepuili U BTOpPUYHOH
YIIaKOBKH

r) IInomanka, Tpedyromas
MPOBEJCHUS TMEPBUUYHOU
HIIHN NPOOYKT
creuupUIHON UHCIIEKIINT

II

n) [lmomanka, Ha KOTOpOH
OCYIIIECTBIISIOTCS JTIO0BIE
IMPOU3BOJCTBCHHBIC
omepanuu LIS
HECTEPUIbHBIX
JIEKapCTBEHHBIX 1,2,3,4,5,6,7,8,9 1B
mpenaparos, 3a
HCKIIIOUEHUEM BBITyCKa
cepuif, KOHTpOJIS Cepui,
NEPBUYHOU U BTOPUYHOMI
YHaKOBKH

e) [lnomanka, Ha KOTOPOit
OCYIIIECTBIISIOTCS JTIO0BIE
HpOHSBOI[CTBeHHI)Ie
omepanuu co
CTEPHUIBHBIMH
JeKapCTBEHHBIMU
npenaparamu,
MPOU3BOSLUIUMUCS  C



HCIIOJIb30BAHUEM 1,2,3,4,5,7,8 1B
ACENTHYECKHX MEeTONOB (

HCKITIOYast OMOJIOTHIECKIE

(MMMYHOJIOTHYECKHE)

JICKAPCTBCHHBIC MTPEMapaThl

), 3a HCKJIIYEHUEM

BBIITYCKa CepUil, KOHTPOJISI

KadyecTBa cepud U

BTOPUYHOW yITaKOBKU

VYcenosus

1. Hanuumne ceprudukara Haaexameid npou3BocTBeHHoi npaktuku (GMP) npon3BoacTBEHHOW IUIONMIAIKA
nepeaarne 1 IpUHIMAIOIIEH CTOPOHBI.

2. [Tnomasnka TUIeH3UpOBaHa B YCTAaHOBJIEHHOM HOpsIIKe (JUTs TPOU3BOICTBA pacCMaTpHUBaeMOM JIeKapCTBEHHON
(hOpMBI WK JIEKapCTBEHHOTO TIperapara).

3. PaccMmaTtprBaeMblil IeKapcTBEHHBIH Npenapat He SBJSeTCS CTEPHIbHBIM.

4. B COOTBETCTBYIOIIUX CIydasix, HAalpUMep, B OTHOIICHUM CYCIICH3UIl MM 3MYJIbCHM, MMeeTcs cxema
BaJIMJAalMY WIN B COOTBETCTBUHU C TEKYILUM IIPOTOKOJIOM YCHEIIHO POBEACHA BaIUAALUS HOBOH IUIOIAAKY C HE
MEHE€e YeM TPeMs IPOMBIIUIEHHBIMU CEPHUAMU.

5. PaccmarpuBaeMslii JIeKapCTBEHHBIH IpeNapaT He SIBISIETCS] OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM).

JoxymeHTanus

1. TlonTBepkaeHHe TOTO, YTO MpearacMasl IUIOMAAKa JUICH3WPOBaHA B YCTAHOBIIEHHOM MOPSIKE IS
MPOU3BOJICTBA JIEKAPCTBEHHOH (hOPMBI MITM pacCMaTPUBaEMOro JIEKapCTBEHHOTO MpernapaTa.

2. B COOTBETCTBYIONIHNX CIIydasx HEOOXOAMMO yKa3aTh HOMepa CepHil, COOTBETCTBYIOIIHNE pa3Mep CEpUH U JaTy
Mpou3BOACTBa cepuil (3), MCHOJNB30BAHHBIE B BAJIUAAIMOHHOM HCCIEIOBAaHWUU, W TMPEACTABUTH JlaHHbBIE
MEPBUYHOMN 3KCIEPTU3BI WM IPOTOKOJ (CXEMY) NEPBUYHOM IKCIEPTU3BI, MOAISKAIINN TTofaye.

3. B ¢dopme 3asiBieHHsT O BHECEHUHM M3MEHEHHH HEO0OXOJMMO YeTKO yKa3aTh "Tekymux" u "mpemiaraeMpix"
MPOU3BOIUTENEH JIEKApCTBEHHOTO Tpernaparta (coracHo paszzeny 2.5 GopMbl 3asBICHHS).

4. Koruu yTBEp»KIEHHBIX CHEUU(PHUKAINIA Ha BBITYCK M KOHEI] CPOKa FOAHOCTH (€CIIM TPUMEHHMO).

5. JlaHHBIE aHaJIHM3a OJHOM MPOMBIIIICHHON CEPUM M IABYX ONBITHO-IPOMBIIIICHHBIX CepUil, UMHUTHPYIOIINX
IpoIecC MPOM3BOJACTBA (MJIM JBE NPOMBIIIICHHBIE CEPHH) U CPaBHHUTEJIBHBIC JIAHHBIE C TPEMSI CEpHsIMH,
MIPOM3BEICHHBIMYE Ha MpPEABIAYIICH NPON3BOACTBEHHON Iuromaake. [lo 3ampocy HeoOXOIMMO MpPENCTaBUTH
JMAHHBIC TI0 CIETYIOIAM ABYM IMOJIHBIM MPOMBIIUICHHBIM CEpUSIM; HEOOXOANMO COOOUINTD, €CIIH Pe3yIbTaThI
aHaM3a He YKJIAABIBAIOTCS B CICNU(UKAIIIO, U TPEJIOKHUTD TUTaH TeHCTBHM.

6. COOTBETCTBYIOIINE JaHHBIC IIEPBUIHON SKCIIEPTU3BI, BKIIFOUAs pe3yIbTaThl MUKPOCKOIINU PaCIpeIeIICHHS 110
pa3mMepaM YacTHIl U UX MOP(OIIOTHN MATKUX W )KUIKUX JIEKAPCTBEHHBIX (pOpM, B KOTOPHIX (hapMarieBTUIecKas
CyOCTaHITUS HAXOAUTCS B HEPACTBOPEHHOM COCTOSTHHH.

7. Ecin Ha HOBOM IPOM3BOJCTBEHHOM IUIOIIAJKM B KaueCTBE MCXOIHOIO Marepualla UCIIOJIb3YeTCsl aKTUBHAs
(dapmarieBTHUeCKas CyOCTaHLUs, — JeKJIapanusl YIOJIHOMOYEHHOTO JIMIa IJIONIAJKH, OTBETCTBEHHOTO 3a
BBIITYCK CEpHii, 4TO aKTHBHas (apMmaleBTHYeCKas CyOCTaHIMs NMPOW3BEAEHA B COOTBETCTBHMHU ¢ lIpaBuiamu
HaJUIeXalleil Npon3BOACTBEHHON npakTuke PecyOnmnku KazaxcraH i HCXOIHBIX MaTepHaIoB.

8. IlompaBka K COOTBETCTBYOMIEMY (M) pa3aeny(am) JoCke.

9. Ecnu npou3BOJCTBEHHas IJOLaJKa U IJIOLIaJKa, HA KOTOPOHM OCYyIIECTBIsSETCS MEpBHUYHAs YMNAKOBKa,
paznuyaroTcs, HEOOXOIMMO ONHCaTh M BAJIWIUPOBATH YCIOBHUS TPAHCHOPTHUPOBKH W XpaHEHUS
HepachacoBanHoro npenapata (bulk).

10. [TucekMeHHOE coTacue Ha MpoBeAeHUE (PapMaeBTUICCKONH HHCIICKIIUN HA COOTBETCTBHE TPEOOBAHUSAM II0
HaIeKaM (papMarieBTHYECKIM MTPAKTHKaM.

IIpu n3MeHEeHNH UM HOBOM IIPOM3BOJCTBEHHOM IUIOIIALKE B CTPAHE 3a IIpeaeIaMu
PecniyOnmuku KaszaxcraH, ¢ KOTOpOH HE 3aKJIIOYEHO COTJIANICHHE O B3aWMHOM
npuzHannun GMP, npepxaTtensM A0 MOJa4Yd YBEAOMICHHS PEKOMEHIYETCS
MPOKOHCYJIBTUPOBATHCS C YIIOJIHOMOYEHHBIM OPTaHOM U TMPEACTABUTH CBEICHHS O
BCEX MPENBIAYIINX WHCIEKOHSIX 3a mociennue 2-3 roma W (WIHM) BceX
3alJIaHMPOBAHHBIX HMHCIEKIUAX, BKIIOYAS JaThl WHCHEKINH, KaTEeroOpuH



IIpumeuanus:

B.I1.6.2
UMIIOpTEpa, COIJIAIIEHUH o
BBIIYCKE CEpHUH H

WCTBITAHUI 110 KOHTPOJIIIO

N3menenue

Ka4yecTBa JIEKapCTBEHHOTO
npenapara

a) 3amMeHa WM 100aBiIeHNe
MJIONIAJIKA, Ha KOTOPOH

OCYIIECTBIISETCS KOHTPOJIb
KayecTBa (WCIBITaHUE
cepuii)

0) 3ameHa wiu 100aBICHUC
MPOM3BOAUTENS,
OTBETCTBEHHOTO 32 BBIITyCK
cepuii Onomormyeckoro (
MMMYHOJIOTHYECKOT0)
JeKapCTBEHHOTO
mpenapata W JIOOBIX
METO/OB
OCYIIECTBISIEMBIX
TJIOIIAKE, SIBJISIOLINXCS
OMOTOTUYECKUM (
UMMYHOJOTHUECKUM)
METOJIOM

HCIIBITAaHH,
Ha

B) 3aMeHa wiH 100aBIIeHHE
MPOU3BOAUTENS,
OTBETCTBCHHOI'O 3a BI)Il'IyCK
cepuii

1. 3a
KOHTPOJIS
WCTIBITAHNE CEPUI)

UCKITIOUCHUEM
kagectBa  (

WHCTIIEKTHPYEMBIX TPOJYKTOB, HAJ30pPHOEC BEJOMCTBO W IIPOYHE CBEICHHS.
Jexnapanuu  yImoJTHOMOYEHHOTO 3aTparuBaloUlie  AKTUBHYIO
(hapMareBTHIECKYI0 CyOCTaHITHIO.

1A,

JepxaTenn NHIEH3W Ha TPOW3BOACTBO B KAdyeCTBE HMCXOJHBIX MaTepUajOB
HCIIONIB3YeT HCKIIOYUTENBHO aKTHUBHBIE (hapMaleBTHUCCKHE CYOCTaHIIHH,
MIPOU3BEACHHBIE B COOTBETCTBUH ¢ GMP, M03TOMY KaXKIbIid eprKaTeNb TUIICH3NN Ha
MPOU3BOJICTBO MPOJAEKIAPUPYET, UYTO OH B KadecTBE HCXOJHOTO MaTepuana
HCIIOJIb3YET AKTHUBHYIO (DapMaIleBTHUYECKYI0 CYOCTAHIIMIO, MPOU3BEIACHHYIO B
cootBercTBUM ¢ GMP. Kpome TOro, mockosibKy yHOJIHOMOYEHHOE JHLO,
OTBETCTBEHHOE 3a CEPTUPHUKAINIO CeprH, OepeT Ha ceOst 0OMIyI0 OTBETCTBEHHOCTh
3a KXY CEpHIo, eCIH IUIOMAAKa, BBITyCKAOMmas CEpUI0, OTIMYaeTCs OT
YKa3aHHOH BBIIIE, YIOJTHOMOYEHHOE JIUII0, OTBETCTBEHHOE 3a CEPTU(UKAIIUIO CepUHU
, IPEICTABIISACT JOMOJHUTENBHYIO JACKIapaIuIio.

Bo MHOTHX ciTy4asx BOBII€UEH JIUIb OJIMH JEPKATENb JUIIEH3UN Ha MPOU3BOJICTBO,
MO3TOMY TOTpedyeTcs Iuib OaHa nekiaaparus. OIHAKO, €CIM BOBJICYCHBI
HECKOJIbKO BJIaJICJIbLIEB JIMIEH3UM Ha MPOU3BOACTBO, BMECTO MOJAYU HECKOIbKUX
JIeKJIapaluil JOMycKaeTcsl MoAaTh OAHY JEKJIapallio, MOANHCAHHYI OIHUM
YHOJTHOMOYECHHBIM JIUIIOM. JTO AOMYCTHUMO TIPH YCIIOBHH TOTO, UTO:

B JCKJIapallid Ye€TKO YKa3aHO, YTO OHAa IOJIWCAaHa OT JIUIAa BCEX BOBICYCHHBIX
YIOJTHOMOYCHHBIX JTUII.

Ycnosus TpeOyemas nokymenrtauuss Bun npouenypst
1,2,3 1,2,4 IA

II
1,3 1,2,3,4 1A



2. Bxmouas KOHTpONb [, 2 3, 1,2,3,4 1A
KadecTBa (HCIIBITAHHE
cepuii)

3. Bxiroyas KOHTPOJb
KadecCcTBa HCIIBITAHUEC
OUOJIOTHYECKOTO (
HMMMYHOJIOTHYECKOTO)
JeKapCTBEHHOTO
mpemapara W OIWUH U3
METOJOB MCIIBITAaHUH,
OCYIIECTBJISIEMbIA  Ha

II

ImIomangkKe SABIACTCA

OHONOTHYECKUM (
MMMYHOJIOTHYECKHIM ) (
UMMYHOXUMHYECKHM )
VYcenosus

1. TInomiaaka TUIEH3MPOBaHA B YyCTAHOBJICHHOM TTOPSIIKE.
2. JlekapcTBEHHBIN Mpernapar He ABISETCS OMOIOTHIECKUM (MMMYHOJIOTHIECKUM) JIEKAPCTBEHHBIM IIPETapaToM.

3. Tpancdep TEXHOJIOTHH CO cTapold Ha HOBYIO IUIOMAAKy FUIM HOBYIO HCIBITATENBHYIO J1a00paTopHio
NPOU3BEIEH YCIEIIHO.

JoxymeHTtanus

1. Konus nuneH3unit Ha TpOU3BOACTBO WM B X OTCYTCTBHE — cepTudukar GMP, BblaHHBIN B TeueHHE Tpex
MTOCIIEHUX JIET COOTBETCTBYIOLIMM YIOJTHOMOYEHHBIM OPTaHOM.

2. B ¢dopme 3asBieHHs 0 BHECEHWM H3MEHEHHMH HEOOXOAMMO yKa3aTh "TeKymux" W "mpemmaraeMbix"
MIPOM3BOANTENIEH JIEKAPCTBEHHOTO Mpemnapara (CoraacHo paszaeny 2.5 Gpopmbl 3asgBIeHUS).

3. Jlexnaparys yrnoJIHOMOYSHHOTO JIMIIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH YKa3bIBaeTCs, YTO
TIPOM3BOAUTEINH(H) aKTUBHOHN (hapMaIleBTHIECKON CyOCTaHIINN, YKa3aHHOHW B PETUCTPAIIMOHHOM JI0Che, paboTaeT
B cooTBeTrcTBHM ¢ [IpaBmimamm Hajexameld NpPOW3BOJICTBEHHOW mpakTuku PecmyOmukm Kaszaxcran mis
UCXOJIHBIX MaTepuanoB. [Ipu onpeneneHHBIX 006CTOATENbCTBAX JOMYCKAETCS MPEICTAaBIATh OAHY JeKIapanuio (
CM. IpuMevaHue K m3meHenuto b.11.6.1).

4. TlompaBKka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIMM) pasaeny(pa3aenaM) 10chbe, BKIOYash HHPOPMALUU O
JIEKapCTBEHHOM IIpemnapare.

B.11.6.3 H3meHeHue

mporecca MPOU3BOJACTBA

JIEKapCTBEHHOTO

mpemnapara, BKJIOYas

MPOMEXKYTOYHEIA MPOIYKT, Y CIOBUS Tpebyemast nokymeHTanust Bun mporeaypbt
HCIOJIb3yEMBIH B

MPOU3BOACTBE

JEeKapCTBEHHOTO

npernapara

a) HesnaunMmele n3MeHeHUsS
mponecca mpon3BoACTBA

1,2,3,4,5,6,7 1,3,4,6,7,8 1A

6) 3HaunMble U3MEHEHHS
npoliecca MPOU3BOJICTBA,
OKa3bIBalOIHUE
CYIIECTBEHHOE BIMSHHUE Ha
Ka4ecTBO, 0€30MaCHOCTh U
3¢ PEeKTHBHOCTD
JeKapCTBEHHOTO
npenapara

II



B) JlexapcTBeHHBIN
mpemapar  SBISETCS
OMOTOTHYECKUM ( 1
WMMYHOJIOTHYECKUM), H
n3MeHeHue Tpedyer

OLCHKH COIIOCTaBHUMOCTHU

) BBengenue
HECTAHIapTHOTO
TEPMHUHAIBHOIO METO/1a

II

CTEpUITU3aIuN

n) Bsemenme wunm
yBeNWYeHUEe M30BITKA,
HCIIOJIB3YEMOTO B
OTHOIIEHUH AaKTHUBHOM

II

(hapmaleBTHYECKOM
cyOCTaHIuH

e) HecymectBeHHOE

U3MEHEHHE IIpolecca

MPOU3BOACTBA BOJHOU 1,2,4,6,7,8 1B

CyCIIEH3WU JJIsl TpuemMa

BHYTpb

Ycnosus

1. V3MeHeHNsI Ka9eCTBEHHOTO N KOJUYECTBEHHOTO MPOQHIIT MpUMecel, Wi (PU3UKO-XUMHUIECKHX CBOHCTB
OTCYTCTBYIOT.

2. JIekapCTBEHHBII IIpemapar He SBIETCS OHOIOTHIECKUM (MMMYHOJIOTHIECKAM) WJIH PACTUTEIHHBIM.

3. IlpuHOUN TpPOW3BOJCTBA, BKIOYAs OTACIBHBIC €r0 3Tallbl, HE H3MEHSIOTCS, Hampumep, oOpaboTka
MPOMEXXYTOUHBIX IPOJYKTOB, OTCYTCTBYIOT H3MEHEHNUS KaKHX-THOO PaCTBOPUTEIIEH, HCIIONB3yEMBIX B ITPOIIECCE
MPOM3BOJICTBA.

4. 3aperucTpuUpoBaHHBIH B  HAacTosliee BpeMs IPOIECC MPOU3BOJACTBA  KOHTPOJIUPYETCS
BHYTPUIIPOU3BOACTBCHHBIMHU KOHTPOJIAMU, U U3MCHCHUC TaKHX KOHTpOJ’Ieﬁ (pacumpeﬂue NN UCKIKYCHUC
KPHUTEPUEB IPUEMIIEMOCTH) HE TpeOyeTcs.

5. Crienudmkanyu 1eKapcTBEHHOTO Npernapara Wik MPOMEXKYTOUYHBIX MPOIYKTOB HE N3MEHSIOTCH.

6. ITo pe3ynbraram HOBOTO Ipolecca 0Opa30BHIBAETCS WAECHTUYHBIE C TOYKH 3pEHUS BCEX acClEeKTOB KayecTBa,
6e3omacHocTy 1 3P PEKTHBHOCTH JIEKAPCTBEHHOTO IIpenapaTa.

7. CoryiacHO COOTBETCTBYIOIINM JJOKyMeHTaM PecryOnuku Kazaxcran HauaTbl COOTBETCTBYIOIIME UCCIIEOBAHMS
CTaOMJIFHOCTH HE MEHEee YeM Ha OJHOW ONBITHOM MJIM NMPOMBINUIEHHOH CEpUH; B PAcIOpPSHKEHUH 3asBUTEIS
HaXOMATCS yIOBIETBOPUTENBHBIE PE3YNbTaThl, 0 MEHbINEH Mepe, 3-MEecSYHOTO W3yYeHHs CTaOMILHOCTH.
[MonTBepkaeHNE TOTO, YTO MCCIEAOBAaHHUSA OyAyT 3aBEpILICHBI, M €CIIU PE3yJbTaThl HE OyIyT YKIIaIbIBaThCS B
cnenu(UKay WM MOTEHIMAIbHO HE YKJIAAbIBAThCSA B CIEHU(HUKAIMM Ha KOHEI[ CpOKa TOJHOCTH, UX
HEMCJICHHO MPEACTABAT YIIOJJTHOMOYCHHOMY OpraHy Hapsaay € npeajiaracMbiM IJIaHOM }IeﬁCTBI/Iﬁ.

JoxymeHTtauus

1. ITommpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3feny(pasienaM) T0cke.

2. B OTHOIICHUN MATKUX U JKUJKUX JIEKAPCTBEHHBIX (POPM, B KOTOPBIX aKTHBHAs (hapMarleBTHYCCKas CyOCTaHIIUS
HAXOJIUTCS B HEPACTBOPECHHOM COCTOSIHUU: HA/JIekKAIast BATUAAIMS U3MEHEHHSI, BKIIFOYask MUKPOCKOITHIO YaCTHII
B IIEJISIX TIPOBEPKH BUIAUMBIX U3MEHEHUI MOP(OIOruU; CPABHUTEIbHBIC JAHHBIE O PACTIPEICIICHUH 0 pa3Mepy
Y4acTHUIl (OUCTIEPCHOCTH), TOTYYCHHBIE HaIIEKAIIUM CIIOCOO0M.

3. B OTHOIICHUH TBEPABIX JIEKAPCTBEHHBIX (HOPM: IaHHBIC MPOQUIS PACTBOPEHHs OJHOW PeNnpe3eHTATUBHON
MPOMBIIUICHHON CEpHHM U CPaBHHUTEIbHBIC MAHHBIC TPEX IMOCICOHHX CEepPHil, MPOU3BEACHHBIX C IOMOIIBIO
npensiayero mnpomecca. [lo 3ampocy HE0OXOIUMO MHPEACTABHUTH JAHHBIC MO CICAYIOIIAM IBYM IOJIHBIM
MPOMBIINIICHHBIM CEPHSIM HJIH COOOIIUTH, €CIH PE3yJIbTAThl HE YKJIIIBAIOTCS B CICIM(PUKALUIO U MPEIIOKUTH
IUIaH JeHCTBUI. B OTHOIIGHNY JIeKapCTBEHHBIX PACTUTEILHBIX MPEIAPaToOB JOCTATOYHBI JAHHBIC CPABHUTECIHLHON
pacnajaeMocTy.



4. O00oCcHOBaHUS HENPE/ICTABICHUS PE3yIbTaTOB HOBOI'O UCCIIEOBAHNSI OMOIKBUBAIICHTHOCTH B COOTBETCTBUH C
[IpaBunamu poBeIeHUS HCCIIeOBaHUI OMosKBUBaNeHTHOCTH PK.

5. Ilpn u3meHeHnn napamerpa(liapaMeTpoB) MpoIecca, KOTOPbIe CUNTAIOTCS HE OKa3bIBAIOIIMMHM BIIMSHUE Ha
KadecTBO JIEKAPCTBEHHOT'O TIpemapaTa, AEKJIapanus, 9TO 3TO AOCTHTHYTO B XOJl€ paHEe IPOBEICHHOMH

010OpPEHHON OLIEHKH PHUCKOB.

6. Konnu cienurkarmii Ha BBIITYCK M KOHEI] CPOKA TOXHOCTH.

7. JlaHHBICe aHamm3a cepuil (B (opMare CpaBHUTEIBHOW TaONHIBI), IO MCHBIIEH Mepe, ONHOHN cepww,

MIPOM3BEICHHON C MOMOIIBIO 000PEHHOTO H NpeuIaraeMoro npoiiecca. 1o 3anpocy He0OX0aUMO NMPEICTaBUTh
JAHHBIE 0 CIEAYIOIIUM IBYM IOJHBIM NPOMBIIIICHHBIM CEpUsAM; COOOIINTh, €CIH Pe3yIbTaThl aHAIN3a HE
YKJI/IBIBAIOTCS B CIICIM(DUKAIMIO ¥ IPEITI0KUTD TUIaH JIeHCTBUH.

8. Jleknapanusi, 4TO Ha4aThl COOTBETCTBYIOLIME UCCIIEOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C JOKYMEHTaAMH
Pecny0nmku KazaxcraH (¢ ykazaHHeM HOMEPOB CepHil) M N3yUeHbI HEOOXOMMBIE TTapaMeTPhl CTaOMIIBHOCTH, T10
MEHBIIIEH Mepe, Ha OJHOM ONBITHO-NIPOMBIIUIEHHONW HJIM MPOMBIIUIEHHOW CEpUU U HA MOMEHT yBEIOMIICHHS B
pacriopspKeHHH 3asBUTENS HAXOAWIINCH YAOBJICTBOPHUTEIBFHBIC PE3YNIBTAaThl, 10 MEHbIIEH Mepe, 3-MeCsSYHOTro
W3y4YeHHs CTAOMIBHOCTH; M MPOQIIb CTaOWIBHOCTH aHAJOTHUYCH TEKYIIEH 3apernCTPHPOBAHHON CHUTYAIHH.
[IpencraBieHo MOATBEPKACHUE TOTO, YTO UCCIENIOBAHUS OyIyT 3aBEPILICHBI, U YTO €CIIM PE3YNbTaThl HE OyIyT
YKJIaJbIBaThCs B CHElM(UKAUN MM TMOTSHIMAIBHO HE YKJIAIbIBaThCS B CIEHU(HUKAINK Ha KOHEI CPOKa
TOJHOCTH, X HEMEUIEHHO MPEACTaBAT YIOJTHOMOYEHHOMY OpraHy Hapsiay ¢ IpeajaraéMbIM IJIaHOM JIeHCTBUH.

B.11.6.4 U3meHeHue

pa3Mepa cepun (BKIItOUas

JIMana3oHbl pa3Mepa cepuu Y ClIOBUS Tpebyemast nokymenrtanust Bun mpouemaypst
) JIeKapCTBEHHOT O

mpemnapara

a) YKpyIHeHHe BIUIOTh 10
10 pa3 mo cpaBHenuo ¢ 1,2,3,4,5,7 1,4 1A
0100pEHHBIM

0) Pasykpynaenue no 10
pas

1,2,3,4,5,6 1,4 1A

B) HM3menenmne tpebyer

aHajM3a COIOCTaBUMOCTH

OMOIOTUYECKOTO (

HMMYHOJIOTHYECKOTO)

JIEKapCTBEHHOTO II
Tpenapara Wix H3MEHEHHE

pasmepa cepum TpeOyeT

HOBOT'O HCCJICIOBAHUS

OMOIKBUBAJICHTHOCTH

r) V3MeHeHne 3aTparuBaer
BCE ocTalbHBIE
JIeKapCTBEHHBIE (POPMEI, I
OPOU3BOASAIINECT  C

MIOMOIIBI0 KOMIUTIEKCHBIX

MIPOLIECCOB MPOU3BO/ICTBA

) YxpymnHenue Oomee 10

pa3 Mo CpaBHEHHIO C

OJIOOpPEHHBIM pa3MepoM

CepUM JEKapCTBEHHBIX 1,2,3,4,5,6 1B
dbopM Cc HeMeIICHHBIM

BBICBOOOXKIEHHEM (TSI

rprieMa BHYTpPb)

e) MacmTab npousBojCcTBa
OMOTOTHYECKOTO (



HMMYHOJIOTHYECKOTO)

JEKapCTBEHHOT O

npenapara yBemwumics ( 1,2,3,4,5,6 IB
YMEHBIIHJICA) 6e3

M3MEHEHHsI mpolecca

MIPOU3BOJICTBA (HAIIPUMED,

JyOJIMpOBaHKE JTMHUH )

Ycnosus

1. VI3mMeHeHne He BIMAET Ha BOCIIPOM3BOANMOCTD U (MIIH) TIOCTOSIHCTBO KayecTBa JEKapCTBEHHOTO IpenapaTa.

2. V3MeHeHMe 3aTparmBaeT CTAaHAAPTHBHIC JEKapCTBEHHBIE (OPMBI IS NMpHEMa BHYTPb C HEMEIJICHHBIM
BBICBOOOXKICHUEM WJIN HECTEPUIIbHBIC JKHJIKHE JTEKapPCTBEHHBIE (DOPMBI.

3. JIroOble M3MEHEHHsI METOJOB MPOU3BOACTBA M (WJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOIUMBI
JMIIb JJIs1 U3MEHEHHsSI pa3Mepa CepuH, HallpuMep, UCTIONIb30BaHIE 000PyI0BaHHIE APYTOro pa3Mepa.

4. Nmeetcst cxeMa BaIUAALUK WIK B COOTBETCTBHU C TEKYIIUM IPOTOKOJIOM YCIIELIHO ITPOBEICHA BAJIMAALIMS
MPOM3BOJICTBA HE MEHEe 4YeM Ha TpeX NPOMBIIUIEHHBIX CEpHUSX C HOBBIM pa3MEpOM B COOTBETCTBUHU C
MIPUMEHUMBIMH TPEOOBAaHUSIMH.

5. PaccmarpuBaeMblii JIeKapCTBEHHBIH TpenapaT He SIBISIETCS OHOJIOTHYECKUM (MMMYHOJIOTHYECKUM).

6. HempenBuaAEHHBIX CUTYaIMsIX, BOSHUKIINX B XOZ€ IPOU3BOJICTBA, WM H3MEHEHHUS CTAOMIBHOCTH H3MEHEHHE
HE OCYLIECTBIIAETCS.

7. Pa3mep cepun yxnanaesiBaercss B 10-kpaTHBIA Auana3oH, NPeAyCMOTPEHHBIM MpU PEruCTpaliy, WIM TOCie
MOCTETYIOEr0 U3MEHEHHUs], He ABJIABIIErocs u3sMeHeHueM [A tuna.

JoxymeHTanus

1. TTonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pasfeny (pasenam) 10Cke.

2. lanHbIe aHanmu3a cepuid (B popmare cpaBHUTEIHHON TAaOIHUIIBI), IO MEHBIIEH Mepe, OJHOH MPOMBINUICHHON
cepuy, MPOM3BEACHHOW B 3apeTMCTPHUPOBAHHOM M IpeiaraeMoM pasMepax. Ilo 3ampocy HeoOXoammo
MPEACTaBUTh AAHHBIC 10 CIEAYIOIINM JABYM IOJIHBIM NPOMBIIUIEHHBIM CEpUsIM; Aepxarens PY coobmaer, ecnu
PE3yJIbTaThl aHAIN3a HE YKJIaJbIBAIOTCS B CHIELU(PUKAIMIO, ¥ IPEATI0KUTH TUIaH JeHCTBUH.

3. Komnuu 0J100peHHbIX crieluduKanuii Ha BBIIYCK M KOHEI[ CPOKA TOIHOCTH.

4. B COOTBETCTBYIOIINX CIIy4assX HEOOXOAUMO yKa3aTh HOMEPa CEPHUH, COOTBETCTBYIOIINE Pa3MePy CEPHUHU U JaTe
UX TIPOU3BOACTBA (3), UCIIONB30BAaHHBIX B BAMAALMOHHOM HCCIEOBAHUH, UIIH IPEACTABUTH MIPOTOKOT (CXeMy)
BaJIMJJAlMU.

5. HeoOxoauMo npeicTaBUTh Pe3yJIbTaThl BAIMIALNH.

6. Pe3ynbTaThl HCCIICAOBAHHI CTAOMILHOCTH, TPOBEACHHBIC B COOTBETCTBUH C JOKyMeHTaMH PK, 10 3HaYMMBIM
napaMeTpam CTaOHIbHOCTH, IO MEHBILIEH Mepe, Ha OJTHOM OMBITHOW MITM NMPOMBIIICHHOW CEpHH, OXBaThIBaIOLIEH
, IO MEHBILICH Mepe, TPU Mecsa; MOATBEP)KACHHE TOT0, YTO TaKHUE MCCIICIOBAHMS OyayT 3aBEpIIEHBI, U YTO €CIIN
pe3yabpTaThl He OyIyT YKIaAbIBaThCS B clienn(UKAINN WIN MOTCHINAIBHO HE YKIaJbIBaThCA B CIIEIU(PHKAIINH
Ha KOHEIl CPOKa FOJHOCTH, HX HEMEUICHHO NMPEICTaBAT YIOIHOMOUYCHHOMY OpraHy Hapsmy C IpelaracMbIM
IUIAHOM JeHcTBUHA. B oTHOmEHNN GMoNOrnuecknx (MMMYHOJIOTHYECKHX) CPEICTB: JEKIapanusi, 4TO OLEHKa
COIIOCTaBUMOCTH HE TpedyeTcs.

B.I11.6. 5 Wsmenenue
BHYTPHUIIPOU3BOICTBEHHBIX
WCTIBITAHUN HITH KPUTEPUCB
MPUEMIEMOCTH,

VYcnosus TpeOyemast nokymeHTanus Bun npomenypsr
UCIIONB3YIOUIUXCS MPU
MPOU3BOCTBE
J€KapCTBEHHOT O
npenapara
a) VYxecToueHue
BHYTPUIIPOU3BOJICTBEHHBIX 1,2, 3,4 1,2 1A

KPUTCPUECB IIPUEMIIEMOCTU



6) Jlo6asnenue HOBRIX 1,2,5,6 1,2,3,4,5,7 IA
VCTIBITAHMH UM KPUTEPHEB
MPUEMIIEMOCTH

B) Hcknodyenue
HECYIECTBEHHOTO
BHYTPHUIIPOU3BOJICTBCHHOT
0 UCTIBITAHUS

1,2,7 1,2,6 1A

T) HNckniodenue

BHYTPHUIIPOU3BOJICTBEHHOT

O HCIIBITaHHUS, KOTOPOE

CYILLIECTBEHHO IOBIUSET Ha II
COBOKYIIHOE KadecTBO

JEeKapCTBEHHOTO

npemnapara

) Pacmupenue
0n00pEeHHBIX
BHYTPUIIPON3BOJICTBEHHBIX
KPHTEPHEB NPUEMIIEMOCTH,
KOTOpBIE CYIIECTBEHHO
BIMSAIOT Ha COBOKYIIHOE
Ka4eCcTBO JIEKapCTBEHHOTO
npenapara

II

¢) JloOaByieHre WK 3aMeHa
BHYTPUIPOU3BOICTBEHHOT
(6] UCIIBITAHUS us3
coobpaxeHUi
0e30MacHOCTH  HJIU
KayecTBa

1,2,3,4,5,7 1B

Ycnosus

1. MI3MeHeHHe He SBIAETCS CIEACTBUEM KaKOTo-TH0O 00s3aTeNbCTBA, NMPHUHATOrO IO PE3yIbTaTaM paHee
NPOBEJICHHBIX JKCIEPTU3 C 1IeJbI0 aHAIN3a KPUTEPUEB NMPUEMIIEMOCTH ClieUU(pHUKANUU (HaIpuMmep, B XOJe
perucTpanuy win BHeceHus usmenenui Il tuna).

2. V3MeHeHue He SBISETCA CIEIACTBHEM HEMPEIBUACHHBIX CHUTYyallMi, BO3HUKIIMX B XOJ€ IMPOU3BOJCTBA,
HarpuMep, HoBasl HeKBAIM(UIMPOBaHHAs IPUMECh, NU3MEHEHHE TIPEJIENIOB COAEPIKAHUS CyMMBI IIPHMECEH.

3. JIro6oe n3MeHeHne yKiIaabIBaeTCs B TMANa30H TEKYINX 0J00pEHHbBIX KPUTEPHUEB TPHEMIIEMOCTH.

4. AHanMTHYECKas METOIUKA He U3MEHSETCS MIIM U3MEHSAETCS] He3HAUUTEIIBHO.

5. Hu ovH HOBBIM METOJ MCHBITAHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOJOJOTUM WM CTaHAAPTHOU
METOOJIOTUH, HCIIOTIb3yEMOH MO-HOBOMY.

6. HoBbIif MeTO MCITBITAHUSI HE SIBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHYECKHM) HJIH
METOJIOM, B KOTOPOM HMCHOJIB3YETCs] OMOJIOTHYECKUI PEaKTUB JUIsl ONOJIOTNIECKON aKTUBHOH (hapMaleBTHYECKOH
cyOcTaHIuH (32 NCKIIIOYEHHEM CTaHJapTHHIX (PapMaKoMeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. BHyTpUIIpOU3BOJACTBEHHOE HCHBITAHHE HE 3aTparuBaeT KOHTPOJIb KPUTHUYECKOrO MapaMeTpa, HampHMep:
KOJIMYECTBEHHOE ONpEeAETICHHE IpUMEcH (€ClIM TONBKO ONPEAETICHHBIH pacTBOPHUTENb OJHO3HAYHO HE
HCIIONIB3YETCS B MPOW3BOJICTBE) JIOOYI0 KPUTHUSCKYIO (HU3MUYECKYIO0 XapaKTePHCTHKY (pa3Mep YacTHil,
HACBINHYIO IUIOTHOCTBIO 10 M MOCJE YNJIOTHEHUsI) UCTIBITAHUE Ha MOJUIMHHOCTD (B OTCYTCTBUE MOAXOASAIIECTO
AIBTEPHATUBHOTO KOHTPOJISI) MUKPOOHOJIOTUYECKUI KOHTPOJb (€CNM TOJIBKO OH HE TpeOyeTcs B OTHOLICHHUH
OIpe/IeTIeHHO JIEKapCTBEHHOW ()OPMBI)

JoxymeHTauus

1. ITommpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOMINM) pa3aemy(pasaesiaM) JoCke.

2. CpaBHHTeNbHAs TAaOMUIA TEKYIIUX M MpPEIaraéMbIX BHYTPHUIIPOU3BOJICTBCHHBIX UCIBITAHWUH, U KPUTCPUCB
TIPHEMIIEMOCTH.



3. HOIlpO6HOC OIHCaHNEe HOBOI aHAIIMTUYECKOMN MCECTOAUKHU U JAHHBIC BaJIMJallin (B COOTBECTCTBYIOIIUX cnyqaslx)

4. laHHBIC aHANM3a ABYX NMPOMBIMUICHHBIX CepHid (B OTCYTCTBHE HOJDKHBIX OOOCHOBAaHUH IUTS OMOIOTHUYCCKUX
AKTHBHBIX (DapMaIeBTUYECKUX CYOCTAHIMIl — TPH CepHH) JEKapCTBEHHOIO Mpenapara 1o BCeM MapaMeTpam
cnenu(uKanuy.

5. B COOTBETCTBYIOIIUX CIYYasiX CPABHUTENbHBIC JAHHBIC MPOQHIISI PACTBOPEHHS JICKAPCTBEHHOTO MpenapaTa He
MEHee YeM Ha OJIHOW OMBITHO-IIPOMBIIUICHHO!H CeprH, MPOM3BECHHON C UCIOJIb30BAHUEM TEKYIIMX U HOBBIX
BHYTPHIIPOU3BOJACTBCHHBIX HUCIbITaHu. B oTHOIIEHNN JICKapCTBCHHBIX PACTUTCIIBHBIX ITPEapaToB JOCTATOYHBI
JTAaHHBIC CPABHUTEILHON PacialacMOCTH.

6. O6ocHOBaHUE (OIICHKA) PUCKOB, MOATBEPIKIAIOIIME, YTO BHYTPUIIPOU3BOACTBEHHOC HCIBITAHUC SBIISCTCS
HECYIICCTBCHHBIM WJIH yCTapero.

7. O00OCHOBaHKE HOBOTO BHYTPUIIPOU3BOJICTBCHHOTO UCTIBITAHUS U KPUTCPUCB MPHUEMIICMOCTH.

B.11. B) Kontponb kauecTBa BCIOMOTraTEIbHBIX BEIIECTB

B.Il.e.1 U3menenue
napamMeTpoB
cnenudurkanuu M (WIK)
KpPHUTEpUEB IPHUEMIIEMOCTH
BCIIOMOTATEJIbHOTO

VYcnosus TpeOyemas nokymenrauus Bun npouenyps

BEIllECTBA

a) YikecToueHUE
KputepueB npuemsieMoctu 1, 2, 3,4 1,2 1A
cnenuuKauu

6) JloGaBienue B

crieru(UKaIU HOBOTO

mapaMeTpa cnenudukaym 1,2, 5, 6,7 1,2,3,4,6,8 1A
W COOTBETCTBYIOIIETO EMY

METOJa UCTIBITAHUN

B) HNcknroueHue

HECYIECTBEHHOI 0

napamerpa criequdukammu 1, 2 1,2,7 IA
(mammpuMep, HMCKIIOYCHUE

yCTapeBIIEro mapaMeTpa)

r) Mi3MeHeHre, BRIXOAIICE
3a OHOOpEHHBIC KPUTEPHUH
MIPUEMIIEMOCTH
cnenudukanuit

II

1) Mckmmrouenne napamerpa
cnernuduKanym, KOTOPBIH
CYILIECTBEHHO MOBIUSET Ha
COBOKYITHOE Ka4eCTBO
JIeKapCTBEHHOTO
mpernapara

II

e) Jlobaryenue uim 3aMeHa
(ucknrogas
OMOIOTHYCCKUIA u
HMMYHOJIOTHYECKUI
mpemnapar) mapaMmeTpa
cnenqupuKauu u
COOTBETCTBYIOILIETO €My
METOJa HCIBITAaHUH U3
coobpaxeHU

IB



0€30MacHOCTH WM 1,2,3,4,5,6,8
KayvecTBa

x) Ecnu Ha
BCIIOMOTAaTeJIbHOE
BEI[ECTBO OTCYTCTBYET
cTaTths ['ocymapcTBeHHOI
®apmakomnee PK,
M3MEHEHNE B COOCTBEHHBIX 1,2,3,4,5,6,8 1B
JaHHBIX crenuduKanuy Ha
HeopHIHATbHYIO
dbapmakornerw UITH
(dapmakoneo TpeTbei
CTpaHBbI

YcnoBus

1. M3MeHeHHe He SBISIETCA CIEACTBHEM KakKOro-THO0 00s3aTeNbCTBA, MPUHATOTO MO pPe3yjbTaTaM paHee
MPOBEJCHHBIX JKCIEPTHU3 C IEIbI0 aHAM3a KPUTEPUEB MPHEMJIEMOCTH crenudukanuu (Hampumep, B X01e
pEeTUCTpalMHU JISKAPCTBEHHOTO TpenapaTa Wik BHECCHUU u3MeHeHui 11 tuma).

2. V3aMeHeHUe He SIBISETCS CIIEICTBUEM HENPEABUICHHBIX CHUTYallMi, BO3BHMKIINX B XOJE€ MPOU3BOJICTBA,
HaTpUMep, HOBOW HEKBATM(UIIMPOBAHHON TIPUMECH, H3MCHEHUS MPEIEIIOB COACPIKAHUS CYMMEBI IPHMECEH.

3. JIro6oe n3MeHeHre yKIIaabIBaeTCs B IMANa3oH TEKYIUX 000pEHHBIX KPUTEPHUEB MPHEMIIEMOCTH.

4. AnanuTHdeckas METOMKA HE M3MCHSICTCS WIIH H3MCHSCTCS HE3HAUNUTEIBHO.

5. Hu oviH HOBBIM METO/ MCHBITAHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOW METOJOJOTUM WM CTaHAAPTHOU
METOJI0JIOTHH, UCTIONB3YEMON MTO-HOBOMY.

6. HoBBIii METOJ MCIBITAHUS HE SBIACTCS OMOJIOTHYECCKAM (MMMYHOJIOTHYSCKUM) (MMMYHOXHUMHYCCKUAM) HITH
METOJIOM, B KOTOPOM HCIIOJIE3YETCS OHOJIOTHICCKUN PEaKTHB IS OMOIOTHIECKON aKTUBHOW (hapMarieBTHISCKON
cyOcTaHIUH (32 UCKITFOYCHUEM CTaHAAPTHBIX (PapMaKOICHHBIX MUKPOOHOIOTHIESCKAX METOOB).

7. 3MeHeHne He KacaeTcsl TeHOTOKCUYHOW MPUMECH.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pasienamM) 10cke.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U MIPEIaraeéMbIX CIICITU(pUKAIHHN.

3. [oxpobHOE ommcanue TFOO0T0 HOBOW aHATUTHIECKON METOIUKH W JaHHBIE BaJMIAINH (B COOTBETCTBYIOMINX
CITyJasx).

4. lanHbIe aHAJIN3a ABYX MPOMBIIUICHHBIX CepUi (B OTCYTCTBHE IOJDKHBIX 0OOCHOBAaHUH IS OMOIOTHYECKUX
AKTUBHBIX (hapMalleBTHUYECKUX CYyOCTAaHIIMI — TPHU CEpHUU) BCIIOMOTATEIBHOTO BEIIECTBA 10 BCEM MapaMeTpaM
cnenuduKanuy.

5. B COOTBCTCTBy}OI_HI/IX cnyqaﬂx JOAaHHBIC TECTa CpaBHPITeJ'H:HOfI KHHECTHUKH paCTBOpeHI/IH HeKapCTBeHHOFO
mpemapaTa, M0 MEHbBIICH Mepe, OJHOW OMBITHO-NPOMBIILUICHHOW CEpUH, COICPXKAaIIeH BCIOMOIaTelbHOE
BEIICCTBO, COOTBETCTBYIOIIETO TEKYIICH M IMpeiaraeMoi crernupuKkanusaM. B oTHOImIEHUH JeKapCTBEHHBIX
PACTHTENBHBIX MPEMapaToB TOCTATOYHEI JaHHBIC CPABHUTEIILHON PacalacMOCTH.

6. O0OCHOBaHUS HETPEICTABICHUS PE3YIBTaTOB HOBOT'O UCCIICAOBAHMS OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBunamu ipoBeIeHUS HCCIIeOBaHUI OMosKBHUBaneHTHOCTH PK.

7. ObGocHOBaHHUe (OIEHKA) PHCKOB, MOATBEP)KIAIONINE TO, YTO MapaMeTp SIBISETCS HECYIECTBCHHBIM WIIH
ycTaped.

8. O0ocHOBaHKE HOBOTO MTapaMeTpa CIICUPUKAINN 1 KPUTSPUEB TPHEMIIEMOCTH.

B.II.s. 2 U3meHeHue
AHAIUTUYECKON METOIUKH
IS  BCIOMOTaTEIIbHOT'O
BEIIlECTBA

VYcnosus Tpebyemast nokymenramust Bun mpouemaypst

a) Hesnaunmeblie n3mMeHeHMsI
ono0OpeHHOM 1,2,3,4 1,2 1A
AHATUTHYECKON METOIUKU



0) Ucknrodyenue

AHATUTHYECKOH METOUKN, 1 1A
€CIM aJbTEpHATHBHAs €i

METOJHKa YK€ 0J00peHa

B) 3amMeHa OMOJIOTHYECKOTO

(ummmyHONOTHYECcKoro)  (

HMMYHOXHMHYECKOTO)

METOJA MCIIBITAHUHN WU 11
METOla, B KOTOPOM

HCIONB3yeTCs

OMOJIOTHYECKHUIT PEaKTHB

r) Ilpoume wusMmeHeHUA
AHAJIUTHYECKON METOIUKU L2 B
(BkITtOUas TO0ABICHUE WIIH ’

3aMeHy)

YcenoBus

1. CormacHO COOTBETCTBYIOIIMM JIOKYMEHTaM, HPOBEJCHbI HEOOXOJMMbIC BaJIMAAIMOHHBIE HCCIIEOBAHUS,
MOATBEPKAAOMINE TO, YTO OOHOBIICHHAs aHAJUTHYECKas METOIOUKa, [0 MEHBIIeH Mepe, IKBHUBaJCHTHA
npeAbIAYLIEH.

2. Tlpemensl comepXaHUS CYMMBI IIpUMEcCed He M3MEHWINCH, HOBBIC HEKBATM(UIIUPOBAHHBIC NMPHUMECH HE
00Hapy KEHBI.

3. Metox aHanm3a He H3MEHWICA (HapUMep, H3MEHEHHE JUIMHBI KOJIOHKH WM TeMIepaTyphl, HO He OPyroi B
KOJIOHKH UJTH METOJ).

4. HoBBIlf METOJ WCTIBITAHUS HE SBISAETCS OMOJOTHYECKHM (MMMYHOJOTHYECKUM) (MMMYHOXHUMHYECKUM) WU
METOJIOM, B KOTOPOM HUCIIOJIb3yeTCs OMOJIOTHUECKHI PEaKTHB (32 HCKIIOYEHUEM CTaHIAPTHBIX (apMaKomeHHbIX
MHKPOOHOJIOTHYECKHX METOJIOB).

5. AnbTepHaTHBHAs aHAIUTHYECKAs METOIMKA JUIS TlapaMeTpa creuupuKaluy yxKe oJ00peHa, Ipyu STOM TaKas
MeToJIMKa ObUIa BKIIIOYEHa He ¢ TOMOIIbIo [A-yBenomieHusI.

JoxymeHTanus

1. TompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIONINM) pa3zeny(pa3aenaM) JOCke, BKIIOYAs OIMCAHUE
aHAJTUTHYECKOI METOMOJIOTHH, PE3IOME IaHHBIX BATHUIALNH, TIEPECMOTPEHHBIE CTIeIM(UKAINY HA IIPHUMECH (ecnn
MIPUMEHHIMO).

2. CpaBHUTENbHBIC PE3YIbTATHl BANUIALUN WM, IPU HATMYUK OOOCHOBAHHUS, CPAaBHUTENIBHBIE PE3yNIbTaThl
aHaJM3a, NOATBEPIKIAIOIIUE TO, YTO TEKYIllee U MpelylaraeMoe UCIbITaHie SKBUBAJICHTHBI. J[aHHOE TpeboBaHue
HE MPUMEHSETCS, €CITU JOOABIISIETCSI HOBAsl aHAITMTUYECKAst METOJIUKA.

B.Il.e. 3 H3meHeHHe

UCTOYHHMKA MOIYYEHUs

BCIIOMOTaTEJIBLHOTO VYcnosus Tpebyemas nokymenrauus Bup npouenyps
BEILECTBA WIH PEAKTUBA C

puckom TT'D

a) U3 maTepuana ¢ prackom
TI'D wa wmatepuan
PaCTUTCIBHOTO nin
CHHTETHYECKOTO
TIPOUCXOXKACHHS

1. Jlns BCrioMOraTesbHBIX
BEIIECTB WM PEaKTHBOB,
HE HCMONb3YEMBIX B
NpPOU3BONCTBE
Ouomorn4ecKou (
HMMYHOJIOTHIECKOH)
AKTUBHOM



(apManeBTHYECKOM 1 1 IA
cyObcTaHIUH U

OHMOJOTHIECKOTO (

WMMYHOJOTHYECKOTO)

JIEKapCTBEHHOTO

mpemnapara

2. JIs BCIIOMOTaTEIbHBIX
BEIIECTB WJIM PEaKTHUBOB,
HCIIOJIB3yEMBIX B
MPOU3BOJICTBE
O6uonoruuyeckoi (
HMMYHOJOTHYCCKON)
AKTHUBHOM 1,2 1B
(hapmaneBTHIECKOM
cybcTaHIuH AN
OUOIIOTHYECKOTO (
UMMYHOJIOTHYECKOI0)
JIEKapCTBEHHOTO
mperapara

6) MHsmenenue wunu
BBEJICHHE MaTepuaja C
puckom TI'D unm 3amena
Matepuana ¢ puckom TI'D
Ha Jpyroi marepuan c
puckom TI'D, He
AMEIANA cepTudurat
cooTBercTBUSA 10 TI'D

II

YcmoBus
1. Cnenmdukanuu Ha BBITYCK U KOHEI CPOKA TOJHOCTH BCIIOMOTATEIHHOT'O BEIISCCTBA U JICKAPCTBEHHOTO
rpenapara He U3MEHSIFOTCS.

JoxyMeHTanus

1. Jexmapamusi MPOU3BOTUTENS WIHM AEpKATesl PEerHCTPAllMOHHOTO yIOCTOBEPEHHSI MaTepuaja, YTO OHHU
MIOJIHOCTHIO PACTUTENLHOTO WJIM CHHTETHYECKOTO MPOUCXOXKICHHSI.

2. NccnenoBanue SKBUBAJICHTHOCTH MaTEPHAIOB U BIIMSHUE HA MPOW3BOACTBO TOTOBOT'O MaTepraia U BIUSHUE
Ha XapaKTEePUCTUKH (HAIIPUMEP, XapaKTEPUCTUKU PACTBOPEHHUS ) JIEKAPCTBEHHOTO Mpenapara.

B.Il.s. 4 U3meHnenwue

CHUHTE3a WIH TOyYCHHUS

HedapMaKoNeHHOTO

BCIIOMOTAaTEJILHOTO

BelecTBa (€CIIU OMUCAaH B Y CIOBUS Tpebyemast nokymenTarusi Bun mpoueaypb
PETHCTPAIIMOHHOM JTOCHE)

HIHU HOBOTO

BCIIOMOTaTEIbHOTO

BeIlleCTBa

a) HecymecTBennoe
W3MEHEHHE CHHTE3a WIN
MOJNYyYCeHHUS
HepapMaKomeirHoTo
BCIIOMOTATEJIbHOTO

1,2 1,2,3,4 1A

B€IICCTBAa MHJIK HOBOTIO
BCIIOMOTI'aTCJIbHOTO
BCIICCTBA



0) U3MeHsIOTCS

cnenupUKaUUd WU

WMeeTCsl HM3MCHCHHE

(hU3UKO-XUMHIECKHUX

CBOWCTB II
BCIIOMOTaTEJIbHOTO

BEIIECTBA, KOTOpPHIC

BIUSIOT Ha KadecTBO

JEeKapCTBEHHOTO

npemnapara

B) BcmnowmorarenasHoe

BELIECTBO —

OnooruvYeckoe ( II
HMMYHOJIOTHIECKOE)

BEILIECTBO

VYcnoBus

1. Crioco6 cuHTe3a ¥ CreU(UKAINY UIACHTHYHBI U OTCYTCTBYIOT KAYECTBEHHBIC U KOJUYCCTBCHHBIC U3MCHEHHSI
npodwist mpuMecedl (MCKIIOYas OCTAaTOYHBIC PACTBOPUTEIH, MPH YCIOBHU TOTO, YTO UX KOHTPOJIb
OCYIICCTBIISICTCSI B COOTBETCTBHHU C TIPEICIBHBIM COACpKaHHWEM, YyKa3aHHBIM B JOokyMeHTax PK) wmm
(hM3UKO-XMMHYECKIX CBOHCTB.

2. Uckmrouast agbIOBAHTBHI.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.

2. lanHble aHann3a cepuil (B popMare CpaBHUTEIBHOMN TaOJIHUIIbI), II0 MEHBIICH Mepe, ABYX cepHii (110 MeHbIIEH
MEpeE, OHI)ITHO-HpOMI)IHIHeHHI)IX) BCIIOMOT'aTCJILHOT'O BEUICCTBA, ITPOU3BEACHHBIX C IMOMOIIBIO CTApOro U HOBOT'O
MPOLIECCOB.

3. B COOTBETCTBYIONIMX CIydYasX JaHHBIC TECTa CPABHHUTEIHHONW KUHETHKH PACTBOPCHHUS JIEKAPCTBEHHOIO
mpernapara, o MeHbIIIeH Mepe, NBYX cepuid (0 MEHbIIEH Mepe, ONMBITHO-IIPOMBINUICHHBIX). B oTHOMIEHHH
JICKapCTBEHHBIX PACTHTEIBHBIX TPENapaToB JIOCTATOYHBI TaHHBIC CPABHUTEIIEHOM PaciaacMOCTH.

4. Konust 00OpeHHOM 1 HOBOM (€CcIH MPUMEHUMO) CIIeI(PHUKANI BCIIOMOTaTEIEHOTO BEIIECTRA.

B.11. r) KonTponp kauecTBa JI€KapCTBEHHOTO Mpenapara

B.Il.r. 1 UW3meHenue
mapaMeTpoOB
crienuuKanuy u (VITH)
KpUTEPUEB MPUEMIIEMOCTH
JeKapCTBEHHOTO
mpernapara

VYcnoBus TpeOyemast nokymeHnrtauusi Bun npouenyps

a) VxecToueHue
KpuTepueB npuemieMocta 1,2, 3,4 1,2 IA
cnenuuKauu

0) VYixecToueHUE
KPUTEPUCB MPUEMIIEMOCTH
cuenupuKamuu
JeKapCTBEHHBIX
MpenaparoB, MOUIKAIIUX
BBIIIYCKY cepui
opuUIHATHHBIM
KOHTPOJBFHBIM OpPraHOM

1,2,3,4 1,2 1A

B) JloGaBieHume B
criennpUKaIuio HOBOTO

napamMeTpa u 1,2.5.6,7 A



COOTBCTCTBYIOLIECTO €EMY
METO/a UCIIBITAHUI

r) HUcknrouyeHnue
HECYIIECTBEHHOT 0
napameTpa crienupuKanuu
(mammpuMep, HMCKIIIOYCHUE
yCTapeBILero napaMeTpa)

1) M3MeHeHune, BBIXOAsIIee
3a 0J100pEeHHbIe KPUTEPHU
NpUEMIEMOCTH
crieuduKai

e) Uckmouenune napamerpa
creunpuKanum, KOTOPbIi
CYIIECTBEHHO TOBJIUSET Ha
COBOKYITHOE Ka4yecTBO
JEeKapCTBEHHOTO
mpemnapara

k) JloOaBnenue WU
3aMeHa  (MCKJIIO4as
OUMONIOTHYECKUNA |
MMMYHOJIOTHYECKHH
mpemnapar) TmapameTpa
cnenupuKamuu u
COOTBETCTBYIOIIETO €My
METOJla HCHBITAHUH U3
coobpaxeHU#
0e30MacHOCTH  WJIHU
KaJyecTBa

3) OOHOBJICHHE IOCHE C
eI  COOTBETCTBUSA
MOTOXKCHUAM
OOHOBJIEHHOI  00IIENR
crateu ['ocynapcTBeHHOMN
dapmakornee PecryOnuku
Kazaxcran Ha
JICKApCTBEHHBIN mpemnapar (
)

u) BBomuTcs craThs
T'ocynapctBeHHOU
dapmakonen PecryOnuku
Kazaxcran "OnHOpOAHOCTH
J0o3UpoBaHug" B LEJSIX
3aMEHBl  TEKYIIEeTo
3apEeTUCTPUPOBAHHOTO
MeTona, JH0O0 CTaThs
l'ocynapctBeHHOM
®dapmakonen Pecryonuku
Kazaxcran "OnHOpoAHOCTH
Macchel", nubo "
OZHOPOOHOCTH
COZIEPKUMOTO"

YcmoBus

1,2

1,2,3,4,7,8

1,2,10

1,2,3,4,5,7

1,2,6 1A
|
1
1,2,3,4,5,7 IB
1,2 1A
1,2,4 1A



1. VI3MeHeHMe He SBISETCS CIEACTBUEM KaKoro-au0o 00s3aTenbCTBA, NMPHUHSATOIO IO pe3yjbTaTaM paHee
MIPOBEJICHHBIX SKCIEPTH3 C LEJIBIO IIEPECMOTpPa KPUTEPHEB NPHEMIIEMOCTH CIeHU(UKaLUK (HapuMmep, B X0/
pETHCTpaIiK JIEKApCTBEHHOTO IIpenapaTa Wik BHeceHNH n3MeHeHni 11 Tuma), ecnn Tompko 000CHOBBIBAIOIIAS
JOKyMEHTaIs He Oblla paHee IPOBEPEHa U YTBEP)KICHA B PaMKax JpyroH IMpoLeyphl.

2. I3MeHeHne HE SBISETCA CIEICTBHEM HENPEABHICHHBIX CHUTYaIlWi, BO3HHUKIINX B XOJAE NPOU3BOACTBA,
HaIllpUMep, HOBOH HEKBATH(HUIPOBAHHOM IPHMECH, N3MEHEHHS IIPEAEIIOB COJEPIKaHU CyMMBI IIPHUMECEH.

3. JIro6oe n3MeHeHNE yKIaAbIBAETCS B IMANA30H TEKYIINX 000PEHHbBIX KPUTEPHUEB IPUEMIIEMOCTH.

4. AHanuTHYEeCKas METOJMKA HE M3MEHSECTCS MIM M3MEHSIETCS] HE3HAUYUTENbHO.

5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METOJI0I0TUH, UCIIOIb3YEMOI 0-HOBOMY.

6. HoBBIif MeTOA MCIIBITAaHUS HE SBISETCS OMOIOTHYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXUMHYECKUM) HITH
METOJIOM, B KOTOPOM HMCHOJIB3YeTCs] OMOJIOTHUECKUI PEakTUB JUIsl ONOJIOTHYeCKOl aKTUBHOI (hapMalleBTHYEeCKOi
cyOcTaHIuH (32 UCKIIIOYEHHEM CTaHJapTHHIX (PapMaKoNeHHBIX MUKPOOHOIIOTHYECKUX METOJIOB).

7. VI3MeHeHune He 3aTparuBaeT Kakue-JInoo mpuMmecH (BKJIIOYasi TeHOTOKCUYHBIE) WITH PAaCTBOPEHHE.

8. U3menenue 3arparuBaeT 0OHOBJICHUE KPUTEPHEB IPHEMIIEMOCTH MHKPOOHOJIOTHYECKUX KOHTPOJIEH B LENsX
cooTBeTCTBUs JeiicTByromeit dapmakonee, a 3aperHCTPUPOBAHHBIE HBIHE KPUTEPUU TPUEMIIEMOCTHU
MHUKPOOMOJIOTMYECKUX KOHTPOJIEH He BKIIOYAIOT KaKUe-THOO JOMOJHHUTENbHBIE KOHTPOJIH, BKIIOUYEHHBIE B
CreUQUKaIIIO, TOMUMO (hapMaKOTIeHHBIX TPeOOBaHUI B OTHOLICHUH OIPEEICHHOMN JIEKapCTBEHHONW (hOPMBI

9. IlapameTtp crierpuKauy He 3aTparuBaeT KpUTHIECKUH apaMeTp, HallpuMep: KOIWIeCTBEHHOE OIpeielIeHHe
mpuMecH (€ClM TOJNBKO OINpPENEICHHBIH pPAacTBOPUTENh OJHO3HAUYHO HE HCIIONB3YyEeTCS B IPOHM3BOJCTBE
JIEKapCTBEHHOTO TIpernapaTa) 00y KPUTHIECKYI0 (PM3NUIECKYI0 XapaKTePUCTUKY (IPOYHOCTH WIIA XPYIKOCTh
TabJIETOK, HE OKPBITHIX 000I0UKOH, pa3Mepsl) JIF000H 3apoc Ha MPOMYCK UCTIHITAHUS

10. TIpemmaraemMplii KOHTPOJIb ITOJHOCTBIO COOTBETCTBYET Tabmuie crtatbu locymapcrBenHoit @apmakormee
PeCHy6HI/IKI/I Kazaxcran u He BKIIO4aeT AJIBTCPHATUBHBIC NIPCJIOKEHNA UCTIBITAHUA OAHOPOJIHOCTH JO3UPOBAHUA
C TIOMOUIBIO BapHAallMU MACChl WIIM OJJHOPOAHOCTHU COAEPIKAaHUs, €CIIU MOCIEHUE YKa3aHbl B CTaTheE.

JoxymeHTanus

1. TTommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3ey(pa3menaM) T0cke.

2. CpaBHHUTENbHAS Ta0NHIA TEKYIIUX U TPEATAraeMbIX CHICIA(DUKAITHIIA.

3. [ToxpobHOE omucanue JFO0T0 HOBOW aHATMTUYECKON METOIUKH W JaHHBIC BATUIAINH (B COOTBETCTBYIOIINX
CITyJasx).

4. laHHbBIC aHAM3a ABYX NMPOMBINUICHHBIX CepHid (B OTCYTCTBHE HOJDKHBIX OOOCHOBAaHUH TS OMOIOTHUYCCKUX
AKTUBHBIX (hapMaleBTHUECKUX CYOCTaHIIMI — TPH CEPHH) JCKApCTBEHHOIO Iperapara Mo BCeM IapaMmeTpam
cnenuuKamnny.

5. B COOTBETCTBYIOMIMX CIydasX HTaHHBIE TECTa CPABHUTEIHHONW KMHETHKH PACTBOPEHHUS JIEKAPCTBEHHOTO
npenapara, 110 MEHbLIEH Mepe, OAHOW OIBITHO-IPOMBIUUIEHHOW CEpPUHM, COOTBETCTBYIOIIME TEKYyIIEH U
npennaraeMoﬁ CHeHI/I(bI/IKaL[I/IHM. B oTHOmEHun JICKaAPCTBCHHBIX PACTUTCIILHBIX MPETIApaTOB 1O0CTATOYHBI JaHHBIC
CPaBHHTENILHOM paca aeMOCTH.

6. ObocHOBaHKE (OI[CHKA) PUCKOB, ITOATBEPKAAIOIIHE, YTO TAPAMETP SIBJIACTCS HE3HAUUMBIM.

7. O6ocHOBaHKE HOBOTO MapaMeTpa crennuprKalul U KpUTEPHUEB MPUEMIIEMOCTH.

"

€CIIM B JIOChE 3apErHMCTPUPOBAHHOTO JIEKAPCTBEHHOT'O IIperapara yHOMHHACTCS
TeKylee n3ganue” HeoOXOIUMOCTh B YBEIOMIICHHH YITOTHOMOUYEHHBIX OpPraHOB 00
obHOBIeHHOM cTaThe I'ocymapcTBeHHoit @apmakonee PK. B cBs3u ¢ 3Tum Takoe
(*) lMpumeuanue N
U3MECHCHHUEC TIPUMCHACTCA IMPU OTCYTCTBUU YIOMUHAHUA OOHOBJICHHOM

(apmaxoneifHoi cTaTb B TEXHHMYECKOM J0ChE, a U3MEHEHHE OCYILIECTBISIETCS B

HEIAX BKIIFOYCHUA YIIOMHUHAHUA OOHOBJIEHHOM BEpCUU.

B.Il.r.2 U3MecHeHue
AHAJIUTHYECKON METOIUKU
JeKapCTBEHHOTO
npemapara

VYcnosus TpeOyemast nokymeHnTanus Bun npomenypsr

a) He3HauuTtenbHBIC
W3MEHEeHHs yTBep)KIaeHHoH 1, 2, 3, 4 1,2 1A
AHAUTUTUYECKON METOIUKU



0) Ucknrodyenue
AHATUTHYECKOW METOIUKH, 4
€CIM aJbTEpHATUBHAs €H
METOAMKA yKe 0go0peHa

B) l3MeHenue (3aMeHa)
061 0JIOrUYECKOT0 (
HMMYHOJIOTHYECKOT0)  (
WMMYHOXHMHYECKOTO)
UCTIBITAHUS WM METOAA, B
KOTOPOM  HCIIOJIb3YETCS
OMOJIOTHUECKHI pPEaKTHB, II
HIH 3aMeHa
OMOIOTHYECKOTO
npemnapaTa CpaBHEHHS, HE
OXBa4E€HHOTO
YTBEPXKACHHBIM
MPOTOKOJIOM

r) Ilpoume wuzMmeHEHUS
AHAJIUTHYECKON METOIUKU
(BkItOUas 1o00aBICHUE WITH
3aMeHy)

1,2 B

) OOHoBIEHHUE

AHAJUTHYECKON METOIUKU

B LEISIX COOTBETCTBHUS

oOHOBIIEHHOW oOmen  2,3,4,5 1 1A
cratee ['ocynapcTBeHHOU

dapmakonee PecryOnuku

Kazaxcran

e) B mensx orpaxkeHus

COOTBETCTBUS

T'ocynapcTBenHolt

dapmakonee PecryOnukn

Kazaxcran u uckmouenus 2, 3,4, 5 1 1A
YIOMHHAHMS yCTapeBILEH

coOCTBeHHOH

aHAJIUTHYECKON METOJIUKH

u ee HoMepa (*)

YcmoBus
1. CornmacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHHI HEOOXOAWMEIC BalMIANMOHHBIC HCCIICIOBAHHUS,
TTOITBEPIKAAIOMIIE, 9TO OOHOBIICHHAS aHATUTHYECKAsi METOJIMKA, IT0 MEHBIIIEH Mepe, SKBUBAIICHTHA TIPEAbIAyIIeH

2. Mpenensl comepkaHusi CyMMbl MPUMECEH HE W3MEHHJIMCH, HOBBIC HEKBaTH(DUIUPOBAHHBIC MPUMECH HE
0OHapyIKEHBI.

3. Meroz aHanu3a He U3MeHUJICs (HanpuMmep, U3MEHEHHE JUTMHBI KOJIOHKH WIIM TEeMIIepaTypbl, HO HE Ipyroi BU
KOJIOHKH UJTH METOJ).

4. HoBBIlf METOJ WCTIBITAHUS HE SBISAETCS OMOJOTHYECKUM (MMMYHOJOTHYECKUM) (MMMYHOXHUMHYECKUM) WU
METOJIOM, B KOTOPOM HCIOJIB3YETCs] OMOJIOTHYECKUN PEaKTHB (32 MCKIIOYCHUEM CTaHIAPTHBIX (hapMaKOMEeHHBIX
MHUKPOOHOJIOTHIECKHAX METOJIOB).

5. 3aperucTpupoBaHHas aHAINTHYECKAash METOAMKA YXE CChUIaeTcs Ha OOIIyI0 CTaThlo [ ocynapcTBEHHOM
®dapmaxoriee PK, a imro0bie M3MEHEHUS SIBIITIOTCS HE3HAYMMBIMH U TPEOYIOT OOHOBIICHHSI TEXHUYECKOTO JIOCKE.

JoxymeHTanus



1. TlompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIIUM) pazfeny(pasienam) A0Che, BKIIOYas OMHCAHHE
AHATUTHYCCKOW METOJIOJIOTHH, PE3IOME TAHHBIX BAIUIAIINH, IEPECMOTPCHHBIC CIICIIM(DUKAIIUN Ha TIpUMecH (ecITi

MIPUMEHUMO).

2. CpaBHI/ITGJ'II)HI)IG pe3yabTaThl BaJIWAAllUNU WJIW, IMMPU HAJTAYUU O6OCHOBaHI/IH, CPaBHUTCIIbHBIC PE3YJIbTATbl
aHaJIn3a, NOATBCPIKIAANOIMINUEC TO, YTO TCKYWICEC W NpeAjiaracMo€ HCIbITAHNEC 3KBUBAJICHTHBI. HaCTosm_[ee
TpC6OBaHI/Ie HE IPUMEHSAECTCS, €CITN HO63BHH€TC§I HOBas aHAJITUTUYCCKAA METOOMUKA.

(*) llpumeuanue

B.II.r.3 H3menenue,
3aTparuBalollee BBEJICHUE
BBIIyCKAa B pealbHOM
BPEMCHHU WU BBITyCKa IO
mapaMeTpam npu
MIPOU3BOJICTBE
JIEKapCTBEHHOTO
mpemnapara

"

€ClIi B JI0ChE 3apPErMCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipenapara YIOMHHAETCS
TeKyliee n3anue" HeoOXOAUMOCTh B YBEJIOMJICHUH YIOJIHOMOUYEHHBIX OPraHoB 00
oOHOBNeHHOW craThe [ocynmapctBenHoit ®Papmakomnee PecmyOmuku Kazaxcran
OTCYTCTBYET.

VYcnosus TpeOyemast nokymeHTauusi Bun npouenypst

II

B.II. 1) YmakoBOoYHO-yKynopo4Hasi Cucrema

B.Il.x.1 N3meHenune
MEPBUYHON  YIMaKOBKH
JIEKapCTBEHHOTO
mpermapara

a) KauecTBeHHBIH U
KOJINYECTBEHHBIH COCTaB

l. Teepnsrie
JIeKapCTBEHHBIE (POPMBI

2. Msrkue u
HECTCPUIIBHBIC JKHUIKUC
JIeKapCTBEHHBIE (DOPMBI

3. CrepunpHsie
JIEKapCTBEHHBIE TIPETIapaThl
u  Ouomormueckme  (
HMMYHOJIOTHYIECKHE)
JIeKapCTBEHHBIE MIPeTapaThl

4. V3MeHeHHe 3aTparuBaeT
YIaKOBKY, 00Ja/alolIyto
MEHBIIUMH 3aIIUTHBIMHU
CBOMCTBaM npu
OJTHOBPEMEHHBIX
U3MEHEHUSX YCIOBUH
XpaHeHHS W (HMIJIH)
COKpalleHUU  CpoKa
TOJHOCTH

6) U3meneHue BuIa
KOHTEeHHepa UIH
nobaBieHHE  HOBOTO
KOHTEHHEpa

VYcnosus TpeOyemast nokymeHnTtauust Bun npouenypst
1,2,3 1,2,3,4,6 1A
1’ 2’ 33 5’ 6 IB
I
I



1. TBepable, MSTKUE HU 1,2,3,5,6,7 1B
HECTEPIIbHBIC IKUIKUE
JICKapCTBEHHBIC (DOPMBI

2. CrepunbHbie

JIEKapCTBEHHBIE TIPEnapaThl

u  Ouonorumueckue  ( II
UMMYHOJIOTHYECKHE)

JICKApCTBCHHBIC ITpCrapaThbl

3. Uckniodyenue

KOHTEHHEpa NEpPBUYHOU

YHNAaKOBKH, KOTOpPOE HeE

NpUBOJHUT K NonHOMYy 4 1,8 1A

HCKITIOUYCHHIO TO03WPOBKU

WIM  JEKapCTBEHHOM

hopmbI

VYcnosus

1. I3MeHeHune 3aTparuBacT TOJBLKO OJJMH M TOT XK€ BUJI YIIaKOBKHU (KOHTeiHepa) (Hanpumep, 6aucTtep Ha Giuctep)

2. Tlo 3HaYyuMBIM CBOMCTBaM MpeJjlaraeéMblii yrmakKOBOYHBIM MaTepual MO MEHbIIEH Mepe SKBUBaJECHTEH
010OpEHHOMY .

3. HavaTel COOTBETCTBYIOIINE HCCICIOBAHUS CTAOMIEHOCTH B COOTBETCTBHIH C YCTAHOBICHHBIMH TPEOOBaHUSMU
W 3asBUTEIEM Ha MOMCHT BBEACHHS W3MCHCHHH IPOAHAIW3UPOBAHBI COOTBETCTBYIOIIME TapaMeTpHI
CTaOMJIBHOCTH HE MeHee 4YeM Ha JABYX OINBITHO-IPOMBIIUICHHBIX WM MPOMBIIIICHHBIX CEpPUAX, B €ro
PaCTIOpSDKEHUH HAXOJATCS YIOBJIETBOPUTEIBHBIC PE3YNbTAThl, MO MEHBIIEH Mepe, 3-MeCSYHOTO H3yUeHHUS
crabuiabHOCTH. OMHAKO, €CIM MpejaracMasl yIiakoBka 0ojiee yCTOMUYMBA 10 CPAaBHEHHIO C OJOOPEHHOM, TO
TPEXMECSYHBIC JAHHBIC MO CTAOMIBLHOCTH HE TpeOyroTcs. VccaenoBanus 3aBepIalOTCs, €CIH X PE3yJIbTaThl HE
VKJIQABIBAIOTCS B CHCHH(DHUKAIMHA WM MOTCHIIMATBFHO HE YKJIAABIBATHECS B CHCHU(BUKAIMU Ha KOHEI[ CpOKa
TOTHOCTH, UX HEOOXOTUMO HEMEIUICHHO IMPEACTAaBUTh YIOTHOMOYEHHOMY OpraHy Hapsay C IpeaiiaracMbiM
TUJTAaHOM JI€HCTBUM.

4. OcraBmasicst (ocraBmmecs) ¢opma (popmbl) BEIIyCKa JEKapCTBEHHOTO IpemapaTa JocTaTodHa(bl) IS
BEITIOJTHEHNSI PEKOMEHIAIM 110 JO3WPOBAHHUIO W TPOJOJDKHUTEIBHOCTH JICUCHHs, YKa3aHHBIX B oOmIei
XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpemnapara.

JoxymeHTtauus
1. ITompaBka K COOTBETCTBYOIEMY(COOTBETCTBYIOIIMM) pa3jeiy(pasienamM) T0Cke.
2. HeoOxoauMble NaHHBIC O HOBOW YMAaKOBKE (HANpUMEp, CPaBHHUTEIbHBIC JTaHHBIC MO IMPOHUIAEMOCTH,

Hanpumep, s 02, COz, BIIATH).

3. B COOTBETCTBYIOIIMX CIIy4asx HEOOXOIUMO MPEICTABUThH MOATBEPKICHHE TOTO, YTO B3aMMOACHCTBHE MEXKITY
CONCP)KMMBIM M YIIAaKOBOYHBIM MATEPHAJIOM HE TPOUCXOAMT (HAIpUMEp, OTCYTCTBYET IEepeMEIlCHUE
KOMITOHCHTOB TPEIaraéMoro Marepuaia B €ro COACPKMMOE, KOMIOHEHTHI JICKApCTBEHHOTO Mpermapara He
MEPEXOAT B YHNAKOBKY), BKJIIOUYAsl MOATBEPXKIEHHE TOr0O, YTO MAaTepHall COOTBETCTBYET COOTBETCTBYHOIUM
(hapmakoneHbIM TPEOOBAHUSIM WK 3aKOHOAATENbCTBY PecnyOnuku Kasaxcran o ImiiacTH4eCKUX Marepuaiax u
00bEKTaM, KOHTAKTUPYIOLIUM C MHIIEBBIMHU MTPOTYKTAMH.

4. Jleknapauusi, 4TO Ha4aThl TpeOyeMble HCCIIEIOBaHHS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH
TpeOOBaHMIMH (C YKazaHHEM HOMEPOB cepHuil); U 4TO (B COOTBETCTBYIOIIMX CIydasx) Ha MOMEHT BBEICHUS
U3MEHEHUH B Paclops)KCHUU 3adBUTECIIA HAXOUINCh Tpe6yeMLIe MHUHUMAJIBHBIC YAOBJICTBOPUTEIILHBIC JJAHHBIC
MO CTaOMJIBHOCTH; M YTO UMEIOLIMECS JaHHbIE HE CBHJIETEIBCTBOBAIN O KakoW-mubo mpobieme. Heobxoaumo
TaKXKe MPEACTABUTH MOATBEPKICHUE TOTO, YTO UCCICAOBAaHUS OyAyT 3aBEPIICHBI, H YTO €CIIA PE3yJIbTaThl HE
OyAyT YKJIAABIBATHCS B CrICHM(DUKAIIMN UITH TIOTEHIIMATBHO HE YKIAbIBAThCS B CHEHU(PHUKAIUN HA KOHEI] CPOKa
TOJHOCTH, UX HEMEUICHHO MPEACTABST YIOJIHOMOYCHHOMY OpPTaHy Hapsiy ¢ IpeiaraeMbIM [UIaHOM JeHCTBHI.
5. Pe3ysbraThl HCCIeIOBaHHA CTAOUIBHOCTH, TPOBECHHBIX B COOTBETCTBUH C YCTAHOBICHHBIMH TPEOOBAHUSIMH,
10 3HAYMUMBIM [IApaMeTpaM CTA0MIBHOCTH HE MEHEe YeM Ha IBYX OIBITHO-POMBIIUICHHBIX WM HPOMBIIIICHHBIX
CepusiX, OXBAaTHIBAIOIIMX HE MEHee 3 MecCsieB, U MOJATBEPKACHUE TOTO, YTO yKa3aHHBbIE HCCIEAOBaHUS OyayT



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.

Jns B.IILJA.1.6) — ecnu u3MEeHEHHWE NUPHUBOAUT K "0Opa3oBaHWIO HOBOWU
[Tpumeuanne JIeKapCcTBEHHON (oOpMBI", TO Takoe HW3MEHEHHWE TpeOyeT IoJaud 3asBICHUS O
PaCIIMPEHUH PETHCTPALIUH.

B.Il.n.2 H3meHeHue

napamMeTpoB

cnenudukanuu M (WIH)

KPHUTEPUEB NPUEMIIEMOCTH Y CIIOBUS TpeOyemast nokymeHnTauusi Bun nponenyps
MEPBUYHON  YIIaKOBKH

JE€KapCTBEHHOTO

npenapara

a) VixecToueHue

KputepueB npuemsieMoctu 1, 2, 3, 4 1,2 1A
cnenuuKauu

6) JobGaBiaenue B

crieru(UKaIU HOBOTO

napaMerpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOIIEH eMy

AHAIUTUYECKON METOUKHI

B) HUcknrouyenue

HECYIECTBEHHOI 0

napamerpa criequdukammn 1, 2 1,2,5 1A
(mammpuMep, MCKIIIOYCHUE

yCTapeBIIEro mapaMeTpa)

r) lobaBieHue nim 3ameHa

rmapaMeTpa CrenuuKaIIm

3 coobpaxeHni 1,2,3,4,6 1B
0e30MacHOCTH WU

KadyecTBa

VYcnoBus

1. M3MeHeHUe HE SBISICTCS CICICTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pPe3yJbTaTaM paHee
MPOBEJICHHBIX 3KCIIEPTH3 C IICIBI0 aHAIHM3a KPUTCPHEB MPUCMIIEMOCTH CHEIU(UKAINK (HAIpUMEp, B XOJe
pETUCTpAIIH JIEKAPCTBEHHOTO Mperapara Wik BHeceHUd n3MeHenuii 11 tuna).

2. I3MeHeHne He SABISCTCS CICACTBAEM HEIIPEIBUICHHBIX CUTYAIIHIA, BOSHUKIIUX B XOJIC TIPOU3BOICTBA.

3. JIroboe n3MeHEeHNE YKIIAIbIBACTCS B TUAMTa30H TEKYIIUX 0T00PEHHBIX KPUTCPUEB MPHEMICMOCTH.

4. AnaguTndeckas METOJUKA HE M3MEHSIETCS HIIM M3MEHSIETCS HE3HAUNTEILHO.

5. Hu onvH HOBBIF METOJ HCIIBITAHUS HE OCHOBAH Ha HOBOHM HECTaHIAPTHOW METOJOJOTHH WIH CTaHIAPTHOM
METOJIOJIOTHH, HCIIOIB3yEMO TO-HOBOMY.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3ienamM) 10cke.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U MPEIaraeéMbIX CIICIIU(pIKAIHHN.

3. [MompobOHOE omricaHue HOBOW aHATUTHYECKONH METOAWKH W JaHHBIC BAIUIANNH (B COOTBETCTBYIOIINX CIYJasix)

4. lanHBIC aHATN3a IBYX CEPHIl yITAaKOBOYHOTO MaTepHaja II0 BCEM IapaMeTpaM (ToKa3aTelsaM) Cenn(puKaIim.



5. O6ocHOBaHME (OLIEHKA) PHUCKOB, HOATBEPKIAIOIIHE, YTO MApaMETP SBISETCS HE3HAUUMBIM.
6. O60cHOBaHKE HOBOTO MTapaMeTpa crenuprKanui 1 KpUTEPHUEB IPHEMIIEMOCTH.

B.I1.n.3 H3meneuwue

aHAJIUTHYECKON METOIUKH

JUISl TIEPBUYHOM YIIAKOBKU Y CIIOBUS TpeOyemas nokymeHrtauus Bun npouenyps
JIEKapCTBEHHOT O

npenapara

a) HesnaunMeblie n3MeHEeHHsI

OnoOpeHHOM 1,2,3 1,2 1A
aHAJIMTUYECKON METOANKHU

0) Ilpoume wu3MeHEHUS
AHAJIUTHYECKON METOIUKU

1,3,4 1,2 1A
(Bxirowass 3amMeHy WU
nobaBieHME)
B) Uckniouyenue
AHAJMTUYECKON METOUKH, 1 A

€CIM aJbTEpHATUBHAs €U
METOJIMKa YK€ 0100peHa

VYcnosus

1. CoryiacHO COOTBETCTBYIOIINM JIOKYMEHTaM, IPOBEJCHHasi HE00X0uMasi BaJIUIAIHs, TIOATBEPKIAIOIIas TO,
4YTO OOHOBJIEHHAS aHAINTHYECKAsh METOANKA, IT0 MEHBIIIEH Mepe, SKBUBAJICHTHA TIPEIBIAYILICH.

2. Meton aHanu3a He W3MEHMJICS (HAmpUMep, M3MEHEHHUE JUIMHBI KOJIOHKH WJIM TeMIIEpaTypbl, HO HE Apyras
KOJIOHKA VJTH METOJ).

3. Hu o= HOBBIH METOJ| MCTIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH WM CTaHJapTHOH
METOJO0JIOTHH, UCHIOJIb3yEeMOMH II0-HOBOMY.

4. AxtuBHas (apmaneBTHUEeCcKas CyOCTaHIHUs (JIEKapCTBEHHBIN Ipemapar) He SBITIOTCS OMOJOTHYSCKUMH (
HMMYHOJIOTHYECKUMH ).

5. AllpTepHaTHUBHAS aHAIUTHYECKAs METOIMKA JUI MapaMeTpa cuenu(uKanuy yxe ono0peHa, Ipyu 9TOM TaKas
MeToJHKa ObUla BKIIOYEHA HE ¢ TIOMOLIBIO [A-yBetoMiIeHus.

JoxymeHTtanus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3eny(paszenam) JoChe.

2. CpaBHHTEIbHBIC PE3YJbTAThl BAIUAAIMNA WM, NPH HATHYAKW OOOCHOBAHUS, CPABHUTCIIBHBIC PE3yJbTaThl
aHanM3a, TMOJTBEPXKIAIONIME TO, YTO TEKyIlee W MpeajaraeMoe HCIBITAaHHUE SKBHBAJICHTHBI. Hacrosmiee
TpeOOBaHUE HE MPUMCHSETCS, €CIIM T00aBIICTC HOBasK aHATHTHICCKAs METOIMKA.

b.Il.n. 4 MW3meHeHue

dbopMBI WM pa3MepoB

MIEPBUYHON YITAKOBKH, WK Y CIIOBHSA TpeOyemast nokymeHTauuss Bun npouenypst
YKYTNOpKH  (TIEpBUYHOMN

YIaKOBKH)

a) HectepunbHubie
JICKApCTBCHHBIC MPEMapaTh

1,2,3 1,2,4 IA

0) Uzmenenne Gpopmbl mim

pa3MepoB 3aTparuBaet

KJIIOYEBBIE ITOKa3aTelH

YIIaKOBOYHOTO MaTepuaa,

KOTOpBIE CYIIECTBEHHO

BIUSIOT Ha JIOCTaBKY,

NMpUMEHEHHE, I
0e30MacHOCTh  HIIH



CTa0UIABHOCTH
JEeKapCTBEHHOTO
mpemnapara

B) CrepuipHbIe
JIEKapCTBEHHBIE MTPEnapaThl

1,2,3,4 IB

VcnoBus

1. KauecTBeHHBIN U KOJIMYECTBEHHBIN COCTAB MIEPBUYHOMN YIIAKOBKH HE U3MEHUJICS.

2. MI3MeHeHne He 3aTparuBacT KIIFOUYEBBIC TTOKA3aTeIN KaueCTBa YIIAKOBOYHOTO MaTepHaia, KOTOPhIE BIMSIOT Ha
JIOCTaBKY, IpUMEHEHNE, 0€30TMacCHOCTh WM CTaOMIIBHOCTD JIGKAPCTBEHHOTO TIpernapara.

3. Ilpm wu3MeHeHHH CBOOOJHOTO WPOCTPAHCTBA WJIM OTHOWICHUS MOBEPXHOCTH (00BEM) COTIIACHO
COOTBETCTBYIOIIMM MOoKyMeHTaM PecmyOnmukn Kaszaxcran mo cTaOMIBHOCTH HadaThl COOTBETCTBYIOIHE
WCCIIEIOBAHUS CTAOMIIBHOCTH; TIPOAaHATM3UPOBAHBI COOTBETCTBYIOIINE MTApaMETPhl CTAOMILHOCTH HE MEHEEe YeM
Ha JIBYX OIBITHO-IPOMBIIIICHHBIX (I OMOJIOTHYECKUX (MMMYHOJOTHUCCKUX) JICKAPCTBEHHBIX MPEMapaToB —
TpPEeX CEpHsX) I MPOMBIIUICHHBIX CEPUAX; B PACIOPSIKCHHUH 3asABUTEIS HAXOIITCS YIAOBICTBOPHUTEIHHBIC
pe3yibTaThl, MO MEHBIIEH Mepe, 3-MECAYHOTO W3YyYCHHS CTaOWIBbHOCTH (Mg Owmomormyeckmx (
MMMYHOJIOTHYECKHX) JIEKAPCTBEHHBIX IpPENapaToB — IecTUMecsI9Horo). IloxrBepikneHue TOTO, 4YTO
HCCIeIoBaHMsl OyIyT 3aBEepIICHBI, U YTO €CIU Pe3ylbTaThl HEe OYAYT YKIAABIBATHCS B CICHU(DHKAINA WA
MOTEHI[HAIILHO HE YKJIAaAbIBaThCs B CIeNU(DUKANKMKA HAa KOHEI CPOKa FOMHOCTH, MX HEMEIJICHHO MPEACTaBST
YIOJHOMOYEHHOMY OpraHy Hapsiay C MpejiaraéMbIM TUIaHOM JISHCTBUH.

JoxymeHTauus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pasneny(pa3zienaM) A0Che, BKIIOYasl OINHCAaHWE,
MOJIPOOHBIH YEpTEXX M COCTaB MaTepHaja KOHTEHHepa MM YKYHNOPKH, a TakXKe IepecMOTp HH(pOpPMALUH O
JIEKapCTBEHHOM TIpernapaTe.

2. B cooTBeTCTBYROmMUX CiTydasx 00pa3mbl HOBOTO KOHTEHHepa (YKYIIOPKH).

3. IlpoBeneHbl MOBTOPHBIE BAJMAALMOHHBIC HCCIEIOBAHUS CTEPHIIBHBIX IIPENapaToB, IOABEPTAIOIINXCS
TEPMUHANBHON cTepuian3alud. B COOTBETCTBYIOIIMX ClIydasx HEOOXOIMMO YyKa3aTb HOMeEpa CepHil,
UCTIONIb30BAaHHBIX B BAIMAAIIOHHBIX UCCIIEIOBAaHUSAX.

4. Ilpu u3MeHeHNH CBOOOIHOTO MPOCTPAHCTBA WM OTHOIIEHHUS TIOBEPXHOCTH K 00bEMY AEKIapaLysl, YTO Ha4aThl
TpeOyemble MCCIeqOBaHMsl CTa0MIBLHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMH TPeOOBAaHUSAMH (C yKazaHHEM
HOMEPOB CEepHii); M 4TO (B COOTBETCTBYIOIIMX CIIy4ask) Ha MOMEHT peajH3alliy yBeJOMIICHHsI 00 n3MeHeHnn [A
THUIA U T0JIa41 YBEAOMIICHHsI 00 M3MeHeHnH [B THma B ero pacnopssKeHHH HaXOMASATCs yIOBICTBOPUTEIbHbIC
pe3yabTaThl U3yYeHUs! CTAOMIBHOCTH; W YTO MMEIOIMECS JaHHBIC HE YKA3bIBAIOT Ha KaKHe-JIMOO MPOOIIEeMBI.
Heo6xomumo Takke NMpenCTaBUTh MOATBEP)KICHUE TOTO, YTO HCCIEIOBAaHUS OyAyT 3aBEpIIEHBI, U YTO €CIIU
pe3ynbTaTel He OyayT yKJIaAbIBaThCS B CHEHU(HUKALNK MM HOTCHIIMATIBHO HE YKIAaJbIBATHCS B ClielM(DUKALINN
Ha KOHEI[ CpOKa IroJHOCTU, UX HEMEJICHHO MPEACTABAT YIIOJHOMOUYCHHOMY OpraHy Hapsdaay C IpeajiaracMbIM
IJIAHOM JEHCTBUH.

b.II.n.5 MW3smeHeHue
pa3Mepa  yImaKOBKHU
JIEKapCTBEHHOTO
mpemapara

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

a) M3Menenune KonniecTna
€IMHUL[ JIEKAPCTBEHHOM
¢bopmel  (Hampumep,

TabJeTOK, amIyl) B
YIIaKOBKE

1. N3Mmenenue
YKIaabIBaeTCs B
0OOpEHHBIN OUanazoH
pa3MepoB yIIaKOBOK

1,2 1,3 1A

2. H3menenme He
YKJIaIBIBACTCS B



OJIOOpCHHBIN JUana3oH 1,2,3 1B
Ppa3MepoB YIIaKOBOK

6) Nsmenenue paszmepa (

pasMepoB) ymnakoBku (3 1,2 1A
YIIaKOBOK)
B) N3MeHeHHnE

HOMHHAJTBLHOW Macchl (
HOMHUHAJIBLHOTO 00beMa)
CTEPHJIBHBIX MHOTOJIO3HBIX
(uIM  OIHOJO3HBIX C
YaCTHYHBIM H3BIICUCHHEM )
mapeHTepalbHBIX
JIEKapCTBEHHBIX II
npenaparosn u
OuoIOrn4ecKux (
UMMYHOJIOTHYECKHX )
MHOTOJO3HBIX
mapeHTepalbHBIX
JeKapCTBEHHBIX
pernapaToB

r) N3menenue

HOMUHAIBHOW Macchl (

HOMHHAJIBHOTO 00BheMa)

HeTapeHTepaIbHBIX

MHOTOJI0O3HBIX (WU 1,2,3 1B
OJTHOJTO3HBIX C YaCTHUHBIM

WU3BJICYECHUEM )

JeKapCTBEHHBIX

TIperapaToB

Ycenosus

1. HoBslit pazmep yIakOBKU COOTBETCTBYET PEKUMY JIO3UPOBAHUS U NMPOAOIKUTEILHOCTH JICUCHHUS], YKa3aHHBIM
B 0011Iell XapaKTepUCTHKE JIEKapCTBEHHOT' O Mpenapara.

2. Matepuai nepBHYHON YIIaKOBKH HE U3MEHSIETCS.

3. Ocrapuuecst (OpMBI BBIITyCKa MO3BOJIAIOT BBITOJHUTH PEKOMEHAANNHU 110 JO3HPOBAHUIO U JUIUTEIHHOCTH
JIeYeHUs], yKa3aHHbIE B OOLIEH XapaKTepHCTHKE JIEKapCTBEHHOTO Mperapara.

HoxymeHTauus

1. TompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOUIMM) pasjeny(pas3zienaM) I0chbe, BKIIOYas MEPecMOTp
“H(OPMAIINH O JIEKapCTBEHHOM IIperapare.

2. ObocHOBaHME, YTO HOBas (OCTAIOIIMECS) Pa3Mephl yNMaKOBOK COOTBETCTBYIOT PEXHUMY JIO3HMPOBAHUS U
MIPOIOIKUTEIBHOCTH JICICHHS, YKa3aHHBIM B OOIIEH XapaKTepHCTHKE JIEKApPCTBEHHOTO IIpenapara.

3. exnapanusi, 4TO €CIH OKHIACTCS BIMSHHUE Ha CTAaOMIBHOCTD, COTTIACHO COOTBETCTBYIONINM yCTaHOBICHHBIM
TpeboBaHMsIM OyAyT HadaThl HCCIEHOBaHUS cTaOuiabHOCTH. JlaHHBIE HEOOXOOUMO MPEACTaBUTH (C
npeajiaracMbIM IIJIaHOM HeﬁCTBHﬁ), JIMIb €CJIM OHU HE YKJIaJAbIBAIOTCA B Cl'IeI_II/I(bI/IKaHI/II/I.

Jnst B.ILn.5.B) u r) — eciu U3MEHEHHUE MPUBOIUT K M3MECHEHUIO "MO3UPOBKH"
[Ipumeuanue: JIEKapCTBEHHOTO IIperapaTa, TO TaKoe M3MEHEHHE TpeOyeT MoJauu 3asiBICHUS O
pacIIupeH .

B.Il.n. 6 W3menenue
Kako#u-a1ubo
COCTAaBIAIOIIEH (
TIEPBUYHON) YITaKOBKH,
HEMOCPEJACTBEHHO HE
compuKacarolmieics ¢



JeKapCTBEHHBIM
npenaparoM (Hampumep,
[BET CHEMHBIX KOJIIAYKOB,
LBETHbIE KOJOBBIE KOJIbIIA
Ha amImyjaX, W3MEHEHHe

VYcaosus Tpebyemast nokymenramust Bun mpouemaypst

KOJINayKa, 3aIlUIIa0Iero
uriny (MCHoJb30BaHKE
JPYTOTro IJIACTHKA))

a) N3meHnenune,
3aTparupaloniee
nHdopmanuio 0
JIEKapCTBEHHOM TIperapaTe

6) MWsmenenwme, He
3aTparupatoniee
uHdopmanuo 0
JIEKapCTBEHHOM TIperapaTe

YcmoBus

1. Vi3MeHeHne He 3aTparuBacT 4acTH YIaKOBOYHOI'O MaTepHala, KOTOpbIe BIHAIOT Ha JAOCTAaBKY, IPHMCHEHHE,
0€30MaCHOCTh WIIA CTA0MIIBHOCTE JIEKAPCTBEHHOTO TIperapara.

JoxymeHTanus
1. IompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOUIMM) pasjeny(pas3zienamM) Jocbe, BKIIOYas MEPecMOTp
WH(POPMALIUH O JIEKAPCTBEHHOM TIpernapare.

b.Il.n.7 MW3meHeHue
MOCTaBIIMKA KOMIIOHEHTOB
YIIAKOBKH WJIN yCTpPOMICTBa
(ecnu ykazaHo B OChe)

VYcnosus TpeOyemast nokymeHnTanus Bun npomenypsr

a) HNcknroueHue
MOCTABIIHKA

0) 3ameHa wiu 100aBICHUC
MOCTABIIMKA

1,2,3,4 1,2,3 IA

B) Jlioboe wu3MeHeHHUE
MOCTaBIIMKOB CIElCcepoB
JIO3UPOBAHHBIX
HUHT IS TOPOB

II

Ycnosus

1. VicknroueHne KOMITOHEHTA YITaKOBKU WJIM U3/ENS HE TIPOUCXOINT.

2. KauecTBeHHBIN M KOJMYECTBEHHBIH COCTaB KOMIIOHEHTOB YIIAKOBKH (M3AEIHS) U CIECHU(HUKALNK ICKU3a HE
HU3MEHSIOTCSL.

3. CenuduKayy 1 METOIbI KOHTPOJISI KAYECTBA, 10 MEHBIIEH Mepe, SKBUBAJICHTHBI.

4. MeTon cTeprIn3aliuil U €€ YCIOBHUA He H3MEHSIOTCS (€CII IPUMEHHMO).

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3fieny(pasienam) 10Che.

2. IloaTBepkeHNE PErUCTPALH METUIIMHCKOTO H3enust B PecryOnnke Kazaxcran B OTHOIICHUH MEIUIIMHCKUX
W3/eJIHH, NPUIIaraeMbIX K JIEKAPCTBEHHOMY Mperapary.

3. CpaBHHTENBHAS TAOIHIIA TEKYIUX U TpeJIaraeMpIx crieliuukanuii (€cau NpUMEHUMO).

b.Il.n. 8 MW3meHeHuUe
Iu3aiiHa MapKUPOBKH
MEpBUYHON U BTOPUYHOMH
YIIaKOBKHU

Ycnosus TpeOyemast nokymeHTauuss Bun npouenyps

1 1,2 1A



VYcnosus

1.KauecTBeHHBIH W KOJMYCCTBCHHBIN COCTaB KOMIIOHCHTOB YMAKOBKH (U3JCNUA) M CeNU(UKAIIIN 3CKH3a HE
H3MEHSFOTCS.

2.VI3meHeHne He TpeOyeT OIEeHKH 0e30MacHOCTH, KayecTBa W 3PPEKTHBHOCTH U COOTHOIICHUS IMOJb3a-PUCK
JIEKAPCTBEHHOTO CPEJICTBA (CHEHUATU3UPOBAHHAS IKCIIEPTH3A).

JoxyMmeHTanus
1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONTNM) pa3eny(pasienam) J0Che.
2. MakeTsl yIakoBOK B CTapoOM JTU3aifHe.

B.II. ) CrabunbHOCTB

B.Il.e. 1 U3menenne cpoka
TOAHOCTH WM YCIIOBUHI
XpaHEeHH JEKapCTBEHHOTO
npenapara

Ycnosust TpeOyemast nokymeHTanus Bun nponenypsr

a) Cokpalmenne Ccpoka
TOHOCTH JIEKaPCTBEHHOTO
npenapara

1. YmakoBaHHOro B
KOMMEPYECKYIO YIIaKOBKY

1,2,3 1A

2. 1II
ocie IepBOro | 12,3 A
BCKPBITHUS

3. Ilocne pa3BeneHus WU
BOCCTaHOBJICHHS

1 1,2,3 IA

6) VYBenuueHHe cCpokxa
TOZHOCTH JIEKapCTBEHHOTO
mpenapara

1. VYmakoBaHHOTO B

KOMMEpUYECKYIO YIAaKOBKY (

MOJATBEPKIAEHHOE 1,2,3 1B
JNaHHBIMA B pCaJbHOM

BpPEMEHN)

2. Ilocnme mepBoro

BCKPBITHSA (

MOATBEPKIEHHOE 1,2,3 1B
NaHHBEIMA B pCaJlbHOM

BPEMECHN)

3. Ilocne pa3BeneHus WUIu

BOCCTAaHOBJICHUS (

MOATBEPKIAECHHOE 1,2,3 1B
NaHHEIMA B pCaJlbHOM

BpPEMEHN)

4. VYBenunueHue Ccpoka

TOAHOCTH nyTeM

SKCTPANOJISIUK JAHHBIX IO

CTaOHUIBHOCTH, HE 1I
COOTBETCTBYOUIEH

JoKyMeHTaM PecryOnukun

Kazaxcran (*)

5. YBenuuenue mnepuoja
XpaHeHHsI OHOJIOTHYECKOTO
(MMMYHOJIOTHYECKOTO)



JEKapCTBEHHOTO 1,2.3 IB
rperapara B COOTBETCTBHH

C omoOpeHHOMH

MpOrpamMMoON U3ydeHUs

CTaOUIBLHOCTH

B) l3meHeHMe ycioBHH
XpaHeHUs] OMOIOTHIECKUX
(MMMYHOIIOTHYIECKHX )
JEeKapCTBEHHBIX
IpenapaTos, eciu
UCCIEN0OBaHUSA II
CTaOMIILHOCTHU TPOBE/ICHBI
HE B COOTBETCTBHH C
TeKyImeh oxo0peHHOn
IpOrpaMMON  H3y4deHUS
CTaOMIBHOCTH

r) V3meHenue ycnoBuit
XpaHEHUs JJEKapCTBEHHOTO

mpemapata AIH

JIEKapCTBEHHOTO 1,2,3 1B
npemnapara nocine

pa3BegeHUs (

BOCCTAQHOBJICHHUS)

) N3menenne

o100peHHoro mportokona 1,2 1,4 1A
CTaOMIILHOCTH

YcnoBus

1. Here,HBI/I,HCHHBIX CUTyallMdX, BOBHUKIINX B XOJAC IMPOU3BOACTBA, WM U3MCHCHUA CTaOUILHOCTH M3MEHEHHE
HE OCYIIECTBIISICTCA

2. U3meHeHus He MMPUBOJAT K PACIHUPCHUIO KPUTCPUCB NPUCMIICMOCTH UCIIBITYECMbIX TapaMETPOB, UCKIIIOUCHHUIO
napamMeTpa CTa6I/IJH>HOCTI/I, WIIA CHIDKCHHIO YaCTOTHI HCIIBITAHHM.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIKM) pazaeny(pasaenam) gocke. OHa copepkKaTh pe3yabTaThl
COOTBETCTBYIOIIUX UCCIICIOBAHHUN CTA0MILHOCTH B PEAIbHOM BPEMEHH (OXBATHIBAIOIIKUX BECh CPOK T'OJHOCTH),
MPOBEICHHBIX COTJIACHO COOTBETCTBYIOMUM JokyMeHTamM PK, mo MeHpme## wepe, Ha JOBYX
OTNBITHO-TIPOMBITIUNICHHBIX ~ cepuax(l) JeKkapCcTBEHHOro TIpermapara, YIaKOBaHHOTO C IIOMOIMIBIO
3aperuCTPUPOBAHHOTO YIAKOBOYHOTO MaTepuana M (WJIM) COOTBETCTBEHHO IIOCJIE MEPBOTO BCKPHITHS HWIIH
pa3BeleHHs; B COOTBETCTBYIOUINX CIy4asXx HEOOXOIMMO MPEACTaBUTHh PE3yNbTaThl MHUKPOOHOIOTHYECKUX
HUCTIBITAaHUHN.

2. [lepecmoTpennas nadopmaius o JIeKapCTBEHHOM Ipermapare.

3. Komuu yTBepIK/IeHHBIX crielin(UKaIMi Ha KOHEI[ CPOKa FOJJHOCTH M, €CIH MPUMEHUMO, Crieln(HKALUH T0CIIe
pa3BeieHus (BOCCTAHOBJICHHMS) FUTH TTOCJIE TIEPBOT'O BCKPBITHS.

4. O6ocHOBaHUE TIpEIaraeMbIX U3MEHEHUH.

B oTHONIEHNN GMONOTHYECKOTO (MMMYHOJIOTHYECKOTO) JIEKapCTBEHHOTO Mpernapara
(*) [pumeuanue:
9KCTPAIOJIIIMS HETPUMEHHMA.

1) [Ipu HaYMu 06513aTENBCTBA IPOBEPUTH CPOK TOJHOCTH Ha MIPOMBIIIUIEHHBIX CEPUIX

JOIYCTHUMBI OIIBITHO-IIPOMBIIIJICHHBIC CEPUU.

B.1II. ) [IpoekTHOE o€ U MPOTOKOJ NOCTPErUCTPALIMOHHBIX U3MEHEHUI

Bb.Il.x. 1 Beenenue HOBOTO
OPOCKTHOTO MO WK
pacumpeHue 0JJ00peHHOT0



NPOEKTHOIO  MOJsA

JIeKapCTBEHHOTO Ycnosus Tpebyemas noxymenrauuss Bun npouenypsl
mpemapara (3a

HCKIIOYEHUEM

OHOJIOTUUECKOTO),

3aTparuBalollee:

a) Omay wunm Oomee

OTHeNbHbIC OIlepalun

mpolecca MPOU3BOJACTBA

JIEKapCTBEHHOTO

npemnapara, BKJIOUYas 1,2,3 1I
COOTBETCTBYIOIHE

BHYTPUIIPOU3BOICTBEHHbBIE

KOHTponu # (WiIm)

AHATUTHYCCKUE METOIUKH

0) AHamuTHYECKHUE

METOIHUKH ISt

BCIIOMOTATENbHBIX

BEIIECTB (MIPOMEKYTOTHBIX 1,2,3 I
OpOAyKTOB) u (Wim)

JeKapCTBEHHOTO

npenapara

JoxymeHTauus

1. PesynbraThl uccmenoBaHmil pa3paboTKu Mpemapara U mporecca (BKII0Yasi OLEHKY PUCKOB M MHOTOMEPHBIS
HCCIEIOBAaHUS COOTBETCTBEHHO), MOITBEPKIAIONINE TO, YTO IOCTUTHYTO IIEIIOCTHOE MEXaHHCTHIECKOe
MMOHMMAaHKE TTOKa3aTeNleil kKauecTBa MaTepHalIOB M TapaMeTPOB MpoIiecca Ha KPUTHIECKHE TapaMeTPhl KauecTBa
JIEKapCTBEHHOTO IIpernapara.

2. Onucanye IPOEKTHOTO MO B TAOIWYHOM BHUJIE, BKIIIOYas IEpeMEHHbIE (CBOIICTBa MaTepHAIOB M ITapaMeTpPhl
Ipoliecca MPOU3BOACTBA) U UX IpeiaraeMble TUana30Hbl.

3. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pazjieny(pasenam) J0Che.

B.Il.x. 2 Bsexgenue

MTOCTPETUCTPAILIIOHHOTO
MPOTOKONA YIPaBICHUS

VcaoBus Tpebyemast qokyMeHTauuss Bu rporenypsl
H3MEHECHHUIMH, peoy HOKY ALTIPOHEAYP
3aTparuBalIIUMHU
JIEKapCTBEHHBIN Mpernapar
1,2,3 11

JoxyMeHTanus

1. ITonpoOHOE onMcaHue MpeIaraeMoro U3MEHEHHSI.

2. [IpoTokon ynpaBiieHUs] N3MEHEHUSAMH, 3aTparuBaloIMU JIEKapCTBEHHBIH Mpenapar.
3. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pasfeny(pasenam) J0Che.

B.Il.>x. 3 MHckimrodyeHue

YTBEPXKJIECHHOTO
MIPOTOKOJA YIPaBICHUS
P yop Ycnosus TpeOyemast nokymeHTauust Bun npouenyps
U3MECHCHUIMHU,
3aTparuBalOIUMU
JIeKapCTBEHHBIN Mpemnapar
1 1 1A

YcnoBusa
1. WckitoueHwe TMOCTPETUCTPAIMOHHOTO TMPOTOKOJA YIPaBICHHS W3MEHEHUSMH, 3aTpardBaroIUMHU
JeKapCTBEHHBIM TMpernapar, He SBJISETCS CIEACTBUEM HENPEeABUIEHHBIX CUTYyallMd WM HECOOTBETCTBUS



CHCIII/Iq)I/IKaHI/II/I B XOJ€ BBCIACHUSA H3M€H€HI/II>1, OIMMMUCAHHBIX B MPOTOKOJIC, U HUKAK HC BJIHACT HAa YTBCPKACHHBIC
CBCIACHM:, BKIIIOYCHHBIC B 1OCKE.

JoxyMeHTanus
1. OGocHOBaHUE MPEIaraeMoro NCKITIOYSHHUS.
2.

B.Il..x. 4 UW3meHenus
YTBEPXKIEHHOTO
MPOTOKOJNA yTpPaBICHUS
HM3MEHEHHSIMU

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
npuemiieMocTd. [loMuMO 3TOro, NeKJIapainus, YTO B OTHOIICHHUU OWOJIOTMYCCKUX (MMMYHOJIOTHUYCCKHUX )
JICKApCTBCHHBIX TPErapaToB He TPeOYeTCs OIICHKA COMTOCTAaBUMOCTH.

B.Il.x. 5 Peanuzanus
HU3MEHEHUH,
MpeayCMOTPEHHBIX
YTBEPKIECHHBIM
TPOTOKOJIOM yIPABIICHUS
H3MCHECHUSIMU

VYcaosus Tpebyemast nokymenramust Bun mpouemaypsl

a) Peanuzanus n3aMeHeHus
He Tpebyert
JOTIOJTHUTENbHBIX
BCIIOMOTaTEIbHBIX JJAHHBIX

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
yTpaBIICHUS] U3MEHEHUSIMU, TPeOyroliee HEMEIIEHHOTO YBEJOMIICHHUS TTOCIIE €T0 Pealn3aliyu.

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 K JICHHBIX CHIEUU(UKAIIH Ha JIEKapCTBEHHBIH Mpenapar.

b.1I. 3 be3omacHOCTh B OTHOIIEHUH IOCTOPOHHUX areHTOB

B.Il.3.1 OOGHOBICHUE

uHpopMmarnuu "OreHKa

0e30macHOCTH

OTHOCHUTENBHO YcnoBus Tpebyemast nokymenramust Bun mpouemaypst
MMOCTOPOHHUX areHToB" (

pasaen 3.2.A.2

PETrUCTPAIIMOHHOTO 10ChE)

a) Uccnenosanus,

3aTparuBaroniue

MPOU3BOJICTBEHHBIE JTAllbI,

U3y4YCHHBIE BIIEPBBIE Ha II
IpeJMET OJHOTO WIH

Oomee MOCTOPOHHUX

areHToB

6) 3aMeHa ycTapeBIIMX
HCCIIETOBAHUM,
3aTparuBaroIux
MPOU3BOICTBEHHBIE TaIlbI
U TIOCTOPOHHHUE AareHTHhI,
paHee BKIIOUYEHHBIE B
JIOChe

1. ¢ u3MeHeHueM OLIEHKH
pHCKOB

II

2. 0e3 U3MEHEHHUS OLIEHKHU
1,2,3 1B
PHCKOB

JoxymeHTanus

1. ITopaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeiy(pasiesnam) 10cke, BKI0Yasi BBEACHHE HOBBIX
HCCIIEIOBaHUH, HANpaBlICHHBIX Ha HM3Y4YEHHE CIIOCOOHOCTH IPOM3BOJCTBEHHBIX 3TAllOB HWHAKTHBHPOBATH (
3JIMMHUHUPOBATH) TOCTOPOHHHE arcHTHI.

2. O60oCHOBaHHE TOTO, YTO UCCIICTOBAHNS HE H3MEHSIOT OIICHKY PHCKOB.

3. [TompaBka k wH(pOPMAIHHU O JIEKAPCTBEHHOM TIpenapaTe (eciIi MPIMEHUMO).

B.1II Ceptudukar coorserctBust EBponeiickoit ®apmakonee (CEP) (mpu vamuuun) (TTD,
CTaTbH)

B.II1.1 Tlomaga HOBOTO MK

OOHOBIIEHHOTO

ceprudukara

COOTBETCTBHA

EBponeiickoii ®apmakonee Y caoBust Tpebyemast nokymenTamust Bun mpouemaypsl
1897 HCKJIIOUEHHUE

ceprudukara

COOTBETCTBHUA

EBponeiickoit ®apmakomnee

Ha ¢apmaneBTuueckyio
CyOCTaHIIIO



Ha ucxonueiit matepuan (
PEaKTHB, MPOMEKYTOTHBIH
MPOJYKT), UCIOIB3YEMBIH
B IPOIECC IPOU3BOJICTBA
(hapmaneBTHIECKON
cybcraHIun

Ha BcnomorarenbHoe
BEIIIECTBO

a) Ceptuduxar
COOTBETCTBHA
EBponeiickoii ®apmakoriee
COOTBETCTBYIONIEH CTaThe
EBpornelickoit ®apmakoneun

1. HoBerif ceptudurar ot
paHee 0mOOpEHHOTO
TIPOM3BOAUTEIS

2. OOHOBIEHHBIH
ceptudukar oOT paHee
0TOOpEeHHOTO
MIPOU3BOAUTENS

3. HoBelit ceprudukar ot

HOBOro mpousBomutens ( 1,2,3,4,5,6,9

3aMeHa U T0OABIICHUE)

4. HcknroueHue

cepTudukaToB (eciu K
MaTepHay MNpHIarairuch
HECKOJIBKO CepTH(UKATOB)

5. HoBwiit ceprudukar Ha
HECTEPUIIBHYIO aKTUBHYIO
(hapMaIeBTHYECKYIO
cy0cTaHIHIO,

MO e KAy 1o
HCIONB30BAHUIO B
CTEPHUIBHOM
JIEKapCTBEHHOM IIpernapare
, IPH UCIIOJIb30BAHUHN BO/IbI
Ha TOCJEJHEM JTare
CHHTE3a, & B OTHOLICHUH
MaTepuana He 3asiBICHO
OTCYTCTBHE B HEM
9H/IOTOKCHHOB

0) CepTtudukar
COOTBETCTBUS
EBponeiickoii @apmakornen
mo TI'D Ha akTHBHYIO
(hapMaIreBTHIECKYIO
cyOcTaHINIO (MCXOIHBIN
Marepual, peakTHus,
MIPOMEXYTOUHBIN MPOIYKT)
BCIIOMOTATEIbHOE
BEIIIECTBO

1,2,3,4,5,6,9

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

IA

IA

IA

1A

IB



1. HoBblii ceprudukar Ha

AKTHUBHYIO

(papMaleBTHIECKYIO 3,5,9 1,2,3,4,5 IA
CyOCTaHIIMIO OT HOBOTO

WU paHee OJOOpEHHOTO

IPOU3BOAUTEIS

2. Hosplit ceprudukar Ha

(hapManeBTHIECKYIO

cyOcTaHINIO (MCXOIHBIH

Marepuang, peakTHB,

MIPOMEXYTOUHBIA MPOAYKT) 3, 6, 7 1,2,3,4,5 IA
BCIIOMOTAaTeJIbHOE

BELIECTBO OT HOBOIO MIIU

paHee omoOpeHHOTO

TIPOM3BOANTEIS

3. OOHOBIEHHBI I
cepruduKaT OT paHee
0TOOpPEHHOTO
MIPOU3BOAUTEIS

7 1,2,3,4,5 1A

4. HcknroueHue

cepTudukaToB (eciu K
MaTepHay IpHIarainuch
HECKOJIBKO CepTH(UKATOB)

5. HoBbiit (0OHOBIEHHBIN)
cepruduKaT OT paHee
0JI00peHHOTO (HOBOTO)
MIPOU3BOJAUTEIISA,
HCITOJB3YIOIETO
MaTepHaNbl YeIIOBEUECKOTO
HIH KHUBOTHOTO I
NPOUCXOXACHHUS, B
OTHOIICHUHU KOTOPBIX
TpeOyeTcs OIleHKa Ha
mpeaMeT pucka
NOTEHIIMAJIbHON
KOHTaMHUHAIUH
MOCTOPOHHUMH areHTaMH

VYcnosus

1. Cnenudukaiyy Ha BBITYCK M Ha KOHEI] CPOKa FOAHOCTH JIEKaPCTBEHHOI'O IIpenapaTa He U3MEHSIOTCS.

2. HeusmenenHsIe (MCKIoUas yKecToueHue) gornoiHuTensHble (k ['ocynapcrBennoit ®apmakonee PecryOiamnku
Kazaxcran) cnienudukanuy Ha npuMecH (MCKIII0Yasi OCTaTOYHBIE PACTBOPUTENH, IIPH YCIIOBUU MX COOTBETCTBHSA
TpeboBarmsaM PecnyOnmuku Kazaxcran) mponykr-cnenududaapie TpeOoBaHus (Hampumep, Mpodmid pa3MepoB
YaCTHII, TOITUMOPQHBIE (POPMEI), €CTH TPUMEHIMO.

3. Tlpouecc mpou3BOACTBa AaKTHBHOW (hapManeBTHYECKOH CyOCTAaHIMH, MCXOJHOTO MaTepHaia (peakTHBa,
IIPOMEXXYTOYHOTO IPOMYKTA) HE BKIIOYAECT HCIIOJIH30BAHHE MAaTCPHAIOB YEJIOBEYECKOTO WM YKHBOTHOTO
IPOUCXOKACHHUS, AT KOTOPHIX TPEOyeTCst IPOaHAIN3UPOBATh JaHHBIE O BUPYCHOH O0€30I1aCHOCTH.

4. VckrounTenbHO A1 aKTUBHOW (papMarieBTHUECKOW CyOCTaHIIMHM: OHa OyIeT MCHBITaHa HETOCPEACTBEHHO
nepes MCIOJIb30BAHUEM, €CIIM IEPHUOJl MOBTOPHOI'O HCIBITAHUS HE BKJIIOUEH B CEPTU(PHUKAT COOTBETCTBUS
EBporneiickoit ®@apmakoriee nin AaHHbIE, 000CHOBBIBAIOIIHE TIEPHO/I IOBTOPHOTO HCIIBITAHUS, y)KE HE BKIIIOYEHBI
B JIOCBE.

5. AxtuBHas QapmaineBTHUecKas cyOcTaHUUsl (MCXOIHBI Marepuall, peakTUB, NPOMEKYTOUYHBIH NPOAYKT)
BCIIOMOTaTeNIbHOE BEIIECTBO HECTEPHIIBHEI.



6. PacturenpHBIe (hapMaleBTHYECKHE CYOCTAHIMU: CHOCOO TPOW3BOACTBA, (PU3UYECKOE COCTOSHUE,

SKCTParuPYOUINA PaCTBOPUTENH H KO3I(PPHUIUEHT SIKCTPAKIIUH JICKAPCTBCHHOTO CPEICTBA HE H3MEHSIOTCSI.

7. Ecmu cocTaBe JCKapCTBEHHOTO IMpemnapara Uisl MapeHTEPANbHOTO BBEICHHUS WCIONB3yeTCS JKEIATHH,
MPOU3BEICHHBIA M3 KOCTEH, €ro IPOW3BOJACTBO OCYIIECTBISCTCS HCKIIOYHTEIFHO B COOTBETCTBHU C

TpeOOBaHUSAMH COOTBETCTBYIOIICH CTPAHEI.

8. B mocke ocraercs, Mo MEHBIIIEH Mepe, OIWH MPOU3BOAMUTENb ATOH CyOCTaHIINH.

9. Ecnm akTuBHas QapMarieBTUYecKasi CyOCTaHIIUS HECTepuWibHa, HO OyIeT HCIONIb30BAThCI B COCTaBE
CTEpHIIBHOTO JIEKAPCTBEHHOTO TIpemnapara, Torna, B coorsercteun ¢ CEP, Ha mocieqHem sTane CHHTE3a HENb3s
MCIIOJb30BaTh BOAY WJIH, €CIM TaKO€ MPOHCXOAUT, HEOOXOAHUMO OOCCIICUUTh OTCYTCTBHE OaKTepHUAaTbHBIX
9H/IOTOKCHHOB B aKTHBHOW (hapMalleBTHYEeCKON CyOCTaHIIHH.

10. V3meHnenne He TpeOyeT OLEHKH 0e30IIacHOCTH, KauecTBa U 3(P(PEKTUBHOCTH M COOTHOLICHUS IOJIb3a-PUCK
JICKAPCTBCHHOTO CPEICTBA (CICIUATN3UPOBAHHAS IKCIICPTH3A).

JoxymeHTauus

1. Komus gevicTByromero (00HOBICHHOTO) cepTrdukara coorBeTcTBust EBponeiickoit @apmakoree.

2. Ilpn nobaBneHNH MPOM3BOACTBEHHON TUIOMIAAKH — B (DOpME 3asiBICHHS O BHECEHHH U3MEHEHNH HEO0O0XOIMMO
YeTKO 00O03HAYUTH "3aperHCTPUPOBAHHBIX" W "MpemnaraeMbIX' MPOM3BOAMTENCH, KaK yKa3aHO B pazmene 2.5
(hopMBI 3asIBIICHUS.

3. [TompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeiry(pa3aenaaM) 10Che.

4. Ecnn MpuMEHNMO, JOKYMEHT, COIEPXKAIIUN CBEACHHS O BCEX MaTepHaiax, BXOAAMNX B chepy NMPUMEHEHUS
crateu ['ocymapctBennoit @apmakonee Pecny6mmkm KazaxcraH mo MHUHMMH3AIMM PHCKa MEpefadd areHTOB
FY6an0ﬁ 3HH€¢)aJ'IOHaTI/II/I JKUBOTHBIX IIOCPCIACTBOM JICKAPCTBCHHBLIX Mp€naparoB 14 MEAUIHUHCKOIO H

BETEPUHAPHOTO MPHUMEHEHHUs, BKJIOYas HCIOJIb3yeMble B IPOHM3BOJCTBE aKTHBHBIE (DapMaleBTHUECKON

cyOcTaHIuy (BCIIOMOTATEIBHOTO BellecTBa). [ KaXkoro Takoro poja Marepraia HEOOXOANMO IPeJICTaBUTh
CJIEAYIOIINE CBEJCHUS: Ha3BaHNE IPOWU3BOIUTENS; BHUJI )KUBOTHBIX M TKaHH, U3 KOTOPBIX IOJIYyYeH MaTepHal;
CTpaHa MPOUCXOXKICHNUS KUBOTHBIX 1 €TO HCIIOIb30BaHHUE.

5. B oTHOmeHNN aKTHUBHOH (apManeBTHUYECKOI CyOCTaHIMM: AEKIapanus yIOoJTHOMOYEHHOTO JIMIA KaXIOTro
JMLEH3NPOBAHHOTO ITPOM3BOANTENS, YKA3aHHOTO B 3asBJICHHUH, HCIIOIB3YIOIIETO aKTUBHYIO (hapMalleBTHIECKYTO
CyOCTaHIIMIO B KauyeCTBE MCXOAHOTO MaTepHana, M YHOJHOMOYEHHOIO JIHIA KaKIOro JHIEH3UPOBAHHOTO

IMPOU3BOJUTEIIA, YKA3aHHOTO B 3adABJICHUM B KAaUCCTBE OTBCTCTBEHHOI'O 3a BBIITYCK cepr/'I. B JCKJIapaluax

HEOOXOJUMO YKa3aTh, YTO HPOHM3BOAMTENb(IPOU3BOJIUTENN) aKTHBHOW (hapMaleBTHYECKOi cyOcTaHIuy,

yKa3aHHBIH(yKa3aHHbIE) B 3asiBICHUHN, OCYIIECTBIISET(OCYIIECTBISIIOT) CBOIO JICSITEIBHOCTh B COOTBETCTBHHU C
[IpaBrinaMu HamIexamed NPOW3BOACTBEHHOM NpakTWKH PecrmyOnmmkm KaszaxcraH B OTHOIIEHMH HCXOIHBIX

MaTtepuanoB. [Ipu ompeneneHHBIX OOCTOATENBCTBAX MOIYCKAETCS IPEACTABIATh OJHY NEKJIApanuio (CM.

npumedanne K m3Menenuio b.11.6.1). Eciu 3aTparuBatorcst kakue-nu00 0OHOBICHHS CepTU(PUKATOB Ha aKTHBHBIE
(apmaneBTHUECKHE CYOCTaHIIMM M IPOMEXYTOUHBIE HPOAYKTHI, OT IPOU3BOIHUTENEH IMPOMEXKYTOUHBIX

MPOJYKTOB TaKKe TpedyeTcs eKIapalys yIoJIHOMOUSHHOTO JINIA; AeKIapalus yIIOJIHOMOYEHHOT0 JIMLA HYKHa,
JUIIb €CIM 10 CPAaBHEHWIO C paHee 3aperducTpUpPOBAHHONW Bepcueil ceprudukaTa nMmeeTcs H3MEHEHHe

JIEWCTBYIOIINX, BKIIIOUYEHHBIX B IEpeUeHb IIPON3BOICTBEHHBIX IIIOMIA/IOK.

B.II1.2 V3meneHus B memax

COOTBETCTBHUS

T'ocynapctBenHo# VYenoBus Tpebyemast nokymenTarusi Bun mpoueaypbt
dapmakonee Pecrybnmkn

Kazaxcran

a) N3meHneHue
cnenudukanuu (
cnenuduKanuii) paHee
HeapMaKkoneHHON
cyOCTaHOUM B LEAX
COOTBETCTBUS
T'ocynapctBeHHOM
dapmakonee PecryOnuku
Kasaxcran



1. AKTUBHO 1,2,3,4,5 1,2,3,4 IA
dapmaneBTHYECKOIT

cyOCTaHIIH

2. BcnomorarensHOTO

BemeCTBa (MCXOIHOTO

Marepuana) aktuBHoro 1,2,4 1,2,3,4 1A
(hapmaneBTHUECKOM

cyOCTaHIIH

0) M3meHeHus B mesax

COOTBETCTBUSA

OOHOBJICHHOM

COOTBETCTBYIOLIEH cTatbe 1,2,4,5 1,2,3,4 1A
T'ocynapctBeHHOM

dapmakonee Pecry0Onuku

Kazaxcran

B) N3MeHeHHE

cnenupuKauit c

TocynmapcTBenHoi 1,4,5 1,2,3,4 1A
dapmakonee PecryOnuku

Kazaxcran

VYcenoBus

1. I3MeHeHne OCyIIeCTBISIETCSI HCKIIIOYUTENBHO B IEJISIX MOJTHOTO COOTBETCTBUS (hapmakonee. Bee ucneitanus B
crnenn(UKauyd COOTBETCTBYET (papMaKomeHHOMY CTAaHAAPTY IOCIEC M3MEHEHHs, 3a WCKIIOUYCHHEM JIOOBIX
JOTIOTHUTEIBHBIX BCIIOMOTaTEIbHBIX UCTIBITAHHH.

2. JlomonHUTENBHEIE K (hapMakomnee crenu(UKanud Ha MPOAYKT-CIenn(UYHBIE CBOWCTBAa HE M3MEHSIOTCA (
Harpumep, NpoQHIM pa3MepoB YacTull, moauMopdHas ¢popMa WIH, K IpUMEpy, OHOIOTHYECKHe METOIUKH,
arperartsl).

3. 3HayMMble HM3MEHEHUS KA4YeCTBEHHOTO M KOJHMYECTBEHHOro Mpoduied NIpuMeced OTCYTCTBYIOT (3a
UCKITIOYEHHEM Y)KECTOUCHHUS Crielin(pUKaLnii).

4. JlonomHuTENbHAS BATUIAIMS HOBOM WJIM M3MEHEHHOW (hapMaKoneiHOi MEeTOIMKH He TpeOyeTcsl.

5. PacrurenbHble apMarieBTHUECKHE CYOCTaHIIMK: CIIOCO0 POU3BOJICTBA, (PU3NUECKOE COCTOSIHUE, IKCTPAreHT U
K03((HUINEHT 3KCTPAKIMH JIEKAPCTBEHHOTO CPEICTBA HE N3MEHSIOTCS.

JoxymeHTanus

1. TTommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3ey(pa3ienaM) 1ocke.

2. CpaBHHUTENbHAS Ta0ONHIA TEKYIINX U IPEATIAraeMbIX ClIeIA()UKAITIIA.

3. NanHble aHanmm3a cepuii (B (hopMaTe CPaBHUTEIHHON TAaONHIEI), IO MEHBIIEH Mepe, MBYX MPOMBIIUICHHBIX
CepHil COOTBETCTBYIOIICH CyOCTaHIHMH (BEMISCTBA) IO BCEM HCIBITAHWSIM HOBOH CHEIMUPUKALNH U,
JIOTIOJTHUTENFHO, €CITH MPUMEHHMO, PE3yJIbTaThl TeCTa CPaBHUTENFHOW KUHETUKH PACTBOPEHHS, II0 MEHBIICH
Mepe, OJHOW OMBITHO-TIPOMBIIIJIEHHOW CEpUU JIEKApCTBEHHOTO Mpemnapara. B OTHOIIEHWH JIEKapCTBEHHBIX
PACTUTENBHBIX MPENnapaToB JOCTATOYHBI JaHHBIE CPABHUTEIHHON PaclagaeMOCTH.

4. JlaHHBIC, MOATBEPKAAIOIINE TPUTOIHOCTh CTAThH [II KOHTPOJISA Ka4eCTBa CyOCTaHIIMH, HAIPUMED, CPAaBHEHUE
MOTEHIMATIBHBIX IPUMECEH C MPUMEYaHUEM MPO3PAYHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Menunmnckue u3nenus

B.IV.l  H3meHnenue
W3MEPSIONIET0 U3/Aenus  YCIoBuUs TpebGyemast mokymeHTalys Bun mporeaypsl
WJIN U3ACJIUA 014 BBCACHUS

a) JloGaBiieHue uiam 3aMeHa
W3ENNS, HE SBISIOIETOCS
YacThl0  MEPBUYHOMI
YIIaKOBKH



1. Menumuuckue u3aenus, 1,2,3,5,6 1,2,3 1A
3apeructpupoBanHbie B PK

2. Creficepsl TO3UPYIONIUX
HWHTaJIATOPOB UJIU IPYroro
YCTpPOMCTBa, KOTOpHBIE
OKa3bIBaeT CYIIECTBEHHOE
BIMSTHUE Ha JOCTaBKY
(hapmaneBTHUECKOM
cyOcranmum mpemapata (
HampuMep, HeOyaizep)

II

0) Uckmouenue u3aenus 4 1,4 1A

B) JlobaBieHue nim 3aMeHa
U3JIeTHs], SBIAIOIIErocs
YacThl0  NEpPBUYHOMU
YIIaKOBKH

II

VYcnoBus

1. Ipennmaraemoe wu3MepsIolIee H3ASIHE TOYHO OTMEPHUBAECT HEOOXOOUMYIO 03y paccMaTpuBaeMoro
JIEKapCTBEHHOTO TIperapaTa COrJacHO OJ0OPEHHOMY CIOCO0Y MPUMEHEHHs, MPEACTABISCT PE3yIbTaThl TAKUX
HCCJICIOBaHUM.

2. HoBoe u3enue COBMECTUMO C JIEKAPCTBEHHBIM MpEnapaToM.

3. I3MeHeHre He IPUBOAUTCS K 3HAYMMOMY U3MCHEHHUIO HH(DOPMAIHK O JICKApCTBCHHOM IIperapare.

4. JlekapCTBEHHBIN TIpemapaT MOXKHO MPOJOHKATh TOYHO T03UPOBATH.

5. MeauuuHCcKoe U3JIen1e He UCII0Ib3YETCs B KaU€CTBE PACTBOPUTEIS JIEKAPCTBEHHOTO Mpenapara.

6. Eciii mperycMoTpera u3MepuTensHas (pyHKIHS, OHa BKIFOYAETCS B JOChE TAKOTO U3CIIHS.

JoxymeHTanus

1. [TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIUM) pa3aeiay(pa3aeiiaM) 10Cche, BKIOUAas MOIPOOHBIH 3CKU3
U COCTaB MaTepuaja U3IEIHsl W IMOCTABIIHWKA, €CIH MPUMEHHMO, a TaKKE COOTBETCTBYIONIUH IMEPECMOTP
nH(GOPMAIINH O JICKAPCTBEHHOM TIpernapare.

2. [MonTBepxaeHUE PETUCTPAIIMY METUIIMHCKOTO m3enus B PecyOnmke Kasaxcras.

3. O6pa31Bl HOBOTO U3/EIHS, €CIU IPUMEHUMO.

4. O00CHOBaHUE UCKITFOUCHUS H3JICITHS.

Hna B.IV.1.B) — ecnmnm u3MeHeHHWE NPUBOANT K "0Opa3oBaHWIO HOBOHU
[Ipumeuanne: JeKapcTBEHHOH (hopMEI", TO Takoe M3MEHEHHEe TpedyeT MOoJauyd 3asBICHHUS O
pacCIIMPEHNH PETUCTPALIUH.

b. V BHeceHus u3MeHeHUU B PErucTpallMOHHOE J0ChE, OO0YCIOBICHHBIE MHBIMU
PEryIATOPHBIMU IIPOLEAYPAMU
b.V. a) M®II (M®BA)

b.V.a.l BrxiawoueHue
HOBOro, OOHOBJIEHHOT'O
nin HUCIPABJICHHOTO
MacTep-¢aiina miasmMsl B
PETHCTPAIIOHHOE JTOChE
JEeKapCTBEHHOTO
npenapara (mpomexypa
MOITI 2-ro sTama)

VYcnosus Tpebyemast nokymenrtaust Bun mpouemaypst

a) IlepBoe BkIIOYCHHUE

HOBOTO MacTtep-daitia

MIa3MBl, BIUSIONIETO Ha 11
CBOMCTBA JIEKAPCTBEHHOTO

mpernapara



0) Ilepoe BKIIOUYCHUE

HOBOTO MacTep-(daiima

IUTa3MBbI, HE BIUSIOIIEr0 HA 1,2,3,4 1B
CBOICTBA JIEKAPCTBEHHOTO

npernapara

B) BknrodeHue

O0OHOBIEHHOTO (

HCIIPABICHHOTO)

Macrtep-(daitia 1mIa3msl: 1,2,3,4 1B
WU3MEHEHUsl BIMSIOT Ha

CBOMCTBA JIEKAPCTBEHHOTO

npenapara

) Bxnioduenune

OOHOBJIEHHOTO (

HCIPaBIECHHOTO)

Mactep-aitna r1razmer: 1 1,2,3,4 1A
W3MCHEHUS HE BIUSIIOT Ha

CBOWCTBA JIEKAPCTBEHHOTO

mpemnapara

Ycnosus
1. Ha oOHoBieHHbII nin nameneHHblii MOIT BbiiaH cepTU(UKaT COOTBETCTBUS 3aKOHOAATENbCTBY PecyOnnku
Kazaxcras.

JoxymeHTanus

1. Jexmapanus, uro ceptudurar MOII 1 3KCIEPTHBIA OTYET MOTHOCTHIO TPUMEHUMEI K 3apETUCTPUPOBAHHOMY
JIeKapCTBEHHOMY IIpenapary, aepxkaresns MOII npexcrasun nepxkarento PY (ecnu gepkarens PY u nepxatens
MOII He SBIAIOTCS OTHHM M TeM ke JuioM) cepruduxkar M®II, skcmepTHBIA 0TYeT U aocke Ha MOII,
ceprudurkar M®PIT 1 skcnepTHBIN OTYET 3aMEHSIOT MPEeAbIIYNIyI0 AoKyMmeHTauuto Ha M®II nis manHOrO
JIEKapCTBEHHOTO IIpenapara.

2. Ceprudurar M®PIT u s5KCIepTHBIN OTYET.

3. Jlexymapaiusi dKCIepTa, XapaKTepHU3yollas BCE BBOJUMBIC C HOMOIIbI ceprudumupoBanHoro MOII
U3MEHEHHS U OLEHUBAIOIIAs UX NOTEHIMAJbHOE BIMSHHME Ha JEKapCTBEHHBIE NMpenapaThl, BKIIOYas OLEHKU
MIPOYKT-CIIEIM(DUIHBIX PUCKOB.

4. B ¢opme 3asBiIeHHST O BHECEHHH N3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NedcTByIomuil" 1 "mpeyiaraeMpli
" cepruduxar MOPII (HOMep KoOIa) B pErHCTPAIIMOHHOM nochke. Eciam mpumeHmMo, B (opMe 3asBICHUS O
BHECEHHM M3MEHEHUH TakKe YeTKO MepeyucinuTh Bce npoune M®PII, Ha KOTOpble CChLIAETCS JIEKapCTBEHHBIN
Ipernapar, Jaxke €CIIM OHH HE SBIISIOTCS IIPEIMETOM 3asBIICHHS.

b.V.a. 2 BkioueHue

HOBOTO, OOHOBJIEHHOT'O

WA HCIPABICHHOTO

MacTep-Qaiiya BAKIIHHHOTO

anturena (maiee - MOBA) YcioBust TpebGyemast mokymeHTalss Bumx mporeaypsl
B PETHCTPAIMOHHOE J0ChE

JICKapCTBEHHOTO

npenapara (mpoueaypa

M®BA 2-ro 3tamna)

a) IlepBoe BKIIOUEHUE

HOBOTO Mactep-(aiina 11
BaKIMHHOTO aHTUTCHA

0) Bxniouenue
0OHOBJIEHHOTO (
HCIPaBIEHHOTO)
Macrep-daiiia BAKIIMHHOTO



AHTUTEHA: W3MEHEHUS 1,2,3,4 1B
BJIMSAIOT Ha CBOHCTBaA

JIeKapCTBEHHOTO

mpernapara

B) BxknroudeHue
OOHOBJIEHHOTO (
HCIIPaBICHHOTO)
MacTep-Qaiiyia BAKIIHHHOTO
aHTHTCHA: U3MCHEHHS HE

1,2,3,4 1A

BJIMSIIOT Ha CBONMCTBa
JIEKapCTBEHHOTO
npermnapara

YcmoBus
1.

JoxyMeHTanus

1. dexnapanus, uro cepruduxar MOBA 1 3KCTIEpTHBIH OTYET MOJHOCTHIO MPUMEHUMBI K 3aPErHCTPUPOBAHHOMY
JIeKapCTBEHHOMY Ipemnaparty, aepxkateas MOBA npeactaBuil AepikaTellto PerHCTPalliOHHOTO YAOCTOBEpEHUs (
€CITH JIeprKaTelb PErHCTPalMOHHOTO YI0CTOBEepeHH U iepkatenb MMBA He SBISIOTCS OJHAM U TEM K€ JIUIIOM)
ceprudpuxar MDBA, sxcneptHEIi otder U gocke Ha M®DBA, ceptudukar MOBA u 3KCHEpTHBIA OTYET
3aMEHSIOT NPEbIAYITYI0 JoKyMeHTauuo Ha MOBA 1 JaHHOTO JIEKapCTBEHHOI'O Ipernapara.

2. Cepruduxkatr MOBA 1 SKCIIEpTHBIN OTYET.

3. Hexmapamusi 3KCHepTa, XapakTepusylomas BCE BBOAUMBEIC C MOMOIIBIO cepTuduimpoBanHoro MOBA
W3MEHEHNS M OICHMBAIOIIAS WX MOTCHLIMAIbHOE BIHSHUE HAa JIEKApCTBEHHBIC MPEHapaThbl, BKIIOUYasl OLIEHKU
HIPOIYKT-CHENN(PUUHBIX PUCKOB.

4. B ¢opme 3asBneHUS 0 BHECEHUH H3MEHEHNH HE0OX0ANMO YETKO OTPa3uTh "AelcTByonmii" 1 "mpeanaraeMpIit
" ceprupuxkar MOBA (HOMep K0za) B PETHCTPAIMOHHOM Joche. Eciu npumenumo, B Gopme 3asBiICHHUS O
BHECEHMH M3MEHEHUH TakXke 4eTKO MepeyrciauTh Bce nmpourne MOPBA, Ha KoTophle cchlTaeTcs JIEKapCTBEHHBIN
Ipemnapar, Jake €CII OHU He SBIISIOTCS MIPEIMETOM 3asiBICHHS.

b. V.1 BHeceHns m3MeHeHHI B peTHCTPallMOHHOE Jocke, obycmoBienHbie nepexony OTII B ¢opmar OTH (
MIPEIOCTABIISACTCS TTOTHBIA MOAYNH 1-3)

Bb.V. Buecenus n3MeHeHui
B PETHCTPALMOHHOE JI0ChE,
00yCIIOBIICHHBIE TIEPEXOIY
OTTII B popmar OT/]

VYcnosus TpeOyemast nokymeHTauusi Bun nponenypst

Tum 11 Tur 11
B. HU3menenue 6e3omacHoCTH, 3PhEeKTUBHOCTH U (papMaKOHA130pa
B.I JIekapcTBeHHBIC MperapaThl ISl MEIUIIMHCKOTO IPUMCHCHUS

B.I.1 H3menenue oOmei
XapaKTEePUCTUKHU
BOCTIPOM3BEICHHOTO (
TUOpUIHOTO,
0M0aHaJIOTUYHOTO)
JICKapCTBEHHOTO YcnoBust Tpebyemast qokymeHTamust  Bun mpoueaypbt
npernapara mocjie OIeHKH
TOrO0 K€ W3MEHCHHS
pedepeHTHOTO
JIEKapCTBEHHOTO
mpernapara

a) Peanmmzarus naMeHeHms1(
HM3MEHECHHH), B OTHOIICHUH
KOTOPOTO(KOTOPBIX) OT



aepxarens

PEeTHCTPAIHOHHOTO 1,2 1B
YAOCTOBEPECHHUS  HE

TpeOyeTcss TpencTaBiIsATh

HOBBIC JIOTIOJHUTENIbHBIE

JIaHHBIE

0) Peanmzanms nameHeHus(
W3MEHEHHH), TpeOyromux
npeacTaBIeHUS
nepxareiaeMm PY HOBBIX I
JIOTIOJTHUTEJBHBIX JJAHHBIX,

00OCHOBBIBAIONINX TaKNE

U3MEHEeHUs (Hampumep,

COTIOCTaBUMOCTb )

JoxyMmeHTanus

1. IlpunoykeHHOE K COMPOBOAUTEIBHOMY NMUChMY 3asBICHHS] O BHECEHHU M3MEHEHMH: 3alpoCc HAIOHAJIBHOTO
YIIOJIHOMOYEHHOT'0 OpraHa (eciy NpUMEHHMO).

2. TlepecmorpenHass uHpOpMauMs O JISKAPCTBEHHOM Ipenapare (OOHOBJIEHHAs KpaTKas XapaKTepUCTHKa
JIEKapCTBEHHOTO TperapaTa, HHCTPYKIHUIO 110 MEUIMHCKOMY IIPUMEHEHHIO (JIMCTOK-BKJIAIBIIN)).

B.I1.2 N3menenue (
W3MEHEHHS)  OOIIe
XapaKTepUCTUKHU
JeKapCTBEHHOTO
rpenapara, HalpaBJIeHHOE
(HampaBrneHHBIE) Ha
peanuzanuio pesynbTaTa Y CIOBHS Tpebyemast nokyMeHTanus Bun mpouenypsl
Npouenypsl,
3aTparvuBaronieit (mamee -
ITOOB) UIu
MOCTPETUCTPALNOHHOE
HCCIeNOBaHNE
0e30macHOCTH

a) Buecenue

bopMynTupoOBKH,

COTJIACOBAHHOM 1 1 1A
YIIOJTHOMOYECHHBIM

OpraHoM

6) BHecenue u3mMeHeHUH,

TpeOyHIIUX

MpeacTaBICHUS

nepxareneM PY HoBpIX 2 2,3,4 11
JIOIIOJIHMTEIIbHBIX JaHHBIX,

000CHOBBIBAIOIIUX TaKHE

U3MCHCHUA

VcnoBus

1. M3meHenne peanuzyeT GopMyIHpOBKY, 3aTpeOOBAaHHYIO YITOTHOMOUYECHHBIM OpPTraHOM, W He TpeOyeT mojaadu
JIOTIOTHUTEHHBIX CBEICHUH U (WJIH) JadbHEUIIeH SKCTIePTH3HL.

2. be3omacHOCTh TpPUMEHEHHS IpermapaTta COXPAHSACTCA W IOATBEPKIACTCS NaHHBIMA KIMHHYECKHUX
HCCIICIOBAaHNH, KIIMHNYIECKO# Oe3omacHocTH. [Tpencrasisercs MX MOATBEPIKICHHS.

JoxymMeHTanus
1. [Tpuno>keHHOE K COMPOBOAUTEILHOMY MTUCHMY 3asIBJICHHSI O BHECEHUU U3MEHEHHUH: CChIJIKA Ha COTJaIIeHue (
OLIEHKY) YTIOJIHOMOYEHHOI'0 OpraHa.



2. OObsicHEeHHs TIPUYMHBI J00aBJIEHUS HOBOro (HOBBIX) HpeRoCTepexeHus (ImpepocTepeeHunii) moOouHbIX
JCHCTBUI U 3asIBJICHHE TOTO, YTO 0€30IIaCHOCTh IIPUMEHEHHUS MperapaTa COXPaHsIeTCs.

3. IlepecmoTpeHHas nmHpOpManusi O JEKapCTBEHHOM Ipenapare (OOHOBICHHAas KpaTKas XapaKTepHUCTHKa
JIEKApCTBEHHOTO Mpernapara, HHCTPYKIHMIO [0 MEAULIMHCKOMY IIPUMEHEHHUIO (JINCTOK-BKIIAIBINI)).

4. ITOOB iy moCTPEeTUCTPAIIOHHBIE HCCIIEA0BaHNE OE30IIaCHOCTH, OTPAYKAIONIHE BHOCHMBIC H3MEHEHHUSL.

B.I.3 N3meHenus,

3aKovapIiuecs B

3HAYMMOM HM3MEHEHUH

o0mell XapaKTepUCTUKU

JEeKapCTBEHHOTO

npenapara BCIEACTBUE Y CIOBUS Tpebyemast nokymenTamust Bun mpoueaypsl
HOBBIX JAHHBIX IIO

Ka4€CTBY, NOKIMHUYCCKUM

, KIMHUYECKUM JaHHBIM

nnu JaHHBIM
(apmakoHag30pa
I
9TO U3MEHEHHE HE IPUMEHSETCS, €CJIM HOBBIE JaHHBIE IOJAHbl B COOTBETCTBUU C
mMmeHerneM B.[.12. B Takux cioydasx u3MeHeHHEe OOIIeH XapaKTepUCTHKHU
IIpumeuanue:

JICKApCTBEHHOTO Tpernapara, MapKHpPOBKH M MOMajaeT noj cdepy MmpUMEHEHHUs
n3menenns B.1.12.

B.1.4 N3menenue ycnoBuit
OTIIyCKa JIEKAPCTBEHHOIO Y CJIOBUS TpeOyemast nokymeHTauus Bun nponenypst
npenapara

a) BocmpousBeneHHBIX (

TUOPUIHBIX,

OMOaHATOTHIHBIX )

JeKapCTBEHHBIX

mpenmapaTtoB  IOCIe 1 1,2 1B
W3MEHEHUS  yCJIOBUHU

oTmycka pedepeHTHOTO

JeKapCTBEHHOTO

nperapara

6) UHple OpUYHUHH

W3MEHCHUS  yCIOBUH 1 2,3,4,5 11
OTIyCKa

VYcenoBus

1. be3omacHoCTh OPUMCHCHUS IIperiapaTa COXpPaHsACTCA

JoxymeHTanus

1. IToaTBepxkIeHNEe N3MEHEHHSI YCIOBHI OTITyCKa pe(epeHTHOro JEKapCTBEHHOTO Mperapara, IpHIIoKeHHOe K
COIIPOBOIUTENFHOMY ITUCHMY 3asIBICHHUS O BHECEHUH N3MEHCHHH.

2. TlepecmoTrpenHass umH(oOpMaIusg O JIEKapCTBEHHOM Ipemapare (OOHOBIIGHHas OO0IIas XapaKTepHUCTHKA
JIEKapCTBEHHOTO IpeTnapara, HHCTPYKIHS [0 MEAUIIMHCKOMY ITPUMEHEHHIO (JINCTOK-BKJIA/IBIIT ), MAPKUPOBKA).

3. OObsCHEHHsI PUYUHBI U3MEHEHUS YCJIOBUIl OTIYCKa M 3asBJIIEHHE TOTO, 4TO 0€30MacHOCTh HMPUMEHEHHS
mpernapaTta COXpaHsaeTcs..

4. JlaHHbIE KIMHUYECKUX UCCIIEOBAaHNH, OCTPETUCTPAIIMIOHHBIX UCCIIEIOBAaHUN; TaHHBIE ()apMaKOHaA30pa.

5. JIoKyMeHT, MOATBEPKIAIOMNI H3MEHEHHE YCIOBHUI OTIYCKa B CTpaHE-IPOU3BOAUTENS (OT PETYJIATOPHOTO
oprasa).

B.I. 5 MHWsmenennme (

W3MCHEHHS)  TOoKazaHus(

VYcnosus TpeOyemast nokymeHnTanusi Bun npomenypsr



nmoka3aHuil) K
MIPUMEHEHHIO

a) Bxirouenue HOBOTO
MOKa3aHHs K IPUMEHEHHIO

1,2,3 I
WIM HM3MEHEHHUE paHee
0JT0OPEHHOTO
6) Uckrouenue mokasaHus | 12 B

K IIPUMEHEHHUIO

VcnoBus

1. Be3onmacHOCTh NMPUMCHEHHUS IIpenapara COXpaHSACTCS W IMOATBEPIKIACTCS ITAHHBIMH PETPOCICKTHBHBIX
HCCIEeNOBaHNH, KIMHUNYECKON 0€30IIacHOCTH M Ka4eCTBa.

2. be3omacHOCTh TpPUMEHEHHS IMpermapata COXPAHSACTCA W IOATBEPKIACTCS NaHHBIMA KJIMHHYECKHUX
HCCIeI0BaHUM, KITMHUYECKON Oe30macHOCTH. [Ipe/icTaBisieTcs uX MoATBEPIKICHUSL.

JoxyMeHTanus

1.00bsicHEHHS TPUYWHBI yNAICHUS WM JOOABJICHUS IOKAa3aHWs U 3asBICHHE TOT0, YTO OE30MaCHOCTh

MPUMEHEHHS IPOAYKTA COXPAHSETCS.

2. OOHoBieHHast o0mIas XapaKTepUCTHKA JIEKAPCTBEHHOI'O Ipenapara, WHCTPYKLUS I10 MEIUIHUHCKOMY

MPUMEHEHHUIO (JIMCTOK-BKIIAbIII).

3. JlaHHBIC KIIMHUYECKUX MCCIIEA0BaHMUI, TOCTPETHCTPAIIMOHHBIX UCCIIEI0BaHNI; NaHHbIe (hapMaKoHa30pa.
Ecnn nobGaBnenne wnnM M3MEHEHHWE NOKa3aHHWA K IPUMEHEHHIO MPOUCXOAMT

BCIEACTBHE DPEANU3alUU 3aKIIOYCHHS JKCIEPTHOIO KOMHMTETa WJIM W3MEHEHUN
MHPOPMAIMK O JIEKAPCTBEHHOM IIperapare BOCIPOU3BEACHHOTro (THOPHIHOTO,

IIpumeuanue
0MOaHaIOTHYHOT0) JIEKAPCTBEHHOr'0 Ipernapara Mocjie JKCIEPTU3bl TOTO Ke
n3MeHeHUs pepepeHTHOro JEeKapcTBEHHOro Npenapara, MPUMEHSIOTCS U3MEHEHUS
B.I.1 cooTBeTCTBEHHO.

B.1.6 Uckmouenwne: YcnoBus Tpebyemast nokymenrarust [Iporemypa

a) JIeKapCTBEHHOH (popMbI 1,2 IB

0) DO3MPOBKH 1,2 1B

JoxyMeHTanus

1. Jlexknmapanus, uyto octaBiiascs (octaBimecs) ¢opma(hopmbl) BbIMyCKa MOCTATOYHA(AOCTATOYHBI) IJIs
BBIMOJIHCHUS PEKOMEH/IAIUI TI0 JO3UPOBAHUIO U JUTUTCIBHOCTH JICUCHUSI, OIIMCAHHBIX B OOIICH XapaKTepPUCTHKE
JICKapCTBCHHOTO IIperapara.

2. [lepecmoTrperHas nHMOpMAIIHS O JICKAPCTBCHHOM Ipernapare.

Ecom paccmarpuBaemass InekapcTBEHHass (opmMa WIHM [JO3HpPOBKa ObLTa
3apeTUCTPUPOBAHA B BUIE OTJCIBHOTO JEKAPCTBEHHOTO MIPEnapara, TO HCKII0YCHNE
TaKOW JIeKapCTBEHHOW (OPMBI MM JO3UPOBKU OY/JET CUMTATHCS HE BHECEHHEM
W3MEHEHHH, a U3bATHEM U3 00palleHHSI.

IIpumeuanue

B.I. 7 BBenenune wuau

U3MEHEHHE  pe3loMe

cucteMsl (hapMaKkoHaI30pa

JIEKapCTBEHHOTO Ycnosus Tpebyemast nokyMeHTaus By nporeaypol
npemaparta JUTS

MEJUIUHCKOTO

npumeHeHus (*)

a) BseneHnme pesome
cucTeMbl (papMakoHa3opa,
HU3MEHEeHUH
YIOTHOMOYEHHOTO JIHIA
mo QapmakoHam3opy (
BKJIIOYAas KOHTaKTHYIO



nHpopManuio) u (MIH) 1,2 1B
H3MCHCHHE

MECTOPaCIIOIOKECHHS

MacTtep-Qailiia cHCTeMBI

(hapmaxoHaa3opa (manee -

M®CD)

JoxymeHTanus

1. Pe3toMe cucTembl papMakoHAA30pa WK 0OHOBICHHE 3HAYAMBIX SJIEMEHTOB (COOTBETCTBEHHO):
IToaTBepkaeHne TOTO, UTO 3asBUTENb UMEET B CBOEM PACHOPSHKEHUH YIOJTHOMOYEHHOE JIMIIO0, OTBETCTBEHHOE 32
(hapmakoHam30p, M YTBEPXKICHHWE, TOINHCAHHOE 3asABUTEIIEM, UYTO 3asgBUTENs O0ajacT HEOOXOIUMBIMHU
crmoco0amMy BBEITIOTHEHHS 3a7ad M OOsS3aHHOCTEH B COOTBETCTBHH C YCTAHOBIEHHBIMH TPEOOBAHHSIMHU
JISWCTBYIOILIETO 3aKOHOIATENBCTBA B chepe oOpalleHus! JIeKapCTBEHHBIX CPEICTB.

KonTtakTHas mHObOpMAIUs YIOIHOMOYEHHOrO JHma mo ¢apmakoHag3opy PK, B koTopsix pacmomaraercs
YIOJTHOMOYEHHOE JIUIIO 10 (hapMaKOHA30PY M BBIMOJIHACT CBOM 3a1a4uu MecTtopacmooxeHrne MOCD

2. Homep MOCO (ipu HaIH4Ium)

JanHoe u3meHeHue oxBatbiBaeT BBeleHHEe MDCOD He3aBUCHMO OT HaJWUYUsS B
TEXHUYSCKOW YaCTH PETHUCTPAMOHHOTO Joche [logpoOHOr0 OmMCaHWs CHCTEMBI
¢dapmakoHamzopa. Vi3aMeHeHHsI KOHTaKTHOTO JIUIA M0 (hapMaKOHAA30py, BKIIIOYAst
KOHTAKTHYIO HH(popMaImro (HoMepa TenedoHOB U (aKcoB, HOYTOBBIN ajipec U ajipec
JJIEKTPOHHOM TOYTHI) U W3MEHEHUs MectopacnoioxeHnss MOCO (ynuua, ropof,

IIpumeuanue: WHJIEKC, CTpaHa) JOIyCKaeTcss OOHOBJISITH MCKITIOYUTENBHO MOCpeacTBOM Peectpa
PecniyOonmuku Kaszaxcran (0e3 HEOOXOAMMOCTH BHECeHHs] W3MeHeHui).Eciu
JepKaTedb PETUCTPAIMOHHOTO YIOCTOBEPEHUS MPUOETAeT K BO3MOXKHOCTH
OOHOBIICHUS YIOMSHYTOH BbIIe HH(pOpMaIun mocpeactsoMm Peectpa PecrryOmmku
KazaxcTtan, OH yKa3bIBaeT B pETHUCTPAIIOHHOM JOCBE, YTO OOHOBICHHAS
nH(popManus dTUX JaHHBIX BKIoYeHa B Peectp PK.

B.I. 8 MWsmenenue
CYIIECTBYIOIIEH CHCTEMBI
(apmakoHa30pa COracHoO
MoPOOHOMY OIMCAHHIO
cucteMsl (hapMaKkoHaI30pa
(manee - [IOCD)

VYcnosust TpeOyemast nokymeHTauuss Bun npouenypsl

a) N3meHeHHE

YIIOTHOMOYEHHOTO JIMIa

mo ¢apmakonamzopy, u (

UIIN) KOHTAaKTHOMU 1 1 1A
uHpopManuu, u (WIH)

npoumeaypsl

pe3epBUPOBaHHUS

6) HWsmenenue 06a3bl

JAaHHBIX Oe3omacHocTH U (

1781879 OCHOBHBIX

KOHTPAKTHBIX COTJIAIIeHUH

B LeNSIX BHIOJHECHUS

(hapmMakoHaA30PHBIX 1,2,3 1 IA
00513aTeNbCTB H  (WJIH)

U3MEHEHHEe  MecTa

NpoBEJICHUS

(hapmakoHaA30pHON

JeATEeIbHOCTH

B) UHble u3MEHEHHUS
[TOC®, He BaUsAOIIME HA



(yHKIMOHUpPOBAaHHE

CUCTEeMBI (hapMaKoHaI30pa

(HanpuMep, HU3MEHEHHE | 1 IA
MECTOTOJIOXKEHUS

riaaBHOrO Xxpanwiuima (

apxuBa),

aIMUHUCTPATHBHBIE

M3MCHCHYIS)

r) BHecenne nameHneHuii B
I[IOC® mno pesynbpTaTam
skcneptussl  [IOCOD
JpYyroro JIEKapCTBEHHOTO
nmpemnapaTra TOTO K€
nepxarens PY

1,2 1A

YcnoBus

1. Cama cuctema apMaKoHaa30pa He U3MECHSIETCS.

2. CuctemMa 0a3bl JaHHBIX MPOIILIA BATUAANMIO (€CIH MPUMEHUMO).

3. [lepeHoC AaHHBIX U3 IPYTUX CUCTEM 0a3 JAHHBIX BATUAUPOBAH (€CIH MPUMEHUMO).

4. Te xe u3menenus B [IOCD BBeaeHsl AN BCeX JIEKAPCTBEHHBIX IPEMapaToB TOro ke aepxkarens PY (
OJIMHaKoBas OKoHuUaTenbHas Bepcust [I0OCD).

JoxymeHTtanus

1. IMocnenusst Bepeust [IOCD u, ecny NpUMEHNMO, MOCIIEIHSS BEepCHs Ipenapar-creu(GUIHOrO JTOTOTHEHUS.
OHM B OTHOWICHWM HM3MEHEHHS KBANIHW(UIIMPOBAHHOIO JHIA IO (hapMaKOHAA30py BKIIOYACT: a) KPATKYIO
Oomorpaduro HOBOTO YHOJHOMOYEHHOTO JHIIAa 1O (papMakoHam30py, 0) HOBOE MOJIOKEHHE NEpKATeNs H
YIIOJIHOMOYEHHOTO JIMIAa MO (hapMaKOHAA30py 00 MX CIIOCOOHOCTH W IyTSAX YBEIOMIICHHS O HEXKEIaTCIbHBIX
peakuusX, NOJMUCAHHOE HOBBIM YITOJHOMOYEHHBIM JIMIO 10 (hapMaKkoHaI30py M JepiKaTesieM, 1 OTpaxaroiiee
OCTalbHbIE BBITEKAIOUINE U3MEHEHNUS, HAlIPUMeEp, B OpraHU3allMOHHOM cxeMe.

Ecnu ynonHomoueHHOe MO 10 (hapMakoHaI30py U (WiIM) KOHTAKTHAs HH(GOPMAIs YITOJTHOMOYEHHOTO JIha
mo (¢apMakoHan30py u3HavyaibHO He ObutH BKIOYEHBI B [IOC® wmnm [TOCD He cymiecTByeT, mojgava
nepecmorpenHoro [IOC® ne TpeOyercs, HEOOXOMMO MTPEACTABUTE TOIBKO (OPMY 3asBICHHSI.

2. Ccpuika Ha 3asBieHHe (TPOLENypY) U JEKapCTBEHHBIH MpenapaT, B OTHOLIEHHH KOTOPOTO M3MEHEHUs ObUTH
0IT0OPEHBL.

B.1. 9 3meHeHne 4acTOTHI
u (WnM) JOaTel MOJa4Yu
I[TIOOBb nexapcTBEHHBIX

YcaoBus Tpebyemas qokymenTanus Bum mporiemypsl
npemnapaTosn IS peby Y poneiyp
MEIUIUHCKOTO
TIPAMCHEHHS

1 1,2 1A
YcmoBus

1. I3meHeHne 9acTOTH U (I/IJ'II/I) JaThI IIoJa4u IIOOB cormacoBaHO HAIMOHAIBHBIM YHOOJIHOMOYCHHBIM OPraHOM.

JoxyMmeHTanus

1. IlpunoxeHHOe K CONPOBOJUTENBHOMY MUCHMY 3asIBICHHUSI O BHECEHHM M3MEHEHHMH: CChUIKA Ha COTJIAILICHUE
YIIOJTHOMOYEHHOTO OpraHa.

2. IlepecmoTpenHas yacrota u (win) nara nogauu [I0OB.

JlaHHO€ H3MEHEHHEe TMpumeHsercs, aumb eciad nukia [IOOBb ykazan B
[Ipumeuanue PETHUCTPAIIIOHHOM JIOChE CIIOCO0aMH, OTIIMYHBIME OT YKa3aHUsI CCBUIKH Ha TIEpeUeHb
OTYETHBIX JIaT, U Ipu HeoOxoammoctr nofgadu [I0OB.

B.I.10 BBeneumne wuiu
W3MEHEHHS 0053aTeIbCTB U

YCIOBMH DPETHCTPALUM,  YCIOBHS Bun npouenypst



BKJIFOYast TJIaH YIPaBICHUS TpeOyemast moKyMeHTaIMs
pHCKaMH

a) Peanuzanus

bopMynupoOBKH,

COTJIAaCOBAHHOM c 1 1,2 1A
YIIOJTHOMOYECHHBIM

OpraHoM

0) Peanuzanust u3mMeHeHU,

Tpebyrouux

npeacTaBiIeHUS

nepxareneM PY HoBBIX

JIOTIOJTHUTEIIbHBIX JTaHHEIX, 11
HY XA IHXCS B

JKCTEepTHU3e

YIOJIHOMOYEHHBIM

opratom (*)

VYcenoBus

1. U3MmeHeHne peanusyeT NeHCTBHE, 3aTpeOOBaHHOE YIIOJHOMOYCHHBIM OpPTaHOM, M HE TpeOyeT IMmomadu
JOTIOTHUTEHHBIX CBEICHUH U (WJIH) JajbHEHIIeH SKCTIePTH3HI.

JoxymeHTanus

1. TlpunoxeHHOE K COMPOBOIUTEIHPHOMY IHCHMY 3asBICHUS O BHECCHHWHM HW3MCHCHHIl: CChUIKA Ha
COOTBETCTBYIOIIEE PELICHUE YITOJTHOMOYEHHOT'O OpraHa.

2. [lepecmoTrpenHas uHMOpMAIIHS O JICKAPCTBCHHOM Ipernapare.

9TO U3MEHEHHE OXBATBHIBACT JIMIIb CHTYAIMIO, B KOTOPOW BBOAMMOE M3MEHEHHUE
3aTparuBaeT MCKIIOYUTEIHHO YCIOBUS M (WIHM) 0053aTeNbCTBA PETHUCTPAINU,

IIpumeuanue
BKJIIOYAsl IUJIaH YNpaBlIeHHS DPHUCKaMH W YCIOBUS M (MJIH) o00s3aTelbCcTBa
perucTpamuii Ipu UCKIIIOUYNTEIBHBIX 0OCTOSTENBCTBAX U YCIIOBHOW PETUCTPALIUH.

*) BBE/ICHHE TUIAHA YNIPABJICHUS PHCKaMH, 3aTpeOOBAHHOE YIIOJIHOMOYEHHBIM OPT'aHOM,

BCeraa TpeOyeT CYIIeCTBEHHOMH SKCIEPTU3BL.

B.I. 11 BxitoueHue umu
HCKIIIOYCHUE YEPHOTrO
CHMBOJIA UIu
TOSICHATENBHBIX YKa3aHUI
B OTHOIIECHHUU
JIEKapCTBEHHBIX VYcnosus Tpebyemast nokymenraiust Bun mpouemypsl
[Ipenaparos, BXOJAUIUX B
[IEPEYEHb JIEKAPCTBEHHBIX
Npenaparos, MOMIEKALUX
JOIMOJHUTEIbHOMY
MOHHUTOPUHTY

1 1,2 1A

YcmoBus
1. JlekapcTBeHHBIN TpenapaT BKIIOYCH WM MCKIIOYCH U3 TIEPEUHS JICKAPCTBEHHBIX MPEMapaToB, MOUICKAIIIX
JIOTIOTHUTEIFHOMY MOHHUTOPHHTY (COOTBETCTBEHHO).

JoxyMeHTanus

1. IlpunoxeHHOE K COMPOBOIUTENEHOMY MHCHBMY 3asBJICHHS O BHECEHHH M3MEHEHMH: CChUIKA Ha NEepedeHb
JIEKapCTBEHHBIX MPEMapaToB, MOATICKAIINX JOMOTHATETEHOMY MOHHTOPUHTY.

2. IlepecmoTpeHHass MHpOpPManUs O JEKApCTBEHHOM mpenapare (OOHOBJIEHHas oOmias XapaKTepHCTHKa
JIEKapCTBEHHOTO Mpernapara, HHCTPYKIKS [0 MEAUIIMHCKOMY IPUMEHEHHUIO (JINCTOK-BKIIAIBIII)).



JJaHHO€ HW3MEHEHHME OXBAaThIBA€T CHUTYAllMI0, MPHU KOTOPOH BKIIOYCHHE WIH
UCKJIIOUYEHUE YEPHOT0 CUMBOJIA MM MOSICHUTENBHBIX YKa3aHUN He IPOU3BOAUTCS B
paMKax Jpyroi perysiITOpHOM NMporeaypsl (HarpuMmep, MpoLeyphl TPOICHUs W
M3MEHEHHS, 3aTparuBaroieii HHPOpMaNHnIo O ICKapCTBEHHOM Iperapare).

IIpumeuanue

B.1. 12 TIpoune usmeHeHwust
, HE ONMCAHHBIE B PYTUX
pasaenax HacTOSIIEro

JloTmoTHeHHS, B TOM YHUCIIe

N3MEHEHHE THIIa
JE€KapCTBEHHOTO
npemnapara, VYcnosus Tpebyemast nokymenTaiust Bun mpouemypst

3apEeTUCTPUPOBAHHOTO B
Pecniyonmuke Kasaxcran,
BKJIIOYAIOIUX TOAady
HWCCIIEIOBaHUM
YHOJTHOMOYEHHOMY OPTaHy
*)
II

€CJIH HKCIEePTH3a YIOTHOMOYEHHBIM OpPTaHOM IIOJAHHBIX JAaHHBIX HPUBOAHUT K
HM3MEHEHHUIO 00mIell XapaKTepUCTHUKU JIEKapCTBEHHOTO IIperapara, MapKHPOBKH,
JIAaHHBIM W3MEHCHHUEM OXBAaTHIBAIOTCS COOTBETCTBYIOIIME IONMPABKH K OOIICH
XapaKTEPUCTHUKE JICKAPCTBEHHOT O Mpenapara, MapKHUpPOBKE.

IIpumeuanue

JlaHHOE M3MEHEHNE HE IPUMEHSETCS K N3MCHEHHSIM, KOTOPBIE IPUHATHI B KAUECTBE
* n3MeHeHui [B THma Mo yMOnTYaHWIO B COOTBETCTBHH C JIIOOBIM APYTUM PazeiioM
Hacrosero [{onosHexus.

W3meHnenwne, TpeOyromiee HOBOW PErHCTPALINH JICKAPCTBEHHBIX CPEACTB:
1)u3menenne win 100aBIeHNEe HOBOM TO3UPOBKH (aKTHBHOCTH);
2)U3MEHEHHE WX J00aBICHUE HOBOM JICKAPCTBEHHOM (HOPMBL.

[Ipunoxenne 2 k npukazy
MuHuCTp 31paBOOXpaHEHUs
Pecniy6nnkn Kazaxcran
ot 27 suBaps 2021 roga
Ne KP ICM-10

IIpaBuna mpoBeneHNS SKCIEPTH3H MOOUIMHCKIX H37SIHM
I'masa 1. O6mme moIoKeHus

1. Hacrosiimue npaBuiia NpoBEIEHUS SKCIEPTU3bl MEIUIIMHCKUX W3JAeNHi (nanee —
[IpaBuiia) pazpaboTanbl B COOTBETCTBUU ¢ MyHKTaMu 4 u 10 ctatbul 23 U MyHKTOM 3 CTaTbU
239 Konekca Pecnyonuku Kazaxcran "O 310poBbe Hapoja U cUCTEME 37paBooxpaHeHus" (
nanee — Konekc), ctateelt 14 3akona Pecniyonuku Kazaxcran "O rocygapcTBeHHbIX yciyrax"
(manee — 3aKOH) U ONPENEISIOT NOPSAAOK IPOBEACHUS SKCIIEPTU3bI MEAUIIMHCKUAX U3/IE€IUH, B
TOM YHCJI€ CTPATErMUECKH BaXKHBIX MEIMLIMHCKUX U3ENIN (Jlaree — MeIULIUHCKUE U3JIeTus),
a TakKe MOPSIIOK OKa3aHUs TOCYNapCTBEHHOH yciyrd "Brinaya 3akimrodeHuss 0 6€30macHOCTH
, kauecTBe 1 3(PPEKTUBHOCTHU JEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3



Caocka. IIynkr 1 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Neo 70 (BBoAMTCS B IEHCTBUE IO UCTEUCHUU JECATU KaJCHIAPHBIX JHEH MOCIe THS €ro
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS).

2. DKcnepTh3a MEAUIIMHCKUX U3/IEJIN B COOTBETCTBUU C MMYHKTOM 2 ctaThu 239 Koaekca
MPOBOJUTCS TOCYJAPCTBEHHOW JKCHEPTHOW opranm3amueid B cdepe oOpameHus
JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX U3 (anee — rocyAapCcTBEHHAsl SKCIEpTHAs
OpraHu3aiys) Ha OCHOBAaHUM 3aKJIIOYEHHOTO C 3asBUTEIIEM JIOrOBOpa Ha MPOBEJCHHUE
AKCHEPTU3bI MEJULIUHCKOTO U3EIIHSL.

Ormiata CTOMMOCTH JKCIEPTU3bI MEIUIIMHCKOTO H3JICJIUs OCYILECTBISECTCA B
COOTBETCTBUHU C MPEUCKYpPAHTOM, YCTAaHABIMBAEMbIM YIOJIHOMOYEHHBIM OPraHOM IO
COTJIACOBAHUIO C aHTUMOHOITIOJIBHBIM OPTaHOM B COOTBETCTBUM C MPUKA30M HCITOHSIOIIETO
oOsi3anHOCTH MuHUCTpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 20 ssaBaps 2021 rona
No KP JICM-7 "O06 yTBep>XI€HUU 1IeH Ha TOBaphI (paboThI, yCIyTH), TPOU3BOIUMBIC U (HIIH)
peanuzyeMblie CyOBEKTOM TrOCyJapCTBEHHOM MoHomoJuu" (3apeructpupoBaH B Peectpe
roCcyJapCTBEHHON PErucTpalii HOpPMaTUBHBIX MPABOBBIX akTOB 1011 Ne 22096).

Cuocka. IIynkr 2 - B penakunu npukaza Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 94 (BBoauTCS B IEICTBUE IO UCTEUEHUHN JECATH KaJEHIAPHBIX JHEU MOCIE JHS €ro
epBOro O(PpUIMAIBHOTO ONyOJIUKOBAHMUS).

3. DKcnepTuse moaIekar npousBeieHable B Peciybnuke Kazaxcran, a Takske BBO3UMBIE
Ha €€ TEPPUTOPUIO MEAULIMHCKUE U3/IEIIHS.

4. Jlo momauu 3asiBICHUS Ha SKCHEPTHU3Y MEIUIIMHCKOTO U3JENHsS 3asSBUTEIb IO
COOCTBEHHOW WHUIIMATHBE IMOJy4YaeT B TOCYJAPCTBEHHOW OHKCIEPTHON OpraHu3aluu
MH(POPMAIIMOHHBIE U KOHCYJIbTAIIMOHHBIE YCIYyTH Ha JIOTOBOPHOM OCHOBE IO BOIPOCAM,
CBSI3aHHBIM C MIPOBEJICHUEM SKCIIEPTU3bI MEAUIIMHCKOTO U3/IEIIHS.

5. Jlis mpoBeAeHUs AKCIEPTU3bI MEAUIIMHCKOTO M3ACIHUs, TPUMEHIEMOr0 B CIykOe
KpPOBU TOCYJapCTBEHHAash JKCHEpPTHAas OpraHu3alusl MOPUBIEKAET CHEHHUATUCTOB U3
poUIBLHBIX OpraHU3aIui, OCYIIECTRIISIONIUX AEATEILHOCTD B chepe CIIy>KObI KPOBH.

6. B Hactosimux [IpaBunax uCnonap3yroTcs CAEAYIOMMNE TEPMUHBI U ONPEACITICHUS

1) MeguUMHCKUE U3JIeNus IS in Vitro TUarHOCTHUKU OTKPBITOrO THUIA — MEAUIIMHCKHE
uM3Jenusl I JUArHOCTUKM In Vitro, SKCIUTyaTalusi KOTOPhIX B COOTBETCTBUU C HX
(GYHKIMOHABHBIM HAa3HAYEHHWEM BO3MOXHA TMPHU HCIOIb30BAHUHM PEAreHTOB (PEaKTHUBOB)
IIUPOKOTO Kpyra IPOU3BOIUTENEH;

2) mporpaMmMHOE OO0ecleueHHUe SIBISCTCS MEIUIIMHCKAM HW3JCJIHEM IMPHU yCIOBUU
COOTBETCTBHUSI €70 BCEM CJICAYIOIIUM KPUTEPHUSIM:

npeAcTaBisieT coboi mporpammy it 9BM wnm ee Monynu BHE 3aBUCHMOCTH OT
UCIOJIb3YEMOU anmnapaTHoi MmiaTdopMbl, a TakKe CIOCOO0B pa3MEIlIEHUs] MPOTPAMMHOTO
oOecrieueHus U IPEIOCTaBICHUS JOCTyTa K HEMY;

HE SIBJISIETCSI COCTABHOW YaCThIO APYrOro MEAULIMHCKOTO U3EIIHS;

peAHa3HAYCHO MPOU3BOAUTEINIEM /I OKa3aHUsI MEAUIIMHCKOM TOMOIIIH;



pe3ynbTaT AeUCTBHS MPOrPaMMHOIO OOECHEUYEeHHs 3aKJII0YaeTCsl B UHTEPIPETALNUU B
aBTOMAaTUYECKOM PEXHME, B TOM YHUCJIE C UCIOIb30BAHUEM TEXHOJOTMH MCKYCCTBEHHOTO
MHTEJUIEKTa, WIK M0 33JaHHBIM MEAUIIMHCKUM PaOOTHUKOM IMapaMeTpaMm, BIUSIOIIUM Ha
NPUHATHE KIMHUYECKUX PEUICHHH, Ha0opa NaHHBIX, MTOTYYCHHBIX OT MEIUIIMHCKUAX H3CIUH,
JOIYIICHHBIX K OOpAllleHHI0 B YCTAaHOBJICHHOM MOPSAKE WM BBEACHHBIX METUIIMHCKUMU
pabOTHUKAMU B IEJISIX OKa3aHUS MEAUIIMHCKON TOMOIIIH;

3) pacxoaHble MaTepUabl K MEJUIMHCKOMY M3EJHIO 1N VItro TUarHOCTHKU 3aKPBITOrO
TUIIA — PACXOJHbIE MaTepUalIbl, 00ECIIEYMBAIOLINE €r0 MOJHOLIEHHOE (DYHKIIMOHUPOBAHUE B
COOTBETCTBHHM C 33JIaHHOM LIEJIbIO0 U BKJIIOUEHHBIE B €r0 KOMJIEKTALIUIO JJISI UCTIOJIb30BaHUS C
JAHHBIM MEIULUHCKUM U3JIEITHEM;

4) MeIULMHCKUE U3ACNHS IS in Vitro AMarHOCTUKHU 3aKPbITOTO TUIA — MEIUIIMHCKUE
U3eNnus 7 AMArHOCTHKU 1n Vitro, SKCIUTyaTamusi KOTOPBIX B COOTBETCTBUHM C HUX
Ha3HAYE€HHWEM BO3MOXKHA TOJIBKO MPHU UCTIOIB30BAHUU CHEIMATBHBIX PEareHToB (PEaKTUBOB),
NPEIyCMOTPEHHBIX MPOU3BOAUTENEM JJIsI JaHHOTO MEJULUMHCKOrO H3JENUsl U €ro
Moau(UKAIKN, BKIIOYEHHBIX B €T0 KOMIUIEKTAIIUIO;

5) MeIUUMHCKUE U3ENUs A1 TUarHOCTUKY 1n Vitro (MH BUTPO) — JII0ObIE HHCTPYMEHTHI,
amnmapartsl, TpuOOpHI, 000pPYAOBaHUE, MAaTEpPUAJIbl, PEareHThl, KaInOpPaTOphbl, KOHTPOJIbHbBIE
MaTepuagbl U MPOYUE U3JAENHs, TPUMEHSIEMble B MEAUIMHCKUX LEIAX OTACIbHO WIH B
COUETAaHUU MEXKIy CO0O, a TakXke BMECTE C MPUHAJIC)KHOCTIMH, HEOOXOIUMBIMH IS
NPUMEHEHHUS yKa3aHHBIX W3JENUNA MO0 HAa3HAYEHWIO, BKJIIOYAs CIElUaIbHOE MPOrpaMMHOE
oOecrieueHre, W NpeAHA3HAUYCHHBIE MPOU3BOIUTEIEM MEAUIIMHCKOTO W3ICIUS s
NPUMEHEHUS MPU UCCIEIOBAHUAX 1NVitro 00pa3oB OMOJOTHUYECKUX MaTEpHAJIOB YeJIOBEKa
UL TIOJy4eHUs] MH(OPMALUU OTHOCUTENBHO (PU3MOJOTHMUYECKOrO WM IMATOJIOTHMYECKOTO
COCTOSIHMS, BPOXKIEHHOW IIaTOJIOTUH, IMPEIPACIOJIIOKEHHOCTH K OIPEICICHHOMY
KIIMHUYECKOMY COCTOSIHUIO WM OOJE3HU, COBMECTHUMOCTH TKaHEW C MOTEHIMAaJbHBIM
PELMIIMEHTOM, MPOTHO3UPOBAHUS PEAKIUi Ha TepaneBTUYECKHUE BO3ACHCTBUS, BbIOOpa
TEpaneBTUYECKUX CPEJICTB U (MIJIM) KOHTPOJIS JICUCHHUS;

6) MEIMIMHCKUE U3JENHs — WU3AENHUS MEIULIHMHCKOrO Ha3HAYEHUS U MEIULIMHCKAS
TEXHUKA;

7) u3nenus MEIUUHUHCKOTO HAa3HAYEHHS] — MaTepUaibl, U3/IE€NUs, PACTBOPbI, PEareHThl,
KOMILJIEKThI, HA0OPbI, UCIIOJIb3yEeMbIe JUIsl OKa3aHUs MEIUIIMHCKOM MOMOIIN B COOTBETCTBHUH C
(GyHKIIMOHATHHBIM Ha3HAYCHHEM U MHCTPYKIUEH MPOU3BOINUTENS,

8) MeAMIIMHCKAasl TEXHUKA — annapatsl, IpUOOpsl, 000pyA0BaHNE, KOMIUIEKCHI, CUCTEMBI,
MPUMEHSIEMbIE OTJEIbHO WJM B COYETAHHM MEXKIY COOON il OKa3aHUs MEIULUHCKON
MOMOIIIM B COOTBETCTBUU C (PYHKIHMOHAIHHBIM Ha3HAUYCHUEM M SKCIUTyaTallMOHHBIMU
XapaKTepUCTUKAMU, YCTAaHOBJIEHHBIMH MPOU3BOIUTENIEM;

9) HauMeHOBaHUE MEAMIIMHCKOTO H3ENIUS — CIOBECHOE 0003HAYCHHE MEIULIMHCKOTO
U3JIeNns, ompeensomee ero (yHKIMOHAIbHOE Ha3HaYeHUEe, MOJEIb, PAa3HOBUIHOCTD,
Moau(pUKAIIUIO, THUII;



10) KoMIUIEKTyOIllee MEAUIUHCKOTO H3JIEJIUSI — YaCTh MEAUIMHCKOTO HU3JIENIHs, HE
SBJISFOIIASACS CAMOCTOSITEIbHBIM MEIUIIMHCKUM U3JCJIMEM, B TOM 4YHCIIe OJOKH, YacTH,
AJIEMEHTHI U3JIeNNs, MaTepUalibl, 3allaCHbIC YacTH, MPEIyCMOTPEHHbBIE TPOU3BOIUTEIIEM IS
UCIIOJIB30BaHUSI B COOTBETCTBUHU C (PYHKIIMOHAIBHBIM Ha3HAUYCHHUEM, DKCILTyaTallMOHHBIMHU
XapaKTePUCTUKAMU, PYKOBOJACTBOM IMPOU3BOIUTEIS IO CEPBUCHOMY OOCITYKUBAHUIO;

11) HaGop (KOMIUIEKT) METUIIMHCKUX U3JIEIUI - COBOKYITHOCTh MEIUIIMHCKUX W3/IETUH,
00BbEMHEHHBIX OOIUM (QYHKIMOHAIBHBIM Ha3HAYEHUEM M OO0JIACThIO TPUMEHEHUS,
MMEIOIIIasi OOIIYI0 MAPKUPOBKY C yKa3aHUEM MEPEeUHs MEIUIIMHCKUX U3IEINH, BXOASAIINX B
cocTaB Habopa (KOMILUIEKTa), B COOTBETCTBUH C IOKYMEHTAllMEN TPOU3BOAUTEIIS;

12) npuHaANeKHOCTh K MEAULIMHCKUM U3ACIUSIM — HW3JEJIHE, HE SBISIONIEECs
MEJIUIIMHCKUM U3JIeTTUeM, MpeHa3HaueHHOE MPOU3BOIUTEIIEM ISl COBMECTHOT'O MPUMEHEHUS
C OJIHUM WJIU HECKOJIbKUMH MEIUIIMHCKUMHU U3JIETUSIMHU JJISI UCIIOJIb30BAHUS B COOTBETCTBUU
C UX Ha3HAUYCHHEM;

13) Oe30macHOCTh MEIUIIMHCKOTO U3JETUs — OTCYTCTBUE HEAOMYCTUMOIO PHUCKA MPHU
UCIIOIb30BaHUU MEIUIIMHCKOTO H3JIeNIKs, CBS3aHHOTO C MPUYMHEHHEM Bpela >KU3HH,
3I0POBBIO YEJIOBEKA, a TAKXKE OKPYKAIOIIEH cpelie;

14) 3axirouenre o 6€30MacHOCTH, KauecTBEe U 3P(HEKTUBHOCTH MEIUIIMHCKOTO U3/ICTUS —
JIOKYMEHT, COZIep KaIllNil pe3yIbTaThl SKCIIEPTHU3bI 3asSBJICHHBIX HAa SKCIIEPTU3Y MEAUIIMTHCKUX
WU3CIINHI;

15) pacxonHblii MaTepual K MEAMIMHCKUM HU3JACIHSAM — HU3JIeNIUsl U MaTepualbl,
pacxoyeMbie MPU UCIIOIH30BAHUHA MEIUIIMHCKUX H3JENHH, 00eCIIeYNBAIONINE TPOBEACHUE
MaHUITYJISIIIUN B COOTBETCTBUM C (DYHKITMOHAJIBHBIM HA3HAYEHUEM MEIUIIMHCKOTO W3JEus,
AKCIUTYaTAI[MOHHBIMU XapaKTEPUCTHUKAMH, PYKOBOJICTBOM IO CEPBUCHOMY OOCITY>KMBAHUIO
MIPOU3BOJIUTEIIS,

16) mpousBoAUTENb MEIUIIMHCKOTO H3AeNus — CcyObeKT B cdepe oOpamieHus
JEKaApCTBEHHBIX CPEJICTB W MEAUIMHCKUX W3JEINN, OTBETCTBEHHBIM 3a pPa3pabOTKy H
M3TOTOBJICHHE MEAUIIMHCKOTO U3JENINsI, IeTAIIINN €ro JOCTYIHBIM JIJIsi UCIIOJIB30BaHUS OT
CBOEr0 MMEHHM HE3aBHCUMO OT TOT0, pa3padoTaHO U (KJIM) U3TOTOBJICHO 3TUM JIUIIOM WJIH OT
€ro UMEHU JIPYTUM JIMLIOM (JUIAMU), U HECYIIUA OTBETCTBEHHOCTh 3a €ro 0e30MacHOCTb,
KauecTBO U 3P(EKTUBHOCTb;

17) xauecTBO MEAUIIMHCKOTO U3JIETUsl — CTETIEHb COOTBETCTBUS COBOKYITHOCTH CBOMCTB U
XapaKTePUCTUK METUIIUHCKOTO U3ACIHS 1EISIM €ro MpeIHa3HauYeHHOI0 UCTIOb30BaHNUS;

18) MTOKYMEHT MO Ka4yeCcTBY MEIUIIUHCKOIO U3enus (ganee — JOKYMEHT MO Ka4eCTBY) —
JTIOKYMEHTBI (MEXIyHapOJHbIE, PEeTHOHAJIbHBIC), HAIlMOHAIbHBIE CTaHIAPThI, CTAHAAPTHI
OpraHM3alliM, YCTAHABIWBAIONIME KOMIUIEKC TpeOOBaHUN K KadecTBy, O€30MacHOCTH,
METOJIMKaM MCIBITAHUM, & TAK)KE TPAHCTIOPTUPOBKE M XPAHEHUIO METUIIMHCKUX U3/1ETUI;

19) spdekTUBHOCTh METUIIMHCKOTO U3/IETUsI — COBOKYITHOCTh CBOMCTB U XapaKTEPUCTUK
MEUIIMHCKOTO U3JeNnusi, O0OeCrneyuBaIomUX JOCTHIXKEHHE IIeJed mpeJHa3HauYeHHUs,



YCTaHOBJICHHBIX MPOU3BOAUTENEM MEIUIIMHCKOTO U3JENUS U MOATBEPKACHHBIX MPAKTUKOMN
€ro UCIOJb30BaHUS;

20) DxcnepTHBIM COBET TOCYJapCTBEHHOM SKCIEPTHOW OpraHu3aunuu (najnee —
DKCIEepPTHBIN COBET) — KOJIJIETHAIBHBIN OpraH, cO3/1aBaeMblii B TOCYJJAPCTBEHHOM DKCIIEPTHOM
OpraHU3alliy 10 PACCMOTPEHUIO CIIOPHBIX BOMPOCOB B pe3ysibTaTax IKCIEPTU3bI, OCHOBAaHUMN
(mpuyMH) BBIJAYM OTPHULATEIBHBIX 3aKIOUYEHUH O OE30MacHOCTH, KauyecTBe U
3(pHEeKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MEIMIUHCKUX U3JAETUN U MPUHSITUIO
OKOHYATEJIbHOTO PELICHUS;

21) mogudukauss METUIMHCKOTO U3JEIUs — Pa3HOBUIHOCTh MEAUIIMHCKOTO W3CIHS,
MMEIoIas OOIIMEe C OCHOBHBIM MEIUIIMHCKUM U3/ICNINEM KOHCTPYKTUBHBIC, TEXHOJIOTHUECKHE
MIPU3HAKH, pa3paboTaHHbIE Ha 6a3e OCHOBHOTO M3JIEHs C €TI0 €r0 YCOBEPIIICHCTBOBAHUS,
pacmupenuss (PYHKIHMOHATBLHOTO HAa3HAYEHWs, TPUMEHEHHUs JHOO CHEIHATH3AINN
IPUMEHEHHS B MEIULIMHCKHUX LEIIAX;

22) MEIUIMHCKUE U3JENUs] — U3ACIUS MEIUIIMHCKOTO HAa3HAUYCHUS U MEIUIIUHCKAs
TEXHUKAa;

23) MoJienb — CaMOCTOSITEIbHAS €AMHUIA METUIIMHCKOTO U3/IeTus, UICHTU(PUIIUPOBAHHAS
MPOU3BOJIUTENIEM MEIUIMHCKOTO HW3JCNUs OINpeeIeHHbBIM OYKBEHHBIM, ITU(DPOBBHIM WU
OYKBEHHO-IIM(PPOBLIM 0003HAUCHUEM;

24) mpou3BOJICTBEHHAS IUIOMIAJKAa — TEPPUTOPUATHEHO O0O0COOJICHHBIN KOMIIIEKC
OPOU3BOJUTENS MEIUUMHCKUX W3JENINI, NPEIHA3HAYEHHBIM [JI1 BBIIIOJIHEHUS BCETO
MpoIiecca MPOU3BOJICTBA MEAUIIMHCKUX U3JIETTUNA UK €r0 ONPEEICHHBIX CTa/IN;

25) ynoJHOMOYEHHBIN MPEICTaBUTENb MPOU3BOJIUTENS — IOPUANYECKOE WM (PU3NYECKOe
JIULI0, 3aPETUCTPUPOBAHHOE B KAYECTBE MHJUBUAYAIBHOTO MPEANPUHUMATENS, SIBISIOIICECS
pesunentoM Pecnybnuku KazaxcrtaH, ynmoJHOMOYEHHBIE JTOBEPEHHOCTHIO MPOU3BOAUTEINS
MEIULMHCKOTO W3JIeJUs TPEJCTaBIsATh €ro HMHTEPEChl IO BOMpocaM OOpalieHus
MEIUIIMHCKOTO wu3jenus Ha Tepputopun Pecnmybmukm KaszaxcTtaH B COOTBETCTBUU C
JEHCTBYIOIIUM 3aKOHOAATENhCTBOM PecyOnuku KazaxcTan B 001aCTH 3/[paBOOXpaHCHUS;

26) 3asBUTENIb — MOPOU3BOAUTENH (M3TOTOBUTENB) WM HX MPEACTABUTEIb,
YIOJHOMOUYEHHOE MOAAaBaTh 3asBIIEHUE, JOKYMEHTBHl M MaTepuajbl HAa NPOBEICHHUE
AKCIEPTU3bl MEAUIMHCKOTO HW3JENUs sl PErucTpalluu, MepeperucTpaii, BHECEHUs
U3MEHEHUW B PETUCTPALIUOHHOE JOChE;

27) cTpaTernyecKu BaXKHbIC JIEKAPCTBEHHBIC CPEJCTBA M MEIUIIMHCKUE WU3JENUsl —
JIEKapCTBEHHBIE CPEJICTBA U MEIUILIMHCKHUE U3JIENUs, MPEIHA3HAYCHHBIC NI MEIUIIMHCKOTO
MIPUMEHEHUS B YCIIOBUSX:

BOCHHBIX JICICTBUM U JUKBUIAIMHU UX MOCIIEICTBUN;

BO3HUKHOBEHHS, NMPEIYNPEKACHUS U JIMKBUIALMU IOCIEACTBUI Ype3BbIYalHBIX
CUTyalH;

yIpO3bl BOBHUKHOBEHUS, PACIIPOCTPAHEHUS HOBBIX 0CO00 OMACHBIX MH(MEKIMOHHBIX
3a00J€BaHUN U JIMKBUAAIIMU UX TIOCJIECICTBUM;



npOPUIAKTUKHU, TUATHOCTUKH, JICUCHHUS 3a00JICBaHUN U TTOPAKECHHH, MTOJYUYECHHBIX B
pe3yJibTaTe BO3JIEUCTBUS HEOJArOMPUSATHBIX XUMUYECKUX, OMOJTOTUYECKUX, PaAUallMOHHbBIX
(hakTOpoB, a TAK)KE TUKBUIAIMH UX TTOCIICCTBUNL;

OTCYTCTBHUS WU YI'PO3bl OTCYTCTBUS JIEKAPCTBEHHBIX CPEJICTB HJIM MEIUITMHCKHUX
M3JEIMA Ha PBIHKAX T'OCYAAapCTB — YJIEHOB EBPa3suiiCKOro 3KOHOMHMYECKOTO COI03a B
YCIIOBUSIX BBEJICHUSI OTPAHUYUTEIbHBIX IKOHOMUYECKUX MEP B OTHOIIEHUU XOTs ObI OJTHOTO
13 TOCyAapCTB-WICHOB;

28) TUmopasMEepHBIN P — psiA U3JIETUN, U3TOTOBICHHBIX U3 OJHOPOIHOTO CHIPHS C
o0muMH (U3UKO-XMMUYECKUMHU CBOMCTBAMU MO OOILIEMY TEXHOJOTMYECKOMY MpOLECCy,
uMerIre enrHoe GyHKIMOHATbHOE Ha3HAUYCHHE W MPUMEHEHUE, OTIWYAIOIIUECs TOIBKO
pasmMepamMu W (Wiu) oObeMoM W (WJIM) IIBETOM, B COOTBETCTBHU C JIOKYMEHTAaIUEH
MIPOU3BOJIUTEIIS,

29) peructpanioOHHOE OChE — KOMILIEKT JOKYMEHTOB M MAaTepUaJIOB YCTAaHOBIEHHOTO
COJIep>KaHMUsl, MPEJICTABISIEMBIN K 3asBIICHUIO HA SKCIIEPTU3Y MEIUIIMHCKOTO U3EIHS;

30) BHeceHHE M3MEHEHUW B PETUCTPAIMOHHOE JOChE€ — U3MEHEHHS, BHOCUMBbIC
3asBUTEJEM B PETUCTPAIMOHHOE JOChE€ B TMEPUOJ JACHCTBUS PErUCTPALIMOHHOTO
YAOCTOBEPEHUS, HE BIUSIONINE HA O€30MaCHOCTh, KAYeCTBO U (PPEKTUBHOCTh METUIIUHCKOTO
W3J1CNIUSl ¥ TIOJIIeXKAIIe SKCTIIEPTH3e B COOTBETCTBUU € HacTosmuMHu [IpaBunamu.

Cuocka. IIynkr 6 - B penakunu npukaza Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoAMTCS B ACMCTBUE 110 UCTECUCHUH JIECATH KaJIEHAPHBIX JHEW MOCIIE IHS €ro
MEePBOro O(PUIUATHEHOTO OMYyOJIMKOBAHMUS).

I'naga 2. IIopsinok mpeIOCTaBICHAS PErHCTPAMOHHOTO JOCHE IS MPOBEACHHSA SKCIICPTH3HI
MEIUIAHCKOTO H3AEIHS

7. JIJ1s IpoBEAEHUS HKCIIEPTU3bI MEAUIIMHCKOTO U3/IE€TUS U NOJIyYEHHS TOCY1apCTBEHHON
yeiyrd "Beinaya 3akitoueHust 0 0€30nacHOCTH, KayecTBE U 3()PEKTUBHOCTHU JIEKAPCTBEHHBIX
CPEICTB M MEIUIMHCKUX u3aenuil”" (najnee — rocyJapCTBEHHAas yCIyra) 3asiBUTEIIb
npenocrasisier B Llentp oOcmyxuBanus 3assuteneil (nanee — L{O3) rocymapctBeHHOM
AKCIIEPTHOM OpPraHU3alUy CIEeAYIOIUE JOKYMEHTHI:

1) 3asiBIeHHE HA MPOBEACHUE IKCIEPTU3BI MEAUIIMHCKOTO U3JIETUs B DJIIEKTPOHHOU U
OyMakHOU (popme coriacHo mpuiokennto 1 k Hactosmum [IpaBunam;

2) perucTpalloOHHOE JOChE, COAEpIKaIlee MePEeYEHb JTOKYMEHTOB PETHCTPALlMOHHOIO
J0ChEe ISl SKCHEPTU3bl MEAMIIMHCKOTO HW3AENHS Ha 3JIEKTPOHHOM HOCHUTEJE COTIACHO
MIPUJIOKEHUIO 2 K HacTosuMm [IpaBunam;

3) cBelneHMs, MOATBEPKAAIONIME OIUIATy 3asBUTEJEM CYMMBbI JJig MPOBEICHUS
AKCIIEPTU3bI HA PACUETHBIN CUET TOCYIAPCTBEHHOM 3KCIEPTHOM OpPTraHU3alUH;

4) 00pa3ibl MEIUIIMHCKOTO W3AENHS, MOJIeKAallero J1adopaTOPHbIM UCIBITAHUSM B
COOTBETCTBHM € MyHKTOM 27 Hactosmux [lpaBui, cTaHgapTHble 0Opa3lbl XUMHUYECKUX
BEIIECTB, TECT-IITAMMOB MUKPOOPTAaHU3MOB, KYJIbTYP KIETOK, CIEIU(PUIECKUX PEarcHTOB,



pPacxXxoJHbIX MAaTE€pUAIOB, HEOOXOUMBIX AJII BOCIPOU3BOJUMOCTH METOAMK JIaOOpaTOPHBIX
UCIBITAHUM MEIMIIMHCKOTO M3JeIusl B KOJIMYECTBAX, JOCTATOYHBIX [JISl TPEXKPaTHBIX
UCIIBITAHUM C OCTATOYHBIM CPOKOM T'OJHOCTH HE MEHEE IIECTH MECSIEB C COOJI0IEHUEM
YCIOBUW XPaHEHUS U TPAHCIOPTUPOBKHU, €CJIIM MHOE HE MPENYCMOTPEHO JTOKYMEHTAMH I10
Ka4eCTBY IPOU3BOIAUTENS, B COOTBETCTBUM C IPUWIOKEHHEM 3 K HacTtosmuM [IpaBunam.

CHocka. ITyHkT 7 - B penakuuu npukasa u.0. Munuctpa 3apaBooxpanenust PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ASHCTBHE CO JIHS €TI0 MEPBOT0 OPHUIIHATIBHOTO
OIMyOJIMKOBaHUs); C ”3BMEHEHHEM, BHECEHHBIM TMTpuKa3oM Munuctpa 3apaBooxpanenus PK ot
14.04.2023 Ne 70 (BBOOUTCS B JCHCTBUE IO UCTEUEHUH JECATH KaJCHAAPHBIX THEH TOCIe JHS
€ro NepBoro oQpUIMHaILHOIO OMYOJUKOBAHUSA).

8. Ilpn oaHOBpEMEHHOM IMOJlaue Ha SKCIEPTU3Y HECKOJbKUX MOAU(UKanUi
MEIULMUHCKOr0 U3JE1Ms, OTHOCAIIUXCSA K OJHOMY BHIY MEIULMUHCKOrO U3JEIUS U OJTHOMY
KJIACCYy MOTEHIMAIBHOTO PHUCKA IPUMEHEHHs, W3TOTOBJIEHHBIX OJHUM IIPOU3BOIUTEIEM,
OTJIMYAKOLIUXCA JIpPYyTr OT Apyra HM3MEHEHUSMH KOMIUIEKTAUUU U (WIM) TEXHUYECKHUX
napaMeTpoB, HE BIMSIOIKMMHM Ha (YHKIUMOHAJIbHOE Ha3HaueHue, 3(PQPEeKTUBHOCTH
KJIIMHUYECKOI0 NMPUMEHEHUs] U 0€30MaCHOCTh M HMMEIIHUMHU OOILIYI0 HHCTPYKUHUIO HIH
PYKOBOJICTBO MO 3KCIUTyaTalluH MPOU3BOJINTENS, 3asIBUTENb MIPEAOCTaBIAeT | 3asBieHue u |
PETUCTPALIMOHHOE JOChE€ C JAAHHBIMH TOKCHKOJIOTHYECKHX, TEXHUYECKUX, KIMHUYECKUX
UCIIBITAHUHN Ha BCE BUBI MOAU(DUKAIIHI, BKIIFOUEHHBIX B OJTHO 3asBJICHUE.

B cayuae eciam npencraBiieHHble MOAM(UKAIUMU OTHOCATCS K pasHbIM Kiaccam
NOTEHIMAJIBPHOTO PHUCKA MPUMEHEHUS Ha KaXAyl MOIU(HUKALHMIO TPEeaOCTaBISIETCS
OTJIEJIbHOE PErMCTPALMOHHOE JIOCHE.

9. IlepedyeHb OCHOBHBIX TPeOOBaHMIl K OKa3aHUIO TOCYJAapCTBEHHON YCIyTH,
BKJIIOYAIOIIUNA XapaKTePUCTUKHU Ipoliecca, (GopMy, CoAepKaHUE U Pe3yJbTaT OKa3aHUs, a
TaK)K€ MHBIE CBEACHUSI C YUYETOM OCOOCHHOCTEN MpPEeNOoCTaBIEHUs TOCYAapCTBEHHON YCIyTH
npuBesieH B [lepedne oCHOBHBIX TpeOOBaHMIA K OKa3aHUIO TOCYIapCTBEHHON ycimyTH "Brigada
3aKJIIOUYEHHST O 0e30MacHOCTH, KauecTBe U 3((PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB U
MEIUITMHCKUX U3/ COrIacHO MpUiIoKeHuo 4 K HacTosmuM [IpaBunam.

CHocka. ITynkr 9 - B penakunn npukaza Munuctpa 3npasooxpanenus PK ot 14.04.2023
Ne 70 (BBogUTCS B AEMCTBUE MO UCTEUEHUH JAECIATH KAJICHIAPHBIX JHEH MOCe IHS €ro
NEPBOro OPUIIMAIBHOTO Oy OJIUKOBAHMUS).
10. Crennanucr 11O3 nocne nmpuema AOKYMEHTOB, NMPEAYCMOTPEHHBIX IYHKTOM 7
HacTosAuwmx [IpaBui1 B TeueHrne oTHOTo pabovero JHs:
1) ocymiecTBisieT perucTpamuio 3asBJICHUS B HHQPOPMAIIMOHHON CHCTEeME
roCy/1apCTBEHHOM 3KCIEPTHOM opraHu3anuu (Janee — uHGpopMalMoHHas CUCTEMA);
2) OCyHIECTBIIIET 3arpy3Ky IEKTPOHHOI'O PETUCTPALIMOHHOIO JOChE B HH(POPMALIMOHHYIO
CUCTEMY;

3) mpoBepsieT OCTAaTOYHBIM CPOK TI'OJHOCTH O0pa3L0B MEIULMHCKOIO H3JENus,

CTaHAAPTHBIX 00pPa3I[0B XUMHUYECKUX BELIECTB, TECT-IITAMMOB MUKPOOPTraHU3MOB, KYJIbTYP



KJIETOK, CHEeIU(UUECKUX PpEeareHTOB, pacXOJHBIX MaTepuajoB, HEOOXOAUMBIX IS
BOCITPOU3BOAMMOCTH METOJUK JTA0OPATOPHBIX UCIBITAHUNA METULIMHCKOTO U3JEIHS U BHOCUT
JaHHbIE B HHPOPMAIIMOHHYIO CHCTEMY.

[ToaTBepKAEHUEM NPUHATHS 3aBIECHUS SIBISETCS OTMETKA HA €r0 KOMUU O PETUCTPALIUU
B L{O3 ¢ yka3zaHueM JaThl U BpEMEHHU ITPUEMA NTAKeTa JOKYMEHTOB.

CBeneHust 0 JOKYMEHTE, yA0CTOBEPSIONIEM JIUUYHOCTh, O TOCYJaPCTBEHHOM perucTpanuu (
NepeperucTpauun) IPUINIECKOro JIMLA, CBUIETENbCTBA O IOCY/IapCTBEHHONW PEruCTpaLNU
3afBUTENd B KA4E€CTBE WHAMBHAYAJIBHOIO NPEANPUHUMATENS, COJAEpKAIIUECS B
rocyJapCTBEHHBIX HH(OPMAIIMOHHBIX CUCTEMAaX, FOCYJapCTBEHHAs HKCIIEPTHAsE OpraHu3alus
MOJTy4aeT U3 COOTBETCTBYIOLIUX IOCYJapCTBEHHBIX HH(POPMAIIMOHHBIX CUCTEM Yepe3 Hulo3 "
AIEKTPOHHOTO MTPABUTENILCTBA' .

11. B cnyyasx He coONOAEHUs YCIOBUMN, MPETYCMOTPEHHBIX MMYHKTOM 7 HACTOSIIAX
[IpaBun cneumanuct 11O3 B TeueHue AByX pabouux AHEH yBEAOMIISICT 3asBUTEINS B
MMCbMEHHOH (TIPOM3BOJILHOM) (popMe 00 OTKa3e B IPUEME 3asIBJICHUS.

12. T'ocynapcTBeHHas SKCIEpTHAs OpraHU3alus o0ecrieynBaeT BHECEHUE JaHHBIX O
CTaJUU OKa3aHWUsS TOCYJapCTBEHHOM YCIyrd B MH()OPMALKMOHHYIO CHUCTEMY MOHUTOPHHIA
OKa3aHHUs TOCYJAapCTBEHHBIX YCIYyr B COOTBETCTBUM C MOANYHKTOM 11) myHKTa 2 cTatbu 5
3aKOHa M €KEKBApTAJIbHO, HE MO3JHEE 25 4unciia NEPBOrO MecdAla CIEAYIOIEro KBaprana,
HaIpaBseT COOTBETCTBYIOIIYIO HH(OpMalMi0 B TOCYAapCTBEHHBIN opran B cdepe
oOpalieHus JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKUX U3/IETUH.

Y1oIHOMOUYEHHBII opraH B 00JacTH 37paBOOXpPaHEHUs HAMpaBlgeT HHPOPMALIUIO O
BHECEHHBIX M3MEHEHUsIX W (WJIM) JOTMOJIHEHUSX B Hacrtosmwue [IpaBuna omneparopy
MH(})OPMAIMOHHO-KOMMYHUKAIHOHHON MH(PACTPYKTYphl "3JEKTPOHHOTO MpaBUTEILCTBA",
ycayrojnarento U B EAWHBIA KOHTakT-IEHTp B TEYEHUE TpeX padoumx AHEW co JHS
roCyJJapCTBEHHOM PETUCTPALUU B OpraHax HOCTHULINH.

Caocka. [Iynkr 12 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoguTCS B ACMCTBUE MO UCTEUEHUH JIECITH KAJICHIAPHBIX AHEH MOcye AHS ero
MEepPBOro O(PUIMATHEHOTO OMyOJIMKOBAHMUS).

I'maBa 3. Ilopsnok mpoBEeACHAS SKCISPTH3H MEIUIIMHCKOTO H3ACIAA

13. DkenepTr3a MEIUIIMHCKOTO U3JENUS COCTOUT U3 CIEAYIOIIMX ITAOB!

1) HayasibHAS SKCIIEPTU3A;

2) crenuaan3upoBaHHAas HKCIIEPTU3a;

3) naGopaTtopHbie UCTIBITAHUS MEIUIIUHCKOTO U3/IETHs (32 UCKIIOUCHUEM MEIUITMHCKON
TEXHUKH).

14. DxcnepTtu3a MPOBOIUTCS C HUCIOJb30BaHWEM HH(POPMALIMOHHON CHUCTEMBI
rOCy/IapCTBEHHOW JKCIIEPTHOW OpraHu3allid, MHTErPUPOBAHHON C e€AUHON 0a3oil JaHHBIX "
Cucrema ymnpaBlieHUS JICKaPCTBEHHOTO oOecrieuenus" EnuHoi nHPpOpMaIMOHHON CHCTEMOM
3paBOOXPAHEHUS.



3asgBUTENb MOJNyYaeT HH(OPMAIIMIO O MOPSJIKE U CTAaTyce OKa3aHHs rOCyJapCTBEHHOU
yCIyrd B PEXHUME YAAJIEHHOTO JOCTyla NOCPEICTBOM "JIUYHOro kaOuHera"
WH()OPMAITMOHHON CUCTEMBI TOCYIapPCTBEHHOM SKCIIEPTHON OpTraHU3aIIHH.

IMTaparpad 1. ITopsmok mpoBeAeHNUs HaA9ATbHOM HKCIIOPTH3H METUIUHCKOTO H3SIHs

15. Ilocne perucTpauuu 3asBICHHUS U MpUEMa perucTpanuoHHoro aocke B [{O3,
OPOBOAUTCS HauyalibHasl SKCHEPTU3a MEAULIMHCKOIO HU3IEIUS B CPOKH, MPENYCMOTPEHHBIC
riaBou 6 Hactosmmx [IpaBuin.

16. IIpy HavanpHOM PKCIEPTU3E MEAULIMHCKOIO U3EIUS TPOBOJIUTCS OLICHKA ITOJIHOTHI,
KOMILUIEKTHOCTH M COOTBETCTBUSL JOKYMEHTOB PETMCTPALMOHHOIO J0ChE, MPEICTABIECHHBIX
3asBUTEJIEM B PETHCTPALMOHHOM JI0Che, TPEOOBAHUIM JIEHCTBYIOIIETO 3aKOHOAATEIbCTRA.

CHocka. ITynkr 16 - B penakuun npukaza Munucrpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoAMTCS B ICHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS €ro
HEPBOro O(PUIMAIBHOTO OMyOIUKOBAHMUS).

16-1. B cimydyae BOSHMKHOBEHMS BOIIPOCA O TOCTOBEPHOCTH MPEACTABICHHBIX JOKYMEHTOB
IIPU IKCIIEPTU3E MEAUIIMHCKUX U3JIENUH, SKCIIEpTHAsA OpraHu3alys B T€YEHUE TPEX pabounx
IHEH cO AHS MOCTYIUIEHUS JOKYMEHTOB Ha 3KCIEPTU3Y, HAMPABISET COOTBETCTBYIOIIMIA
3aMpocC B 3aBOJBI-IPOU3BOAUTENIN MEIULIMHCKUX U3/IE€TUH.

CHocka. I[IpaBuna nqonosHeHsI MyHKTOM 16-1 B COOTBETCTBHH € NprUKa3oM MHUHHUCTpa
3apaBooxpaneHust PK ot 14.04.2023 Ne 70 (BBoaAWTCS B ACHCTBUE 110 UCTEYCHUHU JIECATH
KaJICHJIApHBIX JIHEH Mociie THS ero MepBOTo OUIIMAIIBHOTO OMYOJIUKOBAHHUSA).

17. B cmyyae Hanu4us 3aMEYaHUN B PETUCTPALIMOHHOM JOCHE 3asBUTENIO MMOCPEICTBOM
MH(OPMAIIMOHHON CHUCTEMbl HAIpaBJsE€TCS MHCHbMO, 3aBEPEHHOE 3JIEKTPOHHO-IUGPOBOIL
MOAMNMUCHI0, C YKa3aHHEM BBIABICHHBIX 3aME€UaHHl M HEOOXOJMMOCTH UX yCTpaHEHUS B
MOJIHOM 00bEME B CPOK, HE MPEBBIIIAIOLINI IECThAECAT KaJCHAAPHBIX THEH.

18. IIpn HE ycTpaHEeHMH 3aMEYaHUI U HENPEACTABICHUHN OTBETA B YCTAHOBIICHHBIE CPOKH,
peayCMOTpEHHbIe NyHKTOM 17 Hacrosmmx IIpaBuia, rocynapcTBeHHasl 3KCIEpTHas
opraHu3alus HampaplsieT 3asBUTENI0 yBeJOoMJIeHHWE (B MPOU3BOJIBHON (opme) o
MPEKPAIEHUH 3KCIEPTU3bl MEIUIMHCKOIO H3AENHUS B COOTBETCTBHM C IMOJINYHKTOM 1)
nyHkTa 4 ctateu 239 Kogekca.

19. Tlo pe3ynpTaraM Ha4AIBHOM SKCIEPTU3BI COCTABIISIETCS OTYET HAYaJIbHOW 3KCIEPTU3BI
MEIULIMHCKOTO W3AENMs, MPEIACTABIEHHOIO HAa SKCIEPTHU3Y COTJACHO MPUIIOKEHHIO 5 K
HactodmuM [IpaBuiaM WM OTYET HAYaJIbHOM SKCNEPTU3bl MU3MEHEHUW, BHOCHMBIX B
PETUCTPALMOHHOE JIOChE€ MEIUIMHCKOTO M3JEJIHS COTJACHO IMPUJIOKEHUIO 6 K HACTOSIIHUM
IIpaBunam.

ITaparpad 2. ITopanok NpoBeAeHU CIIENHATH3HPOBAHHOH SKCIIEPTU3EI MEAUIHHCKOTO W3/IEIIHS



20. B caydae NOJOXUTEIBHOTO OTYETAa HAYAJIbHOW HKCIEPTU3bI MPOBOIUTCA
CIIelIMaTN3UPOBAHHAS IKCIEPTU3a MEIUIIMHCKOTO HW3JCIHUS B CPOKH, MPETyCMOTPEHHbIC
rinaBoi 6 HacTosux [IpaBus.

20-1. Cneunanu3upoBaHHAS IKCIEPTU3a MEAULUMHCKUX H3JCIUNA MPOBOAUTCSA HA
cootBeTcTBHe OO0mMM TpeOoBaHUAM 0e€30mMacHOCTH U A(PPEKTUBHOCTH MEIUIMHCKUX
U3JleNuid, TpeOOBaHUSIM K MX MAPKUPOBKE M IKCIUTyaTallMOHHOW JOKYMEHTAllMM Ha HHX,
yTBEpKIeHHbIM penieHueM Copeta EBpa3uiickoil 53KOHOMHUYECKOU KoMuccuu oT 12 ¢geBpais
2016 roma Ne 27.

CHocka. I[TpaBuna nqonosHeHs! MyHKTOM 20-1 B COOTBETCTBHH € NpUKa3oM MHUHHUCTpa
3apaBooxpaneHust PK ot 14.04.2023 Ne 70 (BBoaWTCS B ACHCTBUE 110 UCTECYCHUHU JIECATU
KaJICHJIApHBIX THEH Mociie THS ero MepPBOTo 0UIIMAIBHOTO OMYOIUKOBAHUSA).

21. Cneumnanu3npoBaHHas SKCIEPTU3A MPEyCMATPUBAET SKCIIEPTHYIO OLICHKY U aHaJn3
JOKYMEHTOB PETUCTPAIMOHHOTO J0ChE, MOATBEPKIAIOIMUX O€30MacCHOCTh, KauecTBO U
3 PEeKTUBHOCTH METUIIMHCKOTO U3/ U BKIIOUYAET:

1) olleHKY COOTBETCTBHSI yKa3aHHOI'O 3asBUTENIEM Kjacca MOTEHIMAIbHOTO pHUCKa
MPUMEHEHUsT MEIUIIMHCKOTO U3JeJHsl B COOTBETCTBUM C TMpUKa30oM MuHHCTpa
3npaBooxpaHenus Pecryonmuku Kazaxcran ot 15 nexa6ps 2020 roma Ne KP JICM-281/2020 "
OO0 yTBepkAEHUM TpaBWI KiIacCUPUKAIMU METUIIMHCKUX H3JEIUA B 3aBUCHMOCTH OT
CTENIEHUM TNOTEHUHAJbHOTO pHcKa npumeHeHus" (3apeructpupoBaH B Peectpe
rOCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akToB o1 Ne 21808);

2) OULEHKY MOpPaBUJIBHOCTH OMNpPEJENICHUS] HOMEHKJIATYPHOU MPUHAIICKHOCTH
MEJIUIIMHCKOTO H3JIeNIusl B COOTBETCTBUU C TMOPSAKOM (OPMUPOBAHUA U BEICHUS
HOMEHKJIATypbl MeIUIIMHCKUX u3faenuit Pecnyonuku Kazaxctan, yTBepkIaeMbIM
YIIOJTHOMOYEHHBIM OPTaHOM B COOTBETCTBHUU € MMYHKTOM 4 ctaThu 258 Kojekca;

3) OILIEHKY COOTBETCTBHS MOJU(HUKAIMN (BapUaHTOB HCIIOJHEHUS) MEIUIIMHCKOTO
m3fenus (Ipu HaIUMYUK), BKJIIOYAEMBIX B OJIHO PETUCTPAILIMOHHOE YJIOCTOBEPEHHUE C
TpeboBaHUsIMU HacTosux [TpaBui;

4) aHanmu3 JaHHBIX O pa3pabOTKE U MPOU3BOJACTBE MEIUIIMHCKOIO H3ACIUS (CXEMBI
IPOIECCOB IMPOU3BOACTBA, OCHOBHBIX CTaJWi MPOU3BOACTBA, YNAKOBKHU, HUCIBITAHUU M
MPOIIEAYPHI BBITYCKAa KOHEUHOTO MPOYKTa);

5) aHanu3 OMOJIOTUYECKON OE30MaCHOCTH MEIUIIMHCKOTO M3/IeIUsl Ha OCHOBE aHAJIM3a
CBEJICHUU O MaTepualax >KUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOXKICHUS, BXOISIINX B
MEJIUIIMHCKOE U3JIeNINE, a TaKkKe MH(POPMAIUA O M0a00pe HCTOYHHUKOB (JIOHOPORB), OTOOpE
Marepuana, MpolEeCCUHTe, XPaHEHUH, TeCTUPOBAHUHU, TTPUOHOBONM 0€30MacHOCTU, a TaKXKe
oOpaiieHusi ¢ TKaHSIMH, KJIETKaMHU, CyOCTaHIMSIMU KUBOTHOTO WM YEIOBEYECKOTO
IPOUCXOXKIEHUSA, KYJIbTYpaMU MUKPOOPTaHU3MOB U BUPYCOB;

6) aHanM3 OTYETa KIMHUYECKUX HUCIBITAHUMN, OMNbITAa MPUMEHEHUS] B KIMHUYECKOU
MPAKTUKE MEIUIIMHCKOTO M3/IeNus Kiiacca 20 (C MOBBIIIEHHOM CTENEHBIO0 pUcKa), kinacca 3 (¢
BBICOKOM CTENEHBbIO pPHUCKA), MEAUIMHCKUX H3JEIUHN, MpelHa3HAaYeHHBIX IJi 3abopa,



XpaHEHUsI, TICPEITMBAHUS KPOBU U €€ KOMIIOHEHTOB, KJIMHHUKO-TA00OpaTOPHBIX HCIBITAHUM
MEJIUIIMHCKOTO U3JIEIUs ISl 1N Vitro JUarHOCTUKKU HE3aBUCUMO OT KJlacca PUCKa;

7) aHaJIU3 3asIBJICHHOW B PETUCTPAILIMIOHHOM JI0ChE€ CTAOMJIBHOCTH MEIUIIMHCKOTO U3/IETuUs
U (WIM) JIEKapCTBEHHOTO CPEJICTBA, BXOJSIIET0 B COCTaB MEAUIIMHCKOTO W3JeNusl,
CTaOMJIBHOCTH PEAreHTOB W PACXOJHOTO MaTepHaia BXOISIIMX B KOMIIJIEKTAIIHIO
METUIIMHCKUX U3JICIIUN JIJIS 1N Vitro TUarHOCTUKH 3aKPBITOTO THUIIA;

8) OIIEHKY COOTBETCTBHUS IOKa3zaTesiell 0e30MacHOCTH U KadyecTBa, YKa3aHHBIX B
JOKYMEHTE MO KauyeCTBY IPOM3BOJMTENSA, CTaHAapTaM (HAIlMOHAJIbHBIM, PETHOHAJbHBIM,
MEXIYHAPOIHbBIM);

9) aHanMM3 OTYETOB U MPOTOKOJIOB TEXHUUYECKUX, TOKCHUKOJOTMYECKHUX MCIBITAaHUMN
MEJIUIIMHCKUX U3CIIUM

10) olileHKy BaJIUTHOCTH MPOTrPAMMHOT0 00E€CTIEYeHUs HA OCHOBE aHaIN3a JAHHBIX O €Tr0
BepudUKalMK, B TOM 4YHCiIe HHPOpMamuu O ero pa3paboTKe M TECTUPOBAHHHU Ha
NPEINPUITAN U OPU MYJIbTUIICHTPOBBIX UCCIEIOBAHUAX, NAHHBIX 00 HUJCHTU(DUKAIMU U
MapKHUPOBKE ONEPALIMOHHON CUCTEMBI;

11) ananu3 nporneayphbl U METOJIOB CTEPUIIM3ALUA MEIUIIMHCKOTO U3/EIHs, MAaTEPUAJIOB,
000CHOBBIBAIOIINX CIOCOO CTEPUIIU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTpeIeSICHUs] OCTAaTKOB CTEPUIU3YIOIIEr0 BEIIECTBA MPHU MPUMEHEHUH XUMHUYECKOT0 crioco0a
CTEpUIIM3AIINH;

12) ananu3 6e3omacHOCTH U 3(P()EKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA B COCTaBE
MEJIUIIMHCKOTO HW3JENUs, €r0 BIMSHUS Ha (YyHKIHMOHAIBHOCTh MEIMITMHCKOTO H3ICITHS,
COBMECTUMOCTH JIEKAPCTBEHHOI'O CPEJCTBA C MEAUIIMHCKHAM H3JCIUEM (32 HCKIIOUYCHUEM
MEJIUIIMHCKOT O U3EJINS IS JUAaTHOCTUKH 1n VItro;

13) ouieHKy COOTBETCTBHUS TEKCTA MPOEKTa UHCTPYKIHUH IO MEAUIIMHCKOMY TPUMEHEHHIO
MEIUIMHCKOTO W3JICJINSl OPUTHHATY HMHCTPYKIMU OT OPraHU3alMUu-TIPOU3BOJAUTENS U
o opMIIEHUS TTPOECKTAa MHCTPYKIIMH B COOTBETCTBUH C TIOPSAIKOM COCTaBJICHUS U 0OpMIICHUS
HHCTPYKIIUA TIO MEIUIIMHCKOMY TMPUMEHEHUIO JICKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX
U3/IeNINM, 00IIEeH XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEACTBA, MPEAYCMOTPEHHBIM MMYHKTOM 4
crateu 242 Konekca;

14) ouenky uHpoOpMAIUH, COAEPXKAIICHCSI B HKCILUIyaTallHOHHOM JIOKYMEHTE
MEIUIIUHCKOTO U3/ICIIUS;

15) ananu3 undopmaiuu, cogepxkaiieiics Ha oOpa3iax MakeToOB YMaKOBKU, STUKETOK,
CTUKEPOB MEJUIIMHCKOTO HW3JIENIUs B COOTBETCTBHU C TPEOOBAHUSIMHU 3aKOHOJATEIHCTBA
Pecnyonuku Kazaxctan B cepe oOpalieHusi JIGKApCTBEHHBIX CPEIACTB U MEIMIIUHCKUX
WU3CIINI;

16) paccmoTpeHue pe3ysIbTaTOB MPOBEACHHON MHCIEKIIUN MEIUIIMHCKOTO U3JICNIUsl MPU
€ro rocy/IapCTBEHHOU perucTpalny;

17) ananu3 mpeaCcTaBICHHBIX MTPOU3BOJIUTEIIEM CBEJICHUN O HATMYHMH UM 00 OTCYTCTBUU
COOOIIEHUIT O HECYACTHBIX ClydasX W OT3bIBaX C PBhIHKA MEIUIMHCKOTO W3JENus, O



HEOIaronpusTHOM COOBITUU (MHIIUJICHTE), CBSI3aHHOM C HWCIIOJIb30BAHHEM MEIUIIMHCKOTO
u3Jenaus, YyBEAOMJEHHH 10 O0€30MacHOCTH MEIULUMHCKOTO HU3JeNus, MNOoAX0Jda K
PACCMOTPEHHUIO ITHX MPOOJIEM U UX PEIICHUS MPOU3BOIUTEISIMU B KOKIOM U3 TAKUX CITy4acB
, OMHUCAaHUs KOPPEKTUPYIOLIUX JACHCTBUHN, TPEANPUHATHIX B OTBET HA YKa3aHHBIC CiIydyau, a
TaK)K€ COOTHOIIEHUS YPOBHS MPOJIaXk M KOJWYECTBA HECUACTHBIX CIIy4yaeB U OT3HIBOB
MEIUIIMHCKOTO U3JIeTUs U3 00palleHus;

18) aHanu3 1OKYMEHTOB U CBEICHUI O BHOCUMBIX U3MEHEHUSIX, B TOM YHCJIE€ JIOKYMEHTOB,
MOATBEPAKAAIOIINX MTEPEUYNCIECHHBIE U3BMEHEHUS U CBUIETEIbCTBYIOIIUX O TOM, YTO BHECEHHE
3asBJICHHBIX U3MEHEHMI HE BJI€UET U3MEHEHUsI CBOMCTB M XapaKTEPUCTHUK, BIMSIOMIMX Ha
0e30macHOCTh, Ka4eCTBO U 3P (HEKTUBHOCTh MEIUIIMHCKOTO U3JIECTHUsI, U COBEPIICHCTBYET
CBOMCTBA M XapaKTEPUCTUKU TMPU HEU3MEHHOCTH (PYHKIIMOHAJIBHOTO Ha3HAYCHUS
MEJIUIIMHCKOTO U3/IETUs;

19) anaynu3 cOOTBETCTBUS 3asBJIEHHBIX U3MEHEHHI, BHOCUMBIX B PETUCTPAILIMOHHOE J0ChE
MEJIUIIMHCKOTO U3JIEIsl BUIaM U3MEHEHUM, YKa3aHHBIM B MIEPEUHE COTIACHO MPUIIOKEHUIO 7
K HactosuMm [TpaBunam.

CHocka. [TynkTt 21 ¢ u3BMEeHEHUsIMH, BHECEHHBIMU MPUKA3aMHu U.0. MUHUCTpa
3apaBooxpanenust PK ot 20.12.2021 Ne KP JICM-131 (BBoAMTCS B ACHCTBUE CO JHA €TO
nepBoro opunranbHoro onyonukoBanus); ot 14.04.2023 Ne 70 (BBOaUTCS B ICUCTBUE 1O
UCTEUYEHUH JIECATH KaJECHIAPHBIX JHEU MMOCTe AHS €ro MepBoro opuuuagibHOro
OITyOJIMKOBAHU).

22. B nepuon npoBeACHUS CIEHHAIN3UPOBAHHON JKCIIEPTU3bI ITPY HAIMYMM 3aMEYaHUN
3asIBUTENIO HAMPABIISIETCS MUCbMO C YKa3aHUEM BBISIBJICHHBIX 3aMeYaHUN U HEOOXOIUMOCTH
UX YCTPAHEHHUS B MOJHOM OOBEME B CPOK, HE MPEBBIMIAIONIUNA MIECTHIECAT KaJlCHIapHbBIX
JTHEH.

23. B cnydyae BO3HMKHOBEHHUS JOMOJTHUTEIBHBIX BOMPOCOB, KACAIOIMIUXCS CBEICHUM,
MPEJCTABICHHBIX 3asBUTEJIEM B OTBETE Ha MPEIIECTBYIOUIUN 3aMpoc, 3adBUTEIb B TEUCHUE
TPUALIATA KaJlCHJAApHBIX JHEW ¢ MOMEHTa TMOJy4YeHHUs 3ampoca HampaBisSeT OTBET M
HEOOXOAMMbIE MaTepualibl Ha JOMOJHUTEIbHBIA 3alpoC TOCYJIapCTBEHHOM HSKCHEPTHOMU
OpraHU3aluu.

23-1. Ilpu He mpenoCTaBICHUN 3asABUTEIEM OTBETOB HA MUCHBMO TOCYJAAapCTBEHHOU
HKCIIEPTHON OpraHu3alfy, a TakKe MPeIOCTABICHUM HEMOJHOTO OTBETa U HEOOXOIUMBIX
MaTepuaJioB B CPOKH, NPEAYCMOTpPEHHbIEe NMyHKTamMu 22 u 23 Hacrtosmux [IpaBun
roCyJJapCTBEHHOMN AKCIIEPTHON OpraHu3aIuel He mo3aHee yeM 3a 3 (Tpu) pabouux JHS 10
3aBEpPIICHUS] CpPOKa OKa3aHWs TOCYIapCTBEHHOW YCIyrM COTJIaCHO cTaTbe 73
AJIMHUHUCTPATUBHOTO TMPOIEAYpPHO-TIpolieccyanbHOro konaekca PecmyOmuku Kazaxcran (
nanee — AIIIIK PK) nanpapisieT 3asiBUTENIO yBEJOMIIEHUE O MIPEABAPUTEIILHOM PEIIEHUH 00
OTKa3€ B OKa3aHUU roCyJapCTBEHHOM YCIyrH (B IPOU3BOJIBHON (POpME), a TAKIKE BPEMEHHU U
MECTE MPOBEACHUS 3aCTyIIMBAHUA UIsI BO3MOKHOCTH BBIPA3UTh 3asBUTENIO MO3ULHUIO 110
MpeABAPUTEILHOMY PEIICHUIO.



[Iponienypa 3aciayimiMBaHus MPOBOJUTCS B COOTBETCTBUU co cTaTheit 73 AIIIIK PK.

Cnocka. [IpaBuiia nonoaHeHsl MyHKTOM 23-1 B COOTBETCTBUU € MPUKA30M U.0. MUHUCTpa
3apaBooxpaneHust PK ot 20.12.2021 Ne KP JICM-131 (BBoAMTCS B ACHCTBUE CO JHA €TO
epBOro OPpUIMAIBHOTO OMyOJIUKOBAHMUS).

24. 1o pe3yspTaTaM 3acilylIMBaHUs MAaT€pUasbl HAPABISIOTCS B DKCIEPTHBIA COBET IS
OPUHATHUS pelIeHusl 00 OTKa3e B OKAa3aHUM TOCYNAapCTBEHHOM YCIyrd, JUOO O BblAaue
3aKJIIOUEHHUS] O O€30MacHOCTH, KadyecTBE UM A(DPPEKTUBHOCTH MEIMIIMHCKUX H3JEIUN 1O
dbopmam cornacHo npuinoxeHusm 12, 13 k vacrosiuum [paBunam.

OKCHEpPTHBIM COBET PAacCMATPUBAET IMOCTYMUBIIME MAaTEpPHUaAJIbl €XKEMECSIYHO, U
pe3yJIbTaThl PEUICHUS C YKa3aHUEM MPUYUH HAMPABISAIOTCS 3asBUTENIO0 B TEUCHUE JIECSATU
KaJICHIAPHBIX JHEMU.

Caocka. [Iynkr 24 - B penakunu npukasa u.0. Munucrtpa 3apasooxpanenust PK or
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ACMCTBUE CO JHS €ro MEPBOTro 0pUIIMATIBHOTO
OmyOJMKOBaHUA).

25. B cnydae mOJIOKUATEIIBHOTO OTYETa CIENUAIIM3UPOBAHHON 3KCIIEPTU3BI COCTABIISETCS
AKCIIEPTHBIM OTYET CHEHHUATU3UPOBAHHOW 3KCHEPTU3bI MEAUIMHCKOTO M3JIENIHUS COTJIACHO
MPUIIOKEHNUIO 8§ K HacTtoAmuM [IpaBunaM WM 3KCHEPTHBIA OTYET CHELUATU3UPOBAHHON
AKCTIEPTHU3bI O BIMSHUUA BHOCUMBIX U3MEHEHHI B PETUCTPAIIMOHHOE JOChEe Ha 0€30MaCHOCTb,
KadecTBO U 3P(HEKTUBHOCTh MEIMITUHCKOTO U3CIHS 110 (OpPME, COTIIACHO IPIIIOKEHHIO 9 K
HacTossmuM [IpaBunam.

ITaparpa¢ 3. ITopsnok npoBeaeHws 1a60PaTOPHEIX HCIBITAHAWH MEIAITMHCKOTO H3AEINT

26. B cimydae mosIoKUTETBHOTO OTYeTa CHEeIHAIM3UPOBAHHON SKCIIEPTU3BI TPOBOISATCS
71a00paTOpHBIE UCTHBITAHUSL 00Pa310B MEIUIIMHCKOTO U3JENUS B CPOKH, IPEAYCMOTPEHHBIE
rnaBoi 6 Hactosux [IpaBui.

27. JlTabopaTopHble UCTIBITAHUSI 00PA3LI0B MEAUIIMHCKOTO U3JEIUs OCYIIECTBISIOTCS B
HCIIBITATEIBHBIX J1TA00OPATOPUAX TOCYJAPCTBEHHOW HKCIEPTHOM OpraHM3allid B IEJISIX
MOJTBEPKICHUS COOTBETCTBHUS TOKa3aTelsiM O€30MacHOCTH M KadecTBa MEIMIIMHCKOTO
W3JIeINsl, 3asBJICHHBIM B JOKYMEHTE 10 KaUeCTBY MPOU3BOAUTENS U BKIIIOYAIOT:

1) aHaIM3 TEXHUYECKOM M HOPMATUBHON JOKYMEHTAIIMU MEIUIIMHCKOTO U3/IEIUs B YaCTH
METOJUK MPOBEICHUS UCTIBITAHUI;

2) npoBeieHUE 1a00PaTOPHBIX UCTIBITAHUI HA COOTBETCTBUE TPEOOBAHUSM JOKYMEHTA I10
KaueCTRBY;
3) omnpenesieHue BOCIPOU3BOAMMOCTH aHATUTUYECKUX METOJAMK KOHTPOJISI KauecTBa.

UcnbiTanus oOpa3oB MEIUIIMHCKOTO U3ACIHUS OCYHIECTBISIOTCS IMMyTEM MPOBEACHUS
(DU3UKO-XUMHYECKUX, OMOJOTHUECCKUX M TEXHUYSCKUX MCIBITAHUMA B IEJISAX IMOITBEPKICHHS
COOTBETCTBHS MOKa3aTeliel 0€301acHOCTH M KaueCTBa MEIUIIMHCKOI0 U3JIEHS.

IIpn mcnbITaHuy 00pa3OB MEIUIIMHCKOTO H3ISIUS OIpeaeisieTcss OMOJIornyecKas
0€30MacHOCTh WJIM OIIEHKa OHMOJIOTHYECKOT'0 JEUCTBHS, (U3UUECKHE M MEXaHUUYECKUE



nokasarenu, (yHKIMOHAJIbHBIE, TEXHHYECKHE U (UIUKO-XMMHUUYECKUE T0Ka3aTelu,
MOATBEPkKAaIoIe 0€30MacCHOCTh M Kau€CTBO MEAUITMHCKOTO U3/ICITHSI.

Cuocka. [Iynkr 27 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 14.04.2023
Neo 70 (BBoAMTCS B IEHCTBUE TIO UCTEUCHUH JECATU KaJCHIAPHBIX JHEH MOCIe JTHS €ro
MEePBOro O(PUIUATHEHOTIO OMyOJIMKOBAHMS).

28. JlabopaTtopHbI€ UCTIBITAHUSI HE TPOBOISTCS TIPU:

1) sxcniepTU3e MEAUIIMHCKON TEXHUKH,

2) HaNMYUU JOKYMEHTa HOTHU(UIIMPOBAHHOTO OpraHa O IMOJHOM COOTBETCTBUH
MPOU3BOJICTBA MEIUIMHCKOTO H3JECIUS U CUCTEMBI KOHTPOJISI KayecTBa NPOAYKIHHU
TpedoBaHusIM JlupekTuB EBporeickoii KOMUCCUU 110 METUITMHCKAM H3CTHSIM;

3) skcmepTu3e U3JCIHUS MEIUIIMHCKOTO Ha3HA4YeHWS, MPOU3BEIACHHOTO Ha
MPOU3BOACTBEHHBIX IUIOIIAJIKaX Mpou3BoAuTENel u3 ctpaH EBpormneiickoro cows3a u (Uiun)
Bemuko6purtanuu, CIIIA, Kananpl, SAnonun i [IBeiapuu, nonymeHHOTo K oOpaiieHuio
peryJSTOpHBIMU OpraHaMmu cTpaH EBpomneiickoro coro3a, BenukoOpuranuu, CIIA, Kanazasi,
Snonun nnm [IBenuapuu;

4) nepeperucTpalui MEAUIMHCKOTO U3/IEIHS;

5) YCKOpPEHHOM AKCHEPTU3E MEIULIMHCKOTO U3/IETHSI.

29. B cnydae BbISIBIICHHS 3aMEUaHUN Ha dTane J1abopaTOPHBIX UCIBITAHUN 3asIBUTEIIO
HaMpaBJsieTCs] MUChMO C yKAa3aHWEM BBISABICHHBIX 3aMEUYaHUN W HEOOXOJMMOCTH UX
YCTPaHEHHUS B MOJTHOM 00bEME B CPOK, HE MPEBBIMIAIOIINNA IEBIHOCTA KaJIEHJAPHBIX THEH.

30. IIpu He TpeaOCTaBICHUU 3aABUTEIIEM OTBETA HA BBICTABJICHHBIC B IHUCHME
roCyJapCTBEHHOM JKCIEPTHOM OpraHu3allMd 3aMEe4YaHHss B YCTAHOBJIEHHBIM CpOK,
MPEIYyCMOTPEHHBIA NYHKTOM 29 Hacrosmmx I[IpaBui u OTpHIATENBHBIX pE3yabTaTax
71a00paTOPHBIX UCIBITAHUM, MaTEpHUAIIbl HATIPABJISIOTCS B DKCIIEPTHBIN COBET ISl IPUHATHUS
pelieHus 00 0TKaze U MpeKpaIieHus SKCIEPTU3bl METUIIMHCKOTO U3EIIHS.

31. o pe3ynbraTaM J1a00PATOPHBIX UCTIHITAHUN METUITUHCKOTO U3CIINUS UCTIHITATEILHOM
nabopaTopuell COCTaBIISIETCS MPOTOKOJI UCIBITAHUM 10 (popMe corinacHo npuiiokeHuto 10 k
HactosiuM [IpaBuitam.

32. [Ipu HEBO3MO>KHOCTU MPOBEACHUS JTAOOPATOPHBIX HCHBITAHUNA MEIUIMHCKOTO
W3JEIUsl IO OTACIBbHBIM ITOKA3aTeNIsIM, SKCIIEPTHAS OpTraHU3alus MPU3HAET pPE3yJbTaThbl
7a00paTOPHBIX HMCHBITAHUW IO OTIAEIBHBIM IOKa3aTeNsiM, yKa3aHHbIM B cepTudukare (
MPOTOKOJIE) aHaJIU3a MPOU3BOIUTEIS.

Caocka. ITynkr 32 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 04.11.2022
No KP ICM-128 (BBOAUTCS B IEUCTBUE TT0 UCTEUCHUHU JECATH KaJCHIAPHBIX JHEU MOCie THS
€ro MepBoro oPpUIMHaILHOTO OIMYOJUKOBAHUSA).

32-1. Ilpu sxcniepTu3e MEIULIMHCKUX WU3AENIUMA, TPOU3BEICHHBIX Ha OCHOBE TpaHchepa
TEXHOJOTUH J1abOpaTOpPHBIE MCHBITAHUSI MPOBOJATCS AUCTAHIIMOHHO C MOATBEPKICHUEM



reoJIOKallid ¥ C y4acTHEeM IMpeiCTaBUTENe SKCHEpTHOM opraHu3aluu B jabopaTopuu
KOHTpOJISI KauecTBa MPOM3BOJUTENS WM B KOHTPAKTHOW J1abOpaTOpUU, UCIOJIb3yEeMOi
IIPOU3BOIUTEIIEM.

[To pe3ynbTaram 1a0OpaTOPHBIX UCHBITAHUN COCTaBIAETCS OTYET (IIPOTOKOJ) O
pe3ynbTarax MpoBeIeHHUs JIabOpATOPHOTO UCIIBITAHHS B JIaOOpATOPUU KOHTPOJIS KadecTBa
IPOU3BOAMUTENST WIM B KOHTPAKTHOW J1abOpaTOpuH, MCMOJIb3YEMOW MPOU3BOAMUTENIEM
corslacHO npuinokeHuro 11 k Hactosmum [IpaBuiiam. Pe3ynpTaThl MOMy4eHHBIX UCIIBITAHUI
OTIIPABIISIOTCS B 3KCIIEPTHYIO OPTaHHU3ALMIO C IEPEBOIOM HA Ka3aXCKUN U PYCCKHUM A3BIKU.

CHocka. [IpaBuna nqonosHeHsI MyHKTOM 32-1 B COOTBETCTBUH € NpUKa3oM MHUHHUCTpa
3apaBooxpaneHust PK ot 04.11.2022 Ne KP JICM-128 (BBoAMTCS B ICHCTBHUE 110 HCTCUCHUU
JECSTH KaJeHAAPHBIX THEN Tociie JHS €ro NEPBOro O(pUIMaAIbHOTO OMyOIUKOBAHMUS).

33. Ilo pe3yapTaTaM HCHBITAHUN COCTABIISIETCA OTYET O PE3yJIbTaTax MPOBEIAECHUS
71a00paTOPHOTO MCHBITaHUA B JIA0OPATOPUM KOHTPOJIS KAauecTBAa IMPOU3BOAUTENS WIH B
KOHTPAKTHOW J1a0OpaTOpUH, UCTIOIb3YEMOM MPOU3BOAUTENEM COIJIACHO MpUJIoKeHHIo 11 K
HacTosiiuM [IpaBuiam.

I'nasa 4. Ilopsinox popMHAPOBaHHUS pE3yIILTATOB IPOBEACHHOM SKCIEPTH3E MEITUIIHHCKOTO
) (1

34. Ilo oKOHYaHWUHW SKCIECPTHU3bI 3asIBUTEIh B TCUCHHUE TPHUAIIATH KaJCHIAPHBIX THEH, HE
BXOJISIIIAX B CPOK MPOBEICHUS IKCIIEPTU3BI COTIACOBBIBACT C TOCYAAPCTBEHHON SKCIIEPTHON
OpraHM3aIfeil B 3JCKTPOHHOM BHUJE M0 WHAMBUAYAITBHOMY TIAPOITIO Yepe3 JIMUHBIA KaOWHET
WU TIyTeM TIPEIOCTaBIICHHS JINCTA COTJIACOBAHUS CBEACHHUS O MEAWIIMHCKOM H3ICIHH H
UTOTOBBIC JOKYMEHTHI (MHCTPYKIHIO TIO MEAUIIMHCKOMY MPUMEHEHHUI0O M MapKUPOBKH
MaKeTOB YIIaKOBKH, ITHKETOK, CTHKEPORB), B TOM YHCJIE KOPPEKTHOCTh 3aHECCHHBIX JIAHHBIX H
MIPY BBISIBJICHUH HECOOTBETCTBUSI OOHOBJICHHSI UTOTOBBIX JIOKYMEHTOB.

B cirydae oTCyTCTBHUS COTJIACOBAHMSI 3asIBUTEIIEM 110 HCTCUCHUH TPUAIATH KaJlCHIapPHBIX
JTHEW ¢ JTaThl OKOHYAHUS SKCHEPTU3bl CBEICHUN O MEIUIIMHCKOM HU3JIETUH, 3aKIIOUYCHHUE O
0e3omacHOCTH, KadecTBe W A(DPEKTUBHOCTH MEAMIIMHCKOTO u3nenus dhopmupyercs 6e3
COTJIaCOBAHUS C 3aSBUTEIICM.

35. Ilo pe3ynapTaTaM NPOBEICHHON DJKCIEPTU3BI MEIAWIIMHCKOTO H3ICIHUs
rOCyJapCTBEHHAs] DKCIIEPTHAss OPTaHHW3alHsl COCTABIISICT 3aKIIOYCHHE O O€30macHOCTH,
KadecTBe M 2 (PEKTUBHOCTH MEIAUITUHCKOTO M3CNHS, 3asSBJICHHBIX Ha dKCIIEPTHU3Y 110 hopMme
COTJIaCHO TpUJIokeHWI0 12 k HactosmuM [IpaBuiaM W 3akirodeHHE O OE30MacHOCTH,
KauecTBe M AP(HEKTUBHOCTH MEAUIIMHCKOTO H3JENUs TNpPU N3MEHEHHH, BHOCHUMBIX B
PETHCTPAIMOHHOE JTIOChE COTIACHO MPIIIokKeHUIO 13 k HacTosmuM [IpaBunam.

36. ['ocynapcTBeHHas1 SKCIIEpTHAs OPraHU3alMs HAMNPABISIET B JJIEKTPOHHOM BHUIE B
rOCyIapCTBEHHBIN OpTaH:

1) 3akaroueHue o 6€30MacHOCTH, KauecTBE U 3(PPEKTUBHOCTU MEIUILIMHCKOTO U3/IETHS;



2) MHCTPYKUHUIO 110 MEIUIIMHCKOMY MPUMEHEHUIO MEIUIIMHCKOTO U3/IeNNs Ha Ka3aXCKOM
U PYCCKOM sI3bIKaX, pa3pabaThiBaéMyl0 B COOTBETCTBUM C MpUKa3oM MuUHHUCTpa
snpaBooxpanenus PecryOomuku Kazaxcran ot 10 certsaops 2020 roma Ne KP JICM-101/2020
"OO6 ytBepxkaenuu IIpaBun coctaBiieHUss U OPOPMIICHUS WHCTPYKIIUU IO METUIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX W3MICTUH U 00IIel XapaKTePUCTHKU
JIEKapCTBEHHOT0 cpencTa” (3apeructpupoBad B PeecTpe rocyaapcTBEHHOM perucrpanuu
HOPMATHBHBIX IPABOBBIX akTOB 1o Ne 21200);

3) MakeThl yIakoBOK, STUKETOK, CTUKEPOB MEJULIMHCKOTO HU3/EHs, COTJIACOBAHHBIX
roCyJIapCTBEHHOM SKCIIEPTHON OpraHu3allie Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.

Cnocka. [IyHkT 36 ¢ U3BMEHEHUsIMU, BHECEHHBIMU MPUKa3aMu U.0. MUHUCTpa
3apaBooxpanenus PK ot 20.12.2021 Ne KP ICM-131 (BBOaUTCS B IEUCTBUE CO JHS €TI0
nepBoro ouimansHoro onyonukoBanus); ot 14.04.2023 Ne 70 (BBoauTcs B AEHCTBHE MO
UCTEUEHUH JISCATH KaJeHIAPHBIX JHEH MOcye JHS ero MmepBoro opuIiinagIbHOro
OmyOJMKOBaHUA).

37. Ilo pe3yapTaTaM NPOBEACHHON SKCIEPTU3Bl T'OCYyAAapCTBEHHAs JKCIEpPTHAs
opranu3zanusi GOpMUPYET CBOJHBIA OTUET MO OE30MaCHOCTH, KaueCTBY U 3(PPEKTUBHOCTH
MEJIULIMHCKOTO U3/IETUsI B COOTBETCTBUH C MpuiiokeHueM 14 k Hactosium [IpaBuiiam, yactb
KOTOPOT'O pa3MeIaeT Ha HHTEPHET-PeCcypce roCcyJapCTBEHHOM SKCIIEPTHON OpraHU3alIvu.

38. Brimaua pe3ynbpTara rocy/1apCTBEHHOUN YCIYTH 3asBUTEIIO OCYIIECTBIISIETCS Ha
OymaxkHbix Hocutenax uepe3 11O3 unu HampaBisieTcs B 3JEKTPOHHOM BHUAE B JIMuHBIN
KaOWHET 3asiBUTEIS.

3akiroueHne 0 0e30MacHOCTH, KauecTBe U I(H(PEKTUBHOCTH MEIUIIMHCKOTO W3EIHs
NEUCTBUTENIPHO B TEUEHHE CTa BOCBMHJIECSATHU KalleHIApHBIX THEW. B ciyyae ucrtedyeHus
CpOKa JIeUCTBUS 3aKIIOYEHHUSI O 0€30MaCHOCTH, KauyecTBe U 3P (HEKTUBHOCTU METUITUMHCKOTO
W3/1eUsl, 3asIBUTEIb IOBTOPHO MOAAET 3asiBJICHUE, TOKYMEHTBI U MaTepHalIbl JJIsl TPOBEICHUS
AKCHEPTU3bI B COOTBETCTBUM ¢ HacTosiuMu [IpaBunamu.

39. OTrpuuarenbHOe 3aKiIlOYeHHE O O€30MacHOCTH, KauecTBEe U 3P(HEKTUBHOCTU
MEJIUIIMHCKOTO U3/IEIHS BBIJAETCS B CIIydasix:

1) HempeacTaBieHHE MOJTHOTO KOMIUJIEKTa PETHMCTPAIIMOHHOTO J10ChE MOCHE BbIJAYU
3aMEUaHUi 3asSBUTEII0 B MPOIIECCE MPOBEACHUS SKCIEPTU3bl B CPOKH, YCTAHOBIICHHBIE
Hacrosiumu [IpaBunamus;

2) npeCTaBICHUS 3asIBUTENIEM HEIOCTOBEPHBIX CBEJICHUI;

3) moyiydeHHe OTPULIATENbHBIX PE3YyJIbTATOB OJHOTO M3 3TANOB 3KCNIEPTU3bI U (KIIN)
OTPULIATENIHHBIX 3aKJIFOUCHHUH KCIIEPTOB MPOGUIBHBIX OpraHU3aIui;

4) HECOOTBETCTBUSA CHUCTEMBI OOECIEUEHUS Ka4eCTBa yCJIOBHUSM, 00€CTICYMBAIOIINM
3asBJICHHYI0 0€30MacHOCTb, A(PEKTUBHOCTh M KAue€CTBO MEAMIIMHCKOTO H3JIENus, IO
pe3yibTaTaM MHCIEKIIUU MEIUIIMHCKOTO U3EIUS;



5) oTkasa 3asBUTENS OT OpraHU3alUK MOCEUIEHUS MPEaNnpusaTus (MpOU3BOJCTBEHHON
TJIONIA/IKK) C LEJbI0 MHCIIEKITUU MEIUIIMHCKOTO U3JIeNUsl, B COOTBETCTBUU C TPEOOBAHUSIMU
3aKOHOJATENHHBIX akTOB PecryOnuku Kazaxcrah.

40. B caydasx OTpULATEIBHOTO 3aKJIIOYEHHS O O€30MaCHOCTH, KaueCTBE H
3¢ (HEKTUBHOCTH METUITMHCKOTO M3/IETHS WU OT3hIBA 3asIBUTEIIEM 3asIBJICHUS HA DKCTIICPTU3Y
NOCJIE HadaJla MPOBEJICHUS SKCIIEPTHU3bl, CyMMa, OIUIAYCHHAsl 32 MPOBEJICHHUE SKCIEPTHBIX
paboT, 3aABUTEIIO HE BO3BPAIIAETCS.

41. Ilocnme 3aBepuI€HHSI MPOLEAYPHI SKCIEPTU3Bl TOCYIAPCTBEHHAS HKCIEpPTHAs
opranu3aiusi (GOpMUPYET AIEKTPOHHBIA aPXUBHBIM K3EMIUISAP PErUCTPAIMOHHOIO JI0ChE,
COJIep KAl MPEICTABICHHBIEC 3asBUTEIEM MaTEpUalIbl, PE3YJbTaThl IKCHEPTU3bI (OTYET
HAYaJIbHOM AKCIEPTU3bl MEAUIIUHCKOTO U3EIUS, OTYET HAaYaJIbHON AKCIIEPTU3bI N3MEHEHU,
BHOCUMBIX B PETUCTPAIHOHHOE JOCHE MEAULIUHCKOTO MU3AENMS;, TPOTOKOJ UCTIBITAHUN; OTYET
0 pe3yJbTaTax MpOBEJIEHUS J1a00paTOPHOTO UCTBITAHUS B JIa0OPATOPUU KOHTPOJISI KauecTBa
MPOU3BOAUTEINS WM B KOHTPAKTHOU J1abOpaTOpHM, UCIIOJIB3YEMOU MPOUZBOAUTENEM; OTUET
CHEIUATU3UPOBAHHON SKCIEPTU3bI MEIUIIMHCKOTO U3JIEHs), 3aKII0UueHrne 0 0€30MacHOCTH,
KadyecTBe U A(PPEKTUBHOCTU MEAUIMHCKOTO HW3ACIUS, UHCTPYKIHUIO MO MEIUIIMHCKOMY
MIPUMEHECHUIO MEAULIMHCKOTO U3AENHS, MAKETHI YIIAKOBOK, ITUKETOK, CTUKEPOB.

Bo Bpems neicTBUSI PETUCTPAIMOHHOTO YIOCTOBEPEHUS apXUBHOE PETUCTPALMOHHOE
JIOCBHE, TOIMOJIHAECTCS KONUAMU PErUCTPALIMOHHBIX YIOCTOBEPEHUN O BHECEHUN U3MEHEHUM CO
BCEMM MPHIOKEHHBIMU TOKYMEHTAMU 3asIBUTEIISA B DJIEKTPOHHOM BUJIE.

PeructpanrionHoe 10Che XPaHUTCS B JICKTPOHHOM apXHUBE C COOJIOICHUEM TPEOOBaHUI
KOH(UIEHIINATLHOCTH HE3aBUCHUMO OT PE3YJIHTATOB SKCIIEPTU3HI.

Perucrpannonnoe 10che MEIUIIMHCKOTO U3ICNIHS HA 3JIEKTPOHHOM HOCHUTEIIE XPAHUTCS
NECATH JIET.

I'maBa 5. Oco6eHHOCTH IPOBEACHHUA SKCIIEPTH3H MEAUIIMHCKOTO H3SIIHA

42. Pa3bsicCHEHUS WIM YyTOUYHEHUS, BOZHUKAIOUIME B MEPUOJ] MPOBEACHUS IKCIEPTU3bI
MEXIY rOCYJJapCTBEHHOW YKCIIEPTHOM OpraHU3alMEN U 3asBUTEIIEM, OCYILIECTBISIOTCS MTyTEM
(bopMHUpPOBaHMS IIEKTPOHHOTO JOKYMEHTA 10 WHANBUIYATBHOMY TAPOJIIO 3asBUTEIS Yepes
UHQOPMALIMOHHYIO CHUCTEMY C DJIEKTPOHHO-IU(POBON NOANUCHIO 3agBUTENS U
roCyJIapCTBEHHOM 3KcIepTHOM opranu3zanuu uiu yepe3 [{O3 Ha OyMaKHBIX HOCUTEISIX.

43. Ilpu opraHu3anuMu M TMPOBEAECHUH CAHUTAPHO-IPOTUBOIMHUAEMHYECKUX U
CAHUTAPHO-NIPOPUIAKTUYECKUX MEPOINPUSITUNA U CBSI3aHHBIX C HUMH OTPAHUYUTEIbHBIX
MEPOTIPUATHIA, B TOM YHCII€ KapaHTHH, IKCIIEPTHBIE paOO0THI 3aBepIIatoTcs 60e3 1adopaTOPHBIX
UCTBITAaHUM B J1Ta0OpaTOPUM KOHTPOJIS KauecTBA MPOU3BOJMUTENS WM B KOHTPAKTHOM
n1abopaTopuu, UCTIOIb3YEMOU MTPOU3BOAUTEIICM.

44. DxcnepTh3za NPUHAICKHOCTH MNPOAYKUMU K MEIAUUMHCKUM H3ACITUSIM H
HEOOXOJAMMOCTU €€ rocyaapcTBeHHouW peructpaunu B Pecnybnuke Ka3zaxcran
OCYILIECTBIISIETCSI TOCYIaPCTBEHHOM 3KCIIEPTHOM OPraHU3alMeil B COOTBETCTBUU C JOTOBOPOM,



3aKJIIOUEHHBIM MEXIY 3aABUTEIEM M TOCYJAapPCTBEHHOM JKCHEPTHOW OpraHU3aluei I1o
VHULIMATUBE 3asBUTEIIS.

45. DkcnepTr3a U3MEHEHHU, BHOCUMBIX B PETHCTPALIMOHHOE JOChE, OCYIIECTBISETCS Ha
MEIULIMHCKOE U3AENUE B MEPUOJ ACHCTBUS PETUCTPALMOHHOIO YAOCTOBEPEHUS. 3asiBUTEIb
MOANEPKNABACT AKTyaJIbHOCTh JOKYMEHTAa II0 KAa4eCTBY, IIPEACTABIEHHOTO B
PETUCTPALIMOHHOM JOChE IyTEM CBOEBPEMEHHOTO BHECEHUSI U3MEHEHUI B HETO.

46. Vzmenenus kiacCuPUIUPYIOTCS B COOTBETCTBUU C MEPEYHEM BHUIOB M3MEHEHUH,
BHOCUMBIX B PETrHUCTPALlMOHHOE J0ChE€ MEIUIMHCKOrO HW3JeIUsl B MEPHOJA ACHCTBHS
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS COIIACHO MPUIIOKEHHIO 7 K Hacrosmum [IpaBumam.
N3MmeHeHus, He BKJIIOUYEHHBIE B YKa3aHHBIM MEPEUYCHb, MOJJICKAT HOBOW PETUCTPALMH B
COOTBETCTBHHM C HacTosimumu [IpaBriamu.

47. 3agBUTENb B TEUCHHUE JABYX MECSLEB MOCIE YTBEPKICHHUS BHOCUMBIX U3MEHEHUN
IPOU3BOJIUTENIEM MOIAET 3aABJICHUE HA MPOBEICHUE HKCIEPTU3BI MEIULIMHCKOTO U3JIETUS 110
(dhopme cornacHo npuioxkeHuto 1 k Hactosmum [IpaBunam.

48. K 3a4BJI€HHUI0 0 BHECEHHH U3MEHEHUN B PETHUCTPALMOHHOE JTOChE MEIMIIMHCKOTO
W3JIeNus MPUIIaratoTcsa JOKYMEHTbl U MaTepHualibl, HEOOXOJUMBIE ISl BHECEHUS! U3MEHEHUN,
COTJIACHO IEPEYHIO BUJIOB U3MEHEHUHN, BHOCUMBIX B PETUCTPALMOHHOE JOChE MEIULIMHCKOTO
W3JIENINS B IEPUOJ JEUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHUS COTVIACHO MPHIIOKEHUIO 7 K
HactosamuM [IpaBunam.

49. I'ocynapcTBeHHasl SKCIIEPTHAS] OPraHU3alNsl HA OCHOBAHUH PE3YJIbTAaTOB SKCIEPTU3I
COCTABJISIET DKCIEPTHBIM OTYET CIIEIUAIU3UPOBAHHONW JKCIIEPTU3BI O BIMSHUHA BHOCUMBIX
U3MEHEHUW B PETHCTPAIMOHHOE JO0Che Ha 0e30MacHOCTh, KauecTBO U A(DPEKTHUBHOCTH
MEIULIMHCKOIO HM3Jeius 1no (opMe coriacHo NpriioxkeHuto 9 k Hactosmmm [IpaBunam,
MOJIKUCAHHBIA PYKOBOAUTEIIEM CTPYKTYPHOI'O IMOJIPA3AEICHUS U KCIIEPTOM, IPOBOAUBIIUM
DKCIEPTU3Y.

50. IlpousBoauTeNlb WM YHOJIHOMOYEHHBINM MPEACTABUTENb MPOU3BOIUTENS
MEIHUIIMHCKOTO M3ENUS B TEYEHUE IBYX MECALIEB BHOCUT WU3MEHEHUS B PETMCTPALMOHHOE
J0Ch€ Ha OCHOBAaHWU MOHHUTOPUHTA 0€30MaCHOCTH MPOBOAMMOIO B COOTBETCTBHHU C MPUKA30M
MunucTtpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 23 nexadpst 2020 roga Ne KP ICM-
320/2020 "OO yTBepKIEHUU MpaBWI MNPOBEACHUA (papMaKoHaA30pa U MOHHMTOPUHIA
0e30macHOCTH, KayecTBa M d(PPEKTUBHOCTH MEAMIIMHCKUX H3Jeauil" (3aperucTpupoBaH B
Peectpe rocynapcTBEHHOM perucTpaii HOpMaTUBHBIX MPABOBBIX aKTOB Mo Ne 21896).

Caocka. ITynkr 50 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Ne 70 (BBogUTCS B A€MCTBUE MO UCTEUEHUH JAECITH KAJICHIAPHBIX AHEH MOcye AHS ero
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS).

51. Ilpu »skcnepTH3e MEAUUUHCKUX H3JEIUM, MPOU3BOJAUMBIX MPOU3BOAUTEIAIMU
PecnyOnuku Kasaxcran Ha ocHOBe TpaHcdepa TEXHOJIOTUN MyTeM OpraHu3alyu JOKaJIbHOTO
IPOM3BOJICTBA HA OCHOBE Mepeauu, BHEIpEHUs (IPUMEHEHHUS ), a/lallTallii CYIECTBYIOIIUX
TEXHOJIOTHI (Pe3yNbTaTOB HAyYHBIX MCCIIEIOBAHUN, HOBBIX pa3pabOTOK), OCYIIECTBISIEMBIX



OT IEpefarolled CTOPOHBI K NMPUHUMAIOIIEH CTOPOHE JUIS MPOU3BOACTBA MEIULIMHCKUX
U3/IeNIM, K PErucTpalMOHHOMY JOCh€ JOMOJHUTEIBHO MPEACTABISIOTCS CIEAYIOIINE
JOKYMEHTBI:

1) BbIUCKA M3 JOTOBOPA WJIM COTJIAIIEHHE MEXKIY OTEYECTBEHHBIM MPOU3BOJIUTENIEM U
3apyO€KHBIM MPOU3BOJUTEIIEM O IEPEHOCE MPOU3BOACTBEHHBIX M TEXHOJOTHYECKUX
IPOIIECCOB C MPAaBOM Iepeauyd TEXHUYECKOM JOKYMEHTAllMd B paMKax TpaHcdepa
TEXHOJIOTUH U IJIaHa TpaHc(depa TEXHOJIOTU;

2) pe3yabTaThl IPOBEJEHHOTO TpaHCc(epa TEXHOIOTUH, BKIIFOYAIOLIET0 OMMCAaHUE 3TAIlOB,
nepevyeHb HEOOXOIUMOI0 MPOU3BOACTBEHHOTO 000pYJ0BaHUs; O0ILIME CXEMbl TEXHOJIOTUU
IIPOU3BOJICTBA U METOJUK KOHTPOJIS Ka4eCTBa,

3) mpOTOKOJ TECTOBOTO 3aIlyCcKa 000pYyI0BaHUS IPUHUMAIOIIEH U JaloLIel CTOPOHBL;

4) 1o 3K0JIOrnYecKoi 0€30MacHOCTH (BOMPOCHI OXPaHbI 3JOPOBbS U OKPYKAIOIIEH CPeJibl)

5) nepeyeHb HAUMEHOBAHUN JOKYMEHTOB IO TE€XHOJOTHH MPOU3BOACTBA, CTAHIAPTHHIM
ONEPAMOHHBIM IPOLIEAypaM, PyKOBOACTBO MO KAYECTBY;

6) OTYETHl KIMHUYECKUX U JOKIMHUYECKUX HCCIIEIOBAaHUM MEIUIIMHCKUX U3ACITUH;
KJIIMHUKO-1a00paTOPHBIX UCIIBITAHHUN Mepeatoniell CTOPOHBL;

7) OTUYETHI UCTIBITAHUIN TIEPENAIOIIEH CTOPOHBI C AyTEHTUYHBIM NEPEBOJAOM Ha PYCCKHIMA
SI3BIK PE3YJIHTATOB W BBIBOJIOB UCTIBITAHUN (UCTIBITAHUN C IIEJIBIO OIEHKH OMOJIOTHYECKOTO
NEUCTBUS MEAUIMHCKUX U3JCNUN, TEXHUYECKUX HCIBbITaHUH, 00 UCCIeI0BaHUAX
CTaOUJIBHOCTH, OOOCHOBBIBAIOIIUM CPOK XpaHEHUS] MEIUIIMHCKOTO HU3JENUs, OTYET WIIU
JaHHBbIE HCHBITAHUN Ha CHenUUYHOCTh W AHAIUTHUYECKYI0 YYBCTBUTEIBHOCTH
MeJIUIMHCKOTr0 u3aenus s in vitro (IVD) quarnoctukn).

[Ipu monHOM TpaHcdepe TEXHOIOTUH JOKAIbHBIA MPOU3BOUTENH 00ECIIEYUBAET MOJTHOE
COOTBETCTBUE YCIOBUM NPOU3ZBOJCTBA U CHUCTEMbl OOECIEeYeHUs] KauecTBa Ha
MPOU3BOACTBEHHOM UTomake B Peciybnuke KazaxcTan ycmoBusiM MpoU3BOACTBA U CHCTEME
oOecrieueHus: KauecTBa MPOU3BOACTBEHHOM mtomaaku BHe KazaxcraHa.

Cuocka. [Tynkr 51 - B penakunu npukaza Mununctpa 3npaBooxpanenusa PK ot 04.11.2022
No KP JICM-128 (BBOAUTCA B ACHCTBUE 110 UCTEUEHUHU JIECATU KAJCHIAPHBIX JHEU MOCe AHS
€ro MepBoro oPuIMaILHOrO OMyOJIMKOBAHUS).

52. VYckopeHHas 3KcHepTu3a MEIUIMHCKUX H3IEIUA OCYLIECTBISETCA MpHU
MepeperucTpalui, a TaKXKe [0 PEHIEHHUIO0 YMNOJHOMOYEHHOro opraHa B o00JacTu
3ApPaBOOXPAHEHHSI B CIIydyasX BOECHHBIX JCHCTBUM W JIMKBUJALUHUU HUX IOCIEIACTBUM,
BO3HUKHOBEHHS, MIPEAYNPEKACHUA U JTUKBUAAIMA MOCIEACTBUN YPE3BbIYAWHBIX CUTYalHi,
yIpo3bl BO3HMKHOBEHHUS, PACIPOCTPAHECHHUS HOBBIX 0CO00 OMACHBIX HWHOEKIIMOHHBIX
3a00sieBaHUH U JIMKBUJAIIUU UX MTOCIIEICTBHM.

Cuocka. [Tynkr 52 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoAMTCS B ACHCTBUE 110 UCTCUCHUU JIECATH KaJIEHAPHBIX JHEU MMOCIIE IHS €ro
MEepPBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).



52-1. Ilpu skcnepTU3e MEAUUMHCKUX HU3JETUN MPOBOIUTCS MHCIEKIMS MEIUIIMHCKUX
M3JENIUI B TIOPAJIKE U CPOKAX MPEAYCMOTPEHHOM MPHUKAa30M MHHUCTpA 3ApPaBOOXPAHEHUS
Pecniy6mmku Kazaxcrtan ot 23 mexabps 2020 roma Ne KP JICM-315/2020 "O6 yTBepkaeHun
IpaBWI MPOBEACHUS WHCIECKIIMK MEIUUIMHCKUX u3aenuil" (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMAaTUBHBIX MPABOBBIX aKTOB Mo Ne 21898).

CHocka. [TpaBuna qonoHEHbI MYHKTOM 52-1 B COOTBETCTBUH € NpUKa3oM MHUHHUCTpa
3apaBooxpadeHust PK ot 14.04.2023 Ne 70 (BBoAMTCS B ICMCTBHUE TT0 NCTCUCHUH JICCITH
KaJICHJIApHBIX JIHEH MOCIIe JTHS ero TEPBOTO OQUIIMAIIBHOTO OMYOJIUKOBAHUSA).

I'maBa 6. Cpoxu mpoBeAeHHA SKCIEPTH3H MEAAIMHCKOTO H3AEIHA

53. Cpoku npoBEAEHUS IKCTIEPTHU3BI METUIIMHCKOTO U3/IETUs COCTABIISAIOT:

1) mpu sKcnepTH3e MEIUUMHCKOTO M3Jenus kiacca 1 W kiacca 2a B CpPOKH, HE

MPEBBINIAONINE IEBIHOCTA KAJICHJAPHBIX THEH, B TOM YHCIIE:
HavaJIbHAasl SKCIEPTH3a - IECATh KaJICHJapHBIX JTHEH;

CIIEIUAIIM3UPOBAHHAS DKCIEPTH3a - COPOK KalleHAAPHBIX JHEH (B TOM YHCIE,
MOATBEPKJICHUE ayTEHTUYHOCTH WM MEPEeBOJI HA KAa3aXCKUM SI3bIK MAapKHUPOBKH MAaKETOB
YIaKOBOK, STUKETOK, CTUKEPOB, MHCTPYKIIMH 110 MEAUITTHCKOMY MPUMEHEHHIO );

71ab0paTOpHBIE UCTIBITAHUS - TPUIIATH KaJCHIAPHBIX THEH;

dbopMUpoBaHUE 3aKIIOUYECHUS O OE30MacHOCTU, KauecTBE U IPHEKTUBHOCTU - JECSITh
KaJICHIapHBIX JHEWH;

2) MpH DKCIIEPTU3E MEIUIIMHCKOTO U3eNHs Kiacca 20 (C TOBBIIIEHHON CTETICHBIO PUCKA)
1 Kiacca 3 (C BBICOKOM CTETEHBIO PUCKA) - B CPOKH, HE TIPEBBINIAIOIINE CTa pad0odnx JHEH, B
TOM YHCIIE:

HavaJlbHAasl SKCTIEPTH3A - JECATh PabOUmX THEH;

CIeMAIM3UPOBAHHAS DKCIEPTU3a - CEMbJECAT KAJICHAAPHBIX JAHEH (B TOM 4YHCIE,
MOATBEPXKICHUE aYTCHTHYHOCTH WJIM TEPEBOJ Ha Ka3aXCKHM SI3bIK MapKHUPOBKH MaKETOB
YIaKOBOK, S TUKETOK, CTUKEPOB, HHCTPYKIIMH 110 MEAUITTHCKOMY MPUMEHEHHUIO);

71a00paTOpPHBIC HCTIBITAHUS - IIECTHICCAT KAJICHIAPHBIX JTHEH;

dhopMHUpOBaHUE 3aKIIOYCHUS O OC30MacHOCTH, KadecTBEe U dP(HEKTUBHOCTH - JIECIATh
KaJIeHJIapHbIX JTHEH;

3) BHECEHHE U3MEHEHUU B PErUCTPAIMOHHOE J0ChE MEAUIMHCKOrOo u3aenus (0e3
IpOBEJCHUs J1a0OPATOPHBIX HCIBITAHUI) B CPOKH, HE TMPEBBIIIAIONINE I[IECTHACCATH
KaJICHJAPHBIX THEH, B TOM YHCJIE:

HavaJIbHAsl SKCIIEPTH3A - IECATh KaJICHJAPHBIX JTHEH;

CIICIUAIM3UPOBAHHAS JKCIEPTH3a - COPOK KalleHIAApPHBIX JHEH (B TOM YHCIIE,
MOATBEPXKICHUE AYTEHTHMYHOCTH WJIM MEPEBOJ Ha Ka3aXCKHUM SI3bIK MapKHUPOBKH MAaKETOB
YIaKOBOK, dTUKETOK, CTUKEPOB, HHCTPYKIIMH 110 MEAUIIMHCKOMY IIPUMEHEHHIO ),

dbopMupoBaHUe 3aKIIOYCHUST O 0€30MacHOCTH, KadecTBE U dP(HEKTUBHOCTH - JECATH
KaJICHIapHbBIX JTHEH.



4) BHeceHUE U3MEHEHHI Thna [ B perucTpalmoHHOE A0ChE MEIULIMHCKOTO U3enus (¢
MPOBEICHUEM JIAOOPATOPHBIX UCHBITAHUM) B CPOKH, HE MPEBBIIMIAIONINE BOCHBMUJICCATU
KaJICHIAPHBIX JTHEH, B TOM YHCIIE:

HayajbHas SKCIEPTHU3a - JECATh KaJICHIAPHBIX THEH;

CIEIUAIM3UPOBAHHAS AKCIIEPTH3a - COPOK KalleHAAPHBIX JHEH (B TOM YHCIE,
NOATBEPKICHUE AYTEHTUYHOCTU WJIA MEPEBOJ HAa Ka3aXCKUM S3bIK MAPKUPOBKU MAaKETOB
YIAaKOBOK, TUKETOK, CTUKEPOB, MHCTPYKIIMHU IO MEAUIIMHCKOMY MMPUMEHEHUIO);

71abopaTOpHbIC UCTIHITAHUS - IBA/IIATh KAJICHIAPHBIX JTHEH;

dbopMupoBaHUE 3aKIOUYEHUS O OE30MacHOCTU, KauecTBE U IPHEKTUBHOCTU - JECSITh
KaJICHIapHBIX JHEW;

5) sKkcnepTu3a MEAUIMHCKOrO M3/eNus (He TpeOyIIMX MpOoBEIeHHs 1a00paTOPHBIX
WCIBITAHUM HE3aBUCUMO OT KJIacCa) OCYIIECTBISIETCS B CPOKH, HE MPEBBIIIAIONINE AEBIHOCTA
KaJICHJIapHBIX THEW, B TOM YHCJIE:

HayajabHas SKCIEPTHU3A - JECATh KaJleHIapHBIX JHEH;
CIIEHMAIU3UPOBAHHAS SKCIIEPTU3A - CEMBAECAT KAICHIAPHBIX JTHEH;

dhopMupoBaHUE 3aKIOUYEHUS O OE30MacHOCTU, KauecTBE U IPHEKTUBHOCTH - JECSITh

KaJI€HJAPHBIX JHEU.
6) YCKOpEHHas JKCHepTH3a MEAUIMHCKUX HU3ACIUN OCYILECTBISETCS B CPOKH, HE
MIPEBBIMIAIONINE TPUALATH PAOOUNX THEH.
CHocka. ITynkr 53 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoaMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS ero
NEePBOro O(PUIIMAIBHOTO OMyOJIUKOBAHMUS).
54. B cpoku npOBEAEHHS SKCIEPTU3BI METULIMHCKOTO U3JETU HE BXOIMAT:
1) BpeMsi BOCIIOJIHEHUSI HEKOMIUJIEKTHOCTH PETUCTPALIMOHHOTO JIOChE;

2) BpeMsi IpeAoCTaBICHUE 3asgBUTENIEM JOKYMEHTOB U MaTEpHaNIOB IO 3alpocy Mpu
MPOBEJICHUH SKCIIEPTU3bI B YCTAHOBIICHHBIE CPOKH;

3) BpeMs OATOTOBKH M MPOBEJACHUS MHCIICKIIUU MEAUITUHCKOTO U3IEIHS;
4) cornacoBaHUE 3asBUTEJIEM UTOTOBBIX JOKYMEHTOB;
5) opraHu3zainus 1 nNpoBeAeHNue IKCIEPTHOTO COBETA.

I'naBa 7. Ilopsnok o6kaoBaHU peNICHWH, AeicTBUiA (6e3eiicTBIA) rocy1apCTBEHHOK
9KCIIEPTHOH OpPTaHW3aHH U (WIH) ee JOJDKHOCTHEIX JIMII II0 BOIIPOCaM OKa3aHHA
TOCYJapCTBEHHBIX YCIyT

Cnocka. [IpaBuiia 1OnONTHEHBI I71aBOM 7 B COOTBETCTBUHU C NMPUKA30M HU.0. MuHHCTpa
3apaBooxpanenust PK ot 20.12.2021 Ne KP JICM-131 (BBoguTcsi B I€MCTBUE CO JIHS €TO
MepBOro O(PUIIMATBEHOTIO OMYyOJIMKOBAHMUS).

55. XKanobGa Ha pemienue, nercTBus (0e3AEHCTBUSA) rOCYJapCTBEHHOM JKCIIEPTHOMN
OpraHu3ally MO0 BOMPOCAM OKa3aHHS rOCYJAapCTBEHHBIX YCIYT MOXKET ObITh MOJaHa HA UMsI
PYKOBOIUTEIIS TOCYIAPCTBEHHOM AKCIIEPTHOM OpraHu3alvy, B YIIOJHOMOYEHHBIN OPraH IO



OLICHKE M KOHTPOJIO 32 Ka4€CTBOM OKAa3aHHs I'OCYJAPCTBEHHBIX YCIYT B COOTBETCTBUU C
3akoHo aTenbcTBOM PecnyOnuku Kazaxcran.

B cnydae moctymieHus sxano0Obl B cOOTBeTCTBUH ¢ MyHKTOM 4 ctathu 91 AIIIIK PK
roCyJapCTBEHHOM 3KCIEPTHON OpraHu3alleil HampaBlisieTCsl B OpraH, pacCMaTpUBarOUIU
xanoby B TedeHue 3 (Tpex) paboumx naHeH co AHA ee mnocTymieHus. JKamoba
rocyJapCTBEHHOM SKCIEPTHON OpraHu3alieil He HAMpaBIseTCsl B OPTaH, pacCMaTpPUBAIOIINNA
*anolOy B ciyyae MNPUHATUSA OJAaronpHsITHOTO AaKTa, COBEPILIECHHUS AJMUHHUCTPATHBHOIO
JEeMCTBUSI, OJHOCTHIO YIOBIETBOPSAIOLINE TPEOOBAHNUS, yKa3aHHBIE B Kallo0e.

56. KanoOa 3agBuTENs B COOTBETCTBUM C IIYHKTOM 2 CTaTbd 25 3aKOHA MOJJIEKUT
PacCMOTPEHUIO:

roCyJIapCTBEHHOM DKCIIEPTHON OpraHu3alieil, - B TeueHue 5 (msaTu) padbouux AHEH co aHS
€€ PErucCTpaLNH;
YIIOJHOMOYEHHBIM OPTraHOM IO OIEHKE M KOHTPOJIO 3a KaueCTBOM OKa3aHUSs
roCyJapCTBEHHBIX YCIYT - B TeueHue 15 (matHaguaTi) pabounx JHER Co THA €€ perucTpauuu

57. Cpok paccMOTpeHHUs KaJloObl TOCYIapCTBEHHOM IKCIEPTHOM OpraHu3aiuei,
YIIOJIHOMOYEHHBIM OPraHOM II0 OLIEHKE M KOHTPOJI0 3a KauyeCTBOM OKa3aHUs
rOCYJIapCTBEHHBIX YCIYT B COOTBETCTBUU C MyHKTOM 4 cTaThbu 25 3akoHa MpOJIJIeBacTCs He
oosee yeM Ha 10 (ecsaTh) pabodyuX JTHEH B CIydasx HEOOXOIUMOCTH:

1) mpoBeaeHus JOTMOIHUTENBHOTO U3YUYEHUSI MIIU IPOBEPKU 10 Kajio0e JIM00 IPOBEPKH C
BBIE3/IOM Ha MECTO;

2) noyty4eHus AOMOJIHUTENbHON NHGOPMALIUH.

B ciyuae npojjieHust cpoka pacCMOTPEHHUSI Kalo0bl JOJKHOCTHOE JIUIIO, HAJICTICHHOE
MOJITHOMOYHUSIMHA TI0O PACCMOTPEHHMIO kKajo0, B TedeHue 3 (Tpex) pabouux JHEH C MOMEHTa
MPOJICHUSI CPOKA PACCMOTPEHUS KajoObl cOOOIIaeT B MUCbMeHHOU (popme (rpu mojaye
XKano0bl Ha OyMa)XKHOM HOCHTENE) WJIM JJIEKTpOHHOU (opme (mpu mojaye xKajaoObl B
AJIEKTPOHHOM BHJI€) 3asBUTEIIIO, MOJIABIIEMY Kajlo0y, O MPOJJICHUU CPOKa PaCCMOTPEHUS
KAIOOBI C YKa3aHUEM MPUYUH TIPOJICHHUS.

58. Ecnu uHoe He mpeaycMoTpeHo 3akoHaMu PecniyOnuku Kaszaxcran, o6kanoBaHue B
CyJe AOMyCKaeTcsl Mmociyie 00XKaloBaHUS B aJMUHUCTPATUBHOM (IOCYACOHOM) MOPSIIKE B
cooTBeTcTBUM ¢ TyHKTOM 5 ctathu 91 AIIIIK PK.

IIpunoxenue 1
K IpaBHJIaM IPOBEACHUS
OKCIICPTU3BI MCIAUITUHCKOTO U3ACTINA

dopma
3asBieHNe Ha MPOBEACHAE SKCIIEPTH3HI MEAUIIMHCKOTO M3/Ieisa*

CHocka. [Ipunoxenue 1 - B pegakuuu npukaza u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOAUTCS B ASWUCTBHE CO JHS €ro MEpPBOTO ODHUIIMATBLHOTO
OonyOJIMKOBaHUsI); C U3MEHEHUSIMU, BHECEHHBIMM TTpUKa3oM MunHuctpa 3apaBooxpanenus: PK



oT 14.04.2023 Ne 70 (BBoAUTCA B IEUCTBUE 110 UCTEUYECHUH JECATH KaJICHIAPHBIX THEH 1ocie
JTHSI €r0 MePBOro OpUIIUATIEHOTO OIMyOIMKOBAHUS).
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14. Kon
15. BankoBckuil naeHTH(UKAITOHHBIN KO

3asBUTEIIb:

lapaHTHpYIO: JOCTOBEPHOCTh WHGOPMAIUHU, AJICKBATHOCTh IIEPEBOJOB METOJIUK KOHTPOJSA KauecTBa,
9KCIUTYaTallMOHHOTO JOKYMEHTa, MHCTPYKUUU MO MEIUIUHCKOMY NPUMEHEHHIO MEAMIIMHCKOTO M3JEIHs ,
TIpeICTaBIICHAE 10 Hadalia JJa0OPaTOPHBIX HCIBITAHUHA 00Pa3II0B METUIIMHCKOTO H3/ICIHS, CTAHAAPTHEIC 00pa3IIbl
B KOJIMYECTBAX, OCTATOYHBIX JJISI TPEXKPATHOTO aHANN3a, CIICHI(HYSCKUE PEareHThl, paCXOAHbIC MaTepHAaIbL,
TIPUMEHsIEMbIE TIPH TPOBEICHUN UCTIHITAHNH (B HCKITIOUUTENBHBIX CITydasxX U Ha YCIOBHAX BO3BpATa), a TAKKE UX

COOTBETCTBHE JOKYMEHTaM 10 KaUeCTBY, MIPEICTABICHHBIM Ha IKCIIEPTH3Y.
O043yI0Ch OCYIIECTBIISATh IIOCTAaBKY MEIUIMHCKOrO m3zenust B Pecrmy6muky KasaxcraH, cooTBeTcTByMOLIHE

TpeOOBaHMUM, yKa3aHHBIM B PETHCTPAIIMOHHOM J0ChE, H COMPOBOXKIATH MEJUIIMHCKOE U3/IeTIHe UHCTPYKIIMEH 10
MEJUIUHCKOMY TPUMEHEHHUI0 (PYKOBOJCTBOM) IO SKCIUTyaTallMd Ha Ka3aXCKOM M PYCCKOM SI3BIKax, C

COOJTI0/IEHHEM JTIOCTOBEPHOCTH M Ay TEHTHYHOCTH TIEPEBOJIOB.

lapantupylo coxpaHeHne O€30IacHOCTH M KayecTBa MEIUIIMHCKOTO H3JeNIHS B TEUEHHWE BCETO CpPOKa

HCTIOJIB30BAHUS, TIPH COOTIOICHNH YCIIOBHI TPAHCIIOPTHPOBAHUS U XPaHEHHSI B COOTBETCTBHHU C TPEOOBAHUSIMHU
3aBOJIA-TIPOM3BOANTEIIS.

O06s3y10ch coobmaTh 000 BceX M3MEHEHUSIX B PETHCTPALMOHHOE JI0ChE, a TAKXKE IMPEICTABIATH 3asBICHHE 1
MaTepHajbl IPH OOHAPYKCHUN MOOOYHBIX BO3ACHCTBHN IPH NMPHUMEHEHWH MEIUIMHCKOTO H3/ENHs, paHee He
YKa3aHHBIX B MHCTPYKIHMM 110 MEJUIMHCKOMY HPUMEHEHUIO MEIWIMHCKOTO HU3ACHHs (PYKOBOJCTBE) IO

SKCIUTyaTallui MEIUIUHCKOTO U3eTTHsI.

Jara

®.1.0. (npu ero HAIMIHN)
3asgBureins
Iloamnuck

[Ipumeuanue:

* JlanHast popma 3asBICHUS MPEIOCTABISAETCS TAKXKe IMPHU MEePEeperucTpaluy U mpu
M3MEHEHUSIX, BHOCUMBIX B PETUCTPALIMOHHOE IOChE MEAUIIMHCKOTO U3/IENIUsI B COOTBETCTBUU
C TOPSAKOM YCTAaHOBJICHHBIM TpuUKa3zoM MuHuCTpa 31paBooxpaHeHus PecnyOnuku
Kazaxctan ot 9 ¢espans 2021 roga Ne KP JCM-16 "OO yTBepKI€HUU MpaBUII
roCyJapCTBEHHON pEerucTpauuu, MNEPEPErucTpauu JEKapCTBEHHOTO CpEICTBAa UJHU
MEJIUIIMHCKOTO M3JIeNMsl, BHECEHUs] U3MEHEHUN B PETUCTPALIMOHHOE JI0ChE JIEKApCTBEHHOTO
CpeACTBa WM MEIUIMHCKOTOo u3nenus" (3apeructpupoBaH B PeecTpe rocyaapcTBEHHOM
perucTpalii HOPMAaTHUBHBIX NpaBOBBIX akToB mox Ne 22175) (manee — IlpaBuna
roCyJapCTBEHHON perucTpanuu, MNEpPeperucTpauu JEKapCTBEHHOTO CpEJICTBAa UJHU
MEIUIMHCKOTO U3/eNINsl, BHECEHUSI U3MEHEHHUI B PETUCTPAIIMOHHOE JOChE JIEKAPCTBEHHOTO
CPEIICTBA U MEAUIIMHCKOTO U3IEIHS).

Crpana BBoauTcs no eaquHomy kinaccuduraropy 'K PK UCO 3166

HanmeHoBaHUE HA aHTTIUHUCKOM SI3bIKE 00SI13aTENbHO ISl 3apyOSKHBIX MPEATPUATUN

** Mpu HAJTMYMK HECKOJIBKUX MOoJiesen (MoauduKaIuii) JaHHbIE 3aMOJIHIIOTCS OTICIBHOM
CTPOKOM Ha KXy MOJIeb (MOAUDHUKAIUIO)

*AX 3aMOTHAETCS IPU HATUYUH.
[Ipunoxenue 2 x npaBUIaM
TIPOBECHUS SKCIIEPTH3EI
MEIUIIMHCKOTO U3JEIHS

ITepedeHb JOKyMEHTOB PETHCTPAIMOHHOTO JOCKE LA SKCIIEPTH3EI MEIUIUHCKOTO U3AeIHA*
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* Tlpu yCKOpPEHHOM 3KCIEpTHU3€ MEAMIMHCKOTO M3Jeius B paMKax IepeperucTpauuu
MPEACTABIIAIOTCSA JOKYMEHTBI, IPEAYCMOTPEHHbIC MyHKTaMu 4 1 14 nepeynsi.
** Ipu HATMYMKM HECKOJBKUX Mojened (MoauduKaiuil) JaHHbIE 3aMOIHIIOTCS OTIEIbHON
CTPOKOM Ha KKIYI0 MOJIeTh (MOIU(DUKAIUIO)
&% 3aMoMHAETCS MPU HATMYUU
*RAXR Ccllyyae yKazaHUsI B UUCIE KOMIUICKTYIOIIMX K MEIUIIMHCKON TEXHHKE HECKOJIbKHX
MPOU3BOJUTENEH, MPEIOCTABISIETCS MUCHMO OCHOBHOTO TIPOM3BOJIUTENSI O JOMYCKE
KOMIUIEKTYIOIIUX B 4YacTH (PYHKIMOHAJBbHOM COBMECTHUMOCTH, 3(P()EKTUBHOCTH U

0€30MacHOCTH MPHU UCTIOJIB30BAHUH JIAHHOTO 000PY/I0BaHUS

[punoxenne 3
K TIpaBUJIaM TIPOBEIECHHS SKCIIEPTH3bI
MEIUIIMHCKOTO U3eIHS

dopma
YCJIOBI/I’I, IPpEABABIIIEMEIC K 06pa3naM MCIUITNHCKOI'O U3OCIINA 1A na60paTopHHx HMCIIEITAHAN

1. 3asBUTENL 10 OAYM 3asIBIICHUSI HA SKCIIEPTU3Y MPEIOCTABIISIET pacueT KOJIUYECTBa
00pa3loB OT MPOU3BOAMUTENA, HEOOXOIUMBIX JJIS POBEACHHSI TPEXKPATHOIO aHaIU3a Mpu
71a00paTOPHBIX UCIIBITAHUSX.



2. KonmndecTBO 00pa3moB MEAUIIMHCKOTO U3JICIIHS, MPEIOCTABISIEMBIX I TTPOBEICHUS
71a00paTOPHBIX UCIIBITAHUHN, OTIPEIEIISIETCS COTJIACHO TPEOOBAHUSIM JOKYMEHTOB 110 Ka4eCTRY,
Ha COOTBETCTBHE KOTOPBHIM IUIAHUPYETCS MPOBEJACHHE MCIBITAHUM M 3aBUCHUT OT
O0COOCHHOCTEW METOJIMKHU WCTIBITAHUM, YKa3aHHBIX B JOKYMEHTE 10 Ka4eCTBY ITPOU3BOIUTEIIS.

3. KonnuecTBo mpenocraBisieMblx 00pa3IloB MO COCTaBy OTPaX)aeT BCIO COBOKYIHOCTD
3asBJICHHOW MPOJYKIIUH, C YUETOM Pa3jInuus CBOMCTB OTJEJIBbHBIX THUIIOB (MOJECNEH) Takon
COBOKYITHOCTH.

4. Jlna 3asBiSiEMBbIX U3JEIHUM, OTHOCSAIIMXCA K OJIHOMY TUIIOPa3MEPHOMY Py, U
COOTBETCTBYIOIIUX TPEeOOBAaHUSAM OOIIEro JOKYMEHTAa IO KadyeCTBY, MPEIOCTABISIOTCS
TUIIOBBIE 00Pa3Iilbl ¢ 000CHOBAHUEM MPOU3BOIUTEIS.

5. Ilpu OTIIMYMU OTAENBHBIX BUJOB 3asBJIE€HHOTO MEIUIIMHCKOTO M3IEIUS TOJIBKO IO
IIBETOBOM raMMme, JIOCTaTOYHO MPEIOCTaBICHUE 00Pa3IOB OTHON IIBETOBOM TaMMBI.

6. O0Opa3Ipl MEAUITMHCKOTO U3JIeUS MOCTIe IPOBEACHUS UCTIBITAHUN HE BO3BPAIIAIOTCS.

[Tpunoxenne 4 kK mpaBUIaM
MPOBEACHHUS KCIIEPTU3HI
MEIUIIUHCKOTO U3

IlepegeHbh OCHOBHBIX TpeOOBaHMIA K OKa3aHHUIO rOCYJapCTBEHHOH YCIIyTH
"Briaua 3aKI09eHHA 0 6€30IaCHOCTH, KauecTBe H 3(GEKTHBHOCTH JIEKAPCTBCHHBIX CPEACTB B
MEIUITMHCKUX U37eImii"

Caocka. IIpunoxenue 4 - B peaakiuu npukaza MuHuctpa 3apaBooxpanenus PK ot
14.04.2023 Ne 70 (BBOAUTCS B IEUCTBUE 110 UCTEUEHUHU JICCATH KaJC€HIAPHBIX THEH mocie JHs
€ro MepBOro OPUIMHaILHOIO OMYOJUKOBAHUSA).

PecnyOnnkaHckoe rocyapcTBEHHOE
NpeAnpusiTHE  Ha  IpaBe
XO03SIICTBEHHOTO BEJICHUS
HaunoHanbHbI LHEHTP IKCHEPTU3BI
JI€KapCTBEHHBIX CpencTB,

1 HanmMeHoBanue ycinyrogareis MeaunuHckux u3nenuit" Komurera
MEJIUIUHCKOTO "
(hapmManeBTHYECKOr0  KOHTPOJIS
MunHCTEpCTBa 3APaBOOXPAHCHUS
Peciyonmukn Kaszaxcran (mamee —
YCITyro/1aTelh)

1) ycayrogarens;
Crioco0st NpenoCcTaBlIeHUs 2) 2) BeO-noprtan "3IeKTPOHHOTO
roCyJapCTBEHHOH yCITyTH npaButenbcTBa'  www.egov.kz  (
Jlajee — IopTa).

®dusnueckre U I0pUANIECKHe Jrna (
3 CBenenns 00 yCIIyTororydaTene
Jlasiee — yCIyTromnoIy4aTesib)

JUISL JIEKapCTBEHHBIX CPEJICTB!
IIPU TOCYNAPCTBEHHON PerncTpanuu
— "e Oonee 210 (AByXcoT mecsaTn)
KaJIEHAApHbIX  IHEH; 1pu

TOCYJapCTBEHHOI MepeperucTpanuu



Cpox OKa3aHHUs TOCYAapCTBEHHOI
yCIyTH

— He Oomee 120 (cta mBaamarw)
KaJICHIAPHBIX JTHEH;

MpH BHECCHUH W3MCHCHUU B
perucTpalMoHHoe Aochke Thna IA,
tuna Ib u tuna II ¢ npoBeneHnem
Nab0paTOPHBIX HCHIBITAHWN — HE
6o1ee 90 (neBsHOCTA) KaJICHIAPHBIX
JTHEH;

NMpH BHECCHUH U3MCHCHUU B
perucTpaloHHoe Jochke Tuna IA,
tuna Ib u tuma II 6e3 mpoBeneHus
mabOpaTOPHBIX HCIBITAaHUN — HE
6omee 60  (mectumecsTH)
KaJICHIAPHBIX JTHEH;

Ha TIIpOBEIEHUE YCKOPEHHOH
9KCIEPTU3bl  JIEKAPCTBEHHOI'O
cpeactBa — He Oomee 70 (

CEeMH/JIECITH) KaJICHIApHBIX JHEH.
JKCHEePTU3a JTEKAPCTBEHHBIX CPEJICTB
, YYacTBYIOIIMX B MpoLeIype
COBMECTHOWH mpeKkBanu(UKauu
BO3 — ne 6Gonee 90 (meBsaHOCTO)
KaJICHIAPHBIX JTHEH;

1A MECAUIIMHCKUX H3Heﬂﬂﬁ:

IIPU TOCYIapCTBEHHON PErHCTpaLyy,
nepeperucTpauum kiacca 1 u kiacca
2a, TpeOyoOmUX IPOBEACHUS
ma00paTOPHBIX HCIBITAHUH — HE
6oxee 90 (meBsiHOCTA) KaICHAAPHBIX
THEH;

MPU TOCY/IAPCTBEHHON PErucTpaln,
nepepeructpanun kmacca 20 (c
MOBBIIIEHHONW CTENEeHBbI0 PUCKA) U
kiacca 3 (c BBICOKOH CTEMEHbBIO
pucka), TpeOYIOUIMX NPOBEIACHUS
nab0paTOPHBIX HUCIBITAHUNA — HE
6oxee 100 (cra) pabounx gHEH;

MPU TOCY/IapPCTBEHHON PErucTparu,
MEPEePEerucTpalul  MEJAUIUHCKOTO
n3nenus, He Tpebylomero
npoBeAeHUsT  J1abopaToOpHBIX
WCTIBITAaHUH HE3aBHCHMO OT KJlacca —
90 (nmeBsiHOCTA)
KaJIeH/IapHBIX JTHEH;

He Ooiee

npu BHCECCHUU H3MCHCHUM B

peructpamuoHHoe jgocke (0Oe3
MpoBeNeHUs  JabopaTOPHBIX
ucmeITaHU) — He Oomee 60 (

MIECTUJIECSTH) KAJICHAPHBIX JHEH;

IIpu BHCECCHUU HU3MCHCHUN B

perucTpanuoHHOe Jocke  (c
IpoBeJeHHEeM  J1abopaTOpHBIX
ucmeiTaHuil) — He Oomee 80 (

BOCBMHJIECATH) KaJICHIAPHBIX THEH;



dopma oka3aHUSA rOCYJApCTBEHHOM
ycIyru

IpHU yCKOPEHHOHM JKCIEepTH3E — HE
6onee 30 (Tpummati) pabounx JAHEH;
MaxkcuManbHO JIOITyCTUMOE BpeMst
OXHUJaHUS OIS CHA4d TaKeTa
JIOKYMEHTOB - 15 MUHYT;
MakcuManbHO JOMYCTUMOE BpeMs
00CITy)KMBaHUS YCITyTOIOITydaTeNs —
30 MHHYT.
YcnoBusi ~ NPUOCTAHOBIIEHUS
okazaHusa yciayru: B
NpOBEJCHUS 9KCIEPTU3HI
JIEKapCTBEHHOTO CpeacTBa,
MEIWIMHCKOTO U3JENUs HE BXOIAT
CPOKH:

1) MpeaoCTaBICHUS
YCITyTOIIOTyqaTeNIeM JOKyMEHTOB U
MaTepHualoB 10 3alpocy Ha JT000M

CPOKH

U3 DTAMOB D3KCIEPTU3Bl U HX
paccMOTpPEHUE yCIyroAaTeNeM;

2) opraHuM3anuu M TPOBEACHUS
(hapMarneBTHUECKOH HWHCIIEKIINH,
MHCIIEKIIMN MEIUIIMHCKOTO M3/IeNNS;
3) opraHM3anMM W TIPOBEIEHUS
DKCIIEPTHOTO COBETA;

4)
yCIIyTONOIy4YaTeneM
JOKyMEHTOB.

coridacoBaHuida
HUTOI'OBBIX

DIeKTpoHHAas (gacTH4HO
aBTOMaTU3UpoBaHHas1) (OyMaxkHas)

J171 TeKapCTBEHHBIX CPENICTB:
Brigaua
0€301acHOCTH,
3¢ (HEeKTHBHOCTH  JICKAPCTBEHHBIX
cpencts mo (¢GopMaM COTIacHO
npunoxkeHusm 14, 15 x Ilpasunam
MPOBECHUS SKCTIEPTH3HI
JIEKapCTBEHHBIX CPEJICTB,
MOTHBHPOBAHHEII OTBET 00 OTKa3e B
OKa3aHHUU I'OCYNapCTBEHHOU YCIyru

3aKJIIOYCHHUA 0
Ka4yCCTBEC n

6o

B Clly4asXx U IO OCHOBAHHUSIM,
OpPEeNyCMOTPEHHBIM IIyHKTOM 10
HaCTOSIIIET0 TIEPeYHs OCHOBHBIX
TpeOOBaHMIA.

®opma BblIaYa pe3yabTaTa
OKa3aHUsI FOCYAapCTBEHHON YCITyTH:
DNeKTpoHHAS

YcaoBue BBIJAYM  pe3yibTaTa
OKa3aHUsI FOCYAapCTBEHHON YCITyTH:
Uepes yciyrogarens

JInst MeTUIIMHCKUX U3IEIHi:
Brinaua
0€30IacHOCTH,
3¢ HEKTUBHOCTH

3aKJII0YCHHU S 0
KadyecTBe U
MEIUIIUHCKHUX



Pesynsrat OKa3zaHUus
TOCYAAapCTBEHHON YCIIyTH

Pazmep ommatel, B3uMaeMou ¢
YCIyronoiydarens HpU OKa3aHUHU

rOCyJapCTBEHHOW yCIyrd, U
crnocoObl ee B3UMaHHS B CIydasXx,
NpesyCMOTPEHHBIX

3aKOHOHATEIBCTBOM PecmyOmmku
Kazaxcran

nu3nenuii mo (GopMaM COTJIacHO
npuwioxeHusm 12, 13 k [IpaBunam
MpOBEACHUS 3KCIIEPTHU3HI

MEIUIIMHCKUX H3JEIHH,
MOTHBHPOBAHHBII OTBET 00 OTKa3e B

160

OKAa3aHHUU I'OCYNapCTBEHHOU YCIyru
B Cly4asXx U IO OCHOBAHHUSIM,
HpPEeNyCMOTPEHHBIM IIyHKTOM 10
HAaCTOSIIETO TIEPEYHs OCHOBHBIX
TpeOOBaHMIA.

®opma Bblaya pe3yabTaTa

OKa3aHUsI FOCYAapCTBEHHON YCITyTH:
OymaxHas. YclIoBue
pesynbpTarta
rOCyAapCTBEHHOU yCIIyTH:

BBIIa4HU
OKa3aHuig

Uepes ycnyronarens

VYcnoBue XpaHeHHUs1 YCIIyrojarenemM
HEBOCTPeOOBaHHBIX B  CPOK
JIOKyMEHTOB:

ITpu He oOpameHuu
YCIIYrOnoJIy4daTessi 3a pe3yIbTaToM
rOCyIapCTBEHHON yCiIyru B
YKa3aHHBIH CpOK, YCIyroxaTeib
obecmeumnBaet XpaHEeHHUE
3aKJII04YeHUs O 0e3011acHOCTH,
kadecTBe U I(P(PEKTUBHOCTH
JEKapCTBEHHBIX  CPEACTB W
MEIUIMHCKAX H3JIENUil B TE€UYEHHE
180 (cta  BOCBMHUJICCATH)
KaJIEHAAPHBIX AHEH

Omnnara, B3UMaemMas c
YCIIYTOMONyYaTeNsi MPH OKa3aHHU
TOCyJapCTBEHHOM
YCTaHABJIMBAETCS B COOTBETCTBHU C
MpEeCKypaHTOM YCIyromaTens,
ycTaHaBJIMBaeMbI i
YIOJIHOMOYEHHBIM OpPTaHOM  II0
COTJIaCOBAHMIO C AaHTUMOHOMOJIbHBIM
OpPTaHOM B COOTBETCTBHU C ITyHKTOM
2 crarpu 239 Kopnekca PecnyOnmku
Kazaxcran "O 3mopoBbe Hapona u
CHCTEME 3IpaBOOXpaHeHUs" U
OCYIICCTBIIACTCS B OC3HATMYHON
dbopMe Ha pacyeTHBI cUeT
yCIryromaTens

yCIyTH,

1) ycnyromarens — ¢ moHeAeIbHUKA
o nATHULY, ¢ 9.00 mo 18-30 gacoB ¢
nepepsiBoM Ha o0ex ¢ 13.00 mo
14.30 yacoB, KpoM€ BBIXOAHBIX U
MPa3HAYHBIX JTHEW cornmacHo Tpyno
BOMy Kouekcy PecnyOnuku
Kazaxctan (mamee — Tpymosoit
KOJIEKC).



I'padux paboTs! yemyromaTens

2) moprana — KpyrJoCyTOYHO, 3a
UCKIIOYCHHEM  TEXHHYECKHX
NIEPEPHIBOB B CBS3H C NMPOBEICHHEM
PEMOHTHEIX pabdoT (pu oOpameHnn
YCIAyTOMmoayvaTens nocie
OKOHYaHHUsl pabodero BpeMEeHH, B
BBIXOJHBIE W TPa3IHUYHBIC THH
corimacHo TpyJZoBOMYy KOJAEKCY
npueM 3asBICHHS M BbIJAYa
pe3ynbpTara OKa3aHMs
rocyJapcTBeHHOMU yCIyTH
OCYUIECTBJIACTCS  CJIEAYIOUINM
padouuM JTHEM).

3) VYcunoBue o0OcmyXUBaHUS
yCIIyrosaTeseM:
l'ocynapcTBeHHas yciyra
OKa3bIBAaCTCSI B IOPSIIKE OYEpelH,
0e3 mpenBapuUTENBHON 3amucH, 0e3
YCKOPEHHOT'0 00CITyKHBaHUSL.
Anpeca MeCT OKa3aHHUs
rocy1apCTBEHHOMU yciIyru
pa3MelieHbl Ha:

1) uHTEpHET-pECypCce yCIyroaaTens
- www.ndda. kz;

2) nopraie www.egov.kz

K YCIIyroJaTelo:
1) 3asBIEHHME Ha MpPOBEJICHHE
9KCIIEPTU3Bl  JE€KAPCTBEHHOTO
cpenctBa mo (opMe COTIacCHO
npunoxenno 1 x IlpaBunam
MpOBEACHUA OKCIICPTHU3BI
JIEKapCTBEHHBIX CPEJICTB, 3asIBIICHUE
Ha TIPOBEJEHUE OJKCIEPTHU3HI
MEIMLIHUHCKOTO U3JIeNnus Ha
3JIEKTPOHHOM HocuTene mo dopme
COlJIACHO MNpUJIOXKEeHUI0 1 K
ITpaBuiam npoBeneHNs SKCIEPTU3b
MEIUIUHCKUX U3JICIIHI;

2) perucTpaldoOHHOE JOChE
JIEKapCTBEHHOT O CpeAacTBa,
cozepkamiee Marepuansl U
JOKYMEHTBI 10 (pOpMeE COTIJIaCHO
npunoxenuto 2 k [IpaBmiam
MpOBEACHUS 3KCIEPTHU3HI
JIEKapCTBCHHBIX CpCACTB JId
npousBojguTened  PecnyOnuku
Kasaxcran wiu B ¢popmare OO0riero
TEXHHYECKOTO JOKYMEHTa 110 GopMme
COTJIACHO NPWIOXKEHHI0 3 K
ITpaBuam npoBeneHHUS SKCIIEPTU3HI
JI€KapCTBEHHBIX CpencTB,
perucTpanuoHHOe JI0Che
MEIULUHUHCKOTO U3JIenus Ha



IlepedeHb TOKYMEHTOB U CBEICHHUIA,
HCTPEOYEMBIX Y yCIYTOMmoIyJaTels
JUISL OKa3aHUs TOCYIapCTBEHHOW
yCITyTH

3IEKTPOHHOM HOCHTEIE,
conepikamiee Marepuaibl U
TOKyMEHTHI 10 (OopMe COTIACHO
npunoxenno 2 k [IpaBunam
MpOBEACHUA OKCIICPTHU3BI
MEIUIMHCKUX U3JICIIHI;

3) 00OpasIibl IeKapCTBEHHBIX CPENICTB
, MEIWIMHCKUX Wu3Aenauii (3a
HUCKJIIOYCHUEM  MEIHUIMHCKHUX
W3JENUH, SBIIOMNXCS alllapaTaMH,
npubopamu, 00OpyIOBaHHEM),
CTaHJIapTHBIE 00Pa3Ibl XUMUYECKUX
BEIIECTB, CTAaHIApTHBIE 00pa3LbI
OHOJIOTHYECKUX
TECT-IITaMMbl MHUKPOOPTaHH3MOB,

mpenaparos,

KYJIBTYp KJIETOK, CHenn(UIecKux
peareHTOB, PACXOIHBIX MATEPHAJIOB,

HEOOXOAUMBIX TS
BOCIPOU3BOIMMOCTH  METOIUK
na00paTOPHBIX HCIBITAHUN B

KOJMYECTBAX, JOCTATOYHBIX IS
TPEXKPATHBIX  J1aDOPaTOPHBIX
UCTIBITAHUH C OCTATOYHBIM CPOKOM
TOAHOCTH He MeHee 9 (JeBATH)
MecsLeB (3a UCKITIOUYEHHEM CITy4aeB,
HEe TpeOyIomuX MpOoBEACHUS
J1a00pATOPHBIX UCTIBLITAHUH);

4)
MOITBEPIKAAIONIETO
YCIIyTOIoIy9aTesieM CyMMBI IS

MMPOBCACHUA IKCIICPTUSBI.

KOITHKO AOKYyMEHTaA,

omjary

HA TTOpPTAaIL:
1) 3asBIEHUE B JIEKTPOHHOM BHUJIE
MpPOBENCHUE JKCICPTU3HI
JIEKapCTBEHHOTO CpeacTBa o (opme
COTJIACHO TMpPHUJIOXKEHUI0 | K
[IpaBuiiam mpoBeAeHUs SKCIEPTUIBI
JIEKapCTBEHHBIX CPEJCTB, Ha
NpOBEJEeHUE 9KCIIEPTHU3HI
MEIWIUHCKOTO U3IEeNHs 10 Qopme
COrJIACHO MNpUJIOXKEeHUI0 1 K
[IpaBunam mpoBeaeHHUS SKCIIEPTUREI

Ha

MEIUIUTHCKUX U3JICIIHI;
2)
PETUCTPAIMOHHOTO JIOChe

JIEKapCTBEHHOTO CpenacTBa,

cojlepxallee Marepuaidbl U
JMOKyMEHTBI 10 (OopMe COTIACHO
npunoxenno 2 k [IpaBunam

QJICKTPOHHYIO KOIINIO

MpOBEACHUS 3KCHEPTHU3bI
JIEKapCTBCHHBIX CpeACTB JId
npousBoguTened  PecnyOnuku

Kazaxcran unu B popmare OOmiero
TEXHUYECKOTO JTOKyMEHTa 10 (opMme



COTJIaCHO HPUIIOKCHUIO 3 x
HpaBI/IHaM MMPOBCACHUS IKCIICPTUS3BI

JI€KapCTBEHHBIX CpencTB,
3JIEKTPOHHYIO KOIHIO
PEeruCTPalHOHHOTO J0Che

MEIUIUHCKOTO W3JENHsl COIJIACHO
npunoxenuto 2 kx IlpaBunam
HpOBEIECHUS JKCTIEPTHU3BI
MEIUIMHCKUX U3EIHH;

3) o0OpasIisl JIEeKapCTBEHHBIX CPEJICTB
, MEIULOWHCKUX  H3JEIHH,

CTaHJApTHHIC 00pasimsl,
cneuuduUecKue  peareHTHI,
pacxoHbIC MaTepHasl,
HeOoOXOaMMBIE g8t

BOCIIPOW3BOJUMOCTH  METOJIUK
nabopaTOPHBIX  HCIBITAHUH,
3asBUTENH IpenocTaBuseT B LlenTp
o0cnmyxuBaHUs 3assBUTENEH (nanee —
HO3) ycnyrogatens B KOJHMYECTBAX,
JIOCTAaTOYHBIX JUIS TPEXKPATHBIX
HCIBITAHUHA C OCTATOYHBIM CPOKOM
TONHOCTH He MeHee 9 (nmeBaTm)
MecsIIeB (3a UCKIIOYEHUEM CITydacs,
He TpeOyHoUmux MpPOBEACHUS
J1a00pATOPHBIX UCTIBITAHUH);

4) BNEKTPOHHYIO KOIHUIO JOKYMEHTA,
MOJATBEPKAAIONIET0  OIJAaTy
YCIIYTOIoJIyYaTesieM CyMMBI IS
MPOBEACHUS dKCTIepTH3bl. CBEACHUS
0 IOKYMEHTE, YIOCTOBEPSIOIIEM
JUIHOCTH, JHOO0 BIEKTPOHHBINA
JIOKYMEHT U3 cepBHca IH(POBBIX
JIOKYMEHTOB (ISl UACHTH(UKAIIUH )
0 TOCYIApCTBEHHOW peructpanuu (
MEPEePETUCTPAIIUH) FOPUIHICCKOTO
nuIna, CBHAETENHCTBA O
TOCYJapCTBEHHONW PETHCTpAIlluU
3asABUTEIS B KadecTBe
HHIUBUAYAIbHOTO
MPEIIPUHIMATEIIS, COACPIKAIINECS B
rocyaapCcTBEHHBIX
WH(QOPMAlMOHHEIX  CHCTEMaX,
TOCyapCTBEHHAs]  AKCIEPTHAs
opraHM3amus IOJy4aeT H3
COOTBETCTBYIOIIUX
rocyaapCcTBEHHBIX
HH(GOPMALIMOHHBIX CHCTEM Yepe3
118 010K} "3JI€KTPOHHOTO
MpaBUTENbCTBA".
VYcnyromonydaTens JaeT coriacue
Ha WCHOJL30BaHHE CBEICHHUM,
COCTAaBIIIIONINX  OXPaHIEMYIO
3aKOHOM TaiHy, COJlepKalluxcs B
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OcHoBaHUS IS OTKa3a B OKa3aHUU
rocyJapCTBEHHOU YCIyTH,
YCTaHOBJICHHBIE 3aKOHOIATEIILCTBOM
Pecny6nmku Kazaxcran

MHQOPMAIMOHHBIX CHUCTEMaX, MpHU
OKa3aHUM TOCYNapCTBEHHBIX YCIYT,
€CIM WHOE HE NPEeIyCMOTPEHO
3akoHamu PecrryOnuku Kazaxcran.
[MogTBepkaeHHEeM  TPUHATHS
3asBJICHUS Ha OyMa)>KHOM HOCHTEIE
SABJICTCA OTMETKA Ha €ro KOIIMH O
peructpanuu B LIO3 ycayronatens ¢
yKa3aHHWEeM JaThl ¥ BpEMEHH IIpHUeMa
makKeTa JOKYMCHTOB.

1) ycraHOBNIEHHE HEIOCTOBEPHOCTH
JOKYMCHTOB, NpeACTaBJICHHBIX
YCIIYTONOJIydaTeneM JUlsl TOTyYEeHUs
TrOCYJapCTBEHHON yCIyrH, U (WJIH)
JTAHHBIX (CBEACHUI), COACPIKAIINXCS
B HHX;

2) HECOOTBETCTBHE
ycayromoaydarens W (WIIH)
MMpEACTABJICHHBIX Marepualiosn,
00BEKTOB, JaHHBIX W CBEIEHUII,
HEOOXOMMMBIX IS  OKa3aHHs
rocy/1apcTBEHHOU YCIyTH,
TpeboBaHusM [IpaBun mpoBeneHHs
9KCIEPTU3Bl  JIEKAPCTBEHHBIX
CPEACTB U MEJUIIMHCKUX U3/CIINH;
3) B OTHOIICHUH yCIYTOMOIyYaTems
MMEETCs] BCTYIUBIIEE B 3aKOHHYIO
cuny pemieHue (IPUTOBOpP) cyAa O
3alpeneHny JesITeIbHOCTH HIN
OTJENBHBIX BHJIOB JEATEIBHOCTH,
TpeOyruIux MOJYYCHUS
OIPENENIEHHON TIoCyIapCTBEHHOMN
YCIIYTH;

4) B OTHOLIEHUH yCIYTONOTyYaTels
MMEETCs] BCTYIUBIIEE B 3aKOHHYIO
CHITy pellleHHe CyJla, Ha OCHOBaHHUHU
KOTOPOT'0 YCIYrOHOJIy4YaTeib JIUICH
CHEIHATBLHOTO TPaBa, CBA3aHHOTO C
MOJy4YeHHEM TOCYAapCTBEHHOMN
YCIIYTH.

Ycnyromony4areiab 3aKIOYaeT C
ycumyromaTeiaeM — JOTOBOp Ha
MpOBEJEHUE OIKCHEPTU3BI |
MPOM3BOJUT OILIATY B COOTBETCTBUH
C TpPeHCKypaHTOM YCIyrogaTens,
ycTaHaBHI/IBaCMBIM
YIOJIHOMOYEHHBIM OpPraHOM  II0
COIIACOBAHUIO C AHTUMOHOIIOJILHBIM
OpPraHoM B COOTBETCTBHU C IIYHKTOM
2 crateu 239 Konmekca.
[MonHOMOYHMST  MPEACTABUTEINS
ycayronoiydatesst ohOopMIISIOTCS B
COOTBETCTBHH C TpPakIaHCKUM



3aKOHOJATeNbCTBOM PecryOnukn
Kasaxcran.

Jns monydeHus rocyaapcTBEHHON
YCIYTH 4Yepe3 MopTail HEOOXOIUMO
Hanuuue DITI.

Ycayromomydarenb — MOJydaeT
MH()OPMAIIHIO O MOPSAKE U CTaTyce
OKa3aHMsI FOCYJapCTBEHHOHN YCIyru
B peXHMe YNaJeHHOro A0CTyna
MOCPEACTBOM "JIMYHOTO KabuHeTa"
NHOOPMAIIMOHHOW  CHCTEMBI
yciyrozjaTens, a TakXe eIWHOTI0
KOHTAaKT-IIEHTpa II0 BONPOCAM
OKa3aHMs FOCYJapCTBEHHBIX YCIYT.

WNuple TpebOoBaHUSA C yYCTOM
11 0co0eHHOCTENR OKa3zaHuA
rOCyAapCTBEHHOM yCIIyTH

Ycemyroparens mpu HEOOXOIUMOCTH
3ampaiyBaeT y yCIyronoixydaremst
pa3bsCHEHUS] WIH YTOYHEHHUS IO
KOHKPETHBIM  TOJIOXKCHHUSIM B
MPEIOCTABICHHBIX JTOKYMEHTaX H
MaTepualiaXx PEerucTPAIlHOHHOTO
JIOChE.

Ilepenrcka oCyIIECTBIISIETCS ITyTEM
dbopMupoOBaHUA  IIEKTPOHHOTO
JIOKyMEHTa uepe3 HHHOPMALMOHHYIO
CUCTEMY YCIyrojaTtens WIH Ha
OymakHBIX HOcuTessix uepes 1103
yCITyromaTes.

EnuHbpii  KOHTAaKT-UEHTP 1O
BOIIpOCaM OKa3aHHA
rocynapcTBEHHBIX ycuyr: 1414

IIpunoxenue 5
K IIpaBHJIaM IPOBEACHH
9KCTIEPTU3BI MEJUIIUHCKOTO U3/ENNS

¢dbopma
Orger Ha9aIBbHOM SKCIICPTHU3BI MCIUITUHCKOI'O U3OCIIHs, MIPECACTABICHHBIX Ha DKCIICPTH3Y

CHocka. [Ipunoxenue 5 - B pegakuuu npukasza u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B IEMCTBHE CO JHS €r0 MEPBOro O(UIIMATBHOTO
onyOJIMKOBaHUs); C U3BMEHEHUSAMH, BHECEHHBIMU MTpuKa3oM MunHuctpa 3npaBooxpaneHusi PK
oT 14.04.2023 Ne 70 (BBoAUTCA B JIEUCTBUE 110 UCTEYEHUM JECATH KaJCHAPHBIX THEH mocie
JTHSL €0 MEePBOro O(PUIUATILHOTO OMYOIMKOBAHUS).

IIpoBenena HavasbHAasE HKCIEPTU3A MEIUIMHCKOTO W3NS, IPEIOCTaBIEHHOIO Ha
AKCIIEPTU3Y
1. @.1.0. (11pu ero HAIMYUK) SKCIEPTA
2. Ne 3agBKU 1 1aTa

Jlata mocTymieHus] TOKYMEHTOB Ha
HaYaJIbHYIO 3KCIEPTU3Y



4, TOpFOBOC HAaMMCHOBAHUC
MEIUIMHCKOT'O U3ACIINA

5. Ha3znaueHnne MeUIIMHCKOTO U3/1CIHS
6. OO6nacTp NpUMEHEeHHUS
7 Krnacc B 3aBHCHMOCTH OT CTENEHU
’ MOTEHIUATILHOTO PUCKA IPUMEHEHHS
8. 3asBUTEND
JlaHHBIE O IPOU3BOIUTEE:
Tun opranuzanuu
HanmenoBaHue o
Ne UJIH  y4acToOK Crpana IOpunuueckuit anpec
OpraHu3aIu
IIPOHU3BOJICTBA
1. IIpousBonurens
) IIponsBoacTeeHHast
’ [JIOLIAAKA
YI0IHOMOYEHHBIN
3 NpeJCcTaBUTENb
TIPOM3BOUTEIIS
4 YmakoBumk (mpu
’ HEOOXOMMOCTH)
VYnonHoMo4eHHOE
TUI0 mo
MOHHUTOPHUHTY
HeOIaronmpUsITHBIX
5 COOBITH (
WHIMJIEHTOB) Ha
TEPPUTOPHUH
Pecny6nuku
Kasaxcran

1. HavanbHast sKcmepTr3a MO OIEHKE MOJHOTHI, KOMIUIEKTHOCTH M COOTBETCTBUSA
JOKYMEHTOB PETUCTPAIMOHHOTO J10Ch€, MPEICTABICHHBIX 3asBUTEIIEM B PErUCTPALIMOHHOM
J0Che, TPEOOBAHMSIM JICUCTBYIOIIETO 3aKOHOIATELCTBA
(YKa3bpIBaIOTCA 3aMe4aHUs MO HEKOMIUIEKTHOCTU JO0ChE W HEMPaBWJIHLHOCTH O(OopMIICHUS
JIOKYMEHTOB).

. Peructpanus B cTpane-npou3Boutesne (M3roToBUTENE) U APYTUX CTPAHAX:

Ne  nmoxymeHTa,
Ne Crpana yaocTtoBepsmomero  Jlata Beinaun
pETUCTPAIHIO

[Ipumeuanue
JKcmepra

3. CooTBEeTCTBHE KJIacca MEIULMHCKOIO HM3JEIUsS B 3aBUCHUMOCTH OT CTENEHU
NOTEHUUAJIBHOTO pHUCKAa NPUMEHEHHS, YKAa3aHHOTO B 3asBICHMM U JOKYMEHTax
PETUCTPALIUOHHOTO JOCHE:

Knacc B HaumenoBanue
Knacc B COOTBETCTBHM C  JOKyMEHTa B
[Ipumeuanue
Ne COOTBETCTBUM C  JOKyMEHTaMH PETUCTPallMOHHOM
JKCIepTa
3asiBIICHHEM PETUCTPAIIIOHHOTO  JI0OChe 00 yKa3aHUH P

J0CBE KJ1acca



4. OneHka HaJIM4MsI MAKETOB YMaKOBKHU, ITUKETOK, CTUKEPOB Ha BCE BHUJIBI YIIAKOBOK
3asIBJISIEMOTO MEIUITUHCKOTO M3CIHS M €T0 MOJAU(PUKAIINA B COOTBETCTBUH C TPEOOBAHUSIMH
3akoHosarenscTBa PecmyOnmuku Kazaxcran B cdepe oOpaieHrs JeKapCTBEHHBIX CPEJCTB U
METUITUHCKHUX U3JICTUH.

5. 3akIiro4YeHue:
OTka3ath B JajbHEHmen sxcrepTu3e (¢ 000CHOBaHUEM)

IIponomxuTh SKCIepTU3y MEAUIIMHCKOTO U3/1ETUs

PykoBoauTeNb CTPYKTYPHOTO MOIpa3IeICHUS

noanuck ®.MN.0 (npu ero HAIMYKM )
DKcnepT

noanuck ®.MN.0 (npu ero HaIMYKH )
JlaTa

IIpunoxenue 6
K TIpaBUJIaM TPOBEICHUS
OKCIIEPTU3BI MEAUIUHCKOTO H3ICIHUS

¢dbopma

OTger HavaIBHOM YKCIICPTH3H H3MEHEHHUH, BHOCHMEIX B PETHCTPAHOHHOE JOCHE MEIUIIMHCKOTO
W3/1eIHs

Caocka. IIpunoxenue 6 - B peakiiuu mprkasa u.0. Munuctpa 3apaBooxpanenusi PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JEUCTBHE CO JHS €r0 MEPBOro O(GUIIMAIBHOTO
onyOJIMKOBaHUs); C U3MEHEHUAMH, BHECEHHBIMU MTpUKa3zoM MunHuctpa 3paBooxpanenusi PK
ot 14.04.2023 Ne 70 (BBOAUTCS B ACHCTBHUE MO UCTEUYCHUHU JICCITU KAJICHIAPHBIX JHEU Mociie
JIHSL €0 MEePBOro OPUIUATIBHOTO OIMYOIMKOBAHUS).

[IpoBenena HayanpHas dKCHEPTU3a MEIULMHCKOTO M3JENHUs MPENOCTABICHHOIO Ha
AKCIIEPTU3Y IPU BHECEHUU U3MEHEHUN B PETUCTPALIUOHHOE 10CHE
1. @®.1.0. (pu ero HAIUYNH) SKCIIEpTa
2. Ne 3agBKY 1 1aTa

Jlata mocTymjeHus! JOKYMEHTOB Ha
HaYaJbHYIO KCIIEPTU3Y

4 Toprosoe HanMeHOBaHHE
’ MEIUIIMHCKOTO U3 IEIHS
5. Hasznauenune MeTUIIMHCKOTO U3AEIIUS
6. Ob6nacTh MpUMEHEHHS
7 Knacc B 3aBUCHMOCTH OT CTEIEHU
’ MOTEHIIMATILHOTO PUCKA IPUMEHEHUS
8. 3asBUTEINH

JlaHHBIE O IPOU3BOIUTEE:



Ne Tun opranusanuun HaumeHnoBanue Crpana IOpuandaeckuii aapec
1201971 Y4acToOK OpraHusalliu
MIPOU3BOJICTBA

1. [IpousBonuTenn

[IpousBoacTBEHHAS
IUIOIIAIKa

Y1noaHoOMOYeHHBIN
HpeJICTaBI/ITeJ'II)
MPOU3BOAUTENS (TIpU
HAJTAYHN)

YmakoBumk (mpu
HE0O0XOIUMOCTH)

YnoaHoMoueHHOE
higzgigel mo
MOHHUTOPHUHTY
HeOIaronmpUsITHBIX

5 COOBITHH (
WHIMJIEHTOB) Ha
TEPPUTOPUU
Pecny6nuku
Kazaxcran

1. HavanpHast skcnepTu3a KOMIUIEKTHOCTH PETMCTPALMOHHOIO JI0ChE€ U MPAaBUIBHOCTH
opopmIIeHUsI TPEICTABICHHBIX JOKYMEHTOB COTJIACHO IIE€PEYHI0 BHJIOB H3MEHEHHI,
BHOCUMBIX B PETHCTPALIMOHHOE JOChE MEIULMHCKOIO H3JAENHUS B NEPUOJ ACHCTBUSA
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS COTVIACHO IpuiioxeHuto 14 k Hactosmum [IpaBuinam (
YKa3bIBaIOTCSl 3aMEYaHUsl N0 HEKOMIUIEKTHOCTH J0Ch€, HEOOXOIUMOCTH MPEJOCTaBICHUS
00pa310B METUIIMHCKOTO U3/IeNIUs U TPaBUIBHOCTH 0(OPMIICHUS TOKYMEHTOB).

2. Perucrparus B cTpaHe-npou3BoauTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:

Ne  nokymeHTa,
Ne Crpana yaocrosepsitouiero  Jlara Beigaun
pErucTpaIuio

I[Ipumeuanue
JKCIepTa

3. CooTBeTrcTBHE Kjacca MEIUIMHCKOTO HW3JeNIUs B 3aBUCUMOCTH OT CTEICHU
MOTEHIMABHOTO pHUCKAa MPUMEHEHMs, YKa3aHHOTO B 3aABJICHUU U JIOKYMEHTax
PETUCTPALIMOHHOTO JTOCKE:

Knacc B HaunmenoBanue
Knacc B COOTBETCTBUM C  JOKYMEHTa B
IIpumeuanue
Ne COOTBETCTBUM C  JOKYMEHTaMu pPErucTpaiuoOHHOM
JKCIIepTa
3asBJICHUECM PEeTHCTPAIIOHHOTO  JIocke 00 yKa3aHWH P
JI0ChE Kjacca

4. O1ieHKa HaJIWYUS MAKETOB YNMAaKOBKH, dTUKETOK, CTUKEPOB Ha BCE BUAbI YIIAKOBOK
3asBJIIEMOT0 MEIUIIMHCKOTO U3/IETUs U €ro MOAU(UKAINil B COOTBETCTBUU C TPEOOBAHUSIMHU
3akoHoAaTeabcTBa PecnyOnuku Kazaxcran B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB U
MEIUIIMHCKUX U3JICITUH.




5. Buabl BHOCUMBIX U3MEHEHHH B COOTBETCTBUU C [Ipunoxxkenuem 14 xk HacTOsSIIUM
IIpaBunam
Penaxuus 1o BHECEHUS] H3MEHEHUS Penaxuus nocsie BHECEHUS] U3MEHEHU I
6. 3aKIIFOUCHHE:
OrTkazath B fajbHemen sxkcrepTuse (¢ 000CHOBaHUEM)

IIponoiKuTh 3KCIEPTU3Y

PykoBosuTeNb CTPYKTYPHOTO TOAPA3ICIICHUS

noanuck O.N.O (ripu ero HaIU4IMN)
OKcnepr

noanuck ®.MN.O (npu ero HaJIMYKH)
JlaTa

IIpunoxenue 7 k npaBuIam
IIPOBEIECHUS DKCIIEPTU3BL
MEAULUHCKOTO U3IEIHUs

ITepedeHs BHIOB H3MEHEHHMIA, BHOCHMEBIX B PETHCTPAIHOHHOE AOCHE MEIUIIMHCKOTO H3CIIAA B
TepHOA ACHCTBHA PETHCTPALHOHHOTO YIOCTOBEPEHUA

Cuocka. IIpunoxenue 7 - B penakuuu npukaza Munuctpa 3apaBooxpanHenus PK ot
14.04.2023 Ne 70 (BBOAUTCS B IEUCTBUE 110 UCTEUEHUHU JISCATH KaJE€HIAPHBIX THEH Mmocie JHs
€ro ePBOro O(PHUIMAIBLHOTO Oy OJTMKOBAHMUS ).

Ilepeuenp  NOKYMEHTOB U
W3menenue YcnoBus (3ameyaHus) MaTepuaioB, HEOOXOIMMBIX IS
BHECEHHSI U3MECHEHHUH

1 2 3

1. JIOKyMEHT, yAOCTOBEPSIOIUN
pEeTHCTpAlUI0  MEIUIIMHCKOTO
W3JIETHNSI B CTpaHe Mpou3BoauTene (
PETUCTPALMOHHOE yIOCTOBEPEHHUE,
UIH HOTapHualbHO
3aCBU/IETEIHCTBOBAHHBIN
Cepruduxar cBo00HOIN npogaku (
FreeSale), mmm Ceprudpukar Ha
9KCUOPT) C  BHECCHHBIMH
U3MEHEHUSIMU C ayTEHTUYHBIM
[IEPEBOJIOM Ha Ka3aXCKUM U PyCCKUH
SI3BIKH.

B COOTBETCTBUHU c
MEXAYHapOJHBIMH  HOpMaMH
3aBEpeHUs] U HOpPMaMH 3aBEpEHUs,
yCTaHOBJIIEHHBIMH B PecmyOnmke
Kazaxcran ¢popmar: PDF

2. JlIoOKyMeHT, MOATBEpP>KAArOIIUN
BHECCHME U3MEHEHUH (C yKa3aHHEeM
JaThl BHECEHHS HM3MEHEHHs) OT
YIIOJIHOMOYECHHOTO OpTaHa CTPaHbl—



1. H3menenue cBeaeHUH O
TPOU3BOIUTENIE TPOU3BOJCTBEHHOMN
IUIOIIAIKE MEIUIIMHCKOIO U3IEIINS

OcHOBHOE YyCIIOBHE - HOBas
JUIEH3Us Ha IPOU3BOACTBO
BbIJaHHAasA YIOOJIHOMOYC€HHBIM

OpraHoM CTpaHbl MPOM3BOIUTENS (
HU3TOTOBUTEIS). Mecto
MPOU3BOJICTBA HE M3MeHWIoCh. Her
U3MEHEHHH B IPOU3BOJCTBEHHOM
mpouecce WM cHenu(UKAIHAX,
BKJIFOYasi METO/IbI UCIIBITAHUSI.

MPOU3BOAUTENS C AyTCHTUIHBIM
MEPEBOZIOM Ha Ka3aXCKUU M PYCCKUA
SI3BIKH, 3aBepseTcs
YIIOJIHOMOYECHHBIM MPEICTABUTENIEM
dbopmar: PDF

3. Kormuu cepTudukaToB Ha CHCTEMY
MEHEPKMEHTA
MPOU3BOJUTENS  MEIUIIMHCKUX

m3genuin ISO 13485, GMP nu6o
COOTBETCTBYIOIIIMNA PErMOHAJIBHBIN
WIM HallMOHAIBHBIH CTaHAApT) C
AyTEHTUUYHBIM TEpPEeBOJOM Ha

Ka3axXCKUH W pPYCCKUH S3BIKK (
MIPEAOCTAaBIISETCS HA PON3BOIUTEIS
MEIUIUHCKUX  HU3ACAUH U

MPOU3BOACTBEHHYIO IUIOMIAAKY). B

KadyeCTBa

COOTBETCTBHUU C MECKAYHAPOJIHBIMU
HOpPMaMH 3aBepeHHs (3aBepsieTcs B
BBIIaHHOM CTpaHe) W HOpMaMu
3aBEPCHUSl YCTAHOBJICHHBIMH B
Peciyonmke Kazaxcran ¢opmar:
PDF

4. Jlexnapanusi O COOTBETCTBUU
TpeOoBaHUSAM OE30MMaCHOCTH U
3¢ PEeKTUBHOCTH MEIUIIUHCKOTO
WU3JCNIU HWIW SKBHBAJICHTHBIN
MOKYMEHT ¢ ayTCHTHYHBIM
[IEPEBOJIOM Ha Ka3aXCKUM U PyCCKUU
S3BIKH. B COOTBEeTCTBHU C

MEXKIYHAPOJAHBIMH  HOPMaMHU

3aBepeHUs] U HOPMAaMH 3aBEPCHHS
YCTaHOBIIEHHBIMH B PecmyOmnmke

Kazaxcran ¢popmat: PDF

5. Komus peructpanuoHHOTO
YAOCTOBEPEHHS] BBIJJAHHOTO B
Pecrry6mmke Kazaxcran

6. IlucemMo mpou3BOIUTENS,
yaocToBepioliee, 4TO

MIPOM3BOJICTBEHHBIN Tpolecc H
KOHTPOJIb
0€30MMacHOCTHI0 TOTOBOTO MPOIYKTa

ocTaroTcsa 0e3 H3MEHEHHH, ¢

3a Kad4€CTBOM H

yKa3aHUEM  J1aThl
U3MEHEHUH C ayTeHTHYHBIM
MIEpeBOZOM Ha Ka3aXCKUI M PyCCKUH
S3BIKH, 3aBepseTcs
YIIOTHOMOYEHHBIM IIPEICTaBUTENIEM
tdopmat: PDF

BHCCCHHUA

7. DKCIlyaTallMOHHBIA JOKYMEHT
MEIHUIIMHCKOW  TEXHHUKH C
BHECCHHBIMH  H3MEHCHUSIMH,
YTBEPXKICHHBII B  CTpaHe-

MPOU3BOANTENS  (OpUTHHAIHHASL



2. HW3menenme cBemeHuii 00
YIIOJITHOMOYECHHOM TIPEJICTaBHUTENE,
BKJIIOYas CBEeJECHUS 0 BHecenune

peoprannsaiiv FOpUJINICCKOro jJruga perucTpaliiuoOHHOC YAOCTOBCPECHUEC
, 00 M3MEHEHHUH €ro HauMMCHOBAaHN:A, HC BJIMACT Ha 3(1)(1)6KTI/IBHOCTB u

n3meHeHun D.UN.O. (mpu ero O6e30macHOCTH
HAJIMYWH) aJpeca MECTa JKUTEIbCTBA M3AEIHS
UHIUBUAYAIBHOTO

peInpUHUMATENS

H3MeHEeHUN B

MEIUIMHCKOr 0

BEPCHsI) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKHUHA S3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSETCS
MIPOU3BOIUTEIIEM).

AyTEeHTHYHBIH TepeBOJ  Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepsAeTcsd  YNOJIHOMOYEHHBIM
npeacrasuteneM, popmat: PDF uim
NPOEKTHl ~ MHCTPYKIUH 1O
MPUMEHEHHIO  MEIUIIMHCKOTO
U3JeNuss C  BHECEHHBIMHU
N3MEHEHUSMH Ha Ka3aXxCKOM U
PYCCKOM  s3BIKaxX. 3aBepsieTcs
zasButeneM, popmar: PDF, DOC.

8. OOHoBIeHHas cmHpaBKa C
yKa3aHHEM IIepedHs KOMIUIEK-
TYIOIIUX U paCXOJHBIX MaTCpUaJIOB
0  yTBEpPXKJIEGHHOW (opme.
BapuaHTsl UCIOJHEHHS IO (BopMe,
tdopmart: Excel, PDF.

9. MaxkeT MapKHUPOBKH C
BHECEHHBIMH H3MEHEHUSIMU B

dopmare JPEG

1. Komus JOKYMEHTa,
HOATBEPXKIAIOIETO IOJTHOMOYHUS
YIOJIHOMOYEHHOTO TPEJICTaBUTEINS
MPOU3BOAMTENS (JOBEPEHHOCTH OT
MIPOMU3BOIUTEIIS)

2. Komms peructpanimoOHHOTO
YIIOCTOBEPEHHUS

3. JIOKyMEeHTbI, MOATBEPKAAI0IINE
HA3MEHEHUS

4. DKCIUTyaTallMOHHBIM JTOKYMEHT
MEAUIIMHCKOU TEXHUKH C
BHECEHHBIMH  HU3MEHEHUSIMHU,
YTBEPXIECHHBII B  CTpaHe-
MPOU3BOANUTENS  (OpUTHHATHHASL
BEpCHsI) C AyTCHTUIHBIM IIEPEBOIOM
Ha Ka3aXxCKHH U PYCCKUU S3BIKU (
JIOKYMEHT, YTBEPXJIECHHBII B
CTpaHe-NPOU3BOJUTENS 3aBEPAETCS
MPOU3BOJUTEIEM. AYTEHTUUHBIN
MepeBOJ Ha Ka3axCKUW U PYyCCKUI
SI3BIKHU 3aBepseTcH
YIOJIHOMOYECHHBIM TIPEICTaBUTEIIEM)
dopmar: PDF wunm mnpoekTsl
HHCTPYKUHMH 1O NPUMEHEHUIO
MEAULIMHCKOTO  HU3JENHUsA C
BHECEHHBIMM H3MEHEHUSAMH Ha



Ka3aXCKOM U PYCCKOM SI3bIKax.
3aBepsiercsi 3asBUTENEM, (hopmar:
PDF, DOC.

5. IIpOeKT TeKCTa MaKeTa yIaKOBKH,
9THKETKH, CTHKEpPa MEJUIMHCKOTO
u3genuss C  BHECEHHBIMH
W3MEHEHUSMH Ha Ka3axCKOM W
pycckoMm s3bIkax, Qopmat: PDF,
JPEG.

1. 3asBneHue Ha BHECEHHUE
U3MEHEHUH MO0 YTBEPKJICHHOU
tdopme B popmate DOC

2. HortapuansHo
3aCBU/IETEIbCTBOBAHHBIN JOKYMEHT,
YAOCTOBEPSIONNA PErucTpannio
MEIUINHCKOH TeXHUKHU (
MEIUIMHCKOTO M3JENNs) B CTpaHe
MpoU3BOANTENE (PETHCTPALIIOHHOE
ynocroBepenue, win Ceprudukar
cBoboxnHoi npogaxu (FreeSale), nnu
Ceprudukar Ha DJKCHOPT) C
BHECEHHBIMH H3MEHEHUSIMH C
ayTEHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKHI U PYCCKUM S3BIKH.

B COOTBETCTBHUHU c
MEXAYHapOJHBIMH  HOpMaMH
3aBEpEHUsS M HOPMaMH 3aBEPEHUS
yCTaHOBIIEHHBIMH B PecnyOnuke
Kazaxcran ¢popmar: PDF

3. Komms peructpanimoHHOTO
YAOCTOBEPEHUS BBIJAHHOTO B
Pecniy6Onuke Kazaxcras.

4. Iucesmo mpomsBomutens (
W3TOTOBHTEINS),  COJepiKamee
MOTHBHPOBAHHOE OOOCHOBAaHHE
HEOOXOAMMOCTH  U3MEHEHHS
HAaUMCHOBAHHS  MEIAHMIIMHCKOTO
W3JeNusl, HE BIUSIOIIETO0 Ha
(DYHKITMOHATBHBIC M TEXHUYCCKUC
XapaKTEePUCTUKH MEIULIUHCKOTO
W3JENUs ¢ ayTEHTHYHBIM [IEPEBOIOM
Ha Ka3aXCKUHW M PYCCKUM SA3BIKU
3aBepseTcss  YINOJIHOMOYEHHBIM
npexacraButeneM gpopmar: PDF

5. DKCIUTyaTallMOHHBIA JTOKYMEHT
MEIUIMHCKOH  TEXHHUKH C
BHECEHHBIMH  HM3MEHEHUSIMH,
YTBEpXKJIECHHBIH B  CTpaHe-
MpPOU3BOAUTENS (OpUTHMHAIbHAS
BEPCHs) C ayTEHTHYHBIM TIEPEBOIOM
Ha Ka3axXCKAW M PYCCKHUH S3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B



3. H3meHennme HauMMCHOBAaHHSI
MEIUIMHCKOTO U3IENHS

MotuBupoBaHHOE 00OCHOBaHHE
HEOOXOAMMOCTH  HM3MEHEHHS
HAaUMEHOBAHHA MEAWINHCKOTO
U3ENNs, HE BIHSIOMIETO HAa
(YHKIMOHANBHBIE M TEXHUYECKHUE
XapaKTePUCTUKH

CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOJUTEIEM. AYTEHTUUHBIN
MEepPEBOJ HAa Ka3aXxCKUW U PYCCKHUI
A3BIKH 3aBepseTcs
YIOJTHOMOYECHHBIM TIPEICTaBUTEIIEM)
dopmar: PDF wunm mnpoekTsl
WHCTPYKIMH TI0 TPUMEHEHHUIO
MEAULNHUHCKOTO  H3JEIHUsA C
BHECEHHBIMH H3MEHECHHSMH Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsieTcst 3asBHUTENEM, (opmar:
PDF, DOC.

6. WHcTpykuMs MO MNPUMEHEHUIO

MEIHUIIMNHCKOTO H3Jenns,
YyTBEpPXKIECHHAS B
CTpaHe-IPOU3BOIUTEIA c

BHECEHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpeBOJOM Ha
Ka3aXCKUM U pyCCKHUN SI3BIKH.
3aBepseTcs  NPOM3BOAUTEIEM,
dopmar: PDF (mpumenummo st
W3AETHS MEIUIMHCKOTO Ha3HAYCHHS

)

8. IIpoexT TekcTa MakeTa yIaKOBKHY,
9THKETKH, CTHKEpPa MEANUIMHCKOTO
U3JeIUs C  BHECCHHBIMH
U3MCHEHHSMH Ha Ka3axCKOM H
PYCCKOM  SI3BIKax. 3aBepseTcs
NPOU3BOJUTENIEM  HJIH  €ro
YIIOJIHOMOYEHHBIM NPEICTaBUTENIEM
¢opmar: PDF, DOC, JPEG

9. liBeTHBIE MAaKETHl YNAaKOBOK,
3THKETOK, CTHKEepoB (mpHu
HE00X0/MMOCTH) C BHECEHHBIMH
HU3MEHEeHHIMH, B popmate Jpeg

10. ®otorpadrueckue H300pakeHUsI
obmero BuAa MEIUIHMHCKOTO
U3 IeNus BMeECTE c
NpUHAIJIEKHOCTIMH,
HEOOXOANMBIMHU JIJISI IIPUMEHEHUSI 10
Ha3HA4YCHHUIO (pa3MepoM He MCEHee
18 x 24 canTIMeTpa)

11. OOHoBIeHHas cIpaBKa C
yKa3aHHEM TMepeYHs KOMILICK-
TYIOIIHX U PAaCXOJHBIX MaTEepPHAaJIOB
Mo yTBEpXKIECHHOW (dopme.
BapuanTsl ucnionnenus mo ¢gopme,
dbopmar: Excel, PDF.

1. 3asgBieHHe Ha BHECEHHE
W3MEHEHUH MO YTBEPKIECHHOU
tdhopme B popmaTte DOC)



4. CocraB nmpHHaJIeKHOCTEH U (MK 6€30MacHOCTS,

) KOMIUIEKTYIOUIUX H (MIN)
PacXOIHBIX
oOHOBNIeHNE (yCTaHOBKa HOBOHU
BEPCHH) MIPOTPAMMHOTO
obecrieueHus

MaTepuajos,

OTcyTcTBHE  BIMUSHHSA  Ha
Ka4yecTBO W
3 GEKTUBHOCTh MEAUIIMHCKOTO
usnenusi, Ha (QYHKIHOHAIbHBIC
XapaKTEPUCTUKU METUIIMHCKOTO
n3genus. He mnpeaycmoTrpeHo
no0aBjeHHe OCHOBHOTO OJioka

MCIUIMHCKOTO U3ACIINA.

2. Komms peructpalMOHHOIO
YAOCTOBEPEHHS] BBIJJAHHOTO B
Pecnybnmke Kazaxcran

3. TIlucemo mpowmsBogutens (
M3TOTOBUTENS),  COJAEpKaliee
MOTHBHPOBaHHOE O0OCHOBaHHE
HEOOXOIUMOCTH H3MEHEHHS B
COCTaBe KOMIUICKTYIOIIUX H
yKazaHUEM TepedHs
KOMIJIEKTYIIHUX,
MOATBEPKAAIOLIUX
BIUSHUS Ha (YHKIHMOHAIbHbBIE
XapaKTEPUCTUKH METUIIMHCKOTO
n3genus (BKJIIOYash paciIupeHue
CIIEKTpa BBIABISCMBIX aHAIHUTOB
MEIALIMHCKOTO M3AEINS IS in Vitro
(IVD) JMaTHOCTHKU) c
AYTCHTUYHBIM
Ka3aXCKUM U PYCCKUHM S3BIKH,
3aBepseTcs  YIOJHOMOYEHHBIM
npencraButeneM, Gopmat: PDF

HOBOTO

OTCYTCTBUE

IEepeBOJOM Ha

4. DKCIUTyaTalMOHHBIM JTOKYMEHT
MEAUIIMHCKOU
BHECEHHBIMHU

YTBEPXICHHBII B
MPOU3BOANUTENS  (OpUTHHATHHAS

BEpCHsI) C AyTCHTUIHBIM IIEPEBOIOM
Ha Ka3axXxCKHH U PYCCKUU S3BIKU (
JTOKYMEHT,

TEeXHUKH C
U3MEHEHUSIMH,
cTpaHe-

YTBEPXKICHHBII B
CTpaHe-NPOU3BOJUTENS 3aBEPAETCS
IPOU3BOIUTENEM. AYTEHTUUYHBIN
MepeBo Ha Ka3axCKUW U PYyCCKU
SA3BIKU 3aBepseTcs
YIIOJIHOMOYECHHBIM IPEICTABUTEIIEM)
dhopmar:
HHCTPYKIMM 1O TNPHUMEHEHUIO
MEAULIMHCKOTO  HU3JEIHUsA C
BHECEHHBIMH H3MEHEHHSIMHU Ha
Ka3aXCKOM M PYCCKOM S3BIKaXx.
3aBepsercs 3asBUTENEM, (GopMmart:
PDF, DOC.

PDF wunu 1npoextsl

5. WHCcTpyKUuus 1O TPUMEHEHUIO

MEJULIHHCKOTO H3aenus,
yTBEpXKICHHAs B
CTpaHe-IPOU3BOIUTEISA c

BHECCHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPeBOJOM Ha
Ka3aXCKUM U pyCCKUH S3BIKH.
3aBepseTrcs  NPOU3BOAMUTENIEM
¢opmatr: PDF (nmpumenumo s
W3AEIHS MEIULMHCKOTO Ha3HAYCHHS

)



5. H3MeHeHHMe mOKa3aHUH II10

be3onacHocth NPUMEHEHUS

MCAULIUHCKOTO n3acinAda

IMPUMEHCHHUIO, obnactu IMPUMCHCHUSA COXPAaHACTCA M IOATBCPIKIACTCA

5 HpOTHBOHOKa3aHHﬁ; MOOOYHEIX JaHHBIMH

3¢ dexToB

KIMHUYECKHUX
HCCIIeIOBaHNH 10 0€30MacHOCTH H
3¢ PEKTUBHOCTH

6. OOHOBieHHass cHpaBKa ¢
yKa3zaHUEeM nepevHs
KOMIUJICKTYIOIIUX M PacXOIHBIX
MaTepuanoB IO YTBEP)KICHHOM
(dopme. BapuaHTbl HCIIONIHEHUS 1O
dhopme, popmat: Excel, PDF

7. B no0aBiaeHUs
KOMILUIEKTYIOIIEr0, PacXO0HOr0
Marepuaia SIBJISTFOIIIETOCS
MEIUIIMHCKUM U3/IENIEM — 00pas3iibl
MEIMIIMHCKOTO M3Aeaus (B cilydae

ciayuae

CTCPUJIBHOT'O ITPEAOCTABIIACTCS BECh
KOMHJ’IGKT) 1 JOKYMCHT IO KaUCCTBY

8. PesympraThl BamuAanuud H
Bepu(HUKaIUN  IPOTPaMMHOTO
obecrnieueHuss (Ipu U3MEHEHUH
MPOTrPaMMHOT0 00eCTIeYeHUsI)

1. 3asBieHMe Ha BHECCHHUE
W3MEHEHUH MO YTBEPXKIAECHHOU

dhopme B popmate Word

2. Komms perucTpallHOHHOIO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecrry6mmke Kazaxcran

3. Ilucemo mnpousBoauTens (

U3TOTOBUTEINSI),  COJAepiKaliee
MOTHBHPOBAaHHOE OOOCHOBaHHE
HEOOXOIUMOCTH  BHOCHMBIX
U3MEHEHHH ¢ ayTeHTUYHBIM

MePEBOJIOM Ha Ka3aXCKUW U PYCCKUU
SI3BIKY,
YIOJIHOMOYEHHBIM MPEICTABUTENIEM
tdopmat: PDF

3aBepsieTcs

4. MHCTpyKIus 1O MPHUMEHEHHIO

MEJIUIIUHCKOTO HU3AeNnus,
yTBEepXKICHHAs B
CTpaHe-MPOU3BOIUTEINS c

BHECEHHBIMH H3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKHM U PYCCKUM S3BIKH.
3aBepsieTcs  TPOU3BOAUTEIIEM,
tdopmar: PDF (mpumenumo s
n3acing MCIUIHUHCKOIO Ha3HA4YCHUA

)

5. DKCIUTyaTallMOHHBIA JTOKYMCHT
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-



6. CwmeHa mnpou3BOAUTENEH

KOMIJIEKTYIOINUX,

TexHudeckne XapakTepUCTUKUH H
KOHTPOJb KadyecTBa
KOMIUIEKTYIOIIUX H  (WUIH)

PaCcXoOaHBIX MaTepuaioB HC

HIpOU3BOJIUTENEM. AYTEHTUUYHBIN
MepeBoJ Ha Ka3axCKUW U PYyCCKU
A3BIKU 3aBepseTcs
YIIOJIHOMOYEHHBIM IPEICTABUTEIIEM)
dbopwmar:
HHCTPYKIMH 10 TNPHUMEHEHHUIO
MEAULIMHCKOTO  HU3JEIHUsA C
BHECEHHBIMH H3MEHEHHSIMHU Ha
Ka3aXCKOM M PYCCKOM SI3BIKax.
3aBepsercs 3asBUTENEM, (GopMmart:
PDF, DOC.

PDF wunu 1npoextsl

6. Panee yTBepkJeHHAS UHCTPYKIUS

7. LlBeTHbIE MaKEThl YIAKOBOK,
STHKETOK, (mpu
HeoOxoaumocTH) B popmate JPEG

CTHKEPOB

8. PesynbpraThl
HCIILITAHUH,

KITMHHYECKUX
OTpaKaloUINe
BHOCHMBIC H3MEHEHHS

1. 3asgBieHuHe Ha BHECEHHE
W3MEHEHUU MO YTBEPKIECHHOU
tdhopme, B popmare DOC

2. HoTtapuansHo
3aCBHU/ICTEIHCTBOBAHHBII TOKYMEHT,
MOJATBEPKJAIOLINN COOTBETCTBHE
yCIIOBUH NPOU3BOACTBA
HalMOHAJIBbHBIM ®H  (HMJIHN)
MEXIyHapoAHbIM cTaHnapram GMP;
ISO xommuexkTyrommux u (WIH)
PacXoaHBIX
BHECEHHBIMU HU3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3axCKMH M PYCCKUH SI3BIKH,
tdopmat: PDF

MaTepHaJIOB ¢

3. Komusi peructpaimoHHOTO
YIOCTOBEpEHUSI, BBIJAHHOTO B
Pecrry6nuke Kazaxcran

4. TIlucemMo TPOU3BOIAUTENS,
yIOCTOBepsoIIee,
MPOU3BOJCTBCHHBIN Tmponecc u
KOHTPOJb 3a Ka4eCTBOM |
0€30I1aCHOCTBI0 TOTOBOTO MPOIYKTA

ocraoTcs 0Oe3

4qTo

U3MEHEHUH ¢
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepsAeTcsd  YNOJIHOMOYEHHBIM
npexacraButeneM gpopmar: PDF

5. DKCIUTyaTalMOHHBIA JTOKYMEHT
MEIUIIMHCKOU
BHECEHHBIMHU
YTBEpXKJICHHBIH B
MpOU3BOANTENST  (OpUTHHAIbHAS
BEPCHsI) C ayTEHTHYIHBIM IIEPEBOIOM

TEeXHUKH  C
U3MCHCHUSIMU,
cTpaHe-



TPUHAIIICKHOCTEH,
MaTepHaioB

PacxXoaHbIX

CHMKaeTCs 0E30IMaCHOCTh, KAYECTBO
1 3(Q(HEeKTHBHOCTh MEIUIUHCKOTO
H3IETHUs

He mnpeaycmorpeno
MIPOU3BOUTENS] OCHOBHOTO OJIOKa
METUITHHCKOTO M3IEIHSI.

CMCHa

Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKyMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPON3BOIUTEIS 3aBEPSIETCS
MPOU3BOIUTENEM. AYTEHTHYHBIN
[IEpEBOJ, HAa KAa3aXCKUH U PYCCKUM
SI3BIKHU
YIIOJIHOMOYEHHBIM IPEICTABUTEIIEM)
¢opmar: PDF wmnm mpoekTs
WHCTPYKIMH TI0 TPUMEHEHHIO
MEIWOUHCKOTO  HM3JENUs C
BHECEHHBIMU H3MEHEHHUSAMU Ha

3aBepseTcs

Ka3axCKOM M PYCCKOM SI3BIKaXx.
3aBepsieTcst 3asBUTENEM, (BopMar:
PDF, DOC.

6. VHCTpyKIMs MO HPUMEHEHHUIO

MEIUIUHCKOTO U3AeNus,
yTBEepXKICHHAs B
CTpaHe-MPOU3BOIUTEINS c

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKHM U PYCCKHUM S3BIKH.
3aBepsieTcs  TPOU3BOAUTEIIEM,
tdopmar: PDF (mpumenumo s
n3acing MCIUIUMHCKOIO Ha3HAa4YCHUA

)

7. OOHOBICHHas CcIpaBKa C
yKa3aHUEM nepeyHs

KOMIUIEKTYIOIIMX U PacXOIHBIX
MaTepUaIOB MO YTBEPKIAECHHOU
¢dopme. BapuaHTbl UCTIONHEHUS TIO

¢dopme, popmar: Excel, PDF.

1. 3asBneHme Ha BHECCHHUE
U3MEHEHUH 1O YTBEPXKIECHHOU

dhopme, B popmate DOC

2. Komusi peructpanmoHHOrO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecny6nuke Kazaxcran

3. Ilucemo mpousBOgUTENS,
yaocToBepsiollee, 4TO

NPOM3BOJACTBCHHBIH IIpoLecC H
KOHTPOJIb  3a
0€30MacHOCTBI0 TOTOBOTO MPOIYKTa

0e3

KadecTBOM H
OCTarTCs W3MEHEHUH
3aBEPSAETCS IPOU3BOIUTEIIEM.

4.JlaHHBIE TIO CTAOWIBHOCTH HE
MCHEE 4eM Ha TPEeX CepHsx, (OTHeT,
000CHOBBIBAIONIUI CPOK TOAHOCTH)
C ayTeHTHYHBIM IEpPeBOJAOM Ha
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepseTcA

tdopmat: PDF

OPpOU3BOJAUTCIIEM,



7. YBenuueHue (yMeHbllleHHe) cpoka MOTHBHpOBaHHOE 00OCHOBaHHE

XpaHCHUA MEIUIIMHCKOTO U3JACIINA

HU3MCHCHHSA CPOKa

5. DKCIulyaTallMOHHBIH JOKYMEHT
MEIULUHCKON  TEXHUKH C
BHECEHHBIMH  HM3MEHEHUSIMHU,
YTBEpKJICHHBIH B  CTpaHe-
MpOU3BOANTENST  (OpUTHHATIbHAS
BEpCHs) C AyTEHTUYHBIM [IEPEBOAOM
Ha Ka3axXxCKUH M PYCCKHH S3BIKH (
JIOKYMEHT, YTBEpPXICHHBIH B
CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOJUTENEM. AYTEHTUUHBIN
MEepEBOJ, HAa Ka3aXxCKUHW U PYyCCKHUI
A3BIKU 3aBepsaeTcs
YHOJIHOMOYEHHBIM TIPEICTaBUTEIIEM)
dopmar: PDF wmm mpoekTsl
UHCTPYKIHMM MO TNPUMEHEHUIO
MEAULNHUHCKOTO  H3JAENHUs C
BHECEHHBIMH H3MECHEHHMSAMHU Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsiercsi 3asBUTeneM, (opmar:
PDF, DOC.

6. MHcTpykuMs MO MNPUMEHEHUIO

MEIHUIINHCKOTO H3Jenns,
YyTBEpPXKIECHHAS B
CTpaHe-IPOU3BOIUTEIA c

BHECEHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpeBOJOM Ha
Ka3aXCKUM U pyCCKHUN SI3BIKH.
3aBepsercs  NPOM3BOAUTEIEM,
dopmar: PDF (mpumenmmo st
W3AETHS MEIUIMHCKOTO Ha3HAYCHHS

)

7. llBeTHBIE MaKeThl YIMAaKOBOK,
9THKETOK, CTUKepoB, Gpopmat: JPEG

1. 3agBneHue Ha BHECEHHUE
U3MEHEHUH 10 YTBEPXKIECHHOU
dhopme, B popmate DOC

2. Komms peructpanimoOHHOTO
YIOCTOBEPECHUSI BBIJAHHOTO B
Pecniyonuke Kazaxcran

3. [Mucemo-ob6ocHOBaHHKE
MIPOU3BOAUTENS (M3TOTOBUTEISA) 00
W3MEHECHUH YCIIOBHH XpaHEHHs Ha
(bupmeHHOM OJTaHKE TTPOU3BOIUTEIS
COTJIACHO  YCTaHOBJICHHOMY
3aKOHOJATENbCTBY C ayTEHTUYHBIN
MIEpeBOZOM Ha Ka3aXCKUH M PyCCKUH
SI3BIKH 3aBEPSACTCS ITPOM3BOANUTENICM
WIM €ro  yHOJTHOMOYEHHBIM
npencraButeneM gopmat: PDF

4. JlaHHBIC TIO CTAOMIBHOCTH (IS
MEIWIMHCKUX W3JCIUi) He MeHee
yeM Ha TpeX Cepusx) ¢



AyTEHTUUYHBIM TE€PEeBOJOM Ha
Ka3axCKU M PYCCKUH S3BIKH
3aBepsieTCsT  MPOU3BOJUTEINIEM,
tdopmat: PDF

5. DKCIUlyaTallUOHHBIA JOKYMEHT
MEIHUIIMHCKOW  TEXHHUKH C

BHECCHHBIMH  M3MEHECHHIMH,

8. Vsmenenie yenoBHit Xpaenys MoTHuBUpOBaHHOE ) 00OCHOBAHME  yTBepXKACHHBIH B  CTpamHe-

HM3MCHCHHA yCJIOBUN XPaHCHNA MPOU3BOANTENSI  (OpUTHHAIBHAS
BepCHUsl) C AyTeHTUYHBIM IIEPEBOJAOM
Ha Ka3aXCKUH W PYCCKHU SI3BIKH (
JIOKyMEHT, YTBEpXJCHHBIH B
CTpaHe-TIPON3BOIUTENS 3aBEPSIETCS
MPOU3BOAUTENEM. AYTEHTUUHBIN
[IEPEBOJ, HAa Ka3aXCKUW U PYCCKUI
S3BIKHU 3aBepseTcd
YHIOJIHOMOYCHHBIM Hpe[lCTaBl/ITeJ'leM)
¢opmar: PDF wmnm mnpoekTs
WHCTPYKIMH TI0 TIPUMEHEHUIO
MEIWIUHCKOTO  HM3JENUs C
BHECEHHBIMH H3MEHECHHSAMH Ha
Ka3aXCKOM M PYCCKOM S3bIKaXx.
3aBepsiercst 3asBUTENeM, (opmar:
PDF, DOC.

6. VHCTpYKIUS 1O HPUMEHEHHUIO
W3ETINs MEIULMHCKOTO Ha3HAYEHHS
C BHECEHHBIMH H3MCHCHHSIMH,
YyTBEpXKIEHHAs B
CTpaHe-IPOU3BOIUTENS c
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUM M PYCCKUU S3BIKU.
3aBepsieTcs  TPOU3BOAHTEIIEM,
dbopmar: PDF

7. llBeTHBle MaKeThl YIMAaKOBOK,
JTHUKETOK, CTHKEPOB B QopmaTe
JPEG

1. 3asgBneHne Ha BHECEHHE
W3MEHEHUN MO YTBEPKIECHHOMU
¢dopme, B popmare Word

2. Komms peructpanilmOHHOTO
YIOCTOBEPEHUS BBIJAHHOTO B
Pecniyonuke Kazaxcran

3. IluceMO TpPOU3BOAUTENS,
yIocToBepsmoomiee, 9TO

MPOU3BOJICTBEHHBIH  Mpolecc
octaeTrcsi 0e3 M3MEHEHUH C
ayTeHTUYHBIM TIE€pPeBOJOM Ha
Ka3axXCKUM U PYCCKUH S3BIKH,
3aBEpAETCA  YIOJTHOMOYCHHBIM
npencrasuteneM gopmat: PDF

4. TIluceMo mNpPOU3BOIUTEINS,
YIOCTOBEPSIIOIIEE, YTO 3asBJICHHAS



9. H3meHenue B mpolenype
KOHTpPOJISI KadecTBa TOTOBOTO
MIPOAYKTa METUIIMHCKOTO U3/IEITUS

10. HM3meHeHue  yNakOBKH

MoTtuBupoBaHHOE 00OCHOBaHHE
W3MEHEHHUs B MPOLEAYpPe KOHTPOJIS
KayecTBa

MoTHBHpPOBaHHOE OOOCHOBaHHE O

MCIUIIMHCKOI'O U3CIUA: HepBH‘IHOfI BIMAHUNA (He BJ'II/ISIHI/II/I) HU3MCHCHUA

YHAKOBKH MEIHUIIMHCKOTO HM3IEIHS;
BTOPHYHONH H (WIHM) TPYHIIOBOM
YIIaKOBKH,
IIPOMEXYTOYHOHN

TPaHCIOPTHOM,

YIIaKOBKM Ha CTaOHMIBHOCTB,
Ka4eCTBO MEIUIIMHCKOTO H3JICIHS;
B3aMMOJIENCTBUSA

MCIUIMHCKOT'O U3ACIINA

yHaKOBOK-

IpoLeAypa KOHTPOJIS HE CHHXKAET
Ka4ecTBO U 0€3011aCHOCTh TOTOBOT'O
MpOIyKTa

5. JlokymMeHTalus M0 KayecTBY C
BHECEHHBIMHU
peryiiaMeHTHpyomas

U3MEHEHUSIMH,
Ka4ecTBO
KOHEYHOTO MPOAYKTa, HOTApHAIBEHO
3aCBUETEIbCTBOBAHHBIN
cepTH(UKAT aHAJIM3a U METOIUKH
KOHTPOJISI KOHEYHOTO MTPOAYKTa.
AYTEHTUUYHBIH TIEPEBOJ
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepsieTcs
¢opmar: PDF

Ha

OpOU3BOAUTECIIEM,

6. O0Opasipl, cTaHAapTHBIE 00Pa3IIhI
JUIS TIPOBEACHHUSI J1abOpPaTOPHBIX
UCTIBITaHKH (IIPY HEOOXOMMOCTH)

1. 3asBieHMe Ha BHECCHHUE
W3MEHEHUH MO YTBEPXKIAECHHOU

dhopme, B hpopmare DOC

2. Komms perucTpallHOHHOIO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecrry6mmke Kazaxcran

3. IlucemMo mpoOU3BOIUTENS,

YIOCTOBEpAIOIIEE O TOM, UTO
BHOCHUMBIE
OTHOCHUTENBHO NEPBUYHON yITaKOBKH
(HE BIHAIOT)
CTaOHUIILHOCTD, Ka4yecTBO

MEIULHHCKOTO U3JeNHA.

AyTeHTHYHBII mepeBox Ha
Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepsAeTCs  YHOJIHOMOYEHHBIM

npencraButeneM gopmat: PDF

U3MCHCHUA,

BIIUAKOT Ha

4. JloxyMeHTalus Mo KayecTBY C
BHECEHHBIMHU
peryiiaMeHTHpyomas

U3MEHEHUSIMU,
Ka4ecTBO
KOHEYHOTO TPOAYKTa, HOTApHUAILHO
3aCBUIETEIbCTBOBAHHBIN
cepTH(HUKAT aHAJIM3a U METOIUKH
KOHTPOJISI KOHEYHOTO MPOAYKTa.
AYTeHTHYHBI  TepeBOJ
Ka3aXCKUH U PYCCKUH A3BIKU
3aBepsieTcs
¢opmar: PDF

Ha

OpOU3BOAUTEIIEM,

5. llBeTHbIE MaKeThl YNAaKOBOK,
JTUKETOK,
craporo o0Opasia

CTUKEPOB HOBOIo H

6. POTO MEIULIMHCKOTO U3AETUS

7. O6pasibl
MEIUIIUHCKUX

JJIA CTepI/IHbeIX
WU3JICIIHUH,



11. H3mMeHeHHE  OTTHCKOB,

TPYHTOBKH WJIH APYTHX MapKHUPOBOK,

ITaMIIOB H Ha,[[HHCCfI, BKJIrO4ast

no0aBiieHHE WM U3MEHEHUS KPAcKU, BHECEHHS H3MEHEHHUH B MapKHUPOBKY

HCIIOJIB3YEMbIX IJId MapKUPOBKH
MCIUIUMHCKOI'O U3OCIN.

MoTuBHpOBaHHOE O00OCHOBaHUE

CTaHapTHbIE
MPOBEICHUS
HCTBITAaHUHT

0o0pasmel 1A

na00paTOPHBIX
npH
MEPBUYHONH  YNaKOBKH
HE0O0XOIUMOCTH)

N3MEHEHUHU
(pu
1. 3asBneHue Ha BHECEHHUE
W3MEHEHUHW MO YTBEPXKIECHHOU
thopme, B popmare Word

2. Komms peructpalMuOHHOIO
YIOCTOBEpEHUS
Pecrry6onuke Kazaxcran

BBIJAHHOI'O B

3. I[Tucemo-o60CcHOBaHHE
MPOU3BOAUTENS O BHOCHMBIX
U3MEHEHUSX. AyTEeHTUYHBIN
NEepeBOJ] Ha Ka3aXCKUM U PyCCKU
SI3BIKHU 3aBepseTcs
YIOJTHOMOYECHHBIM IPeACTaBUTENIEM

tdopmat: PDF

4. liBeTHple MaKeTbl YMaKOBOK,
JTHUKETOK, CTHUKEPOB CTaporo H
HOBOTO 00pasia, B hopmate JPEG.

5. IIpOeKT TeKCTa MaKeTa yIaKOBKH,
STUKETKH, CTHKepa MEAMLHUHCKOTO
U3JIeNHs Ha Ka3aXCKOM U PyCCKOM
s3bIkax, popmar: PDF, JPEG

6. DOTO MEIULIMHCKOTO U3/EIUS

7. DKCILyaTallMOHHBIA JOKYMEHT

MEIWIIMHCKOH  TEXHHUKH C
BHECCHHBIMH  H3MEHCHHIMH,
YTBEPXKIECHHBII B  CTpaHe-
MPOU3BOANUTENS  (OpUTHHATbHAS

BEpCHUs) C AyTEHTUYHBIM NIEPEBOJOM
Ha Ka3aXCKUH W PYCCKHH SI3BIKH (
JOKYMEHT, YTBEpPXICHHBIA B

CTpaHe-TIPON3BOIUTENS 3aBEPSETCS
MPOU3BOAUTENEM. AYTEHTHYHBIN
MepeBO/I Ha Ka3aXCKUH M PyCCKUU
SI3BIKHU 3aBepseTrcd

YHOOJIHOMOYCHHBIM Hpe[[CTaBI/ITeJ'IeM)

¢opmar: PDF wmnm mnpoekTs
WHCTPYKOHH TI0 TIPUMEHEHHIO
MEIWOUHCKOTO  HM3JAENUs C

BHECCHHBIMU H3MCHECHUSAMH Ha
Ka3axXCKOM M PYCCKOM SI3BIKAaXx.
3aBepsieTcsi 3asBUTENEM, (opMar:
PDF, DOC.

IIpunoxenue 8
K IIpaBHJIaM IPOBEACHH

SKCTIEPTU3BI MEAUITMHCKOT'O U3ICINA

¢dbopma



OKCIepTHEIH 0TIeT CIIeUaTH3HPOBAHHON SKCIIEPTH3EI MEUIMHCKOTO H3IEIHS

CHocka. [Ipunoxenue 8 - B pegakuuu npukaza u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JCMCTBHE CO JHS €ro MEPBOro O(DUIIMATBHOTO

OmmyOJMKOBaHUA).
1. @®.1.0. (11pu ero HAIMYKHK) FKCIIEPTa
2. Vdenas crencHb, 3BaHUC
3. Noe 3asBKM U faTa
4 Jara mocTyrieHusI TOKYMEHTOB Ha
’ CIEIMAT3UPOBAHHYIO SKCIIEPTUIY
s Toprosoe HauMEHOBaHUE
’ MEIMIIUHCKOTO U3ICITUS
6 Kon HomenknaTypbsl MEAMLIMHCKUX
’ m3nenuit Pecrry6mmku Kazaxcran
7 TexHuveckass XapaKTCpUCTUKA
’ METUIIUHCKOTO M3eITUs
8. Haznauenne MeTUITMHCKOTO U3/ESIHS
9. OO6nacTh MpUMEeHEHHS

[IpoBenena skcnepTU3a HOKYMEHTOB PETHCTPAIMOHHOTO J0ChE, XapaKTEPU3YIOIINX
0€301acHOCTh, Ka4eCTBO U 3 (DEKTUBHOCTH METUITMHCKOTO U3CIIHS.

1. JlaHHBIE O MPOU3BOAUTENIC MEIMIIMHCKOTO M3JIENIHS, B TOM YHUCIE PACXOIHBIX
MaTepuajioB U KOMIUICKTYIOMINX, SBJISFONTAXCS MEIUIIMHCKUMU U3ICTUSIMHU

Tun opranusanuu
Haumenosanue o
Ne WIA  y4acToOK Crpana IOpuanueckuii anpec

OpraHu3aIuu
MIPOHU3BOJICTBA
1. IIpoussonurens

[IpouzBoacTBEHHAS
IUIOIIAIKa

YnoJIHOMOYEHHBIN
MpEICTABUTEI
npou3BoAUTENS (TIpU
HaJIMY1H)

KoHTakTHBIE TaHHBIE
YIOJITHOMOYEHHOTO
nUIa mo
MOHHUTOPHUHTY
HEOIarompruaATHBIX
coOBITHH (
WHIMJIEHTOB) Ha
TEPPUTOPUU
PecnyOnuku
Kazaxcran

2. Perucrparius B cTpaHe-npou3BouTeNe (M3rOTOBUTENS) U APYTUX CTPAHAX

No Crpana Jata Beigaun



Ne  nmoxywmeHra, I[Mpumeuanue
yIIOCTOBEPAIOIIEr0 JKCIIepTa
pETUCTPAIHIO

3. OneHka JOCTOBEPHOCTH YKa3aHHOTO B 3asSBJIICHUH U JIOKYMEHTaX PErUCTPAIIMOHHOTO
J0ChE KJIacca METUITMHCKOTO W3IeTUs B 3aBUCHMOCTH OT CTEMEHH MOTEHIIMAILHOTO PUCKA
NPUMEHEHHs, B COOTBETCTBUU C TpeOOBaHMIMH 3aKOHOIaTeNbcTBa PecmyOnnkn Kazaxcran B
chepe oOpallleHus JIEKapCTBEHHBIX CPEJCTB, MEIUIIMHCKUX WU3ACIIHI:

CoOTBETCTBHE
Knacc B coOTBEeTCTBUM ¢ 3asABISIEMOTO  KJlacca
Kiacc B cooTBeTCTBHHU C
JNOKYMEHTaMu TpeOOBaHHUAM [Ipumeuanue sxcnepra
PETHUCTPAIIMOHHOTO I0Che  3aKOHOJATEIIhCTBA

Pecnry6mmku Kazaxcran

3asBJICHUCM

4. XapaKTepuCTUKHU CUCTEMBI IMOKa3aTesel, Ompenesommux 0e30macHOCTh, KaueCTBO U
3(phHEeKTUBHOCTh MEIUIIMHCKOTO U3JAEIUs, B TOM 4YHCJIE PACXOJHBIX MaTepUaiOB U
KOMILUICKTYIOIIUX, SIBJISIONIUXCS METUIIMHCKUMU U3JIETUIMMU:

1) cucrema ympasnenus kadyectBoMm [ISO, GMP opranuzanuu-npou3BouTENsA, B TOM
YUCII€ PACXOJHBIX MaTEPHAIOB U KOMIUICKTYIOIIHUX, SIBISIIOMIMNXCS MEIULIMHCKUMU
U3JICTUSIMU:

HanmenoBanue Ne noxymenTa u gara . [Ipumeuanue
Cpoxk paeiicTBus
JTOKYMEHTa BBIAYH JKCIIepTa

Ne

2) Ka4ecTBO MEIMIIMHCKOTO H3JI€NIMSl, B TOM YHUCIE PACXOJHBIX MaTEpHUAJIOB U
KOMIUIEKTYIOIIUX, SIBJISIIOIIUXCA MEAUIMHCKUMU H3JEIUsAMH (TE€XHHUYECKUE YCIOBUS,
CTaHJapT OpraHU3aIuu):

HaumenoBanue Ne noxymenra u nata IIpumeuanue

Ne Cpok neiicTBust

JOKYMCHTa BblJauu OKCIICPTa

3) NOATBEPKICHUE COOTBETCTBUSI MEAUITUHCKOTO WU3ACIHS TPEOOBAHUSIM HAIIMOHAIBHBIX
WM MEXIYHApOJHBIX JOKYMEHTOB 10 KadecTBY (Jlexmapammsi coorBerctBus; Ceprudukar
COOTBETCTBHS):

HaumenoBanue Ne noxymenTa u gata . [Ipumeuanue
Cpok aeiicTBust
JTIOKYMEHTa BBIZAYH JKCTIepTa

Ne

4) aHanmM3 TPENCTaBICHHBIX JAHHBIX, IMOTYYEHHBIX B XOJC MPOBEICHUS HCIBITAHUHN (
TOKCUKOJIOTUYECKUX, TEXHUUYECKUX, KIMHUYCCKHX) B CTPaHE MPOU3ZBOAMTENE (OTUETHI,
3aKJIOUCHHS]) U B XOJI€ MPOBEACHUS MPEAbIAYIIUX ATAloOB JKCIepTu3sl B PecmyOnuke
Kazaxcran (HauanbHast SKCIIepTH3A):

AHanu3 TONHOTH |
No HanmvenoBanue mokymeHTa kadectBa mHpopmaruu B I[IpuMedanue skcrepra
JIOKYMEHTE

5) 3aKiIr04YeHHE O CTAOMIBLHOCTH MEIUIIMHCKOTO U3/IeIUsl, 000CHOBAHHOCTD 3asiBIICHHOT'O
CpOKa XpaHEHHUS:

3asBIeHHBIN CpOK AHanu3 npencTaBIeHHOr0
Ne [Ipumeuanue sxcnepra

XpaHCHHUA 0TYEeTa O CTAOMILHOCTH



6) OIlEHKa NPOEKTa HMHCTPYKIUU IO MEIUIMHCKOMY MNPUMEHEHUIO HU3AEIUs
MEAULMHCKOTO HAa3HAYEHMUsS, B TOM YHCJIE PACXOJHBIX MaTE€pHAIOB U KOMIUICKTYIOUIUX,
ABJISFOIINAXCSI MEIUIIMHCKAUMU U3IETUAMU U SKCILUTYaTallMOHHOTO JTOKYMEHTA MEIUIMHCKOU
TEXHUKH

Ne AHanms OreHka dKcmepra

IlonHoTa conepxaHUs TEKCTa
1. MpOeKTa MHCTPYKIMU Ha U3JeTue
MEIUIMHCKOr0 Ha3HAUYEHUs

CooTBeTCTBHE TEKCTa IPOEKTa
2. OpUTMHAIy HHCTPYKLHUH  OT
TIPOU3BOAUTEIIS

CootsercTBHE OPOPMIICHHS TEKCTA
MPOEKTa MHCTPYKIIUH TPEOOBAHUAM
3aKOHOJATENLCTBA PecmyOnuKu
Kazaxctan B cdepe oOparneHus
JIEKaPCTBEHHBIX  CPEJACTB |
MEIUIMHCKUX H3/IeITHI

Wndopmamms, conmepkamasica B
4, AKCIUTyaTallMOHHOM  JIOKYMEHTE
MEIUILIMHCKON TEXHUKU

7) Ouenka ohopMIIEHUSI MAKETOB YITAKOBOK U STUKETOK
No Amnanu3 Ornenka skcnepra

CootBercTBHe 0OpMIICHHS TEKCTa
MakeTa MapKHUpPOBKU TPeOOBaHHUSIM
3aKOHOJATENILCTBA  PecmyOnuKu
Kazaxctan B cdepe oOpareHus
JICKapCTBCHHBIX CpCAaAcCTB,
MEIUIMHCKUX M3IeITHH

W neHTnyHOCTh yKa3aHUN yCIOBHUM
XpaHEeHus1 M TPaHCIOPTHPOBAHMUS,
YKa3zaHHBIX B JOKYMCHTC IIO

CTangapTu3daguu MCEIUIUMHCKOT'O

U3JIeNUs U IPOEKTe UHCTPYKLUU IO
MEAULUHCKOMY IPUMEHEHHIO

8) AHanu3 JaHHBIX O pa3pabOTKe M MPOU3BOJICTBE MEAUIIMHCKOTO M3/EIHUs (CXEMBI
MPOIIECCOB TMPOW3BOJICTBA, OCHOBHBIX CTaJHMil TMPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOIIEAYPHl BBIITyCKAa KOHEUYHOTO MPOJYKTA). 3aKITIOYEHHWE O COOTBETCTBHH Pa3pabOTKH,
TEXHOJIOTHYECKOT0 TMpollecca M KOHTPOJS KadecTBa IPOU3BOJACTBY O€30MacHOW U
Ka4eCTBEHHOU MTPOAYKLUU

No Amnanu3 OreHka sKcnepra
Onenka MpeICTaBICHHBIX
3asBUTEJIEM JIAHHBIX O pa3paboTke U

1. MIPOU3BOJICTBE, BKJIIOYAs aHAIH3
OTUYECTa UHCIICKTUPOBAHUA

MIPOU3BOJICTBA (IIPU HAJTMYUK);

3aKio4YeHne O COOTBETCTBHH
pa3paboTKH, TEXHOJIOTHYECKOro



2. mpouecca M KOHTPOJISL KadecTBa
MIPOU3BOACTBY ©O€30mMacHOH w
Ka4eCTBEHHOH MPOILyKINT

9) AHanu3 OMOJIOTHYECKON 0€30IMaCHOCTH MEIUITMHCKOTO M3CIIH Ha OCHOBE aHAJIM3a
CBEJICHUI O MaTepuajax XUBOTHOTO WM OMOJIOTHYECKOTO MPOUCXOKICHUS, BXOMSIINX B
MEJIUIIMHCKOE H3JIeNINE, a TaKkkKe MH(POpMAIUA O Moa00pe UCTOYHUKOB (JIOHOPORB), OTOOpE
Marepuaia, MpOIECCUHTe, XPaHCHUH, TECTUPOBAHWUU, TPHOHOBOW OE30MMACHOCTH, a TAKKeE
oOpamieHusl ¢ TKaHSIMH, KJIETKaMH, CYOCTaHIIMSAMH >XHBOTHOTO FIJIM OHOJOTHYECKOTO
MPOUCXOXKJCHHS, KYJbTYpaMHd MHKPOOPTAaHU3MOB M BHUPYCOB (NIpH HAIUYUH), 3a
HCKJIFOYCHUEM aJIJIOTCHHBIX TPAHCILIAHTATOB.

No AHnanu3 OreHka sKcnepra

Orenka MpeaCTaBICHHBIX
1. 3asBUTEJEM [AHHBIX [0 AaHAJIHU3Y
OMOI0THYECKOM 0€30I1aCHOCTH

10) olieHKa BaMIHOCTH MPOTPAMMHOI0 00OECTIeUeHUsI HA OCHOBE aHaln3a JaHHBIX O €T0
BepuUKAIIMK, B TOM YKCie HUHPOpPMAIIMU O €ro pa3paboTKe U TECTHUPOBAHUHM Ha
NPESANPUITHN U TIPU MYJIBTUIIEHTPOBBIX HMCCIICIOBAHUAX, JAaHHBIX 00 WICHTU(UKAIUUA U
MapKHAPOBKE ONIEPAITMOHHON CUCTEMBI

No Amnanu3 Orenka sKcnepra

OHGHK& NpeaACTaBJICHHBIX
3aABUTCIICM JaHHBIX

1.

11) AHanu3 mporeaypsl ¥ METOI0B CTEPHIIM3ALIUMA MEAUITUHCKOTO U3/IeNIHsI, MAaTEPHAJIOB,
00O0CHOBBIBAIOIINX CIOCO0 CTEPUIN3AIMU, MPEAJIaraéMbIX METOJIOB KOHTPOJSI KauecTBa U
OTIpENICJICHUS] OCTAaTKOB CTEPHIIM3YIOIIET0 BEIIECTBA P MPUMEHEHUH XUMHUYIECKOT0 Crioco0a
CTEpUIN3AIINT

No AHnanu3 OrneHka sKcnepra

OHCHKa NpeaAcTaBJICHHBIX
3asdBUTCIICM JaHHBIX

1.

12) Ananuz 6e3omnacHocTd U 3G(HEKTUBHOCTH JEKAPCTBEHHOT'O CPEICTBAa B COCTaBE
MEIUIMHCKOTO HW3JICNIUs, €r0 BIMSIHUSA Ha (YHKIHMOHAIBHOCTh MEIMIIMHCKOTO H3ICIHS,
COBMECTUMOCTH JICKAPCTBEHHOTO CPEJICTBA C MEIUIIMHCKUM H3JACIHEM (32 MCKIIOYCHUEM
MEIUIIMHCKUX U3Jeaui s auarHoctuku in vitro (IVD). Mudopmanus o perucrpamnuu
JIEKapCTBEHHOTO CPEJICTBA B TOCYIaPCTBE — MPOM3BOUTEINE JIEKAPCTBEHHOTO CPEICTBA

No Amnanu3 Ornenka sKcnepra

OHGHK& NpeaACTaBJICHHBIX
3aABHUTCIICM JaHHBIX

1.

13) Ananu3 npencTaBlIeHHbBIX IPOU3BOIUTENEM CBEICHUM O HAMYUU WU 00 OTCYTCTBUU
COOONIEHU O HECYACTHBIX CIIydasiX W OT3bIBaX C PbIHKA MEAUIUHCKOTO H3JENus , O
HEXeJIaTeNbHBIX COOBITUSAX U (WJIM) HECYACTHBIX CIIy4asix, CBSI3aHHBIX C HCIOJIb30BAaHUEM
MEIUIMHCKOTO U3ENHS , YBEIOMJIEHUH N0 0€30MacHOCTH MEIULIMHCKOTO U3JIEHs , MOAX0/1a
K PAaCCMOTPEHHIO ATUX MPOOJEM M WX PEUICHUS MPOU3BOJUTEISIMU B KaKJIOM M3 TaKUX



CJIy4aeB, ONMCAHUs KOPPEKTUPYIOIIUX IEUCTBUU, MPENIPUHATHIX B OTBET HA YKAa3aHHbIC
Cllydan, a TAaKKEC COOTHOWICHHA YPOBHsA IPOJaXK M KOJIMYCCTBA HECUHACTHBLIX CIYy4YacB H
OT3bIBOB MEANIIMHCKOI'O U3ACJINA U3 O6paHleHI/I$I

Ne Ananu3 OreHka sKkcrnepra

1 O1enka IpEeACTAaBICHHBIX

3a4ABUTCIICM JaHHBIX
14) Ouenka Ilnana cOopa u aHanu3a JaHHBIX MO 0€30MACHOCTH U A(HPEKTUBHOCTU
MEIUIUHCKOIO U3/1eJMs Ha MOCTIPOAAKHOM ITale U OTYeTa 00 aHAJIN3€ PUCKOB
Ne Amnanus OneHka 3KcepTa

1 OL[CHKa NpeaACTaBJICHHBIX

3asBHUTENIEM JTaHHBIX
5. 3akimoueHue OKCIICpTa
1. [HonoxurensHOE
2. OrtpuriarensHoe (C 000CHOBaHUEM)
Bce JAaHHBIC, ITPUBCACHHLIC B SKCIICPTHOM 3aKIIIOUCHHH, JOCTOBCPHBI U COOTBETCTBYIOT
YCTaHOBJICHHBIM TPEOOBaHUSM, YTO MOATBEPKIAI0 TNIYHOM MOAMUCHIO
PYKOBOJII/ITCJIB CTPYKTYPHOI'O IIoApa3aCICHUA

noanuck O.N.O (ripu ero HaIU4IMN)
Okcnepr

noanuch ®.N.O (pu ero HaTUYINM)
JlaTa

IIpunoxenue 9
K IIpaBHJIaM IPOBEACHUS
9KCIIEPTU3BI MEAUIUHCKOTO H3ACITHUS

¢bopma

OKCHEPTHBIH OTYET CHCHUATM3HPOBAHHON SKCIIEPTU3HI O BIIMAHINH BHOCHMBIX H3MCHCHHH B
PEeruCTpaIiOHHOE HOChe Ha 6€30MacHOCTh, KadecTBO H 3 GEeKTHBHOCTh MEIUIUHCKOTO H3IEIIHAI

Caocka. [Ipunoxenue 9 - B peakiiuu mprkasa u.0. Munuctpa 3apaBooxpanenusi PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JE€MCTBHE CO JHS €ro MEPBOro O(UIIMATIBHOTO

OmnyOJIMKOBAHUS ).

1. ®.1.0. (11pu ero HAIMYKHU) FKCIIEPTa
2. VueHas creneHb, 3BaHHE

3. No 3asBKM U J1aTa

4 Jlata mocTymjeHus] JOKYMEHTOB Ha

CHENHAT3HPOBAHHYTO HKCIIEPTU3Y

Toprosoe HauMEHOBaHUE
MEAULIUHCKOTO U3EHs



[IpoBenena ’kcnepTH3a JOKYMEHTOB PETHMCTPAIMOHHOTO JIOChE, XapaKTEPpU3YIOIIHUX
BJIIMSIHME Ha OE€30MacHOCTh, KadecTBO U 3(P(PEKTUBHOCTH BHOCHUMBIX H3MEHEHHUU B
PETUCTPAIIMOHHOE JTIOChE, HAa MEIUIIMHCKOE U3/ICIHE.

B xone mpoBeeHus SKCepTU3bl yCTAaHOBJICHO:
Ne Penaknusa no BHeceHUsI U3MeHeHHT BHocuMoe n3MeHeHne
BnusHne BHOCMMBIX HM3MEHEHHWM Ha 0€30I1acHOCTh, KauecTBO M 3G (PEKTUBHOCTH
MEIUITUHCKOTO M3/ICIIHS:

Anamn3 Biuser (He Biuser) [Ipu
Ne W3menenue (yka3ath Hy)KHOE) OTPULIATEILHOM  3aKJIIOYCHHUH
yKa3bIBaeTCsi 000CHOBaHHE

3aKiroueHue OKCIICPTA.
1. [HonoxurensHOE
2. OtpunarenpHoe (¢ 000CHOBaHHEM )

Bce JaHHBIC, ITPUBCACHHLIC B SKCIICPTHOM 3aKIIIOUCHUH, JOCTOBCPHBI U COOTBECTCTBYIOT
YCTaHOBJICHHBIM TPEOOBaHUSM, YTO MOATBEPKIAI0 TNIYHOM MOAMUCHIO

PYKOBOI[I/ITCJIB CTPYKTYPHOI'O IIoApa3aCICHUA

noanuck O.N.O (ripu ero HaIU4IMN)
Okcnepr
noanuch ®.N.O (pu ero HaTUYINM)
JlaTa

[Ipunoxenue 10
K IIpaBHJIaM IPOBEACHUS
9KCIIEPTU3BI MEAUIUHCKOTO H3ACITHUS

®opma
MuHHCTEPCTBO 37paBOOXPAHECHUS
PecnyOnuku Kazaxcran

HaumenoBaHue rocy1apCTBEHHON KCIEPTHON OpraHU3aluN

ATTecTaT aKKpeIuTaluu UCIbITaTeNbHOM 1abopatopun (Ne, cpok neicTBUA)

Anpec, TenedoH IKCIEPTHON OpraHU3alMK (MCIIBITATeIbHON 1ab0paTopun)

" "

IIporoxon mensrranmii Ne oT roma

CHocka. [Tpunoxenue 10 - B pegakuuu npukasa u.0. Munuctpa 3npaBooxpanenusi PK ot
20.12.2021 Ne KP JICM-131 (BBOAUTCS B ASWUCTBHE CO JHS €ro MEpPBOTO ODHUIIMATHLHOTO
oy OJIMKOBAHUSA).

Crpanunia  (KonuyecTBo TUCTOB )



3asBuTENb (7151 FOPUIUIECKOTO JuIla (HanmeHoBaHue) (s pusudeckoro ymia) O.N.0. (
MIPU €ro HAJIMYKU) U aJIpec):

HaunmeHnoBaHue IMPOAYKIHU:

Bun ncnerranmit:

OcHoBaHUeE:

®upma U3roTOBUTEND (MPOU3BOJUTEIND), CTPAHA:

Cepusi, maptusi:

I[aTa IMPOU3BOACTBA:

CpOK TOJIHOCTH:

JlaTa Hayaa ¥ 1aTa OKOHYaHUS UCIBITAHUM:

KonudectBo 00pas1os:

O6o03HaueHNe TOKYMEHTA M0 KAYECTBY HAa METO/Ibl UCIIBITAHUH:

Pe3ynbpTarsl ncnibITaHUM

HaunmenoBaHue TpeboBanus nokymenTa o PaKTUYECKH MONTYICHHBIC
oKasaresieu KauecTBYy pE3yJbTaThI

1 2 3 4

TOC u BraxuoCTh (%)

3aKIIOYCHHUE:
[IpeacraBneHHbie 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT) TPEOOBAHUAM JTOKYMEHTOB
M0 Ka4eCTBY M METOJMKH BOCIPOU3BOMAATCS (HE BOCHPOU3BOAATCS) (yKa3blBaTh MpH
Heobxoaumoctn) (HykHOE MOT4epKHYTh)

Metoauku He BOCIIPOU3BOISATCS 1O CIAEAYIONTUM MMOKa3aTesIM

HO,Z[HI/ICI/I YIIOJIHOMOYCHHBIX JINI]

(momxnocTh) (moanuck) @.M.0 (ripu ero HaNU4UK)

(momxnocTh) (moanuck) ®.M.0 (ripu ero HaTM4Un)



(momxnocTh) (moanucek) ®.M.0 (ripu ero Hanu4uu)

IIpunoxenue 11
K [IpaBUJIaM IMPOBEACHUS
9KCHEPTU3bl MEAUILIMHCKOTO H3ENHs

¢bopma

Ort4er 0 pe3yibTaTax MPOBEAECHHA JaOOPaTOPHOTO HCIIBEITAHKUA B J1AG0PaTOpHK KOHTPOJISA
KauecTBa MPOM3BOJWTENIA HIH B KOHTPAKTHO#M 1a00paTOpHH, HCIIOIB3yeMOii POU3BOAUTENEM™*

Cuocka. [Ipunoxenue 11 - B penakunu npukasa u.0. Munuctpa 3apasooxpanenus PK or
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JIEMCTBHE CO JHS €ro MEPBOro O(UIIMATIBHOTO
OITyOJIMKOBaHUA).

1. Pe3rome

HaumenoBanne MeIHIIMHCKOTO
U3IEIINS

HaumeHnoBaHue, aapec peKBU3HUTEHI
MIPOM3BOJICTBEHHOM IIIOIIAKU

HammenoBaHue, anpec, peKBH3HTHI
nabopaTopuy KOHTPOJIS KadecTBa H (
WIN) KOHTPaKTHOW nabopaTopuu
KOHTPOJISI Ka4eCcTBa

OcHoBaHme NpPOBEICHUS
712a00paTOPHOTO UCIBITAHHS

Howmepa nunensun (pu Hanu4un),
ceprudukaToB, 3asiBOK Ha
SKCHEPTU3Y

IIpoBenenne  nmaGoOpaTOPHBIX

HUCHBITAaHUI

Pe3rome pesTensHOCTH 1a00paTOpHH
Brimyck B peanmzanuio cepuu
KOHTPOJISI Ka4eCTBa

MEIUITHHCKOTO H3IEITHsI
NHoe (HE0OX0MMO YKa3aTh)

Hara(sr) MpOBEICHUS
712a00paTOPHOTO UCIIBITAHHS

®.MN.0. (mpu ero HaJIUYHUH)
9KCIIEPTOB (WIEHOB KOMMCCHUH),
JIOJDKHOCTB

2. BBognas uadopmarus
KpaTKOG OIIUCAHHUC HaGOpaTOpI/II/I KOHTpOJ'IH KayeCTBa

Hanmnume moKyMeHTHPOBAHHBIX MPOIEIyp MPOBEACHUS
HUCIIBITAaHUH

Brimonnenne TpeOoOBaHWE  TOKYMEHTHPOBAHHBIX
MIPOLIEAYP POBEACHHS UCTIBITAaHUIH

Lens mpoBeaeHus 1a00paTOPHOTO UCIIBITAHUS

OOBEKTHI UCIIBITAHUS



[lepconan naGopaTopuu KOHTPOJS KadecTBa,
Y4acTBYIONIMI B MpPOBEIEHUU JTabOPAaTOPHOTO
WCTIBITaHUS

JOKyMEHTHI, nHoJZaHHBIE
OpraHHu3alUen-Ipou3BogUTENIeM U (WIn) 1aboparopuen
KOHTPOJISI KAYeCTBa 10 MPOBEJICHNSI HHCIIEKLIUH

3. HabGmronenus u pe3yiabTaThl IPOBEACHUS 1a00PATOPHOTO UCIIBITAHUS
CchUika Ha JOKYMEHT IO Ka4eCTBY

Howmep cepun, nara npousBoacTsa

TpeboBanus
dakTUUYECKUE CootBeTcTByeT (HE
[Toka3zarens JIOKYMEHTa 1O T, BnaxHOCTH
Ppe3yIbTaTh COOTBETCTBYET)
KauyecTBY

4. Ilpunoxenus

JlokyMeHTsl (HEpBHYHBIE MJAaHHBIE, MPOTOKOJIBI
UCIBITAHUKH) W 00pasipl, OTOOpaHHBIE B XOJe
MPOBEJICHUS JTa00PaTOPHOTO MCIIBITAHUS

5. 3akiroueHue
IlonoxurenpHOE
OtpunarensHoe (¢ 000CHOBaHUEM)

[Ipumeuanune *K otuery o pesynbpTaTax MpOBEACHHS JTa0OPATOPHOTO HCIBITAHUS
npuiiaraercs Konusi cepTudukaTa aHanusa U (MiIM) OpOTOKOJIA UCIIBITAHUN Ha MPOTYKIHUIO
nabopaTopur KOHTPOJIS KadecTBAa MPOU3BOJUTENS WJIM KOHTPAKTHOW JabopaTopud,
HCHOHBSY@MOﬁ IMPOU3BOJAUTCIICM. Bce MMPUIIOKCHUA K OTUCTY ABJIAIOTCA HEOTHEMJIEMON €ro
HJacCTbIO.

PYKOBOIII/ITGJIB KOMHCCHUH.

(moamuck) @.M1.0 (mpu ero HaIU4Un), J0THKHOCTD
YJICHbI KOMUCCHU:
(moanuce) ®.M1.0O (ipu ero HaIu4Yum), JOTKHOCTh

(moamucek) ®.M.0O (ripu ero HaIUYUM ), TOTKHOCTD
" " 20 T
CornacoBaHo:

(moamuce) ®.M1.O (ipu €ero HaaTu4Yuu), 10TKHOCTh

(moamuce) ®.1.O (ipu ero HaIu4duu), T0TKHOCTh

(moamuce) ®.1.O (pu ero HaaTu4Iuu), T0IKHOCTh
[Ipunoxenne 12
K [IpaBUjIaM IPOBEACHUS
OKCIICPTU3BI MCAUITUHCKOT'O0 U3ACTINA



¢dopma

3akmodeHue 0 6e30nacnocm, Ka49CCTBC S(ID(IDOI(THBHOCTI/I MCIHUIIUHCKOI'O U3ACJIAA,

3asfBJIICHHOTO Ha SKCIEPTU3Y B LEJIIX TOCYyAapCTBEHHOM PErHCTPAIiH, IEpepETHCTPALAH B
Pecny6mxe Kazaxcran

CHocka. [Tpunoxenue 12 - B pegakuuu npukasa u.0. Munuctpa 3npaBooxpanenus: PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ASHUCTBHE CO JHS €ro MEPBOTO ODHUIIMATHLHOTO
OITyOJIMKOBAHU ).

1. PecnyOnukaHckoe rocyJapcTBEHHOE MPEANPUITHE Ha MPaBe X034 CTBEHHOTO BEACHUS
"HarmoHanbHbId LEHTP 3KCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAUIMUHCKUX HU3AETUn"
Komurera MeauuuHckoro u  (apmareBTUUECKOro KOHTpodass MuHucTepcTBa
3npaBooxpaneHus PecnyOnuku Kaszaxcran cooOmaer pe3ynbTaThl AKCIEPTU3BI HA
0e30MacHOCTh, KadecTBO M APGEKTUBHOCTh MEAUIUHCKOTO U3AEIUsS B LEIIX
rocyJapCTBEHHOW perucrpauuu, nepeperucrpaunu B Pecnyonuke Kasaxcras:

TOpFOBOC HaAaMMCHOBAHHNEC MCIUIITMHCKOI'O U3ACIINA
OpFaHI/BaL[PISI-HpOI/BBOZ[I/ITeJ'H), CTpaHa-npoOnU3BOJAUTCIIb
IIpousBoacTBeHHAas IIOMIAIKA, CTPaHa

YHOIHOMOYEHHBIM NpeACTaBUTENb NPOU3BOAUTENS,
CTpaHa

YNOMHOMOYEHHOE  JULO 10 MOHUTOPHUHIY
HEeOJMAaronpusATHBIX  COOBITHH  (MHIMICGHTOB) Ha
tepputopuu Pecrybnuku Kazaxcran

Tun memuiuackoro m3aenus (MU (MMH), MU (MT),
MU (in vitro)

Bupn (peructpanyst, mepeperucTparys)

Kitacc B 3aBHCHMOCTH OT CTENEHH MOTCHIIMAIHEHOTO
pHCKa IPUMEHEHHS

Kon HomeHkinatypel MEIUIMHCKMX H3JIeIUl
Pecrryonuku Kazaxcran

KoMmruiekrarys MeAMIMHCKOT0 u3enus (Ipy HaJndiu
— KOJUYECTBO KoMILIekTyromnux) (Tabmuma)

3aKtoYeHUE HaYallbHON SKCICPTU3HI (TTOIOKUTEIFHOES
WM OTPHUIATEIEHOE)

3aKiIo4eHHe CHEeNUaTu3UpPOBAHHOM 3KCHEpPTHU3Bl  (
MIOJIOKUTEIBHOE MIIH OTPULIATENILHOE)

3aKIII0ueHNE UCIIBITaTeNbHON Taboparopun: nata u Ne
MIPOTOKOJIA (TTOJIOKUTEITHFHOE HITH OTPUIATEIHHOE)

Tabnvma
KoMIuiexraius MEIUITMHCKOTO U3EIIHAA

HaunmenoBanue mozaenu (Mogudukammn) MU* (3amonHseTcs Ha KaXIy0 MOJIEINb)



No Bun cocraBHeix Hawmenosanne Mogenb IIpomsBonutens CtpaHa
Yacrei COCTaBHBIX COCTaBHBIX
yacteil yacTei

* 3aMI0JTHAETCS Ha KaXKyH0 MOJIEJIb

2. 3axnroueHue (MoJ0XKHUTeNbHOE): MaTepuansl U JOKYMEHTBl PETUCTPALIMOHHOTO JI0ChE
Ha MEIULMHCKOE W3JENIHNE, NPEJOCTABICHHBIE Ha HKCIEPTU3Y Ui TOCYyAapCTBEHHOM
perucrpaunuu, nepeperucrpanuu B Pecriyonuke Kazaxcran, COOTBETCTBYIOT YCTaHOBJIEHHBIM
TpeOoBaHUSIM, O€30MaCHOCTh, Ka4eCTBO M A()PEKTUBHOCTH MEAMITUHCKOTO W3IEIUS
NOJITBEPACHBI COOTBETCTBYIOIIMMH MaTeprajaMu U MPOBEICHHBIMU UCTIBITAHUSMH.

MenaunmHckoe u3nenue 3apeructpupyercsa B Pecmyonuke Kazaxcran cpokom Ha  JieT
UM 6€CCPOYHO.

3akmroueHue (oTpuLaresibHoe): Marepuaibl U JOKYMEHTbI PETUCTPALIMOHHOIO 1I0ChE Ha
MEIULUHCKOE W3JeNHe, NPEAOCTABICHHbIE HA JSKCHEPTU3Y [JIs TOCYJapCTBEHHOMN
peructpanuu, nepepeructpaunu B PecnyOnnke KazaxcTtaH, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TPEOOBaHUSIM, OC30IMaCHOCTh, Ka4eCTBO M d(PHEKTUBHOCTh MEIUIIMHCKOTO
U3eNUsl HE TMOJATBEPKIAEHbI COOTBETCTBYIOIIMMU MaTepUajaMH M MPOBEICHHBIMU
UCIIBITAHUSMU.

MeauumHcKoe u3aenue He 3apeructpupyercs B Pecnyonuke Kazaxcras.

nerucTBUTENBHO 180 KameHIapHbIX THEW C 1aThl NOAMCAHNS.

PykoBonuTenb rocyaapcTBEHHON SKCIIEPTHON OpraHu3aluu

noamuch G.N.O. (mpu ero HamTU4wM)
JlaTa

IIpunoxenue 13
K IpaBHJIaM IPOBEACHHS
SKCTIEPTU3BI MEUIIUHCKOTO U3/IEIHS

¢dopma

3axmodeHne o0 6e30IacHOCTH, KagecTBe H 3P PEKTUBHOCTH MEUITMHCKOTO H3AEIHS
3asBJIICHHOTO Ha 3KCIEPTU3Y B /X BHECCHUI H3MEHEHHH B PETHCTPALIHOHHOE JOCHE

Cuocka. [Ipunoxenue 13 - B penakunu npukasa u.0. Munuctpa 3apaBooxpanenus PK or
20.12.2021 Ne KP JACM-131 (BBOAUTCS B JIEUCTBHUE CO JHS €r0 MEPBOTO OPUIIMATHLHOTO
OomyOJMKOBaHUA).

1. PecnyOnukanckoe rocyJapcTBEHHOE MPEANPUITHE Ha MPaBe XO3IMCTBEHHOTO BEACHUS
"HammoHanpHbId LEHTP IKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMUHCKUX H3AEIUN"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpoJis MuHHCTEpCTBa
3npaBooxpanenust Pecny6nuku Kazaxcran cooOuiaeT pesysiabTaThl SKCIEPTU3bl O BIUSHUU
BHOCUMBIX H3MEHEHHH B PETHCTPAlMOHHOE J0ChE€ Ha O0€30IaCHOCTh, KauyecTBO U
3¢ (HEKTUBHOCTH MEAUIIMHCKOTO U3/IEITH:

ToproBoe HaMMEHOBaHNE MEAUIIMHCKOTO U3IEIIHS



Opranusanus IpOU3BOJUTENb, CTPAHA-MPOU3BOIUTEID
[Ipou3BoacTBEHHAs TUIOMIAIKa, CTPAHA

YNOTHOMOYEHHBIM TPEICTABUTENb MPOU3BOJIUTENS,
CTpaHa

V1oaHOMOYEHHOE JIA1IO0 mo MOHHUTOPUHTY

HEOIarompusATHBIX COOBITHH (MHIHMICHTOB) Ha

teppuropuu Pecnybnuku Kazaxcran
BrocuMbIe n3MEHeHHS

3akiroueHre HavallbHOM 3KCIIEPTH3bI (TTOJI0KHUTEILHOE
WIIH OTPULIATENIEHOE)

3aKkiroueHue CHCL{I/IaHI/ISI/IpOBaHHOﬁ OKCIICPTU3BI (
TIOJIOKUTCIIPHOC UITH OTpI/ILlaTeJ'ILHOG)

3axI04eHre UCIBITaTeIbHOU JabopaTopuu: gata u Ne
IIPOTOKOA, (IIOJI0XKUTENbHOE UM OTPULATEIHHOE)

2. 3akntoueHue (Moa0KUTeNbHOE): Marepuanbl U JOKYMEHTBl Ha MEAUIIMHCKOE U3JIeNne,
IPEeI0CTaBIICHHBIC ISl BHECEHUS] U3MEHEHHI B PErHCTPAllMOHHOE J0ChE, COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPeOOBaHMSM, BIHMSHUE Ha 0O€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
MEIUIIMHCKOTO HU3JeNUsl TMOATBEPKICHBI

IMPOBCACHHBIMHN UCIIBITAHUAMMU.

COOTBCTCTBYIOIIMMHU MAaTCpHUaAJIaMHU U

BHocuMBIle HM3MEHEHUS 3aperucTpupyercs ¢ Bbigauer (6e3 BbIJauM) HOBOTO
PErUCTPAIMOHHOTO YAOCTOBEPEHHUSI.
3akimoueHue (oTpuuaresnbHoe): MaTepuanbl 1 JOKYMEHTBI HA MEIUIIUHCKOE U3JEINE,
MIpeI0CTaBICHHbBIC /IJI1 BHECEHUSI U3BMEHEHUN B PETUCTPAIIMOHHOE JJOChE, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPeOOBaHMM, BIHMSHUE HA O€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
MEIHUIIMHCKOTO U3JeIusl HE TMOJITBEPXKJICHbI COOTBETCTBYIOIIMMU MaTepualaMu |
MIPOBEICHHBIMU UCTTBITAHHUSIMHU.
BHocuMbIe n3MEHEHUS HE 3apETUCTPUPYETCS.
3akiroueHne AerucTBUTENbHO 180 KalleHAapHbIX THEN C JAThI TOAIUCAHUS.

PykoBoautens rocy1apCTBEHHOM 3KCIEPTHOM OpPraHU3aluN

noanuck ®.MN.0O. (pu ero HAIMYUN)
JlaTa

[Ipunoxenne 14
K [IpaBUJIaM MPOBEACHUS SKCIEPTU3BI
MEAULUHCKOTO U3IEIIHs

dopma

Kazakcrtan PecmyOnmkacer JleHcayNbIK CcakTay
MHHHUCTPIIrT MeIunuHaNbIK x&oHe (GapManeBTHKAIBIK
" Topimik
MEAMIMHAIBIK OyHbIMIapasl capantay YJITTHIK
OpTaNbIFB" MIAPYAMIBUIBIK JKYPTi3y KYKBIFBIHIIAFBI
pecIyOIUKAITBIK MEMIIEKETTIK KOCITOPHEI

0akpllay KOMHUTETIHIH 3aTTap MeH

CBoaHsIi oTgeT Mo 6€30MacHOCTH, Ka4eCTBY H 3P PEKTUBHOCTH MEUITMHCKOTO H3EIHs

Pecrry0nmkanckoe rocynapcTBEHHOE MPEANPHSITHE Ha
mpaBe XO3SMUCTBEHHOTO BeaeHUs "HalnoHambHBIN
HEHTP OKCIEPTU3bI
MeIUIMHCKUX m3aenuii" Komurera MEOUIIMHCKOIO K
(hapManeBTHUECKOTO  KOHTpPOJISI MUHHCTEpCTBA
3npaBooxpaneHus Pecyomuku Kazaxcran

JICKapCTBCHHBLIX CpCACTB U



HanMeHnoBaHMe METUITMHCKOTO W3CIHS, TPOU3BOAUTEIb, CTPaHA
[Ipou3BoicTBEHHAS IUIOIIAKA, CTpaHa

YTOJTHOMOYEHHBIA MPEACTABUTEND IIPOU3BOAUTEINS

U3 oTuera yaaneHa koHpuaeHnanIbpHas nHpopmaus
Conepxanue

. O0GnacTh NpUMEHEHUSI METUIIMHCKOTO U3/IETUs

. HazHaueHue Me JUIIMHCKOTO U3EIIUS

. KpaTtkas Texandeckast XxapakTepuCTHKa MEIUITUHCKOTO U3ICITHUS
. Knacc 6e3onacHocTH

. Uudopmarius o mpousBoguTese

. Pemienue (3akitoueHue)

. Uudopmarus mo peructpamnuu

. YcnoBus xpanenus aig [VD (AiiBunn)

0 3 N D AW

Ipunoxenue 3 x npukasy
MHuHHUCTpa 3ApaBOOXPaHEHHS
Pecny6nmku Kazaxcran
ot 27 stuBaps 2021 roga
Ne KP ICM-10

ITepedens yTpaTHBmIEX CHIIy HEKOTOPBIX IIpHKa30B MuHucTEpCTBa 3paBooxpanennd PecmyOmixu
Kasaxcran

1) mpuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 18 Hosi06psa 2009 roga
Ne 736 "O6 yrtBepxknenuu IlpaBun mpoBeeHUsS SKCMEPTU3BI JEKAPCTBEHHBIX CPENICTB U
MEIUMLIMHCKUX u3aenui" (3apeructpupoBaH B PeecTpe rocynapcTBEHHON perucTpanuu
HOPMATHBHBIX MPABOBBIX akTOB Mo Ne 5926, onyb6nukoBan B 2010 roxy B CoOpanun akToB
LEHTPAJIbHBIX MCHOJHUTEIbHBIX M HWHBIX LEHTPAIbHBIX TOCYJAapCTBEHHBIX OPraHOB
Pecnyonuku Kazaxcran, Ne 5);

2) npuka3z Munuctpa 3npaBooxpaneHus: Pecnyomuku Kazaxcran ot 28 oktsaops 2011
rojga Ne 745 "O BHeceHMM M3MEHEHMI B npuka3 MuHucTpa 3apaBooxpaHeHust PecryOinku
Kazaxcran ot 18 nHosiOpst 2009 roma Ne 736 "OO ytBepxaenuu I[IpaBun mpoBeaeHus
AKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3EINI MEIUIMHCKOTO HA3HAYEHU U MEJUIUHCKON
TeXHUKH" (3aperucTpupoBaH B PeecTpe rocynapCTBEHHON pErucTpanid HOPMaTHUBHBIX
npaBoBbIX akToB noj Ne 7308, onyOnukoBaH B brojieTeHe HOpMATUBHBIX MPABOBBIX AKTOB
LEHTPAJIbHBIX UCIIOJIHUTEIBHBIX U UHBIX TOCYAapCTBEHHBIX opraHoB PecryOnuku Kazaxcran,
2012 1., Ne 2, ct1. 434);

3) nyHkT 3 IlepeuHs HOpMAaTUBHBIX MPABOBBIX AKTOB MHHHCTEPCTBA 31paBOOXPAHEHHUS
PecnyOnuku Kazaxcran, B KOTOpbI€ BHOCATCS W3MEHEHHS, YTBEPXKIECHHOIO MPUKA30M
Munuctpa 3npaBooxpanenus Pecnyonuku Kazaxcran ot 28 centsiopsa 2012 roga Ne 664 "O
BHECEHHM W3MEHEHHH B HEKOTOPbIE HOPMAaTUBHBIE IPABOBbIE aKThl MMHHHUCTEpPCTBA
3npaBooxpaHenus Pecnyonuku Kaszaxcran (3apeructpupoBaH B PeecTpe rocyaapcTBeHHOM



pPETHCTpallMi HOPMATHUBHBIX TTPaBOBBIX akTOB 1o Ne 8081, omybnukoBan 26 oktsadps 2013
rona B razete "Kazaxcranckas npasaa" Ne 302 (27576));

4) mpuka3z Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 11 anpens 2014 roga
Ne 186 "O BHeceHMM H3MEHEHHUs B Npuka3 MuHHUCTpa 3apaBooxpaHeHus PecnyOnuku
Kazaxcran ot 18 Hos0pst 2009 roma Ne 736 "OO yrBepxknaenun I[IpaBun mpoBeneHus
AKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB, U3IEINA MEIULIMHCKOIO Ha3HAYEHUS U MEIULIMHCKOU
TeXHUKHU" (3aperucTpupoBaH B PeecTpe rocyaapcTBEHHOM perucTpalid HOPMATHBHBIX
npaBoBbIX akToB moa Ne 9408, ony6mukoBan 12 asrycra 2014 roma B
MH(pOpPMAIIMOHHO-TIPABOBOM cucteMe "I inet");

5) mpuka3 MuHHCTpa 31paBOOXpaHEHHS M COLUMAIBHOTO pa3BuTus PecmyOnuku
Kazaxcran ot 14 suBaps 2015 roma Ne 10 "O BHeceHun u3MeHEHH B npuka3z MuHuUCTpa
3apaBooxpanenusi Pecmybmuku Kazaxctan ot 18 Hos6ps 2009 roma Ne 736 "OG6
yTBepkAeHUU [lpaBuil mpoBeNeHUs 5SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, HW3JCIUM
MEIUIMHCKOTO Ha3HAuY€HUS W MEIUIIMHCKOW TeXHUKHU'" (3apeructpupoBaH B Peectpe
roCcyJapCTBEHHON PErucTpaliii HOPMAaTUBHBIX MPABOBBIX akTOB 1o Ne 10296, ony6inkoBaH
18 mapta 2015 roga B uH(popMaIMOHHO-IPaBOBOM cucteme "Oainer");

6) mpuka3 MuUHHCTpa 3paBOOXPAHEHHS M COLMAIBHOTO pa3BuTus PecmyOnuku
Kazaxcran ot 26 utonst 2015 roma Ne 524 "O BHeceHUM U3MEHEHUN U JOMOJHEHUN B MPUKA3
Munuctpa 3apaBooxpaneHusi Pecnyonuku Kazaxcran ot 18 Hosi6ps 2009 roma Ne 736 "O6
yTBepkAeHUU [lpaBui npoBeNeHUS DSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, W3JCIUM
MEIUIMHCKOTO Ha3HAuYeHUsS W MEIUIIMHCKOW TeXHUKHU'" (3apeructpupoBaH B Peectpe
roCcyJapCTBEHHOW PErucTpalii HOPMATUBHBIX MIPABOBBIX akTOB 1o Ne 11778, ony6nukoBan
10 aBrycra 2015 rona B undopmanmoHHO-IIpaBOBOM cucteme "Onauer");

7) npuka3z Munuctpa 3apaBooxpanenus Pecmy6nuku Kazaxcran ot 15 utons 2018 roga
Ne 374 "O BHeceHuM W3MEHEHMI B mpuKa3 MuHucTpa 3apaBooxpaHeHus PecnyOnuku
Kazaxcran ot 18 nHosiOpst 2009 roma Ne 736 "OO ytBepxnenun [IpaBun mpoBeaeHuUs
HKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, N3N MEIUIIMHCKOTO HA3HAYEHUS U METUIIUHCKON
TeXHUKH" (3aperucTpupoBaH B PeecTpe rocynapCTBEHHON pErucTpand HOPMaTHUBHBIX
npaBoBbIXx akToB moj Ne 17185, omyOGnukoBan 17 aBrycra 2018 roma B DTaloHHOM
KOHTPOJIbHOM OaHKE HOPMAaTHBHBIX MPaBOBbIX akTOB PecmyOnuku Kazaxcran);

8) nmpuka3z Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 19 anpens 2019 roma
Ne KP JICM-43 "O BHeceHMM HW3MEHEHHU B MpuKa3 MUHHUCTpa 3ApaBOOXpPAHEHUS
Pecnybnuku Kazaxcran ot 18 nos0ps 2009 roma Ne 736 "OOG yrBepxkaenun I[IpaBun
MPOBEACHUS DKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3AEIUI MEAUIIMHCKOIO Ha3HAYEHUS U
MEIHUIIMHCKON TeXHUKU'" (3apeructpupoBaH B PeecTpe rocynapcTBEHHOUN perucrpaiuu
HOPMAaTHUBHBIX MPaBOBBIX akTOB 1Mo Ne 18579, onybnukoBan 4 mast 2019 roga B ItaqoHHOM
KOHTPOJIbHOM OaHKE HOPMAaTHBHBIX MPaBOBbIX akTOB Pecmyonuku Kazaxcran);

9) npuka3z Munuctpa 3npaBooxpaHenus Pecry6iauku Kazaxcran ot 21 mapra 2020 roma
Ne KP JACM-19/2020 "O BHeceHMM M3MEHEHHUH B MpuKa3 MUHUCTpa 3ApaBOOXPAHEHUS



Pecnybnuku Kazaxcran ot 18 nos0ps 2009 roma Ne 736 "OO yrBepxkaenun I[IpaBun
MPOBEJICHUSI JKCIEPTU3bl JIEKAPCTBEHHBIX CPEJACTB W MEIAUIMHCKUX wu3Aenuit”" (
3aperucTpupoBaH B PeecTpe rocyapCTBEHHON pEerucTpald HOPMaTUBHBIX MPABOBBIX aKTOB
nog Ne 20156, onyonukoBan 9 ampens 2020 roga B DTaJOHHOM KOHTPOJbHOM OaHKE
HOPMAaTUBHBIX MTPaBOBbIX akTOB PecniyOnnku Kazaxcran);

10) npuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 10 urons 2020 rona
Ne KP ICM-81/2020 "O BHeceHuH AOMOJHEHUW B MpuKa3 MuUHHCTpa 3paBOOXpPaHEHUS
Pecnybnuxkn Kazaxcran ot 18 nos0ps 2009 roma Ne 736 "OO yrBepxkaenun I[IpaBun
MPOBEJICHUSI JKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB W MEAUIMHCKUX wu3genuit”" (
3aperucTpupoBaH B PeecTpe rocyapCcTBEHHON pEerucTpalii HOPMaTUBHBIX MPABOBBIX aKTOB
nog Ne 20952, onmy6nukoBan 13 wutons 2020 roga B DTaJOHHOM KOHTPOJBHOM OaHKe
HOPMAaTUBHBIX MTPaBOBbIX akTOB PecnyOnnku Kazaxcran).
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