dd:}.ﬂ cili

006 yrBepkaeanu IIpaBui MpoBeIeHHUS SKCIICPTH3HI JICKApPCTBCHABIX CPEACTB H
MEIUITHHCKHUX H3eIINiA

Y1paTuBmmi caty

[Ipuka3z Munuctpa 3apaBooxpanenus: Pecniyonuku Kazaxcran ot 18 Hos6ps 2009 rona
Ne 736. 3apeructpupoBan B MunucrepctBe rocturiuu Pecniy6nuku Kazaxcran 26
HOs10pst 2009 roma Ne 5926. Yrpatun cuiny npukazoM MUHHCTpaA 3ApaBOOXPAHEHUS
PecnyOnuku Kazaxcran ot 27 stuBapst 2021 roga Ne KP JICM-10.

CHocka. YTpaTtun cuity npukazom Munuctpa 3apaBooxpanenus PK ot 27.01.2021
Ne KP JICM-10 (BBOAMTCA B JIEMUCTBHE MO MCTECYECHUM JIECATH KaJCHIAPHBIX JHEH
mnocjue JUH S ero MEPBOTO opuumanbHOTO OnyOJIMKOBAHUS).

CHocka. 3arojoBOK B pelakluuu npukaa Munucrtpa 3apaBooxpanenus PK or
19.04.2019 Ne KP JICM-43 (BBOAUTCS B ASWCTBUE MO UCTEUYSHUH JCCATH KaJICHIAPHBIX
JHEW  1mocje JHS  ero  mepBoro  OQUIMAIBHOTO  OMYOJIMKOBAaHUS).

[IpumMmeuanue PIIITN!

[Topsiiok BBeAeHUS B ICUCTBUE MPUKa3a CM. I1. 6.

B cootBerctBuu co crateamu 63 u 71 Kogekca Pecnybnuku Kazaxcran ot 18
ceutsiops 2009 roma "O 3710pOBbE HapoJa U CHCTEME 3JpaBOOXpaHEHUS"
ITPUKA3BIBAIO:

1. YrBepaurs:

1) IlpaBuna nmpoBeAeHUS IKCHEPTHU3bI JEKAPCTBEHHBIX CPEICTB COIJIACHO
MPUJIOKEHUIO | K HACTOSIIEMY NPUKA3Y;

2) IlpaBuiia mpoOBEAEHUSI SKCHEPTHU3bl MEIUIMHCKUX H3IEIUN COrJacHo
MPUIOKEHUIO 2 K HACTOAIIEMY TIPUKa3y.

Cuocka. ITynkr 1 B pegakuuu npukaza Munuctpa 3apaBooxpanenus PK ot
19.04.2019 Ne KP ICM-43 (BBOIUTCS B ICHCTBUE 1O UCTCUCHUH JICCITH KaJleHIapHbIX
JTHEH TOCJIe AHS €ro MepBoro oPUIMaIbHOro OMyOJIMKOBAHMS).

2. Onpenenuth PecnybinkaHckoe rocyIapCTBEHHOE MPEANpPUSTHE HA IpaBe
XO3SIMCTBEHHOTO BeJeHHS ''HanuOHaIbHBIM LEHTP OSKCIEPTU3bI JIEKAPCTBEHHBIX
CPEeACTB M MEAMIIMHCKUX u3aenuit" MuHuctepcTBa 31paBooxpaHeHus PecnyOnuku
Kazaxcran rocynapcTBEHHOW 3KCIEpPTHOM opranusamued B cdepe oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX U3JAEIIHUN JJIsl IPOBEACHUS IKCIEPTU3bI MPH
roCyJapCTBEHHOW pETUCTpallyu, MepeperucTpallii U BHECEHUH HW3MEHEHHUH B
PETUCTPAIMOHHOE I0ChE JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX U3/ICIIHM.



Caocka. ITynkr 2 B peaakiuu rnpukaza Munucrtpa 3apaBooxpanenus PK ot
19.04.2019 Ne KP ICM-43 (BBOAUTCS B ICMCTBUE 11O UCTCUCHUH JIECITH KaJICeHIapHbIX
JTHEW mocJie AHS ero mepBoro oUIIMaIbHOTO OMyOJIMKOBAHHUS ).

3. KoMmuTery KOHTpOJISI MEAUIIMHCKOU M (hapMalleBTUUECKOU NeSTeIbHOCTH
MunuctepctBa 3apaBooxpaHeHus Pecny6nuku Kaszaxcran oOecneunTs B
YCTaHOBJIIEHHOM  3aKoHojaaTenbcTBOM PecnyOmuku  Kazaxcran  mopsiake
rOCYJapCTBEHHYIO PETUCTPALMI0 HACTOSIIIEro MpuKaza B MUHUCTEPCTBE HOCTULIMH
Pecny6nuku Kazaxcras.

4. JlenmapTaMeHTy aJIMHHUCTPATUBHO-TpaBOBOM padoThl (bucMuibaun @.b.)
obecrieuynTh B YCTAHOBJIEHHOM 3aKOHOJIATEIHLCTBOM TOpsAKE oduimantbHoe
oImyOJIMKOBAaHME HACTOSIIETO MPUKa3a B CPEACTBAX MacCOBOM MHPOpPMALIUU MOCIE €ro
roCyJIapCTBEHHOM perucTpalum.

5. KoHTposib 3a MCHONHEHHEM HACTOAIIETO MPUKa3a BO3JOXKHUTH Ha
Bune-munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran bupranosa E.A.

6. HacTosiuuii nmpruka3 BBOJAUTCS B ACHCTBHUE MO UCTEUCHUH JECATH KAJICHIAPHBIX

JTHEM TOCJIe AHS €ro MepBoro oPuIMaIbHOro OMyOJIMKOBAHMUS.

Munauctp 2K. Jlockanmes

YTBepKIeHbI
npukazoM Munucrpa
3/IpaBOOXPAHECHHUS
Pecny6imku Kazaxcran
ot 18 Hos0pst 2009 roma Ne 736

ITpaBriIa OIpoBeIeHUA SKCIEPTH3EI JIEKAPCTBEHHBIX CPEICTB

Cnocka. [IpaBuna - B penakuuu npukasa Munuctpa 3apaBooxpanenus PK or
21.03.2020 Ne KP JICM-19/2020 (BBOOUTCS B JNEHCTBHE CO JIHS €Tr0 IEPBOTO
0(pUIHATIBHOTO OITYOIMKOBAHUS).

I'maBa 1. O0Omue mOI0XEeHUS

1. Hactosimue [IpaBuiia npoBeaeHUs: SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB (Janee
— IlpaBuna) paspaboranbl B cOOTBeTCTBUM cO cTaThel 63 Kopmekca PecnyOnuku
Kazaxctan ot 18 centabps 2009 roma "O 310poBbEe Hapojga U CHUCTEME
3napaBooxpanenus” (nanee — Koaekc), cratbeit 14 3akona Pecnybnuku Kazaxcran ot
15 ampens 2013 roma "O rocyaapCTBEHHBIX ycayrax' MU ONPENeNsIOT MOPSAIOK
POBEAECHUS SKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA.

2. DKcnepTu3a JEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C MyHKTOM 2 cTaThu 63
Konmekxca mpoBOAWTCS TOCYJapCTBEHHOW OKCIEPTHOW oOpraHm3anueii B cdepe
oOpainieHusl JIEKapCTBEHHBIX CPEJACTB W MEIMIIMHCKUX U3Jenuil (nmanee —



rocy1apCcTBEHHAas JKCIEpPTHAs opraHusanus), OCYILECTBJISAIOIIEH
IPOU3BOJICTBEHHO-X035MCTBEHHYIO JIEATEIbHOCTh B 00JACTH 3/PAaBOOXPAHEHUS IO
o0ecrniedeHnto 6€30nacHOCTH, 3()PEKTUBHOCTH U KadecTBa JIEKAPCTBEHHBIX CPEICTB, Ha
OCHOBAaHHUM 3aKJIIOYEHHOTO C 3asBUTEJ]IEM JOTOBOpa Ha MPOBEJAEHUE SKCIEPTHU3BI
JIEKapCTBEHHOT'O CPE/ICTBA.

OrmaTa CTOMMOCTH IKCHEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBIISIETCS B
COOTBETCTBUHM C MNPEHCKYpPAHTOM, YTBEPXKJAEHHBbIM HpuKa3oM MuUHHUCTpA
3npaBooxpaHenus PecnyOonuku Kaszaxcran ot 31 aBrycra 2017 roma Ne 671 "OG6
YCTAHOBJIEHUHU LI€H Ha YCIYTd, pealu3yeMble CYOBEKTOM TOCYIapCTBEHHOU
MoHonosuu" (3apeructpupoBaH B PeecTpe rocymapCTBEHHON perucTpaunnu
HOPMAaTHUBHBIX MPaBOBBIX akTOB Pecryonuku Kazaxcran 3a Ne 16002).

3. Dkcnepru3ze nojuiexar npousseneHHsle B PecnyOnuke KazaxcraH, a Takxke
BBO3HMBbIE Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHBIE CPE/ICTBA.

4. DkcniepTu3a He MPOBOAMUTCS HA JIEKAPCTBEHHBIE CPEACTBA MO OTHUM TOPTrOBBIM
HAaMMEHOBAaHHEM, UMEIOIINX PA3JIMYHbIN KaueCTBEHHBIM COCTaB aKTHUBHBIX BEIIECTB.
DKcnepTHh3a Ha JIEKapCTBEHHbIE CPENICTBA, pousBeaeHHbIe B PecyOnuke Kazaxcran
JUTS SKCTIOPTa TIPOBOUTCS IO PEIIeHHI0 Tpor3Boauteneit Pecriyonuku Kazaxcran.

5. Jo nonauu 3asBIEHUS HA SKCIIEPTU3Y 3asBUTEIb 110 COOCTBEHHON MHULIUATHUBE
NOJy4aeT B TOCYIapCTBEHHOM JKCIEPTHOW OpraHM3alWd Hay4yHble U
IpeAperucTpalMOHHbIe KOHCYJIbTAllMd Ha JOTOBOPHOW OCHOBE IO BOIPOCAM,
CBSA3aHHBIM C IIPOBEACHUEM SKCIIEPTHU3BI.

6. Jlus mpoBeaeHUs] DKCIEPTHU3bl JIEKAPCTBEHHBIX IMPENapaToB KPOBU U
KOMIIOHEHTOB KPOBU TOCYJapCTBEHHas SKCIEpTHAas OpraHu3alus HpPUBJIEKaeT
CHEUAINCTOB U3 MPOPWIbHBIX OpraHU3alliid, OCYIIECTBISAIOMUX JEATEIbHOCTh B
chepe cimyxObl KPOBH.

7. B HacTossmux [IpaBuiax uCMoap3yr0TCs CIEAYOMMNE TEPMUHBI U OIIPEACICHUS:

1) OMoaHaNOrMYHBIN JeKapCTBEHHBIN Mpemnapar (OnoaHanor, OMOMOJ00HBIM
JIEKapCTBEHHBIN MIpenapaT, OMOCUMUIISIP) — OMOJIOTUUECKUH JIEKApCTBEHHBIN MTpenapar,
KOTOPBIM COJEPAKUT BEPCHUIO ACHCTBYIOIIETO BEIIECTBA, 3aperMCTPUPOBAHHOIO
OMOJIOTMYECKOTO OPUTMHAIIBHOTO JIEKAPCTBEHHOI'O Mpenapara Uil pedhepeHTHOro
JIEKapCTBEHHOTO Tpenapara 1 1Mo KOTOPOMY MPOJAEMOHCTPUPOBAHO CXOJCTBO (1o00ue
) Ha OCHOBE CpaBHHUTEJbHBIX HCCJIEJOBAaHUM MO TOKa3zaTensaM KadecTBa,
OMOJOTUYECKON aKTUBHOCTH, O€30macHOCTH U 3 (PEKTUBHOCTH;

2) OMOJOOCTYIHOCTh — CKOPOCTh M CTENEHb, C KOTOPOW aKTUBHOE BEUIECTBO
BCAChIBAETCS U3 JIEKAPCTBEHHOM (JOPMBI M CTAHOBUTCS JOCTYIIHBIM B MECTE JICUCTBHUS;

3) Ouonoruveckuil JeKapCTBEHHBIN MMpernapar — JEeKapCTBEHHBIM Mpemnapar,
JeMCTBYIOIIEE BEIIECTBO KOTOPOTO MPOU3BEACHO MM BBIIEICHO U3 OMOIOTHYECKOrO



UCTOYHHMKA M JUIsI ONMUCAHUSI CBOWMCTB M KOHTPOJSI Ka4yeCTBa KOTOPOTO0 HEOOXOIMMO
coueTaHne OHMOJOTUYECKUX M (DU3UKO-XMMHYECKHX METOJOB aHajn3a C OILEHKOU
IPOU3BOACTBEHHOIO IIPOIIECCa U METOJIOB €r0 KOHTPOJIS;

4) OMOTEXHOJIOTHUECKUI JIEKAPCTBEHHBIN TIperapaT — JICKapCTBEHHBIH Mpemapar,
IPOU3BEJACHHBIN MPU TOMOIIA OMOTEXHOJOTHYECKUX TMPOIECCOB W MPUMEHCHHS
METOJIOB C UCITOJIb30BAHUEM TEXHOJOTUN PEKOMOMHAHTHOM J1€30KCUPUOOHYKIEMHOBOM
KHCJIOTBI, KOHTPOJUPYEMOH JSKCIHPECCHHU TEHOB, KOAMPYIOIMHUX BBIPAOOTKY
OMOJIOTMYECKH AaKTUBHBIX OCJIKOB, THOPHIOMHBIX TEXHOJIOTHH, MOHOKJIOHAIBHBIX
AHTHUTEN WU APYTUX OMOTEXHOJIOTHIECKUX MPOIIECCOB;

5) 6uodapmaneBTuyeckas cucteMa kinaccudukanuu (nainee - bCK) — nayunas
cUcTeMa Kiaccu(HUKaIMy aKTUBHBIX BEIIECTB Ha OCHOBE UX PACTBOPUMOCTH B Cpe/iax
C ONpeJeNeHHBIM TOKa3aTeieM KHUcIoTHOCTH/menounoctn (pH) u cremenu
IPOHUKAHUS Yepe3 CTEHKY KHUIIEUHHUKA;

6) Ouonoruyeckas HKBUBAJEHTHOCTh (OMOAKBUBAJIEHTHOCTb) — OTCYTCTBHUE
3HAUYUMBIX PA3JIMUUNA MO CKOPOCTH M CTETEHH, C KOTOPBIMU JACHCTBYIOIIEE BEIIECTBO
WIN aKTHUBHAs YacTh MOJIEKYJbl JEWCTBYIOMIETO BEIIECTBA (PapMareBTUYECKUX
SKBUBAJICHTOB WK (hapMaIleBTUUECKHUX aTbTEPHATUB CTAHOBSTCS JIOCTYITHBIMUA B MECTE
CBOETO JICHCTBHSI TIPH BBEJICHUU B OJITMHAKOBOW MOJIIPHOM J03€ B CXOXKHX YCIOBHSIX B
UCCJICIOBAHUHU C HAJUICKAIUM JU3aHHOM;

7) OpUTrMHAJIBHBIN JIEKapCTBEHHBIN MpernapaT — JIEKapCTBEHHBIN Mpenapar ¢ HOBbIM
JIEHCTBYIONUM BEIIECTBOM, KOTOPBIN OBLT MEPBHIM 3apETUCTPUPOBAH U PA3MEIICH Ha
MHUPOBOM (papMaiieBTUYECKOM PhIHKE Ha OCHOBAHHUH JI0ChE, COJIEPHKAILIETO PE3YIbTaThl
MOJTHBIX JOKJIWHUYCCKUX (HCKIWHUYECKHX) W KIWHUYCCKUX HCCICIOBAHUM,
MOJITBEPKIAIONINX €r0 0€30MaCHOCTh, KAYECTBO U 3(PPEKTUBHOCTS;

8) mporieaypa "o6uoBeliBep" — npoiieaypa, B COOTBETCTBUU C KOTOPOU ompe/iesieHre
SKBUBAJICHTHOCTH BOCIPOHM3BEJACHHOTO JIEKAPCTBEHHOTO CpPEACTBAa (TCHEPHKaA)
IIPOBOJUTCS Ha OCHOBaHWU OWO(papMalneBTHUECKOW CHCTEMBbl KIACCH(PUKAINHA |
pe3yJIbTATOB CPAaBHUTEIBHBIX HCCIENOBAaHUM BHE oOpraHu3dMa (MH-BUTPO) C
UCIIONIb30BaHUEM HcHbITaHus "PacTBopeHue" W mpUMEHSETCSs [Js TBEPABIX
JEKapCTBEHHbIX (OpPM HEMEMJIEHHOro BbICBOOOXaeHus (1 m 3 kimacc mo
OomodapmalieBTHIECKON CUCTEME KilacCU(PUKAITIN);

9) THOpHUAHBIA JEKAPCTBEHHBIM Tpernapar - JEKapCTBEHHBIM Tpernapar, He
MOIMAIAIONINI TI0JT ONPE/IeNICHHe BOCIPOU3BEICHHOTO JEKapCTBEHHOTO Mperapara
Py HEBO3MOXHOCTH TOJTBEPKIACHUS €ro OHOIKBUBAJIECHTHOCTH C TOMOIIBIO
UCCIIEIOBAaHUM OUOJOCTYITHOCTH, a TaKXKe B CJydae, €clidi B JaHHOM IIperapare
OPOU3OILIIM HW3MEHEHUs [EMCTBYIOIIEro BelIecTBa (BEIIECTB), MOKAa3aHUM K
IPUMEHEHUIO, JO3UPOBKH, JICKAPCTBEHHOU (DOPMBI WITH ITyTH BBEJCHUS IO CPABHEHUIO
C OPUTHHAJIBHBIM MTPENapaToM;



10) roMeonaTuyeckuili J€KapCTBEHHBIN Mpenapar — JICKApCTBEHHbIA Mpenapar,
OPOU3BEACHHBIM IO TOMEONAaTUYEeCKOW TEXHOJOTMU C HCIOJb30BAaHUEM
TOMEOIIATUYECKOTO CHIPhS B COOTBETCTBUHU ¢ TpeboBaHusMu apmakoneit Pecryonuku
Kazaxcran u (unm) EBpa3uiickoro »KOHOMHMYECKOTO COl03a WM B Cilydae HX
OTCYTCTBHUS B COOTBETCTBUU C TPEOOBAHUSIMH TOMEONTATHYECKHUX (hapMaKoIei;

11) nekapcTBEHHOE CPEICTBO — CPENCTBO, MPEACTaBistolIee COO0M MM
COJIepIKalllee BEIIECTBO JIMOO KOMOMHAIMIO BEHIECTB, BCTYMAIOLIEe B KOHTAKT C
OpraHU3MOM YeJIOBEKa, MpeHa3HauYEeHHOE IS JIeUeHUs, MPOPUIAKTUKHN 3a00JIeBaHUN
YeJIOBeKa WJIM BOCCTAHOBJICHUS, KOPPEKLIMH WM U3MEHEHUsSI €ro (PU3noIoru4ecKux
byHKIMA TocpencTBOM  (HhapMaKOJIOTHYECKOTO0, HWMMYHOJIOTHYECKOTO JIHOO
MEeTa00JIMYEeCKOTr0 BO3JIEUCTBUS, WIHM JJIs1 JUArHOCTHKU 3a00JE€BaHUM M COCTOSHUS
YEJI0BEKa;

12) 3akitoueHre o 6e30MacHOCTH, KayecTBe U 3(P(HEKTUBHOCTHU JIEKAPCTBEHHOIO
CpPEACTBA — JIOKYMEHT, COJEp KalllUid Pe3yJbTaThl AKCHEPTU3bl 3asBJIECHHOIO Ha
rOCYy/IapCTBEHHYIO PErUCTPaLMIO, MEPEPETUCTPALIMI0 WIIM BHECEHUE WU3MEHEHUN B
PETHCTPALIMOHHOE JIOChE JIEKAPCTBEHHOT'O CPEJICTBA;

13) HepanuoHanbHasi KOMOUWHAIIMS COCTaBa JICKAPCTBEHHBIX CPEJCTB — COCTAaB
JE€KapCTBEHHOI0  CPEJACTBA, HE  COOTBETCTBYIOIIMH  MpeAnojaraeMbiM
(dhapMaKoIOrHIeCKUM CBOMCTBAM U JICHCTBUIO;

14) UHCTPYKIUS MO MEAUIIMHCKOMY MPUMEHEHHUIO JEKAPCTBEHHOTO cpeacTBa (
JUCTOK-BKIAJBINI) — JOKYMEHT, coAepxkauuii UHGOpMAIUIO IJiS MOTpeOuTens u
CONPOBOK/IAIOIINI JIEKAPCTBEHHBIN Mpenapar B yIIaKOBKE;

15) HOpMaTUBHBINA JOKYMEHT MO KAYECTBY JIEKAPCTBEHHOT'O CPEJCTBA — JOKYMEHT,
yCTaHABIUBAIOMINI TPeOOBaHMS K KOHTPOJIO KauyecTBa JIEKAPCTBEHHOI'O CPEJICTBA B
NOCTPETUCTPALMOHHBIM TMEPHOJ HAa OCHOBAaHMM THPOBEIECHHON HKCHEPTHU3BI
JIEKapCTBEHHOTO CPEJICTBA TMPHU €ro PErucTpalldu U CoAepKalui crenuduKaIuio,
ONMMCaHUE AHAIUTHYECKUX METOIUK M HUCIBITAaHUU JIEKAPCTBEHHOI'O CPEJICTBA WIIU
CCBUIKM HA TaKWE€ UCIBITAHUS, & TAKKE COOTBETCTBYIOIINE KPUTEPUU MPUEMIIEMOCTH
JUISl IOKa3aTeseil KauecTBa;

16) cranmapTHbeie 00pa3lbl JIEKAPCTBEHHBIX CyOCTAaHUMM M UX MpUMECce —
BEILIECTBA CPAaBHEHUS, MCIIOJIb3yEMbIE NMPHU MPOBEICHUU SKCIEPTHU3bl UCIBITYEMBIX
JIEKapCTBEHHBIX CPECTB;

17) mpou3BoaUTENb JIEKAPCTBEHHBIX CPEACTB — OpraHU3alus, OCYIIECTBISIONIas
JEeSATEIbHOCTh MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB M MMEIOLIAs JIUIEH3UIO Ha
POU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB;

18) nekapcTBEHHOE PACTUTENIBHOE ChIPhE — CBEKUE WIIM BBICYILIEHHBIE PACTEHUS,
BOJIOPOCIIH, TPUOBI WM JUIIAWHUKU JIMOO UX YacTH, LEJbHbIE WU U3MEIbYEHHbIE,
UCIIOJIb3YEMBIE JJIs1 TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB;



19) oOmasi xapakTepucTHKa JIEKapCTBEHHOTO CpEJACTBAa - JOKYMEHT,
YTBEPKAAEMBbII YIOJHOMOYEHHBIM OpPraHOM IPU TOCYJIapCTBEHHOM perucTpanuu
JEKapCTBEHHOTO CpEJCTBa, CoOJAep KAl HHPOPMAIUIO JJI MEIUIHHCKHUX
pabOTHUKOB 0 Oe30macHOM U 3(PPEKTUBHOM MPUMEHEHUH JEKaPCTBEHHOTO Ipenapara;

20) nexapCTBEHHBIN MpernapaT ¢ XOpOILIO U3yYEHHBIM MEIULINHCKUM IPUMEHEHHUEM
— JIEKApCTBEHHBIN IMPENapar, ICUCTBYIOIIEE BEIIECTBO KOTOPOTO XOPOIIO MU3YYEHO B
X0JlIe MEJUUHUHCKOIO MPUMEHEHMS, MpPU 3TOM MpPHU3HAHBI €ro 3(PQPEeKTUBHOCTh U
npuemiiemMas  CTeNeHb O€30MacHOCTH, MOATBEPXKIEHHBbIE IMOJAPOOHBIMU
OoubnuorpauUecCKUuMU  CChUJIKAMM Ha  ONyOJMKOBaHHBIE  JaHHBIE O
NOCTPETrUCTPALMOHHBIX U (WJIM) SMUAEMUOIOIMYECKUX UCCIEN0BAHMIX, U MTPOILIO HE
menee 10 jer ¢ JaTel MEPBOrO CUCTEMATHYECKOTO U JOKYMEHTHPOBAHHOTO
OPUMEHEHHs] JCHCTBYIOIIETO BenlecTBa (JEHCTBYIOIIMX BEIIECTB) JaHHOTO
JIEKApCTBEHHOTO IpEIapara;

21) nexapcTBeHHbIE Ipemnaparsl nepeaoBod tepanuu (nanee — JIIIT) —
JEKapCTBEHHbIE Mpenapatbl MEAULUHHCKOTO MPUMEHEHHS,  SBISIOLIHECS
JIEKapCTBEHHBIMU IIpenapaTaMy T€HHON Tepanuu, TEPANUU COMATHUYECKUMU KIIETKAMH,
TKAaHEWH)KCHEPHBIMU TIperapataMu MWIH KOMOWHUPOBAHHBIE TMpemnapaThl IS
IIEpEI0BOU Tepanuu;

22) UMMYHOJOTHYECKUN JIEKapCTBEHHBIN Mpenapar (MMMYHOOHWOIOTUYECKUI
JIEKapCTBEHHBIN TMpernapar) — JEeKapCTBEHHbIM Mpenapar, NpeIHa3HauYeHHbIA s
(GopMupOBaHUSA aKTUBHOTO WJIM ACCUBHOTO MMMYHHUTETA WM JUATHOCTHKHU HATHUUS
UMMYHUTETA, WJIH JUATHOCTUKHU (BBIPAOOTKH) cHenu(pUUIecKoro mpuooOpeTeHHOTO
U3MEHEHHS] HMMYHOJOTHYECKOI0 OTBETA Ha AJJIEPTU3UPYIOIIUE BELIECTBA;

23) nnaH ynpaBJieHUs pUCKaMU — MOAPOOHOE OMHMCAaHUE CUCTEMbl YIIPaBICHUS
pUCKaMH;

24) mepuoIuYecKuii OOHOBISIEMBIN OTYET MO OE30MAaCHOCTH — OTYET JIeprKaTels
PErUCTPAILIMOHHOTO YJOCTOBEPEHHUS JICKAPCTBEHHOI'O Ipernapara 3a OINpeeieHHBIH
NEPUOJ BPEMEHHU B TEUEHHE MMOCTPETUCTPALMOHHOIO MEPUO/Ia IPEIOCTABIAEMbIN IS
OLIEHKH COOTHOUIIEHUS ''TOJIb3a — PUCK' JIEKAPCTBEHHOTO IIpEnapara;

25) BOCIIpOU3BEICHHBIN JIEKAPCTBEHHBIN Mpenapar (TeHepUK) — JIEKapCTBEHHBII
npernapar, KOTOPbIi MMEET TAaKOW k€ KOJUYECTBEHHBIM M KAa4E€CTBEHHBIM COCTaB
JNEUCTBYIOUIMX BEIIECTB M Ty K€ JEKAPCTBEHHYIO (POpMy, UTO M OPUTHMHAIBHBIN
JI€KapCTBEHHbI mpenapar, U OHO’KBUBAJIEHTHOCTb KOTOPOTO OpPUTHHAIBLHOMY
JIEKapCTBEHHOMY MpernapaTy MOATBEPKIaeTCsd COOTBETCTBYIOUIMMHU UCCIIEI0BAHUSIMU
ouonoctynHoctu. Paznuunsie conu, 3Upbl, ©30MEPbI, CMECH U30MEPOB, KOMIUIEKCHI
U TIPOU3BOJHBIE ACHCTBYIOLIETO BEIIECTBA IPU3HAIOTCA OJHUM M TEM XK€
JEMCTBYIOIUM BEIIECTBOM, €CITU UX 0€30MacHOCTh U 3()(PEKTUBHOCTD CYIIECTBEHHO HE



oTnuyaroTcs. Pa3nnynble nekapcTBeHHbIE (OPMBI IS IpUEMa BHYTPb C HEMEIJICHHBIM
BBICBOOOK/IEHUEM BEUIECTB MPU3HAIOTCS B paMKax HCCIEAOBaHUN OMOAOCTYIHOCTH
OJTHOM M TOM ke JIEKapCTBEHHOU (HDOPMOI;

26) ctpanbsl peruoHa MexayHapoJAHOW KOH(EpeHUHH MO TapMOHHM3AIUU
TEXHUYECKHX TpeOOBAaHMU K PpETrUCTPAllMU JEKApPCTBEHHBIX IpenapaToB s
meauuuHckoro npuMmenenus (ICH) (AiCulditu) — rocyaapcTBa, peryasiTOpHble OpraHbl
KOTOPBIX BXOAST B COCTaB yupeauTened u nocTosHHbIX ujgeHoB [CH (cTpanbl
EBpomneiickoro cor3a, Coeaunennsie IlltaTtel Amepuku, Anonwus, IlIBeimapus,
Kanana) (nanee — ctpansl peruona ICH (AiCudit));

27) DKCIepTHBIA COBET IOCYJapCTBEHHOW 3KCHEPTHOM OpraHu3anuu (nanee —
DKCIEpPTHBIN COBET) — KOJUIETHMalbHBIM OpraH, co3JaBaeMblii B TOCyJapCTBEHHOM
SKCHEPTHOM OPraHU3alMHU M0 PACCMOTPEHUIO CIIOPHBIX BOIPOCOB B PE3YJIbTaTax
AKCHEPTU3bl, OCHOBAHUM (MPHUYMH) BBIJAYM OTPULATEIBHBIX 3aKIIOYEHUH O
0e30macHOCTH, KayecTB€ M A(PPEKTUBHOCTU JEKAPCTBEHHOTO CpEICTBA WU
MEIUIMHCKOTO U3/ U IPUHIATUIO OKOHYATEIBbHOTO PEIICHNUS;

28) opdanHbIi (peaKuil) TeKapCTBEHHBIN Mpenapar — JIEKapCTBEHHBIN Mpenapar,
OpEeIHA3HAYEHHBI  JUI  JUAarHOCTHKHM, JTHONATOTE€HETUYECKOrO  HWIIH
NaTOr€HETUYECKOT0 JIeYeHUs1 OppaHHbIX (PeAKUX) 3a00JIeBaHMil, 4ACTOTa KOTOPBIX HE
IpeBbIIIaeT OPUIMATBHO ONpeeeHHOTo ypoBHs B Pecnyonuke Kazaxcran;

29) npou3BOACTBEHHAS IJIOLIAAKA — TEPPUTOPUATIBHO 000COOIEHHBIN KOMILIEKC
IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB, MEAULIMHCKUX WU3/ENNN, MPEeIHA3HAYECHHbBIN
JUIS. BBIIIOJIHEHUS BCETO IIPOILiECCa IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB,
MEIUIMHCKUX U3JEINI WK €ro ONpeeIeHHbIX CTaIH;

30) 3asBUTENH — pa3pabOTYUK, MPOU3BOIUTEND, AEPKATEIb PETUCTPAIIMOHHOTO
YAOCTOBEPEHHUS WU MX JAOBEPEHHOE JHI0, YIIOJHOMOYEHHOE MOAAaBaTh 3asiBICHUE,
JOKYMEHTBI I MaT€pUabl U BBITOJIHATH IEUCTBUS, IPEyCMOTPEHHBIE JOBEPEHHOCTHIO
JOBEpUTENST Ha MPOBEACHUE HKCIEPTHU3bI MPU PETUCTpAlUU, NEPEPEerucTpalu H
BHECEHUH N3MEHEHUH B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHBIX CPEJCTB;

31) pannodapmaleBTUUECKUI JI€KaPCTBEHHBIN Ipenapar — JEKapCTBEHHBIN
npenapar, CoepkKalllii B TOTOBOM JJIsl IPUMEHEHHUS COCTOSIHUU OJIMH UJIM HECKOJIBKO
PaAMOHYKINI0B (paJuOaKTUBHBIX M30TOIIOB) B KAUECTBE JECWCTBYIOLIErO BEIIECTBA
WIHM B COCTaBE JEHCTBYIOLIETO BEILECTBA;

32) pedepeHTHBIN JTEeKapCTBEHHBIN Mpernapar — JICKApCTBEHHBIN Mpemnapar,
KOTOPBIM MCIOJIb3yeTCs] B KaYeCTBE Ipenapara CpaBHEHUS U SIBISETCS ATAJIOHOM, MO
KOTOPOMY OIIPEAEISIOTCS (HOPMUPYIOTCS) CBOKCTBA JIEKAPCTBEHHOI'O MTPENapara;

33) Hajmnexaias MpOU3BOACTBEHHAs NMpaKTHKa — COCTaBHAsl YaCTb CHUCTEMBI
oOecreueHns KayecTBa, rapaHTUPYIOIIas MPOU3BOJACTBO M KOHTPOJh KadecTBa
JIEKapCTBEHHBIX CPEACTB II0 CTaHJApPTaM B COOTBETCTBUM C MX INPEJHA3HAYCHHEM U
TpeOOBAHUSIMHU PETUCTPALIMOHHOTO JJOCHE;



34) perucTtpanMOHHOE J0Ch€ — KOMIUJIEKT JOKYMEHTOB W MaTepuaioB
YCTaHOBJIEHHOT'O COJIEpaHUs, PEJICTABISIEMbIN K 3asIBICHUIO HA YKCIIEPTHU3Y;

35) nepkarenp pErucCTPAlMOHHOTO yIOCTOBEPEHUS — IOPUINUECKOE JIUILIO, HA UM

KOTOPOTO BBIIAHO PETUCTPALIMOHHOE YAOCTOBEPEHUE Ha JIEKAPCTBEHHBIN MTpenapar;

36) BHECEHHE U3MEHEHUN B PETUCTPALMOHHOE JOChE — U3MEHEHMS, BHOCUMBIE
3asBUTEJIEM B PETHCTPAIMOHHOE J0Che B TEUEHUE JEUCTBUS PETrUCTPALMOHHOIO
YAOCTOBEPEHHUs, HE BIMSIOIIME OTPULIATEILHO HAa 0€30MacHOCTb, KayeCTBO U
3 PEKTUBHOCTh JIEKAPCTBEHHOTO CpPEACTBA U MOJUIEXKAIINE DSKCIEPTH3E B
COOTBETCTBUHM € HacTtosuumu [IpaBunamu;

37) dapmareBTHYEeCKas CyOCTaHIIMS (aKTUBHAS (papMarieBTUUYECKasi CyOCTaHIIHS) —
JIEKapCTBEHHOE CPEJICTBO, MpEIHAa3HAYEHHOE AJIsi MPOU3BOACTBA U H3TOTOBICHUS
JIEKApCTBEHHBIX MPEMAPATOB;

38) ucciegoBaHUe SKBUBAJICHTHOCTH — HCCIIEIOBAHUE, KOTOPOE OMpPEACIISIET
SKBUBAJICHTHOCTh MEXKJIY T€HEPUKOM M OpHUTMHAIbHBIM (pedepeHTHBIM)
JIEKapCTBEHHBIM CPEJCTBOM IIPU HCIOJIB30BAHUU HCCIEIOBAHUNM HH-BUBO (BHYTpHU
opranu3Ma) u (Win) UH-BUTPO (BHE OpraHu3Ma).

39) nexapcTBEHHBIN pacCTUTENbHBIN MpenapaT — JEKapCTBEHHBIM Mpernapar,
coJiepXalluil B Ka4eCTBE aKTUBHBIX KOMIIOHEHTOB HMCKJIIOYUTEIBHO JIEKAPCTBEHHOE
pacTUTENbHOE ChIPhE U (WIIH) MpEenapaThl Ha €ro OCHOBE;

40) 1o3UpOBKa — KOJUYECTBO (COJEPKaHNE) IEUCTBYIOIIETO BEIIECTBA B €IMHUIIC
JeKapCTBEHHON (QOpMBI, a TakKe B €AMHHIIC MAcChl WM 00beMa JIEKapCTBEHHOTO
npenapaTta, 3HAYMMOE [JI1 NPaBUJIbHOM HACHTU(PUKALMU ¢ MPUMEHEHUS
JIEKapCTBEHHOTO Mperapara.

I'naBa 2. ITopAmoK mpeaoCTaBIeHHA PETHCTPAIIMOHHOTO JOCHE UL POBEACHHA
SKCIIEPTH3HI JICKAPCTBEHHBIX CPEACTB

8. Jlig mpoBeleHUsl SKCIEePTU3bl JIEKAPCTBEHHOI'O CPENCTBA M TMONYyYECHUS
rocygapcTBeHHoW yciyru "Bpigaua 3akitoueHus O 0€30MacHOCTH, KauecTBE M
3 PEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB W MEIUIMHCKUX u3aenui" (mamnee —
rocyJapCcTBEHHass yciyra) 3adBUTENb Yepe3 HHPOPMALUOHHYIO CHUCTEMY
rocyJapCTBEHHOM SKCIEPTHON opraHu3anuu (nanee — nHGopMamoHHas CUCTeMa) WU
noprajn "3JeKTPOHHOrO MPaBUTENbCTBA" (Janee-nopTail) NPeaoCTaBIseT CIAEAYIOIINE
JOKYMEHTBI U MaTepualbl:

1) 3asBlIeHHEe HA MPOBEACHUE IKCIEPTHU3bI JIEKAPCTBEHHOIO CpeAcTBa (Hanee —
3asiBJICHHE) B 3JIEKTPOHHOM BHJE 1O (JOpPME COTJacHO MPHIIOKEHHUIO 1 K HACTOSIINM
[IpaBunawm;

2) perucTpaloHHOE OChE B AJIEKTPOHHOM BHJIE B (hopMaTe MEKIIaTHOPMEHHOTO
3JeKTpOHHOTO JoKyMeHTa (pdf popmar):



NepeyYeHb JOKYMEHTOB, IPEAOCTABIAEMBbIX I YKCIEPTU3bI MPOU3BOIUTEIAMU

Pecny6nuku Kazaxcran o ¢goopme corsiacHo NpuitoxkeHuto 2 K HactoamuM [IpaBumnam;
nepevyeHb JOKYMEHTOB, MpeaocTaBisieMbiX B (popmare OOIIEro TeXHUYECKOTO

JIOKYMEHTa, 1o (opMe COrJIacHO mpuiiokeHuto 3 Kk HacTosiuM [IpaBunam;

3) cBeneHuUs, MOATBEPKIAIOUIME OIUIATY 3asBUTEJIEM Ha PACUYETHBIA CUET
rOCyJ1IapCTBEHHOM 3KCIEPTHOM OpraHu3aluyd CyMMBI JJIsl TPOBEAEHUS SKCIIEPTU3BL;

4) oOpa3upbl JEKapCTBEHHBIX CPEJICTB, CTaHAAPTHBIE OOpa3lbl XUMMUYECKUX
BEILIECTB, CTaHJApPTHBIE O0O0pa3ibl OMOJOTMYECKUX TMpernapaToB, TECT-IITAMMBbI
MUKpPOOPTaHU3MOB, KYJbTYpPbl KJIETOK, B KOJHMYECTBaX, JOCTATOUHBIX IS
TPEXKPATHBIX J1Ta0OPATOPHBIX UCIBITAHUN C OCTATOYHBIM CPOKOM T'OJHOCTH HE MEHEe
JIBEHAAIATH MecAleB (32 HCKIIOYEHHEM CIIydaeB, HEe TpPeOyIOIUX POBEICHUS
7a00paTOPHBIX WCIBITAHUM), a TaKXKe CHEeNU(UUECKUE PEareHThl, PACXOJTHBIC
MaTtepuajbl, MpPUMEHSIEMble TMpPU MPOBEJCHUU JTa0OPATOPHBIX HCIBITAHUN
JIEKAPCTBEHHBIX CPEJICTB 3asIBUTEIb MPEIOCTABIISECT B Te€UeHUE 5 (MATH) pabouunx JTHEH
C MOMEHTAa MNOJAayu 3adBJICHUS HAPOYHO N0 aKTy npuema-nepenadyu B LleHTp
00CITyKUBaHUS 3asBUTENIEH TOCYAapCTBEHHON dKCIIepTHOM opranu3anuu (nanee - [[03
).

OOpa3ubl JEKAPCTBEHHBIX CPEACTB, COAEpPKAIME HAPKOTUYECKUE CPEACTBA,
IICUXOTPOITHBIE BEIIECTBA M MPEKYPCOPHI, a TakkKe TpeOyrolme 0COOBIX yCIOBHUI
XpaHeHUs (TeMIEepaTypPHBIM pexuM, BIKHOCTb) MPEAOCTABISIIOTCA 3asBUTENIEM IO
aKTy IpHeMa-Iepeaayn HEOCPEACTBEHHO B HCIIBITATENBHYIO JIA0OPATOPHIO.

IlepeyeHp TpenOCTaBISEMbIX MATEPUAIIOB PETUCTPALMOHHOTO JOCHE B
3aBUCHUMOCTH OT BHJA JIEKAPCTBEHHOI'O CPEJICTBA COOTBETCTBYET MNPHIIOKEHUIO 4
Hacrosux [IpaBu.

9. Ha skcnepTu3y pa3iuyHbBIX JIEKAPCTBEHHBIX ()OPM OJHOTO U TOTO KE
JIEKApCTBEHHOI'O IIpenapaTa 3asBUTENb MPEJICTABISIET 3asBICHUS U PETUCTPALIUOHHBIE
JI0ChE Ha KXKIYIO JIeKapcTBeHHYIO (hopmy. Ilpu ycnoBuu ogHOBpEMEHHON MOJa4H Ha
AKCIIEPTHU3Y JIEKAPCTBEHHOTO MpernapaTa B OJHOU JIEKapCTBEHHOU (popme, ¢ pa3TuIHON
JIO3UPOBKOM, KOHILIEHTpallMeld, 00beMOM 3aIlOTHEHUS 3asBUTENb MPEICTABISET OAHO
3as1BJIEHUE U PETUCTPALMOHHOE JOChE C MPHIIOKEHUEM MAKETOB YIIAKOBOK U ATUKETOK
Ha KXY JI03UPOBKY, KOHIIEHTpALMIO, 00bEeM 3alOIHEHUS U KOJMYECTBO /103 B
yIaKOBKE, a TaKK€ HOPMATUBHOIO JOKYMEHTAa MO KayeCTBY B Cilydyae pa3inyus B
METOAMKAX KOHTPOJIS.

10. B cinydae mpenocTaBiieHUsS BOCIHPOU3BEICHHOI'0, OMOAHAIOTUYHOTO
JIEKapCTBEHHOTO TpernapaTa OTEYECTBEHHBIM POU3BOIUTEIEM Ha JKCIEPTU3Y Oe3
JNAHHBIX HCCIEAOBAHUI JKBUBAJIEHTHOCTH, B TOM YHCJI€ HAXOISIIUXCS HA dTare
AKCIIEPTU3bI, 3aABUTEINIb B PETUCTPALIMOHHOM J1I0ChE MTPEIOCTABIISET:



paspeleHrne Ha NMPOBEAEHNE KIIMHUYECKOTO UCCIEA0BaHUs U (MJIM) UCIIBITaHUS
(apMaKkoJIOTHYECKUX U JIEKAPCTBEHHBIX CPEJICTB, BBIJAHHOE YIOJIHOMOYEHHBIM
OpraHoM;

KOMusi yBenomiieHUs (Mpou3BoJibHasg (opma) o Hayajle KIMHUYECKOIO
UCCleI0BaHus (PapMaKOJIOTHUECKHUX U JIEKAPCTBEHHBIX CPEJICTB.

11. IIpu skcnepTusze opdaHHBIX JEKAPCTBEHHBIX MpPENapaToB 3asBUTEIb
OPEAOCTaBISIET MPOrpaMMy HCCIEIOBAHUM, PE3yJIbTaThl KOTOPBIX OYIyT SIBIATHCS
OCHOBAaHHMEM JIJIsI TIEPEOLICHKH COOTHOIIEHUs '"Mojp3a-puck", ¢ coOIroaeHueM
OPUMEHEHUS JIEKAPCTBEHHOTO Mpenapara MoJ CTPOTHMM HaOMI0JeHUEM Bpaya U
HEMEJICHHBIM TPEIOCTaBICHUEM KapT-COOOLICHUN O HEXeNaTelbHbIX PEeakKlMsX,
CEepPbE3HBIX HEXKEJATEIbHbIX peakuusx u 00 OoTCyTCTBUH 3P(PEKTUBHOCTHU
JIEKapCTBEHHOTI'O IpernapaTa B COOTBETCTBHH C MOPSIKOM YCTAHOBJIEHHBIM ITYHKTOM 3
cratbu 85 Kopekca.

12. IlepeyeHb OCHOBHBIX TPEOOBaHUN K OKa3aHHUIO FOCYIAPCTBEHHON YCIYTH,
BKJIFOUAIOIINI XapaKTepUCTUKH TIpoliecca, popmy, coepkaHue 1 pe3ysibTaT OKa3aHus
, @ TAK)KE UHBIE CBEICHUS C YUYETOM OCOOCHHOCTEH MPEI0CTABICHUS TOCYJapCTBEHHOM
yciyru npuseieH B CTaHaapTe rocy1apCTBEHHON YCIYTH COTJIACHO NPUJIOKEHHUIO 5 K
HacrosiuuM [IpaBunam (nanee — Cranaapr).

13. [loaTBepxaeHNEM MPUHATUS TOKYMEHTOB Yepe3 HHPOPMAIIMOHHYIO CUCTEMY
ABJISIETCS] OTOOpaXkeHue B "MMYHOM KaOuHeTe" 3asBUTEINsI cTaTyca O MPUHSITHH 3alpoca
JUTSL OKa3aHUs TOCYAapCTBEHHON YCIIyTH.

B ciywasx momauu 3asiBUTENIEM TOKYMEHTOB uepe3 nmopTai B "JTuyHoM KabuHete"
0TOOpakaeTcs CTaTyC O MPUHATUU 3aIIPOca IJIsl OKa3aHUs IOCYIapCTBEHHOM YCIYTH C
yYKa3aHUEM JaThl U MECTA MMOJIYUYEHUS PE3YNIbTaTa TOCYJaPCTBEHHOM YCIYyTH.

CBeneHust 0 TOKyMEHTE, YJIOCTOBEPAIOUIEM JIMYHOCTb, O TOCYAapCTBEHHOM
peructpauuu (MEpPEpPerucTpanun) HOPUIUYECKOrO0 JIMLA, CBUIETENBCTBA O
rocy1apCTBEHHOW pErucTpaluy 3asBUTENd B KauyeCTBE MHIAUBUAYaTbHOIO
IpeaNpUHUMATENS, COAEPKAIMECS B TOCYJAPCTBEHHBIX NH(POPMAIMOHHBIX CUCTEMAX,
roCyJapCTBEHHAasl JSKCHEPTHAs OpraHU3alus MOJYyYaeT W3 COOTBETCTBYIOIIUX
rOCYJapCTBEHHBIX HMH()OPMALIMOHHBIX CHUCTEM Yepe3 U3 '"3JIEKTPOHHOIO
MpaBUTEILCTBA" .

14. 3asBneHne U TOKYMEHTBI, IPENYCMOTPEHHbIE TYHKTOM 8 HactosAmux [Ipasun
OCPEICTBOM MH(GOPMAIIMOHHON CUCTEMBI MOCTYMar0T Ha 06padoTky B [1O3.

Ynonnomouennslii pabotHuk 1{O3 nocpenctBoM MHPOPMALMOHHONW CUCTEMBbI
pacrpeaesieT MOCTyNUBIINE 3asiBJICHUS OTBETCTBEHHOMY HCIIOJIHUTENO. B ciyuae
NOCTYIUICHUsI 3adBJICHUS TOCJIE€ OKOHYaHUsA paboyero BPEMEHH, B BBIXOJHBIE U
npa3HUYHBIC JHU COTJIACHO TPYAOBOMY 3aKOHOJaTenbcTBY PecmyOmuku Kazaxcran,
IIpUEM 3as1BJICHUS OCYIIECTBISIETCA CASAYIOMUM PAaOOUYUM JTHEM.



OtBeTcTBeHHBbIM ucnogHuTenb [[O3 mocie npuemMa TOKYMEHTOB,
NpPEeAYyCMOTPEHHBIX TyHKTOM 8 HacTosuux [IpaBui B TeueHue oJHOTO paboyero JHs:

1) ocyIecTBIASET PETUCTPAITNIO 3asIBICHHS B MH(GOPMAIIHOHHON CUCTEME;

2) pa3meniaeT MHPOPMALMIO Ha OPUIHATBHOM calTe rocyJapCTBEHHOU
AKCHEPTHOM OpraHM3alli O MOJAHHBIX Ha AKCIEPTU3Y JIEKAPCTBEHHBIX CpeacTBax (
TOPrOBOE€ HAWMEHOBaHWE, MEXIYHApOJHOE HEMAaTeHTOBAHHOE HAaWMEHOBaHUE,
JeKkapcTBeHHas (opma, JAO3UMPOBKA, KOHILIEHTPALMs, OpraHU3alUs-IIPOU3BOIUTEND,
CTpaHa);

3) mpoBepsieT OCTaTOUYHBIM CPOK FOAHOCTH OOpa3lOB JIEKAPCTBEHHBIX CPEJCTB,
CTaHJApPTHBIX O00pa3I0B XHMMHUUYECKHX BEIIECTB, CTaHAAPTHBIX 0O0Opa3I0OB
OMOJIOTUYECKUX MpenapaToB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJbTYpP KIIETOK,
crienu(@UYECKUX PEareHToB, PACXOJHBIX MAaTEpPUaOB, HEOOXOAUMBIX IS
BOCIIPOU3BOJAMMOCTH METOJMK JIA0OPATOPHBIX MCIBITAHUN JEKaPCTBEHHOI'O CPEICTBa
Y BHOCHUT JIaHHbIE B UHPOPMAIMOHHYIO CUCTEMY.

15. B caydasx He COOJIOEHUS YCJIOBUU, MPEIyCMOTPEHHBIX MYyHKTOM &
Hactosmux [IpaBun orBeTcTBEHHBIM McnogHUTENb [[O3 HampaBisieT mocpeacTBOM
UH(OPMAITMOHHOW CHCTEMbI B "TMYHBIN KaOUHET" 3asBUTENS YBEOMIICHHE 00 OTKa3e
B IIpUueMe 3adBJCHUSA, 3aBEPEHHOE JJIEKTPOHHO-UU(PPOBON MOANHUCHIO
ynosiHoMoueHHoTo pabotHuka 1103 mo dhopme coracHo MPUIIOKEHUIO 6 K HACTOSIIIAM
[IpaBunam.

16. I'ocymapcTBeHHas SKCTIIEpPTHAS OpTraHu3aIus 00ecreuynBaeT BHECCHHUE TAHHBIX O
CTaJUM OKa3aHUsl TOCYJapCTBEHHOW YyCIyrn B HHOOPMAIMOHHYIO CHCTEMY
MOHUTOPHUHTA OKa3aHMUS TOCYJAPCTBEHHBIX YCIYyr B COOTBeTCTBUU ¢ l[IpaBumiamu
BHECEHHS JaHHBIX B HWH(POPMAIMOHHYIO CHUCTEMY MOHUTOPUHIa OKa3aHUS
roCyJapCTBEHHBIX YCIAYr O CTaJAUM OKa3aHUs TOCYJapCTBEHHOW yCIyTH,
YTBEPAKJICHHBIMH TMPHUKA30M HU.0. MHUHHUCTpa TpaHCHOpPTa U KOMMYHHKAIUM
Pecny6nuku Kazaxcran ot 14 utons 2013 roga Ne 452 (3apeructpupoBas B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPABOBBIX akTOB 3a Ne8555).

I'naBa 3. ITopamok mpoBeACHNUA YKCIIEPTU3HI JICKAPCTBEHHBIX CPEACTB

ITaparpad 1. Stamsl mpoBeaAeHUA SKCIIEPTH3HI JICKAPCTBEHHBIX CPEACTB

17. DkcnepTr3a JIEKapCTBEHHOT'O CPEACTBA COCTOUT U3 CIEAYIOIIUX 3TAMOB:
1) HauanpHas 3KcHiepTH3a (BaIUAAUs PETUCTPALMOHHOTO JOCKE);
2) crienuaau3upoOBaHHAs IKCIIEPTHU3A;
3) nabopaTopHbIE UCTIBITAHUS.
18. DkcnepTuza NpPOBOJUTCS C UCIOJIb30BAHUEM BJIEKTPOHHON MPOTrPaMMBI
rOCyJJapCTBEHHOM 3KCIEPTHOM OpraHu3aluy, MHTETPUPOBAHHON C eauHOW 0a3oii



nanaeix  "Cuctema ymnpaBlieHUs JeKapCcTBeHHoro ooOecnedenus" Enunoi
UH(OPMAIIMOHHON CUCTEMBI 3IpaBOOXPAHEHUS.

3asBUTENb MOJy4yaeT MHPOPMAIUI0O O MOPSAJIKE M CTAaTyce OKa3aHHs
rOCYJIApCTBEHHOW YCIyT'M B PEXUME YJAJEHHOrO JOCTYIa MOCPEACTBOM 'JITHUYHOTO
KabuHeTa" HHPOPMAITMOHHON CUCTEMBI TOCYIaPCTBEHHOMN IKCIEPTHOM OpraHu3aluy, a
TaK)X€ €IMHOr0 KOHTAKT-I[EHTPa M0 BOIPOCAM OKa3aHMs TOCYJapCTBEHHBIX YCIYT.

19. B ciyyae c0osi B paboTe MHPOPMAITMOHHON CUCTEMBI WJIU MOPTaja 3asiBUTEIb
HE3aMEJUINTEIbHO YBEJIOMIISET CIYKO0y TEXHHYECKOM MOJAAEPK KU roCyJapCTBEHHOMN
AKCHEPTHOW OpraHu3aluy WIM omnepaTtopa HMH(OOPMaUHOHHO-KOMMYHHUKAIMOHHON
UHPACTPYKTYpHl "SJIEKTPOHHOTO MPAaBUTEILCTBA" TOCPEACTBOM HAIPABICHUS
3ampoca MO 3JEKTPOHHOM MOYTe € yKa3aHMEM HOMepa 3asiBKU U MPUIIOKEHUEM
NOIIArOBBIX CKPUHIIOTOB C MOMEHTa aBTOPHU3ALMHU O MOMEHTAa BO3HUKHOBEHUS
OIIMOKH C yKa3aHUEM TOYHOTO BPEMEHH OIIMOKHU.

ITaparpad 2. ITopsnok npoBeneHUs Ha9aIbHON SKCIEPTH3H (BATH AN
PETUCTPAIMOHHOTO JOCHE) JIEKAPCTBEHHOT'O CPEICTBA

20. ITocne perucTtpaiuu 3asBICHUS SKCIIEPTOM MPOBOAUTCS HavajdbHAs SKCIIEPTH3A
(Bamuaauusi PETHUCTPALMOHHOTO J0ChE€) JIEKAPCTBEHHOTO CPEACTBAa B CPOKH,
MpeyCMOTPEHHBIE TJIaBo# 6 HacTosmux [IpaBuit.

21. Tlpu HayanpHOW SKcHepTHu3e (BaIUIALUM PETHCTPALMOHHOTO JOChE)
JEKapCTBEHHOTO CpPEJACTBA MPOBOAUTCA OLIEHKA IOJIHOTHI, KOMIUIEKTHOCTH U
IpaBWILHOCTH OGOPMIICHHSI JIOKYMEHTOB, IMPEJICTaBICHHBIX 3asBUTEIEM B
PErUCTPALMOHHOM JIOCh€ B OTHOIIEHUM JOKA3aTelIbCTB 0€30MaCHOCTH, KayecTBa W
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA.

22. B cnaydae Hanmuuus 3aMEYaHUM K JTOKYMEHTaM PETrUCTPALMOHHOTO J10ChE
3asBUTEIIO0 Yepe3 MHPOPMAIMOHHYIO CHCTEMY WM MOPTaJl HAIMpPaBISAETCS MHCHMO,
3aBEPEHHOE AIEKTPOHHO-IIU(POBOI MOAMUCHIO, C YKa3aHUEM BbISIBJICHHBIX 3aMEeUaHUN
U HEOOXOJMMOCTH UX YCTpPaHEHHUS B MOJHOM O0OBbE€MEe B CPOK, HE MPEBBIIAIOLIUN
HIECTHAECAT KAJICHAAPHBIX JHEMH.

23. Ilpn He yCTpaHEHNH 3aMEYaHUU rOCYyIApCTBEHHAS SKCIIEPTHAS OpraHU3aLns
HaIpaBJIseT 3asBUTENIO0 yBeqOMJICHUE (B MPOU3BOJBbHOU (opMe) O MpeKpalleHUH
JKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA.

24. Tlo pe3ynbpTaraM Ha4aJIbHOM 3KCIEPTHU3bI (BalUIAallMU PETUCTPALMOHHOTO
JI0Ch€) JICKAPCTBEHHOTO CPEJICTBA C YUETOM BBICTABIICHHBIX 3AMEUYAaHHUI COCTABIISIETCS
OTYET HaydaJdbHOW AKCHEpPTU3bl (BajduJaluMU PETUCTPAMOHHOTO  JI0ChE)
JIEKapCTBEHHOT'O CPEACTBA COIJIACHO MPUIOKEHHIO 7 K HacTosmuM lIpaBuinam wim



OTYET HAYaJIbHOM AKCHEPTHU3bI (BAIMAAIMUA PETUCTPALMOHHOIO JOChE) M3MEHEHUH,
BHOCHUMBIX B PETHCTPALIMOHHOE JOCHE JIEKAPCTBEHHOIO CpEACTBA COIJACHO
NPUWIOKEHHIO § K HacToAmuM [IpaBunam.

IMaparpad 3. ITopsaok mpoBEACHAA CIIENUATM3HPOBAHHON YKCIIEPTH3HI
JIEKapCTBEHHEIX CPEZICTB

25. IlonoxuTenbHBIM pe3yabTaT HAYaJbHOW SKCHEPTHU3BI (Balujauu
PETUCTPAIMOHHOTO JO0ChE) JIEKAPCTBEHHOI'O CPENICTBA SIBISETCS OCHOBAHUEM LIS
MPOBEICHUS CINEIUATIN3UPOBAHHON AKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA B CPOKH,
MpeyCMOTPEHHBIE TJIaBoi 6 HacToAmux [IpaBuil.

26. Crnenuanu3nupoBaHHasl AKCIEPTU3a JIEKAPCTBEHHOTO CPEACTBA BKIIIOYAET
OIIEHKY O0€30MacHOCTH, KauecTBa U 3(P(HEKTUBHOCTH M COOTHOUIEHHUS MOJIb3a-PUCK
JIEKapCTBEHHOI'0 CpPEACTBA HAa OCHOBAaHMM AaHAJIM3a M DKCHEPTU3bl JaHHBIX B
JOKYMEHTaX PErucTpaliMoOHHOTO J0Ch€, B TOM YHCJIE PE3YJbTaTOB J1a0OPATOPHBIX
UCTIBITAaHUI 00pa3IOB JIEKAPCTBEHHOTO CPEJCTBA, & TAKXKE OLIEHKY PAallMOHAIbHOCTH
KOMOUWHAIIMU JEUCTBYIONIMX BEIIECTB B COCTaBE JIEKAPCTBEHHOTO CpPEJICTBA B
cootBeTcTBUU ¢ [lepeuHemM HeparmoHaIbHBIX KOMOWHAIIUNA JIEKAPCTBEHHBIX CPEICTB
COIJIACHO MPUJIOKEHHUIO 9 Kk HacTosuM [IpaBunam.

27. Cneunaiu3upoBaHHas SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA OCYIIECTBISETCS
IPYIION 3KCHEPTOB FOCYJAPCTBEHHOM 3KCMEPTHOM OpraHU3aluu C MpUBJICYEHUEM (
IpY HEOOXOUMOCTH ) BHEIIITATHBIX MPO(PMIHHBIX IKCIIEPTOB.

28. 1o pe3ynpTraram M3y4eHHUs TOKYMEHTOB PETUCTPALMOHHOIO J0ChE Ha 3Tame
CIIeIIMATU3UPOBAHHON SKCIEPTU3bI 3aIBUTEIII0 HAMpPaBIISIETCS CBOAHBIN 3ampoc (B
NpOU3BOJbHONM (¢dopme) 1o Oe30macHOCTH, KadecTBY U 3(DPEKTUBHOCTH
JIEKapCTBEHHOT'O CPE/ICTBA.

CBOJHBIN 3ampocC, 3aBEPEHHBIN MOCPEACTBOM AJIEKTPOHHO-IIM(PPOBOM MOIMUCH
HaIpaBJIAeTCs Yepe3 HHOOPMAIIMOHHYIO CUCTEMY 3asIBUTEIIO B "TMYHBINA KaOWHET".

29. 3agBuTENb B TEUCHUE MIECTUECATH KaJICHIapHBIX THEH HAMPaBIISET B TOJTHOM
o0beMe OTBET U HEOOXOAMMbIE MaTEpPHANIbl Ha 3alpPOC TOCYAaPCTBEHHON IKCIIEPTHOM
OpraHu3alyi.

B ciiyyae BOBHUKHOBEHHUSI JIOMIOJIHUTEIBHBIX BOIIPOCOB, KACAKOIINUXCA CBEACHUM,
MPEJICTABIICHHBIX 3asBUTEJIEM B OTBETE Ha MPEALICCTBYIOUIWN 3alpOC, 3asBUTEIb B
TEUEHHE TPUAUATHU KaJICHIAPHBIX THEW C MOMEHTA IMOJYy4YEHUs 3alpoca HalpaBIsIeT
OTBET U HEOOXOJMMBbIE MaTepUalibl Ha JOTOJHHUTEIBHBIA 3alpOC rOCyAapCTBEHHOMN
SKCIEPTHOW OpraHU3aLIHH.

30. IIpu He mpenoCcTaBIEHUN 3asBUTENEM OTBETOB Ha 3alpOC TOCYIapCTBEHHOU
DKCIEPTHOM OPTraHU3AIMU B YCTAHOBJICHHBIM CPOK COIVIACHO ITYHKTY 29 HACTOSIIMX
[IpaBui, a Takke MPeJOCTABICHUN HEMOJHOTO OTBETA U HEOOXOJHUMBIX MaTEPHAIOB



COCTABJIIICTCS. OTPULIATENIBHBIN CBOAHBIN OTYET IKCIIEPTOB IO OLICHKE JIEKAPCTBEHHOT'O
npenapara U MaTepHuaibl HAIPABJISAIOTCS B DKCIEPTHBIN COBET ISl PUHSTHUS PELICHUS
00 OTKa3e U MpeKpalleHu SKCIEePTU3bI JIEKAPCTBEHHOT'O CPEJICTBA.

DKCIIEPTHBIM COBET paccMaTpPUBAET MOCTYNUBIIME MATEPUAJIbl €KEMECAYHO U
pe3yabTaThl PELICHUS] HAIMPABIAIOTCSA 3aSBUTENI0 B TEUCHHE JIECITH KAJICHIAapHBIX
JTHEH.

31. ITo pe3ynbTaTam cnenuaiu3upoOBAHHOM IKCHEPTU3bI cocTaBisieTcss CBOAHBIN
OTUET JKCIEPTOB IO OIIEHKE JEKApCTBEHHOro Ipernapara mo (opme corjiacHo
npunoxeHuto 10 k Hacrosmum IIpaBriiam u CBOAHBIN OTYET DKCIEPTOB IO OLIEHKE
JIEKapCTBEHHOI'O IpernapaTa IpH U3MEHEHHUAX, BHOCUMBIX B PETUCTPALMOHHOE JJOChE
corylacHO npwioxkeHnto 11 k Hactosmum [IpaBunaM. B otuere skcnepToB MO OLIEHKE
JIEKapCTBEHHOI'0 IpenapaTa OTPaKArTCA BCE aCMEKThl 0€30NMaCHOCTH, KadyecTBa U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO IIpenapaTa.

ITaparpad 4. ITopsgok npoBeaeHus 1a00PaTOPHEIX MCIIHITAHMIMA
JIEKapCTBEHHBIX CPEJICTB

32. B cnay4ae MOJIOKHUTEIBHOTO OTYETa CHEUUATU3UPOBAHHON SKCIEPTU3BI
NPOBOJSTCS J1abOpaTOpPHBIE MCIHBITAHUS JIEKAPCTBEHHOTO CpPEJCTBA B CPOKH,
peyCMOTPEHHBIE TJIaBoi 6 HacTosmux [IpaBut.

33. JlabopaTopHble UCHBITAHUS JEKAPCTBEHHOTO CPEJCTBA OCYILIECTBISIOTCS B
UCIIBITATEIbHBIX JTA0OPATOPUSIX TOCYIAPCTBEHHOMN 3KCIIEPTHON OpraHU3alluU B LEIAX
MOJTBEPKIEHUS COOTBETCTBUSA IOKa3zaTeleil 0e30MacHOCTM U  KadyecTBa
JIEKapCTBEHHOT'O CPEJICTBA U BKIIFOYAIOT:

1) ucnipiTanre 0OPa3IOB JIEKAPCTBEHHOTO CPEJICTBA;
2) omnpeieneHnue BOCIPOU3BOAMMOCTH METOANK aHAIN3a.

HcnpiTanne 006pa3iioB JE€KapCTBEHHBIX CPEJCTB C MCIOJIb30BAaHUEM KOMIUIEKCA
(UBUKO-XUMHUYECKUX, OMOJIOTUYECKUX HMCCIIEAOBAHUM HAMNpaBJECHO Ha OMpEeIICHUE
KOJIMYECTBEHHOTO M KAUECTBEHHOT'O COJEPKaHUs ACHUCTBYIOIINX U BCIIOMOTaTEIbHbIX
BEIIECTB, IMpHUMeEced, a TakXke CTeneHu Ouonoruyeckon OezomacHOCTH (
MUKPOOHOI0THYECKasi YUCTOTA, TOKCUYHOCTh, TUPOTEHHOCTD ).

Onpenenenre BOCIPOU3BOAUMOCTA METOAUK aHAIN3a MO KOHTPOJIO KauecTBa
JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIISIETCS B IEJISIX MOATBEPIKICHHUS UX COOTBETCTBUS
, IPETyCMOTPEHHBIX HOPMATUBHBIM JOKYMEHTOM IO KaY€CTBY.

34. JJabopaTtopHbl€ UCTIBITAHUS HE MPOBOASTCS MPHU:
1) nepeperucrpanuu J€KapCTBEHHOTO CPECTBA;

2) BKCHepTU3e JEKAPCTBEHHOTO CPENICTBA, MPOU3BEACHHOIO B CTpaHaX peruoHa
ICH (AitCuDitu), B Pecrryonuke Kazaxcran B coorBerctBur ¢ GMP PK u numeromiero
perucTpanroHHoe 1ocke B hopmare OOIIEro TEXHUYECKOTO T0KYMEHTA;



3) sKkcrepTU3e JEKapCTBEHHBIX CPEJICTB, MpEeKBaIU(ULINPOBaHHBIX BceMupHoi
OpraHM3alren 3ApaBOOXPAHEHHUS;

4) yCKOpEHHOW SKCIIEPTU3E JIEKAPCTBEHHBIX CPEICTB.

35. B cinydae BbISBIICHHS 3aME€UYaHUM MTPU MPOBEJIEHUU JTaOOPATOPHBIX UCTIBITAHUN
3asIBUTENIO Yepe3 MHPOPMAIMOHHYIO CUCTEMY B "NMHWYHBIA KaOWHET" HampaBsieTCs
NUCbMO C YKa3aHUEM BBISIBJICHHBIX 3aMEUaHUN U HEOOXOJIMMOCTH MX YCTPAHEHHUS B
MOJIHOM 00BEME B CPOK, HE MPEBBIMIAIONIUHN JEBIHOCTA KaJCHIAPHBIX THEH.

36. IIpu He nmpeaoCTaBICHUM 3asBUTEIEM OTBETOB BBICTABICHHBIE B NHCbME
FOCYJapCTBEHHOW JKCIIEPTHOM OpraHu3alvy 3aMeyaHus B YCTAHOBJICHHBIM CPOK
corylacHO NyHKTY 35 Hacrosmux IIpaBun u oTpuLATENBHBIX pPE3yJIbTaTax
71a00paTOPHBIX HCHBITAHUN MaTepHasibl HANpPaBJSIOTCS B DKCIEPTHBIA COBET IS
OPUHATHUS PELICHHs 00 0TKa3e M NPEKPAILEHUH SKCIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA

37. Ilo pe3ynbraTaM J1abOpAaTOPHBIX HUCHBITAHHUI JEKAPCTBEHHOI'O CPEJCTBA
UCIIBITATEILHONU J1Ta0OpaTopuell COCTaBISIETCS TMPOTOKOJ HCIBITaHUM 1O (opme
COTJIACHO NMpui0keHuto 12 k HactosamuMm [IpaBunam.

38. B cnydasx HEeBO3MOXKHOCTH MPOBEIEHUS Ta00OPATOPHBIX UCTIHITAHUN 00pa3IloB
JEKapCTBEHHBIX CPEACTB B UCIHBITATEIIbHON Ja00paTOpuu TrocydapCTBEHHOMN
AKCIIEPTHON OpraHU3alliK, B TOM YHCIIE TIPU UX OTHECEHUH K KaTeropuu op(haHHBIX,
HApKOTUYECKUX, TICUXOTPONHBIX WM TMpeAHA3HAYEHHBIX IS  JI€YEHUs
BBICOKO3aTPaTHBIX HO30JIOTUN BCIIEICTBUE UX BBICOKOW CTOMMOCTH, HEBO3MOXXHOCTH
COOJIIOICHUSI YCIIOBHM TPaHCIOPTUPOBKH YKAa3aHHBIX 0O0pa3lloB Ha TEPPUTOPHUIO
PecnyOnuku Kazaxctan u (WiIM) UX XpaHEHUHU, OTCYTCTBUHU CIEIUATBLHOTO
000pyIOBaHUSI M PACXOJHBIX MAaTEPUAIOB B HIKCIIEPTHON OpraHU3aIlMU U B CIydasX,
€ClIi HOPMATUBHBIMU JOKYMEHTAMU IO KayeCTBY MPOIAYKIMU YCTaHOBJICHBI
UCTIBITAHUSA, CBS3aHHBIE C OOJBIIMMH 3aTpaTaMyd CPEACTB MPOU3BOIUTENS,
JOPOrOBU3HOM 00pas3ioB, ¢ oOpa3uaMu, TPEOYIOIIUMU OCOOBIX YCIOBUHU
TPAaHCTIOPTHPOBKH, CIEU(PUIECKOTO 00OpPYAOBaHUS M BCIIOMOTATEIBHBIX CPEACTB
1ab0paTOpHbIE UCTIBITAHUS TIPOBOJSATCSA B MPUCYTCTBUM MPEACTABUTENEH IKCIIEPTHOMN
OpraHu3aliy B J1A0OPATOPUU KOHTPOJIS KaueCTBa MPOU3BOJIUTENS UM B KOHTPAKTHOM
1abopaTopuu, UCIIOIB3YEMON TPOU3BOAUTEIIEM.

[To pe3ynbpTaTamM 1a00paTOPHBIX UCTIBITAHUN cocTaBisieTcss OTUET O pe3ybTaTax
pOBEJCHHUS J1a0OPATOPHOTO UCIBITAHWS B J1a0OpaTOPUU KOHTPOJS KadecTBa
IPOU3BOAUTEINS WIIM B KOHTPAKTHOM J1TaOOpAaTOPUM, UCIOIb3YyEMON MPOU3BOIUTEIEM
COTJIacHO NpuioxeHuto 13 k Hacrosamum [IpaBunam.

I'naBa 4. ITopsamokx popMupOBaHHA PE3yIHTATOB MPOBEACHHON SKCIICPTH3EI
JIEKapCTBEHHEIX CPEZICTB



39. Ilo oxkOHYaHWUU HKCHEPTHU3bl (HAYAJIBbHON DKCHEPTU3BI (BaJUIAINU
PErUCTPAlMOHHOTO J0ChE), CHEHHAIM3UPOBAHHONW HKCHEPTU3bl U Ja0OPATOPHBIX
UCIIBITAHU ) 3aBUTEb B TEUCHHUE TPUALIATH KAICHIAPHBIX JHEH, HE BXOJSIIUX B CPOK
NpPOBEICHUSI HKCIEPTU3bl COTJACOBBIBAET C TOCYJIApCTBEHHON 3KCIEPTHOMN
opranmsaieii oommue (aIMUHUCTPATUBHBIE) CBEJICHUS O JICKAPCTBEHHOM Ipernapare,
UTOTOBBIE JTOKYMEHTHI (HOPMATHUBHBIA JTOKYMEHT MO KAaueCTBY, MHCTPYKIMIO IO
MEIUIUHCKOMY TPUMEHEHHUIO U MAKETOB MAPKUPOBKHU yIIaKOBKH, 3TUKETOK, CTUKEPOB
C MapKHUpPOBKOW), B TOM YUCJIE KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX U MPU BHISBICHUU
HECOOTBETCTBUS OOHOBJIEHUS! UTOTOBBIX JJOKYMEHTOB.

CoryacoBaHue OCYILIECTBIISIETCS B AJIEKTPOHHOM BUJE MO WHIAWBHUAYaJIbHOMY
apoJIIo Yepes JIMYHBIN KaOMHET WK ITyTeM MPEJOCTABICHUS JIUCTA COTJIacOBaHUS.

B cinydae OoTCyTCTBHS COTJIaCOBaHHUS 3asIBUTENIEM IO MCTEUYEHUU TPUILATH
KQJICHIAPHBIX JHEW C AaThl OKOHYAHUS SKCIEPTHU3bl CBEICHUN O JIEKapCTBEHHOM
CPEICTBE, 3aKII0UEHUE 0 O€30MaCHOCTH, KauecTBE U 3(P(PEKTUBHOCTH JIEKAPCTBEHHOTO
cpenctBa popmupyercs 0e3 ero corjiacoBaHus.

40. ITo pe3ynpraTaM IPOBEAEHHOW DKCIEPTHU3BI JIEKAPCTBEHHOTO CPENCTBA
rocy/apCTBEHHas! SKCIEPTHAsI OpraHU3allis COCTaBIISET 3aKI0YeHHE O OE30MMaCHOCTH,
KauecTBe U 3((PEKTUBHOCTU JEKAPCTBEHHOI'O CPEACTBA, 3aBJICHHOIO Ha IKCIEPTU3Y
coriacHo npuioxeHuto 14 k Hactosumm [IpaBunam u 3akiatodeHre o 6€30MacHOCTH,
KauecTBe U 3P(HEKTUBHOCTH JEKAPCTBEHHOI'O CPEJICTBA 3aSBJICHHOIO Ha IKCIEPTURY
U3MEHEHUH, BHOCHUMBIX B PETHCTPALMOHHOE JIOCHE COTJIACHO MPUIIOXKEHUI0 15 K
HacrosmuM [IpaBunam.

Pe3ynbTar rocy1apCTBEHHON YCIYTH HANpPaBISETCA 3aSBUTENI0 B 'JTUYHBIN
kaOunet" yepe3 MHPOPMAIIMOHHYIO CUCTEMY WJIM MOpTand B (opMe AIEKTPOHHOTO
JTOKYMEHTA, YJIOCTOBEPEHHOTO 3JEKTpOHHOU nudpoBod nmoanuckio (ganee — DIIII)
YIOJHOMOYEHHOTO JIMIA TOCYIaPCTBEHHOM 3KCIIEPTHON OPTraHU3ALMH.

40-1. IIpu opraHu3zanuy U MPOBEACHUN CAHUTAPHO-TIPOTUBOIUIECMUYECKUX U
CaHUTAPHO-MIPODUIAKTUIECKIX MEPOIIPHUIATHIA U CBA3AHHBIX C HUMHU OTPAHUYUTENbHBIX
MEpONpPUATUI, B TOM YHCJIE KapaHTUH, JKCIEpPTHbIE palbOThl 3aBepuiatoTcs 0e3
OPOBEJCHUS OLIEHKH YCJIOBHM MPOU3BOJACTBA M JAOOPATOPHBIX MCIBITAHUI B
1abopaTopuu KOHTPOJISL KauyecTBa MPOU3BOAMUTEINS WM B KOHTPAKTHON J1abopaTopuu,
UCII0JIb3yEMOW MTPOU3BOAUTEIIEM.

Cnocka. IIpaBuia nonosHeHsl nyHKTOM 40-1 B COOTBETCTBUU C MMPUKA30M
Mumnuctpa 3apaBooxpanenus PK ot 10.07.2020 Ne KP ICM-81/2020 (BBOAMTCS B
JEUCTBUE CO JIHS €ro MepBOro OPUIHAILHOIO OIMyOJUKOBAHUSA).

41. 'ocynapcTBeHHasl SKCIIEPTHAS. OPTaHU3alNs HAIIPABIIAET B AJIEKTPOHHOM BUJE
C AJIEKTPOHHO-UKU(POBON MOAMUCHI0 PYKOBOAUTENS (MM YHOJTHOMOYEHHOTO JIMIA) U
OTBETCTBEHHBIX JIML, TPOBOJAUBILINX 3KCIIEPTU3Y, B TOCYAAPCTBEHHBIN OpraH:



3aKIII0OUYCHHE O 0€30MacHOCTH, KadyecTBE U A(DPEKTUBHOCTU JIEKAPCTBEHHOTO
CpEeJICTBA;
oOIIyI0 XapaKTEPUCTUKY JIEKAPCTBEHHOT'O CPEJCTBA, MHCTPYKIUIO IO
MEJIUIMHCKOMY TPUMEHEHUIO JIEKapCTBEHHOTO Ipernapara (JUMCTOK-BKJIAAbII) Ha
Ka3aXCKOM M PYCCKOM SI3bIKaX, pa3paldaTblBAEMYyI0 B COOTBETCTBUU C MOPSIIKOM
YCTAHOBJIEHHBIM MYyHKTOM 5 ctatbu 75 Kolekca u corjlacoBaHHYIO SKCHEPTHOM
OpraHu3alue;

MaKeThl yIIaKOBOK, ITUKETOK, CTUKEPOB JIEKAPCTBEHHOT'O CPEJCTBA, HA KA3aXCKOM U
PYCCKOM SI3bIKaxX, COIIACOBAHHBIE HKCIIEPTHON OpraHu3anuen.

42. 3akmroueHue 0 0€30MacHOCTH, KauecTBe U d(DPEKTUBHOCTH JIEKAPCTBEHHOTO
CpelncTBa JEHCTBUTEIBHO CTO BOCEMbECIT KalleHAApHbIX THEH. B cmydae ucreuenus
CpOKa JEHCTBHUS 3aKJIIOYEHUS, 3asBUTEIb IOBTOPHO MOJAET 3a8BJICHHUE, JOKYMEHTHI U
MaTepuanbl Ha TPOBEJCHUE JKCIEPTU3bl JIEKAPCTBEHHOTO  CPEJACTBA,
IPEAYCMOTPEHHBIX B MyHKTE 8 HacTosmumx [IpaBui.

43. J1ns1 nexapCTBEHHBIX CPEJCTB OTEYECTBEHHOTO MTPOU3BOICTBA, IPOU3BOIUMBIX
JUTSL SKCTIOPTAa U BHYTPEHHETO PhIHKA CTPAHBI MO Pa3HbIMU TOPTOBBIMU Ha3BAHUSIMU,
HKCIIEPTH3a MPOBOAMUTCS C BbIAAUed OJTHOTO 3aKJIIOUEHUs! OE30MMaCHOCTH, KaueCTBE U
3 PEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBRA.

44, OcHOBaHUSIMH BBIJAYM OTPHUIATEIBHOTO 3aKIIOYECHUS O 0€30MacHOCTH,
3¢} ()EKTUBHOCTH U KAYECTBE JICKAPCTBEHHOTO CPEJICTBA SBIISIOTCS:

1) HenpeAcTaBIeHUE MOTHOTO KOMIUIEKTA PETUCTPALMOHHOTO JI0CHE MOCIIE BIIAUYH
3aMeYaHUil 3asBUTEIIO B MPOIECCE MTPOBEACHUS DKCIIEPTU3bI B CPOKH, YCTAHOBJICHHBIE
HacrosmumH [IpaBunamu;

2) mpeJcTaBICHUE 3asIBUTENIEM HEIOCTOBEPHBIX CBE/ICHUH;

3) OTHOIIEHUE OKHMAAEMOM MOJIb3bl K BO3MOXKHBIM PHUCKaM, CBS3aHHBIM C
IPUMEHEHUEM JIEKAPCTBEHHOI'O MpEIapaTa, He sIBISIETCS OJ1aroNnpusTHBIM;

4) Oosiee HM3KHE MOKA3aTeNd KauecTBa M 0€30MacHOCTH, pPErlaMEeHTUPOBAHHBIE
locynapctBennoit ¢apmakoneeit Pecrny6nuku Kaszaxcran wim (dapmakomnesmu,
NPU3HAHHBIMU JIEUCTBYIOIIMMHU Ha Tepputopun PecmyOnuku Kazaxcran, unu B
CPAaBHEHUU C PaHEE 3apETrUCTPUPOBAHHBIMU aHAJIOTaMU;

5) Hanu4Me B COCTaBE JIEKAPCTBEHHOI'O CPEICTBA BEIIECTB U MaTEPHUAJIOB,
3anpenieHHbIX K npuMeHeHuto B Pecriybnuke Kazaxcran;

6) HaJIM4YKe B COCTaBe TBEPABIX JIEKAPCTBEHHBIX (POPM KOHCEPBAHTOB;

7) nojiy4eHe OTPUIATENIbHBIX PE3YIbTATOB OJTHOTO U3 3TANOB IKCIEPTU3bI U (HUJIN)
OTPHUILATEIBHBIX 3aKIIOYCHHM SKCTIEPTOB MPO(UIBHBIX OPTaHU3aLINN;

8) HecooTBEeTCTBUE (PAaKTUUECKUX YCIOBHM MPOU3BOJICTBA U CUCTEMBI 00ECTICUCHHUSI
Ka4yecTBa YCIOBHSIM, 00E€CTIEUMBAIOLINM 3asBICHHYIO 0€30MacHOCTh, 3 (HEKTUBHOCTH U
Ka4yeCcTBO MO Pe3yJibTaTaM OLIEHKH MPOU3BOJICTBA U CUCTEMbI OOECIICUEHHS KAUeCTBa;



9) orka3 3asBUTENS OT OpTraHU3aAlUM NOCEUICHUS NpeanpusaTus (
IPOU3BOACTBEHHOM MIIOMIA/IKK) C LEIbI0 OLEHKH YCJIOBHM MPOU3BOJCTBA U CUCTEMBI
oOecrieueHHs] KayecTBa, B COOTBETCTBUU C TPEOOBAHUSMU 3aKOHOAATEIbCTBA
Pecnybnuku Kazaxcran;

10) BbIsIBNICHUE HEPAIIMOHATBHBIX KOMOMHAIINH JIEKaPCTBEHHBIX CPEJICTB;

11) 3asBuTENEM HE AOKa3aHa KiIuHUYecKas 3((PEeKTUBHOCTH U 0€30MaCHOCTh
JIEKapCTBEHHOT' O IIpenapara;

12) kauecTBO JIEKAPCTBEHHOI'O Mpenapara He MOITBEPK/ICHO;

13) noxazaHHOe HEOIATOMPUITHOE COOTHOILIEHUE "MOJIb3a-pPUCK" WIIH BBISIBICHHOE
OTCYTCTBHE TepamneBTUYECKON d(PPEeKTUBHOCTU TPU COOTIONCHUU YCIOBUH
OPUMEHEHHS JIEKAPCTBEHHOTO Ipernapara, OMHCAaHHBIX B YTBEP)KJIECHHOW 0O0Iei
XapaKTEepUCTHUKE JIEKAPCTBEHHOTO IpernapaTta B MOCTPEruCTPalMOHHbIN IEPUO;

14) ycraHoBieHHbIE 1O AaHHBIM (papmMakoHan30pa (HAKThI, yKa3bIBAIOIIUE Ha
HEOJIaronpusTHOE COOTHOLIEHHWE 'MOJb3a-pUCK", B TOM YHUCJIE 3HAYUTEIBHOE
IIPEBBIIEHUE YaCTOThl PEHOPTUPOBAHUS HEKENATEIBHBIX PEAKIIUI M0 CPABHEHHIO C
JAHHBIMH, YKa3aHHBIMU B YTBEP)KICHHOW OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara;

15) HecooTBETCTBHE KAYECTBEHHOIO M KOJMYECTBEHHOI'O COCTaBa Ipemnapara
3asBJICHHOMY WJIM HEOJHOKPAaTHOE HECOOTBETCTBHE KauecTBa JIEKAPCTBEHHOIO
npernapara B IMEpUOJl €ro OOpallleHUsT Ha PHIHKE 3asBICHHOMY Ha MOMEHT €ro
perucTpanuu;

16) HEBBIMOTHEHUE ACPKATEIEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS 0053aTEIHCTB
1o apMakoHaA30py WK 00s13aTENBCTB B PaMKax MPOLEAYpPbl pErUCTPALINH;

17) BHOCHMBIE U3MEHEHUSI OKA3bIBAIOT OTPULIATEILHOE BIUSHUE HA COOTHOLIEHKE "
NI0JIb3a-PUCK" JIEKAPCTBEHHOT'O MpEIapara.

45. B ciyyasix OTpULATEIBHOIO 3aKJIIOYEHHS O O€30MacHOCTH, KauecTBe U
3¢ PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA WM OT3bIBa 3asBUTEJIEM 3asBJICHHUS Ha
JKCHEPTU3Yy MOCJIE€ Hadajla MNPOBEAEHUS 3SKCIEPTH3bl, CTOMMOCTb MPOBEIECHUS
AKCIIEPTHBIX PabOT 3asIBUTEINIO HE BO3BpAIIACTCS.

46. Ilo pe3ynpTaTaM 3KCIEPTU3BI FOCYJAPCTBEHHAS 3KCHEPTHAST OpraHU3alus
dbopmMupyeT CBOAHBIM OTYET MO OE30MACHOCTH, KayecTBY U 3I(DPEKTUBHOCTHU
JIEKapCTBEHHOr0 Mpenapara B COOTBETCTBUU C MPHIOKEHHEM |6 K HACTOAIIUM
[IpaBriiam, 4acTb KOTOPOrO pa3MEIIAET HAa WHTEPHET-PECYpCe TOCYAapCTBEHHOU
JKCIIEpTHOU OpraHU3aluu.

47. Ilocne 3aBeplICHHs] IPOLEYPbl IKCHEPTU3bI TOCYAAPCTBEHHAS SKCIIEPTHAS
opraHuzaiusi GOpMHUpPYET SJIEKTPOHHBIN apXUBHBINA SK3EMIUIAP PETUCTPALMOHHOTO
JOCbE, COAEpX allhil JOKYMEHTbl M MaTepuajbl pe3yibTara JSKCHEePTU3bl (
NOIOJIHUTEIIbHBIE MaTepHuaibl, MPEACTABICHHBIE 3asgBUTEIEM MO 3alpocy
rOCyJapCTBEHHOM 3KCIEPTHOM OpraHu3aluu, 3aKIIOUYEHUE HAYaJbHON 3KCHEPTHU3bI (



BaJIWJIAIIMM PETUCTPALIMOHHOTO JIOChE), 3aKIIOUUTEIBHBIN CBOIHBIN OTUET IKCIIEPTOB
10 KPUTHUYECKOW OIIEHKE JICKAPCTBEHHOTO Iperapara, MPOTOKOJbl MCIBITATEIbHON
7a00paTOPHH), 3aKITIOUYCHHE O OC30MMaCHOCTH, KaueCTBY U 3(D(PEKTUBHOCTH, OOIIYIO
XapaKTePUCTUKY JICKAPCTBEHHOT'O CPEJCTBA, HMHCTPYKIHUIO IO METUIIHHCKOMY
NPUMEHEHHIO (JIMCTOK-BKJIQJBINI), HOPMATHBHBIA JOKYMEHT II0 KadecTBY

JCKApCTBEHHBIX CPEJICTB, 3apETHCTPUPOBAHHBIC MAaKEThl YIIAKOBOK, ATHUKETOK,

CTHUKEPOB, XPAHSIIHECS B JJIICKTPOHHOM apXUBE.

Bo BpemMs pgeicTBHS pEeruCTPallMOHHOTO YJAOCTOBEPEHHS AapXHUBHOE
PETUCTPAIMOHHOE JO0ChE, AOTMOJHSACTCS PETHCTPAIMOHHBIM JOCHE, TOJAHHBIM Ha
BHCCCHHE HM3MCHCHHM, COJep)KalluM JOKYMEHThI W MaTepuajbl pe3yIbTaTOB
AKCIICPTHU3HI.

PerucrpanimoHHOE TOChE XPAHUTCS B AJCKTPOHHOM apXMBE Ha JJICKTPOHHOM
HOCHTEJIC B TCUCHUE JICCSITH JICT.

I'maBa 5. Oco6eHHOCTH IIPOBEAESHHUS SKCIEPTU3HI JIEKAPCTBEHHOTO CPEICTBA

48. Pa3pscHEHUsS WIM YTOYHEHUS, BO3ZHUKAIOUIME B NEPUOJ] IMPOBEICHUS
AKCIEPTU3Bl MEXKIY TOCYJapCTBEHHOW 3KCHEPTHOW OpraHu3alved U 3asiBUTEIIEM,
OCYHIECTBIAIOTCS MyTeM (opMupoBaHUs DIEKTPOHHOTO JOKyMEHTa IO
UHJMBUIYAIbHOMY TApOJII0 3asBUTENS uepe3 HH(OOPMAIMOHHYIO CHCTEMY C
AIEKTPOHHO-ITU(PPOBOM TOANMUCHIO 3agBUTENSI W TOCYJAPCTBEHHOM SKCIEPTHOM
OpraHU3alH.

Ha Bpems npenocTtaBieHus 3asiBUTEIEM 3aIIPALIMBAEMBIX TOKYMEHTOB 3KCIIEPTH3a
IIPUOCTAHABIINBACTCS.

49. B pamkax S3KCHEpPTH3bl T'OCYyAApPCTBEHHAs JKCIIEPTHAS OpPraHU3aLMs
OCYILIECTBIISIET ITPOBEPKY ayTEHTUYHOCTHU NEPEBOJA WM IIEPEBOJ HA KA3aXCKUM SI3bIK
oO1Iel XapakTepUCTUKU JIEKAPCTBEHHOTO CPEJICTBA, MHCTPYKLHMH MO MEIULIMHCKOMY
NPUMEHEHUIO (JMCTOK-BKJIAJBINI), MAaKETOB MAapKUPOBKH YIAKOBKH, ASTHUKETOK,
CTUKEPOB C MAPKUPOBKOU.

50. Mndopmanusa B HMHCTPYKIUMU MO MEIUIUHCKOMY TNPUMEHEHUIO (
JUCTOK-BKJIAJIBIII) OPUTMHAIBLHOTO JIEKAPCTBEHHOIO Ipernapara, npeiaraeMou s
Pecny6mmku Kazaxctan cooTBeTcTByeT HHGOpPMAIMM, H3JI0XKEHHOW B OOMmIEH
XapaKkTepUCTHKE JIEKApCTBEHHOI'O TMpernapara OJ00pPEeHHON YIOJIHOMOYEHHBIMU
OpraHaMM CTpaHbl INPOWU3BOJMTENS WM CTPAHbl JEPIKATENS] PETrUCTPALUOHHOIO
YAOCTOBEPEHMUS.

B o0mieil xapakTepuCTHUKE JIEKAPCTBEHHOI'O CPEJCTBA, MHCTPYKLUHH IO
MEIULIMHCKOMY IPUMEHEHUIO JIEKAapCTBEHHOI'O Mpenapara (JIMCTOK-BKJIAbIII)



oTpaxkaeTcs HWHQOpMaIus O BCIIOMOTATEIbHBIX BEHIECTBAX, HOMHHAIBHOM UX
COJCp)KAaHMM B JIEKAPCTBEHHBIX Mpernaparax, a TakKe OTPaHUYCHUS NMPUMEHECHUS
JIEKaPCTBEHHOTI'O Mpenapara COrjaacHO MPUWIOKEeHUIo 17 Kk HactodmmM [IpaBunam.

51. OOmast xapakTepuCcTUKa JIEKAPCTBEHHOTO CPEJICTBA, MHCTPYKLHS MO
MEIULUUHCKOMY  NPUMEHEHHI0  (JIMCTOK-BKJIAJBIII)  BOCIPOU3BEACHHOTO,
OMOaHaIOTUYHOTO JIEKAPCTBEHHOTO IMpenapara COOTBETCTBYET 00IIel XapaKTepUCTHKE
OPUTMHAJIBHOIO JIEKaPCTBEHHOTO IIpernapara. B ciiydae OoTiIM4usA B MHCTPYKUMUHU 110
MEIULUUHCKOMY  NPUMEHEHHI0  (JIMCTOK-BKJIAJbIII)  BOCIPOU3BEAEHHOTO,
OMOaHAJIOTMYHOTO JIEKAPCTBEHHOTO IMpernapara OT OPUTMHAJIBHOrO IMpenapara Io
MOKa3aHUSIM K MPUMEHEHUIO B CTOPOHY PAaCIIMPEHUs, WIH PEXKUMA JO3UPOBAHUS WU
IyTH BBEACHUS MPEIOCTABIISIIOTCA PE3yJbTaThl COOTBETCTBYIOIIUX KIMHUYECKUX
UCCIIEOBAHUN.

52. [lepxatTenb peruCTPAlMOHHOTO YIOCTOBEPEHUSI OPUTMHAIBHOIO Ipernapara
NOJAET 3asBJICHUE HA BHECEHUE HM3MEHCHMN B HHCTPYKLMIO MO MEIMIUHCKOMY
NPUMEHEHUIO (JINCTOK-BKJIAJIBINI) B TEUEHUE JEBSHOCTA KaJeHIApHBIX JHEH moclie
OOHOBJEHMSI OOIIEN XapakTepUCTUKU JIEKAPCTBEHHOTO CpEJICTBA B CTpaHe
IIPOU3BOIAUTEIIS WM JAEPKATENs PETMCTPALMOHHOIO YI0CTOBEPEHUS.

53. T'ocymapcTBeHHasl SKCIIEpTHAs OpraHu3alys Mocie BHECEHUS! N3MEHECHUH B
UHCTPYKIUIO OPUTMHAIBHOTO JIEKAPCTBEHHOTO Ipernapara Wid, NpU OTCYTCTBUU
perucTpaluu OpurHHalbHOro npemnapata B Pecny6nuke Kazaxcran, npu BbIIBICHUH
10 MEKyHapOIHBIM UCTOYHHKAM U pe3ysibTaTtaM (papmakoHaa3opa 00 U3MEHEHHSX B
oO11el XxapakTepuCTUKE OPUTHHAIBHOTO JIEKAPCTBEHHOTO MperapaTa U3BEHaeT yepe3
MH(OPMALMOHHBIE PECYPChl BCEX JAeprKarelell perucTpallOHHBIX YAOCTOBEPEHHI
IFeHEPUYECKUX TMPErnapatoB O HEOOXOAUMOCTH BHECEHUS COOTBETCTBYIOLIUX
W3MEHECHUN B MHCTPYKIUIO N0 MEIUIMHCKOMY MPUMEHEHHIO (JTMCTOK-BKIIAJBIII) U
oOLIyI0 XapaKTepUCTUKY JIEKAPCTBEHHOTO CPEJCTBAa uepe3 Mpoleaypy BHECEHUS
WU3MEHEHNN B PETUCTPALIMOHHOE IOChE B TEUCHHE JIEBSIHOCTA KAJICHIAPHBIX JHEN MIOCIIE
BHECCHHSI M3MEHEHUW B MHCTPYKIIMIO OPUTHHAIBHOTO TMpernapara WHPOpMaIHH 1o
0€30MacHOCTH.

JlepkaTenb peruCTpallMOHHOTO yIOCTOBEPEHHS] OPUTMHAJIBHOTO IIpenapaTa BHOCHT
U3MEHEHUS B MHCTPYKIMIO MO MEIUIIMHCKOMY MPUMEHEHHIO (JIMCTOK-BKJIAJIBIII) U
oOIIyI0 XapaKTEPUCTHUKY JIEKAPCTBEHHOIO CPEJICTBA HAa OCHOBAaHUHU PA3MELIEHHON Ha
UH(OPMAITMOHHOM peCypce rocyIapCTBEHHOM IKCIIEPTHOM OpraHu3aiuyu nHpopMauu
0 HECOOTBETCTBUSM, BBIABIECHHBIM B pe3yJibTaTe ¢apMakoHaA30pa MU IO
opUIIMaTBEHBIM MEXIYHAPOJIHBIM HCTOYHUKAM B TE€UYEHHUE JEBSIHOCTA KAJICHIAPHBIX
JTHEMH.

54. Ilpn HEBBINIOJHEHUHN YCIOBHUs, YKa3aHHOTO B MyHKTaxX 52 m 53 HacTtosmmx
[IpaBun, rocynapcTBeHHasl SKCIEPTHAs OpraHU3alusl YBEIOMIIAET (B IPOU3BOJIBHOM
dbopme) rocyaapcTBEHHBIN opraH B cdepe oOpalleHus! JEKapCTBEHHBIX CPEACTB U



MEIUIMHCKUX HW3AeNUi (Janee — TOCyAapCTBEHHBIM OpraH) o HEoOXOJMMOCTHU
IPUOCTAHOBJIEHUS ACHCTBUS PETUCTPALMOHHOTO YOCTOBEPEHUSI.

55. Ha nekapcTBeHHBIE CPEJICTBA, UMEIONINE 0ECCPOYHOE PETUCTPAIMOHHOE
yAOCTOBEPEHHE TOCYJapCTBEHHAs JKCHEpPTHAs OpraHu3alus OCYIIECTBISAET
NEepPUOJUYECKYI0 OIIEHKY COOTHOLIeHUs '"mosb3a-puck" Ha OCHOBaHUHU
dbapmakoHaazopa.

56. DxcnepTr3a W3MEHEHHM, BHOCHUMBIX B PETMCTPALMOHHOE JOCHE,
OCYILIECTBIISIETCA Ha JIEKAPCTBEHHOE CPEJICTBO B MEPUOJ JEUCTBUSL PETUCTPALIUOHHOTO
YAOCTOBEPEHHUS] M HE OKa3bIBAET OTPULATEIILHOTO BIUSAHUSA HA COOTHOILIECHHE
10JIb3a-PUCK JIEKAPCTBEHHOTO Ipernapara.

57. U3menenus kinaccupuIupyroTcss B cooTBeTcTBUU c [lepeunemM BuUIIOB
U3MEHEHHI, BHOCHUMBIX B PETHCTPALMOHHOE JOCHhE JIEKAPCTBEHHOIO CpPEACTBA
COTJIacHO MpuiokeHuto 18 k HacrosmuMm [IpaBunam Ha:

1) He3naumMoe uzmenenue tuna [A - (MU3MEHEHHE, KOTOPOE OKa3bIBaeT
MUHUMAJIbHOE BIMSHHUE WJIM HE OKa3bIBACT BJIMSHUA Ha 0€30MaCHOCThH, KAYECTBO U
3(PEKTUBHOCTh 3aPErUCTPUPOBAHHOTO JIEKAPCTBEHHOI'O IMpenapara, MOJaHHOE B
NEPUOJ JEHUCTBHS PETUCTPALMOHHOIO yIOCTOBEPEHUS JEKAPCTBEHHOIO Mperapara u
He TpeOyroIee HOBOM PEruCTpallvn);

2) HezHaunmoe u3meHenue tuna Ib - (13mMeHeHue, KOTopoe He MOJINAIA0IIEE O]
onpeneneHus naMeHeHui tumna A u tuna 1, He TpeOyroIee HOBOM perucTpalym);

3) 3Haunmoe u3MeHeHue tuna Il - moOble M3MEHEHHs K MaTepuaiam
PErUCTPAIMOHHOTO JI0Che, HE TpeOylollre HOBOW pErucTpaluu JeKapCTBEHHOTO
npenapara U KOTOpble MOTYT OKa3bIBaTh 3HAUUTEIBLHOE BIUSHUE HA €ro 0€30MacHOCTb,
KauecTBO U 3PHEKTUBHOCTD;

4) cpouHble U3MEHEHMS, Kacarou[uecs: 0€30MaCHOCTH JIEKAPCTBEHHOTO CPEACTBA -
CPOYHBIE BPEMEHHBIE OIPaHUYEHUS, CBSI3AHHBIE C OE30MACHOCTHIO MCIIOJIB30BAHMS
JIEKapCTBEHHOI'O Mpernapara, KOTOpble BHEAPSIIOTCS 3asIBUTEIEM B CIIy4ae BbISIBICHHUS
pUcCKa i OOIIECTBEHHOrO 3J0pOBbS NPHU INMPUMEHEHUH 3apEerHCTPUPOBAHHOTO (
NepeperucTpPUPOBAHHOTO) JIEKAPCTBEHHOTO IIpenapara. Jlep:kareinb perucTpalioOHHOTO
YAOCTOBEPEHHsI B T€UEHHUE JBAJUATH YETHIPEX YACOB YBEJAOMIIIET O BBOJAMMBIX UM
OTPaHUYCHUSX FOCYNAPCTBEHHBIA opraH. Eciiv B TeueHHE ABAJLATH YETHIPEX YACOB
1OCJI€ MOJYYEHHUs 3TON MH(POPMAIMU OT TOCYAapCTBEHHOI'O OpraHa He MOCTYIUJIO
BO3pa)XCHUM, HKCTPEHHbIE OTPAHUUYEHUS, CBA3aHHBIE C 0€30MaCHOCTHIO, CUMTAIOTCS
npuHATbIMU. CpoOKM peanu3aluu OTPAaHUYEHUN OroBapUBAIOTCS JepiKaTeiaeM
PETMCTPALMOHHOrO YIOCTOBEPEHHUS U FOCYJapCTBEHHBIM OPTraHOM.

DKCTpEHHBIE OTPAHUYEHUSI, CBS3aHHbIE C OE€30MAaCHOCTHIO MHUIUUPYIOTCS
rocyJapCTBEHHBIM OPraHOM MPH HAJUYUH PUCKA JUIS )KM3HU U 3J0POBbs YEIOBEKA.

3asiBJI€HHE HAa BHECEHHWE W3MEHEHHH, KACAIOIIUXCA BBEIECHUS SKCTPEHHBIX
OrpaHWYEHUN (MHULUUMUPOBAHHBIX JEPKATEIEM PErHMCTPALMOHHOIO YAOCTOBEPEHUS



UM TOCYHApCTBEHHBIM OpPraHoMm), NOAAETCS AEPKaTEIeM PErucTPaliOHHOTO
YAOCTOBEPEHHUS] HAa PACCMOTPEHUE HE IMO3/JHEE, YeM B TEUEHHE UIECTUNIECATHU
KaJICH/IAPHBIX THEN C MOMEHTA YBEOMIICHUS.

58. DkcnepTuse MOIEKHUT KakK10€ KOHKPETHOE U3MEHEHHE, Jaxke MPU YCIOBUU
OJIHOBPEMEHHOT'O UX BHECEHUSI.

59. B cnyyae BHECEHHs] I3MEHEHHUSI, KOTOPOE HE KJIACCU(PHUIIMPOBAHO B HACTOSIIUX
npaBujax, 3asBUTENIb 00pallaeTcs B NOCYIapCTBEHHYIO 3KCIEPTHYIO OpraHU3alUio
yepe3 Npoueaypy KOHCYJbTAallMM C LEJIbI0 MOJYYEHHS PEKOMEHAAUHWU MO
KJ1accu(puKaIuy U3MEHEHHUS.

['ocynapcTBeHHas SKCIIEpTHAsT OpraHU3alys B TEUEHUE TPUAUATH KaJIeHIAPHBIX
JTHEH Tociie MOJIyYeHHs 3arpoca HalpaBIIIeT OTBET 3asIBUTENIO B AJIEKTPOHHOM U (MJIH)
OyMaXHOM BUJIE.

60. IIpu BHeceHun nameHenuit tumna [A:

1) usmenenus tuna [A mojiexar OLEHKE TOCYAapCTBEHHOW 3KCHEPTHOU
opraHu3zanueii 0e3 MpoOBeJCHUS CHEHHAIM3UPOBAHHOM SKCHEPTU3Bl. 3asBUTEINb
OpEeACTaBiIsieT 3asBJ€HUE MO (QOpMeE COINIACHO NPUJIOXKEHUIO | K HacTosuuM
[IpaBunamMu U JOKYMEHTHI, MOATBEPKIAIONIME BHECEHHbIE M3MEHEHUS B TEUEHUE
JIBEHA/IIIATH MECSIEB C JAaThl BHECEHUS] COOTBETCTBYIOIIMX U3MEHEHUI B COOTBETCTBUU
¢ mpwioxkenueM 18 k Hactosimum [IpaBunawm;

2) 3asBUTEIb U3BEHIAET IOCYIAPCTBEHHYIO SKCIEPTHYIO OPraHU3AIMIO B CIIy4yae
n3MeHeHus tumna A, Tpelyroniee HeMEIJIEHHOTO U3BEUIEHUS C LENIbI0 HEMPEPHIBHOIO
KOHTPOJISI JIEKAPCTBEHHOT'O CPE/ICTBA;

3) nepkarenb PErucTPALMOHHOTO YJOCTOBEPEHUS B paMKaxX OJAHOTO 3asBJICHUS
YKa3bIBa€T O HECKOJIbKMX HE3HAYUTENIbHbIX M3MEHEHUsX Tumna [A, kacarommuxcs
OJIHOTO PETUCTPALMOHHOTO YJOCTOBEPEHUS;

4) rocygapCTBEHHAs SKCIIEPTHASI OpTraHU3alMs C MOMEHTA MOCTYIUICHUS 3asBJIICHUS
IPOBOJUT OLIEHKY U3MEHEHHH Tuma [A u yBenomisieT nepkareiis perucTpaluoHHOTO
YAOCTOBEPEHHUS O CBOEM 3aKIIOUEHHH O O€30MaCHOCTH, KauecTBE U 3(P(PEKTUBHOCTH
JIEKapCTBEHHOIO CPEACTBA, 3asBJICHHOTO Ha JKCIEPTU3Y IS LEJIed BHECEHUS
U3MEHEHUM B PErUCTPAIMOHHOE N10Che MO (OpME COTNIACHO MPUIOKEHUIO 15 kK
HactosimuM [IpaBunawm;

5) B ciaydae BHECEHUS HM3MEHEHUH, TpeOYyIOIHMX H3MEHEHUS JTaHHBIX
PETrUCTPALIMOHHOTO YIOCTOBEPEHHS, TOCYIapCTBEHHBIM OPraHOM BBIJIAETCS HOBOE
PErUCTPallMOHHOE YJOCTOBEPEHUE MOJ MPEKHUM HOMEPOM HA OCTATOYHBIA CPOK
NENCTBUS PETUCTPALMOHHOIO YOCTOBEPEHUH.

61. Ilpu BHecenun namenenuii tumna Ib:

1) 3asBUTENH MpEACTaBIAET 3asBICHUE MO (POpPME COTNIACHO MPHIOKEHUIO 1 K
HactosimuM [IpaBuiiaMm M JOKYMEHTBI COTJIACHO MHPUJIOXKEHHUIO 18 K HacTosAmMM
[IpaBunawm;



2) neprKaTelil pEerucTPallMOHHOTO YAOCTOBEPEHHS] B paMKax OJIHOTO 3asiBJICHHS
MOTYT YBEAOMHUTb O HECKOJBKHX HM3MEHEHUsX Tumna Ib, kacaromuxcs OJHOTO
PETUCTPALMOHHOTO YAOCTOBEPEHUS, WU CrPYIIMUPOBATH OJHO WM HECKOJBKO
u3MeHeHud tuna Ib ¢ gpyrumu usmeHeHusiMu tuna [A, CBSI3aHHBIMH C OJHUM
PETUCTPAMOHHBIM YJIOCTOBEPEHUEM, IPU YCIOBHHM, UYTO TakKas TPYHIIUPOBKA
COOTBETCTBYET YCJIOBUSIM, IEPEUYUCICHHBIM B NPUIOKEHUU |8 K HacTOAmUM
[IpaBunawm;

3) B ciaydae BHECEHUS HM3MEHEHUH, TPeOYyIOmMX HM3MEHEHUS JTaHHBIX
PETUCTPAIMIOHHOTO YAOCTOBEPEHHUS, TOCYAAPCTBEHHBIM OPTaHOM BBIJAETCS HOBOE
PETUCTPALIMOHHOE YJIOCTOBEPEHUE MOJ MPEKHUM HOMEPOM Ha OCTATOYHBIA CPOK
JNEUCTBUSI PETUCTPALIMOHHOTO YOCTOBEPECHUSI.

62. B cnyuae BHeceHus udMeHeHus tuna Ib, Bimekymero 3a coboil apyrue
nocienoBaTenabHble n3MeHeHuss thuna [A u tuna Ib, momaerca OIHO 3asBJIEHHUE,
COJZIepIKalllee BCE MOCIIEI0BATENIbHBIE N3MEHEHUS TrIa |.

63. B ciyyae BHECEHMS 3HAUUTEIbHBIX U3MeHeHu Tuna II:

1) 3asBUTENL MpEACTABISAET 3asBJICHUE MO (GOPME COTJIACHO MPUIIOKEHUIO | K
HactosimuM [IpaBriiaMm M JOKYMEHTBI COTJIACHO MHPUJIOXKEHUIO 18 K HacToAmMM
[IpaBunawm;

2) 3asBJICHUE COACPKUT OHO n3MeHeHue tuna Il. B ciyyae BHECEHUST HECKOJIBKUX
u3MeHeHnil tuna II, oTAenpHOE 3asBJIEHHE IOJAETCS OTHOCHUTEIBHO Ka)IOTO
VU3MEHEHUS, KQXK0€ 3asBIICHUE COJCPKUT CChUIKU HA JIPYTrO€ 3asiBJICHHUE;

3) B ciay4dae ecnu u3MeHeHue tuna Il mpuBOoaUT K APYrUM MOCIEA0BATEIbHBIM
M3MEHEHUsIM Tuma I, oaHO 3asiBIeHUE BKIIOYAET BCE MOCIIEAOBATEIbHBIE U3MEHEHUS
BMECTE€ C OINMUCAHUEM COOTBETCTBUM MEXKJAY TaKUMHU IIOCJIEI0BATEIbHBIMU
u3MeHeHusAmMu tuna 1.

B cnyuae ecinm n3menenue tumna Il mpuBOOUT K APYTUM IOCIEAO0BATEIbHBIM
M3MEHEHUSIM TUNa [, 0JJHO 3aBJIECHHUE BKJIIOYAET BCE MOCJICAOBATEIbLHBIC U3MEHECHUS
BMECTE€ C OINMUCAHHUEM COOTBETCTBUM MEXKAY TAKUMH [OCJIEI0BATEIbHBIMA
u3MeHeHussmMu tumna I u 11

[lomaya 3asBiIeHMA Ha dKcHepTU3y BHeceHUs u3MmeHeHui tuna Ib, II B
PETUCTPALIMOHHOE JOChE OCYILIECTBIISIETCS 3aBUTEJIEM B TEUEHHUE TPEX MECSIIEB MOCTE
YTBEPKJCHUS BHOCUMBIX W3MEHEHMW B CTPAHE MPOWU3BOAUTEINS WU JAEPHKATENIS
PETUCTPALMOHHOIO YIOCTOBEPEHHS.

64. CBOAHBIN OTYET IO OLIEHKE BHOCUMBIX U3MEHEHUH JIEKAPCTBEHHOTO Iperapara
IpY U3MEHEHUSIX, BHOCUMBIX B peructparnuonroe gochke tuma I u I, He Tpedyromux
HOBOM pErucTpalvu COCTaBisAeTcs 1Mo (hopme coriacHo npuioxkenuto 11 K HacTosmuM
[IpaBuiiam.

65. Ilo pe3ynprataM MpOBEAECHHOW 3KCIEPTU3bI TOCYJAPCTBEHHAs AKCIIEPTHAs
OpraHu3alMsl COCTABIISIET 3aK/IIOUEHHE O O€30MaCHOCTH, KauecTBe U 3((PEeKTUBHOCTU



JIEKapCTBEHHOTO CPEJICTBA, 3asBJIEHHOIO HA DKCIIEPTU3Y MU3MEHEHWM, BHOCUMBIX B
pPErucTpallMOHHOE J10Che MO (opMe COrjJacHO MPUIIOKEHUIO 15 K HacTosuuM
[IpaBunam.

I'maBa 6. Cpoku IpOBECHUSA SKCIEPTH3HI JIEKAPCTBEHHOI'O CPECTBA

66. DKcnepTr3a JEKapCTBEHHOTO CPEACTBA MPHU T'OCY/IApCTBEHHOW PErucTpaluu
IPOBOJIUTCA B CPOK, HE MPEBBIIIAIONIUN JBYXCOT JECATU KAJICHIAPHBIX THEU, B TOM
qucie:

1) HayanbHas 3KCIIepTU3a (BaduaIis PEruCTPAIMOHHOTO JI0ChE) JIEKAPCTBEHHOTO
Cpe/ACTBa - TPUALIATH KaJICHIAPHBIX JTHEH;

2) cnenuaiu3upoBaHHAasl SKCIEPTU3A - AEBIHOCTO KAJICHAAPHBIX JHEHN (B TOM YHCIIE
, TPOBEPKA ayTEHTUYHOCTH WJIM MEPEBOJI HA KA3aXCKUU SI3bIK OOIIEH XapaKTepUCTUKU
JEKapCTBEHHOTO CPEACTBA W WMHCTPYKIIMU TIO MEIUIIMHCKOMY TPUMEHEHHIO (
JTUCTOK-BKJIAJIBII), MAPKUPOBKH MAKETOB YITAKOBKH, dTUKETOK, CTUKEPOB, B TCUCHHE
JIBAJIIATH KaJCHIAPHBIX THEH);

3) nabopaTopHbIE€ UCTILITAHUS - CEMBJIECST KaJICHIaPHBIX JHEH;

4) popmupoBaHue 3aKJIIOYEHUS] O O€30MacHOCTH, Y(HPPEKTUBHOCTH U KAYECTBE —
JIBAIIATh KaJCHIAPHBIX THEH.

67. DKcriepTr3a JIEKapCTBEHHOTO CPE/ICTBA MPU MEPEPErucTpaluy MPOBOJUTCS B
TEYCHHE CTa JIBAJIIIATH KaJCHIAPHBIX IHEH, B TOM YHUCIIE:

1) HauanbHas FKcnepTU3a (BaUIalUs PETUCTPALIMOHHOTO J0ChE) JIGKAPCTBEHHOTO
CpeICTBa - ABAAIATH KaJCHIAPHBIX THEH;

2) crienuanu3upoBaHHAs SKCIEPTU3A - IEBSIHOCTA KaJICHJAPHBIX JHEH, B TOM YHUCIIe
nabopaTopHble HCHBITaHHUS (B TOM YHUCJE, MOATBEPKICHUE AYTEHTUYHOCTH WIIH
NepeBOJ Ha Ka3axCKHUM sI3bIK OOIel XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEJICTBA U
WHCTPYKIIMA TI0 MEAWIIMHCKOMY TPUMEHECHHUIO0 (JIMCTOK-BKJIAJIBINI), MaKETOB
MapKUPOBKH YIMAKOBKHU, 3TUKETOK, CTUKEPOB, B T€UEHUE MATHAIIATH KaJeHIAPHBIX
IHEN);

3) dopmupoBaHue 3aKIIOYCHUS 0 0€301MacHOCTH, 3 (PEKTUBHOCTH U Ka4eCTBE —
JIECSATh KaJeHIAPHBIX THEH.

68. DKkcnepTusza JEKapCTBEHHOI'O CPEJCTBAa MPU BHECEHUU HU3MEHEHUU B
PEruCTpallMOHHOE J0Che THUMa [A MPOBOAMUTCS B CPOK, HE MPEBHIIIAIONIUN TPUALIATD
KaJICHJIApHBIX THeH W3 HUX:

1) HayanbHas FKCIIepTU3a (BaTuAaIUs PETUCTPAIMOHHOTO JI0CHE) JIEKAPCTBEHHOTO
CpEIICTBA — IECATh KaJECHAAPHBIX JHEW;

2) moATBEpKACHUE ayTEHTUYHOCTH WJIM TIEPEBOJ HAa Ka3aXCKHUUM S3bIK OOIIei
XapaKTEPUCTUKHU JIEKAPCTBEHHOTO CPEJACTBA W HMHCTPYKIUU IO MEIUIIMHCKOMY



NPUMEHEHUIO (JINCTOK-BKJIQJBINI), MAKETOB MapKUPOBKU YIIAKOBKHU, 3TUKETOK,
CTHUKEPOB — JIECATh KaJICHAapPHBIX THEH;

3) dopmupoBaHUe 3aKIIOYCHUS 0 0€301MacHOCTH, 23D (PEKTUBHOCTH U Ka4eCTBE —
JIECATh KaJCHIAPHBIX THEH.

69. DxcnepTusa JIEKApCTBEHHOTO CpPEACTBAa NPU BHECEHHM H3MEHEHHU B
peructpaimonHoe gocke tumna Ib u tuna Il ¢ npoBenenrem 1a60paTOpHBIX UCTIBITAHUI
POBOJIUTCS B CPOK, HE MPEBBIIAIONINK IEBIHOCTO KaJlEHAPHBIX THEH, B TOM YHUCIIE:

1) HayanbHas FKCIIepTU3a (BaTuAAIUs PETUCTPAIMOHHOTO JI0CHE) JIEKAPCTBEHHOTO
CpeACTBa — MATHAATh KaJCHIAPHBIX THEH;

2) cnenuanyu3upoBaHHAsl HKCHEPTU3A — HIECThAECAT NATh KaJEHJApHbIX JHEH, B
TOM YHCIie TJabopaTOpHbIE UCTIBITAHUS (B TOM YHUCIE, TOATBEPKIACHNE Ay TCHTUYHOCTH
WJIM TIEPEBO/I HA Ka3aXCKUM SI3bIK OOIEN XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEJICTBA U
UHCTPYKIIMA TI0 MEAMIMHCKOMY MPUMEHEHHUI0 (JIMCTOK-BKJIAJBIII), MaKeTOB
MapKHPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB — JECATh KaJCHIAPHBIX THEN);

3) dopmupoBaHue 3aKkiI04eHUs1 0 0e30MmacHOCTH, FP(PEKTUBHOCTH U KaueCTBE —
JIECATh KaJeHIapHBIX JTHEH.

70. DkcnepTu3a JEKapCTBEHHOI'O CPEACTBAa NMPU BHECEHUU HW3MEHEHUU B
peructpanmonHoe gocke thna Ib m Tuma I 0e3 mpoBeneHuss nabopaTOPHBIX
VICTIBITAHUW MPOBOJAUTCSA B CPOK HE MPEBBIIAIOIINN [ECTUACCATH KAUICHIAPHBIX JHEH,
B TOM YHCIIE:

1) HauanbHas ’KcnepTU3a (Balualus pETUCTPALIMOHHOTO J0ChE) JIEKAPCTBEHHOTO
CpPEACTBA — IECATh KAJICHIAPHBIX JHEH;

2) creuranu3upoBaHHAs SKCIEPTH3a — COPOK KAJIEHIApHBIX JHEH (B TOM 4ucIe,
NOATBEPXKJACHUE AayTEHTUYHOCTH WJIM TIEPEBOJ HAa Ka3axCKuUW A3bIK oO0mei
XapaKTEPUCTUKHU JIEKAPCTBEHHOTO CPEACTBA W HMHCTPYKIUU MO MEIUIIMHCKOMY
NPUMEHEHUIO (JINCTOK-BKJIQJBINI), MAKETOB MapKUPOBKU YIIAKOBKHU, 3TUKETOK,
CTHUKEPOB, B TCUCHUE JCCATU KAJICHIAPHBIX JHEN);

3) dopmupoBaHUe 3aKIIOYCHUS 0 0€30IMacHOCTH, 3D (PEKTHBHOCTH U Ka4eCTBE —
NECATh KaJEHIAPHBIX JHEH.

71. YckopeHHas dKCIepTr3a JIEKapCTBEHHOTO CPEICTBA MPOBOJUTCS B CPOKH, HE
MPEBBINIAIONINE CTA IBAALIATH KAJICHIaPHBIX THEH, B TOM YHCIIE:

1) HauanbHast SKCIIEpTH3a - HEe OoJiee ABAIATH KAJICHIAPHBIX JTHEH;

2) nabopaTopHbI€ UCTIBITAHUS - HE 00JIee MATUIECATH KAJICHIAPHBIX JTHEH;

3) crnenanu3upoBaHHas HKCIEPTH3a - HE 00Jiee COPOKa KaJIeHAApHBIX JHEH, B TOM
Yyuce MOATBEPKICHUE ayTEHTUYHOCTU IMEpPEeBO/Ia MAapKUPOBKM MAKETOB YIIAKOBKH,
ATUKETOK, CTUKEPOB, 001N XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEICTBA, MHCTPYKIIUU
10 MEIUITMHCKOMY MMPUMEHEHUIO (JIMCTOK-BKJIAABIT) (HE OoJiee necaTn KajleHIapHBIX
JTHE )



4) popmupoBaHHE 3aKIIOYCHUS O 0e30macHOCTH, PY(HPEKTUBHOCTH M KAa4eCTBE
JEKapCTBEHHOT'O CPEJCTBA, IPOCKTOB HTOTOBBIX JOKYMEHTOB JKCIIEPTH3bI
JICKapCTBEHHBIX CPEJCTB - HE OoJiee ACCATH KaJIeHIapHbIX THEH.

72. B cpoKH MpOBeICHUS IKCIIEPTU3BI JICKAPCTBEHHOTO CPEJICTBA HE BXOJIHT:

1) BpeMsi BOCITOJTHEHHSI HEKOMIUIEKTHOCTH PETHCTPAIIMOHHOTO JI0CHE;

2) BpeMs IIPEIOCTaBICHUS 3asBUTEIIEM JOKYMEHTOB U MaTEPHAJIOB 10 3alpoCcy Ha
JH000OM M3 3TANOB SKCHEPTU3BL;

3) BpeMs opraHu3aIuu NPOBEICHUS OIEHKH YCIOBUHN MPOU3BOJCTBA U CUCTEMBbI
obecreyeHns] KavyeCcTBa OPTaHW3AMUU-TIPOU3BOAUTENS, YCIOBHH TPOBEICHUS
JOKJIUHUYECKUX W (WJIM) KIMHUYECKUX HCCIETOBAHUM, CHUCTEMBI (hapMaKOHaa30pa
JIepIKaTesIsl pEeTUCTPAIIMOHHOTO YI0CTOBEPCHHUS;

4) cpoKH MPEIOCTaBICHUS OTYETa KIMHUICCKUX UCCIICAOBAHUMN TP COOIOICHNUN
YCJIOBUM, ONpeJeNIeHHbIX MyHKTOM 16 Hactosmux IIpaBua. Ilpu sToM cpokwm
PEOCTABJICHUS OTYeTa KIMHUYECKOTO WCCIEAOBAHUS HE TPEBBIIAIOT CTa
BOCBMUJICCATH KaJICHAAPHBIX JIHEH ¢ JaThl Hadalla KIMHUYECKOT'O UCCIICAOBAHMS;

5) opranu3zaius U IpoBeAeHue DKCIEPTHOTO COBETA;

6) corjiacoBaHUs 3asIBUTEJIEM UTOTOBBIX JOKYMEHTOB.
[Ipunoxenue 1
k [IpaBunam npoBeneHus
3KCHepTI/I3BI HeKapCTBeHHBlX Cpe)ICTB

®opma

3asgBieHne Ha IPOBEJICHUE SKCIEPTU3H JIEKAPCTBEHHOTO CpeICTBa*

PerwmcecTpamnmui4
1. Tun npouenypsl [Tepeperucrtpanusd
BHuecenue n3meHeHwmii

CBeneHNsI O PETUCTPAIIMIOHHOM YAOCTOBEpeHHH (
2. TpH HepeperucTpanvy U BHECEHUH U3MEHEHUH B
pETHCTPAIIMOHHOE TOChE)

Ne perucTpanrioHHOTO YAOCTOBEPEHUS BBIIaHHOTO B PecmyOnmke
CpoKa IeHCTBUS

HA Ka3aXCKOM SI3bIKE
3. ToproBoe Ha3BaHHE Ha PYCCKOM $I3bIKE
HA aHTJIUHACKOM SI3bIKE

Toprosoe Ha3BaHue Ha OJKcnopT (Wisg  HA Ka3aXCKOM S3bIKE Ha PyCCKOM SI3BIKE H
OTEUECTBEHHBIX MPOU3BOIUTEICH )
Ha Ka3aXxCKOM SI3bIKE
5. MexayHapoIHOE HelIaTeHTOBAaHHOE HAa3BaHUE Ha PyCCKOM SI3BIKE
Ha aHTJIMHCKOM SI3BIKE
Ha Ka3aXCKOM SI3BbIKE
6. JlexapcTBeHHas opma

Ha PYCCKOM S3BIKE

Konuentpauus
YKa3bIBaeTCsl ISl KUIKUX,



Jo3upoBka/ KoHUEHTparus (3amojHseTcss NPH MSITKAX M Tra3000pa3HbIX
Hanmaun. OObeM 3aroIHAeTCS B YIIAKOBKE) JIeKapCTBEHHBIX (hopm

Kon

HaunmenoBanue Ha

AHaTOMO-TepaHeBTI/I‘ICCKO-XI/IMI/I‘IGCKaH
Ka3axCKOM A3BbIKC

Kiaccuukanus
HaumenoBanue Ha

PYCCKOM $I3BIKE

Tun nexapcTBEHHOTO CPECTBa (3aMOMHICTCS IS COOTBETCTBYIOIIETO JICKAPCTBCHHOTO MIPETaparTa, BRIOUPAETCs TOBKC
OpurHHaJIbHBIA JeKapCTBEHHBINH penapaT

OIHOKOMITOHEHTHBIN MHOrOKOMIOHEHTHBIN
OMOJIOTUIECKHI JIEKapCTBEHHBIN Tperapar Bank-mponyxr

HOBast aKTUBHas (hapMarieBTHYECKas CyOCTaHIIUS

BocnpousBeneHHbII IEKapCTBEHHBIN IIpenapaT

OIHOKOMITOHEHTHBIHT MHOrOKOMIIOHEHTHBIN
Bank-npoxyxr

OpuruHaNIbHBIN JTeKapCTBEHHBIN Ipenapar:

HAaUMCHOBaHHE JICKAPCTBEHHOT'O TIpernapaTta, J03UPOBKa, JICKapCTBEHHAS (hopMa

JiepXKaTelb PErUCTPAIMOHHOTO yIOCTOBEpeHHUs (KOMITaHUSA, Ha UM KOTOPOi
BBIJAHO PETUCTPAllMOHHOE YIOCTOBEPEHME), AaTa PEerucTpaiy, HOMEp
PETUCTPALIMOHHOTO YAOCTOBEPEHUs, TIOCYIapCTBO, TIIE 3aperuCTpUPOBaH
OpPUTHHANIBHBIN JIEKAPCTBEHHBIN IIpenapaT

PedepeHTHBIN JTIeKapCTBEHHBIA IpenapaT ISl OTCYECTBEHHOTO MTPOU3BOANTEINS, KOTOPBIH MCIOIB30BAJICS B UCCIIEIOB
MIPOBOJIMIINCE):

HavMEHOBaHHUE JIEKAPCTBEHHOTO TIperapaTta, 103UpoBKa, JeKapcTBeHHas (hopma
Jep>KaTeNb PErHCTPAMOHHOTO YJOCTOBEPEHHs (KOMIIaHUs, Ha MM KOTOPOH
BBIJAHO PETUCTPAllMOHHOE YIOCTOBEPEHME), JaTa PEerucTpaiuy, HOMEp
PETUCTPAIIMOHHOTO YAOCTOBEPEHUs, TIOCYIapCTBO, TIIE 3aperucTpUpPOBaH
pedepeHTHBIN JIeKapCTBEHHBIH IpernapaT

npuBecTH 00OCHOBAaHUS HCIIONB30BAaHHS PEEPEHTHOro NIperapaTa NpH ero
OTJINYUH OT OPUTMHAIBHOTO Ipenapara

[Tpumeuanne. Pa3ien He0OX0MMMO 3aMTOIHATH VISl KaXKA0TO JIEKaPCTBEHHOT'O ITpernapara, KOTOPhIi HCIOIb30BaJICS B HC
Broananornunsril nexkapcTBeHHBIH mpenapat (buoanaor)

Bank-npoxyxt

OpurnHaNBHBIA OMOIOTHYECKUI JIEKapCTBEHHBIN IIperapar:

HaMMEHOBaHUE JIEKAPCTBEHHOTO IIperapara, 103UpOBKa, JIeKapCTBEeHHas GopMma

Jep)KaTesb PErHCTPAlIOHHOTO YJOCTOBEPEHHs (KOMITaHUS, Ha MMS KOTOPOH
BBIIAHO PETHUCTPAIIMOHHOE YAOCTOBEPEHHE), JaTa pPETHCTpPalud, HOMEp
PETUCTPALIMOHHOTO yAOCTOBEPEHUS, TOCYIapCTBO, TIE€ 3apErHCTPHPOBAH
OPUTMHAJIbHBIN JIEKAPCTBEHHBIN IIpenapar

PedepenTHblii Ononorndecknii JeKapcTBEHHBIN Mpernapar:
HauMEHOBaHHE JISKApCTBEHHOTO TIperapara, J03UpOBKa, JIeKapcTBeHHas popma

JepKaTelb PErUCTPALMOHHOIO YAOCTOBEPEHMs, JaTa PErUCTPaLUU, HOMEP
PETUCTPAILIMOHHOTO YAOCTOBEPEHUs, T'OCYIapCTBO, TJE 3aperucTpUpOBaH
pedepeHTHEIH JeKapCTBEHHBIN penapaT
pasznuyus B
pasiudus B n



apyruc II1oKa3s3at

pa3audus B
Pa3IUuMs MO0 CPAaBHCHHIO ¢ PeEPEHTHBHIM OHMOJIOTMYCCKUM JICKAPCTBCHHBIM opyras
npenapaTomMm (eCJ'II/I TAaKOBBIC I/IMCIOTCFI)Z (KOHI/I‘{CCTBCHHLIC U3MCHECHUS aKTV
aApyroi
APpYyTru.
4) T'uOpuaHBIHA JeKapCTBEHHBIN Mpenapar
OIHOKOMIIOHEHTHBIN MHOroKOMIIOHEHTHBIH
Bank-npoxyxr
OpurvHanbHbBIN JIEKAPCTBEHHBIN Mpemnapar:
HAaMCHOBaHHE JICKAPCTBEHHOTO TIpernapaTa, J03UpOBKa, JICKapCTBEHHAS (hopMa
JepKaTeNb PETHCTPAIMOHHOTO YIOCTOBEPEHHUS, JaTa PEeTUCTpaluu, HOMEp
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS, TOCYAapCTBO, TJE€ 3apErUCTPUPOBAH
OPUTHMHAJIbHBIN JIEKapCTBEHHBIN Mpernapar
H3MCHCHUS aKTUBHOM
apyras )|
npyras(ue) ngo3upoBka(u) (Kol
bapMameBTUYCCKOM
apyroi (me)
Paznuuus mo cpaBHEHUIO C OPUTHHANIBHBIM JIEKAPCTBEHHBIM MIPETapaToM:
npyras ¢apMakoKuHeTHKa (B
Ipyroe nmokasat
aipyrun:

5) KomOuHMpOBaHHEIN JIEKapCTBEHHBIH Ipemapar
HOBasi KOMOUHAIHS

M3BECTHAsi KOMOMHAIIMS

Bank-npoxyxr

OpuruHaNbHBIN JeKapCTBEHHBIN IpenapaT (B Cllyyae U3BECTHOH KOMOMHAIINH)
HavMEHOBaHHE JIEKAPCTBEHHOTO TIperaparta, J103UpOoBKa, JeKapcTBeHHas (hopma

Jep>KaTellb PEruCTPAlMOHHOTO YIOCTOBEPEHHMS, J1aTa PETHCTPALUH, HOMED
PEerHCTPAIlIOHHOTO0 YJIOCTOBEPEHHUS, TOCYNapCTBO, TZ€ 3aperHuCTPHUPOBAH
OpPUTHHAJIBHBIN JIEKapCTBEHHBIH Npenapar
6) JlexapcTBeHHSBIH TpemapaT ¢ XOPOIIO N3yYEHHBIM MEANIIMHCKIM NPUMEHCHNEM
Bank-nmpogykr
HavMEHOBaHHUE JIEKAPCTBEHHOTO TIperaparta, 103UpoBKa, JeKapcTBeHHas (hopma
Jiep>KaTellb PEeruCTPalMOHHOTO YIOCTOBEPEHHUs, JaTa PErHCTPalldy, HOMEP
PETUCTPAIIIOHHOTO YIOCTOBEPEHUS.
7) PanuodapmarieBTHUECKHi JIeKapCTBEHHBIH ITpenapar
Bank-npoaykr
panuodapmaneBTHYecKuii Habop
MPeKypcop patuoOHYKIHIA
HCTOYHHK PAJHOHYKIIN/A (IEPBUYHBII U BTOPUYHBIH) (ITPU HATNYNH)
TeHepaTop

8) T'omeomaruyeckuii IeKapCTBEHHBIH Mpenapar



HOBBIM TOMEOIATHYECKUHA npemnapar TOMEOIMaTHICCKHUI npemnapar, BKIIKYC

9) PacTtuTenbHBINM JEKapCTBEHHBINA IpenapaT

12

Ne Bup (mepBu4Has MM BTOpUYHAS) HaumenoBanue

1.

OMHOMHMHAIBHOE HayYHOE Ha3BaHUE PacTeHUs (PoJl, BUJ, pa3HOBUIHOCTD)
HCTOYHHK MTPOUCXOKACHHUS CHIPhS (TaOOpaTOPHBII KOT)
YacCTU NPOU3BOAAIICTO PACTCHUA

Ha3zBaHHWe (OmpereneHue) CyOCTaHIMM PacTUTENBHOTO IIPOUCXOXKICHUS H
JpyTHe Ha3BaHUs (CHHOHMMBI, yKa3aHHbIe B PapMaKoresx)

OpdanHbIii IekapcTBEHHBIH Mpermapar

[TpucBoeH 1 IeKapCTBEHHOMY IIperapaTy cTaTyc oppaHHOTro JIEKapcTBEHHOTO npenapata B Pecrryonmke Kazaxcran

B npomecce
Ja
Hara

HOMEp PErHCTPalMOHHOTO YAOCTOBEPEHUs Op(HAaHHOTO JEKapCTBEHHOTO
npenapara

OTka3aHO B IPUCBOEHHUHU CTaTyca Op(aHHOIo JIEKapCTBEHHOTO TpeTnapaTa
Hara
Howmep pemenus

3asBieHHe Ha IPUCBOCHUE CTATyCa OTO3BAHO: JaTa
AxTHBHas (bapMaHeBTI/I‘leCKaSI Cy6CTaHHI/IH, MMPOU3BCACHHAs HE B YCJIOBUAX GMP unn JICKapCTBCHHOC PACTUTCIILHOC Chl

IT o peunenTty

®opma oTIycKa B CTpaHe 3asSBUTEILT
be3 penenta Bpaua

Croco0bl BBeICHUS
Wudopmauus no ycrpoiictBam BBoJA

YmakoBKa (3aroHsIeTCs CITUCOK 3HAYCHUHN )

Paszmep  (mpm Ob6wvem  (m]
HaJTMYUH) HaJIM91H )

ITepBuunas

2. TlpomesxyTouHas (TIPH HAJHYIH)

14

Bropuunas

Itpux-xkox BropmuyHoil ymakoBku (GTIN) (

I[ ) Vkazatb TPUX-KOI AT Ka)KI[Oﬁ }_'[O3I/Ip0BKI/I/KOH]_[€HTpaIII/II/I
JKUTHH

[TonmHBIN KaueCTBEHHBIH U KOJMYECTBEHHBIN COCTAB (3aMOJIHIETCS CIIMCOK 3HAYCHUN)

Hopmatusubiii KonTponupyercs

JOKYMEHT, MEXIYHapOIHBIM

pernamentupyromuii [[poussoaurens, xomurerom mo Hamu
Tun BCIIICCTBA ( KommgectBo Ha KadyecTBO UIu CTpaHa #W ajapec KOHTPOJK 3a SITOBI
aKTUBHOE WJIHU 1P1978:07010' [IPOU3BOJCTBEHHOU Belle

Haunmenosanne
TIomaaky (s oTMeEr



1.

2.
15

16 Cpok xpaHeHUSA JEKapCTBEHHOTO

17

18

1.

2.
20

BCIIOMOI'aTCJIbHOC J'IeKapCTBCHHOﬁ cDapMaKOHCH C AKTHBHBIX BCUICCTB HAPKOTUKAMU ( npu

) (hopMBI yKazaHHeM Trojaa ) OTMEYaeTCs TPpH  HaJH
W3IaHAS HaJIMY1H)
IT Tab. |
Cl
AKTHUBHOE 111 Tab. )
cru
IV Tab.
BcnomorarensHoe

HanMenoBanmue akTUBHOMN (hapMarieBTHUIECKON CyOCTaHINH
MpeJiaraeMblii CPOK XpaHEHHUs

MpeJiaraeMblii IEpUO] MpUMEHEHHs (TTOCIe TIEPBOr0 BCKPHITHS KOHTEHHEpa)
cpeacTsa

MIpeAIaracMsblii IEpUoJ] MIPUMEHEHHS (TI0CIIE PACTBOPCHHUS HIIH PAa3BEACHHS)
VYcnoBust TpaHCTIOPTUPOBAHHUS

TIpeJIaracéMble YCIIOBUS XPaHEHUS
VYcnoBust XpaHeHus
NpejiaraeéMble yCIOBUS XPaHEHUS MOCIIe IEPBOT0 BCKPBITHSI YIIAKOBKU

PCFI/ICTpaHI/ISI B CTpaHC-IPOU3BOAUTEIIC U PYTUX CTpaHax

Hazpanue crpansl Ne perucTpanroHHOTO YAOCTOBEpEHHUS (YKa3bIBAETCs MPH HATUYHH)

Hanuure oxpaHHOTO JOKyMEHTa Ha H300pETeHNE WIIH TOJIE3HYI0 MOJEIh, TOBAPHBII 3HAK

HazBaHue oxpaHHOTO JOKYMEHTa Ne oxparHOTO TOKYMEHTa
1) ITonHOCTHIO Ha na:
[IpousBoacreo 2) YacTHUYHO Ha oaH

3) IoHOCTHIO HA IPYTOM MPOU3BOACTBE

22 IlpousBoautenb (M) JIEKAPCTBEHHOTO Ipernapara M y4acTOK (M) MPOM3BOJCTBA (BKIIOYAs YYacTKH IMPOU3BOJICTB

pacTBOPHTEIIS JISKAPCTBEHHOM (POPMBI), KOTOPBIH SIBIISIETCS YaCThIO JIEKAPCTBEHHOTO TIperapaTa)

HaunmenoBanue
, ctpana (Ha Ne, mata W Cpok Teres
Ka3aXCKOM, NEeUCTBHUS IOpunnueckuit DaKkTUYECKUIL

Ne Tum mponsBoguTens haxkc
pycckom, pa3pemmTensbHoro  aapec azgpec .

. e-mai

AQHTIIMHACKOM  JTOKyMEHTa
SI3BIKAX )

1) IIpousBoauTens

JaHHble o
JMUIEH3UH  Ha
MIPOU3BOJCTRBO,

2) Jlepkarens TUIIEH3UN BBITaHHAS

YIOJIHOMOYCHHBIM
OpraHoM CTpaHbl
MIPOU3BOAUTEIIA

[epxarenb perucTpaioHHOrO
yIIOCTOBEPEHHUS

4) IpeanpusTHe-yHnaKOBIIUK



5) 3asaBuTenb UIHU JlaHHblE no
MIPEICTABUTEIECTBO JIOBEPCHHOCTH

YnonHoMO4Ye€HHOE JIMIO TIO
6) OCYIIECTBICHHUIO (hapMaKOHAI30pa
B Pecrry6iuke Kazaxcran

23
J'Ia6opaTopI/I>1 CTPAHBI-IIPOU3BOJUTCIIA IO KOHTPOJIIO Ka4€CTBA NPEIapaToB KPOBU U BAKIIUH, OTBETCTBCHHAS 3a KOHTPOJ

HavMEHOBaHHUE Ja00paTOpuu

aJipec MecTa OCYIIECTBICHHS ASSATEIILHOCTH
CTpaHa

Tenedon/dpakc

AJIEKTPOHHAs TIOYTa

24
W3MeHeHMs, BHOCUMBIE B PETUCTPAIIIOHHOE J10ChE JIEKAPCTBEHHOI'0 CPeACTBa (yKa3aTh BHOCUMbIE H3MEHEHHUS)

Ne Tum nsMmeHeHus Penaknus 10 BHECEHHS U3MEHE

JlaHHBIE IO TOTOBOPY HA MPOBEIEHNE SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB

1. Ne noroBopa
2. JlaTa 3aKkirodyeHus
3. Cpoxk nmeiicTBus

26
CyOBeKT, OCYIIECTBIISIONIIN OIJIaTy 3a MPOBEACHUE SKCIIEPTU3EI

—_—

HanmMeHnoBanue

Crpana

IOpunnuecknit anpec

dakTUUeCcKHil aapec

DaMuiHs, ML, 0TIECTBO (TIPH HATMYUH ), TOJDKHOCTh PYKOBOJUTEIS
Tenedon

®dakc

e-mail

BI/I3HCC-I/IZ[CHTI/I(l)I/IKaIII/IOHHHﬁ HOMED

= © % N v AW

WNuauBuyanbHEI HACHTU(PUKAIIMOHHEBIN HOMED

11
bank

12
PacueTHrIil cueT

BanrorHslii cyer

14
Kong

15
bankoBckumit I/II[CHTI/I(I)I/IKaIII/IOHHLII/I KOO



3asgBHUTEID:
IapaHTHpPYIO: TOCTOBEPHOCTh MH(POPMAIIUN PETUCTPAIIMOHHOTO TOChE, HEHAPYIICHUE UCKITFOUUTEIFHBIX MIPAB TPETHUMH

MO/JIeNb, aJJIEKBaTHOCTb MEPEBOJIOB METOAMK KOHTPOJS Ka4eCTBA, MHCTPYKIMU 110 MEAUIUHCKOMY IIPUMEHEHHUIO JIEKAPCTB
JIEKapCTBEHHBIX CPEACTB, CTaHIAPTHBIC OOpa3Ibl JIEKAPCTBEHHBIX CYOCTAaHIMH M WX TpPUMeEcedl B KOIWYECTBaX, NOC
cnenn(UUECKUe PeareHThl, PACXOAHBIE MaTepHaibl, MPUMEHSIEMbIC IIPH IPOBEIACHUH HCIIBITAHUN JEKapCTBEHHBIX CpEl
YCIOBHSX BO3BpaTa), a TaKxke ux COOTBETCTBHE HOPMAaTHBHBIM JOKYMEHTaM, npen
O0s13y10ch COO0IIaTh 000 BCEX M3MEHEHHSX B PETHCTPAIlMOHHOE JIOChE, a TaKXkKe MPEJCTAaBIsITh MaTepHaibl IIpU O0HA]
MIPUMEHEHUH JIEKAPCTBEHHOT'O CPE/ICTBA, paHee HE YKa3aHHBIX B MHCTPYKIUH 10 MEAULIUHCKOMY IPUMEHEHHUIO.

Jlara
. ®amunusa u JOJIPKHOCTBh OTBETCTBCHHOT'O JIMIIAa 3asBuTEINS
[loamuce, meyats

[Ipumeuanue:

* JlanHas ¢opma 3asBIICHUS MPEIOCTABISACTCS TaKXKe MPU MEepeperucTpainu
JIEKapCTBEHHOTO CpeAcTBa B COOTBeTCTBUM ¢ IIpaBuiamMu rocyaapcTBEHHOU
perucTpanuu, nepeperucTpaluu U BHECEHUS U3MEHEHUM B PETUCTPAIIMOHHOE JOChE
JIEKapCTBEHHOTO CPEJCTBA M MEAUIUHCKUX HW3ACIUN, YTBEPKICHHBIMU MPUKA30M
MunucTtpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 18 Hos6ps 2009 roga Ne 735
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiiii HOPMATUBHBIX MPABOBBIX
akToB noJ1 Ne 5935) v npu U3MEHEHUSAX, BHOCUMBIX B PETHCTPALIMOHHOE JIOCHE.

** 3asBrneHre 3an0HICTCS OJHOKPATHO U HE TIOJICKUT KOPPEKTUPOBKE.

IIpunoxenue 2
k [IpaBunam nposeaeHus
9KCHEPTU3BI JIEKAPCTBEHHBIX CPENICTB

ITepedeHb JOKYMEHTOB, IPEIOCTABIIAEMBIX IS SKCIIEPTU3HI IPOH3BOIUTEIIIMHA
Pecry6mxu Kazaxcran

Ne

HaumenoBanue 10KyMEHTOB
n/m
1 2

Yacts [ Obmiast nokymeHTarms*

IA1 Ceprudpuxar GMP (¢ ykazaHwmeMmM JaThl W PE3YJIbTATOB MOCACAHEH WHCIEKIMH HOTAPHAIBHO
3aCBU/IETEIHCTBOBAHHBIC) IPU HATUYHU

I  Komust rocyaapcTBEHHON IMIEH3UM Ha (apMaleBTUYCCKYIO JIEATEIbHOCTh (HOTApHAIBHO
A2. 3acBHIETEIHCTBOBAHHAS)

I IlpunoxxeHue K JUIEH3UU (U PACTHUTEIBHOTO CHIPbS - pa3pelleHHe Ha 3arOTOBKY JJIsl OTEYECTBEHHBIX
A3. mpousBoauteneit)

I  Eciu B npou3BOJACTBEHHOM IPOLIECCE yYAaCTBYET HECKOIBKO IMPOU3BOAUTENEH TOKYMEHTHI IIYHKTOB [A2,
A4. TA3, IA4 mpenocTaBisArOTCS Ha BCEX YIaCTHUKOB IPOU3BOJCTBA

I JlunensnoHHBII JOroBOp (CoralieHre) Ha IpaBo MPOM3BOJCTBA (10 UCTEYSHUS CpoKa JeHCTBHS NaTeHTa Ha
AS5. opUrHHaNBHBIHN ITpenapar)

HOTapuajJbHO 3aCBUACTCIBCTBOBAHHASA KOIHA OXPAaHHOI'O AJOKYMEHTa Ha H306pCTeHI/Ie WIN TIOJIE3HYIO
MOJECJb OPUTHHAJIBHOTO JICKAPCTBEHHOI'O CPEACTBA (HpC}IOCTaBJ’IHCTCH HaTeHTOO6J'Ia}Z[aTeHCM OXpaHHOT'O

A6. .
I[OKyMeHTa), OXpPaHHOI'0 JOKYMCHTA Ha TOBAPHBIN 3HAK;



AT.

AS.

TA

IA

10.

I.B

I.B

1.B

1.B

I.C

LD

FapaHTHﬁHOC NMUCbMO O HCHApPYUICHUU HUCKIIIOUUTCIBbHBIX MpaB TPETbUMU JIMIIAMU Ha I/I306peT€HI/Ie nim
NOJIE3HYIO MOJCIIb (HpeZ[OCTaBJ'ISIeTCH IpU SKCHEPTHU3C TCHEPHUICCKOT'O JICKAPCTBECHHOT' O npenapaTa)

JIoKyMEeHT, MOJATBEp KJAMOIIHMI KauyecTBO TOTOBOTO MPOJYKTa TPeX MPOMBIILICHHBIX cepuil (cepTudukar
aHaJM3a, MPOTOKOJ aHAIIM3a), O/IHA CEpUsl KOTOPOTO COBIA/IAET C cepuel o0pa3iia JeKapCTBEHHOI'O CPENICTBA
, TOJJAHHOTO Ha PETHCTPALHUIO

I[OKyMeHT (6] HpI/IOHOBOﬁ 0Ee30ITaCHOCTH Ha BCHICCTBA )KUBOTHOT'O IMTPOUCXOKIACHUA OT IMIPOU3BOAUTCIIA

Komus - peructpanumonsoro yaocroBepenus Pecryonuku Kazaxcran (mpu nepepeructpanun)

IIpoexT obmiel xapakTepucTHKy JiekapcTBeHHoro cpeactsa (OXJIC) B anekrpoHHoM Buze B popmate "doc (
JI0K)" Ha Ka3aXCKOM U PYCCKOM SI3bIKax

[TpoekT MHCTPYKIMHU TI0 MEAUIUHCKOMY NPHUMEHEHHUIO (JINCTOK-BKJIA/IBIIT) B JIEKTPOHHOM BHJIE B (hopmarte
"doc (mok)" Ha Ka3aXCKOM H PYCCKOM SI3bIKax

TeKkcT MapKUpPOBKH Il IEPBUYHON ¥ BTOPUYHOHN yIIaKOBOK, CTUKEPOB, ’TUKETOK Ha Ka3aXCKOM U PYCCKOM
SA3BIKAX

LIBeTHBIE MaKeTHI MOTPEOUTENHECKUX YIIAKOBOK, STUKETOK, CTHKEPOB B AJIIEKTPOHHOM BHUje B opmare "jpeg (
Joxurner)"

Mactep daiin cucteMsl papMakoHaA30pa ACpPIKATEIs PETHCTPALIMOHHOTO yIOCTOBepeHH S (TIPEACTABISICTCS B
ciyyae, KOrjaa Jiep KaTreib PerucTpaliOHHOIO YJOCTOBEPEHUS BIIEPBHIE MOAAET 3asBKY Ha PETUCTPALUIO
JIEKapCTBEHHOTO IIperapaTa) WM KpaTKas XapaKTepUCTHKA CHUCTEMBI (apMaKOHaI30pa epiKaTels

PETHUCTPAI[HOHHOTO YIA0CTOBEPEHMUS (ipm nepeperuCcTpanum) BKJTIOYAIOIIIAS:
HHDOPMAIIMIO O TOM, YTO IEPIKATENh PETUCTPAIIMOHHOTO YIOCTOBEPEHHS MMEET B CBOEM PaCHOPSKECHUN
OTBETCTBCHHOE JUI0 3a ri1o0anbHBIH dbapmakoHam3op;
KOHTaKTHBIE JIaHHBIE OTBETCTBEHHOTO JauIa 3a rn06aTbHBIH bapmakoHaI30D;

JIeKJIapaltio, MOIMHCAHHYIO ep)KaTeJIeM PEernCTPalioOHHOTO YI0CTOBEPEHHS O TOM, YTO OH UMEET CHCTEMY
(bapmakoHan3opa s BBINOJHEHHS 3aJad M OO0S3aHHOCTEH MO MOCTPErHCTPALMOHHOMY KOHTPOIIO
0e30MacHOCTH JTeKapCTBEHHBIX CpEeACTB;
CCBUIKY Ha MECTO (afpec), Tae XpaHuTca Mactep-(haiisl ciucTeMsl hapMakoHaI30pa.

ITepuomudeckuii OOHOBIIIEMBIN OTYET MO OE30MACHOCTH (IIPH MEPEPETUCTPAITH )

[lnan ynpaBneHns puUCKaMH (I OPUTHMHAIBHOTO JIEKAPCTBEHHOIO IIperapaTta, OHOaHAJOTHMYHOTO,
OHOIOrMYecKOro, OMOTEXHOIOTMYECKOT0, a TAKKE MIMMYHOJIOTHYECKOT0 JIEKAPCTBEHHOTO IIPernapaTa)

JIOKyMEHT, TOATBEPKAAIOIIUIL, YTO AepKaTelb PETUCTPALIIOHHOIO YJOCTOBEPEHUSI UMEET YIIOJTHOMOUEHHOE
(xoHTaKTHOE) JIUIIO 3a (hapMaKoHa30p Ha TeppuTopun Pecrybmmuku Kazaxcran

Yacts 11 Xumudeckasi, papmarieBTuUecKas H OHOJIOrHYecKast JOKYMEHTAIUS *

II

IT
A

IT
Al

IT
A2

IT
A3

Cognepxanue
CocraB

KavecTBeHHBI ¥ KOJMYECTBEHHBIH COCTaB JICKAPCTBEHHOTO Ipenapara (aKTHBHBIC, BCIIOMOTATEIbHBIC
BEIIECTBA, COCTaB 00OJIOYKH TAOJICTKH! HITH KOPITyca KarlCyJIbl)

JloKkyMeHT, MOATBEP/KAAIOMINI Ka4eCTBO YIAKOBOYHOT'O M YKYIOPOYHOTO MaTEPHAIOB TOTOBOTO MPOAYKTa

®dapmarnieBTrdeckas pa3padotka (omucanne ADC, BcrmoMoraTeNbHBIX BEIIECT, Pa3padoTKa JIEKapCTBEHHOTO
mpermapaTa B CpPaBHEHHH C OpPUTHHHAIBHBIM/pE(EpEeHTHBIM TpenaparoM (B ciaydae, €Clid T'eHEepHuK),
pa3paboTKa NMPOM3BOACTBEHHOTO IMPOLECCa, COBMECTHMOCTh KOMIIOHEHTOB, H3JIMIIKH, CTaOHUIBHOCT,
MHKpPOOHOJIOTHYECKasl YUCTOTA)

Caenenus o IMPOU3BOACTBE:



IT
B1

IT
B2

IT
B3

IT
B4

IT

IT
Cl

IT

1.1

IT
Cc2

IT

2.1

IT
C3

IT

3.1
IT

ITE

IIE

IIE
2

ITF

IT
G

IT
H

IT
K

IIL

MIPOM3BOICTBEHHAs (hopMyJia

OIMMCAaHUEC TCXHOJOTUH IMPOU3BOACTBA

KOHTPOJIb B MPOIIecce MPOU3BOICTBA (ONEPalMOHHBIA KOHTPOJIb)

Bajmaanus MPpOU3BOACTBEHHBIX ITPOILIECCOB

METOJbI KOHTPOJIA UCXOJHBIX MAaTCPpHUAIOB

aKTHBHAas CyOCTaHIIUS

JIOKyMEHT, MOATBEPKIAIONINH KaueCTBO aKTUBHOTO BEIIECTBA TPEX NMPOMBIIIIEHHBIX CEpUU (CepTH(PUKAT
aHamM3a CyOCTaHIMM OT IPOM3BOJIUTENS, cepTU(UKAT COOTBETCTBHs MoHorpaduu EBpomelickoii
®dapmaxorneu, IPOTOKOJI aHAIN3a, aHATUTHYECKUI acopT)

BCIIOMOI'aTCJIbHBIC BEIICCTBA

CCpTI/I(l)I/IKaTLI Ka4u€CTBAa Ha BCIIOMOTI'aTCJIIbHBIC BCIICCTBA

YIIaKOBOYHBIN MaTepHal (TIepBUYHAs U BTOPUYHAS YIIaKOBKa)

CepTI/I(l)I/IKaTLI Ka4yeCTBa YIIaKOBOYHOI'O MaTe€pHrajia ¢ MPUIOKECHUEM JOKYMCHTOB, PCIIIAaMCHTHUPYIOIIUX UX
Ka4€CTBO

METO/Ibl KOHTPOJISI KAYEeCTBA IIPOMEKYTOUYHBIX ITPOAYKTOB (IIPH HEOOXOAMMOCTH)

crienuQuKanus Ka4yecTBa U METOJANKU KOHTPOJIS TOTOBOTO MPOAYKTa C ayTEHTHYHBIM MEPEBOAOM C sI3bIKa
IIPOU3BOJUTEIIS HA PYCCKUM S3BIK

HOPMAaTHBHBI TOKYMEHT IMPOHM3BOAUTENS MO KOHTPOJIO KayecTBa W OE30MACHOCTH JICKAPCTBEHHOTO
CpeICTBa B 3JIEKTPOHHOM BHJE B hopMmaTe "doc (I0K)", MosICHUTENbHAS 3aIiCKa K HeMy

BaJIMIAIUsl METOJUK HCIBITAHUN JICKAPCTBCHHOTO Mpemapara (MpU MepeperucTpanuy TOMOJTHATEIBHO
KOTIMIO HOPMAaTHBHOT'O JOKYMEHTA TI0 Ka4eCTBY, YTBEpkKAeHHOro B PecyoOmnmke KasaxcraH)

pe3ynbTaThl HWCUBITAHUS CTAOMIBHOCTH HE MEHee YeM Ha TpeX MPOMBIIUICHHBIX WU
OTIBITHO-ITPOMBINIICHHBIX (TIMIOTHBIX) CEPHIX

CBeJIeHUs1 O MPpoduIie paCTBOPEHHS (JIs1 TBEP/BIX JO3UPOBAHHBIX JIEKAPCTBEHHBIX (hopm)

JAAHHBIC KOHTPOJIA Ha )KUBOTHBIX

JaHHBIC I10 BepOHTHOﬁ OIIACHOCTH IJIA Opr)KaIOH.[eﬁ Cpeabl I MPEIapaToB, COACPIKAIUX I'CHETUICCKU
U3MCHECHHBIC OPTaHU3MBIL

JOTIOTHUTEbHAS HHPOPMAIINS, TOATBEPKAAIOIIAs KadecTBO (P HEOOXOJMMOCTH)

UYacrts III. ®apmakonoruueckast ¥ TOKCUKOJIOTHYECKAs: JOKYMEHTALHS

I1I.

I11
A.

Conepxanue

JlaHHBIE TIO TOKCHYHOCTH (OCTPOM M XpOHWYECKOW), (MEANIIMHCKNIT MMMYHOOHOIOTHYECKHUI Ipenapar -
TOKCHYHOCTBH IIPU OHOKPATHOM BBEJCHUH U BBEJCHNUH MTOBTOPHBIX J103)



III BnwusHMe HAa PENPOSYKTHUBHYIO (DYHKIIUIO

B.

111

C JlanHbIe 110 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH
I11

D JlaHHBIE 110 MyTareHHOCTH

111

E JlaHHBIE IO KAHIEPOTEHHOCTH

III ®apmakogmHaMuKa (A7 MEIUIIMHCKIX TC€HHO-OMOJIOTHYECKUX IPETapaToB — Pe3yIbTaThl UCCICAOBAHM
F. peakToreHHOCTH)

III ®apmakokuHEeTHKA (TSI MEIUIIMHCKUX UMMYHOOHOJIOTHYSCKUX MPEnapaToB — Pe3yIbTaThl CreIH(pUIeCKOi
G. aKTUBHOCTH)

IIT JlarHBle 0 MECTHO-pa3apaXkaromeM ASHCTBUU (11 METUIIMHCKUX WMMYHOOHOJIOTHYECKHUX IMpernapaToB —
H. pe3ynpTathl HccienoBaHUs UMMYHOTEHHOCTH)
111

Yacte [V. Knmuanueckas nokymeHranus™*

JononuurensHast nHpOpManus, NOATBEpKIAromast 6e30macHOCTh (IIpyU HE0OXOIMMOCTH )

IV. Copepxanue

v
A.

v
B

v
C

v
D

v
Dl

v
E

JlarHbIe IO KIMHAYECKON QapMakoiorud (papMakoJuHaAMUKa, papMaKOKHHETHKA)
Knunnueckas, tMMyHosorndeckast 3ppeKTHBHOCTh

Huarnoctiaeckas 3 (heKTHBHOCTH

Pe3ynbTaThl KIMHIYECKUX HCCIIEAOBAHUH (MCIIBITAHUI), HAyYHBIE ITyOINKAIIMN, OTYETHI
JlaHHBIE TOCTPETUCTPALMOHHOTO OTBITA (TIPY HATTHYHIH)

JononnurensHast nHGOpManus, NOATBEpkKAAromast 3PPEKTUBHOCTH

[Ipumeuanue:

* Ilpu mepeperucTpaluv OCyIIEeCTBIsIeMO B cooTBeTcTBUU ¢ [IpaBmiiamu
roCyJapCTBEHHON perucTpaiuu, MNepeperucTpaliui U BHECEHUS] U3MEHEHUU B
PETUCTPALlMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA W MEIUIIMHCKUX W3JIENIHH,
YTBEPKJIECHHBIMU TIpuKa3oM MuHuctpa 3npaBooxpanenus Pecnybnuku Kaszaxcran ot
18 mosi6ps 2009 toma Ne 735 (3apeructpupoBan B PeecTpe rocymapcTBeHHOUH
perucTpald HOPMaTUBHBIX NMPaBOBLIX akTOB Mo Ne 5935) npenocrasinstorcst yacTu [
u Il nanHOrO MEpEeyHs.

¥ OIS KaXIIOro KIWHUYECKOTo HCcieqoBaHus (B T.4. HMCCIEIOBAHUS
OMO’KBUBAJIEHTHOCTH) TMPEJOCTABIISIIOTCS OTYET HCCJIECAOBAHUS, YTBEPKICHHBIN
IPOTOKON HWCCJIEAOBaHUS, OJOOpEHUWE OTHUYECKONM KOMHUCCHH, pa3pelieHue
pPeryJIsATOPHOTO OpraHa Ha MPOBEJCHHUE HCCIEeAOBaHUS (MPU HAJWYUM), KOMUHU
UH(OPMHUPOBAHHBIX COTJIACHI, KOTTUU WHINBUTYAIbHBIX PETUCTPAIIMOHHBIX KapT (JJ1s
MEXTYHAPOIHbIX, MHOTOLIEHTPOBBIX KIIMHUYECKUX UccienoBanuid 20 %).



IMpunoxenue 3
k [IpaBuiiam npoBeneHUs
9KCIIEPTH3HI JICKAPCTBEHHBIX CPEJICTB

ITepedens TOKYMEHTOB, MPEAOCTABIAEMBIX )1 SKCIEPTH3EL B hopMarte
OOmero TeXHMIECKOro JOKyMEHTa

Ne m/m HamMeHOBaHWE TOKYMEHTOB

Monayns 1.*

1.1.

1.2.1

1.2.2.

1.2.3.

1.2.4.

1.2.5

1.3.

1.3.1.

1.3.2.

1.3.3.

134

1.3.5.

1.4.

1.4.1.
1.4.2.
1.4.3.

L.5.
1.5.1
1.6.

OO0mmast TOKyMEHTAIUS

Ceptudukar Ha (apManeBTHUECKHH HPOTYKT COIVIACHO pEKOMEHAanuu BcemupHON opraHu3anuu
3paBOOXpaHeHMs] (HOTapHalbHO 3aCBUJETEIbCTBOBaHHBIN) (nmpu Hamuuuu) win Ceprudukar (
PETUCTPALlUOHHOE YJOCTOBEPEHHE) O PErHCTpalid B CTpaHe-Ipou3BoAuTeNe (HOTAPHAIBHO

3aCBUJICTEIbCTBOBAHHBIN (ITPU HAINYNH)

Ceptupuxkar GMP (c ykazaHmeM JAaTbl W pe3yIbTATOB IOCIETHEH HWHCIEKIUH) (HOTapHUaIbHO
3aCBH/ICTENILCTBOBAHHBIN) WM aJpec caidTa peecTpa BBIJAHHBIX YHOJHOMOYEHHBIM OpPIraHOM
cepruukatoB  coorBeTcTBHs  TpeOboBaHusmM GMP  (wanpumep, EudraGMP) B
MH)OPMaIMOHHO-KOMMYHHKAIIHOHHOH ceTH "MHTepHeT"

CeptudukaTt npoucXoXIeHHUS TOBapa (715 OTEUYECTBEHHBIX ITPOU3BOAUTENEH)

JIMueH3MOHHBIN TOTOBOP (COTJIAllieHne) Ha PaBO MPOMU3BOJICTBA (10 UCTEUEHHS CpOKa JeCTBHS MTaTeHTa
Ha OpUTHHAJIBHBII Npenapar)

CBenieHHsI O pEeTHCTpaIH JIEKapCTBEHHOTO CPENCTBA B JAPYTHX CTpaHAX C yKa3aHHEM HOMepa M JIaThl
PErHCTPAIIMOHHOTO YA0CTOBEPEHUs (MM KOMUH cepTH(UKATA UITH PETHCTPALIMOHHOTO YI0CTOBEPEHHS)

Komus OXpaHHOI'0 IOKYMCHTA Ha TOBapHLIﬁ 3HaAK

OOuiass xapakTepUCTHUKA JIGKAPCTBEHHOTO CPEJICTBA, MHCTPYKIHUS MO MEAMIUHCKOMY MPUMEHEHHUIO (
JINCTOK-BKJIQ/IBIIT), MApPKHPOBKA (IIBETHBHIE MAKETHI):

O6HIa$I XapaKTCPUCTHKA JICKAPCTBECHHOI'O IIpcrapara € ,HaTOﬁ MOoCJeAHECTO IepeCcMOTpa

YTBepkIeHHass HHCTPYKIUS II0 MEAWIWHCKOMY INPUMEHEHHIO JIEKapCTBEHHOTO cpeacTBa (A
opranmzanui-npousBoauteneir crpan ConapyxectBa HesaBucumbix [ocynmapcTB), 3aBepeHHas
OpraHu3aIuei-npou3BOIUTEIEM

[IpoekTsl 00mIed XapaKTEPUCTUKH JEKapCTBEHHOTO CPEICTBA, WHCTPYKIHH II0 MEAWIHTHCKOMY
TIPUMEHEHHIO JIEKAPCTBEHHOTO CPeACTBa (JINCTOK-BKIIA IBIII) HA Ka3aXCKOM M PYCCKOM SI3BIKax

TexcT MapKUPOBKU NMEPBUYHON M BTOPUYHOM YNAaKOBOK, ’TUKETOK, CTUKEPOB Ha Ka3aXCKOM M PYCCKOM
SI3BIKAX

[[BeTHBIC MaKeThl MOTPEOUTEIHCKUX YMAKOBOK, STHKETOK, CTUKEPOB B AJIEKTPOHHOM Buje B (hopmare
jpeg (xurer) B macirabe 1:1

Wndopmanus 06 sxcrieprax

Wudopmanns o6 3KcrepTe Mo Ka4ecTBY

Wudopmanus 06 sxcrepre Mo JOKIMHHYECKAM JaHHBIM

Wudopmanns 06 3KcriepTe 1Mo KIMHIYECKUM JTaHHBIM

OreHKa MOTEHIMATIBHON ONACHOCTH TSI OKPY KAOLIEeH cpeIbl

JlekapcTBEHHBIE NIpeTapaThl, COACPKAIINEe WM HOITy4YeHHBIE U3 TeHOMOU(DHUITMPOBAHHBIX OPraHN3MOB
HNudopmanmst oTHOCUTENBHO hapMakoHaa3opa 3asBuTelns B Pecrrybnuke Kazaxcran

Mactep ¢aiin cucremsl (apmakoHag30pa JepiKaTens PErMCTPalMOHHOTO yJaocTOBepeHus (
MIPEACTABISAETCS B CIydae, KOTAa AepsKaTellb PErHCTPAlOHHOTO YAOCTOBEPEHUS BIIEPBEIE TIOAACT 3asIBKY
Ha PErUCTPaLHIO JIEKAPCTBEHHOTO TpeTapaTa) WM KpaTKasi XapaKTepHCTHKa CHCTEMBI (hapMaKoHa130pa



ACpiKaTeIid PETUCTPpalluOHHOTO YAOCTOBCPCHU A (HpI/I nepeperHCTpauHH) BKJIrO4Yaromias:
JA0Ka3aTeJIbCTBO TOr'0, 4YTO ACPKATCIIb PErUCTPAUOHHOTO YAOCTOBCPEHHA UMECT B CBOCM PACIIOPSIKCHUU

Lel OTBETCTBEHHOE JTUII0 3a rro0anpHBIH dbapmMakoHaAI30p;
KOHTaKTHBIE IaHHBIE OTBETCTBEHHOTO auna 3a r100adbHBINA (dhapmakoHag30p;
JICKJIApalMio, MOJIHUCAHHYIO JIep)KAaTeNIeM PEruCTPAlMOHHOTO YJIOCTOBEPEHHUS O TOM, YTO OH HMEET
cucreMy (apmakoHan30pa Ui BBIIOJHEHUS 337ad U OO0S3aHHOCTEH IO IOCTPETHCTPALMOHHOMY
KOHTPOIIIO 0e30macHOCTH JEeKapCTBEHHBIX CPEACTB;
CCBUIKY Ha MeCTO (afpec), Tae XpaHUTcs MacTep-(haiin ciucteMsl apMaKkoHaI30pa.

1.6.2 Ilepuomuveckuii OOHOBISIEMBIH OTUET MO OE30MACHOCTH (ITPH MEPEPETUCTPAITIH )

163 [Mnan ynpaBneHUs puUCKaMu (JUIsI OPUTHHAIBHOTO JICKAPCTBCHHOTO Ipernapara, OMOaHaJOTUYHOTO,

7 GMOJOrMYECKOro, OMOTEXHOJIOTHIECKOTO, a TAKKE HMMYHOJIOTHYECKOTO JIEKAPCTBEHHOTO Npenapara)

6.4 JloKyMeHT, MOATBEPXKAAIOUIUH YTO JepKaTelb PEruCTPAllHOHHOTO YJIOCTOBEPEHHS HMeEeT

" ymoJaHOMOYEHHOE (KOHTAKTHOE) JIMIO 3a (papMaKkoHaa30p Ha Teppuropun PecnyOnuku Kasaxcran
Momyns 2.*
Pestome 00111er0 TEXHUYECKOTO JIOKYMEHTA

2.1.  Copnepxanue moayieu 2-5

2.2. Beenenne B o0munii TEXHUIECKUIA JOKYMEHT

2.3.  OOuwmii OTYET 110 KAYeCTBY

2.4. 0030p TOKITMHIYECKUX JaHHBIX

2.5. O030p KIMHUYECKUX TaHHBIX

2.6. PesroMe 1o JOKIIMHUYECKUM JAaHHBIM

2.6.1. Pe3roMe GapMakoOorH4ecKuX JaHHbBIX B TEKCTOBOM (hopmate

2.6.2. Pesrome (hapMaKoOIOTHICCKUX TAHHBIX B BUJIC TaOJIHIT

2.6.3. Pesrome hapMaKOKMHETHYCCKHUX TAHHBIX B TEKCTOBOM (hopmare

2.6.4. Pesrome hapMaKOKMHETHYCCKUX TAHHBIX B BUJIC TaOJIHUIT

2.6.5. Pe3romMe TOKCHKOJIOTHYECKHUX TaHHBIX B TEKCTOBOM (hopmare

2.6.6. Pe3roMe TOKCHUKOJIOTHYECKUX JAaHHBIX B BUJE TAOJIHUI]

2.7. Pe3roMe KIIMHUYECKHUX JaHHBIX

2.7.1. Pestome OrohapMaIeBTHUCCKIX HCCIICIOBAHUI U CBA3aHHBIX C HUMU aHAJTUTUICCKUX METO/IOB

2.7.2. Pe3roMe HcciIeIOBaHUH M0 KIMHUYECKOH (hapMaKoIOTHH

2.7.3. Pestome Mo KIuHUYECKON 3P PEKTUBHOCTH

2.7.4. Pe3roMme 1o KIMHUYECKON 0€30IaCHOCTH

2.7.5. Komus UCIOIB30BaHHBIX TUTEPATYPHBIX HCTOYHIKOB

2.7.6. KopoTkue 0030pbl HHIUBHIYAIBHBIX UCCIECAOBaHUI

Monyns 3. KagectBo*

3.1.  CogpepxxaHue

3.2. OCHOBHEBIE TaHHBIE
JlekapcTBeHHast cyOcTaHIus (U JIEKAPCTBEHHBIX IPENapaTroB, KOTOpPbIE COjAEpKaT Ooyiee OJHOTO

3.2.S. aKTHBHOrO BeHIeCTBA, HHPOPMAITUS IPEAOCTABISACTCS B MOJTHOM 00hEME OTHOCHUTEIIBHO KKIOTO U3 HHX)
sk

31'2'8 O6uras uapopmanms™**

3.2.8

1.1

HazBauue**



3.2.S Crpykrypa**

1.2,
3.2.5
13 OO6mmue ceoicTBa**
3.2.5
) IIpoussoncreo
3.2.5

[IpousBoanTems**
2.1.
3.2.5
29 Onwucanue MPOU3BOICTBEHHOTO MPOIIECCa U €r0 KOHTPOIh
3.2.5
23 KOHTpOJIb HCXOHBIX MAaTEPHAJIOB
3.2.5 .
24 KoHTpOIh KPUTHYECKUX ITAMIOB U IPOMEKYTOUHON PO TYKIIHA
3.2.5
’s Banunarust mporecca u/iii ero olneHKa
3.2.5
26 Pa3paboTka mponu3BOACTBEHHOTO MpOoIiecca
3.2.5
3 XapaxrepucTuka**
3.2.5
31 Jloka3arenbCTBO CTPYKTYPHI M XapaKTePUCTUKU
3.2.5

k%

39 IIpumecn
3.2.
4 5 Konrpouns aktuBHOTO Bemecrpa**
3.2.5

Criermnuxarmms™*
A4.1.
3.2.5
42 AHanuTH4ecKre METOIUKU* *
3.2.5
43 Banupanus aHaIMTHYECKUX METOIUK
3.2.5

Tk

44 AHanu3el cepuit
3.2.5
45 O06ocHoBaHue crieruUKauu
3.2.5
5 CranpmapTHBIe 00pa3bl WK BEIIECTBA
3.2.5
6 Cucrema ynakoBka/yKynopka**
3.2.8
7 CrabunbHOCTE**
3.2.5
71 Pe3roMme OTHOCHUTENIBHO CTAOMILHOCTH M BEIBOIBLI* *

3.2.S TIpoTOKOI TMOCTPETUCTPAIMOHHOTO W3yYCHUs CTAO0MIBHOCTH U 005S3aTeIhCTBA OTHOCUTEIBHO
7.2, crabmiapHOCTH**



3.2.8
71.3.

3.2.P.
3.2.P

3.2.P

32.P
2.1.

3.2.P
2.1.1.

3.2.P
2.1.2.

3.2.P
2.2

3.2.P
2.2.1.

3.2.P
2.2.2.

3.2.P
2.2.3.

3.2.P
2.3,

3.2.P
2.4.

3.2.P
2.5.

3.2.P
2.6.

3.2.P

3.2.P
3.1

3.2.P
3.2.

3.2.P
3.3.

32.P
3.4

3.2.P
3.5.

3.2.P

3.2.P
4.1.

3.2.P
4.2.

Hanubie 0 ctabmibHOCTH**

JlexapcTBeHHBIN Npenapar

OmucaHue U COCTaB JICKAPCTBEHHOTO MperapaTa

dapmarneBTiuueckas pazpaboTka

CocraBHbIC BEIIIECTBA JICKapCTBCHHOT'O MTperiapara

JlexapcTBeHHAs CyOCTaHIIHA

Bcmomorarensabie BE€IICCTBA

JlexapcTBeHHBIN Ipenapar

PazpaboTka coctaBa

Wznumiku

DU3UKO-XMMHUYECKHE ¥ OMOJIOTHYECKUE CBOMCTBA

Pa3paboTka npon3BOACTBEHHOT'O ITpoIiecca

Cucrema ynakoBKa/yKynopka

MuUKpOOHOIOTHYECKNE XapaKTEPUCTHKN

COBMECTUMOCTH

IIpousBoacreo

[IpousBoanTens (1)

CocraB Ha cepuio

Onucanne MTPOU3BOACTBCHHOI'O ITpoHecca U KOHTPOJIA Iponecca

KOHTpOIb KPUTHUECKUX ATANIOB U IPOMEXKYTOUYHON MPOTYKIIMU

Bammnmams mporecca u/iimi ero omeHka* **

KOHTpOJ'IL BCIIOMOTI'aTCJIIbHBIX BCUICCTB

Crnenuduxamnmm

AmnanutHdeckne METOAUKN



3.2.P Bamunarnus aHATHTHYECKHAX METOTHK

4.3.

32.P .

44 ObocHoBaHme cenuMUKAIHi

30p BcrnoMorarenbHbie BEHIECTBA YEIOBEYECKOTO M KHUBOTHOTO MPOUCXOXKICHUS (IpU HCHoib30BaHun BB

4' 5' JKUBOTHOTO WJIM YEJIOBEYECKOrO IMPOMCXOXKACHUS TMPEIOCTABISCTCS CepTUPHUKATHI BHPYCHOIA,

"7 0aKkTepHOJIOrMYECKON U MPHOHOBOM OE30MaCHOCTH)

3.2.P

46 HoBrle BcioMoraTenbHbIE BEIECTBA

32.P

5 KoHTpoITb IeKapCTBEHHOTO Tpernapara

32.P

51 Crneunduxanus (1)

3.2.P

59 AHaJIUTHYECKUE METOIUKHU
Y TBepKACHHbBI HOPMATHBHBINM JOKYMEHT MO KOHTPOIIO KauecTBa U O0E30MacHOCTH B AJIEKTPOHHOM BHUJIE
B Qopmare doc (mpu mnepeperucTpanud JOMOJHUTENBHO KOMHIO YTBEPKACHHOIO HOPMATHBHOTO
nokymenTta B PecriyOmnmke Kazaxcran)

3.2.P

53 Banupanus aHaTUTHYECKUX METOIHUK

32.P .
AHanu3el cepuit

5.4.

32.P .

55 XapakTepucTHKa npuMeceit

3.2.P .

56 ObocHoBaHms crienuukanuu(ii)

32.P

6 CrannapTHbIe 00pa3Ilbl U BEIIECTBA

32.P

7 Cucrema ynakoBKa/yKynopka

32.P

g CTabuIbHOCTD

32.P

21 Pesrome U BEIBOJ O CTAOMIIBHOCTH

3.2.P TIpoTOKOJ MOCTPETUCTPAIIMOHHOTO W3yYEHUs CTAOMJIBHOCTH M 00513aTeIhCTBA OTHOCUTEIBHO
.8.2.  cTabumpHOCTH

3.2.P
JlaHHBIE O CTAOMIIBHOCTH

.8.3.

3.2.A. JlononHeHus

3.2.A

| TexHUUECKUE CPEICTBA U 00OPYAOBAHIE

3.2.A

) OrieHka 6€30MaCHOCTH OTHOCHUTEIBHO MOCTOPOHHUX MHKPOOPTaHH3MOB
3.2.A

3 Hoggle BcrioMorareibHbIE BEIIECTBA

3.2.R. PermonampHas nHGOpMAIHS

3.3.  Komus ucnois30BaHHBIX TUTEPATYPHBIX HCTOYHHKOB



Monyns 4. OTYETHI 0 JOKIUHIUYCCKUX (HEKITMHHYCCKIX ) UCCIICIOBAHISIX
4.1. Copnepxanue

4.2, OTueTsl 00 UCCIIETOBAHUIX

4.2.1. ®dapmakonorus

42.1.1
[lepBuunas papmakoanHaAMUKa

4.2.1.2
Bropuunas gpapmakoamHamMuKa

42.1.3
dapmakonoruyeckas 6€301acHOCTb

4.2.14
dapmakoIHAMUYECKNE JIEKAPCTBEHHBIE B3aNMOICHCTBHS

4.2.2. ®dapMakOKHHETHKA

4.2.2.1
AHaNUTHYECKHE METOIUKH M OTUETHI 110 BATHIALNH

4222
AbcopOrust

4223
Pacnpenencnue

4.224 Merabomusm

4225
OKcKpenwst (BBIBEICHHE)

4.2.2.6
dapMaKOKHHETHIECKHUE JIEKaPCTBEHHBIE B3aNMOICHCTBHS

4227
Hpyrue GpapMakOKHHETHYECKUE UCCIICIOBAHS

4.2.3. ToxcHuKoIOrHs

423.1
TOKCUYHOCTB IIPU OTHOKPATHOM BBEJECHUU

4232
TOKCHYHOCTH IPH MHOTOKPAaTHOM BBEIICHUU

4233
['eHOTOKCHYHOCTD (MH-BUTPO; MH-BUBO, TOKCHKOKHHETHYECKas! OLICHKA)

4234
KaHIieporeHHOCTH (ZONTOCPOYHBIE UCCIETOBAHUS; KPATKOCPOUHBIE MITH CPEIHECPOYHBIE HCCIEIOBAHNU)

PenpoaykTiBHAS 1 OHTOT€HETHYECKas! TOKCHYHOCTD: (DEPTHIBHOCTh M PaHHEE IMOPHOHATILHOE Pa3BUTHE,
9MOpHO-(peTanpHOe pa3BUTHE; IPEHATANIbHOE M IIOCTHATAJILHOEC pa3BUTHE;, KCCIENIOBaHMS, Ha
HETI0JIOBO3PEIOM OTOMCTBE € TIOCIIELYIOLIMM HaOII0IeHHEM

423.6
MecTHas NepeHOCUMOCTb

4235

42.3.7 prFI/Ie HUCCICAOBAHUA TOKCUYHOCTHU: AHTUT'CHHOCTh, UMMYHOTOKCUYHOCTb, UCCIICAOBAHNA MEXaHU3Ma
HeﬁCTBHH, JICKapCTBCHHAs 3aBUCUMOCTD, MeTa6OJ’II/ITI)I, IMpUMECHU U Jp.

4.3.  Komus McnoNb30BaHHBIX JINTEPATYyPHBIX HCTOYHUKOB
Mopyie 5. OTYETHI 0 KIIMHUYECKUX UCCIIEOBAHUAX U (WJIN) UCTIBITAaHUSIX * ¥ **

5.1. Conepxanue



ITepeuenn BCEX  KJIMHHUYECKHUX uccie0BaHui (ucmipITaHMN) B BUAe  Tabnun
Ansa KaXXI0To KIUHUYECKOTO UCCIENOBAHUS:
VYTBepKIeHHBIII MPOTOKOJ HCCIENOBAaHUSA, Pa3pelIEHUE PETYIATOPHOTO OpraHa Ha MpPOBEICHHE
HCCIIEIOBaHUs, OJJOOpEHHE ITHYECKON KOMHCCHHU, KOMHUIO JIOrOBOpa CTPAXOBAaHHS OTBETCTBEHHOCTH
CIIOHCOpa B CiIy4yae NPUYMHEHUS BpeAa >KU3HH M 3J0POBBI0 CyOBEKTa HCCIEAOBAHMS, KOIHH
UH/IMBUIYaIbHBIX PETHCTPALIMOHHBIX KapT CyOBEKTOB HCCIIEJOBAaHUs, XpOMaTOrpaMMmsbl (TIpu
MIPEIOCTABICHNN WCCIIeI0BaHUs OHMOSKBHUBAJCHTHOCTH), KOIHUH JIOTOBOPOB MEXJy CIIOHCOPOM

5.2.

KIIMHUYECKOTO HCCICIOBAHUS W HCCICIOBATCIBCKAM IICHTPOM (KOHTPAKTHOM HCCIIEOBATEIBCKOM
opraHu3zaiyeii) (B cirydae HeOOXOIMMOCTH TIOCIIE U3BATHS KOHPHUICHINATEHOW HHPOPMAIINH)

53 OT4eTsl 0 KIMHUYECKUX MCCIEIOBAHUAX (MCHBITAHUIX) C KPATKUM ayTEeHTUYHBIM IIEPEBOJIOM C SI3bIKa
" mpou3sBOAUTENS HA PYCCKUI A3BIK OCHOBHBIX Pa3JIeoB

Otuetsl 0 OMoapManeBTHUECKUX HCCICIOBAHMAX: OTYET MCCIEIOBAHUHA 1O OMOIOCTYITHOCTH; OTYET
5.3.1. cpaBHUTENBHBIX HCCIEIOBAaHUN IO OMOZOCTIIYHOCTH M OMO3KBHBAJIEHTHOCTH; OTYET MO KOPPENALUH
UCCIIEJIOBaHUI HH-BUTPO UH-BUBO; OTYET O OMOAHAIMTHYECKUM M aHAJTUTHYECKUM METOAaM

Ot4eTnI I/ICCJ'ICILOBaHI/Iﬁ o (bapMaKOKI/IHCTI/IKC Ipu HUCIOJb30BAHUUN 6I/IOMaT€pI/IaHOB YCJIOBCKaA: OTUYCT
5.3.2. I/ICCJ'IC,Z[OBaHI/Iﬁ CBA3BIBAHHUA C 6€J'IKaMI/I; OTYET I/ICCHGZ[OBaHI/Iﬁ IIEYEeHOYHOI'0 MeTaboiau3Ma u
B3aPIMO,I[CI>iCTBPII>i; OTYCT ITO UCCIECAOBAHUAM C HUCIIOJIb30BAHUEM 6I/IOMaTepI/IaJIOB YCJIOBCKa

Otyetsl 0 papMaKOKMHETHYECKUX UCCICIOBAHUAX Y YEJIOBEKA: OTYET MCCIIeNOBaHUH (PapMaKOKUHETUKU
y 3I0pOBBIX J0OPOBOJIBIEB M MCCIEIOBAHUIO MEPBUYHON NEPEHOCHMOCTH; OTYET HCCIIEJOBaHUM

(apMaKOKWHETHKN y TAIEHTOB W MCCJIEIOBAHHUIO IEPBUYHOI IEPEHOCHMOCTH; OTYET HCCIIEIOBAHUM
BHYTPEHHETO (akTopa (papMaKOKHHETHIECKUX UCCIECJOBAHUN; OTUET MCCIICIOBAHUN BHEITHETO (haKTopa
(hapMaKOKMHETUYECKUX HCCIIEJOBAHUI; OTYET MCCIENOBaHUI (PAPMAKOKMHETHKH B PAa3JIMYHBIX

MOy JISIIUAX

5.3.3.

Otyetsl 0 (hapMaKOANHAMUYECKUX HCCIICIOBAHUIX Y UEJIOBEKA: OTUET UCCIIEJOBAaHUN (apMaKoIMHAMHUKH
53.4. u QapMakoKMHETHKH/(PapMaKOANHAMHUKH Yy 3J0POBBIX JOOpPOBOJBIIEB; OTYET HCCIIEAOBAaHUI
(hapMakoIrHAMUKH U (papMaKOKMHETHKH/ (hapMaKOINHAMHKH y TIAI[ICHTOB

Otuetsl 00 uccienoBanuu 3(Q(GEKTUBHOCTH M 0E30MaCHOCTH: OTYET KOHTPOJIHPYEMBIX KIMHHUECKHX
HCCIIEIOBAHUM 10 3asBJICHHBIM MOKAa3aHUSIM; OTYET HEKOHTPOJIMPYEMBIX KIIMHUYECKUX MCCIIEIOBaHHH;

5.3.5. oTdersl aHanmM3a JAaHHBIX OoJiee YeM OJHOT'O WCCIIEJOBAHWS, BKJIIOYas J0Oble (opMallbHBIE
WHTETPUPOBAHHBIC AaHANM3bl, METAaHaJW3bl W MEPEKPECTHBIC aHAIU3bl; OTYETHl IO JAPYTHM
HCCIIEI0BaHUAM

5.3.6.  OT4eTH! 0 HOCTPErUCTPALMOHHOM OIIBITE IIPUMEHEHUS
5.3.7. OOpa3upl HHAUBHIYaJIBHBIX PETHCTPAMOHHBIX (POPM U HHIUBUIyaNbHbIE CITICKH ALUCHTOB

54. Konus ncnonp30BaHHBIX TUTEPATYPHBIX HCTOUHUKOB
IIpumeyanue:

* [lpu mepepeructpamyu, OCyIeCTBIsIEeMO B cOOTBEeTCTBUU ¢ [IpaBmiiamu
roCyJapCTBEHHOW pErucTpaiuu, MNepeperucTpaliui U BHECEHUs] U3MEHEHUM B
PETUCTPAIMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA W MEIUIIMHCKUX W3JIENIHH,
YTBEPKJICHHBIMU MpUKa3oM MUHHUCTpa 3/ipaBooxpaHeHus: Pecriyonuku Kazaxcran ot
18 mosi6pst 2009 toma Ne 735 (3apeructpupoBaH B PeecTpe rocymapcTBeHHOUH
perucTpauyy HOPMaTUBHBIX MPABOBBIX akTOB Mo Ne 5935) npenocTaBisoTcsa MOLYIU
1-3.

** [lpm mepeperucTpaliii IPEIOCTABISIOTCS PE3yJIbTaThl CTAOUIBHOCTH,
cepTuduKaThl KayecTBa (cepTU(UKAT aHadu3a, MPOTOKON HCHBITAHUM) IJI CEpUH,
IPOU3BENICHHBIX B TMOCTPETHUCTPAIIMOHHBIM TMEPUO]] aKTHBHON (hapMaleBTUIECKON
CyOCTaHIIMM W/WIU JIEKapCTBEHHOIro nmpenapata. Eciu oTaenbHblE YacTu



JIOKyMEHTAllUM HE BKJIIOYEHBI B JIOChE, B COOTBETCTBYIOIIEM pasjesie He0OXOaMMO
peICTaBUTh 0OOCHOBAHHUE.

Jlns mpemapaToB >KMBOTHOTO MPOUCXOXKICHHS B pazaerne 3.2.S HeoOXoaumo
NPEJICTAaBUTh CICTYIOIINE JOTOTHUTEIbHBIC CBEJICHUS: JaHHBIE OTHOCUTEILHO BHU/A,
BO3pacTa, palroHa KUBOTHBIX, OT KOTOPBIX MOJYYEHO CHIPhE; JaHHBIE O XapakTepe (
KaTeropuu) TKaHU, U3 KOTOPOH MOJYyUYEHO ChIPhE JJIs IPOU3BOICTBA JIEKAPCTBEHHOTO
npemnapara, ¢ TOYKH 3PEHUSI €r0 OMACHOCTH OTHOCUTENHHO COJAEpKAHHS MPUOHOB;
TEXHOJIOTHYECKasi cxemMa O0OpabOTKH CHIphS C YyKa3aHUEM OHKCTPAreHTOB U
TEXHOJIOTHYECKHUX ITapaMeTPOB; METOIBI KOHTPOJIS Ka4eCTBa ChIPhS, BKIIOYAs METObI
BBISIBJICHUS PUOHOB B JIEKAPCTBEHHOM Tpenapare (IIpu HEOOXOUMOCTH).

JlonyckaeTcsl nmpeaocTaBieHUe TOKyMeHTOB Moayneit 3, 4, 5 Ha aHIJIMICKOM
SI3BIKE C TIEPEBOJIOM Ha PYCCKHI S3BIK CIEAYIOMIMX pa3einoB Moayiis: cnenupuKanim
(3.2.P.5.1.), ananutuueckue metoauku (3.2.P.5.2.), obocHoBanue cnenudukamnmii (3.2.
P.5.6.).

*** Banumanuys mporeccoB, MPOBOJUMBIX B aCENITUYECKUX YCIOBUSX, TOJKHA
BKJIIOYATh MOJIETUPOBAHUE TpOIlecca C HCIOIb30BAHMEM TMHUTATENbHOW cpeanl (
HATIOJIHEHUE MTUTATEIBLHBIMH CPEJIaMu).

EIE A KKAOTO KIMHUYECKOTO HCCeNOBaHHs (B T.4. UCCIEIOBAHUS
OMOAKBHUBAJICHTHOCTH) MPEAOCTABISIOTCS OTYET HCCIEIOBAHUS, YTBEPIKICHHBIN
OPOTOKON HCCIEAOBaHUS, OJOOpEeHHWE OSTHUYECKON KOMHUCCHM, pa3pelieHue
pPEeryJIITOPHOTO OpraHa Ha NPOBEJEHUE WCCIeAOBaHUS (MPH HATUYNH), KOIHUH
UH(OPMHUPOBAHHBIX COTJIACHM, KONTUU WHINBUYAIbHBIX PETUCTPAIIMOHHBIX KapT (aJs
MEXTYHapOIHbIX, MHOTOLIEHTPOBBIX KIIMHUYECKUX UccienoBanuid 20 %).

IIpunoxenue 4
k [IpaBunam nmposeaeHus
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

ITepedens MpeOCTaBIAEMBIX MATEPHAIIOB PETHCTPAIMOHHOTO JOCKHE B
3aBHCHMOCTH OT BHJIa JICKAPCTBEHHOTO CPEACTBA

1. JInsg skcnepTusbl NpU TOCYIAPCTBEHHOW PETUCTPALMU OPUTHMHAIBHOTO
JEKapCTBEHHOTO CPEJCTBA M €Tr0 HOBBIX JIEKAPCTBEHHBIX (OPM, B TOM UHCIE
UMMYHOOUOJIOTUYECKOTO TMpemnapara NPeJOCTaBISIIOTCA TMOJHBIM  KOMIUJIEKT
PETUCTPALIMOHHOTO JOChE.

Ha MomeHT mopaum 3asiBJI€HHUS HA DKCIEPTU3Y JIEKAPCTBEHHOI'O CPEJICTBA B
PETUCTPAIIMOHHOM J0ChEe JOJDKHBI OBITh JaHHBIC KIMHUYEeCKUX ucciaegoBanuii I — II1
¢a3bl, 32 UICKITIOYCHUEM TTaHIEMUYHBIX BaKIHH.

2. Bocipon3BeneHHBIN JIEKAPCTBEHHBIN IPEIapar



2.1 Jlns BOCHPOM3BEIECHHBIX JIEKAPCTBEHHBIX IPENAPATOB JaHHBIE
(dapmaneBTUYECKON pa3padOTKHU MPEACTABISIIOTCS B CPABHEHUU C OPUTHMHAJIBHBIM WJTU
pedepeHTHBIM MpenapaToM.

JIsist noka3aTenbCTBa IKBUBAJICHTHOCTH F€HEPHUKA C OPUTHHAIBHBIM (pedepeHTHBIM
) mpenapatoMm B Moxayne 5 dopmara OT/] unu gactu IV Tlepednss moKyMeHTOB,
IPEIOCTaBIAEMBIX JUIs 3KCHEepTU3bl pousBoautensimu Pecriyonukn Kazaxcran (nanee
- llepedyeHb) B pErucTpalUOHHOM JOChE€ TE€HEpUKa B 3aBHUCUMOCTH OT
(apMaKoJIOrH4eCKUX CBOMCTB U JIEKAPCTBEHHOM (POPMBI IPEIOCTABIAIOTCA:

1) oTyeT cpaBHUTENBHBIX (PAPMAKOKUHETUYECKUX UCCIEI0BAHUN (HMCCIeI0BAHUS
OMOSKBUBAJICHTHOCTH);

2) OTYET CPaBHUTEIBHBIX (DApMAKOJUHAMUYECKUX KIMHUYECKUX UCCIIEIOBAHUML;

3) OTYET CPaBHUTENBHBIX UCCIIEIOBAHNN TEPANIEBTUUECKON 3KBUBAJICHTHOCTH;

4) oTYeT CPaBHUTENIBHBIX HH-BUTPO MCCIIET0BAHUMN;

O0ocHOBaHKE BBIOOpA UCCIIEI0BAHNS SKBUBAJIEHTHOCTH MPOBOIUTCS:

1) 1uist IeKapCTBEHHBIX CPEACTB, 11 KOTOPBIX BO3MOXHO MOJTYYUTh U3MEPSiEMbIE
KOHLEHTPALUU aKTUBHOTO BELIECTBA B OMOJIOTMYECKOM JKHUIKOCTH (I1a3ma, Moya),
IPEICTABIISIOTCS. OTYEThI CPAaBHUTENIbHBIX (hapMaKOKUHETHUECKUX MCCIIEI0BaHUM;

2) Ans JEeKapCTBEHHBIX CPEACTB, JJISI KOTOPBIX HEBO3MOXKHO MOJYyYUTh
U3MEpseMble KOHLIEHTpPAallMM AaKTHUBHOTO BEHIECTBA B COOTBETCTBYIOLIEH
OMOJIOTHUUECKONW  KUJIKOCTH, MPEACTABIAIOTCS  OTYETHl  CPABHUTEIbHBIX
(apMakoIMHAMHYECKUX KIMHUYECKUX HCCIIET0BaHUM;

3) Ans JAeKapCTBEHHBIX CPEACTB, JJIs KOTOPBIX HEBO3MOXHO ONpPEAEIINTH
(apMaKOKMHETHYECKU Npoduiib, HAUTH HpueMieMble (apMaKOIUHAMHYECKUE
KOHEUYHBIE TOYKM AKTHBHOIO BEILECTBA, MPEACTABIAIOTCS OTYETHl CPAaBHUTEIIBHBIX
KJIIMHUYECKUX UCCIIEIOBAHUN TEParieBTUUECKON SKBUBAJICHTHOCTH;

4) mpouenypa 6uoBelBep AJIs IEKAPCTBEHHBIX CPEACTB CUCTEMHOTO NEUCTBUS IS
OpAJILHOTO TNPUMEHEHUSI C HEMEJICHHBIM BBICBOOOXKIECHHUEM, COJIEpKAIINX
cyocrannuu kinacca I u I 6uodapmaneBruueckoit cuctemsl knaccudukanuu (bCK).

2.2. Ot 3asgBUTEINS], UMEIOIIETO JTOKYMEHT, NOATBEPKAAIOIIUNA COOTBETCTBUE
IPOU3BOJACTBA HaAJIeKalEHd MPOU3BOACTBEHHOI npakTuke PecrnyOnuku Kaszaxcran,
crpan-pernoHoB  ICH, MexayHapooHOW  CHCTEMBI  COTPYJHUYECTBA
¢dapmanestuueckux uHcnekuuit (PIC/S) He Tpebyercss mpeaocTaBieHUE OTYETOB
UCCJIEI0BAaHNN SKBUBAJIEHTHOCTH BHYTPHU OpraHu3Ma (MH BUBO) MPH YCIOBHH, YTO:

1) nexapCTBEHHbIE CPENICTBA JUIsl MAPEHTEPATBHOTO MPUMEHEHUS (BHYTPUBEHHO,
NOAKOXHO WM BHYTPHUMBIIIEYHO) B BHJE BOJHBIX PAacTBOPOB, COJEPKAIIMX
OJIMHAKOBBIM Ka4€CTBEHHBIN U KOJWYECTBEHHBIN COCTAB aKTHBHOI'O BEIIECTBA, YTO U
pedepeHTHBIN mpenapaT, ¢ OJAMHAKOBBIMH WM MOJOOHBIMH BCIOMOTAaTEIbHBIMU
BELIECTBAMHU B CPAaBHMBAEMBIX C peepeHTHBIM IpenapaTroM KoHueHTpauusx. [Ipu
3TOM, HEKOTOPBIE BCIIOMOTATENIbHbIE BEIIECTBA (B YACTHOCTH Oy(epHBIE pPacTBOPHI,



KOHCEPBAHTHI, aHTUOKCUJIAHTHI) OTIMYAOTCS MPU YCIOBUM JOKA3aTEIbCTBA JTIOOBIM
CIocoOOM, YTO B JaHHBIX KOHIEHTPAIMSIX OHU HE BJIMSIOT Ha 0€30MacHOCTb U (WJIH)
3 PEKTUBHOCTh JICKAPCTBEHHOTO CpEICTBa (MCKIIOUCHHE — TMpenaparhl >Kelesa,
AMUHOKHUCIIOT, MPOU3BOJHBIE Kpaxmania, MXKeJaThHa, KOMIUIEKCOOoOpasyomme

npenaparsl);

2) nekapCTBEHHbIE CPEJCTBA Il MpUEMa BHYTPb U NMpUMEHseMble B dopme
BOJIHBIX PACTBOPOB, COAEPM AIINE OAUHAKOBBIM KAUYECTBEHHBIN W KOJIWYECTBEHHBIN
COCTaB aKTHMBHOT'O BEIIECTBA, YTO U pedepeHTHHIN mpemnapar, ¢ OAMHAKOBBIMU WIIH
NOJOOHBIMU BCIIOMOTATEJILHBIMA BEIIECTBAMU B CpPaBHUBAEMbIX pe(epeHTHBIX
npemnaparax;

3) JekapCTBEHHbBIC CpecTBAa B (h)OpME MOPOIIKOB JJIsi MPUTOTOBJICHUSI BOJIHBIX
PacTBOPOB, €CIIM PACTBOP OTBEYAECT TPEOOBAHUSIM MOAIYHKTOB 1) Wi 2) HACTOSIIIETO
MyHKTA;

4) nekapCTBEHHbIE CPECTBA, KOTOPHIE SIBISIOTCS Ta3aMH;

5) yllIHbIE WM TJIa3HbIE JIEKAPCTBEHHbBIE CPEJICTBA, U3TOTOBJIICHHBIC B BUJIE BOAHBIX
pPacTBOPOB, COJIEPXKAIIUX OJMHAKOBBINM KAaYE€CTBEHHBIM W KOJUYECTBEHHBIA COCTaB
AKTUBHBIX BEIECTB, YTO U pedepeHTHBIN Mpenapar, ¢ OIMHAKOBBIMH HIIA MOJO0OHBIMU
BCIIOMOTATEILHBIMA BEIIECTBAMH B CPaBHUBAEMBIX C pedEepeHTHBIM IpernapaTom
KOHIIeHTpauusX. [Ipu 3ToM, HEKOTOpbIE BCIIOMOTraTelbHbIE BEIIECTBA (B YaCTHOCTHU
OydepHble pacTBOpPbI, KOHCEPBAHTHI, BEIIECTBA, KOPPEKTUPYIOIIUE TIOTHOCTh, WIH
3aryCTUTEININ) MOTYT OTJIMYAThCS MIPU YCIOBUU JOKA3aTEIbCTBA JIOOBIM CITIOCOOOM, UTO
B JIAHHBIX KOHIICHTPAIUSAX OHU HE BIMAIOT Ha 6€30macHOCTh U (Win) 3 (HEKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA;

6) JIeKapCTBEHHBIE CPEJCTBA MECTHOTO JCHCTBUS B BHUJI€ BOJAHBIX PACTBOPOB,
coAepKalux OJWHAKOBBIA KAaYE€CTBEHHBIM M KOJMYECTBEHHBIN COCTAB aKTHBHBIX
BEIIECTB, 4YTO W pedepeHTHBI MpemapaT, ¢ OJWHAKOBBIMH WU TOAOOHBIMU
BCIIOMOTATEILHBIMA BEIIECTBAMH B CPAaBHUBAEMBIX C pedEepEeHTHBIM IpernapaTom
KOHIICHTPAIUSX;

7) JeKkapCTBEHHBIE CPEJICTBA, KOTOpHIE SABJISIOTCS BOJHBIMM PAacTBOpaMH U
npeHa3HAuYCHBl IS MHTAISUUi HeOynal3epoM WM B BHUJAE Ha3albHBIX CIIPEEB,
IpPUMEHSIEMbIE C TOMOINBI0 TPAKTUYECKH OJUHAKOBBIX YCTPOWCTB JOCTaBKHU
JIEKapCTBEHHOTO CpPEJCTBA M COJIep)Kallue OJWHAKOBBIM KA4eCTBEHHBIM U
KOJIMYECTBEHHBIN COCTaB aKTUBHBIX BEILIECTB, TAKHE K€ BCIIOMOTraTEIbHbIE BEILIECTBA B
CpPaBHUMBIX KOHIICHTpaIUiX, 4To U pedepeHTHhIM npenapat. [Ipu 3ToM HEKOTOpbHIE
BCIIOMOTATEIbHBIC BEIIECTBA MOTYT OTJIMYATHCS TIPH YCIOBUHU JJOKA3AaTEIbCTBA JIFOOBIM
CrocoOOM, YTO B JIaHHBIX KOHIICHTPALMSAX OHU HE BIMSIOT Ha 0€30MacHOCTb U (WIIH)
3¢ (PEKTUBHOCTH JICKAPCTBEHHOTO CPEACTBA (MCKIIIOUCHHE — MIPEenaparthl, CoAepIKaIiue
TOPMOHBI, TTPeNapaThbl C MPOTUBOOOCTPYKTUBHBIM JIEUCTBUEM);



8) JeKapCTBEHHBIE CPEACTBA CUCTEMHOTO JEHUCTBUS B BUAE BOAHBIX PACTBOPOB ISl
PEeKTAIBLHOTO WU BarvHaJIbHOTO MPUMEHEHUS, COJIepKaluX OJWHAKOBBIN
KauyeCTBCHHBIM U KOJWYECTBEHHBIN COCTaB aKTHBHBIX BEIIECTB, UTO M peepeHTHBIN
npernapar, ¢ OJWHAKOBBIMU HWJIM TOJAOOHBIMH BCIIOMOTATEIBLHBIMU BEIIECTBAMU B
CpaBHUBAEMBIX ¢ pedEepeHTHBIM TMpermapaToM KOHIEHTPAHUSIX, HEKOTOPhIE
BCIIOMOTaTENbHbIE BEHIECTBA MOTYT OTJIMYATHCS MIPHU YCIOBUHU JIOKA3aTENIbCTBA JIFOOBIM
CIOcoOOM, YTO B JAHHBIX KOHIEHTPAILMSIX OHU HE BIMSIOT Ha 0€30MacHOCTb U (WJIH)
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

2.3. 3asgBuUTENb NPEAOCTABIAET AOKA3ATEIbCTBA KBUBAJICHTHOCTH WUH-BUBO B
Cily4ae, Korja CyIIeCTBYET PHCK TOTO, YTO BO3MOKHBIE Pa3Inyusi B OMOJOCTYITHOCTH
MOTYT TPUBECTHU K TEPaneBTUYECKONW HEIKBUBAJICHTHOCTH TIE€HEpPHUKa
pedepeHc-npenapary:

1) nexapCTBEHHbIE CPEICTBA CUCTEMHOTO ACUCTBUS JUIsl OPAIbHOTO IPUMEHEHUS C
HEMEJICHHBIM BBICBOOOXJEHHEM, €CJIM K HUM MPUMEHEHBI OJUH WU HECKOIBKO
CJIEIYIOLIUX KPUTEPUEB:

Y3KHUI CHEKTpP TepaneBTUUECKOro aerucTBus (rpeaei 3¢ (HeKTUBHOCTH/0€3011aCHOCTh
), KPYTOW HAaKJIOH KPUBOM 71032 - OTBET;

JIOKYMEHTAJIbHO MOATBEPKJACHHBIE MPOOJEMbI MO OUOJOCTYMHOCTH WIIH
OMOHEIKBUBAJICHTHOCTH, CBS3aHHBIC C aKTUBHBIM BEIIECTBOM MWiH ee (popmamu (HE
UMEIOIIUX OTHOIICHUS K PACTBOPEHUIO);

JAHHBIE O TOM, YTO Ha OMO’KBUBAJICHTHOCTH MOTYT BJIUATH MOJHUMOP(PU3IM
AKTHUBHOTO BEIIECTBA, BCIIOMOTaTEbHbBIE BEIIECTBA, O KOTOPHIX U3BECTHO, YTO OHHU
BIMSIOT Ha MPOXOXKJICHUE B KeNyqouyHo-kuiieuHoM TtpakTe (manee — JXKKT),
nponuraemocts B JKKT u, Takum 006pa3om, Ha abcopOIui0 U (MJn) CTaOMIBHOCTD
akTuBHOIO BemlecTBa B JKKT;

2) JIeKapCTBEHHbIE CPEJICTBA CUCTEMHOTO JEHUCTBUSA, HE MPEJHA3HAYCHHbBIE MJIS
OpaJILHOTO WJIM MapeHTEepPaJbHOTO MpPUMEHEHUs (Takue, Kak TpaHCAepMalibHbIC
IJIACTBIPH, CYNIIO3UTOPUU, HUKOTHHOBBIE KE€BATEIbHBIE PE3UHKH, FEIU TECTOCTEPOHA
U TpaHCIepMalibHble KOHTPAICITUBEI);

3) nekapCTBEHHbIE CpPEJICTBA CUCTEMHOrO ACHUCTBUS ¢ MOAUGUIIMPOBAHHBIM (
POJIOHTUPOBAHHBIM, 3aMEJICHHBIM ) BRICBOOOXK/ICHUEM;

4) nexkapCTBEHHbIE CPEICTBA CUCTEMHOIO JEUCTBHS C (DUKCUPOBAHHOMN
KOMOUWHAIMEeH, B KOTOPBIX KaK MUHUMYM JIJIsl OJTHOTO aKTUBHOTO BEIIECTBa TpeOyeTCs
MIPOBEJICHUE UCCIIEIOBAHUS UH-BUBO;

5) nekapcTBEHHBIE CPEACTBA HECUCTEMHOIO JIEUCTBUS, B YACTHOCTH AJISI OPAJIbHOIO
, Ha3aJIbHOTO, O(PTAIBMOJIOTHYECKOT0, IE€PMATOIOTUYECKOTO, PEKTaIbHOIO WIH
BarvHAJIILHOTO TPUMEHEHMS, 0€3 CHCTEMHON a0CcopOIuu, KOTOPBIE HE SBISIOTCS
BOJHBIMU PAcTBOpPaMM; B TaKOM CIy4ae SKBUBAJECHTHOCTHh JOKa3bIBAIOT IyTEM
NPOBE/ICHUS, CPABHUTEIBHBIX KIWMHUYECKUX MCCIEIOBAaHUM TepaneBTUUECKON



SKBHUBAJIEHTHOCTH 1581071 bapMakoJUHAMUYECKHUX UCCIIEIOBAHUM,
nepMato(apMakOKMHETHYECKUX HCCIEOBAaHUN U (UJTM) UCCIIEIOBAHUN UH-BUTPO;

6) 1 TeHEepUKa, aKTUBHOE BEIIECTBO KOTOPOTO MPEACTABICHO APYroil COJbIO,
3(UpOM WIHM MPOU3BOJHBIM aKTHBHOTO BEILIECTBA 3apPETUCTPUPOBAHHOTO Ipernapara,
NPEAOCTABISIOTCS OTUYETHl COOTBETCTBYIOIIUX JOKJIMHUYECKUX U (WJIM) KIIMHUYECKUX
UCCJIe0BaHUM/UCCIIEIOBAaHUM OMOIKBUBAJICHTHOCTH, JOKA3bIBAIOIIME OTCYTCTBUE
U3MEHEHUI B (papMaKoKWHETHKE, papMaKOIMHAMUKE U (M) TOKCUYHOCTU F€HEPHKA,
B Clly4ae HEMpPEICTABICHHS TaKUX JI0Ka3aTeNbCTB, JaHHOE BEIIECTBO pacCcMaTpUBAETCS
KaK HOBO€ aKTHBHOE BEILIECTBO.

2.4. ]Insg TEHEpUKOB B TBEPJIBIX JEKAPCTBEHHBIX (opMax HEMEIICHHOTO
BBICBOOOKICHUS JUIsl TpUEMa BHYTPb U KOHIIEHTpAIMs aKTUBHOTO BEIIECTBA, KOTOPHIX
u3MepsieTcsl B OMOJIOTUUECKMX >KMAKOCTSX OpraHusma (IiasMa KpOBH, MOYa)
PEIOCTABISAIOTCS JTaHHBIE UCCIIEJOBAaHUN OMOIKBUBAJICHTHOCTH.

JIns TeHEepUKOB B TBEPABIX JEKApPCTBEHHBIX (PopMax HEMEIJICHHOTO
BBICBOOOXKICHUS JUIsl TprieMa BHYTPb, KOHIIEHTPAIMIO aKTUBHOTO BEIIECTBA KOTOPOTO
HEBO3MOKHO MU3MEPUTH B OMOJIOTMYECKUX JKUJIKOCTSIX OpraHu3Ma, MpeJoCTaBIsSIOTCS
JTAHHBIC CPABHUTENIBHBIX (hapMaKOJUHAMUYECKUX KIMHUYECKUX HCCIETOBAHUN WIIH
VCCIIEJOBAHUN CPABHUTEIBLHOU TEPANIEBTUYECKON YKBUBAJICHTHOCTH.

2.5. PerucTpaiimonHbsie MaTepuaibl Ha TEHEPUKH, PETUCTPUPYEMBIE 10 MIPOIIEAYPE
OuoBelBep:

2.5.1. B cnyuae cy6cranumii knacca [ u III BCK ynoBneTBopsioT cienyonmm
YCIIOBUSM:

1) nokazaHo, 4TO cyOCTaHIUs JIEKAPCTBEHHOTO CPEJICTBA XOPOIIO PACTBOPUMA U
noJHOCThIO abcopoupyercs (knacca [ u III BCK);

2) ouennb ObicTpast (> 85 % B TedueHue 15 MUH) UM OJMHAKOBAsk PACTBOPUMOCTH (
85 % B Teuenue 30 MUH) UH-BUTPO TECTUPYEMOTO M pe(EPEHTHOTO JEKAPCTBEHHBIX
CPEJIICTB MPOJIEMOHCTPUPOBAHA B TPEOYEMBIX YCIOBUSIX;

3) BCIOMOraTelbHbIE BEIIECTBA, KOTOPHIE BIHSIIOT Ha OHWOJOCTYIHOCT,
OJIMHAKOBBI KOJJMYECTBEHHO U KAY€CTBEHHO C PEPEPEHTHBIM MTPEenapaToM.

B paznene 5.3.1 Mmonyns 5 npenocraBiseTcs MOJHAS JOKYMEHTALUS UCCIEA0BAHUS
PacTBOPEHUSI HH-BUTPO:

1) obocHOBaHuE mpouenypsl OMOBENBEpP, KaK albTEPHATUBBI CPABHUTEIBHBIX
(hapMaKOKMHETUYECKUX HCCIEAOBAHUM C Yy4YacTHEM 4YeJOBEKa: OIEHKa PHCKOB,
J0Ka3aTeNbCcTBa (papMalleBTUYECKOW SKBUBAJIEHTHOCTH, OINKCAHHME JIEHCTBYIOLIETO
BEIIECTBa, UCCIeAYeMOro U peepeHTHOM Mpernapare, TEXHOJIOTHYECKOro mpolecca,
BCIIOMOTATEJIbHbIE BEUIECTBA, KOTOPHIE MOTYT BIMSITH HA OMOJAOCTYIHOCTH SIBJSIOTCS
Ka4eCTBCHHO W KOJMYECTBEHHO OJMHAKOBBIMU B TEHEPUKE U B pedepeHTHOM
npenapare;



2) MPOTOKOJI KCCIEIOBAHUS, PE3yJbTaThl COOCTBEHHBIX JAaHHBIX abcopOmuu (
MIPOHUKAEMOCTH) JICUCTBYIOIIETO BEIIECTBA;

3) undopmarus 0 cepusix TECTUPYEMOTo (cepus, Jata MPOU3BOACTBA, CPOK
TOJIHOCTH, 00bEM CEepHUH, KOJIMUECTBEHHOE OIpPEeIICHHE ACHCTBYIONIETO BEIIECTBA) U
pedepenTHoro (MCTOUYHWK pedepeHTHOro mpemapara, cepus, CPOK TOJHOCTH,
KOJIMYECTBEHHOE OMpEJICTICHUE ICUCTBYIONIETO BEIIECTBA) MPENapaTos;

4) onucanue U 000CHOBaHUE BHIOOpA SKCIEPUMEHTAIBHBIX YCIOBUM UH-BUTPO
uccienaoBanus (yCcloBUs MOATOTOBKHU CpeJ IJisi PacTBOPEHHSs, METOJl oTOopa mpoo,
OMHMCaHUE aHAIUTUYECKON MeToAa ¥ MPOOOTOATOTOBKH);

5) Baaanusl METOAUK ONPEAEIICHUS B KAk A0 cpejie ¢ MEPBUYHBIMU JIAaHHBIMH;

6) XpoMaTorpaMMbl BO BCEX BPEMEHHBIX TOUKaX 3a00pa mpo0d JJIsl KaKI0H CpeIbl;

7) uTOroBas CTaTUCTUKA: PACCUYUTAHHBIE JAHHBIE MJIONIA/IeH MTUKOB, KOHIEHTPALIUU
, Tpaduku, pacdeT gakropa moaoous

[Ipouenypa OuoBeliBEp NPUMEHSAETCS B CIy4yae MACHTUYHOCTH JACHCTBYIOIIETO
BEIIECTBA B HCCIEAyeMOM U pepepeHTHOM IMpernapare, Takke, KOrja IMpenapaThl
COZIEpKAT PA3JIMYHBIE COJIM JEUCTBYIOLIETO BELIECTBA, KOTOPbIX OoTHOCATCS K I m III
kiaccam BCK (Bbicokasi pacTBOPUMOCTD U TIOJTHAsL a0copOITus).

Onenka axTopa mogo0oust IPOU3BOAUTCS C YUETOM CIEAYIOIIUX YCIOBUM:

1) MUHUMYM TpHU BpEMEHHbBIE TOUKH (32 UCKIFOUCHHEM HYJIEBOM);

2) BpeMEHHbIE TOYKH OJMHAKOBBI /i1 000MX MpEenaparos;

3) nBeHaAATh WHAWBUYATbHBIX 3HAUCHUHN JJISI KAXJ0M BPEMEHHON TOUKHU IS
KaXKJI0T0 Mperapara;

4) me Oonee OJHOTO cpenHero 3HaueHus > 85% pacTBopeHuUs A JTH0O0TO
npenapara;

5) OTHOCUTEIBHOE CTAHIAPTHOE OTKIOHEHUE WIIA KOA(PPUIIMEHT BapHaliu JIF0O0ro
npemnapara JoJKHO ObITh MeHbIe 20% 115 epBoii Touky U MeHbie 10% HaunHas co
BTOPOU 10 MOCIIEIHEN BPEMEHHOU TOYKH.

2.5.2. B cny4ae IONOJHUTEIBHOW NO3UPOBKH, YJIOBJIETBOPSIOT CIECAYIOIINM
YCIIOBUSIM:

1) onmHakoOBBIA MPOU3BOJCTBEHHBIM MpoOIECC s Pa3HbIX JT03UPOBOK
JIEKapCTBEHHOTO CPEJICTBA;

2) OIMHAKOBBIN KAYECTBEHHBIN COCTaB (aAKTUBHOE M BCIIOMOTATENIbHbIEC BEIIECTBA)
Pa3HBIX JO3UPOBOK JIEKAPCTBEHHOI'O CPEJICTBA;

3) KOJIMYECTBEHHO MPOIMOPIMOHAIBHBIN COCTaB, TO €CThb COOTHOIICHUE MEXTY
KOJIMYECTBOM Ka)JOTO HAMOJHUTENS K KOJUYECTBY AaKTHUBHOI'O BEILECTBA JIOJKHO
OBITb OJAMHAKOBO ISl BCEX JTO3MPOBOK (32 MCKIIOYEHHEM KOMIIOHEHTOB MOKPBITUS
000J104€K KarcyJl, KpaCUTENIe U BKYCOBBIX 100aBOK).

[Ipu Hamuyuu pa3HUIBI B MPOMOPIHUOHAIBHOCTH KOJMYECTBEHHOTO COCTaBa
Pa3HBIX JO3UPOBOK JIEKAPCTBEHHOT'O CPEJICTBA, YCIOBUE MOJAMYHKTAa 3) HACTOSIIETO



MyHKTA CUUTAETCS BBIIOJHEHHBIM, €CIIH yCIOBUS MOANYHKTOB 1) u 2) unu 1) u 3)
HACTOSIIIETO0 IMYHKTA BBIMOJHIIOTCS OTHOCUTENIHHO JIO3UPOBKH JIEKAPCTBEHHOTO
CpelCTBa, UCIOJIB3yEeMOr0 B UCCIICIOBAHNN OMOIKBUBAJIIEHTHOCTH U JO3UPOBOK, JJIS
KOTOPBIX pacCMaTpUBaeTCsi OMOBEUBED:

1) KOMMYECTBO aKTUBHOTO BEIIECTBA (BEIECTB) cocTaBisieT MeHee 5% OT Beca
sipa TaOJETKU, WIK Beca COJAEPKUMOTO KarcCyJbl;

2) OIMHAKOBBIN KOJUYECTBEHHBIN COCTaB Pa3JIMUHBIX BCIIOMOTATEIbHBIX BEIECTB,
BXOJIAIIUX B SIAPO TAOJIETKU, UM COJAEPKUMOE KaICyJIbl JUIsl Pa3HBIX JI03UPOBOK;

3) KOJIMYECTBO HAMOJHUTEIS U3MEHSETCS B COOTBETCTBUU C MU3MEHEHUEM
KOJIMYECTBA aKTUBHOTO BEIIECTBA; KOJUYECTBO APYTUX BCIIOMOTaTEIbHBIX BEIIECTB B
sape TaOJNeTKH WU COAEPKUMOTO KAICyJbl JOJKHO OBITh OJWHAKOBBIM JIJIS
paccMaTpUBAEMBbIX PAa3HBIX JI03UPOBOK.

2.6. ANEKBaTHOCTb OTKa3a OT JIOMOJHUTEIbHBIX HCCIEIOBAHUM
OMO’KBUBAJICHTHOCTH TMOATBEPKIAETCS COOTBETCTBYIOUIMMH JAHHBIMU PACTBOPEHUS
UH-BUTPO:

1) cxoaCcTBO pacTBOPEHUSI UH-BUTPO HEOOXOIUMO MPOAEMOHCTPUPOBATH JIJIsI BCEX
yciaoBuii pH u ¢ mapTusmMu J€KapCTBEHHOTO CpPEACTBA, HCIOJIb30BAaHHBIX B
HCCJICIOBAHNUM, TO €CTh MEXKAY JOMOJIHUTEIIBHOU 030U W J1030U JIEKAaPCTBEHHOU
CpelcTBa ISl UCCIIeIOBAaHNS OMOIKBUBAICHTHOCTH;

2) npu 3HaueHuax pH, korja He yiaercs T10CTUYb HaAJIeKAIIEero paCTBOPEHUS JUIs
BCEX JIO3UPOBOK JICKAPCTBEHHOTO CPEACTBA, TO PACTBOPEHHUE WH-BUTPO OBIBACT
Pa3IUYHBIM ISl Pa3HbIX JO3UPOBOK; MIPU 3TOM HEOOXOIUMO MOATBEPIAUTD, UTO TaKas
pa3HUIla BO3HUKAET 3a CUET JIEKAPCTBEHHOW CyOCTaHLUMH, a HE 3a CYET COCTaBa
npenapara, MpoBelii CPaBHEHHE C COOTBETCTBYIONIECH TO3MPOBKOHN pedepeHTHOro
JIEKapCTBEHHOTO CPE/ICTBA.

3. I'uOpuaHbIi TeKapCTBEHHBIN TpemapaT

JI1st rocy1apCTBEHHOM peruCTpaliid THOPHUIHOTO JIEKAPCTBEHHOTO IMpernapara
MPEAOCTABISIOT CJIEYIONINE IaHHbIE:

B Moayne 1 uim Yactu I IlepeuHs 3asBUTENb NMPEICTABISIET KPATKYIO
unpopmanuio, oboOmarmyo o0ocHOBaHMS U (aKThl, 4YTO Mpemnapar, s
PErUCTpali KOTOPOTO MOJAETCs 3asBJICHUE, SBIISICTCS THOPUIIHBIM IpenapaToM o
OTHOUIEHUIO K COOTBETCTBYIOIIEMY pedepeHTHOMY npernapaTy. O000I1IeHne COaepKUT
uHpopManHWio O TMpemnapare, AaKTUBHOW QapMarleBTUYECKOW CyOCTaHIUH,
JeKapCTBeHHON (opme, T03UpOBKaX, IMOKA3aHUAX K MPUMEHEHUIO, CIocoOe
NPUMEHEHHUSI 10 CpaBHEHHIO C pedEepeHTHBIM IMpemnapatoM, a TakKke, IpH
HEO0OXOJUMOCTH, CBEACHUS O OMOJOCTYNMHOCTH M OHOIKBUBAJIEHTHOCTH IJAHHOIO
npernapara.

B onpeneneHHbIX ciayyasx TpeOyeTcs MaH yIpaBJIeHUsS PUCKAMH.



B ciydae OoTCyTCTBHUSI OINpENENICHHBIX JJIEMEHTOB CJEAyEeT MPEICTaBUTh
000CHOBaHNE UX OTCYTCTBHUS B COOTBETCTBYIOIIEM pa3Jiee.

B 0030pe noxkmMHUYeCKNX M KIMHUYECKUX JTaHHBIX yAENIeTCs] 0c000e BHUMAaHUE
CJIEIYIOLUM AJIEMEHTaM:

pe3rome podusis MpuMecel aKTUBHOTO BEIIECTBA (M B COOTBETCTBYIONIUX CITyJasiX
, BOBMOXKHBIX TMPOJYKTOB DPa3jlokKEHHUs, 00pa3yloImMXcs MPU XpAaHEHUHU) B CEPUAX
npenapara, KOTOPhIN MOICKHAT peann3aiuy Ha hapMaIieBTHIECKOM PBIHKE;

OOHOBJICHHE JTUTEPATYyPHBIX MyOJUKAIMK MO aKTUBHOMY BEIIECTBY B paMKax
HACTOSIIIICH 3asBKH Ha PETUCTPAIHIO; JaHHOE TPEOOBAHUE BBITIOIHACTCS ITyTEM CCBIIOK
Ha CTaThH B PEIICH3UPYEMBIX KypHaJax;

KaXJIbI MTYHKT B OOIIEH XapaKTEepUCTUKE JICKAPCTBEHHOIO TIperapara, paHee He
W3BECTHBIM WJIM BBITCKAIONMIMNA W3 XapakTepPUCTHK TMpemnapara W/ HWIW €ero
TEpaneBTUYECKON TPYyNIbl, CleayeT MNPOaHAIU3UPOBaTh B JOKIMHUYECKUX U
KIIMHUYECKUX 0030pax/pe3toMe U MOAKPENHUTh JOKa3aTeILCTBAMH U3 Oy OJMKOBAaHHON
JUTEPATYPHl U/WIU U3 PE3YJIHTATOB JOMOIHUTENBHBIX UCCIIEIOBAHUT;

ClIeIyeT MPEACTaBUTh JOMOTHUTEILHYI0 WH()OPMAIIHIO, TOKA3bIBAIOIIYIO, YTO
npobunu Oe3zomacHOCTH W/ WM SPGEKTUBHOCTU 3asBICHHOTO IIpernapara He
OTJIMYAIOTCS OT TaKOBBIX y pedepeHTHOro mpemapara (pe3tomMe COOCTBEHHBIX
JOKJIMHUYECKUX U (WJIN) KIMHUYECKUX UCCIEIOBAHUN).

Pe3ynbTarhl JOKIMHUYECKUX U (UJIM) KIMHUYECKUX UCCIEAOBAaHUN THOPUIHOTO
JIEKapCTBEHHOTO TMperapara CIeayeT BKIIYAaTh B COOTBETCTBYIONIWE pPa3aciibl
Mognyneit 4 u 5 winu Yactu 11, IV Tlepeuns.

[IpoBeneHne MOMOTHUTEIBHBIX HCCICAOBAHUM, HEOOXOMUMBIX IS
BOCIIPOM3BEACHHBIX JICKAPCTBEHHBIX MIPEMapaToB U THOPUAHBIX MPETapaToB:

1) paznuuHbIe COIN/CII0KHBIE F3(DUPBI/KOMIUIEKCHI/UX MPOU3BOIHBIE (C OHON U TOU
K€ aKTUBHOW YacThI0 MOJEKYJIbI) MPEJIOCTABISIIOT JI0Ka3aTelbCTBA TOTO, YTO HET
HUKAaKUX W3MEHCHWH B (PApMAKOKWMHETHKE AaKTUBHOW YacCTH MOJICKYJIBI,
dbapmakogHAMUKE W/WUIM TOKCUYHOCTH, KOTOPBIE CYIIECTBEHHO BIUSIOT Ha MPOQITH
6e3onacHOCTH/3(h(HEKTUBHOCTH (MHAYE CIEyeT pacCMaTpuBaTh Kak HOBOE aKTHBHOE
BEIIIECTBO);

2) napyroi crnoco0 MNpuUMEHEHUs/npyras JekapcTBeHHas dopma (Juis
NapeHTEPaTIbHOTO BBEACHUS, HEOOXOAUMO TMPOBOJAUTH PA3IHYUSI MEXKIY
BHYTpHAPTEPUATHHBIM, BHYTPUBEHHBIM, BHYTPUMBIIIEYHBIM, TIOJIKOKHBIM U APYTUMHU
METO/IaMH BBEICHUS ) HOBBII ITyTh BBEJCHUS WHAsS JICKapCTBEHHas (hopma (TIpy TOM Ke
criocob¢ BBEJECHHS) NPEIOCTABISIOT KIMHUYECKUE JaHHBIe (0e30macHOCTh/
3¢ dekTuBHOCTB), HcchenoBaHus  (HapMaKOKUHETHUKH, COOTBETCTBYIOIINE
JTOKJIMHUYECKHUE TaHHbBIE (HapuMep, MECTHAsI IEPEHOCUMOCTH ), €CITH ATO TPUMEHUMO;



3) npyras n103UpOBKa IMpPH TOM K€ IMYTH BBEACHUS/JIEKAPCTBEHHOU (opme U
NOKAa3aHUSIM K NPUMEHEHUIO NPEJOCTABISIIOT MCCIEAOBAHUS CPaBHUTEIbHOU
OMOIOCTYITHOCTH;

4) cBepXxOMOIOCTYIHbBIE MTpenapaThl IPU COXPAHEHUH UHTEpBaJia JO3UPOBAHUS, HO
CO CHMKEHUEM J03bl, IPEeIHa3HAUEHHbIE IS JOCTHXKEHHSI CXOJHOM KOHUEHTpAluu B
IU1a3Me/KPOBHU MIPEIOCTABIISAIOT UCCIIEIOBAHUS CPAaBHUTEIBHON OMOTOCTYITHOCTH.

4. buonornyeckue npenaparsl

4.1 Jlns nekapCTBEHHBIX NMPENapaToB, MOJYYEHHBIX U3 KPOBU WM IUIa3MbI
YeJI0BeKa 3asiBUTENb IPEIOCTABISET MOJIHOE PETUCTPALMOHHOE 10ChE JIEKAPCTBEHHOTO
npernapaTa, KOTOPOE COMPOBOXKAAETCSA MPUIOKEHUEM OTIEIBHOTO MacTep-¢aiiia Ha
iasmy.

MacTtep-daitn Ha mia3My KpOBH SIBISETCS CaMOCTOSITEIBHBIM JIOKYMEHTOM,
OTJEJBbHBIM OT PETUCTPALMOHHOIO JIOChE JIEKAPCTBEHHOr'O IperapaTa 1 CoJepKallium
BCE€ 3HAYMMBbIE IMOJAPOOHBIE CBEAECHUS O XapAKTEPUCTHKAX BCEW IJIa3Mbl KPOBH
4eJIoBEeKa, MCIOJIb30BAHHON B KaueCTBE MCXOAHOIO0 MaTepuaia U (MJM) ChIpbsl IPU
OPOU3BOACTBE CyO(Qpakiuuid WM TMPOMEXKYTOUHBIX (paKUHUil, KOMIIOHEHTOB
BCIIOMOTATENBHBIX BEIIECTB WM AKTUBHBIX BEIIECTB, SBISIOLNIUXCA YaCThIO
JIEKapCTBEHHBIX MPENapaToB WU MEAUILIMHCKUX U3/EIH;

KKl IEHTP WIH YUpexJeHue, ppakiuonupyomnme (nepepadaThiBaromime)
IUIa3My Y€JOBEKa MOATOTABIMBAIOT U MOAJEPKUBAIOT B OOHOBJIEHHOM COCTOSIHUU
HaboOp MoapoOHOM 3HAUMMON MH(OpMAINK, YKa3aHHOW B MacTep-(aiiyie Ha rmiazmy
KpOBHY;

€CJIM PErUCTPALMOHHOE I0ChE€ OTHOCUTCSA K KOMIIOHEHTY, IOJyYEeHHOMY U3 IJ1a3Mbl
, TO JJIs MCIOJIb30BAHHOW IIa3Mbl B KAaueCTBE HCXOJHOIO Marepuaja (ChIpbs)
pe1yCcMaTpPUBAETCS CChUIKA Ha MacTep-(aii Biaeabua.

4.1.1 Macrep-aiin Biagenbiia COACPKUT CIEAYIONTY0 HHHOPMAIUIO O TJIa3Me,
MCIIOJIb30BaHHOM KaK UCXOJIHBIA MaTepual (ChIphe):

IIPOUCXO0KICHUE TI1a3MBbl:

MHpOpMaIUs 0 HEHTPax WIH YUPEKACHUSX, B KOTOPBIX IPOBOAUTCS cOOp KpOBH (
IJ1a3Mbl), BKJIOYas JaHHble 00 MHCIEKUHWH M TMPEICTaBICHHE CHELHAIbHOTO
pa3pelleHus Ha BEJICHUE JTaHHOTO BUAA JIEATEIBHOCTH, a TAKXKE SMUAEMHOIOTMUECKHE
JnaHHble 00 MH(MEKUUAX, IEPENAOIINXCS Yepe3 KPOBb B PETHOHE, T/I€ MPOU3BOIUTCS
3aroToBKa KpOBU (ILJIa3Mbl);

uH(popMaLKs 0 LHEHTPax WIH YUPEXKACHUSIX, B KOTOPHIX MPOBOJUTCS KOHTPOJb
JOHALIMI U IyJIOB IJIa3Mbl, BKJIFOYasi HHCIEKIUOHHBIN U PErYJIATOPHBINA CTAaTyC 3TUX
LIEHTPOB WU YUPEKICHUH;

KpUTEpUH 0TOOpa (MCKIIOYEHUS) JOHOPOB KPOBH (IL1a3Mbl);



OIMCAHWE JCUCTBYIOIIEH CHUCTEMBI, MO3BOJISIOMIEH OTCICAUTh MYTh KAXKIOU
JOHAIIUM OT YYPEXKJCHHS, TAe COOUparoT KpoBb (MJIasMy), 10 TOTOBOTO
JICKapCTBEHHOTO TIperapaTa u Hao00poT;

KaueCTBO IUIa3MbI U €€ 0€30MaCHOCTb:

COOTBETCTBHE KaueCTBa CTAThsIM (MOHOTpa(HsiM) rocy1apCTBEHHBIX (hapMaKoIIew;

KOHTPOJIb COOpaHHON KpOBH (IJIa3Mbl) M €€ MYyJIOB Ha Hajdu4ue BO30yauTesnei
uHpexuuii, BKItouas nHOOpMaIMIO O METOAaX KOHTPOJIS U B ClIydae MyJIOB IIa3MBbl -
JAHHBIE BAJIMALIUHA UCTI0JIb30BAHHBIX METOIMK;

TEXHUUYECKUE XapaKTePUCTUKU KOHTEHHEPOB JIsi COOpa KPOBU U IJIa3Mbl, BKIIFOYAs
uH(popMaIio 00 UCIOIH30BAHHBIX PACTBOPAX aHTHUKOATYJISTHTOB,;

YCJIOBUS XpaHEHUS U TPAHCIIOPTUPOBKHU ILJIa3MBblI;

poleaypa XpaHeHus J000ro Matepualia, UCIoIb3yeMOro /i MPOU3BOJICTBA U (
WIH) TIEPUO]T KApAHTHHA;

XapaKTEepUCTUKA ITyJia MJIa3Mbl;

ONMCAaHUE YCTAHOBIIEHHON CHUCTEMbI B3aUMOJECUCTBUS MEXKIY MPOU3BOAUTEIEM
JIEKapCTBEHHOTO IMpenapara, MOJYYeHHOTO0 M3 IUIa3Mbl, U (MJIM) IIEHTPOM WU
yapexaeHueM, GpakiuoOHUPYIOMKUM U (WIH) nepepadbaThiBalOIINM TUIa3My, U IIEHTPOM
WU YUPEXKIECHUEM 0 COOpYy M KOHTPOJIIO KPOBH (TIa3Mbl), @ TAK¥KE COTJIACOBAaHHBIE
MU crieru(UKaIIy Ha TUIa3My.

Macrtep-daiin Ha 1a3My TakKe COIEPKUT MepeyeHb JEKaPCTBEHHBIX MPENapaTos,
Ha KOTOpPbIE OH pACHPOCTPAHAECTCS, HE3aBUCUMO OT TOTO, SIBJISIIOTCS JUA 3THU
JIEKapCTBEHHBIE MpEnapaTbl 3apEerUCTPUPOBAHHBIMHU, HAXOIATCSA B IpOLIECCE
pErucTpanuu Wiu B CTaJIud KIMHUYECKUX UCCIICIOBAHUM.

4.1.2 Macrep-daiin Ha mia3my MOJICKUT €XKETOTHOMY OOHOBIICHUIO U TIOBTOPHOM
AKCTIEPTU3E.

[Ipu BHeceHnM M3MEHEHUI B MacTep-(ailsl Ha Mi1a3My OH MOJJICKUT IKCTIEPTU3E B
COOTBETCTBUM C MPOLIEAYPON BHECECHUS] U3MEHEHUM.

4.2 B OTHOUIEHWHU BaKIUMH JJISI MEAUIUHCKOTO MPUMEHEHUS] TPpeOOBaHUS K
UCXOJHBIM MaTepHallaM U ChIPBIO 3aMEHSIOTCS MacTep (aiaoM BaKIIMHHOTO aHTHUIEHA.
B ciyuae BakuyHbI, He SIBISIONIEHCS BAKIIMHOM SISl TPOPUIAKTUKY TPUIINA YETIOBEKa,
npeaocTaBisieTcss MacTep (ailn BaKIMHHOTO aHTUTEHA IS KaXXJOro aHTHUICHA,
KOTOPBIN SIBISIETCS aKTUBHBIM BEIIECTBOM STOM BaKI[UHBI.

4.2.1 Macrep-(aitn BaKIIMHHOTO aHTUTEHA COJICPKUT CIASTYIONTYI0 HH(OPMAIIHIO,
U3BJICUCHHYI0 M3 COOTBETCTBYMOIIEH dacTu (AKTUBHas (QapmaleBTHUYECKas
cyOcrannus) moayns 3 "KauectBo".

AKTHBHOE BELIECTBO:

oOmast mHpOpMAITUs, BKIIIOYAsl CBEJICHUS O COOTBETCTBUU CTaThe (MOHOTpadwm)
rocyJapCTBeHHBIX (hapMaKomnei;



uHpopMalus O TMPOU3BOAHUTENE AKTUBHOTO BellecTBa: HMHPOpPMAIUA O
IPOU3BOJACTBEHHOM IPOIIECCE, UCXOIHBIX MaTEpHaIax U ChIPbE, CHEIUANbHBIX MEpax
OTHOCUTEITFHO TPAHCMHUCCHUBHBIX TYOUaTHIX dHIIE(ANONAaTUN U OIICHKE 0€30MacHOCTH
NOCTOPOHHUX MH(EKIIMOHHBIX areHTOB, TOMEIIEHUSIX U 000PYI0BaHUY;

XapaKTEPHUCTHKA aKTUBHOIO BEILIECTBA;

KOHTPOJIb Ka4eCTBa aKTUBHOT'O BEIIECTBA,;

CTaHJapTHbIE 00PA3Lbl U MATEPUAIIBL;

MEPBUYHAS YIIAKOBKA U YKYNOPOYHAsl CUCTEMA aKTUBHOI'O BEIIECTBA;
CTaOMJIBHOCTh aKTUBHOTO BEIIECTBA.

4.2.2 ]lnga HOBBIX BaKklHUH, KOTOPbIE COAEPH AT HOBBII BAKIMHHBIA aHTUTEH,
3asBUTEJIb MOJIAE€T TOJHOE PEruCTPalMOHHOE JO0ChE, BKIIOYash Bce MacTep-(dailibl
BAKIIMHHOTO AHTUI€HA HA KaXK/bld BAaKIIMHHBIA aHTUTE€H, KOTOPBIN SIBJSETCS 4acCThIO
HOBOM BaKIMHBI, €CIU MacTep-(aiiyl BAKIMHHOTO aHTUT€HA HAa TaKOW BaKI[MHHBIN
AHTUTE€H OTCYTCTBYET.

VYkazaHHble TpeOOBaHUSA TAKKE MPUMEHSIOTCS K Ka)XJ0M BaKIMHE, KOTOpas
COCTOMT M3 HOBOM KOMOMHALUMM BAaKIMHHBIX AHTUTE€HOB, HE3aBHCUMO OT TOTO,
ABISIETCS OJNWH WJIM 0O0Jiee AHTUTEHOB YAacCThI0O BAaKIMH, KOTOPBIE YXKE
3apEruCTPUPOBAHBI.

[Ipu BHeceHNM M3MEHEHHI B MacTep-(haiiil Ha BaKIIMHHBINA aHTUTEH, MacTep-Qaiin
MOJJIEKUT SKCIIEPTU3E B COOTBETCTBUH C MPOLIEAYPON BHECEHUSI M3MEHEHUH.

5. buoaHanoruyHblii JIEKAPCTBEHHBIM mpenapaTr (OmoaHanor, OMOmogoOHbBIN
JIEKapCTBEHHBIN Mpernapar, OuOCUMUIISP)

5.1. Jns skcnepTussl OMOAHAJTOTMYHOTO JIEKAPCTBEHHOTO IIpernapara
NPEJOCTABIISIIOTCS TaHHBIE CPAaBHUTEIBHBIX HCCIEJOBAHUN €r0 C OPUTHMHAIBHBIM (
pedepeHTHBIM) OMOTOTUYECKUM JIEKaPCTBEHHBIM CPEICTBOM.

B Moayne 1 ¢popmara OTJ] peructparmonnoro nocke wim Yactu [ Tlepeuns
3asBUTEINIb MPENCTABISET pe3toMe 00OCHOBaHUM M (DAKTOB, MOKA3BIBAIOIIMX, YTO
JIEKapCTBEHHBIN Mpenapar, 0/1aBaeéMblid Ha SKCIIEPTU3Y, SIBISETCS OMOaHATOTMYHBIM (
OMOTO00HBIM) JICKAPCTBEHHBIM TIPENapaToM OPUTHHAIBHOMY (pedhepeHTHOMY)
JeKapCTBEHHOMY IMpemnapaTy. Pe3tome coaepXUT HHPOpMAIUI0 O JEKAPCTBEHHOM
npenapare, akTUBHOM BEILIECTBE, JIEKAPCTBEHHON QopMe, T03UpOBKaX, MOKA3AHUIX K
OPUMEHEHUIO U CIOCO0OE MPUMEHEHHUS B CPABHEHUHU C aHAJIOTMYHON MHpOopMaluei oo
OpUrHHAIBHOM (pedepeHTHOM) JIEKaPCTBEHHOM TMperapare.

B Monayne 1 ¢popmara OT]] peructparmonnoro nocbe unu Yactu I [lepeuns
BMECTe C KpaTkod wuHdopManmeir o cucreme QapMakoHaaA30pa JeprKaTens
PErUCTPALIMOHHOTO yJAOCTOBEPEHUS MPEACTABISIETCS IUIaH YNPABJICHUsS] PUCKAMHU Ha
3asMBIAEMBIA Ha JKCIEPTH3y OMOAHATOTUYHBIN (OMOMOMOOHBIN) JIEKaPCTBEHHBIN
npemnapar.



5.2. KauectBO, 0Oe3omacHOCTh, 3(PPEKTUBHOCTH W HUMMYHOTEHHOCTH
OMOaHAJIOTUYHOTO  JIEKAPCTBEHHOI'0 Ipemnapara Ha  MPOU3BOACTBEHHOI,
JOKJIIMHUYECKON M KIMHUYECKON (pa3e ero pa3pabOTKH CPaBHUBAIOTCS C OAHUM U TEM
kK€ HTAJOHHBIM pePEepeHTHBIM OUOJOTHYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B
COOTBETCTBHH C MPABUJIAMHU UCCIIEJOBAHUS OMOJIOTHYECKUX JIEKAPCTBEHHBIX CPEJICTB B
pamkax EBpa3uiickoro 3KOHOMUYECKOT0 COI03a.

B Moaynsax 2, 3, 4 u 5 popmara OT/ unm Yactu 11, III, IV Ilepeuns
PETHCTPALIMOHHOTO 1I0Che OMOCUMIIIAPA CONIEPKUTCS Clieytomias HHGOpMaIus:

1) moATBEpKIEHHE CXOACTBA MOJIEKYJIAPHBIX U OMOJIOTHYECKUX XAPAKTEPUCTHK
AKTUBHBIX BEIIECTB OMOCUMMIISIpa M 3TAJOHHOTO OMOJIOTMYECKOIr0 JIEKapCTBEHHOIO
CpelCcTBa (JIeTaau Mo NEPBUYHON CTPYKTYpPE U CTPYKTypam 0oJiee BHICOKOTO MOPSAKa,
NOCTTPAHCISAUMOHHBIM MOAU(PUKAIUIM (BKIIOYasi, B YAaCTHOCTH TJIMKO(POPMEI),
OMOJOTUYECKON aKTUBHOCTHU, YUCTOTE, IPUMECSIM);

2) MOATBEPKJICHHUE CXO/ICTBA XapAaKTEPUCTUK TOTOBOr0 Ipenapara (JeKapcTBEHHas
dbopmMa, KOTMYECTBEHHBIM U KAYECTBEHHBIN COCTaB, JO3UPOBKA, CIIOCOO MPUMEHEHUS,
yCIIOBUS XpaHEHUs, CPOK XpaHEHHs, CTaOWIbHOCTb, NpOdUIL MpUMEcei)
OMOCUMMIIIApA U 3TAJJOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOTO CPE/ICTBA; OMYCKAETCs
paznuuve B mpoduiie mpuMeceid U BCIOMOTATeNbHBIX BeIllecTBaX OMOCHUMWISIpA U
pedepeHTHOro Impemnaparta, 3asBUTENEM IPUHUMAETCS BO BHUMAaHHE HaJIU4YUe
HOBEHIIUX TEXHOJOTUM, IEMOHCTPUPYETCS COOTBETCTBUE BBIOPAHHOTO COCTaBa IO
TaKUM KPHUTEpPUAM, KaKk MpoQuib NMpuMeceld, CTaOMIBHOCTb, COBMECTUMOCTH (CO
BCIIOMOTATEJIbHBIMU BEIIECTBAMU, PACTBOPUTEISIMM U MaTepuallaMH YIaKOBKH),
LEJOCTHOCTh (KaKk Ha OWOJOTHMYECKOM, TaK M (PU3UKO-XHUMHUYECKOM YPOBHE),
aKTUBHOCTb U CHJIA JI€MCTBHSI aKTUBHOI'O BELIECTBA,

3) kpuTepuu BHIOOpA 3TAJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOI'O CPEACTBA;

4) B cinydae pas3Nuuyuid mpu pa3zpaboTKe OMOCHUMUIISpa, KOTOphIe 00JamaroT
NOTEHLMATbHBIM BO3JEHCTBUEM Ha €ro 0e30MacHOCTh WM 3(P(HEKTUBHOCTD,
IPEAOCTABIISIOTCS JOMOJHUTENbHBIE JTaHHBIE M0 HMCCIEIOBAHUSAM Ha UBOTHBIX U
KJIMHUYECKUM HUCCIEAOBAHUAM JJI TOTO, YTOOBI 0XapaKTepPU30BATh PA3INYUS;

5) noJIHOE ONMMCAHME U MAKET JAHHBIX MO MPOU3BOACTBEHHOMY IPOLIECCY, HAUMHAs
C pa3pabOTKU BEKTOPOB IKCIPECCUU U OAHKOB KJIETOK, KYJIbTYpPbl/OPOKEHUS KIIETOK,
cOopa, OYMCTKHM, peakuuil Moau(uKanuu, HAMNOJHEHUS KOHTEHHEpPOB i
OaJIK-IPOTYKTa U TOTOBOM JICKAPCTBEHHOU (POPMBI, XpaHEHHUS;

6) uccineqoBaHus, MPOBOJMMBIE B X0J€ (apMalleBTUUECKON pa3pabOTKH s
OTIpeJIeNIeHNs U BaJIUJAIMU JIEKAPCTBEHHON (DOpPMBI, COCTaBa U CHCTEMbI YHaKOBKH/
YKYNOPKH (BKJItOUas UX LEIIOCTHOCTD JJIs MPEIOTBPAILIEHUS] MUKPOOHOTO 3arpsi3HEHUs
);

7) cnenudurkanus OHMocUMIISpa, OTpaXKarIlas U KOHTPOIUPYIOIIAas BaKHBIC
KaueCTBEHHBIEC MMOKA3aTeIu JIEKAPCTBEHHOI'O CPEICTBA, U3BECTHBIE NJIsl ATAJOHHOIO



OMOJIOTHYECKOr0 JIEKAPCTBEHHOI'O CPEJICTBA (Takue KaK HACHTU(UKAIUSA; YUCTOTA;
AKTUBHOCTb;, MOJIEKYJISIpHAsl TE€TEPOT€HHOCTh B IUIAHE pa3MepoB, 3apslia u
ruApooOHOCTH, TAE€ BO3MOXKHO HMX OIpPEACIICHHE; CTENEeHb CHAIUPOBAHUS;
KOJIMYECTBO  OTAEIbHBIX  MOJHUNENTUIHBIX  Lene; TJIMKO3WIMPOBAHUE
(GyHKIIMOHANBHOIM 00JacTH; YPOBHH arperainuu; npuMecu, Takue kak 6emok u JJHK
KJIETKU-XO0351HA);

8) uccnenoBaHus CTaOUIIBHOCTH;

9) pe3ynbTaThl JOKIMHUYECKUX (HEKIMHUYECKHUX) UCCIETOBaHHUI (B OCHOBE
JOKJIMHUYECKUX MCCIECOBAHUN JIEKUT MOJX0Jl, OCHOBAaHHBI HA OLICHKE PUCKOB, W,
TaM TJ€ BO3MOXHO, CJeayeT u30eratb MpOBEIEHUS HCCIECIOBAaHUN HA KUBOTHBIX):
UH-BUTPO KCCJIEJOBAHUS CBSI3bIBAHUS C PEIENTOPOM HJIM KJIETOUYHbIE aHAIU3bl (
HampuMep, aHaIu3 Nnpojudepaniy KJIeTOK WU aHaJu3 [UTOTOKCUYHOCTH) SBISIOTCS
HEOOXOIMMBIMU JTOKJIMHUYECKUMHU HCCIIEJOBAaHUSMU; WH-BUBO MCCIEJOBaHUS Ha
NOJXOJSIIEM BUIE )KUBOTHBIX (HA KOTOpPOM OblIa H3ydeHa (papMakoAMHAMUYECKas U (
WJIN) TOKCUKOJIOTUYECKasi aKTUBHOCTh 3TAJIOHHOTO OMOJIOTUYECKOTO JIEKAPCTBEHHOIO
cpeAcTBa); KpuBas 3aBUcCUMOCTH dPdekTa or 1036l ("mo3za-addext"), onpeneneHue
HayaJdpHONW O€30macHOW J03bl M CXEM IMOBBIMIEHUS J03bl B MOCIEAYIOLIUX
KJIIMHAYECKUX HUCCIEJ0BAHUSAX, UCCIEAOBaHUS (papMaKoJIOTHYECKOl Oe30MacHOCTH;
pe3yabpTaThl KAK MUHUMYM OJIHOTO HCCIEAOBAaHUU TOKCUYHOCTH MPHU MHOTOKPATHOM
BBEJICHUHU, BKJIIOUAsl OLICHKY TOKCUKOKHHETHKH, OIpPEIEIICHHE U XapaKTEPUCTUKU
UMMYHHBIX OTBETOB, B TOM YHCJIE TUTPbl AHTHUTEJN, MEPEKPECTHAS PEAKTUBHOCTH C
TOMOJIOTMYHBIMH 3HJOT€HHBIMU O€JKaMu M HEUTpanu3yrolas CiocOOHOCTb; OLEHKa
MECTHOM MEPEHOCUMOCTH; JaHHbIE TOKCUKOJIOTHYECKUX UCCIEA0BaHUM, BKIIOUAOIINE
OLIEHKY pENpOAyKTUBHOW TOKCHYHOCTH, TE€HOTOKCUYHOCTH, MYTAreHHOCTU U
KaHIIEPOT€HHOCTH (MpU HEOOXOJIUMOCTH) TpeOyeTCsl MPEeIOCTaBIATh B TE€X CIyYasXx,
KOrJa pe3yJabTaTbl HMCCIEAOBAaHUS TOKCUYHOCTU IPU MHOTOKPATHOM BBEJECHHH,
UCCJIEIOBAHUSI MECTHOM MEPEHOCUMOCTH BBISBIISIIOT MOTEHIUAIBHBIE PUCKUA U (HMJIN)
KOT/Ia HU3BECTHBI TOKCHKOJIOTHYECKHE CBOMCTBAa JTAJIOHHOTO OHOJIOTHYECKOTO
JIEKapCTBEHHOI'O CPEICTBa (HampuMep, U3BECTHbIE MOOOYHBIE 3(P(PEKTHI ITAJTOHHOTO
Ouornpenapara Ha penpoOayKTUBHYIO (DYHKIIHUIO);

10) pe3ynbTaThl KJIMHUYECKMX HCCIEAOBAHUM (XapakTep M CIOKHOCTb
pedepeHTHOTO Mpemnapar, CTeNEeHb CXOJCTBa, HaOI0AaeMasi B (PU3HUKO-XUMUUYECKUX,
OMOJIOTUYECKUX MCCIIEOBAaHUAX OyAyT BJIMATH Ha IUIAHUPOBAHUE KIMHUYECKUX
UCCIIEIOBAHUN):

(bapMakoKMHETHUYECKUE UCClieJoBaHUA ((hapMaKOKUHETHUECKHUE UCCIIETOBAHUS IPU
OJIHOKPaTHOM BBe€JIEHUU; (PapMaKOKMHETUYECKHE MCCIEAOBAHNUS IIPU MHOTOKPATHOM
BBEJICHUM MPU HAIWYUU 3aBUCHMOCTH (DApMAaKOKMHETUKH OT 036l U BPEMEHH;



(dhapMakOKMHETUYECKOE CpaBHEHHE OMOCUMUIIApa U peepeHTHOro mpemnapara
BKJIIOYAET BCAChIBAHME, OMOJOCTYNHOCTh, XapaKTEPUCTUKHU BbIBEICHUS (KIUPEHC U (
WJIM) TEPUO/T TTOTYBBIBEJCHNUA ));

dapmakoarHaMuueckue uccienoanus (hapmakoguHamudeckue 3PGeKThl
OLICHMBAIOTCS HA MOAXOJAIICH MOMYJISIUU U C MPUMEHEHUEM J103 U3 KPYTOH 4acTu
KpUBOW 3aBUCUMOCTH J103a-3¢(PEeKT B JOKIMHUYECKUX HCCIETOBAHUSIX;
dapmakoIMHAMUYECKHUE MapKEphl BHIOMPAIOTCS B 3aBHCHUMOCTH OT MX KIMHUYECKOM
3HAYMMOCTH);

CpaBHUTEJIbHBIE KIIMHUYECKHE UCCIEAOBAHMS, BKIIOYAs OLEHKY BUJA, YACTOTHI U
TSOKECTHU HEXKENAaTeIbHBIX SBICHUN/TIOO0YHBIX PEaKIINi;

UCCJIeI0BAHMSI UMMYHOTEHHOCTH Ha 1IEJeBOM Tpynne (CpaBHEHUE YacTOThI U THUIIA
00pa3yomuxcs aHTUTEN ¥ TMOTCHITUATbHBIC KIWHUYECKUE TOCICICTBUSI UMMYHHOTO
OTBeTa JIJIsi OMOCUMUJIIAPA U peEepEeHTHOro Mpenapara; UMMYHOT€HHOCTb UCCIEAYyeTCs
Ha TIOMYJSALHMH TAIlMEHTOB C CaMbIM BBICOKUM DPHCKOM HMMYHHOT'O OTBETa U
UMMYHHBIX TIOOOYHBIX pEaKIHUi; MPEAOCTaBIsSIETCS OOOCHOBAHHE CTPATETHU
ONpE/CIICHUsI AHTHUTEN, BKJIOYas BHIOOpP, OLEHKY U XapaKTEPUCTHUKY METOJIOB,
yCTaHOBJICHHUE BPEMEHMU O0TOOpa Mpod, B TOM YKCIIe HAa UCXOJHOM YPOBHE, OOBEMBI,
00paboOTKy M XpaHeHHE MpoO0, a TaKKe CTATUCTUUYECKHUE METOJbl aHaln3a JaHHBIX;
AHATUTHYECKUE METOJIbI OTIPEICTICHUS aHTUTEN BATUAUPYIOTCS JIJIsT HAMEUEHHOM T1eITH,
OPOBOAUTCS CKPUHUHTOBBIA aHAIM3 JOCTATOYHOM UYYBCTBUTEIBHOCTH METOJIA,
OPOBOJUTCS OINpPEEICHNE HEUTPATU3YIOIIMX AHTUTEN; MEepuoj HAOIIONECHUS NpH
UCCJIEOBAaHUSAX HAa UMMYHOT€HHOCTh COOTBETCTBYET IUIAHHUPYEMOM IJIUTEIbHOCTHU
J€4YeHUs W MPEeArolaraeMoro BPeMEHHU OOpa30BaHMS aHTUTEN, U HE MEHbIIe 12
MECSILIEB, NPU APYrod IIUTEIBHOCTH HCCIENO0BAaHUS MPEACTABISIETCS 00OCHOBAHUE;
OpH 3HAYUMBIX CIydasx 0oOpa3oBaHHs THUTPOB aHTHUTEN, UX CTOUKOCTh B TCUCHHE
OTIpEICTICHHOTO BPEMEHH, MOTEHITMAIbHbIE U3MEHEHHS XapaKTepa UMMYHHOTO OTBETa
U KIWHUYECKHE TOCHeAcTBUA TpeOyeTcss ucciaenoBarb B J0- M IOCHE
pPErUCTPalMOHHBIN IEPUO);

OCHOBHBIE KIIMHUYECKHUE JTAHHBIE MOJIYYal0TCsl C UCTIOIb30BAHUEM JIEKAPCTBEHHOTO
CpEelCTBa, MPOU3BEIEHHOTO ITyTEM OKOHYATEIbHOI0 IPOU3BOICTBEHHOIO MPOLECCa, T.€
. IEKQpCTBEHHOTO CPEJICTBA, HA KOTOPOE IMOJAETCS 3asBJIEHUE Ha IOCYJIapCTBEHHYIO
perucTpanuio;

JUIs TI0OBIX OTKJIIOHEHUH OT ITUX TPEOOBAHUHN 3asBUTENb IMPEICTABISICT
o0OCHOBaHME, M TpU HEOOXOJAMMOCTH, JAHHBIE JTONOJHUTEIbHBIX
(hapMaKOKHHETHYECKUX HCCIECIOBAHUMN, CpPaBHUBAIOMINX (DapMaKOKHHETUIECKHE
npo(duiii JeKapCTBEHHOTO CPEJICTBA C OKOHYATENbHBIM U 00Jiee paHHUM COCTaBOM;

11) cnenudukanuio 0€30MacCHOCTH (C ONMMCAaHWEM BaKHBIX BBISIBICHHBIX U
NOTEHIHAIBHBIX MPoOIeM O0e30MacHOCTH JTaJOHHOIO Ouomnpenapara, Kiacca
JIEKapCTBEHHOTO BellecTBa M (WiM) OWMOCMMUIsApa) U IUiaH (apMakoHaI30pa



OnocuMmIIsipa B TOCTPETHMCTPALIMOHHBIA Mepuoj]; (C ONMUCAaHUEM IUJIaHUPYEMBIX
NOCTPETUCTPALIMOHHBIX MEPONPUATUH M METOJ0B, OCHOBBIBAIOUIMXCS Ha
cnenuukanuu 6€30MacHOCTH, IJaHa YIPaBJICHUS U MUHUMU3AIUU PUCKOB, B TOM
yucie 00pa3oBaTesibHbIe MaTEPHUAIIbI 171l TAMEHTOB U (UJIK) JIeYallux Bpayeil);

12) skcTpanosivpoBaHre JaHHBIX N0 3()PPEKTUBHOCTH U OE30MIACHOCTU C OJJHOTO
TEparneBTUYECKOT0 MOKa3aHUus Ha JIpyroe: eciau pedepeHTHBIN Npernapat uMeeT oosee
OJIHOTO TMIOKa3aHusd K NPUMEHEHUIO, 3asBUTENIb MPEJOCTABISIET OOOCHOBAHUE
OTCYTCTBHUSl KJIMHUYECKUX HCCIeA0OBaHUN 3G(PEKTUBHOCTH U 0OE30MacHOCTH
OMOCHUMWIISIpA MO JPYTUM MOKa3aHUSIM K MPUMEHEHUIO, 10 KOTOPBIM HE MPOBE/ICHbI
KJIMHUYECKHE MCCIIEIOBaHUs OWOCUMUIISpa; B OOOCHOBAHMM OTPAXKAETCS OIBIT
KJIMHUYECKOT0 MPUMEHEHHS, TOCTYINHOCTh JaHHBIX JIUTEpPATyphl, MEXaHU3MOB
JEUCTBHSI aKTUBHOT'O BELIECTBA pe(epeHTHOro mpenapara sl KaKJI0ro Moka3aHus (
BKJIIOYAsi CTENEHb WX JIOCTOBEPHOCTH) M BOBJICUCHHBIX PELENTOPOB; MPU HATUYUU
JOKA3aTeJIbCTB, YTO MPHU PA3HBIX MMOKA3aHUAX K IPUMEHEHHUIO BOBJICKAIOTCS Pa3InYHbIC
aKTUBHBIC IEHTPHl JIEHCTBYIOIIEro BeIIeCTBA pPedEepeHTHOTO Ipenapara ujiu
pa3MyHble PELENTOPbl KIETKH MUILEHH WU YTO Npopuib 0€30MMacHOCTH Mpernapara
paszyMyaercsl Ui pa3sHbIX NOKa3aHWW K IMPUMEHEHMIO, MPEIOCTaBIISIIOTCS JaHHBIE
KJIMHUYECKUX HMCCIENOBAHUN; ISl AKCTPANOIUPOBAHUS JAHHBIX MO 0€30MacHOCTH
ClIelyeT MPUHATh BO BHUMaHUE (DaKTOPHI, CBSI3aHHBIE C MAIIMEHTOM (COMYTCTBYIOIIEE
JIeYeHHe, COMyTCTBYIONINE 3a00JIeBaHUSI 1 UMMYHHBIN CTaTyc), (PaKkTOphI, CBA3aHHBIE C
3a0oneBaHueM (peakiuu, CXOJHbIE C TAKOBBIMHU KJIETOK MHIICHEH); 00beM TaKux
JAHHBIX PACCMAaTPHUBAETCS B CBETE COBOKYIHOCTH JOKAa3aTEIbCTB, MOJIYUYECHHBIX MPH
YCTAHOBJIEHUH COMOCTABUMOCTH OHOCHUMWISIpA M NOTEHUUAJIBHBIX OCTAIOIIHUXCS
HEONPEAECITCHHOCTEM.

6. KoMOuHupoBaHHbIE JIEKAPCTBEHHBIE MPEMapPaThI

J1Jis HOBBIX JIEKQPCTBEHHBIX MPENapaToB, MPEACTABIAIOMNX OO0 KOMOMHAIINIO
JBYX WK 0oJiee paHee U3BECTHBIX aKTUBHBIX BEILIECTB B OJIHOM JIeKapCTBEHHOU opMme
, IPEICTaBIsIeTCA MOJHOE perucTparmonHoe aocke (Moaynu 1-5, Yactu [-IV Ilepeuns
). Monyns 3 unu Yacts Il BriItOUaeT cBeieHus O MPOU3BOJICTBE, KOHTPOJIE KauecTBa,
IPOU3BOJUTENE KaXIOr0 AKTUBHOTO BEIIECTBA, BXOJAIIEr0 B COCTaB
KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MpenapatoB. B Moaynsx 4 u 5 wim Yactax 111, IV
[lepeuHss npencTaBiAAOTCS PpPE3yJbTaThl JOKIMHUYECKUX M KIMHHUYECKUX
UCCIIEJIOBAHUMN 3asIBJIIEMbIX KOMOMHAIIMN aKTHBHBIX BELIECTB.

7. JlekapCTBEHHBIE CPEJCTBA C XOPOIIO U3yUYEHHBIM MEAUIIMHCKUM IPUMEHEHUEM.

K nekapcTBeHHBIM MpemapaTaM ¢ MOATBEPKACHHON 3>(P(HEKTUBHOCTHIO U
IpUEeMIIEMbIM YPOBHEM 0€30MaCHOCTH aKTUBHOE BEIIECTBO KOTOPBIX XOPOILIO U3YYEHO
B MEJIMIHMHCKOM NPUMEHEHHH (K KOTOPBIM OTHOCSTCSI, HallpUMEp, JICKaPCTBEHHbIE
npenaparthbl U3 ChIPbs MPUPOIHOTO MPOUCXOKACHUS (AETOTh OEpPEe30BBIi, 3MEUHBIN S/,
OPOJIYKTHl MYEIOBOJCTBA, MEIUIIMHCKAE MUSIBKH, XK€Yb, MUHEPAJbl) BUTAMUHBI U



BUTaMHUHHO-MUHEPAIBHBIE KOMILJIEKCHI, PACTBOPBI AHTHCENTHKOB (IIEPEKUCH BOAOPOA,
1o/, OpUJIJTMAHTOBBIA 3€JEHbId U Jp.), BOJA AN MHBEKIUH, aacopOeHThl (YroJib
AKTUBUPOBAHHBIA M T.A.), KapMHUHATHBHBIE JIEKAPCTBEHHBIE IpeNaparsl,
JeKapCTBEHHbIE Mpenaparbl W3 TPYINbl pa3apaxaromux (MEHOBa3uH W 1p.),
00BOJIAKMBAIOIIMX CpelCcTB npeacTaBisioTes Moaynu 1, 2 u 3 u Yactu I, 11 [lepeuns.
B Monaynsax 4 u 5 unu Yacrtu 11, IV [lepeunst B moapo6HO# HayuHOM Oubmnorpaduu
YKa3bIBAIOTCS JOKIMHUYECKHE U KIMHUYECKHE XapaKTEPUCTUKH.

JIns moATBEpXKIAEHHUS XOPOLIO M3YYEHHOTO MEIULMHCKOrO INPUMEHEHUS
NPEICTaBIIAIOTCS JaHHbIE:

1) daxTopsl, KOTOpble HEOOXOAUMO YUYUTHIBATh IPHU OIMNPEIEICHUN XOPOILIO
U3YYEHHOT0 MEIUIIMHCKOTO MPUMEHEHHS] KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpeMs, B TEYEHUE KOTOPOTO MCIOJIb3YETCS] AKTUBHOE BEIECTBO B MEAULMHCKOU
IPaKTHKE;
KOJIMYECTBEHHBIE ACIIEKThI UCIIOJIb30BAaHUSI aKTHBHOT'O BEIIECTBA;

4acTOTa Hay4HbIX MyOJMKAalUWA M aKTyaJbHOCTH HMCIOJb30BaHUS aKTUBHOTO
BEILECTBA B TEUECHHUE MOCIEAHUX S5 JIET Nepesa Nojaauveid 3asBieHus (CO CChUIKOM Ha
nyOIMKaIMK B HAyYHBIX UCTOYHHUKAX);

COTJIACOBAHHOCTh HAYYHBIX OLIEHOK.

Jlns onpeneneHuss XOPOIIO M3YYEHHOTO NMPUMEHEHHS Pa3jJuYHbIX aKTUBHBIX
BEILIECTB IPEAOCTABIISIETCS OLIEHKA 3a pasjiMyHble INepuoasl BpeMeHU. Ilepuon
BPEMEHH, HEOOXOAUMBIN JUIsl ONPEACIICHUS XOPOLIO W3YYEHHOI0 MEIUIMHCKOTO
NPUMEHEHHUs] aKTUBHOI'O BELIECTBA, COCTaBisAeT He MeHee 10 jeT ¢ JaThl MepBOTO
CUCTEMATUYECKOT0 U JIOKYMEHTUPOBAHHOIO IPUMEHEHHMS JIEKAPCTBEHHOT'O CPECTBA.

buonornueckue JeKapCcTBEHHbIE IIpenapaTsl U JEKapCTBEHHBIE MTpEnapaTsl, I
KOTOPBIX TpeOyeTcss MPOBEIECHHE HUCCIEJOBAHUM OHOIKBUBAJIEHTHOCTH M (WUJIN)
KJIMHUYECKUX UCCIEI0BAHMI, HE OTHOCATCS K KaT€rOpUH JIEKAPCTBEHHBIX MPENapaToB
C XOPOIIO U3yYEHHBIM TPUMEHEHUEM.

2) mMarepHalibl PETUCTPALMOHHOIO JOChE, MPEICTABICHHBIE 3asBUTEIIEM,
BKJIFOUYAIOT BCE ACIEKThI OLIEHKH 0€30MacHOCTH U 3((HEKTUBHOCTH, COAEPKAT CCHUIKY
Ha 0030p COOTBETCTBYIOILEH JTUTEPATYPhl C YUYETOM IPEN- U MOCTPErUCTPALUOHHBIX
UCCIIEJOBAaHUN U OIyOJIMKOBAaHHOM HAayYHOM JINTEPATYypbl OTHOCUTENIBHO PE3YJIbTATOB
ANUJEMHUOJIOTUYECKUX  HUCCIEJOBAaHUA M OCOOEHHO  CpPAaBHUTEIbHBIX
ANUAEMHUOJIIOTHYECKUX UCCIEA0BAHMIM, BCIO JOKYMEHTAILUIO, KaK TIOJIOKUTEIBbHYO, TaK
U oTpularenbHyto. bubnuorpaduyeckas ccblika Ha Ipyrue MCTOYHUKH JOKA3aTeIbCTB
(moCTperucTpaoOHHbIE HCCIEA0BAHUS, SUAEMUOIOTHYECKHE UCCIIEIOBAHNUs), KPOME
JAHHBIX, KACAIOLIUXCSI METO/I0B KOHTPOJIS U UCIIBITAHUM, SIBISETCS 1OKA3aTeIbCTBOM
6e3omacHOCTH M 3()PEKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa Mpu YCIOBHH, YTO B
PErUCTPALlMOHHOM JI0Ch€ YETKO OOBSCHEHO M OOOCHOBAHO HCIIONb30BAHUE ITUX
UCTOYHUKOB HH(POpPMaLIUU;



3) obocHOBaHWE JOKA3aHHOT'O MPUEMIIEMOTO YPOBHS OE€30MAaCHOCTH W/WIU
3 PEKTUBHOCTH, HECMOTPS Ha OTCYTCTBUE HEKOTOPHIX MCCIICI0BaHUM;

4) B NOKIIMHUYECKUX W/WIM KIMHUYIECKUX 0030pax 00BICHUTH 3HAYMMOCTD JTFOOBIX
MPEACTABICHHBIX JaHHBIX, KAaCAIOIIMNXCS YK€ 3apEeTUCTPUPOBAHHOTO JICKAPCTBEHHOTO
npemnapara, OTJIUYHOTO OT TOT0, KOTOPBIM TMpeaiaraeTcss K perucTpalumu.
[IpencraBnsiercss 00OCHOBaHWME MO TMOBOJAY TOTO, MOXHO JIM 3asiBICHHBIN
JEKapCTBEHHBIM MpenapaT CUYUTaTh MOJOOHBIM YK€ 3aperuCTPUPOBAHHOMY
JIEKapCTBEHHOMY Ipernapary, HECMOTPS Ha CYIIECTBYIOIINE Pa3TUYMS;

5) MOCTPETUCTPAIIMOHHBIA OMBIT UCIOJIB30BAHUS COJECPKUT UHPOPMAILIUIO 00
UCIIOJIB30BAaHUU JIPYTHX JIEKAPCTBEHHBIX IMPENApaToB, COAEPKAIIUX TE K€ AKTUBHBIE
BELIECTBA;

6) meproAUYECKUl OOHOBJISAEMBIM OTYET MO OE30MACHOCTH JICKAPCTBEHHOTO
npenapara 3a 1mocjaeHue 5 JeT C MOMEHTa PEerucTpalliy B CTpaHe MPOU3BOJIUTENS JI0
MO/Ia4y 3asIBJICHUS 3apyOCKHBIMU TTPOU3BOIUTEIISIMH.

8. PacTuTenbHbIe IEKapCTBEHHBIE TIPETIApPaTHI

JI1s1 SKCIIepTU3BI JIEKAPCTBEHHBIX MPENapaToB PaCTUTEILHOTO MPOUCXOXKICHUS
NPEOCTABISAIOTCS ~ PE3yJIbTAaThl  COOTBETCTBYIOIIUX  (PApMaKOJIOTHYECKUX,
TOKCUKOJIOTMYECKUX W KIMHUYECKUX HCCIe0BaHUN. MaTepuanbl U JOKYMEHTHI IO
JOKJIMHAYECKUM (HEKIIMHUYECKUM) U (UJIM) KIIMHUYECKUM HUCCIIEIOBAHUSM BKIIOYAIOT:

MaTepuaibl TOKIMHUYECKUX (HEKJIMHUYECKUX) UCCIIEIOBaHUM crienuduuecKkoit
AKTUBHOCTH;

MaTepHalibl UCCIIEIOBAHUS OCTPON U XPOHUYECKON TOKCUUHOCTH;

JTAHHBIE O MECTHO-Pa3IpakarolleM JIeUCTBUY;

JAaHHBIE 00 AJJIEPTU3UPYIONIUX CBOMCTBAX;

OTBIT KJIMHUYECKOTO MPUMEHEHHUS B CTPaHE-IIPOU3BOUTENIE WU APYTUX CTPAHAX.

[Ipu 3TOM Matepuasibl OTHOCUTEIBHO KaU€CTBEHHBIX aCMEKTOB JIEKAPCTBEHHOTO
npenapara npeaoCTaBISIOTCS B TIOJTHOM 00BbEME.

Jly1st cOOpOB JIEKApCTBEHHOTO PACTUTEIHLHOTO CHIPHs, (PUTO-4aeB MPEOCTABISICTCS
0030p HAYy4YHOU JIUTEpPATYypPHI MO JEKAPCTBEHHBIM PACTEHUSAM, BXOISIINUX B UX COCTaB.

9. 'omeonaTnyeckue npenaparsl

3asBUTENb JJISI SKCIEPTU3bl FOMEONMATUUYECKUX MPEnapaToB MPeCTaBIsET
JOKYMEHTBl MU MaTepuajbl, BKJIOUaromue uHpopmanuio no Moaynsm 4 u 5 wiu
Yacrawm I u IV Ilepeuns:
- sl TOMEONaTHYECKUX MpernapaTroB, COOTBETCTBYIOIIUX BCEM
HUKETIEPEUUCIIEHHBIM YCIOBUSIM B KOMILJIEKCE:

- Ipenaparsl MpeIHa3HAYeHbI 1JIs IEPOPATBLHOTO WIM HAPY>KHOTO TPUMEHEHUS;

- Ha HTUKETKE JICKAPCTBEHHOTO Mpemnapara Wiu JII000H OTHOCSUIECHCS K HEMY
uHpopmanuu HE NPUBEICHO KOHKPETHOTO TEpPaneBTHYECKOTO IMOKa3aHUsd K
MPUMEHEHHUIO;



- CTETIEHb PACTBOPEHHMS JIEKAPCTBEHHOIO Mpernapara siBAsSETCs] 10CTaTOYHON ISt
rapaHThUM €ro Oe30MacHOCTH; B YACTHOCTHU, JIEKAPCTBEHHBIN Mpenapat HE MOXKET
conepxathb O0osee 1 wactu Ha 10 000 yacTeit maTounoro pactBopa wiu 6osee 1/100
MUHUMAJIBHON J103bl, NMPUMEHSIEMONW B ajIONaTUM B OTHOIICHUU JIE€UCTBYIOIIETO
BEILIECTBA, HAJTMYUE KOTOPOTO B AJUIONMATHYECKOM JIEKAPCTBEHHOM Mpenapare TpeoyeT
00s13aTeILHOT0 HAMW4Us perenrta Bpaya, 1 Moaynei 4 u 5 unu Yacreit 111 u IV
[lepeuns npeaocTaBiIAIOTCS 0030p AAHHBIX HAYyYHOU JIUTEpaTypbl 00 3 (HEKTUBHOCTH
1 6€30MaCHOCTH TOMEOTATHYECKOTO IIpernapara B 3asBIsIEMON 001acTi MPUMEHEHUS;

- JUTsl HOBBIX TOMEOTIaTUYECKUX MPEnapaToB, HE YIOMUHAEMBIX B (papMakornesx u
MoHOTpadusax; sl KOMOMHUPOBAHHBIX TOMEOIMATHYECKUX IMPErapaToB, KOTOPHIE
MOTYT IPUBECTH K BO3MOXKHBIM B3aUMOJIEHCTBUSIM, CHHEPTeTHYECKUM (D dekTam uiu
aaIUTUBHBIM d(d@eKTaM pa3INYHBIX HWHTPEIUCHTOB; [JII TOMEOMaTHYCCKUX
npenaparoB, UHIPEAUEHTHl KOTOPBIX MPEICTABISIOT PUCK TOKCHUUYECKUX WA JIPYTUX
HEOIaronpusITHBIX BO3JCHCTBUI, OCOOEHHO KOT/Ia MHIPEAUEHTHI KOHIEHTPUPOBAHBI
WM TIPEJCTABICHbl B HU3KUX pa3BelneHusix (Hampumep, 1X, 2X unu 1C), unu He
KOHTPOJIMPYIOTCS JOJDKHBIM — 0o0pa3oM B MpoIlecce MPOU3BOJACTBA; IS
rOMEONATUYECKUX MPENnapaToB, MPEIHA3HAYECHHbBIX JIJI1 UHBEKIUN U ISl IPENapaToB,
IPUMEHSIEMBIX B O(PTaIbMOJIOTUH; MPEeIHA3HAYCHHBIE I UCIOJIB30BAHUS C IETbI0
npopUIAKTUKH WM JICYCHUS CEPhE3HBIX 3a00JI€BaHU; JII TOMEOMAaTHYECKUX
npenaparoB, NpeAHA3HAYEHHBIX JUIS YA3BUMBIX TPYI HaceleHus (Hampumep,
HOBOPOXKJICHHBIC W JICTH, OCpPEMEHHBIC U TOXUJIIbIE, MAIUCHTHI C OCIAa0JECHHBIM
UMMYHUTETOM U 1p.): 11 Moayns 4 unu Yactu II1 [lepeuns npenctaBisioTcs JaHHbIE
TOKCUKOJIOTHUUECKUX, UCCIEOBAHUM (B Cilydae cojiepxaHusi HHOEKIIMOHHOTO areHTa
MOATBEPKJACHUE HCCIEAOBAaHUEM OHOJIOTHYECKOW 0e30macHOCTH), OOOCHOBaHHE
noA0O0pa pa3UYHBIX MOTCHIUM, JAHHBIC KIMHUYECKOTO OIbITa MPUMEHEHUS; s
Moayns 5 wim Yactu VI IlepedHss mnpeacTaBisSIOTCS JaHHbIE KIMHHUYECKUX
uccienoBauii 00 3p(HeKTUBHOCTH U 0€30MaCHOCTH FOMEONAaTHYECKOro Mpenapara B
3asABIIIEMOM 001aCTH IPUMEHEHHS M 000CHOBaHHUE 1T000pa Pa3INnIHBIX JO3UPOBOK.

oO11asi xapaKTEepUCTHKA JIEKAPCTBEHHOTO Mpernapara U HHCTPYKLIHIO IO
MEUIIMHCKOMY TMPUMEHEHHUIO (JIMCTOK-BKJIABIINI) C YKa3aHUEM, YTO JIEKAPCTBEHHOE
CPEIICTBO SIBJISIETCS TOMEOIATUYECKUM MPEnapaToM.
10. ButamuHbI, MUHEpAJIBI
JInst sKCTepTr3bl JIEKAPCTBEHHBIX CPENICTB, COAEPKAIIMX BUTAMUHBI U (WIIN)
MPEJCTABIISIIONINX COO0M KOMILUIEKC BUTAMHUHOB U (MJIM) BUTAMHUHOB U MHUHEPAJIOB,
3asiBUTEIIb MPEJICTABIISIET OJIUH U3 HUKECIEAYIOUUX JOKYMEHTOB U MaTEPUAJIOB:

1) Gubnauorpadudeckuit 0030p JaHHBIX TTO O€30MACHOCTH JIEKAPCTBEHHBIX CPEJICTB,
BMECTE C OTUETOM JKCIEPTa, BKIF0Yas HHPOPMAIHIO 00 DKCIIEPTE;

2) Hay4Hble TyOJIUKAIIMK HA 3asBJISIEMbIi Mpernapar;

3) naHHbIE UCCIEOBAHUM OCTPOM U (MJIM) XPOHUYECKON TOKCUYHOCTH.



11. PagnodapmaiieBTu4eCKue mpemnapaTsl

Jlist skenepTu3bl paguodapMalieBTUYECKUX MpenapaToB U UX MPEKypcOpoOB B
Monayne 3 unu Yactu II Ilepeuns mpencTaBisIIOTCS TOKYMEHThI M MaTepHUalbl,
BKJIIOYAIOIIKE CIEAYIONIYIO CIeluPUIecKyt0 HH(HOPMAIIHIO:

1) B paguodapmaineBTHUIeCKOM HaOOpe, KOTOPHIN CHAOXKaeTcs paguoaKTUBHOM
METKOM IMOCJE MOCTaBKU MPOU3BOJIUTENIEM, 32 AKTUBHOE BEIIECTBO MPUHUMAIOT YacTh
HaOopa, NpeIHa3HAUYCHHYIO JUIs IEPEHOCA WM CBSA3BIBAHMS paJuoHyknuaa. Onucanue
MeToJa MPOM3BOJCTBA paguodapMaleBTUICCKOr0 Habopa BKIIOYAET MOIAPOOHBIE
JAaHHbIE IO MPOU3BOJCTBY HaOOpa M JaHHbIE PEKOMEHJyeMOW OKOHYATEJIbHOU
00paboTKM JAJi1 MPOU3BOJCTBA PAJMOAKTUBHOIO JIEKAPCTBEHHOTO IIpernapara.
TpeOyemble crienrpuKauu paguoOHYKJINAA ONHUCHIBAIOTCS B COOTBETCTBHUM, €CIIU
IPUMEHHMO, C OOIIeld WM 4YacTHOW cTaThel (MoHorpadwueit) ['ocymapcTBeHHOU
®dapmakornien PK, nubo npu oTCyTCTBHMU Takux cratedt (MoHorpaduii) — ctaThiaMm (
MoHorpadpusMm) QapMakonel, NPU3HAHHBIX JEHUCTBYIOUIMMH Ha TEPPUTOPUHU
Pecniy6nuku KazaxcraH.

B nononnenue, cienyeT onucath BCe COCIMHEHMS], HEOOXOUMBIE ISl BBEACHUS
PaIMOAKTUBHOM METKH, a TAKKE CTPYKTYPY COEAUHEHUS C PAAMOAKTUBHON METKOM.
AHanu3UpyIOTCA AIepHbIE PEaKUU PAAUOHYKIUIOB.

Kak mMarepuHCKU, Tak W JOYEPHUN PAJUOHYKIIHUABl T€HEpATOpa CUUTAKOTCA
AKTUBHBIMU BEILIECTBAMU;

2) cBeleHUS O MPUPOJE PAAUOHYKINIA, TOJIUHHOCTH HM30TOIA, BO3MOXKHBIX
IPUMECSX, HOCUTEINE, TPUMEHEHUH U CHEIU(UIECKON aKTUBHOCTH;

3) ucxoHbIe MaTepuasbl BKIOYAIOT LEIEBbIE MaTEpUANbI ISl O0ITyUeHUS;

4) paccMOTpeHHE XMMHYECKON/paJuOXMMUYECKON YHCTOTHI U €€ CBA3b C
OuopacnpeeieHUeM;

5) onucaHue pPaAUOHYKIUJHON YUCTOTHI, PAAUOXMMHUYECKOW YUCTOTHI H
cnenupuyecKor akTUBHOCTH;

6) nnd TeHepaTopOB MPEACTABIAIOTCA MOAPOOHBIE JaHHBIE HCIBITAHUM
MAaTEpPUHCKUX M JOYEPHUX pAAUOHYKIHUAOB. J[lIsi TreHepaTopoB-3JIH0ATOB
MPEACTABIAIOTCS UCIBITAHUS MATEPUHCKUX PAMOHYKIHUIOB U JIPYTUX KOMIIOHEHTOB
CHUCTEMBI TEHEPATOPA;

7) coaepx)aHHE AKTHBHBIX BELIECTB HA OCHOBAHMHM MacChl aKTMBHOM 4YacTH
MOJIEKYJIBI TPUMEHSIETCS TOJIbKO K pagauodapmarieBTHYecKuM Habopam. s
PAAMOHYKIIMJIOB PAIMOAKTUBHOCTh BBIPAXKAETCA B OEKKEpPEeIX, C YKa3aHUEM JaThl U,
€cJii He0OXO0JMMO, BpEMEHH U 4aCOBOTO IM0sca. YKa3bIBaeTCs TUI PaJUOKTUBHOCTH;

8) crmenuduKkauuu JEKapCTBEHHOrO IMpernapara, SBISIOIIErocs
paanodapMaleBTHYECKUM HaOOPOM, BKIIIOUAIOT UCIIBITAHUS CBOMCTB Ipemapara 1mocie
BBEJCHUS PAJUOAKTUBHON METKH, COOTBETCTBYIOIIME KOHTPOJIN HA PATUOXHUMHUYECKYIO
U PAJUOHYKIUJHYIO YHUCTOTY COEJUHEHHUS C paJuOaKTUBHON MeTkoH. JlroOoi



MaTepuaj, HEOOXOJUMBIM sl BBEACHHUS pPaAMOAKTUBHON METKH MOIJIEKUT
YCTAaHOBJICHUIO NTOJJIMHHOCTH U KOJIMYECTBEHHOMY OIPENEIICHHIO;

9) undopmanus o cTaOMIBLHOCTH ISl U30TOMHBIX I'€HEPATOPOB, M30TOMHBIX
HAa0OpOB M JIEKApCTBEHHBIX IpENnapaToB C PaJMOAKTUBHOM METKOM. YKa3bIBaeTcs
CTaOMJIBHOCTh TPH HCIOJIB30BAHUHU paguodapMaIieBTUYECKUX JIEKapCTBEHHBIX
[IpenapaToB B KOHTEMHEPaX il MHOIOPAa30BOI'0 UCIIOJIb30BaHUS.

B Monayne 4 nnn Yactu 111 Ilepedns ykas3pIBarOTCs aCNEKThl paJIHalMOHHOU
JO3UMETPHH (IeiCTBUE U3TyUYEeHUs Ha opraH/TkaHb). [lokazaTenb moriomeHHol 10361
U3JIyYEHUS PACCUUTHIBACTCS C YKA3aHUEM CHUCTEMBI MCIIOJIb30BAHHBIX MEXIYHAPOIHO
IIPU3HAHHBIX €IMHUL] U3MEPEHMS IIPU ONIPEIEICHHOM IIyTH BBEIACHUS.

B Moayne 5 nim Hactu IV Ilepeuns, eciu NpUMEHHUMO, NPEACTABIISIOTCS
pe3yNbTaThl KIMHUYECKUX HCIBITAHUN WM MPUBOJUTCS B KIMHUYECKHX 0030pax (
Monyib 2) 000CHOBaHHE UX OTCYTCTBUSI.

B cnydae paguodapmanieBTHUECKOro nmpeKypcopa, NpeIHa3Hau€HHOIO TOJIBKO IS
BBEJICHUS PAJUOAKTUBHBIX METOK, MPEXkKIE BCEro MpeAcTaBiseTcss MHdopmaius o
BO3MOKHBIX  IOCJEACTBHUSX HEAOCTATOYHOM 3(PPEKTUBHOCTH  BBEACHUS
PaAMOaKTUBHBIX METOK WMJIM JHCCOLMALMU 1N VIVO KOHBIOTATa C PaJuOaKTUBHOMN
METKOM, T.e. BOIPOCHI, CBSI3aHHbIE C JAEHCTBHEM CBOOOJHOTO PAJUOHYKIWJA Ha
HanueHToB. B jomonHeHue, mpeacTaBiseTCs COOTBETCTBYIOIIAs HHGOpMaIus
OTHOCUTENBHO (PAKTOPOB PHUCKA, T.€. PAJUOAKTUBHOIO BO3ACHCTBUS Ha IEPCOHAN
OOJBLHUIIBI M OKPYKAIOIIYIO CPEITy.

B wactHOCTH npeacTaBisieTcs caeayroumas nHpopManus:

ITonoxennsa Moayns 3 nnm Yactu II [lepeunsa npuMeHSIOTCSA IIPU PETUCTPALUN
paanodapMaleBTUYECKUX MPEKYPCOPOB, KaK YKa3aHO BBILIE, €CIIH IPUMEHUMO.

B Monyne 4 unu Yactu III IlepeyHss OTHOCUTENBHO TOKCHYHOCTH NPHU
OJHOKPAaTHOM M MHOIOKPaTHOM BBEIECHHUM NPEACTABIAIOTCSA PE3yabTaThl
NOKJIIMHUYECKUX MCCIEIOBaHNM, IPOBEACHHBIE B COOTBETCTBUM C IIPaBUIIAMHU
HaAJeXaIei 1ab0paTOpHON MPaKTUKH.

HccenenoBanys Ha MyTareHHOCTb PaJMOHYKIINIOB HE CUMTAKOTCA IIPUMEHUMBIMU B
JAHHOM KOHKPETHOM CIIy4ae.

[IpeacraBisieTcs MHPOpPMaLUsl OTHOCUTEIBHO XMMUYECKONM TOKCHUYHOCTH U
pacrpeieneHrsi COOTBETCTBYIOMIETO "X0JIOAHOTO" (HE CoJepKaIlero paauoaKTUBHBIX
BEIIIECTB) HYKJIUA.

B Mopyne 5 win Yactu IV Ilepeuns knmuHuyeckas nHGopMaius, NolydyeHHas B
X0/ KIIMHUYECKUX UCCIIEIOBAHUN C MCIOJIb30BaHUEM MIPEKypcopa camoro 1o cebe, He
CUMTAeTCs 3HAYMMON B ciydae paauodapManeBTUYECKOIO IpeKypcopa,
IPEAHA3HAYECHHOTO UCKIIFOUUTENBHO JUUIS BBEAEHUS PAAUOAKTUBHON METKH.



[IpencrasnsieTcs nadopmaIus, MOATBEPKIAONIA KIMHUIECKYIO () PEKTUBHOCTD
panrodapMalieBTUYECKOT0 MpeKypcopa TMpU MNPUCOSIUHEHHH K MOJIEKyJiaM
COOTBETCTBYIOIIETO HOCUTENS.

12. Opdannbie IeKapCTBEHHbBIE MpeTrapaThl

[Ipu skcmepTrze opdaHHBIX TPENapaToB MOJIOKUTEIHHOE 3aKIIOUCHHUE O
0€30MacHOCTH BbIJACTCS 0] 003aTENBCTBO 3asIBUTENS HA YCIIOBUSX:

1) BBIMOSTHEHUS B ONIPEICIICHHBIE CPOKH OTPEICTICHHON MPOTPpaMMbl UCCJIEIOBAHUIN
, PE3yJIbTaThl KOTOPBIX OYAYT SIBISITHCS OCHOBAHUEM JIJISI TIEPEOIEHKH COOTHOIIEHUS "
MOJIb3a-PUCK";

2) mpuMeHEeHHs JIEKapCTBEHHOTO Ipemnapara o1 CTpOTUM HaOJII0ICHHEM Bpaya;

3) HEeMeIJICHHOTO YBEJOMJIEHHUS TOCYIapCTBEHHOIO OpraHa o JIOOBIX MOOOYHBIX
JEUCTBUSIX, BOSHUKIIIUX MPU MPUMEHEHUH Op(aHHOTO Tperapara, U MpearpUHATHIX
Mepax.

B mnepuona BHINOJHEHUS] MOCTABICHHBIX YCIOBHUM SKCIEpTHAs OpraHu3alus
MPEIOCTaBISIET B TOCYJAPCTBEHHBIN opraH HH(QOPMAIIKIO, TOJIYyYaeMyI0 OT 3asBUTENS
0 TIPOBEJCHUU ONPEACICHHON MPOrpaMMBbl UCCIICIOBAHUM JIsSI €XKETOTHOM MEePEOIeHKN
COOTHOIICHUS "TONIb3a-PUCK" JIJISl 3aPETUCTPUPOBAHHOTO TaKUM 00pazoM opdaHHOTO
npemnapara. MHCTpyKUMS 1O MEIUIMHCKOMY NMPUMEHEHUIO W JApyras MeIullMHCKAas
uH(bOpMAITS 0 3aPETUCTPUPOBAHHOM TaKMM 00pa3oM op(aHHOM MpenapaTe COASPKUT
YKa3aHUs O HEJOCTATOYHOCTH JIaHHBIX.

13. JIekapcTBEHHBIE IpenapaTsl IEPEIOBOM TEPANIUN

Marepuanbl pEeTUCTPALUOHHOTO JOChE [JISI BBICOKOTEXHOJOTHYECKHX
JIEKAPCTBEHHBIX MPENApaToOB COOTBETCTBYIOT pazaeny 4 ITpaBun Ne 78

14. Tpauchep

[Ipu skcnepTH3e JeKapCTBEHHBIX MPEMapaToB, MPOU3BOAUMBIX Ha OCHOBE MOJHOTO
nepeHoca (Tpancdepa) MPOU3BOJACTBEHHBIX U TEXHOJOTHYECKHX IIPOIIECCOB, K
PErUCTPAIMOHHOMY J0ChE JOMOJHUTEIBHO MPEOCTABISIOTCS CAEAYIONINE TOKYMEHTBI

1) noroBop 0 mepeHoce NPOU3BOJACTBEHHBIX U TEXHOJIOTHYECKUX MPOIECCOB MEKITY
OTEUYECTBEHHBIM MPOU3BOUTENIEM U 3apyOEIKHBIM MPOU3BOAUTENIEM;

2) OTYeT Mo pe3yJibTaTaM MPOBEIEHHOT0 TpaHcdepa, BKIIOUYAIOIIETO OMHCaHUE
npoekta TpaHcdepa, macmTad TpaHcdepa, KpUTHUECKUE TapaMeTphl, MOJTYyUYCHHBIC
OCHOBHOM U JIOTIOTHUTENILHOMN TUIOMIAKaMU, 3aKITFOYUTENIbHBIE BRIBOJIBI TpaHcdepa;

3) o BaJuAanuU MPOU3BOJCTBEHHBIX NPOILECCOB HAa OTEYECTBEHHOU
IIPOU3BOACTBEHHOM TIOIIAJIKE;
4) 0 MOATBEPKAEHUM TOTO, YTO KAYECTBO HMCXOJHOTO CHIpbs (aKTHUBHOMU
CyOCTaHI[MU, BCIIOMOTATEJbHBIX BEIIECTB), HMCIOJB3YEMOI0 Ha OTEYECTBEHHOI
IJIOIIAJIKE HE BIUSAET HA MPOLECC UM TOTOBBIA MPOAYKT;



5) O KOHTPOJIO KayecTBa IPenaparoB, NMPOU3BOAUMBIX Ha OTEYECTBEHHOM
OPOU3BOJCTBEHHON TJIOMIAAKE, M TpenapatoB 3apyO0eKHOro MpPOU3BOAUTENS
OCYIIECTBISICTCS TO OJHOW creruduranu (OJUHAKOBBIA MPO(UIb MpPUMECEH,
(dapMaKkOKMHETHUECKUI NMPOPUIL PACTBOPEHUS (111 TBEPABIX JIEKAPCTBEHHBIX (POPM)
Y UH-BUTPO UCCIIEI0BAHNUA);

6) OTUeTHI UCCIIEN0BAaHNN OMOIKBUBAJIEHTHOCTH UM KJIMHUYECKHUX HCCIIEI0OBaHUIMI
JIEKAPCTBEHHBIX IIPENapaToB, MPOU3BEACHHBIX HA IPOU3BOCTBEHHBIX IUIONIAKAX BHE
Kazaxcrana (B cmydae oTcyTcTBHSI — 000CHOBAHUE).

[Ipu nmomHOM mepeHoce (TpaHcdepe) TPOU3BOACTBEHHBIX U TEXHOJIOTUUECKUX
IPOLIECCOB 3asBUTEb 00ECTIEYUBAET MOJIHOE COOTBETCTBUE YCIOBUMN NMPOU3BOJICTBA U
CUCTEMBbI OOecrieYeHHusl KauecTBa Ha MPOM3BOJACTBEHHOM IJiomaake B PecnyOnuke
Kazaxcran ycnoBusM MNpOU3BOJCTBA U CHUCTEeME OOecreueHHus KadecTBa
IIPOU3BOJCTBEHHOM IIomanky BHe Kazaxcrana.

15. Ilepeperucrpanms

1. 3asgBuTenp mojaeT 3asgBJICHHE HA NPOBEICHUE HKCIEPTU3BI JUISA
NEPEPETUCTPALIMH 1O OKOHYAHHUSI IEVCTBUS PETUCTPALMOHHOIO YAOCTOBEPEHUSI.

2. Ha skcnepTu3y npu rocy1apCTBEHHON MEPEPEruCTpalvM JEKAPCTBEHHOIO
cpeacTBa npousBoauTensiMu PecnyOnuku Kazaxcran npenocrapisitorcs yactu [ u 11
[lepeuns npunoxxenus 2 xk HactosmuMm [IpaBunam, 3apyOeKHBIMU TPOU3BOAUTEISIMU
npenocrasisaoTces Moaynu 1-3 cornacHo npunoskeHuro 3 x Hacrosmum 1Ipasunam.

JHomnonuuTensHo npousBoauTensiMu PecriyOnuku Kasaxcran u3 Yactu IV Ilepeuns
COIJIaCHO TMpHWIOXKeHHUo 2 K HacrosmuM IIpaBunam u  3apyOexHBIMU
IPOU3BOJUTEISIMU M3 Moayns 5 cOorimacHO NMpUIIOKEHUI0 3 K HacTosmuM [IpaBunam
IIPEAOCTABIAIOTCS:

1) OT4ETHI NOCTPErUCTPALUOHHBIX KIMHUYECKUX UCCIET0BAHUM 3(PPEKTUBHOCTU U
0€30MacHOCTH B COOTBETCTBUU C IJIAHOM yIPABJICHUS PUCKAMU;

2) mepuoOaUYECKUA OTYET MO 0€30MaCHOCTH 3a IMOCIEIHHUE 5 JIeT HaXOXKICHUs
JIEKapCTBEHHOTO Mpemnapara Ha (apmareBTuueckoM poiHke Pecy6muku Kazaxcran ¢
KPaTKUM ayTEHTUYHBIM IEPEBOJAOM C sI3bIKa IPOU3BOAUTENSA HA PYCCKHM S3BIK
OCHOBHBIX Pa3/eIIOB.

16. BHeceHHEe N3MEHEHUI B PETUCTPALMOHHOE JJOChE

1. BHECEeHHe U3MEHEHUI B PETUCTPALIMOHHOE JOChE OCYILECTBISETCA OO MOAAYN
3asIBJICHUS Ha MEPEPETUCTPALIMIO B COOTBETCTBUU C TpeOoBaHUsAMU HacTosmux [IpaBun
. IIpu BHECEHNM U3MEHEHU B perucTpaiuoHHoe aocbe tuna IA, Ib unu 1l 3asBurtenem
OpEeIOCTaBIISIETCA  MOSICHUTENbHAs  3amucka, cojep)kamas 00OCHOBaHHUE
HEOOXOAMMOCTH BHOCHMBIX U3MEHEHUH.

Ilomaya 3asiBIeHMS HA DKCIIEPTU3y BHECEHUS U3MEHEHUM B PETUCTPALMOHHOE
JOChE OCYLIECTBISIETCA 3asBUTEJIEM B TEUEHUE JIBYX MECALEB MOCIE YTBEPKICHHUS



BHOCUMBIX M3MEHEHUN B CTPAHE MPOU3ZBOIAUTEIISI WIN AEPHKATENs PETUCTPALIMOHHOTO
YAOCTOBEPEHMUS.

2. Ilpu BHECEHHIT NI3MEHEHUN B PETUCTPAlMOHHOE A0che Thna Il:

- mo nyHkram b.I npenocrtasnsiercsa nepeuenb gqokymenToB Yactu I, II [lepeuns (
obHoBeHHbIEe pa3nenbl | A7 - JIokyMeHT, MOATBEPKAAIOIINN Ka4YeCTBO aKTUBHOTO
BelecTBa (cepTUdUKAT aHaln3a 3-X CepHil akTUBHOU (papMalieBTUYECKOM cyOCcTaHIIUU
OT MPOU3BOJUTEIS, CEPTU(PUKAT aHATIM3a CYOCTaHIIMU OT MIPOU3BOAUTENISA, CEPTU(PUKAT
cooTBeTCcTBUS MoOHOTpaduu EBpomeiickoit ®apmakomnen, NPOTOKOJ aHAIN3a,
AHAJTUTUYECKUN MACMOPT JAHHBIE MO M3YYEHUIO CTAOMIBHOCTH FOTOBOTO MPOAYKTa
IpU  JOJTOCPOYHBIX U YCKOPEHHBIX YCIOBHUSX W3YYCHHUS CTAOMIBHOCTH C
UCIIOJIb30BAaHUEM 3asBIIIEMON CyOCTaHLIMU 32 MEePUO Kak MUHUMYM 6 Mecsies.) u 11
C 1 - akTuBHas CyOCTaHIHMS B COOTBETCTBHU C BHOCHUMBIMH W3MCHCHHUSIMH) WIIH
Monyns 3 Ilpunoxenus 3 (oOHOBIeHHBIE pa3nenbl 3.2.S u 3.2.P B COOTBETCTBUU C
BHOCUMBIMHU U3MEHEHUSIMH );

- mo mynkTtaMm b.II npenocTraBnsercs nepedeHs qokymeHToB Yactu I (0OHOBIEHHBIN
pasgen I A8 - JIoKyMeHT, NOATBEPKAAKOIINN KAYECTBO TOTOBOTO MPOAYKTa TPEX
IPOMBINIJIEHHBIX Ccepuil (cepTudUKaT aHanu3a, MPOTOKOJ aHaNIHW3a), OJAHA Cepus
KOTOPOr0 COBHAJAaEeT C cepueil oOpaslia JIEKAPCTBEHHOI'O CPEJCTBA, MOJAHHOIO Ha
pErUCTpalMi0 B COOTBETCTBUU C BHOCUMBIMH u3MeHeHusimu) u Il Ilepeuns unum
Monyne 3 Ilpunoxenuss 3 (oOHOBJeHHBIE pa3fensl 3.2.P B COOTBETCTBUHU C
BHOCUMBIMU U3MEHEHUSIMH ).

17. YckopeHHas 3kcnepTru3a JEKapCTBEHHOTO CPEACTBA

[Ipy mpoBeleHUH YCKOPEHHOW MHpOLEAypbl HE CHUXKAIOTCA TPEOOBaHUS K
0e30macHOCTH, KaueCTBY U 3(PHEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

Y cKopeHHas dKCIepTHU3a Ha JIEKAPCTBEHHBIE CPEICTBA IPOBOJIUTCS B CIyYasIX:

npeHa3HAYCHHS JICKAPCTBEHHBIX CPEJCTB ISl TPOQPUIAKTUKH, JICUCHUS,
JTUArHOCTUKH PEIKUX 3a00JIEBAHMIA;
MPENOTBPALLICHUS YPE3BbIUANHBIX CUTyalluld, BOSHUKHOBECHUS U YCTPAHECHUU
MOCJICICTBUN SNTUAEMUH, MAaHAEMUH UHPEKIUOHHBIX 3a00JIeBaHUM;

JEKapCTBEHHBIX CPEACTB, YYaCTBYIOUIMX B NPOLENYPE COBMECTHOMU
npekBanudukanuu BO3, ocymectsisierca B coorBeTcTBuu ¢ [Ipunoxenuem 8 Cepun
Texanueckux noknanoB BO3, Ne 996., 2016 r. "[Iponieaypa cOBMECTHOM pernCTpalun
MEXJAy TpYINol IO NOpPeABAPUTEIbHOM OlEHKE BcemupHOW opranuzanuu
3npaBooxpanenus (BO3) n HauMoHanbHBIMHM OpraHaMH PETyJIMPOBAHUSA JIJISl OLICHKU U
YCKOPEHHOM HAIIMOHAJILHOUN perucTparuu GpapMareBTUIeCKuX MPOITyKTOB U BaKIUH,

MPOIICIINX peaABapUTEIbHYI0 kKBanudukamnmuo BO3".
IIpunoxenue 5
k IIpaBunam nmposeneHus
OKCIIEPTU3LI JICKAPCTBCHHBIX CPCIACTB



CranpaapT rocyapcTBeHHOM yciyru "Breiaga 3aKmodeHus 0 0€30I1acCHOCTH,

KadecTBE ¥ 3(PPEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB M METUITMHCKUX W3HCIIHI
"

PecryOnukaHCKOe rOCyIapCTBEHHOE MPEANPHITHE Ha IPaBe XO35SHCTBEHHOIO
BefeHus "HauMoHaNbHBIM LEHTP OKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB,

HaumenoBanue o
1 MeauIMHCKUX n3aenuid” KoMmurera KOHTposs KauecTBa M 0€301IaCHOCTH TOBApOB U
yciyrogaTens
yciyr MunHcTepeTBa 3apaBooxpaHeHus PecrmyOnmukm Kazaxcran (mamee —
YCITyTOIaTelNh)
Cnoco0sl
5 TPEOCTaBICHHA 1) ycnyromxaTens;
rOCyIapCTBEHHOM 2) BeG-mtopTai "3MEKTPOHHOTO MPaBUTENLCTBA" WWW.gov.Kz (nanee - mopran).
yCIyTH
CBeneHus 00
3 Ou3muecKue U I0PUIIMYECKUE JHIA (1anee - yCIyronoiaydaTeib)
ycIyroroiyJareie
I8 JTEKapCTBEHHBIX CPEencCTB:

IIpH TOCYJAPCTBEHHOH perucTparyu — He 6onee 210 (IByXCOT AecATH) KaJeHIaPHBIX
bi H [ )71 ;

IpU TOCYJApCTBCHHOW mepeperucrpanuu — He Oonee 120 (cTa aBagiaTH)
KaleHOapHBH X dTHEH,;
IIpY BHECEHWHM M3MEHEHHMH B pETHCTpaIoHHOE Jocke Thma IA — He Gomee 30 (
TPUALATH) KaJeHIapHBIX JHEH;
IIpU BHECEHMM H3MEHEHMH B peructpaunoHHoe nocbe tuna Ib m tuma II ¢
MpoBeIeHNEM J1a00PaTOPHBIX UCTIBITAaHUH — He Ooinee 90 (IeBsiHOCTA) KaJeHIaPHBIX
b H [§ 74 ;

IIpU BHECEHWH W3MEHEHHWH B perucrpaunnonHoe jgocbe tuna Ib m tuma II 6e3
IIpOBeeHNS Ta00PAaTOPHBIX HCIBITaHUI — He Oonee 60 (mecTuaecaTH) KaJleHJapHbIX
b H e u ;

Ha TpOBENIeHIE YCKOPEHHOM 3KCIIePTH3HI JIEKAPCTBEHHOTO cpeacTBa — He Oonee 120
(cTa IBajgIlaTH) KaJIeHgapHBIX THEH.
IUTT St MEeIUIUHCKHX U3TCNUN:
IIpU TOCYJApCTBEHHOI perucTpaluy, mepeperucTpanuu kmacca 1 u kmacca 2a,
TPeOYIOMIMX MPOBEICHUS JIA0OPATOPHBIX HCHBITaHUN — He Oonee 90 (meBsHOCTA)
KaleHOapHBHl X JHEH,;
IIPHA TOCYAAPCTBEHHONW PETHCTPalNH, MepeperucTpanun kacca 20 (¢ MOBBIIICHHON
CTEMEeHbI0 pHCKa) M Kiacca 3 (C BBICOKOW CTENEHBIO PHCKA), TPEOYIOMMX
poBeaeHNs J1abopaTOPHBIX HUCHBITAaHUNH — He Oonee 160 (cTa MmecTUAECATH)
KaJleHaxapHBH X dTHEWU,;

Cpok  okazaHHA
4 ToCyaapCTBEHHOM
yCIIyT

TIPY TOCYIapCTBEHHOMN PErucTpanuy, NepeperucTpaii MEJAUIIMHCKOTO U3/IENus, He
TpeOYIOIIEro MpoBeIeHNsI JJAOOPATOPHBIX MCIIBITAHUN HE3aBUCHMO OT Kilacca — He
Ooiee 90 (neBsgHOCTA) KalleHIapHBIX IHEN;
IpU BHECEHHWH W3MEHEHHMH B pPETHUCTPAMOHHOE Joche (0e3 MpoBeINCHHUS
1a00opaTOPHBIX HCIBITaHUN) — He Oosnee 60 (MIECTUIECATH) KAJICHIAPHBIX ITHEH;
IIPU BHECEHHHM H3MEHEHMH B pETHCTpPAllMOHHOE JA0Che (C MpOBEICHUEM
1a00paToOpHBIX HCHBITaHUI) — He Oosee 80 (BOCBMUAECATH) KaJlCHIAPHBIX JTHEH;
IIpU YCKOPEHHOH 3KcrepTnie — He Oosee 20 (gBaaumaTH) KaJeHIAPHBIX JHEH;
MakcuMalIbHO TOITyCTUMOE BpeMsl OXKHMIAHUS [UIS CIIaul MakeTa JOKYMEHTOB - 15
M WU H y T ;

MakcuManbpHO JOIyCTUMOE BpeMsl O0CITyKHBaHUs yciayronoiay4datens — 30 MUHYT.
YcnoBus MPUOCTAHOBICHUS OKa3aHUA yCIYyTH:
B cpoxu mpoBeneHHs 3KCHEPTU3bI JEKapCTBEHHOTO CPEICTBA, METUIIMHCKOTO
u3nenus He BXOJST CPOKH:



5

6

7

dopma oKazaHHs
rOCyIapCTBEHHOU
yCIIyTH

PesynbpraT oOKa3zaHus
rocyJapCTBEHHOMU
YCIIyTH

Pa3zmep omuarsi,
B3UMaeMOU c
YCIIYTOIIoJTyqaTes pH
OKa3aHUHU
rocyJapCcTBEHHOMU
YCIIyTH, M CIIOCOOHI ee
B3WMaHUA B ClIy4asix,
MIPETyCMOTPEHHBIX
3aKOHO/IaTEIbCTBOM
Pecnybnukn
Kazaxcran

I'padux  paGorsr
yCIyroJaTess

1)npenocraBieHus ycIyronoixydaTeaeM JOKYMEHTOB U MaT€pHalIoOB IO 3aIllpocy Ha
M000M W3 JTANoOB OJKCHEPTH3bl M HMX PACCMOTPEHHE YCIYrojaareiiem;
2)opraHu3anuMd ¥ TPOBEJCHHUS  OLCHKH  YCIOBHH  MPOU3BOJCTBA;
3)opraHu3zanuu u MIpOBEICHUSA DKCIEepTHOTO COBETa;
4)cornacoBaHusl YCIyTOIOJIy4aTeJIeM HTOTOBBIX JJOKYMEHTOB.

DJeKTpoHHAs (YJACTHYHO aBTOMATHU3MPOBaHHAs)/OyMaskHAas

s JeKapCTBEHHBIX CpencCTB:
Briaua 3akmodenust o 6e30macHOCTH, KadecTBe ¥ () (HEeKTHBHOCTH JIEKApCTBEHHBIX
cpencts mo ¢opmam cormacHo mpuioxenusm 14, 15 k IlpaBunam mpoBeneHus
SKCIIEPTU3HI JICKAPCTBEHHBIX CPENCTB, JINOO MOTHBHPOBAHHEI OTBET 00 OTKa3e B
OKa3aHWM TOCYIapCTBEHHOHW YCIAyTH B CIy4asx W 10 OCHOBaHHSIM,
MPEAYCMOTPEHHBIM MYHKTOM 10 HaCTOSIIEr0 CTaHIapTa rOCYJapPCTBEHHOW YCIIYTH.
dopma BbIjaua pe3yibTaTa OKa3aHHUS TOCYIapCTBEHHOW YCIYyTH: 3JEKTpOHHAas
VYcnoBue BblAauYM  pe3yibTaTa OKa3aHHUs TOCYNapCTBEHHOM  yCIyTH:
Uepes ycanyropgartens

s MEOUIIUHCKUX U30ECHUM:
Brimaua 3axmroueHus o 6€30MacHOCTH, KadyecTBe W dP(PEKTUBHOCTH METUITITHCKIX
n3genuid mo ¢opmam cormacHo npuinoxenusm 11, 12 x [IpaBunam mpoBemeHHs
9KCHEPTHU3bl MEAUIIMHCKUX W3IEIHH, MO0 MOTUBHPOBAHHBIN OTBET 00 OTKase B
OKa3aHUM TOCYJapCTBEHHOH yCIyrW B clydasx U IO OCHOBaHMSM,
IpeIyCMOTPEHHBIM MyHKTOM 10 HacTosIero crangapra rocyJapCTBEHHOH yCIyTH.
dopma BBIaya pe3yibTaTa OKa3aHUS TOCYAApCTBEHHOW YCIyru: OyMmakHas.
VYcnoBue BBIHAUM  pe3yibTara  OKa3aHWS TOCYNapCTBEHHOW  YCIyTH:
YUepes ycanyronartenas

VYcnoBue XpaHEHHsS YyCIyrojaTreilieM HEBOCTPeOOBAaHHBIX B CPOK JOKYMEHTOB:
[Tpu He oOpaleHnH yCIIyronoay4daTesst 32 pe3yJibTaTOM ToCyIapCTBEHHOM YCIIyTH B
YKa3aHHBI CpOK, ycIyrojgaresib oOecnednBaeT XpaHEHHE 3aKIIOYeHHS O
Oe3omacHocTH, KadecTBe M 3()(PEKTHBHOCTH JIEKaPCTBEHHBIX CPEICTB H
MEIUIMHCKUX n3aenuii B TeueHne 180 (cTa BocbMuaecsaTH) KaJleHIapHBIX THEH

Omnutara, B3UMaeMasi C yCIIyronoiydarelis pyu OKa3aHWU TOCYIapCTBEHHON yCIIyTH,
YCTaHABIMBACTCS B COOTBETCTBUH C MPEHCKYPAHTOM YCIIYyTONATelIsl, yTBEPIKACHHBIM
npuka3oM MuHHcTpa 3apaBooxpanHenns Pecryommku Kazaxcran ot 31 aBrycra 2017
roma Ne 671 "OO ycTaHOBIEHHH LIEH Ha YCIYTH, pealn3yeMble CYOBEKTOM
rocy/IapCTBEeHHON MoHomonuu" (3aperucTpupoBaH B PeecTpe rocynapcTBeHHOM
perucTpan HOpMaTUBHBIX MPaBOBBIX akToB PecrnyOnuku Kazaxcran 3a Ne 16002)
W OCYIIECTBIIsIETCS B Oe3HAMYHOI (hopMe Ha PacCUETHBIN CYET YCIIyroaaTess

1) ycnyromatenss — ¢ NOHeJenbHHKA IO mATHULY, ¢ 9.00 mo 17-00 gacoB ¢
nepepbiBoM Ha 06en ¢ 13.00 mo 14.00 wacoB, KpoMe BBIXOAHBIX U TPa3qHUYHBIX
nHel cornacHo TpynoBomy konekcy PecmyOnuku Kaszaxcran ot 23 HosiOps 2015
ronga (manee — TpynoBoit KOJEKC).
2) mopTana — KpyrJIoCyTOYHO, 32 HCKITIOUCHNEM TEXHHUECKHUX IIEPEPHIBOB B CBA3H C
MPOBEIEHUEM PEMOHTHBIX paboT (MpH OOpalIeHHH YCIYTONMONydaTels IIOoCie
OKOHYaHUA pa6oqer0 BpEMCHH, B BBIXOJAHBIC W IMPA3AHUYHBIC OHU COIJIACHO
TpynoBomMy KOAEKCY IIpUEM 3asBJICHUS U BblJadya pe3yJbTaTa OKa3aHUs
rOCy/IapCTBEHHOM YCIYTM OCYIIECTBISETCS CJIENyIOIUM padOYyuM  JTHEM).
YcinoBue o0ciyXHuBaHUSA yclyronaTteliem:
TlocynapcTBeHHast yciayra oka3bslBacTcsl B OpAIKe odepenu, 0e3 mperBapuTeIbHON



IlepedyeHb OKYMEHTOB
HEOOXOIMMBIX IS
OKa3aHUI
roCyAapCTBEHHOU
ycIyru

3amucu, 6e3 YCKOPEHHOTO oOciyXuBaHUA.
Agnpeca MecT OKasaHUs TOCYZapCTBEHHOW YCIYrd pa3MeIleHBl Ha:
1) HHTEpPHET-pecypce yciIyromaTemis - www.ndda.kz;
2) moptane www.egov.kz

K ycilyrogatTellwo:
1) 3asBiEeHUE Ha IMPOBEACHHE IKCIIEPTHU3BI JIEKAPCTBEHHOI'O CPE/CTBa 1o (hopme
cornacHo mpuioxeHnoo 1 x [IpaBuiaM mpoBeAeHHs SKCIEPTH3bI JICKAPCTBECHHBIX
CPEACTB, 3asBICHHE HA IMPOBEICHHE DKCIEPTH3Bl MEIULIMHCKOTO H3JICSNUS Ha
9JIEKTPOHHOM HOcHUTene Mo ¢opMe corjacHo mnpuioxeHuto 1 k IIpaBuinam
MPOBCACHUA OKCIEPTHUIBI MCIHUIHUHCKHUX HSHeHHﬁ;
2) perucTpalioHHOE JOChE JICKAPCTBEHHOTO CPEJCTBA, COJeprKalliee MaTepualsl U
JIOKYMEHTBI 10 QopmMe coryiacHo npuioxenuto 2 k IlpaBuiam mnpoBepeHus
9KCIIEPTU3BI JICKAPCTBEHHBIX CPENCTB Al pousBoauTeiell Pecybmuku Kazaxcran
nma B ¢opmare OOmEro TEXHMYECKOTO JOKYMEHTa IO (opMe COTIacHO
npuitoxenno 3 k IlpaBunaM nmpoBeJeHUs HKCIIEPTH3bI JIEKAPCTBEHHBIX CPEJNCTB,
PETHCTPAllMOHHOE JOChEe MEIUIMHCKOTO M3JENHs Ha DJIEKTPOHHOM HOCHUTEIE,
coJieprkaliee MaTepuaabl ¥ JOKYMEHTHI 110 ()OpMe COITacHO HMPHIIOKEHUIO 2 K
[MpaBunam MpPOBEJICHUS 9KCHEPTHU3HI MEIHIMHCKUX U3AeNH;
3) oOpa3ipl NeKapCTBEHHBIX CPEICTB, MEIUIMHCKUX HM3JeJNi (32 MCKIIOUYEHHEM
MEIUIUHCKUX HU3ACNUH, SBISFOMIMXCS annaparamu, IpudopaMu, 000pyaoBaHHEM),
CTaHIapTHBIE OOpa3Ubl XUMHYSCKHUX BELIECTB, CTaHOApTHBIC OOpa3LEbl
OMOJIOTMYEeCKUX NPenaparoB, TECT-IITaMMbl MHKPOOPTaHU3MOB, KyJIbTyp KIETOK,
CHCHI/I(i)I/I‘-IeCKI/IX pe€arcHToB, pacxXoAHBIX MAaTEpHUAIOB, HCO6XOI[I/IMI)IX JUIsL
BOCTIPOM3BOJUMOCTH METOJMK Ja0OpaTOPHBIX HCHBITAHUH B KOJIWYECTBax,
JIOCTaTOYHBIX JUISl TPEXKPATHBIX JIAOOPATOPHBIX UCIBITAHUH C OCTATOYHBIM CPOKOM
TOJHOCTH HE MEHee LISCTH MECALEB (32 MCKIIOYEHHEM CIy4aeB, He TPeOyroImuX

MPOBEACHUS nabopaToOpHEIX HCTBITAaHUN);
4) KOIIMIO JOKYMEHTA, IIOATBEPIKIAFOLIEro OIUIaTy yCIyronoIydaTeIeM CyMMBI I
NMpOBCACHUA OKCINEPTHUIHI.
H a o0 OpTaai

1) 3asBNeHNE B AIIEKTPOHHOM BHJIE HA NPOBEACHHE SKCHEPTH3bI JEKAPCTBEHHOTO
cpezacTBa 1o opme corytacHo npuiokeHuio 1 k [IpaBnitam npoBeeHNs SKCTIEPTU3BI
JICKapCTBEHHBIX CPEACTB, HA NPOBEICHUE IKCIIEPTH3bI MEIULUHCKOIO M3IEIHS 110
¢dopme cormacHo mnpumiaoxkenuto 1 Kk IlpaBumam npoBeneHHS SKCIEPTU3EI
MEIUIMUHCKHUX H3JCNUui,
2) SJEKTPOHHYIO KOIHIO PErMCTPALMOHHOTO JOChE JICKAPCTBEHHOI'O CPEJICTBA,
coJepxalee MaTepualibl U JOKYMEHTHl MO (hOpMe COTJIaCHO NPHIIOKEHHIO 2 K
[TpaBuiiamM poBeAEHUsI SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEJICTB JUIS IIPOU3BOIUTENCH
Pecny6nmuku Kazaxcran mimm B ¢opmare OOmEro TEXHHYECKOTO TOKYMEHTa IO
¢dopme cormacHo mnpuioxkeHuto 3 Kk IlpaBunam mHpoBeneHHS OSKCIEPTHU3EI
JIEKapCTBEHHBIX CPEACTB, JJIEKTPOHHYIO KOIHMIO PErHCTPAllMOHHOTO J0Che
MEAMIUHCKOTO H3JeNHs COTJacHO mNpuioxeHuto 2 k IlpaBuiam mpoBeaeHus
9KCHEPTHU3E MEIHUIUHCKUX U3ACNUM;
3) oOpa3ubl JEKapCTBEHHBIX CPEJCTB, MEAMLIMHCKUX W3JCIUi, CTaHIapTHBIC
o0pasipl, crenu(pUIecKie peareHThl, PacXOJHbIe MaTepUalbl, HEOOXOIUMBIC IS
BOCIIPOU3BOAMMOCTH  METOIUK J1a0OpaTOPHBIX  HMCIBITAaHUH, 3asBUTENb
npenocraBisieT B LlenTp oOciyxuBanms 3asButeneit (qanee - [{O3) ycmyrogarens B
KOJIMYECTBAX, JOCTATOYHBIX HJIA TPEXKPATHBIX HUCIIBITAHUN C OCTATOYHBIM CpPOKOM
TOJHOCTH HE MEHee LIECTH MECALEB (32 UCKIIOYEHHEM CIy4aeB, He TpeOyromux
NpOBEJICHUS nmabopaTopHBIX HCHBITAHUN);
4) JIEKTPOHHYIO KONHIO JOKYMEHTa, IIOJITBEP)KIAIOUIETO  OIUIaTy
ycIayromnoyydareiaemM CYMMBI hibet NpOBEICHUS 9KCIEPTHU3HI.
CBeneHUsI O JOKYMEHTE, YIOCTOBEPSIOIIEM JIMYHOCTh, O TOCYAapCTBCHHOM
peructpanuy (IepeperucTpaniy) IOPUANYECKOTO0 JIMIA, CBUAETENLCTBA O



OcHOBaHUS [T 0TKa3a
B OKa3aHUU
rocyapCTBEHHOMU
ycanyru,
yCTaHOBJIEHHBIE
3aKOHOJATENbCTBOM
PecnyOnukn
Kazaxcran

WHble TpeboBaHUs C
Y9eTOM OCOOCHHOCTEH

11 oxazaHuUA
rocy1apCTBEHHOMU
yCIIyTH

[opsimok o6kamoBaHUA
pemueHnuid, nefcTBuit (
6e3neiicTBUSA)

TOCYZapCTBEHHOM PETHCTPAllMK YCIYronoIydaTessl B KaueCTBE MHIUBHYaTbHOTO
MpEeIIpPUHIMATENS, COJEpXKalliecss B TOCYNapCTBEHHBIX HH(OPMAIMOHHBIX
CHCTEMaX, YCIyroJaTelb MOIy4YaeT W3 COOTBETCTBYIOIIMX TOCYJapCTBEHHBIX
WH(QOPMAIIMOHHBIX CHCTEM 4Yepe3 IIII03 '"SJIEKTPOHHOTO IPaBHTENHCTBA".
YcnyronosydaTtenb JaeT COrJiacHe Ha HCIONb30BaHHWE CBEACHH, COCTaBIISIONINX
OXpaHJAEMYI0 3aKOHOM TaliHy, COJiepKalluXcsi B MHPOPMAIIMOHHBIX CHCTEMaX, TPH
OKa3aHMM TOCYJapCTBEHHBIX YCIYT, €CIM HWHOE He INPEeIyCMOTPEHO 3aKOHaMHU
Pecnyb6nukmu Kazaxcran.
[TonTBepskneHrEeM TPUHATHS 3asBICHUS HA OYMa)KHOM HOCHTENE SIBISIETCS OTMETKA
Ha ero kormmu o peructpanuu B 1{O3 ycmyrogarens ¢ ykazaHHEM JaTbl 1 BPEMEHH
IIpUeMa IMaKeTa JOKyMEHTOB.

1) ycraHOBIEHHWE HEJIOCTOBEPHOCTH IOKYMEHTOB, IIPEJCTaBICHHBIX
YCIIYTOMoJy4aTeNneM Uil NONYy4YeHUs] TOCYAapCTBEHHOH yCiIyrd, U (Win) NaHHBIX (
CBeJeHHI), comepX amuxcs B HHX;
2) HECOOTBETCTBHE YCIYTOIoOJlydaTenss W (WIM) MPEACTABICHHBIX MaTepUANOB,
00BEKTOB, TaHHBIX M CBEJICHHM, HEOOXOAMMBIX JJII OKa3aHUsl TOCYIapCTBEHHOU
ycayrH, TpeboBaHusM [IpaBui1 npoBeeHNs IKCTIEPTU3HI JIEKAPCTBEHHBIX CPEJACTB U
MEITHMIOHUHCKHX U3xeNnui;
3) B OTHOIIEHWH YCIyrOINOJIydaTeNsi MMEETCSl BCTYNHBIIEE B 3aKOHHYIO CHILY
penieHre (IPUroBOp) Cyna O 3alpelieHHd JCATeIbHOCTH MM OTACIBHBIX BHJIOB
JEeATeNbHOCTH, TPEOYIOIMX IMOJTYYSHUS ONpeleeHHOH rocylapCTBEHHON YCIyTIH;
4) B OTHOLIEHWH YCIIyroIOJIydYaTelsl MMeEeTCsl BCTYIHBIIEE B 3aKOHHYIO CHILY
pelIeHne cyJa, Ha OCHOBAaHHUHM KOTOPOTO YCIyTONOJIydaTeNlb JHIIEH CIEHaIbHOTO
mpasa, CBSI3aHHOTO c MOJIydeHHEeM  TOCYAAapCTBEHHOH  yCIyTH.
5) B city4asix MpezcTaBJICHHUs YCIIyroIoydaTelieM HEMOJHOTo MaKeTa JJOKYMEHTOB
COTJIAaCHO TEpeYHI0, HPEIyCMOTPEHHOMY IyHKTOM 8 HACTOSINEro CTaHAapTa
TOCYapCTBEHHOH yciIyrd, W (WIH) HOKYMEHTOB C HCTEKIIUM CPOKOM HEHCTBUS
yCIyroAaTesb OTKa3bIBaeT B pHEMe 3asBICHHS.

VYcnyrononydarenb 3aKiO4aeT € ycIyrojaTeleM JOTOBOpP Ha IpOBEACHUE
9KCIIEPTH3Bl W TIPOM3BOAMWT OILUIATy B COOTBETCTBHU C IPEHCKYpaHTOM,
YTBEpIKACHHBIM MMpUKa3oM MUHHKCTpA 3paBooxpaHenus Pecnyonuku Kasaxcran ot
31 aBrycra 2017 roma Ne 671 "OO yCTaHOBJICHHH IIEH HA YCIYTH, pPEaTn3yeMbIe
CyOBEKTOM TOCyJapcTBEHHOH MoHomoguu" (3apeTHCTpupoBaH B Peectpe
TOCYJapCTBEHHOM pErucTpalii HOPMATHBHBIX IIPAaBOBBIX akTOB PecryOnuku

KazaxcraHn 3a No 16002).
[TommHOMOYHS TIPECTABUTEINS YCIYTOMOIydaTeNIsi OQPOPMIISIOTCS B COOTBETCTBUH C
rpaXJaaHCKUM 3aKOHOATEbCTBOM Pecnybnuku KazaxcraH.

Jlns monydeHns TOCyJapCTBEHHOM yCIYTH depe3 mopTal Heodxoammo Hammaue D1IIT

Ycnyromonyyarenab mojdydaeT HHOOPMALHMIO O MOPSIKE W CTATyce OKa3aHHsI
rOCYJapCTBEHHOHN YCIYTH B PEeKUME YJIaJeHHOTO JOCTyNa MOCPEACTBOM "MTUYHOTO
kaOuHeTa" WH(GOPMAIMOHHON CHUCTEMBI YCIyromaTeis, a TaKXe EIHHOTO
KOHTaKT-LIEHTpa MO  BONpPOCaM  OKa3aHHs  TOCYJAapCTBEHHBIX  YCIYT.
Ycayromarens mnpu  HEOOXOOUMOCTH  3allpaliMBacT Y  YCIYTOMOTydaTems
pPa3bsACHEHHS WM YTOYHEHHUS 10 KOHKPETHBIM IOJOXKECHHAM B MPEJOCTaBICHHBIX
JNIOKyMEHTaX W MaTepuanax perucTparlioHHOTO Joche. Ilepenrcka ocyecTBIseTcs
myTeM (OPMHUPOBAHUS IJICKTPOHHOTO JOKYMEHTA Yepe3 HHGOPMAIIMOHHYIO CHCTEMY
yciyromarens WiId Ha OyMmaxkHbIX Hocutensx uepe3 1103  ycimyromarens.
Enunblil KOHTaKT-LEHTp 1O BONpPOCaM OKa3aHMs TOCYdapCTBEHHBIX ycnyr: 1414.

Xanoba nmomaercs B mMUCbMEHHON (hopMe HA MM PYKOBOAUTENS yCIyroaaTens U
MTOJUIEXKHUT PACCMOTPEHHUIO B TeUeHHe 5 (IATh) pabouux JHEH CO JHS €€ PerHCTpalun
. MOTHBHPOBaHHBIH OTBET O PE3yJibTaTaX PacCMOTPEHHMs JKAIOOBI HAIPaBISAETCS
3agBUTENIO MO TOYTE JINOO BBIAAETCS HAPOYHO B KAHIEISIPUU YCIyTOAaTels.



12 ycnyroaarens 1o  KamoGa, mocTynmuBIIas B aipec yIOJHOMOYEHHOT'O OpraHa Ito OIEHKE U KOHTPOIIIO
BOIIpOCaM OKa3aHMWsS 32 KayeCTBOM OKAa3aHUS T'OCYJapCTBEHHBIX YCIYT, MOMJIECKHUT PACCMOTPEHHUIO B
TOCyTapCTBEHHOU TedeHue 15 (maTHanmmatu) paboumx JHEH CO OHA €€ PeTrHCTpaIluu.
YCIYTH B caydasx Hecorymacus ¢ pe3ynbTaTaMH OKa3aHHOM TOCYJApCTBEHHOW YCIYIH,

3asBUTENh OOpalaercst B CyJl B YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM PecnyOnuku
Kazaxcran nopsixe.

[Ipunoxenne 6
k [IpaBunam nmposenenus
9KCIEPTHU3BI IEKAPCTBEHHBIX CPEJICTB

dopma
VYBenomiieHne 00 0TKa3e B IpreMe JOKYMEHTOB

PykoBonctBysch myHkToM 2 ctathu 19-1 3akona PecnyOnuku Kazaxcran ot 15
a nm p e 11 4
2013 roga "O rocynapctBenHbix ycayrax', PI'TI na I1XB "HanuoHanbHbId LEHTP
3 KCIOmepTHu 3 bl
JIEKapCTBEHHBIX CPEJCTB U MEAMIIMHCKUX u3aenuil’ Komurera KOHTpOIISI KauecTBa U
6e3o0macHOCTH
TOBApOB W ycayr MuHuCTepcTBa 3ApaBooxpaneHus Pecnyonmku Kazaxcran
OTKa3bBaeT B NpUEME
JOKYMEHTOB Ha OKa3aHUE TIOCyAapCTBEHHON yciayru "Bblgaua 3akitoyeHHs O
6e3omacHOCTH, Ka4yeCcTBE
U 3(PQPEeKTUBHOCTU JIEKAPCTBEHHBIX CPEICTB, MEIMIMHCKUX U3AeAui" BBUIY:

)

3 )
®.1.0 (ynoJIHOMOYEHHOTO pabOTHHKA YCIAyToJaTess Mo IpueMy JOKYMEHTOB) (
I O A I U C b )
NcnonHUTENb: ®©.1N.0
Tenedon

" " 20_ TOJI

[Ipunoxenne 7
k I[IpaBunam npoBeneHus
OKCIICPTU3BI JICKAPCTBECHHLIX CPEACTB

dopma

OTuer Ha9aIbHOH SKCIEPTH3H! (BaMAAINH PETHCTPAUOHHOTO JOCHE)
JIEKapCTBEHHOT'O CPEACTBa

1. IIpoBeneHa HavayIbHas SKCIIEPTH3A (BaIMIALMS PETHCTPALIOHHOTO I0CHE) JISKAPCTBEHHOTO CPEACTBA



1) ®dammnus, UMs, 0TYECTBO (IIPU HAINYNH) SKCIIEpTa

2) JomKHOCTB dKCIepTa

2. Nuopmaryst o JeKapCTBEHHOM CPEJICTBE

1) Homep u maTa 3asBKu

2) ToproBoe HauMeHOBaHME IpenapaTa

3) MexnayHapoaHOE HETIaTeHTOBaHHOE Ha3zBaHue (manee — MHH)
4) JlekapcTBeHHas Gpopma

5) Jo3upoBka

6) Konnentparms

7) Cmoco0 BBeacHUS

3. YmakoBka

Bun ynakoBku KonuuectBo
No HanmeHoBaHuE yIakOBKH (mepBuunas, OO0BeM eOWHHI] B
BTOpPUYHAS) YIaKOBKe

1)
2)
4. laHHBIE O IPOU3BOIUTETIEC

HaumenoBanue IOpunnueckuii
Ne Tun opraHu3anuu UM y4acTOK ITPOU3BOJICTBA Crpana
OpraHU3aINH aapec
1) 3asBuTenp
2) IlpousBonutens
3) YmakoBIIUK
4) Jlepkarenb perucTpaliioOHHOTO Y0CTOBEPEHUS

5. Ilopsanok otirycka

Yecnosus OTHyCKa: no peuenty
(HEOOX0IMMOE OTMETHUTH ) 0e3 perienra

1)

6. B PeciyOnuke Kasaxcran mox yka3aHHBIM TOPTOBBIM HAaWMEHOBAaHHMEM paHEE 3aperHCTPUPOBAH JIPYToOH
JIEKapCTBEHHBIN MpEnapaT ¢ IpyTruM COCTABOM aKTHBHBIX BEIECTB

1) =Her na

7. OHGHKa NOJIHOTBI, KOMIUVICKTHOCTH PETUCTPAIMOHHOTO JOCHEC U MIPAaBUJIBHOCTH 0(1)0pMJ'IeHI/I$I MPEACTAaBICHHBIX
JOKYMEHTOB

Hdocke cdopmupoBaHO MO pasjenaM, CTPaHHIBI MPOHYMEPOBAaHBI, OIHCH HeEeT
JIOKyMEHTOB COCTaBJieHa Ja

1)

2) Kommekr JOKYMCHTOB COOTBCTCTBYCT YTBCPIKACHHOMY NEPECUHIO
Ja

Hanmuune IBCTHBIX MAaKCTOB YIIAKOBOK U (baKT 3aBCPCHU HUX NEYATHIO 3asABUTCIIA,
COOTBCTCTBUC YIAKOBKHU JICKAPCTBECHHOI'O IIpriapara HpaBI/IHaM MapKHUpOBKHU
JICKAPCTBCHHBIX CPCICTB, I/IS,E[eJ'II/Iﬁ MEIUIIMHCKOIO Ha3HA4YCHUA H MeHHHHHCKOﬁ

HEeT
3) TeXHUKH, YTBEPXKICHHBIM MMPUKa30M MHHUCTPA 3APaBOOXPAHEHHS U COLUAIBHOTO
na
pasButus PecnyOommkum Kazaxctam ot 16 ampenas 2015 roma Ne 227 (
3aperucTpUpoBaH B PeecTpe TocymaapCTBEHHOW pPETUCTPALMA HOPMATHBHBIX
npaBoBbIX akToB o Ne 11088) (manee — [pukas Ne 227)
TexcT MapkupoBKH OOpa3IlOB MAaKETOB YIMAaKOBKH, JTHKETOK, CTHKEPOB HeEerT

4)

cootBeTcTBYeT [IpuKazy Ne 227 na



8. OueHka cocTaBa JeKapCTBEHHOTO Mpemnapara

1 Hanmnume B cocTaBe JIEKapCTBEHHOI'O Ipemapara 3allpelleHHBIX KpacuTened u HerT
JPYTHX BCIIOMOTaTelIbHBIX BELIECTB na

2) Hanmuame B cocraBe ekapcTBEHHOTO Iperapara BELIECTB, NOIYUYEHHbBIX U3 KPOBH, HeEeT
OPraHOB M TKaHEW YeJIOBEeKa H )KUBOTHBIX na

3) Hanuume B cocraBe HApKOTHYECKHUX CPEJACTB, IICMXOTPOIHBIX BEIIECTB W HerT
HpeKypcopoB (TIpH HAJIMYMK YKa3aTh TaOuuily, HO3UIHIO) Ja

9. O].[eHKa HAa3BaHU JICKAPCTBECHHOT'O IIpCIiapaTa Ha NpEeAMET OTCYTCTBUSA B HEM:

1 CXOJICTBO C paHee 3aperuCTPUPOBAHHBIMHU JICKAPCTBEHHBIMHU NpeTapaTaMy U CJIOB C HeEeT
He0J1aro3ByYHbIMU BBIPAKEHUSIMH hit:}

2) CIIOCOOHOCTH BBECTH B 3a0IIy’K/I€HHE OTHOCHTEILHO HCTHHHOTO COCTaBa U JICHCTBHA HeEeT
mpenapara it}

3) cxoncrea MHH wn/unu cxonHple ¢ HUMH Ha3BaHMS JUIsl JIEKaPCTBEHHOTO MperapaTa HeT
JPYTOro XMMHYECKOTO COCTaBa MM JIEHCTBHS hit:}

10. Ouenka cBeneHnit 0 (hapMaKOJIOTHIECKOM JEHCTBUH JIEKAPCTBEHHOTO Iperapara

CooTBETCTBHE CTPYKTYPHl W OGOPMIICGHUS WHCTPYKIHH MO MEIUIIMHCKOMY
MIPUMEHEHHIO JIEKapCTBEHHOTO TpernapaTa [IpaBunaM coctaBieHust 1 opopMiIeHHS
WHCTPYKIMH 110 MEJUIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHBIX CPEICTB M M3JICIUH

1) MeIMIMHCKOTO  HA3HAYEHHA, YTBEPKIACHHBIM TIpHKa3oM  MuHHCTpa
3[IpaBOOXPAaHEHHS U COIMANIBHOTO pa3BuTus Pecrybmmku Kaszaxcran ot 29 mas 2015
roga Ne 414 (3apeructpupoBaH B PeecTpe rocygapcTBEHHOH peTHCTpaIiH
HOPMAaTHUBHBIX MPaBOBBIX akTOB Mo Ne 11495)

11. O]_ICHKa HOPMATUBHOI'O JOKYMCHTA MO KOHTPOJIKO KaueCTBa U 0e30IMacHOCTH JICKapCTBCHHOT'O CPE/ACTBA

CoOoTBEeTCTBHE CTPYKTYPHl HOPMATHBHOTO JOKYMEHTa MO KOHTPOJIO KayecTBa U
OeszonacHocTH TpeboBaHuAM [IpaBua cocTaBleHUS, COINIACOBAHUS M SKCIEPTU3BI
1) HOPMAaTHBHO-TEXHUYECKOTO JOKYMEHTa II0 KOHTPOJIO 3a KadecTBOM U
0€30IaCHOCTBI0  JICKAPCTBEHHBIX CPEICTB, YTBEPKACHHBIMH MHHHUCTpa
3npaBooxpaneHus Pecryonukn Kazaxcran ot 19 Hos0ps 2009 roma Ne 754.

11. 3akmroueHus:
1) orkasate B manbHeiiei skcrepTuse (¢ 000CHOBaHUEM)

2) TPONOIIKHUTH IKCIIEPTU3Y

PykoBoauTens CTPYKTypHOTO MOJApa3eicHuUs

OONMUCH N. GamMmununs
DxcnepT

OOANHUCH N. damMmunaug
[larta

[Ipunoxenne 8
k [IpaBunam nmposeneHus
9KCIEPTHU3BI IEKAPCTBEHHBIX CPEJICTB

®dopma

OTger Ha9aIbHOM SKCIIEPTH3E (BAIHAAIMH PETHCTPAIIMOHHOTO JOCHE)
M3MEHEHHUI, BHOCHMBIX B PETHCTPAIIMOHHOE JOCKE JIEKAPCTBEHHOTO CPEACTBa

1. IlpoBeneHa HauyanbHas JKCHEpTH3a (BaJUZAMs PETHUCTPALMOHHOTO [0CHhE) U3MEHEHMH, BHOCHUMBIX B
PETHCTPAIIMOHHOE 10ChE JIEKAPCTBEHHOT'O CPENICTBA



1) ®dammnus, UMs, 0TYECTBO (IIPU HAINYNH) SKCIIEpTa
2) JomKHOCTB dKCIepTa
2. 3adBNCHHbIC U3MEHEHHUS SABISIIOTCA:
tuna I: tima I A, Tuma I b
tumna II
3. Naopmarust o JeKapcTBEHHOM CPEJICTBE
1) Homep u nata 3as1BKH
2) ToproBoe HauMEHOBaHHUE MIpenapara
3) MexayHapoaHOE HETTATCHTOBAHHOE Ha3BaHHE
4) JlexapctBeHHas Gpopma
5) Ho3upoBka
6) Konuentparus
7) Cnoco0 BBeneHUs
8) Opranuzanus-npou3BoIUTENb
9) Ne perucTpallMOHHOTO YAOCTOBEPEHUS
4. YrakoBka

Bun ynakoBku (mepBuUYHAs,

Ne HammeHoBaHME yITaKOBKH
BTOPUYHAS)

1)
2)
5. JlaHHBIE O IPOU3BOJUTEIE

Tun opraHuzanv WX Y4acTOK
No HaumenoBaHue opranuzanuu
TIPOU3BOJICTBA
1) 3asBuTenp
2) IlpousBogutens
3) YmakoBIIUK

6. [TepeyeHb BHOCUMBIX U3MEHEHUIT

1) HaumeHoBaHUE TOKyMEHTa Crapas pegaxiys

Vka3aTh BHOCHMbBIC N3MCHCHIS

Yka3zaTb BHOCUMbBIC U3MCHCHUS

O0BeM

Crpana

HoBas

penakus

Konnuecto CAUHUL] B
YIIaKOBKE

IOpuanaeckwmii anpec

7. OueHKa NOJHOTHI, KOMIUIEKTHOCTH PETHCTPAIIMOHHOTO I0ChE U TIPaBHIBHOCTH O(OPMIICHHS NPEICTaBICHHBIX

JOKYMCHTOB

Hocbe chopMHpPOBaHO IO pa3neiaM, CTPaHHLBl HPOHYMEPOBAHHI,

OITUCh JJOKYMEHTOB COCTABJICHA
2) KoMITIeKT JOKYMEHTOB COOTBETCTBYET YTBEPKIACHHOMY TIEPETHIO

8. 3axutoueHue:
1) oTka3ath B HajbHEHIIeH sKkcriepTr3e (¢ 000CHOBaHNEM)

2) TPONOIKHUTH IKCIIEPTH3Y

PykoBoauTENh CTPYKTYPHOTO MOAPA3ACICHUS

NOONHUCH

na

na

N. GamMmunusa



DxcnepT

NOOAMNUCH N. damunus
JlaTta

[punoxenne 9
k IIpaBunam npoBeneHus
9KCTIEPTHU3BI JICKAPCTBEHHBIX CPEICTB

ITepegens HepaMOHAIBHBIX KOMOMHAIIMH JIEKAPCTBEHHBIX CPEACTB

Ne
1.

2.
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13

14

15

16

17

18

19

20

Hazpanue nexapCcTBEHHOTO CPEICTBA, UX KOMOWHAIINN
®dukcupoBaHHbIE KOMOMHAIMY BUTAMUHOB C TPAaHKBHIIM3aTOPAMHU

q)I/IKCI/IPOBaHHBIC KOM6I/IHaI_[I/II/I anOHI/IHa/anOHI/IHOHOZ[O6HBIX JICKAapCTBEHHBIX BEIICCTB C aHAJIBI'€TUKAMU U
AHTUIIUPETUKAMHU

OukcupoBaHHBIC KOMOMHAIIMY HOXUMOWHA C TECTOCTEPOHOM M BUTAMHHAMU
DuKCcHpPOBaHHBIE KOMOWHAITMH JKeje3a ¢ HOXUMONHOM

(DI/IKCI/IpOBaHHI)Ie KOM6I/IHaHI/II/I AHTUTUCTAMUHHBIX JICKAPCTBCHHBLIX CpPCACTB C aHTHI[HapeﬁHLIMH
JICKAPCTBCHHBIMU CPEICTBAMU

dukcupoBaHHbIE KOMOMHAIIMHY IEHULIUIUIMHOB C CyJb(oHaMuIamMu

OuKCHpPOBaHHBIC KOMOWHAIIMYA BUTAMHHOB C aHAJIbIeTHKAMH (32 UCKITFOUCHHEM MapareTaMmolia ¢ BATAMAHOM
C, aneTHICATUIIMIOBOW KHCIIOTHI ¢ BUTaMHHOM C)

OUKCHPOBAHHbIE KOMOWHAIIMM XWHOJIOHOB C JIOOBIMH APYTHMH JIEKapCTBEHHBIMH CpEACTBaMH, 3a
HCKIIIOUEHUEM MPENnapaToB sl HApy>KHOTO IPUMEHEHUS

®dukcupoBaHHBIE KOMOMHAIIME KOPTHKOCTEPOHIOB C JIOOBIMU JPYTUMH JIEKAPCTBEHHBIMH CPEACTBAMH JUIS
IprueMa BHYTpPb

®dukcupoBaHHbIe KOMOMHALMK XJIOpaM(pEHUKONA C JIIOOBIMH JIPYTUMH JIEKAPCTBEHHBIMHU CPEICTBAMU IS
IpyueMa BHYTpb

duKkcupoBaHHbIE KOMOMHAIMM BHUTAMHHOB C MPOTHBOTYOCPKYJIC3HBIMU MMpErnapaTaMu, 3a HCKIIOUCHHEM
M30HUA3H/Ia C MUPUAOKCHH THIPOXJIOPHUIOM (BUTaMUHOM B6)

KomOuHaImu cTeponHbIX aHA00JIMKOB C IPYTUMH JIEKAPCTBEHHBIMH CPEICTBAMH

q)I/IKCI/IpOBaHHBIe KOM6I/IHaHI/II/I Ce,[[aTI/IBHLIX/CHOTBOpHI)IX/aHKCI/IOHI/ITI/I‘IeCKI/IX JICKAPCTBECHHBIX CPECIACTB C
aHaHbFeTI/IKaMH-aHTI/IHI/IpeTI/IKaMH/ HECTCPOUIHBIMU ITPOTUBOBOCIIAIUTCILHBIMHA CPEACTBAMU

OukcupoBaHHBIE KOMOMHAIIMK aHTarOHUCTOB H2-THCTaMUHOPEENITOPOB/HHTHONTOPOB IIPOTOHHOM ITOMITHI C
aHTaIUIaMHI

q)I/IKCI/IpOBaHHBIC KOM6I/IH8.I_[I/II/I, cocpKamme 0oJiee YeM OJHO aHTHTMCTAMHHHOE JICKAPCTBEHHOE BEIIECTBO

(DI/IKCI/II)OBaHHLIe KOM6I/IHaHI/II/I AHTUT CJIbMHUHTHBIX JICKAPCTBCHHBIX CPEACTB CO CIa0UTENbHBIMU

(DI/IKCI/II)OBaHHI)Ie KOMGI/IHaHI/II/I JICKapCTB C 6pOHXOpaCHII/Ip$HOHII/IM ,HeﬁCTBPIeM C MOPOTHUBOKAIIJICBBIMU
JICKAPCTBCHHBIMU CPEACTBAMU LICHTPAJIBHOT'O HCﬁCTBHﬂ W/WIIA aHTUTUCTAMUHHBIMA cpeacTBaMunu

q)I/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I MyKOHI/ITI/IKOB/OTXEIpKI/IBa}OH.II/IX Cp€aACTB C MNPOTHBOKAIIICBBIMHU
JICKapCTBCHHBIMU CPEICTBAMU W/WIA aHTUTUCTAMHUHHBIMA cpeacTtBaMu

@durcupoBaHHBIE KOMOWHAIMM CIIA0WTENBHBIX W/MIM CHa3MOJUTHYECKHX JICKApCTBEHHBIX CPEJICTB C
(hepMEHTHBIMH TIpeTIapaTaMu

q)I/IKCI/IPOBaHHI)Ie KOM6I/IHaHI/II/I IPOTUBOPBOTHLIX JICKAPCTBCHHBIX CPEACTB I/IHI‘I/I6I/ITOpOB JOIIAMHUHOBBIX
peUenTOPOB C JICKAPCTBECHHBIMHU BCIICCTBAMU, UMCIOIIIMMHU CUCTCMHYIO a6cop6u1/no
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(DI/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I MPOTHBOKANUICBLIX JICKAPCTBCHHBIX CPCACTB LCHTPAJIBHOI'O J.'[Cf/iCTBPISI C
AHTUTUCTAMHUHHBIMHU JICKAPCTBCHHBIMU CPEACTBAMU

q)I/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I, COJZICpKAINUE TICKTUH I/I/I/IJ'II/I KaoJIUH C J'IIO6BIMI/I JICKApCTBEHHBIMU
BEIIECTBAMH, KOTOPBIC BCACHIBAIOTCS B CHUCTEMHBIH KPOBOTOK H3 JKENyJOYHO-KHIIEYHOTO TpaKTa, 3a
UCKJTIOUCHHEM KOMOWHAIMN MEKTHHA W/WIN KAOJMHA C JIEKAPCTBEHHBIMH BELIECTBAMH 0€3 CHCTEMHOM
abcopOumun

dukcHpoBaHHBIE KOMOMHALMH IPOTHBOANAPEHHBIX JEKAPCTBEHHBIX CPEACTB C AIEKTPOIUTAMU
®dukcupoBaHHbIe KOMOMHAINY OKcH(eHOyTa3oHa nin GEeHUIIOYTa30HA C JTIOOBIMH APYTHMH JeKapCTBaMU
dukcHpoBaHHBIE KOMOHHALMH METaMH30J1a C JTFOOBIMU JPYTUMH JICKAPCTBEHHBIMH CPEICTBAMHU

(DI/IKCI/IPOBaHHLIC KOM6I/IHaHI/II/I HECTCPOUAHBIX MPOTUBOBOCHAJIUTCIIBHBIX JICKAPCTBCHHBIX CpCI[CTB/
HapaueTaMona/ MCTaMH30J1a C anOHI/IHOHOﬂO6HLIMI/I JICKApCTBEHHBIMHU Cpe,HCTBaMI/I/ CIIa3MOJIUTUKaMH

q)I/IKCI/IpOBaHHBIe KOM6I/IHaL[I/II/I HECTCPOUIHBIX TIPOTUBOBOCIHAIMUTEIBHBIX JICKAPCTBECHHBIX Cpe}ICTB/
HapaHeTaMOﬂa/aHaHLFI/IHa C OIMMOAHBIMU aHaJ'II)FeTI/IKaMI/I/OHI/IO}IHLIMI/I-HCOHI/IOI[HLIMI/I aHaJIbI'CTUKaMH

®dukcupoBaHHBIE KOMOMHAIIMU JABYX M 0OJiee HECTEPOHMIHBIX MPOTHBOBOCHAIHMTEIBHBIX JICKAPCTBEHHBIX
CpencTB

dukcupoBaHHbIE KOMOWHALMM Mapaneramoia ¢ OapOUTyparaMH, TPaHKBHJIM3aTOPaMU M IPYyTUMH
JIEKapCTBEHHBIMHU CPEJCTBAMH, HHAYKTOPaMH ()epMEHTOB IIUTOXPOMHOM CHCTEMBI MIEUCHH.

OuKcHpoBaHHBIE KOMOWHAIMH Mapaneramoia (Beme 200 MUTUTpaMM B Pa3oBOi /103€) ¢ HECTEPOUIHBIMH
MIPOTUBOBOCHATIUTCIBHBIMHA JICKAPCTBECHHBIMU CPCIACTBaAMHU, 3a UCKIIFOUCHHUEM JICKAPCTBCHHBIX IIPEIIapaToB
KpaTKOBPEMEHHOT'O ITPUMEHEHHS

®ukcupoBaHHbIE KOMOMHAIMM NEHULIWUIMHOB CO CTPENTOMHIHOM B MapeHTEPANbHBIX JEKapCTBEHHBIX
¢dopmax

®dukcupoBaHHbIE KOMOMHAIMY ITaHKPEaTHHA WK MaKpealnumasbl, CoAeprKallix aMuiia3y, poTeasy 1 JIMMasy,
¢ MF0OBIMU JPYTHMHU (pepMEeHTaMH, B TOM YUCIIE OBIYBEH KeTUbl0, TEMHUIIEIIII0I030H

®durkcupoBaHHbIE KOMOMHAIIMY HUTPO(DYPaHTOMHA M TPUMETOIIpUMa

(DI/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I 6ap6I/ITypaTOB C ApYTUMH JICKAPCTBCHHBIMU CPEACTBAMHU, 34 UCKIIIOUCHHUEM
PACTUTCIIBHOTO MPOUCXOKIACHUSL

QduxcupoBaHHbIE KOMOMHAIIMY JIEKAPCTBEHHBIX CPEJICTB, YTHETAIOMNX [IEHTPATBHYI0 HEPBHYIO CHCTEMY CO
CTUMYJIATOPaMU LICHTPAIILHOM HEPBHOM CUCTEMBI

@dukcupoBaHHbIE KOMOMHAITMH 0apOUTYpPATOB C THOCIMAMUHOM H/WJIM THOCIIMHOM, O€IITaZlOHHON U APYTUMHU
aTPONHMHOIIOIOOHBIMH JICKAPCTBEHHBIMU CPEICTBAMHU

OuxcupoBaHHBIE KOMOMHALINN 0apOUTYypaTOB C IPrOTAMHHOM

@dUKCHPOBaHHbIE KOMOWHAIIMH TaloONEepUona ¢ JIIOOBIMH aHTHUXOJUHEPTUYECKUMHU JIEKAPCTBEHHBIMH
CpencTBaMu

(DI/IKCI/IpOBaHHLIC KOM6I/IHaIII/II/I aHTI/I6aKT€pI/IaHLHHX u aHTHHpOTO3OI7[HI;IX JICKApCTBCHHBIX CPEACTB, 3a
HCKIIFOYCHUEM ITPEIIapaTOB HAPYIKHOT'O MMPUMCHCHMS, HC OKA3bIBAIOIINX CUCTECMHOT' O HeﬁCTBHH

@dukcupoBaHHbIE KOMOMHAIINY JIOTIEpAMUIa THAPOXJIOpHAa ¢ HypasouI0HOM

q)I/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I aHTI/I6aKTepI/IaJ'HJHLIX JICKapCTBCHHBIX CPEIACTB U HpO6I/IOTI/IKOB, Hpe6I/IOTI/IKOB

q)I/IKCI/IpOBaHHBIe KOM6I/IH3.I_[I/II/I munporenTaguHa ¢ JJM3SUHOM HUIIU TIENTOHOM



43 DuKCUpOBaHHBIC KOMOWHAIIMM HECTCPOUJHBIX MPOTHBOBOCHAIUTEIBHBIX  CPEICTB/mapareramosa/
AIeTHICATHIIMIIOBON KHACIOTHI B aHTauuA0B/H2-6110KkaTopoB/MHTHONTOPOB IPOTOHHOH ITOMITEI

44 ®uxcupoBaHHBIC KOMOWHAIIMHM TTIOKOKOPTHKOCTEPOUIOB, AHTHOAKTEPHUANBHBIX W aHTHIIPOTO30IHBIX
JIEKapCTBEHHBIX CPEJICTB

45 ®dukcupoBaHHbIe KOMOWHAIMK maparneramona (Beime 500 Mr B pa3oBoil 103¢) B MHOTOKOMITOHEHTHBIX
mpenaparax

IIpunoxenune 10
k [IpaBunam npoBeneHus
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEIICTB

®opma
CBOIHBIH OTIET KCOEPTOB IO OIECHKE JIEKAPCTBEHHOTO IpeIapara

1. HpOBeI[eHa OKCIIEPpTHU3a PETUCTPATMOHHOI'O AOCHE JICKAPCTBCHHOI'O CPEACTBA
1. ®amwuusi, UMsi, OTYECTBO (IIPHU HATUYHHN) U JOJDKHOCTH SKCIICPTOB
Vdenas crenicHb, 3BaHUE
No 3asBKU
Hara

ToproBoe HauMeHOBaHUE TIpenapara

A IR B el

MesxayHapo HOE HemaTeHTOBaHHOE Ha3BaHue (nanee - MHH)

OpurnHaidbHBIN  JIEKapCTBEHHBIN
npemapar

BocmpounsBeneHHbI JIeKapCTBEHHBIN
npemapar
Bronono6HeIi IekapCTBEHHBIH Npenapar
(buocumunsap)

I'uOpunHeId TeKapCTBEHHBIH mpemnapaT

buonornueckuit nexapcTBEHHBIN
npemapar

KoMOMHUpOBaHHBIA JIeKapCTBEHHBIN
npemapar

JlekapCTBEHHBIH TIperapar ¢ XOpOIIOo
M3yYCHHBIM MEIUINHCKHM NPUMEHEHUEM

PanmodapmaneBTudeckuit

JIEKapCTBEHHBIM  IIpemapar  WIHu
npexKkypcop

I'omeonaTuueckuil JekapCTBEHHBIN
npemapar

PactutenpHblil  J€KapCTBEHHBIN
npemapar

OpdanHblii TeKapCTBEHHBIN IpemnapaT

7. JlexapcTBeHHBIN Ipenapar ABIsSETCS

AkTUBHas  QapmalreBTHYECKas
cyOcTaHIusl, NpOW3BEACHHAas HE B

YyCIOBUAX GMP
JlexapcTBeHHBII 0aNK-IPOayKT
buonorunueckuit 0aNTK-TIPOTYKT

JlekapcTBEHHOE MPUPOIHOE CHIpbE (HE

(dhapmMakoreiHoe)

HccnenoBanust BOIHBIX PAacTBOPOB
TEHEPUYECKHX MPENapaToB HH-BUTPO



Buenpenue TpaHcdepa
MIPOM3BOACTBEHHBIX M TEXHOJIOTHYECKUX

TIPOIIECCOB
Jnst reHeprKa yKa3aTh Ha3BaHHE OPUTHHAILHOTO JIEKAPCTBEHHOTO
" mpemapara
9. JlexapcTBeHHas opma
10
Ho3upoBka
11
KonuenTtpauus
12
®dapmMakoTepaneBTHYECKas Ipynna
Kon B COOTBETCTBHU C aHaTOMO-TEPaNEBTHYECKO-XUMHUYECKOH
kinaccupukanueid  (mamee -  AHATOMO-TepameBTHYECKO-
XUMHUYECKasi)
14
dopma otmycka 1o pernenTty 0e3 penenta

2. YakoBka

HaumenoBanue Bux ymakoBku (TIepBHYHASL, KonuuectBo equnun B Kpartkoe
Ne Pazmep OOBem
YTIaKOBKH BTOPUYHAS) YIaKOBKE OIIMCaHUE

1.
2.
3. I[aHHI)IC O IMPOU3BOJUTCIIC

HauMmeHoBaHue .
No  Tun opraHu3anuu Wik y4acTOK IPOU3BOJICTBA Crpana IOpunuueckuii anpec
OpraHU3aINH

1. 3agBurennb

2. IlpousBogurens
3. VYmakoBIIUK
4. Y4acTok Npou3BOJCTBA
5 Jepxarenb pETUCTPAILUOHHOTO
yIOCTOBEPEHHS
4. Peructpanus B CTpaHe-IIPOU3BOJMUTEIIE U IPYTUX CTPaHAX
No  HaszBanue cTpaHbI No perucTpalmoOHHOTO yI0CTOBEPEHHSI Jara Bergaun Cpoxk aeiicTBus
1.
2.

5. B pe3ynbrare npoBEIECHHON YKCIIEPTU3bI YCTAHOBJIEHO:

1) CocraB 1eKapCTBEHHOTO CPEJICTBA U 3aKIIOUEHUE O €ro PalvOHAIbHOCTU U
COBMECTHUMOCTH HMHIPEJUEHTOB (yKa3aTb JIEKapCTBEHHbIE CYOCTaHIUM H
BCIIOMOTaTEIbHbIE BEIIECTBA, BKIIIOYasi KOHCEPBAHThI, COCTABHBIE BELIECTBA OO0JIOUYKHU
npenapaToB):

KomanuectBo Ha HOpMaTI/IBHHﬁ JOKYMCHT IO KOHTPOJIIO Ka4deCTBa H 0e30macHOCTH
eIUHULY JIEKapCTBEHHBIX CpeACTB, Wi [ocynapcTBeHHas ¢apmakomnes

nexapcTBeHHOI PecrryOmmkn Kaszaxcran, 3apy0OexHbie (apMakornen, HpH3HaHHBIE
hopmbl JeNCTBYIOIUMHU Ha Tepputopun Pecryonuku Kazaxcran

Ne HammenoBanue



1 JlexapcTBeHHas(
pie) cyOcTaHus (
H):
BcnomorarenbHbie
BeIIeCTBA:

CocraB 000JI04KH
3. TabJIeTKH WIH
KOpITyca KarcyJbl:

2) 151 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhS

borannueckue HopmaTuBHBIII 1OKYMEHT IO KOHTPOJIIO KAayecTBa U

JaTHUHCKHUE 0€30MacHOCTH  JICKAPCTBEHHBIX CPEACTB, WIH
Hukopactyuiee
N Ha3BaHUs locynapctBennass  ¢apmakones PecrnyOnuku Mecto
° N nIau
pacTeHuii, Kazaxcran u 3apy0OexHbIe (hapMakoreu, pu3HaHHbIE MPOU3PACTaHUS
N KyJIbTUBHPYEMOE
BXOJASIIUX B  JCHCTBYIOIMMH Ha Tepputopun Pecrnybnukn Y 24
cocraB cOopa Kasaxcran

2.
6. HpOI/I3BOI[I/ITeJ'II/I AKTHUBHBIX CY6CT3HHHﬁ, BXOIAIIINX B COCTAB J'IeKapCTBeHHOFO
cpeacraa
HaumenoBaHnue BEIIEeCTBa, HaumenoBanue npousBoauTens Anpec TNpOU3BOACTBEHHOMU
Ne Bxomsmero B coCTaB Ha PYCCKOM M QHIJIMHCKOM MJIOIIAAKHA Ha PYCCKOM U
JIEKApCTBEHHOTO CPEICTBA SI3BIKAX AHTJIMMCKOM SI3BIKAX
1.
2.

7. B ciydae HamuMuus B COCTaBE JIEKAPCTBEHHOIO CPEJICTBA BEIECTBA,
NOJIJIEXkKAIIET0 KOHTPOJIIO B COOTBETCTBUU ¢ 3akoHOM Pecnyosmku Kaszaxcran ot 10
utona 1998 roga "O HapKOTHUYECKHX CPEIACTBAX, MCUXOTPOIMHBIX BEIIECTBAX, HUX
aHajorax M IpeKypcopax U Mepax MpPOTUBOJAEHCTBHUS MX HE3aKOHHOMY O0OOpPOTY H
37I0yNOTPEOICHUI0 UMH'":

3aKIoueHue 0 MPUHAJIICIKHOCTH K MOJAKOHTPOJIbHBIM BEIICCTBAM (Ha OCHOBAaHWH HU3YYCHUS MCIKAYHAPOAHOTO
HCIMMATCHTOBAHHOI'0O HAMMCHOBAHU, TOPTOBOI'O HA3BaHUA, XUMHUYCCKOI'0O HA3BAHUA, CprKTypHOI)‘I (i)OpMyJ'IBI (]
TPUHAUIEKHOCTU K IMOAKOHTPOJIBHBIM BEIIECTBAM C YKAa3aHUEM IIO3UIIUU T36HI/IL{ CHI/ICKa, ABJIIACTCA JIN

—_—

BEII[ECTBO CTEPEOM3OMEPOM HAPKOTHUECKHX cpeacTB Tabmumbl 11, B Tex ciydasx, Korja CyIIecTBOBaHHE

) TakuX H30MEPOB BO3MOXKHO B paMKaxX JaHHOT'O KOHKPETHOIO0 XMMHUYECKOro 00O3HaueHHUs (eClIH TaKOBBIC

OMpPEICIICHHO HE MCKITIOYCHBI), COTBI0 BCEX HAPKOTUYECKUX CPEINCTB, MepeurciacHHbx B Taomune 11, Brimtoyast
COJIM U30MEPOB, KaK MPEeyCMOTPEHO BhIIIE, BO BCEX CIIydasx, KOTJa CYLIECTBOBAHHE TAKUX COJIEH BO3ZMOXKHO;
COJIBIO TICHXOTPOMHEIX BemecTB Tabmumbl I u Tabmus! 111, korga cymecTBOBaHIE TaKUX COJCH BO3MOXKHO

Hay4HO-000CHOBAaHHOE OIpE/IeNICEHHE CTEINEeHH PUCKA 3JI0YNOTPEOJICHHUS: BBICOKHI PHCK 3JI0YIOTPEOIeHUs,
2 unu pHUCK 3J10ynoTpedsieHus OTCYTCTBYET, UIn ABIIAETCS HE3HAYUTEIbHBIM;
) ompeneneHne MaKCUMAJIbHO JOIYCTHUMOIO COJAEpKaHUsl HApKOTHUYECKUX CPEACTB, ICUXOTPOIHBIX BELIECTB U
NIPEKYPCOPOB B JIEKAPCTBEHHBIX CPEACTBAX;

3aKJIFOY€HHUE0 BO3MOKHOCTH NI HEBO3MOXXHOCTH HU3BJICUYCHUS JIESTKOAOCTYITHBIM criocodooM IMOJAKOHTPOJIBHOTO
BCIICCTBA B KOJIMYCCTBAX, JOCTATOYHBIX IJIs 3noyn0Tpe6neH1/m

3aKJIFOYCHUEC B TOM, YTO B OTHOIICHUM IIpCrapara CHATHI HCKOTOPBIC MEPBI KOHTPOJIA

~ N~ W



8. AHanu3 CBeJIEHUN O MPOUCXOXKICHUH, peructpanuu B Pecmybonuke KazaxcraH,
KaueCTBE M BBIBOJIbI O BO3MOXHOCTH HMCIOJIb30BaHUs CyOCTaHIMU (MPU OTCYTCTBUH
ceprudukara GMP)

9. AHanu3 cBelIEHUM O KayecTBE, KOJIMYECTBE C BHIBOJAMU O JOMYCTUMOCTH
WCIIOJIb30BAHUS HCIIOJIb3YEMbIX BCIIOMOTATEIIbHBIX BEIIECTB

10. 3aknroueHue O MPOU3BOACTBE (MPOU3BOACTBEHHAsA (popMmyJia, ONMHUCAHUE
TEXHOJIOTMM IPOU3BOJICTBA, KOHTPOJIb B IMPOILIECCE IMPOU3BOJICTBA, BalUJALUA
IPOU3BOJICTBEHHBIX MPOLIECCOB)

11. XapakTepucTuka roTOBOrO HpOAYyKTa (COOTBETCTBHUE MPEICTABICHHBIX
napamMeTpoB B cepTu(dUKaTe KauyecTBa Ha TOTOBYIO NMPOAYKIHMIO WM B IMAaclopTe
OPTraHU3alUU-TIPOU3BOAUTENS OMUCAHHBIM METOAMWKAM KOHTPOJISI KadyecTBa B
HOPMAaTHUBHOW JOKYMEHTAIlMd, COOTBETCTBHE CEpUN MpPEACTABICHHBIX 00pa3LoB
cepusiM, YKa3aHHBIM B cepTU(UKATE)

12. 3aknroyeHue 0 MapKUpPOBKE U YIIAKOBKE HA MPEAMET UX JIOCTATOYHOCTH AJIA
o0ecrneyeHns COXpaHEHUsl KaueCcTBa JIEKApCTBEHHOTO CPEJICTBA BO BPEMsI XpaHEHUS U
TPAHCIIOPTUPOBKHU, (HEOOXOAUMOCTh JONOJHUTEIbHBIX HAAMUCEN), HaTUYUe
crenuQuKanuil Ha IePBUYHYIO U BTOPUYHYIO YIIAKOBKY. [ UTHEHHMYECKOe 3aKIII0UeHne
Ha YMaKOBKY (/711 OT€UECTBEHHBIX MPOU3BOIUTENEH )

13. 3akiroueHUe O HAIWYUHM WA OTCYTCTBHMHM B HA3BAHHU JICKAPCTBCHHOI'O
cpcacTBa:



1) rpaduueckux CXOACTB C paHee 3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTtaMy U CJIOB ¢ HE0Iaro3ByYHbIMH BBIPAXKEHUSIMU;
2) cnocoOHOCTH BBECTH B 3a0JyKJICHHE OTHOCHTEIHHO MCTUHHOTO COCTaBa W
JEUCTBUs IIPENapara;
3) cxonctBa MHH w/unu cxopHble ¢ HUMU Ha3BaHUS IS JICKAPCTBEHHOTO
CPEICTBA IPYroro XMMHYECKOT0 COCTaBa U JICUCTBUS.
14. Cneundukanys roroBoro Npoaykra

15. 3akitoueHne o JaHHBIX XUMHUYECKOU, (hapMaleBTUUECKOU U OMOIOrn4ecKoi (
UH BUTPO) SKBUBAJIEHTHOCTH, MPEACTABICHHBIX (PUPMOIT Ha JICKAPCTBEHHOE CPEACTBO

16. 3akmroueHne o cTaOMIBHOCTU JIEKAPCTBEHHOTO CPEJCTBA, 00OCHOBAaHHOCTH
3asBJICHHOT'O CpOKa XpaHCHUS

17. Ananu3 ¥ OIleHKa IPOEKTOB MHCTPYKLMHU 10 MEAULIMHCKOMY IPUMEHEHHIO
JIEKapCTBEHHOTO CpEACTBA, MAKETOB YIAKOBOK M JTHUKETOK, IIPOBEPKa Ha
UJCHTUYHOCTh YKa3aHWM YCIIOBUM XPAaHEHHWs M TPaHCIIOPTUPOBAHMS, YKA3aHHBIX B
IPOEKTE HOPMATUBHOTO JOKYMEHTa IO KOHTPOJI0 KayecTBa M 0€30MacHOCTH
JIEKAPCTBEHHOTO CPEACTBA U BBILICYKA3aHHBIX TPOECKTAX

18. 3akitoueHne 00 yCIOBUSAX XpaHEHUSI U TPAHCIOPTUPOBAHUS JIEKAPCTBEHHOTO
cpencTBa U HEOOXOIMMOCTb BBEIEHHMS JOMOJHUTEIbHBIX TPeOOBAaHUU C LEJBIO
o0ecrniedyeHns1 COXpaHEHUsl KaueCTBa JIEKAPCTBEHHOI'O CPENICTBA

19. Ananu3 HOpMATUBHOTO JOKYMEHTA MPOU3BOAUTEIS 110 KOHTPOJIO KauecTBa U
0€30MacCHOCTH JIEKAPCTBEHHOI'O CPEACTBA U METOJUK KOHTPOJS KayecTBa rOTOBOTO
IpOJyKTa




20. CpaBHeHHE ¢ aHAJIOTraMu, 3aperucTpupoBaHHbIMU B PecriyOnuke Ka3zaxcras.
CpaBHHTENBHAS XapAKTEPUCTUKA OCHOBHBIX MMOKA3aTEIEH KauecTBa

21. AHamnu3 JOCTOBEPHOCTH KAYECTBEHHOTO M KOJMYECTBEHHOTO COCTaBa
AKTUBHBIX M BCIIOMOIATEJIbHBIX BEIIECTB, YKA3aHHBIX B HHCTPYKLUH IO
MEIHUIIMHCKOMY NPUMEHEHUIO, CPaBHUBAs C 3asBJICHHBIM COCTABOM B 3asBIICHUM,
AQHAJIMTUYECKOM HOPMATUBHOM JOKYMEHTE U MAKETE YIIAKOBKU

22. OneHka (apMakoJIOTHUYECKOH COBMECTHUMOCTH KOMIIOHEHTOB, B CJydae
PErUCTpalii BOCIIPOU3BENECHHOIO JIEKAPCTBEHHOTO CPEJCTBA ITPOBECTH CPABHEHUE C
COCTaBOM OPUTMHAIBHOIO Ipernapara

23. * AHanu3 NOKyMEHTalUH MO JOKJIUHUYECKUM HCCIIEI0BAHUSAM: TOKCUYHOCTH (
octpas, xponuueckas, LD50, LDI100), kaHIEepOreHHOCTH, SMOPHOTOKCUYHOCTH,
TE€PATOr€HHOCTH, MYTareHHOCTH, MECTHO-Pa3Jpa)Kalollero IeUCTBUS, BJIUSHHUS Ha
UMMYHHYIO CHCTeMy, crerududeckoi (apmMakogoruiueckoi (OMOJIOTHYECKOM)
AKTUBHOCTHU.

[Ipumeuanue: npu sKCHEepTU3C OMOCUMUIISIPOB yKa3zaTh Mpenapar CpaBHEHUS,
UCIOJIb30BAHHBIA Ha BCEX JTamax CpaBHUTEIbHBIX HCCIeA0oBaHUNM (OT
dbapmaneBTUUECKOM pa3pabOTKU 10 KIMHUYECKUX HWCCIEJOBAHUI): Ha3BaHMUE,
AKTHUBHOE BEILIECTBO, IPOU3BOAUTEIND, CTPAHA-IIPOU3BOAUTEND, CEPHSI, CPOK TOJHOCTH

24. * Ananu3 TOKyMEHTAllUM KIMHUYECKUX HcciaeaoBaHui ((a3bl KIMHUYECKUX
UCCIIEJOBAHUN, TOCTMAPKETUHIOBBIE MCCIEIOBAaHUSA, MPOTOKOJIbI M OTYETHI,
3aKJII0YeHUs DThudeckoil komuccuu). [Ipu s3ToM HEoOXoAMMO ykaszaTh MECTO, Jary,
CIIOHCOpa MPOBEJICHUS UCCIEAOBaHUS, LIEb, IU3alH, JIUTEIbHOCTh UCCIEAOBaHUS,
KOJIMYECTBO, MOJI BO3PACT UCIIBITYEMBIX, PEXKUM JI03UPOBAHUA MpenapaTa, MOHUTOPUHT
NOOOYHBIX JIEMCTBUU B TIpolleCCe NPOBEACHUS KIMHUYECKUX HCCIIeIOBaHUM,
COOTBETCTBHE OTUYETA MTPOTOKOITY, 3aKIIOUYEHHUE O COOTHOILICHUH "MOJIb3a-pUCK".

[Ipumeyanue: mpu dKCHepTU3e OMOCUMUIISIPOB yKazaThIlpenapaT-CpaBHEHUS,
UCTIOJb30BAHHBIM HAa BCEX JTamax CpaBHUTENbHBIX HCCIeJOBaHUNA (OT
dapMalleBTUUECKON pa3pabOTKU A0 KIMHUYECKUX HCCIEIOBaHUMN): Ha3BaHMUeE,
AKTUBHOE BEILIECTBO, MPOU3BOJAUTEIND, CTPAHA-TIPOU3BOAUTEND, CEPUSI, CPOK TOJHOCTH.

25. O1eHKa UCTOYHHUKA MPOUCXOXKIECHUS (KPOBb, OPTaHbl U TKAHU YEJIOBEKa U
KUBOTHBIX) U CEIU(PUUIECKON aKTUBHOCTH JIs UMMYHOOUOJIOTHYECKHUX MPENapaToB



26. * Omnenka 6e30macHOCTH U dPGHEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA IO
pe3yabpTaTaM KIMHUYECKHUX HUCCIEI0BAaHUN B OTHOIICHHM 3asBJICHHBIX BO3PACTHBIX
rpyninn  OOJNbHBIX, OOOCHOBAHHOCTH BbIOOpAa MOKAa3aHUW K MPUMEHEHHIO,
MPOTUBONOKA3aHUM, MPEJIOCTEPEKEHU NpU MPUMEHEHUHU TMpenapara, TpoQuis
MOOOYHBIX IEUCTBUI

27. 3anonHseTCcs TOJBKO IMpU MOJA4Y€ Ha 3aABJICHHUS TOCYJAapPCTBEHHYIO
IIEPEPETUCTPALINIO JIEKAPCTBEHHOI'O IIperapara

Ouenka 6e3onacHOCTU U 3()PEKTUBHOCTH JICKAPCTBEHHOI'O CPEJICTBA HA OCHOBE
JTAHHBIX MEPUOJANYCCKH OOHOBJISEMBIX OTYETOB O OE30MACHOCTH - aHAIU3 MPOGUIIS
0€301acHOCTH, BHECCHHH HOBBIX TTOOOYHBIX JICHCTBHH, IIPOTUBOIIOKA3aHUHA B KPATKYIO
XapaKTePUCTUKY JIEKAPCTBEHHOTO Mpermapara U WHCTPYKIHIO MO MEIUITUHCKOMY
NPUMCHCHHUIO WJIM OTKa3e B IIEPEepEerHCTpalMy IIpernapara, HW3MCHCHHUS B
PETUCTPAIIMOHHOM CTaTyCe Iperapara B IPYyTUX CTpaHaxX, OOHOBJICHHBIC TAaHHBIE O
Mepax, IPUHATHIX PETYISATOPHBIM OPraHOM WJIM MPOU3BOJUTENIEM MO COOOpaKEHUIM
0e30IMacHOCTH, M3MEHEHUs B MH(OpManuu no Oe30MacHOCTU Mpenapara, o0beM
POJIaK, KOJWYECTBO MAIIUEHTOB, IMOJYYMBIIMX Mpemapar 3a OTYETHBIM MEPHOI,
U3Y4YEHUE ONMKMCAHUS WHIWBHUIYATbHBIX CIIy4aeB W MEPEUHs MOOOYHBIX JEUCTBUN H
CBOJHBIX TaOIHIl, WHAWNBUIYATbHBIX CIIy4aeB MPOSBICHUS MOOOYHBIX JCHCTBHIA
BBISIBJICHHBIX JICp)KaTeJeM PETrHCTPAIMOHHOTO YJOCTOBEPEHHS, XapakTep M
KOJMYECTBO CEPHhE3HBIX IMOOOYHBIX MEUCTBUUA M paHEe HE 3apEeTUCTPUPOBAHHBIX
koMmmaHuen. OOmiasi oneHka 0e30MaCHOCTH Ha OCHOBE JAaHHBIX TMEPHOJIMYECKU
OOHOBJISIEMBIX OTYETOB O OE30MACHOCTH M 3aKJIFOUCHHE O COXPAaHCHUH WIJIH H3MEHEHUN
npoduis 6€30MaCHOCTH, BHECEHUH HOBBIX IMTOOOYHBIX JICHCTBUM, TPOTUBOIIOKA3aHUN B
WHCTPYKIMIO TI0 MEIUIIMHCKOMY IPUMEHEHHUIO WM OTKa3e B TEPEPETHCTPAIUU
npermapara.

[IpuMmeyaHue: MPOBEACHHUE SKCIEPTH3Bl IMPENapaToB-OMOCHMHUISAPOB B
COOTBETCTBHUH C TPEOOBAHUSIMHU:



Ha skcnepTusy npu rocylapCcTBEHHOW MepeperucTpanuyd OHOJIOrH4ecKOro
JIEKapCTBEHHOI'O CPEJCTBA, B TOM UHciie Onocumuisipa, npeaocrasistorcs Yactu [-111
[Iepeuns, uz Yactu V:

1) nepuoguyecku OOHOBISIEMbI OTYET MO 0€30MaCHOCTH WM NEPUOJIUYECKUN
OTYeT

2) pe3ynbTaThl MOHUTOpUHTA [11aHa ynipaBneHus puckaMu 1 MUHUMU3AIMK PUCKa,
UMMYHOT@HHOCTH, NP MPUMEHEHUU OHOJIOrMYECKOro JIEKapCTBEHHOTO CPEJICTBA, B
Tom uncie B Pecrrybnuke KazaxcraH, moy4eHHBIX B pe3yJIbTaTe:

MOCTPETUCTPALIMOHHBIX HAOII0aTEIbHBIX HUCCIIEIO0BAHUN 0€30MacHOCTU U
() PEKTUBHOCTH JICKAPCTBEHHOTO CPEACTBA (METOJOM AKTHBHOTO MOHHUTOPHWHTA,
METOJIOM CITy4yail KOHTPOJIb WJIM KOTOPTHBIX PETPOCIEKTUBHBIX /WU MPOCIIEKTUBHBIX
UCCIIEIOBAHUI )

aHaiu3a PerucrpoB manveHTOB, MOJYYarOIIUX JIEUEHUE OIPEACICHHBIM
OMOJOTMYECKUM JIEKAPCTBEHHBIM CPEICTBaM

IMOCTMAPKCTUHI'OBBIX KIIMHUYCCKHUX I/ICCJ'IGI[OBaHI/II\/II

MPOBEICHUs 00YYarOIINX MEPONPHUATUN MO MOBHIIICHUIO HHHOPMUPOBAHHOCTH
Bpaueil, (apmMalneBTOB U MAalMEHTOB C IIEJIbI0 CHUXKEHUS PHUCKOB, CBS3AHHBIX C
IpUMEHEHHEM OMOJIOTMYECKOTO JIeKapCcTBEHHOTO cpencTBa B PecnyOnuke Kazaxcran.

28. Ouenka 6e3onacHOCTH 1 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA C YIETOM
COOTHOWIEHMUS 'MOJIb3a-pUCK" - TMPOTUBOIOKA3aHUSA, NPEAYNPEKICHUS U
pEeAOCTEPESIKEHU TPU TMPUMEHEHWH Tpemnapara. Tpebyercs oOpaTuTh ocoboe
BHMMaHWE Ha JETCKHI BO3pacT, OEPEMEHHBIX M KOPMSIIMX >KCHIIHUH, MOXKHION
BO3pAcCT, MAIIEHTOB C MOYEYHON U IEYCHOYHON HEIOCTATOYHOCTHIO

29. DkcnepTu3a UHCTPYKUHUH MO0 MEAULIHMHCKOMY MPUMEHEHHUIO MPOBOAUTCA B
CpaBHEHUM C KpPATKOW XapaKTEPUCTUKOW JIEKaApCTBEHHOTO Tpemnaparta. Jlemaercs
3aKJIFOYEHHE O COOTBETCTBUM WJIM HECOOTBETCTBUM IIOKA3aHUM K MPUMEHEHHUIO,
NOOOYHBIX JIENCTBUM, MPOTUBOMOKA3aHUN, OCOOBIX YyKa3aHWUM, JIEKapCTBEHHBIX
B3aUMOJICHCTBUH, NEPEO3UPOBKH, YKA3aHHBIX B HMHCTPYKIUU MO MEIUIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOTO CPEJCTBA, KPATKOW XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara



30. 3akiaro4yeHre O HAJWYMU WJIM OTCYTCTBHM B Ha3BaHHWHU JIEKAPCTBEHHOTO
CpeAcTBa:

1) rpaduuecknx CXOJNCTB C paHEe 3apETrUCTPUPOBAHHBIMH JICKAPCTBCHHBIMHU
npenapaTaMiy U CJIOB ¢ He0JIaro3ByYHbIMU BBIPOKCHUSIMHU

2) cnocoOHOCTH BBECTH B 3a0JIy»JE€HHE OTHOCUTEIHLHO UCTUHHOI'O COCTaBa U
JNCUCTBUSI IIpernapara

3) cxonctBa MHH w/unu cxonHble ¢ HUMHU Ha3BaHUs JJIS JEKaAPCTBEHHOTO
CpeACTBa APYroro XMMHUYECKOr0 COCTaBa WU JEHCTBUS

31. OueHka 0OpaBUIBHOCTU NPUCBOECHHS KoJaa
AHaToMo-TepaneBTHUeCcKo-xuMuueckon (mamee — ATX) knaccudukamnuu,
cOOTBETCTBUS (apMakoTepaneBTHueckoid Tpymnmbl koay ATX kmaccudbukanuw,
(dbapMakoIOruyeckoMy JEHCTBUIO, IOKa3aHUsIM K TMpUMEHEeHu. B ciyuae
HenmpaBUJIbHO 3asBieHHBIX ATX Kkoma u (QapmMakoTepaneBTHUYECKON TIpPYIIIHI,
TpeOyeTcsl yKa3aTh pEKOMEH IyeMbI€ SKCIIEPTOM

32. IIpoBepka aAeKBaTHOCTH 3asBICHHBIX /103 U PEKUMa JIO3HUPOBAHHSI COTIIACHO
dbapMaKOKMHETUYECKHUM MapaMeTpam (Tiepruoa MmoayBbIBEICHHUSI, CTETICHU CBSI3bIBAHUS
¢ OenmkaMu I1a3Mbl KPOBH, BIUSHUC HA aKTUBHOCTH MMEYECHOYHBIX (PEPMEHTOB, BpEeMsI
COXpaHEHUs OaKTEePUOCTATUUECKON/OaKTEPUIIMIHON KOHIICHTPAIMU B CJydae
aHTHOAKTEepHUAILHBIX MpenapatoB). TpedyeTcs oOpaTuTh 0co000€ BHUMAaHWE Ha JIO3HI,
PEKOMEHIyeMbIe JETSAM, MOKUIBIM, OOJBHBIM C HapyHICHUSAMU (DYHKIIUUA TOYEK H
TICYCHU

33. IIpoBepka COOTBETCTBUS 3asBICHHOIO CPOKAa XpaHEHHUs, YKa3aHHOI'O B
3as1BJICHUM, B KPATKOIN XapaKTEpUCTUKE JIEKAPCTBEHHOIO Ipenapara, HHCTPYKLIUU 1O
MEJMLIMHCKOMY IPUMEHEHUI0, MaKeTaX YIaKOBKH CO CPOKOM XpaHEHMsI, YKa3aHHbBIM B
HOPMAaTUBHOM JTOKYMEHTE

34. CooTBETCTBUE NIPEACTABICHHON HHCTPYKIUHU IO MEIUIIMHCKOMY ITIPUMEHEHHUIO
JeNCTBYyIOUIEMY 3aKOHOAaTenbCcTBY PecniyOnuku Kazaxcran.



35. JleranpHoe onucanue cucTeMbl hapMaKOHAA30pa U YIIPABICHUS PUCKAMMU:
1) Kpartkas xapakTepucTHKa CHUCTEMbI (apMakoHaa30pa AcpiKaTens
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JOJDKHA BKIIKOYATh CIEAYIOIINE JIEMEHTHI:
JI0KA3aTeNbCTBO TOTO, YTO JAEP>KATEIb PETUCTPAIMOHHOTO YAOCTOBEPEHUSI UMEET B
CBOEM PACTIOPSHKEHUH OTBETCTBEHHOE JIUIIO 32 TII00ABHEIN (hapMaKoHaA30p

KOHTAKTHBIE JaHHbIE OTBETCTBEHHOTO JIMIIA 32 II100albHbIN (DapMakoHaI30p

JEKJIapanysi, HOANKMCAHHAS IEPKATEIEM PETUCTPALTMOHHOTO YAOCTOBEPEHUS O TOM,
YTO OH UMEET cucTeMy dapMaKkoHa 30pa JUIsl BBHITIOJHEHHS 3a/1a4 ¥ 00S13aHHOCTEH 110
MOCTPETUCTPALIMOHHOMY KOHTPOJIIO O€30MaCHOCTH JIE€KAPCTBEHHBIX CPE/ICTB

CCBUJIKa Ha MeCTO (azapec), T1ie XpaHUTCcs MacTep-Qaiin cuctemMsl papmMakoHaa30pa

2) OTBETCTBEHHOE JUIIO 32 JIOKAJbHBIN apmakoHaa3op B PecnyOnuke Kazaxcran:
JTOKYMEHT, TOJATBEPKIAONINA Ha3HAYECHUE OTBETCTBCHHOTO JHIIA 3a
dapmakonanzop B Pecyonmke Kazaxcran

KOHTaKTHBIE JJaHHBIE OTBETCTBEHHOTO JivIla 3a (hapmakoHaa3op B Pecnybinke
Kazaxcran

3) Ilnan ynpaBieHust pUCKaMu TIPU MEIUITMHCKOM PUMEHEHUH JIEKApCTBEHHOTO
CpEeICTBa, 3asBJICHHOTO HA PETHCTPALIUIO/TIEPEPETUCTPAIINIO UIN BHECEHUE N3MEHEHUN
(171 OpUTHMHAJBHBIX TpernapaToB, OMOCUMUISPOB, BAKIHWH, MPEMapaToB KPOBH,
TEHEPUYECKUM MpernapaTam TpeOyromero 0coooro KOHTPOJIs)

[Ipumeuanue:

* - OTMEUYEHHBIE pa3/Ieibl 3aMOJHAIOTCS MPU NIEPEPETUCTPALIUH

3aKIIIOYEHHE:

MOJIOKUTEIIBHOE OTPULIATEIILHOE

(c obocHOBaHMEM)

JlaTa mocTyIuieHHs IOKYMEHTOB IKCIIEPTY

JlaTa 3aBepIICHUS YKCIIEPTU3bI TOKYMEHTOB

Bce nanHbple, mpuBENeHHBIE B AKCIEPTHOM 3aKIIOUYCHUHU, TOCTOBEPHBI H

COOTBETCTBYIOT COBPEMEHHBIM TPeOOBAHUSM, YTO MOATBEPKIAI0 TUYHON MOANKCHIO.

PykoBoauTeNnb CTPYKTYpHOTO TTOAPA3ICTICHUS

OOAOHUCDH N. Gamunusda



DxcnepT
NOOAMNUCH N. damMmunusg

JlaTta

IIpunoxenue 11
k IIpaBunam npoBeneHus
9KCTIEPTHU3BI JICKAPCTBEHHBIX CPEICTB

dopma

CBOmHBI OTYET 3KCIEPTOB IO OIIEHKE JIEKAPCTBEHHOTrO MpenapaTa mpH
M3MEHEHHAX, BHOCHMEIX B PETHCTPAIMOHHOE JTOCHE

1. ®ammmus, UMs, OTYECTBO (IIPH HAIMYIHUN) U JOJDKHOCTH SKCIIEpTa
YdeHas cTenieHb, 3BaHUE

Ne 3asBK1

Jara

TOpFOBOC HaMMCHOBAHUC MIpeTiapaTa

SAN AN P Il

MesxnyHapoIHOE HEMaTCHTOBAHHOE Ha3BaHNE

OpuruHaiabHBIM  JIEKapCTBEHHBIN
npemapar

BocnpousBeaeHHbIH JIEKapCTBEHHBIN
npemapart

buononoOHBI  JeKapCTBEHHBIN
npemnapar (buocumunsp)
I'nOpuaHBIN JEeKapCTBEHHBIH IpenapaT

Buonoruueckuil nexapcTBEHHBIN
npemapart

KoMOmHMpOBaHHBIN JIeKapCTBEHHBIN
npemapart

JlexapcTBeHHBIH IpenapaT ¢ XOpPOLIO
HU3YYEHHBIM MEIUIUHCKUM
NIpUMEHEHHEM

PagnodapmaneBTHICCKHA

JEKapCTBEHHBIH  Ipemapar  IIH
NpeKypcop

T'oMeonaTuueckuii JieKapCTBEHHBIH
npemapar

PacTuTenpHbIll  Te€KapCTBEHHBIN
npemapar

OpdanHbIil TeKapCTBEHHBIH HpenapaT

AxTuBHas  (QapmaneBTHUECKAS
cyOcTaHIUs, NPOU3BEJCHHAs HE B

7. JlexapcTBEHHBIN mpenapar

YCHIOBUAX GMP
JlexapcTBEHHBIH 0aNK-IIPOAYKT
Buonorunueckuit 0ank-nmpogyKT

JlekapcTBEHHOE NPHPOJHOE ChIphe (HE

(dapMakonerHoe)

HCCIIEIOBAaHUSA BOAHBIX PacTBOPOB
TeHEepPUUYECKHX MpenapaToB HH-BUTPO



BHEJPCHUE TpaHchepa
MPOM3BOICTBEHHBIX M TEXHOJOTHYECKUX

TIPOLIECCOB

JUis  BOCIIPOM3BENEHHOTO JIEKAPCTBEHHOI'O TIpenapar WiH
8. OmocummIiIsipa yKazaTh Ha3BaHHE OPUTHHAIBHOTO JIEKAPCTBEHHOTO

mpemnapara
9. JlexapcTBeHHas hopma

Ho3upoBka
11

Konuenrtpauus
12

dapmakoTeparneBTHUECKas TPyTIa
13 Koxg B COOTBETCTBHMH C aHATOMO-TEPANEBTHYECKO-XHMHUYECKON

KIaccuuKaIuei
14

dopma oTmycka o penenty 0Oe3 peuenra

2. YnakoBka

HaumenoBanue Bun  ymakoBkm  (mepBUYHASA, KonnvecTBo enuHMI B
Ne Pazmep O0Obem

YIIaKOBKH BTOPHYHAs) YIaKOBKE
1.

3. JlanHbIE O TPOU3BOAUTETE
HaunMeHoBaHue .
Ne  Tun opraHu3anuy WM y4acTOK IPOU3BOJCTBA Crpana IOpunuueckuii anpec
OpraHM3alu

1. 3asBurens

2. IIpomsBoauTens
3. YmnakoBHuk
4

VY4acTok mponu3BOJACTBA

5 Hepxxartenpb pErUCTPalluOHHOTO
YAOCTOBEPEHUS
4. Peructpaiiusi B CTpaHe-IIPOU3BOIUTEIIE U IPYTUX CTPaHAX
No  HaszBanue cTpaHsbl No perucTpalluOHHOTO yI0CTOBEPEHHUSI Jata Beigaun Cpoxk aeiicTBus
I.
2.

5. 1) CocTaB neKapCTBEHHOIO CpecTBa (yKa3aTh JEKapCTBEHHbIE CYOCTAHIINU U
BCIIOMOTaTeIbHbIC BENIECTBA, BKIIFOYAss KOHCEPBAHTHI, COCTaBHBIC BEIIECTBA 000I0UKH
npenapaTon):

KomngectBo Ha HopMaTHBHBIH JOKYMEHT IO KOHTPOJIO KadyecTBa U 0O€30IacHOCTH

COUHUIL JICKAPCTBCHHBIX CpeaAcCTB Nin FOC JOapCTBCHHAsA apMaxKkoIiesa

Ne HamMeHoBaHHE y . P p ’ yaap bap
nekapcTBeHHON Pecny6Gnukn Kaszaxcran, 3apyOexkHble (apMakoren, MpHU3HAHHBIE
(hopMBI JEHCTBYIOIMMH Ha Tepputopun Pecryonuku Kasaxcran

JlexapcTBenHas(
1. ble) cyocranums (

u):



2. BcmomorarenbHbIe
BEIECTBA:

CocTaB 000I0YKH
3. TableTKu WIH
KOpITyca KarcyJibl:

2) Jlnst nekapCTBEHHOTO PACTUTEIBLHOIO ChIPhS

boranuueckue HopmaTuBHBIM JOKYMEHT 110 KOHTPOJIIO KadyecTBa U

JMAaTUHCKUE 0C30MacHOCTH JICKAPCTBEHHBIX CPEJACTB, MM
Huxopactyiiee
No|H23BAHUA locynmapctBennass  ¢apmakomess PecmyOnuku MecToO
° 5 U U
pacTeHuii, Kazaxcran u 3apy0OexHbie GpapMakoreH, MpHU3HAHHEIC TIPOU3PACTAHUS
N KYJBTUBUPYEMOE
BXOOAMINX B  JACHCTBYIOIIMMH Ha TeppuTopu:u PecmyOmnku Y by
coctaB cbopa Kazaxcran

2.
6. HpOI/IBBO)II/ITCJII/I AKTHUBHBIX CY6CT3HIII/II>1, BXOJAIIUX B COCTaB JICKAPCTBCHHOTI'O
cpeacrBa
HaumeHnoBanue BEIIECTBA, HanmMeHoBaHue npou3BOAUTENS Crpana Anpec NpOU3BOJCTBEHHOM
Ne Bxoasmero B cocTaB Ha PYCCKOM M aHLJIMHACKOM IUIOIAJKU Ha PYCCKOM H
JIEKAPCTBEHHOI'O CPECTBA sI3BIKAX AHTTIMICKOM SI3BIKaxX
1.
2.

7. 1) CocTaB 1€KapCTBEHHOIO Cpe/cTBa (yKa3aTh JEKapCTBEHHbIE CYOCTAHIINU U
BCIIOMOTAaTEIbHBIC BEIIECTBA, BKIIOYAss KOHCEPBAHTHI, COCTABHBIC BEIICCTBA 000I0UKH
npenapaToB):

KonmuectBo Ha HopMaTuBHBIA JOKYMEHT O KOHTPOJIO KadecTBa M 0€30MacHOCTH

eUHHUIL JIEKapCTBEHHBLIX CpPENCTB, WM locymapcTBeHHas QapMakornes
Ne HammMeHoBaHue y . P p ’ yaap bap
nekapctBeHHoM Pecnybnuku Kaszaxcran, 3apyOexHbie (hapMakorew, MpHU3HAHHBIE
thopmbl JeUCTBYIOIUMHU Ha Tepputopun Pecryonuku Kazaxcran
JlekapcTBeHHasI(
1. ble) cyocranums (
n):
) BcnomMorarenbabIe
" BelecTna:

CocraB 000JI04KH
3. TablleTKH WIH
KOpITyCa KarcCyJbl:

2) 1711 TeKapCTBEHHOT'O PACTUTEIBHOTO ChIPhS

Borannueckne HOpMaTI/IBHHﬁ JAOKYMCHT IO KOHTPOJIFO Ka4CCTBa U

JTaTHHCKHE 0C30MMacHOCTH JICKapCTBEHHBIX CPEJACTB, MM
Hukopactyiee
N Ha3BaHHUS locynmapctBennas  ¢apmakomess PecmyOimkn MecTo
0 . WA
pacTeHui, Kazaxcran u 3apybexHbie papmakorneu, Mpu3HaAHHBIE MIPOU3pACTaHUS
KyJTbTHBHAPYEMOE

BXOASAIIMX B  JEHCTBYIOIIMMH Ha TeppuTtopun PecmyOnuku
cocraB cOopa Kasaxcran



8. IlpousBoauTENN aKTUBHBIX CYOCTaHITUM, BXOASIINX B COCTAB JIEKAPCTBEHHOTO
CpeacTBa

HaumenoBaHue BCIIICCTBA, HanmeHoBaHue npou3BoauTeENs Anpec TPOM3BOICTBEHHOM
Ne Bxomsmiero B cOoCTaB Ha PYCCKOM M QHIJIMHCKOM IJIOMIAJIKH Ha PYCCKOM |
JIEKapCTBEHHOTO CPEICTBA SI3BIKAX AHTITHHCKOM SI3bIKax

9. Tun usMeHeHuu

. BHOCHUMBEIE Crapas HoBasx
1) THIT U3MEHEHUI B COOTBETCTBHH C MPIUIOKEHUEM 17

U3MCHCHUS peaaKkuusd peaaKkuusd
10. O1eHka perucTpaloOHHOrO JA0ChE MO acCleKTaM KauyecTBa, O€30MacHOCTH U
3 PeKTHBHOCTH

Pexomenpauu:

3asBICHHBIC U3MECHEHHS THIIA (Yxa3aTp THIT) HE OKa3bIBAIOT BIIMSIHHUS Ha Ka4eCTBO, OE€301IaCHOCTD H
3¢ (EKTUBHOCTh JIEKAPCTBEHHBIX CPEJCTB. 3asBICHHOE H3MEHEHHE PEKOMEHAYETCS K PETHUCTpPaIUH.
Co0uto/IeHb! YCIIOBHS ISl BHECEHHSI M3MEHEHUH 110 3asIBIICHHOMY THUITY U3MEHEHHH.

2 3asBIICHHBIC U3MCHEHUS THIIA (yKa3aTL TI/IH) OKa3bIBAKOT BJIMAHHKEC HAa KA4CCTBO, 0e30I1aCHOCTh U
) 9(1)(1)CKTI/IBHOCTB JICKapCTBCHHBIX CPCACTB. 3asBiICHHOE H3MECHEHHE HE PEKOMCHAYCTCA K pCTUCTPALINH.

B cooTBeTcTBUU € 3aABICHHBIMH U3MEHEHUSMHU HE TPEIOCTABICHBI TOKYMEHTH PETHCTPALMOHHOTO JOCHE B
3 monHOM 00BeMe COINIaCHO IMPUWJIOKEHUIO 17 nmnm He cOOJNIIOAEHBI YCIOBHS AT BHECEHHMS M3MEHEHHH II0
) 3asABJIIEHHOMY THITy M3MeHeHHH. HeoOXxoanmMo paccMOTpeTh JOKYMEHTHI MOBTOPHO ITOCJE MPENOCTaBICHUS
JIOTIOJTHUTENBHBIX MaTEPUaJIOB TI0 3alpocy dKCHepTa:

Jlata mocTyIuieHHsT HOKYMEHTOB 3KCIEPTY

Jlata 3aBeplIEHHS DKCIEPTU3BI JOKYMEHTOB

Bce naHHble, mpuBEJECHHBIE B 3KCIEPTHOM 3aKIIOYEHUHU, JOCTOBEPHBI U
COOTBETCTBYIOT COBPEMEHHBIM TpPeOOBaHUSM, YTO MOJTBEPXKAAN JTUYHOU

0 OO M0MUuC b IO
PykoBoauTeNs CTPYKTYPHOTO MOAPA3ACICHUS

OOAIUCH N. Gamununsa
DxcnepT

NOOAMNUCH N. damunus

JlaTta

IIpunoxenue 12
k IIpaBunam npoBeneHus
9KCTIEPTHU3BI JICKAPCTBEHHBIX CPEICTB

dopma
MunuctepctBo 3apaBooxpaHeHuss PecnyOnuku Kazaxcran

HanMmenoBaHue TroCcynapCTBEHHOM JKCIEPTHOW OpTraHHU3alHUU




ATTecTaT akKpeAUTalUU HCHBITaTeNbHOU snadopaTopuu (Ne, cpok aecTBUS)

Anpec, TenedoH SKCIEPTHON OpraHu3anuu (UCTBITATEIBHON JabopaTopun)
IIpoTtokon wucneiTanuii No ot " " rojaa

Ctpamuna = /KonuyecTBo JUCTOB

3asBUTENH (HAMMEHOBAHUE, AJIPEC):

Cepusi, maptusi: JlaTa npou3BoJICcTBA: CpoK TroJTHOCTH:

O603HavYeHEe HOPMATUBHOTO JOKyMEHTA TI0 KQ4eCTBY Ha METObI UCITBITAHUI:

Pe3ynpTarsl ncnipiTaHUM

C
HaumenoBanue TpebGoBaHHsS HOPMATHBHOTO NOKyMeHTa @DaKTHYECKH IOIydeHHBIC
. U BIQXHOCTB (
MoKazaTesnen 10 KaUeCTBY pe3yIbTaTHI %)
(V]
1 2 3 4

3axmrouenue: lIpencraBneHHbIe 00pa3Ibl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHHUAM HOPMAaTHBHEIX
JOKYMEHTOB M METOJUKH BOCIIPOU3BOJISTCS/HE BOCIPOM3BOAATCS (YKa3bIBaTh INPHU
HEOOXOITUMOCTH) .
(Hy»HO€ TTOJYEPKHYTH)
MeToauk HE BOCHPOU3BOIATCS IO CIEAYIOIMHUM IOKa3aTeasaM




HOI[HI/ICI/I YOOITHOMOYCHHBIX JHU 1O

(TOTXKHOCTH) (moamucs) N. ®amunus
(TOJIKHOCTH) (moamuce) N. ®amunus
(TOJKHOCTH) (monmuce) N. ®amunusa

MecTo 1 1IeyaT

IIpunoxenue 13
k [IpaBunmaM npoBeaeHus
9KCTIEPTHU3BI JICKAPCTBEHHBIX CPEICTB

®opma

Oruer o pe3ynbTaTax OpoOBEICHNA 1a00PaTOPHOTO HCIILITAHUS B 1abOpaTOpHH
KOHTPOJIA KadeCcTBa MPOM3BOAWTEIIA I B KOHTPakTHO#H 1abopaTtopum,
HCIIOIb3yEMOH NPOU3BOAUTEIIEM

1. Pesrome
HanMeHoBaHMe 1EKapCTBEHHOIO CPELICTBA
HaI/IMeHOBaHI/Ie, az[pec peKBI/I3I/ITI>I HpOI/I3B0):[CTBeHHOI71 IIomaaKn

HanmenoBanue, agpec, peKBU3HUTHI JTAOOPATOPUH KOHTPOJISI KaueCTBa H/HIH
KOHTPAKTHOH 71a00paTOpUu KOHTPOJIS KauecTBa

OcHoBaHue IpOBCACHUSA na60paTopHoro HUCIIBITAHUS

Howmepa nmunensun (Iipu HaIHYUH), CEPTUPUKATOB, 3aIBOK HA IKCIEPTHIY
IPY TOCYJapCTBEHHOH perucTpanuy

[IpoBenenne mabopaTOPHBIX
HCTIBITAaHUN

Pesrome mearenbHOCTH Ta60paTOPHH KOHTPOJIS KauecTBa Brimyck B peanm3anuio cepuu
JIEKapCTBEHHOT'O CPEICTBA

HHoe (He0OX0aMMO yKa3aTh)

JlaTa(p1) mpoBeneHus 1a00paTOPHOTO UCTIHITAHHS
@®.1.0. (Ipu HATUYWH) SKCIEPTOB (WICHOB KOMUCCHU), JIOJDKHOCTh

2. BBognas nadopmarus
Kparkoe onucanue 1abopatopry KOHTPOJISI Ka4ecTBa
Hannare 1oxyMeHTHPOBAHHBIX IPOLIEAYP MPOBEACHUS HCITBITAHIHA
Berinonaenue TpeboBaHuil TOKYMESHTUPOBAHHBIX MPOIICITYP MPOBEICHUS UCTIBITAHUI
Hens mpoBeneHus 1a00paTOPHOTO UCITBITAHHS

OOBEKTHI UCIILITAHUS



HCpCOHaJ’I J'Ia60paT0pI/II/I KOHTPOJIA Ka4€CTBa, yqaCTByIOHII/Iﬁ B ITPOBCACHUUN na6opaTopH0ro UCIIbITAHUSA

JIOKyMEHTBI, TOJaHHBIC OPTaHU3AIMEH-TIPOU3BOJUTENEM W/WIM J1a00paTOpHEeH KOHTPOIS KadecTBa [0
MIPOBEICHUS OIICHKH YCIOBHH MPOU3BOJCTBA U CUCTEMBI 00ECIICUeHHUS KauecTBa

3. HabmroeHust 1 pe3yabTaThl IPOBEACHUS Ja00paTOPHOTO UCTIBITAHUS
Cchbutka Ha HOPMATUBHBIA JOKYMEHT
HOMep CCpuHu, nata Mpou3BoACTBa

TpeboBanus HopMaTtuBHOro DakKTHUECKHE C , CooTBeTCTBYET/HE

IToxa3aTenn
JIOKYMEHTa pe3yIbTaTHI BJIQKHOCTH  COOTBETCTBYET

4. ITpunoxxeHus

JlokyMeHTBI (TepBUYHBIC NaHHBIC, MPOTOKOJBI UCHBITAaHWI) W 00pa3ubl, OTOOpaHHBIC B XOJIE MPOBEICHUS
71a00paTOPHOTO UCITBITAHHS

5. Pexomengaimm 1 3aKIr0UeHUS
Pexomennarnmu

3akiroueHue
IIpumeyanue:

*K oTdery o pe3ynbTarax MpoBeIeHHs JaO0OPaTOPHOTO UCIBITAHUS HEOOXOAUMO
OPUIOKHUTh KONMUIO cepTudukara aHanuza U (MIM) OPOTOKOJA MCHBITAHUWA Ha
OPOAYKIUIO J1a0OPaTOPUH KOHTPOJI KayecTBa MPOM3BOJIUTENS WM KOHTPAKTHOU
n1abopaTopuu, UCIOJIb3yeMOU MPOU3BOAUTENEM. Bee mpuiioKeHus! K OTYETY SIBIISIFOTCS
HEOTBHEMIIEMOM €0 YaCThIO.

PykoBonurtensp KOMUCCHH:

(moamuce) N. ®amunus, ITOIKHOCTH
9 JI ¢ H Bl KOMHCCHH :

(moamuce) N. ®amunus, JO0NXKHOCTH
(moamuce) . damMunus, AOJIXKHOCTH
n n 20 r

CormacoBaHoOoO

(moMmXHOCTh) (MOAMUCH) N. damwunusa, TOJKHOCTH

(1OJKHOCTH) (TIOATHUCH) N. ®amunus, 10JKHOCTD
IIpunoxenue 14
k IIpaBunam npoBeneHus
JKCIIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB



3akmodeHue 0 6€30macHOCTH, Ka9eCTBE H 3P (PEKTHBHOCTH JIEKAPCTBEHHOI'O
CpPEeACTBa, 3asBJICHHOIO Ha S3KCIIEPTU3Y B X I'OCYAaPCTBEHHOM
perucTpamnuu, nepeperucrpanuu B Pecry6imke Kazaxcran

1. PecniyOnrkaHckoe TocyJapcTBEHHOE MPEIINPUSATHE HA MPAaBE XO3IMUCTBEHHOTO
BeJieHus "HalmoHanbHbIA LHEHTP SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB, MEIUIIMHCKHUX
m3nenuii" Komurtera KOHTpOJis KayecTBa M OE30MAaCHOCTH TOBApOB U YCIYT
MunucrepctBa 3apaBooxpaHenust PecnyOnuku Kazaxcran cooOmiaer pesyibTaThl
AKCIIEPTU3BI HAa O€30MaCHOCTh, Ka4eCTBO U 3((HEKTUBHOCTH JEKAPCTBEHHOTO CPEJICTBA

JUIsS 1eied TOCyJapCTBEHHOW perucTpaiuu, nepepeructpauuu B PecnyOnmke
KazaxcraH:

Howmep u nara 3asBku

ToproBoe Ha3BaHHME JIEKapCTBEHHOI'O cpeacTBa (C yKa3aHHEM JICKapCTBEHHOW (OpMBI, ITO3UPOBKH,
KOHIICHTPAIIH ¥ 00beMa 3aI0THEHNS, KOJINIECTBA 03 B YIIAKOBKE - IS JIEKAPCTBEHHOTO TIpeTapaTa)

OpFaHHSaL{I/IH-HpOI/ISBOI[I/ITeHL, CTpaHa-nponu3BOJAUTEIIL

3aKi0YeHNe Ha4YalbHOW SKCIEPTH3bl (BaIMAAlMs pErHCTPAlMOHHOTO 10Che) (TONOKHUTENbHOE WIIN
OTPHIIATEIEHOE)

3axIItoYeHre CreUaTn3UPOBAHHON SKCIIEPTU3bI (TIOI0KUTEIBHOE WIIN OTPULIATENIBHOE)

3aKII0YeHUE UCIIBITATSILHOM na60paT0pHH: JaTra u Ne IpoOTOKOJIAa, (HOJ’IO)KI/ITCJ'IBHOC nim OTpHHaTGJILHOC)

2. 3akmoueHue (MOJ0KUTENIbHOE): MaTepuanbl U IOKYMEHThI PETUCTPALIMOHHOTO
JIOChE€ Ha JIEKapCTBEHHOE CPEACTBO, MPEIOCTaBICHHBIE ISl TOCYIapCTBEHHOM
peructpaiuu, nepepeructpanuu B Pecnybnuke Kaszaxcran, COOTBETCTBYIOT
YCTAHOBJIEHHBIM TpeOOBaHMSAM, O€30IaCHOCTh, KauecTBO U 3(P(HEKTUBHOCTH
JIEKApPCTBEHHOT'O CPEACTBA MOATBEPKIAEHbI COOTBETCTBYIOIIMMH MAaTEpHAIAMHU U
IIPOBEICHHBIMU UCIIBITAHUSIMMU.

JlekapcTBEHHOE CpPEACTBO (TOPrOBOE Ha3BaHUE JIEKAPCTBEHHOI'O CPEACTBA C
yKa3aHUEM JIEKapCTBEHHOU (pOpMBI, 103UPOBKH, KOHLEHTPALIUU U 00bEeMa 3aI0THEHHUS,
KOJIMYECTBA /103 B YIAKOBKE) MOXKET ObITh 3apErUCTPUPOBAHO (IIEPEPETUCTPUPOBAHO) B
PecnyOnuke Kazaxcran cpokom Ha JeT Wi OECCPOYHO.

3akmoueHue (oTpuuarenbHoe): Marepuanbl U JOKYMEHTBI PErMCTPALIMOHHOTO
JOChE€ Ha JIEKAPCTBEHHOE CPEACTBO, NPEJOCTABICHHBIE ISl TOCYJapCTBEHHOMN
perucTpauuu, nepeperucrpauun B Pecnybnuke Kaszaxcran, He COOTBETCTBYIOT
YCTAHOBJIEHHBIM TpeOOBaHUSAM, O€30IaCHOCTb, KauyecTBO M 3(P(PEKTHUBHOCTH
JIEKapCTBEHHOI'0 CPEJCTBA HE MOJATBEPKIAECHBI COOTBETCTBYIOIIMMH MaTeprajaMy U
IPOBEICHHBIMU UCIIBITAHUSIMHU.

JlekapcTBEHHOE CpPEACTBO (TOPrOBOE Ha3BaHUE JIEKAPCTBEHHOI'O CPEJICTBA C
yKa3aHHEM JIEKapCTBEHHOU (POPMBI, TO3UPOBKHU, KOHIEHTPAIIMU U 00beMa 3all0JIHEHHUS,



KOJIMYEeCTBa J03 B YMAaKOBKE) HE MOXKET OBITh 3aperucTpupoBaHo (
nepeperucTpupoBano) B Pecnybnuke KazaxcraH.
3akiroueHue AercTBUTeNbHO 180 KaleHaapHbIX JHEH ¢ JaThl MOMUCAHUS.
PykoBoauTens rocyaapcTBEHHOW OKCIEPTHON opraHu3anuu (Uiu
YOOJIHOMOYEHHOTO auma)

NOAIUCH N. ®amunus
Jata

ITpunoxenue 15
k [IpaBunam npoBeaeHus
9KCIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB

®dopma

3aximodeHre 0 6€30MacHOCTH, kKadecTBe U 3P PEKTHBHOCTH JICKAPCTBEHHOTO
CPEICTBa, 3a4BJICHHOT'O Ha SKCIIEPTU3Y B LEJIIX BHECCHHUS U3MCHEHHIA B
PETUCTPAIHOHHOE JOCHE

1. PecniyOnukaHcKoe TocyJapCTBEHHOE MPEAIPUSATHE HA MPaBEe XO3IMUCTBEHHOTO
BeJeHus "HalmoHanbHbIA LHEHTP SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB, MEAULIMHCKHUX
m3nenui" Komurera KOHTpoOJis KayecTBa U OE€30MAaCHOCTH TOBApOB U YCIYT
MunucrepctBa 3apaBooxpaHenust Pecnyonuku Kazaxcran cooOmaer pesyibTaThl
SKCHEPTU3bl O BIUSAHUM BHOCHMBIX W3MEHEHUN B PErMCTPALIMOHHOE JI0ChE Ha
0e30MacHOCTb, KaueCTBO U 3P(HEKTUBHOCTH JIEKAPCTBEHHOI'O CPECTBA!

Howmep u nara 3aaBku

ToproBoe HavMeHOBaHHE JIEKAPCTBEHHOT'O CPEICTBa (C yKa3aHHWEM JIEKapCTBEHHOH (OPMBI, TO3HPOBKH,
KOHLICHTPAIK ¥ 00beMa 3aIll0JTHEHHs, KOJIUYECTBA 103 B YIIAKOBKE - IS JIEKAPCTBEHHOTO TIperapaTa)

Oprann3anys IpoU3BOJUTENb, CTPAHA-IIPON3BOIUTEIH
Tun BHOCUMBIX U3MEHEHUH

3akioueHHE HAYaJbHONW OKCHIEPTU3bl (BAIUAALMS PETUCTPALMOHHOTO J0Che) (TOJIOKHUTEIBHOE WU
OTPHIIATEIIEHOE)

3akimoueHre CICHATN3UPOBAHHOM KCIIEPTH3HI (TIOJ0KUTEIFHOE HIIH OTPHIATEIBHOE)

3akiI0ueHHe UCIIBITATEILHOM J'Ia60paT0pI/II/IZ JaTra nu Ne IpoOTOKOJIAa, (HOJIO)KI/ITSJ'IBHOC nim OTpI/II_[aTCJILHOS)

2. 3axmmoueHue (MoJ0XKUTeNbHOE): MaTepuanbl U TOKYMEHThI Ha JIEKapCTBEHHOE
CPEACTBO, MPEJAOCTABJICHHBIC /JISI BHECEHUS] U3MEHEHUN B PETUCTPAIIMOHHOE JIOCHE,
COOTBETCTBYIOT YCTAaHOBJIEHHBIM TPEOOBAHUSM, BIUSHUE HA O€30MaCHOCTh, KAYECTBO U
3(pPeKTUBHOCTh JICKAPCTBEHHOTO CPEACTBA IMOJATBEPKACHBI COOTBETCTBYIOITUMHU
MaTepuagaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocumble n3MeHeHHsI MOTYT OBbITh 3aperUCTPUPOBaHbBI C Bbljaueil (6e3 BbI1aun)
HOBOT'O PErUCTPAIMOHHOTO yA0CTOBEPEHHUS.



3akitoueHue (oTpuuaresbHOe): MaTepuanbl U JOKYMEHTHI Ha JIEKAPCTBEHHOE

CPEZICTBO, IPENOCTABIEHHBIE /111 BHECEHUSI K3MEHEHUI B PETUCTPALIMOHHOE J0ChE, HE
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPeOOBaHUIM, BIMsHUE Ha 0€30M1aCHOCTh, KAYECTBO U
3¢ (PEeKTUBHOCTD JIEKAPCTBEHHOTO CPEJICTBA HE MOATBEPKJIEHBI COOTBETCTBYIOIIMMU
MaTepuagaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMble M13MEHEHHSI HE MOTYT OBITh 3apETUCTPUPOBAHBI.

3akiroueHue NecTBUTENBHO 180 KaleHaapHbIX JHEN C AAThI MOAIIMCAHMS.

PykoBoauTens TOCYyJapCTBEHHOM SKCHEPTHOW opraHu3anuu (Hiu

YyOOJIHOMOYEHHOTO auia)

Ilogoucs N. Gamunug

[ara
IIpunoxenne 16
k IIpaBunam nmposeneHust
9KCIEPTHU3BI IEKAPCTBEHHBIX CPEJICTB

®dopma
[ara Mecto nevyatu

PecnyOnukaHckoe TocyIapCcTBEHHOE TIPEANPHUITHAC Ha
npaBe Xo03siiicTBeHHOTO BeaeHus "HanuoHalbHBIN
LEHTP OKCIEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB,
MeauUuMHCKUX u3aenuil" Komwurera KOHTPOJA

Kazakctan Pecnybnukacer JleHcaynbIK cakray
MUHHUCTpIITT Tayapnap MeH KOpceTUIeTiH KbI3METTEepIiH
camachl MEH KayilCi3miriH Oakbulay KOMHUTCTIHIH "
Jopimik 3aTTap MEH MEIUIUHANBIK OYHBIMIapIbI
capamnray YITTBIK OPTAJNBIFEI" IapyarlbUIBIK JKYpPrizy

KYKbIFbIHJIAat bl peCHy6J’[I/IKaHHK MEMIIEKETTIK KSCiHOpHBI

KadecTBa W 0€30MacHOCTH TOBApOB M YCIyT
MuHHCTEpCTBa 3IpaBOOXpaHeHuss PecmyOmuku
Kazaxcran

CBOIHBIN OTYET MO 0€30MacHOCTH, YPPEKTUBHOCTH U KAYECTBY JIEKAPCTBEHHOTO
npenapara
HaumeHnoBaHue npenapara, mpou3BOIUTENb, CTpaHa
N3 otuera yaaneHa koHuaeHITMATbLHAS HH(POpMAITUS
1. CrpaBouHasi uHGOpMAIIHS O MPOLIETYPE
1.1. ITomaya perucTpanoOHHOTO JOChE
2. Hayunoe obcyxaeHue
2.1 AcrekThl KauecTBa
2.1.1 AxtuBHas (apManeBTHYECKass CyOCTaHIMSA: aHAJIU3 CBEJACHHUU O
IIPOMCXOXKJICHNUH, KQUeCTBE 1 BBIBOJIBI O BO3MOKHOCTH MCITOIH30BaHUS CyOCTaHITUN
2.1.2 . BcnoMoraTtenbsHBIE BElleCTBa: aHAINW3 CBEICHUH O KaueCTBE, KOJIMYECTBE C
BBIBOJIAMHU O JOIYCTUMOCTH UCIIOJIb30BAHUS
2.1.3 JlekapcTBeHHBIN mpemnapaTr 3aKIIOYeHHE O MPOU3BOJCTBE CIeUdUKAIUs
KayecTBa CTaOMILHOCTh
2.2. JIOKIMHUYECKUE aCIIeKThI



2.3 KnnHuveckue acieKThl
2.4 OueHka noJib3a-pruckK
2.5 ®dapmakonaazop Omnucanue cuctemsbl GpapmakoHanzopa [lnan ynpaBieHus
pUCKaMu

2.6 YcnoBus OTIIycKa

IIpunoxenune 17
k [IpaBuiiamM poBeneHUS
IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEIICTB

HHbopMaiys 0 BCIOMOTaTeFHBIX BEMECTBaX, HOMUHAILHOM HX COEPKaHUU
B JICKQpPCTBEHHEIX IPEMapaTax, a TAKkke OTPAaHHICHAS IPHMEHECHUA
JICKapCTBEHHOTO TIpemapara

Nndopmanns,
Jonyctumsle
moJuIexanias
No npeaeasl
HaumenoBaHue OTpPa)XEHUIO B s
/ [TyTs BBeneHus coJepXKaHus Kommenra-pun
BCIIOMOT'aTEIIbHBIX BEIIECTB UHCTPYKLHU  TIO
I BCIIOMOTaTEIbHBIX
MEIULHHCKOMY
BEILIECTB
NPUMEHEHHIO
1 2 3 4 5 6
['mnepuyBCTBUTENBEHOCTD
1. AmpoTuHUH MectHoe * 1501851 cepbe3Has
aJuIepruyeckast peaxiys
IIpoTuBomOKa3aHbI OunmeHHoe
MecTHOE®, .
N JIMIaM C aJUIEPTUYECKON apaxmcoBOE MaciiC
2. ApaxucoBoe mMacio nepopajbHoOE, N
peakuyueil Ha Opexu WM MOXET COJIEpPIKATE
MapeHTepaIbHOE
COI0 6ernox
ComepXHuT
o p MosxeT HaHECTH
CHUJIaJaHUH
3. Acmapram (E951) [epopanbHOE * ’ Bpea JHIaM C
NPOTUBOIIOKA3aH JIIOJSIM .
. (eHmTKEeTORy et
¢ penmnkeronypuen
A30KpacuTeNu:
1) E 102 Taptpa3un
2) E 110 Xenrsrit 3akat (FCF
)) ( E 102, E 110, E
122 - 3ampereHs!
3) E 122 A3zopyOun, p
N Anneprudeckue K IIPUMEHEHUIO B
4. KapMousus [TepopanbHoe
€aKINH JIEKaPCTBEHHBIX
4) E 124 TMonco 4R ( P P
. mpemnapartax A
myHIoBEI 4R), Komenwuns p N P
JeTen
KpacHas A
5) E 151 BbpuminaHToBBIH
uyepHblil BN, uepnsiii PN
3ampenieH K
N . MPUMEHECHHUIO B
E 104 XKenTpiii XMHOIMHOBBIN p
5. JIEKapCTBEHHBIX

(Quinoline Yellow)

npemnaparax s
neTen



E 107 XKentsrit 2 G (Yellow 2
G)

E 120 Kopmenuns,
KapMHUHOBasi  KHCJIOTA,
kapmuHbel  (Cochineal,

Carminic acid, Carmines)

E 128 Kpachsrii 2 G (Red 2 G
)

E 131 Cunnii mateHTOBaHHBIN

V (Patent Blue V)

E 132 HWHAUTOTHH,
Wugurokapmun (Indigotine,
Indigo Carmine)

11 E 133 Cunuii Gnecraimuii

FCF (Brilliant Blue FCF)

12 E 155 Kopuunessrii HT (

Brown HT)

E162 CBexombHBIN KpacHBIH,
Beranun (Beetroot Red,
Betanin)

Kpacurenu:
1) El121 IurpycoBsit

14 kpacusiii 2 (Citrus Red 2)

2) E123 Amapant (Amaranth)
3) E154 Kopuunessiii FK
Brown FK

15
Oputposun (E127)

IIepopansHoe

0-0,1 mr/kr

npemnapar
Ha3Ha4YaTh U MIPUMEHSATH
MmalueHTaM c
MaToJOTHEH
IMATOBUIHOM JKEJI€3EI

HCIIb3s

3alpelner K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpemapartax s
neTen

3ampelieH K
NPUMEHEHUIO B
JIeKapCTBEHHBIX
mpemnaparax s
neTen

3anpeleH K
NPUMEHEHUIO B
JIeKapCTBEHHBIX
mpemaparax s
neTen

3alpeleH K
NPUMEHEHUIO B
JIeKapCTBEHHBIX
mpemapaTtax s
neten

3alpeme K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax s
neTen

3alpene K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neTen

3alpeleH K
NIPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neTen

3alpeler K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax AJs
neTen

3alpeIieHsl K
MPUMEHEHHUIO B
JIEKaPCTBEHHBIX
npenaparax

3ampemer K
HpI/IMeHeHI/I}O B
JIEKapCTBEHHBIX
npemnaparax s
neTei



16 Ilepyanckwuii 6amp3am

17
Ben3ankoHus xaopun

Kucnora OeH3oiiHas w
OeH30aTH:

1) E210 kucnora GeHzoifHas
2) E211 wnarpus Oenzoar

3) E212 kanus 6eH3oar

18

19 N
Ben3unoBslil ciupT

Macio 6epramora bepranten

MectHoe

OdrampMonornuecKue

JCKapCTBCHHBIC
(bopMBI

MectHoe

WuransaimonHoe

MectHoe

[TapentepanbHoe

ITapenTepanbHoe

MectHOE

%

*

10 Mxr/B 1 moze

IIpu noze menee
90 mr/kr/cyT

ITpu noze 90 mr/
KI/CyT

Bo3MOXHBI KOXHBIE
peakuuu
Bo3moxHBI HUPHTHI;

n3berarb KOHTAKTa C
MSTKAMM KOHTAKTHBIMHU
JIUH3aAMHU,

YAATUTh KOHTAKTHBIC
JTUH3BI nepen
NpUMCHECHHEM |
BBDKJATh HE MeHee 15
MHUHYT nmocie
3aKarmbIBaHMs Tpernapara
5

HE NPUMEHSETCS y AeTel
1o 8 jeT

Koxnble peakuun
Bponxocnazm

Pazgpaxenus koxwu,
rila3 M CIU3UCTHIX
o0oJouex

IIpoTuBonokaszaHo
HOBOPOXJEHHBIM JETIM

IIpoTuBomnokaszaHo
HETOHOMIEHHBIM,
HOBOPOXJCHHBIM U
neTsM go 3
MoOOYHOE JACHCTBHE -
aHa(UIAKTOUTHBIE
peakuuu;
KOJHMYECTBO

JIeT;

OCH3WIOBOTO CIHUpTa B
npenapare (Mr/min)

IIpoTuBonokaszaHno
HEJIOHOIIEHHBIM,
HOBOPOXICHHBIM U
aeTsM gpo 3
NpU  NPUMEHEHUH
OEH3MJIOBOr0 CHHpTa B
mo3ax 90 wmr/kr/cyt u
BBIIIIE TTOBBIMIACTCS PHUCK
baTanbHBIX
TOKCUYECKUX PEAKLUI

JIeT;

IToBbimIaeTcs
YyBCTBUTEIHFHOCTh K
YIBTPO(HOIETOBBIM
nydam (kKak K
HATypaJbHBIM, TaK W
HCKYCCTBECHHBIM JIy4am)

benzankonus
XJAOPpH I
obeciBeunBacT
MATKHE
KOHTaKTHBIE
JIHH3EI

Bricokuit puck
pa3Butus
KEITYyXUu Yy
HOBOPOXKJIEHHBIX

Bo3MoxHE
crydawu
TOKCHYECKHX U
alJIePTUIECKUX
peakuuii y gereit
1o 3 jer

He ucnonb3yercs
IpU HalW4YUHU
OepramnteHa B
Macie



21 Bponoron

Bytunrunpoxcuanuzon E320

Byrunrungpoxcuronyon E321

Macino KacTopoBOE
MOJIMATOKCHIIMPOBAHHOE;
Maclio KacTopoBoe
MOJUATOKCUIIMPOBAHHOE

TUAPOTCHU3UPOBAHHOC

25 Cnouprt
CTIHPT HETHIIOBBIN

LIETOCTEapHU-JIOBBIN;

26
XJ10pKpe30a

Jdmmermicynshoxeny

MectHOE

MectHoe

MectHoe

[TapentepanbHoe

IlepopanbHoe

MectHoe

MectHoe

MecTtHOE
[TapentepanbHoe

MectHoe

ITepopansHoe
HapeHTepajibHOe

ITepopansHoe
MapeHTepaIbHOe

u

u

CopxepxaHue
3TaHOJa B
pa3oBoil 03¢
menee 100 mr

or 100 Mr no 3 r
3TaHojda B
pa3oBoii 103¢e

3 T B pa3oBoit
JI03€ TIpernapara

MectHbie
peakiuu (KOHTaKTHbIE
JIEpPMaTHTHI)

KOXHBIC

MecTHBIE  KOKHBIE
peakiuu (KOHTaKTHBIE
JEepMaTHUTHI),

pa3apakeHus riua3 u

CIU3HCTHIX 000JI0UYEK

MecTHbIE  KOXHBIE
peakiuu (KOHTaKTHBIE
JepMaTHUTHL),

pa3ApakeHus riua3 Hu

CIIU3HCTHIX 000JI0YEK

Cepbe3Hbie
AICPIHYCCKUE PEAKIIUU

Hapymenus
KEIYIOYHO-KUIIEIHOTO
TpaKTa U Juapest

Koxurie pcaknuu

MecTHBIE  KOXXHBIE
peaknuu (KOHTAKTHBIE

JIepPMaTHUTHI)
Anneprudeckue
peaKkuuu

Pasnpaxenust Koxu

Copepxarmiue

IIpenapat coaepxur
9TaHONA, MEHee

HU3KUH OBEHb .
P 100 mr B pazoBoii

JTaHoIa

nose
IIporuBOonokazaHo:
IUTSL JTAT] CTPATaroIInX
aJIKOTOJIU3MOM,
SMUJICTICUCH, HETSM,
OepeMCHHBIM u
KOPMSIIIIUM >KCHIIIMHAM,
OOJNBHEBIM c
3a00JIEBAHUSAMH IIE€UEHU
IIpoTuBOIIOKa3aHO:

KomnuectBO
JUTSL JTAT] CTPAJarOIINX

STUJIOBOTO CITUPTE
aJIKOTOJIU3MOM,

. B 3TUX

SIUIIENICUEH, IETIM,

JIEKapCTBEHHBIX
OepeMeHHBIM u

mpemnaparax

KOPMSIIIUM KEHIIUHAM M
MOJKET BIHUATH U
60NbHBIM c
H3MEHATH
3a00JIEBaHUSIMH TICUEHU;

BJIMSET Ha CIIOCOOHOCTH

yHpaBIeHUS
TPAaHCIOPTHBIMHU
cpelcTBaMU  HUIHU

OMaCHBIMH



28

DTaHon

dopmanbrerusn

®pykrosza

MectHoe

[lepopanbHoe

[IepopanbHoe

[TapentepanbHoe

Kunkue
JIeKapCTBEHHBIC
dbopmBl I TIpEEeMa
BHYTpb, TaOJeTKH
AKeBaTeIIbHbIC

ITapenTepanbHoe

5t

*

*

MEXaHU3MaMH; BIMSCT U
U3MEHSEeT JeHCTBUA
JIPYTHX JIEKapCcTB

Bo3MoxHBI cimydau
MECTHBIX  KOXHBIX
peaknuii (KOHTaKTHBIE
JIepPMaTHUTHI)

Hapymenus
KEITYJOYHO-KUIIEIHOTO
TpaKTa U Juapest

Ilepen HazHaueHueM
MpernapaToB CleIyeT
YCTAaHOBUTH
MEePEHOCHUMOCTh
GpPYKTO3HI;
NPOTHBOTIOKA3aHO
0ONBHBIM c
HacJeACTBEHHOU
HEIEPEHOCUMOCTHIO
(bpyKTO3HI

KonnuectBo ppykTo3b! B
r B pa3oBoil no3e
npemnapara;

HE Ha3Ha4yaTh
MAlUeHTaM ¢ CaxapHbIM
nrabeTom

Hanocsar Bpen 3ybam

IIpoTuBomnokaszano
IHIaM c
HaCJIeICTBEHHOU
HETNEPEHOCUMOCTBIO
rajaxToO3bl,
rajlakTo3eMuei

JEUCTBUSI IPYTHX
JIEKapCTB

IIpu nnutensHOM
HCIIOJIL30BAaHUN B
TEUYCHHUE NIBYX WY
0oJjiee HeneNb



31
l'anakrosza ITepopanbHoe *
ITepopansHoe 5
r
ITapenrepanbHoe
[lepopansHoOE *
ITepopansHoOe 5
r
ITapenTepanbHoe
I'moko3a
PactBops! U1 npuema
BHYTpb CocateinbHble
KCBATCIbHBIC
TaOJICTKH
[epopansHOE 10 /B 1 noze
I'muuepon
PexransHoe It
4 lemapun (B KkauecTBe
BCIIOMOTaTEeNbHOTO BemiecTBa [lapeHTepanbHoe *
*
Cupon
35 ruaporeHu3UpOBaHHOM
[IepopanbHoe

[JIIOKO3bI (MM MaJbTHUT
KUJIKAN)

IIpoTuBonokaszaHo
TuIam c
HacJIeJCTBEHHOM
HETIEpEHOCUMOCTBIO
rajakTO3HI,
rajakTo3eMue uiu
ManbabcopOmnueit
TJIFOKO30TaJIaKTO3bI

KommuectBo ramakTo3sl
B I' B pa3oBOd J03e
npemnapara;
OCTOpPO’XKHO Ha3HauaTh
OOJBHBIM C CaxXapHBIM
nraberom

IIpoTuBOTIOKA3aHO
AUIaM c
ManbabcopOmnueit
TITFOKO3bI-TaJIaKTO3bI

KommuecTBo rimoko3sl B
r B pa3oBOMl [103e
npemnapara;
OCTOpPO’XKHO Ha3HauaThb
OONBHBIM C CaXapHBIM
nradeTom

Okas3weIBaceT
MOBpeXaalIee
neiicTBre Ha 3yObl

[ToOouHble peakuuu:
rojJoBHas 00I1b,
HapyLIeHHS

eIy IOYHO-KHIIEYHOT O
TpakTa, auapest

ITocnabasromee
JNIEUCTBUE

Anneprudeckue
peakuuu, CHUKEHUE
CBEPTHIBAEMOCTH KPOBU:
MPOTHBOMIOKA3aHO
JULAaM C aJlJIepru4ecKon
peakuuei Ha renapuH

IIpoTuBomnoka3zano
TUIaM c
HacJIeACTBEHHON
HEIMEPEHOCUMOCTHIO
(bpyKTO3BI

YMmepeHHoe
mocrnabuspnee

JaHHas
nHpopmamus
BKJIFOYAETCI B
HHCTPYKIIHIO, TIPH
JUTUTETBHOM
MIpUMEHEHNH (IBe
u 0oJee HeeNb)



10T JeiicTBHE; yKa3bIBaeTCs
KaJOpUUHOCTb
TUAPOr€HU3UPOBAHHOM
TIIOKO3HI - 2,3 KKaj/T

IIpoTuBomnoka3zano
TUIaM c
HacJIeACTBEHHON
HEIMEPEHOCUMOCTHIO
bpyKTO3BI AN
MasibabcopOmnueit
[TepopanbHoe TIFOKO3BI-TaJIAKTO3bI

KonuyecTBo IIIIOKO36I U
Caxap WHBEpTHBIN (pYKTO3HI B T B pa30BOH
no3e npemnapara;
OCTOPO’KHO Ha3HA4aTh
OOJNIBHBIM C CaxapHbIM

nradeToM
PactBops! U1 npuema

Okas3bpIBacT [Ipu gnurensHOM
BHYTPb; COCAaTelbHbIE

MMOBpEXKIatoIee MIpUMEHEHNH (IBE
J)KeBaTeIbHbIE .

JeiicTBre Ha 3yObl u 0oJiee HeJeNn)
Ta0JIETKH

IIpoTuBonokaszaHo

THIAM c

HacJleJICTBCHHOM

* HETNEPEHOCUMOCThIO

(pPYKTO3BI, TraJakTO3bI,
rajJjakTo3eMueil uiIu

7 .
Jlaxtut E 966 IlepopansHoe Manbabcopouneii
TIFOKO3BI-TaJIaKTO3bI

YMepeHHOE
nmociabdasmomee

10r JIEHCTBUE; YKa3bIBAETCs
KaJIOPUMHOCTh JIAKTUTA -
2,3 KKaJI/r

IIpoTHBOTIOKA3aHO
TUIaM c
HaCJIeICTBEHHOU
HEIMEePEHOCUMOCTHIO

* rajlakTo3bl, JCPHUIIUTOM
¢depmenta Lapp (JIAIIIT)
-JaKTa3Hbl,
Mairpabcopoiueit

JlaxTo3a ITepopainbHoe [JTIOKO3BI-TATAKTO3EI

YkaselBaercs
KOJIMYECTBO JIAKTO3HI B T
B pa3oBoil go3e

5t npemnapara;
OCTOPOXXHO Ha3HA4aTh
OONBHBIM C CaxapHBIM
nrnabeToM



39

41

42

43

Jlanonmu (lepcrsiHoit sxup) MectHoe

E 965 ManbTHuT;

E 953 H3omanbTuUTOI;

Manbtut xunkuidi (cupon IlepopanbHoe
TUAPOTCHU3UPOBAHHON

TJTFOKO3bI)

Mannuron (Manuut) E421 IlepopansHoe

O¢roapMamorHuecKue

JE€KapCTBEHHBIE
Opranmdeckie COCAMHCHHS  (hopmbl

PTYyTH:

1) THOMEpCal

2) ¢denun-prytn  HHTpaT MecTHOE
3) ¢enun-prytn amerat

4) ¢penmn-prytu bopat

ITapenTepanbHoe

IMaparuapoxcubensoatsl u ux IlepopanbsHoe;

SPUPH: odToIpMaIOrnYecKue
1 ) JIEKapCTBEH-HBIC
STHIapa-TUApokcrOenH3oatr ( G o p M bl ;
E 2 1 4 ) mectHOE
2) MpOTHI-TIaparu-
pokcubenszoar (E  216)
3) HaTpu4
MIPOTIMIIIApar uIPOKCHOeH30aT
(E 217)
4 ) [TapenTepanbHoOE;
METHJI-TIaparuipoKkcuOeH30aT MHTaIAHOHHOC
(E 218)
5) HaTpu4
METHJINaparupoKcnoeH30at
(E219)
MecTHOE,
deHunanaHuH InepopaibHoOE,
napeHTepajibHOe

10T

10r

MecTHBIE  KOXHBIE
peakuuu (KOHTaKTHBIN
JIepMaTHT)

IIpoTuBOTIOKA3aHO
AU aM c
HacJeJICTBCHHOM
HETNEPEHOCUMOCThIO

(bpyKTO3HI

YMepeHHOE
nocaabasioIee
JICHCTBHE; YKa3bIBACTCS
KalOpUHUHOCTH
THUAPOTCHU3UPOBAHHON
TIIFOKO3BI - 2,3 KKaj/T

YMmepeHHOE
mociabasioniee
nelicTBre

Anneprudeckue
peakuuu

MecTHBIE  KOJKHBIE
peakiuu (KOHTaKTHBIN
JEepMaTHT), HapylICHUE
INUIMCHTAIlUU KOXH

Anneprudeckue
peakuuu

Anneprudeckue
peaknuyu 3aMeAICHHOIO
THIA

Anneprudeckue
peakuyu 3aMeAICHHOIO
THIA, OPOHXOCTIA3M

IIpoTuBOTIOKA3aHO
TUIaM c
(heHMITKETOHY pUCH

B wuHcTpykuuun
nHpOpMAIUS
OTHOCHUTEJIBHO
coJepKaHus
Kajau4
OCHOBBIBAETCS Ha



obmem

COMEPIKAHUH
Kanus B
nmpemapare;

ConepxxaHue Yka3siBaeTcs
meHee 1 MMoOIb (

Kalusg MeHee 1 KOJIMYECTBO Kaiaus B

[TapenTepanpHoOe . 39 Mr) B pa3oBoif
MMOJIb B pa30BOM MMOIIb (WJIM MT) B
. J103€, CUHUTAIOTCS
03¢ a30BOH J103¢€ Tpermapara
A p A penap mpemapaTamMmu
CBOOOIHBIMH OT
Kajusi; 0COOEHHO
BaXHO, IIpH
MPUMCHCHHHU B
Kamuii neauaTpUIecKoi
NpakTHUKe, THAe
Ha3HAYAITCS
mpemnapaTsl  C
HU3KHM YPOBHEM
Kaus
Yka3bsiBaeTcs
KOJIMYECTBO Kalus B
MMOJIb (WK MT) B
pa30BoOil 03e mpemnapara
CopepxaHue ; OCTOPOXKHO Ha3HAyaTh
[TapentepanbHOE N
Kaius 1 MMOJIb B JIMIIaM CO CHMIKEHHOM
ITepopanbHoe . .
pa3oBoii 103e ($yHKIMEH ToYeK Wil y
KOTOPHIX
KOHTPOIHPYETCS
MOCTYIJICHUE Kaius C
nUIen
BryTpuBeHHOE
yP 30 MMoB/1 Bonb B MecTe HHBEKITUH
BBEJICHHC
MectHoe * Paznpaxenne koxu
46 IlponuIeH-TINKOIb U ero 400 Mr/xr - s 0 5
IlepopanbHoOE O¢ddexTsr, Mog0O0HBIE
3hupsI pop B3pocibix 200 mr/ ’
[MTapenrepansHoe . JEWCTBHIO AJTKOTOJIS
KT - IS IeTer
Penkue ciaydau
Macio KyH)XyTHOE Bce mytu BBeneHust CepbEe3HBIX

QUIEPTHYECKUX PEeaKIUH

B wuHcTpykuuu
nHdopmanus
OTHOCUTEJIBHO
conepxKaHus
HaTpus
OCHOBBIBACTCS Ha
obmem
collep>KaHuHU
HaTpus B
npemnapare;
npenaparsl
coaepxKamme
HaTpus MeHee |

ConepxaHue Yka3siBaeTcs
MMouIb (23 Mr) B

HaTpusa MCHCC 1 KOIUYECTBO HaTpus B



Harpuii

49 Kucnora copOuHOBasi u ee
comu

50 Copburon E420

51 Macno coeBoe,
Macno coeBoe
THIPOT€HU3UPOBAHHOE

CreapunoBslif cIUpT

ITapenTepanbHoe MMOJIb B pa30BOH
JI03€ TIpernapaTa
CopepxaHue
ITapenTtepansHoe;
HaTpusi | MMOTb B
HepopanbHOE N
pa30Boii 103€e
MectHoe *
ITepopansHoe *
[TapenrtepanbHOE
IIepopansHoe 10T

Bce iyt BBemeHMs *

MecTHoE *

IlepopansHoe

MMOJb (WM MT) B
Ppa3oBoii 103e npenapara

pa3oBoil  jgo03e,
CYHTAIOTCSA
npenaparamu
CBOOOJHBIMU OT
HaTpHui,
Oco0eHHO 3TO
BaXHO, TIpH
MNPUMEHEHUU B
MeAnaTPUIECKOU
MpaKkTUKe, THAe
Ha3HaYarTCs
npemnapaTrsl ¢
HU3KHUM YPOBHEM
HATpHs

VYxka3piBaeTCs
KOJMYECTBO HATPHUS B
MMOJIb (MJIM MI) B
pa3oBoOH J103¢ mpemapara
;  OCTOPOXHO TIpH
Ha3HAUYCHUH JIHIAM,
COOMIOTAOIIAM

0eccosIeByIO TUETy

MecTHBIE  KOXHBIE
peakiuu (KOHTAKTHBIN
JIepMaTHT)

IIpoTuBONOKa3aHBI
nanueHTaM c
HacCIeACTBEHHOHU
HENEPEHOCHUMOCTBIO
(bpyKTO3HI

YMmepeHHOE
mociabusonee
neicTBuUeE;
yKa3blBaeTCs
KaJOpUUHOCTh
copbutona - 2,6 Kkaj/T

MecTHBIE  KOXHBIE
peaxiuu (KOHTAKTHBIN
JIepMaTHT)

MectHbie
peakuuu (KOHTaKTHBIN
JIepMaTHT)

KOXHBIC

IIpoTuBOTIOKA3aHO

AU aM c
HacJeJICTBEHHOI
HEIEePEHOCUMOCTHIO
bpYKTO3HI,
Mairpabcopomueit
TJTFOKO3BI-TaJaKTO3bI,
nepunutoM (epMeHTa
CYKPa3bl-U30MaJIbTa3bl



53
Cyxposa
PactBops! U1 npuema
BHYTPb;
cocaTeJbHbIE,
JKeBaTEJIbHBIC
TaOJICTKN
Cynbdutel,  BKIOYASA
MeTabuCcyIbUTH:
1) cepst mmokcumx E 220
2) Hatpus cynspur E 221
H .
54 3) natpus Gucynsdur E 222 SPOPAILHOC;
MapeHTEPAIbHOE;
4) Hatpus meradbucynbpur E
UHTAJISIMOHHOE
2 23
5) xanmus metabucynspur E
2 2 4
6) xamus oucynpdur E 228
ITmeHnYHbIN Kpaxman ITepopanbHoe
Kceunurton [TepopanbHoe

Hcnoinb3yeMble COKpaIEHUS:
MTI' — MUJUIMTPamMM;

KI' — KAJIOTPaMM;

MKT — MHKPOTPaMM;

I — TpaMM;

KKaJl — KUJIOKaJIOPH;

MMOJIb — MUJIMMOJIb;

1 — JUTP.

[Ipumeyanue:

*

10r

Yka3siBaeTcs
KOJINYECTBO CYKpas3bl B
rpaMMax B pa30BOH 103€
mpemapara;
OCTOPOXXHO Ha3HAadaTh
OOJIBHBIM C CaxapHBIM
JIrabeToM

IloBpexnarouiee
JeicTBre Ha 3yObI

Cepbe3HBIE
QJUIEPTUYECKHEe PEaKIHH
U OpoHXOCTIa3zM

[IpoTuBomnoka3zan nuuamM
C  alJIepTHYECKUMH
peakuusAMHu Ha
MIIEHUYHBIN Kpaxmail

YMepeHHOE
nmociabdasmomee
melicTBUE;
yKa3bIBaeTcs
KaJIOpUHHOCTH
KCHJIMTOMA - 2,4 KKaJI/T

JlanHas
nHpOpMAIUL
BKJIIOYAETCS B
HHCTPYKLHUIO,
Kornga
JIEKapCTBEHHBIH
mpemapar
mpeTHa3HaueH TS
IUTATETEHOTO
npuMeHeHus (IBe
u OoJiee HeJeNb)

ImenuYHBIN
KpaxMaal MOXET
comepxaTh
I'moren (ciensr)



* He3aBUCHUMO OT KOJIMYECTBEHHOI'O COAEPKAHUS BCIIOMOTaTEIbHBIX BEIIECTB,
uH(popMaIus, ykazaHHas B KOJIOHKE 5, OTpaXkaeTcsl B MHCTPYKIMH IO MEAUIIMHCKOMY
IIPUMEHEHHIO.

** Mndopmanus, ykazaHHasi B KOJIOHKE 6, MpeaHa3HaYeHa JJig SKCIEPTOB MpH
IIPOBEJECHUN CIIENUAIM3UPOBAHHON dKCIIEPTU3HI JIEKAPCTBEHHOTO CPEACTBA.

IIpunoxenune 18
k [IpaBunam sKcTiepTH3BI
JIEKapCTBEHHBIX CPEACTB

IlepedeHs M3MEHEHMH, BHOCUMEIX B PETUCTPAIMOHHOE JOCHE JIEKAPCTBECHHOTO
CpEnCcTBa

A. AIMVUHUCTPaTUBHBIC N3MEHEHHUS

A.1 V3meHenue Ha3BaHU U (WJIM) ajpeca AepikaTells perucTpaloHHOTO JIoKyMeHTHI U

VYcenosus IIpouenypa
YIOCTOBEPEHHS JIaHHBIE
a) [lepxarenb perucTparoOHHOTO YIOCTOBEPEHS HE MEHSETCS 1 1,2 1A
6) CMmeHa fiepskaTetst pEruCTPallMOHHOTO YAOCTOBEPEHUS 2,3,4 IB

Y ¢ 1 o B ®m 4
1. IeprxaTeneM perucTpaioHHOTO YIOCTOBEPEHNUS SBISICTCS IOPUANIECKOE JIUIIO.

JokyMeHT auum s

1. JIOKyMEHT OT COOTBETCTBYIOIIETO YIIOJTHOMOYCHHOTO OpraHa (HallpuMep, HaJOrOBOTO OpPTaHa), B KOTOPOM
yKa3aHo HOBOE€ Ha3BaHHUE 1987t anpec.
2. TlepecmorpenHas wHPOpManHs O JCKAPCTBEHHOM Ipemnapare (OOHOBICHHAs KpaTKas XapaKTepUCTHKA
JIEKapCTBEHHOTO TIpernapaTa, MHCTPYKIUS 110 MEIUIIMHCKOMY IPHUMEHEHUIO (JIMCTOK-BKJIAIBIII), MapKUPOBKA).
3. Kpatkas xapakTepucTHKa CHCTEeMBI (hapMakoHaA30pa OT HOBOTO JepKaTelsl PEeTHCTPAIMOHHOTO

YIAOCTOBEpPEHUS (APY) OJI)KHA BKJIFOUATh cienyrouue 3JIEMEHTHI:
- uH(pOpMAIMS O TOM, YTO JIEPKATENIb PETUCTPANMOHHOTO YJAOCTOBEPCHHSI MMEET B CBOEM PACIOPSIKCHUH
OTBETCTBEHHOE h18781(0) 3a rno0aabHBIH dbapmakoHanm3op;
- KOHTaKTHEIE TIaHHEBIC OTBETCTBEHHOTO numa 3a rao0anpHBIN dbapmakoHaa30p;

- IeKJlapanus, MOANUCAaHHAs JepKaTeJIeM PeruCTPAllHOHHOTO YAOCTOBEPEHUS O TOM, YTO OH MMEET CHCTEMY
(apmMakoHa 30pa JUIsl BBINOJIHEHHUS 33124 ¥ 0053aHHOCTEH 110 IOCTPErUCTPALIMOHHOMY KOHTPOJIIO 0€301acHOCTH
JeKapcTBEHHEBI X CpelncTB;
- cchulkKa Ha MecTo (azmpec), TAe XpaHHTcs MacTep-dailn  cucteMsl  (apMakoHaA3opa.
4. JloroBopHBIE B3aNMOOTHOLIEHUS MEXAY Npou3BoauTesieM u JIPY Ha npaBo ocylecTBiIeHHs NeITeTbHOCTH 110
(hapmaxoHa30py.

JloxyMeHTHI u
A. 2 V3meHeHne (TOPTOBOr0) HANMEHOBAHUS JICKAPCTBEHHOTO TIperapara | Y CIIOBHSA [Ipouenypa
JIAaHHBIE

a) JlekapCTBEHHBIC TIPEIapaThI 1 1,2,3,4,5 1B

YV ¢ 1 o B ®u 14

1. Cnez[yeT I/136eFaTb HyTaHI/ILU:I C Ha3BaHUIMHU CyL[IeCTByIOI_HI/IX MCIOUITUHCKUX npenapaTOB UIIN XKE C
MexyHapOIHBIM HEMaTeHTOBaHHBIM Ha3zBanuemM MHH, ecim ke HanMeHOBaHWE OONUICTIPHHSATOE, U3MCHCHHUE
JTIOJDKHO OBITH TPOM3BEICHO B CICAYIOIIEM MOPSAKE: OT OOMICTIPHHATOTO HA3BaHUA K (papMaKOIEHHOMY HITH K
MHH

JokyMeHT auuw s

1. MoTuBHpPOBaHHOE obocHOBaHUE HEOO0XOAUMOCTH U3MEHEHUS Ha3BaHUSA npemnapara.
2. TlepecmotrpenHas wHpOpMaNHS O JCKAPCTBEHHOM Ipemnapare (OOHOBJIICHHAs KpaTKas XapaKTePUCTHKA

JICKapPCTBEHHOIO TIpernapaTa, MHCTPYKIUS 110 METUIIMHCKOMY TPUMCEHECHUIO (JTUCTOK-BKJIAJBIIT), MapKHPOBKA).
3. Komust mOKyMeHTa, BRIIAHHOTO KOMITETCHTHBIMU OpPTraHAMHU CTPAaHBI-IIPOU3BOIUTENS, KOTOPHIN yIOCTOBEPSET



H3MEHEHHUE ero Ha3BaHHUSI.
4. ToanucanHast JeKJIapaius 0 TOM, 9YTO MECTO, CII0CO0, COCTAaB, HOPMATHBHBIN JOKYMEHT, PETJIAMEHTHPYOIIN I
Kad4eCcTBO npemapara 0OCTaluCh Oes A3MEHEHHS.
5. BenoMocTh HM3MEHEHUH K YTBEpKIECHHOMY HOPMATHBHOMY JOKYMEHTY IO KOHTPOJIO KadecTBa W
6e3omacHoctu JIC.

A. 3 lI3MeHeHMEe HaWMEHOBAaHMS AaKTHBHOH (hapMaleBTHYECKOH y JIOKyMeHTHI 1
CIIOBUS
CyOCTaHIIMM MJI BCIIOMOTaTEJIFHOTO BEIIECTBA JTaHHBIE

1 1,2 A

IIpouenypa

Y ¢ n1 o B HuH 4
1. dapmarieBTHYECKAsE CyOCTAHIMS/BCIIOMOTaTeIbHOE BEIIECTBO HE U3MEHSCTCS.

J oKy MeHT auum s

1. CBugerenbcTBo BeemupHO# opranuzanuu 3apaBooxpaHenus (nanee — BO3) 00 yTBep)kIeHUH WM KOMUs
nepedHsi MeXIyHapoJHOTO HEMAaTeHTOBAHHOTO HauMEHOBaHUs. Ecii MprMEHNMO, TOATBEPXKICHUE TOTO, 4TO
n3MeHeHne coorBercTByeT [ocymapctBeHHOr ®apmakomee Pecnybmmku Kaszaxcran. [lexmaparus, 4To
HaNMEHOBAaHME PACTHTENbHBIX JICKAPCTBEHHBIX IPENApaToB PACTHTENHLHOTO MPOMCXO0XKICHUS COOTBETCTBYET
JOKYyMEHTaM Pecnyb6nuku Kaszaxcras.
2. IlepecMoTpeHHast ”HPOPMAIIMS O JIEKAPCTBEHHOM Ipenapare.

A. 4 3meneHne Ha3BaHMA W (WIIM) ajgpeca: IMPOU3BOAUTENS (BKIIOYAs,
€CITH TPUMEHUMO, TUIOMIAI0K 10 KOHTPOIO Ka4yecTBa), WIN AepiKaTers
MacTtep- (aiima akTUBHOHM (apMmaneBTHUECKON cyOcTaHmmm (manee-
M®A®DC), nin mocTaBIMKa aKTUBHON (papManieBTUIECKOi CyOCcTaHINH,

HCXOIHBIX MaTEpHUAJIOB, PEAKTHBOB WIIU IPOMEXYTOUHBIX IIPOLYKTOB, JIOKyMeHTHI U

. . YcaoBus IIpouenypa
HCIIOJIB3YEMBIX B TPOM3BOJACTBE AaKTUBHOW (hapMaleBTHUECKOM JTaHHEIS
cyOcTtaHnuu (eclim yKa3aHO B TEXHUYECKOM JIOChE), €CIU B
PETHUCTPAIHOHHOM JTOChE OTCYTCTBYIOT CepTHU(HUKATBI cOOTBeTCTBHs Ph.
Eur., uimm mpow3BOIWTENS HOBOTO BCIIOMOTAaTEIBHOT'O BemlecTBa (ecin
YKa3aHO B TEXHHYECKOM JOCHE)
1 1,2,3 1A

Y ¢ m1 o B m 4
1. ITpon3BoICTBEHHAS TUIOMIAIKAa M HA OJJHA U3 TIPOM3BOICTBCHHBIX ONEPAIHi HE H3MEHSIETCS.

JdoxyMmMeHT aUums

1. O¢unmanbpHEI TOKYMEHT OT YIIOJTHOMOYEHHOT'O OpraHa (HampuMep, HaJlOTOBOTO OpraHa), B KOTOPOM YKa3aHO
HOBOEC Ha3BaHUEC u (nnmwm) agpec.
2. [MompaBka K COOTBETCTBYWOIEMY(HM) pasgeny(am) JOCheE.
3. IIpu uzmenennn HazBauus aepxarensi MOADC — oOHOBICHHOE pa3pelieHre Ha JOCTYII.

A. 5 V3menenune Ha3BaHMs W (WJIM) aapeca IPOU3ZBOJIUTENSA
JIoKyMeHTHI U

JIEKapCTBEHHOI'O IIpernapaTa, BKJIIOYas BBIIYCKAIONIME IUIOMIAAKH M Y CIOBHA [Mpouenypa
JTAaHHBIE
TUTOIIAIKH 1T0 KOHTPOJIIO KadeCTBa
a) J[leiicTBusg, 3a KOTOpble OTBEYaeT MNPOU3BOAUTENb (HUMIOPTED), | 123 IA
BKJIFOYAIOT BBITYCK CEpHil 7
0) /[eficTBusA, 3a KOTOpHIE OTBEYAET IMPOHU3BOAMUTEIH/UMIIOPTEP, HE | 123 IA
b b

BKJIIOYAIOT BBIYCK CEpUil

YV ¢ 1 o B H 4
1. Her m3aMeHeHUs B NIPOU3BOJCTBEHHOM IIporiecce, (PaKTUIECKOM MECTE PACIOJIOKEHHUS IUIOMAIKH, B
HOPMATHBHOM JIOKYMEHTE [0 KOHTPOJIIO Ka4eCTBa U 0€30MaCHOCTH JIEKAPCTBEHHOT'O CPE/ICTRA.

J oKy MeHT auuw s

1. Komust WCTIpaBICHHOTO pa3pellieHUs] Ha MPOU3BOJICTBO (MPU HATUYMU) WIH O(QUIUANBHBIN TOKYMEHT OT
COOTBETCTBYIOIIETO YIIOJIHOMOYCHHOTO OpPraHa, B KOTOPOM YIOMHHAETCS HOBOC Ha3BaHWE W (WJIHM) ajapec.
2. Ecnu mpuMeHUMO, TIOMpaBKa K COOTBETCTBYIOMIEMY(HM) pasneny(aM) AOChe, BKIFOUYAs MEPECMOTPECHHYIO
nHPOpMaIHUIO 0 JTEeKapCTBEHHOM nmpemaparte.



3. OOHOBiIEHHas KpaTKas XapaKTepUCTHKA JIEKApCTBEHHOT'O Ipernapara, MHCTPYKIUS IO MEAUIUHCKOMY
MIPUMEHEHHIO (JIMCTOK-BKIIAbIIT ), MAPKHPOBKA.

M3meHeHne KoJja aHaTOMO-TePaneBTHYCCKO-XUMUIeCcKoit (manmee - ATX v Tpebyemas Bun
CIIOBHUS

) KIaccupuKanuu JOKYMEHTAITUS TIPOIeTypPBI

6
1 1,2 IB

Y ¢ 1 o B U 1
1. I3MeHeHue BeneAcTBUE yTBepkaAeHHs nin u3MeHenus BO3 kona ATX.

JdoxyMmMeHT aUnus

1. CBHUIETENBCTBO BO3 00 YTBEPXKIACHUHU AN KOMHS TepeyHs KOIIOB ATX.
2. TlepecmoTrpenHnas wH(pOpMaNKs O JCKApCTBEHHOM Ipernapare (OOHOBJICHHAs KpaTKas XapaKTepUCTHKa
JICKQPCTBEHHOTO MPEmapara).

HcknrodeHrne NPOW3BOACTBCHHOW IUTOMIATKH (B TOM YHCIE IS
aKTHBHOW (papMareBTHYECKON CyOCTaHINH, TNPOMEXKYTOUHBIX

IIPOLYKTOB, JIEKAPCTBEHHOIO Mpernapara, ynakoBIIHUKA, IPOU3BOAUTEIS, Tpebyemass Bun

. Ycnosus
7 OTBETCTBEHHOT'O 32 BBINIYCK CEpUM, KOHTPOJS KauecTBa CEpUM WM JIOKyMEHTaIUsl TPOIeTyPhI
MOCTAaBIIMKA UCXOAHOIO MaTepuaia, peakThBa WM BCIIOMOTaTeIbHOTO
BeIIleCTBA (€CII YKa3aHbI B JIOCKE)
1,2 1,2 1A

Y ¢ 1 o B u 1

1. Ocraercs He MeHee OIHOH paHee OJOOPEHHOW NPOM3BOACTBEHHOW IUIOIIAIKH/IPOU3BOANUTEIS,
OCYIIECTBISIOMMNX T€ Xe (QYHKIUH, YTO M MOIJIexamue uckmodeHnio. Ecnu npumennmo, B PecmyOnnke
Kasaxcran ocraercs, 1mo MeHbIIEH Mepe, OJUH IMPOM3BOAUTENb, OTBEUAIONINHA 32 BBHITYCK CEPHUH, CIIOCOOHBIH
cepTUGHUIHUPOBATh MCHOBITAHWE MPOAYKTa B LeIsIX BeIIycka cepuii B PecnmyGnuke Kazaxcran.
2. MckmioueHue He SIBIISETCS CJICACTBUEM KPUTUYECKUX HEAOCTATKOB IIPOU3BOJACTBA.

JdoxyMeHT aUuus

1. B dopme 3asBneHNs 0 BHECEHUH H3MEHEHUI HEOOXOIMMO YETKO 0003HAYHTh "TeKymux" u "mpemraraeMpIx"
MpPOU3BOAUTENEH, MepeuncIeHHBIX B 3asBICHUU 0 perucTpamnuu.
2. TlompaBka K COOTBETCTBYIOMIEMY(MM) paszaeny(am) I0Che, BKJIOYAsS MEPECMOTPEHHYI0 HHGPOPMAIHIO O
JIEKapCTBEHHOM IIperapare.

A. 8 lV3menenus natel aynurta i BepU(UKAIUK COOTBETCTBUS
MPOM3BOANTENS AaKTHBHON (papMaleBTHUECKOW CyOCTaHIMK TpaBUiIaM Y CIOBHUS
HaJJIeXalle mMpou3BOICTBEHHOM MPaKTUKU

Tpebyemass Bun
JIOKYMEHTAIHSI TIPOLEYPhI

- 1 IA

JdoxyMmMeHT aUns

1. IluceMeHHOE NOATBEP)KICHUE IPOU3BOAUTENS JIEKAPCTBEHHOIO IIperapaTa, COJAepikalllee yKa3aHHE O
BepH(HKALMM COOTBETCTBUSI IPOU3BOJAUTENS AaKTHBHOW (QapmaueBTudeckoil cyOcranuuu IlpaBuinam
HaJyIeXalei Mpon3BoACTBeHHON npakTuku Pecyoinku Kazaxcran.

b. U3meHenunsa kauecTtBa
b.I AktuBHas dapMaiieBTHUYeCKas CyOCTaHIUs
b.I. a) [Ipou3BoacTBo

b.l.a.1 V3MmeHeHue mNPOU3BOAUTENS HCXOIHOTO
MaTepHaja/peakTHBa/ IPOMEKYTOUHOTO  MTPOAYKTa,
UCIIOJIB3YEMOT0 B TPOLIECCE MPOMU3BOACTBA aKTUBHOM
¢apmaneBTuueckoir cyocranunn (ADPC) wim
U3MEHEHHe NPOHM3BOUTEIS aKTHBHOM
(bapmaneBTH4eCKON CcyOCcTaHuuKM (BKJIOUYas, eciu Y CIOBHA
IPUMEHUMO, IUIOIAJKH 110 KOHTPONIO KadecTBa)
aKTUBHOHM (hapMalleBTUYECKOil CyOCTaHIIMH, €CIU B

Tpebyemas
JIOKYMEHTAIHsI



PETrUCTPAlMOHHOM JOChE OTCYTCTBYET cepTHduKar Bun
cootBercTBUs EBponeiickoit dapmakonee. MpOLETyPbI

a) [Ipeqmaraemblii TPOU3BOIUTEND PUHAATEKHUT K TON
ke (hapMareBTUYCCKOW TpyIIe, YTo U ogoOpeHHbd 1,2, 3 1,2,3,4,5,6,7,9 1B
MIPOU3BOIUTEID

0) Buecenme HOBOTO TPOM3BOIUTENS AKTUBHOI
(hapmaneBTHUECKOW CyOCTaHIMN, OOOCHOBaHHOH - - I
MOADC

B) [Ipemyaraemplii MpOM3BOANTENL HCIONB3YET PE3KO
OTIMYAIOIIUICS CMOCO0 CHHTE3a WIM YCIOBHUS
MIPOMU3BO/ICTBA, KOTOPHIE MCHSAIOT Ba)KHBIE TIOKA3ATEIH
KayecTBa aKTHBHOU (hapMalleBTHYECKOHW CyOCTaHIIUH,
Takue KaK KadyeCTBEHHBIM M (WJIM) KOJTUYECTBEHHBIN
npoduib npuMeceii, TpeOyronmii KBTM(pUKaUK, U
(hM3MKO-XMMHUYECKNE CBOWCTBA, BIMSIOIIME Ha
OMOIOCTYITHOCTH

r) HoBeléi mpousBoauTens Marepuana, TpeOyromero
OIICHKM BHPYCHOW Oe30macHOCTH W (WJIM) pHCKa
TpancmuccuBHOI TyO4aTol sHuIeanonaTnn (nanee —
TID)

1) I3Menenne 3aTparuBaeT OMOJIOTHIECKYIO aKTHBHYIO

(hapMaIrieBTUYECKYI0 CYOCTaHI[MIO MM HCXOIHBIM

MaTepuan/peakTuB/IIPOMEXYTOUHBIH  TPOAYKT, - - II
UCIIOJIB3YIOIIUICS B TPOU3BOJICTBE OMOJIOTMYECKOTo/

MMMYHOJIOTHYECKOTO JICKApCTBEHHOTO TIperapara

¢) 3meHenne nmopsika KOHTPOJIS KauecTBa aKTUBHOM
(apmaneBTHUYECKOW CYOCTaHIMH: CMEHa WIH
Jo0aBJICHUE IJIONIAIKK, HA KOTOPOU OCYIIECTBIISACTCS
KOHTPOJIb/UCTIEITAHUE CEPUI

2,4 1,5 IB

) BHecenme HOBOro mNpOW3BOAMTENS AKTUBHON

(hapMareBTHYECKONH CyOCTaHIIMH, HE HMMCIOIICH

M®OA®DC u Tpedyromieii CyecTBeHHOro OOHOBIICHHS - - II
COOTBETCTBYIOIIETO pa3jeia J0Che MO aKTHBHOW

(hapmaneBTHYECKOH CyOCTaHIINH

3) BxiroueHue anbTepHATUBHOW TUIOMIAAKH TIO

CTEepUIN3alMu  aKTHBHOW  (apMmaneBTHUYeCKOU

cyOCTaHIMM C  HUCIOJNB30BaHHEM  METOJa - 1,2,4,5,8 IB
locynapctBennoir  ®apmakonen Pecrnybnukn

Kazaxcran

1) BHeceHne HOBOM MITOMIAKH IO MUKPOHHU3AITUH 2,5 1,4,5,6 IB

k) l3MeHeHMs coriameHuid MO HCHBITAaHUSAM II0
KOHTPOJIIO KadecTBa OHMOJIOTHYSCKOW aKTHBHOM
(hapManeBTHIECKON CyOCTaHIIMU: 3aMeHa WA
BKJIIOYEHHE IIIOIIAIKH, Ha KOTOPOH OCYIIECTBIISACTCS
KOHTPOJIB/UCIIBITAHUS CEPUil, BKITIOYAsk ONOJIOTMIECKHU
/ IMMYHOJIOTHYECKU 1/ NMMYHO-XHMHYECKHIA METO]]

1) HoBas miomanka mo XpaHSHHIO TIAaBHOTO OaHKa

- 1,5 1B
KJIETOK ¥ (W1n) pabounx OaHKOB KIETOK ’

YV ¢ 1 o B HuU 4
1. Crienpuikanuy CXOTHBIX MAaTEPHAJIOB U PCAKTUBOB (BKJIFOYAsl BHYTPUIIPOU3BOICTBCHHBIC KOHTPOJIH, METOBI
aHamW3a BCEX MaTepHalioB) HWICHTHYHB paHee onoOpeHHHIM. Crnenudukanum (BKIIOYas



BHYTPUIIPONU3BOJICTBEHHBIH KOHTPOJIb, METO/IbI aHAJM3a BCEX MAaTEpPHAJIOB), CIOCOOBI IPUTOTOBIICHUS (BKITIOYAs
pa3Mep cepur) U MOJIPOOHBIH CIIOCO0 CHHTE3a MPOMEXKYTOUYHBIX IPOTYKTOB M aKTHBHEIX (DapMameBTUYCCKIX
cybcTaHOUMH UAEHTHAYHEBI paHee OMOOpPEHHBIM.
2. AxrtuBHag ¢apMmaneBTHUECKas CYOCTaHINS HE SABIAETCA OHWONOTHMYECKOH/ MMMYHOJOTHYECKOH WiH
cTepwuU aTb HO U

3. Eciu B npoliecce Mpon3BOACTBA HCIOIB3YIOTCS MaTepralibl YEIOBEYECKOTO WIIN )KUBOTHOTO ITPOMCXOXKICHUS,
MIPOM3BOJMTENb HE HCIIOJIB3YEeT HOBOTO ITOCTAaBIIMKA, B OTHOIIEHHH KOTOPOTO TPeOYyeTCsl OLleHKa BUPYCHOM
6e3omacHocTy u cootBercTBUE ["'ocynapcTBenHoi Papmakonee Pecrryonuky Kasaxcran mo MUHUMH3AIMN PUCKa
mepenayn areHTOB Try04aToi »HIe(anonmaThuyd XUBOTHBIX ITOCPEACTBOM JICKAPCTBEHHBIX IIPEMapaToB A
MEIUIHUHCKOTO " BETEPHUHAPHOTO NpUMCHCHHS .
4. Tpanchep Merona co  cTapoil Ha  HOBYI  IUJIOIIAJAKy  NPOHM3BEIEH  YCHENIHO.
5. Crnenudukanus Ha pa3Mep YacTHI[ aKTHBHOW (apMaleBTHYCCKOW CYOCTaHIIMM M COOTBETCTBYHOIIMMA
AQHAJIMTUYECKUH METOJ HE N3MEHSIOTCS.

JdoxyMeHT aUn™s

1. Ecnu MIPUMEHUMO, moInpaBKa K COOTBETCTBYIOIEMY(UM) pa3nery(am) JoChe.
2. Nexnapaius aepkatens perucTpalioHHOro yaoctoBepenus win aepxkarenss MOADC cooTBETCTBEHHO, YTO
MpOLEeaYpPbl KOHTPOJISl KauecTBa cliocoda CHHTe3a (WIM JJIS PacTUTENbHBIX JIEKAPCTBEHHBIX NpenaparoB (
COOTBETCTBEHHO): METOJla NPUTOTOBJICHHUS, Teorpauyeckoro MCTOYHWKA, NPOM3BOJCTBA PACTUTEILHOU

(hapmaneBTHUECKON CyOCTaHIMK M MpOIEcca MPOU3BOACTBA) U CIEHU(PHUKANN aKTUBHON (apMaleBTHIECKOH
CyOCTaHIIMM W HMCXOJHOTO MaTepHaja/peakTHBa/IPOMEKYTOYHOTO MPOAYKTa B IIPOIEcce HPOM3BOJICTBA

aKTHBHON (hapMaleBTHUECKON CyOCTaHIHMH (€CiIH NPUMEHNMO) HE OTIMYaloTCI OT paHee OJOOpEHHBIX.
3. JIubo ceptudukar coorBercTBusi EBporeiickoiit ®apmakonen mo TI'D mist 11000ro HOBOrO HCTOYHHUKA

MaTepuaia, Jubo (eciM NMPUMEHUMO) JOKYMEHTAIbHOE IOATBEPXKACHHUE TOr0, YTO HCTOYHHK MaTepuala,

nojBepkeHHbIN pucky TI'D, paHee mccienoBaics YIOJIHOMOYEHHBIM OPTaHOM; M OBUIO MOATBEPKAEHO €ro

coorBercTBue ['ocynapcrBenHolt ®apmaxonee PecrryOnukn KaszaxcraH mo MUHMMH3AIMM pUCKa Ieperadu

areHToB T'y04aToi >HIE(aTONaTHH KUBOTHBIX OCPEACTBOM JIEKAPCTBEHHBIX ITPENapaToB sl MEAUIIMHCKOTO 1
BETEPHHAPHOTO MpHMeHeHus. HeoOXoauMo NpeAcTaBUTh CIEIYyIONINe CBECHUS: Ha3BaHUE IIPON3BOIUTENS; BUL
KHUBOTHBIX U TKaHHU, U3 KOTOPBIX MOJYYEH MaTEpHal; CTpaHa MIPOUCXOKICHUS )KUBOTHBIX, €r0 HCIONb30BaHUE U
NpUEMIEMOCTH B NPOMIOM.
4. lanHble aHanu3a cepuii (B opMaTe CpaBHUTENBEHON TaOUIIbI), IO MEHbIIIEH Mepe, IBYX CepHid (110 MEHBILEH
Mepe, ONBITHO-IPOMBIIIJICHHBIX) aKTUBHOM (hapManeBTHUECKONH CYOCTAaHIMM OT TEKYIIMX M IpeJlaraeMbIX

NPpOU3BOAUTENEH/MITOMagoOK.

5. B dopme 3asBiICHNS 0 BHECCHUN M3MEHEHUH HEOOXOMMO YeTKO 0003HAUUTh "TeKymux" 1 "mpeanaraeMpix"
MpOU3BOAUTENCH, KakK yKa3aHo B pasznmene 2.5 hopmbl 3asBICHUA.
6. Ecnu akTuBHas (hapMmarieBTHYECKasi CyOCTaHIHS UCTIONb3YETCsl B KAUECTBE NCXOTHOTO MaTepHaa, JeKiiapalus
KBaﬂI/I(bI/IIlI/IpOBaHHOFO JIMIa KaXxJa0ro JACpixKarejiad JIMICH3MU Ha MPOU3BOJACTBO, YKAa3aHHOI'O B 3asABJICHHUU, U

KBAJTM(DHUIUPOBAHHOTO JIMIA KAKAOTO JiepXKaTeis JIMIEH3UH Ha MPOU3BOJICTBO, YKa3aHHOTO B 3asBICHUH B

KayecTBE OTBETCTBEHHOIO 3a BBINNYCK cepuil. B meknapannsx HeoOXOOMMO yKa3aTb, YTO IPOU3BOAUTEIH(M)

AKTHBHOW (hapMalleBTHIECKON CyOCTaHIINH, YKa3aHHBIN(€) B 3asIBICHUH, OCYLIECTBIAECT(I0T) CBOIO JIESTEIEHOCTD
B cooTBeTcTBUM ¢ [IpaBrimaMu Hapexamei mpon3BoACTBEHHOH npakTHK PecrryOnmkn Kazaxcran B OTHOIIEHUT
UCXOJHBIX MaTepuanoB. IIpu onpeneneHHBIX 00CTOSITENBCTBAX AOMYCKAETCs MPEACTABIATh OJHY ACKIapanuio (
CM. nNpuUMedYaHHEe K H3MEHEHHIO b.I1.6.1).
7. T'apanTuiiHoe MUChbMO (IIPU HEOOXOIUMOCTH) MPOU3BOIUTENS aKTHBHOH (hapMaleBTHUECKON CyOCTaHIUH

OTIOBELIATh JIepKaTelsl PErHCTPAlIOHHOTO yIOCTOBEPEHHUS O JIIOOBIX M3MEHEHMSX Mpoliecca MPOHM3BOCTBA,

cnenqudukanuii W AHATUTUYECKUX  METOAMK  aKTHBHOW  (apMaleBTHYECKOH  cyOCTaHIHH.
8. IloaTBepkAeHUE TOTO, YTO MpeiaraeMas IUIOIAAKa JODKHBIM 00pa3oM JIMIICH3MPOBaHA B OTHOIICHHWH

paccMaTpuBaeMON JIEKapCTBEHHOHW (HOPMBI, JIEKAPCTBEHHOTO Mperapara MM MPOU3BOJCTBEHHOH OIepanui.
9. CpaBHuTeNbHBIC AaHHBIC (B (hopMe TaOJHUIBI) CIIOCOOOB CHHTE3a W CHCHU(HUKAIIMK KayeCTBa aKTUBHOM

(hapmarnieBTHUECKON CyOCTaHIIMM M MCXOJHOTO MaTepualia/peakTHBa/IPOMEXyTOUYHOIO MPOAYKTa B IIpolecce

MIPOM3BOJICTBA aKTHBHON (papMarieBTUUECKOH CyOCTaHIIMK MPeIaraeMoro ¥ yTBEPKICHHOTO TIPON3BOIUTEIS

b.1.a.2 M3menenus npomecca IpOU3BOJCTBA AKTHBHOM v Tpebyemas Bun
. CIIOBHS
(apmarieBTHYECKOI CyOCcTaHIUH JOKYMEHTALHA IpOLEaypPHI



a) He3naummoe m3MeHeHUe mporecca mpousBojactsa 1,2,3,4,5,6,7 1,2,3 IB
aKTUBHOU (hapMaIleBTHICCKON CyOCTaHIIHA

0) 3HaumMoe W3MEHEHHWE MpoIecca MPOU3BOJCTBA

aKTHBHOH (hapMaleBTHYECKO CyOCcTaHIMHU, KOTOpOe

MOXET OKa3aTh CYIIECTBEHHOE BIMSHHE Ha KayecTBO, - - II
Oe3onacHOCTh MM 3PPEKTUBHOCTH JIEKAPCTBEHHOTO

npemnapara

B) l3MmeHeHue 3aTparuBaeT OHOJIOTHYECKYIO/

MMMYHOJIOTHYECKYIO CYOCTaHIHIO MM UCIIOJIb30BaHUE

JIPYTOTO BELIECTBA, MOJyYEHHOT'O ITyTeM XUMHUYECKOTO

CHUHTE3a, NpPH TPOMU3BOJACTBE OHOJIOTHIECKOT0/

MMMYHOJIOTHYECKOTO JICKApCTBEHHOT'O IIperapara, - - II
KOTOpPOE€ MOXKET OKa3aTh CYIIECTBEHHOE BIMSHHE Ha

KauecTBO, Oe3omacHOCTh WiH 3PPEeKTHBHOCTH

JeKapCTBEHHOT0 IIpemapaTa U HE CBA3aHO C

MIPOTOKOJIOM

r) l3MmeHeHHWe 3aTparmBaeT PACTHUTCIbHBINA
JIEKapCTBEHHEIH IIpenapar, a UMEHHO: reorpaduieckuil - - II
HNCTOYHHK, CHOCO6 IMPOU3BOACTBA UJIU IPHUT'OTOBJICHUA

1) Hesnaunmoe nzmeHenue 3akpbiToit yactu MOADC - 1,2,3,4 IB

Y ¢ o1 o B un 1

1. HexenaTenbHOe W3MEHEHHE KAa4ECTBEHHOT'O MM KOJMYECTBEHHOTO MNpOQuis NpuMecedl HIu
GHU3UKO-XUMHUYECKHX CBOMCTB OTCYTCTBYeT.
2. Criocob cuHTE3a OCTAaeTCsl TEM e, TO €CTh MPOMEXYTOUYHbIC MPOIYKTHl HE M3MEHSIOTCS W B IIpOliecC He
BBOJIITCSI HOBBIE PEAKTUBBI, KaTaINW3aTOPhl WK pacTBopuTenu. I'eorpaduuecknii HICTOYHHK, PUTOTOBIICHNE
PacTUTETBHOTO CBHIPbS M CHOCOO NMPOM3BOJCTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX NPENapaToB HE M3MEHSIOTCS.
3. Crnenudukaniy akTHBHOHW (hapManeBTHIECKOi cyOCTaHIIMK M TPOMEXYTOYHBIX MPOIYKTOB HE M3MEHSIOTCS.
4. VI3MeHeHHUe TOTHOCTBIO OMMCHIBAETCSI B OTKPBITON yacT (dactu "3asBurens") MOADC (ecnu mpuMEHHMO).
5. AxtuBHas (apmaineBTHUYeCKas CyOCTaHLUS He SIBISeTCS OMOIOTMYeCKONH/ MIMMYHOJIOTHYECKOW CyOCTaHIIUEH.
6. 3meHenne He 3arparuBaeT reorpa)Mueckuii UCTOYHHUK, CHOCOO MPOM3BOJCTBA WM HPUTOTOBICHUS
JIE€KapCTBEHHOTO PacTHTENBHOTO npemnapara.
7. I3meHeHue He 3aTparuBaeT 3akpbiTol yactu MOADC.

J oKy MeHT auuw s

1. ITompaBka K COOTBETCTBYIOIIEMY(MM) pa3zaeny(aM) JOCke, BKIIIOYasl MPSIMOE CPaBHEHUE TEKYIIEro M HOBOTO
o0 p oI € c C 0 B

2. lanHble aHanM3a cepuil (B popMare CpaBHUTEIHHOH TaOJHIIBI), IO MEHBIIIEH Mepe, ABYX cepHid (110 MEHBIIEH
Mepe, OIBITHO-TIPOMBIIIICHHBIX), MPOU3BEACHHBIX C IOMOIIBI0 OZOOPEHHOTO M IPEIaraéMoro IMpoIEcCOB.
3. Kommu  yTBepkaeHHBIX  crnenmupuiKanuii  akKTUBHOW  QapMameBTHUYECKOH  CyOCTaHITHU.
4. Nexnapanus aepxaTelis perucTpalliOHHOTo ynocToBepeHus: uinu nepxareiasis MOADC cooTBETCTBEHHO, YTO
W3MEHEHHE Ka4yeCTBEHHOTO M KOJIMYECTBEHHOTrO Mpodwisi npuMeceil Win (U3NKO-XMMHYECKHX CBOWCTB

OTCYTCTBYET, CIIoco0 CHHTE3a, crielu(UKau aKkTHBHON (hapMaleBTHYECKOH CyOCTaHIIMU M MPOMEXYTOUHBIX
IPOAYKTOB HE U3MEHSIOTCS.

k b.l.a.2.6) Ilog 3HAYUTENHHBIMH HW3MEHECHUSMH
aKTHBHBIX  (papMalleBTUYECKUX  CyOCTaHIUH,
MOJIy4YeHHBIX IIyTEeM XHUMHUYECKOTO0 CHHTE3a,
MOJJPa3yMEBAIOTCSl M3MEHEHHUs! crocoba CHUHTE3a HIIH
yCIIOBUI ITPOM3BOCTBA, KOTOPHIE CIIOCOOHBI M3MEHHUTH
BOKHBIE  IIOKa3aTedd  KadecTBa  AKTUBHOM
(apmarneBTHUECKOH  CyOCTaHIMHM, TakHWe Kak
KauyeCTBEHHBIH W (MJIM) KOJMYECTBEHHBIM Npoduis

ITpumeuanue



npuMmeceil, TpeOyoomuid KBanuUKAUH, HIU
(U3NKO-XUMHYECKUE CBOWCTBA, BIUAIOIIKAE Ha
OMOIOCTYITHOCTb.

b.l.a.3 H3menenue pasmepa cepum (BKIHOYas

JIMama3oHbl  pa3Mepa  CEepUH)  aKTUBHOH

(hapmaneBTHUECKOH cyOcTtaHuH UIH Venosis TpebOyemas Bun
MPOMEXYTOYHOTO TPOIYKTa, MCIONB3yEMOTO B JIOKyMEHTAaIUs TIPOILIEYPBI
TpoIiecce MPOU3BOJCTBA aKTUBHOH (hapMarieBTHIECKOi

cyOcTaHIUn

a) YBenuueHue pasMepa cepuu BIUIOTH 0 10 pa3 mo
CPaBHEHUIO C 3apPETUCTPUPOBAHHBIM pPa3MEPOM

1,2,3,4,5,6,7,8 1,2,5 1B

6) 10-kpaTHOE pa3yKpyITHEHUE 1,2,3,4,5 1,2,5 IB

B) M3meHenuwe TpeOyeT aHain3a COMOCTaBUMOCTH
OHMOIOrMYECKOW/MMMYHOIOTHYECKOH ~ aKTUBHOU - - I
(hapmareBTHIECKON CyOCTaHITHH

r) YBemunueHue pasmepa cepuu Oonee 10 pa3 mo
CPaBHEHUIO C 3aPETUCTPUPOBAHHBIM Pa3MEPOM

1,2,3,4 IB

) YBenndeHne/yMeHbIIIeHHe MaciiTaba mpon3BOICTBA

OMOTOTHYECKOH/UMMYHOIOTHYECKOH  aKTHBHOMN

(hapmarieBTHYECKOW CyOCTaHIMK 0€3 H3MECHECHHS - 1,2,3,4 IB
npoliecca Mpou3BOJACTBA (Hampumep, TyOJIMpoBaHUe

JIUHWHN)

Y ¢ m1 o B m 4
1. Bce u3MeHeHHS METOAOB MPOM3BOJICTBA 3aTPAarvBalOT JHIIb HEOOXOJWMBIC IS YKPYIMHEHUS WIH

pa3syKpymnHeHus, HampuMmep, UCIOJIb30BaHUE obopynoBaHue JIpyroro pa3mepa.
2. HeoOXxoauMoO IpencTaBUTh Pe3yJIbTaThl MCIBITAHUHA COTJIACHO clielM(UKausM He MEHee ABYX CepHii
npeAnraraeMoro pasmepa Cepuu.

3. PaccMmarpuBaeMBIi JIEKapCTBEHHBIH Ipemapar He SBISIETCS OHOJIOTHYECKHM/HMMYHOJIOTHIECKHM

TEKapCTBEHHB M npemnapaTromM.
4. V3meHeHHWe HE BIMSIET HEXeEJaTeIbHBIM 00pa3oM Ha BOCHPOM3BOAMMOCTB  IIpoliecca.
5. VI3MeHeHre He JO0JKHO OBITh CIIEJCTBUEM HENPEIBUACHHBIX CHTYallid, BOSHUKIINX B XOJ€ IPOU3BOJICTBA,

i HapymeHHUH CTa0HUIBHOCTH.
6. Crnenudukanuy akTUBHON (apManeBTHYECKOH CcyOCTaHIMH/TIPOMEKYTOUHBIX MPOJYKTOB HE H3MEHSIOTCS.
7. AXTHUBHAA (dhapmaneBTHUEecKas cybcTaHIuA HE SIBISIETCS CTEPUIIBHON.

8. Pazmep cepum Haxozmsrcs B mpenene 10-kpaTHOro auamasoHa pa3Mepa CEpHH, MPEIyCMOTPEHHOTO IpH
pETHCTpaIMU Wi HOCJIE TOCTIEAYIOIETr0 N3MEHEHH!S, He SIBIISBILET0C N3MEeHeHHeM [A Tuma.

JdoxywmMeHT aumws

1. IMonpaska K COOTBETCTBYIOIEMY (M) pasneny(am) J0Che.
2. Howmepa cepuit HCIBITAaHHBIX cepuit HMEIOT npeniaraeMbli pa3Mmep cepuu.
3. lanHbIe aHanm3a cepuii (B opMaTe CpaBHHUTENBHOM TaOIHIIBI), IO MEHBIIEH Mepe, OAHOM MPOMBIIUICHHON
CepuM AaKTHBHON (papManeBTHUECKON CyOCTaHIMM WJIM MPOMEXKYTOYHOI'O MPOAYKTa COOTBETCTBEHHO,
MPOM3BE/ICHHON B YTBEP)KACHHOM M IpesiaraeMoM pasmepe. [1o 3anpocy He0OX0JMMO MPeCTaBUTh JaHHbIE MO
CJIEAYIOIINM JIBYM TIOJIHBIM IIPOMBINIJIEHHBIM CEPHSIM; AepKaTesb 00513aH COOOLINTH, €CIIN PE3yJbTaThl aHAIH3a

He yKJIaJbIBalOTCS B cnenudukanuio u NpPEeATI0XKUTH IJ1aH JnerHcTBU.
4. Kommu onoOpeHHBIX crenuuKanuid aKTHBHOW (apManeBTHYECKOH cyOcTaHIMH (M HPOMEKYTOUHBIX
NPOOYKTOB, ecnu MIPUMEHHUMO).

5. Jexmapamus aepkaTelnss perucTpaiioHHOro yaocToBepeHus win aepxarens MOADC cooTBETCTBEHHO, YTO

BCE U3MEHEHHs METOJIOB IIPOM3BOJICTBA 3aTPArHBaIOT JIUIIL HEOOXOAUMBIE JUI YKPYIHEHHsSI WU pa3yKpyIHEHHs,
HaIlpuMep, UCIIOJIb30BaHIe 000pYAOBaHHUE PYTOro pa3Mepa; N3MEHEHUE He BIUSET HexenaTelnbHbBIM 00pa3oM Ha
BOCIIPOU3BOAUMOCTB IPOLIECCa; U3MEHEHHUE He SIBIIETCS CIeICTBHEM HENPEABUICHHBIX CUTyallui, BOSHUKIINX B

XOJie IPON3BOJICTBA, WIM HAPYIIECHHS CTAOMIbHOCTH; Cliel(UKauy akTHBHOHN (apMarieBTHIecKoii cyocTaHumm/
MIPOME)KYTOYHBIX IPOAYKTOB HE M3MEHSIOTCS.



b.l.a4 l3meHeHnne BHYTPHUIIPOU3BOJICTBEHHBIX
UCNBITAHUH WJIM KPUTEpPUEB INPHUEMIEMOCTH, v TpebOyemas Bun

N CIOBHSA
UCHOJIB3YIOIIUXCS NPU MPOU3BOJCTBE aAKTUBHOMU JIOKYMEHTaIUs MIPOLEAYPHI

(hapmaneBTHYECKOH CyOCTaHIINH

a) YXKecTOueHHE BHYTPHUIIPOU3BOJCTBEHHBIX
KpUTEPHEB MIPUEMIIEMOCTH

1,2,3,4 1,2 1A

0) JloGaBieHHEe HOBBIX BHYTPHIIPOM3BOJCTBEHHBIX

. 1,2,5,6 1,2,3,4,6 IA
UCTIBITAHAN WU KPUTEPUEB NIPHUEMIIEMOCTH

B) HUcknroueHue HE3HAa4YUMOIo
BHYTPHUIIPOU3BOACTBEHHOI'O UCIIBITAaHUS

1,2,7 1,2,5 IA

r) Pacmupenune 00OpEeHHBIX
BHYTPHIIPONU3BOACTBEHHBIX KPUTEPHEB IPHEMIIEMOCTH,
KOTOpBIE CYIIECTBEHHO BJHSIIOT Ha COBOKYITHOE
Ka4ecTBO aKTUBHOE (hapMaleBTHYECKOH CyOCTaHIN

I

n) UHckmrodeHwe  BHYTPHIIPOU3BOJICTBEHHOTO
WCHIBITAaHHUS, KOTOPOE MOXKET CYIIECTBEHHO MOBIHUATH
Ha COBOKYITHOE KauyecTBO AKTHUBHOM
(hapMaIeBTHUECKOW CYyOCTaHITUH

II

e) JloGaBneHue HITH 3aMeHa
BHYTPHUIIPOU3BOJACTBEHHOTO  HWCIBITAaHUS W3 1,2,3,4,6 IB
coo0pakeHH 0e30MTaCHOCTH MIIM Ka4ecTBa

Y ¢ a1 o B wu 1

1. VI3MeHeHHe He SBISETCS CIEACTBHEM KaKOTo-TH0O 0053aTeNnbCTBA, NMPHHSATOTO IO pe3yibTaTaM paHee
MIPOBEIEHHBIX AKCIIEPTU3 C IIETbI0 aHAIM3a KPUTEPHUEB MPUEMIIEMOCTH CIenu(HUKanuy (HampuMep, B XOIe
perucTpanguu 81978 BHECEHUS HU3MEHEHUHU IT THIIA).
2. I3MeHeHHne He SBISETCA CIEICTBHEM HEMPEIBHICHHBIX CUTYaIlMi, BO3HUKIINX B XOJE MPOU3BOACTBA,
HalpuMep, HOBas HEKBATU(HUIMPOBaHHAs NPUMECh, M3MEHEHHE IIPE/IENIOB COJACPIKAHMS CYMMBI IpHMECEi.
3. JIrob6oe n3mMeHeHHe TOJDKHO YKIIaJbIBaThCs B MANa30H JEHCTBYIOIUX OA00PEHHBIX KPUTEPHEB IIPHEMIIEMOCTH

4. AHanuTH4YeCcKas METOIMKA HE H3MEHSETCS U H3MEHSIETCS HE3HAYHUTEIbHO.
5. Hu onvH HOBBIM METOA HUCIBITAHUS HE OCHOBAaH Ha HOBOM HECTAHIAPTHOW METOIOJIOTMH WM CTaHAAPTHOU
METOLOJIOTHUH, HCTONIb3yeMOH MO-HOBOMY.

6. Hosrwiii METOJ HCHBITAHUA HE ABJIACTCA 6I/I0.]'[OFI/I‘IeCKI/IM/I/IMMyHOJ'IOFI/I‘{CCKI/IM/I/IMMyHOXI/IMI/IquKI/IM niIn

METOJIOM, B KOTOPOM HCHOJIB3YETCsl OMOJIOTHUECKUI PEaKTUB JUIsl ONOJIOrMYecKol aKTUBHOM (papMalieBTHUEeCKOi
cyOcTtaHnmuu (32 HWCKIIOYEHHEM CTaHAApTHBHIX (apMaKONEeHHBIX MHKPOOHOJIOTHYECKHX  METOJIOB).
7. Iapamerp crienuduKanuy HE 3aTparuBaeT KPUTHUYECKUH ITapaMeTp, HampuMmep, JIIOO0O0H M3 ClelyroNuX:

KOJINUECTBEHHOE OIIpe/eJIeHNe, MPHUMECH (eCIH TOJBKO ONPEAEICHHBIH pacTBOPUTENh OJHO3HAYHO HE

WCTOJIB3YeTCs B MPOM3BOJCTBE aKTUBHOHN (hapMarieBTHUECKOW cyOcTaHIMM), IF00ast KpuTHIecKas (Gru3ndeckas
XapaKTepHCTHKa, HAIIPUMEp, pa3sMep 4YacTUll, HACBITHAs MIOTHOCTH JIO M IOCIE YIUIOTHEHMs, UCTBITAHUE Ha
MOJUTHHHOCTb, BOJIA, JII00O0# 3a1poc Ha M3MEHEHUE YaCTOThI HCIIBITAHHH.

JdoxyMeHT aUuus

I. [Mompaska K COOTBETCTBYOMEMY(HM) pasgeny(am) IOCheE.
2. CpaBHuTenbpHas TabmUIa TEKYMIMX W IMpPENjJaraeMblX BHYTPUIIPOM3BOJCTBEHHBIX HCIIBITAaHUH.
3. IMompobHOE omucCaHHE HOBOIO He(PapMaKONCHHONW aHATUTHYCCKONM METOMWKHA M JaHHBIC Baauganuu (B

COOTBETCTBYIIOIHUX cayuasax).
4. JlaHHble aHaNW3a JBYX IMPOMBINUICHHBIX cepHid (U1 OMOJOTMYECKHX AaKTHBHBIX (hapMaleBTHUECKUX
cyOcTaHIM, B OTCYTCTBHE JMOJDKHBIX OOOCHOBaHWMH, — TPH TPOMBIIIJICHHBIE CEpUH) AaKTHBHOU
(bapManeBTHYECKOM cyOcTaHIHH no BCEM napameTpam cnenuukanu.

5. O6ocHOBaHME/OIEHKAa PUCKOB CO CTOPOHBI JEPKATENs PETUCTPAIlMOHHOTO YIOCTOBEPEHUS U ACPrKaTes
M®A®C CcoOTBETCTBEHHO, MOATBEP)KIOAIONINE, UYTO BHYTPUIIPOU3BOJCTBEHHBIC MapaMeTPHl SBIIAIOTCS



HE3HAaYUMBIMHU nnu ycTapeBIIUMHU.
6. OOGOCHOBaHHE CO CTOPOHBI JAEpKaTeNsl PErHCTPALMOHHOTO yAOCTOBepeHHs wiu nepxarenst MOPADC
COOTBETCTBEHHO HOBBIX BHYTPUIIPON3BOICTBEHHBIX HCIBITAHUH U ITPEAETIOB.

b.l.a.5 M3MmeHeHue akTHBHOH (QapmaneBTH4eCcKOi

. . Tpebyemas Bun
cyOCTaHIIMM CE30HHOH, NpeNnaHJAeMUYecKOd wWiu Y CIoBUS
. JIOKYMEHTAaLUs pOLEe Ty Pl
MaHJEMUYECKON BaKLIMHBI ISl TPOGHMIAKTHKN TPUIIIIA
a) 3ameHa mramMMa(0OB) CE30HHOM, MTpernaHAeMUIecKOi
WIN MaHAEMUYECKOW BaKUUHBI Ui MPO(UIAKTHKA II

rpUIIa

b.I. 6) KoHTposap kauecTBa akTUBHOM (papMalieBTUYECKON CyOCTaHIIMN

b.1.6.1 U3menenue mnapameTpoB crnenupuKanud u (HWIH) KpUTEpUEB

MPUEMJIEMOCTH aKTHBHOW (hapMaleBTHYECKOH CyOCTaHIMH, MCXOJHOTO VenoBis Tpebyemass Bun
MaTepHaja/IpoOMeXyTOUHOTO TPOJYKTa/peakTUBa, HCIOIb3yEMBIX B JOKyMEHTAIHs TIPOLETy Pl
nporecce MPOM3BOJICTBA aKTHBHOI (hapMalleBTHYECKO# CyOCTaHIUH

a) VYIKEeCTOYCHHE KPHUTCPHEB IPHEMIIEMOCTH CHCHU(UKAIIUN
JICKapCTBEHHBIX IMpenapaTtoB, MOJJEKAIIUX BBIIYCKY CEpui 1,2,3,4 1,2 IA
O(HIUATBHBIM KOHTPOJIBHBIM OPraHOM

0) YkecTodeHHE KPUTEPUEB MPHUEMIIEMOCTH CHICTH(DUKAITIH 1,2,3,4 1,2 IA

B) JloGaBmenue B cnenuduKamuo HOBOro mapamerpa u  1,2,5,6

1,2,3,4,7 IB
COOTBETCTBYIOIIETO €My METOJa UCIIBITAHUS , 7

r) Uckimrouenne He3HAYUTENBHOTO MTapaMeTpa CrienupuKaiy (HarpuMep,

,2,8 1,2,6 1A
HCKITFOYCHHE YCTaPEBIIIETO MapaMeTpa)

n) MHckmodyenwe mapamerpa crnenu@uKanui, KOTOPBIH MOXKET
CYIIECTBEHHO TMOBIHMATH Ha COBOKYITHOE€ KadecTBO aKTHBHOMU II
(hapmareBTHYECKON CyOCTaHIINH U (MJIH) JIEKAPCTBEHHOTO TIperapara

e) l3meHeHue, BBIXOJslee 3a OJOOPEHHBIH IUANa30H KPUTEPUEB
MPUEMJIEMOCTH  cHelu(UKanuii aKTUBHOM  (apMaleBTHYECKON II
cyOcTaHIun

) Pacmmpenne omoOpeHHbBIX KpUTEpHEeB MPHUEMIIEMOCTH CIeNn(UKAITAI
Ha HCXOJHBIC MaTepI/IaJTI)I/HpOMe)KyTO‘{HBIe MMPOAYKTBI, KOTOPBIC I
CYIIECTBEHHO BJIHUSIOT HA COBOKYIIHOE KaueCcTBO aKTHBHOU

(hapmaneBTHYECKOM CyOCTaHIIUM U (MITH) JIEKAPCTBEHHOTO ITpenapara

3) JloGaBmenme wnmm 3ameHa (UCKIIOYas OHOJOTHYECKYI0 U
HMMYHOJIOTHYECKYI0 CyOCTaHIIMIO) IapaMerpa crenupuxkanuu u
COOTBETCTBYIOIIIETO €My MeTOJa MCIBITAHUS M3 COOOpakeHUi
0€3011acHOCTH WM Ka4ecTBa

1,2,3,4,5,7 IB

n) Ecin Ha akTBHYIO0 (papManeBTHUYECKYIO0 CyOCTAaHIIMIO OTCYTCTBYET
crates [ocymapctBenHoii ®apmakomee Pecnybnukm Kazaxcran,
U3MEHEHHE COOCTBEHHBIX JaHHBIX clHenuGUKalud Ha JaHHbIE
HeoHIManbHO (hapmakonen K hapMaKonen TPETheil CTpaHbl

1,2,3,4,5,7 IB

YV ¢ 1 o B W 4

1. V3MeHeHWe HE SBISCTCS CIEACTBHEM IIO0OTO 00s3aTeNbCTBA, NMPUHATOTO MO pe3ylbTaTaM paHee
MPOBEACHHBIX 3KCIIEPTH3 C IIENBI0 TIEPEeCMOTpa KPUTEPHUEB MPUEMIIEMOCTH crenu(prukanuy (HampuMep, B X0e
perucTpanuu JIEKapCTBEHHOTO npenapara 1581851 BHECECHUU N3MEHEHU II THIIA).
2. N3meHeHue He SBISIETCSl CIENCTBUEM HEMPEABUIACHHBIX CHUTYallMi, BOBHMKIIMX B XOJE€ MPOU3BOJICTBA,
HaIpUMep, HOBOH HEKBATU(UIIMPOBAHHON MPUMECH, MU3MCHEHHUS IMPEAETIOB COJCPKAHMS CYMMBI MpHMECEH.
3. JIroboe M3MEHEHHE JOJDKHO YKIAABIBATHCS B JMAMA30H TEKYIIUX OJOOPECHHBIX KPUTCPHUEB MPUEMIECMOCTH.
4. AHanuTHdueckas METOIHKa HE H3MEHICTCS U H3MEHIETCS HE3HAYHUTEIbHO.
5. Hu onvH HOBBIM METOA HUCIIBITAHUS HE OCHOBAaH HAa HOBOM HECTAHIAPTHOW METONOJIOIMH WM CTaHAAPTHOU
METOJOJNOTHH, HCNONb3yeMOH MO-HOBOMY.



6. HoBbIlf MeTOJ MCTIBITAaHUS HE SBISIETCS OMOJIOTMYECKUM/ UMMYHOJIOTHYECKUM/ UMMYHOXUMHUYECKHM HITH
METOJIOM, B KOTOPOM HCHOJIb3YETCs] OMOJIOTHUECKUI PEakTUB Ul ONOJIOrMIecKol akTHBHOM (hapMarieBTHIecKoi
cyOcranmmu (32 HWCKIIOYECHHEM CTaHOApTHBIX  (apMaKOMEWHBIX MHUKPOOMOJIOTHYECKHX METOIOB).
7. V3MeHeHne mr0o00T0 MaTepuana HE 3aTparuBacT I€HOTOKCHYHYIO IpuMech. Eciin BOBIE€YEeHa aKTHUBHAS
(dapmaneBTHUeCKas CyOCTaHIHMs, 3a MCKIIOUYECHHEM OCTAaTOYHBIX PACTBOPHUTENCH, KOTOpPbBIE JOJDKHBI

COOTBETCTBOBATH IIpeJiesiaM COOTBETCTBYMOMIEH cTaThe I'ocynapcTBenHol Papmakonee Peciy6onuku Kaszaxcran,
KOHTPOJIb JII0O0OH HOBOI IpuMecH JOJDKEH COOTBETCTBOBaTh I ocynmapcrBeHHoit dapmakomee PecmyOmuku
K a3 ax crT aH

8. INapamerp cnenmduKauy HE 3aTParvBaeT KPUTHUYCCKUH NapameTp, Hampumep, JIIOOO0H M3 CIeryroNux:

KOJINIECTBEHHOE OIIPEJeJIEHNE, MPUMECH (ECIM TOJIBKO ONPEAEICHHBIH pPAacTBOPUTENh OJHO3HAYHO HE

HCIOJIB3YETCs B MIPOU3BOJICTBE aKTHBHON (hapMalleBTHUCCKOW CyOCTaHIMK), JII00ast KpUuTHUecKas (hu3ndyeckas
XapaKTCpUCTUKa, HAIIpUMEpP, pasMep 4YacTHUIl, HACBIIIHAA IMJIOTHOCTb 0 W IOCJIC YIUIOTHCHUA, UCIIBITAHHUEC Ha
MOJUTHHHOCTb, BOJA, JII00O0H 3anpoc Ha MPOIYCK MCIBITAHUSL.

JdoxyMeHT aUn™s

I. [TompaBka K COOTBETCTBYOIEMY(HM) pasgeny(am) JOChE.
2. CpaBHUTENbHAA Tabnuia TEKYIIUX u npeajgaraeMbix crienqupuKanuii.
3. [lonpoOHoe onucanue J1t000i HOBOW aHATMTUYECKOW METOAMKHU U JAaHHbIE BATUAAIMU (B COOTBETCTBYIOLIUX
c 1y 9 a g X )

4. JlanHbIe aHAN3a IBYX IMPOMBIIIJICHHBIX CEpHi (B OTCYTCTBHE 00OCHOBAaHMS OOPaTHOTO JUIs OMOIOTHYECKUX
AKTHUBHOHM (hapManeBTHUECKUX CyOCTaHIMH — TPU CEPUH) COOTBETCTBYIOIIEH aKTUBHOH (hapMamneBTHUECKOH
cybcTaHIHH mo BCEM mapamMeTpam cmenquPpUKAIHN.
5. B coOTBeTCTBYIOIIMX CIy4yasX JaHHbIE TE€CTa CPAaBHUTEIbHOM KHHETUKU PACTBOPEHMS JIEKAPCTBEHHOI'O
mpernapara, COJAepKallero axkTHBHYI0 (apMaleBTHUECKyl0 CyOCTaHIMIO, IO MEHbIIeH Mepe, U3
OTIBITHO-IIPOMBIIIUIEHHON CEpUH, COOTBETCTBYIOIIYIO JIEHCTBYIOIIMM M NpeajaraeMbiM crenudukanusm. B
OTHOUICHUH JIEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB JOCTATOYHBI JaHHBIE CPABHUTEIBHON PacaJaeMOCTH.
6. Ob6ocHOBaHNE/OIIEHKA PHCKOB CO CTOPOHBI JIEPXKATENsl PErHCTPAIIMOHHOTO YIOCTOBEPEHUS MIIH JIepKaTels
MOA®C coOTBETCTBEHHO, IOATBEPKAAOIIIE, YTO BHYTPHUIIPOU3BOCTBEHHBIN TTapaMeTp SBISETCS HE3HAUNMBIM
U au ycTapeBIl UM
7. OOGOCHOBaHHE CO CTOPOHBI JAEPXKATEIsl PETUCTPAIMOHHOIO YAOCTOBEepeHHs wim aepxkarenss MDOADC
COOTBETCTBEHHO HOBBIX MapameTpa crieln(pUKauy U KpUTEPHEB IIPHEMIIEMOCTH.

b.1.6.2 H3meHeHHe  aHAJIUTHYECKOW  METOOMKH  aKTHUBHOU

(hapManeBTHYECKOH  CyOCTaHIIMM WM  HCXOZHOTO  MaTepuana/ N Tpebyemas Bun
CIIOBHS

MPOMEXKYTOYHOTO IPOAYKTa/ PEaKTHBA, MCIOIB3YEeMBIX B IpoIecce JIOKYMEHTAaIMs TPOIeTyPhI

MIPOU3BOJICTBA aKTUBHOW (hapMaIleBTHYCCKON CyOCTaHIIMU
a) HesHaunMeble u3MeHEeHUs 0JJOOPEHHON aHATUTHICCKOH METOIMKHI 1,2,3,4 1,2 1B

0) McximroueHre aHATUTHIECKOW METOIMKH aKTUBHOM (papMarieBTHIeCKOM
CyOCTaHIIMM WJIM MCXOJHOTO MaTepHana/mpoMeXyTOYHOIo MpOJyKTa/
peaKkTHBa, €CIM AalbTCPHATHUBHAS € aHaNUTHYECKas METOAMKA YiKe
onoOpeHa

B) [Ipoune M3MeHeHNs aHAINTHYECKON METOIUKH (BKJIIOYAs 3aMEHY WIIH
J00aBlIeHUE) peaKTHBa, KOTOpas HE OKa3blBaeT 3HAYMMOTO BIIMSHHS Ha
COBOKYITHOE Ka4eCTBO aKTUBHOM (hapManeBTHYECKOH CyOCTaHIH

1,2,3,5

1,2 B
.6 '

r) CylecTBeHHOS HM3MEHEHHE WJIH 3aMeHa OHOJOTHYeCKOro/
MMMYHOJIOTHYeCKOT0/UMMYHOXHMHYECKOTO METOJa HCIBITAHUS WU
METO/a, B KOTOPOM HCIOJNB3YyeTcs OHMOJIOTHYECKUH pPEaKTUB UL
OMOJIOrMYECKOH aKTHBHOU (papMarieBTUUECKON cyOCTaHIIN

II

1) I[Ipoure n3MEHEHNs aHATUTUYECKOH METOIUKH (BKITIOYasi 100aBICHUE
WIN 3aMeHY) aKTUBHOW (hapMalleBTHUECKOW CYOCTaHIINN WM UCXOIHOTO 1,2 IB
MaTepHana/IpoMeXyTOYHOTO IIPOIYKTa

YV ¢ 1 o B HuU 4
1. [IpoBeaeHa HEOOXOMMMAsT BATUAAINS, IIOATBEPKIAIONIAS TO, YTO OOHOBIICHHAS] aHATUTHYECKAs METOIMKA, IO
MeHbII e} Mepe, SKBHUBAJIEHTHA npeabayuiei.



2. Tpenensl conepaHusi CyMMBI NpUMEced HE W3MEHMJINCH, HOBBIC HEKBATH(DHUIMPOBAHHBIE MPHUMECH HE
00 Hapy X eH H

3. Merop aHaim3a He H3MEHWICS (HapuMep, U3MEHEHHE JUTMHBI KOJIOHKH HJIH TeMIIepaTyphl, HO He JIpyroi BUA
KOJNTOHKH U MeTOon).
4. MeToa UCIIBITAHUS HE SIBIISIETCS OMONOTHYECKHM/UMMYHOJIOTHYECKMM/UMMYHOXUMUYECKUM HITH METOJIOM, B
KOTOPOM HCIIOJB3YETCSl OHMOJOTHYCCKHII pPEaKTHB MJisi OHOJOTHYCCKOM AaKTUBHOHM (hapManeBTHUCCKON
cyOcTtaHnmuu (32 HWCKIIOYEHHEM CTaHAApTHBHIX (apMaKONEeHHBIX MHUKPOOMOJOTHYECKHX METOJIOB).
5. Hu onuH HOBBIM METOJ UCHBITaHUS HE OCHOBAaH HAa HOBBIX HECTAHAAPTHBIX METOJAaX WIIM CTaHJapTHBIX
MEeTOoxax, MCIOJNB3YeMBIX NO-HOBOMY.
6. AxTtuBHasg (QapmaneBTHUecKas CyOCTaHOHUA HE HABISICTCS OHWOIOTHYECKOW/ HMMMYHOJIOTHYIECKOM.
7. AnpTepHaTHBHAs aHAIUTHYECKAs METOIMKA Ul ITapaMeTpa cnenudukanuy yxe ofo0peHa, Ipyu 3TOM Takas
METOJIKa He OblIa BKIIOYEHA MOCPEACTBOM [A-yBeqomMiieHus.

JdoxyMeHT aUuus

1. TTonpaBka K cOOTBETCTBYIOMEMY(HM) pa3aeny(am) JOCke, BKIIOYAs OMMMCAHNE aHATUTHIECKOH METOI0JIOTHH,
pe3loMe [JaHHBIX BAJIMJAIMM, TEPECMOTPEHHBIE chnenn(UKanuu Ha MOpUMecH (€ClIH TNPUMEHHMO).
2. CpaBHI/ITCHBHBIe PE3YIbTAThl BaJIUAAIIUNA WIIU, IIPU HAJTIUYHUU 06OCHOBaHI/IH, CPaBHUTCIIBHBIC PE3YJIbTAThI
aHaJM3a, MOATBEPKIAMOIINE, YTO TEKYyILee U IpeiaraeMoe HCIbITaHue SKBUBaJIeHTHBI. Hacrosiiee TpeboBaHue
HE MIPUMEHSIETCS, €CITU JOOABIISIETCSI HOBAs! aHATMTHYECKast METOTUKA.

b.I. B) YnakoBo4HO-yKynOpo4YHas cucTeMa

b.I.B.1 V3MeHeHue NepBUYHON YNAaKOBKH aKTHBHOH (papMarieBTHuecKon v Tpebyemass Bun
CIIOBHS

cyOcTaHIUn JIOKYMEHTAITUS TTPOIIECTYPBI
a) KadecTBeHHBIH 1 (WJIM) KOJIMYECTBEHHBIH COCTaB 1,2,3 1,2,3,4,6 1A

0) KauecTBeHHBIH 1 (MJIM) KOJTMYECTBEHHBIH COCTAB ISl CTEPUIIBHBIX WITH
HE3aMOPOXEHHBIX  OMOJOTMYECKUX/MMMYHOJIOTHYECKUX  AKTUBHBIX I
(hapMaIeBTHYECKUX CyOCTaHITHIA

B) J)Kuakue akTuBHBIC (hapMaIleBTHUCCKIE CyOCTaHIINH (HECTEPUIIbHBIC) 1,2,3,5,6 1B

YV ¢ 1 o B ®H 4

1. TTo COOTBETCTBYIOIINM CBOMCTBAM Mpe/IaraeMblil yITaKOBOYHBINA MaTepHal JOJDKEeH, 10 MEHbIIeH Mepe, ObITh
DKBUBATECHTHB M OMOOpEHHOMY.
2. Hauarbl COOTBETCTBYIOIIHE UCCIICIOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBICHHBIMH TPEOOBAHUSIMH
U 3ajdBUTCIIECM Ha MOMCHT BBCICHUSA I/I3MCHCHHﬁ HpoaHaHI/IBI/IpoBaHI)I COOTBeTCTByIOH_II/Ie napaMeTpLI
CTAaOMIBHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IPOMBIIIJICHHBIX WM HPOMBIIIJICHHBIX CEPHIX, B €ro0
pacmopsHKEHUH HaXOJSITCS YAOBIETBOPUTENBHBIE PE3YJIbTAThl, M0 MEHBINEH Mepe, 3-MEeCSYHOrO H3ydYeHHUs
crabunbHOCTH. OJIHAKO, €CIIN MpejyIaraeMasi yakoBka 0ojiee YCTOHUYMBA [0 CPABHEHHIO C 3apETHCTPUPOBAHHOM,
TO TPEXMECSYHbIC JAHHBIC MO0 CTAOMIBHOCTH He TpeOyioTcs. [1o 3aBepiieHHH TaKUX HCCICAOBAHUMN, €CIIH
pe3yJIbTaThl HEe YKIJIAABIBAIOTCS B CHEHH(HUKAIUKE WIH MOTEHIHAIFHO HE YKIAJbIBAIOTCSA B CHeUU(HUKAIUN Ha
KOHEI[ CpOKa TOJHOCTH/TIEPHOJA IMOBTOPHOTO HCIBITAHUSA, WX HEOOXOAUMO HEMEIJICHHO MPEACTABHUTH
YIIOJIHOMOYEHHOMY oprany Hapsany c npenjgaraeMelMm MJaHOM JneficTBUil.
3. Hckimoyast CTEpUIbHBIE, KUIKAE M OHOIOTMYECKHE/MMMYHOJIOTHYECKHE aKTUBHBIE (hapMalleBTHUECKUE
CyOCTaHITHH.

JdoxyMmMeHT anqs

1. ITonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) noChe.
2. HeoOxomuMbie NaHHBIE O HOBOH YIakoBKe (HalpHMeEp, CPaBHHUTEIbHBIC JaHHBIC 1O MPOHHUIACMOCTH,

Hampumep, s O2, CO2, Bnaru W T.1.), BKIIoYas MOJATBEPKICHHE TOTO, YTO MaTEpHal COOTBETCTBYET

COOTBETCTBYIOIIUM (hapMaKOTIEHHBIM TPEOOBAHMIM O TNIACTHYCCKIX MaTepraiax U 00beKTaX, KOHTAKTUPYIOIIHX
c MU EeBE MHU OPOAYKTAaMU.
3. B COOTBETCTBYIONINX CIIy4asx HEOOXOAMMO MPEICTaBUTh NOATBEPIKICHIE TOTO, YTO B3aHMOIEHCTBHE MEXKIY
CONEP)KMMBIM H YIMaKOBOYHBIM MAaTEpHaOM HE IIPOUCXOAWT (HAmpHUMep, OTCYTCTBYET IepeMelleHne

KOMIIOHEGHTOB MpEajaracMoro Marepuajiga B €ro COICPKUMOE, KOMIIOHCHTHI JICKAPCTBECHHOTO Mperapara He

MEPEeXOJAT B YIAKOBKY), BKJIIOUYas MOJTBEPXKIACHUE TOTO, YTO MATEPHAJ COOTBETCTBYET COOTBETCTBYIOIIUM

(hapmakorefHBIM TPeOOBaHUAM O TIACTHYCCKUX MaTepUaNax M OOBEKTaX, KOHTAKTUPYIOMIMX C MMHAMICBBIMU
I p ooy KTaMHMH



4. Jlexmapanusi AepkaTeisl perucTpalMoHHOT0 yaoctoBepeHus wuiam jepxarenss MOADC, gto Tpebyemble
MCCIIEJOBAaHNs CTAOMIIBHOCTH Ha4YaThl B COOTBETCTBUY C YCTaHOBJIEHHBIMH TPEOOBaHUAMH (C yKa3aHUEM HOMEPOB
cepuif); ¥ 4TO (B COOTBETCTBYIOIIMX CIIydasx) HA MOMEHT BBEACHHUS HM3MEHEHHI B €ro pacHOpsDKEHUH
HaXOJUINCh TpeOyeMble MUHUMAIbHBIC yIOBIETBOPUTEIBHBIE JAHHBIE 10 CTAOMIBHOCTH; U YTO MMEIOIIUECS
JTAaHHBIC HE CBUAETENBCTBOBANN O KakoH-1nbo mpobieme. HeobxoanMo Taxke NMpencTaBUTh HMOATBEPKACHUE
TOTO, YTO MCCIIEIOBaHUs OyIIyT 3aBEPLICHBI, U YTO €CJIM PE3yJIbTaThl HE OyIyT YKJIAABIBATHCS B CrieNU(UKaiu
WIN TIOTEHIMAJbHO HE YKJIaAbIBaThCsl B CIEHU(HUKAINU Ha KOHEI CPOKa TOJHOCTH/TIEPHOAA IOBTOPHOTO
UCTBITAHUS, UX HEME/UIEHHO NPECTaBAT YIIOJHOMOUYEHHOMY OpTraHy Hapsily ¢ MpeJlaraéMbIM IUIAHOM JEeHCTBUI

5. Pe3ynbpratrsl McclieIOBaHUH CTaOWIBHOCTH, IIPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBaHUAMH,
II0 3HaYMMBIM [TapaMeTpaM CTaOMIEHOCTH He MEHee 4eM Ha JIBYX OIIBITHO-TIPOMBIIIIEHHBIX WM MPOMBIIUICHHBIX
CCpUAX, OXBATBIBAIOIINX HEC MECHEEC TPEX MECAICB, U MOATBCPKACHUEC TOT'O, YTO YKa3aHHBIC UCCIICIOBAHUA 6yI[yT
3aBepIICHBI, U €CIIM PE3YJIbTAaThl HE OYAYT YKJIJIbIBATHCS B CIIEU(HUKAIIMH WU MTOTEHIMAIBLHO HE YKIIa/IbIBAThCS
B crienuduKanuy Ha KOHEI CpOoKa I'OJHOCTH/IIEPHO/Ia TOBTOPHOTO HCIBITAHUS, MX HEMEIUICEHHO IPEICTaBsT

YIOJTHOMOYECHHOMY opraHy Hapsay c npeniaraeMbeM MIIaHOM OeHCTBUH.
6. CpaBHEHHE IEHCTBYIOMNX W TpeiaraeMbIX CreH(pUKANI IepBIYHON YIIAKOBKH (ECIH IPUMEHHIMO).

b.I.B. 2 M3MmeHeHue napamerpoB crequpuKanud U (WIH) KpUTCPHUEB
MIPUEMJIEMOCTH TIEPBUYHOM YNaKOBKM AaKTHBHOW (hapManeBTH4ecKoi Y cioBus
cyOcTaHIuN

Tpebyemass Bung
JOKYMEHTAIHS IIPOLEyPbI

a) YKeCTOYCHHE KPUTEPHUEB IPUEMIIEMOCTH CIICHH(PUKALINN 1,2,3,4 1,2 1A

6) [HoGaBmenne B cnenuduKanuio HOBOrO Imapamerpa H

. 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOLIEMY €MY METOJ1a UCITLITAHUM

B) MckitoueHne HecyleCTBEHHOTO TapaMeTpa creuduKaniy (Hanpumep,

1,2 1,2,5 1A
HCKIIFOUYCHHE YCTaPEBIIEro MapaMeTpa)

r) Jlob6aBneHre WK 3aMEHa IMapaMeTpa Cenu(QUKaIuu U3 COOOpaskeHUH

1,2,3,4,6 IB
0€30IaCHOCTH HIJIH Ka4ueCcTBa

YV ¢ 1 o B U 4

1. V3MeHeHue He SBISICTCS CICICTBHUEM KaKOrO-THOO 00s3aTENIbCTBA, MPUHATOTO MO pe3yjbTaTaM paHee
MPOBEJICHHBIX SKCIIEPTH3 C IEThI0 aHAIM3a KPUTEPUEB MPHUEMIIEMOCTH crenudukanuu (Hampumep, B X0Je
pEeTHCTpalliy JEKapCTBEHHOTO TpernapaTta WM BHeceHHs m3MeHeHmid Il Twma), ecmu TONBKO OHO paHee He
paccMoTpeHo " onoOpeHo B Ka4yecTBE MepEI MOCJeAYyIOIEero HaOJIIOICHHUS.
2. V3MeHeHne HE SBIAETCS CIEACTBHEM HENPEABUACHHBIX CHUTYAallMd, BO3HHMKIINX B XOJ€ IMPOHM3BOJCTBA
YIMaKOBOYHOTO MaTepuWaja WIH TpPH XPaHCHHWM AaKTUBHOW  (hapMaleBTUYCCKOW  CyOCTaHIUH.
3. JIrob0e M3MEHEHHE JOJDKHO YKIAJBIBATHCS B JMANA30H TEKYNIUX OJOOPEHHBIX KPUTCPUEB MPUEMIEMOCTH.
4. AHanuTHueckas METOJHKa HE H3MEHIETCH U H3MEHIETCS HE3HAYHUTEIbHO.
5. Hu onvH HOBEIM METOJ WCIIBITAHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHON METOIOJIOTHH WM CTaHIAPTHOM
METOZOJIOTHH, HCIIOTB3yEeMOU MTO-HOBOMY.

JokyMeHT auum s

1. I[MompaBka K COOTBETCTBYWOMEMY(HM) pasgeny(am) JIOCheE.
2. CpaBHHuTeNnbHAS Tabnuna TEKYIIUX u IpeanaraeMbIx crienupuKanuii.
3. [onpoOHOe onmcanue J1t000i HOBOH aHATMTHYECKOW METOAWKH M JaHHBIE BAUAAIMA (B COOTBETCTBYONINX
c 1y 9 a s X )

4. JlaHHble aHaNM3a [BYX CEPHH YNAaKOBOYHOTO MaTepuana II0 BCEM IapamMeTpaM CHEHU(pHUKAIMIH.
5. O0ocHOBaHUE/OIIEHKa PUCKOB CO CTOPOHBI JiepyKaTellsl PEernCTPAllMOHHOTO yIOCTOBEPEHHS MM JiepiKaTels
M®A®DC coOTBETCTBEHHO, MMOATBEPKAAIOIINE, YTO BHYTPUIIPON3BOJICTBEHHBIH apaMeTp SIBISIETCS HE3HAYMMbIM
uau ycTapeBIl UM
6. OGocHoBaHMe co cTopoHHI aepxkarens PY wm nepxarenss MOPADPC cooTBETCTBEHHO HOBBIX MapameTpa
crenu(UKaIKA 1 KPUTEPUEB MTPUEMIIEMOCTH.

Bb.I.B. 3 M3MeHeHne aHAIUTUYECKOW METOAMKH HCIBITAaHUS MEPBHYHOM v Tpebyemass Bun
CIIOBHS

YIOaKOBKH AKTUBHOU (bapMaHeBTI/I‘IeCKOﬁ Cy6CTaHHI/II/I JOKYMCHTalus NpOUCAYypPbI

a) HesHaunTenbHBIC M3MEHEHUS YTBEPKACHHON aHATTMTHIECKOH MeTouKku 1, 2, 3 1,2 1A



0) IIpoune n3MeHEeHNs aHATNTHYECKON METOMUKH (BKIovast nobasnenne 1,3,4 1,2 IA
WK 3aMEHY)

B) HckimioueHne aHaINTHYECKOM METOIMKH, €CIU ajlbTepHATHBHAS €
METOJIUKA YK€ yTBEPKIACHA

Y ¢ o1 o B u 1

1. CormacHO COOTBETCTBYIOIIUM AoKyMeHTaM PecryOmmku KazaxcraH, mpoBeneHa HEOOXOAMMAasi BaHaaIlus,

HNOATBEPXKIAIOast TO, YTO OOHOBJIEHHAs aHAIMTHYECKas METOJHWKa, 10 MEHbIICH Mepe, 3KBHBaJCHTHA

o0 pejasb Ay W e i

2. Meroj aHanu3a He M3MEHWJICS (HanpuMep, N3MEeHEHHE JJIMHBI KOJIOHKU MM TeMIIepaTypbl, HO HE IPYTroi BUJ
KONTOHKH uIu MEeTOoJT).
3. Hu onuH HOBBIM METO/ MCHBITAHMH HE OCHOBaH Ha HOBBIX HECTaHJAPTHBIX METOJAX MM CTaHJApTHBIX

MEeTOoxax, MCIOJNB3YeMBIX NO-HOBOMY.
4. AxrtuBHas (apmaneBTHUECKas CyOCTaHIUSA/IEKapCTBEHHBIA IpemapaT He SBISAIOTCS OMONIOTHYecKUMU/
UMMMYHOITOTITHUYCCKUMU.

5. B orHOIIEHNH napamMeTpa CHCLII/I(I)I/IKaL[I/II/I COXpaHACTCA aHAJIUTUYCCKasd METOAMKA, P 3TOM TaKasd METOAUKA
He Obu1a 1o0aBieHa nmocpeacTBoM 1A/yBenomieHusI.

JdoxyMeHT aUu™s

1. TTonpaBka K COOTBETCTBYIOLIEMY(HM) pa3ieny(aMm) JOCke, BKIIOYAs OMMCAHNE aHATUTHIECKON METOI0JIOTHH,
pe3mwME JaHHBI X Baduagamuu.
2. CpaBHHUTENbHBIE PE3YJIbTATHl BAIUIALWU HJIHM, IPU HAIUYUU OOOCHOBAHMS, CPAaBHHUTENBHBIC PE3yJIbTAThI

aHamM3a, NOATBEP)KJAIOIIME TO, YTO TEKyllee M Ipe/ylaraeMoe HCIbITAaHHE SKBUBaJeHTHHL. Hactosee

TpeboBaHNE HE MPUMEHSIETCS, €CIIN JT0OABIISIETCS] HOBAsI aHATUTHYECKast METO/IMKA.

b.I. ) CtabuinbHOCTH

b.Ir. 1 M3meHeHue neprojia IOBTOPHOTO HCTIBITAHHS/TICPUOA XPAaHEHUS

WIN YCIIOBUH XpaHEHHs aKTUBHOM (apMarieBTHUECKON CyOCTaHIUH, €CITN

B PErHCTPALMOHHOM JOChE OTCYTCTBYET CEpPTH(HKAT COOTBETCTBHSA Y CIIOBHSA
EBponeiickoii ®apMakoneu, OXBaTbIBAIOIIMI MEPHUOJ IOBTOPHOIO
HUCIIBITAHUA

Tpebyemass Bun
JIOKYMEHTAIHsSI POy PhI

a) IMepuon MOBTOPHOTO HCIIBITAHUS/TIEPHO T XpaHEeHHUs

1 1,2,3 1A
1. Cokparrenwe T

2. YBenu4eHue 1epro/ia MOBTOPHOTO UCIIBITAHHS MyTeM 3KCTPAONISLUH
JaHHBIX 1O CTaOWJIBHOCTH, HE COOTBETCTBYIOIIEH JOKYMEHTaM II
Pecrry6muku Kazaxcran (*)

3. YBenuueHne Mmeproaa XpaHEHHs OHOJOTHYECKOW/ MMMYHOIOTHIECKON
aKTUBHOU (papMaIeBTUYSCKON CyOCTaHIIMH, HE COOTBETCTBYIOLIHE 11
0JI00OPEHHOI IPOTpaMMe H3yUYCHHS CTAOMIIbHOCTH

4. YBennueHue Win BBCJICHHUC IICpHUOAa MMOBTOPHOI'O I/ICHLITaHPIH/HGpI/IOI[a

1,2,3 IB
XpaHEHUsI, TIOATBEP)KICHHOTO TAHHBIMHU €CTECTBEHHOTO XPaHEHHS T
6) YcnoBus xpaHeHus
1. VW3MeHeHHWe YCIOBHH XpaHEHUS AaKTUBHOHN (hapMaleBTHICCKON | 1.2.3 A
cybcraniuu Ha 6oJiee CTporue >
2. VI3MeHeHHe YCIIOBHH XpaHEHHs OMOJOrMYECKUX/MMMYHOJOIHMYECKUX
aKTUBHBIX (hapMaleBTUYECKUX CyOCTaHIMHA, €CIH WCCIeTOBaHUS I
CTaOMIILHOCTH ITPOBECHBI HE B COOTBETCTBHH C TEKYIINM YTBEPKICHHBIM
MIPOTOKOJIOM CTaOHMIIBHOCTH
3. H3MmeHeHWe YCIOBHU XpaHEHHs AaKTHBHOW (hapMaleBTHYeCKOH 123 B
CyOCTaHITUH s 2,
B) I3MeHeHUe yTBEP KICHHOM MPOrpaMMBbl H3YUICHHUS CTa0MIBHOCTH 1,2 1,4 1A

YV ¢ n1 o B u 1
1. 3MeHeHe He SBISIOTCS CIASACTBUEM HEMPEABUACHHBIX CUTYallMil, BOSHUKIINX B XOJ€ MPOU3BOACTBA, UIU



N3MCHCHMUHA CTaOMABHOCTH.
2. 3meHeHus He MPUBOJAT K PACIIMPCHUIO KPUTECPUCB NPUCMIICMOCTH UCIIBITYEMbIX TapaMETPOB, UCKITTOUCHUIO
rmapaMeTpa CTaOMJILHOCTH WIIM CHMDKEHHIO YaCTOTHI UCIIBITAHUI.

JokyMeHT auum s

1. TompaBka K COOTBETCTByMOINEMYy(uM) pazaeny(am) mocke. HeoOXoawmmo NpeaCTaBUTh PE3yIbTaThI

COOTBETCTBYIOIIMX HCCIICJOBAaHUH CTAOMIBHOCTH B PEaJbHOM BPEMEHH, IPOBEJCHHBIX B COOTBETCTBHH C

COOTBETCTBYIOIIMMH PYKOBOJACTBAMHU IO CTAOMIBHOCTH HE MEHee 4YeM Ha JABYX (Ans OHOJOTHYECKUX

JICKApCTBEHHBIX TMPENapaToB — TPeX) OMBITHO-IPOMBIIUICHHBIX WA MPOMBIIUICHHBIX CEPHUIX AKTHBHOM

(hapmarieBTHYECKO CyOCTaHIIMK, YITAKOBAHHOM C MOMOIIBIO 3aPETrMCTPUPOBAHHOIO YIIAKOBOYHOI'O MaTepuaa, 1
OXBAaThIBAKOIIIUX BECH npeunaraeMHﬁ MEPUOa MOBTOPHOT'O MCHIBITAHUA WJIN NpeajlaracMbI€ YCIIOBUA XpaHCHUA.
2. IloaTBepkaeHNE TOTO, YTO HCCIIEA0BaHUS CTaOMIIBHOCTH TIPOBEACHBI B COOTBETCTBUY C TEKYIIEH 0100peHHOM
nporpaMMoi. Pe3ynbTaThl MCCleOBaHMS JOJDKHBI TOATBEPXKAATh, YTO COOTBETCTBYIOIINE OIOOpPEHHBIC

cnenupUuKaLUU NPOAOTIKAKT cobnwmgarbcs.
3. Komumm yTBepkACHHBIX chmenupuKannii Ha aKTUBHYI (apMameBTUUYECKYI0 CyOCTaHIHIO.
4. O6ocHOBaHUE MpeTaraeMbIX H3MEHEHUI.

MEPUOJI TIOBTOPHOTO HCIBITAHUS HE
NPUMEHHM K  OMOJOTHYCCKHM/
HMMYHOJIOTHYECKUM  aKTHBHBIM
(hapMaIeBTHYECKIM CyOCTaHIIUSAM

(*) [Ipumeyanue

b.1. o) [IpoexTHOE 1T0JIe U MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHU

b.I.n.1 BBeneHue HOBOro MNPOEKTHOrO TMOJS WM paclIUpEeHHUE
OOOPEHHOTO0 TPOEKTHOTO IO AaKTUBHOW (apManeBTHUECKOW Y CIOBUS
cyOcTaHIuy, 3aTparuBaomiee

Tpebyemass Bun
JIOKYMEHTAIHSI TIPOIETYPhI

a) OJHY OINEpalOHHYI0 €IUHMIly Ipolecca MPOU3BOACTBA aKTUBHOU
(hapManeBTHYECKOW CyOCTaHIMM, BKIIOYas COOTBETCTBYIOIIUE 1,2,3 II
BHYTPUIIPON3BOJICTBEHHbIE KOHTPOJIH U (WJIH) aHATUTHYECKNE METOANKI

0) aHaNMMTHYEeCKHUE METOJMKH HMCXOJHBIX MaTepHaliOB/IIPOMEKYTOYHBIX

N . 1,2,3 11
MPOAYKTOB U (M) aKTHBHOM (papManeBTHUECKOW CYyOCTaHIIH

JdoxyMeHT aUu™s

1. IIpoekTHOe mosie OBIIO pa3pabOTaHO HAa OCHOBAHWU COOTBETCTBYIOIIMX YCTAHOBIICHHBIX TPEOOBaHHWHA H
MEXYHApOJIHBIX HAayYHBIX PYKOBOJACTB. Pe3ynbTaThl HccieqoBaHUi pa3pabOTKU IMPOAYKTa, Mpolecca U
AQHAIMTHYECKOW METOJOJOTHH (HampuMep, B3aUMOACWCTBUE Ppas3IMYHBIX I1apamMeTpoB, (OPMHUPYIOLINX
moJyIerKaliee W3y4eHUIO IPOEKTHOE IIoJie, BKIIIOYas OLEHKY DPHCKOB M MHOTOMEpHBIE HCCIEJOBAaHUS
COOTBETCTBEHHO), B COOTBETCTBYIOIIUX CIIy4asx IOATBEPXKJIAIOIINE TO, YTO JOCTUTHYTO IIEJIOCTHOE
MEXaHUCTHYECKOe MOHMMAaHHE MOKa3aTelell KadecTBa MAaTepHalioB M MapaMeTpoB Ipolecca Ha KPUTHUECKHE

moKa3aTenu KadgecTBa AKTUBHOMU dhapmaneBTHIECKOU cybcTaHIIUU.
2. OnwucaHue MPOEKTHOTO MOJIsl B TAOIMYHOM BHJIE, BKJIFOUYAsl IEPEMEHHbIE (CBOWCTBAa MaTEPUAIIOB U HapaMeTPhl
npoiecca MPOU3BOJCTBA) u ux npejajgaraemMsie JUamna3oHBbl.

3. [lompaBka K COOTBETCTBYHOLIEMY(UM) pa3aeny(am) 10che.

b.1.n.2 BBemeHne MOCTPETUCTPAMOHHOTO IIPOTOKOJNA YIIPABICHHS
W3MEHCHHUSIMM, 3aTparuBalOlIMMU aKTUBHYIO (apMaleBTHUECKYI0 Y CIOBUS
CyOCTaHIUIO

Tpebyemass Bun
JOKYMEHTALHS TIPOLEIYPHI

1,2,3 i

JdoxyMmMeHT anqs

1. ITonpoGHoe OTHMCaHUE npeniaraemMoro W3MEHEHHUS.
2. TlpoTokoi ympaBieHHsS HM3MEHEHHSMH, 3aTPAardMBalONMH aKTHBHYIO (hapMalleBTUYECKyI0 CYOCTaHIIHIO.
3. IlonpaBka K COOTBETCTBYIOIIEMY(MM) pa3Jieny(am) 10Cke.

B.l.xn. 3 VckmroueHne MOCTPErHCTPAIIMOHHOTO MPOTOKOJA YIIPABICHUS
U3MEHEHHMSIMH, 3aTParuBalOlIMMU aKTHBHYIO (apManeBTHYecKylo Y CJIOBUA
CyOCTaHITUIO

Tpebyemass Bun
JOKYMEHTALHS TIPOLEIYPHI



1 1,2 1A

YV ¢ 1 o B ©w 1

1. UckmoueHne mOCTPErucTpalliOHHOTO IPOTOKOJIA YIIPaBICHUsI H3MEHEHUSAMH, 3aTParuBalolIMHA aKTHBHYIO
(hapManeBTHYECKYIO CYOCTAHIIUIO, HE SIBJISCTCS CJCACTBUEM HENPEABUACHHBIX CUTYAIIU MM HECOOTBETCTBUS
cnenuduKanyy B X0/I€ BBEICHUS U3MCHCHHMIA, ONIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HAa YTBEPKICHHBIC
CBEJICHUS], BKIIIOUEHHBIE B PETUCTPALMOHHOE JI0ChE.

JdoxyMmMeHT anqs
1. Ob6ocHOBaHUE npenjiaraeMoro HUCKIIOUYECHUS.
2. [TompaBka K COOTBETCTBYIOIIEMY(HUM) pa3zeiny(aM) 1oche.

b.I.n. 4 N3MmeHeHHs YTBEpPXKACHHOTO MPOTOKOJA YIpaBIeHUA v Tpebyemass Bun
CIIOBUS

N3MEHEHUAMHU JOKYMEHTAIHs TIPOLEIyPbI
a) 3HaYMMBble U3MEHEHHS IPOTOKOJIA YIIPABICHUS N3MEHEHUSIMU 11

6) Hesnaummble W3MEHEHHs INPOTOKOJA YTNPABICHUS W3MEHEHUSIMH,
KOTOpBIE HE U3MEHSIOT CTPATETHIO, OITMCAHHYIO B IPOTOKOJIE

1 IB

JdoxymMeHT aumws

1. Hexmaparusi, 94T0 1H000C M3MEHEHHE IOJDKHO YKIIAQABIBATHCS B JUAMA30H JEHCTBYIONUX YTBEPKICHHBIX
KpUTEpUEB IMpUEeMIIeMOCTH. [lOMHMO 93TOro, [eKjapanusi TOr0, 4YTO B OTHOIICHHH OUOJIOTUYECKHUX/
MMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB He TPeOYyeTCs OLEHKA COMIOCTABUMOCTH.

b.I.n. 5 Peanusanus W3MEHEHUH, NPENYCMOTPEHHBIX YTBEP>KICHHBIM Tpebyemass Bun

YcaoBus
IPOTOKOJIOM YIIPABIEHHS H3MEHEHUAMH JOKYMEHTAIMSA TIPOLELYPHI
a) Peammsanms wusMeHeHMs He TpebyeT IONMOIHHMTENBHBIX 1 2.4 A
BCIIOMOTATENLHBIX JAHHBIX >
0) Peanusanus usMeHeHUs TPEOYET NOMOJIHUTENBHBIX BCIIOMOraTeIbHBIX 1234 B
b b 9

JaHHBIX

B) Peammsanns u3MeHEHUs OHOJOTHYECKOTO/ HMMYHOJIOTHIECKOTO 123,45 B
JIEKapCTBEHHOIO MpemnapaTa T

Y ¢ 1 o B um 4
1. IpennoxxeHHOEe M3MEHEHHE OCYIIECTBICHO B IIOJIHOM COOTBETCTBHH C YTBEPKICHHBIM IIPOTOKOIOM
YIpaBICHUS H3MCHEHUSIMH.

JdoxyMeHT aUums

1. Ccrinka Ha YTBEPXKJICHHBIN MPOTOKOJ yIpaBiIeHUS N3MEHEHUSIMH.
2. Jleknapanus, 4To U3MEHEHHE COOTBETCTBYET YTBEP:KACHHOMY IPOTOKONY YIPABJICHUS WU3MEHCHUSAMH U UYTO

Pe3yIbTaThl UCCICAOBAHNS YIOBJICTBOPSIOT KPUTEPUSAM HPHEMIIEMOCTH, OTOBOPEHHBIE B IPOTOKOJIe. [loMuMo

3TOr0, JeKJIapalys TOro, YT0 B OTHOLICHHU OHOJIOINYECKUX/UMMYHOJIOTHYECKHX JIEKapCTBEHHBIX IIPETIapaToB He
TpebyeTcs OIlEHKA CONMOCTaBHUMOCTH.
3. Pesynbrarhl HccieqOBaHMA, MPOBEIEHHBIX B COOTBETCTBHH C YTBEPXKICHHBIM HMPOTOKOJIOM YIIPaBICHHUS

M3 MeH®EeEHHSIMHU

4. [MompaBka K COOTBETCTBYHOMEMY(HM) pasgeny(am) JOCheE.
5. Komust yTBep K IeHHBIX clielU(UKalni Ha aKTHBHYIO (apMaleBTHUECKYIO CyOCTaHIIHIO.

b.1I JIekapcTBEeHHBIN Npeniapat
b.11. a) Bueminuii Bug u coctan

b.Il.a. 1 V3MeHeHue uian N0OABICHUE OTTUCKOB, TPABUPOBKU WITU
Tpebyemas Bung

WHBIX 3HAKOB, BKJIOYas 3aMeHy WM JI00aBlieHHWE YEpHWJ, YCIOBUS
JOKYMEHTAIsI TIPOLEyPbI

HCTIOB3YEMBIX MPH MPOU3BOJICTBE JICKAPCTBEHHOTO Mpermapara
a) VI3MeHeHus OTTUCKOB, TPABUPOBKH FUTH HHBIX 3HAKOB 1,2,3,4 1,2 1B

0) V3MeHeHWEe PHUCOK/IMHMIA pa3jioMa, MpeIHA3HAYCHHBIX IS
pazlieNieHns Ha paBHbIE 03I

1,2,3 IB

Y ¢ m1 o B m 4
1. Cnenudukaiuu JIEKapCTBEHHOTO Ipernapara Ha BBIYCK M Ha KOHEI[ CpOKa IOJHOCTH HE H3MEHSIOTCS (3a



HCKIHUYEHHUEM BHEIIHETO BUIA).
2. Bce uepHMia IOJDKHBI COOTBETCTBOBATH JACHCTBYMOUIEMY (apMaleBTHUECKOMY 3aKOHOAATEIIBCTRY.
3. Puckw/nmHnm  pasnoma, HE INpeAHa3HA4YeHBl Ha  pas3dejeHHe Ha  paBHBIE  JTO3HI.
4. 3HaK¥ JEKapCTBEHHOTO MpenapaTa, HCIOIb3yeMbIE U Pa3IHUICHUS JO3UPOBOK, TOJTHOCTHIO HE YAAICHBI.

JdoxyMeHT aums

1. TlompaBka K cCOOTBETCTBYIOLIEMY(MM) pasneny(aMm) Aoche, BKIIOYas NOJApoOHOe rpaduieckoe WIN

MIOBECTBOBATEIHLHOE OIMCAHUE TEKYIIEro M HOBOTO BHEUIHErO BHAA, & TAK)KE€ COOTBETCTBYIOIIMI MEPECMOTP
nEbpopmManuu 0 JTEKAapCTBEHHOM nmpemnapare.
2. B COOTBETCTBYIOLINX clydasix 06pasusl JIEKapCTBEHHOTO npemnapara.
3. Pe3ynbTaThl cOOTBETCTBYIOIUX HcHBITaHU no I'ocynapctBenHoit @apmakonee PecrybOnuxu Kazaxcraw,

MOJTBEPKIAIOIINE DKBUBAJIEHTHOCTh CBOMCTB/IIPABUIIBHOCTD JO3UPOBAHUSL.

Tpebyemas Bung

b.Il.a. 2 VI3meHeHune hopMbI Ml pa3MepoB JIEKapCTBEHHOH (GopMbI Y CIIOBUS
JOKYMEHTAIUsI TIPOLETyPbI

a) TabneTku, KarcyJsibl, CyMIO3UTOPUH H MTECCAPHH C HEMEICHHBIM

1,2,3,4 1,4 1A
BBICBOOOXKICHUEM
0) JlexapcTBeHHBIE (POPMBI C OTCPOYCHHBIM, MOIU(DHUIIHPOBAHHBIM
WJIM TIPOJIOHTUPOBAHHBIM BBICBOOOXKIEHHEM M TAOJIETKH C PUCKOM, 1,2,3,4,5 IB
NpeHa3HAYCHHOM JUIsl pa3/eieH s Ha PaBHBIE J103bI
B) JloGaBieHne HOBOro Habopa s paxnodapManeBTHICCKOTO I

JIEKapCTBEHHOTO TpeTapaTa ¢ JpyruM 00bEeMOM 3arOTHEHHS

YV ¢ 1 o B u 4
1. [Ipoduib pacTBOpEeHUS U3MEHEHHOTO JICKAPCTBEHHOTO TIpernapaTa COIOCTABUM CO CTaphIM, €CJIA MPUMEHUMO.
[Ipy HEBO3MOXKHOCTH NMPOBEACHUS UCIBITAHUSI PACTBOPEHMSI BpeMs PAclaJaeMOCTH HOBOTO JIEKAPCTBEHHOI'O

npemnaparta B CPaBHECHHUH co HEU3MCHCHHBIM.
2. Cnenudukaiyu JIEKapCTBEHHOTO IIperapaTa Ha BBITYCK W Ha KOHEIl CPOKa TOAHOCTH HE M3MEHIINCH (3a
UCKIIOYEeHHUEM pasMepoB JeKapCTBEHHOM bOpMEIL).
3. KayecTBeHHBIH M  KOJWYECTBEHHBIH COCTaB M  CpeIHSAsl Macca HE  HU3MEHHUINCH.

4. I3meHeHue He 3aTparuBacT TabJIETKH C pI/ICKOﬁ, npeﬂHae.HaquHoﬁ JJId pasacjeHus J'IeKapCTBeHHOﬁ (l)OpMI)I
Ha paBHBIC OO3bI.

JdoxyMmMeHT anuqs

1. [TompaBka K COOTBETCTBYIOMIEMY(MM) pa3aeny(aM) 10che, BKIOYAs MOapoOHOE rpaduueckoe 0TOOpakeHue
TEKYIIEero M MpeIaracMoro IMOJOXCHHS, a TaKkKe IepecMOTp HHGOPMAIMH O JIGKAPCTBEHHOM MperapaTe
COOTBETCTBGEHHDO

2. CpaBHHTENBHBIC TaHHBIC PACTBOPCHUS HE MEHEE YeM OJTHOW OMBITHO-TIPOMBINIIICHHOMN CEpUU C TEKYIIUMHU H
MpeIaracMbBIMI pa3MepaMu (OTCYTCTBHE 3HAUMUTEIBHBIX PA3IMYAA C TOYKH 3PCHHS COTOCTAaBUMOCTH — CM.
[IpaBuna mpoBeneHHs HCCIeNOBaHUNA OMOKBMBAJIEHTHOCTH JICKAPCTBEHHBIX IpemnapaToB (mamee — IlpaBuma
MIPOBEACHUS HCCIeIOBaHUN OMOPKBUBAJIIEHTHOCTH). B OTHOIIEHNH JIeKapCTBEHHBIX PACTUTENBHBIX MPEIapaToB

NpUEeMIIEMBI JTaHHBIE CPaBHUTEIBbHOMU pacmamgaeMocCTH.
3. OOocHOBaHHUsI HEIPEJCTABICHUSI PE3yJIbTATOB HOBOT'O HCCIIEJOBAaHUS OMOIKBUBAJIEHTHOCTH COTJIACHO
IIpaBunam IpOBEACHUS HCCIIef0OBaHUH OMOIKBUBAJIEHTHOCTH.
4. B COOTBETCTBYIOIIUX clrydasx 00pasnsl JIEKapCTBEHHOTO npemnapara.

5. Pe3ynpTaTel COOTBETCTBYIOMMX HCHBITaHUHE 1Mo 'ocymapctBeHHoit @apmakonee Pecrybmmkm Kazaxcraw,
HOATBEPIKAAIOLINE SKBUBAIICHTHOCT CBOMCTB/IPAaBHIIBHOCTD {O3UPOBAHHSI.

n

Huns Bb.l.a. 2.B), moboe wu3MeHeHHE
JI03MPOBKU" JIEKapCTBEHHOTO IIperapara
TpeOyeT NoAauun 3asBICHUS O PACIIUPSHUH
PETHCTPALHH.

(*) [lpumeyanue

b.Il.a. 3 H3meHeHue cocraBa (BCIOMOTATEIbHBIX BEIIECTB) v Tpebyemas Bun
CIIOBUS
JIEKapCTBEHHOTO TIperapaTa JIOKYMEHTAIHsI TIPOLeTy bl

a) M3meHeHune coctaBa BKYCOBBIX JO0OAaBOK (apOMaTH3aTOPOB) MIIH
Kpacurteien



1. To6aBieHNe, UCKITIOUEHHE MM 3aMEHa 1,2,3,4,5,6,1,2,4,5,6 IB
7.9

2. YBenu4eHue Wik yMEHbBIIICHNUE COEPKaHuUs 1,2,3,4 1,2, 4 IB
0) [Ipoune BCIOMOTaTENBEHBIC BEIISCTBA

1. JIroGas He3HauMTENbHAS KOPPEKLHs KOJIMYECTBEHHOTO cocraBa 1, 2, 4, 8, 9,

1,2,7 IB
BCIIOMOTATEJIbHBIX BEUIECTB JIGKAPCTBEHHOTO Mpernapara 10

2. KadecTBeHHBIE MM KOJIMYECTBEHHBIE M3MEHEHHS OJHOTO WM
0oJiee BCIIOMOTATEIBHBIX BEILIECTB, CYLNISECTBEHHO BIHSIOIINE HA
KadecTBO, Oe30macHOCTh WM 3((HEKTHBHOCTH JEKapCTBEHHOTO
npenapara

II

3. U3meneHnue, 3aTparuBaloiiee OUOTOTUYECKUIA/

II
MMMYHOJIOTUYECKHI Ipernapar

4. JIro6oe HOBOE BCTIIOMOTATENbHOE BEIIECTBO, MPEANOaramoliee
HCIIOJIb30BAHUE MAaTEPHAIOB YEJIOBEUYECKOrO0 HJIH JKABOTHOTO
MPOUCXOXKICHHS, TPEOYIOMUX OIICHKUA JaHHBIX BUPYCHOU
6e3omnacHocTy u (um) pucka TI'D

II

5. H3menenue, 0OOCHOBAaHHOE pE3yJIbTaTaMH HCCICIOBAHUS
OMOPKBUBANIEHTHOCTH

II

6. 3amena OAHOT'0 BCIIOMOraTCjabHOI'o BCEIICCTBA CXOIHBIM
BCIIOMOTaTCIBbHBIM BEIICCTBOM C TCEMHU XKC (ﬁyHKHHOHaJ’ILHHMI/I
XapaKTEPUCTUKAMHU B AaHAJIOTHIHOM KOJIMYECTBE

1’ 3! 4’ 5) 6! 7’

1B
8,9

Y ¢ 1 o B uU 1

1. 3MeHeHUs (YyHKIIMOHATBHBIX XapaKTEPUCTHK JICKAPCTBEHHOW (POPMEI, HAITpUMEp, BPEMECHHU PacIiaaeMOCTH,
npopuns pacTBOpEHUA OTCYTCTBYIOT.
2. BesiKyro He3HAUHTENBHYIO KOPPEKIHIO COCTaBa IS MO KaHus 00IIei Macchl HEOOXOMMO OCYIIECTBIISATh
BCIIOMOTATENbHBIM BEHIECTBOM, COCTABIIIOIIMM B HACTOSIIEE BPEMsS OCHOBHYIO YacTh JIEKaPCTBEHHOTO
o0 pemTapaT a

3. Crenudukanus JIEKapCTBEHHOr0 Mpernapara OOHOBJICHA B YacTH BHEIIHErO BHUa/3amaxa/BKyca M, IpU
HEOOXOIUMOCTH, HCKIIYEHO HUCIBITAHUE Ha MOAJIUHHOCTS.
4. Hagatbl COOTBETCTBYIOIINE UCCIICTOBAHNS CTAOMIBPHOCTH B COOTBETCTBHU C YCTAHOBIICHHBIMHU TPEOOBAHUSIMU
(c ykazaHEeM HOMEPOB CEepHii); IPOAHATH3UPOBAHBI COOTBETCTBYIOIIHE MTApaMETPhI CTAOMIIEHOCTH HE MCHEE YeM
Ha JIBYX ONBITHO-TIPOMBIIUICHHBIX WA TPOMBIIUIEHHBIX CEPHSIX; B PACIOPSKECHUH 3asABUTENS HaXOAATCA
YAOBJIETBOPHUTEIbHBIE PE3YyJIbTATHl, TI0 MEHBIIEH Mepe, 3-MEeCIYHOTO HM3Y4YCHHs CTaOMIBHOCTH (HA MOMEHT
BBEIICHUS M3MEHEHUU A Tuma W yBemomieHHs 00 m3MeHeHHUsX IB Tuma); mpoduib CTaOMIBHOCTH CXOX C
YTBEpIK/ICHHBIM B HacTosiiiee Bpems npoduieM. [lonTBepikaeHue Toro, YTo UCCiiefoBaHus OyIyT 3aBepIICHBI, 1
YTO €CJIA Pe3yJbTaThl Ha KOHEIl CPOKA TOJHOCTH HE OYAYT YKIAABIBAThCS B CHCIU(DUKANUN WIH MOTCHIUAIBEHO
HE YKJIaIbIBaThCSA B CHEMUPUKANNU, WX HEMEIJICHHO MPEICTABAT YIOJHOMOYCHHOMY OpTaHy Hapsxy C
mpenjaraeMbIM IUTAaHOM JOelcTBh. Kpome TOro, B COOTBETCTBYIOMIMX CIydasx HEOOXOIWMO MpPOBECTH
HCOBITAaHUE boTocTabOUIBHOCTH.
5. Bce HOBbIE KOMIIOHEHTBI JI0JDKHBI YJIOBJIETBOPSITH TPEOOBAHHUSM COOTBETCTBYIOIINX JOKYMEHTOB PecnyOinku
Kazaxcran, kacaromuxcsi KpacHuTelleil, UCIOJIb3yeMbIX B MUILEBOW MPOMBIIIIEHHOCTH, U BKYCOBBIX J100aBOK.
6. Hu oiluH HOBBIN KOMIIOHEHT HE MPEIoJiaraeT UCIOJIb30BaHUE MaTEpPHAlIOB YEJIOBEUECKOTO WM KHUBOTHOTO
MPOUCXOKICHUS, TPEOYIOMMUX OIEHKH TAaHHBIX BHUPYCHOH OE30MacHOCTH WM COOTBETCTBHS NCHCTBYIOIIUM
TpeboBanmaM ['ocymapctBennoit ®@apmakonee PecmyOmmkn KazaxcTaH mo MHHAMH3AlMK PUCKa TEeperadd
areHToB ry04aToil 3HIe(AIOMATHH KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX TPENapaToB I MEIUIIMHCKOTO U
BETEpPUHAPHOTO OpUMEHECHHUS .
7.B COOTBCTCTBYIOIIIUX CIy4dasdX U3MCHCHUA HC BJIMAIOT HA pas3jiMuusg MCEXKAY AO3UPOBKAMHU W HE OKa3bIBAIOT
HETaTUBHOTO BJIMSHUS Ha BKYCOBBIE CBOMCTBA JIEKAPCTBEHHBIX MpeMapaToB, MpeIHA3HAUYECHHBIX ISl JIeTeH.
8. Ilpodwmip pacTBOpeHHsI HE MCHEE YEeM IBYX OIBITHO-IIPOMBIIUICHHBIX CEPHIl HOBOTO JICKAPCTBEHHOTO
mpemnapara CONOCTaBUM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAYUTEINBHBIX PAa3IM4YHid C TOYKH 3PCHUS
COTIOCTaBUMOCTH — cM. [IpaBuiia mpoBeneHUs] MCCieIoBaHW OMOAKBHUBaJICHTHOCTH). [Ipi HEBO3MOKHOCTH



MIPOBE/ICHUS UCIIBITAHUS PACTBOPCHHUS C JICKAPCTBEHHBIMU PACTUTEIBHBIMHE MPEMapaTaMyu BpeMs PaciaacMOCTH
HOBOTO JeKapCTBEHHOTO npemnapara COITOCTaBUMO co HEN3MEHEHHBIM.
9. V3ameHeHHE HE SBISIETCS CISACTBHEM HECTAOMILHOCTH M (WMIJIH) HE JODKHO CKa3hIBaThCS Ha O€30MMacHOCTH, T.€.
pas3nuumsax Me Xy JO3HUPOBKAMU.
10. PaccmaTpuBaemblii JieKapCTBEHHBIH Mpemapar He SIBJISETCS OHOJOTHYECKUM/MMMYHOJIOTHYECKUM
JICKAPCTBEHHBIM IIPETIAPATOM.

JdoxyMmMeHT aUn™s

1. [TompaBka K COOTBETCTBYIOMEMY(HM) pa3aery(amM) 10che, BKITIOYasi METOIBI HCIIBITAHHUS Ha TOITMHHOCTD BCEX
HOBBIX KpacHTEJCH (€CiM NMPUMEHHMO), a TaKXKe MepecMOTp HH(OPMAIKU O JCKAPCTBEHHOM IIperapare

COOTBETCTBG®EHHO

2. Jexmapanus, 4TO Ha4aThl TPeOyeMbIe HCCICIOBAHMS CTAOMIBHOCTH B COOTBETCTBUHU C yCTAHOBICHHBIMHU

TpeOOBaHMAMHE (C YKa3aHHEM HOMEpPOB CEpHii); W YTO (B COOTBETCTBYIONIUX CIydasX) HA MOMCHT BBEICHHS

M3MCHCHUI B €r0 pacloOpsDKEHUM HAXOIWMIUCH TpeOyeMble MUHUMAIBHBIC YIOBICTBOPUTEIHHBIC JHaHHBIC IO

CcTaOMIIBHOCTH; ¥ YTO UMEIOIINECS TaHHBIE He CBUACTEIHCTBOBAIHN O Kakoii-mibo mpobireme. Heobxoanmo Takke
MPEICTaBUTh MTOATBEPKIACHUE TOTO, YTO HMCCIEIOBaHMS OyIyT 3aBEpIICHBI, U YTO €CIU Pe3yNbTaThl HE OyAyT
yKJ'[aIIBIBaTBCH B CHGHI/Id)I/IKaLU/II/I WJIn IIOTCHUIHUAJIbHO HE yKHa}IBIBaTBCH B CHCHI/Id)I/IKaLII/II/I Ha KOHCI] chKa

TOAHOCTHU, UX HCMCIJICHHO HpeﬂCTaBHT yHOﬂHOMO‘leHHOMy opraHy Hapsmy C npenﬂaraeMmM IIJIAaHOM ZleﬁCTBPIﬂ.
3. PesynbraThl UCCIeNOBaHUN CTAOMIIEHOCTH, IIPOBEICHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBAHUSIMH,
10 3HAYMMBIM MapaMeTpaM CTAOMIHLHOCTH HE MEHEE YeM Ha JIBYX OMBITHO-IIPOMBIIUICHHBIX WITH TPOMBIIUICHHBIX
CepUsAX, OXBATHIBAIOIINX HE MEHee 3 MecCsIeB, W MOATBEPXKICHHE TOTO, YTO YKa3aHHBIC UCCIICAOBAaHUSI OyAyT
3aBEpIICHBL, U €CIIM PE3yIbTaThl He OYAYT YKIAIbIBaTHCS B CIICNHM(UKAIINH WM MOTSHIIHATFHO HE YKIIAJbIBATHCS
B crienu(pHUKaliyd Ha KOHEIl CPOKa TOAHOCTH, UX HEMEIJIEHHO MPEICTaBAT YIIOJIHOMOUYEHHOMY OpPTaHy Hapsay
npepgjiaraeMb M MNIaHOM NeNUCTBUH.
4, B COOTBETCTBYIONIHUX clyyasx 00pasibl HOBOTO JIEKapCTBECHHOTO npemnapara.
5. JIu6o cepruduxar coorsercrBus EBporneiickoit @apmakoren o TI'D Ha mo0060ii HOBBIN HCTOYHUK MaTepHaa,
60 (ecTu MPUMEHNMO) JOKYMEHTAIbHOE MOITBEPXKACHUE TOTO, YTO MCTOYHHK MaTepHalia, OJBEPIKECHHBII
pucky TI'D, paHee mpoBepeH YIOJTHOMOYCHHBIM OpPraHOM; W OBLIO TOATBEPKICHO €ro COOTBETCTBHE

neictByromeil cratee ['ocynmapcrBenHoit @apmakomnee Pecrmybnmkm KazaxcraH mo MUHHMH3AIUM PHCKa

nepenatm ArcHTOB ry6an0ﬁ 3HLIe(baJ'IOHaTI/II/I JKUBOTHBIX HOCpe}ICTBOM J'[eKapCTBeHHBIX npenapaTOB JUISL

MEIUIIMHCKOTO U BETCPUHAPHOTO IPUMEHEHHUS. J{JIsl KaKI0r0 TaKOro pojia MaTepralia HeoOX0IUMO MPECTaBUTh
CIEYIOIIUE CBEJCHUS: HA3BAHUE MPOU3BOAMUTENSI, BUJ KUBOTHBIX W TKaHU, U3 KOTOPBIX TOJIYYCH MaTepHal,

CTpaHa MPOUCXOKICHUS JKUBOTHBIX H ero HCMOJb30BaHUE.
6. B COOTBETCTBYIONINX CIyYasX JaHHBIC, IIOATBEPIKIAIOIINE TO, 9YTO HOBOE BCIIOMOTATEIBHOE BEIIECTBO HE

B3aUMOJICHCTBYET C aHAJUTHYECKUMH METOAWKAMH CHeIU(UKAINN JIEKApCTBEHHOTO IIpermapara.
7. HeobxoauMo mOCpeacTBOM Hajajekalieid (hapMareBTHUCCKOM pa3paboTku (BKIIFOYAst BOIIPOCHI CTAOUIBHOCTH
U TPOTUBOMUKPOOHOTO KOHCEPBUPOBAHHMS, €CIM NPHUMEHUMO) IPEICTaBUTh OOOCHOBaHHE CMEHBI/BBIOOpA

BCIOMOTATEbHBIX BEeIeCTB u T.I.
8. CpaBHHTEIBHBIC NAaHHBIC MPOQUIIS PACTBOPCHHS TBEPHBIX JIEKAPCTBCHHBIX ()OPM HE MCHEE YeM Ha IBYX

OTIBITHO-IIPOMBIIINIEHHBIX CEPUSAX JIEKApCTBEHHOTO TIperapara HOBOTO M CTapoOro COCTAaBOB. B oTHomeHWH

JMEKapCTBEHHBIX PACTUTEIBHBIX MpENnapaToB JOCTATOYHBI JaHHBIE CPAaBHUTEIBHONH pacmagaeMOCTH.
9. O60CHOBaHMS HETPEACTABICHUS PE3YIFTaTOB HOBOTO HCCIICAOBAaHM OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[TpaBuamy poBeIEHHS UCCIIEIOBAaHN OMO3KBUBAIEHTHOCTH.

b.Il.a. 4 V3menenne macchl 000JIOYKH JICKApCTBEHHBIX (GopM st Tpebyemas Bun

VYcenosus
IprueMa BHYTPb WM H3MEHEHHE MacChl 000JIOUKH KaIICYJIbI JOKYMEHTAIUsI TIPOLEyPbI
a) TBepxble eKkapcTBEHHBIE (POPMBI JIJIs IPUEMa BHYTPb 1,2,3,4 1,2 1B
0) JlekapcTBeHHBIE (POPMBI C OTCPOYCHHBIM, MOTUMHUIIMPOBAHHBIM
WJIN TIPOJIOHTHPOBAHHBIM BBICBOOOX/IEHHEM, B KOTOPBIX 000I0YKa II

SIBIISICTCS KIIFOYEBBIM (DaKTOPOM BHICBOOOXKICHHUS

YV ¢ 1 o B u 1

1. Ipoduns pacTBOpeHHS HE MEHEE YeM JBYX OIBITHO-IPOMBINUICHHBIX CEpUl HOBOTO JIEKAPCTBECHHOTO

mpernapara COMOCTaBMM CO CTapbiM. I[Ipy HEBO3MOMXHOCTH TPOBEICHHUS HCIBITAHUS PACTBOPEHHS C

JICKapCTBEHHBIMU PACTUTEIBHBIMU TPEMapaTaMi BPeMs pacrajaeMOCTH HOBOTO JIGKAPCTBEHHOIO Mperapara B
CPaBHEHHUH co CTapbo M.



2. O6omouxa HE SIBIISIETCS KJIIOUEBBIM ¢dakTopom MeXaHH3Ma BBICBOOOXKICHUS.
3. Cneunduxanus JIeKapCTBEHHOTO NperapaTa 0OHOBJICHA JIMIIb B YACTH MAcChl U pa3MepoB (€cIH MPUMEHUMO).
4. HagaTbl COOTBETCTBYIOIIIE NCCIEIOBAHNS CTAOMIBHOCTH B COOTBETCTBHH C yCTAaHOBJICHHBIMU TPEOOBAaHUAMHU
HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIUICHHBIX WM IIPOMBIIUIEHHBIX CEPUSX; B PACIOPSIKEHNN 3assBUTENS HA
MOMEHT BBEJICHHS M3MEHEHHUI HAaXOIATCS YIOBJICTBOPHUTEIBHBIC, 10 MEHBIICH Mepe, 3-MecayHble JaHHBIE IO
CTaOMJIBHOCTH; TOATBEPXKJCHHE TOrO, 4YTO HCCIeNOBaHMS OyIOyT 3aBeplleHbl. Eciu pe3ynbTaThl He

YKJIJBIBAIOTCS B CHIENU(UKAIMN WM MOTEHINAIBFHO MOTYT HE YJIOXHTHCS B CHEIM(HUKAINU HA KOHEIl CpOoKa
TOJHOCTH, UX HEMEUICHHO IPEACTaBAT YIOTHOMOYEHHOMY OpraHy Hapsiay ¢ IpealaraéMbIM MIIaHOM JEHCTBHM.

JoxyMmMeHT anqs

1. ITonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.
2. Jexmapanus, 4TO Ha4aThl TPeOyeMbIe HCCICIOBAHMS CTAOMIBHOCTH B COOTBETCTBUHU C yCTAHOBICHHBIMHU
TpeOOBaHMAMHE (C YKa3aHHEM HOMEpPOB CEpHii); W YTO (B COOTBETCTBYIONIUX CIydasX) HA MOMCHT BBEICHHS
M3MCHCHUI B €r0 pacloOpsDKEHUM HAXOIWMIUCH TpeOyeMble MUHUMAIBHBIC YIOBICTBOPUTEIHHBIC JHaHHBIC IO
CcTaOMIIBHOCTH; ¥ YTO UMEIOIINECS TaHHBIE He CBUACTEIHCTBOBAIHN O Kakoii-mibo mpobireme. Heobxoanmo Takke
MPEICTaBUTh MTOATBEPKIACHUE TOTO, YTO HMCCIEIOBaHMS OyIyT 3aBEpIICHBI, U YTO €CIU Pe3yNbTaThl HE OyAyT
yKJ'[aIIBIBaTBCH B CHCHI/Id)I/IKaLU/II/I WJIn IIOTCHUIHUAJIbHO HE yKHa}IBIBaTBCH B CHCHI/Id)I/IKaLU/II/I Ha KOHCI] chKa
TOAHOCTHU, UX HCMCIJICHHO Hpe}ICTaBﬂT yHOHHOMO‘ieHHOMy opraHy Hapﬂ,uy C npeﬂnaraeMMM IIJIAHOM HeﬁCTBHﬁ.
Kpome Toro, B COOTBETCTBYIOIIUX CIIyYasXx HEOOXOIUMO MPOBECTU UCTIBITaHUE (POTOCTAOMIEHOCTH.

Bb.Il.a. 5 M3MmeHeHne KOHUEHTpaUUU OAHOJO3HOIO, IMOJHOCTHIO
BBOJMMOT'O MapeHTEPATBHOIO JIEKAPCTBEHHOI'O Ipemnapara Mpu
HEU3MEHHOCTH COJIEPKaHUsl aKTHBHON (apmaneBTHyecKon Yenobis JOKYMEHTAIus IPOLEayphI
CyOCTaHITUM Ha CTUHUILY JT03BI (T.€. JO3UPOBKH)

Tpebyemas Bun

II
B.Il.a. 6 UckimroueHue KOHTEHHEpa ¢ pacTBOPUTEIeM/pa30aBuTeIeM Vero Tpebyemast Bun
JTOBHS
13 YIaKOBKU JIOKyMEHTaLlUsl TPOLEeayPhI

1,2 IB

JokyMeHT auum s

1. OGoCcHOBaHME HCKIIOYCHHS, BKIIOYAs YKa3aHHE HA AJIbTCPHATUBHBIC CIIOCOOBI MOJYYCHHS PacTBOPHUTEIS/
pazOaBuTenss B IedsaX Oe3omacHOr0 W 3G (EKTUBHOTO TNPUMEHEHHS JIEKapCTBEHHOTO TIIperapara.
2. [lepecmoTperHas nHMOPMAIHS O JCKAPCTBCHHOM Ipernapare.

B.II. 6) IIpousBoacTBO

B.I1.6. 1 3aMmeHa

MIPOM3BO/ICTBEHHOH TUIOMIAAKH IS

YacTH WM BCEX IMPOLECCOB  YCIOBUS Tpebyemast JOKyMeHTaIHs Bun npouenypsl
MPOU3BOJICTBA JIEKAPCTBEHHOI'O

mpemnapara

a) [lmomanka mO BTOPUYHON
YIIaKOBKe

1,2 1,3,8 1A

6) Ilmomaaka Mo MEPBUYHOM
YIIaKOBKE

1,2,3,4,5 1,2,3,4,8,9 IA

B) Ilmomamka, Ha KOTOpOH
OCYIIECTBISIOTCS
HpOI/I3BOHCTBeHHBIe onepauI/m JUJIA
OHMOJIOTHYECKHUX/
HMMYHOJOTHYECKUX
JICKApCTBEHHBIX MPEMapaToB WU
JEeKapCTBEHHBIX dbopwm, I
MPOU3BEACHHBIX C TOMOIIBIO
CJIOXHBIX IPOU3BOACTBCHHBIX
MPOIIECCOB, 3a HCKIIOYCHHEM
BBIIyCKAa CEpPUH, KOHTPOJS



KauecTBa CEpUH U BTOPUUHOM
YIaKOBKH

r) Ilnomanka, TpeOyromas
pOBEACHUS IEPBUYHOU WU
MPOIYKT crenupuIHOM

WHCTICKIIAN

II

n) Ilmomanka, Ha KOTOpOIt
OCYIIECTBISIOTCS n00bIe
MIPOM3BO/ICTBEHHBIE ONEPAIHH JIJIsI
HECTEPWJIBHBIX JIEKapPCTBEHHBIX 1.2,3.4.5.6.7.8.9 B
MpernaparoB, 3a HCKIIOYEHUEM

BBIIIyCKa CEpPHl, KOHTPOJISI CEPUIA,

NEPBUYHOM U  BTOPUYHOM

YIIAaKOBKH

e) Ilmomanka, Ha KOTOpOH
OCYIIECTBIAIOTCS  JIIOOBIC
MPOU3BOACTBEHHBIE ONEPALUH CO
CTEPUIIbHBIMHU JIEKAPCTBEHHBIMU
IpernapaTramMmu, IpOU3BOIIIINMUCS
C HCIIOJIb30BaHUEM aCEeNTHYECKUX
METOJOB (ucknrwuas 1,2,3,4,5,7,8 1B
6uonoruueckue/
HUMMYHOJIOTHYECKHUE
JIEKapCTBEHHBIE IpenapaTsl), 3a
UCKITIOYCHHEM BBINTyCKa CEpHid,
KOHTpPOJISI KauyecTBa CEpUH U
BTOPUYHON yNaKOBKU

Y ¢ o1 o B u 4
1. Hanmuaune ceptudmkata Haanexameld nmpon3BoAcTBeHHOW mpakTUKu (GMP) nmpon3BOACTBEHHON IUIOMIAAKH

nepegar et u NpUHUMAI L€ CTOPOHBI.
2. IInomasaxa TUIIEH3UPOBaHa B YCTAHOBIEHHOM MOPSAIKE (U1 IPOM3BOJICTBA pacCMaTpUBAaeMOM JIEKapCTBEHHOM
bopMEI HIu JEeKapCTBEHHOTO npemapara).
3. PaccmaTtpuBaemblit JIeKapCTBEHHBIN npenapar HE SIBJISIETCS CTEPUIIbHBIM.

4. B COOTBETCTBYIOIIMX CITydYasiXx, HAallpUMEpP, B OTHOLICHHWU CYCIIEH3UH MU 3MYJIbCHH, UMEETCS CXeMa
BaJMJAlMH WINA B COOTBETCTBHH C TEKYIIHUM IIPOTOKOJIOM YCIEIIHO TPOBEACHA BAIMAALUSA HOBOH IUIOINAAKH C HE
MEHEE 4yeM Tpems NPOMBIIIIEHHBIMHU CEpHSAMH.
5. PaccmaTtpuBaeMblii JiekapCTBEHHBIN TIpenapaT He SBISIETCsl OMOIOrHYeCKUM/ MMMYHOJIOTHYECKHM.

JdoxyMmMeHT aUn™s

1. Ceprudukat HamIeKAIIEeH TPON3BOACTBEHHOH npakTuKH (GMP) mpon3BoICTBEHHON TUTOMIAIKY TIepeIatomIei
u ONpUHUMAI U € i CTOPOHEB.
2. B cooTBeTCTBYIOLIMX CIIy4asx HEOOXOIUMO YKa3aTh HOMEpa CepHii, COOTBETCTBYIOLINE Pa3Mep CEPUH U AATY
pOu3BOJCTBa cepuil (3), MCHONB30BAHHBIE B BAIMJAIIMOHHOM HCCIEIOBAaHHWU, W IPEJICTABUTH JaHHbIE

BaJuAaluU 17897 MPOTOKOJI (cxemy) BaJHUAALNN, Mo UTe XK amui nojayve.
3. B dopme 3asBieHHs 0 BHECEHHWHM M3MEHEHHH HEOOXOIMMO YeTKO yKa3aTh "Tekymux" u "mpemiaraembix"

MPOM3BOANTENEH  JIEKAapCTBEHHOrO  mpemaparta (coriiacHo  paszneny 2.5  QoOpMBI  3asiBICHHSA).
4. Komuu yTBEepXACHHBIX CHeMU(UKAIMA Ha BBITYCK M KOHEI[ CPOKa TOMHOCTH (€CIH MPUMEHIMO).
5. JlaHHbBIE aHaJIU3a OJHOM MPOMBIIUIEHHON CEpUM U ABYX OIBITHO-TIPOMBIIIJIEHHBIX CEpUM, UMUTHPYIOIINX

MPOLECC NMPOU3BOJACTBA (MM JBE NMPOMBINUICHHBIE CEpUU) U CPaBHUTEJIbHBIC JAHHBIE C TPEMs CEpHUSIMH,

MIPOM3BEICHHBIMHA Ha MpEeAbIIyIIeld MPOU3BOJICTBEHHON Iuiomaake. [lo 3ampocy HEoOXOIUMO NHpeacTaBUTH

JTaHHBIE TIO CJIEAYIOIIUM JIByM IOJHBIM IPOMBIIUICHHBIM CEPUsAM; HEOOXOANMO COOOIINTH, €CIIU PE3yNIbTaThl
aHaJIW3a  HE  yKJIaABIBAlOTCA B cHeOnM(HUKANWIO, ©  NIPEIIOKHTh  IIaH  JCHCTBUH.
6. COOTBETCTBYIOIIME JaHHBIC BAJUIAINHU, BKIIOYAs PE3yNbTaThl MUKPOCKOIIMN PAcTIpEeNICHNs TI0 pa3Mepam
Y4acTHUIl ¥ UX MOP(OJIOTHU MATKUX M )KUIKUX JIEKAPCTBEHHBIX ()OPM, B KOTOPBIX (hapMarieBTHIecKas CyOCTaHIIU



HaxoIUTCH B HEpPAacCTBOPEHHOM COCTOSHHUMU.
7. Ecnn Ha HOBOW NPOM3BOACTBEHHOW IUIOIIAJKKA B KA4E€CTBE MCXOJHOTO MaTepualia MCIOJIb3YeTCs aKTHBHAS
(dapmaneBTHYecKas CyOCTaHIMS, — AEKIApalis YHNOJIHOMOYEHHOTO JIMIA IUIOIIAJKH, OTBETCTBEHHOTO 32
BBIIIYCK CEpHii, YTO aKTHBHas (apMaleBTHUYecKass CyOCTaHIMA IPOM3BeNeHA B COOTBETCTBUM C [IpaBmiamu
HaJJIeKaleil Mpou3BOJACTBEHHOW mpakTuke PecnyOnuknm Kazaxctan [uisi HMCXOJHBIX — MaTepHAaJOB.
8. ITonpaBka K COOTBETCTBYWOMEMY(HM) pasneny(am) noche.
9. Ecnu mpown3BojACTBEHHAs IUIOMIAJKA W IUIOIIAAKA, Ha KOTOPOH OCYIIECTBIISIETCS IEpBUYHAs YIaKOBKa,
pasnuyaloTcs, HEoOXOJUMO omucarbh M BalUAMPOBATH YCJIOBHS TPAHCIOPTHPOBKH W  XpaHEHHS
HepacgacoBanHoro npenapara (bulk).

IIpyn m3MeHeHUM NPOU3BOACTBEHHON IUIOLIAJKE B CTpaHE 3a IpeleraaMu
Pecnyoninku KazaxcraH, ¢ KOTOpO# HE 3aKIIOYCHO COTJIANICHUE O B3aMMHOM
npuzHanuu GMP, nepxkarensM A0 MoJayu yBEJOMIICHUS PEKOMEHAYETCS
MPOKOHCYJETUPOBATECS C YIMONTHOMOYCHHBIM OPTraHOM H MPEICTaBUTHh
CBEICHUS O BCEX MPENBIIYINX HHCIIEKINAX 32 IMOociIeaHne 2—3 roxa u (i)
BCEX 3aIJIAHUPOBAHHBIX WHCIEKIIMAX, BKIIIOYAs TaThl MHCIIEKINH, KaTeTOpHU
HMHCIIEKTUPYEMBIX IPOAYKTOB, HaJA30PHOE BEIOMCTBO M IPOYUE CBEIACHHUS.
Jlexnapanuu yHmoJIHOMOYEHHOTO JIMIlA, 3aTparuBarollie aKTUBHYIO
bapManeBTHYCCKYIO cyOCTaHIHIO.
HepxaTenu TUIEH3WH Ha TMPOW3BOJACTBO O0sI3aHBI B KAYeCTBE MCXOJHBIX
MaTEepHAJIOB HCIIOJIF30BaTh MCKIIOYUTEIBHO aKTHBHBIC (apMaIleBTHICCKIEC
cyOcTaHMy, pou3BeeHHBIE B cOOTBeTCTBHH ¢ GMP, mosToMy KaskmbIit
JeprKaTesb JUIICH3UH Ha TPOU3BOICTBO 00s3aH MPOICKIapHPOBATh, YTO OH B
KayecTBE UCXOMAHOTO MaTepHaja HCIoIb3yeT aKTUBHYIO (hapMaIleBTUICCKYIO
cyOcraHIUIO, Mpou3BeJcHHYI0 B coorBerctBuu ¢ GMP. Kpome Toro,
MTOCKOJIBKY YITOJTHOMOUYEHHOE JIUII0, OTBETCTBEHHOE 32 CEPTUDUKAIIUIO CCPHH
, Oeper Ha ce0s OOIIyI0 OTBETCTBEHHOCTH 32 KXY CEPHIO, €CIHU

IIpumeuanust:

IJIOMIA/IKa, BBITYCKAIOWAs CEPHI0, OTIMYAeTCs OT YKa3aHHOW BBIIIE,

YIOJIHOMOYEHHOE JIMIIO0, OTBETCTBEHHOE 3a CEPTH(UKAINIO CEPHH, JOIKHO
MpEeACTaBUTh JNOTMOJIHUTEIbHYIO JeKJIapaluio.
Bo MHorux ciydasx BOBJEYEH JHIIb OJMH Jep)KaTeiab JHIEH3UU Ha

MIPOM3BO/ICTBO, MO3TOMY MOTpedyeTcs JHIIb oxHa Aexnapanus. OmHako,
€CIM BOBJICYEHBI HECKOJIBKO BIIAJENBLEB JUIEH3UN Ha IPOU3BOICTBO,

BMECTO NOJAa4M HECKOJNBKHX JEKIapaluid [OIyCKaeTcd IMoAaTh OJHY

JIeKIapalyio, MOAMUCAHHYI0 OIHHMM YIOJHOMOYEHHBIM JIHIOM. OTO

JTOMYCTHUMO npu YyCIOBUHU TOTO, 9TO:
B JeKJapaluu 4YeTKO YyKa3aHo, 4TO OHa MOJANUCaHa OT JHIA BCEX

BOBJICYEHHBIX YIOJHOMOYEHHBIX JIUIL.

B.I1.6.2 W3meneHnme mmmopTepa,
COTJIALIEHUI O BBIMYCKE CEPUM U

HCIBITAHUM IO KOHTPOII  YCJIOBHI TpeOyemast noKyMeHTaIHs Bun npouenypst
Ka4yecTBa  JE€KapCTBEHHOTO
mpernapara

a) 3amMena wIM J00aBicHHE
IJIOMIAIKU, Ha  KOTOpOH
OCYIIECTBISETCS  KOHTPOJIb
Ka4yeCTBA/UCTIBITAHUE CCPHIA

1,2,3 1,2 1A

0) 3ameHa wuiaum ngoOaBJIeHHE

MPOU3BOAMTENSI, OTBETCTBEHHOTO

3a BBIIMYCK CEPHUI OMOJOTHYECKOTO

/ HMMYHOJOTHYECKOTO

JIEKapCTBEHHOTO TIperapaTa u I
JIOOBIX METOJOB HCIBITAHUH,

OCYILECTBISIEMBIX Ha IUIOIIAJKE,



SIBIIAIOIUXCST OHMOJIOTMYECKHM/
HMMYHOJIOTHYECKAM METOI0M

B) 3ameHa wuiauM J00aBICHHE
MIPOU3BOAMTENS, OTBETCTBEHHOTO
3a BBIITyCK cepuit

1. 3a HCKIIOYEHHEM KOHTPOJIS
P 1 1,2,3,4 IA
Ka4ecTBa/ UCIIBITAHUE CePHil

2. B
KJIro4asa KOHVTpOJ'H) KauecTBa/ 1’ 2’ 3’ 1’ 2’ 3’ 4 IA
HCOBITAHNUE CCPUU

3. Bxurouass KOHTpOJIb KadecTBa/

HCITBITAHNE OHOIOTHYECKOT0/

HMMYHOJIOTHYECKOTO

JIEKapCTBCHHOTO TIperapata H

OJIMH U3 METOJOB HCHBITAaHHH, II
OCYIICCTBIIIEMBI Ha TUIOMIAJKE

SIBIsIeTCI  OMOJOTHYECKUM/

UMMYHOJOTUYECKUM/

I/IMMyHOXl/IMquCKI/IM

YV ¢ 1 o B W 4

1. IInomanka TUIeH3UPOBaHa B YCTAaHOBIECHHOM nmopsnake.
2. JlekapCcTBEHHBII Mpenapar He SBISETCS OMOJIOTHYECKHUM/HMMMYHOJIIOTHUECKHM JICKAPCTBEHHBIM MPErapaToM.
3. TpaHcdep TEXHOIOTH CO CTapOii Ha HOBYIO IJIONIAIKY WM HOBYIO UCIBITATEIBHYIO JJAOOPATOPHIO MPOU3BE/ICH
YCIEIIHO.

JdoxyMeHT aUu™s

1. Konms nuneH3uil Ha MPOM3BOACTBO WK B UX OTCyTCTBHE — cepTudukar GMP, BrIaHHEIN B TeUeHHE TpeX
MOCIEeJHUX aIeT COOTBETCTBYIOIIUM YNOJTHOMOYEHHBIM OpraHoOM.
2. B ¢opme 3asBneHHs O BHECEHHMHM H3MEHEHHWH Heo0X0oAMMO YkKa3arh "Tekymux" W "mpeniaraembix"
MpPOM3BOJAMTENEH  JIEKapCTBEHHOro  mpemapara (coriiacHo pasueiny 2.5  QopMmbl  3asiBICHHS).
3. Jlexmapanus yrnoJIHOMOYSHHOTO JINIIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH yKa3bIBaeTCs, YTO
MIPOM3BOANTENH(M) aKTUBHON (hapMalleBTHIECKON CyOCTaHINH, YKa3aHHOW B PErNCTPAlMOHHOM JI0Che, paboTaeT
B cooTBeTcTBHH ¢ [IpaBmiamMu HajuIeKalied NpPOW3BOACTBEHHOW mpakTuku PecmyOmmkm Kazaxcram s
UCXOJHBIX MaTepuanoB. IIpu onpeneneHHBIX 00CTOSITENBCTBAX AOMYCKAETCs MPEACTABIATh OJHY ACKIapanuio (
CM. nNpUMedYaHHEe K H3MEHEHHIO b.I1.6.1).
4. ITonpaBka K COOTBETCTBYIOLIEMY(MM) pa3zieny(am) 10cke, BKIoYast HHPOpMaIny O JEKapCTBEHHOM TIpenapate

B.11.6.3 WM3menenme mpomecca
MPOU3BOJCTBA JICKAPCTBECHHOI'O
npemapara, BKJIIOYas
MPOMEXYTOUHBIH  TPOIYKT,
HCIIONIE3YEMBI B TIPOU3BOICTBE
JIEKapCTBEHHOTO TpernapaTa

VYceaoBus Tpebyemast JOKyMeHTaIHs Bun npouenypsl

a) Hesnauumbie uU3MEHEHUs

1,2,3,4,5,6,7 1,3,4,5,6,7,8 IB
npolecca MPoU3BOJCTBA

0) 3HauyuMBle H3MCHCHHUS
mpoiiecca  MPOU3BOJCTBA,
OKa3bIBAIOIINE CYIIECTBEHHOE 1
BJIHMSHUE Ha  KadecTBO,

6e3onacHocTh M 3()(HEKTUBHOCTD

JICKapCTBCHHOT'O ITpefIiapaTa

B) JlekapcTBeHHBIH mpemapar
ABJISACTCA 6I/IOHOFI/I‘IGCKI/IM/



HMMYHOJIOTUICCKUM, U U3SMCHCHUEC 11
Tpe6yeT OLCHKH COIIOCTaBUMOCTHU

r) BBenmenuwe HecTaHIAPTHOTO
TEepPMHHAJIBHOTO MeToja I
CTCpUIIA3ALIUU

n) BBemenme wim yBenmueHue
n30BITKA, WCIOIB3yEMOTO B
OTHOIIEHUHU aKTUBHOH

(hapMaIeBTHUCCKON CYyOCTaHITUH

II

e) Hesnaummoe wu3MeHEHHE
mporecca MPOU3BOJACTBA BOTHOU 1,2,4,6,7,8 1B
CYCIICH3UH IS TpUeMa BHYTPb

Y ¢ o1 o B u 4

1. Vi3MeHeHNs KaueCTBEHHOTO MJIM KOJIMYECTBEHHOro mpoduiis nmpuMeceil Win (GH3UKO-XUMHUYECKHX CBOWCTB
OTCYyTCTBYIOT

2. MI3MeHeHune KacaeTcsl TBEPIOH JIeKapcTBEHHON (hOPMBI TS MpHeMa BHYTPb (pacTBopa IS IpreMa BHYTPB) C
HCMCIJICHHBIM BBICBO60)K]1€HI/IGM u paCCManHBaeMBIf/'I HeKapCTBeHHBIﬁ nmpenapar HE ABJIACTCA 6I/IOJ'[OFI/I‘ICCKI/IM/
UMMYHOIJOTHNYCCKUM niun PAaCTUTCIbHBIM.
3. IlpuHOMUN NpPOM3BOJCTBA, BKIOYAs OTIENBHBIE €ro JTalbl, HE W3MEHSIOTCS, Hampumep, oOpaboTka
MIPOMEXKYTOYHBIX IPOIYKTOB, OTCYTCTBYIOT M3MEHEHHUS KaKHX-JIMOO pacTBOpUTENIEH, HCIIONB3YEMBIX B ITPOIIEcCe
0IpoOM3BOICTEBa

4. 3aperucTpUpOBaHHBI B  HAcTOALIee BpeMs IPOLecC NPOU3BOACTBA  KOHTPOIUPYETCS
BHYTPHUIIPOM3BOACTBEHHBIMU KOHTPOJIIMH, M U3MEHEHHE TaKMX KOHTpOJIeH (paclumpeHHe WM HCKIIOYCHHUE
KpUTEpHUEB NPUEMIEMOCTH) HE TpebyeTcs.
5. Cneumdukanuy JeKapcTBEHHOTO IIpernapara MW IPOMEXYTOYHBIX NPOAYKTOB HE H3MEHSIOTCS.
6. ITo pesynpraTaM HOBOTO IIpoliecca JIOJDKEH 00pa30BBIBATHCS MJCHTUYHBIA C TOUKU 3PEHHUS] BCEX aclEeKTOB
KavecTBa, 0e30MmacHOCTH " 3¢ peKTUBHOCTH JEKapCTBEHHOTO npemnapara.
7. CoriacHO COOTBETCTBYIOIINM JOKYMeHTaM PeciryGiiku Ka3zaxcraH Ha4aThl COOTBETCTBYOLINE UCCICTOBAHHS
CTa0MJIBHOCTH HE MEHEee YeM Ha OJHOM ONBITHOWH WJIM NPOMBILUICHHOW CEpUM; B PACIIOPSDKCHUU 3asBHTEINS
HaxXoOATCsA YAOBJICTBOPUTCIIBHBIC PE3YJIbTAThI, IO MECHBIIICH MEpe, 3-MeCsTYHOTO HU3YyUCHUA CTaOMIBLHOCTH.
[ToaTBepkaeHUE TOTO, YTO MCCIIEAOBAHUS OyayT 3aBEpIICHBI, U €CIH pe3yibTaThl He OYAYT YKJIaJabIBaThCs B
cnenr(UKaIMN WM MOTEHIMAJbHO HE YKJIAIbIBaThCS B CIEUU(UKAIMM Ha KOHEI[ CPOKa T'OJHOCTH, UX
HEMEJICHHO TIPEJICTaBAT YIIOJTHOMOYEHHOMY OpraHy Hapsity C IpeaaracMbIM IIJIaHOM JICHCTBHH.

J oKy MeHT auuuw s

1. ITonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) noche.
2. B oTHOIIICHNH MATKHX M KUJKHX JICKAPCTBEHHBIX (DOPM, B KOTOPBIX aKTUBHAsS (papMarleBTUUYECKast CyOCTaHIUS
HAXOJUTCS B HEPACTBOPECHHOM COCTOSHUH: HAJIC)KAIIAs BaTHIAIMS U3MECHEHHS, BKIIFOYast MUKPOCKOITHIO YaCTHI]
B IIETISIX TIPOBEPKH BUIUMBIX U3MEHEHHN MOP(OIOTHN; CpaBHUTEIBHEBIC JaHHBIC O PACIIPEICICHAN 110 pa3Mepy
JaCTHI] (mucmepcHOCTH), MMONYy4YCHHEIE HaIleXamuM cnocoOoM.
3. B oTHOmIEHUN TBEPIBIX JIEKAPCTBEHHBIX (HOpM: MaHHBIE MPOGIIS PAaCTBOPCHHUS OTHON PETpe3eHTaTHBHOM
HpOMLIIHHeHHOﬁ CEPUN U CPABHUTCIBHBIC MaHHBIC TPEX IMOCICIHUX CepHﬁ, IMPOU3BEACHHBIX C IOMOIIBIO
nmpenpiyiero mnpomecca. [lo 3ampocy HeoOXOIUMO TPEICTABUTH JAHHBIC MO CJICAYIOIIAM JBYM ITOJHBIM
MIPOMBINIICHHBIM CEPHSM HIIH COOOIINTE, €CITH PE3yJIbTAThl HE YKIAIbIBAIOTCS B CICIU(HUKAIUIO U MPEUIOKUTH
TUTaH JCWCTBUI. B OTHOIIGHUN JIEKapCTBEHHBIX PACTUTEIBHBIX MIPETIapPaToOB TOCTATOYHEI JaHHBIC CPABHUTEIHHOM
pacmagaeMOCTH

4. O0OCHOBaHHS HENPEACTABICHUS PE3YIHTaTOB HOBOTO HCCIIEIOBAaHMUS OMOIKBUBAICHTHOCTH B COOTBETCTBUH C
[IpaBunamu MpoOBEIEHUS HCCJIeJOBAHUU OMO’KBUBATEHTHOCTH PK.
5. Ilpu n3MeHeHUH mapamerpa(oB) Mpolecca, KOTOPble CUUTAIOTCS HE OKA3bIBAIOIIMMHU BIMSHHE Ha KaueCTBO
JICKAPCTBEHHOTO TIpernapara, JeKJIapalus, 9To 3TO JOCTUTHYTO B XOJIC PaHEe MPOBEICHHOMN 0J00PEHHON OICHKU
p # ¢ XK O B

6. Konun cunenupUKaUHA Ha BEIITYCK u KOHEII cpoka TOOHOCTH.
7. JlaHHble aHamm3a cepuil (B (opMare CpaBHUTEIHHOW TaONWIBI), IO MEHBIIEH Mepe, ONHOHN cepww,
MPOU3BEICHHON C TIOMOIIBIO 0JI0OPEHHOTO U MpeaaraeMoro mnporiecca. [1o 3anpocy He00X0AUMO IPEACTABUTH



JIAaHHBIE T10 CJICAYIONIMM JBYM HOJHBIM IPOMBIIIIEHHBIM CEPHSIM; CIIElyeT COOOMINTb, €CIH Pe3yIbTaThl aHaTN3a
HE YKJIaJbIBAIOTCS B cienudukanuio u NpPEeAT0XKUTH ILIaH JEeHCTBUML.
8. [lexmapanus, 9TO Ha4aThl COOTBETCTBYIOIINE HCCIEIOBAHMUS CTAOMIBHOCTH B COOTBETCTBHH C JOKYMEHTaMH
Pecnry6muku Kazaxcran (¢ ykazaHrmeM HOMEPOB CepHil) M M3y4eHBl HEOOXOMMEIE ITapaMeTphl CTaOMIBHOCTH, TI0
MEHBIIEH Mepe, Ha OJHOHM OINBITHO-IIPOMBIIIIEHHON WIM IPOMBIIIJIEHHOW CEPUM U HA MOMEHT YBEIOMJICHUS B
PacTopsDKeHUH 3asBUTENS] HAXOIAWINCh YAOBIETBOPUTENBHBIE PE3yIbTAaThl, IO MEHbIIEH Mepe, 3-MEecsuHOro
W3yYeHHs] CTaOMIBHOCTH; M NPO(HIb CTaOMIFHOCTH aHAJOTMYEH TEKyIUeH 3aperucTpHUpOBaHHOM CUTYyalWu.
[TpencraBneHo MOATBEP>KACHHUE TOTO, YTO MCCIEIOBAaHMS OyIyT 3aBEPIICHBI, U YTO €CIIU PE3yJIbTaThl HE OYIyT
YKJIaJbIBaThCA B CIEIU(DHUKANNN WIM TOTCHIMAILHO HE YKJIAIbIBAThCS B CIEHU(HUKAINK Ha KOHEI CPOKa
TOJHOCTH, UX HEMEUIEHHO IPEACTaBAT YIOTHOMOYEHHOMY OPraHy Hapsiay C IpelaraéMbIM IIAHOM JEHCTBHIA.

b.11.6.4 U3menenue paszmepa
cepun (BKJIFOYAsl JTHANa30HBI
pa3Mepa Cepuu) JEKapCTBEHHOTO
mpemnapara

VYcnosus TpeOyemast noKyMeHTaIHS Bun npouenypst

a) YkpynHenue Bmioth 0 10 pa3

1,2,3,4,5,7 1,4 IB
IO CPAaBHEHHIO C 0JI00PEHHBIM

0) Paszykpynuenue mo 10 pas 1,2,3,4,5,6 1,4 1B

B) 3meHneHnue TpeOyer aHamusa

COIOCTaBUMOCTH OUOJIOTHIECKOTO/

HMMYHOJIOTHYECKOTO

JIEKApCTBEHHOTO Tpenapara Win I
W3MECHEHUE pasMmepa Cepuu

TpeOyeT HOBOTO HCCIICAOBAHMUS

OMOSKBUBAJIEHTHOCTH

r) M3meHeHne 3aTparuBacT BCe

OCTaJbHBIE  JIEKAPCTBCHHBIC

(hopMBI, TPOUBBOASIIHECST C II
IIOMOIIBIO KOMIIJICKCHBIX

IPOLIECCOB IPOU3BOACTBA

1) Ykpynaeane 6onee 10 pa3 mo
CPaBHEHHIO C OJOOpPEHHBIM
pa3MepoM CEepHH JIEKapCTBEHHBIX
dbopM ¢  HEMEIJICHHBIM
BBICBOOOXKIeHHEM (sl TIpueMa
BHYTpb)

e) Macmrab TpPOM3BOACTBA
O6uonoruueckoro/

1,2,3,4,5,6 B

UMMYHOJIOTUYECKOTO
JICKapCTBEHHOTO  Iperapara
YBEIMYWICSA/yMEHbIIIIICS ~ Oe3
U3MEHCHHUS npoiecca

MpPOM3BOACTBAa  (Hampumep,
JyOnrpoBaHME JTMHUH)

1,2,3,4,5,6 1B

Y ¢ a1 o B u 1

1. 3MeHeHNe HE BIHMAET Ha BOCHPOM3BOIUMOCTD M (WJIH) TIOCTOSSHCTBO KadecTBa JICKAPCTBEHHOTO Ipernapara.
2. V3MeHeHue 3aTparvBaeT CTaHAAPTHBIC JEKapCTBEHHbIC (OPMbBI JJIsl MpPHEMa BHYTPb C HEMEIJICHHBIM

BBICBOOOXKAECHHEM UIu HECTEPUIbHBIE KUTKHE JeKapCTBEHHBIE (bopMBI.
3. JIroObie M3MEHEHHSI METOJOB MPOM3BOACTBA W (WJIM) BHYTPHUIIPOU3BOJICTBEHHBIX KOHTPOJEH HEOOXOIUMBI

JUIIb I W3MCHCHHs pa3Mepa CEepUH, HampuMep, HUCIOJb30BaHHE O0OpYIOBaHHE IPYroro pasmepa.
4. NmeeTcs cxema BaJMIAI[MK WIK B COOTBETCTBHHU C TEKYIIUM IPOTOKOJIOM YCIICUTHO MPOBEICHA BAUAANNS
MPOU3BOJICTBA HE MEHEE YeM Ha TpeX MPOMBINUICHHBIX CEPHSX C HOBBIM pPa3MEpOM B COOTBETCTBHUHU C

NPUMEHUMBIMH TpeOOBAaHUIMU.



5. PaccmarpuBaeMblii JIeKapCTBEHHBIH Npenapar He SBISETCS OHOJIOTMYECKMM/ HMMMYHOJIOTHYECKHM.
6. M3MeHeHNe He JOIDKHO OBITH CIIEICTBHEM HENPEABHUACHHBIX CHTYyallWii, BOSHUKIIMX B XOJ€ IMPOHU3BOJCTBA,
U U M3MEHECHUSI CTaOUMIBHOCTH.
7. Pazmep cepun yxiansiBaercs B 10-KpaTHBIH Muama3oH, MPEeTyCMOTPEHHBIA IIPU PETUCTPAIUH, WIIN TIOCIIe
MOCIIEYIOIIET0 U3MEHEHHs, He SBJISABIIErOCsS U3MeHeHneM [A Tuma.

JdoxyMeHT aUu™s

I. [MompaBka K COOTBETCTBYROIMEMY(HM) pasgeny(am) IOCheE.
2. JlaHHBIC aHATH3a cepuid (B popMaTe CpaBHUTENBEHON TaOIHIIB), TPEX MPOMBIIIICHHBIX CEPHH, IIPOU3BEICHHON
B 3apETUCTPUPOBAHHOM U IIpEsIaraeMoM pasMepax. Jepkatenb PY 06s3aH cooOLIMTh, €CITH Pe3yNIbTaThl aHATIH3A
HE YKJIaIbIBAIOTCS B cnerupUKaIHMIo, U NpEeIIOKUTH MJjaaH JNefCTBUH.
3. Kommm  omoOpeHHBIX cneuupuKanuii Ha  BBINYCK M KOHEI] CpoOKa  TOJHOCTH.
4. B COOTBETCTBYIOIINX CITydyasix HEOOXOJMMO yKa3aTh HOMEpa CEpHi, COOTBETCTBYIOIIHE pa3Mepy CEPHH U JaTe
UX Ipou3BoACcTBa (3), HCIOIH30BAHHBIX B BAJMIAIIMOHHOM HCCIIEOBAHHUH, WIIH MPEACTABUTh OTYET (pe3yibTar)

BaTUIALHHT MIPOU3BOJICTBEHHOTO mpoiecca s 3aBJIECHHOTO pasmMepa cepun
5. Heob6xonumo NpelCTaBUTh pe3yabTaThl BalUJalUH.
6. Pe3ysbpTaThl HCCIICA0BAaHUI CTA0MIBHOCTH, TPOBEACHHBIC B COOTBETCTBHHU ¢ JOKyMeHTaMu PK, 10 3HAYMMBIM

napamMeTpam CTaGI/IHbHOCTI/I, IIpU YCKOPCHHBIX U AJOJITOCPOYHBIX YCJIOBUAX HUCIIBITAHUA HAa TPEX ONBITHBIX WJIN

MIPOMBIIUIEHHON CepuH, OXBaTBHIBAIOIIEH, IO MEHBIIEH Mepe, TpH Mecsla; MOATBEPXKAECHHE TOTO, YTO TaKue

uccienoBanusl OyIyT 3aBEpIICHBI, U YTO €CIIM PEe3yJbTaThl HE OYIyT YKJIaIbIBaThbCS B CIEHU(PHUKALNU HIH

MOTEHINAIBHO HE YKJIaIbIBaThCA B CHEUM(UKAIMM HAa KOHEIl CPOKA TOJHOCTH, MX HEMEIUICHHO IMpPEICTaBsAT

YIOTHOMOYEHHOMY OpraHy Hapsy C IpelaraéMbIM IUTaHOM JeicTBuil. B oTHomeHnn Owmosnormdecknx/
UMMYHOJIOTHYECKUX CPEJICTB: JEKIIapanus, 4To OLlEHKA COIOCTAaBUMOCTHU HE TpedyeTcs.

B.I1.6. 5 HN3menenue
BHYTPHIIPOU3BOJICTBEHHBIX
WCTBITAHUM WM KPUTEPHEB
TIPUEMIIEMOCTH, HCIIOIB3YOIIHXCS
npu MPOM3BOJICTBE

Ycnosust TpeOyemast moKkyMeHTaIus Bun npouenypsl

JICKapCTBCHHOT'O ITpIiapara

a) VYxecTtodeHue
BHYTPHIIPON3BOACTBEHHBIX 1,2,3,4 1,2 1A
KPUTEPHEB MPHEMIIEMOCTH

0) JlobaBneHue HOBBIX UCIBITAHHNA
W KPUTEPUEB MPUEMIIEMOCTH

1,2,5,6 1,2,3,4,5,7 B

B) McximroueHre HecyIecTBEHHOTO
BHYTPHUIIPOU3BOJACTBEHHOIO 1,2,7 1,2,6 1A
HCTIBITAaHUS

r) Hcknouenune
BHYTPHUIIPOU3BOICTBEHHOT'O
HUCHOBITAHUA, KOTOPOC MOXKET 0
CYIICCTBEHHO IIOBJIUATH Ha

COBOKYITHOE KayecTBO

JICKapCTBCHHOT'O ITpeIiapaTa

n) Pacmupenue omoOGpeHHBIX
BHYTPUIIPOU3BOICTBEHHBIX
KPUTEPHEB  IPHEMIIEMOCTH,
KOTOPBIE CYNICCTBEHHO BIIHSIOT HA
COBOKYITHOE Ka4yecTBO
JIEKapCTBEHHOTO TpernapaTa

II

e) JoOaBieHuwe unu 3amMeHa
BHYTPHUIIPOU3BOICTBEHHOTO
UCIBITAaHUS W3 COOOpaKeHUH
0€30I1aCHOCTH HJIH Ka4eCTBa

1’ 2’! 35 47 5’7 IB



Y ¢ n o B u 1

1. V3MeHeHHe He SIBIAETCS CIEACTBHEM KaKOTo-Ii00 00s3aTeNbCTBA, NMPHHSATOTO IO pe3yjbTaTaM paHee
MIPOBEJICHHBIX DKCIIEPTU3 C IIETbI0 aHAIM3a KPUTEPUEB MPUEMIIEMOCTH CleUU(HUKanuy (HaupuMep, B XOJe
perucrtpanguu AU BHECECHUS H3MEHEHUH IT THIIA).
2. I3MeHeHHne HE SBISETCA CIEICTBHEM HEMPEIABHICHHBIX CHUTYAIMi, BO3HUKIINX B XOJE NPOU3BOACTBA,
HalpuMep, HOBas HEKBAJU(HUUIMPOBAHHAS NPHUMECh, U3MEHCHHE IIPENENOB COACPKAHMA CYMMBI NPHMECEH.
3. JIro0oe M3MEHEHHE JOJDKHO YKIAAbIBATHCS B AMANA30H TEKYIIUX OJOOPEHHBIX KPUTEPHUEB NMPHUEMIEMOCTH.

4, AHanuTHuecKas MCTOOHUKA HC U3MCHACTCA njin U3MCHACTCA HC3HAYUTCIBbHO.
5. Hu OJIMH HOBBII MCTOA HCHBITAHHUA HC OCHOBAH Ha HOBOU HeCTaHﬂapTHOﬁ MCTOJ0JIOTUHN WU CTaHJ.'[apTHOﬁ
METOOOJIOIuHU, I/ICHOJ'IL3YCMOI>1 NHO-HOBOMY.

6. HoBBIIf METOJ MCTIBITAaHUS HE SBISIETCS OMOJIOTMYECKUM/ MMMYHOJIOTHYECKUM/ UMMYHOXUMHUYECKHM FITH
METOZIOM, B KOTOPOM HCITONB3yeTCsl ONMOIOTHIECKUH PEakTHB T OMOIIOTHIECKOH aKTUBHOU (hapMaIleBTHIECKOH
cyOcTaHnuu (32 HCKIIOYCHHEM CTaHAApTHBIX  (apMaKoONeHHBIX MHUKPOOHOJOTHYECKHX  METOJIOB).
7. BHYTpUIpOU3BOACTBEHHOE HUCIBITAHUE HE 3aTparvBaeT KOHTPOJb KPUTHYECKOTo INapamerpa, Hampumep:
KOJNHMYECTBEHHOE ompeneneHHUE
npuMecH (eCM TOJIBKO OIpEJICICHHBI PAacTBOPUTENh OJHO3HAYHO HE KCIOJIB3YeTCS B IIPOM3BOJICTBE)
M00yI0 KPUTHYECKYI0 (PH3MYECKyl0 XapaKTepHCTHKY (pa3Mep YacTHIL, HACHIIHYIO IUIOTHOCTBIO 0 W IIOCIE
YyOITOTHEHHS u T.O.)
UCIBITAaHWE HA  TOMJIMHHOCTE (B OTCYTCTBHE  MOAXOASINEr0  albTCPHATHBHOTO  KOHTPOJIA)
MHUKPOOHOIOTHYECKH KOHTPOJIb (€CJIN TOJNBKO OH He TpeOyeTcs B OTHOLICHWH ONpPEeNIeHHON JIeKapCTBEHHON
thopmbr)

JdoxyMmMeHT aUn™s

I. I[Mompaska K COOTBETCTBYIOIMEMY(HM) pasgeny(am) IOCheE.
2. CpaBHHTENbHAS TaOMUIA TEKYLUIUMX U MPEATIaracMblX BHYTPUIIPOU3BOACTBEHHBIX HCIBITAHUNH U KPHUTEPUEB
ONpuUuEeMIEeMOTCTH

3. [logpoOHOE onucaHue HOBOW aHAJIMTHYECKON METOAMKHU M JaHHBIE BaJMJAlNU(B COOTBETCTBYIONINX CITydasx).
4. JlanHbple aHanM3a ABYX NPOMBIIUICHHBIX CEpHUil (B OTCYTCTBHE JOJDKHBIX 00OCHOBAaHHMH /ISl OMOJIOTHYECKUX
AKTHBHBIX (hapMaleBTHUECKUX CYOCTaHIUH — TpPU CEpHH) JIEKAPCTBEHHOTO Ipemnapara Mo BCeM NapameTpam
cmenuduAKaMUAHU

5. B coOTBETCTBYONIMX CTy4asx CpaBHUTEIbHbIEC JaHHbBIC MPO(UI pPacTBOPEHHUS JIEKAPCTBEHHOTO IIpenapara He
MCHECC 4€M Ha OJIHOI>’I OHBITHO-HpOMBIHIJ'[eHHOﬁ cepuu, HpOHSBe}IeHHOﬁ C HMCIOJB30BAHMEM TCKYHIUX W HOBBIX
BHYTPUIIPOU3BOJICTBEHHBIX UCIBITAHUN. B OTHOIIEHNH JIEKapCTBEHHBIX PACTUTENILHBIX MTPENapaToB MOT'YT ObITh

OCTAaTOYHBI JAaHHBIC CpaBHHTeJ’ILHOﬁ pacnmagacMoOCTH.
6. O6OCHOBaHI/IC/OIIeHKa PUCKOB, MOATBCPIKAAOIINEC, YTO BHYTPUIIPOU3BOACTBECHHOC HCIIBITAHUC ABJISICTCA
HECYIMCCTBCHHBIM niIHnu ycTapceiao.

7. O60CcHOBaHNE HOBOTO BHYTPHUIIPOU3BOJCTBEHHOTO MCIIBITAHUS U KPUTEPHUEB IIPHEMIIEMOCTH.

b.I1. B) KOHTpOJIB KaduCCTBa BCIIOMOI'aTCIIbHBIX BCIICCTB

B.Il.B.1 M3meHeHne mapaMeTpoB CHENUPHUKAUN U (WIH) KPUTCPHEB Venosus Tpebyemass Bun

MIPUEMIIEMOCTH BCIIOMOTaTEIHHOTO BEUIeCTBa JOKYMEHTAITUS MPOIeTyPHI
a) YKeCTOUCHHE KPUTEPHUEB PUEMIIEMOCTH CIICI(PHUKAIIAN 1,2,3,4 1,2 1A

0) JobaBnernne B crienuuKanuio HOBOTO Mmapamerpa crenupukanun u 1,2, 5, 6 1.2,3,4,6.8 IB

COOTBETCTBYIOIIETO €My METOAA UCIIBITAHUN , 7

B) VCKiIIOueHHE HECYIIECTBEHHOTO MapamMeTpa crieludpuranuy (Hanpumep, L2 127 IA
HCKIIFOUCHIE YCTapEBIIIEro apaMerpa) ’ T

r) U3meHenue, BBIXOAANIEE 32 ONOOPEHHBIE KPUTEPHU MPUEMIEMOCTH "
cnenudukanui

n) Wckmouenue mnapamerpa croenUpUKANUN, KOTOPBIA MOKET

CYNIECTBEHHO TOBJIMATh Ha COBOKYITHOE KAa4ECTBO JIEKAPCTBEHHOTO 11

npernapara

e) [oGasnenue wim 3ameHa (HUCKJIOYas OHWOJOTUYSCKUH U
HMMYHOJIOTHYECKHI mpernapar) mapaMerpa crneuuukanuu u



COOTBETCTBYIONIETO €My METOJa HWCIBITAHUA U3 COOOpaKeHUU 1,2,3,4,5,6, IB
0€30MacHOCTH MJTH KadecTBa 8

k) Ecnum Ha BcmomoraTelibHOE BEHIECTBO OTCYTCTBYET CTaThs

Tl'ocynapctBennoit ®apmaxonee PK, namenenne B COOCTBEHHBIX JaHHBIX 1,2,3,4,5,6, B
cnenruKanyu Ha HEOPHUUIHUAIBHYI0 (apMakoner Wi (apMakorero 8

TpeThel CTpaHbI

Y ¢ o1 o B u 1

1. V3MeHeHHMe He SIBISETCS CIEACTBUEM KaKoOro-au0o 00s3aTeNnbCTBA, MPHHATOrO 10 pe3yJibTaTaM paHee

MIPOBEIEHHBIX DKCIEPTU3 C IIeTbI0 aHAIM3a KPUTEPUEB MPUEMIIEMOCTH CIeUU(HUKANUU (HaupuMep, B XOJe

perucTpanuu JIEKapCTBEHHOTO npemnapara UIu BHECEHUH U3MEHEeHUU IT THIA).
2. W3MeHeHue He SBIAETCS CIEACTBHEM HENPEABHACHHBIX CUTyallMH, BO3HHMKIIMX B XOAE IPOU3BOACTBA,

HampuMep, HOBOH HEKBATU(UIIMPOBAHHON IMPHMECH, MU3MCHCHHUS IPEAETIOB COICPXKAHHS CYMMBI MpHMEceH.
3. JIroboe mM3MEHEeHHEe JOJDKHO YKIAABIBATHCS B AMANA30H TEKYIINX OJOOPEHHBIX KPUTEPHEB MPHUEMIEMOCTH.
4. AHamuTH4YecKas METOOAMUKA HEC NU3MCHSCTCS nin U3MCHSCTCA HCE3HAYUTCIBbHO.
5. Hu ovH HOBBIM METOJ UCTIBITAHHMS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOJIOJIOTMU WUJIM CTaHIapTHOM
METONOJOTHH, UCNONb3yeMOH NO-HOBOMY.
6. HoBBIlf MeTOJ MCTIBITAaHUS HE SBISIETCS] OMOJIOTMYECKUM/ UMMYHOJIOTHYECKUM/ UMMYHOXUMHUYECKHM HITH

METOZIOM, B KOTOPOM HCITONB3yETCsl ONOIOTHIECKUH PEaKTHB [T OMOIIOTHIECKOM aKTUBHOU (hapMaIleBTHICCKOH
cyOcrannmuu (32 HWCKIIOYECHHEM CTaHAAPTHBIX (apMaKOMEWHBIX MHUKPOOMOJIOTHYECKHX METOJOB).
7. I3MeHeHue He KacaeTcs FreHOTOKCUYHOM MPUMECH.

JdoxyMeHT aUuugs

1. I[TonpaBka K COOTBETCTBYIOIEMY (M) pasneny(am) JOChE.
2. CpaBHHTeNnbHAS Tabnuna TEKYIIUX u MpeanaraeMbpIx crienupuKanuii.
3. [ToxpoGHOe onmcanue TFOO0T0 HOBOH aHATMTUIECKON METOAWKH U JAaHHBIE BaJMAAIINH (B COOTBETCTBYIOIINX
c 1y 9 a S X )

4. JlanHble aHANM3a JABYX MPOMBINUICHHBIX cepuid (B OTCYTCTBHE JOJDKHBIX OOOCHOBAHUH sl OHOJIOTHUYSCKUX
aKTHBHBIX (papMalleBTHUECKHX CYyOCTaHIMI — TPU CEpUH) BCIIOMOTATEIBHOTO BELIECTBA 110 BCEM NapaMmeTpam
cnenun ukanmumu

5. B cooTBeTcTBYIOIIMX CIydasx JaHHBIE TE€CTa CPAaBHUTEIbHOW KHHETHKH PACTBOPEHHS JICKAPCTBEHHOTO
npenapara, M0 MEHbIIEH Mepe, OOHOW ONBITHO-IPOMBIIUIEHHONW CEPHUM, COJEpIKallell BCIOMOIaTeIbHOE
BEILECTBO, COOTBETCTBYIOIIETO TEKyIIeH M IpeaaraeMoil cnenudukanusMm. B oTHoIIeHMH JIeKapCTBEHHBIX

PaCTHTENbHBIX npenapaToB IOCTAaTOYHEI ITaHHBIE CpaBHUTEIbHOU pacmnagaeMocTH.
6. O60CHOBaHUS HETPEACTABICHUS PE3YJIbTaTOB HOBOT'O UCCIICAOBAHMUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBunamu MpOBEIEHUS HCCIAeIOBaHUM OMODKBHUBAJIEHTHOCTH PK.

7. ObocHOBaHME/OLIEHKA PUCKOB, OATBEPKIAIOIIIE TO, YTO ITAPAMETP SIBIISIETCS] HECYIIECTBEHHBIM WIIN YCTaped.
8. ObocHOBaHHE HOBOTO MTapaMeTpa CTICIU(PUKAINA U KPUTSPUEB IPHEMIIEMOCTH.

B.IL.B. 2 M3MeHeHHe aHATUTUYECKON METOIMKH AJIS BCIIOMOTAaTENbHOTO v Tpebyemass Bun
CIIOBHS

BelleCTBa JIOKYMEHTAIUs MPOLeyphl

a) HesHaunMele u3MeHeHNs 0JOOpEHHON aHATUTHIECKON METOIIKHI 1,2,3,4 1,2 1A

0) VckiroueHne aHATUTHYECKON METOJWKH, €CIM ajlbTepPHATHBHAs il

5 1 1A
METOJIMKA yKe 0J00peHa

B) 3aMeHa OHOIIOTHYECKOTO/MMMYHOJIOTHIECKOTO0/ HIMMYHOXHUMUIECKOTO
METOAA MCHBITAHUW WIM METO0Na, B KOTOPOM HCIOJIb3YETCA 11
OGronornyeckuil peakTuB

1") HpO‘II/IG HM3MCHCHMS aHAIMTUYCCKON METOIUKH (BKJ’IIO‘IaH HO6aBJ’IeHI/I€

1,2 IB
WIH 3aMeHY)

Y ¢ 1 o B uU 1
1. CorylacHO COOTBETCTBYIOUIMM JOKYMEHTaM, NMPOBEICHbI HEOOXOJMMbIC BAIMAALMOHHBIE WCCIIEIOBaHUS,
MOJTBEPXKIAIOMIME TO, YTO OOHOBIIEHHAs aHAJNUTHYeCcKas METOJAWKAa, M0 MEHbUIEH Mepe, SKBHBaJICHTHA
o0 peJg B Oy W e i
2. Ilpenensl comepaHns CyMMBI NpHMeEced HE W3MEHHIINCH, HOBbIE HEKBATH(DHIMPOBAHHBIE MPHMECH HE



006 Hapy XK eH B

3. Merop aHajM3a He H3MEHWICS (HAapuMep, U3MEHEHHE JUTHHBI KOJIOHKH HJIH TEMIIepaTyphl, HO He Ipyroi BUA
KOITOHKH UIH MeTon).
4. HoBblif MeTOX HWCHBITAaHHS HE SBIACTCA OMOJIOTHYECKUM/ MMMYHOJIOTHYECKUM/ MMMYHOXUMHUYECKHM HIIH
METOJIOM, B KOTOPOM HCIIOJIb3yeTCsl OMONIOTUYECKHI PEaKTHB (332 HCKITIOYCHUEM CTaHIapPTHBIX (apMaKomeHHbIX
MHUKPOOHMONOTHYECKHX METOJXOB).
5. AnprepHaTHBHAs aHAIUTHYECKas METOJMKA JUII IapaMeTpa crueuupHuKaluy yxe oJ00peHa, Ipyu 3TOM TaKas
MeTo/IMKa ObUIa BKIIIOUYEHA He ¢ ToMOIIbio [A/-yBenomieHusl.

JoxyMmMeHT anqs

1. ITompaBka K COOTBETCTBYIOLIEMY(HMM) pa3zeny(am) T0Che, BKIOYas OMMCAHNE aHATUTHYECKOW METOH0JIOTHH,
pe3oMe  JIaHHBIX BaJMJAIMH, TCPECMOTPCHHBIC CHENU(UKAIMU Ha NpuMecH (eCiM MPUMEHHUMO).
2. CpaBHUTENBHBIC PE3yJBTAThl BATUAALMU WIH, IPU HATHYUU OOOCHOBAHWSI, CPABHUTEIBHBIC PE3yJIbTATHI
aHaIn3a, MOATBEPKIAIOIINE TO, YTO TEKYIIee U MpelaraeMoe HCITBITAaHIE SKBUBAIICHTHEI. JJaHHOE TpeOoBaHUe
HE TIPAMEHSIETCSI, €CITN T00aBISIETCS] HOBAsI aHATUTHIECKAask METOINKA.

B.IL.B. 3 3MeHeHNe HCTOYHHKA MTOTYyYSHHS BCIIOMOTaTEJIEHOTO BEleCTBa Tpebyemass Bun

YcaoBus
WJIM peakTuBa ¢ puckom TT'D JIOKYMEHTaLMsl TPOLEeayPbl

a) N3 marepmana ¢ puckom TI'D Ha Marepuan pacTHTEIBHOTO WA
CHHTETHYECKOTO IPOUCXOXKACHUS

1. JIns BcIoMOraTenbHBIX BEIECTB UM PEAKTUBOB, HE HCIIOJIB3YEMBIX B
MIPOM3BOJICTBE  OMOJOTHYECKOH/MMMYHOJIOTHUECKOH  aKTHBHOM

1 1A
(hapmaneBTHICCKON cyOcTaHIun AIH O6umoorn4eckoro/
MMMYHOJIOTHYECKOTO JIEKApPCTBEHHOTO IIpenapara
2. Jlns BCIIOMOTATENbHBIX BELIECTB WJIM PEAaKTHBOB, MCIIOJIb3YEMBIX B
MPOU3BOJICTBE  OMOJOTMYECKOH/MMMYHOJIOTHUECKOH  aKTHBHOM L2 B
b

(hapmaneBTHICCKON cybcTaHun HIH O6uosoru4ueckoro/
MMMYHOJIOTHYECKOTO JICKapCTBEHHOTO TIperapara

6) M3meHenue mnm BBeAeHHE MaTepuana ¢ puckom TI'D min 3ameHa
maTepuana ¢ puckom TI'D Ha apyroit matepuan ¢ puckoMm TI'OD, He I
UMEIOINi cepTUdHKAT cooTBeTCTBUS 10 TT'D

Y ¢ m1 o B um 4
1. Coenudukaiiy Ha BBITYCK W KOHEI[ CPOKa T'OJHOCTH BCIIOMOTaTeIhbHOrO BEIECTBA U JICKAPCTBEHHOTO
npenapaTa He U3MEHSIIOTCSI.

JdoxyMmMeHT aUums

1. Jdexmapaiysi MPOU3BOIUTENS WIH ACpXKATeNs PErHCTPAlIOHHOTO YAOCTOBEPEHHsI MaTepuaia, YTO OHHU
MMOJIHOCTHIO pPacTUTENBbHOTO U CUHTETHYECKOTO MPOUCXOXKICHHUS.
2. UccnenoBanue SKBUBAJICHTHOCTH MaTEpPHAIOB U BIMSHUE Ha MPOU3BOACTBO TOTOBOI'O MaTepuaja U BIUSHUE
Ha XapaKTEepPUCTUKH (HAIIPUMEP, XapaKTEePUCTUKU PACTBOPEHHUSI) JIEKAPCTBEHHOTO Mpernapara.

B.Il.B. 4 U3MmeHeHHWe cHHTE3a WM MONyYeHUS He(dapMaKOIEHHOTO
BCIIOMOTaTeIbHOTO BELIECTBA (€CIM OIMCAaH B PETHCTPALIOHHOM JOChE) Y CIOBHA
WY HOBOTO BCIIOMOTaTeJIbHOTO BEIECTBA

Tpebyemass Bun
JIOKYMEHTAIHSI TIPOLESTYPhI

a) Hesnaunmoe nm3MeHeHne cuHTE3a WU MOJIyUCHUSA He(bapMaKoneﬁﬂoro
BCIIOMOT'aTCJIbHOI'O BEIICCTBA UJIKM HOBOT'O BCIIOMOI'aTCJIbHOI'O BEIICCTBA

1,2 1,2,3,4 B

0) UsmeHnsrorTcs crnerupUKANMU HJIM  HMEETCS HM3MCHEHHUE
(DU3UKO-XMMUYECKHX CBOWCTB BCIIOMOTATEIHLHOTO BEIIECTBA, KOTOPHIC II
BIIMSIFOT HA KaUeCTBO JIEKAPCTBEHHOTO Tperapara

B) BcmomorarensHOE BemecTBO — OHOTOTHYECKOS/MIMMYHOJIOTHYECKOE
BEILIECTBO

II

YV ¢ n1 o B u 4
1. Crioco6 cuHTe3a ¥ CIIeU(pUKAIINYA HACHTUYHBI 1 OTCYTCTBYIOT KAYE€CTBEHHBIC U KOJIMYCCTBCHHBIC H3MECHCHUS
npobwis npumeceil (UCKIIOYAs OCTATOYHBIE PACTBOPHUTEIH, IPU YCIOBUH TOTO, YTO WX KOHTPOJb



OCYIICCTBIISICTCSI B COOTBETCTBHU C IIPEJCIBHBIM COJNICPKAHUEM, YKa3aHHBIM B JokymeHTax PK) wmm
GU3UKO-XUMHUYUECKHX CBOHCTB.
2. Uckimrouas agprOBaHTEL.

JokyMeHT auum s

1. I[MompaBka K COOTBETCTBYHOMEMY(HM) pasgeny(am) JIOCheE.
2. JlaHHbBIEe aHaHM3a cepuil (B popMaTe CpaBHUTEIHHOM TaOIHIBI), 10 MEHBLIEH Mepe, ABYX cepHid (110 MEeHbIIeH
Mepe, OTBITHO-IIPOMBIIIIIEHHBIX) BCIIOMOTaTELHOTO BELIECTBA, IPOU3BEACHHBIX C TOMOIIBIO CTAPOT0 U HOBOTO
I p oImIxecc o B

3. B COOTBETCTBYIOIIMX CilydasiX JaHHBIE TECTa CPABHUTEIbHON KHHETHKHM PACTBOPEHHsS JIEKAPCTBEHHOI'O
Ipemnapara, 0 MeHbIIeH Mepe, IByX cepuil (0 MeHbIIeH Mepe, ONBITHO-IPOMBIIUIEHHBIX). B oTHOmEHnn
JIEKapCTBEHHBIX PACTUTEIBHBIX MpenapaToB JOCTATOYHBI JaHHBIE CPABHUTEIBHOM pacmagaeMOCTHU.
4. Komnust 0100peHHO# ¥ HOBOI (€ciIM IPUMEHUMO) cTiel(pUKaKii BCIOMOTaTeIbHOTO BEIIECTBA.

B.II. ) KonTponp kadecTBa J1€KapCTBEHHOTO Mpenapara

B.Il.r. 1 U3MeHenue mapaMeTpoB
cienupukanquun u (MJIH) KPUTEPUEB Y CIOBHUSA Tpebyemast nokymMeHTanus Bux npornenyps
MIPUEMIIEMOCTH JICKaPCTBEHHOTO TIperrapara

a) YkecTodeHHe KPUTEPHEB ITPUEMIIEMOCTH

1,2,3,4 1,2 IB
cnenudukanuu
0) YikecToYeHHE KPUTEPUEB MIPHUEMIIEMOCTH
crienu(pUKaIUK JIEKAPCTBEHHBIX MPEMapaToB 1,2.3.4 1.2 B

, TOJJIEeXAaIuX BBIIYCKY CepHit
Oo(HIHATBHBIM KOHTPOJIBHBIM OPraHOM

B) JloGaBreHue B crienu(UKAIUIO HOBOTO
rnapaMeTpa M COOTBETCTBYMOIIero emy 1,2,5,6,7 1,2,3,4,5,7 1B
METOJa UCTIBITAaHUH

r) UckiroueHne HeCyIIECTBEHHOIO
napameTpa crneuudukanuu (Hampumep, 1,2 1,2,6 IA
HCKITIOYEHHE YCTapEBIIETro IMapamMeTpa)

1) N3meHenwne, BBIXOAAIIEE 32 0100pEHHBIE

N II
KPUTEPUH NIPUEMIIEMOCTH CHIELU(PHUKALINIA

e) HMckmouenne nmapamerpa cenupuKaIim,
KOTOPBIN MOXKET CYIIECTBEHHO MOBIHATH HA
COBOKYIIHOE KaudecTBO JIEKAPCTBEHHOTO
mpenapara

II

k) JlobaBieHrne WM 3ameHa (MCKITIOYAS
OMONMOTHYECKA W HWMMYHOJIOTHYSCKHMA

mpemapaT) mapameTpa CHEeIUpUKAuu M

COOTBETCTBYIOILIETO MY METO/a UCTIBITAaHUH
U3 cooOpakeHUH 0€30MacHOCTH WM

KayecTBa

1,2,3,4,5,7 B

3) OOHOBJEHHWE JOChe C IEIbI0

COOTBETCTBHSI IOJOXKCHHUIM OOHOBICHHOMN

obmeit crarbu  [ocymapcTBeHHOM 1,2,3,4,7,8 1,2 1A
®dapmakomniee Pecriyonmuku Kazaxcran Ha

JIeKapCcTBEHHBIN npemnapat (*)

n) Bmommtca crates [ocymapcTBeHHOMH
®apmaxonien PecnyOonmuku Kazaxcran
OIHOPOHOCTh JIO3UPOBaHUA" B IENAX
3aMEHBI TEKYIIEro 3aperHCTPUPOBAHHOTO
MeTozaa, Jymbo craths [ocymapctBennoit 1,2, 10 1A



®dapmakonen Pecnybnukm Kazaxcran " 1,2,4
OaHOpPOAHOCTD Macchl", mmbo "
OOHOPOIHOCTE COAEPKUMOTO"

YV ¢ 1 o B U 4

1. V3MeHeHue He SBISICTCS CICICTBHUEM KaKOrO-THOO 00s3aTENIbCTBA, MPUHATOTO MO pe3yJbTaTaM paHee
MPOBEACHHBIX 3KCIIEPTH3 C IEIBI0 TEPECMOTPa KPUTEPHUEB MPUEMIEMOCTH crielnpruKanuy (HampuMep, B X0Je
PETHUCTpAINH JEKApCTBEHHOTO Tperapara Wi BHECEHUH n3MeHeHui 11 Tuma), ecinu TonpKo 000CHOBBIBAIOIIAS
IOKyMeHTanuss He Oblla paHee TMpoBepeHa M YTBEpXKIeHA B paMKax JAPYrod NpoIexdypHl.
2. V3MeHeHne He SBIACTCSA CIEACTBHEM HENPEABHACHHBIX CHUTyallMid, BO3HHUKIINX B XOAE IPOU3BOACTBA,
HaIpUMep, HOBON HEKBaTU(HUIIMPOBAHHON MPHMECH, M3MECHEHHUS MPEAETIOB COJCPIKAHHMs CYMMBI MPHUMECEH.
3. JIrob0e M3MEHCHHE JOJDKHO YKIAQJBIBATHCS B JMANA30H TCKYNIUX OJOOPEHHBIX KPUTCPUEB MPUEMIEMOCTH.

4. AHanuTu4eckas METOJUKA HE HU3MEHseTCs i8I0 HU3MEHseTCs HE3HAUUTEIBHO.
5. Hu oguH HOBBIN METOA MCHBITAHHS HE OCHOBAH HAa HOBOW HECTaHIAPTHOW METOJOJIOTMU WMJIM CTaHAAPTHOU
METONONOTHH, HCIOIb3yeMOH MO-HOBOMY.

6. HoBBIif MeTOI MCHIBITAHUA HE SBIISETCS OMOJOTHYECKMM/ MMMYHOJOTHYECKHM/ MMMYHOXUMHYECKHM HIIH
METOIOM, B KOTOPOM HCITOJIB3yETCsl OMOIOTHUCCKUI PEaKTHB [Tk OMOJIOTHYECKOM aKTUBHOU (hapMarieBTHICCKON
cyOctaHnuu (32 HMCKIIOYEHHEM CTaHAApTHBIX  (apMaKONEeHHBIX MHUKPOOHOJOTHYECKHX  METOJIOB).
7. H3MmeHeHHMe He 3aTparuBaeT Kakue-THOO mpuMecH (BKIIOYas TEHOTOKCHYHEIC) WJIH pPAacTBOPCHHE.
8. M3meHeHune 3aTparuBacT 0OHOBIICHHE KPUTEPHEB TPUEMIIEMOCTH MUKPOOHOJIOTHYSCKUX KOHTPOJIECH B MEISIX
COOTBETCTBUS JAcicTBylowmeld @apmakonee, a 3aperUCTPUPOBAHHBIE HBIHE KPUTEPUM MPUEMIIEMOCTH

MHKPOOHOJIOTHYECKUX KOHTPOJIEH HE BKIIOYAIOT KaKHWEe-JINOO IOTOJTHHUTEIbHBIE KOHTPOJIH, BKIIOUYEHHBIC B
crerdUKanuoo, MOMUMO (HapMaKOIEHHBIX TPEOOBAHHI B OTHOIICHHH OINpPEICICHHON JIEKAPCTBEHHOW (POPMBI

9. Ilapamerp  cneumdukanum  He  3aTparuBaeT  KPUTHYECKHH  mapaMerp,  HalpuMep:
KOJTIHUUYECTBEHHOE ompegeneHue
npuMecH (€Clid TOJIBKO OIpENeIeHHBIH pPacTBOPHUTENb OJHO3HAYHO HE MCIIOJIB3YeTCS B IPOM3BOJICTBE
TEKapCTBEHHOTO npenaparta)
TMO0YI0 KPUTHYECKYI0 (PU3MUECKYI0 XapaKTEepPUCTHUKY (MPOYHOCTh WM XPYMKOCTh TaOIETOK, HE MOKPBITHIX
o6bomoukoi, pasMepEsH)
nwboi 3ampoc Ha NPpONyCK HCOBITAHUSA

10. IlpennaraeMelii KOHTPOJIb IHOJHOCTBIO COOTBETCTBYeT Tabnuue crated ['ocynapcTBeHHON (Papmaxormee
Pecny6nuku KazaxcraH i He BKIIIOYACT albTEPHATHBHBIC MPEATI0KEHHUS HCTIBITAHKS OTHOPOTHOCTH JO3UPOBAHHS
C MOMOIIBIO BAPHAIIMU MACCHI HIIH OJHOPOHOCTH COJEPIKAHUS, SCIIU MOCIICTHUE YKa3aHbl B CTAaThE.

J oKy MeHT auuw s

1. ITonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.
2. CpaBHHUTeNbHAS Tabnuna TEKYIIHX u npeanaraeMbIx crienqupuKanuii.
3. [TogpoGHoe onMcaHue J1I0O0r0 HOBOH aHAINTHYECKOM METOANKH U JJAHHBIE BAIMIAIMHN (B COOTBETCTBYIOIINX
c 1y 9 a s X )

4. JlanHbIe aHAIH3a ABYX IMPOMBIIIICHHBIX CEpHH (B OTCYTCTBHE MODKHBIX 00OCHOBAHHMH ST OMOIOTHYECKUX
aKTHBHBIX (hapMalleBTHUECKUX CYOCTaHIUI — TpPU CEPHM) JIEKAPCTBEHHOTO Mpernapara Mo BCEM MapameTpam

cmenuduAKAaQINUAHU

5. B COOTBeTCTBYIOIIMX ClydasX JaHHBIE TE€CTa CPAaBHUTEIbHOW KUHETUKU PACTBOPEHHMS JIEKAPCTBEHHOT'O

mpernapara, IO MEHBIIEH Mepe, OJHOW OIBITHO-NPOMBIIIICHHOW CEpPHH, COOTBETCTBYIOIIHME TEKyIleH u

npeaaraeMoi criennpuKanysaM. B oTHOIEHNH JIeKapCTBEHHBIX PAaCTUTENBHBIX MPENapaToB JOCTATOUHBI TaHHbIE
CPaBHUTEIBbHOH pacmagaeMOCTH.
6. OOocHOBaHHE/OIEHKAa PHCKOB, MOATBEP)KIAIOIIME, YTO IMapaMeTp SBIACTCS HE3HAYUMBIM.
7. O60cHOBaHNE HOBOTO ITapaMeTpa Crielu(HKALUN U KPUTEPHEB IIPUEMIIEMOCTH.

€CJIM B JIOChE 3apErHCTPUPOBAHHOIO JIEKAPCTBEHHOrO Ipernapara
yHnoMuHaeTcs "TeKymiee u3ianue" HeoOX0IUMOCTh B YBEIOMICHUHN
YIIOTHOMOYEHHBIX OpraHOB 00 OOHOBIICHHOW CTaTbe
Tl'ocynapcteennoit ®apmakonee PK. B cBA3u ¢ 3TuM Takoe

W3MEHEHUE TMPHUMEHSETCS IPU OTCYTCTBUU YIOMHUHAHUS
(*) [lpumeyanue



0OHOBJICHHOW (hapMaKoIeHHOH CTaThu B TEXHUYECKOM JI0ChE, a
W3MCHEHHE OCYIIECTBIISCTCS B LEJAX BKIFOYCHUS yIOMHHAHHS
OOHOBIICHHOH BEPCHH.

B.Il.r.2 13MeHeHHMEe aHAJIUTHYECKOU
YcnoBus Tpebyemast nokymeHTaus Bux nponenypst
METOAMKH JIEKapCTBEHHOT0 Ipenapara

a) HesnaumTenbHBIE  HW3MCHEHHS

. y 1,2,3,4 1,2 B
yTBCp)KIICHHOI/I AHAJIUTUYCCKOU MECTOIUKHU

0) Uckmoyenne aHaNUTHYECKOH METOJMKH,
ecny albTepHAaTUBHAs €l MeToauMka yxe 4 1 IA
onobOpeHa

B) M3meHenue (3ameHa) OHOIIOrHYECKOTO/

MMMYHOJIOTHYECKOT0/ UMMYHOXUMHUYECKOTO

UCIBITAHUS WJIM METOAa, B KOTOPOM

HCTIOJB3YETCs OMOIIOTHIECKUN PEaKTHUB, AU II
3aMeHa OWOJOTMYEecKOro mpermapara

CPaBHEHUS], HE OXBAaYEHHOTO yTBEPKIECHHBIM

MIPOTOKOJIOM

r) Ilpoune wW3MCHEHUS aHAIUTHYCCKOH
METOJIMKHN (BKJIIOYas go0aBicHUE WU 1,2 1B
3aMeHy)

1) OOHOBIICHHE aHATUTUYCCKON METOIUKHU B
LENISIX COOTBETCTBUSI OOHOBJIEHHOHM 0OIIei 2345 | IA
cratee ['ocynapctBeHHOM Papmakomnee T

Pecrry6nuku Kazaxcran

e) B 1memsx oTpakeHHs COOTBETCTBHS

Il'ocynapcTBenHOM ®dapmakormnee

PeciyOnmku Kaszaxcran w wucknrouenus 2, 3,4, 5 1 1A
YIOMHHAHHSA YyCTapeBliell CcOOCTBEHHOI

AHATNTHYECKON METOIUKA U ee HoMmepa (*)

YV ¢ 1 o B u 1
1. CormacHO COOTBETCTBYIOIIMM JOKYMEHTaM, TPOBEACHB HEOOXOIMMEIC BaUIANMOHHBIC HCCICIOBAHHMS,
TOJITBEP K TAIOIINE, YTO OOHOBIICHHAS aHATUTHICCKAass METOIMKA, TI0 MCHBIIICH Mepe, SIKBUBAJICHTHA TPEABLTYIICH

2. Tpenensl comep)aHus CyMMbl NMPUMECEH HE W3MEHHJINCH, HOBBIC HEKBATH(DHUIUPOBAHHBIC MPUMECH HE
00 H apy X e H B

3. MeTtop aHanu3a He U3MEHWICA (HalpuMep, U3MEHEHHEe JUIMHBI KOJIOHKH WM TeMIIepaTyphl, HO He APYTrod BUJ
KOJNTOHEKH Uau MEeTOona).
4. HoBplii METOA WCHBITAHWS HE SIBISACTCS OMOIOTUYCCKHM/ UMMYHOIIOTHYCCKHM/ UMMYHOXUMHUYCCKAM WIIH
METOJIOM, B KOTOPOM HCIIOJIB3YETCs OUONIOTHUECKHI PEAKTHB (32 UCKITIOYCHUEM CTaHAPTHBIX (papMaKOmeHHbIX
MUKPOOHMONOTHYECKHX METOHDOB).
5. 3aperucTpupoBaHHas aHAIUTHYECKAsh METOAMKA YXKe CChUIaeTcs Ha OOIIyI0 CTaThio [ ocymapcTBEHHOI
Ddapmakorniee PK, a r00ble n3MeHEHHS SBISIOTCS HE3HAYUMBIMH U TPEOYIOT OOHOBIICHHSI TEXHUUECKOTO IOChE.

JdoxyMeHT aUu™s

1. ITompaBka Kk COOTBETCTBYOIIEMY(MM) pasneny(am) A0Che, BKIIIOYAs OMUCAHNUE aHATUTHYCCKON METOI0IOTHH,
pe3loMe JaHHBIX BalMJAlMH, [EPECMOTPECHHbIC crneunUKanud Ha mnpuMecHd (€Cid MPUMEHHMO).
2. CpaBHUTENBbHbBIC PE3YJIbTATHl BATUAAIMU WIH, IPH HATHMYHH OOOCHOBAHMS, CPAaBHUTEIbHBIC PE3yJIbTaThI
aHanM3a, MOATBEPXKIAIONIME TO, YTO TEKyIlee W MpeajaraeMoe HCIBITaHHE SKBHBAJICHTHBI. Hacrosiiee
TpeOOBaHUE HE MPUMCHSICTCS, €CIIH T00ABISACTCSA HOBAask aHAJTMTUYCCKAs METOIUKA.

€CITH B JIOChE 3aPErMCTPUPOBAHHOIO JIEKAPCTBEHHOIO Mperapara
yHnoMuHaeTcs "TeKymiee u3ianue" HeoOX0IUMOCTh B YBEIOMICHUHN

(*) Tpumeuane YHOOJIHOMOYCHHBIX OpraHoB 00 OOHOBJEHHO# cTaThe



IocynapcrBennoit ®apmakonee Pecnybonmukn Kazaxcran
OTCYTCTBYET.

b.Il.r.3 MU3MmeHeHue, 3aTparuBaroliee
BBCJICHUC BBIITYCKa B PC€aJbHOM BPEMCHU
WM BBIIYCKa [0 MapaMmeTpaMm IMpH
MIPOU3BOJICTBE JIEKAPCTBEHHOTO Mpernapara

YcnoBus Tpebyemast nokymeHTaus Bux nponenypst

II

B.II. 1) YmakoBoyHO-yKynopo4Hasi cuctema

. Tpebyemas Bun

B.II.o.1 M3MeHneHne nepBUYHON yIaKOBKH JIEKapCTBEHHOIO IIpenapara Y CIOBUs
JTIOKYMEHTALUS MIPOIE Ty PBI

a) KauecTBeHHBIN ¥ KOJTMYCCTBEHHBIN COCTAB

1. TBepzple TeKapCTBEHHBIE (DOPMBI 1,2,3 1,2,3,4,6 1B

2. Msirkue ¥ HeCTepHIIbHBIC XXUAKHE JICKaPCTBCHHBIC (YOPMBI 1,2,3,5,6 IB

3. CrepunbHble J€KapCTBEHHBIE IIpenapaTsl M OHoJormueckue/
UMMYHOJIOTHYECKHE JIEKAPCTBEHHBIE TIPETIapaThl

II

4. VI3MeHeHHWe 3aTparvBaeT YIAKOBKY, O0JalaloIyl0 MEHBIINMHU
3alIUTHBIMA CBOMCTBaM IPH OJAHOBPEMEHHBIX M3MEHEHUSIX YCIOBUH II
XpaHeHus U (W) COKPAIeHUH CPOKa FOJTHOCTH

0) M3mMeHeHune Bua KOHTelHepa WM 1o0aBlieHne HOBOTO KOHTeHHepa

1. TBepaple, MATKHE U HECTEPUIIBHBIC KHUIKUE JICKAPCTBEHHBIC (POPMBI 1,2,3,5,6,7 1B
2. CrepunpHBIC JIEKapCTBEHHBIC IpemapaTtsl u Ouosormueckue/ I
MMMYHOJIOTHUECKHUE JICKapCTBEHHBIC IIPperapaThl

3. HckmroyeHne KOHTEHHepa MEpPBUYHON YHNAKOBKH, KOTOPOE HE

MPUBOJUT K NOJHOMY HMCKIIOUEHMIO JO3UPOBKH WM JIEKAPCTBEHHOH 4 1,8 1A

hopMBI

Y ¢ 1 o B u 4

1. 3MeHeHue 3aTparuBacT TOJBKO OJWMH U TOT XK€ BHJ| YIIAKOBKH/KOHTEHHepa (HarpuMep, OmcTep Ha Onuctep).
2. Ilo 3HaYMMBIM CBOICTBaM IpejiaraeMblii yIaKOBOYHBIM MaTepuasl MO MEHbLIEH Mepe HKBUBAJICHTEH
omToO0OpeHHOMY

3. HagaTsl COOTBETCTBYIOIINE MCCIEIOBAHNS CTAOMIBHOCTH B COOTBETCTBHIH C YCTaHOBIICHHBIMH TPEOOBAHUSIMHI
YW 3asABHUTEIEM Ha MOMEHT BBEJCHUS HM3MCHEHHI NPOaHAIM3UPOBAHBI COOTBETCTBYIOIIHE IapaMeTphl

CTA0MJILHOCTH HE MCHEE YeM Ha JBYX OIBITHO-IPOMBINIJICHHBIX WM MPOMBINUICHHBIX CEPUSX, B €ro

PACTIOPSDKEHUH HAXOJSATCS YIOBJIETBOPUTENbHBIE PE3YNbTaThl, MO MEHBbIUIEH Mepe, 3-MecsSYHOro HM3yUeHHUS
crabunpHOCTH. OIHAKO, €CIH TpeiaracMasl yIlakoBKa 0Oojiee yCTOMYMBA 10 CPABHEHHUIO C OJOOPEHHOM, TO
TpeXMeCsIYHbIC JaHHBIC MO0 CTAOMIBLHOCTH He TpeOyroTcs. MccnenoBanus 3aBepIIaloTCs, €CIM HX PE3yIbTaThl He
VKJIAABIBAIOTCS B CHENH(DHUKAINHA WM TMOTEHIMAIBFHO HE YKIAABIBATHECA B CIEMU(UKAIMK Ha KOHEIl CPOKa
TOJHOCTH, WX HEOOXOIMMO HEMEIIEHHO IMPEICTaBUTh YIOJTHOMOUYECHHOMY OpraHy Hapsay C IMpeagaraeMbIM
MJaHOM qIeuMcTBHUH

4. OcraBmasi(ue)cs ¢Gopma(bl) BBITyCKa JCKAPCTBEHHOTO Mpernapara MokHa(bl) ObITh JOCTaTO4HA(BI) IS
BEITIOJTHEHUST PEKOMCHJAIMI 110 JO3HPOBAHHUIO M IPOJOJDKUTCIBHOCTH JICUCHHS, YKa3aHHBIX B 0OIIeH

XapaKTEPUCTHUKE JICKAPCTBEHHOTO TIperapara.

JokyMeHT auum s

1. I[TonpaBka K COOTBETCTBYOMEMY(HM) pasneny(am) noche.
2. HeoOxonumble NaHHBIE O HOBOW yIakoBKE (HalpHMep, CpaBHUTEIbHBIE NaHHBIE IO IMPOHHIIAEMOCTH,
HallpUMED, I 02, CO2, BJIaru u T.x.).

3. B cooTBETCTBYIONMX CIy4YasX HEOOXOIMMO MPECTABUTD MOATBEPKACHHIE TOTO, YTO B3aUMO/ICHCTBHE MEXKITY
COJIEPKUMBIM M YMAaKOBOYHBIM MAaTE€pPHAJIOM HE IPOUCXOAWT (HAIMpPHUMEpP, OTCYTCTBYET IEpEMEIICHNE
KOMIIOHEHTOB IpPEAJaracMoro MaTepHuaia B €ro COIEPKHMOE, KOMIIOHEHTHI JICKapCTBEHHOTO Ipernapara He
MEepexoiT B YIAKOBKY), BKJIIOUas MOATBEPXAECHHE TOrO, YTO MAaTepHajl COOTBETCTBYET COOTBETCTBYIOLIUM
(hapmakoneHbIM TpeOOBaHUAM WM 3aKOHOAATENbCTBY PecnyOnuku Kazaxcran o ruiacTHyeckux marepuanax u



o0BEKTaM, KOHTaKTHPYIOUUM c MUIIEBBIMHU NpOAYKTaMHU.
4. Jlexknapanus, 4TO Ha4aThl TpeOyeMble HCCIENOBAHHU CTAOMIBHOCTH B COOTBETCTBHH C YCTaHOBJICHHBIMHU
TpeOoBaHIAMHE (C YKa3aHHEM HOMEpPOB CEpHii); M 9TO (B COOTBETCTBYIOIIMX CIydasx) HA MOMEHT BBEICHHS
W3MEHEHHUH B PacTOpsHKEHUHN 3asBUTEISI HAXOAWINCH TpeOyeMble MUHUMAIIbHbIE YAOBIECTBOPUTEIBHBIEC JaHHBIE
M0 CTAOMJIBHOCTH; U YTO MMEIOIIHECS JaHHBIC HE CBHICTCIHLCTBOBAIH O KaKo#-1100 mpobdiieme. HeoOxoaumo
TAaKXKC NPEACTABUTH NOATBEPIKACHUEC TOTO, YTO MCCICAOBAHUA 6y}1yT 3aBCPLICHBI, U1 YTO €CJIM PE3YJIbTAaThl HC
OyayT yKiaapIBaThCs B CrielM(UKAIIMN WK TIOTEHIIMAIBHO HE YKIIA/IbIBAThCs B CHEIM(pHUKALNN Ha KOHEI] CPOKa
TOZHOCTH, MX HEME/JICHHO MPEACTAaBST YIIOJIHOMOYCHHOMY OpraHy Hapsay ¢ NpeaiaraeéMbIM IUIAHOM JEHCTBUI.
5. Pe3ynbrathl ncciue0BaHU CTAOMIBHOCTH, POBEJCHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHEE YeM Ha ABYX OIBITHO-ITPOMBIIUICHHBIX WM TIPOMBIIIIIEHHBIX
CepusiX, OXBaTBHIBAIOIMX HE MeHee 3 MeECsLEB, U MOATBEPKAECHUE TOTO, YTO YKa3aHHBIC MCCIIENOBAHUA OyIyT
3aBCPUICHDBI, U €CJIM PE3YJIbTAThI HE 6y}1yT YKIIaAbIBaThCA B CHeHH(bHKaHPIH WJIK MOTCHIHAJIIBHO HE YKIIaJIbIBaTbhCA
B crienu(UKanuy Ha KOHEIl CPOKa T'OHOCTH, UX HEMEJUICHHO IPE/ICTABAT YIIOJTHOMOYEHHOMY OpraHy Hapsiay
npenitaraeMbl M NIaHOM JeWcTBUH.
6. CpaBHEHHE TEKyIIMX W TPEAJAraeMbIX CHEeHU(UKANN TMEepBHYHON YIIAKOBKH (€CIH IPUMEHHMO).
7. B COOTBETCTBYIOIIUX ciydasx 00pasmsl HOBOTO KOHTeWHepa/yKyIOpKH.
8. Hexmaparusi, 4Tto ocTaBmmii(e)cs pasmep(bl) YHaKOBKH COOTBETCTBYE(IO)T PEXHMY JO3MPOBAHUS H
MMPOAOJDKUTEIIbHOCTH JICUCHUA U JOCTATOYHBI JJI BBIITOJIHCHUA peKOMeHI[aHI/Iﬁ IO IO3UPOBAHUIO, TPUBCACHHBIX
B 001IIeli XapaKTepHCTHKE JIEKapCTBEHHOT'O Mperapara.

Hnsa B.ILJ[.1.0) — ecnu W3MeHEHHE
MPUBOAUT K "0Opa3oBaHWIO HOBOH

[Ipumeuanue JeKkapcTBeHHOH (opmbl", TO Takoe
W3MEHEHHE TpeOyeT Mojaun 3asBICHUS
0 PacIIUPEHNUN PETUCTPALHH.

B.Il.n.2 U3meHeHmne mapamMeTpoB CIIEUPHUKAINH U (WIH) KPUTEPHEB v Tpebyemas Bun
. CJIOBHSI

MIPUEMIIEMOCTH IEPBUYHON YIIaKOBKH JIEKAPCTBEHHOTO TIpenapaTa JTOKYMEHTAIUS MIPOIIE Iy PBI

a) YKeCTOUCHHE KPUTECPHUEB PUEMIIEMOCTH CIICI(PHUKAIIAN 1,2,3,4 1,2 1A

0 obaBjeHHEe B cHeONHPHUKAIMIO HOBOTO IapaMeTpa |

) A 3 Quicarun paMetp 1,2,5 1,2,3,4,6 IB

COOTBETCTBYIOIIECH eMy aHAIUTHYECKOW METOAUKH

B) UckimoueHHe HECYIIECTBEHHOTO MapaMmerpa crheruduranuu ( 12 125 IA

HaTIpUMep, HCKITFOYEHUE YCTAPEBIIETO MapaMeTpa) ’ T

r obaBlleHME WJIM 3aMEHa IMapaMeTpa CcHenupUuKamuyd u3

) A paMeTp ¢ 1,2,3.4,6 B

CO00paKeHH OE30MACHOCTH WIIM KauecTBa

Y ¢ o1 o B u 1

1. M3MeHeHHe He SBISICTCA CIEICTBHEM KaKOTo-THOO 00s3aTeNbCTBA, MPUHATOTO IO pe3yibTaTaM paHee
MPOBEJCHHBIX SKCIIEPTH3 C LEThI0 aHAN3a KPUTEpHEB MPHEMIIEMOCTH cruenupuxanuu (Hampumep, B X01e
perucTpauuu JIEKapCTBEHHOTO npenapara 1781071 BHECEHUU W3MEHEHUM II THUIA).
2. N3meHenue He sBIsSETCS CICACTBUEM HCETPCABUICHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IMPOU3BOJCTBA.
3. JIrob0oe M3MEHECHHE JOJDKHO YKIAJBIBATHCS B JMANA30H TCKYNIUX OJOOPEHHBIX KPUTCPUEB MPUCMIICMOCTH.
4. AHanutudeckas METOAUKA He HU3MEHsIeTCs 281071 HU3MEHseTCs HE3HAYUTEbHO.
5. Hu onvH HOBEIM METOJ WCIIBITAHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHON METOIOJIOTHH WM CTaHIAPTHOM
METOZOJIOTHH, HCIIOTIB3yEeMOH MTO-HOBOMY.

JokyMeHT auum s

1. I[Momparka K COOTBETCTBYOMEMY(HM) pasgeny(am) JIOCheE.
2. CpaBHHTeNbHAS Tabnuna TEKYIIUX u npeanaraeMbIx crienqupuKanuii.
3. IloapobHOE onUCcaHUe HOBOM aHATMTHYECKON METOAMKY M JAHHBIC BAJIHJANNU(B COOTBETCTBYIOUIUX CITydasix).
4. JlaHHBIC aHAH3a IBYX CEPHU YIIaKOBOYHOTO MaTepHalia o0 BCeM MapameTpaMm (ITOKa3aTelsiM) CIIeII(HKAIIHN.
5. OOocHoBaHuWE/OIlEHKAa PHUCKOB, TOATBEPXKAAIONME, YTO TMapaMeTp SABISETCS HE3HAYWMBIM.
6. O0ocHOBaHKE HOBOTO MapameTpa crenupUKanui U KPUTEPHEB IPUEMIIEMOCTH.

B.Il.n.3 M3MeHeHHEe aHaNUTUYECKOW METOAMKU MJis TEPBUYHOUN v Tpebyemas Bun
CIIOBHUS

YIIaKOBKH JIEKapCTBEHHOTO IIperapaTa JOKyMEHTaIllsI ~ TIPOLETyPbI



a) He3HaunMeble n3MeHEHUS 0JJOOPEHHON aHATUTHYCCKON METOMKHI 1,2,3 1,2 1B

0) IIpoune M3MEHEHHS aHATUTHYIECKONH METOIMKH (BKIIOYAs 3aMEHY L34
2 b

1,2 1B
niu 100aBiIeHNE)

B) MckitoueHne aHannTHYECKO METOIUKH, €CIIH aJbTepHATHBHAS eH
METOJIMKA yKe 0JI00peHa

Y ¢ o1 o B u 14

1. CoryacHO COOTBETCTBYIOIIUM JOKYMEHTaM, MPOBEICHHAS HEOOXOAMMas BalMIAIlMsl, [OITBEPIKAAONIAs TO,
9T0 OOHOBJCHHAs aHAIMTHYECKas METOJWKA, 10 MEHBIIEH Mepe, SKBUBAJICHTHA IPEIbIAYIICH.
2. Meron aHanm3a He W3MEHWICA (HAIpUMeEp, U3MEHEHHUE JITUHBI KOJOHKH WIIH TEMIEPaTyphl, HO HE Mpyras
KOJNTOHKAa UJau METOSm).
3. Hu ogwH HOBBIN METOJ MCHIBITAHHUSA HE OCHOBAaH Ha HOBOW HECTAaHAAPTHON METOMOJIOTHH WU CTaHAAPTHON
METONOJNOTHH, HCIONBb3yeMoOit MO-HOBOMY.
4. AxkrtuBHas QapmaneBTHUECKas CyOCTaHIMS/JEKApCTBEHHBIH NpenapaT He SBJSIOTCS OHOJIOTUYECKUMH/
MHMMYHOINOTHYECKHUMU.

5. AnpTepHATHBHAS aHATUTHYCCKAass METOIMKA IS ITapaMeTpa crenu(ruKanuu yxe oJo0peHa, P 3TOM Takas
MeTorKa ObUTa BKITIOYEHA HE ¢ IOMOMIBI0 [A/-yBemoMITeH s,

JokyMeHT auum s

1. I[TonpaBka K COOTBETCTBYOMEMY(HM) pasneny(am) noche.
2. CpaBHUTENBHEIC PE3yJIbTAThl BATUAALMU WIH, IPU HATHYUU OOOCHOBAHUSI, CPABHUTEIBHBIC PE3yJIbTATHI
aHanm3a, MONTBEPXKIAIONIME TO, YTO TEKyIlee W IpeajiaraeMoe HCIBITaHHE SKBUBAJICHTHBL Hacrosmiee
TpeOOBaHNE HE IPUMEHSIETCS, €CIIH J00aBIAeTCs HOBAsK aHATUTUICCKAs METOINKA.

b.I1.1. 4 Vi3menenue (hopMbl WM pa3MepOB MEPBUYHON YIIAKOBKH WA v Tpebyemas Bun
. CJIOBUSI
YKYTOPKH (TIEpBUYHON yIIaKOBKH) JIOKYMEHTAaLus IIpOLEe Ty Pl
a) HecTtepuipHbIe JIekapcTBEHHBIE TIPETIapaThl 1,2,3 1,2,4 1B
0) M3meHenue (opMBI HIM pPa3MEPOB 3aTPardBacT KIIOYCBBIC
MoKa3aTelIy yIaKoOBOUHOIO MaTepHaja, KOTOPhIE CYIIECTBEHHO BIUSIOT I
Ha JIOCTaBKy, IpHUMEHEHHE, OE€30MacHOCTh MM CTaOMIBHOCTh
JIEKapCTBEHHOI'O MpenapaTa
B) CTepmiibHBIC JIEKapCTBEHHBIC MPETapaThl 1,2,3,4 IB
Y ¢ 1 o B u 4
1. KavecTBEHHBII M  KOJIMYECTBEHHBIH COCTaB MEPBUYHOW  YMNAKOBKM HE  H3MEHMICA.

2. V3MeHeHHe He 3aTparuBaeT KIIIOUeBbIe OKa3aTeNlM KauecTBa YIIaKOBOYHOTO MaTepHaa, KOTOpbIe BIUSIOT Ha
JOCTaBKy, IIpUMEHeHHe, 0e30lacHOCTh  MJIM  CTa0MWIBHOCTh  JICKApCTBEHHOTO  IIperapata.
3. Ilpm wu3MeHeHMH CBOOOJHOTO TPOCTPAHCTBA MJIM OTHOIIEHUS IOBEPXHOCTH/OOBEM COTJIACHO
COOTBETCTBYIOIIMM JOKyMeHTaM PecmyOnuku Kazaxcran mo cTaOMIBHOCTH HAdaThl COOTBETCTBYIOLIHE
UCCIIeIOBaHMS CTa0MIBHOCTH; POAHATM3MPOBAaHbl COOTBETCTBYIONINE apaMeTphl CTA0OMIBHOCTH HE MEHEE YeM
Ha JIBYX OTNBITHO-NIPOMBIIUICHHBIX (151 OMOJIOTMYECKUX/MMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX IMPENapaToB —
TpeX CepHsAxX) WIM NMPOMBIIIICHHBIX CEpUAX; B PACIOPSDKCHUH 3asBUTENS HAXOMATCS YIOBICTBOPUTEIHHBIC
pe3ynbpTaThl, IO MEHBIIeH Mepe, 3-MECSYHOTO0 W3Y4YeHHS CTAaOWIBHOCTH (I OHMOJOTHYECKHUX/
HUMMYHOJIOTHYECKHUX JICKAPCTBCHHBIX IIp€rnapaToB — I_HCCTI/IMGCH‘-IHOFO). HO}ITBep)K}leHI/Ie TOrO, 4YTO
HCCIIeIoBaHus OYIyT 3aBEPIICHBI, U YTO €CIH PEe3yJIbTAaThl HE OYAyT YKIAABIBATHCS B CHECHU(UKALNNN N
MOTEHINAIBEHO HE YKJIaJIblBaThCci B cHenM(UKAIMM Ha KOHEIl CPOKa TOJHOCTH, MX HEMEIUIEHHO IMPEICTaBsT
YIIOJIHOMOYEHHOMY OpTraHy Hapsiiy ¢ IpejlaraeMbIM IJIaHOM JEHCTBUI.

JdoxyMmMeHT anqs

1. ITonpaBka K COOTBETCTBYIOIIEMY(MM) pa3aeny(aM) A0Cke, BKIIOUasi OMMCaHUE, ITOAPOOHBIN YepTeK U COCTaB
MaTepuaja KOHTEHHepa WM YKYNOpPKH, a TaKkkKe HepecMOTp MH(OpPManmuu O JIEKApCTBEHHOM IMpernapare.
2. B COOTBETCTBYIOUINX ciydasix 00pa3nsl HOBOTO KOHTeWHepa/yKynopKH.
3. IlpoBeneHb! MOBTOPHBIE BAINAALMOHHBIC HCCIEJOBAHUS CTEPUIIBHBIX IPENapaToB, IOIBEPTraIONINXCS
TePMHUHANBHON CTepHiaM3anuu. B COOTBETCTBYIOHNIMX ClIydasx HEOOXOOMMO YyKa3aThb HOMeEpa CepHil,
HCTONB30BaHHBIX B BalUAANHOHHBIX HCCIENOBAHUAX.
4, HpI/I N3MCHCHUHU CBO60}1HOFO IMPOCTPAHCTBA WM OTHOUICHUSA ITOBEPXHOCTH K 061)eMy JACKJIapanus, 4TO Ha4aThbl



TpeOyeMbIe MCCIICIOBAHUS CTa0MILHOCTH B COOTBETCTBHH C YCTAHOBIICHHBIMU TPEOOBaHUSIMH (C yKa3zaHHEM
HOMEPOB CepHii); U 4TO (B COOTBETCTBYIOIINX CIIyYasK) HA MOMEHT pean3alliil YBEAOMIICHUS 00 m3MeHeHnH [A
TUTIA ¥ TT0/1a49H YBEAOMIICHHs 00 m3MeHeHnH |B THIa B ero pacrmopsiKeHHH HaXOAATCS yIOBIIETBOPUTEIBHBIC
pe3yNBTaThl U3YYEHUSI CTAOMIBHOCTH, M YTO MMEIOIIUECS JaHHBIE HE YKa3bIBAIOT Ha KaKHe-THOO MPOoOIeMBI.
Heo0xoaumo Takke MPeacTaBUTh MOATBEPIKICHHE TOTO, YTO HCCICAOBAaHUS OymyT 3aBEPINCHBI, M YTO CCIIH
pe3yabTaThl HE OYIYT YKJIaIbIBATHCA B CHCHU(DUKALNN WM TOTCHIIMAIBHO HE YKJIABIBATHCSA B CHEIU(DUKAIIUU
Ha KOHEIl CpOKa FOJAHOCTH, X HEMEJJICHHO MPEACTaBsIT YIOJHOMOUYEHHOMY OpraHy Hapsny C HpejjiaraeMbiM
IUTAaHOM JICHCTBHIA.

Tpebyemas Bun

B.11.1.5 VI3meneHune pazMepa yrakoBKH JIEKapCTBEHHOIO MIpernapaTa VYcenoBus
JTIOKYMEHTAIUS MIPOIIEe Ty pPBI

a) M3MeHeHune KoM4ecTBa eAMHMII JIEKapCTBEHHON (OpPMBI (Harrpumep
, TAabOJICTOK, aMITyJI ¥ T.JI.) B YIIAKOBKE

1. M3MeHeHue yKJIaabIBacTCs B OMOOPCHHBIN IUAIa30H pa3MepoB

1,2 1,3 1A
YIaKOBOK
2. VI3MeHeHHe HE YKJIAABIBAECTCS B OJMOOPEHHBIN IHANa30H pasMepoB 123 B
YIIaKOBOK 77
0) U3menenue pa3zmepa(oB) yrakOBKHU(OK) 3 1,2 1A

B) M3MeHeHWe HOMHHAIBHON MacChI/HOMHHAIBHOTO O0BeMa

CTEepUJIbHBIX MHOTOMO3HBIX (MJIM OJHOJIO3HBIX C YaCTHYHBIM

M3BJICYCHUEM) TIIapEHTEPAJIbHBIX JIEKAPCTBEHHBIX IIPENapaToB U II
OHMOJIOIMYECKIX/UMMYHOJOTHYECKAX MHOTO/I03HBIX MapeHTEePaTbHBIX

JICKApCTBEHHBIX MpEnapaToB

r) HM3MmeHeHHe HOMHUHAJIBHOW MAacChI/HOMHHAIBHOTO OO0BEeMa
HelapeHTepaTbHbIX MHOTOJO3HBIX (WJIM OAHOJO3HBIX C YaCTHYHBIM 1,2,3 1B
H3BJICUEHHEM) JIEKaPCTBEHHBIX IIpenapaToB

Y ¢ o1 o B u 1

1. HoBbIif pazmep ymakoBKH JOJDKEH COOTBETCTBOBATH PEXHMMY JO3HMPOBAHHS M IPOAOJDKUTEIFHOCTH JICUCHNS,

yKa3aHHBIM B obmeit XapaKTepPUCTUKE JIEKapCTBEHHOTO npemnapara.
2. MaTtepuan NEPBUYHOU YHaKOBKH HE U3MEHAETCH.
3. OcraBumecs: (GopMbl BBITYCKa MO3BOJISIIOT BBINOJHUTH PEKOMEHJAIIMU IO JO3UPOBAHUIO U JJIUTEIBHOCTH

JIeYeHus1, yKa3aHHbIe B OOIeH XapaKTepHCTHKE JIEKapCTBEHHOTO IpernapaTa.

JdoxyMmMeHT aUns

1. TlompaBka K COOTBETCTBYyIOUIeMYy(MM) pasfaery(aM) Iochbe, BKIIOYas IEPEeCMOTp HH(POPMAIUU O

TEeKapCTBEHHOM npemapare.
2. OOocHOBaHHWE, YTO HOBAs/OCTAIOIIMECS pPa3Mephl YIaKOBOK COOTBETCTBYIOT PEXHUMY JO3MPOBAaHUS WU

MPOAOJDKUTENFHOCTH  JICYCHMsI, YKa3aHHBIM B 0OWIEHl XapaKTepUCTHKE JIEKapCTBEHHOro Ipenapata.
3. eknapanusi, 9TO €CIM O>KHAACTCS BIMSHUE Ha CTaOMIIBHOCTD, COTJIACHO COOTBETCTBYIOLIMM yCTaHOBJICHHBIM
TpeboBaHMAM OyAyT HadaThl HccleqoBaHUSA crabuiabHOCTH. JlaHHBIE HEOOXOMWMO TMPEACTaBUTH (C

MpeATaraeéMbIM ITAHOM JICHCTBH), JIUIIb €CIM OHU HE YKJIAABIBAIOTCS B CIICIM(UKAIINN.

Hns B.11.1.5.8) 1 T) — ecnu u3MeHeHHe
NPUBOAUT K U3MEHEHHIO "MO3UpPOBKH"

[Mpumeuanue: JEKapCTBEHHOTO TIpernapara, TO TaKoe
W3MeHeHHe TpeOyeT moJaun 3asBICHUS
0 pacIIMpeHUH.

b.Il.n. 6 M3meHeHune kaxkoW-nmnboO cocTaBisiomeld (MepBUYHON)

YIIaKOBKH, HETIOCPEJCTBEHHO HE CONPHUKACAIOIIEHCS C JIEKAPCTBEHHBIM
npenaparoM (Harmpumep, LBET CbEMHBIX KOJIMAYKOB, IBETHBIE KOJIOBBIE Y CIIOBUS
KOJIbIIa Ha aMIIyJaX, W3MEHEHHE KOJIIayKa, 3aIl{INAIonIero Uriy (
WCIOJIb30BaHUE APYTOTO TIACTHKA))

Tpebyemas Bun
JIOKYMEHTAIMsI  TIPOLETYPhI



a) V3menenue, 3aTparuBaronice MHOOPMAIMIO O JICKAPCTBEHHOM | 1 IB
npenapare

0) M3meHeHue, He 3aTpardBaroiice HHPOPMALUIO O JIEKAPCTBEHHOM
npenapare

Y ¢ o1 o B u 1
1. VI3MeHeHNe HE 3aTparkBaeT 4acTH yIMAaKOBOYHOIO MaTepualia, KOTOPBIE BIHSIOT HA JOCTaBKY, IPIMEHEHNE,
6e30M1acCHOCTh WIH CTA0MIIBHOCTH JIEKAaPCTBEHHOTO TIperapara.

JdoxyMmMeHT aums
1. TlompaBka K COOTBETCTBYIOIIeMY(MM) pasmeny(aM) Joche, BKIIOYAs IEPECMOTP HH(POpPMAIUU O
JIEKaPCTBEHHOM TIpernapare.

B.Il.n.7 M3MeHeHue nOCTaBIIMKA KOMIIOHEHTOB YIAKOBKU WU N Tpebyemas Bun
YCTPOWCTBA (€CITH YKa3aHO B JIOCKE) JIOKyMEHTallUs MIPOLIETyPhI
a) MckirodyeHne mocTaBIyKa 1 1 1A

0) 3ameHa unu 106aBlieHNE TTOCTABIITHKA 1,2,3,4 1,2,3 IB

B) Jltoboe W3MCHEHHE TOCTABIIUKOB CIIEHCEPOB TO3UPOBAHHBIX 1

MHTAISTOPOB

Y ¢ a1 o B um 1

1. UcknroucHue KOMIIOHEHTA YIaKOBKH WU U3JICIus HE MPOUCXOIUT.
2. KauecTBeHHBIN M KOJUYECTBECHHBIN COCTaB KOMIIOHCHTOB YITAKOBKH/ H3ACTHS M CeNU(UKAIIIN 3CKH3a HE
M3 M€HS1M0TEC S

3. Cnenudukanum ¢ METOABl KOHTPOJsS KadyecTBa, IO MCEHbIICH Mepe, OIKBHBAJICHTHBI.
4. MeTox cTeprIn3allii U €€ YCIOBHS HE H3MEHSIOTCS (€CIIM IPUMEHNMO).

JdoxyMeHT aUuuws

1. I[TonpaBka K COOTBETCTBYIOIEMY (M) pasneny(am) JOChE.
2. ITonTBepKACHUE PErUcTpalui MEJULIITHCKOTo n3nenus B PecnyOnnke Kazaxcran B OTHOLICGHHH MEAUIIMHCKUX
U3IeInH, npuiIaraeMsX K JEeKapCTBEHHOMY npemnapary.

3. CpaBHHTENIbHAS TA0JIMIA TEKYIIUX U TPeaIaracMpiX crienupuKaIui (eciu MPUMEHUMO).

B.IL.n. 8 M3meneHue nu3aiiHa MapKUPOBKM MEPBUYHONW U BTOPUYHON v Tpebyemas Bun
CIIOBUS
YIIaKOBKH JIOKyMEHTallsl  TIPOLETyPhI
1 1,2 IA

Y ¢ n1 o B H 4
1.KadyecTBeHHBI U KOJIUYECTBEHHBI COCTAB KOMIIOHEHTOB YITAKOBKW/ W3JCTHS W CreHU(UKAIUA ICKU3a HE
HA3MEHSIOTCSL.

JokyMeHT amuum s
1. I[Monpaska K COOTBETCTBYIOIEMY (M) pasneny(am) J0Che.
2. MakeTsl ynakoBOK B CTapOM JIU3aliHe.

B.II. ¢) CrabunbHOCTD

B.Il.e. 1 H3MeHeHHe cpoka TOJHOCTU WIM YCIOBUN XpaHEHHS Tpebyemas Bun

VYcenosus

JIEKapCTBEHHOTO TIperapaTa JIOKyMEHTALMsl  TPOLEIypHI
a) CoxpallieHrue cpoka rogHOCTH JIEKapCTBEHHOTO Iperapara

1. YIakoBaHHOTO B KOMMEPUYECKYIO YIIaKOBKY 1 1,2,3 IA

2. ITocye mepBOTO BCKPHITHS 1 1,2,3 IA

3. ITocne pa3BeneHus UM BOCCTAHOBJICHUS 1 1,2,3 1A

0) YBenmmueHne cpoka TOAHOCTH JIEKAPCTBEHHOTO TIpenapaTa

1. YnmakoBaHHOTO B KOMMEpPUYECKYI YHaKOBKY (IIOJITBEpKICHHOE 1.2.3 B

JITAaHHBIMH B PEaJIbHOM BPEMEHH)



2. Iocne mepBoro BCKpbITHS (TIOATBEPKICHHOE JAHHBIMH B PEaJIbHOM 1,2,3 IB
BpPEMECHN)

3. Tlocne pasBeAeHUs WU BOCCTAHOBIEHUS (TIOATBEPKICHHOE 123 B
JIAHHBIMH B peajbHOM BPEMEHH) >

4. VYBennueHHe cpoKa TOJHOCTH IyTeM 3KCTPAIOJSIHMK JAHHBIX I10
CTaOMIBHOCTH, HE COOTBETCTBYIOIIEH JOKyMeHTaM PecmyOmmku II
Kazaxcran (*)

5. VBenuueHue = nepuoga  XpaHEHUS 6uosornueckoro/
MMMYHOJIOTHYECKOI0 JICKapCTBEHHOI'O IIpernapara B COOTBETCTBUU C 1,2,3 IB
0JI00pCHHON TPOrpaMMON U3y4EHHS CTAOMIBHOCTH

B) M3MeHeHHe yCI0BUi XpaHEeHUs OMOIOTHUCCKUX/IMMYHOJIOTHIECKUAX
JICKapCTBCHHBIX MPEMapaToB, €CIU HCCICIOBAHUSA CTAOMIBHOCTH

. o . 11
MPOBECHBI HE B COOTBETCTBHH C TEKYIICH 0JJOOPEHHON MpOrpamMMoit
W3yYCHUS CTaOMIBHOCTH
r) V3MeHeHne ycinoBHMH XpaHEHHS JIGKAPCTBEHHOTO Iperapara WiH 12,3 B
JICKQpCTBEHHOT'O Mpernapara mocie pa3BeIcHHs/BOCCTAHOBICHHSI >
1) 3MeHeHne 0100peHHOT0 IPOTOKOJA CTAOMIHFHOCTH 1,2 1,4 1B

Y ¢ m1 o B u 4

1. V3MeHeHHe HE JAODKHO OBITH CIICACTBUEM HEMPEABHUICHHBIX CUTYAI[Hi, BO3HUKIIMX B XOJ€ IMPOH3BOJICTRA,

U H3MEHCHHU A CTaOMIBHOCTH.
2. 3meHeHus He IPUBOJAT K PaCIIUPEHUIO KPUTEPUEB MPUEMIIEMOCTH UCIIBITYEMBIX TapaMeTPOB, UCKIIOUEHHUIO
mapameTpa cTaOUILHOCTH, FITH CHIYKEHUIO YaCTOTHI UCTIBITAHUH.

J oKy MeHT auum s

1. IlompaBka K cooTBeTcTBywIIeMy(MM) pasneny(am) nocke. OHa JOJDKHA COJEpPkKATh PpPe3yNbTaThl
COOTBETCTBYIOIIUX HCCIICIOBAHUN CTAaOWJIBHOCTH B PCATBHOM BPEMCHHU (OXBATHIBAIOIIMX 3asBICHHBIH CPOK
XpaHeHUsl), MPOBEICHHBIX COTTACHO COOTBETCTBYIOMUM JokyMeHnTaM PK, , Ha Tpex -npombiiuieHHbIX cepusix(1)
JIEKapCTBEHHOTO TperapaTa, YIaKOBaHHOTO ¢ TOMOIIBIO 3apErHCTPUPOBAHHOTO YIIAKOBOYHOTO MaTepuana u (Hiu
) COOTBETCTBEHHO MOCJE MEPBOTO BCKPBITUS MM Pa3BEACHUS; B COOTBETCTBYIOIIMX CIy4asX HEOOXOANMO
npeacTaBuThb pPE3YIbTATHI MI/IKpO6I/IOHOT‘I/IquKI/IX HCHOBITAHUH.
2. IMepecMoTpenHas nHpoOpMaIHs o J€KApCTBEHHOM npemnapare.
3. Konuu yTBep kKIeHHBIX crienu(UKanuii Ha KOHEIl CPOKa TOAHOCTH U, €I MPUMEHUMO, CIIeIUMUKAIIH [TOCIIe
pa3BeIeHUSI/BOCCTAHOBICHHUS 17081 mocie MepBOTO BCKPBITHS.
4. O00CHOBaHHE MPEIAracMbIX H3MECHEHUIA.

B orHomeHMH ~ OHOJOTHMYECKOro/
UMMYHOJIOTHYECKOTO JIEKAPCTBEHHOT'O
npemnapara 9KCTPAMOJISIIUS
HENpUMEHNMa.

(*) llpumeuanwne:

[Ipu Hamuuum  o0OsA3aTenbCcTBA
OpPOBEPUTh CPOK TOJHOCTH Ha
MIPOMBIIIJICHHBIX CEPHSIX JOIYCTHMBI
OTIBITHO-IIPOMBIIIIEHHBIE CEPHU.

M

B.I1. ) IIpoekTHOE moJie ¥ MPOTOKOJI MOCTPETUCTPAIMOHHBIX U3MEHEHU I

B.Il.x. 1 BBeneHue HOBOrO MPOEKTHOTO TOJSI WIM pacUIMpEHUe
0JIOOPEHHOTO TMPOEKTHOTO TOJNSA JICKAPCTBEHHOTO Tpemapata (3a  YcCiuoBus
UCKITFOUEHNEM OMOJIOTHIECKOTO), 3aTparuBaomiee:

Tpebyemas Bupg
JIOKYMEHTAIHs MPOLEyPhI

a) Onny unm Oollee OTAeNbHBIE OIMEpaluy Ipolecca MPOU3BOACTBA
JIEKapCTBEHHOTO  IMpemapara, BKJIO4Yasg  COOTBETCTBYIOIIHE 1,2,3 II
BHYTPHIIPOU3BOACTBEHHBIC KOHTPOIH U (WITH) aHATUTHYCCKUE METOIUKH

0) AHaIUTHYECKHE METOAUKH JUIsi BCIIOMOTATEIbHBIX BEIECTB/ 123 I
MIPOMEKYTOYHBIX MMPOAYKTOB M (MJIH) JIEKAPCTBEHHOTO IIperapara >



JdoxyMeHT aUums

1. PesynbTaThl HCCIeIOBaHUI pa3pabOTKU Mpernaparta U mpouecca (BKI0Yas OLEHKY PUCKOB U MHOTOMEpPHBIE
UCCIIEJOBAaHNS COOTBETCTBEHHO), MOATBEPXKIAIOIIME TO, YTO JOCTHTHYTO LEIOCTHOE MEXaHHCTHYECKOe
MOHMMaHHe MoKa3aTelie KauecTBa MaTepHaIoB U ITapaMeTPOB Ipoliecca Ha KPUTHYECKUE NapaMeTphl KadyecTBa
TEKapCTBEHHOTO npemnapara.
2. OnucaHye POEKTHOTO MOJIsl B TAOJMYHOM BHJIE, BKIIIOYAsl IEpEMEHHbIE (CBOWCTBAa MaTepUallOB U HapaMeTphl
npomecca MPOM3BOJCTBA) u nux npeajaraeMolie JMana3oHBl.
3. IlompaBka K COOTBETCTBYIOIIEMY(MM) pa3Jieny(am) 1o0cke.

B.Il.x. 2 BBemeHue mOCTPErHCTPALMOHHOTO IMPOTOKOJIA YIPaBICHUS Tpebyemass Bun

. VYcenosus
M3MEHEHHSIMU, 3aTParuBaloIMMH JIEKAPCTBEHHBIN TpenapaT JOKYMEHTAIHs TIPOLETYPbI
1,2,3 II
J oKy MeHT auuw s
1. ITonpoGHoOEe OTHMCaHUE npeniaraemMoro W3MEHEHHUS.
2. Ilporokonm  ympaBlieHMss  HM3MEHEHHUSMH, 3aTParvBalOlIMMKM  JIEKAPCTBEHHBIH  mpemapar.
3. IlonpaBka K COOTBETCTBYIOIIEMY(MM) pa3Jieny(am) 1ocke.
B.Il.x. 3 UHckiroueHne yTBEP)KIEHHOTO MPOTOKOJNA YIpaBICHUS v Tpebyemass Bun
. CIIOBHUS
M3MEHEHHSIMH, 3aTParuBaloIMMH JICKAPCTBEHHBIN MpenapaT JIOKYMEHTAIHs TIPOLESTYPbI
1 1 1A

YV ¢ 1 o B ®w 14

1. HckimroueHne TMOCTPETUCTPAIIMOHHOTO MIPOTOKOJIA YNPaBICHUS WM3MEHEHHUSAMH, 3aTParvBaroIUMHU
JIEKapCTBEHHBIM TpemnapaT, He SBJISeTCS CIEIACTBUEM HENpeIBUIECHHBIX CHUTYyallud WM HECOOTBETCTBUS
cnenuUKanyy B X0J/1€ BBEICHUS U3MCHEHHIA, ONIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HAa YTBEPKICHHEIC
CBEJICHMS, BKIIIOUCHHBIC B JJOCHE.

J oKy MeHT auuuw s
1. Ob6ocHOBaHUE npenjaraeMoro HUCKIIOUYEHUS.
2. [TompaBka K COOTBETCTBYIOIIEMY(HUM) pa3zeiny(am) 1oche.

B.Il.x. 4 U3MmeHeHHS YTBEPXKACHHOTO IIPOTOKONA YIPaBICHUS v Tpebyemass Bun
CJIOBHS

U3MEHEHHUAMHU JOKYMEHTAIHs TIPOLETyPbl
a) 3HaYMMble U3MEHEHHS IPOTOKOJIA YIIPABICHUS N3MEHEHUSIMU I

6) Hesnaummple W3MEHEHHs INPOTOKOJIA YTNPABICHUS W3MEHEHHSIMH,
KOTOpBIE HE U3MEHSIOT CTPATETHIO, OMTUCAHHYIO B TPOTOKOJIE

1 IB

JdoxyMmMeHT aums

1. Hexmaparus, 94T0 1F000¢ M3MEHEHHE IOJDKHO YKIAABIBATHCS B IUAMA30H JEHCTBYIONUX YTBEPKICHHBIX
KpuTepueB npruemiieMoctd. [IoMUMO 3TOro, eKiapariys, 4To B OTHOIIEHHH OMOJIOTHYECKUX/UMMYHOIOTHIECKUX
JICKAPCTBEHHBIX MIPENApaToB He TPEOYETCsl OlIEHKA COMOCTABUMOCTH.

B.II.x. 5 Peanuzaunus U3MEHEHUU, NPELYyCMOTPEHHBIX YTBEP KICHHBIM v Tpebyemass Bun
CIIOBUS

IMMPOTOKOJIOM YIIPABJICHUSA U3MCHCHUAMU JOKYMCHTalMs NpOLCAYPhI

a) Peammsamusa wu3MmeHeHus He TpeOyeT OMOIHUTEIBHBIX

1 1,2,4 1A
BCIIOMOT'aTCJIBHBIX JAHHBIX

6) Peanmaum{ HU3MCHCHUA Tp€6y€T JOIIOJIHUTCIIBHBIX BCIIOMOI'aTCIIbHBIX
JaHHBIX

1,2,3,4 B

B) Peanmuzanusi u3MeHEHHUsT OMOJIOTMYECKOTO/ MMMYHOJIOTHMYECKOTro 1.2.3.4.5 B
JIEKapCTBEHHOIO MpenapaTa T

Y ¢ 1 o B ®m 4
1. IIpennoxxeHHOE M3MEHEHHE OCYIIECTBICHO B IIOJHOM COOTBETCTBHH C YTBEPKICHHBIM IIPOTOKOIOM
YIpaBJICHUS H3MEHEHUSIMH, TpeOyIoIiee HEMEIJIEHHOTO YBEIOMIICHHS ITOCTIE €TI0 pealn3aliy.

JdoxyMmMeHT aums
1. Ccolaka Ha YTBEpKICHHBIH MIPOTOKOT yIpaBICHUS H3MEHEHUSIMH.
2. Jlexmapaiusi, YT0O U3MEHEHHE COOTBETCTBYET YTBEPIKACHHOMY MPOTOKOIY YIPABICHUS MU3MEHEHUSIMHA U UTO



pe3yJbTaThl HCCIEI0BaHHS YAOBIETBOPAIOT KPUTEPUSIM MPUEMIEMOCTH, OTOBOPEHHBIE B MpoToKoe. [Tomumo

3TOTr0, JIeKJIapanus TOro, 9To0 B OTHOIICHUN OMOIOTMYECKIX/MMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX IPETapaToB He
TpebyeTcs OMEHKA COMOCTaBUMOCTH.
3. Pe3ynbpraThl HCClIENOBaHUM, MPOBEICHHBIX B COOTBETCTBHM C YTBEP)KICHHBIM IPOTOKOJOM YTIPABICHHSA

UH3MeH®E€eEHHSIMH

4. ITonpaBka K COOTBETCTBYWOMEMY(HM) pasneny(am) noche.
5. Konust yTBep kIeHHBIX crienuduKayii Ha JIeKapCTBEHHBIH Iperapar.

b.11. 3 be30rmacHOCTh B OTHOIIEHUH IOCTOPOHHUX areHTOB

b.11.3.1 O6HoBNeHne nHpopmarmy "OreHka 6€30MacCHOCTH OTHOCHTENBEHO Tpebyemass Bun

" Ycnosus
MOCTOPOHHUX areHToB" (paszmen 3.2.A.2 perucTpanruoOHHOTO T0CHE) JIOKyMEHTaLUsl TpOLeayphl
a) MccrnenoBanus, 3aTparnBaromie MPON3BOACTBEHHBIE STAIIbI, H3YICHHBIC I
BIIEPBbIC HA IIPEIMET OJJHOTO UK 00Jiee TOCTOPOHHUX areHTOB
0) 3aMeHa yCTapeBIIMX  HCCICAOBAHUM, 3aTPardBarONIUX
MIPOU3BOJICTBEHHEIC 3TAIbl U TOCTOPOHHUE arcHTHI, paHee BKIIFOUCHHEIC B
JI0ChE
1. ¢ U3MEHEHHEM OLIEHKU PUCKOB II
2. 6e3 U3MEHEHsI OIICHKH PUCKOB 1,2,3 1B

JokyMeHT auuw s

1. TlonmpaBka K COOTBETCTBYIOWIEMY(HM) pasfeny(aM) IOChe, BKJIIOYAash BBEJCHUE HOBBIX HCCIIEIOBaHMIA,
HalpaBJICHHBIX Ha HM3y4YEHHE CIOCOOHOCTH MPOM3BOJCTBEHHBIX ATAllOB WHAKTHBUPOBATH/IIMMHUHHPOBATH
HOCTOPOHHUE AaTCHTEH .
2. O0ocHOBaHHE TOTO, 49TO HCCIIeJOBaHUS HE U3MEHSIOT OILICHKY PHCKOB.
3. [TompaBka Kk wH(pOpPMAIHUHU O JIEKAPCTBEHHOM TIpenapaTe (€CIu MPIMEHNUMO).

B.III Ceptudukar coorserctBust EBponeiickoit ®apmakoniee (CEP) (mpu Hamu4um)
/TT'D/cTaThu

B.II1.1 TTogaua HOBOro MM OOHOBIIEHHOTO cepTH(UKaTa COOTBETCTBUS
Tpebyemass Bun

EBporneiickoit ®@apmakornee WiM HCKIIOYEHUE CEPTU(PHKATA COOTBETCTBUS Y CIIOBHUS
JOKYMEHTAIHs TIPOLETyPbI

EBponeiickoit ®apmakonee

Ha hapManeBTHUYECKYIO cybcTraHnuio
Ha wucxoaHblii Marepuan/peakTUB/TPOMEXKYTOYHBIH  HPOAYKT,
UCIIOJNIb3yEMBIH B IIPOLIEcC NPOU3BOACTBA (DapMalleBTHUECKO cyOCTaHIMN
Ha BciomorarensHoOe BeIEeCTBO

a) Ceprudukar coorBercTBUsi EBpomeiickoit  ®Papmakormee
COOTBETCTBYIOLIEH cTaThe EBponeiickoit dapmakonen

1,2,3,4
1. HoBelit cepTrduKaT OT paHee 0100pEHHOTO MPOU3BOIUTEIS ’5 ’6 ’9 1,2,3,4,5 IA

1,2,3,4
2. OGHOBIIEHHBIH cepTH(HKAT OT paHee 0J00PEHHOTO IPON3BOIUTEIIS ’6 7 1L,2,3,4,5 1A

>

3. HoBmiii ceprudukar oT HOBOTO mpow3BoAuTens (3ameHa wmwid 1,2, 3,4

1,2,3,4 IB
J00aBIIeHNUE) ,5,6,9 7 345

4. Hckirouenue ceprudukaroB (eciiv K MaTepualy MpHIAraiuch
HECKOJIBKO CepTH(UKATOB)

5. HoBplit cepTrdUKaT Ha HECTEPUIHHYIO aKTUBHYIO (hapMaIleBTHUECKYIO

cyOCTaHIMIO, TOMJEKANIYI0 HCIONB30BAHUIO B  CTEPUIBHOM

JICKapCTBEHHOM IIperapare, Ipu HCIOJIb30BaHUM BOJbI Ha MOCIEIHEM 1,2,3,4,5 IB
JTalne CUHTE3a, a B OTHOLLICHUN MaTepHaia He 3asBJI€HO OTCYTCTBUE B HEM

9HIOTOKCUHOB



0) Ceprudukar coorBerctBusi EBpomeiickoii ®apmakonen mo TI'D Ha
aKTUBHYI0 (apMaleBTHUECKYI0 CyOCTaHIMIO/MCXOAHBIH Marepuai/
PEaKTUB/TIPOMEKYTOYHBIN IIPOAYKT/ BCIIOMOTaTEIbHOE BEIIECTBO

1. HoBsrlii cepTu(duKaT Ha aKTUBHYIO (papMaIieBTUIECKYIO CyOCTaHIHIO OT 150 1.2.3.45 B
HOBOT'O WITK PaHee 0J00PEHHOrO IPOU3BOIUTENS > T

2. HoBwiit ceprudurar Ha (papManeBTHUECKy0 CyOCTAaHIIMIO/MCXOTHBIH

MaTepual/peakTuB/ TPOMEXKYTOUHBIH TpPOAYyKT/BcromoraTtenmbHoe  3,6,7 1,2,3,4,5 1B

BEIIIECTBO OT HOBOTO HJIM paHee 0J0OPEHHOTO IPOU3BOIUTEIIS

3. OOHOBJICHHBIH cepTU(UKAT OT paHee 0JJ00PEHHOTO MPOU3BOIUTEIIS 7 1,2,3,4,5 1B
4. HWcknroueHne cepTHPUKATOB (ecld K MaTephaily MpIUIaralnch 3 IA
HECKOJIBKO CepTU(HHUKATOB)

5. HoBslii/oOHOBICHHBIH cepTH(UKAT OT paHee 0J00PEHHOTO/HOBOTO

MIPOM3BOJUTENS, HCHOJIB3YIOMETO MaTepHajbl YelOBEUYECKOro MU

JKHBOTHOTO TPOUCXOXKICHHS, B OTHOIICHUH KOTOPBIX TpeOyeTcs OLECHKa I

Ha TIpEAMET pHCKa MOTSHITHAIFHON KOHTAMHHAITUN TIOCTOPOHHUMHA
arcHTaMu

Y ¢ o1 o B u 4

1. Cneun¢ukanuy Ha BBITYCK M HA KOHEIl CpPOKa TOAHOCTH JIEKAPCTBEHHOTO IIperapara HE W3MEHSIOTCS.
2. HensmeHeHHbIE (MCKITIOYAs yKecTOUSHHE) JomoHUTeNbHEIE (K ['ocynapcrBenHoit @apmakonee PecryOmmku
Kazaxcran) ciermupukanuy Ha MpuMecH (MCKII0Yas OCTaTOYHBIE PACTBOPHUTEINH, TIPH YCIOBUH X COOTBETCTBHS
TpeboBanusM Pecryonuku Kasaxcran) npoaykr-cnenuduydsie TpeOoBaHus (HanmpuMmep, Npoduin pasMepoB
qacTHIL, nonumopdusie bopmbl), ecnu NPUMEHHUMO.
3. Tlporecc NpOM3BOACTBA AKTUBHOW (hapMaleBTUYECKOW CYyOCTaHI[MH, UCXOJHOTO Marepuana/ peakThBa/
MIPOMEKYTOYHOTO IPOAYKTa HE BKIIOYAET HCIIOJIF30BAaHHE MaTEpUAJIOB YEJIOBEYECKOTO WM JKHBOTHOTO
MPOUCXOXKICHUS, IUISI KOTOPBIX TpeOyeTcs NpOaHaIM3UPOBaTh MAaHHBIE O BHPYCHOW O€30IacHOCTH.
4. VCKIIOUNTENBHO ISl aKTUBHOW (hapMarieBTHUECKON CyOCTaHITMN: OHa OyIeT WMCIBITaHa HEIMOCPEICTBEHHO
nepeJ HMCIOIb30BaHUEM, €CIHM NEPUOJ MOBTOPHOTO HCIBITAaHHSA HE BKIJIIOYEH B CEPTU(HKAT COOTBETCTBHS
EBpomneiickoit dapmakonee nin JaHHBIE, 000CHOBBIBAIOIINE TIEPHOJ] TOBTOPHOTO UCIIBITAHUS, YK€ HE BKIIFOUCHBI
B I o ¢ B ¢

5. AxruBHas (QapmaneBTHUecKas CyOCTaHIUSI/MCXOIHBIN MaTepHan/peakTHB/IIPOMEXYTOUHBIA MPOAYKT/
BCIIOMOTAaTEJbHOE BEI[ECTBO HECTEPHUJIbHE.
6. PacturenpHBIe (apMareBTHUECKHE CYOCTaHIHH: CIOCOO IIPOM3BOACTBA, (PHU3UUIECKOE COCTOSHUE,
SKCTPArupyromuil pacTBOPUTENs M KO3(D(UIMEHT 3KCTpaKIMU JIEKAPCTBEHHOTO CPEJICTBA HE H3MEHSIOTCS.
7. Ecnm coctaBe JEKapCTBEHHOTO IpemapaTa JUis HapeHTEpabHOTO BBEJEHHUS MCIIONIB3YETCS JKEIaTHH,
MIPOU3BECHHBIN U3 KOCTEH, ero MpOU3BOJICTBO JOJKHO OCYLIECTBISATHCS HUCKIIOUUTEIBHO B COOTBETCTBHUHM C
TpeOOBaHUAMH COOTBETCTBYIOIIEH CTpaHBHI.
8. B nmocee ocraercs, 1O MEHbIIEH Mepe, OIWH NPOU3BOAMTENHb OTOW CyOCTaHIIMH.
9. Ecim aktuBHas QapmaneBTHUecKas CyOCTaHIMS HECTEpHIIbHA, HO OyJIeT HCIIONb30BaThCsi B COCTABE
CTEPHIIBHOTO JICKApPCTBEHHOT'O TIpernapara, Toraa, B coorsercTsun ¢ CEP, Ha mocieqHeM 3Tare CHHTE3a HETb3sI
UCTIONIb30BaTh BOJY MIIM, €CIM TaKO€ MPOMCXOAMT, HEOOXOOMMO OOECIEYUTh OTCYTCTBHUE OaKTEpHaTbHBIX
9HJIOTOKCUHOB B aKTHBHOW (hapMalieBTUUECKON CyOCTaHIINK.

JdoxyMeHT aUuus

1. Komms pefictBytomero (oOHOBIEHHOTO) cepTudHUKara cooTBeTcTBUs EBpomneiickoit dapmakomee.
2. IIpu nobaBneHnH MPON3BOICTBEHHOM IIOMAIKH — B (popMe 3asBIEHUS O BHECCHUH M3MEHEHUI He0OX0aMO
9YeTKO 0003HA4YMTh '"3aperucTpupoBaHHBIX" M "mpeanaraeMbIX" MPOU3BOAMTENEH, KaK yKa3aHO B paszjgeine 2.5
b op M B 3assBIAEHHS
3. I[Momparka K COOTBETCTBYOMEMY(HM) pasgeny(am) JIOCheE.
4. Ecnu mpuMeHNMO, TOKYMEHT, CO/IepKalliuii CBEAEHUs O BCeX MaTepualiaX, BXOAAMHNX B chepy IpUMEHEHUS
crateu ['ocynapcrBennoit dapmakonee Pecrybnnku KazaxcTan mo MUHMMH3alUU PHUCKA MEPEAAdd arcHTOB
rybuaToi SHIE(anonaTHu >KMBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENapaToB ISl MEAUIMHCKOTO H
BETEPHHAPHOTO NPHMEHEHHs, BKJIIOYas HCIIOJIb3yeMble B IPOM3BOACTBE AaKTHUBHBIC (DapMaleBTHYECKOH
CyOCTaHIIMN/BCIIOMOTaTeNILHOTO BelecTBa. J[Jsl KaXJ0ro Takoro poja Marepuana HeoOXOIUMO MPEACTaBHTh



CIIEAYIOIINE CBEJCHNUS: Ha3BaHWE MPOW3BOANTENS; B XKUBOTHBIX M TKaHHU, U3 KOTOPBIX MOJYyYeH MaTepual;
CTpaHa MPOMCXOKIACHUS XKHUBOTHBIX n ero HWCIOJb30BaHHUE.
5. B oTHomeHN# akTHUBHOU (papmaneBTHUecKON CyOCTaHIMH: IEKIapaus yIIOJTHOMOYEHHOTO JIMIa KaKIOTro
JIMLEH3MPOBAHHOTO MTPOM3BOAUTENS, YKA3aHHOTO B 3asIBJIICHHH, HCIIOIB3YIOIIEr0 aKTUBHYIO (hapMaleBTHIECKYTO
cyOCTaHIMIO B Ka4yeCTBE HCXOJHOTO MaTepHasia, M YIOITHOMOYEHHOI'O JIMIA KaKJIOTO JHIICH3HPOBAHHOIO
MMPOU3BOAUTCIIA, YKA3aHHOT'O B 3adBJICHUM B KAaUC€CTBE€ OTBCTCTBCHHOI'O 3a BBIITYCK cepﬂﬁ. B ACKJIapanuax
HEOOXOJMMO yKa3aTh, YTO NPOU3BOIUTENH(M) aKTHBHOW (apManeBTHYECKOH CyOcTaHINM, yKa3aHHbBIH(e) B
3asBJICHUH, OCYIIECTBIAET(IOT) CBOIO JESATEIBHOCTh B COOTBETCTBMM ¢ IlpaBunmamm Hajuiexamen
MPOU3BOACTBEHHONW mpakTukn PecryOnmkm KaszaxcTaH B OTHOIIEHMM HMCXOJTHBIX MaTepuanoB. Ilpnm
OTIPEIIETICHHBIX 00CTOSITENBCTBAX JOITYCKACTCS MIPEICTABIATE OAHY JEKJIApalnio (CM. MprMedaHue K U3MECHEHHIO
B.11.6.1). Eciu 3arparuBatoTcss Kakue-1u0O0 OOHOBJICHHS CEPTH(GHUKATOB HAa aKTHBHBIC (apMalleBTHUCCKHE
cyOCTaHIIMY ¥ MPOMEKYTOYHBIE ITPOIYKTHI, OT MPOU3BOJUTEINICH MPOMEKYTOYHBIX NPOYKTOB TaKXkKe TpedyeTcs
JIeKJIapanys yInoJIHOMOUYEHHOTIO JINIA; IeKIapalys yIoJIHOMOYEHHOIO JIMIA Hy KHa, JIUIIb €CJIU 10 CPAaBHEHHUIO C
paHee 3aperMCTPUPOBAHHONW BepcHel cepTuuKaTa MMEETCsI M3MEHEHHE JCHCTBYIOIINX, BKIIOYCHHBIX B
MepeueHb MPON3BOJICTBEHHBIX IIJIOIIAI0K.

B.I11.2 M3menenus B nemnsax coorBeTcTBus ['ocynapcTBerHoi @apmakornee Tpebyemass Bun

YcnoBus
Pecniy6nuku Kazaxcran JIOKyMEHTaLUs IIPOLEeLypPbl
a) 3menenne cnenudukanum(ii) panee HeapMaKoneiHOH cyOCcTaHIINA B
menstx cooTBeTCTBUS [ocymapcTBeHHO# @apmaxoree PecmyOmmku
Kazaxcran
y y 1,2,3,4
1. AkTuBHOH (papmanieBTHUECKO CyOCTaHIINK 5 1,2,3,4 IB
b
2. BcmomorarenbHOro BeIIECTBAa/UCXOJHOTO MaTepHaja aKTHBHOTO
N 1,2,4 1,2,3,4 1B
(hapmareBTHYECKOH CyOCTaHIIMH
6) VI3MeHeHus B LEeNsAX COOTBETCTBHS OOHOBJICHHOW COOTBETCTBYIOIIEH 12451234 B
crarbe I'ocynapcTenHoi @apmakornee Pecnybnuku Kasaxcran S R
B) HM3smenenue cnenmdukanuii ¢ [ocymapctBenHoit ®dapmakoree
1,4,5 1,2,3,4 IB

Pecnyonuku Kazaxcran

Y ¢ o1 o B u 4

1. I3MeHeHne OCyIIECTBISIETCS] HCKIIIOYUTENBHO B LIEJISX MOJTHOTO COOTBETCTBUS (hapmakorniee. Bee ncnbitanus B
creunprKalnry J0JDKHBI COOTBETCTBOBATh (PapMakoneiHOMY CTaHAApTy IOC]e M3MEHEHHMs, 32 UCKIIIOUEHUEM
100 BIX JOTOJTHUTEIbHBIX BCIIOMOTAaTENbHBIX HCHBITAaHUH.
2. JlononHuTenbHbIE K (apmakonee crenupuKanuyd Ha MPOAYKT-ClelH(UIHBIE CBOWCTBA HE M3MEHSIOTCS (
HanpuMep, npodmin pa3MepoB YacTul, noaumopdHas ¢Gopma win, K IpUMepy, OHMOIOTHYECKHE METOANKH,
a T perarT B )

3. 3HaumMBle W3MEHEHHS KAd4eCTBEHHOTO M KOJHMYECTBEHHOTO NpodmiIed mpuMecedl OTCYyTCTBYIOT (3a
UCKIIOYEHUEM yKECTOUECHUS cnenupuKanmit).
4. JlononHUTENBHAS TIEPBUYHAS SKCIIEPTHU3a HOBOI MIIM U3MEHEHHOH (hapMaKoONeWHONH METONMKU He TpeOyercs.
5. PacturensHble hapManeBTHYECKHE CyOCTaHIIMU: CIIOCO0 MPOU3BO/ICTBA, (PU3UUECKOE COCTOSIHUIE, SKCTPAreHT U
K03(h(UIMEHT 3KCTPAKIMH JIEKAPCTBEHHOTO CPEACTBA HE N3MEHSIOTCH.

JdoxyMmMeHT anqs

1. ITonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) noChe.
2. CpaBHHUTenbHaAA Tabnuna TEKYIIHX u npeanaraeMbIx crienqupuKanuii.
3. JlanHble aHanmu3a cepuil (B hopmare CpaBHHUTENBHOM TaOJIHIbI), 0 MEHBILIEH Mepe, TBYX NMPOMBIIIICHHBIX
CepHH COOTBETCTBYIOIIEH cyOcTaHIMKM (BEIIECTBA) IO BCEM HCIBLITAHUSAM HOBOW cnenudukanuud W,
JIOTIOJTHUTENBHO, €CIIM NMPUMEHUMO, PE3YIbTaThl TECTa CPABHUTEIBHON KMHETHKH PACTBOPEHHS, MO0 MEHBIICH
Mepe, OJHON OIBITHO-IIPOMBIIUIEHHONW CEpPHUH JIEKApCTBEHHOI'O Ipenapara. B OTHOIIEHWM JE€KapCTBEHHBIX
pacTUTENBHBIX IpenapaToB JIOCTATOYHBI JaHHbIE CpPaBHHUTEIbHON pacnanaeMocCTH.
4. lanHble, NOATBEPKIAIOIIUE TPUTOIHOCTD CTaThH JUIsl KOHTPOJIS KayecTBa CyOCTaHIMM, HAallpUMEp, CPaBHEHHUE
MOTEHUUAIBHBIX ITPUMeECEH ¢ IPUMEeYaHHeM IPO3pavHOCTH CTaThH (transparencynoteofthemonograph).



b. IV Menuimackue usnenus

B.IV.1 U3MeHeHue U3MEpSIOIIEro U3JeNus WU U3eNus v Tpebyemas Bun
CIIOBUS

JUISL BBEJICHUS JOKyMEHTaIH TIPOLIEAYPHI

a) JloGaBneHue WM 3aMeHa W3JAENUs, HE SBISIOIIETOCS

4acTbIO MIEPBUYHON YIIAKOBKU

1. MeguuuHckue u3enus, 3apeructTpupoannsie B PK 1,2,3,5,6 1,2,3 1B

2. Croeficepbl NO3UPYIOMIHNX HHTAIATOPOB WM APYTOTO

YCTPOMCTBA, KOTOPBIA MOXET OKa3aTb CYILIECTBEHHOE I

BJIMSHUE Ha JOCTaBKY (apMareBTHYECKO cyOcTaHIMH

npenapara (Harpumep, HeOyanzep)

0) Uckimrouenune u3aenus 4 1,4 1A

B) I[O63.BJ'I€HI/Ie WM 3aMCHa U3JACIHUsA, ABJIAIOMICTOCA

II
YacThI0 IEPBUYHON YITAKOBKH

Y ¢ m1 o B u 4
1. TlpennaracMoe U3MepsIrOIIEe U3JCIUE JOJDKHO TOYHO OTMEPUBATh HEOOXOMUMYIO /103y PaccMaTpUBaeMOro
JICKapCTBEHHOTO TpernapaTa COrIacHO 0JJ0OPSHHOMY CIIOCOOY MPUMEHEHUS, CICIYET MPEACTABUTh PE3YIbTATHI

TakKH¥X ncciuenroBaHUIM.
2. Hosoe nu3zgenue COBMECTHUMO c JIeKapCTBEHHBIM npernapaTomM.
3. I3MeHeHne He MOKHO NMPHUBOAWTH K 3HAYMMOMY M3MEHEHHUIO MH(OpManuu O JIEKAPCTBEHHOM IIpenapare.
4. JlexkapcTBEHHBIN npemnapar MOJKHO MPOOJIKATH TOYHO JO3UPOBATh.

5. MeauumuHCKOE W3/AeNNe HE HCIONb3yeTCss B KadeCTBE PACTBOPUTENS JIEKApCTBCHHOTO Mpemapara.
6. Eciu mperycMOTpeHa u3MepuTebHas (QyHKINS, OHA TO/DKHA OBITh BKITIOYEHA B JOChE TAKOTO U3IENHU.

JdoxyMmMeHT aUums
1. ITompaBka K COOTBETCTBYOIEMY(MM) pa3zeny(aM) I0che, BKIOYas MOAPOOHBIH 3CKU3 M COCTaB MaTepHala
U3IeNus W TOCTAaBIIMKA, €CIM IPUMEHHMO, a TaKXe COOTBETCTBYIOIIMH INepecMOTp HH(opMamuum o

TeKapCTBEHHOM npemnapare.
2. llonTBepxjaeHHWe  perucTpanuud  MEOUIUHCKOTO  m3zaenus B PecnyOmuke — Kazaxcras.
3. O6pa3ns HOBOTO u3jgenus, ecnu NPUMEHUMO.

4. O60cHOBaHHE UCKITIOUECHHS U3 OCIus.

"

Jms B.IV.1.B) — ecnu u3MeHeHHE MPHUBOIUT K
00pa3oBaHMI0 HOBOW JieKapcTBeHHOW (opmbl", TO

[Ipumeuanue:
Takoe M3MEHEHHEe TpeOyeT Mojadu 3asiBICHHS O

pacIIMpEHUH PEruCTpalyu.
b. V BHecenus n3MeHEHHI B PErUCTPAIIMIOHHOE JOChE, 00YCIOBICHHBIE HHBIMU
pPETyISTOPHBIMU NPOLIEAYpPAMU
b.V.a) MOII/M®BA

b.V.a.l Bxitoyenne HOBOTro, OOHOBJIEHHOTO WJIH HCHPaBICHHOTO
Mmactep-(aiina Tia3Mbl B PETHUCTPALIMOHHOE JIOCHE JIEKAPCTBEHHOI'O Y CIIOBHUS
npemnapata (mponenypa M®II 2-ro srama)

Tpebyemass Bun
JIOKYMEHTAIus MpoLEeyphl

a) IlepBoe BKIIIOUEHHE HOBOTO MacTep-¢aiia IMia3Mbl, BIHSIONIETO HA

. 11

CBOWCTBA JIEKAPCTBEHHOTO PEmapara

0) [lepBoe BKIIIOUEHHE HOBOTO MacTep-(haiiia mia3Mebl, He BIUSIONIETO Ha 1234 -

CBOMCTBA JIEKAPCTBEHHOIO MpenapaTa T

B) Brirouenne 0GHOBIECHHOTO/MCIIPABIECHHOTO MacTep-(haiiia IIasMel: L2.3.4 B

U3MEHEHNS BIMSIOT Ha CBONWCTBA JIEKAPCTBEHHOIO MpenapaTa T

r) BrimoueHne oOHOBJICHHOTO/MCIIPABICHHOTO MacTep-(aiia Tia3Mel: | 1.2.3. 4 IA
b b b

W3MEHEHHUSI He BIUSIOT HA CBOMCTBA JICKapCTBCHHOT'O IIpEriapara



Y ¢ 1 o B U 1
1. Ha obHoBnenHsIit nin n3meneHHb1ii M®IT BeIgaH cepTudUKaT COOTBETCTBUS 3aKOHOAATENLCTBY PecyOanku
Kazaxcran.

JdoxyMmMeHT anqs

1. dexnapanusi, uto ceprudurar MOPII n sKCriepTHBII OTYET MOJTHOCTHIO MPUMEHUMBI K 3apErHCTPUPOBAHHOMY
JICKapCTBEHHOMY Tmpenapary, aepxkarenb MOII npencrasun nepxkarento PY (ecmu nepxxarens PY u nepxarens
M®II He SBAAIOTCS OAHUM M TeM ke nuioM) ceprudukat MOII, skcnepTHbIl oTueT M gocke Ha MO®II,

ceprupuxar MOII u 3KCHEpTHBIH OTYET 3aMEHSIOT MPEABIAYIIYI0 NoKyMmMeHTanuto Ha M®II mis manHOTO

TEKapCTBEHHOTO npemaparTa.
2. Ceprtuduxar MOII u SKCHEPTHHIH OTHYEeT.
3. Jekmapanus dKcIepTa, XapaKTepu3ylolias BCE BBOJUMBIE C TOMOIIBI0 cepTudumupoBanaoro MOII

HM3MEHEHHS U OLIEHUBAIOIIAsl UX MOTEHIMAIbHOE BIMSIHME Ha JEKapCTBEHHBIE NpenapaThl, BKIIOYas OLIEHKU

NPOAYKT-cHnenu$udHBIX PHUCKOB.
4. B hopme 3asiBiIeHHS 0 BHECEHNH N3MEHEHHI HEOOXO0AMMO YETKO OTPa3uTh "NedcTByIomuil" 1 "npeyiaraeMplii
" ceprudukar MOPII (HOMep Kona) B PEerHCTPAIMOHHOM Jaochke. Eciam mpumeHMMO, B (opMe 3asBICHUS O

BHECEHMU M3MEHEHMI TaKkXKe CIeAYeT 4YeTKO MepeducinuTh Bce npoune MOII, Ha KoTopble cchlIaeTcs

JIEKapCTBEHHBIN MpemnapaT, 1aXe €CIM OHHU HE SBJISIOTCS IPEAMETOM 3asBICHHUSL.

b.V.a. 2 BkiwoueHue HOBOTO, OOHOBIIEHHOI'O HJIN HCIIPABJICHHOT'O

MacTep-¢aiila BakOMHHOTO aHTUTeHa (mamee - MOBA)B y Tpebyemass Bun
CJIOBHS
PETHCTPAIIIOHHOE JOChE JIEKapCTBEHHOTO Tpenapata (npouexypa MOBA JOKYMEHTAIHs TIPOIETyPbI
2-ro0 JTana)
a) [TepBoe BKIIIOUEHHE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUT'€Ha II
0) Brurrouerne 0OHOBICHHOTO/MCTIPABIIEHHOTO MacTep-(haiiina BaKIIHHHOTO 123 4 B
AHTHMI€HA: U3MEHEHWs BIMAIOT HA CBOMCTBA JIEKAPCTBEHHOTO Npenapara T
B) BritoueHne oOHOBIEHHOTO/HCIIPABIEHHOTO0 MacTep-(aiiia BaKIHHHOTO 1234 A
b b b

aHTUTCHA: HM3MECHEHHS He BIIMSIIOT HAa CBOMCTBA JICKapCTBCHHOT'O ITpeIiapaTa

Y ¢ m1 o B um 4
1.

JdoxyMeHT aUuus

1. dexnaparnus, ato ceptudurar MOBA u S5KcnepTHBIH OTYET HOITHOCTEIO IPUMEHUMEBI K 3apETUCTPHPOBAHHOMY
JIEKapCTBEHHOMY IIpemnapary, aepxkarens MOBA npencTaBui AepKaTento perncTpanuoHHOTO yI0CTOBEPEHHS (
€CIIH JeprKaTelIb PErUCTPAllMOHHOTO YA0CTOBEpeH s U Jiepxkatenb MOBA He SBIAIOTCA OJHUM U TEM )K€ JIULIOM)
ceprupukar MOBA, skcrieptHbiii oTueT U gocbe Ha MDPBA, ceprupukar MOBA u skcnepTHbIil oTdeT
3aMEHAI0T MNpeiplaylnylo JokyMeHTanuio Ha MO®OBA 1ns gaHHOro JieKapCcTBEHHOIO Ipemnapara.
2. Ceptuduxar M®BA u 9KCHEePTHH U OTYET.
3. [Jexmaparusi 3KCHepTa, XapaKTepH3yHolas BCE BBOAWMBEIC C MOMOMIBIO cepTHduImpoBanHoro MOBA
W3MCHEHUS] U OICHUBAIOIAs WX MOTCHIMAIbHOC BIMSHUE HA JICKAPCTBEHHBIE IpPEMaparhl, BKIIOYAsl OLEHKH
OPOAYKT-cHenuHdHBX PUCKOB.
4. B opme 3asiBiieHHs 0 BHECEHUH N3MEHEHHI HEOOXOAMMO YETKO OTPa3uTh "NelcTByIomuUil" 1 "npearaeMplii
" ceprupuxkar MPBA (HOMep Kona) B perucTpallmoHHOM Jocke. Eciu mpumennmo, B (opMme 3asBICHUS O
BHECEHUU HM3MEHEHUIl Takke CleqyeT 4eTKO MepeunuciuTh Bce mpoune M®PBA, Ha KoTOpble ccbulaeTcs
JIEKapCTBEHHBIN MpenapaT, AaXe €CIM OHHU HE SBIISIOTCS IIPEAMETOM 3asiBICHHUSL.

B. U3menenue 6e3omacHoct, 3¢ HEeKTUBHOCTH U (papMakoHaa30pa
B.I JIekapcTBeHHbIE npeniapaThl JUisl MEAULIMHCKOIO IPUMEHEHUS

B.I.1 3menenne oO0mieil XapaKTepPUCTUKH
JICKAPCTBEHHOTO TIpenapara, MapKHPOBKH
BOCIIPOM3BEJIEHHOTO/ rudpuHOTO/
610aHATIOTHYHOTO JIeKapCTBEHHOTO
npernapara rmocJje OLeHKH TOTO K€ H3MEHEHUSI

VYenosuss  Tpebyemas ZOKyMEHTAIHSA Bun npouenypst

pedepeHTHOrO JIeKapCTBEHHOTO Mpenapara



a) Peanuzanus usmenenus(if), B OTHOILEHUH
KOTOPOTO(BIX) oT JepxaTens
PErUCTPallUOHHOTO YJOCTOBEPEHHsI HE
TpedyeTcst  HPEeACTaBISATH  HOBBIE
JIOTIOJTHUTETIbHBIC JaHHBIC

1,2 B

0) Peanuzauus msmeHeHwus (i), TpeOyrommx

MpEACTABIICHUS JepkareieM PY HOBBIX

IOIMOJHUTEIbHBIX ITaHHBIX, 11
00OCHOBBIBAIONIUX TaKhe M3MEHEHHS (

HaIpuMep, COIIOCTAaBIMOCTB)

JdoxyMeHT aUumws

1. Ilpuito’keHHOE K COIPOBOANTENHLHOMY NHCHMY 3asiBJICHHS O BHECEHHH M3MEHEHMH: 3aIpoC HAIMOHAJIBLHOTO
YHOOJTHOMOYEHHOTO oprasHa (ecnam NPUMEHHMO).
2. TlepecmotrperHas wH(pOpManHui O JEKAPCTBEHHOM Ipemnapare (OOHOBIEHHAs KpaTKas XapaKTepUCTHKA

JIEKapCTBEHHOT'O IIperapara, HHCTPYKIHMIO 10 MEAULIMHCKOMY IPHMMEHEHUIO (JINCTOK-BKIIA BIII)).

B.1.2 V3meHeHne(s1) oOmiel XxapakTepHCTHKH
JIEKapCTBEHHOTO IIperapara, MapKHPOBKH
JeKapCTBEHHOTO  Ipemnapara s
MEJULHCKOTO IIPHMEHECHUS, HalPaBICHHOE(
BI€) Ha peajJM3allIo pe3ysbTaTa NpoLeaypHl,
3aTparuBampouei ITOOb UIn
MOCTPETUCTPAIMOHHOE  HCCIIeJIOBaHHE
6e3omacHoCTH

VYcnoBuss  TpeOyemast foKyMeHTanus Bun npouenypsr

a) Buecenne hopMyTupOBKH, COTTIACOBAHHON |
YIOOJIHOMOYECHHBIM OpTraHOM

6) Baecenne wu3MeHeHHH, TpeOyOUINX
OpeNCTaBIeHHsT JepkareneM PY HOBBIX
JOMOJTHUTEIbHBIX OAHHBIX,
000CHOBBIBAOIINX TAKUE H3MECHEHHS

2,3,4 )|

YV ¢ 1 o B ®H 1

1.3meHeHne peanusyeT GOpMYIHPOBKY, 3aTpeOOBAHHYIO YITOJTHOMOUYCHHBIM OPTaHOM, W HE TPeOyeT momadun
OOIOJHUTENbHBIX CBEIEHUN Hu (nnn) najJbHeHIen 3KCHEPTU3HI.
2.be3omacHOCTh NMPUMEHEHHUS Mperapara MOJDKHA COXPAHSTHCA W TOATBEP)KIATHCS JaHHBIMU KIMHHYECKHX
UCCIIeJOBAaHHUH, KITMHUYECKON 0e30macHOCTH. JJOMKHBI OBITh MPEACTABICHBI UX ITOATBEPIKICHUSL.

JdoxyMeHT aUu™s
1. TIpunoxxeHHOE K COMPOBOAUTEIBHOMY MUChbMY 3asBICHUS O BHECEHUM M3MEHEHUM: CChUIKA HA COTJIAlIeHHe/

O EHKY YyOOMTHOMOYEHHOTO opraHa.
2. OObsICHEHHsI PHYKHBI J00aBICHUSI HOBOTO/HOBBIX MPEIOCTEPEKCHUS (M) MOOOYHBIX ICHCTBUI U 3asABICHUE
TOTO, 4TO 06e30macHOCTh NpUMEHCHUS npemapara COoXpaHseTCs.

3. IlepecmoTrpeHHass nH(pOpManus O JIEKApCTBEHHOM IIperapare (OOHOBJICHHAsh KpaTKas XapaKTepUCTHKa
JICKapCTBEHHOTO TIpenapara, MWHCTPYKIHMIO 10 MEIWIHMHCKOMY TPUMEHEHHIO  (JIMCTOK-BKJIAJbIII)).
4. Iepunoanyeckn obHOBIsIEMbI oTdeT 1o Ge3omacHoctd (IIOOB) nnu mocTperncTpannoHHbIE UCCIEIOBAHUE
6€301acHOCTH, OTPaXKAIONINE BHOCHUMBIC H3MEHEHHSL.

B.I.3 H3menenus, 3akialoyaromiygecs B

3HAYUMOM U3MEHEHUU obmei

XapaKTEePUCTHKH JICKAPCTBEHHOTO TIperapara
P p P penap VYcnosus  Tpebyemas moKyMeHTaIus Bup npouenypst

BCIICACTBHE HOBBIX JaHHBIX TI0 KadecTBY,

JIOKIIMHIYECKUM, KIIMHUIECKAM JaHHBIM WIIH

JIaHHBIM (hapMaKoHaI30pa

II



9TO U3MEHEHHUE HE TPUMEHSETCS, €CIIU HOBbIE JaHHbIE MOIaHbI B

[pumeuanwe: cooTBeTcTBUU ¢ 3MeHeHueM B.1.13. B Takux ciydasx u3MeHeHue
o0mield XapaKTepUCTHUKH  JIGKAPCTBEHHOTO Ipemaparta,
MapKHPOBKH U TOMAJAcT 1Mo cepy MpuMeHeHns n3MeHeHus B.1
13.

B.I.4 U3meHeHnue ycioBUM OTHycKa

VYenosuss  Tpebyemas OKyMEHTAIHS Bun npouenypsi
JICKapCTBEHHOTO Mpemnapara

a) Bocnpon3BeneHHBIX/THOPUTHBIX/

6HOaHaHOFI/I'-IHBIX J'IeKapCTBeHHBIX

mpernapaToB MOcie HW3MEHEHUsl yciaoBuid | 1,2 IB
oTImycka pedepeHTHOro JIEKapCTBEHHOTO

mpemnapara

6) WHble nmpUYMHBI M3MEHEHHS YCIOBHU
OTITyCKa

1 2,3,4,5 i

Y ¢ n1 o B HuH 4
1. Be3onacHOCTh MPUMEHEHHS TIpenapaTa A0JKHA COXPAHSITHCS

J oKy MeHT auum s

1. [ToaTBepkaeHNe U3MEHEHUs! YCIOBUM OTIYCKa peepeHTHOro JIEKapCTBEHHOTO MpernapaTa, MPHI0KEeHHOe K
COTIPOBOAUTEIBHOMY MHUCHMY 3asBICHUS 0 BHECCHHUH N3MEHEHHUI.
2. TlepecmoTpeHHas uHGbOpPManKs O JIEKAPCTBEHHOM mpemnapaTe (OOHOBIEHHAas oOIIas XapaKTEepUCTHKA

JIEKapCTBEHHOTO IpelapaTa, HHCTPYKIUS 110 MEAMIIMHCKOMY NPHUMEHEHHIO (JIMCTOK-BKIJIAJBIII), MapKUPOBKA).
3.00bsICHEHHS TPUYUHBI U3MEHEHUS YCIOBHU OTITyCKa M 3asBJICHHE TOTO, YTO OE30MaCHOCTh MPHUMEHEHUS

npemapara COXpaHsSeEeTCH .
4.]laHHble KIMHUYECKHUX HCCIEJOBAaHUN, MOCTPErMCTPAlMOHHBIX WCCICIOBaHUI; NaHHbIE (apMakoHaI3opa.
5. JlIoKkyMeHT, MOATBEpP)KIAIONINI U3MEHEHNE YCIIOBUI OTITyCKa B CTpPaHEe-TIPOU3BOIUTENS (OT PEryJisTOPHOTO

oprana).

B.I. 5 W3menenue(s) mokazaHms(i) K

VYcnosuss  TpeOyemast moKyMeHTanus Bun npouenypst
MIPUMEHECHHIO
a) BxmioueHue HOBOTO TOKa3aHHS K
NPUMEHEHUIO WM H3MEHEHHE paHee 2 1,2,3 I
0100pEeHHOTO
0) UcknroueHne nokasaHusi K npuMeHeHno 1 1,2 IB

YV ¢ 1 o B ®W 1

1. Be3onmacHOCTh MpUMEHEHHS IIperapara JOJDKHA COXPAHATHCS U MMOATBEPKAATHCS JTaHHBIMU PETPOCTIEKTUBHBIX
HCCIEIOBaHUH, KJIMHHUYECKOH 0€e30MacCHOCTH " KayecTBa.
2. EeSOHaCHOCTb HpI/lMeHeHl/Iﬂ npenapaTa JOJDKHaA COXpaHHTbC)I nu HOI[TBep)KL[aTI)C)I JAHHBIMU KIIMHHUYCCKUX
HCCIICIOBAHMM, KIIMHUYECKOH 0e30macHOCTH. J{0JKHBI OBITh TIPEACTABICHBI UX MOTBEPKICHUSL.

JdoxyMmMeHT aUns
1.O0BsicHEeHNST TPUYMHBI YJAICHHUS M T00aBIEHUS IOKAa3aHWS M 3asBICHHE TOTO, YTO 0O€30MacHOCTh

NPUMEHCHHS OpoaAyKTa COXpaHsIEeTCH.
2. OOHoBieHHas oOIIas XapaKTePUCTHUKa JIEKaPCTBEHHOIO IIpernapara, MWHCTPYKIUS [0 MEAMLIUHCKOMY
OPUMEHEHHIO (AMCcTOK-BKIAABII).

3. I[aHHBIC KIMHUYCCKHUX HCCJIG,Z[OBaHHﬁ, MOCTPETrUCTPAIUOHHBIX HCCJ’IGZ[OBaHPIﬁ; JaHHBIC (bapMaKOHa/:Bopa.

Ecnmu noGaBiieHre WM M3MEHEHHE TOKa3aHHs K MPUMEHEHHUIO
MPOMCXO/UT BCJIENCTBUE PEeaM3alUK 3aKIIOUEHHS IKCIIEPTHOTO
KOMHUTETa WJIA W3MCHCHHH WHGOpPMAIMKA O JIEKAPCTBEHHOM
[Mpumeuanue mpernapare BOCHPOU3BEACHHOTO/THOPHIHOTO/ OMO0aHATIOTHYHOTO
JIEKaPCTBEHHOTO IMpemapaTa MOocie JKCIEPTU3Bl TOTO Ke
M3MEHEHHUs1 pedepeHTHOro JIeKapCTBEHHOTO Mpernapara,
npumensitoTcs uameHeHus B.1.1 u B.1.2 cooTBeTcTBEHHO.



B.1.6 Uckmouenue: VYcnosust  Tpebyemast TOKyMEHTAIHS IIponenypa
a) JIeKapCTBEHHO (pOpMBI 1,2 1B
0) 103UPOBKH 1,2 IB

JdoxyMeHT aUu™s

1. Hexmapanus, 9o octaBmasi(ue)cs ¢popma(bl) BEITyCKa T0CTaTOYHA(bI) Ui BHIIOJHEHUS PEKOMEHIAINNA 10
JIO3UPOBAHUIO U JJIUTEIBHOCTH JICUCHHUS, OMHCAHHBIX B 00IIe XapaKTEepHUCTHKE JIEKapCTBEHHOTO Iperapara.
2. [lepecmoTpenHas nHpOpPMAIIHS O JCKAPCTBCHHOM Ipenapare.

Ecmu paccmarpuBaeMast nekapcTBeHHas (opMa WIH JTO3UPOBKA
OBlTa 3apeTUCTPUPOBAaHA B BHIE OTNEIBHOTO JIEKapCTBEHHOTO

[Ipumeuanue npenapara, TO UCKIIOUeHUE TaKOW JIEKapCTBEHHOW (OPMBI HITH
JIO3UPOBKU OyIET CUUTAThCA HE BHECCHHEM W3MCHCHHH, a
U3BATHEM U3 O0paIICHUs.

B.I. 7 Benenue win U3MEHEHUE pE3IOME
CHUCTEMBI (hapMaKOHAA30pa JIEKAPCTBEHHOTO

VYcnoBust  Tpebyemast TOKyMEHTAIHS Bun npouenypst
mpernapara i MeJUIIMHCKOTO IpUMEHEHHUS (

*)

a) BBenmeHme pes3roMe  CHCTEMEI

dhapmakoHaazopa, W3MEHECHUI

KBaTU(PUIHPOBAHHOTO  JULA IO

(dhapmakoHam30py (BKIOYAsT KOHTAKTHYIO 1,2 IB
nadpopmanuioo) u (WaU) U3MEHEHHE

MECTOPACHOI0KEHHs MacTep-(aiiia CHCTEMBI

(apmaxoHa3opa (nanee - MOCO)

J oKy MeHT auuuw s

1. Pestome cucrembl (apMakoHaa30pa WM OOHOBJIEHHE 3HAYUMBIX JJIEMEHTOB (COOTBETCTBEHHO):
[ToaTBepxkeHne TOTo, YTO 3asBUTEIb UMEET B CBOEM PAaCHOPSHKEHUH KBaJIHM(DUIIMPOBAHHOE JIMIO, OTBETCTBEHHO
3a (hapMaKkoHa30p, M YTBEP)KICHHE, IMOANNCAHHOE 3asBHTEJIEM, YTO 3asBUTENb O0NangaeT HeoOXOIMMBIMU

crnoco0aMy BBITIOMTHEHHS 3a/1ad M OOS3aHHOCTEH B COOTBETCTBHHM C YCTAHOBJIEHHBIMH TpPEOOBAaHHUSIMH

JEHCTBYIONIETr0 3aKOHOJATENbCTBA B ctepe obOpameHus JEeKapCTBEHHBIX CPEICTB.
KonraktHas mHOpManus KBanupuIUpoBaHHOTO Juia no ¢gapmakoHagzopy PK, B xoTopsIx pacrmomaraercs
KBaJM(HUIUPOBAHHOE JHLO MO (papMakoOHA30py M BHINOJHSET CBOM 3agauud MecTopacnosioxenue MOCD
2. Homep MOCO (1ipu HaIuuum)

Janroe m3MeHeHnEe oxBaThiBaeT BBeaeHHe MPCOD HezaBUCHMO
OT HANIWYUS B TEXHUYECKOW YaCTH PETHCTPAIMOHHOTO JOCHE
[MoxpoGHOTO OTIMCaHUS cucteMsl  (apmakoHam3gopa.
V3MeHeHus] KOHTaKTHOTO Juia 1o (apMakoHaA30py, BKIHOYAs
KOHTaKkTHYI0 HH(popMmanuio (Homepa TeneoHOB M (HaKCOB,
MOYTOBBIN aJapec M aapec INEKTPOHHOH MOYTH) U M3MEHEHUS
Mmectopactniosiokeanss MOCD (ynuna, ropoa, MHIAEKC, CTpaHA)
[Mpumeuanue: JIOITyCKaeTcss OOHOBIISTh MCKIIOYHTENBHO TOCpeaAcTBOM Peectpa
Peciyomukn Kazaxcran (6e3 HEOOXOIWMOCTH BHECCHUS
U3MEHEeHUN).
Ecnu nepxaTesnb perucTpaliOHHOTO yIOCTOBEpEHHUs IIpHOeraeT K
BO3MOXXHOCTH OOHOBJIEHHSI YIOMSIHYTOH BbIlIe WH(OPMAINH
nocpenctBoM Peectpa PecnyOnuku Kaszaxcran, oH JgoimkeH
yKa3aTb B pETUCTPAIMOHHOM JOChe, YTO OOHOBIEHHAA
nHpOpMaNs 3TUX JaHHBIX BKIoYeHa B Peectp PK.

B.I. 8 U3MeHeHHe cymecTBYIOLIEH CHCTEMBI
(hapmMakoHa30pa COIJIACHO MOJIPOOHOMY
OITMCAHHUIO CHCTEMBI (papMaKoHaa30pa (nanee
- [I0CD)

VYcenoust  TpeOyemast JoKyMeHTauus Bun npouenypst



a) V3MeHeHne KBalM(HUIMPOBAHHOTO JIHIA

no QapMakoHaa30py, ¥ (HiIM) KOHTAKTHOH 1 1 IB
uHQopManuu, u (WIH) TMPOUEAYPHI
pe3epBUPOBaHUS

0) U3meHeHue 6a3bl TaHHBIX 0C30MACHOCTH U
(vK) OCHOBHBIX KOHTPAKTHBIX COTJIAIICHUN B
[EeNAX BBHITOJHEHUS (apMaKOHAI30PHBIX

1,2,3 1 IB
00513aTeNIbcTB M (MIIM) M3MECHEHHE MecTa
MPOBECHUS (dhapmakoHa 30pHOM
JIESITebHOCTH

B) Unrie m3meHenus [1IOCD, ne Buustomue

Ha  (YHKOHOHUPOBAHUE  CHCTEMBI

(dapmakonamzopa (Hampumep, u3MeHeHHEe 1 1 1B
MECTOIOJOXKEHHsI TJaBHOTO XpaHUJIMIIA/

apXxuBa, aIMUHUCTPATUBHBIC N3MEHEHHS)

r) Buecenme wm3menenmit B I[IOCD mo
pesynbratam skcreptu3sl [IOCD apyroro

1,2 IB
JIEKapCTBEHHOTO Ipemapara TOro XKe ’
nepxarens PY
Y ¢ o1 o B u 4
1. Cama cucremMa ¢bapmakoHan3opa HE n3MeHseTCH.
2. Cucrema 6a3sr JaHHBIX mpomuia BaJIU A0 (ecnu MIPUMEHUMO).

3. TIlepeHoc JaHHBIX U3 JPYrHX CcHUCTeM ©0a3 JaHHBIX BalUAUPOBAH (€CIWM MPUMEHHUMO).
4. Te xe m3menenus B [IOCD BBemeHsl I BceX JIEKApCTBEHHBIX IMpeEnapaToB TOTO ke aepxkarens PY (
O/IMHaKoBas oKoHuaTenbHas Bepcusi [IOCD).

JdoxyMeHT aUu™s

1. Iocnenuss Bepcust [IOCD u, ecniu MpUMEHUMO, TTOCTIEAHAS BEPCUS IpenapaT-CleuGIIHOro JOIOTHEHHUS.
OHH 0/DKHBI B OTHOIICHHH W3MEHCHHS KBATH(DHUIIMPOBAHHOT'O JIKIA IO (hapMaKOHAA30py BKIIOYATh a) KPATKYHO
ouorpaduo HOBOTO KBATH(DUIMPOBAHHOTO JKIA MO (hapMaKOHAIA30py, 0) HOBOC IMOJIOKCHUE JCpXKATEIsT U
KBaTM(UIIMPOBAHHOTO JIAIA 110 (PapMaKOHaA30py 00 UX CIIOCOOHOCTH M MyTSAX YBEIOMIICHHS O HEXeIaTelbHBIX
peaxiusx, MNOAIHCAHHOE HOBBIM KBaJM(GHUIMPOBAHHBIM JIMIO IO (QapMakOHAN30py M JepKaTeleM, H

OTpaxkalolllee OCTANBHBIC BBITCKAIONINE HW3MCHCHMS, HAmpuMep, B OPraHM3aNMOHHOM  CXEMe.
Ecmu xBanudunnpoBaHHOE A0 10 (hapMaKOHAA30py | (WIIH) KOHTAKTHAs MHPOpMAIus KBaTH(PpUINPOBAHHOTO
nuna no ¢apMakoHan3opy u3HadanbHO He Obuth BKIoUeHB B [IOCO wmiu [TOCD He cymiecTByeT, moaada
nepecMoTpeHHoro [IOC® He TpeOyeTcs, HE0OXOOUMO NPEACTaBUTh TOJNBKO (OpMYy 3asiBICHHS.
2. CchlIKa Ha 3asBJICHHE/TIPOLEYPY M JISKApCTBEHHBIN Ipenapar, B OTHOIIEHUH KOTOPOr0 U3MEHEHHs ObLIH
0JI0OPCHBL.

B.I. 9 M3menenue 9acToThl W (MIJIA) JAThI
MO/Iauu  MEPUOJUYECKOr0 OTYeTa Io
6e3onacHoctn (IIOOB) nekapcTBEHHBIX
MpenaparoB JJIsl MEAUIIMHCKOTO IPUMEHEHHSI

Venosuss Tpebyemast JOKyMEHTAIHS Bun npouenypsl

1 1,2 1B

Y ¢ n1 o B u 4
1. 3menenue yacToTsl U (Win) natel moxaun [10B cormacoBaHo HaMOHATIBHBIM YIIOJTHOMOYEHHBIM OPTaHOM.

JdoxyMmMeHT aUns

1. IIpunoxeHHOEe K COMPOBOAUTEIHLHOMY MUCHMY 3asBJICHHA O BHECEHHM M3MEHEHHI: CChIJIKA Ha COTJIAIICHHE
YOOMTHOMOYEHHOTO opraHa.
2. [lepecmoTpenHast yacrtota u (W) nata nogauu [100B.

JTAHHOE W3MEHEHHe MpuMeHsieTcs, mummb eciu muki [10b ykazan B
PETHUCTPAIMOHHOM JIOChE CIIOCO0aMHM, OTIMYHBIMH OT yKa3aHUS

IIpumeuanue



CCbUIKM Ha HNEpCYCHb OTUYCTHBLIX AAaT, U IpHU HeO6XOﬂI/IMOCTI/I

noxauu [10B.
B.I.10 BBemenue unu U3MEHEHHUS
00s3aTeIbCTB M YCIIOBUI perucrpauuu, YciaoBus TpeOyemas TOKyMEHTAIMs Bun npouenypst
BKJIIOYasl IUIaH YIPABICHUS PUCKaMU
a) Peanuzamnus hopMyTUPOBKH,
1,2 1B

COTJIaCOBAHHOM C YIIOJITHOMOYEHHBIM OpraHOM

0) Peanuszanust u3MeHEHWH, TpeOYIOMHX
IpeacTaBlIeHUsT JepxkarteneM PY HOBBIX 1
JOTIOJTHUTEIIBHBIX TAaHHBIX, HY)KAAIOIINXCS B

HKCIEPTH3E YIOTHOMOYECHHBIM OpraHoM (*)

YV ¢ 1 o B HuU 4
1. 3MecHeHHE peanu3yeT NeHCTBUE, 3aTpeOOBAaHHOE YIOJHOMOYCHHBIM OpPraHOM, M HE TpeOyeT Mmomadu
JIOTIOJTHUTEIIBHBIX CBEICHUI U (MJIH) JalbHEHIIeH SKCIEPTU3HI.

JokyMeHT auum s

1. TlpunoxkeHHOE K COMPOBOAMUTEIHLHOMY THCHMY 3asBICHHUS O BHECEHWHM H3MEHEHWW: CChUIKA Ha
COOTBETCTBYIOIIEE pelieHue YHOJIHOMOUYEHHOTO oprasa.
2. [lepecmoTperHas uHpOPMAIHS O JEKAPCTBCHHOM Ipernapare.

3TO W3MEHEHHE OXBAaThIBAET JHIIb CUTYalMI0, B KOTOPOH
BBOAMMOE M3MEHEHHUE 3aTParuBaeT MCKIIOYUTEIBHO YCIOBHS U (
ITpumeuanue Win) 00s13aTeNbCTBA PETUCTPALIUK, BKIIOYAs TUIAH YIIPaBICHUS
pUCKaMu U ycloBHS M (WiH) 00s3aTeNbCTBA PErUCTpalMid MpH
UCKJIIOYHTENBHBIX 00CTOSTENBCTBAX U YCIIOBHOW PErUCTpaLnH.

BBEJICHHE IIJJaHAa YIPABICHHS pUCKAaMH, 3aTpe0OBaHHOE
*) YIOJIHOMOYEHHBIM OpraHoM, Bcerna TpeOyeT CyIIeCTBEHHOI
9KCTIEPTHU3BI.

B.I. 111 BrkmrodyeHne WIH HCKIIOUYEHHE
YEepHOTO0 CHUMBOJIA FJIA TOSCHATEIBHBIX
yKa3aHm71 B OTHOIICHUU J'IeKapCTBeHHI)IX

Venosuss Tpebyemast OKyMEHTAIHS Bun npouenypsl
MpenapaToB, BXOASAIMIHNX B IEpEeUCHb
JIEKapCTBEHHBIX IPENapaToB, MOAJIEKAIINX
JIOTIOJTHUTEIbHOMY MOHUTOPHHTY

1 1,2 IB

YV ¢ 1 o B H 4
1. JlekapCTBEHHBIN TIpenapaT BKITIOYCH WA MCKITFOUCH U3 TIEPEYHS JICKAPCTBEHHBIX MPEapaToB, MOUICKAIIUX
JIOTIOJTHUTEIIBHOMY MOHHUTOPHHTY (COOTBETCTBEHHO).

J oKy MeHT auuw s

1. IIpunoxkeHHOE K COMPOBOJIUTEIHLHOMY MUCHMY 3asiBIICHUS O BHECEHHHM HW3MEHEHUU: CChLJIKAa Ha MepeyeHb
JIeKapCTBEHHBIX npenaparos, MoAJIeXKaluX JNOTIOJIHUTEIbHOMY MOHHUTOPHHTY.
2. IlepecmoTpeHHass WHOpPMAIUS O JIGKAPCTBEHHOM IpemapaTe (OOHOBJICHHAs oOmas XapaKTepUCTHKA
JIEKapCTBEHHOTO TIpeTiapara, HHCTPYKIIHS IT0 MEAUIIMHCKOMY TTPUMEHEHHIO (JINCTOK-BKIIA/IBII)).

JJaHHO€ M3MEHEHHE OXBaThIBAaeT CHUTYalHI0, MPU KOTOPOH
BKJIIOUEHHE WJIM MHCKIIOUEHHE YEepHOro CHMBOJNA WU
MOSICHATENBHBIX YKa3aHUU HE NMPOU3BOJUTCA B paMKax Apyroiu
PETYIATOPHON MpOLEayphl (HampuMmep, Mpoueaypbl PO UICHHS
WJIN U3MEHEHUs, 3aTparuBaronie HH(GopMaIuio o JIeKapCTBEHHOM

IIpumeuanue

npenapare).

B.1. 12 TIpouue u3mMeHeHusl, He ONUCAaHHbIE B
JIPYTHX pa3zeniaX Hactosmero JlomoixHeHus,

VYcnoBuss  TpeOyemast foKyMeHTanus Bun npouenypsl



BKJIIOUAIONINX MOJadyy HCCIEeT0BaHUMN
YIOJIHOMOYEHHOMY oprany (*)

II

€CJIM HKCIEPTU3a YIOJTHOMOUYCHHBIM OPraHOM MOJAHHBIX JaHHBIX
MIPUBOJWT K M3MEHEHHIO O0IIIeii XapaKTEepUCTHKH JICKApCTBEHHOTO

[Ipumeuanne npenapara, MapKHpPOBKH, JAaHHBIM M3MEHEHHEM OXBaTbIBAIOTCS
COOTBETCTBYIOIIME MOMPAaBKH K OOMIeH XapaKTEpUCTHUKE
JIEKapCTBEHHOTO TIpernapara, MapKHpPOBKE.

JlaHHOEe M3MEHEHUE HE MPUMEHSETCS] K U3MEHEHUsIM, KOTOpbIe
NPUHATH B KauecTBE M3MCHEHWH [B Tuma mo yMmMOIYaHHIO B
COOTBETCTBHU C IIOOBIM JPYyTHM pa3geioM HaCTOSIIETO
JlomonHeHusI.

*)

YTBepKIEHBI
TIPUKA30M
MuHucTpa 31paBOOXpaHEHUs
Pecny6iinku Kazaxcran
ot 18 Hos10ps1 2009 roma Ne 736

ITpaBuia mpoBeeHNs SKCOEPTH3HI MEAUIMHCKUX H3IEIHi

Caocka. IIpaBuna - B penakuuu npukaza Munuctpa 3apaBooxpanenusi PK ot
21.03.2020 Ne KP JACM-19/2020 (BBOAMTCS B J€HCTBHE CO JHS €ro MEpPBOTO
0o(HUIIUATIBHOTO OITYOIMKOBAHUS).

I'masa 1. O0Omue mosoxeHus

1. Hactosimue [IpaBuiia mpoBeaeHUs SKCIEPTU3bI METUIIMHCKUX U3JEIUH (1aee -
[IpaBuna) paspaboransl B cooTBeTcTBUU cO cTtaTheid 63 Komexca PecmyOmuku
Kazaxctan ot 18 centabps 2009 roma "O 310poBhE€ Hapojga U CHUCTEME
3napaBooxpanenus” (nanee — Kogaekc), cratbeit 14 3akona Pecnybnuku Kazaxcran ot
15 ampens 2013 roga "O rocynapcTBEHHBIX yciayrax" W ONpENENstOT MHOPSIOK
MPOBEJICHUS SKCIIEPTU3BI METUIIMHCKUX WU3CIIHM.

2. DKcnepTu3a MEJUIMHCKUX U3JEIUN B COOTBETCTBUM C MYHKTOM 2 CTaTbu 63
Konekca mnpoBoauTCsi TrocyaapCTBEHHOM HSKCHEPTHOM opraHuzamueid B cdepe
oOpallleHus] JIEKAPCTBEHHBIX CPEICTB M MEJIUIMHCKUX U3Jenuil (mamee —
roCyJIapCTBEHHAs HKCIEpPTHAs OpraHu3alus) Ha OCHOBAHMHU 3aKIIOYEHHOTO C
3asIBUTEJIEM JIOTOBOPA HA MPOBEJICHUE SKCIIEPTU3BI MEAUITUHCKOTO U3/ICTHSI.

Omnnata CTOUMOCTH AKCHEPTU3BI MEIUIIMHCKOTO M3JENHS OCYIIECTBIISIETCS B
COOTBETCTBUM C TMPEUCKYPAHTOM, YTBEPKJICHHBIM MpUKa30oM MUHHUCTpa
3npaBooxpaHenus PecnyOomuku Kaszaxcran ot 31 aBrycra 2017 roma Ne 671 "OG6
YCTAaHOBJICHUU II€H Ha YCJIyTH, pealn3yemble CYOBEKTOM TOCYyAapCTBEHHOU
MoHomnosuu" (3apeructpupoBaH B PeecTpe rocymnapCTBEHHON perucTpanuu
HOPMAaTHUBHBIX MPaBOBBIX akTOB Pecryonuku Kazaxcran 3a Ne 16002).



3. DkcrepTHu3e MoIekaT MpousBeeHHbIe B Pecmybnuke KaszaxcraH, a Takxe
BBO3MMBbIC HA €€ TEPPUTOPUIO METUIIMHCKUE U3IICITHSL.

4. Jlo moma4m 3asBJICHUS] HA AKCIEPTU3Y MEAULIMHCKOTO M3 3asBUTEIb 110
COOCTBEHHOW WMHMIIMATHUBE IMOJYyYaeT B FOCYJAApPCTBEHHOM AKCIEPTHON OpraHu3aiuu
HAy4YHYI0 M MPEAPETHUCTPAMOHHYI0O KOHCYJIbTAIIMI0O HAa JOTOBOPHOM OCHOBE IO
BOIIPOCaM, CBSI3aHHBIM C MPOBEJICHUEM IKCIIEPTU3BI MEAUITUHCKOTO U3ICTIUS

5. lng mpoBeneHust SKCIepTU3bl MEAUIIMHCKOTO U3AEIUs, MPUMEHIEMOro B
cimy>k0e KpOBH TOCyAapCTBEHHAs DKCIIEPTHAsI OpraHU3aIus MPUBIICKAET CIICIIMAICTOB
U3 NpOoPUIBHBIX OpraHU3aluii, OCYIIECTBISIONIUX ACATEIbHOCTh B cepe Ciry:KObI
KpPOBH.

6. B nactosux [IpaBunax UCIoyib3yIOTCs CIEAYIOIINE TEPMUHBI U ONPEIEICHUS:

1) MEIUIIMHCKWE U3ACIHS JJIS JUArHOCTHUKHU in Vvitro — J100ble HHCTPYMEHTHI,
arnmapaTtbl, TpUOOpHI, 00OpyJ0BaHWE, MaTepUalibl, pPEareHThl, KaauOpaTopshl,
KOHTPOJBHBIE MaTepUAIIbl U MPOUYUE U3MCIIUS, TPUMEHSIEMbIE B MEIUITUHCKUX IIEISAX
OT/JCIBHO WJIM B COUCTAHUU MEXIY COOOM, a TakKe BMECTE C NMPHUHAJICKHOCTIMU,
HEOOXOJUMBIMU 11 MPUMEHEHUs YKa3aHHBIX W3ACIUN MO0 Ha3HAYCHUIO, BKIIIOYas
CrienMajabHOe TMPOrpaMMHOE oOecredeHrne, W NpeaHa3HaYCHHBIC MPOU3BOIUTEIICM
MEIUIIUHCKOTO M3JeNus IJS MPUMEHEHUs IMPU MCCIEJOBAHUAX Invitro oOpas3iioB
OMOJIOTHYECKUX MaTEepHUAJIOB YeJIOBEKA JUISA MOJYYSeHHS MH(POpMAIMd OTHOCHTEIHHO
(U3UOTOTUYECKOTO WM TATOJOTHYECKOTO COCTOSHHS, BPOXKJICHHOW MaTOJIOTHH,
IPEAPACTIOIIOKEHHOCTH K ONMPEACICHHOMY KIMHUYECKOMY COCTOSIHUIO WJIM OOJIE3HH,
COBMECTHUMOCTH TKaHEH C MOTEHIIMAIBLHBIM PEIUITUEHTOM, IPOTHO3UPOBAHMS PEAKIIHMI
Ha TepareBTHUYECKHUE BO3JCHCTBHs, BHIOOpA TEpPANEBTUYECKUX CPEICTB U (WIIM)
KOHTPOJIS JICUCHUS,

2) HaMMEHOBaHHE MEIMUIIMHCKOTO H3JACIHUS — CIOBECHOE 0003HAaYCHHE
MEJIUIIMHCKOTO H3JACNHS, ONMPEACNAIoNniee MOACTb, PA3HOBUIHOCTh, MOIU(PHUKAIIIO,
THII;

3) KOMIUIEKTYIOIIEEe K MEAUIUHCKUM HU3AEIUAM — U3JEIue, HE SBISIONIEeCs
MEIUIIMHCKUM HM3JIeJIUEM WU MPUHAICKHOCTBIO K HUM, B TOM YHCJEe OJOKH, YacTH,
AJIEMEHTHI U3JIeIIUsl, MaTepHUalibl, 3allaCHbIE YacTH, IPeAHA3HAUYCHHbBIE POU3BOAUTEIEM
JUISl IPUMEHEHHUS B KQUECTBE COCTABJISAIONICH YaCcTH WM HEOTHEMJIEMOT'0 KOMIIOHCHTA
MEIMUIIMHCKOTO M3JIeJIUsl B COOTBETCTBUM C JKCIUTyaTallMOHHBIM JTOKYMEHTOM U
CEepPBUCHOM JIOKYMEHTAIIMEN MPOU3BOIUTENS MEIUITUHCKOTO U3/IEIIHUS;

4) Habop (KOMIUIEKT) MEAUIIMHCKUX H3EIUN - COBOKYIMHOCTh MEIUIIMHCKUX
U3JeNIUM, WUMEIIUX €IWHOEC Ha3HAYeHHE W MApKHUPOBKY, C yKa3aHHMEM NEpeyHs
yKa3aHHBIX MEIUIIMHCKUX U3JICTTUH.

5) NpUHAMJIEKHOCTh K MEAULIMHCKUM U3ACIUSAM — U3JICNINE, HE SBISIONIECECS
MEIUIIMHCKUM H3JeJIMeM, MpeJIHa3HAaYEeHHOE IPOU3BOJIUTENIEM JJIT COBMECTHOTO



OPUMEHEHHSI C OJHUM WM HECKOJbKUMHU MEAULUHUHCKUMH HW3ICIUSIMU IS
UCIIOJIb30BaHUS B COOTBETCTBUM C UX HA3HAYEHUEM;

6) 6e30MacHOCTb MEAUIIMHCKOTO U3/IEIHs — OTCYTCTBHE HEJOMYCTUMOI'O PUCKa MPU
UCIOJIb30BAHUN MEIUIIMHCKOTO U3/EJINs, CBSI3aHHOTO ¢ MPUUYUHEHUEM Bpella KU3HHU,
3I0POBBIO YEJIOBEKA, a TAKIKE OKPYKAIOIIEN Cpene;

7) 3akitoueHue o 0e30MacCHOCTH, KauecTBe U 3()(PEKTUBHOCTU MEIULIUHCKOTO
U3enuss — JOKYMEHT, COAEpXKalluid pe3yJIbTaThl 3KCIEPTU3bl 3asBICHHBIX
MEIUIMHCKNUX U3/CITNM;

8) pacxoJHbI MaTepuan K MEAUIUMHCKUM W3ACIHIM — U3JEIUs U MaTepHalbl,
pacxoayemble MpPH HCIOJB30BAHUM MEIULMHCKMX HW3AEIUN, oOecreduBaroninue
IPOBEJEHUE MAHUMNYJSUUA B COOTBETCTBMM C (PYHKIHMOHAJIbHBIM Ha3HaAYeHUEM
MEIULUHCKOIO U3/1EINs;

9) mpousBoAUTENb MEIULIMHCKOTO U3JENUs — CyObeKT B cepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB U MEIULIMHCKUX U3JEJIHNI, OTBETCTBEHHBIN 3a pa3paboOTKy U
U3TOTOBJIECHUE MEJUIMHCKOIO HW3JENIUs, JEJAKMHUI €ero JOCTYHNHBIM JJIs
UCIIOJIb30BAaHMUS OT CBOEr0 MMEHHM HE3aBUCHMO OT TOro, pa3paboTaHo U (WiM)
U3FOTOBJIEHO 3TUM JIMIIOM WJIHM OT €ro UMEHM JIPYTHM JMLIOM (JIMLIamu), U HECYIIU
OTBETCTBEHHOCTb 3a €ro 0€301acHOCTb, KaueCTBO U 3 (HEKTUBHOCTH;

10) kauecTBO MEAMIIMHCKOTO M3JEIUS — CTENEHb COOTBETCTBUS COBOKYITHOCTHU
CBOMCTB M XapaKTEPUCTUK MEIULIMHCKOIO M3IENHS LEISIM €ro NpeIHa3HAa4YeHHOTO
UCIIOJIb30BAHUS;

11) HOpMaTUBHBIN JOKYMEHT MO KAa4eCTBY MEIULMHCKOrO M3Jenus (lnaiee —
HOPMATHUBHBIA JOKYMEHT) — JOKYMEHTbl (MEXIYHApOJHbIE, PErHOHAJIbHbIE),
HAllMOHAJIbHBIE CTAaHAAPTHI, CTAHAAPTHl OPTaHU3ALNH, YCTaHABIUBAKOIIME KOMIUIEKC
TpeOOBaHMI K KaueCTBY, 0€30MaCHOCTH, TPAHCIIOPTUPOBKE U XPAHEHUIO METULIMHCKUX
U3JICINUH, a TaKKe K METOMKAM MCIBITaHUM;

12) 3¢ PekTUBHOCT, MEAULUMHCKOTO M3JENUsl — COBOKYIMHOCTh CBOMCTB H
XapaKTEePUCTUK MEIUIIMHCKOTO H3JeNrs, 00eCHeunBarouIuX TOCTIDKCHHE Ienel
IpeAHa3HA4YCHUs, YCTAHOBJIEHHBIX IPOU3BOAMUTENEM MEAULUHCKOTO W3JIEIUs U
NOJATBEPKIACHHBIX IPAKTUKON €r0 UCIIOJIb30BAHUS;

13) DkcnepTHBI COBET TOCYAapCTBEHHOM SKCIIEPTHOM opranuzanuu (gaiee —
DKCIEpPTHBI COBET) — KOJUIErHMalbHBIM OpraH, cO3JaBaeMblii B IOCyJapCTBEHHOM
SKCHEPTHOM OPraHU3alMHU [0 PACCMOTPEHUIO CIIOPHBIX BOIIPOCOB B PE3yJIbTaTax
AKCIEPTU3bl, OCHOBAHMHN (IPUYMH) BBIJAYM OTPULATENBHBIX 3aKIIOYEHUH O
0€30MacHOCTH, KauecTBe U PPEKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB MEAUIIMHCKUX
U3JIEJIUI U IPUHATHIO OKOHYATEIbHOIO PEILEHUS;

14) Monmens - caMoOCTOSTENIbHAs €JWHUIA MEIULMHCKOrO W3/enus,
UACHTU(QUIMPOBAHHASL MPOU3BOJAUTEIEM MEIULMUHCKOTO H3JEIUs OIpeaeIeHHbIM
OYKBEHHBIM, HU(PPOBBIM WK OyKBEHHO-UU(PPOBBIM 0003HAYEHUEM;



15) momudukanus METUIIUHCKOTO U3JIENTUS — PA3HOBUIHOCTH MEIUIIMHCKOTO
U3JIeNusl, UMerolas o0IIKre ¢ OCHOBHBIM MEIUIIMHCKUM M3JIeJIUeM KOHCTPYKTHUBHEIE,
TEXHOJIOTHYECKHE MPU3HAKU, pa3paboTaHHbIE HAa 0a3e OCHOBHOTO U3JIETUS C IICJIBIO
€ro yCOBEpIIEHCTBOBAHUS, paCIUpPEHUs (PYHKIIMOHAIILHOTO HA3HAYCHUS, TPUMEHEHUS
au00 creluaiIn3aiuu TPUMEHEHHS B METUIIMHCKHUX LIEIIAX;

16) npou3BoACTBEHHAs TUIOMIAJKA — TEPPUTOPHUATHLHO 000COOICHHBIA KOMILIIEKC
MPOU3BOAUTENS] MEIUIIMHCKUX W3ACIUHN, MpeIHa3HAUYCHHBIM JJIs1 BHIMOJHEHUS BCETO
npoiiecca NPOU3BOICTBA MEAUIIMHCKUX U3JIETIUN WU €r0 ONMPEAECICHHBIX CTaINl;

17) ynomHOMOUYEHHBIN MPENCTaBUTENh MPOU3BOIUTEINSI — HOPUIAUECKOE WU
du3nueckoe N0, 3aperuCTPUPOBAHHOE B KA4YeCTBE WHAUBHUAYaTbHOTO
npeAnpuHUMaTeNs, sBiswomeecss pesuaeHTom Pecnybnuku — Kazaxcraw,
YIIOJHOMOYEHHbBIE JOBEPEHHOCTHIO MPOU3ZBOJUTENSI MEIUIMHCKOTO U3Aeus
IPEACTABIATh €r0 MHTEPECHl MO BOMPOCAM OOpallleHUss MEIULIUHCKOTO H3Jeius Ha
tepputopun PecnyOnuku KazaxctaH B COOTBETCTBUM C JACUCTBYIOIIUM
3aKoHOJaTeNbCTBOM PecnyOnuku Kazaxctan B 0071acTH 3/JpaBOOXpaHEHHUS;

18) 3asBUTENH — MPOU3ZBOJAUTENHL (M3TOTOBUTEINb) WM UX MPEICTaBUTENb,
YIOJTHOMOYEHHOE I0J]aBaTh 3asBJICHUE, JTOKYMEHThI U MaTepuaiabl Ha MPOBEICHUE
AKCHEPTU3Bl METUIIMHCKOTO U3CIUS JJIS PErUCTpalliu, epeperucTpauy, BHECCHUs
U3MEHEHUN B PETUCTPALIUOHHOE J10ChE;

19) TunopasmepHslid psia — pAl U3AEIUN U3 OJJHOPOJHOTO MaTepHuaia, ¢ eIMHON
KOHCTPYKIIHUEH, OOIIUM TEXHOJOTHYECKUM MPOIECCOM, OOmMUM (DYHKITMOHATHHBIM
Ha3HAYEHUEM, OTJIMYAIOLIMXCS pa3MepamMu, JUaMeTpaMu, TIIyOuHOM, BECOM, 00bEMOM,
BETOM U (pOpPMON;

20) perucTpallMOHHOE JI0OCh€ — KOMIUIEKT JOKYMEHTOB M MaTepHalioB
YCTaHOBJICHHOTO COJEpXaHUs, MPEIACTABISAEMBbIM K 3asBICHUI0O HAa DKCIEPTU3Y
MEUIUHCKOTO U3ENHS;

21) BHeceHHE U3MEHEHUM B PETUCTPAIMOHHOE JOChE€ — U3MEHEHUS, BHOCUMBIC
3asiBUTEJIEM B PETUCTPAIIMOHHOE JI0OChE B TEUEHHUE JICMCTBUSL PETUCTPALMOHHOIO
yAOCTOBEPEHUS, HE BIMSIOIMIME Ha 0€30MaCHOCTb, KayeCcTBO U 3(PPEKTUBHOCTH
MEJIUIIMHCKOTO U3JIeNUs U MOJIIekKAI[Me SKCIEPTU3E B COOTBETCTBUU C HACTOSAIIUMU
[IpaBunamu;

I'nasa 2. ITopAmoK mpeoCTaBIeHHA PETUCTPAIIMOHHOTO JOCKE JIIS IIPOBEICHHS
SKCIEPTH3EI MEIUIIMHCKOTO H3EIHS

7. Jlns mpoBeneHUs] SKCIEPTU3bl MEAULIMHCKOTO H3JCNIHUS U MOTyYEHUS
rocyapcTBeHHOM yciayru "Bwimaua 3akirodeHus o 0O€30MacHOCTH, KadyecTBE HU
3 PEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB W MEIUIMHCKUX wu3aenui" (mamee —
rocyJlapCTBEHHAasl ycCiyra) 3asBUTENb MpenoctasisieT B LleHTp oOcayxuBaHus



3asiBUTEJICH roCcyapCTBEHHOM dKcIepTHOM opranu3amnuu (gaisee — [1O03) cnenyromue
JOKYMEHTBI:

1) 3asBieHHME HA NPOBEIECHUE SKCHEPTU3bl MEIULIUHCKOTO H3IEIHS Ha
AJEKTPOHHOM U OyMaXHOM HOCHUTENSAX MO (OopMe COINIacHO MpuiiokKeHUuo 1 K
HacrosmuM [IpaBunawm;

2) perucTpalMoHHOE JO0Che, COJIepXkallee IMepeueHb JOKYMEHTOB
PErUCTPALIMOHHOTO JA0ChE ISl SKCHEPTU3bl METULMHCKOTO HU3/ENIis Ha 3JIEKTPOHHOM
HOCHUTEJE COTJIAaCHO MPUJIOKEHHIO 2 K HacToAmuM [IpaBunam;

3) cBeneHus, MOATBEPKIAIOIINE OIIIATY 3asBUTEIEM CYMMBI JUIsl IPOBEACHUS
3KCIIEPTU3bI HA PACUETHBIN CUET TOCYIAPCTBEHHOU SKCIEPTHOM OPTaHU3ALINH.

4) 00pa3ipl MEIUIIMHCKOTO U3JeNus (32 UCKIIOYEHUEM MEIUIMHCKUX U3ACNIN,
ABJISIIOIINXCS anmapataMu, MNpudopaMu, 00OpYIOBaHHEM, C KOMIUIEKTYIOIIUMH,
NPUHAIICKHOCTSIMHU, PACXOJAHBIM MaTE€pPUaAIOM), CTaHAAPTHBIE 00pa3lbl XUMHUYECKUX
BEILECTB, TECT-IUTAMMOB MHKPOOPIaHU3MOB, KYJIbTYp KIETOK, CHeUU(DPHUUYECKUX
pEareHToB, PaCXOJHBIX MAaTEPHAIOB, HEOOXOAUMBIX JJISI BOCIIPOU3BOJUMOCTH METOIUK
1a00paTOPHBIX UCTIBITAHUN MEIULIUHCKOTO U3JIEIUs B KOJIMYECTBAX, JOCTATOYHBIX JJIS
TPEXKPATHBIX UCIBITAHUI C OCTATOYHBIM CPOKOM T'OJHOCTH HE MEHEE IIECTU MECSILIEB
C COOJIOJIEHUEM YCIIOBUN XpaHEHUS U TPAaHCIOPTUPOBKU;

8. Ilpu ogHOBpEeMEHHON Mojauye Ha HKCIEPTU3Y HECKOJbKUX MOIU(UKAIUN
MEIULIMHCKOTO M3AENUS, OTHOCAIIUXCS K OJHOMY BUIY MEIULMHCKOTO U3JAEIHS U
OJIHOMY KJIacCy NOTEHUUAIBbHOIO pHUCKAa MPUMEHEHHUs, W3TOTOBJICHHBIX OJHHUM
IPOU3BOIUTENIEM, OTINYAIOIIUXCS IPYT OT APYra U3MEHEHHUSIMU KOMIUIEKTAlMU U (WIIH
) TEXHUYECKHUX NapaMETPOB, HE BIUSAIOIIUMH HA MPUHLHUI Pa00ThI U (PyHKIMOHAIBHOE
Ha3HA4YEHUeE, 3asIBUTEIb MPEIOCTaBIsIeT | 3asBlieHUE U 1 perucTpaimoHHoe aAoche. B
Clydae €cClIM TMpeICTaBICHHbIE MOIU(PUKAIUU OTHOCATCS K Pa3HbIM Kiaccam
NOTEHLUAJIBLHOTO PUCKAa MPUMEHEHMSI Ha KaXAYyI0 MOAU(DHUKAIUIO MPEIOCTABISIETCS
OTJIEJIbHOE PErUCTPALIMOHHOE JIOCKE.

9. IlepedyeHb OCHOBHBIX TPeOOBAaHUU K OKA3aHHUIO TOCYIAapCTBEHHOW YCIyTH,
BKJIFOUAIONINI XapaKTepUCTUKH Tpoliecca, popmy, coaepkaHue U pe3ysibTaT OKa3aHus
, @ TAK)KE€ MHBIE CBEJICHUS C YYETOM OCOOEHHOCTEN MPEOCTABICHHS TOCY 1apCTBEHHON
ycayru npuBefieH B CTaHIapTe rocylapCTBEHHOW yciayrdu "Bblnada 3akiro4eHus O
0e30macHOCTH, KayecTBe U 3(P(HEKTUBHOCTHU JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
u3Ienuii" coryiacHO NMpuioKeHuto 3 k HacTosimuM [IpaBunam (nanee — Ctanaapr).

10. Crennanuct 1{O3 nocne npuema JOKyMEHTOB, IPENYCMOTPEHHBIX ITYHKTOM 7
HacTosuux IIpaBun B TeueHne ogHOro padbovyero AHs:

1) oCymIecTBIISIET pEruCTpaluio 3asdBi€HUS B MH(GOPMALIMOHHON CcUCTEMe
roCyIapCTBEHHON KCIEPTHOM opraHu3anuu (J1ainee — MHQpOpMaMoHHas CHCTEMa);

2) OCYWIECTBISET 3arpy3Ky dJIEKTPOHHOIO PETUCTPALHUOHHOTO [10ChE B
UH(OPMALIMOHHYIO CUCTEMY;



3) mpoBepsieT OCTATOYHBIN CPOK TOAHOCTH OOpPa3I0B MEAUIIMHCKOTO W3JEus,
CTaHJApPTHBIX 00pPa3OB XMMHUYECKUX BEUIECTB, TECT-IITAMMOB MHUKpPOOPTaHU3MOB,
KYJBTYp KJIETOK, CHEIIU(PUUIECKUX PEareéHTOB, paCXOAHBIX MAaTEpUAIOB, HEOOXOUMBIX
JUISL BOCIIPOU3BOAMMOCTH METOJUK JIAOOPATOPHBIX HCHIBITAHUN MEIUIIMHCKOTO
U3JIENMS U BHOCHUT JaHHbBIE B HHPOPMAIIMOHHYIO CHCTEMY.

[ToaTBepKAECHUEM MPUHSATHUS 3asBJICHUS SIBISETCS OTMETKA HAa €ro KOMUU O
peructpauuu B [1O3 ¢ ykazaHueM gaTel U BpEMEHU ITPUEMA ITAKETA JOKYMEHTOB.

CBeneHust 0 TOKyMEHTE, YJIOCTOBEPAIOUIEM JIMYHOCTh, O FOCYAapCTBEHHOM
peructpanuu (MEpPEpPerucTpanuu) HOPUIUYECKOTO JIMIA, CBUIETENbCTBA O
rOCyJapCTBEHHOW pErucTpaluu 3asiBUTENS B KA4eCTBE MHIAMBUIYAIBHOI'O
IpeanpuHUMATENS, COJEPKALIMEC B TOCYJaPCTBEHHBIX MH(DOPMAIIMOHHBIX CUCTEMAaX,
rOCyJapCTBEHHAs DJKCHEPTHAs OpraHU3alus M[OJIy4aeT W3 COOTBETCTBYIOIIUX
rocy/1apCTBEHHbIX HWH()POPMAIMOHHBIX CHCTEM uepe3 MII3 '"3JIEeKTPOHHOTO
IIPaBUTENIBCTBA" .

11. B caydasx He cOONIOEHUS YCJIOBUU, MPEIYCMOTPEHHBIX MYHKTOM 7
Hacrosamux IIpasun ciennanuct 1{O3 oTka3bIBaeT B IpueMe 3asBJICHMUS.

12. T'ocynapcTBeHHas SKCIEpTHAsE OpraHu3alys 00ecreyuBaeT BHECEHUE JaHHBIX O
CTaJUM OKa3aHUsl TOCYJAapCTBEHHOM YyCAyru B HH(OOPMAIMOHHYIO CHCTEMY
MOHHUTOPHMHIA OKAa3aHWs T'OCYNAPCTBEHHBIX YCIyr B COOTBETCTBUU ¢ I[IpaBmiamu
BHECEHHS JaHHBIX B HWH(POPMALMOHHYIO CHUCTEMY MOHUTOPUHIa OKazaHUs
FOCyJapCTBEHHBIX YCIyr O CTaJAuM OKa3aHusg TOCYAAapCTBEHHOW YCIyTH,
YTBEPKJACHHBIMH TMPUKA30M HU.0. MUHHUCTpa TpaHCIOpTa U KOMMYHHKAIUM
Pecnybnuku Kazaxcran ot 14 utons 2013 roga Ne 452 (3apeructpupoBan B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MMPAaBOBBIX akTOB 3a Ne8555).

I'naBa 3. Ilopamok mpoBeAeHNA SKCOEPTH3HI MEAUIMHCKOTO H3AEIHA

IMTaparpa¢ 1. Jramsl mpoBeACHNS YKCIEPTH3H MEAUIMHCKOTO H3AEIHAA

13. Dkcneprr3a MEAUIIMHCKOTO U3AENIHS COCTOUT U3 CIEAYIOIINX 3TAIOB:
1) HayasibHast dKCHIEpTHU3a (BAIMIALUS PETUCTPALIMOHHOTO 10ChHE);
2) creruain3upoBaHHas HKCIIEPTHU3a;

3) naGopaTopHbIe UCMBITAHUS MEIUIIMHCKOTO HU3JENHs (32 UCKIIOYCHHEM
MEIUIMHCKUX U3JIeTUH, SIBISIOIIMXCS anmnapaTraMmu, NpudopaMu Wik 000py10BaHUEM C
KOMIUICKTYIOIIMMH, PUHAIIICKHOCTIMHU, PACXOAHBIM MaTEPUAIIOM);

14. DkcnepTusa MpOBOAUTCS C UCIOJIb30BaHUEM HMH(OPMALIMOHHOW CUCTEMBbI
rOCyJAapCTBEHHOW AKCIIEPTHOM OpraHu3alii, UHTETPUPOBAHHON C enuHOoil 0a3oii
nanHeix "Cuctema ymnpaBlieHus JeKapcTBeHHoro oobecnedenus" Enunoi
UH(OPMAIIMOHHON CUCTEMOM 3paBOOXPAHEHHUS.



3asBUTENb MOJy4aeT HHPOPMALMIO O MOPSAJIKE U CTAaTyce OKa3aHHs
rOCYJIApCTBEHHOW YCIYIM B PEXUME YIAJEHHOIO JOCTYIA MOCPEACTBOM 'JITHUYHOTO
kaOuHeTa" HHPOPMAIIMOHHOMN CUCTEMBI TOCYapCTBEHHOM SKCTIEPTHON OpraHU3allvu.

IMaparpad 2. ITopsaok npoBeaeHNA HA9AIbHON SKCIIEPTH3H (BAIMAAIIH
PETHCTPAIMOHHOTO J0ChE) MEIUITMHCKOTO W3ISIIH

15. ITocne peructpannu 3asBICHUS SKCIIEPTOM IPOBOAUTCS HayadbHAsl SKCIIEPTHU3a
(Bamumamus pEruCTPAllUOHHOTO JI0ChE) MEIUIIMHCKOTO W3JENHsI B CPOKH,
IPEAYCMOTPEHHBIE I1aBoi 6 HacTtosmumx [IpaBur.

16. Ilpu HavyanpHOUW 3KcHepTU3E (BAIUIALMU PETUCTPALMOHHOTO JOCHE)
MEIULIHUHCKOIO HW3JAENus MPOBOAUTCSA OLEHKA TIOJHOTHI, KOMIUJIEKTHOCTH U
COOTBETCTBUSL JOKYMEHTOB PErMCTPALMOHHOIO JOChE TPEOOBAHUSAM JEHCTBYIOIIETO
3aKOHOJIATENBCTBA, MPEICTABICHHBIX 3asBUTEIEM B PETHUCTPALMOHHOM JOCHE B
OTHOUIEHUU J10Ka3aTEIbCTB 0€30MaCHOCTH, KaueCcTBA U 3()PEKTUBHOCTU METULUHCKOIO
U3JIeNUsl, a TaKXKe MPOBEPKH 00pa3loB MEIUIMHCKOTO H3ACNHS U CTaHJAPTHBIX
00pa3LoB AJisi TPOBEACHUS Ja0OPATOPHBIX UCIBITAHUN HAa COOTBETCTBUE YCIIOBHSM,
IPEeaBbABIIEMBIM K 00pa3iiaMm MEAUITMHCKOTO U3ACNUS 7Sl TJaO0PaTOPHBIX UCTIBITAHUN
COTJIACHO MPUJIOKEHUIO 4 K HacTtoAmuM [IpaBunam.

17. B cny4yae Hanuuusl 3aME€UaHU B PETUCTPALMOHHOM JOCHE 3asiBUTEIIIO
OCPEJACTBOM HH(POPMAIMOHHON CHUCTEMbl HAMpaBISETCS MHUCHbMO, 3aBEPEHHOE
AJEKTPOHHO-IIU(PPOBON MOAMUCHIO, C YKa3aHUEM BBIABICHHBIX 3aMEYaHUl W
HEOOXOJIUMOCTH HMX YCTPAaHEHHUS B IOJHOM O0BbEME B CpPOK, HE MPEBBIIIAIONINN
HIECTHACCAT KAJICHIAPHBIX JHEH.

18. IIpu He ycTpaHEeHHH 3aMEYaHUI U HETPECTABICHUU OTBETA B YCTAHOBJICHHBIE
CPOKH, MOpEeayCMOTpeHHble NyHKTOM 17 Hactosmmux [IpaBun, rocyaapcTBeHHas
AKCIEpPTHAsl OpraHu3alusl HAIpaBIISIET 3asBUTEII0 YBEJOMJEHUE (B MPOU3BOJIBHOM
¢dbopmMe) 0 peKpaleHUu IKCIEPTU3bI MEAULIMHCKOTO U3/IENHSL.

19. Ilo pe3ynbpTaram Ha4YaJIbHOM KCMIEPTHU3bI (BalUallMU PETUCTPAIMOHHOTO
JI0OChE) COCTABIIACTCS OTYET HAYAIbHOW AKCHEPTHU3bI (BAIMIALUUA PETUCTPALIMOHHOTO
OChE) MEIMUIMHCKOTO W3AENUs, MNPEACTABICHHBIX Ha 3KCIEPTHU3Y COIJIACHO
NPUIIOKEHUI0 5 K HactoAmuM I[lpaBuiaM WM OTYET HAyalbHOM JKCHEPTHU3BI (
BAJIUJIAIIMU PETUCTPAIMOHHOIO JI0Ch€) U3MEHEHUN, BHOCUMBIX B PETUCTPAIIMOHHOE
JOChE MEIULIMHCKOTO U3ENIHS COTJIACHO MPUIIOKEHHIO 6 K HacToamuM [IpaBunam.

ITaparpa¢ 3. ITopsnok mpoBeAeHNA CHEMHAIM3UPOBAHHON YKCIEPTH3HI
MEIUIUHCKOTO H3IeIHs



20. B ciydae moioXKUTEILHOTO OTYETa HAavyaJIbHOW KCHEPTHU3bl (BaauIaIluu
PEeTUCTPAIIMOHHOTO JIOChE) MPOBOJAUTCS CIHEIUATU3UPOBAHHASI HKCIIEpTHU3A
MEJUIIMHCKOTO U3ENHS B CPOKH, IIPEAYCMOTPEHHbIE I1aBoi 6 HacTosimux [IpaBu.

21. Cnenunanu3upoBaHHas KCIIEPTH3a MPOBOJUTCS MyTEM U3YyUYCHUS JIOKYMEHTOB
PETHCTPAIIMOHHOTO JTIOChE Ha MPeaMEeT X 0€30MacCHOCTH, KadecTBa U d()PEKTUBHOCTH
U BKJIIOYAET:

1) olleHKY COOTBETCTBHUSI YKa3aHHOI'O 3asiBUTENIEM KJlacca MOTEHIIUAIBHOTO PUCKA
IPUMEHEHUSI MEAUIIMHCKOTO U3/ENHs B COOTBETCTBUU ¢ [IpaBunamu kiaccudukanmm
MEIUIIUHCKUX HU3JeIU B 3aBUCUMOCTH OT CTENEHU IMOTEHIHAILHOTO pHUCKA
NPUMEHEHUS, YTBEPKIECHHBIMU MpUKa3oM MuHUCTpa 37paBooxpaneHus: Pecryomuku
Kazaxctan ot 24 nosi6ps 2009 roma Ne 764 (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMaTUBHBIX MPABOBBIX aKTOB 1o Ne 5936);

2) OLEHKY NPaBUIBHOCTU OIpEeiICHUs HOMEHKJIATypPHOW MPUHAIJICKHOCTU
MEJIUIIMHCKOTO u3/enusi B cooTBeTcTBUU ¢ [IpaBunmamu GpopmupoBaHus U BEICHUS
HOMEHKJIATYpbl, YTBEPXKICHHBIMH MpPHKa30oM MUHHUCTpPA 3/IPaBOOXPAHEHUS
Pecny6nuku Kaszaxcran ot 16 mast 2019 roga Ne KP JICM-78 (3apeructpupoBaH B
Peectpe rocynapcTBeHHON perucTpaluu HOpMaTUBHBIX MTPABOBBIX akTOB moa Ne 18703
);

3) oleHKY COOTBETCTBUSA MOaU(DUKAIUi (BapUAaHTOB UCIIOTHEHUS ) MEIUITTHCKOTO
uznienus (Mpyu HAJIMYWU), BKIIOYAEMBIX B OJJHO PETHCTPALIMOHHOE YAOCTOBEPEHUE C
TpeboBaHUAMM HacTosux [IpaBu;

4) aHanM3 TaHHBIX O Pa3pabOTKE U MPOU3BOACTBE MEAUIIMHCKOTO U3IENHUs (CXEMbI
MPOIIECCOB MPOU3BOJCTBA, OCHOBHBIX CTAJUN MPOU3BOACTBA, YIIAKOBKH, UCTIBITAHUN U
IPOLIEAYPHI BBIITYCKa KOHEUHOTO MPOIYKTa);

5) ananu3 OMONOTHMYECKON O€30MacHOCTH MEAUIIMHCKOIO HM3/ICIHsS Ha OCHOBE
aHaJIlN3a BCEX MAaTEPUaJOB >KUBOTHOTO WJIM YEJIOBEYECKOr0 IPOUCXOKICHUS,
BXOJSIIUX B MEIUIIMHCKOE U3JEIHE, a TaKKe WHPOpMAIUU O TT000pe UCTOYHUKOB (
JIOHOPOB), OTOOpE Marepuala, MPOIECCUHIe, XpPaHEHWH, TECTUPOBAHHH, a TaKKE
oOpauieHuss ¢ TKaHSIMH, KJIETKaMH, CyOCTaHIIMSIMH >KMBOTHOTO WJIM YEJIOBEYECKOTO
MPOUCXOKIEHHUS, KYJIbTYpaMU MUKPOOPTaHU3MOB U BUPYCOB;

6) aHaJIU3 OTYETa KIMHUYECKUX MCIBITAHUHN, ONBITA IPUMEHEHUS B KIIMHUYECKOU
NpaKTUKE MEAUIMHCKOrO U3Jeius kiacca 20 (C MOBBIIIEHHOW CTENEHbIO PUCKA),
Kj1acca 3 (C BBICOKOM CTENEHbIO PUCKA), MEAUIIMHCKOTO U3AEIuUA, MpeaHA3HAUYCHHBIX
st 3a0opa, XpaHEHHUs, TMEepeIuBaHUi KpPOBM M €€ KOMIIOHEHTOB,
KITMHUKO-1a00paTOPHBIX UCTIBITAHUNA MEAUIIMHCKOTO M3CNUS AJIA in Vitro (MH BUTPO)
JMAarHOCTUKH HE3aBUCHUMO OT KJIacca PUCKa;

7) aHanu3 3asBJICHHON B PErUCTPAllMOHHOM JOChE CTAOMILHOCTU MEAUIIUHCKOTO
u3nenus U (WIiM) JEKapCTBEHHOI'O CPEJICTBA, BXOJMSIIETO B COCTaB MEIUIIMHCKOTO
u3jgenus, CTaOWIBHOCTH PEAareHTOB U PACXOJHOTO MaTepuana BXOIAIIUX B



KOMIUICKTAIMI0 MEIUIMHCKUX W3ACIUN aig in vitro (MH BHUTPO) JAHUArHOCTUKH
3aKpBITOrO THUIIA;

8) AKCIepTU3y COOTBETCTBUS ITOKa3aTeel 0€30IMacCHOCTH M KaueCTBa, YKa3aHHBIX B
HOPMATHBHOM JIOKYMEHTE TMPOU3BOJUTENSA, CTaHAapTaM (HAIlMOHAJbHBIM,
pPETHOHATBHBIM, MEXIYHAPOIHBIM);

9) uzyueHue BaJIUAHOCTU MIPOTPAMMHOT0 00eCIieYeHusI HA OCHOBE aHAJIM3a JIaHHbBIX
0 ero BepuduKaluu, B TOM 4ucie nHpopMalum o ero pa3paboTKke U TECTUPOBAHUU Ha
NPEANPUATAN U TIPU MYJIBTUIIEHTPOBBIX UCCIEAOBAHMSIX, IAHHBIX 00 WACHTU(DUKAIIUU
U MapKUPOBKE ONEPAIMOHHON CUCTEMBI;

10) ananu3 mpoueaypbl 1 METOJOB CTEPHIM3AIIMU MEIUIIMHCKOTO HU3IENus,
MaTepHuaioB, 0OOCHOBBIBAIOIIMX CIIOCOO CTEPWIM3AIMU, IMPEAJiaraéMbIX METOJI0B
KOHTPOJISI KayeCcTBa M OINPEACJICHUS] OCTATKOB CTEPUIM3YIOLIETO BEIIECTBA MpHU
NPUMEHEHUU XUMHUYECKOTO CTI0c00a CTepUIIN3allnu;

11) ananu3 6e3omacHocT ¥ 3(HPEKTUBHOCTHU JEKAPCTBEHHOI'O CPEJICTBA B COCTABE
MEIUITMHCKOTO U3/IeIHs, €ro BIUSHUS Ha PYHKIIMOHAIIBHOCTh MEUIIMHCKOTO U3/,
COBMECTUMOCTH JIEKAPCTBEHHOI'O CpPEJACTBa C MEAUIMHCKUM u3aenueM (3a
UCKITIOUEHUEM METUITMHCKOTO U3/IeIUS JUIsl IUarHOCTHKY 1n Vitro (MH BUTPO);

12) aHanu3 COOTBETCTBUS TEKCTa MPOEKTAa MHCTPYKUIHMHU MO MEIULIMHCKOMY
OPUMEHEHUIO  MEAUIMHCKOTO  HU3JAENHs OPUTMHAINY HUHCTPYKUUHU  OT
OpraHU3alUU-IPOU3BOIUTENS U 0POPMIICHUS MPOEKTa UHCTPYKIUU B COOTBETCTBUU C
MOPSIZIKOM COCTaBJICHUS U 0()OPMIICHUS UHCTPYKIUHU 110 MEIUIIMHCKOMY MPUMEHEHUIO
U oOIel XapaKTEepPUCTUKHU JIEKAPCTBEHHBIX CPEICTB M MEIUIMHCKUX W3JCNIHH,
YTBEPKIAEMBIN YIIOJITHOMOYEHHBIM OPTaHOM COIUIACHO MYHKTY S5 crarbu 75 Konekca;

13) onenky mHpoOpMammu, coaepxaiieincs B dKCIUTyaTallMOHHOM JOKYMEHTE
MEUIIMHCKOTO U3EIHS;

14) ananu3 wHbOpManmK, coaepiKaiiericss Ha oOpas3ax MaKeTOB yMaKOBKH,
ATUKETOK, CTUKEPOB MEIMIIMHCKOTO M3JIeJIUsl B COOTBETCTBUM C TpPeOOBAHUSIMU
3aKkoHOAaTenbcTBa PecmyOmmku Kazaxcranm B cdepe oOpamieHus JeKapCTBEHHBIX
CPEIICTB U METUIIMHCKUX U3/ICTUH;

15) aHanu3 0TYETOB MO PE3yJIbTaTaM OLIEHKH YCJIOBUW MPOU3BOACTBA U CUCTEMBI
oOecrieueHus: KauecTBa MPHU TOCYAaPCTBEHHON PETUCTPAIIMU MEAUIIMHCKOTO U3/IEIHS;

16) ananu3 mpejcTaBICHHBIX MPOU3BOJAUTEIEM CBEIACHUM O HATUYUU WU 00
OTCYTCTBHH COOOIIEHUI O HECUACTHBIX CIydasiX U OT3bIBAaX C PbIHKA MEIMIIMHCKOTO
U3JIeNusl, 0 HEOJIAronmpusITHOM COOBITUM (MHIIMACHTE), CBI3aHHOM C UCTOJb30BAHUEM
MEJUITMHCKOTO M3/, YBEJOMIICHHIN MO 0€30MacHOCTH MEIUIIMHCKOTO HW3JIeIHs,
MOJIX0/1a K pACCMOTPEHUIO ATUX MPOOJIEM U UX PEIICHUs MPOU3BOIUTEISIMU B KOXKIOM
U3 TaKUX CIy4aeB, OMUCAHUS KOPPEKTUPYIOIIUX JEUCTBUH, TPEANPUHATHIX B OTBET HA
yKa3aHHbIE CITydad, a TAK)KE€ COOTHOILIEHUSI YPOBHSI MPOJaXX M KOJIMYECTBAa HECUACTHBIX
CJIy4aeB M OT3bIBOB MEJIUIIMHCKOTO U3JIETHS U3 OOpaIleHusl.



22. B nepuoa npoBeIeHUS CIEUATU3UPOBAHHON 3KCIEPTU3bI MPU HATUYUU
3aMEUaHUl 3asBUTEIIO0 HAIIPABIISIETCS MUCHMO C YKa3aHUEM BBISIBIICHHBIX 3aMEUYAHUN U
HEOOXOJIUMOCTH WX YCTPAaHECHHS B IMOJHOM 00BEME B CPOK, HE IMPEBBIMIAIONTUN
HIECTHACCAT KAJICHIAPHBIX JTHEH.

23. B cityyae BOBHUKHOBEHHUS JOIIOJIHUTEIIBHBIX BOITPOCOB, KACAKOIINUXCS CBEICHUN
, IPEJICTaBJICHHBIX 3asBUTEJIEM B OTBETE HA MPEAIIECTBYIOLINNA 3aMIpOC, 3asIBUTEIb B
TEUECHUE TPUALUATH KAJCHIAPHBIX JHEW C MOMEHTA MOJIyYCHHs 3alpoca HalpaBisieT
OTBET M HEOOXOJMMbIE MaTepuajbl Ha JOMOJHUTEIBHBIN 3alpPOC TOCYAapCTBEHHOM
JKCIIEpTHOU OpraHU3aluu.

24. [1pu He mpeAOCTaBICHUH 3asBUTEIEM OTBETOB Ha MHUChMO rOCYAapCTBEHHOM
SKCHEPTHOW OpraHu3allMu, a TaKXe MPEIOCTABICHUM HEMOJIHOTO OTBETa H
HEOOXOMMMBIX MAaTEPHUAIIOB B CPOKH, MPEAYCMOTPEHHBIE MyHKTamMu 22 u 23,
MaTepualbl CIIeUATU3UPOBAHHON SKCIEPTU3bI HAITPABISAIOTCSA HA DKCIEPTHBIM COBET
JUISl TIPUHSTUS pelIeHuss 00 OTKa3e W MPEeKpalleHHs IKCHEPTU3bl MEIUIIMHCKOTO
U3JIEIINSL.

DKCHEPTHBIN COBET PACCMATPUBAECT MOCTYNHBIINE MATEPHUATIbl €KEMECAUYHO U
pe3yabTaThl PEUICHUS TOCYJAapCTBEHHAs JKCIEPTHAs OpraHu3alus HaIpaBiseT
3asIBUTEIIO B TCUCHUE JECATH KAICHAAPHBIX THEH.

25. B cnyyae monoXUTENbHOTO OTYETA CHEHHATU3UPOBAHHOW IKCHEPTU3BI
COCTABJIAETCS DKCIIEPTHBIA OTYET CIENUAIU3UPOBAHHON 3KCIIEPTU3bl MEIULIMHCKOTO
W3AENUs COTJIACHO MPUJIOKEHUIO 7 K HacTosAmuM [IpaBunaM WM 3KCHEPTHBIA OTYET
CIIEUATU3UPOBAHHON DJKCIEPTHU3bl O BIHUSHUM BHOCHUMBIX HW3MEHEHUU B
perucTpallUOHHOE J0Che Ha 0€30MacHOCTb, KadyecTBO U 3(PPEKTHBHOCTH
MEIUITMHCKOTO U3/1eNus 1o ¢hopMe, COTIIACHO MPWIOKEHHIO 8 K HacTosimuM [IpaBunam

ITaparpa¢ 4. ITopsnok mpoBeacHN 1a00PAaTOPHEIX HCIBITAHWH MEIUIIMHCKOTO
W3eNus

26. B cinyyae moNOXKHUTENBbHOTO OTYETa CHEHHATU3UPOBAHHON JKCHEPTHU3BI
MPOBOAATCA JIaOOPATOPHBIE UCIBITAHUS 00Pa3l0B MEIUIIMHCKOTO W3JENUS B CPOKH,
peayCMOTpPEHHBIE T1aBoi 6 HacTosmux [IpaBur.

27. JlabopatopHble HCHOBITaHUS OOpPa3IOB MEIUIIMHCKOTO H3JEIUs
OCYIIECTBJISIOTCS B HMCHBITATEIBHBIX JA00PATOPHUSIX TOCYJIAPCTBEHHON 3KCIIEPTHOM
OpraHu3alvy B MEISIX MOATBEPXKIEHUS COOTBETCTBUS MOKa3aTeIsiM 0€30MacHOCTU U
KayecTBa MEIUIIMHCKOTO W3JAEIUs 3agBJICHHBIM B HOPMATHBHOM JOKYMEHTE
IIPOU3BOJIUTENS U BKITFOYAOT:

1) ucnibiTanust 00pas3IOB MEIUIIUHCKOTO U3EIIHS;
2) omnpejiereHrue BOCIIPOU3BOAMMOCTH METOANK aHAIN3a.



HcnbiTanus o0pa3loB MEIULMHCKOTO H3IEIHUS OCYIIECTBISIOTCS IyTEM
npoBeAeHus: (U3UKO-XUMUYECKUX, OMOJIOTUYECKUX M TEXHMUYECKUX MCIBITAHUHN B
HeJsIX TOATBEPKJEHUS COOTBETCTBUSA IOKas3aTesleil 0e30MacHOCTH M KauecTBa
MEIULIUHCKOTO U3ENHUS.

[Tpu ucnbITanuu 006pa3OB MEAULUHCKOTO U3IEIHS ONpeaesieTcss Ouoaornyeckas
0€30MacHOCTh WUJIU OlLIEHKAa OMOJIOTUYECKOTO JIEUCTBUS, (PU3NYECKUEe U MEXaHUUYECKHE
noka3aTenu, (PyHKIMOHAIbHbIC, TEXHUYECKUE U (DPU3UKO-XMMUYECKHE IOKA3aTelu,
HOJTBEPKAAIOIINE 6€30MaCHOCTh M Kaue€CTBO MEIUIIMHCKOTO U3/1ETHSI.

OnpeneneHre BOCIPOU3BOAUMOCTA METOAMK aHAJIN3a MO KOHTPOJIO KayeCcTBa
MEIULUHCKOIO U3JIEIUs OCYIIECTBIISIETCS B LEAX MOATBEPKIECHUS UX COOTBETCTBUS,
IPEe1yCMOTPEHHBIX HOPMATUBHBIM JIOKYMEHTOM IIPOU3BOIUTETIS.

28. JlabopaTtopHble UCTIBITAHUSI HE POBOSITCA MPU:

1) skcriepTr3e METUIIMHCKUX U3EIHUM, SBISIIONIMXCS anmnapataMu, puoopamMu uin
000pyIO0BaHUEM;

2) SKCNepTU3e MEIUIIMHCKOTO H3JIeNIHs, JOMYIIEHHOTO K OOpalieHUuro
perynsaTopHbIMU OopraHamu ctpad EBpomneiickoro corosa, CIIA, Kanansl, Anonunu,
[IBeiinapuu;

3) nepeperucTpan MeIUIUHCKOTO U3/ENHS;

4) yCKOPEHHOM SKCTIEPTU3E METUIIMHCKOTO U3/IETHA.

29. B ciydae BBISIBICHMS 3aME€UaHUM MTPU TIPOBEICHUN JTAOOPATOPHBIX UCTIBITAHUN
3aBUTEJI0 HAIpABISAETCS IMHCBMO C YKAa3aHUEM BBISBJICHHBIX 3aMEUaHUil U
HEOOXOJIUMOCTH HMX YCTPAaHEHHUS B IOJHOM O0BbEME B CpPOK, HE MPEBBIIIAIONINN
NEBSTHOCTA KaJEHAAPHBIX JTHEH.

30. IIpn He mpenoCTaBICHUH 3asiBUTEIEM OTBETA HA BBICTABIICHHBIE B IIMCHME
FOCYIapCTBEHHOM DKCIIEPTHOM OpraHU3alMi 3aME€YaHus B YCTAHOBIIEHHBIM CPOK,
IpeAyCMOTPEHHBIN MyHKTOM 29 HacTosiuux [IpaBui u oTpHUIIaTENBHBIX pe3yJbTaTax
71a00paTOPHBIX HCIBITAHUM, MaTepHalibl HAMPABISIIOTCS B DKCIEPTHBIA COBET s
IOPUHATHS PELIEHUS 00 OTKa3e U MPEeKPALECHUS 3KCIEPTU3bI METUIIUTHCKOTO U3AEITHSI.

31. Ilo pe3ynbTatam 51a0OpPaTOPHBIX HCHBITAHUNW MEIUIIMHCKOTO H3JEIHS
UCIIBITATEIbHON JAa00OpaTOpuell COCTaBISETCA MPOTOKOJ HUCHBITAaHUU 1O (opMme
COTJIACHO MPUJIOKEHUIO 9 K HacTtodmuM [IpaBunam.

32. B ciny4dasx HEBO3MOKHOCTH MPOBEIEHUS JTaOOPATOPHBIX UCTIBITAHUN 00pa3lioB
MEJUIMHCKOTO U3JIeNIusd B UCIBITATEIbHON J1abopaTOpuu TIoOCyIapCTBEHHOM
AKCHEPTHOU OpraHu3aluu J1abopaTOpHbIE MCHBITAHHUS MPOBOMASTCS B MPUCYTCTBUU
IpeiCcTaBUTeNIed HKCIEPTHON OpraHu3anuu B J1a0OpaTOpUM KOHTPOJIA KauyecTBa
IPOU3BOAMUTENS UM B KOHTPAKTHOM J1a00paToOpuu, UCIOJIb3yEeMON MPOU3BOIUTENEM B
CHEAYIOUIUX CIIyYasx:

1) HOpMATUBHBIM JTOKYMEHTOM IPOU3BOJUTENSI YCTAHOBIECHBI TPeOOBaHUSA K
UCIBITAHUSM, CBSI3aHHBIX C MCHOJIb30BAHUEM BBICOKOTEXHOJOTUYHOTO 000pYAOBaHUS



IPOU3BOAMUTENL U COOCTBEHHBIX METOJMK MPOBEPKH KadyecTBa, pa3pabOTaHHBIX
IPOU3BOAUTENEM (C COOTBETCTBYIOLIUM 00OCHOBAaHUEM MTPOU3BOAUTEIS);

2) mpeaocTaBisgeMbie 00pasiibl, TPEOYIOT 0COOBIX YCIOBUN TPAHCTIOPTUPOBKH.

B ciiyyae HeBO3MOKHOCTH NMPOBEACHUS 1a00PATOPHBIX UCIIBITAHUN MEIUIIUHCKOTO
U3JIeTUsl 10 OTACNbHBIM IOKa3aTeNsiM, J1abopaTopusl SKCIEPTHOM OpraHu3aluu
MPU3HAET PE3yJbTaThl JIAOOPATOPHBIX HCIBITAHUN MO OTIAEIBHBIM IOKa3aTelsiM,
yKa3aHHBIM B cepTu(uUKaTe (IPOTOKOJIE) aHATM3a POU3BOJUTEIS.

ITo pe3ynpTaram HCHBITAHUN COCTABIISIETCS OTYET O PE3yJIbTAaTaX MPOBEIACHHS
1a00paTOPHOTO UCHBITAHUS B TA0OPATOPUHU KOHTPOJIS Ka4yeCTBa MPOU3BOAUTEIS WU B
KOHTPAKTHOH 71a00paTopuu, UCIOJIb3YyEMOM IPOU3BOJUTENEM COTIIACHO MPUIIOKEHUIO
10 x HacrosiuMm IIpaBuiam.

I'naBa 4. Ilopsamokx GopMupOBaHMS pe3yIFTATOB MPOBEACHHON SKCIIEPTH3HI
MEIUIIMHCKOTO U3AEIINA

33. Ilo okOHYaHUM SKCHEPTU3BI 3aABUTEIb B TEUCHHE TPUALUATH KaJICHIAPHBIX
JHEW, HE BXOISIUIUX B CPOK TMPOBEACHUS OKCHEPTU3Bl COTIACOBBIBAET C
FOCYJIApCTBEHHOM 3KCIEPTHOM OpraHU3aIue CBEICHUS O MEIUIMHCKOM W3JAECIUH U
UTOTOBBIC JOKYMEHTHI (MHCTPYKIIUIO IO MEIUIIMHCKOMY MPUMEHEHUIO U MAPKUPOBKHU
MaKeTOB YIaKOBKH, 3TUKETOK, CTUKEPOB), B TOM YHCII€ KOPPEKTHOCTh 3aHECEHHBIX
JAHHBIX U TIPU BBISBICHUH HECOOTBETCTBUSI OOHOBJIEHUSI UTOTOBBIX JOKYMEHTOB.

CornacoBanue OCYHIECTBIISIETCS] B JIEKTPOHHOM BHUJE MO WHIAUBUAYAIHHOMY
apoJIio Yepe3 JIMYHBIN KaOMHET WK MyTeM MPEOCTABICHUS JINCTA COTJIacCOBaHUSI.

B ciydae oTrcyTcTBHS COTIacOBaHMsS 3asBUTEJNEM 10 UCTCYECHUU TPUJILIATH
KQJIEHJAPHBIX JHEW C JaThl OKOHYAHUS AKCHEPTHU3bl CBEACHHI O MEIHIMHCKOM
U3JICNINH, 3aKII0UYeHHEe O 0€30MacCHOCTH, KaueCcTBe U d(PPEKTUBHOCTH METUIIMHCKOTO
uzzenus Gopmupyercs 6e3 ero coriiacoBaHusl.

34. Ilo pe3yabTaTaMm MPOBEAECHHON AKCHEPTU3bI MEAUIIMHCKOTO HU3ICIUS
rocyJapCTBeHHAs DKCIIEPTHASI OpTaHU3AIHs COCTABIISIET 3aKIF0OUCHNE 0 OE30TTaCHOCTH,
KauecTBe U 3PHEKTUBHOCTH MEIUIIMHCKOTO U3ENNs, 3asIBJICHHBIX Ha SKCHEPTU3Y 10
dbopme cornacHo npuioxeHuto 11 k nHactosmum [lpaBunam W 3akiatO4YeHUE O
06e30macHOCTH, KauecTBe U 3((PEKTUBHOCTH MEAUIIMHCKOTO U3ENHS TIPU U3MEHEHUH,
BHOCHMBIX B PETUCTPALIMOHHOE JOCHE COTJIACHO MNPUJIOKEHUIO 12 K HaCTOSIIUM
[IpaBunam.

35. 'ocymapcTBEHHAs SKCIEPTHAS OPraHU3aIusl HAIIPaBJISIET B 3JIEKTPOHHOM BHU/IE
B T'OCYJapCTBEHHBIN OpraH:

1) 3akiroueHue o 6€30MaCHOCTU, KayecTBe U 3P(HEKTUBHOCTH MEIULIMHCKOTO
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2) MHCTPYKIHUIO MO0 MEIUIIMHCKOMY MPUMEHEHUIO MEIUIIMHCKOrO M3AEIus Ha
Ka3aXCKOM M PYCCKOM sI3bIKaX, pa3paldaTblBA€Myl0 B COOTBETCTBUU C MOPSIIKOM
COCTaBJICHUS U OPOPMIICHUS MHCTPYKLHUHU 110 MEIULIUHCKOMY MPUMEHEHUIO U 00IIen
XapaKTEepPUCTUKU  JIEKAPCTBEHHBIX CPEICTB M  MEIUIMHCKUX  M3JEJUi,
3apErUCTPUPOBAHHYIO YIIOJJHOMOYEHHBIM OpPTraHOM COTJIACHO MYHKTY 5 crtatbu 75
Kozekca u corniacoBaHHyr0 SKCIEPTHOM OpraHu3alue;

3) MakeTbl YMaKOBOK, ATUKETOK, CTUKEPOB MEIMIMHCKOIO H3JENIH,
COIJIACOBAaHHBIX TI'OCYJIApPCTBEHHOM JKCIEPTHOM OpraHU3alded Ha Ka3axCKOM U
PYCCKOM SI3bIKaXx.

36. Ilo pe3ynpraram IpOBEAECHHON IKCIEPTHU3BI TOCYAAPCTBEHHAS YKCIIEPTHAS
opranuzauusi (GOpMUpPYET CBOJHBIM OTYET MO OE30MacHOCTH, KauyeCTBY U
3¢ (PEeKTUBHOCTH MEAUIIMHCKOTO W3JENUs B COOTBETCTBUHU C MPUIIOKEHHEM 13 Kk
HacTosmuM IIpaBunaMm, dYacTh KOTOPOro pa3MEIaeT Ha HHTEpPHET-pecypce
rocyJapCTBEHHOW 3KCIEPTHON OpraHU3aluu.

37. Beinaua pe3yJibTata TOCyJapCTBEHHOW YCITYTH 3asiBUTEIIO OCYLIECTBIISIETCS Ha
OyMaxkHbIX HocuTessix yepes 11O3.

3axiroueHue o 6€30MacHOCTH, KauecTBe U Y(PPEKTUBHOCTA METUITMHCKOTO U3/
JNEUCTBUTENIBHO B TEUEHHE CTa BOCBMHACCATH KalleHAApHBIX JHe. B ciyuae
UCTCUYCHHS CPOKa JACHCTBUS 3aKIIOUEHUS 0 OE30MAaCHOCTH, KauyecTBe U (P PEeKTUBHOCTH
MEJIUIIUHCKOTO M3JENUsl, 3asiBUTENb MOBTOPHO MOJAET 3asBJICHHUE, JOKYMEHTHI W
MaTepHaJIbl JIsl IPOBEACHHSI SKCIIEPTU3BI B COOTBETCTBUHU € HACTOSIIIMMHU [IpaBuiiamu.

38. OTpunarenabHOe 3aKJII0YeHUE O 0€30MaCHOCTH, KauecTBe U 3P (HEKTUBHOCTU
MEIUIMHCKOIO U3/I€NUs BBIAACTCS B CIIydasix:

1) HenpeacTaBIeHNE NOJHOTO KOMIUIEKTAa PETUCTPALIMOHHOTO JI0CHE MTOCIIE BBIJAUH
3aMeYaHUil 3aBUTEIIO B MPOLECCE MPOBEACHUS SKCIIEPTU3bI B CPOKH, YCTAHOBJICHHbBIE
Hacrosmumu [IpaBriiamuy;

2) npeACTaBJICHUS 3aBUTENIEM HEJJOCTOBEPHBIX CBEJICHUN;

3) noyiy4eHue OTPULATENIBHBIX PE3YJIbTATOB OJJTHOTO U3 3TANIOB IKCIIEPTU3bI U (HUJIN)
OTPHULATEIBHBIX 3aKIIOYEHHUHN KCIIEPTOB MPOQPMIbHBIX OPraHU3AIUT;

4) HecOOTBETCTBUA (PAKTUYECKUX YCIOBUW MPOU3BOJCTBA U CUCTEMBI 00€CTICUEHUs
KauyecTBa yCJIOBHSIM, 00€CIIEUNBAIOIINM 3aBJICHHYIO0 0€301MacHOCTh, 3()PEKTUBHOCTD U
KayeCTBO MEIUIMHCKOIO U3ENHs, M0 pe3yabTaTaM OLIEHKU MPOU3BOJCTBA U CUCTEMBbI
oOecreyeHMsT KauyecTBa;

5) oTka3za 3adBUTENS OT OpPraHU3alUM MOCEUIEHUs NpeanpusaTus (
IPOU3BOACTBEHHOM IUIOIIA/IKU) C LEIbI0 OLEHKH YCJIOBHI MPOU3BOJCTBA U CUCTEMBI
oOecrieyeHHs] KauecTBa, B COOTBETCTBUHU C TPEOOBAHUSIMU 3aKOHOJIATEIbHBIX aKTOB
PecnyOiinku Ka3zaxcras.

39. B ciydasix OTpULIATENHHOTO 3aKJIIOYEHUS O 0€30MaCHOCTH, KayeCTBE U
3 PEKTUBHOCTH MEIULUMHCKOIO H3AENHS WIM OT3bIBA 3asgBUTEIEM 3asBICHHUS Ha



JKCIIEPTHU3Y IOCI€ Hadaja IPOBEACHUSA DKCIEPTU3BI, CTOMMOCTb IIPOBEACHUS
AKCIEPTHBIX Pa0OT 3asIBUTEIIO HE BO3BPAILAIOTCA.

40. ITocne 3aBepuIeHHs] TPOLEYPBI IKCHEPTU3bI TOCYAAPCTBEHHAS SKCIIEPTHAS
opraHuzaius (GOpMHUpPYET SJIEKTPOHHBIN apXUBHBINA SK3EMIUIAP PETUCTPALMOHHOTO
NOChE, COJEp)Kalluid IPEICTABICHHBIC 3asABUTEIIEM MaTE€pHUaibl, PE3yJIbTATHI
AKCIEPTU3bl (OTUET HAYaJbHOM 3KCHEPTU3BI (BATUAALMHM PETUCTPALMOHHOTO J0CHE)
MEIULIHUHCKOTO  UW3JEeNus, OTYEeT HayaJlbHOM JKCHEePTU3bl (BalIMJalUU
PEruCTPAlMOHHOIO JI0ChE€) W3MEHEHMH, BHOCHUMBIX B PErMCTPAllMOHHOE JOChE
MEIUIUHCKOTO U3IEIHUs; IPOTOKOJ UCIBITAHUM; OTYET O pe3ysibTarax MPOBEICHUS
1a00paTOPHOTO UCTIBITAHUS B JIAOOPATOPUH KOHTPOJIS KayecTBa MPOU3BOAUTENS WU B
KOHTPAaKTHOM  jabopaTopuu, HUCHOJIb3yeMOW  MPOU3BOJAUTENEM;  OTYET
CHELMATU3UPOBAHHON 3KCIEPTU3bl MEJMIMHCKOIO M3JENUs), 3aKIIOYEHUE O
0€3011acCHOCTH, KaueCTBE U 3(PPEKTUBHOCTU METULIMHCKOTO U3JIEIHSI, HHCTPYKIHUIO I10
MEIUIMHCKOMY IIPUMEHEHUIO MEAULIMHCKOTO U3ENus, MAKEThl YIIAKOBOK, ITUKETOK,
CTUKEPOB.

Bo BpeMs nelcTBHS PETMCTPALMOHHOTO YAOCTOBEPEHHUS APXUBHOE
PErUCTPALMOHHOE J0ChE, TOMOIHACTCA KOIUAMU PETUCTPALIMOHHBIX YIOCTOBEPEHNUN O
BHECEHUU W3MEHEHHUM CO BCEMU IPUIOKECHHBIMU JOKYMEHTAMU 3asBUTENS B
3JIEKTPOHHOM BUJE.

PeructpanmoHHoe J0cbe XpaHUTCS B JEKTPOHHOM apXHUBE C COONIOAEHUEM
TpeOoBaHMI KOH(DUIESHIINATIBHOCTH HE3aBUCUMO OT PE3YyJIbTAaTOB SKCIIEPTHU3HI.

PerucrpaulnoHHOE 10CHE MEAUIMHCKOIO M3JEIUs HA 3JIEKTPOHHOM HOCHUTEIIE

XPaHUTCS JECATH JIET.

I'naBa 5. Oco6eHHOCTH TIPOBEACHMUSA SKCIEPTU3HI MEUIIMHCKOTO H3IeIHA

41. Pa3bsiCHEHUS] WIM yTOYHEHHS, BO3HUKAIOIIME B TMEPUOJ] MPOBEICHUS
AKCHEPTU3BI MEXIY TOCYIApPCTBEHHOW HSKCIIEPTHOM OpPraHU3aluerl U 3asiBUTEIIEM,
OCYIIECTBJISAIOTCA MMyTeM (OPMHUPOBAHUS DJIEKTPOHHOTO JIOKYMEHTa IO
WHIMBHAYAILHOMY IapoJII0 3asBUTENS dYepe3 HHPOPMAIMOHHYIO CHCTEMY C
AJIEKTPOHHO-IIU(PPOBON TOJMUCKHIO 3aABUTENSI M TOCYJIApPCTBEHHON HJKCHEPTHOM
opranuzanuu uinu yepe3 [{O3 Ha OyMaKHBIX HOCUTEISIX.

41-1. Ilpu opraHu3anuy U MPOBEACHUN CAHUTAPHO-TIPOTUBOANUIECMUYECKUX U
CaHUTAPHO-NTPOPUIAKTUUECKUX MEPOTPUITUHN U CBSI3AHHBIX C HUMHU OTPAHUYUTEIbHBIX
MEpOIPUATHM, B TOM YHCJIE KapaHTHH, JKCIEPTHBIC PabOThl 3aBeplraroTcs 0e3
NPOBEACHUS OIIEHKU YCIOBUN NPOU3BOJICTBA U JAa0OPATOPHBIX HCHOBITAHUN B
7a00paToOpuy KOHTPOJIS KauyeCcTBa MPOU3BOIUTENS WM B KOHTPAKTHOM J1a00paTOpHH,
MCIIOJIb3YEMOW MPOU3BOIUTEIIEM.



Caocka. IIpaBuiia nonosiHeHbl MyHKTOM 41-1 B COOTBETCTBUU € MPUKA30M
Munuctpa 3apaBooxpanenus PK ot 10.07.2020 Ne KP ICM-81/2020 (BBOAMTCS B
JEUCTBUE CO JIHS €ro MepBOro OPUIHAILHOIO OIMyOJUKOBAHUSA).

42. DxcnepTtusa NPUHAIIECKHOCTA MPOAYKIIMKA K MEIUIMUHCKUM HU3ACIUSIM U
HEOOXOJIMMOCTH €€ TOCYIapCTBEHHOW perucTpanuu B PecmyOnuke Kazaxcrtan
OCYIIIECTBIIAETCS T'OCYJIAPCTBEHHOM SKCIEPTHOW OpraHu3aludeil B COOTBETCTBUU C
JOTOBOPOM, 3aKJIIOYEHHBIM MEXIY 3asABUTEIEM M TOCYJAapCTBEHHOM JSKCIIEPTHOU
OpraHHU3aIMEH.

43. DkcnepTtuza HM3MEHEHHH, BHOCHMBIX B PETHCTPALHOHHOE IOChHE,
OCYUIECTBIISICTCS HA MEIUIMHCKOE U3JCIUE B MEPUOJ JIEUCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHUS. 3asBUTEND NOANEPKUBAET AKTYaJIbHOCTh HOPMATUBHOIO JIOKYMEHTA
10 Ka4eCTBY, MPEACTABICHHOIO B PETUCTPALIMOHHOM JOCHE IyTEM CBOEBPEMEHHOTO
BHECEHUS U3MEHEHHI B HETO.

44. V3meHeHus KJIACCUPUIIUPYIOTCA B COOTBETCTBUU C TMEPEYHEM BUJIOB
U3MEHEHHI, BHOCUMBIX B PETHUCTPALMOHHOE JOChE MEIULIUHCKOTO U3JEIIHS B MEPUOT
JNEUCTBUSL PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS COIJACHO MNpUIIOKEHHI0 14 K
HactosamwuM [IpaBumam. M3MeHeHUs, HE BKIIOUYEHHBIE B YKa3aHHBIM IIE€PEUCHb,
MOJIEkKAT HOBOM pETHCTpallii B COOTBETCTBUM C HacTosmuMu [IpaBuiamu.

45. 3asBUTENb B TEUYEHHUE JIByX MECSIEB MOCJIE YTBEPKAEHUS BHOCUMBIX
U3MEHEHUN NPOU3BOJIUTENEM MOMAET 3asABJICHHE HA MPOBEICHUE DKCIIEPTU3BI
MEIUITTHCKOTO U3/IeIHus 10 (JopMe COTIACHO MpuiiokeHuro 1 k HactosmuM [IpaBunam.

46. K 3asBJIEHMI0 O BHECEHUHM H3MEHEHHUI B PETUCTPALIMOHHOE J0ChE
MEJIUIIMHCKOTO U3/IeTUs MPUIaraloTcsl JOKYMEHTbl U MaTepualibl, HEOOXOUMBbIE IS
BHECEHUSI W3MEHEHHH, COIrJaCHO IIEPEYHK0 BUJAOB H3MEHEHUW, BHOCUMBIX B
PETUCTPALIMOHHOE JOChE MEAULUHCKOTO M3JENHus B NEPUOJ JIEUCTBUSA
PETUCTPALlMOHHOTO YJOCTOBEPEHMSI COIJIACHO MPHIOKEHUIO 14 K HacTosmuMm
[IpaBunam.

47. T'ocynapcTBEeHHasl KCIIEpTHAs OpraHu3alus Ha OCHOBAaHUU PE3yJIbTATOB
AKCIIEPTU3bl COCTABIIAET 3KCHEPTHBIA OTYET CHEHHAIM3UPOBAHHOW SKCIEPTU3BI O
BJIMSHUM BHOCHUMBIX HM3MEHEHUU B PETrUCTPALMOHHOE J0ChE Ha 0€30MacHOCTb,
kauecTBO M 2P(PEKTUBHOCTh MEAUIMHCKOTO HU3JeIus 1o ¢GopMe COrJacHo
NpuiIokeHut0 8 K Hactodamum [IpaBuimaM, NOANUCAHHBIA PYKOBOJIUTEIEM
CTPYKTYPHOT'O TTOAPA3ICIICHUS U SKCIIEPTOM, IPOBOAUBIINM SKCIIEPTUSY .

48. 1Ipon3BoauTENbh WM YIOTHOMOYEHHBIM NPEACTABUTENb TPOU3BOIUTEI
MEIUIUHCKOTO H3JAEIHUS B TEYEHUE [JBYX MECALUEB BHOCUT HW3MCHEHUS B
PETUCTPALIMOHHOE OChE HA OCHOBAaHMM MOHUTOPHHIa 0€30MacHOCTH MPOBOJUMOIO B
COOTBETCTBHU C TMOPAIKOM TMpoBeAeHUS (apMakoHAI30pa M MOHUTOPHHTA
0e30macHOCTH, KauecTBa U d(PPEKTUBHOCTH MEIUIIMHCKUX U3CIINMA, YTBEPKIaeMOIr0
YIOJIHOMOYEHHBIM OPTaHOM COTJIacHO MyHKTY 3 ctathu 85 Koxekca.



49. Ilpu skcnepTU3e MEIUIIMHCKUX U3IEIUN, IPOU3BOJUMBIX POU3BOIUTEIISIMU
PecnnyOnuku Kazaxcran Ha ocHoBe mepeHoca (TpaHcdepa) MpOM3BOJICTBEHHBIX U
TEXHOJIOTHYECKUX IMPOLECCOB K PETrHUCTPALMOHHOMY JOChE JIOMOJHUTEIBHO
IPEIOCTABISIOTCS CAEAYIOIINE TOKYMEHTHI:

1) BhIIHMCKAa W3 AOrOBOpa WJIM COTJIALIEHHUE MEXJY OTEYECTBEHHBIM
IPOU3BOAUTENIEM U 3apyOCKHBIM MPOU3BOJIUTEIIEM O MEPEHOCE MPOU3BOJCTBEHHBIX U
TEXHOJOTUYECKUX MPOIIECCOB C MPABOM IMEpPENauyd TEXHUUYECKOW JTIOKYMEHTAIMU B
pamkax TpaHcdepa;

2) OTYeT Mo pe3yJibTaTaM MPOBEIECHHOI0 TpaHc(epa, BKIIOYAOIIETO ONMUCaHUE
3TaroB TpaHcdepa, mepeueHb He0OXOMMOTO TTPOU3BOJICTBEHHOTO 000PYI0BAHNS,

3) MPOTOKOJ TECTOBOrO 3amycka 0O0OpyJOBaHMS NMPUHUMAIOLIEH U Jaroliei
CTOPOHBI;

4) maHHBIE TIO SKOJIOTMYECKOW 0Oe30MacHOCTH (BOMPOCHI OXpaHbl 310POBbS U
OKpY>Karouen cpeipl);

5) mepeyeHb HAaMMEHOBAHUI JTOKYMEHTOB MO TEXHOJOTHU IPOU3BOJICTBA,
CTaHJAPTHBIM OMEPAIIMOHHBIM MPOLIeaypaM, PYKOBOACTBO MO KAYECTBY;

6) OTYETHI KIMHUYECKUX U TOKIMHUYECKUX UCCIICIOBAHUI MEIUIIMHCKUX U3/IEIIN;
KJIIMHUKO-JIA00PaTOPHBIX UCIIBITAHUHN TTepeatole CTOPOHBI;

7) OT4EThl TOKCUKOJIOTHMYECKUX, IUTOJOTUUYECKHX, OMOIOTUYECKUX W P
VCIIBITAHU MEPEIatoIIell CTOPOHBI.

[Ipu momHOM mepeHoce (TpaHcdepe) MPOU3BOACTBEHHBIX M TEXHOJIOTHICCKUX
IIPOLIECCOB JIOKAJIbHBIN MPOU3BOIUTETH 00ECTIEUNBAET MOJTHOE COOTBETCTBHE YCIOBUM
IPOU3BOJICTBA U CUCTEMbI OOECIICUEHHS KaueCTBa Ha MPOU3BOACTBEHHOM IIJIOMIAKE B
Pecny6nuke Kazaxcran ycioBHsiIM MPOHU3BOJCTBA U CHCTEME 00ECIIE€UEHUsI KauyecTBa
IPOU3BOICTBEHHOM IIomaaku BHe KazaxcraHa.

50. YckopeHHast 3KcriepTr3a MEAUIMHCKUX U3JIETTUNA OCYIIECTBISETCS B CIIyYasx:

1) npenoTBpanieHusl Ype3BbIUAMHBIX CUTYyalllii, BOBHUKHOBEHUSI U YCTPAHCHUS
MIOCIICJICTBUN SMUACMUH, TAHISMHUH HHPEKIIMOHHBIX 3a00JICBaHUM;

2) MpOU3BOACTBA MEAMIIMHCKUX M3JEIUNA B YCIOBHUSAX, COOTBETCTBYIOIIUX
TpeboBaHuaMm ctangapra [SO (MCO) 13485:2016 u cepTuduuupoBaHHbBIX
MEXJYHAPOJIHBIMH  HOTU(DUIMPOBAHHBIMU  OpraHamMH, aKKpeIUTOBAHHBIMU
roCcy1apCTBEHHBIMU OpraHaMy IO aKKpPEAUTAIMW, BXOJSIIUMU B COCTAB YJICHOB
MexaynapoaHoro ¢opyma mo akkpenutanuu (IAF) u 3axmiouuBIIMX coTrJalieHUe C
YIOJHOMOYEHHBIM opranoM PecryOnuku Kazaxcran B 00actu 31paBOOXpaHEHUs;

3) Hanmuuus TOKYMEHTa HOTH(HUIIMPOBAHHOTO OpraHa O MOJHOM COOTBETCTBUU
IIPOU3BOJICTBA MEIULIMHCKOTO M3JIENIASI U CUCTEMBI KOHTPOJISI KayecTBa MPOLYKIINU
TpeboBaHusaM JupekTuB EBporneiickoit KOMUCCUU 110 METUIIUHCKUM U3ETHUSIM.

I'maBa 6. Cpoku IpoBeACHHS SKCIIEPTH3H MEAUIIMHCKOTO M3EIHS



51. Cpoku npoBeAeHUs FIKCHEPTU3bI MEAULIMHCKOTO U3AEIHUS COCTABISIOT:

1) npu skcnepTH3e MEIUIIMHCKOTO U3AENus Kiacca 1 u kjacca 2a B CPOKH, HE
MPEBBILIAONINE ICBIHOCTA KAJIEHAAPHBIX JHEW, B TOM YHUCJIE:

HayaJlbHasl JKCIepTU3a (BajduIalus PEruCTPallUOHHOTO JOChE) - AECITh
KaJICHIAPHBIX JHEWU;

CHelIMaIu3UPOBaHHAsl SKCIEPTU3A - COPOK KaJEHJAapHBIX JHEH (B TOM 4YHCIE,
MOJTBEPKJACHUE AyTEHTUYHOCTH WJIM TIEPEBOJ Ha Ka3axCKUU SI3BIK MapKUPOBKH
MaKE€TOB YIMAaKOBOK, JTHUKETOK, CTUKEpPOB, HHCTPYKIUHU MO MEIUIMHCKOMY
NPUMEHEHUIO, B TEUCHHUE JIECATH KaJICHIaPHBIX JHEH);

1a00paTOpHbIE UCTIBITAHUS - TPUALIATH KaJIeHIapHBIX JTHEH;

dbopmMupoBaHUEe 3aKIIOUCHHS O 0€30MaCHOCTH, KauecTBE M dP(PEKTUBHOCTH -
JECATh KaJEHIAPHbBIX JHEW;

2) mpu SKCHEPTU3E METUITMHCKOTO U3/Ieus Kiiacca 20 (C TOBBIIIEHHON CTEMEHbBIO
pucka) u kiacca 3 (C BBICOKOM CTEMEHbIO PUCKA) - B CPOKH, HE MPEBBIMIAONINE CTa
HIECTUIECATH KaJeHAAPHBIX JHEH, B TOM YHUCIIE:

HayajbHas JKcHepTu3a (BalUIalusl PErucTPAllMOHHOTO JIOChE) - JABALATH
KQJICHIAPHBIX JTHEW;

CIELMAIN3UPOBAHHAS DKCIIEPTU3A - CEMBAECAT KaJCHIAPHBIX AHEH (B TOM YUCIE,
MOJTBEPKACHUE AyTEHTUYHOCTH WJIM TIEPEBOJ Ha Ka3axXCKUU SI3bIK MapKUPOBKHU
MaKETOB YIAaKOBOK, JTHUKETOK, CTUKEpPOB, HWHCTPYKIUU IO MEIUIUMHCKOMY
MIPUMEHEHUIO, B TCUCHUE JIECSITH KaJIeHIapHBIX JIHEH);

1ab0paTOpHBIE UCTIBITAHUS - IIECTHIECAT KAJICHAPHBIX JTHEH;

dbopMHUpOBaHUE 3aKJIIOYEHHSI O 0€30MaCHOCTH, KauecTBe U d(PHEKTUBHOCTH -
JECATh KAUICHIAPHBIX THEW;

3) BHECEHUE U3MEHEHUN B PErUCTPAIIMOHHOE TOChE MEIMIIMHCKOTO n3aenus (0e3
MPOBEJCHUS T1a00OPATOPHBIX UCIBITAHUI) B CPOKH, HE MPEBBIIIAIONINAE IECTUACCATH
KQJICH/IApHBIX JTHEH, B TOM YHCIIE:

HayaJibHas JSKCIepTu3a (Badulalus PErucTpalluOHHOTO JO0ChE) - JECSTh
KaJICHIAPHBIX JHEMH;

CrieliMaIu3upPOBaHHAsl DKCIEPTU3A - COPOK KaJeHJApPHBIX THEH (B TOM 4YHCIIE,
NOATBEPKACHUE AyTEHTHUYHOCTU WJIM TEPEBOJ HA Ka3axXCKUU SI3bIK MapKUPOBKH
MAaKETOB YIAKOBOK, JTHUKETOK, CTUKEpPOB, HWHCTPYKIUU IO MEIUIUHCKOMY
MPUMEHEHUIO, B TCUCHUE JIECSITH KaJlCHIapHBIX JTHE);

dbopmMupoBaHUEe 3aKIIOUCHHUS O 0€30MaCHOCTH, KauecTBE U dPPEKTUBHOCTH -
JECATh KaJeHIApPHBIX JTHEH.

4) BHECEHHE U3MEHEHU ThMa | B pErUCTPAlIMOHHOE 10ChE MEAUIIMHCKOTO U3AEIHS
(c mpoBelgeHHEM JIaOOPATOPHBIX HCIBITAHUM) B CPOKH, HE TPEBBIIIAIOIINAEC
BOCBMUJIECSITU KAJICHIAPHBIX THEH, B TOM YHCIIE:



HayaJbHasl JKCIepTU3a (Bajdulalus PErucCTPallUOHHOTO JOChE) - AECATh
KaJIEHJAPHBIX JTHEH;

CreliMaIu3upOBaHHAsl SKCIEPTU3A - COPOK KaJEHJApHBIX JHEH (B TOM 4YHCIE,
MOJTBEPKJACHUE AyTEHTUYHOCTH WJIM TIEPEBOJ Ha Ka3axCKUU SI3bIK MapKUPOBKH
MaKE€TOB YIMAaKOBOK, JTHUKETOK, CTUKEpPOB, HHCTPYKIMHU MO MEIUIMHCKOMY
NPUMEHEHUIO, B TEUCHHUE JIECATH KaJICHIaPHBIX JHEH);

7abopaTOpHbIE UCTIBITAHUS - ABA/IATh KaJCHIAPHBIX THEH;

dbopMHUpOBaHUE 3aKJIIOYEHHS O 0€30MaCHOCTH, KauecTBe U d(PHEKTUBHOCTH -
JECATh KAIEHIAPHBIX THEW;

5) sKcmepTh3a MEIHWIIMHCKOTO u3Aenus (He TpeOyoIMX MpOBEICHUS
Ja00paTOPHBIX MCIBITAHUM HE3aBUCUMO OT Kjlacca) OCYLISCTBISETCS B CPOKH, HE
MPEBBINIAIONINE JIEBIHOCTA KAJICHIAPHBIX IHEH, B TOM YHCIIE:

HayajbHas JKcIepTu3a (Badugalus PErucTPAllMOHHOTO JOChE) - JIECSTh
KAJICHTApHBIX JTHEW;
CHEUUATIN3UPOBAHHAS SKCIIEPTU3A - CEMBAECAT KAJICHIAPHBIX JTHEM;
dbopMUpoBaHUE 3aKJIIOYEHHUSI O 0€30MaCHOCTH, KauecTBe U 3(PHEKTUBHOCTH -
JECATh KAUICHIAPHBIX JTHEU.

6) YyCKOpeHHasi dKCHepTh3a i 3apyOeKHBIX MPOU3BOAUTENCH MEIUITMHCKUX

U3JICTINI OCYIIECTBISIETCS] B CPOKH, HE TIPEBBIMIAIOININE IBAIATH PAOOUHX THEH;
7) yCKOpeHHas JKCIepTU3a MEIUIIMHCKUX H3JeIUi OTeYECTBEHHBIX

IPOU3BOJUTENEH OCYLIECTBISETCS B CPOK, HE MPEBBIIAIOIINI MATH pabodnX JHEH.

52. B cpoku npoBeAeHUS SKCHEPTU3bI MEAUIIUHCKOTO U3/EIIHS HE BXOMST:

1) BpeMsi BOCIIOJTHEHUSI HEKOMITJIEKTHOCTH PETUCTPALMOHHOTO JIOChE;

2) BpeMms IIPEAOCTaBIEHUE 3asBUTENEM JOKYMEHTOB U MAaTEPHAIIOB MO 3alIpoCy MpHU
MPOBECHUHU IKCIIEPTU3bI B YCTAHOBJICHHBIE CPOKU;

3) BpeMsi NOATrOTOBKH U OLICHKH YCJIOBUI MPOU3BOJICTBA;

4) coriacoBaHUE 3asBUTEJIEM UTOTOBBIX JOKYMEHTOB;

5) opranu3anus ¥ NpoBeaeHrue DKCIEPTHOTO COBETA.

IMpunoxenue 1
k [IpaBunmaM npoBeneHus
9KCIEPTU3bI MEJULIMHCKOTO U3AEIHS

®opma

3asBieHHE HA MPOBEICHUE SKCIIEPTU3HI METUIIUHCKOIO H3IeHs ™

PerwuwececrTpamnmus
I. Tun npouenypst [lepeperucrtpanuis
Buecenue nzMeHeHui

CBeneHus 0
perUCTPaIHOHHOM
YAOCTOBEPEHUH (IIpH

2. TIEPEPETUCTPALMIH 1 No perrCTPalMOHHOTO YIOCTOBEpEHUs BhIIaHHOTro B PecriyOnuke Kazaxcrau ¢ y



BHECEHUH HU3MCHECHHUU
B PErucCTpaniuoOHHOC

JIOCHE)
Ha Ka3aXCKOM
. Toprosoe A3BIKE
) HanMCHOBaHHE Ha PYCCKOM

SA3BIKC

Homenknatypuslii kox ['moGanbHoi
2. HOMEHKJIATYPbl MEANIMHCKUX W3ACTHN
(pu HaNTHYM)

Kon HomeHkiaTypsl MeIHIMHCKHUX

3.
m3nenuii Pecriyonuku Kazaxcran
Ha Ka3aXCKOM
Ob6nacTs S3BIKE
4, MEAUIUHCKOTO
MIPUMEHECHHS Ha  pycckom
SI3BIKE
Ha Ka3axCKOM
SI3BIKE
5. Haznauenue
Ha PYCCKOM
SI3BIKE
Tun meaunuHckoW 3akpbiTas
U3ICNUU (cuctema:
6. 000CHOBaHHE OT MPOU3BOAUTENS (YKa3aTh CTPAHHILy PETUCTP
HeoOxoaumoe I a
yKa3arhb) Her
KpaTkas TexHndeckasg Ha Ka3aXxCKOM
XapaKkTepUCTHKa (IIPH S3BIKE
HaJlUu4YUH
7 MPOTPaMMHOTO
' obecneyenus Ha PYCCKOM
BKJIIOYAIOTCS TAHHBIC g3pike
MIPOTPaMMHOTO
obecrieueHus)
Knacc 1 - c HU3KOH
Kiacc B 3aBHUCHMMOCTH OT CTEHEHHU
Knacc 2a - co cpenHe
8. MOTEHIMAJIBHOTO pPUCKA IMpHUMeHeHus (
Knacc 20 - c MOBHBIMEHE

HE00X0IUMOE OTMETHTH .
) Kiacc 3 - ¢ BBICOKO# CTENEHBIO pHCKa

CpencTBo U3 M
CTepwuapbHOE
b a I K

9 Meaunuackoe wusgenue sBiusiercs ( MenuumuHCKOE u3genue st in

' HE00X0AUMOE OTMETHTD) Hao6op (xkowMm
A m n a p a T
I p uw 6 o p
O6opynoBanue

10 B cocraBe umeercs nekapcTBeHHoe /[ a

’ CpPENCTBO Her
10.1 BapuanTel ucnonnenus

HaumeHnoBaHue BapuaHTa HCIIOTHEHUSA 1,
2,3.....



13.

14.
15.
16.

17.

18.

KOMHJ’ICKTaHI/Iﬂ MCAUIHMHCKOI'O U34CJIMs K BApUAHTY UCTIOJIHCHU

HasBanwne CTpaHbI

IIpousBoncTeo

HanmeHnoBaHue BapruaHTa HCIIOJIHEHHUS |

OCHOBHOI1 6J10K (TIpH HAJTMYHN)

[MpuragnexxHOCTH (TP HATMIHN)

JlomonHUTEIbHBIE KOMIUIEKTYIONHE (IIPY HAJTUUUH)

[Iporpammuoe oOecrnieueHue (TIPH HATAIIH)

Pacxonnpie MaTepuansl (TIPH HATWYIHN)

VmnakoBka

HanmMenoBaHnue BapraHTa UCIONHEHHUS 2. ...

OCHOBHOI 6J10K (TIpH HAJTMYHN)

[MpuragnexxHoCTH (MIPH HATMIHN)

JlomonHuTEIbHBIE KOMIUIEKTYIOIUE (IIPY HAJTUYUH)

[Iporpammuoe oOecrieueHue (TIPH HATAIIH)

PacxonHble MaTepHaisl (TIPH HATWYIUN)

VmakoBka

Bun (nmepBru4Has win BTOpUYHAsS)

IlepBuunas

Bropuunas

['pynmoBast (ipy HaTIIHH)

Cpok xpaHeHus

[apanTHHHBIN CPOK SKCIUTyaTallK IPHOOPOB/ anmapaTroB/o00pyJ0BaHUN

YcnoBust TpaHCTIOPTHPOBAHUS

VYcnoBus xpaHeHUs

Perucrpanus B cTpaHe-poON3BOANTENE U IPYTUX CTPAHAX

Ne  perucrpanmmoHHOTO
ynocroBepeHus (ykasbiBaercsi Jlara Bbliaum
TP HAJTUIHHN)

IlonHOCTSH IO Ha

YacTHUYHO Ha

ITosHOCTBIO HA APYTOM IMPOU3BOJICTBE

HanmenoBanue Pasmep OObe

JaHHOM
JaHHOM

KOJIMYECTBO M

KOJIMYECTBO M

Cpok aeicTBi

[Ipon3BoAXTEF MEAUITUHCKOTO U3AEIH B YIACTOK MPOM3BOICTBA (BKITFOYAS YIACTKHU IIPOU3BOACTBA JTFOOOTO KOMIIOL

H3JICTIH)

Twumn
TIPOU3BOIUTENS

IIpousBoautens

YTI0JTHOMOYCHHBIN
HpeI[CTaBI/ITCJ'[I)

HaumenoBanue
, crpaHa 1,2 (
Ha Ka3aXxCKOM,
pycckowm,
aHTJIHHCKOM
SI3BIKAX)

Ne, nmata u cpok

JNehCcTBHA IOpuanueckuit @akriuecknii Tenedow, pakc

Pa3peIInTeNEHOrO aapec
JOKYMEHTa

azpec

, e-mail

damunms,
oT4ecTBO (IT
HaJIUYHH),
JOJIXKHOCTh
PYKOBOANTET



MIPOU3BOJIUTENS B
PecnyOnmke
Kasaxcran

KoHTakTHBIE
JaHHBIC
YHOJTHOMOYEHHOTO
numa mo
MOHHUTOPHUHTY

3.  HeOJarompusATHBIX
coOBITUM (
WHIHUJICHTOB) Ha
TEPPUTOPHUU
Pecnybnuku
Kazaxcran

IIpousBoacTBeHHas
U IENE

JlamHBICE 1O
JIOBEPEHHOCTH

5 3asBUTEND

19.  Ne peructpanmoHHOTO yJIOCTOBEpEHNs BhIaHHOTO B PecnyOmuke KazaxcraH ( mpu npouieHHH CpoKa JISHCTBHS PErucC

20. V3meHeHUs, BHOCHMBIC B PETHCTPAIIMOHHOE JOChE (3AIOIHIIOTCS TPH THIIE 3asBKH — BHECEHUE M3MEHEHMH) (YKa3aTh

No  Pemakiust 10 BHECEHHUS U3MEHEHUI BHocuMbIE H3MEHEHHUS
21. JlaHHBIE IO JOTOBOPY Ha MPOBEICHUE IKCIIEPTU3EI
1. Ne noroBopa

2. [Hata 3akmtoueHust

3. Cpoxk nmeiicTBus

22. CyOBeKT, OCyIIECTBIISIOMIN OIIAaTy 3a MPOBEICHUE SKCIEPTU3HI
1. HaumeHnoBaHme 10pHINIECKOTO JHIIA

2. Crpana

3. IOpunnaecknii anpec

4. dakTUuecKuil agpec

5. OaMuust, UM, 0TYECTBO (TIPH HATUINH )

6. Tenedon

7. daxc

8. ONeKTPOHHBIN ajipec

9. Busznec-uneHTH)UKATMOHHBIA HOMED

10. WuauBuyanbHEIN HICHTUPUKAIIMOHHBIN HOMEP
11. bank

12. PacuerHrlii cuer

13. BantotHeli cueT

14. Kon

15. bankoBckuit naeHTUHUKAIIMOHHBIA KO
3asiBUTENb:

I'apanTHpYIO: JOCTOBEPHOCTh MH(OPMALUH, aCKBATHOCTH IIEPEBOIOB METOJUK KOHTPOJIS KAauecTBa, HKCIUTyaTallMOHHO
MIPUMEHEHHIO MEAUIIMHCKOTO U3ETHS , IPEACTaBICHNE 10 Hadaja Ja00OpaTOPHBIX UCTIBITAaHUH 00pa3oB MEIUIIMHCKOTO 1
JIOCTATOYHBIX JUIA TPEXKPATHOTO aHAIN3a, CIIEHU(PUIECKUE PEareHTh], PACXOAHBIE MAaTePHAIIbI, IPUMEHAEMbIE IIPU TIPOBE
Ha yCIIOBUAX BO3BpaTa), a TaKkxe 179:¢ COOTBETCTBUE HOPMAaTHBHBIM JOKyMEHTaM,



06${3yIOCI) OCYHICCTBJIATL NOCTABKY MCIUIMUHCKOTO HU3JACIUSA B Pecny6nlxn<y Ka3aXCTaH, COOTBCTCTBYIOIIUC Tpe60BaHI
COIMPOBOXKAATh MCAULHWHCKOC HU3JCIINC HHCprKHHeﬁ o MCAUIIUHCKOMY HpI/IMGHeHI/IIO/ PYKOBOACTBOM II0 3KCILTyaTal]

cobnoogeHueM JOCTOBEPHOCTH " AyTEHTI
I'apanTHpyIo coxpaHeHnEe 0€30IMaCHOCTH M KadeCTBa MEIUIMHCKOTO M3JEIHs B TEUEHHE BCETO CPOKA MCIOIb30BaHMUS, II|
XpaHEeHHUA B COOTBETCTBUH c TpeOOBaHUIMI

O0s13y10Cch co00IaTh 000 BCEX U3MEHEHHAX B PETHCTPALMOHHOE JIOChE, a TAKXKE TPEICTABIST 3asBJICHUE U MaTepUallbl
MPUMEHEHUN MEAUIIMHCKOTO U3JENHs , paHee He YKa3aHHBIX B MHCTPYKIUHU MO MEIULHUHCKOMY MPUMEHEHHUIO MEIUINH
MEIUIIMHCKOTO U3JIETHSL.

Pl a T a

GamMmunus, UM 4, OTYECTBO (
3 a s B W T e a1 4

[Moamuce, neyars (py HATUYNH)

[Ipumeyanue:

* Jlannast popma 3asiBICHUSI TPEJOCTABIISIETCS] TaKXKE MPU MPOJICHUU CPOKa
JNEUCTBUSI PETUCTPALMOHHOTO YJAOCTOBEPEHHMS, BBIJABAEMOr0 YMOJHOMOUYEHHBIM
opraHoM B oOnacTu 3apaBooxpaHeHus PecnyOnuku Kazaxcran B COOTBETCTBUU C
[IpaBunamu TOCYyJapCTBEHHOW pETrUCTpaIlUU, MEPEPErucTpaliii W BHECEHUS
U3MEHEHUI B PETUCTPALIMOHHOE J0ChE JIEKAPCTBEHHOI'O CPEACTBA HIIM METULIUHCKOTO
U3JIeNNs, YTBEPXKICHHBIMU TMpHUKa3oM MUHHCTpa 37paBooxpaHeHus PecmyOnuku
Kazaxcran ot 18 Hos06ps 2009 roma Ne 735 (3apeructpupoBan B Peectpe
roCyJIapCTBEHHON PETHCTpAIlid HOPMATUBHBIX MPaBOBBIX akTOB 1Mo Ne 5935) u npu
U3MEHEHUSIX, BHOCUMBIX B PETUCTPALIUOHHOE JJOChE.

Crtpana BBoauTcs 1o eauHomy kiaccudukaropy 'K PK MCO 3166
HaumeHnoBanue Ha aHTJIMUCKOM S3bIKE O0S3aTENBHO JJs 3apyOeKHBIX

MIPEAIPUATUHIA
[punoxenne 2
k [IpaBunam npoBeneHus
OKCIICPTU3BI MCIUITMHCKOT'O U3ACTUA

ITepedens JOKyMEHTOB PETUCTPALMOHHOTO JOCHE A SKCIIEPTH3EI
MEIUITMHCKOro u3neims *
Menununckoe

usnenne A
IHUArHOCTHUKHU 1n

Ne vitro (IVD) (
HaumenoBaHue Knacc Knacc
/ Kiace 1 Knacc 2a He3aBucuMoO OT Ilpumeudanue
JIOKYMCHTa 20 3
i Kixacca
MOTEHLIUAIIBHOTO
pucka
TIPUMEHEHH )
1 2 3 4 5 6 7 8
JokyMeHT,
yIOCTOBEPSAIOIIUI

perucTpanuio B CTpaHe
MPOUZBOAUTEE WU
NIPOU3BOJACTBEHHOM



miaoIlagKe (
peTUCTpaIluOHHOE
YIOCTOBEpEHHUE,
Ceptuduxar cBobOogHON
mpogaxu (FreeSale), + +
Ceprudukar Ha SKCHOPT)
c AyTEHTHYHBIM
MEepPEBOJIOM Ha PYCCKUH
SI3BIK,  3aBEPEHHBIN
HOTapmailpHO  (3a
HCKIIOYEHUEM
MEIUIIMHCKUX U3JCIHH,
BIIEPBbIC IPOMU3BEICHHBIX
B PecniyOnmuke Kazaxcran)

Konms paspemmurensHoro
JOKYMEHTa Ha IIpaBo
NIPOU3BOACTBA B
CTpaHe-NpOU3BOIUTEINE (Jr
nIpyd  HAIHYHH) C
MPHUI0KEHUEM c
ayTEHTHUYHBIM I1€PEBOJIOM
Ha PyCCKUU A3BIK

Ilepeuenp AOKYMEHTOB,
YIOCTOBEPAIOIIHUX
perucrpanuio B Ipyrux
CTpaHax C YyKa3aHHUEM
HOMeEpa W JaThl BeIAauM (
Npu  HaJW4YUH) C
AyTEHTHYHBIM IIE€PEBOJIOM
Ha PYCCKUH S3BIK

Konuu cepruduxaro Ha
CUCTEMY MEHEIXMEHTA
Ka4ecTBa MPOU3BOIUTEIS
MEAWLIUHCKUX W3AEITHN
ISO 13485, GMP nu6o
N (xkpome
COOTBETCTBYIOUIUM (kpome
. CTEPHUIIBHBIX
peTHOHANBHBIA WU CTEpPUIIBHBIX )
HallMOHAIBHBIN CTaHJapT)
c ayTEeHTUYHBIM
MIEPEBOIOM Ha PYCCKHUIl
SI3BIK

Hexnapanus o

COOTBETCTBUH

TpeOoOBaHUAM

6e30macHOCTH "

spdexTuBHOCTH

MEAUIUHCKOTO H3AEIHs

WO  DKBHUBAJIEHTHBIA +
JOKYMEHT (TIpH HAJINYWH)

B cootBeTcTBHM C
MEXKTyHapOIHBIMH
HOpMaMH
3aBEpEHUS WU
HOpMaMu
3aBepeHUs
YCTaHOBJICHHBIMU
B Pecnybnuke
Kazaxcran
tdopmar: PDF

B cootBercTBUU C
Me)K}lyHapO}IHBIMI/I
HOpPMaMH#
3aBEpPCHUS WU
HOpMaMH
3aBepeHUA
YCTaHOBJICHHBIMHU
B Pecnybnuke
Kazaxcran
¢dopmar: PDF

3aBepsercs
MPOU3BOUTENIEM
UIH ero
YIIOJITHOMOYEHHBIM
MIpeCTaBUTENIEM
topmar: PDF

3aBepsercs
MIPOU3BOTUTEIIEM
HIHu ero
YIIOJIHOMOYCHHBIM
MIPECTaBUTENIEM
dbopmar: PDF

3aBepsercs
MPOU3BOJHUTENIEM
UITH ero
YIIOJITHOMOYEHHBIM



c AyTEHTHYHBIM
MIEPEBOIOM Ha PYCCKHUI
SI3BIK

JokyMeHT,
MOATBEPKAAIOLIUI Ki1acc
B 3aBUCHMOCTH OT
CTEIEHH MOTCHINAIEHOTO
pucka mpuMeHeHUuI (
Hexnapanus +
COOTBETCTBUS;
MMUCbMO-000CHOBaHHE OT
MPOU3BOJUTENSA) C
ayTEHTUYHBIM HEPEBOJOM
Ha PYCCKUH S3BIK

HJaunusie o
JIEKApCTBEHHBIX
CpelcTBax B COCTaBe
MEIUIMHCKOTO m3aeust (
COCTaB JIEKAPCTBEHHOTO
CpelCTBa, KOJHYECTBO,
JaHHBIC O COBMECTHUMOCTHU
JIEKApCTBEHHOTO CPEJCTBA -
c MEAUIUHCKUM
H3/IeNUeM, JOKyMECHT,
MOATBEPKAAIOIIU N
Ka4yeCcTBO JICKApCTBEHHOTO
BEIIECTBA) c
AYTCHTUYHBIM IIE€PEBOJOM
Ha PYCCKUH SI3BIK

Otuer  (IPOTOKOI)
TOKCHUKOJIOTHISCKHX H
TUTHEHUYECKUX
HCTIBITAHUM c
ayTEeHTUYHBIM TIEPEBOJAOM
Ha PYCCKUH  S3BIK
pe3yJabTaTOB W BBIBOAOB +
UCIBITAHUN s
MEIMIIMHCKOTO M3JCIUS U
KOMIUIEKTYIOIIUX
KOHTaKTHUPYIOIIHUX CO
CIM3UCTOM WU C KOXKHBIM
MIOKPOBOM

Otuer (mMPOTOKOJ) O
TEXHUYCCKHUX MCITBITAHUIX
c AYTCHTHUYHBIM
MEPEeBOIOM Ha PYCCKHUI
SI3BIK  PE3YyJBTATOB U
BBIBOJIOB HCIIBITAHHUN

Otuer wuCHbITAHUN Ha
cnenu(pUIHOCTE U
qyBCTBUTEIBHOCTH
MEIUIIMHCKOTO H3/eTHs
Ha3HA4YeHUs IS in Vitro (

MIpeCTaBUTENIEM
topmar: PDF

3aBepsercs
MIPOU3BOUTEIIEM
HIIHU ero
YIIOJIHOMOYEHHBIM
MPEICTaBUTENIEM
¢opmar: PDF

3aBepsercs
MIPOHU3BOTUTEIIEM
HITH ero
YIIOJTHOMOYEHHBIM
npeacTaBUTeIeM
¢dopmar: PDF

3aBepsercs
MPOU3BOJHUTENIEM
UITH ero
YIIOJTHOMOYEHHBIM
MIpECTaBUTEIIEM
tdopmar: PDF

3aBepsercs
MIPOU3BOUTENIEM
HIIU ero
YIIOJIHOMOYEHHBIM
MPeCTaBUTENIEM
topmat: PDF

3aBepsercs
MIPOU3BOTUTEIEM
UIH ero



10

11

12

13

IVD) nmuarHoctuku, B TOM
YHClIE BXOAAIIUX B
KOMIIJIEKTAI[HIO
MEIUIUHCKOTO H3IEIIH
st in vitro (IVD)
JUATHOCTUKH 3aKPBITOTO
THIIA

Otyer 00 MCCIENIOBAHUAX
CTa0UIBHOCTH,
000CHOBBIBAIOIIUI CPOK
XpaHCHHUS (nnsa
MEIUIMHCKUX U3/eNnii, B
TOM YHCIIE BXOISIIINX B
COCTaB  CTEPHIIBHBIX
KOMIUIEKTYIOIINX), C
AYTCHTUYHBIM TIEPEBOIOM
Ha PYCCKHMH  S3BIK
pe3yJIbTaTOB U BBHIBOJIOB
HCIIBITAHUN

Otyer 00 MCCIEI0BAHUAX
CTaOHUIBLHOCTH Ha
PCarcHThl U PacXOIHBII
MaTepHal BXOJISANIUX B
KOMIIIEKTAIH IO
MEIUIMHCKOTO HU3IETHUs
st in vitro  (IVD)
JUArHOCTUKHN SaKpBITOFO
TUIIA

JlaHHBIE O KIMHUYECKHUX (
KITMHUKO-Ta00PaTOPHBIX )
HCTBITAHUAX (
HUCCIIeJOBAHUAX) C
AYTEHTHYHBIM IE€PEBOJIOM
Ha PpYCCKHH  A3BIK
pe3yIbTaTOB U BBHIBOJIOB
HCHBITAHUMN Uiau
HMEIOIINECS KITMHUIECKHE
JaHHBIE (TIPUMEHEHHE,
OT3BIBBI,  Hay4HBIE

Iy OJIMKAIINN )

Nudopmanus 0
MOHHTOPHUHTE
HEONaronpHsITHBIX H
HEXXeJIATeTbHBIX COOBITHI
(nuHpoOpManus  He
OPEIOCTABISACTCS LIS
BHOBB pa3pabOTaHHBIX H
CIPOEKTUPOBAHHEIX
MEJUITUHCKOTO W3JIEIIHS)
c AYyTEHTHYHBIM
MEepEeBOJIOM Ha PYCCKHIL
S3 BlK:

1) CIIUCOK

+ (TIpHu HATHYUH
JIEKapCTBEHHOI'O +

YIIOJTHOMOYEHHBIM
MpeACTaBHTENICM
topmar: PDF

3aBepsercs
MIPOU3BOTUTEIIEM
HITU ero
YIIOJIHOMOYCHHBIM
npecTaBuTeNeM
¢dbopmar: PDF

3aBepsercs
IPOU3BOIUTENIEM
UIH ero
YIIOJTHOMOYEHHBIM
MIpeCTaBUTENIEM
¢opmart: PDF

3aBepsercs
MIPOHU3BOJHUTEIIEM
HIIU ero
YIIOJIHOMOYEHHBIM
MPeCTaBUTENIEM
topmat: PDF



14

15

16

HEXXEJIATETIbHBIX COOBITHIA
/HECHaCTHBIX CITy4aes,
CBA3aHHBIX c
UCIIOJIb30BAHUEM H3ICTHSA
, W yKa3aHWe TMepuoma .
COOBITH,

2) KpaTkue 0030pBI IO
KaXJOMY U3 THIIOB
COOBITHH W YyKa3aTh
obmee KOIMYIECTBO
COOBITUH Ka)KI0r0 THIIA, O
KOTOPBIX nmocrynajiun
oTYeThl (NpU HaTUYHUU
0O0JIBIIIOTO KOJIMYECTBA);
3) CHHCOK OTO3BaHHBIX
MEIUIMHCKUX H3enuil u/
UM TOSICHUTEIbHBIX
YBEIOMJEHUH c
MpeoCTaBICHUEM
aHanu3a
KOPPEKTHPYIOIHX
JNEWCTBUM W TPUHATHIX
Mepax

HopmatuBHbBIN JOKYMEHT:
CTaHJapT
MEXIyHapOIHBIH,
HAIlMOHAJIbHBIN  WIIH
OpTraHU3alHuu (
TEXHUYECKUE YCIOBHS,
cnenuduKanys METOA0B +
KOHTpPOJII TOTOBOTO
MponyKTa) c
AyTEHTHYHBIM TIEPEBOJIOM
Ha PYCCKHUH  S3BIK
crenuGuKanuu u
METOJIMK UCIIbITAHUH

Nudopmanus 0
MpOrpaMMHOM
obecrieueHUU (MIPU €rO
HaJIMYUH): PE3yJIbTATHI
BaJIH QAU
NpPOrPaMMHOTO
obOecreueHus, JaHHBIE O
ero Bepu(UKAUU W
TIepPBUYHOMN 3KCIEPTH3EI, B N
TOM YHCIIe HHPOPMALIUH O
ero paspaboTke u
TECTUPOBAaHUHM  Ha
OPEeANPUSITAN H  TPH
MYJIBTHLIEHTPOBBIX
HCCIIEIOBAHUSX, JaHHBIX

3aBepsercs
MPOU3BOUTENIEM
UIH ero
YIIOJTHOMOYEHHBIM
MPECTaBUTEIIEM
t¢opmar: PDF

3aBepsercs
MIPOHU3BOTUTEIIEM
HITH ero
YIIOJTHOMOYEHHBIM
npecTaBUTeIeM
¢dopmar: PDF

3aBepsercs
TIPOU3BOTUTEIEM
UIH ero
YHOJTHOMOYEHHBIM
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00 waeHTHUKAUMH U
MapKUpPOBKE
ONEPALMOHHON CUCTEMBI.

ChopaBka ¢ omnucaHueM
o0nacTn NpUMEHEHHUS,
Ha3HA4YCHMs, KpaTKOH
XapaKTepPUCTUKHU
MEIUIMHCKOTO H3EIHs,
BapHaHTaMH HCIIOIHEHUS
1 KOMITIEKTYIOUUMH (TI0
hopwme)
OKCIuTyaTalnOHHBINA
JOKYMEHT MEAUIIMHCKOTO
U3Jenusl, yTBEPKICHHBINA
B CTpaHE-IIPOU3BOJAUTENE +
c AyTEHTHYHBIM
MIEPEBOIOM Ha Ka3aXCKHUH

1 PYCCKHH SI3BIKA

NHcTpyknus no
NIPUMEHEHHUIO
MEJIULUHCKOIO W3JCIIHNs,
YTBEPXKIACHHAs B
CTpaHEe-IIPOU3BOAUTENE C
ayTEHTHYHBIM IIEPEBOJIOM
Ha PYyCCKUU A3BIK

+ (mpwu
HaJIN4HN)

[TpoexT MHCTPYKIHMH IO
MEJHIIHHCKOMY
MIPUMEHEHHUIO
MEAUIUHCKOTO H3ACIHS
Ha Ka3aXCKOM M PYCCKOM
SI3BIKAX

OO0pasIel METUITTHCKOTO
M3

CranmapTHble 00pa3Isl (
NMpUd yKa3aHuM 00 HX
NPUMEHCHHUU B +
HOPMAaTUBHOM JIOKYMEHTE

)

I'padugeckoe
n3obpaxkeHue spiblka HA +
MEIUILIHCKOE U3JeNue

Onucanue yHNakoOBKHU
MEIUIMHCKOTO M3enus (
Nadopmanus 00

MIpeCTaBUTENIEM
topmar: PDF

3aBepsercs
IPOU3BOIUTENIEM
nin cro
YIIOJIHOMOYEHHBIM
MIpeCTaBUTENIEM
tdopmatr: PDF,
DOC, Excel

3aBepsercs
MIPOU3BOTUTEIIEM
UIU ero
YIIOJIHOMOYCHHBIM
npeacTaBuTeNeM
¢dopmar: PDF

3aBepsercs
HPOHM3BOIUTEICM
uinu ero
YIOTHOMOYESHHBIM
MPeACTaBUTEIICM
¢opmart: PDF

3aBepsercs
3assBUTEIEM
¢opmatr: PDF,
DOC

CormacHo
[punoxennto 3
Kk IlpaBunam
MMPOBEAECHUS
KCIEePTHU3BI
MEIHUIIHHCKOTO
H3IIeNAS

3aBepsercs
MIPOU3BOUTENIEM
HIIU ero
YIIOJIHOMOYEHHBIM
MPeCTaBUTENIEM
topmat: PDF
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yHakoBKe, BKJIOYas,
MIePBUYHYIO, BTOPHYHYIO,
TPYHNIOBYIO,
TPaHCHOPTHYIO,
MPOMEXYTOUYHYIO
YIaKOBKH; MPEI0CTaBUTh
nHpopManuio (Hampumep,

MaTepHal, CocTas, pasmep T

) JJOKyMeHTHI,
perylaMeHTHpYoIne
Ka4yecTBO YMAaKOBOYHBIX
MaTepHualoB
MEINIMHCKOTo u3enus (
crienuQuKaIys KauecTsa,
cepTH(HKAT aHaIM3a Ha
MIEPBUYHYIO YIIAKOBKY) C
ayTEHTHYHBIM IIE€PEBOJIOM
Ha PYyCCKUU A3BIK

®oto (otobpaxkaer
BHEIIHWI BHI W3JENus,
KOMIUIEKTYIOLIUX,
PacXoJIHBIX MaTepHAIIOB)

liBeTHEIC MaKeTHhI
YIaKOBOK M STHUKETOK (
NepBUYHAs, BTOpUYHAs W/
Wik, rpyInioBas yIlaKkOBKHU
) ot mnpowmsBoamTens (
IpeaocTaBisieTcs B

pa3BepHYTOM BHJE).
[pr HamMUuu GOIBIIOTO
KOJIHYECTBA

TUIIOPA3MEPOB, LIBETOBOU
raMMBl  JIOIIyCKaeTcs
IpegocTaBICHUE
THUIIOBOT'O MaKeTa Ha OJIUH
W3 pa3MepoB, IBeT (B
Clly4ae €cld MaKeThl
UJEHTUYHBI)

[IpoekT TekcTa MakeTra
YIIAaKOBKH, OTHUKETKH,
CTHKEpPa MEIHUI[HHCKOTO
U3/IeNHs Ha Ka3aXCKOM U
pycckoM sA3bIKax (B
ciydae  GONBIIOrO
KOJIHYECTBA
THIIOPa3MEPOB, BETOBOI
raMMbl  JIOIyCKaeTcs
YTBEPIKACHHE OIHOTO
MakKeTa c
HCMOJIB30BAHIEM
ab0peBHuaTypbl)

3aBepsercs
MIPOU3BOUTEIIEM
HIIU ero
YIIOJTHOMOYEHHBIM
MPEICTABUTEIIEM
topmat: PDF

3aBepsercs
MIPOM3BOTUTEIIEM
HIH ero
YIIOJTHOMOYEHHBIM
npeACcTaBUTeIeM
tdopmar: JPEG

3aBepsercs
MPOU3BOUTENIEM
UIIHU ero
YIIOJTHOMOYEHHBIM
MPECTABUTEIIEM
¢opmatr: PDF,
JPEG

3aBepsercs
MPOHU3BOUTENIEM
UITH ero
YIIOJIHOMOYEHHBIM
MPeCTaBUTEIIEM
t¢opmatr: PDF,
DOC, JPEG
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32

Konus
PerucTpanuoHHOTO
yIOCTOBEpEHUA B
Pecrrybmmke Kazaxcran (
MIPH MEPEeperucTpalui u
BHECCHHMHU U3MECHEHUIN)

[Mucemo — obocHOBaHUE O
THNIE  MEIUIUHCKOTO
n3nenus (OTKPBITas WM
3aKphITas CHCTEMa) C
AYTEHTHUYHBIM IEPEBOJIOM
Ha PYCCKHH SI3BIK

Jlanusre o
OMOJIOTHYECKOU
Oe3zonacHoctu  (TIpH

HaJIMYUH) C ayTEHTUYHBIM
MIEpPEBOJIOM Ha PYCCKUH
SI3BIK

Jannble o mnpouenype
CTEPHJIM3ALIUH, BKIIIOYAs
nadopmanuio 0
TIEPBUYHOI 3KCIIEPTU3BI
mporecca, pe3yJbTaThl
TECTUPOBAaHHUSA  Ha
colepXKaHHe
MHUKPOOPIraHU3MOB (
CTEINeHb OMOJIOTMYECKON
Harpy3ku), THPOreHHOCTH
, CTEpPWJIBHOCTH (IIpH
HEOOXOIUMOCTH) C
yKa3aHHEM METOJO0B
MIPOBCIACHUA HUCIIBITAHUHN U
JaHHBIE O TEPBUYHOM
9KCIEPTH3Bl YIAKOBKU C
AyTEHTHYHBIM IIE€PEBOJIOM
Ha PYCCKUU S3BIK.

CBeneHus 0
MPOU3BOHUTEIIC:
HaMEHOBAHHE, BU]I
NEATENBHOCTH,

IOPUANYECKUN  aJpec,
(dbopMa COOCTBEHHOCTH,
TepeyeHb Moapa3aeaeHui
U JJOUEPHUX KOMITaHHH C
yKa3aHUEM UX cTaTyca U
MOJTHOMOYHU K c
AyTEHTHYHBIM TIEPEBOJIOM
Ha PYCCKUH SI3BIK

Nudopmanus 0
pa3paboTke u
MIPOM3BOJCTBE: CXEMBI
MIPOIIECCOB MIPOU3BOICTBA,
OCHOBHBIX cTagum

+

+
(kpome 1 kmacca

)

t¢opmar: PDF

3aBepsercs
TIPOU3BOUTEIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpeCcTaBUTeNIEM
tdopmar: PDF

3aBepsercs
MPOU3BOUTENEM
UIH ero
YIIOJIHOMOYEHHBIM
MIpeCTaBUTENIEM
tdopmar: PDF

3aBepsercs
MPOU3BOUTENIEM
UIH ero
YIIOJTHOMOYEHHBIM
MPeCTaBUTEIIEM
topmar: PDF

3aBepsercs
TIPOU3BOTUTEIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpecTaBUTeNIeM
tdopmar: PDF

3aBepsercs
MPOU3BOAUTEICM
HIHU ero



33 npou3BOACTBa, YIAKOBKU, +
UCTIBITAHUN U TTPOLIEYPbI

34

35

36

37

38

BBIITyCKa

KOHCYHOTO

MIPOAYKTA C AyTEHTHYHBIM
IIEpEBOJIOM Ha PYCCKHM

SA3BIK

Onuce

JOKYMCHTOB

PETUCTPAILIHIOHHOTO JI0ChE

Ilepeuenb craHmapTOB,
KOTOPBIM COOTBETCTBYET
MEIHUIMHCKOE U3Aeue (C
YKa3aHUeM CBEIEeHHH o +
HHUX) C ayTeHTUIHBIM
IIEpEBOJIOM Ha PYCCKHM

SA3BIK

[Tnan cOopa m aHamm3a
JAHHBIX 110 0€30IaCHOCTH
u  3hPeKTHBHOCTH

MEIUIUHCKOTO H3AEIHs
Ha TOCTPETHCTPALIMOHHOM
TIEpUOJIC C ayTEHTHYHBIM
MIEpPEBOJIOM Ha PYCCKUH

S3BIK

OTtuer 00 aHANM3E PHCKOB
c AyTEHTUYHBIM
NEepeBOJOM Ha PYCCKUM

S3BIK

Nudopmanus 0
MapKeTHHTe (HUCTOPHS MU

YCIIOBUU

oOpameHus

MEIUIUHCKOTO HU3ACIHSI
Ha peIHKE Ooyee 2 ner) (
TIPY HAJTUIHH)

Bapuante ucnonmnenust  +

CocraBiieHue CIipaBKU HAa MEUIIMHCKOE u3aenue **

IMpousBoxutens  (
HU3TOTOBUTEIH),
CTpaHa
IIpousBonacTBeHHas

HaumeHnoBanue muiomanka, crpaHa

KomiiekTHOCTE

HaunmenoBanue
COCTaBHBIX
JacTen

OcHoBHOI#1 010K (
MIPU HAJTUIHH)

IIpunaanexuocTu
(TIpy HATHYWH)

1 u 2a xyaccoB)

Mopnens IIpomssogurens CtpaHa

YIIOJTHOMOYEHHBIM
MpeACTaBHTENICM
topmar: PDF

¢dopmar: PDF

3aBepsercs
TIPOU3BOIUTENEM (
ero
YIIOJIHOMOYESHHBIM
MIPEICTAaBUTEIIEM)

3aBepseTcs
npou3BoauTeNeM (
ero
YIIOJIHOMOYESHHBIM
MPEICTABUTEIIEM )

3aBepseTcs
Mpou3BoOIUTENEM (
ero
YIIOJTHOMOYESHHBIM
TIPEICTABUTEIIEM )

3aBepseTcs
pou3BoIuTENEM (
ero
YHOJTHOMOYCHHBIM
MIPEIICTABUTEIIEM )

3aBepsercs
MIPOHU3BOTUTEIIEM
HITH ero
YIIOJTHOMOYEHHBIM
npeacTaBUTeIeM
¢dopmar: xlsx

Oo6nacTtp
PUMEHEHHS



YNOIHOMOUYEHHBIH KOMIUIEKTYIOIINE R Kparkas

IIpeICTaBUTEIb (ipu HaTIMYMN) Ha3HAYCHUE TeXHHYEecKas
MPOM3BOTHUTENS,  PacxonHble XapaKTepHUCTHKA
cTpana MaTepuaisl (Ipu

HaJINIUN)

IIporpamMmmuoe

obecrieuenue  (

TP HAIWYIHHN)

IIpumeyanue:

* JlaHHBIA TepeyYeHb MPEJOCTABISAETCS TAK)KE MPU MPOJICHUH CPOKa JEHCTBHS
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI, BBIAABAEMOr0 YMNOJHOMOYEHHBIM OpPraHOM B
obnactu 3npaBooxpanenus PecryOnmmku Kazaxcran B coorBetcTBuu ¢ I[lpaBmmamu
rOCyJapCTBEHHOM pETUCTpalluU, MEPEPETUCTPALMA U BHECEHUS U3MEHEHUU B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA WA MEAULIMHCKOTO W3JIEIIHA,
YTBEPKJICHHBIMU MpUKa3oM MUHHUCTpa 31paBooxpaHeHus Pecryonuku Kazaxcran ot
18 HosiOopst 2009 roma Ne 735 (3apeructpupoBaH B PeecTpe rocynapcTBeHHOU
perucTpanuyu HOpMaTUBHBIX MTPABOBBIX aKTOB Mo Ne 5935).

[punoxenne 3
k IIpaBunam npoBeneHus
OKCIICPTU3BI MCIUITMHCKOT'O U3ACTINA

Cranpaapt rocyaapcTBeHHOM yciyru "Beigada 3aximogeHns 0 0€30ImacHOCTH,
KagecTBe B 3P PEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB H MEIUIIMHCKUX W3S

PecnybnukaHcKoe TrocylapcTBEHHOE MNPENNpPUATHE Ha IIPaBe XO3SHCTBEHHOTO
BegeHus: "HannoHanmpHBIM LEHTP JKCHEPTU3BI JIEKAPCTBEHHBIX CPEJCTB,

HaumenoBaHnune on
1 MeTUIMHCKUX n3nenuit”" KomuTtera KOHTpOIIsl KauecTBa u O€30MacCHOCTH TOBApPOB U
CITyTOaTeIs
ye ycnyr MuHuCTepcTBa 3apaBooxpaHeHus PecnyOnuku Kaszaxcran (nmanmee —
YCITyTOIaTeIh)
Cnoco6mr
) Mpe0CTaBICHUS 3) ycnyroagaTtens;
roCyJapCTBEHHON 4) BeO-mopTai "IIEKTPOHHOIO MpaBUTEIbcTBA" WWW.gov.kz (nanee - mopran).
yCIyTu
CBeneHus 00
3 dusnueckue U IOPUIMUECKUE JTHUNa (lanee - yCIyronoiaydarenb)
YCITyTOTIOTydaTesne
U S JEeKapCTBEHHBIX CPENCTB:

IIPY TOCYTapCTBEHHOM perucTpanuu — He 6onee 210 (IBYXCOT AecsiTH) KaJleHIapHbIX
b H e u ;
IpU TOCYIAApCTBEHHOW mepeperucrpanuu — He Oomee 120 (cta aBammaTH)

KaJleHIapHBH X IHEH;
P BHECEHHWU H3MEHEHHUIl B perucrpaiuoHHoe gocbe Tuma IA — He 6omee 30 (
TPUALATH) KaJeHJapHBIX dHEeH;

IpU BHECEHUU H3MEHEHHIl B perucrpanuoHHoe gocke Tuna Ib m tuma II c
IIpOBECHNEM J1a0OPaTOPHBIX UCTIBITaHUH — He Ooiee 90 (neBsSHOCTA) KaJleHIapHbIX
big H e 174 ;

IIpH BHECEHWH W3MEHEHWI B peructpannoHHoe nocke tuma Ib m tuma II Ges



Cpox  okazaHus
4 rocyaapCTBEHHOM
YCIYTH

dopma oKazaHHs
5 rocynapcTBEHHOM
yCIIyTH

PesynpraT OKazaHus
6 rocymnapCTBEHHOMU
yCIyTH

IIpoBeeHUS 1a00PAaTOPHBIX HCIBITaHMI — He Oonee 60 (ecTuaecATH) KaJleHJapHbIX
b H e " ;

Ha TPOBEIeHNE YCKOPEHHOM 3KCIIePTHU3HI JIEKAPCTBEHHOTO cpeacTBa — He Oonee 120
(cta IBagIlaTH) KaJeHIapHBIX THEH.
oI MEOUIOHNHCKHUX I/IS}ICJ’[I/If/'I:
IIPU TOCYJApCTBEHHOIN perucTpaluy, Nnepeperucrpanuu kmacca 1 um kmacca 2a,
TPeOYIOMMX MPOBEICHUS JIA0OPATOPHBIX HCIBITaHUN — He Oonee 90 (meBsHOCTA)
KadleHIapHEH X AHEH;
IIPY TOCYAAPCTBEHHOW PETMCTpalliy, IEPEPErucTpanny kiacca 20 (c IMOBBIICHHOH
CTEMEeHbI0 pHCKAa) M Kiacca 3 (C BBICOKOW CTENEHBIO pPHCKA), TPEOYIOMMX
npoBeaeHNs J1abopaTOPHBIX HUCHBITAaHUNH — He Oonee 160 (cTa IMECTHUAECSATH)
KaJleHaapHBH X THEH,;
TIPY TOCYIapPCTBEHHON PErucTpaluy, NepeperucTpaii MEJIUIIMHCKOTO U3/IENNs, He
TpeOYIOIIEro MpoBeIeHNs JIAOOPATOPHBIX MCIBITAHUN HE3aBUCHMO OT Kilacca — He
Ooiee 90 (meBsiHOCTA) KalleHIapHBIX IHEH;
IpH BHECEHHH W3MEHEHHWH B pETHUCTpallMOHHOE Joche (0e3 MpoBeIeHHS
mabopaTOPHBIX HMCIBITaHUN) — He Oonee 60 (mecTuaecsTH) KaJeHIAPHBIX JHEH;
Npyd BHECEHWH W3MEHEHWIl B pErucTpalyoHHOE Joche (C NpPOBEACHHEM
71a00paToOpHBIX HCHBITaHUI) — He Oojee 80 (BOCBMUAECATH) KaJleHIAPHBIX JTHEHU;
IIpH YCKOPEHHO# 3KcrepTnze — He Oomee 20 (gBaaumaTH) KaJeHIAPHBIX JHEH;
MaxkcuMalIbHO JTOITyCTUMOE BpeMsl OXKMIAaHUS Ul ClIau MakeTa JOKYMEHTOB - 15
M WU H y T ;

MaxkcuMalbpHO JOIyCTUMOE BpeMsl OOCITyKHBaHUs yciayronoiy4datens — 30 MUHYT.

YcnoBus MPUOCTAHOBICHUS OKa3aHUA YCIYyTH:
B cpoxu mpoBeneHuss dKCHEPTU3BI JIEKAPCTBEHHOTO CPENCTBA, MEIUIIMHCKOTO
U3A€Nus He BXOIST CPOKU:

S)mpenocTaBieHUs yCIyTomoiydaTelieM JOKYMEHTOB U MaTEPHANIOB IO 3allpocy Ha
m000M W3 JTAmoOB OJKCHEPTH3Bl M HMX PACCMOTPEHHE YCIyrojaareiem;
6)opraHu3alii ¥  NPOBEACHUS  OIEHKH  YCIOBUU  MPOM3BOJICTBA;
7)opraHu3anuu u MPOBEICHUS DKCHepTHOTO COBeETa;
8)coriacoBaHus ycIyromnoigydyaTeseM UTOTOBBIX IOKYMEHTOB.

DNeKTpOHHAS (YJACTUYHO aBTOMATHU3UPOBAHHAS)/OyMasKHAsL

Hns JEeKapCTBEHHBIX CpEenCTB:
Bbiaua 3akmodenust o 6e30macHOCTH, KadecTBe ¥ 3()h(HEeKTHBHOCTH JICKApCTBEHHBIX
cpenctB mo Qgopmam cornacHo mpmioxerusMm 14, 15 k IlpaBunam mpoBeneHUs
9KCTIEPTH3bI JICKAPCTBEHHBIX CPEJCTB, TNOO MOTHBHPOBAHHBIH OTBET 00 OTKase B
OKa3aHUU TOCYJAapCTBEHHOW YCIyrm B CIyd4asX W II0 OCHOBAHUSM,
MIPEAYCMOTPEHHBIM MYHKTOM 10 HacTOSIIEr0 CTaHIapTa rOCYJapCTBEHHOW YCIIYTH.
dopma BblJaua pe3yibTaTa OKa3aHHUsS TOCYIapCTBEHHOM YCIIyTH: 3JIEKTpOHHAas
VYcnoBue BbIAAYM  pe3yibTaTa OKa3aHHUs TOCYNapCTBEHHOM  yCIyTH:
Uepes ycnyropgartens

s MEOUIUHCKUX U30EIUM:
Brrgaua 3akmroueHus o 6€30MacHOCTH, KadyecTBe U 3(P(PEKTUBHOCTH METUITITHCKIX
n3genuid mo ¢opmaMm coriacHo npuioxenusm 11, 12 x [IpaBunam mpoBeaeHHs
9KCHEPTH3bl MEAUIIMHCKUX W3IEIHH, MO0 MOTUBHPOBAHHBIN OTBET 00 OTKa3e B
OKa3aHUM TOCYJapCTBEHHOH yCIyrW B clydasXx U IO OCHOBaHMSM,
IIPEAYCMOTPEHHBIM ITyHKTOM 10 HacTosImero craHmapra rocyJapcTBEHHOHN YCIyTH.
@dopma BBIAaYa pe3yibTaTa OKA3aHWS TOCYJapCTBEHHOM YCIyrH: OyMakHas.
VYcnoBue BBIJAYM  pe3yNbTaTa OKa3aHWUS TOCYJapCTBEHHOW  YCIyTH:
YUepes ycanyronartenas

YcioBue XpaHEHUs yCIyrojarejieM HEBOCTPEOOBAaHHBIX B CPOK JIOKYMEHTOB:
[Tpu He oOpaleHnn yCIIyronoxydaTesst 32 pe3yJIbTaTOM ToCyIapCTBEHHOH YCIIyTH B



Pazmep omuartsl,
B3UMaeMoOH c
YCIYronoxydaTesst Ipu
OKa3aHUHU
rocyJapCTBEHHOMU
YCIIyTH, U CIOCOOBI ee
B3WMaHUA B ClIy4asx,
MIPEyCMOTPEHHBIX
3aKOHO/IaTEIECTBOM
PecnyOnuku
Kazaxcran

I'padux paboTh
yCIyroJaTesns

YKa3aHHBIA CpPOK, YCIYyrojaTeib OOCCIEYMBACT XPAHCHUE 3aKITIOYCHHUS O
6e3omacHoCcTH, KayecTBe W I(P(YEKTHBHOCTH JEKAPCTBEHHBIX CPEACTB H
MEIUIMHCKUX m3Aenuii B TedeHne 180 (cTa BocbMuaecsaTH) KaJleHIapHBIX THEH

Omntata, B3MMaeMasi C yCIIyronoiydarelis Ipyu OKa3aHWU TOCYIapCTBEHHON YCIyTH,
YCTaHABIMBACTCS B COOTBETCTBUH C MPEHCKYPAHTOM YCIIYyTONATEIsl, YTBEP KACHHBIM
mpuka3oM MuHncTpa 3apaBooxpanenns Pecryommkn Kazaxcran ot 31 aBrycra 2017
roga Ne 671 "OO ycTaHOBIEHHMM LEH Ha YCIYTH, pealn3yeMble CYOBEKTOM
rocy/apCTBEHHON MoHomonuu" (3aperucTpupoBaH B PeecTpe rocynapcTBeHHOM
perucTpan HOpMaTUBHBIX MPaBOBBIX akToB PecryOnuku Kazaxcran 3a Ne 16002)
U OCYIIECTBIsIETCS B Oe3HAIMYHOI (hopMe Ha PacUeTHBIN CYET YCIIyroaaTess

1) ycnyromatenst — ¢ NOHeJenbHHKA Mo mATHULy, ¢ 9.00 mo 17-00 gacoB ¢
nepepbiBoM Ha o6en ¢ 13.00 no 14.00 yacoB, KpoMe BBIXOIHBIX U MPA3AHUYHBIX
nHel coryacHo TpynoBomy konekcy PecmyOnuxu Kasaxcran ot 23 HosiOps 2015
romga (manmee — TpynoBoit KOIEKC).
2) moprana — KpyrJIoCyTOYHO, 32 HCKITIOUCHNEM TEXHHUECKHUX IIEPEPHIBOB B CBA3H C
MIPOBENIEHUEM PEMOHTHBIX paboT (mpu OOpaIlleHHH YCIYTONmOdydaTels IOcie
OKOHYaHHUA pa6oqer0 BpEMCHH, B BBIXOJAHBLIC W IMPAa3AHUYHBIC OHU COI'JIACHO
TpynoBoMy KozeKkcy IpHeM 3asBIIEHWS M BbIJaya pe3yjibTara OKa3aHHs
rOCy/lapCTBEHHOM YCIYT'M OCYIIECTBISETCS CIEAyIOIUM pabOYuM  JTHEM).

YcnoBue 00CHnyXHUBaHUS yCclyrojmaTeyiem:
TocynapcTBeHHas yciyra OKa3plBaeTCsl B MOPSIKE Ouepesin, 0e3 MpeIBapuTeIbHOM
3amucH, Oe3 YCKOPEHHOTO 00CnyXUBaHHUA.
Afpeca MecT OKa3aHWss TOCYJapCTBCHHOH yCIyrHW  pa3MCIIEeHBl  Ha:
3) HHTEPHET-pecypce yciayromarteis - www.ndda.kz;

4) moptane www.egov.kz

K ycanyromgatenio:
1) 3asBNEeHHEe HA TPOBEIECHUE DKCIIEPTU3BI JICKAPCTBEHHOTO CpelCTBa MO (Gopme
corjacHo mpwioxkeHuio 1 k IlpaBuiaam HpOBEAEHUSA SKCIEPTHU3BI JICKAPCTBEHHBIX
CPEICTB, 3asABICHHEC Ha IMPOBEICHUE SKCICPTHU3bI MEAMIIMHCKOTO H3JCIUS Ha
9JICKTPOHHOM HocHTele Mo ¢opMe corjacHo npmioxkeHuro 1 k IlpaBmiram
NpOBECHHUS IKCIEPTHU3BI MEHIMHCKUX U3ACIH;
2) perucTpainruoHHOE OChe JEKAPCTBEHHOTO CPEJICTBA, CO/AEpIKAIICEe MATEPUAIIBI U
JIOKYMEHTBI 10 Qopme coryiacHo mnpuioxenuto 2 k I[IpaBuiaMm mnpoBeAeHUs
SKCIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB s pou3BoauTeneil Pecybmmku Kazaxcran
und B ¢dopmare OOmEro TEXHHUYECKOTO JAOKYMEHTa 1Mo (OpMe COIrIacHO
npwiokeHuto 3 k IlpaBuiaMm MpoBeNCHHS SKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB,
PETHCTPAIMOHHOE JOChe MEAMIIMHCKOTO H3JETHs Ha SJICKTPOHHOM HOCHTEIE,
cojieprkalliee MaTepualibl U JOKYMEHTBHI 10 (OpME COTJIaCHO MPUIIOKEHHIO 2 K
IIpaBuiam MpOBEACHUS 9KCHEPTHU3BI MEIHUIIMHCKUX W3,
3) 00pa3ipl JeKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX W3IENTui (3a UCKIIOYEHUEM
MEIUIMHCKUX M3JeNNH, SBIIONINXCS arnapaTaMu, npudopamu, 000py10BaHHEM),
CTaHNApTHBIC O00pa3Ibl XUMHYCCKUX BEIICCTB, CTAHJAPTHBIC 00pPa3Ibl
OHMOJIOTHYCCKUX TPENapaToB, TECT-IITAMMBI MHUKPOOPTaHU3MOB, KYJIBTYpP KJICTOK,
creru(UUECKUX pPEareHTOB, PACXOIHBIX MATEPUATOB, HEOOXOIMUMBIX JIJIs
BOCIIPOM3BOJUMOCTH METOJMK JaOOpATOPHBIX HCHBITAHUH B KOJIWYECTBaX,
JIOCTATOYHBIX ISl TPEXKPATHBIX J1TA0OPATOPHBIX UCIBITAHUIA C OCTATOYHBIM CPOKOM
TFOJHOCTH HE MEHEE IISCTH MECSIEB (3a MCKIYCHHUEM CIydyacB, HE TPEOYHOIIUX
NpPOBEACHUS n1abopaTopHBIX UCTIBITAHHUN);
4) KOIMIO TOKYMEHTA, MOTBEPKAAIOIICTO OIUIATY YCIYTOMOIyYaTeIeM CyMMBI JIIs
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[NepedeHb JOKyMEHTOB
HEOOXOOUMBIX  IUIS
OKa3aHUS
rocy1apCTBEHHOMU
yCIyTu

OcHOBaHUA IS OTKa3a
B OKa3aHUHU
rocy1apCTBEHHOMU
yCcnyru,
YCTaHOBJICHHBIE
3aKOHOJATEIbCTBOM
PecnyOnukn
Kazaxcran

NpOBEACHHUS SKCNEPTHU3H.
H a 0 OpTaai
5) 3asBICHUE B JJIEKTPOHHOM BHZE Ha MPOBEICHUE JKCIIEPTHU3BI JIEKapCTBEHHOTO
cpencrtsa 1o ¢popme cornacHo npriokenuro 1 k [IpaBunam npoBefeHNs SKCIEPTH3EI
JICKAPCTBCHHBIX CPCIACTB, HA MPOBCIACHUE SKCIECPTU3bI MEAUIUHCKOTO HU3ACIHUA T10
¢dopme coriacHo mnpuioxeHuto 1 k IlpaBunam mUpoBeNeHHsS DKCHEPTHU3BI
MEITUIOHUHCKHX n3xenui;
6) SNEKTPOHHYIO KONHIO PETUCTPAIMOHHOTO JIOChE JICKAPCTBEHHOT'O CPEICTBA,
coJieprkalee MaTrepuanbsl ¥ JOKYMEHTHI 1Mo ()OopMe COTJacHO MPWIIOKECHUIO 2 K
[paBriiamM pOBEeNEHUS SKCIEPTH3bI JISKAPCTBEHHBIX CPEICTB IS IPOM3BOAUTEICH
Pecniyonuku Kaszaxcran win B popmare OOIIEro TEXHHYECKOTO HTOKYMEHTA IO
¢dopme coriacHo mnpuiiokeHWto 3 k IlpaBunam TpoOBeNeHHS DKCHEPTHU3BI
JICKaPCTBEHHBIX CPEJCTB, OJJIEKTPOHHYIO KONHUIO PErHCTPAallMOHHOTO JIOChE
MEIMLMHCKOTO M3JENHs COTJIacCHO MNpuioxeHnto 2 k IlpaBwiam mpoBeaeHus
9KCIEPTH3BI MEIUIUHCKHX U3IeNuid;
7) o0Opa3ubl JIEKapCTBEHHBIX CPEACTB, MEIUIHMHCKUX H3IENUH, CTaHIApTHBIC
00pasiel, crienupuIeckue peareHThl, pacXOJHbIE MaTepHalbl, HEOOXOIUMBIE IS
BOCIIPOMU3BOAMMOCTH METOAUK na6opaTopme PICHBITaHI/Iﬁ, 3as4BUTCIIb
npenocranisieT B LleHTp o0cimyxuBanus 3assureneii (nanee - [{O3) ycnyrogarens B
KOJIMYECTBAX, JOCTATOYHBIX JUISI TPEXKPATHBIX MCIBITAHUH C OCTATOYHBIM CPOKOM
TOAHOCTH HE MEHEE LIECTH MECALEB (3a MCKIIOYEHHEM CITydaeB, HE TPEOYIOMINX

MpOBEICHUSA m1abopaTOpHBIX HCHBITAHUN);
8) DSNEeKTpPOHHYI0 KOIMIO JOKYMEHTa, MOJTBEPXKAAIOIIETO  OILIaTy
yCIyromoJydaTesnemM CYMMBI TS HNpOBEICHUS 3KCIEPTU3HIL.

CBeneHust 0 JOKYMEHTE, YAOCTOBEPSIOIIEM JMYHOCTh, O TOCYAapCTBEHHOM
peructpauuu (IepeperucTpaniy) HOPUAMYECKOro JIHMLA, CBUACTEILCTBA O
TOCYZapCTBEHHOM PETHCTPALMK YCIYronoIydaTelsl B KaueCTBE MHIUBHYaTbHOTO
MpEeANPUHUMATEIS, COAEpIKAIUecs B TOCYIApCTBEHHBIX WH()OPMAIIMOHHBIX
CHCTEMaX, YCIyrofaTellb IOIy4YaeT W3 COOTBETCTBYIOIIUX TOCYNapCTBEHHBIX
HHOOPMAIIMOHHBIX CHCTEM dYepe3 III3 "JJCKTPOHHOIO MPaBHTEILCTBA".
YcnyronosiydaTtenb JaeT COrViacHe Ha HCIOJBb30BaHHWE CBEICHHM, COCTaBIISIONINX
OXpaHJAEeMYI0 3aKOHOM TaliHYy, COJep)KalluXcsi B MHPOPMAIMOHHBIX CHCTEMaX, MPH
OKa3aHWM TOCYJApPCTBEHHBIX YCIYT, €CIM HWHOE HE INPEeIyCMOTPEHO 3aKOHaMHU
PecnybOnukmu Kaszaxcran.
[oxTBepaeHNEM PUHSITHS 3asBICHISI HA OyMaXHOM HOCHUTEJIE SBIISIETCS OTMETKA
Ha ero kormmmu o peructpanuu B [{O3 ycioyrogarens ¢ yka3aHHeM JaThl M BPEMEHU
mpueMa nmakera J0KyMEHTOB.

1) ycraHOBIEHHE HEIOCTOBEPHOCTH  JIOKYMEHTOB, IIPEICTaBICHHBIX
YCIYronoay4aTesieM Ul MOJYYeHUs] TOCYAapCTBEHHOM yCIyrH, U (HIH) JaHHBIX (
cBeneHHil), coaepXauuxcs B HHUX;
2) HECOOTBETCTBHE YCIYroIoylydaTenss W (WIM) MPEACTABICHHBIX MaTepUaNOB,
00BEKTOB, JAHHBIX M CBEICHHH, HEOOXOAMMBIX Ui OKa3aHUsI rOCYyIapCTBEHHOM
ycIyrH, TpeboBaHusiM [IpaBuI MPOBEICHHS IKCIIEPTU3HI JICKAPCTBEHHBIX CPEJCTB U
MEAHUIMUHCKHX U3TCenuil;
3) B OTHOIIGHWH YCIyroMOJIydaTesisi MMEETCS BCTYNHBIICE B 3aKOHHYIO CHITY
peuierre (IPUTOBOP) CyAa O 3AMPELICHUU JCSITEIbHOCTH WM OTICIbHBIX BUIOB
JIESITENIbHOCTH, TPEOYIOIIUX MOIyYeHHs ONPEeNICHHOW TOCYAapCTBEHHOH YCIYTH;
4) B OTHOUICHHH YCIyTOIOJIy4aTelsl MMEETCS BCTYIHUBIIEE B 3aKOHHYIO CHIY
peleHne cyaa, Ha OCHOBAaHMU KOTOPOTO YCJIyrOIOJIy4yareb JIMIIEH CIelUalIbHOTO
mpaga, CBSI3aHHOTO c MOJyYECHHEM rOCyJapCTBEHHOM YCIyTH.
5) B coydasx MpeACTaBICHUS YCIyrONoIyJaTeiaeM HEIOHOTO MakeTa JOKYMEHTOB
COMJIACHO TMEPEYHI0, MPEAYCMOTPEHHOMY IMYyHKTOM 8 HACTOSIIEro CTaHaapTa
rOCYJapCTBEHHOW YCIyrd, ¥ (WIIM) JOKYMEHTOB C UCTEKIIMM CPOKOM JACHCTBHS
YCIIYro/iaTelb OTKa3bIBaeT B IIPHEME 3asIBICHUSL.



VYcnyrononyuyaTens 3akiIO4YaeT C YCIyrojaTreiaeM JAOroBOp Ha NPOBEJEHUE
9KCIIEPTH3bl W TIPOM3BOAMT OILUIATy B COOTBETCTBHU C TPEHCKYpaHTOM,
YTBEpKIEHHBIM Ipruka3oM MuHHCTpa 3apaBooxpaHenns Pecryonukn Kazaxcran ot
31 aBrycra 2017 roma Ne 671 "OO yCTaHOBICHHH I€H HA YCIYTH, pealn3yeMble
cyOBEKTOM TOCYAZapCTBEHHONH MOHomoauu" (3apeructpupoBaH B Peectpe
rOCYJapCTBEHHOM pErucTpal HOPMATHBHBIX IIPAaBOBBIX akTOB PecryOnuku

KazaxcraHn 3a Ne 16002).
[TomHOMOYHS TIPECTABUTEINS YCIYTOMOIYIaTeNs OQPOPMIISIOTCS B COOTBETCTBHH C
Huple TpeboBaHusa C IrpaxJIaHCKHM 3aKOHOJATEJILCTBOM PecnyOnukn KazaxcraHn.

YIETOM OCOOEHHOCTEH  J[jist MOJIyueHHs TOCYIApCTBEHHOMN YCIyTd uepes IopTal Heo6XxoauMo Hamuuue DLITT
11 oxa3aHus

roCyapCTBEHHOM Ycnyromonyyarenb mojdydaeT HHGOPMALMIO O TMOPSIKE U CTATyce OKa3aHMsI

yciyru roCyJJapCTBEHHON YCIYTH B PEXHME yJAJIeHHOro JOCTYIA IOCPEACTBOM "IMUYHOTO
kabuHeTa" WHQOPMALMOHHON CHCTEMBI YCIyrojaTels, a TakXe eIUHOIr0
KOHTAaKT-IIEHTpa 1O  BONpOCaM  OKa3aHMs  TIOCYJApCTBEHHBIX  YCIYT.
VYenyrogarens mpu  HEOOXOAMMOCTH 3alpallMBacT Yy yCIyTOMOIydaTens
Pa3bsACHEHHS WM yTOYHEHUS IO KOHKPETHBIM IOJOXKEHHAM B IMPEJOCTaBICHHBIX
JIOKyMEHTAX U MaTepuanax perucTpalMoHHOrO Jocke. llepenncka ocyecTBisercs
nyTeM (POPMUPOBAHUS IEKTPOHHOTO TOKYMEHTA Yepe3 HHPOPMAIMOHHYIO CHCTEMY
yciyrojarenss Wi Ha OyMaxHBIX Hocurtensix ueped L[O3 ycayronmarens.
EnvHBINA KOHTAKT-LIEHTpP MO BOIPOCaM OKa3aHUs rOCy1apCTBEHHBbIX ycuyr: 1414.

’Kanoba momaeTcss B mMUChbMEHHOH (hopMe Ha UMsI PYKOBOIUTENS yCIyTroAaTels U

MIOJUVIEXKHUT PACCMOTPEHHUIO B TeUeHHe 5 (IATh) pabouux JHEH co JHS ee PerucTpalun
. MOTHBHpPOBaHHBIH OTBET O PE3yJibTaTaXx PacCMOTPEHHMS KAIOObI HAIpaBIsEeTCs

3agBUTENIO MO T0YTE JINOO BBIAAETCS HAPOYHO B KAHIEISIPUU YCIIyTrOAaTels.
YKanoba, moctynuBIas B aipec yImoJIHOMOYEHHOTO OpraHa IT0 OIEHKE W KOHTPOIIIO
32 Ka4ecTBOM OKa3aHMs TOCYAAapCTBEHHBIX YCIYT, MOUIEKHT PACCMOTPEHHUIO B

TedeHue 15 (maTHammatm) paboumx JHEH CO JHA €€ perucTparuu.
B ciyuasx Hecornacusi ¢ pe3ysbTaraMl OKa3aHHOH TOCYIapCTBEHHOW YCIYTH,

3asBUTENh OOpamaercst B CyJl B YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM PecryOnukn

Kazaxcran nopsiake.

[opsimok o6kamoBaHUA
pemeHui, nercTBuil (
Oe3nelcTBU)

12 ycnyromaTtens 1o
BOIIpOCaM OKa3aHHUs
rOCyIapCTBEHHOU
yCIIyTH

[Ipunoxenue 4
x [IpaBunam npoBeaeHus
SKCHEPTU3bl MEAULIUHCKOTO U3/ENHS

YcoBHA, IpebABIIEMbIe K 00pa3aM MEeAUIUHCKOTO H3AEINA I
J1a00PaTOPHEIX MCIILITAHUM

1. 3asBUTENb A0 MOAAYM 3asBJICHHUS HA DKCIEPTHU3Y OCYIIECTBISET pacdeT
KOJIMYECTBa 00pa3IoB, HEOOXOIUMBIX JIJIsl MIPOBENCHUS TPEXKPATHOIO aHAIW3a MpH
1a00paTOPHBIX UCTIBITAHUSIX.

2. KonnuectBo 00pa3lioB MEIUIIMHCKOTO H3JEIUs, MPEAOCTABIAEMbIX s
IPOBEICHUs JTAOOPATOPHBIX MCHBITAHUN, OMPENEISETCS COTJAcCHO TpeOOBaHUSAM
HOPMATUBHBIX JTOKYMEHTOB, HA COOTBETCTBHUE KOTOPBIM ILJIAHUPYETCS MPOBEACHUE
VICTIBITAHUU.

3. Ilpu omnpeneneHu KOJIUYECTBA 3alpalllMBae€MbIX OO0pa3IOB yUYHUTHIBAETCS
OJIHOPOJHOCTh 3asBJICHHOM MNPOJIYKIMH, HIPEACTABUTEIBHOCTh II0 COCTaBy U



KOJIMYECTBY, COOTBETCTBUE 00pa3Il0B UACHTH(HUKAIIMOHHBIM MTPHU3HAKAM ITPOIYKITUH,
OTPaXKAIOIIUM €T0 KaUECTBEHHBIE XapaKTEPUCTUKHU.

4. Konmm4ecTBO MPEIOCTABIAEMBIX 00pa3IlOB MO COCTaBY OTPaKacT BCIO
COBOKYITHOCTb OJIHOPOJIHOW 3asiBIICHHOW MPOAYKIHMHU, C YUYETOM pPa3JIM4usi CBOWCTB
OT/ICJIbHBIX TUIIOB (MAapOK, MOJIEJIEH) TAKOW COBOKYITHOCTH.

5. JIJist oqHOPOAHOM MPOAYKIIMH, OTIANYAIOIIENCS TOJIBKO TUIIOPA3MEPHBIM PSJIOM,
NPEIOCTABIISIOTCS 00pas3llbl CaMOro KPYMHOTO, CPEAHEro M C€amMoro Majioro
MPEICTaBUTEIIS psia.

6. [Ipyu OTIMYMHU OTAEIBHBIX BUJOB 3asIBJICHHOTO MEIUIIMHCKOTO U3JETIUS TOIBKO
0 IIBETOBOM raMMe, JOCTATOYHO MPE0CTaBICHUE 00Pa3IloB OHOM I[BETOBOM raMMBI.

7. O6pa3ibl MEAULMHCKOIO HU3JAEIUs TOCe MPOBEICHUS] UCIBITAHUN HE
BO3BpAIAIOTCS.

IIpunoxenue 5
k [IpaBunmaM npoBeaeHus
9KCIEPTU3bI MEJUIIMHCKOTO U3AEIHS

®opma

OTgeT HavaIbHOH YKCIEPTH3E (BATHIAIMA PETHCTPAIMOHHOT'O TOCHE)
METUITMHCKOTO W3/IeIIH, IPEICTaBICHHEIX Ha SKCIIEPTU3Y

HpOBeI[eHa HaydalJlbHasA JKCIICPTHU3a (Bannz[aum PEruCTPAainOHHOTO ):[OCBC)
MCIUIMHCKOT'O U3ACIINA IIPEAOCTABIICHHBIX Ha OKCIICPTHU3Y
1.  ®amwunmst, UM, 0T4eCTBO (IIPU HATMYWH ) SKCIIEpTa
No 3asiBKku 1 jaTa
JlaTa mocTymiaeHus: JOKYMEHTOB Ha HauyaJbHYIO SKCIIEPTU3Y

TOpFOBOC HanMCHOBAHHUEC MCIUITMHCKOI'O U3ACTIU

2
3
4
5. Ha3znauyeHue METUIIMHCKOTO U3ICTUS
6 OO6macTb MpUMEHEHUS

7 Kracc B 3aBUCHMOCTH OT CTETICHH MOTCHI[HAILHOTO PUCKA IPUMCHEHUS
8

3asBHUTEIH

JlaHHBIE O MPOU3BOAUTENE:

HanmenoBanune IOpunnueckuit
Ctpana
OpraHU3aINH azapec

Ne Tun opraHuzaiiuyl Wik y4acTOK IPOU3BOJICTBA

1. TIpousBomutenb
IIpousBoacTBEHHAs TUIOMIAIKA

Y1OIHOMOYEHHBIN MTPEACTaBUTEb TPOU3BOIUTEINS

EEERES

YnakoBIUK (IIpy HEOOXOJMMOCTH)

KoHTakTHBIE AaHHBIC YIOJHOMOYEHHOTO JIHIA [0 MOHUTOPHHTY
5 HeOnarompusTHBIX COOBITUH (WMHIUICHTOB) Ha TEPPUTOPUH
Pecny6nuku Kazaxcran



1. HauanpHasi skcmepTH3a KOMIUIEKTHOCTH PETUCTPALIMOHHOTO J0ChE M
MPaBUWIBHOCTH OPOPMIICHUS MPEJICTABIICHHBIX TOKYMEHTOB (YKa3bIBAIOTCS 3aMEUYaHuUs
10 HEKOMIUIEKTHOCTHU JIOChE W HETIPABUILHOCTH O(DOPMIICHHS TOKYMEHTOB).

2. Perucrpanus B cTpaHe-npon3BouTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:

Ne Crpana Ne TOKyMEHTa, yZOCTOBEPSIOLIETO PETUCTPALHIO Jara Beimaun  [Ipumeuanue skcrepra

3. CoOTBETCTBHE Kjlacca MEIUIIMHCKOTO M3JICJIMs B 3aBUCHMOCTH OT CTEIECHHU
MOTEHIIMAJIbHOTO PHUCKAa MPUMEHEHHS, YKa3aHHOT'O B 3asBJICHUU U JOKYMEHTax
PETHUCTPAIIMOHHOTO 10ChE:

Knacc B Knacc B coorBerctBum ¢ HamMmeHoBaHue JOKyMeHTa B
[Ipumeuanne

Ne COOTBETCTBUU ¢  JIOKYMEHTAaMH PETHUCTPAIMOHHOTO PETUCTPAMOHHOM J0Che 00 yKa3zaHUU
9KCTIepTa

3asBJICHUEM J0CBC KJacca

4. CoOTBETCTBHE MPEACTABICHHBIX 00PA3II0B I TA00OPATOPHBIX UCIIBITAHUM:

HaumenoBanue KonugectBo OcraTo4HbIi
VYcioBus XpaHeHus

obpasumoB  (c HnpenCcTaBICHHBIX CpOK

Cpoxk ( YnakoBka
yKa3aHHEM Cepus 00pas3noB (B exnWHHUIAX TOZHOCTH

TOZHOCTH TPaHCIIOPTUPOBaHUS (THI)
00bEeMOB, U3MEpeHUs: (IAKOHBI, o0pasmoB )
pa3mepoB) IITYKH, YITAKOBKH) MPOAYKITUI

3. OHCHKa TCKCTAa MAPKHUPOBKH IIPOCKTOB MAKCTOB YIITAKOBKHU, 9TUKCTOK, CTUKCPOB
Ha COOTBCTCTBUC Tpe60BaHI/I$IM 3aKOHOOATC/JIbCTBA.

6. CoOTBETCTBHE MPEJCTABICHHBIX CTAaHIAPTHHIX 00Pa3llOB HOPMATUBHBIM
JOKYMEHTaM TMPOW3BOAUTENS (MpH yKa3aHWUM 00 WX NMPUMEHEHHH B HOPMATHBHOM
JIOKYMEHTE):

KonnyectBo mpeacTaBieHHBIX OcraTouHblii  YCIOBUS XpaHEHUS
HaumenoBanune
cTaHIapTHeIX oOpasuoB (B Cpok  cpok rogHoct ( YnakoBka
CTaHJapTHBIX
5 eIMHHIAX W3MEPEHUs: (IaKOHBI, TOIHOCTH 00pa3IoB TPaHCIOPTHPOBaHHS (THUIT)
00pas3nos
IITYKH, YIIAKOBKH) TIPOAYKIUU )

7. 3aKaoueHue:
OTka3aTh B JalbHEHINEH SKcnepTH3e (¢ 000CHOBaHUEM)

[TpomomKUTE SKCIEPTH3Y MEIUITTHCKOTO H3/IEITHS

PykoBoauTeNnb CTpyKTypHOTO MOApa3AeIeHus

NOAMNMUCH N. Gamunusa



Okcnepr

NOAMNUCH N. ®amMmunus

JlaTta

[Ipunoxenne 6
k [IpaBuimaM npoBeAEHUS SKCTIEPTU3BI
MEIUIMHCKOTO U3EIHS

dopma

OTger HaYATbHOH YKCIEPTH3H (BATHIANWA PETHCTPAIMOHHOIO JOCHE)
M3MEHEHHI, BHOCHMBIX B PETHCTPAIMOHHOE JOCHe MEAUIMHCKOTO H3IEIIHA

ITpoBeneHa HauabHAA SKCIEPTH3a (BAIMAALMSA PETHCTPALIMOHHOTO IOCHE)
MEIUIMHCKOI'0 H3e/IHA NpeIOCTaBIeHHBIX Ha SKCIIEPTU3Y IIPH BHECEHUH
H3MEHCHMI B PETHCTPAIHOHHOE IOCHE

1.  ®amwunus, uMsi, 0OTIECTBO (ITPH HATTUIHMH) IKCIIEpTa

Ne 3asgBKU 1 1aTa

JlaTa moCTYyIUIEHUS! TOKYMEHTOB Ha HA4aJIbHYIO SKCIIEPTURY
ToproBoe HaMMEHOBaHUE MEIMIIMHCKOTO U3ICITUS
Haznauenmne MeAMIIMHCKOTO U3IEIIHS

O0nacTb MpUMEHEHHS

Kiacc B 3aBUCHMOCTH OT CTEIICHU MOTCHIMAJIBHOI'O pHUCKA MIPUMCHCHUSA

el Il AN I Bl e B

3asgBUTEND

JlaHHBIE O IPOU3BOAUTEIIE:

Hanmenosaune IOpuanyeckwmii
TpaHa

Ne Tum opraHW3aIluy WK YI9aCTOK IPOU3BOJICTBA
OpraHu3aIiH ajpec

1. [IpousBonutens

[Ipou3BoacTBEHHAS TLIOMIA KA

YTO0JTHOMOYEHHBIH MIPEACTaBUTENb TPOU3BOANTENS (TIPH HATUYUH)

B

YmakoBIuK (Ipu HEOOXOAUMOCTH)

KoHTakTHBIE TaHHBIE YIOTHOMOYEHHOIO JIMIA MO0 MOHHTOPHUHTY
5 HeONarompuATHBIX COOBITUH (MHIMASHTOB) Ha TEPPUTOPHHU
Pecrybnmkn Kazaxcran

1. HauanpHasi skcmepTH3a KOMIUIEKTHOCTH PETUCTPALIMOHHOTO J0ChE M
MPaBUJILHOCTH OPOPMIICHUS MPECTABIICHHBIX TOKYMEHTOB (YKa3bIBAIOTCS 3aMEYaHuUs
0 HEKOMIUJIEKTHOCTH JI0Ch€, HEOOXOAUMOCTH TPEAOCTABICHUS 0O0pas3IoB
MEIUIMHCKOTO U3/IeNUs U IPABUILHOCTU 0(OPMIIEHUS TOKYMEHTOB).

2. Perucrpanus B cTpaHe-nmpon3BouTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:

Ne Crpana Ne TOKyMEHTa, yZOCTOBEPSIOLIETO PETUCTPALHIO Jara Beimaun  [Ipumeuanue skcrepra



3. CooTBeTcTBUE Kilacca MEAUIMHCKOTO U3JEIUsS B 3aBUCHMOCTU OT CTENEHU
MOTEHI[MAJIbHOTO PUCKAa MPUMEHEHMS, YKa3aHHOT'O B 3asBJICHUU U JOKYMEHTax
PETUCTPAIMOHHOTO JOChE:

Knacc B Knacc B coorBerctBum ¢ HaumMmeHoBaHue JOKyMeHTa B I
UMEYaHHe
Ne cooTBeTCTBMM €  JOKYMEHTaMH PETHCTPALIOHHOTO PETMCTPALlMOHHOM J0Che 00 yKa3aHWU P
JKCIIepTa
3asBIICHUEM J0Che KJacca P

4. CoOTBETCTBHE MPEACTABICHHBIX 00PA3II0B I Ta0OPATOPHBIX UCTIBITAHUM:

HaumenoBanue KonugectBo OcraTo4HbIi
VYcnoBus XxpaHeHus

obpasmoB  (c MpeNCcTAaBICHHBIX CpOK

Cpoxk ( YnakoBka
yKa3aHUEM Cepust 00pa3ioB (B eIMHHUIIAX TOTHOCTH

TOZHOCTH TPAHCIIOPTHPOBAHUS (THIT)
00BEeMOB, W3MEpeHns: (IAKOHBI, o6pasnos
pa3MepoB) MTYKH, YITAKOBKH) MIPOTYKITHH

3. OHCHKa TCKCTAa MAPKHPOBKH IIPOCKTOB MAKCTOB YIITAKOBKHU, 9TUKCTOK, CTUKCPOB
Ha COOTBCTCTBUC Tpe60BaHI/I$IM 3aKOHOOATC/IbCTBA.

6. Tur BHOCUMBIX U3MEHEHUN

PCZ[EIKIII/IH J10 BHCCCHUSA U3MCHCHUS PCHaKHI/IH IOCJIe BHECEHUS N3MEHEHHMI

7. COOTBETCTBHE MPEJACTABICHHBIX CTAaHIAPTHBIX 00PA3IOB HOPMATUBHBIM

JOKYMEHTaM TMPOU3BOIUTENs (MIPU yKa3aHUH 00 WX MPUMEHEHUH B HOPMATHBHOM
JIOKYMEHTE):

KonmdectBo mpeacTaBiIeHHBIX OcrtaTtoyHblf  YcJI0BUSA XpaHEHUS
HaumenoBanue

cTaHAapTHBIX o0pasmoB (B Cpok CPOK TOTHOCTH  ( YnakoBka
CTaHAAPTHBIX
5 P eIMHUIIAX W3MEpeHUs: (IaKOHBI, TOIHOCTH 00pa3IoB TPaHCIIOPTHPOBaHUS (THII)
00pasios

IITYKH, YITAKOBKH) TIPOAYKIUU )

8. 3aKIr04YeHHeE:
OTka3ats B JajbHeilel skcriepTuse (¢ 000CHOBaHUEM)

[Ipo0IKUTE SKCIEPTUIY

PykoBoauTenb CTpyKTypHOTO MOApa3aeieHus

NOAMNUCH N. Gamunug
Dkcnepr

NOOANHUCH N. Gamuaug
JlaTa

[Ipunoxenue 7
k [IpaBunam mpoBeAeHUS IKCIIEPTU3BI
MEIULIUHCKOTO U3JEIUs

dopma



3KCHCpTEBﬁ;I OoTYCT CHCI[PI&JI[/IBHPOB&I-IHOfI JKCIICPTHU3BI MCIUITHHCKOI'O
H3OCIIASL

[

Damunust, UMs, 0T4eCTBO (IIPU HATUYUH ) SKCIIEpTa

Y4eHas cTereHb, 3BaHNe

Ne 3asBKU U jaTa

JlaTa mocTyIIeHNsT JOKYMEHTOB Ha CIIEIHATIN3HPOBAHHYIO SKCIIEPTU3Y
ToproBoe HaMMEHOBaHUE MEAUIIMHCKOTO U3/IEIHS

Kox GMDN (mipy Hanu4mm)

Kon Homenknatypsl MeauImHCKuX usnenunii Pecyonvku Kazaxcran

Texauueckas XapaKTCPUCTUKA MEAUITUHCKOT'O U3ACJIUA

e e N e e Bl

Haznauyenve MeIUIIMHCKOTO U3IETHS

H
e

Ob6nacTb MpUMeHEHHS

[IpoBenmena »KcmepTU3a JOKYMEHTOB PETHCTPAIMOHHOTO JOCHE,
XapaKTePU3yIONUX 0e30MacHOCTh, KadecTBO U 3(PPEKTHBHOCTH MEIUIIMHCKOTO
U3CITUS.

1. JlaHHBIE O MPOM3BOAUTENIC MEIUIIMHCKOTO M3/ICTHUs, B TOM YHCIIE PACXOIHBIX
MaTepUAIOB U KOMIUICKTYIOIIUX, SBJISIONIMXCS MEIUIIMHCKHUMH H3ICTHSIMU

Hanmenosanune C IOpuamaeckunii
Tpa
OpraHu3aIHH azapec

Ne Twun OpraHu3anuun Uik y4aCTOK IIPOMU3BOACTBA

1. IpousBonurens

2. Ilpous3BoACTBEHHAs IJIOIIAIKA

3 YIOJMHOMOYEHHBIN MPEACTAaBUTEIh IPOU3BOIUTEIS (TIPH HATHMYIIH)
4. YnaxkoBOK (TIpH HEOOXOTUMOCTH)

KoHTakTHBIE JaHHBIC YIOJHOMOYEHHOTO JIMIa MO0 MOHUTOPHHTY
5 HeOmarompuATHBIX COOBITHH (MHOMACHTOB) Ha TEPPUTOPHHU
Pecny6nmku Kazaxcran

2. Perucrparus B cTpaHe-npou3BoauTeNe (M3rOTOBUTENS) U APYTUX CTPaHAX

No Crpana Ne mokyMeHTa, yAOCTOBEPSIOLIETO PETUCTPALIUIO Hata Beijaun  [Ipumeuanue skcrepra
1

3. OueHka JOCTOBEPHOCTH YKA3aHHOTO B 3asBJICHUM U JOKYMEHTaX
PETUCTPALIMOHHOTO J0ChE KJIacca MEIUIIMHCKOTO M3\ B 3aBUCUMOCTH OT CTEIEHU
NOTEHUHAIBHOTO pPHUCKAa IPUMEHEHUsS, B COOTBETCTBUU C TpeOOBaHUSIMHU
3akoHoAaTenbcTBa Pecnyonukn Kazaxcran B cdepe oOpaleHus: JeKapCTBEHHBIX
CPEICTB, MEAULIMHCKUX WU3/1EITHI:

Knacc B Knacc B coorBerctBuum ¢  COOTBETCTBHE  3asBISEMOro  Kiacca

IIpumeuanue
COOTBETCTBHM C JOKYMEHTAMH TpeOOBaHUIM 3aKOHOJATENbCTBA

JKCIepTa
3asiBJICHHEM PEruCTPalMOHHOTO 10ChE Pecrry6nuku Kazaxcran P

4, XapaKTepI/ICTI/IKI/I CHCTCMBbI HOKaSaTeﬂeﬁ, OIIPCACIAIOMINX 6C3OHaCHOCTB,
Ka4y€CTBO H Sq)CI)eKTI/IBHOCTB MCOAUIMUHCKOI'O H3ACJIHA, B TOM 4YHCIIC PACXOJHBIX
MAaTCpHUAIIOB U KOMIUICKTYIOIIHX, ABJIAIOIMUXCA MCIUIUHCKUMHU U3ACITUAMM:



1) cucrema ynpasienus kadectBoMm [ISO, GMP opranuzanuu-npou3BoauTeNs, B
TOM YHUCJIE PACXOJAHBIX MAaTEPUAIOB U KOMIUICKTYIOIIHX, SIBJSIOIINXCS MEIUIIMHCKUMU
U3ICTUSMU:

No 'HammeHnoBanue JokymMeHTa  Ne TOKyMeHTa W JaTa BblIayu Cpoxk aeiictBus  [Ipumedanue skcrepTa

2) Ka4eCTBO MEIUIIMHCKOTO U3JETUs, B TOM YHUCJIE PACXOJHBIX MAaTepHUATIOB U
KOMITJIEKTYIOIIUX, SIBJISIOIIUXCS MEIUIIMHCKUMU U3JIETUSIMU (TEXHUUYECKUE YCIOBUA,
CTaHJapT OpraHU3aIun):

Ne 'HammeHnoBanue nokyMeHTa  Ne TOKyMeEHTa U JaTa BblIauu Cpok neiictBust  IIpumeuanue sxcnepTa

3) moAaTBEpKAEHUE COOTBETCTBUS MEAUIIMHCKOTO HM3JENHs TPeOOBaHUSIM
HallMOHATBHBIX WM MEXIYyHApOJHBIX HOPMAaTHUBHBIX JOKyMeHTOB ([leknapanus
cootBeTcTBUs; CepTUdUKAT COOTBETCTBUA):

No 'HammeHnoBanue JokyMeHTa  Ne TOKyMeHTa W JaTa BblIayu Cpoxk pevictBusa  [Ipumeuanue skcnepTa

4) aHanu3 NPEACTaBIECHHBIX JaHHBIX, OJIYYEHHBIX B X0J1€ IPOBEACHUS UCIIBITAHUIM
(TOKCHKOJIOTHUECKUX, TEXHUUECKUX, KIMHUYECKUX) B CTPAHE MPOU3BOUTENE (OTUETHI,
3aKJII0YEHUS) U B XOJ€E MPOBEACHUS NPEIbIIYLIIMX ITAOB dKCNEPTH3bl B PecryOinke
Kazaxcran (HauanbHas 3KCrepTH3a, J1a00paTOPHbIEC UCIIBITAHUS):

HammeHnoBaHHe IIpumeuanue
Ne AHau3 MOJHOTHI U KaueCTBa HH(POPMAIIUU B TOKYMEHTE
JTOKYMEHTa JKCIIepTa

5) 3akiarodeHue O CTAOMIBHOCTH MEIUIIMHCKOTO H3JeNusl, 000CHOBAHHOCTH
3asIBJICHHOTO CPOKa XPaHCHUS:

Ne 3asBieHHBIN CPOK XpaHEHHUS AHAIN3 IPEACTAaBICHHOrO oT4YeTa 0 cTabmipHOCTH  [IprMedanue sxcnepra

6) OOCHKA IMPOCKTAa MHCTPYKIUHU 110 MCAUIMUHCKOMY IIPUMCHCHUIO MCIUTTUHCKOT'O
HU3ACIHA, B TOM YHUCJIC PACXOJHBIX MAaTCPUAJIOB W KOMIUICKTYIOINWUX, ABJIAIOIINXCSA
MCIAUITMWHCKUMHU U3ACITUAMU U SKCILUTYAaTallUOHHOT'O JOKYMCHTA

Ouenka

Ne Ananus !
JKCIepTa

1. Ilonnora COACPKaAHUA TEKCTA NPOCKTAa NHCTPYKIIUN Ha MEAUMHCKOI'O U3AEJINA

2. CoOTBETCTBHE TEKCTA MOPOCKTAa OpUT'MHATTY HHCTPYKIHUHU OT IMIPONU3BOJAUTCIIA

CooTBETCTBHE O(bOpMJ'ICHI/Iﬂ TEKCTa MNPOCKTa HHCTPYKIHUU Tpe6OBaHI/IHM 3aKOHOJAaTCJIIbCTBA
" Pecniy6nuku Kaszaxcran B cepe oOpamienus 1eKapCTBEHHBIX CPEACTB U MEAUIMHCKUX M3IETUH
4. Wudopmanws, comepkamascs B SKCIUTyaTallHOHHOM JOKYMEHTE MEIUIIMHCKOTO U3ISITHS
7) Onenka ohopMIICHHS] MAKETOB YITAKOBOK U ATHKETOK

Onenka

No Ananus !
JKCIICPTa

CootBeTcTBHE OQOpPMIIEHHS TEKCTa MakeTa MapKHPOBKH TpeOOBaHHMSM 3aKOHOMNATENLCTBA
" Pecny6unku Kazaxcran B cdepe 00OpalleHus JIEKAPCTBEHHBIX CPEICTB, MEJUIMHCKUAX U3IEITHI



2. VneHTHYHOCTh yKa3aHWH yCJIOBUI XpaHEHHS U TPAHCIIOPTHPOBAHMS, YKa3aHHBIX B JOKYMEHTE MO
CTaH/aPTU3aLNU MEIUIIMHCKOTO U3EIHSI U TPOEKTE MHCTPYKLUH 10 MEIUIIUHCKOMY ITPUMEHEHHIO

8) AHaJIN3 JaHHBIX O pa3pabOTKe U MPOU3BOJICTBE MEIUIIMHCKOTO U3/ (CXEMBI
MPOIIECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJUI MPOU3BOACTBA, YIIAKOBKH, UCTIBITAHUN U
IPOLIETYPHI BBITYCKa KOHEYHOTO MPOAYKTA). 3aKIIOUEHUE O COOTBETCTBUH pa3pabOTKu
, TEXHOJIOTMYECKOr0 Mpollecca U KOHTPOJIS KauecTBa MPOU3BOJCTBY OE€30MMacHOMN U
Ka4e€CTBEHHOMN IIPOIYKIIUU

OneHka
JKCIepTa

Ne Anamuz

OreHKa peACTaBICHHBIX 3asBUTEIEM JaHHBIX O Pa3pabOTKe W IMPOU3BOICTBE, BKIIOUYAS aHAIIN3
0TYeTa MHCIIEKTUPOBAHHS IPOM3BOJICTBA (TIPH HAJIMYUH);

3aKII04YeHIEe O COOTBETCTBUU pa3pa60TKH, TCXHOJIOTUYCCKOTO Mponecca U KOHTPOJId KadyeCTBa
IPpOU3BOACTBY 0e30IMacHOM U KaueCTBECHHOM IpoAyKIUHN

9) AHanmu3 OMOJIOTHYECKON 0€30MaCHOCTH MEIMITMHCKOTO H3JICNIHS Ha OCHOBE
aHaju3a BCEX MAaTEpHaJIOB >KMBOTHOIO WJIM YEJIOBEYECKOIO MPOUCXOXKICHHUS,
BXOJISIINUX B MEIUITMHCKOE M3JeNne, a TaKxke MHPOPMAIUU O OAO0pE HCTOYHUKOB (
JIOHOPOB), OTOOpE Marepuana, MPOIECCUHTe, XPAaHEHUH, TECTUPOBAHUU, NTEPBUYHON
AKCHEPTHU3BI MPOLEAYp TECTUPOBAHUS, a TaKKe OOpallleHHs] C TKaHSIMHU, KIETKAMHU,
CyOCTaHIUSIMU KUBOTHOT'O HJIM YEJIOBEUECKOTO MPOUCXOXKICHUS, KyJIbTypaMu
MHUKpPOOPraHU3MOB U BUPYCOB (IIPX HAJIMYUH)

Ne Awnamus OreHka sKcrepTa
1. OHCHKa MMPEACTAaBJICHHBIX 3asIBUTCIIEM NJAHHBIX 1O aHAJIU3Y OHOJIOrHYECKOI 0€30IaCHOCTH

10) M3yuenue mepBUYHOMN 3KCMEPTU3BI IPOTPAMMHOTO 00€CTICUeHHsI Ha OCHOBE
aHaJlu3a JaHHBIX O €ro Bepu(UKAlMM U TEPBUYHOU DKCIEPTU3BI, B TOM YHUCIIC
uHpopMamruu O €ro pa3paboTKe W TECTUPOBAHWU HA NPEANPHUATHH U TIPHU
MYJIbTUIEHTPOBBIX HUCCIEJOBAHUSX, NAHHBIX 00 HICHTU(PUKAIUM U MAPKUPOBKE
ONEPALMOHHON CUCTEMBI
No  Anamus OreHka sKcnepra
1. OHGHK& OpeACTAaBJIICHHBIX 3aABUTCJIEM JTaHHBIX

11) Ananu3 mpouenypbl U METOJOB CTEPWIM3AIIMU MEIUIIMHCKOTO U3ACus,
MaTepHuagioB, OOOCHOBBIBAIOIIMX CIIOCOO CTEPWIM3AIMU, IPEAJiaraéMbIX METOJI0B
KOHTPOJISI KayecTBa M OIPEAEJICHUS] OCTATKOB CTEPUIM3YIOLIETO BEIIECTBA IpHU
IPUMEHEHUU XUMHUYECKOTO CII0c00a CTepuiin3aiuu
Ne  Amnanms OreHka dKcnepra
1. OlieHKa MpeICTaBICHHBIX 3asBUTEIEM JaHHBIX

12) Ananu3 6e3onacHoCTU U 3PHEKTUBHOCTU JIEKAPCTBEHHOT'O CPEJICTBA B COCTaBE
MEUITMHCKOTO U3/IeTUs, €ro BIUSHUS Ha (PYHKIIMOHAIIBHOCTh MEUITMHCKOTO U3/ICIHS,
COBMECTUMOCTH JIEKAPCTBEHHOI'O CpPEJACTBA C MEAUIMHCKUM u3aenueM (3a
UCKITIOUEHHUEM MEIUIMHCKUX U3enuid 17sl auarnoctukd in vitro (IVD). Uadopmarus
O PErucTpaluv JEeKAPCTBEHHOrO CPEJACTBA B TOCYJIapCTBE — MPOU3BOJIUTENE
JIEKaPCTBEHHOTO CPE/ICTBA



Ne  Amnanus OreHka sKcnepra
1. OreHka npeaCcTaBIEHHBIX 3assBUTEIIEM TaHHBIX

13) Ananus NPEACTAaBIICHHBIX IIPOU3BOIUTECIICM CBEJICHUH O HAJWYHMH HIA 00
OTCYTCTBHUU COO6H.[€HHI>1 0 HCCYACTHBIX CIy4dasiX M OT3bIBaX C PbIHKa MCAWUIIHMHCKOI'O
N3A€1IUA , O HCKCIIATCIIbHBIX COOBITHSIX H (I/IJ'II/I) HCCUACTHBIX ClIy4asaX, CBA3aHHBIX C
HCIIOJIB30BAHUEM MCAUIHUHCKOIO HU3ACIUA YBeI[OMJIeHI/Iﬁ 1mo 0€30IIaCHOCTH
MCIUIIMHCKOI'O M3ACINA , IOAXO0da K PACCMOTPCHUIO 3THUX HpO6J’I€M N X PCIICHUA
IIPOU3BOAUTCIIAMU B KaXIOM M3 TaKHX CJIydacB, OIIMCaHHA KOPPCKTHPYIOIIUX
HGfICTBHfI, NpCANPUHATBIX B OTBCT HAa YKA3aHHBIC ClIydan, a4 TaKXKC COOTHOIICHHUA
YPOBHA IIpOAaX MW KOJIHMYCCTBA HCCYUACTHBIX CJIy4YacB M OT3bIBOB MCIHIITMHCKOI'O
U3JIeIUs U3 00paleHus

No  Amnamus OrneHka sKcnepra
1. OHGHK& OpEeACTAaBJIICHHBIX 3aABUTCJIEM JAaHHBIX

14) Ouenka I1nana c6opa u aHanM3a JaHHBIX MO 0€30MaCHOCTH U 3G (HEKTUBHOCTHU
MEIUITUHCKOTO U3/IeTUs Ha TIOCTIIPOTKHOM dTare M 0TYeTa 00 aHAJIN3E PUCKOB

Ne Ananms OrerHka dKcnepra

1. Onenka MPCACTAaBJICHHBIX 3asABUTCIIEM JaHHBIX

5. 3akirroueHue IKCIepTa
I. [TonoxurensHoe
2. OtpunatenbHOe (C 000CHOBaHUEM)
Bce JaHHBIC, IMPHUBCACHHBIC B JKCIICPTHOM 3aKIHOYCHHHU, JOCTOBCPHBI H
COOTBCTCTBYIOT YCTAaHOBJICHHBIM TpC6OBaHI/IHM, 4dTO IMOATBCPIKAAIO JIMYHOU IIOAIINCBHIO
PykoBoauTENb CTPYKTYPHOI'O OAPA3ACICHUS

NOANUCH N. amunug

DKcnepr
OOAMUCH N. damMmunug

Adata

Mecro nevatu
[Ipunoxenune 8
k [IpaBuiiaM pOBECHHS KCIEPTH3BI
MEIUIUHCKOTO U3/ICITHs

®dopma

OKCHepTHEIH 0TYET CICIHAIM3HPOBAaHHON SKCIIEPTH3EI O BIIMAHUHA BHOCHMBIX
M3MEHCHHUH B PETUCTPALIMOHHOE NOChEe Ha 6€30IacHOCTh, KA9ECTBO H
3¢ (PEeKTHBHOCTh MEAUIIMHCKOTO M3eIIHA

1. ®amunus, UM, 0OT4€CTBO (IIPU HATMYUH) IKCIIEPTa
2. VYueHas creneHb, 3BaHUE

3. Ne 3asIBKH U JjaTa



4, I[aTa NOCTYIUICHUA NOKYMCHTOB Ha CHICIUAJIM3UPOBAHHYIO SKCIECPTU3Y

5. ToproBoe HaMMEHOBAHUE MEAULIMHCKOTO U3JETIHS
HpOBe)IeHa 3KCIEpPTHU3a AOKYMCHTOB PCruCTpaiioOHHOIO OOCKE,

XapaKTEPU3YIONINX BIMSHUE HA O€30MaCHOCTH, KA4eCTBO U A((HEKTUBHOCTH BHOCUMBIX
VU3MEHEHUHN B PETUCTPALIMOHHOE J10ChE, HA MEAULIMHCKOE U3/IEIINE.
B xozie mpoBeaeHus 3KCHePTU3bl YCTAHOBIICHO:

Ne Penakumsa no BHeCeHUSI U3MEHEHUI Bnocumoe nzmeHnenue

Bnusinue BHOCUMBIX M3MEHEHUM Ha 0€30MacHOCTh, KaueCTBO U 3(P(HEKTUBHOCTh

MCAMIHWHCKOI'O U30CIHA:

N3meHeHue (yKa3aTI) Ananus (BJ'II/IHGT/HC BJ'II/IHeT) HpI/I OTpHULATCIIbHOM 3aKJIIOYCHUN YKa3bIBACTCA
0

" HyXHOE) o0ocHOBaHKE

3aKJIFOYEHHE IKCTIEPTA:
1. ITonoxurenpHoe
2. OtpunarensHOe (¢ 000CHOBaHUEM)

Bce AJaHHBIC, IMPHUBCACHHBIC B JKCIICPTHOM 3aAKIHOYUYCHHUHU, JOCTOBCPHBI H
COOTBCTCTBYIOT YCTAaHOBJICHHBIM Tpe6OBaHI/I${M, 4dTO IMOATBCPIKAAIO JIMYHOM IIOAITUCBIO

PykoBoauTenb CTpyKTYPHOTO MOIPA3ICIICHUS
OONMUCH NU. GamMmunusa

JKcnepr
NOAMUCH

N. ®amMmunug

Adata

Mecto nevatu
IIpunoxenune 9

K HpaBI/IHaM IPOBCACHUS OKCIICPTU3BL
MCEIUIIMHCKOTO U3ACIINA

®dopma

MunncTepcTBO 31paBooxpaneAna PecyOimxu Kazaxcran

HanmeHnoBanme rocy1apCTBEHHON SKCIIEPTHOM OpraHu3aIiiy

ATTecTaT aKKpeUTaIMK HCOBITAaTeNbHOM TabopaTopuu (Ne, Cpok

JEHACTBHA)




Anpec, TereoH SKCOEPTHOM OpraHu3auy (MCIBITaTEIHbHOM
naboparopun)

" n

IIpoTtokon wucneiTanuii Ne OT

roja

Crpanuna _ /KojauyecTBO IJHCTOB
3asBUTENH (11 FOPUIUYECKOTO JiKIla (HAaMMeHOBaHue)/ s (PU3ndecKoro Juia
o . U . O

(npwu HaJlU4YUU) u aagpec):
HauMeHoBaHUuE NPONYKIHUH:
Bun MCIOBTAaHUH:

OCHOBAQHUE

dupMa  HU3TOTOBUTENb/NPOU3BOAUTENb,  CTpaHa:

Jlata Havana W gara OKOHYaHUSA  HCIBITAHUN:

KonuuectBoO oO0Opa3uoB:




Pe3ynpTarsl ncnipITaHUM

HaumenoBanue TpeboBaHuss HOPMAaTHBHOTO
nokasarenen JOKyMEHTa
1 2

®aktnueckn nonaydeHHsle  TOC u BIaXXHOCTH (
Ppe3yJbTaThl %)

4

3aKJIrO4YCHHE: Hpe,ZICTaBHGHHble 06pa3IlBI COOTBCTCTBYIOT/HG COOTBCTCTBYIOT

TpeOOBaHUS AM

HOPMATUBHBIX JOKYMEHTOB M METOAMKHU BOCIPOU3BOJSATCS/HE BOCIPOU3BOAATCS (

YKa3blBaThb npu

(HyxHoe

MCTO,Z[I/IKI/I HC BOCIIPOU3BOAATCA IO CICAYIOIINUM ITOKAa3aTCIIAM

HEOOXOTMMOCTH)
NOJTUYEPKHYTH)

[Tonmucwu YIOJTHOMOUYEHHBIX TUI
(IOJMXHOCTH) (moamuce) n. damMunus
(IOTKHOCTH) (moamuce) n. damMunus
(IOMXKHOCTH) (moamuce) n. damMunus

MecTo a1 IeyaT

[Tpunoxenue 10
k [IpaBunam npoBeaeHMs SKCTIEPTU3BI
MEIUIMHCKOTO M3/IeITHS

dopma

OT4er 0 pe3ynbTarax mNpoBeACHHA J1a00PaTOPHOro HCIBITAHUA B TabopaTopHu
KOHTPOJI1 Ka9eCTBa IPOM3BOANTEIIA WIM B KOHTPAaKTHOM 1abopaTopuu,

HCIOJIb3yeMOH IPON3BOAUTEIEM™

1. Pe3rome

HaumenoBanue MCIUIIUMHCKOTO U3ACINA

HanmenoBanue, afpec peKBU3UTHI IPON3BOICTBEHHON TUIOLIAIKH

HaI/IMeHOBaHI/Ie, aapec, pCKBU3UTBL na60paTopm/I KOHTPOJIA KaucCTBa /U

KOHTpaKTHOﬁ na60paT0p1/H/1 KOHTPOJIA Ka4€CTBa

OcHoBaHUe MTPOBEACHUS 1aO0PaTOPHOTO HCITBITAHMUS

Homepa nuuen3un (py Halu4nm), CEpTUPHUKATOB, 3asIBOK HA SKCIEPTUZY

Pesrome JACATCIIBHOCTHU na60paT0pI/H/1 KOHTPOJIA Ka4€CTBa

IIpoBenenne mabopaTOPHBIX
WCIIBITAaHUN

BLIHyCK B pcajM3alnuro Cepuu
MCIUIMHCKOI'O U3CIINA



Wnoe (HeoOXx0anMO yKa3aTb)

Jara(s1) mpoBeneHNs TaOOPaTOPHOTO MCTIBITAHUS
@®.11.0. (mpu HATMUUK) HKCIEPTOB (WIEHOB KOMUCCHN), JOTKHOCTh

2. Brognas undopmanus
Kparkoe onrcanue 1adboparopru KOHTPOJISI Ka4eCTBa
Hanmumne 1oKyMeHTHPOBAaHHBIX IPOLEIYp MPOBEICHUS NCTIBITAHUN
BeimonHenue TpeOoBaHMid JOKYMEHTHPOBAHHBIX MPOLEAYD HPOBEACHHS UCTIBITAHUN
Llens mpoBeneHns 1Ta00paTOPHOTO UCTIBITAHHS
OOBEKTHI UCTIBITAHUS
[Tepconan 1abopaTopuy KOHTPOIIS Ka4eCcTBa, yYacTBYIOMIMH B TPOBEJCHUH Ja0OPaTOPHOTO HUCIIBITAHUS

JIOKyMEHTBI, TOJaHHBIC OPTaHU3AIMECH-TIPOU3BOAUTEIEM W/WIM J1a00paTOpHEH KOHTPOJS KadecTBa [0
MIPOBEJICHUS OLIEHKH yCJIOBUH MPONU3BOJICTBA M CHCTEMbI 00ECIICUEHHs KauecTBa

3. HabmroeHust 1 pe3yabTaThl IPOBEACHUS Ja00paTOPHOTO UCTIBITAHUS
Cchbuika Ha HOPMATUBHBIA JOKYMEHT
HOMep CCpuHU, nata Mponu3BoACTBa

TpeboBanust HOpMaTHBHOTO JToKyMeHTa DakTHueckue T, CooTBercTBYeT/ HE
10 Ka4eCTBY Ppe3yIbTaTh BIIaXXHOCTh COOTBETCTBYET

ITokazaTenn

4. ITpunoxxeHust

I[OKyMeHTLI (HepBI/ILIHI)IC JAaHHBIC, MPOTOKOJIbI HCHBITaHHﬁ) n O6pa3HLI, OTO6paHHI)I€ B XO0J€ MNpPOBCACHUA
na60paT0pH0r0 HUCIIbITAHUA

5. 3akmroueHue
[TomoxurensHOE
OrtpumnarensHoe ( ¢ 000CHOBaHHEM)

IIpumeyanue

*K oTdery o pe3ynbTaTax MpOBEACHHS JTaOOPATOPHOTO MCIIBITAHUS TPHUIIATaeTCs
Konus cepTudukara aHanmza U (WJIM) TPOTOKOJIA MCIBITAHUA HA MPOIYKIUIO
7a00opaTopun KOHTPOJIS KayecTBAa MPOU3BOJUTENS WM KOHTPAKTHOM JabopaTtopuu,
HCIIOJIb3YEMOW MNPOU3BOAUTENIEM. Bce TPUIIOKEHHUS K OTYETY SBJISAIOTCS
HEOTHEMJIEMOM €0 YacThIO.

PykoBonaurens komuccuun

OOAIHUCH N. PamMmunus
YJIEHBI KOMHUCCHM:
OOAINHUCDH N. Pamunusa
OONINHUCDH N. Pamunusa
" n 20 r

CormacoBaHoO




(TOTXKHOCTBH) (moAmuCH) N. ®amunus

(I10JKHOCTB) (moamuchk) N. ®amunus

IIpunoxenue 11
k [IpaBuimaM npoBeAEHUS SKCTIEPTU3BI
MEIUIMHCKOTO U3EIHS

3akmodeHue 0 6e30ImacHOCTH, Ka4ecTBe H 3()(PEKTHBHOCTH MEIUITMHCKOTO
H3JIEIHA, 3a4BJICHHOT0 Ha SKCIEPTH3Y B IEJIAX rOCYAaPCTBEHHOMN pErACTpaIiy
, lepepeructpanuu B Pecmyommike Kasaxcran

1. PecnyOnrkaHCcKoe ToCyJapCTBEHHOE MPEANPUATHE HA MPABE XO3AMCTBEHHOTO
BeAeHUsT "HalMoHanbHBIM ULEHTP OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB H
MenuuuHcKkuX m3aenuit" Komurera KOHTpos KayecTBa U O€30MaCHOCTH TOBApOB U
yciayr MunucrtepctBa 3apaBooxpaHenus PecmyOnuku Kazaxcran cooOmiaer
pe3yJbTaThl AKCHEPTU3bl Ha 0€30MacHOCTb, KadecTBO U AP(PEKTUBHOCTH
MEIUIMHCKOTO U3JENUS B LEJISIX TOCYIApCTBEHHON PErUCTPALNK, IEPEPETUCTPALIUN B
Pecnybnuke Kazaxcran:

ToproBoe HAMMEHOBAHHE METUIIMHCKOTO U3/CITHS

OpFaHI/ISaL[I/ISI-HpOI/ISBO}II/ITeJ'H), CTpaHa-npoOnU3BOJIUTEIIL

[Tpou3BoACTBEHHAS TUIONIA]IKA, CTPAHA

Y1onHOMOYEHHBIN MTPeACTaBUTENb, CTPaHA

Tun menuuuuckoro uzaenus (M)

Bun (peructpanus, mepeperucTparus)

Kiacc B 3aBUCHMOCTH OT CTEIEHH MOTEHIUAILHOTO PUCKA TPUMEHEHHS

Kox Homenkmnatypsr MeaumimHCKuX m3aenii Pecryomiku Kazaxcran

Komruiekramus MeIUIMHCKOTO u3aeus (TIPH HATHYUH — KOJTMYECTBO KOMIUTEKTYromuX ) (Tabmuia)

3aKi0YeHre Ha4YaJbHOW OKCIEpTH3bl (BIMIALMK PETHUCTPAILMIOHHOTO J0che) (TOJO0XKHUTENbHOE WIN
OTPHIIATEIIEHOE)

3aKiIrovYeHne CreualIn3upOBAaHHON HKCIIEPTU3HI (TIOJIOKUTENBHOE WM OTPUIIATEILHOE)

BaKJ'IIOqCHI/IG UCIIBITATENbHOMN Ha60paTOpI/II/IZ aarta u No IPOTOKOJIa (HOJ'IO)KI/ITGJ'ILHOG HIIn OTpHHaTeJ’IBHOG)
Tabnuma
KoMirekranus MeTUIIMHCKOTO U34S

HaumenoBanue Mogenb [IpousBonurens Crpana

2. 3axmovyeHue (MoJI0XKUTeNbHOE): MaTepuanbl U JOKYMEHTBI PETHCTPALIUOHHOTO
N0Ch€ HAa MEIUIMHCKOE W3JENINe, IPEAOCTABICHHBIE Ha JKCIEPTU3Y i
roCyJIapCTBEHHOM peructpanuu, mnepepeructpanuu B PecnyOnumke Kazaxcrah,



COOTBETCTBYIOT YCTAHOBJIEHHBIM TpeOOBaHHUSAM, O€30MaCHOCTh, KauyeCcTBO U
3O PEeKTUBHOCT MEAULMHCKOIO H3JEIUsl MOATBEPKIECHbBl COOTBETCTBYIOIIUMHU
MaTepuagaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.
MeauiHckoe u3enue MoXeT ObITh 3apeructpupoBaHo B Pecriybnuke Kazaxcran
CPOKOM Ha __ JIET WK 0€CCPOYHO.
3akmroueHue (oTpuuareabHoe): Marepuanbl U JOKYMEHTBI PErHCTPALIMOHHOTO
J0Cb€ Ha MEIULMHCKOE WU3JAeNue, NPEeNOCTaBICHHbIE Ha OJKCHEPTH3Y IS
roCyJIJapCTBEHHOM perucrpanuu, nepepeructpanuu B PecnybOnuke Kaszaxcran, He
COOTBETCTBYIOT YCTAaHOBJIIEHHBIM TpeOOBaHUAM, O€30MacHOCTb, Kauye€CTBO U
3¢ (HEKTUBHOCT MEAMIIMHCKOTO HU3JEIUsl HE MOJATBEPIKIACHBI COOTBETCTBYIOIIMMU
MaTtepuajaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.
MeaunuHckoe u3aeiaue HEe MOXKET OBbITh 3aperucTpupoBaHo B PecmyOnnke
Kazaxcras.
3akiroueHue nerucTBUTENbHO 180 KaleHaapHbIX AHER C AAThI MOAIMCAHMS.
PykoBonuTenb ToOCyAapCTBEHHOW JKCHEPTHOW OpraHU3alUH

MOAMNHUCH damMunus, uMs, OT4eCTBO (MMPU HAIUYUH)
JlaTa

[Tpunoxenne 12
k [IpaBunam npoBeaeHUs SKCIIEPTU3HI
MEIUIUHCKOTO U3AEus

dopma

3akmodeHne 0 6€30macCHOCTH, Ka9eCTBE H 3()(PEKTHBHOCTH MEAUITMHCKOTO
H3JIENAA 3a4BJICHHOT'O Ha SKCIIEPTU3Y B LEJIIX BHECEHHS H3MEHEHHIA B
PETUCTPAIHOHHOE JOCHE

1. Pecny0nmkaHcKkoe rocyJapcTBEHHOE MPEANpUITHE Ha MPaBe X039iCTBEHHOTO
BeAeHUs "HanuoHaNbHBIM LEHTP OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB H
MeAUIMHCKUX u3aenuil” KoMmurera KOHTpoOJs KauecTBa M O€30MaCHOCTH TOBAapOB U
yciayr MunucrtepctBa 3apaBooxpaHeHuss PecnyOnuku Kaszaxcran coobmaet
PEe3yJIbTaThl IKCIEPTU3BI O BIUSHUA BHOCUMBIX U3MEHEHUHN B PETMCTPALIIOHHOE JOChE
Ha 0€30I1aCHOCTh, Ka4eCTBO U 3(PPEKTUBHOCTh MEAUIIMHCKOTO U3/1EIHSL:

ToproBoe HaMMEHOBaHUE MEAUIIMHCKOTO U3ICIHS
OpFaHI/ISaL[I/ISI MIPOU3BOAUTEIb, CTPAaHA-IIPOU3BOANUTEIID
[Ipon3BoacTBEHHAS TIIOMIA/IKA, CTPaHA
Y1o1HOMOYEHHBIN MTpeACTaBUTENb, CTPaHA

BHOCHMbBIC H3MEHEHUS

3aKTI0YeHHEe HAYalbHOM HKCIEPTH3Bl (BANHIAWN PETHCTPAIMOHHOTO J0Che) (MOJNIOKUTEIBHOE WIH
OTPHUIIATENIBHOE)

3aKIoueHue CHGIII/IaJ'II/BI/IpOBaHHOﬁ OKCIICPTU3BL (HOJ'IO)KI/ITGJ'II)HOC nimn OTpI/IHaTCHBHOG)



3aKII0YeHUE UCIIBITATCILHOM na60paTopI/11/1: Jara u Ne IpoTOKOJIa, (HOJ’[O)KI/ITCJ'ILHOC nim OTpI/IHaTeJ'H)HOC)

2. 3akroueHue (MOJIOKUTENbHOE): MaTepualnbl U JOKYMEHTbI Ha MEAUIIUHCKOE
u3JieNiue, IPeI0CTaBICHHbIE ISl BHECEHUS] U3MEHEHH B PETUCTPALMOHHOE J10ChE,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPEOOBAHMSIM, BIUSHUE Ha 0€30MaCHOCTh, KAYECTBO U
3(QPEKTUBHOCTh MEIAUIMHCKOTO W3JEIUsl TMOJATBEPXKICHBl COOTBETCTBYIOIIUMHU
MaTrepuagaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocumMble n3MeHeHHsI MOTYT OBITh 3aperUCTPUPOBAHBI C Bhlaueil (0e3 BhI1aun)
HOBOT'O PETUCTPALIMOHHOTO yI0CTOBEPEHHS.

3akitoueHne (oTpulaTesnbHoe): Marepuanabl U JOKYMEHThl Ha MEIUIIMHCKOE
U3JIeTue, MPEA0CTABIICHHbIE JIJIsl BHECEHUS] U3MEHEHUN B PETMCTPALIMOHHOE JJ0ChE, HE
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPEOOBAHUSM, BIUSHUE HA OE30MTaCHOCTh, KAYECTBO U
3 PEKTUBHOCT, MEIUIMHCKOTO M3JEIUS HE MOIATBEPKIACHBI COOTBETCTBYIOIIUMHU
MaTepuagaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.
BHocuMbIe N13MEHEHHSI HE MOTYT OBITh 3apETUCTPUPOBAHBI.
3akiroueHue 1ercTBUTENbHO 180 KaneHaapHbIX AHEN C AAThI MOAIMCAHMS.
PykoBoauTens rocynapCTBEHHOM DJKCIEPTHOM OpraHu3anuu

MMOIIIUCH damunusi, UM, OTYECTBO (MMPHU HAJIUYUU)
JlaTa

ITpunoxenune 13
k IIpaBunam nmposeneHus
SKCIIEPTU3bl MEJULIUHCKOTO U3AEIUs
®dopmMma

Pecny0irkaHcKoe TOCyIapCTBEHHOE TPEANPHUSITHAE Ha
TpaBe XO3MCTBEHHOTO BeleHUs '"HalnoHanbHBIH
HEHTP SKCICPTU3BI JICKAPCTBEHHBIX CPEACTB U

Kaszakcran Pecmybnukacel JleHcaynblK —cakray
MuHHCTpIIr Tayapmap MeH KOPCETiIeTiH KBI3METTEP IiH
camacel MEH Kayilci3miriH Oakpuiay KOMHTETiHIH
Jopimik 3aTTap MeH MEIUIMHANBIK OYHBIMIapIs!
capanTay YATTHIK OpTalbIFbl" IIApyallbUIBIK JKYPri3y
KYKBIFBIHIIAFbI PECITYOJTMKAIIBIK MEMJIEKETTIK KCITTOPHBI

"

meaunuHckux usnenuit" Komurera KoHTpos
KayecTBa M 0OC30MaCHOCTH TOBapOB H YCIyT
MunuctepcTBa 3ApaBooXpaHeHUs PecmyOmmku
Kazaxcran

CBoaHslii oTUeT N0 6e30macHOCTH, 3P HEKTUBHOCTH M KA9E€CTBY MEIUIUHCKOTO
1760 (U 10

HanmeHoBaHMe MEAUITUHCKOTO U3JIETUs , TPOU3BOIUTENb, CTPaHa
U3 otyera ynanena koHpuaeHnantbpHas nHGpopmanms
Conepxanue

1. O6GnacTh MPUMEHEHUS] METUIIMHCKOTO H3JICIHS

2. Ha3znaueHuie MEIUIIMHCKOTO U3JEIIHS

3. Kpartkas TexHuueckast XapakTepUCTHKA METUITUHCKOTO U3IEITHUs
4. Knacc 6e301acHOCTH

5. Uudopmariusi 0 mpousBouTeENE



6. Pemienue (3akiroueHue)
7. Nadopmanus mo peructpauu
8. YcnoBus xpanenus aisa [VD (AiBuan)

IIpunoxenue 14
k IIpaBunam npoBeneHus
9KCIEPTU3bI MEJUIIMHCKOTO U3AEIHS

IlepegeHb BUIOB H3MEHEHHM, BHOCHMBIX B PETUCTPAIMOHHOE IOCHE
MEIUIUHCKOrO U3AC/IHA B IEPHOA ACUCTBHUA PETHCTPALHOHHOTO

YAOCTOBEpEHHS

H3menenne

1. H3MeHeHUE CBEeIEHHH O
NPOM3BONUTEIE/
MPOU3BOJCTBEHHON TLIOMIATKE
MEIUIIMHCKOTO U3IEIIHs

VcenoBus/3ameyanust

2

OcHOBHOE yClIOBHE -
HOBas JIMLEH3US Ha

HPOU3BOACTBO

BbhIJaHHAaA
YIOOJIHOMOYCHHBIM

OpraHoM

CTpaHBbl

MPOU3BOUTEIIS
U3TOTOBUTEISA)

MecTo mpou3BojICTBa

(

HC U3MCHHIIOCH.

Her wusmenenuii B

MIpOU3BOJACTBCHHOM

nmponecce

Hnin

crienu(pUKaAnusIX,

BKJIrO4as
HUCIIBITAHUA.

METOIBI

HepequL AOKYMCHTOB u MaTepuajos,
HCOGXOI[I/IMLIX IS BHECCHUS M3MCHEHHI

3

1. JIOKyMEHT, YIOCTOBEpPSIOLIUNA PETUCTPALINIO

MEIUIMHCKOTO M3IEIHsI B CTpaHe Mpou3BoauTene (
PETUCTPALMOHHOE YAOCTOBEPEHHE, HOTAPUAIBHO

3acBuieTeNnbCTBOBaHHBIN CepTHduKaT cBOOOIHOM

nponaxu (FreeSale), Ceprudukar Ha 3KCHOpPT) C

BHECCHHBIMH U3MEHEHUSIMU

2. JIoKkyMeHT, TOXITBEpPKIOAIOUINH BHECEHHE
W3MeHeHu (¢ yKazaHueM JaThl BHECEHWUS
W3MEHEHHUS) OT YIOJIHOMOYEHHOTO OpraHa CTPaHbl—
TIPOU3BOIUTEIS

3. HorapuanpHO 3aCBHICTEIHCTBOBAHHEIN TOKYMEHT
, TOATBEPKIAIOIIMI COOTBETCTBUE YCIOBUH
Mponu3BOACTBA HaIlMOHAJIbHBIM I/I/I/IJ'II/I
MEXIyHapoaHsIM cTaHgapTaMm GMP; ISO

4. HotapuaibHO 3aCBUICTEILCTBOBAHHBIH JOKYMEHT
, TIONTBEPKIAFOLIMI COOTBETCTBUE MEAUIIMHCKOTO
W3JeNHus HAMOHAJIBHBIM WM MEXIyHapOoIHBIM
HOPMaTHBHBIM JIOKYMEHTaM, KJacC B 3aBUCHMOCTH
OT CTENEH! NOTEHLIHUAIBHOTO PUCKA MPUMEHEHUS (
Hexnapauust  coorBercTBus;  Ceprudukar
COOTBETCTBHS)

5. Komusg perucTparnuoHHOTO YyAOCTOBEPECHHUS
BbIZIaHHOTO B PecniyOnuke Kazaxcran

6. IIncepMO POM3BOUTEINS, YAOCTOBEPSIOIIEE, YTO
MIPOU3BOJACTBEHHBIN MPOLECC W KOHTPOIb 3a
KayecTBOM M 0€30IacCHOCTHI0 TOTOBOTO MPOLYKTa
ocTaroTcsi 0e3 M3MEHEHWH, C yKa3aHUEM JaTbl
BHECEHHUS U3MEHEHUN

7.IlpoeKTbl HMHCTPYKLUMH 1O NPUMEHECHUIO
MEIWIUHCKOTO W3AeNus / pPYKOBOACTBO IIO
JKCIuTyaTanuu (Ha 3JeKTpoHHOM Hocutene CD B
dhopmare DOC

8. CnpaBKa C BHCCCHHBIMHU N3MCHCHUAMU



2. H3meHeHue cBeneHu 00

YHOOJIHOMOYCHHOM IMPEACTABUTCIIC, BHecenne nm3Mmenenmit

BKJIMOYas CBEICHUS 0
peopraHu3anuy  PUAHYECKOr0
auma, 00 M3MCHEHHHM €ero
HaMMEHOBAHMS, H3MEHEHUH
(dhaMuuu, UMEHH, OTYeCTBa (IIpH
HaIW4YUH) ajgpeca  MecTa
JKUTEIbCTBA HWHAUBUYATBHOTO
MpeANpUHIMATEIIS

3. HM3MeHeHHMEe HaMMCHOBAHUS
MEIUIIMHCKOTO U3IEJIHs

B PETHCTPAIHOHHOE
YIOCTOBEPEHUE HE
BIHSET Ha

3 pekTUBHOCTE U
0e30macHOCTH
MEIUIUHCKOTO
H3IEITHS

MoTuBUpPOBAaHHOE
obocHOBaHHE
HEOOXOOIUMOCTH
H3MEHCHH S
HauMEHOBAHUS
MEIHUIMHCKOTO
H3Jenus, HE
BIAHAIONIETO0  Ha
(yHKIIMOHAEHEIE H
TEXHUYECKHE
XapaKTePUCTHKH

9.Maker MapKUpoBKH (Ha DICKTPOHHOM HOCHUTEJE
CD B dopmare JPEG)

10. Onucey TOKyMEHTOB

1. Komusa JAOKYMCHTA, MMOATBEPKAAOUICTO
MOJHOMOYHA YIIOJIHOMOYCHHOI'O MPEACTABUTECIIA
TIPOU3BOUTEIIA

2. Konust perucTpaiioHHOT0 yA0CTOBEPEHHS
3. JIoKyMEeHTBI, MOATBEPKIAIOIINE U3MEHEHHS

4. Onuch JOKYMEHTOB

5. MHCTpyKUMsI 10 NPUMEHEHUIO

1. 3asBieHne Ha BHECEHHE HW3MEHEHHI IIO
YTBEpKICHHOU (popMe (Ha IEKTPOHHOM HOCHUTEIES
CD B hopmare DOC

2. HotapuasbHO 3aCBUJIETENbCTBOBAHHBIN JTOKYMEHT
, YJOCTOBEPSIOIIMI PErucTpanui0 MEIULMHCKOU
TEXHUKH/ MEIWLIUHCKOTO WU3IeNus B CTpaHe
MIPOU3BOANTENIE (PErUCTPAlMOHHOE YAOCTOBEPEHHE,
Ceptudpukar cpobomuoit mpomaxu (FreeSale),
CeptudpukaT Ha OIKCIOPT) C BHECCHHBIMHU
HU3MEHEHUSAMU

3. Komnus PEruCcTpalluoOHHOI0 yAOCTOBCPCHUA
BBIJAHHOT'O B Pecny6nm<e KazaxcraH.

4. TlucekMo mpou3BOAUTENS (M3TOTOBUTEIS),
coJiepkaiiee MOTHBHUPOBaHHOE 00OCHOBaHUE
HEOOXOJIUMOCTH HW3MCHCHUS HAUMEHOBAHUS
MEIUIMHCKOTO W3JICNIHs , HE BIHUAIOIIETO Ha
(YHKIMOHATIBHBIC U TEXHUYECKUE XapaKTEPUCTHKU
MEIUIMHCKOTO M3/IeITHsI

5. IIpoekTbl MHCTPYKUUH IO INPUMEHEHUIO
MEAMIMHCKOTO W3JeIHsl / SKCIIyaTallMOHHBIN
JOKYMEHT (Ha oayiekTpoHHOM Hocutene CD B
tdopmare DOC

6. MHCTpyKIIMA TO NMPUMEHEHHIO MEIUIIMHCKOTO
WU3ENNs, YTBEP)KJIECHHAs B CTPaHE-IPOU3BOUTEIIE C
ayTEeHTUYHBIM NIEPEBOJIOM Ha PYCCKUMN S3BIK

7 CnpaBKa C BHCCCHHBIMHU U3MCHCHHUAMUA

8. MakeT MapKHpOBKH (Ha 3JIEKTPOHHOM HOCHTEIE
CD B opmare JPEG

9 . ®ororpaduyeckre n300pakeHuss OOIIETo BUIA
MEAMIMHCKOTO  HW3JeNus  BMeCTe  C
NPUHAJIEKHOCTSIMU, HEOOXOIMMBIMH IS
MIPUMEHEHUsI TI0 Ha3HauYeHHIo (pa3MepoM He MeHee
18 x 24 canTuMeTpa)

10. Onucey TOKyMEHTOB

1. 3agBneHne Ha BHECEHHE H3MECHEHHUH IIO
YTBEpKICHHOU (opMe (Ha IEKTPOHHOM HOCHUTEIE
CD B popmare DOC



4. CocrtaB mpUHAJICKHOCTEN U (
WIM) KOMIUIEKTYIOUIUX W (MJIHN)

PaCcXOMHBIX

oOHOBNIeHHE (YCTaHOBKa HOBOM
BEPCHUN) MIPOrpaMMHOTO

obecreueHus

5. HM3MecHeHHWe IOKa3aHUM II0

NPUMEHEHUIO;

IIPUMEHEHUS; MPOTUBONOKA3aHUN;

no6o4HBIX AP dexToB

Marepualios,

obnactu

OtcyTcTBUE BIHSHUS
Ha (YHKIIOHAIBHEIC
XapaKTePUCTUKH
MEIHUIIMHCKOTO
u3zenus

be3omacHocTh
MpUMEHECHUS
MECOUIIUHCKOTI'O
H3JEIns  JOJKHA
COXPaHATBhCA |
MOATBEPIKAATHCS
JTAaHHBI MU
KIHHAYECKUX
HCCIIEIOBAHUNA IO
0e30MacHOCTH H
3¢ EKTUBHOCTH

2. Komus PEruCcTpalluoOHHOI0 yAOCTOBCPCHUA
BBIJAHHOT'O B Pecny6nm<e Kazaxcran

3. Ilucemo mnpousBoAUTENs (HM3TOTOBUTENS),
cojJiepkaliee MOTHBUPOBaHHOE OOOCHOBaHHE
HEOOXOJIMMOCTH HW3MEHEHHWS B  COCTaBe

KOMIUICKTYIONINX W YKa3aHHEM HOBOTO IEpedHS
KOMIUIEKTYIOIINX, MOJATBEP)KIAIONINX OTCYTCTBHUE
BIUSHHA Ha (YHKIMOHAIBHBIC XapaKTEPUCTHKH
MEAMLUHCKOTO H3Jenusi (BKIOYas pacIIupeHHe
CHEKTpa BBISIBIISIEMBIX AHAJIUTOB MEIUIUHCKOTO
nzaenus s in vitro (IVD) nuarnoctuxm).

4. TIpoekTbl HMHCTPYKUHMH 10 HPUMEHEHUIO
MEIUIHMHCKOTO H3JeNHsi /IKCIUTyaTallnOHHBIH
JOKYMEHT Ha Ka3aXCKOM U PyCCKOM SI3BIKE

5. OOHOBiIEHHas CIpaBKa C yKa3aHHEM IepedHs
KOMIUICKTYIOIIMX W PAcXOIHBIX MAaTEPHAJIOB IO
YTBEpKIECHHOH Qopme

6. Onuch JOKyMEHTOB

7. B ciuygae noOaBieHHS KOMIDIEKTYIOMIETO,
pacxomaHOTO Marepuaia SIBJISIONICTOCS

MEIUITUHCKAM U3JIeIHeM — 00pa3iibl MEIUITHHCKOTO
uznenus (B Ciaydyae CTEPUIBLHOTO MPEIOCTABISIETCS

BCCH KOMHJ'ICKT) u HOpMaTI/IBHHﬁ JAOKYMCHT

8. PesyneraThl Bamumanuu W BepUUKAIIUU
MIPOTPAMMHOTO 00ecIIeUeHIUs

1. 3asBieHne Ha BHECEHHE HW3MEHEHHI IIO
YTBEpKICHHOU (popMme (Ha IEKTPOHHOM HOCHUTEIE
CD B ¢hopmare Word

2. Kommst perucTpannoHHOTO YIOCTOBEPEHHS
BbIZIaHHOTO B PecriyOnuke Kazaxcran

3. Tlucemo mnpomsBoauTens (M3TOTOBUTEINA),
cojepkamiee MOTHBHPOBaHHOE OOOCHOBaHHE
HE00XO0ANMOCTH BHOCHUMBIX H3MEHEHUH

WHeTpykiuss 1O NPUMEHEHUI0 MEIULUHCKOIOo
W3JIeNnsl, yTBEPKACHHAs B CTPaHE-NPOU3BOAUTEINE C
ayTEeHTHYHBIM [IEPEBOAOM Ha PYCCKHH SI3BIK

4. TIpoexkTel HHCTPYKIHUH MO HPUMEHEHHIO
MEIMLUHCKOTO U3JIENIUs CONNIACHO YCTAHOBIEHHOMY
3aKOHO/IATEIbCTBY (Ha 3eKkTpoHHOM Hocutene CD B
¢dopmare DOC

5. Panee yTBepkKI€HHAs MHCTPYKLUS

6. LIBeTHBIE MaKeTHl YIAaKOBOK, ITHKETOK, CTUKEPOB
(mpm HEOOXOIMMOCTH) (Ha IIMEKTPOHHOM HOCHUTEIIE
CD B popmare JPEG

7. Pe3yJ'II)TaTI>I KIIMHHYCCKUX PICHLITaHPIﬁ,
OTpaXarolue BHOCUMBIC U3MCHCHUA

8. Ommce TOKyMEHTOB



6. CwmeHa mpou3BOAUTENCH
KOMIIJICKTYONIUX,
MPUHAJICKHOCTEH, PAaCXOIHBIX
MaTepHaioB

7. VYBenuueHue/ yMeHbIICHHE

Texauueckue
XapaKTEPUCTUKU U
KOHTPOJb KadecTBa
KOMIUIEKTYIOIUX W/
WIM  PacXOJHBIX
MaTepualioB  He
JOJDKHBI CHHMIKATh
Ka4eCTBO TOTOBOTO
MpOAYyKTa

MoTuBHpPOBAaHHOE

CpOKa XpaHCHHUA MCIAUIHUHCKOI'O obocHOBaHUE

HA3IETUS

8.MI3MeHeHue yClnoBuil XpaHEeHUS

MU3MCHEHHUA CpOKa

MoTtuBUpOBaHHOE
obocHOBaHUE
U3MEHEHUSl YCIOBUU
XpaHEeHU

1. 3asBieHre Ha BHECEHHE H3MEHEHHI IIO
YTBEpXKJICHHOU (popMe (Ha IIEKTPOHHOM HOCHUTEIIS
CD B hopmare DOC

2. HotapuanbsHO 3aCBUACTENIECTBOBAHHBIN TOKYMEHT
, IOATBEP)KIAIOIIUN COOTBETCTBHE YCIOBUMH
NPOU3BOJACTBA HallUOHAJIbHBIM n/unu
MexJayHapoaHelM cTtangapram GMP; ISO
KOMITIEKTYOLIMX W/MIIN PACXOIHBIX MaTepHaoB

3. Komusg perucTpamuoHHOTO YyAOCTOBEPEHHUS
BbIZIaHHOTO B PecriyOnuke Kazaxcran

4. TTMCHMO TIPOM3BOIUTENSA, YAOCTOBEPSIOIIEE, UTO
MPOM3BOJCTBCHHBIA MPOIECC W KOHTPOJbL 32
Ka4eCTBOM M 0€30MacHOCTBIO TOTOBOTO MPOLYKTa
ocTaroTcs 0e3 U3MEHEHHIT

5. TIpoekTsl HMHCTPYKIMH 1O HIPUMEHEHHIO
MEIUIIMHCKOTO M3Ienus (MIpu HEOOXOIUMOCTH) (Ha
anektponHOM Hocutene CD B ¢popmare DOC

6. Onuch JOKyMEHTOB

7. OGHOBJIEHHAs CIpaBKa ¢ YKa3aHWEM IEPEUHs
KOMIUIEKTYIOIIMX W PACXOIHBIX MaTEPHAJIOB IO
YTBEPKICHHOH hopme

1. 3agBiaeHne Ha BHECEHHE H3MECHEHHUH IIO
YTBEpKIEHHOU (opMe (Ha IIMEKTPOHHOM HOCHUTEIE
CD B popmare DOC

2. Komms perucTpannoHHOT0 YIOCTOBEPEHHS
BbIaHHOTO B Pecny0Omnnke Kazaxcran

3. TTuceMO MPOM3BOIHUTENS, YAOCTOBEPSIONIEE, ITO
MPOU3BOJACTBEHHEI MPOLECC W KOHTPOJIb 3a
Ka4eCTBOM M 0€30ITaCHOCTHI0 TOTOBOTO IPOIYKTa
ocTaroTcs 0e3 U3MEHEHHIT

4. NanHple 1m0 cTaOMILHOCTU HE MEHEE YeM Ha TPex
cepusix) (0T4eT 0OOCHOBBIBAIOIIII CPOK TOTHOCTH)

5. TIpoexT WHCTPYKIMH 1O NPHUMECHEHHIO
MEIUIMHCKOTO W3enus (TIpU HEOOXOIUMOCTH): (Ha
anekTporHOM HocuTene CD B ¢popmate DOC

6. IIBeTHBIE MaKeThI YIIaKOBOK, STUKETOK, CTUKEPOB
(na snexrpornHoM Hocurenie CD B dpopmare JPEG

7. Onuch JOKyMEHTOB

1. 3asBneHHe Ha BHECEHHE H3MEHEHUH IO
YTBEpKAEHHOI (hopMe (Ha 3IEKTPOHHOM HOCHTENe
CD B opmare DOC

2. Kommst perncTpanmoHHOTO YyAOCTOBEPECHHUS
BeIIaHHOTO B PecnyOnuke Kasaxcran

3. Ilucemo-obocHoBanue npousBogutTens  (
W3rOTOBUTEIS) 00 N3MCHEHUH YCIIOBUI XpaHEHHS Ha
(upMeHHOM OJIaHKEe TPOW3BOAMUTENS COTIACHO
YCTaHOBJIIEHHOMY 3aKOHOJATENIbCTBY

4. JlanHble MO CTaOWIBHOCTH (IUIS MEIMIIMHCKHUX
W3IIENNH ) He MEHEee YeM Ha TPEX CEePIHsIX)



9. H3meHeHHe B TMpoLeEaype
KOHTPOJII KayecTBa T'OTOBOIO
MPOAYKTA MEIUIIMHCKOTO U3JICITUS

10. U3MeHeHue ymakoBKHU
MEAULIHHCKOTO U3JENnus:
HEPBUYHON YIaKOBKH
MEIUIHHCKOTO U3JEIHS;
BTOPHUYHONH W/WIW TPYNIOBOI
YIIAaKOBKH,  TPAHCIIOPTHOMH,
MIPOMEKYTOUHOH

MoTuBHUpOBaHHOE
000CHOBaHHE
U3MCECHCHUIA B

MpoLeype KOHTPOJIS
KayecTBa

MoTuBHpPOBaHHOE
obocHOBaHHE O
BIMSHUY/ HE BIUSHUU
M3MEHEHUS yIaKOBKH
Ha CTaOMUJIBHOCTD,
Ka4yecTBO
MEIUIMHCKOTO
H3ICIUSA;
B3aMMOJICUCTBUS
YyIaKOBOK-
MEIUIMHCKOTO

W3 JIeIs

5. TIpoeKT UWHCTPYKIMH 1O MNPUMCHCHUIO
MEIUIUHCKOTO W3enus (TIpU HEOOXOTUMOCTH); (Ha
anektpoHHOM Hocutene CD B ¢popmare DOC

6. LIBeTHBIE MaKeThl YAKOBOK, ITUKETOK, CTUKEPOB
(na snexrponHoM Hocurene CD B dpopmare JPEG

7. Onuch JOKyMEHTOB

1. 3asBieHre Ha BHECEHHE H3MEHEHHH IIO
YTBEpXKICHHOU (popMe (Ha IIEKTPOHHOM HOCHUTEIES
CD B hopmare Word

2. Konusi perucTpanmoHHOTO YyAOCTOBEPCHHUS
BbIIaHHOTO B PecmyOnnke Ka3zaxcran

3. [lucbMO MPOU3BOIUTENS, YAOCTOBEPAIOIIEE, YTO
MPOM3BOJICTBEHHBI TIpollecc oOcTaeTcs 0e3
U3MEHEHUU

4. TIucbMO TIPOU3BOJUTENS, YAOCTOBEPAIOIIEE, YTO
3asBJICHHAs] MpoleAypa KOHTPOJS HE CHHUXKAeT
Ka4ecTBO U O€30MaCHOCTh TOTOBOTO MPOAYKTA

5. HopmaruBHasi NOKyMeHTalusi ¢ BHECEHHBIMH
W3MEHEHUSIMHU, pPErIaMEHTUPYIOIas KadyecTBO
KOHEYHOTO NpOAYKTa, HOTapHaJbHO
3aCBHUJICTEILCTBOBAHHBIN CepTU(UKAT aHAIIN3a U
METOJMKH KOHTPOJISI KOHEYHOTO MPOIYKTa

6. OO0pasnpl, cTaHmapTHbIE O0O0pa3mbel s
NpPOBEACHUsT JIabOPAaTOPHBIX HCIBITaHUN (Tpn
HEOOXOANMOCTH)

7. Onuch JOKyMEHTOB

1. 3asBieHne Ha BHECEHHE HW3MEHEHHI IIO
YTBEpXKICHHOU (popMe (Ha IEKTPOHHOM HOCHUTEIES
CD B hopmare DOC

2. Komms perucTpannoHHOTO YIOCTOBEPEHUS
BbIZIaHHOTO B PecriyOnuke Kazaxcran

3. IIncemo MMPOU3BOAUTEIIA, YAOCTOBCPAIOIIIECC O TOM
, YTO BHOCHUMBIC H3MCHCHHA, OTHOCHUTCIBHO
HCpBI/I‘IHOfI YIIaKOBKH BIIUSIIOT/HE BIUSIOT Ha
CTa6I/IJ'II>HOCTI), Ka4y€CTBO MCIHUIIMHCKOI'O U3CITUA

4, HOpMaTI/IBHaH JAOKYMCHTAalusA, ¢ BHCCCHHbBIMHA
HU3MCHCHUAMH

5. lIBeTHBIE MaKeThl YIaKOBOK, 3TUKETOK, CTUKEPOB
HOBOTO U CTaporo ob6pasia (Ha 3JIEKTPOHHOM
Hocureine CD B ¢popmare JPEG

6. ®OTO MEAULIMHCKOTO U3AETHUS

7. OOpa3ubl aisi CTEPWIBHBIX MEIUIIMHCKUX

W3JeNHH , CTaHJapTHEIE 00pa3Ibl U IPOBEICHUS
7a00paTOPHBIX HCIBITAHHA TpH H3MEHEHUH

MIEPBUYHOHN YITAaKOBKH (TP HEOOXOTUMOCTH)

8. Onuce T0OKyMEHTOB

1. 3asBrneHHe Ha BHECEHHWE H3MEHEHHUIl IO
YTBepKIEHHON (GopMe (Ha IEKTPOHHOM HOCHUTEIEe
CD B dopmare Word



11. H3meHenue OTTHCKOB, 2. Komusi perucTpanioHHOTO YIOCTOBEPEHUS

TPYHTOBKM  MJIH  IpYTHX MorusupoBannoe BbIaHHOTO B Pecnybnmke Kazaxcran
MapKUpOBOK, IITaMIOB ©  OOOCHOBaHME
. . 3. IluceMo-060CHOBaHHE IPOU3BOJIUTENS O
HaJIucel, BKIIIOYas N00aBiIeHHe BHCCECHHS H3MEHCHHI
BHOCHUMBIX HU3MEHEHUSX
I  M3MEHEHHS  KpackW, B MapKHpPOBKY

4. LIBeTHBIC MaKeTHl yIIaKOBOK, STHKETOK, CTHKEPOB
CTaporo W HOBOTO o0Opasma (Ha 3IEeKTPOHHOM
Hocurene CD B popmare JPEG

HCIIOJIb3YEMBIX MJIsI MAapKHUPOBKU
MCIUIUHCKOI'O U3ACINA.

5. ®0oTO0 METUITMHCKOTO U3ACIIHS

6. Onrch JOKyMEHTOB

© 2012. PI'TI na IIXB «MHCTUTYT 3aKOHOAATENbCTBA U TpaBoBoii nH(opMarun Pecriybnmku Kazaxcram»
Munucrepcta roctuinu Pecniyonmku Kazaxcran



