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O BHeCeHHMH M3MEHEHHI B IpHKa3 MuHMCTpa 3apaBooxpaneHUA PecmyOmmku
Kazaxcras ot 18 HOs6ps 2009 roga Ne 736 "O6 yrBepxaernu IlpaBui mpoBezeHHAs
OKCIepTH3HI JIEKAPCTBEHHBIX CPEJCTB, H3EIMi MEAUIIMHCKOTO Ha3HAYCHHUS 1
MEIUIIMHCKON TeXHUKH"

YTpaTuBmmii camy

[Tpuka3z Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 19 anpens 2019 rona
Ne KP JICM-43. 3apeructpupoBan B Munucrepctse 1octuiuu Pecriyonuku Kazaxcran
24 ampenss 2019 roma Ne 18579. Vrpatun cuny npukazoM MuHHCTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 27 suBaps 2021 roga Ne KP JICM-10.

CHocka. YTpatun cuity npukazoM Munucrtpa 3apasooxpanenus PK or 27.01.2021
Ne KP JICM-10 (BBOAMTCSA B JIEMCTBHE MO MCTEYECHUM JIECATU KaJCHIAPHBIX JTHEH
MOCJIE JIHSI €T0 NMEPBOro O(PUIIMATBEHOTO OMYyOJIMKOBAHMUS).

B cootrBercTtBuU ¢ myHKTOM 1 ctatbu 63 um nmynktoM 9 cratbu 71 Konekca
Pecnny6nuku Kazaxcran ot 18 centsa6ps 2009 roaa "O 310poBbe HApO/a U CUCTEME
3npaBooxpanenus’, [IPUKA3BIBAIO:

1. Buectu B npuka3 Munuctpa 3apaBooxpanenus: Pecnyonuku Kazaxcrtan ot 18
HOs10ps 2009 roma Ne 736 "OO ytBepxkaenuu [IpaBui mpoBeneHHS KCIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB, W3AECIUNA MEIUIMHCKOIO HA3HAYEHUS U MEIUIUHCKOU
TEXHUKHU'" (3aperucTpupoBaH B PeecTpe rocy1apcTBEHHON perucTpalud HOPMaTUBHBIX
npaBoBbIX akTOB moj Ne 5926, ony6iukoBan B 2010 rogy B CoOpaHum axToB
LHEHTPAIbHBIX MCIOJTHUTENBHBIX U WHBIX LIEHTPAIBHBIX IOCYJAAPCTBEHHBIX OPraHoOB
Pecniy6nuku Kazaxcran, Ne 5) cnenyronue n3aMeHEHHS:

3aroJIOBOK M3JIOKUTH B CIEIYIOLIEH pelaKIuu:
"O0 ytBepxkaenuu [IpaBun nmpoBeneHUs SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB U
MEIMIIMHCKNUX U3/Ieanii';
IIYHKTHI | ¥ 2 U3J0KUTH B CIEAYIOLIEH PENAKLIAN:
"1. YTBepauTh:
1) IlpaBuna mpoBeneHUsT PKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB COIJIACHO
NPUWIOKEHHIO | K HacToAlIeMYy MPUKa3y;
2) IlpaBuna mpoBeneHUs 3KCHEPTU3bl MEAULMHCKUX HU3AEIUN COrIacHO
IPWIOKEHUIO 2 K HACTOALLIEMY IPHUKa3y.

2. Onpenenuth PecnyOiiMkaHCKOe rOCyAapCTBEHHOE MPEANpPUSTHE HA IpaBe
XO3SIUCTBEHHOTO BeJeHHs "HaluoHalbHBIN LEHTP SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEeACTB M MEAMIMHCKUX u3aenuit" MuHuctepcTBa 37paBooxpaHeHus PecnyOnuku
Kazaxctan rocymapCTBEHHOM SKCHEPTHOW oOpraHusanueii B cdepe oOparieHus



JIEKaPCTBEHHBIX CPEACTB U MEAULMHCKUX U3ACIUN JJIs MTPOBENCHUS dKCIIEPTU3bI IIPU
FOCYJIapCTBEHHON PETrUCTpAIMH, NEPEPETUCTPALMM U BHECCHUU HU3MECHEHUU B
PETUCTPAIMOHHOE J0ChE JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX WU3ACIH.";

[IpaBuia mpoBeAEHUST SKCIEPTU3BI JEKAPCTBEHHBIX CPEJCTB, YTBEPKICHHBIC
YKa3aHHbIM NPUKA30M, HU3JI0KWUTh B HOBOM PEIAKLIHMU, COIIACHO NMPUIOKECHUIO | K
HACTOSILLEMY ITPUKA3Y;

[IpaBuna nmpoBeneHUs SKCNEPTU3BI U3ACITUN MEIUIMHCKOTO HA3HAYCHUS U
MEIULIMHCKON TEXHUKHU, YTBEPKICHHBIC YKA3aHHBIM IPUKA30M, U3JI0KUTh B HOBOU
pEelaKliM, COTJIACHO MPUJIOKEHHUIO 2 K HACTOSIEMY MPUKA3Y.

3. Komurery dapmaruu MunucrepcTBa 3npaBooxpanenus Pecyonmku Kazaxcran
00€eCIeyuTh:

1) rocyiapcTBEHHYIO PETUCTPALMI0 HACTOSIIEro Mpukaza B MUHHCTEPCTBE
toctutiuu Pecryonuku Kazaxcran;

2) B T€YEHUE ACCATU KAICHAAPHBIX JTHEH CO JHS rOCyAapCTBEHHOM perucTpanuu
HACTOSIIETO MpHKa3a HaIpaBJIeHUE €ro KOMUU B OYMa)KHOM M 3JIEKTPOHHOM BHUJIE Ha
Ka3aXxCKOM M PyCCKOM si3bIkax B PecnyOnrkaHCcKoe rocyJapCTBEHHOE NMPEANPUITUE Ha
IpaBe XO3SUCTBEHHOTro BeleHUsA '"WHCTUTYT 3aKOHOJATEIbCTBA M IMPABOBOU
uHpopmarmu Pecnyonuku Kaszaxcran" MunuctepcTBa toctunuu PecnyOnnku
Kazaxcran mns odwuiumanbHOr0 OMyOJWKOBAaHHMS M BKIIOYEHUS B ODTaJOHHBIN
KOHTPOJIbHBIN 0aHK HOPMATUBHBIX MPABOBbIX akTOB PecnyOnuku Kazaxcran;

3) pa3MelieHUe HACTOSIIEro MpUKa3a Ha MHTEpHET-pecypce MuHucTepcTBa
3IpaBOOXpaHEHUs U collMaibHOro pazsutus Pecnyonuku Kazaxcran;

4) B TedyeHUe JecsATH pabouMX JIHEH MOcie rOCyJapCTBEHHON peructpaiuu
HacTosmero mpukaza B MuHuctepcTtBe toctunun PecnyOnuku Kazaxcran
npencraBienne B JlemapTaMeHT ropuandeckod ciyx0 MuHucTtepcTBa
3apaBooxpaHeHus PecryOauku Kazaxcran cBefeHu 00 MCIIOTHEHUH MEPOIIPUSITHH,
IPEeTyCMOTPEHHBIX MOAMYHKTOM 1), 2) 1 3) HACTOSIIErO MyHKTA.

4. KoHTpOJIb 32 UCIIOJIHEHUEM HACTOSIIIETO IPUKAa3a BO3JIOKUTh HA KYPHUPYIOLIETO
BHUIIe-MUHHUCTpa 31paBooxpanenus PecnyOnuku Kazaxcras.

5. Hacrosimuii mpuka3 BBOAUTCA B ICMCTBUE MO UCTEUCHUHU JAECATH KaJIEHIAPHbBIX
JTHEH 1mociie AHs ero NepBoro o(GUIMaIbHOTO Oy OIMKOBAHUS.

[Mpunoxenne 1
K npukazy MuHucrtpa
3/1paBOOXPAHEHUS
Pecnyoiinku Kazaxcran
ot 19 anpens 2019 roga
Ne KP ICM-43
YTBepkKAEHBI
mpuka3oM MuHHCTpa
3/IPaBOOXPAHEHUS
Pecniyonuku Kazaxcran
ot 18 Hos6ps 2009 roma Ne 736



ITpaBuia mpoBeeHNA SKCIIEPTH3EI JIEKAPCTBEHHBIX CPEACTB
I'maBa 1. O0mue monoxeHus

1. Hactosimue [IpaBuiia npoBeAeHUsI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB (Janee
— IlpaBuna) pa3paboTaHbl B COOTBETCTBHHM co ctaTheil 63 Komekca PecnyOiuku
Kazaxcrtan or 18 centsaops 2009 roma "O 310poBbe Hapoga M CHCTEME
3apaBooxpaHenus" (manee — Kojekc) W omnpenenstoT MOPSI0K IPOBEICHUS
AKCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA.

2. DKcnepTu3a JEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C IIyHKTOM 2 cTaThu 63
Konekca mnpoBoauTcsi rocylapCTBEHHOM HSKCHEPTHOM opranHuzamueid B cdepe
oOparmieHusi JIEKapCTBEHHBIX CPEJACTB W MEIMIIMHCKUX U3Jenuil (manmee —
rocyiapcTBeHHas AKCTIepTHAS opraHuszanus), OCYIIECTBIISIONIUM
IPOU3BOJICTBEHHO-X035UCTBEHHYIO JIEATEIbHOCTh B O0JACTH 3/PABOOXPAHECHUS IO
oOecrieyeHunto 0€30MacHOCTH, 3(PPEKTUBHOCTU 1 KaueCTBA JIEKAPCTBEHHBIX CPEACTB.

3. Dkcneptu3e noaiexkar npousBeneHHble B PecnmyOnuke KazaxcraH, a Takxe
BBO3HMBIE Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHBIC CPE/ICTBA.

4. Dkcneprr3a HE NPOBOJAUTCS HA JIEKAPCTBEHHBIE CPEACTBA IOJ OJHUM
HAaUMEHOBAHUEM, HMMEIOIINM pa3HbI COCTAaB AKTUBHBIX BEUIECTB. JKCIEpPTH3a Ha
JIEKapCTBEHHbIE CPENICTBA, Mpou3BeaeHHbIe B Pecryonuke Kazaxcran nist skcnopra
IIPOBOJIMTCS 110 peIICHMIO TTpou3BoauTeniel Pecyonuku KazaxcraH.

5. Jlo mojauu 3asBJICHUS] HA DKCTIIEPTU3Y 3asBUTENb 110 COOCTBEHHON MHUITMATHBE
NoJlyyaeT B TOCYJapCTBEHHOW HSKCIEPTHOM OpraHu3alMu HaydHble U
IpEeAPEerucTPallMOHHbIE KOHCYJIBTAIIMU 0 BOIPOCAaM, CBSI3aHHBIM C IMPOBEICHUEM
AKCHEPTU3BI.

6. Jlus mpoBeaeHUs] DKCIEPTHU3bl JIEKAPCTBEHHBIX IMPENapaToB KPOBU U
KOMIIOHEHTOB KPOBHM TOCYJAapCTBEHHAass HKCIEpPTHasi OpraHu3alus MpUBJICKAET
CHEIUAIMCTOB U3 MPO(HIBHBIX OpPTaHU3alMi, OCYIIECTBISIONIUX JEATEILHOCTh B
chepe cimyxObl KPOBH.

7. B Hactossmux [IpaBuiax uCroap3yr0TCs CIEAYOMMNE TEPMUHBI U OIIPEACICHUS:

1) OMoaHaNOrMYHBIN JeKapCTBEHHBIN Mpemnapar (OnoaHanor, OMOMOJI00HBIHM
JIEKapCTBEHHBIN MIpenapaT, OMOCUMUIISIP) — OMOJIOTUUECKUM JIEKApCTBEHHBIN MTpenapar,
KOTOPBIM COAEPKHUT BEPCHUIO JEWCTBYIOIIETO BEIIECTBAa 3apEruCTPUPOBAHHOTO
OMOJIOTMYECKOTO OPUTMHAIIBHOTO JIEKAPCTBEHHOI'O Mpenapara Uil pedhepeHTHOro
JIEKapCTBEHHOTO Tpernapara 1 1Mo KOTOPOMY MPOJIEMOHCTPUPOBAHO CXOJICTBO (1o001e
) Ha OCHOBE CpPaBHUTEIbHBIX HCCJIEIOBAaHUM TIO T[IOKa3aTeNsiM KadecTBa,
OMOJOTUYECKON aKTUBHOCTH, 0€30MacHOCTH U 3 (PEKTUBHOCTH;

2) OMOJOCTYITHOCTh — CKOPOCTh U CTENEHb, C KOTOPOU aKTUBHOE BEIIECTBO
BCAChIBACTCS U3 JIEKAPCTBEHHON (HOPMBI M CTAHOBUTCS JOCTYTHBIM B MECTE JICHCTBHSI,;



3) OMONMOTHYECKHUM JIEKAapCTBEHHBIN Mpernapar — JEeKapCTBEHHBIM Mpemnapar,
JEHCTBYIOIEE BEUIECTBO KOTOPOTO MPOU3BEAEHO UM BBIICIEHO U3 OMOJIOTHYECKOTO
UCTOYHHMKA ¥ JUIsl ONMMCAHUSI CBOWCTB M KOHTPOJS KAa4eCTBa KOTOPOTO HEOOXOIMMO
codyeTaHue OHMOJOTHMYECKUX M (PU3MKO-XMMHUYECKUX METOJI0OB aHaju3a C OLEHKOM
IPOX3BOJICTBEHHOTO MPOIECCa K METOJOB €r0 KOHTPOJIS;

4) GMOTEXHOJIOTMYECKUI JIEKApCTBEHHBIN Mpenapar — JeKapCTBEHHBIN Mpemnapar,
OPOU3BEACHHBIN MPU MOMOIIA OMOTEXHOJOTHYECKUX MPOLECCOB U NMPUMEHEHHS
METOJIOB C UCIOJIb30BAHUEM TEXHOJOTUN PEKOMOMHAHTHOU JIE30KCUPUOOHYKIEHHOBOM
KHCJIOTBI, KOHTPOJHMPYEMON DSKCHPECCHUM TE€HOB, KOIUPYIOMIMX BBIPAOOTKY
OMOJIOTMYECKH aKTUBHBIX OCJIKOB, THOPHIOMHBIX TEXHOJIOTHH, MOHOKJIOHAIBHBIX
AHTUTEN WU APYTUX OMOTEXHOJIOTMUYECKUX MPOIIECCOB;

5) 6uodapmaneBTudeckas cucteMa kinaccudpukanuu (nanee - bCK) — nayunas
cUCTeMa KJIacCU(PUKAIIMKU aKTUBHBIX BEIIECTB HA OCHOBE UX PACTBOPUMOCTH B Cpeliax
C OINpEeAEICHHBIM IMOKa3aTrejaeM KuciaoTHocTu/menounoctu (pH) u crenenu
IIPOHUKAHUS YePE3 CTEHKY KUIICYHUKA;

6) Ouonoruyeckas SKBHUBAJEHTHOCTh (OMOAKBUBAJIEHTHOCTb) — OTCYTCTBHUE
3HAYUMBIX Pa3JIMUMl IO CKOPOCTH U CTEIEHH, C KOTOPBIMU JACHCTBYIOLIEE BEUIECTBO
WIM aKTUBHAs 4YacTh MOJIEKYJIbl JEHCTBYIOLIEro BellecTBa (hapMaleBTHUYECKUX
AKBUBAJICHTOB WX (hapMalleBTUUECKHUX aTbTEPHATUB CTAHOBSTCS IOCTYITHBIMUA B MECTE
CBOErO JACUCTBHS MPU BBEJICHUH B OJJMHAKOBON MOJISIPHOM J103€ B CX0XKHUX YCIIOBUSIX B
UCCJIEIOBAaHUH C HAJUICKAUM AU3aHHOM;

7) OpUTrMHATIBHBIN JIEKAPCTBEHHBIN MpernapaT — JIEeKapCTBEHHBIN Mpenapar ¢ HOBbIM
JEHCTBYIOIMM BELIECTBOM, KOTOPBIM ObUT MEPBBIM 3apETUCTPUPOBAH U PA3MEIECH Ha
MHUPOBOM (papMalleBTUYECKOM PHIHKE Ha OCHOBAHUU JI0ChE, COAECPIKAILETO PE3YIbTaThl
MNOJHBIX JOKJIMHUYECKUX (HEKJIMHUYECKUX) UM KIMHUYECKUX MCCIeIOBaHUMN,
MOJITBEPKIAIONTUX €0 0€30MaCHOCTh, KA4eCTBO 1 3(PPEKTUBHOCTS;

8) mporieaypa "o6uoseiiBep" — npoiieaypa, B COOTBETCTBUU C KOTOPOU oIpe/iesieHre
SKBUBAJIEHTHOCTH BOCIHPOM3BEAEHHOIO JIEKAPCTBEHHOI'O CpPEACTBAa (TEHEPHKA)
IPOBOJMTCS HAa OCHOBAaHUM OMOQapMaleBTUUECKOW CHUCTEMbI KiIacCU(DUKALUM U
pe3yJIbTaTOB CPAaBHUTENIbHBIX HCCIENOBAaHUM BHE oOpraHusMa (MH-BUTPO) C
UCMOJIb30BAHUEM HUcHbITaHusl '"PacTBopeHue" W mnpuMeHseTcs sl TBEPIBIX
JeKapCTBEHHbIX (OpM HEMeMJIeHHOro BbicBOOOXaeHus (1 m 3 kimacc mo
O6uodapmMalieBTHIECKON crucTeMe KIacCU(PUKAILINN);

9) ruOpuaHBIA JEKApCTBEHHBIM Npenapar - JEKapCTBEHHBIM Ipernapar, He
NOJAMAIAOMINI [0l ONPEAEICHHE BOCIPOU3BEAEHHOTO JEKApCTBEHHOIO Mperapara
IpU HEBO3MOXHOCTU TMOJTBEPKICHUS €ro OMOIKBHBAJIEHTHOCTH C IOMOIIBIO
UCCJIeIOBAaHNIM OMOJOCTYIHOCTH, a Tak)Ke B cllydae, €Cld B JIaHHOM IIpemapare



NPOU30IIN HW3MEHEHUs [ICHCTBYIOIIEro BellecTBa (BEIIECTB), IMOKa3aHUM K
MPUMEHEHUIO, TO3UPOBKH, JICKAPCTBEHHOUW ()OPMBI WJIU ITYTU BBEJICHUSI IO CPAaBHEHUIO
C OPUTHHAIBHBIM TIPENapaToM;

10) roMeonaTudyeckuii JeKapCTBEHHBIN Tpenapar — JICKapCTBEHHBINA Mpenapar,
NPOU3BEICHHBII MO TOMEOMAaTUYECKOM TEXHOJOTUM C HCIOJIb30BAHUEM
TOMEONaTHYECKOTO ChIPhS B COOTBETCTBUHU ¢ TpeOoBaHusIMU (hapmakonei PecryOnuku
Kazaxcran u (unu) EBpa3uiickoro »KOHOMHYECKOTO COI03a WM B Cilydae HUX
OTCYTCTBHUS B COOTBETCTBUU C TPEOOBAHUSAMH FOMEONATUYECKUX (hapMaKoIei;

11) nexapcTBEHHOE CpPEJICTBO — CPEICTBO, MPEICTABISAIONICE COOON WM
CoJIeprKalliee BEIIeCTBO JIMOO KOMOWHAIIMIO BEMIECTB, BCTYMAlON[ee B KOHTAKT C
OpraHU3MOM YeJIOBEKa, MpeHa3HAYECHHOE JIJIs JIeUeHUsI, TPOPUIAKTUKU 3a00JIeBaHUM
YeJIOBEKa WJIM BOCCTAHOBJICHUS, KOPPEKIIMHA WJIM U3MEHEHUS €r0 (PU3MOIOTHIECKUX
byHKIMH TOCpeACTBOM  (PapMaKOJOTrHUYECKOTO, HMMMYHOJOTHYECKOT0 JIMOO
META00INYSCKOTO BO3ACUCTBHS, WIH 1 JUArHOCTHKH 3a00JE€BaHUN M COCTOSHMS
YEJIOBEKa;

12) 3akntoueHne o 6e30nacHOCTH, 3PHEKTUBHOCTU U KAYECTBE JIEKAPCTBEHHOIO
CpeacTBa — JIOKYMEHT, COJAEpKalluid pe3ysbTaThl AKCIEPTHU3bl 3asBICHHOrO Ha
rOCy/IapCTBEHHYIO PErUCTpalMio, MEepPEeperucTpaluio Wil BHECEHUE WU3MEHEHUN B
PETUCTPAIMOHHOE J10ChE JIEKAPCTBEHHOT'O CPEJICTBA;

13) "HepanuoHanbHass KOMOMHAIIMS COCTaBa JEKApPCTBEHHBIX CPEJCTB — COCTaB
JEKapCTBEHHOTO  CpeACTBa, HE  COOTBETCTBYIOIIMN  MpeAINoJiaraeMbIM
(hapMaKoJIOrH4eCKUM CBOMCTBAM M JICHCTBUIO;

14) uHCTPYKIUSA IO MEAUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO CPeaACcTBa (
JUCTOK-BKJIAJBINI) — TOKYMEHT, COAepKalluii WHGOPMAIUIO NI MOTPEOUTENs H
COTIPOBOKIAIOIINH JICKAPCTBEHHBIN Mpenapar B YIIaKOBKeE;

15) HOpMaTHUBHBIN JOKYMEHT [0 KA4E€CTBY JIEKAPCTBEHHOTO CPEJCTBA — IOKYMEHT,
yCTaHABJIMBAIONIUNA TpeOOBaHUS K KOHTPOJIIO KauyecTBa JIEKaPCTBEHHOTO CPEJICTBA B
NOCTPETUCTPAIIUOHHBIA TEPUOJ, HA OCHOBAaHUM MPOBEJCHHOM SKCIEPTU3BI
JIEKAPCTBEHHOTO CPEJICTBA MPU €T0 PETrUCTPAIMU U COJEpKAIIUi crenu(uKaIuio,
ONHMCAaHUE AHAIUTUYECKUX METOJMK M HCHIBITAHUU JIEKAPCTBEHHOTO CPEJICTBA WIIH
CCBUIKM Ha TaKWE€ WCIBITAHMS, a TAaKKE€ COOTBETCTBYIOIIME KPUTEPUU MPUEMIIEMOCTH
JUIS TTIOKa3aTesie KauecTBa;

16) cranmapTHbie 0Opa3Ilbl JICKAPCTBEHHBIX CyOCTaHIIMM M UX TpUMEcer —
BEIIIECTBA CPaBHEHUs, UCIIOJIb3yeMbIE NMPU MPOBEICHUU SKCIEPTU3bI UCTBITYEMBbIX
JIEKApCTBEHHBIX CPEJICTB;

17) mpou3BoAUTEIb JIEKAPCTBEHHBIX CPEACTB — OpraHU3aIvs, OCYIIECTBIISIONIas
NEATEIbHOCTh MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB U MMEIOIIAs JUIICH3UIO Ha
IIPOM3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB;



18) exkapCcTBEHHOE PACTUTENBHOE ChIPhE — CBEKHUE WIIA BBICYIIEHHBIE PACTCHUS,
BOJOPOCIH, TPUObI WM JUIIAHHUKHA OO MX YaCTH, LIEJIbHbIE WM U3MEJIbYEHHBIE,
UCIIOJIb3yEMBbIE JJIs IPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB;

19) oOmasi xapakTepucTHKa JIEKapCTBEHHOTO CpEACTBAa - JOKYMEHT,
YTBEPKAAEMBII YIOJHOMOYEHHBIM OPraHOM IPU TOCYJIapCTBEHHOM pErucTpanuu
JEKapCTBEHHOT'O0 CPEJCTBA, COJAepX)aluii uHQOpManuio s MEIUIMHCKUX
pPabOTHUKOB O O€30MaCHOM M 3(PPEKTUBHOM MPUMEHEHUH JEKAPCTBEHHOTO IIpenapara;

20) nekapCTBEHHBIN MpenapaT ¢ XOpOouIo U3yYEHHBIM MEIUIIMHCKUM TPUMEHEHUEM
— JIKapCTBEHHBIN Ipenapar, JeHCTBYIOIIEE BEIIECTBO KOTOPOTO XOPOIIO U3YYEHO B
X0JIe MEIULHMHCKOTO MPUMEHEHHUs, NMPU 3TOM MpPHU3HAHBI €ro 3P(EeKTUBHOCTh U
npuemieMas  CTeneHb O0€30MacHOCTH, MOJATBEPKICHHbIE  MOAPOOHBIMU
OoubnuorpauuecKUMU  CChUIKAMM  Ha  OMyOJMKOBaHHBIE  JaHHBIE O
MOCTPETUCTPALIMOHHBIX U (UJTU) SMUIEMHUOIIOTMYECKUX UCCIEIOBAHUIX, U MPOILIO HE
MeHee 10 ner ¢ JaTel NEpPBOr0 CUCTEMATHYECKOTO M JOKYMEHTHPOBAHHOTO
NpUMEHEHUs] JCHCTBYIOIIETO BemiecTBa (JEWCTBYIOMMX BEIIECTB) JAaHHOTO
JIEKapCTBEHHOTO IIpenapara;

21) BBICOKOTEXHOJOTHUYECKUIN JIEKAPCTBEHHBIN IpenapaT — JIEKApCTBEHHBIN
npenapar, SBISIOLIUNCS T€HOTEPANeBTUYECKUM JIEKAPCTBEHHBIM IpPErapaToM,
JIEKapCTBEHHBIM MpENapartoM HAa OCHOBE COMATHYECKUX KJIETOK WJIM MpernapaToM
TKaHEBOW MHYKEHEPUH;

22) UMMYHOJIOTUYECKUN JIEKapCTBEHHBIN mpemnapaT (MMMYHOOHOJIOTUYECKUN
JIEKapCTBEHHBIN TMpernapar) — JEeKapCTBEHHBIN Mpenapar, MpeaHa3HauYeHHBIA s
(opMHpOBaHUS aKTUBHOT'O WJIM MMACCUBHOTO MMMYHHUTETA WJIA AUATHOCTUKH HATUYUS
UMMYHUTETA, WA JUATHOCTUKHU (BBIPAOOTKH) CHENU(PUIECKOro MpUOOPETEHHOTO
U3MEHEHHS] IMMYHOJIOTHYECKOTO OTBETA Ha aJJIEPTU3UPYIOLIUE BEIECTBA;

23) mia" ynpaBlIeHHs PUCKaMH — TMOJAPOOHOE ONMHUCAaHWE CHUCTEMBI YIIPaBICHUS
pUCKaMH;

24) nepuoauyecKkuii OOHOBJISIEMbI OTYET MO 0€30MAaCHOCTH — OTYET JIepKaTelIs
PErUCTPAlIMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOI'O IpErnapara 3a OMNpeaesICHHBIN
NEPUOJ BPEMEHHU B TEUEHHE MOCTPETUCTPALMOHHOTO MEPUO/Ia PEIOCTABISAEMbIN IS
OIICHKH COOTHOUIEHUS ''T0JIb3a — PUCK' JIEKAPCTBEHHOTO Mpenapara;

25) BOCIIpOU3BEICHHBIN JIEKAPCTBEHHBIN Mpenapar (FTeHepUK) — JIEKapCTBEHHBIN
npemnapar, KOTOPbI MMEET TAKOW K€ KOJMYECTBEHHBIM M KAaYECTBEHHBIA COCTaB
JNEUCTBYIOUIUX BEIIECTB M Ty K€ JEKAPCTBEHHYIO (POpMy, UTO M OpPUTHMHAIBHBIN
JEKApCTBEHHBIA TMpermapar, W OHOIKBHBAJEHTHOCTh KOTOPOTO OPUTHHAIHHOMY
JIEKAPCTBEHHOMY IIpenapaTy MOJTBEPKIAETCSI COOTBETCTBYIOIMMU UCCIEAOBAHUSIMU
ouogoctynHoctu. Paznuunsie conu, 3¢upbl, ©30MEPHI, CMECH H30MEPOB, KOMIUIEKCHI
UM TPOU3BOJHBIE ACHCTBYIOLIETO BEIIECTBA IPU3HAIOTCA OJHHUM M TEM XK€
JEHCTBYIOLIUM BELIECTBOM, €CIIA UX 0€30MacHOCTh U 3(PPEKTUBHOCTD 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
OKCIIEPTHOW OPraHM3alMM MO PACCMOTPEHHIO CIIOPHBIX BONPOCOB B pe3yJIbTaTax
AKCIEPTHU3bl, OCHOBAHUHN (IPUYMH) BBIJAYM OTPULATENIBHBIX 3aKIIOYEHUN I10
3¢ PexkTUBHOCTH, 0€30MaCHOCTM W KadyeCTBY JEKAPCTBEHHBIX CPEACTB, W3JEIIHM
MEIUIMHCKOTO0 HA3HAYEHUS U MEIULUHCKOW TEXHUKHU U NMPUHATHIO OKOHYATEIBHOIO
peleHus;

28) opdanHbIil (peaKuii) TeKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIN Mpemnapar,
NpeAHAa3HAYEHHbIH I  JHArHOCTHUKW, JTHONATOIN€HETUYECKOrO WU
NaTOreHEeTUYECKOTO JieueHus: op(paHHbIX (penKux) 3a00JIeBaHUM, YaCTOTa KOTOPBIX HE
IPEBBIIIAET OPUIMATIBHO OIPEEIeHHOr0 YpoBHs B Pecniyonuke Kasaxcran;

29) npou3BOACTBEHHAS IJIOMIAKA — TEPPUTOPHATBEHO 000COOICHHBIA KOMILIEKC
IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB, MEAUIIMHCKUX WU3/EIINN, PEIHA3HAYCHHbBIN
IUIS  BBINIOJIHEHHUS BCErO Mpolecca NPOU3BOJACTBA JIEKAPCTBEHHBIX CPENCTB,
MEIULIUHCKUAX U3JEJINA WK €r0 ONPEIEICHHBIX CTaAuM;

30) 3asBUTENH — pa3pabOTYUK, MPOU3BOJUTEND, AEPKATEIb PErUCTPALIMOHHOTO
YAOCTOBEPEHHUsI WM HUX JOBEPEHHOE JIMIO, YIIOJHOMOYEHHOE NIOAABaTh 3asBJICHUE,
JOKYMEHTBI U MAaTEPHUAJIBI U BBINOJIHATH ACHUCTBUS, IPEAYCMOTPEHHBIE TOBEPEHHOCTHIO
JNOBEPUTENS HA IPOBEACHUE OJKCIEPTHU3bl IIPU PETUCTPALMU, NEPEPErucTpaluu U
BHECEHHUH NU3MEHEHUH B PETUCTPALMOHHOE JJOChE JIEKAPCTBEHHBIX CPEICTB;

31) paguodapManeBTUYECKUN JEKApCTBEHHbIN Mpenapar — JIEKapCTBEHHBIH
npenapar, Coiep Kalliiii B TOTOBOM JJIsl IPUMEHEHHUs COCTOSIHUU OJIMH UJIM HECKOJIBKO
PAAMOHYKIHIOB (paIMOAaKTUBHBIX HM30TOIOB) B KayeCTBE JEHCTBYIOILIETO BEIIECTBA
WIM B COCTaBE IEUCTBYIOIIErO BEUIECTBA,

32) pedepeHTHBIN JTEeKapCTBEHHBIN Mpernapar — JICKapCTBEHHBIN Mpenapar,
KOTOPBIM MCHIOJIB3YETCs B KaUECTBE Ipenapara CPaBHEHUS U SBIIETCSA 3TAIOHOM, 110
KOTOPOMY OIPENEISAIOTCS (HOPMUPYIOTCS) CBOMCTBA JIEKAPCTBEHHOTO IIpenapaTa;

33) Hajyexalas NpoOW3BOJACTBEHHAsl MPAKTHKAa — COCTABHAsA YacTh CHCTEMBI
oOecreueHnss KayecTBa, rapaHTHUpPYHOIas MPOU3BOJACTBO M KOHTPOJb KadecTBa



JIEKapCTBEHHBIX CPEACTB 10 CTAHJApPTaM B COOTBETCTBUM C HX INPEJHA3HAYECHHEM M
TpeOOBAHUSIMU PETUCTPALIMOHHOTO JJOChHE;

34) peructpallMOHHOE J0Ch€ — KOMIUIEKT JOKYMEHTOB W MaTepuaioB
YCTaHOBJIEHHOT'O COJIEpKaHUsl, PEJICTABIISIEMbIN K 3asIBJICHUIO HA IKCIIEPTHU3Y;

35) nepkarenb perucTpaliOHHOrO yIOCTOBEPEHUS — IOPUANUECKOE JIUIIO, HA UM

KOTOPOTO BBIAIAHO PErUCTPALIMOHHOE Y OCTOBEPEHUE Ha JIEKAPCTBEHHBIN Mpernapar;

36) BHECEHHE U3MEHEHUN B PETUCTPALMOHHOE JOChE — U3MEHEHMS, BHOCUMBIE
3asBUTEJIEM B PETMCTPALMOHHOE J0ChE B TEUYEHHE JEUCTBUS PErUCTPALMOHHOIO
YAOCTOBEPEHUSI, HE BIUSIONIME OTPUIIATEIbHO Ha 0€30MacHOCTh, Y(PPEKTUBHOCTh U
Ka4eCTBO JIEKAPCTBEHHOI'O CPEACTBA M MOAJIEKALIME SKCIEPTU3E B COOTBETCTBUU C
HacrosmuMu [Ipasuiiamuy;

37) dapmareBTHYECKas CyOCTaHITHNS (aKTUBHAS (papMarieBTUUYECKast CyOCTAHITHS) —
JIEKapCTBEHHOE CPEJICTBO, NMpEeAHa3HAYEHHOE JUIsl MPOU3BOJCTBA M HW3TOTOBJICHUS
JIEKapCTBEHHBIX MTPENapaToB;

38) uccinenoBaHue >KBUBAJIEHTHOCTU — UCCIEAOBAHHE, KOTOPOE OMpEeisieT
SKBUBAJIEHTHOCTh MEXJIY T€HEPUKOM M OpHUTHMHAIbHBIM (pedepeHTHBIM)
JIEKapCTBEHHBIM CPEACTBOM IIPU HCIIOJIB30BAHUU HCCIECIOBAHUNW WH-BUBO (BHYTpHU
opraHu3mMa) u (Win) UH-BUTPO (BHE OpraHU3Ma).

I'maBa 2. ITopAmoK mpeaoCTaBICHAA PETHCTPAIMOHHOTO JOCHE UL IIPOBEACHHA
SKCIIEPTH3HI JIEKAPCTBEHHEBIX CPEICTB

8. Jlns mpoBeOeHUsl SKCHEPTU3bl B LEISIX TOCYAapCTBEHHOW perucTpanuu,
NepEePErucTpallii U BHECEHUSI U3MEHEHHI B PETUCTPAIIMOHHOE 10ChE JIEKAPCTBEHHOTO
CpPEICTBA 3asABUTEJb 3AKJIIOYAET C TOCYAAPCTBEHHOM HKCIIEPTHOW OpraHHU3anuen
JIOTOBOP Ha MPOBEJEHHUE DKCIEPTU3bl U Tpenoctarisier B LleHTp oOcCiTykxuBaHUs
3asiBUTEJIEN roCyapCTBEHHOM dKCIepTHOM opranu3amnuu (gaisee — [1O03) cienyromue
JIOKYMEHTBI U MaTepHUalbl:

1) 3asiBneHHe Ha MPOBEACHUE SKCIEPTHU3bI JEKAPCTBEHHOTO CPEICTBa (Janee —
3asiBiIeHHe) 1Mo GopMe CoryiacHO npuiioxkenuto 1 k HactosmuM [IpaBuiam;
2) perucTpalMoHHOE JOChE Ha JIEKTPOHHOM HOCHUTEE:
NepeyYeHb JOKYMEHTOB, IPEAOCTABIAEMBbIX I KCIEPTU3bI MPOU3BOAUTEIAMU
PecnyOnuku Kazaxcran o ¢opme corjlacHO MPUIIOKEHUIO 2 K HacToamuM [IpaBunam;
nepevyeHb JOKYMEHTOB, MpeaocTaBisieMbiX B (popmare OOIIEro TeXHUYECKOTO
JIOKYMEHTA, 10 (hopMe COTJIACHO MPUIIOKEHUI0 3 K HacTosmuM [IpaBusam;

3) oOpa3Isl JIEKapCTBEHHBIX CPEICTB, CTAaHIAPTHBIE O0pa3lbl XUMUYECKUX
BEILIECTB, CTaHJApTHbIE O0O0pa3lbl OMOJOTMYECKUX TMpenaparoB, TECT-IITAMMBbI
MUKpPOOPTaHU3MOB, KYJbTYpPbl KJIETOK, B KOJHMYECTBaX, JOCTATOUHBIX JJIs
TPEXKPATHBIX JTAOOPATOPHBIX UCTIBITAHUN C OCTATOUYHBIM CPOKOM TOJHOCTH HE MEHEe



IIECTH MecsleB (32 MCKIIOYEHUEM CllydaeB, He TpeOyIoluX MpOBEICHUS
71a60paTOPHBIX UCTIHITAHUN ),

4) cnenupuueckue peareHThbl, pacXoJHbIE MaTepualbl, IPUMEHSEMbIE MPHU
NpOBEJCHUH JaOOPaTOPHBIX UCTIBITAHUH JIEKAPCTBEHHBIX CPE/ICTB;

5) KONHIO TOKYMEHTa, MOATBEPKAAIOIIETO OIIATy 3asiBUTEIEM CYMMBI IS
NPOBEJICHHUST DKCIEPTU3bl HA PACUETHBIM CYET TOCYJAapCTBEHHON HKCHEPTHOM
OpraHu3alNH.

dopmupoBaHuUe 3asBICHUSI Ha TPOBECHUE SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB C
OPWIOKEHHEM TEepeYHs TOKYMEHTOB, TMPEIOCTABISIEMBIX [JISI DKCIEPTHU3BI
npousBogutensamMu Pecryonuku Kazaxcran, corimacHO MPUIIOKEHUIO 2 K HACTOSILIUM
[IpaBunaM wuau TEpedHs JOKYMEHTOB, MpeaocTaBisieMbiXx B ¢opmare OOmiero
TEXHUYECKOTO JOKYMEHTa COTJacHO MNpUIIoXKEeHHI0 3 K HactosmuMm [IpaBunam
OCYILIECTBJISIETCS 3asiBUTENEM B WH(OPMAIIMOHHOM CHUCTEME TOCYIapCTBEHHOU
AKCIIEPTHOM OpPTraHU3alUY M0 UHIUBUAYATHHOMY ITaPOIIIO.

9. Ilepeuenb MpeaOCTaBIIEMBIX MaTEpPHATOB PETHCTPAIMOHHOIO JIOChE B
3aBUCHUMOCTH OT BHJA JIEKAPCTBEHHOT'O CPEJCTBA COOTBETCTBYET MPUIIOKEHUIO 4
Hacrosux [IpaBu.

10. Cneunanuct [1O3 B TeueHue oHoro padboyero AHs Mocie NpruemMa JOKYMEHTOB
, IPeTyCMOTPEHHBIX MMyHKTOM § Hactosmux [Ipasu:

1) ocylIecTBIsIET PETUCTPALINIO 3asIBICHHS B IPOrPAMMHOM 00€CIICUEHUN;

2) pa3memiaetT uHGOpPMANHNIO HAa OPUIIMATLHOM CaWTe TOCYyIapCTBEHHOU
AKCIEPTHON OpraHU3alli O MOJAHHBIX Ha IKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTBAX (
TOPrOBO€ HAaMMEHOBAaHUE, MEXIYHAPOJHOE HEMATEeHTOBAHHOE HAaMMEHOBAaHUE,
JexapcTBeHHass ¢opMa, JAO3MPOBKA, KOHLEHTpAIMs, OpraHU3alus-IpOU3BOUTEND,
CTpaHa);

3) mpoBepseT OCTaTOYHBIM CPOK TOJHOCTH OOPAa3LOB JIEKAPCTBEHHBIX CPEJNICTB,
CTaHIApTHBIX OOpa3l0B XHWMHYECKHX BEMIECTB, CTaHIAPTHBIX O0O0pa3IoB
OMOJIOTHYECKUX MpPEenapaToB, TECT-IITAMMOB MHUKPOOPTaHHU3MOB, KYJIbTYp KJIETOK,
crelu(@UYecKuX PpEeareHToB, PACXOJHBIX MAaTEpUaIOB, HEOOXOAUMBIX IS
BOCIIPOU3BOJAMMOCTH METOAMK JIA0OPATOPHBIX UCIBITAHUN JE€KAPCTBEHHOI'O CPEICTBA
Y BHOCHUT JIaHHBIE B IPOrPaMMHOE 0OecTieueHue.

s coOnroieHust yCIOBUI XpaHEHUs (TeMIlepaTypHBIM peKUM, BIIaKHOCTD)
o0pa3ipl JIEKapCTBEHHBIX CPEACTB, B TOM YMCIE€ HAPKOTHYECKHX CPEICTB,
NICUXOTPOIHBIX BEHIECTB U TMPEKYPCOPOB MPEAOCTABIAIOTCS HEMOCPEICTBEHHO B
UCIIBITATEIBHYIO JTA00PATOPHIO.

11. Ha skcnepTu3y pa3iuyHbIX JIEKAPCTBEHHBIX (OPM OJHOTO U TOrO XKe
JIEKapCTBEHHOTO IMpernapaTa 3asiBUTEIb MPEACTABIISAET 3asBICHUS U PETUCTPALIMOHHBIC
JI0ChE Ha KKIIYIO JIEKapCTBEHHYIO (hopMmy.



12. Ilpn ycnoBurM OZHOBPEMEHHOW IOJAaYM HA JKCHEPTU3Y JEKAPCTBEHHOIO
npenapara B OJHOW JIEKapCTBEHHOW QopMe, ¢ pa3IuyHON JT03UPOBKOMH,
KOHIIEHTpalueld, 00beMOM 3aIlOJIHEHUS 3asBUTEIb MPEJCTABISET OJHO 3asBJICHUE U
PETUCTPALlMOHHOE J0ChE C MPUIIOKEHUEM MAKETOB YIIAKOBOK M 3THUKETOK Ha KAXKIYIO
JO3UPOBKY, KOHLIEHTPALIMIO, 00bEM 3aIllOJIHEHUS M KOJIUYECTBO /103 B YIAKOBKE, a
TaK’)K€ HOPMAaTUBHOI'O JOKYMEHTA IO KAadeCTBY B Clly4ae pas3jIMuhs B METOJMKAX
KOHTPOJISL.

13. B cnyuae mpenocTaBieHHUsI BOCIPOU3BEJECHHOI0, OMOAHAIOTUYHOTO
JIEKapCTBEHHOr0 MpernapaTta OTEYECTBEHHBIM MPOU3BOIAUTENEM Ha JKCIEpPTU3y 0e3
JAHHBIX MCCIIEIOBAHUI 3KBHBAJECHTHOCTH, 3asBUTEIb B PErUCTPALMOHHOM J0CHE
PENIOCTaBISAET MPOEKT MPOTOKOJIA U TAPaHTUMHOE MUCHbMO B MPOU3BOJIBLHON (popme o
PENOCTAaBICHUH OTYETA KIIMHUYECKUX uccienoBanuil. IIpu aTom cpok mpoBeneHus
UCCIIEIOBAHUNA HE BXOJUT B CPOK IIPOBEICHUS DKCIIEPTU3BI IIPU PETUCTPALIUH.

14. Ilpu skcnepTusze op(aHHBIX JEKAPCTBEHHBIX MpPENapaToOB 3asBUTEIb
IpPEIOCTAaBISIET MPOrpaMMy HCCJIEIOBAaHUN, PE3ylbTaThl KOTOPHIX OYyAYT SBIISTHCS
OCHOBAaHMEM JUIsI TEPEOLIEHKH COOTHOUIEHUs 'Mojb3a-puck', ¢ coOJIoAeHUEM
OPUMEHEHUsl JIEKapCTBEHHOTO Ipernapara IOJ CTPOTMM HaOIIoJAeHUEM Bpada U
HEMEJIJIEHHBIM TPEAOCTABICHUEM KapT-COOOIIEHUI O HEXeNaTeNbHbIX pPeaKlHsX,
CEepPbE3HBIX HEXKEJIATEIbHBIX peakusx u 00 oTcyTcTBUH 3G(PEKTUBHOCTU
JIEKapCTBEHHOTO IIperapaTa B COOTBETCTBHHM C ITOPSIIKOM YCTAHOBIICHHBIM ITYHKTOM 3
cratbu 85 Kogekca.

15. B ciy4asx nmpeacTaBlIeHHs 3asiBUTEIIEM HEMOJHOIO IMAaKeTa JTOKYMEHTOB, a
TaK)K€ HE COOJIOJICHUS YCIOBHM, MPEAYCMOTPEHHBIX TYHKTOM 8 HacTosmux [IpaBun
crnennanuct 1{O3 oTka3bIBaeT B IpueMe 3asiBJICHHUS.

I'maBa 3. ITopsamok mpoBeASHNA SKCIIEPTU3HI JICKAPCTBEHHBIX CPEACTB

IMaparpa¢ 1. Jramsr mpoBeACHUA SKCHEPTH3HI JICKAPCTBEHHBIX CPEIICTB

16. DkcnepTr3a 1EKapCTBEHHOTO CPEAICTBA COCTOUT U3 CIIEAYIOIIMX ATAIOB:
1) HayasibHast SKCIIEpTH3a (BAIMIALIKS PETUCTPALIMOHHOTO 10ChHE);

2) crienuanu3upoBaHHas SKCIEPTU3a;

3) maGopaTtopHbI€ UCTILITAHUS.

17. DxcnepTusa MPOBOJUTCS C UCIOJIb30BAHUEM JJIEKTPOHHOW MPOTrPaMMBbl
rOCyJIapCTBEHHOM JKCIEPTHON OpraHu3allii, WHTETPUPOBAHHON C eauHOu 0a3oif
nanubix "CuctemMa ympaBiieHHs JIeKapcTBEHHOTo oOecrnedeHus" Enunoi
UH(OPMAILIMOHHON CUCTEMBI 3JpaBOOXPAHEHUS.

IMaparpad 2. ITopsaok npoBeACHAA HA9AIbHON SKCIIEPTH3H (BAIMAAIIH
PETHCTPAIMOHHOTO JOCHE) JIEKAPCTBEHHOT'O CPEICTBA



18. Ilocne mpuema 3asBIEHUS SKCHOEPTOM MPOBOJUTCSA HauyajbHas 3KCHepTusa (
BAJIMJIAIMS PETHUCTPALMOHHOTO JIOChE) JIEKAPCTBEHHOI'O CpPEACTBA B CPOKH,
IpEAYCMOTPEHHBIE I1aBoi 6 HacTosmmx [IpaBu.

19. Ilpu HayanbHOU SKcHepTu3e (BaluJallMKd PETUCTPALIMOHHOTO JOCHE)
JIEKapCTBEHHOTO CPEACTBA IPOBOAUTCSA OLIEHKA ITOJIHOTHI, KOMIUIEKTHOCTH U
OpPaBWIBHOCTH OQOPMJIEHHS JIOKYMEHTOB, IMPEJICTABICHHBIX 3asBUTEIEM B
pPErucTpalluOHHOM JI0Ch€ B OTHOILIEHMHM JI0Ka3aTelIbCTB 0€30MacHOCTH,
3(()EKTUBHOCTU M KAYECTBA JIEKAPCTBEHHOT'O CPEJICTBA.

20. B ciaydae HaiMuWs 3aME€UYaHHM K JOKYMEHTaM PETHCTPALMOHHOIO J10ChE
3asBUTENO0 Yepe3 MH(OPMALMOHHYIO CHCTEMY HAIpaBiIseTCs MHUCbMO, 3aBEPEHHOE
AIEKTPOHHO-IU(PPOBON MNOAMKUCHIO, C YyKa3aHUEM BBISABICHHBIX 3aMEUaHUN U
HEOOXOAMMOCTH UX YCTPAHEHUS B CPOK, HE MPEBBILIAIOIINN IECTHAECAT KaJCHAAPHBIX
JTHEH.

21. IIpu He ycTpaHEeHMM 3aMe4aHUi rOCyIapCTBEHHAs dKCIEPTHAs OPraHU3alysl
HaIpaBJIICT 3asIBUTENIO0 yBEJOMJIEHHE (B MPOU3BOJBHOW (OpPME) O MPEKPAIECHHUH
JKCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA.

22. Ilo pe3ynbpTaTaM HadaJbHOM AKCHEPTHU3bI (BAIUJALUHA PETHUCTPALMOHHOTO
JI0ChE) JIEKAPCTBEHHOT'O CPEJCTBA C YUYETOM BBICTABIICHHBIX 3AMEYAHHUI COCTABIISIETCS
OTYET HAYalbHOM dSKCcHEepTHU3bl (BaIUJALMK PETrUCTPALMOHHOIO JIOChE)
JIEKapCTBEHHOI'0 CPEJCTBA COrJIACHO MPUJIOKEHMIO 5 K HacTtosmuM [IpaBuiiam miam
OTYET HAyaJbHOMW SKCIEPTHU3bI (BaJUIALMU PErHMCTPALMOHHOIO JOChE) W3MEHEHMH,
BHOCHUMBIX B PETUCTPAlIMOHHOE JOCHE JIEKApCTBEHHOI'O CpEACTBA COIJACHO
IPWIOKEHUIO 6 K HacToAmuM [IpaBunam.

ITaparpad 3. ITopsmok npoBeaeHNs CrIeUATM3UPOBaHHOMN 3KCIIEPTHU3EI
JIEKapCTBEHHEIX CPEICTB

23. IloJIOKUTENbHBIM pPE3yabTaT HAYaJbHOW SKCHEPTHU3BI (BaluJaluu
PErUCTPAIMOHHOTO J0ChE) JIEKAPCTBEHHOI'O CPENICTBA SIBISETCS OCHOBAHUEM LIS
MPOBEJCHUS CIEIMATN3UPOBAHHON SKCIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA B CPOKH,
IpeIyCMOTpPEHHbIE TT1aBoi 6 Hactosux [IpaBui.

24. Crneumanu3nupoBaHHAs JKCIEPTU3a JIEKAPCTBEHHOTO CPEACTBA BKIIIOYAET
OIICHKY KadecTBa, 0e30mMacHOCTH, Y(P(PEKTUBHOCTH W COOTHOIICHHUS IOJIb3a-PUCK
JIEKapCTBEHHOT'0 CpPEJCTBA HAa OCHOBAaHMHM aHAJIM3a M DKCHEPTU3bl JaHHBIX B
JOKYMEHTaX PErucTPariOHHOTO JOChe, B TOM YHCJIE PE3yJIhbTaTOB JAOOPaTOPHBIX
UCTIBITAaHUI 00pa3IOB JIEKAPCTBEHHOI'O CPEACTBA, & TAKXKE OLIEHKY PallMOHAIbHOCTH



KOMOMHALUM JEHCTBYIOIIMX BEIIECTB B COCTaBE JIEKAPCTBEHHOTO CpEACTBA B
cootBeTcTBUM ¢ [lepeuyHeM HepanumoHaNIbHBIX KOMOMHALIUNA JIEKAPCTBEHHBIX CPEACTB
COIJIACHO MPUJIOKEHUIO 7 K HacTosAmuM lIpaBunam.

25. Cnennanu3upoBaHHasl SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA OCYIIECTBISAETCS
TPYNION 3KCHEPTOB T'OCYJaPCTBEHHON 3KCIEPTHOW OpraHu3alluu C MpUBJIeYEHUEM (
IpY HEOOXOUMOCTH ) BHEIITATHBIX MPOQPUIBHBIX IKCIIEPTOB.

26. Ilo pe3ynpraTaM M3y4eHHUsSI JOKYMEHTOB PETMCTPALMOHHOTO JOCHE HA 3TaIle
CHEIUAIM3UPOBAHHON JKCIEPTU3bl 3asABUTEIIO0 HAIPABIAETCS CBOJHBINA 3ampoc (B
OpOU3BOJBHONU (QopMe) 1o 0e30macHOCTH, 3S(PPEKTUBHOCTH U KadeCTBY
JIEKAPCTBEHHOT'O CPEACTBA.

CBoOJHBIN 3ampoc, 3aBEPEHHBIN MOCPEACTBOM 3JIEKTPOHHO-IIMGPPOBOM MOANHCH
HampaBJseTcs yepe3 HHPOPMAIIMOHHYIO CUCTEMY .

27. 3asBUTENDb B TEUCHUE MIECTUACCATH KAICHAAPHBIX JHEH HANPABIIAECT OTBET U
HE0OXO0IMMbIE MaTEPHAJIbI HAa 3aIIPOC TOCYAAPCTBEHHON SKCIIEPTHON OpraHU3aluu.

B ciiyyae BOBHUKHOBEHHUSI JIOMIOJIHUTEIBHBIX BOIIPOCOB, KACAKOIINUXCA CBEACHUN,
IIPEACTABICHHBIX 3asBUTENEM B OTBETE Ha IMPEAIICCTBYIOIINM 3alpoC, 3asBUTEIDL B
TEUEHHE TPUAUATHU KaJICHIAPHBIX JHEW C MOMEHTA IMOJYy4YEHUs 3alpoca HalpaBIsIeT
OTBET M HEOOXOJMMble MaTepuajbl Ha JOMOJHUTEIbHBIN 3alpOC rOCYAapCTBEHHOM
SKCIEPTHOW OpraHU3aLIHH.

28. IIpu He npenocTaBIECHNUH 3asBUTEIEM OTBETOB Ha 3alpOC FOCYAapCTBEHHOM
OKCHEPTHOM OPTraHU3alMy B YCTAHOBJICHHBIM CPOK COIVIACHO IYHKTY 27 HACTOSIIIUX
[IpaBui, a Takke MpPeJOCTABICHUN HEMOJHOTO OTBETA U HEOOXOJMMBIX MaTEPHAIOB
COCTABJISIETCSI OTPULIATENBHBIN CBOJHBIN OTYET IKCIIEPTOB MO OLIEHKE JIEKAPCTBEHHOTO
npenapara u MaTepHualibl HAIPABJISIOTCS B DKCIEPTHBIN COBET JIJISl PUHSTHUSL PELICHUS
00 0TKa3e U MpeKpalieHuH SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEACTBA.

DKCIEPTHBIN COBET pacCMaTpPUBAET MOCTYNHMBUIME MATEPHAIIBI €KEMECIUYHO U
pe3yJIbTaThl PELIEHUs HAIPABIISIIOTCS 3aSBUTEII0 B TEUEHUE JIECSATH KaJEHIAPHBIX
JTHEH.

29. Ilo pe3ynbTaTaM CHELUATU3UPOBAHHOMN SKCIEPTHU3bI cocTaBisieTcss CBOIHBIN
OTYET SKCIEPTOB IO OLIEHKE JIEKapCTBEHHOTO Ipemnapara no (opme COTJIaCHO
npuioxeHuo 8§ k HactosmuM [IpaBunam u CBOJOHBIA OTYET HKCIEPTOB MO OLEHKE
JIEKAPCTBEHHOI'O MpenapaTta Ipyu U3MEHEHHSIX, BHOCUMBIX B PETUCTPALMOHHOE JOChE
COrJIacHO MpuiokeHuto 9 k HactosmuMm [IpaBmwiiam. B oTyeTe 3kcnepToB MO OLEHKE
JIEKapCTBEHHOT'O Mpenapara OTPa)KarTCs BCE aCMEeKThl 0€30MacHOCTH, 3 (HEKTUBHOCTH
Y Ka4ecTBa JIEKAPCTBEHHOT' O IIpenapara.

IMaparpad 4. ITopsaok npoBeneHNs 1a00paTOPHBIX UCIIHITAHMIHA
JIEKapCTBEHHEIX CPEICTB



30. B ciiyyae Mmoj0XUTEIBHOIO OTYETA CHEHUATU3UPOBAHHON SKCIEPTU3BI
OpOBOASATCS Ja00OpaTOpPHBIE HCHBITAHUSA JEKAPCTBEHHOTO CPEACTBA B CPOKH,
peyCMOTPEHHBIE TJIaBo# 6 HacTosmux [IpaBuit.

31. JlaGopaTopHble UCIBITAHUS JEKAPCTBEHHOTO CPEJCTBA OCYILIECTBIAIOTCS B
UCHBITATENIbHBIX Ja00OPAaTOPUAX IOCYIAPCTBEHHON 3KCIIEPTHOM OpraHu3alii B LEJAX
NOJTBEPKICHHUS COOTBETCTBUSA IOKa3aTelieil 0e30MacHOCTM U KadyecTBa
JIEKAPCTBEHHOTO CPECTBA U BKIIIOYAIOT:

1) ucnipiTanre 0OPa3IOB JIEKAPCTBEHHOTO CPE/ICTBA;

2) onpenieneHue BOCIPOU3BOIMMOCTH METOJIMK aHAJIN3A.

HcnpiTanne o0pa31oB JIEKAPCTBEHHBIX CPEJCTB C MUCIOJb30BAHHUEM KOMILIEKCA
(UBUKO-XUMUYECKUX, OMOJIOTMYECKUX HCCIIEIOBAHUIM HANpaBlIeHO Ha OIpEAesICHHE
KOJIMYECTBEHHOTO U KaYECTBEHHOT'O COAEPKaHUs ACUCTBYIOIIMX U BCIIOMOTaTEIbHBIX
BEIIECTB, IMpHUMEced, a TakXke CTeneHu Ouonoruyeckon OezomacHOCTH (
MUKpPOOHOJIOTNYECKast YUCTOTA, TOKCUYHOCTD, IUPOT€HHOCTH ).

Onpenenenre BOCIPOU3BOAUMOCTA METOAUK aHAIN3a MO KOHTPOJIO KauecTBa
JIEKAPCTBEHHOTO CPEJICTBA OCYILECTBIISIETCS B LENSAX MOATBEPKICHHUS UX COOTBETCTBHS
, IPElyCMOTPEHHBIX HOPMAaTUBHBIM JOKYMEHTOM I10 Ka4€CTBY.

32. JJabopaTtopHbl€ UCTIBITAHUS HE MPOBOASTCS MPHU:

1) mpomseHun cpoka AEWCTBUS PETrUCTPALMOHHOIO YIOCTOBEPEHUS
JEKapCTBEHHOTO CpeACTBAa (B cllydyae OTCYTCTBUS peKJamMaluii Ha KadecTBO
JIEKapCTBEHHOTO CpEeACTBAa U MO pe3yibTaraM (apMakoHaA30pa Ha 0€30MacHOCTD
JEKapCTBEHHOTO CpPEACTBa), IMPOU3BEACHHOTO B YCIOBHUSAX HaJJiexalien
IPOU3BOJCTBEHHON MPAKTHKUA W MPUCYTCTBYIOLIErO0 Ha (papMalieBTUYECKOM PBIHKE
Pecniybnuku Kazaxcran He MeHee BOCBMU JIET;

2) BKCHepTU3€e JEKAPCTBEHHOTO CPEJICTBA, MPOU3BEACHHOIO B CTpaHaxX peruoHa
ICH (AiCuliiu);

3) sKkcnepTu3e JEeKapCTBEHHBIX CPEICTB, MpeKBaTU(UIUPOBAHHBIX BecemupHon
OpraHH3alMeN 3APABOOXPAHEHHUS;

4) mpoaJNieHUM CpPOKa JEUCTBUA PETUCTPALMOHHOTO YJAOCTOBEPEHUS
JIEKapCTBEHHOT'O CPEJICTBA, Tpou3BeAeHHOr0 B Pecmybnnke Kazaxcran.

33. B ciyuae BbIsIBIICHHS 3aME€UaHU 1O pe3yJbTaTaM J1Ja00paTOPHBIX UCIIBITAHUI
3a8BUTENI0 HAMNPABISIETCS MUCbMO C YKAa3aHHEM BBIABICHHBIX 3aMEYaHUU H
HEOOXOJMMOCTH UX YCTPAHEHUS B CPOK, HE MPEBBIMAIONINN JEBIHOCTA KaJICHIapHbBIX
JTHEH.

34. Ilpn He NMpeaoCTaBICHUM 3asBUTEIEM OTBETOB BBICTABICHHBIE B MHUCbME
roCy/1apCTBEHHOM SKCIEPTHOW OpraHu3alMd 3aME4YaHHs B YCTAHOBIIEHHBIA CpPOK
cornacHo NyHKTy 33 Hactoamux IlpaBmi M OTpHIATENBHBIX pe3yJibTaTax



1ab0opaTOPHBIX HCTBITAHUN MaTepuaibl HANpPaBISAIOTCS B ODKCIEPTHBIM COBET IS
OPUHATHUS pelIeHHs] 00 0TKa3e M MPEeKpaIleHUH SKCIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA

35. [lo pe3ynbraram 1a0OpaTOPHBIX MCHBITAHUN JIEKAPCTBEHHOTO CPEACTBA
UCIIBITATeILHONW J1Ta00paToOpuell COCTABISETCS TMPOTOKON HCIHBITAaHUA 1O (opMme
corsacHo npuioxkenuto 10 k HacrosmuMm [IpaBunam.

36. B cinydasx HEBO3MOKHOCTH MPOBEIEHUS JTa0OPATOPHBIX UCTIBITAHUN 00pa3lioB
JEKapCTBEHHBIX CPEJICTB B MCHBITATENIBHOW J1adopaTOpUU TOCYAapCTBEHHOMN
AKCIEPTHOM OpraHu3allK, B TOM YKCIE MPU UX OTHECEHUH K KaTeropuu op(daHHbIX,
HApKOTHYECKUX, IICUXOTPOINHBIX WM MPEAHA3HAYEHHBIX JUIS JICYEHUS
BBICOKO3aTPaTHBIX HO30JIOTUH BCJIEACTBUE UX BBICOKOW CTOMMOCTH, HEBO3MOKHOCTHU
COOMIO/IEHUsI YCIOBUN TPAHCIOPTUPOBKH yKa3aHHBIX OOpa3lOB Ha TEPPUTOPHUIO
PecnyOnuku Kazaxcran u (uMiau) MX XpaHEHUHU, OTCYTCTBUHU CIEIHATIBLHOTO
000pyIOBaHUS M PACXOJHBIX MAaTEPUAIOB B HKCIIEPTHON OpraHU3allMy U B CIydasX,
€ClIi HOPMAaTUBHBIMU JOKYMEHTAMHU [0 KayeCTBY MPOAYKIUH YCTAHOBJIEHBI
UCIMIBITAHUSA, CBSI3aHHbIE C OOJBIIMMHM 3aTpaTaMyd CPEACTB MPOU3BOJUTENS,
JIOPOTOBU3HOW 00pa3mnoB, ¢ oOpa3namu, TPeOYIOMMUMHU OCOOBIX YCIOBHUH
TPAaHCIOPTUPOBKH, CNEU(PUUECKOTr0 00OpYAOBaHUS M BCIOMOTATEIbHBIX CPEACTB
na0opaToOpHbIe UCIBITAHUS MPOBOAATCSA B MPUCYTCTBUU IPEICTaBUTENEH SKCIEPTHOM
OpraHu3aluy B J1a00OPaTOPUU KOHTPOJIS KaueCcTBa MPOU3BOJIUTENS UM B KOHTPAKTHOMN
1a00paToOpuH, UCTIONIb3yEeMOI MPOU3BOAUTEIIEM.

[To pe3ynbTaTam 1a00paTOPHBIX UCTIBITAHUN cocTaBisieTcss OTUeT O pe3ybTaTax
OpOBEICHHS Ja0OpPATOPHOrO MCIHBITAHHS B JIa0OPAaTOPUM KOHTPOJA KayecTBa
IPOU3BOJIUTEINS UM B KOHTPAKTHOM J1abopaTOpuu, UCHOIb3YEMOM MPOU3BOAUTENIEM
corslacHo npuioxkenuto 11 k Hacrosmum [IpaBunam.

I'naBa 4. Ilopsamokx GopMHpOBaHMS PE3yIFTATOB MPOBEACHHON SKCIIEPTH3HI
JIEKapCTBEHHEIX CPE/CTB

37. Ilo OKOHYaHUU HKCHEPTHU3bl (HAYAIBbHON HSKCHEPTU3BI (BaJUIALNU
PErUCTPALMOHHOTO J0ChE), CHELHAIM3UPOBAHHOW HKCHEPTH3bl M Ja0OPaTOPHBIX
UCIIBITAHMI ) 3asBUTEIb B T€UCHUE TPUALIATH KaJCHAAPHBIX IHEH, HE BXOSIINX B CPOK
OPOBEIECHUS HKCHEPTU3bl COrJACOBBIBAET C TOCYJIApCTBEHHON 3KCIEPTHOMN
opraHuzainueit oomme (aMUHUCTPATUBHBIE) CBEACHUS O JIEKAPCTBEHHOM IIpemnapare,
UTOTOBBIE JIOKYMEHThl (HOPMATHUBHBIA JIOKYMEHT IO Ka4eCTBY, MHCTPYKIIHUIO IO
MEIUIMHCKOMY MTPUMEHEHUIO 1 MAPKHUPOBKU MAKETOB YIIAKOBKH, ’TUKETOK, CTUKEPOB)

CormnacoBanue OCYHECCTBIIACTCA B 3JICKTPOHHOM BHAC IO MHAWBUAYAJIIBHOMY
IMapoJIro 4CPe3 JAYHBIN KaOUHET WJIH IMIyTEM IIPCAOCTABJICHUA JINCTA COI'TIACOBAHMA.



38. Ilo pe3ynbTaTamM IPOBEAECHHOW 3KCIIEPTHU3bI JEKAPCTBEHHOIO CpPEICTBa
rocyJapCcTBeHHasi HIKCIEePTHAsE OpraHU3allksl COCTABIISIET 3aKIII0OUEHNE 0 O€30IaCHOCTH,
3¢ (HEeKTUBHOCTU M KaueCTBE JIEKAPCTBEHHOI'O CPEJICTBA, 3asBJIECHHOTO Ha HKCIEPTU3Y
COrjacHoO mpuioxkeHuto 12 k HacrosumM [IpaBunam u 3akitoueHre o 6€30MacHOCTH
3¢ (HEeKTUBHOCTH U KauecTBE JEKAPCTBEHHOI'O CPEACTBA 3asBICHHOTO HA SKCIEPTU3Y
U3MEHEHUW, BHOCUMBIX B PErMCTPALMOHHOE JOCHE COTJACHO MPUIIOKEHHIO0 13 K
HactosiuM [IpaBuiam.

39. 'ocynapcTBeHHAas SKCIIEPTHAS OpraHu3alys HaIlPaBiseT B dJEKTPOHHOM BUJE
C 3JIEKTPOHHO-IU(PPOBON MOAMUCHI0 PYKOBOAUTENS (MM YIIOJIHOMOYEHHOTO JIMIA) U
OTBETCTBEHHBIX JIMIL], [IPOBOJIMBIINX YKCIIEPTU3Y, B TOCYTAPCTBEHHBIN OpraH:

3aKJIroYeHne o 0e30MmacHOCTH, dYPHEKTUBHOCTH M KA4eCTBE JICKAPCTBEHHOTO
CPEACTBA;

oOIIyI0 XapaKTepUCTHKY JIEKAPCTBEHHOTO CPENICTBA, 3aPETUCTPUPOBAHHYIO
UHCTPYKIMIO 10 MEAUIMHCKOMY MPHUMEHEHHUIO JIEKApCTBEHHOro mnpenaparta (
JUCTOK-BKJIAJBINI) HAa Ka3aXxCKOM M PYCCKOM sI3bIKax, pa3padaThiBaeMyio B
COOTBETCTBUU C MOPSAKOM YCTAaHOBIIEHHBIM NyHKTOM 5 crateu 75 Koxpekca u
COIIACOBAaHHYIO SKCIIEPTHOU OpraHU3aluen;

MaKeThl yIIaKOBOK, ITUKETOK, CTUKEPOB JIEKAPCTBEHHOT'O CPEJICTBA, HA KA3aXCKOM U
PYCCKOM SI3bIKax, COIIACOBAHHBIE AKCIIEPTHON OpraHu3alue.

40. 3akmroueHue o 0e30MmacHOCTH, 3(PPEKTUBHOCTH U KaueCTBE JIEKAPCTBEHHOTO
CpelcTBa JEHCTBUTEIBHO CTO BOCEMbJIECAT KAJIEHAAPHBIX JHEW. B cimydae ucreueHus
CpOKa JIEMCTBHUS 3aKIIOUECHUS, 3aBUTEIb IOBTOPHO MOJAET 3asBJIICHUE, TOKYMEHTBI U
MaTtepuanbl Ha TPOBEJECHUE HKCIEPTU3bl JIEKAPCTBEHHOT'O  CpEACTBA,
IPEyCMOTPEHHBIX B yHKTE 8 HacTosmux [IpaBui.

41. J1ns nexkapCTBEHHBIX CPEJCTB OTEYECTBEHHOTO TPOU3BOACTBA, IPOU3BOAUMBIX
JUISL DKCIIOPTAa ¥ BHYTPEHHETO PHIHKA CTPAHBI IO/ Pa3HbIMU TOPTOBBIMU HA3BAHMSIMM,
JKCIEepTHU3a NPOBOJIUTCS C BbIJAY€l OJHOrO 3aKIIOYEHUs O O0e30MacHOCTH,
3(PEKTHBHOCTH 1 Ka4eCTRBE.

42. OcHOBaHUSIMH BBbIJAYM OTPHUIATEIBHOTO 3aKIIOYEHUs O 0e30MacHOCTH,
3((PEKTUBHOCTH M KAYECTBE JIEKAPCTBEHHOT'O CPEJCTBA SBIISIOTCS:

1) HempeACTaBICHHUE MOTHOTO KOMIUIEKTA PETUCTPAIIMOHHOTO I0CHE MTOCIIE BhIIAUH
3aMeYaHU 3asBUTEIIO B MPOLECCE MPOBEACHUS SKCIIEPTU3bI B CPOKH, YCTAHOBJICHHbBIE
HacTosiiuMmu [IpaBunamu;

2) npeAcTaBICHHE 3asBUTETIEM HEAOCTOBEPHBIX CBEJCHUM;

3) OTHOILIEHME OKHMIAEMOM MOJIb3bl K BO3MOYKHBIM PHCKaM, CBS3aHHBIM C
IpPUMEHEHUEM JIEKaPCTBEHHOTO MperapaTa, He SIBJIsIeTCs] OJ1aronpusTHHIM;

4) Oosiee HU3KHME MOKA3aTENN KayecTBa U 0€30MaCHOCTH, PErIAMEHTUPOBAHHBIE
locynapctBennoit ¢apmakoneeit PecnyOnuku Kazaxcran wim dapmakonesmu,



MPU3HAHHBIMU JIEUCTBYIOIIUMHU Ha Tepputopun PecmyOnuku Kazaxcran, unu B
CPaBHEHUU C paHEE 3apETUCTPUPOBAHHBIMU aHAJIOTaMU;

5) HanmuuMe B COCTaBE JIEKAPCTBEHHOI'O CPEJICTBA BEIIECTB U MaTEpPHAIOB,
3anpenieHHbIX K npuMeHeHuto B Pecniybnuke Kazaxcran;

6) HAJTM4YKE B COCTaBE TBEPABIX JICKAPCTBEHHBIX ()OPM KOHCEPBAHTOB;

7) moJiy4eHre OTPHUIATEIbHBIX PE3YyIbTATOB OJTHOTO U3 ATANOB IKCIEPTU3bI U (UJITH)
OTPULIATENIHHBIX 3aKJIFOUEHUHN IKCIIEPTOB MPO(UIBHBIX OpTraHU3allni;

8) HecooTBeTCTBUE (PAaKTHUECKUX YCIOBHI MPOU3BOJICTBA M CHCTEMbBI 00ECTICUCHHUSI
KauyecTBa yCJIOBUSIM, 00€CIEUMBAIOIINM 3asBJICHHYIO0 0€30MaCHOCTh, 3()(PEKTUBHOCTD U
Ka4yeCTBO MO PE3yJIbTaTaM OLEHKH MPOU3BOJICTBA U CUCTEMBI OOCCTICUCHHS KAUeCTBA,;

9) oTka3 3asBUTENII OT OpTaHU3AIUM MOCCHICHUS NpeAnpusiTus (
MPOU3BOJICTBEHHOM TJIONIAAKHK) C IEIbI0 OLEHKU YCIOBUH MPOU3BOJICTBA U CUCTEMBI
obecrieyeHUs] KauyecTBa, B COOTBETCTBUU C TpeOOBAHUAMHM 3aKOHOJATEIbCTBA
PecnyOnuku Kazaxcran;

10) BeIsIBIIEHHE HEPALIMOHATBHBIX KOMOMHAIUH JIEKAPCTBEHHBIX CPEJICTB;

11) 3asBuTENnEeM He JOKazaHa KiIMHUYEcKas dPHEKTUBHOCTh U 0€30MacCHOCTh
JIEKApCTBEHHOTO Ipernapara;

12) kauecTBO JIEKapCTBEHHOIO Mpenapara He MOITBEPK/ICHO;

13) mokazanHOe HEOJArOMPHUATHOES COOTHOIISHHE "TOIb3a-pPUCK" MITH BBISBIICHHOE
OTCYTCTBUE TepamneBTUYECKON A(PPEKTUBHOCTU NPU COOIIOIECHUU YCIOBUH
NPUMEHEHHS JIEKAPCTBEHHOTO IMpernapara, ONMUCAHHBIX B YTBEPKICHHOW 0OIIei
XapaKTEepUCTHUKE JIEKAPCTBEHHOTO Ipernapara B OCTPEruCTPalMOHHbIN IEPUO;

14) ycTtaHOBJI€HHbIE TIO JAaHHBIM (hapmakoHag30pa (HaKThl, yKA3bIBAIOIIUE HA
HeOJIaronpusiTHOE COOTHOIIEHUE 'MOJb3a-puUCcK”, B TOM YHCJIE 3HAYUTEIHHOE
MPEBBIIIEHUE YaCTOThl PEHOPTUPOBAHUS HEXKEIATEIBHBIX PEAKIUN MO CPABHEHUIO C
JTAHHBIMH, YKa3aHHBIMU B YTBEPKIECHHOW OOIIEH XapaKTEpUCTHKE JIEKApCTBEHHOTO
npenapara;

15) HecooTBeTCTBHE KAYECTBEHHOIO M KOJMYECTBEHHOI'O COCTaBa Ipenapara
3asBJIEHHOMY WJIM HEOJHOKPAaTHOE HECOOTBETCTBUE KAadyeCTBA JIEKAPCTBEHHOIO
npenapara B IMEpPUOJ €ro oOpallleHUss Ha PBIHKE 3asBIEHHOMY Ha MOMEHT €ro
perucTpanuu;

16) HEBBINOIHEHUE AEPHKATEIEM PErUCTPALIMOHHOTO YJIOCTOBEPEHUS 0053aTE€IHCTB
1o apMakoHaA30py WK 00s13aTEIHCTB B PaMKax MPOIEAypPhbl pErUCTPaIINH;

17) BHOCMMBIE U3MEHEHUSI OKa3bIBAIOT OTPULIATEIBLHOE BIMSIHUE Ha COOTHOLIEHKE "
M0JIb3a-PUCK" JIEKAPCTBEHHOTO IMperapara.

43. B ciayyasx oTpUIATENbHOTO 3aKII0YEHUsI 0 0€30MacHOCTH, 3(Q(PEKTUBHOCTU U
KA4eCTBE JIEKAPCTBEHHOIO CPEACTBA WJM OT3bIBA 3asiBUTENEM 3asBICHHUS Ha
AKCIIEPTU3Y MOCJIE Hadala MPOBEAECHUS HKCIEPTHU3bl, CTOMMOCTb IPOBEACHHUS
AKCIIEPTHBIX PabOT 3asIBUTENIO HE BO3BPAIIAETCS.



44. 1o pe3ynpTatam 3KCIEPTHU3bl TOCYJAPCTBEHHAsI SKCIIEPTHAS OpraHU3aLMs
dbopMUpYyEeT CBOAHBIA OTYET MO Oe30macHOCTH, 3P(PEKTUBHOCTH U KauvyeCTBY
JIEKapCTBEHHOT'O IMpernapaTta B COOTBETCTBUU C MPUIOKEHHEM 14 K HACTOSLIUM
[IpaBuiiam, 4acTh KOTOPOTO pa3MEIIAeT Ha WHTEPHET-pECypce TOoCydapCTBEHHOU
AKCHEPTHOW OpraHU3aIUu.

45. Ilocne 3aBepiieHHs] TPOLETYPbl IKCIEPTU3bI TOCYAAPCTBEHHAS dKCIIEPTHAS
opranuzanusi GOpPMUPYET SIECKTPOHHBIN APXUBHBIN AK3EMIUISIP PETUCTPALIMOHHOTO
N0ChE, COAEepKAalluid JOKYMEHTBl M MaTepualbl pe3yJibTara 3KCHepTU3bl (
JOTIOJTHUTENbHBIE MaTepHualbl, MPEACTABICHHBIE 3asBUTEIIEM IO 3amMpocy
rOCy/IapCTBEHHOW AKCHEPTHON OpraHU3alliM, 3aKJIIOYEHUE HavyajlbHOW SKCHEPTHU3BI (
BaJIUJIAlIMM PETUCTPALIMOHHOTO JI0ChE), 3aKJIIOUUTEIBHBIN CBOJHBIN OTUET SKCIEPTOB
0 KPUTHUYECKOW OLIEHKE JICKAPCTBEHHOI'O Mpemnapara, MPOTOKOJbl MCIBITATEIbHOM
nabopaTtopuu), 3akIOUYeHHE O Oe30macHOCTH, A(PGPEKTUBHOCTH M KadyecTBe,
3apEerUCTPUPOBAHHYIO MHCTPYKIIUIO MO MEIUIIMHCKOMY MPUMEHEHUIO0, HOPMATUBHBIN
JOKYMEHT 10 KadeCTBY JIEKAPCTBEHHBIX CPEJCTB, 3apETrUCTPUPOBAHHBIC MAaKEThl
YIAKOBOK, 3TUKETOK, CTUKEPOB, XPAHSIIUECS B DJICKTPOHHOM apXUBeE.

Bo BpeMs pgeilcTBHS pPErMCTPAllMOHHOTO YAOCTOBEPEHHUS AapXUBHOE
PErUCTPAIIMOHHOE JI0ChE, JOMOJIHSAETCS PEruCTPAllMOHHBIM JI0ChE, MOJaHHBIM Ha
BHECEHUE HU3MEHEHHUI, colepKalluM JOKYMEHThl W MaTepualbl pe3yJbTaTOB
AKCIIEPTHU3HI.

PerucTpaiiuoHHOE 10ChE XPAHUTCA B AJICKTPOHHOM apXUBE Ha DJIEKTPOHHOM
HOCHTEJIC B TEUCHUE JIECSITH JIET.

I'maBa 5. Oco6eHHOCTH IIPOBEAECHHUA SKCIEPTU3H JIEKAPCTBEHHOTO CPEJICTBA

46. Pa3pscHEHUs WIM YTOYHEHUS, BO3ZHUKAIOUIME B NEPUOJ IMPOBEICHUS
AKCIEPTU3Bl MEXKIY TOCYJapCTBEHHOW 3KCHEPTHOW OpraHu3alved U 3asiBUTEIIEM,
ocyumiectBisitores: uepe3 1103 mytem GopMupoBaHUs 3IEKTPOHHOTO JTOKYMEHTa I10
UHJMBUYaTbHOMY TIApOJII0 3asBUTENS uepe3 HHOOPMAIMOHHYIO CHCTEMY C
AIEKTPOHHO-ITU(PPOBOM TOANMUCHIO 3agBUTENSI U TOCYJAPCTBEHHOW SKCIEPTHOM
OpraHu3alluy Uiu Ha OyMa)KHBIX HOCHUTEIISX.

Ha Bpems npenocTtaBieHus 3asiBUTEIEM 3alIPAlIMBAEMbIX JTOKYMEHTOB 3KCIIEPTH3a
IPUOCTAHABIIUBAETCH.

47. B pamKax 3KCHEpPTH3bl T'OCYyAApCTBEHHAs JKCIIEPTHAS OpPraHU3aLMs
OCYIIIECTBJISIET MPOBEPKY ayTEHTHYHOCTH TMEPEBOJIa Ha Ka3aXCKUU S3BIK OO0IIeH
XapaKTEPUCTUKU JIEKAPCTBEHHOIO CPEICTBA, HMHCTPYKUUH IO MEIULMHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIQJBINI), MAapKUPOBKM MAKETOB YIIAKOBKHU, 3TUKETOK,
CTUKEPOB.



48. NUndopmanus B HMHCTPYKIUU O MEIUIMHCKOMY MPUMEHEHHIO (
JUCTOK-BKJIAJIbIII) OPUTMHAIBHOIO JIEKAPCTBEHHOIO Ipernapara, npeaiaraeMou s
Pecnybnuku Kazaxctan cooTBeTcTByeT HHGOpPMAIMK, H3JI0XKEHHOW B OOMmIeH
XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpernapara.

B oOmieii xapakTepucTUKe JE€KapCTBEHHOTO CPEICTBA, MHCTPYKIUU TIO
MEIUIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOI0 mpenapara (JIMCTOK-BKJIABIII)
oTpaxaercss HMHPOpMAIUsg O BCHOMOTaTENbHBIX BEIIECTBAX, HOMHUHAJIBHOM HUX
COAEpKaHUM B JICKAPCTBEHHBIX Ipenaparax, a TakKe€ OrPaHUYCHHUS MPUMEHEHHS
JIEKapCTBEHHOTO MpemnapaTta COrjaacHO NPUIIOKEHUIo 15 k HacTosmum [IpaBunam.

49. OOmrast xapaKTEepUCTHUKA JIEKAPCTBEHHOT'O CPEJCTBA, MHCTPYKIIUS IO
MEIULIMHCKOMY  TPUMEHEHHI0O  (JIMCTOK-BKJIAJBIII)  BOCIPOU3BEACHHOTO,
OMOaHAIOTUYHOTO JIEKAPCTBEHHOTO TMpemnapara COOTBETCTBYET 00IIeH XapaKTepUCTHKE
OPUTMHAJIBHOIO JIEKAPCTBEHHOTO Ipernapara. B ciiydae oTiiM4us B MHCTPYKUUHU I10
MEIULIUHCKOMY  NPUMEHEHHI0  (JIMCTOK-BKJIAJBIII)  BOCIPOU3BEACHHOTO,
O0MOaHAJIOTUYHOTO JIEKAPCTBEHHOTO IMperapara OT OPUTMHAIBHOrO TMpernapara Io
MOKa3aHUSIM K MPUMEHEHUIO B CTOPOHY PAaCIIUPEHUs, WIM PEKUMaA JO3UPOBAHUS WU
IyTA BBEIECHUS MPEIOCTABIAIOTCS PE3yJbTAThl COOTBETCTBYIOIIMX KIMHUYECKUX
HUCCIIeJOBAHUM.

50. [JepxatTeib perucTpaliMOHHOTO YJIOCTOBEPEHUSI OPUTMHAIBHOIO Mpernapara
NOJAET 3asBJICHUE HAa BHECEHUE HM3MEHEHUN B HHCTPYKLUHIO MO MEIHIMHCKOMY
NPUMEHEHUIO (JINCTOK-BKJIAJIBIII) B TEUEHHE JACBAHOCTA KAJICHAAPHBIX THEW mocie
oOHOBJIEHHST OOIIEeN XapakTepUCTUKU JIEKAPCTBEHHOTO CpEJCTBA B CTpaHe
IPOU3BOAUTENS WIH JIepKaTelsl PpErUCTPAlMOHHOTO YOCTOBEPEHUS.

51. 'ocynapcTBeHHast SKCHEpTHAsi OpraHu3alksl MOCiIe BHECEHHUS] U3MEHEHUH B
WHCTPYKIIMIO OPUTHHAIBHOTO JIEKAPCTBEHHOTO Tperapara WM MPU BBISBICHUU IO
MEXIYHAPOIHBIM MCTOYHHUKAM W pe3ysibTataMm ¢apMakoHaa30opa 00 M3MEHEHUSX B
oO1el XxapakTepuCTUKE OPUTHHAIBHOTO JIEKaPCTBEHHOTO MperapaTa U3BEUIaeT yepe3
nH(OPMAIMOHHBIE PECYpPChl BCEX JepiKaTelieldl pEerHCTPAllMOHHBIX YIAOCTOBEPCHHIMA
T€HEpUUYECKUX TpenaparoB O HEOOXOJUMOCTH BHECEHHS COOTBETCTBYIOIIUX
U3MEHEHUN B MHCTPYKIUIO MO MEIUIMHCKOMY MPUMEHEHHIO (JTMCTOK-BKJIAJBIII) U
OOIIyI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO CPEACTBAa uepe3 MpoIeaypy BHECEHUs
U3MEHEHHI B pETUCTPALIMOHHOE JOChE B TEUEHHUE JAEBSIHOCTA KaJEHAAPHBIX JHEH MocCIie
BHECECHHUSI U3MEHEHUW B MHCTPYKIIMIO OPUTHHAIBHOTO IMpernapara WHPOpMaIHMH 10
0€e3011aCHOCTH U B TEYEHHUU JBEHAATH MECSLEB B OCTANbHBIX ciyyasx. [lepxkarenb
PETUCTPALIMOHHOIO YJIOCTOBEPEHUS] OPUTMHAIIBHOTO MpernapaTa BHOCUT U3MEHEHUS B
UHCTPYKIMIO 1O MEJUUMHCKOMY TMPUMEHEHHUIO (JIMCTOK-BKJIAJbINI) U OOLIYIO
XapaKTePUCTUKY JIEKAaPCTBEHHOTO CpEJACTBA HAa OCHOBAaHMHU YyBeJOMIJEHHS (B



IPOU3BOIBHONU (opME) OT TOCYJAPCTBEHHOW HJKCIEPTHONW OpraHu3alnv 0
HECOOTBETCTBUSIM, BBISIBJICHHBIM B pe3yibTaTe (papMakoHaaA30pa U Mo oPUIHATbHBIM
MEKTYHAPOIHBIM UCTOYHUKAM B TEYEHHE IEBIHOCTA KAJIEHAAPHBIX JHEN.

52. Ilpu HEBBINOJHEHUHU YCIOBHUS, YKa3aHHOTO B myHKTax 50 m 51 Hacrogmmx
[IpaBui, rocyJapcTBEHHas 3KCIEPTHAsE OpraHU3alMs yBEJOMIISIET (B MPOU3BOJIBHON
dbopme) rocyaapcTBeHHbINH opraH B cdepe oOpalleHus JIEKapCTBEHHBIX CPEACTB U
MEIULMHCKUX H3JeIui (Janee — rocyAapCTBEHHBIM OpraH) o HEOOXOAUMOCTHU
IIPUOCTAHOBJIEHHUSI ACUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHUS.

53. Ha nekapcTBeHHbIE CpEICTBA, UMEIOLINE OECCPOYHOE PETUCTPALIMOHHOE
YIAOCTOBEPEHUE TOCYNAPCTBEHHAs JKCIEpPTHAs OpraHu3anus OCYIIECTBISAECT
MEPUOJUUYECKYI0 OLIEHKY COOTHOWICHHSI 'MOJb3a-puCK" Ha OCHOBAHUM
dapmakoHaazopa.

54. DxkcnepTr3a W3MEHEHHUI, BHOCUMBIX B PETHCTPALMOHHOE JOCHE,
OCYILECTBIISIETCA Ha JEKAPCTBEHHOE CPEICTBO B IEPUOJ JECHCTBUS PETUCTPALMOHHOIO
YAOCTOBEPEHUSI M HE OKA3bIBAET OTPHULATEIBHOTO BIMUSHHUS HA COOTHOLICHHUE
II0JIb3a-PUCK JIEKAPCTBEHHOTO Mpenapara.

55. 3menenus kinaccuUIIMPYIOTCS B COOTBETCTBUU C [lepeyHeM M3MeHEHUI,
BHOCHUMBIX B PETHUCTPALMOHHOE JOCHE JIEKAPCTBEHHOIO CpEACTBA COIJACHO
npuioxkennto 16 k HactosiuuM [IpaBunam Ha:

1) usmenenus tuna IA - He TpeOytolue HOBOUM perucTpaiuu (He3HAYUTEIbHbIE
U3MEHEHUSA, KOTOPBIE OKAa3bIBAIOT HE3HAYMTEIIbHOE BIMSHHUE WM HE OKA3BIBAIOT
BJIUSIHUS HA KA4ECTBO, 0€30MacHOCTh U 3PHEKTUBHOCTD JIEKAPCTBEHHOTO MIpenapara, u
KAcaloTCsl BHECEHHUSI MOIIPABOK B COAEPKaHUE MATEPUAJIIOB PETUCTPALIMOHHOTO JTOCHE,
IIOJAHHBIX B MEPUOJ ACHUCTBUS PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara);

2) usmenenus tuna Ib - He TpeOyromue HOBOM peructpanuu (He3HAYUTEIbHBIC
U3MEHEHMsI, KOTOpBIE HE SBIIAIOTCS U3MeHeHusiMu tuna IA u tuna Il);

3) usmenenus tuna Il - mo0Oble U3MEHEHHUSI K MaTepuaiaM PEeruCTPalliOHHOTO
J0Che, HE TpeOyrolue HOBOM pErucTpaluu JIEKapCTBEHHOTO IMperapaTa U KOTOpbIe
MOTYT OKa3blBaThb 3HAYUTEJIbHOE BJIUSHUE HA €ro KauyecTBO, 0€30MacHOCTh M
3 PEKTUBHOCTB;

4) cpouHble U3MEHEHMS, Kacarou[uecs: 0€30MaCHOCTH JIEKAPCTBEHHOTO CPEACTBA -
CpPOYHbIE BPEMEHHBIC OTpaHUYEHHUsS], CBSI3AHHBIE C 0E30MAaCHOCTHIO HCIOJIb30BAHUS
JIEKAPCTBEHHOIO IPEINApaTa, KOTOPbIE BHEAPSAIOTCS 3asIBUTENIEM B CIIy4ac BBISBICHUS
pUCKa Il OOILIECTBEHHOTO 3J0POBbSl MPU MPUMEHEHUHU 3apPETHCTPUPOBAHHOTO (
NepEeperucTpPUPOBAHHOT0) JIEKAPCTBEHHOT0 IIpenapara. Jlep:kaTeinb perucTpalioOHHOTO
YAOCTOBEPEHHS B TEUEHUE JBAJALATH YETBIPEX YACOB YBEAOMISET O BBOAMMBIX UM
OTPAHUYCHUSAX I'OCYJapCTBEHHBIN OpraH. ECiu B TeUeHue IBaJALATH YETBIPEX YAaCOB
[OCJI€ MOJYYEHHUs 3TON MH(POpPMAIMU OT TOCYAapCTBEHHOI'O OpraHa He MOCTYIHJIIO



BO3paKEHUN, HKCTPEHHbIE OTPAaHWYECHUS, CBSI3aHHbIE C 0€30MaCHOCTHIO, CUUTAIOTCS
npuHATBIMU. CpoKM peanu3allud OTPaHUYCHUN OroBapUBAIOTCA JepiKaTelieM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS U TOCYIAPCTBEHHBIM OPraHOM.

DKCTpEHHbIC OTpaHUYCHUS, CBSI3aHHBIE C OE30MaCHOCTHI0 WHUIIUUPYIOTCS
rOCyJIapCTBEHHBIM OPraHOM IIPU HATUYHUU PUCKA JJIS 'KU3HU U 3JJ0POBbS YEJIOBEKA.

3asiBJI€HHE HA BHECEHHWE W3MEHEHMH, KACAIOIIUXCA BBEIECHUS JKCTPEHHBIX
OTpaHUYCHUN (MHUIIMUPOBAHHBIX JAEPKATEIEM PErUCTPAlMOHHOTO YJIOCTOBEPECHUS
WIN TOCYJApCTBEHHBIM OpraHoOM), TOJAETCA JepiKaTeIeM pPETHUCTPAIMOHHOTO
YIOCTOBEPEHUSI HAa PACCMOTPEHHE HE MO3JHEE, Y€M B TEYCHUE WIECCTUIIECATH
KaJICH/IAPHBIX THEN C MOMEHTA YBEOMIIEHUS.

56. DxcnepTuse MOJICKUT KaXKI0€ KOHKPETHOE U3MEHEHHUE, TaXKE MPHU YCIOBUU
OJIHOBPEMEHHOI'O UX BHECEHUSI.

57. B cnydae BHECEHHs] U3MEHEHHUsI, KOTOPOE HE KJIACCU(PUIIMPOBAHO B HACTOSAIUX
paBUIaX, 3asBUTENb 00paIllaeTcsi B FOCYJAapCTBEHHYIO AKCHEPTHYIO OpraHU3aluio
yepe3 Npoueaypy KOHCYJbTAallMM C LEIbI0 MOJYYEHHS PEKOMEHAAUHWU MO
KJ1accu(pUKaIUy U3MEHEHHUS.

['ocynapcTBeHHas SKCIIEpTHAST OpraHU3alys B TEUEHUE TPUAUATH KaJIeHIAPHBIX
JTHEH TMOCIe TTOJTyUeHHUsI 3alpoca HaIMpPaBIISIeT OTBET 3asIBUTEIIO B AJICKTPOHHOM U (WJIH)
OyMa>KHOM BUJIE.

58. Ilpu BHeceHun n3mMeHeHui tumna [A:

1) usmenenus tuna [A mojiexar OLEHKE TOCYAapCTBEHHOW 3KCHEPTHOU
opraHuzanueit 0e3 MpOBeACHUS CHENHAIM3UPOBAHHOM SKCHEPTU3bl. 3asBUTEINb
npeJicTaBisieT 3asiBlieHue mno (opMe COrJacHO NPUIIOXKEHUI0O | K HacTOSIUM
[IpaBunamMu U JOKYMEHTHI, MOATBEPKIAIONIME BHECEHHbIE W3MEHEHHUS B TEUEHUE
JIBEHAIIIATH MECAIICB C JaThl BHECEHHS] COOTBETCTBYIOIINX U3MEHEHHUI B COOTBETCTBUU
¢ nmpuioxkennem 16 k Hactosimum [IpaBuiam;

2) 3asBUTENb U3BEIAET FOCYAAPCTBEHHYIO IKCIEPTHYIO OpPraHU3alfIo B Cclydyae
u3MeHeHu tumna [A, Tpedyroniee HeMeJICHHOTO U3BEIICHUS C IIEIbI0 HEMPEPHIBHOTO
KOHTPOJISI JIEKAPCTBEHHOT'O CPEJICTBA;

3) nepxarteiib PEruCTPAllMOHHOTO YAOCTOBEPEHUSI B paMKax OJHOTO 3asBJIICHUS
YKa3blBa€T O HECKOJIbKMX HE3HAYWTENIbHBIX W3MEHEHUAX Tuma [A, Kacarommuxcs
OJIHOTO PETUCTPALMOHHOIO YIOCTOBEPEHUS;

4) rocygapCcTBEHHAas! SKCIIEPTHASI OPTaHU3ALMS B TEUEHUE TPUALATH KaJleHIapHBIX
C MOMEHTa NOCTYIUIEHHUS OIUIaThl MPOBOJIUT OIEHKY H3MeHeHud Tumna [A u
YBEJIOMJISIET JAEPKATEIs] PETUCTPAIMOHHOTO YJIOCTOBEPEHHSI O CBOEM 3aKJIIOUECHHUH O
6e3onacHOCTH YPPEKTUBHOCTU U Kau€CTBE JIEKAPCTBEHHOT'O CPEACTBA 3aBJICHHOIO Ha
AKCHEPTHU3Y IS LieJie BHECEHUS] U3MEHEHUN B PETUCTPALIMOHHOE J0Che Mo (popme
corjlacHo npuioxkenuto 13 k HacrosmuMm [IpaBunawm;



5) B ciaydae BHECEHUS HM3MEHEHUH, TPeOYyIOMMX HM3MEHEHUS JaHHBIX
PETUCTPALIMOHHOTO YJAOCTOBEPEHUS, TOCYJAAPCTBEHHBIM OPTaHOM BBIJAETCS HOBOE
PETUCTPALIMOHHOE YJIOCTOBEPEHUE MOJ MPEKHUM HOMEPOM HA OCTATOYHBIA CPOK
JNEUCTBUSI PETUCTPALIUOHHOTO YOCTOBEPEHUSI.

59. Ilpu BHecenun n3meHennit tumna Ib:

1) 3asgBUTENL MPEACTABISAET 3asBJICHUE O (OPME COTIIACHO MPUIIOKEHUIO 1 K
HacToAmMM [IpaBunam M JTOKYMEHTBI COTJIACHO MNPUJIOKEHUIO 16 K HacTOAIUM
[IpaBunawm;

2) nepiKaTelin perucTPaliMOHHOTO YOCTOBEPEHUS B paMKax OJIHOTO 3asiBICHUS
MOTYT YBEAOMHUTb O HECKOJBKHX H3MEHEHUsX Tuna b, kacaromumxcs OJHOTO
PETUCTPAILMOHHOTO YAOCTOBEPEHUS, WU CrPYNIUPOBATH OJHO WM HECKOJBKO
u3MeneHut tuna Ib ¢ apyrumu uzmeHeHusiMu Tuna lA, CBSI3aHHBIMU C OJHUM
PETUCTPALlMOHHBIM YJIOCTOBEPEHUEM, MPHU YCIOBHUHM, YTO TakKas TpyHNIHUPOBKa
COOTBETCTBYET YCIIOBUSIM, IEPECUHCICHHBIM B NPWIOKEHHU |6 K HACTOAIIUM
[IpaBunawm;

3) B cilyyae BHECEHUS HM3MEHEHUU TpeOyIOIUX H3MEHEHHUsS JTaHHBIX
PETUCTPALIMOHHOIO YAOCTOBEPEHHUS], TOCYJAAPCTBEHHBIM OPTraHOM BBIJAETCS HOBOE
PETUCTPALIMOHHOE YJIOCTOBEPEHUE MOJ MPEKHUM HOMEPOM HA OCTATOYHBIA CPOK
JNEUCTBUSI PETUCTPALIMOHHOTO YAOCTOBEPECHUSI.

60. B cnyuae BHecenus maMeHeHnus tuna Ib, Bimexymero 3a coboit apyrue
nociienoBarenpHble n3MeHeHus tuna [A u tuna Ib, momaercs omHO 3asBieHUE,
CoJieprKalllee BCE MOCIIEI0BATENIbHbIE U3MEHEHUS TuMa 1.

61. B cnyyae BHECEHHS 3HAUMTENbHBIX W3MeHeHu Tuna II:

1) 3asBUTENL MPEACTABISET 3asBJICHUE MO (OPME COTIIACHO MPUIIOKEHHUIO0 1 K
HacTtoAmnM [IpaBunam M JTOKYMEHTBI COTJIACHO MNPUJIOKEHUIO 16 K HacTOAIUM
[IpaBunawm;

2) 3asBJICHUE COJACPKUT OAHO u3MeHeHue turna II. B cioydae BHeceHHs] HECKOIBKUX
u3MeHeHun tuna II, oragenbHOE 3asBIECHME TOMAETCS OTHOCHUTEIBHO KaXIOTO
WU3MEHEHUSI, KaXK0€ 3asBJICHUE CONEPKUT CCHUIKH HA IPYTOE 3asBJICHHUE;

3) B ciaydae eciau u3MeHeHue tuna Il mpuBOaUT K APYTrUM MOCIEA0BATEIbHBIM
u3MeHeHusM Ttuna II, oqHo 3asBiIeHUE BKIKOYAET BCE MOCIEA0BATEIbHBIE N3MEHECHUS
BMECTE€ C ONHCAHHUEM COOTBETCTBUM MEXKAY TAKUMHM IMOCJIEI0BATEIbHBIMU
n3MeHeHussmMu tuna 1.

['ocymapcTBeHHas SKCIIEpTHAsE OpraHu3alus pyu BHECEHUU U3MeHeHur Ttuna Il B
TEUEHHUE JEBSHOCTA KaJCHIAPHBIX JHEW MOCJIE NPUHATUSA 3asBICHUS HPOBOJIUT
AKCHEPTU3Y JOKYMEHTOB.

62. CBOAHBIN OTYET MO OILIEHKE BHOCUMBIX U3MEHEHUH JIEKApCTBEHHOTO Ipernapara
IpU U3MEHEHUSIX, BHOCUMBIX B peructpainuontoe gocbe tumna I u 1, He Tpedyrommx



HOBOM PETUCTpalM COCTABISETCS MO (POpPME COTIACHO MPUIIOKEHUIO 9 K HACTOSALINM
[IpaBunam.

63. Ilo pe3ynpraramMm NpOBEAECHHON IKCIEPTHU3BI TOCYAAPCTBEHHAs YKCIIEPTHAS
OpraHM3alysl COCTABJISET 3aKIOYEHHE O 0€30IacCHOCTH 3(PPEKTUBHOCTH U KayeCTBE
JIEKaPCTBEHHOTO CPEACTBA 3asBJICHHOIO0 HA DKCIEPTU3y M3MEHEHUH, BHOCHMBIX B
PEruCTPAllMOHHOE J0Che MO (OPME COIMVIACHO MPWIOKEHHUIO 13 K HacTOSIIHUM
[IpaBuiiam.

I'nmaBa 6. Cpoku mpoBeAeHHA SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEZICTBA

64. DxcnepTru3a JEKapCTBEHHOTO CPEJCTBA, 3a WCKIIOYEHUEM JIEKAPCTBEHHBIX
cpeacTB, mpousBeneHHbIX B PecnyOnunke Kazaxcran unum ctpanax permona ICH (
AiCudiiu), mpoBOAUTCS B CPOK, HE MPEBBIMIAIOIINN JBYXCOT JIECITH KaJlE€HIAPHBIX
JIHEH, B TOM YHCJIE:

1) HayanbHas 3KcrepTU3a (BaduAalus PerucTpaliOHHOrO J1I0ChE) JIEKAPCTBEHHOTO
CPEIICTBA - TPUALATH KAJICHJAPHBIX JHEH;

2) crienuanu3upoOBaHHAs SKCIIEPTU3A - JEBIHOCTO KAJICHIAPHBIX AHEH (B TOM YHCIe
, IpOBE€pKa ayTEHTHUYHOCTH WJIM NEPEBOJ HAa Ka3aXCKUU SA3bIK MHCTPYKLUHUH IO
MEIUIUHCKOMY TPUMEHEHHUIO, MAPKUPOBKHA MAKETOB YIIAKOBKH, STUKETOK, CTUKEPOB, B
TE€YEHHE IBA/ILIATH KAJICHJAPHBIX JTHEH);

3) nabopaToOpHbIE UCIIBITAHUS - CEMBJIECIT KaJE€HIAPHBIX JHEH;

4) popMupoBaHUEe 3aKJIIOYEHUSI O 0€30MacHOCTH, Y(PPEKTUBHOCTH U KaYECTBE —
JIBAJIIATh KaJE€HJAPHBIX THEH.

65. DkcnepTusa JIEKApCTBEHHOTO CPENCTBA NPU NPOMJIEHUH CpOKa JIENCTBUS
PETrUCTPAMOHHOTO yJAOCTOBEPEHUS MPOBOJMTCA B TEYEHHUE CTa JABAJLATH
KQJICH/IApHBIX THEH, B TOM YHCIIE:

1) HayanbHas 3KcHepTU3a (BaduAals PErucCTPaMOHHOTO JI0ChE) JIEKAPCTBEHHOTO
CpeACTBa - IBAUATh KAJICHIAPHBIX JHEMH;

2) crienranu3upoBaHHas SKCIEPTU3a - IEBSIHOCTA KAJICHJAPHBIX AHEH, B TOM YHUCIIE
1a0opaTOpHbIE WCMBITAHUS (B TOM YHCIE, MOATBEPKICHUE AyTCHTUYHOCTH WIIU
NEepPeBOJI HAa KAa3aXCKUH SA3bIK MHCTPYKIMH [0 MEIUIIMHCKOMY MPUMEHEHHNIO0, MAKETOB
MapKUPOBKH YIAaKOBKHU, 3TUKETOK, CTUKEPOB, B T€UEHUE MATHAAIATU KaJICHIAPHBIX
TTHEHN);

3) dopmupoBaHue 3aki04eHUs 0 0€30MacHOCTH, 3 (PEKTUBHOCTU U KAYECTBE —
JECATh KAICHIAPHBIX JTHEU.

66. DxcnepTr3a U3MEHEHUW, BHOCUMBIX B PETMCTPALMOHHOE NOoChe Thna A
MPOBOJIMTCS B CPOK, HE MPEBBIIAIOIINKN TPUILIATH KAJIEHAAPHBIX JHEW U3 HUX:

1) HayanbHas 3KcHepTU3a (BaduAals perucTpaliuOHHOTO J1I0ChE) JIEKApCTBEHHOTO
CpeACTBa — IECATh KAJICHIAPHBIX JHEH;



2) NOATBEPKICHUE ayTEHTUYHOCTHU WUJIU MEPEBOJI HA Ka3aXCKUIl S3bIK MHCTPYKIIUU
M0 MEIUIIMHCKOMY TPUMEHEHHIO, MAaKETOB MAapKUPOBKU YMAKOBKH, ATUKETOK,
CTUKEPOB — JECATh KaJCHIAPHBIX THEM;

3) dpopmupoBanue 3akiIO4YeHUs 0 6€30MacHOCTH, 23 (PEKTUBHOCTU U KAYECTBE —
JECATh KaJeHIApPHBIX JTHEH.

67. DKcnepTr3a U3BMEHEHN, BHOCUMBIX B pETUCTPAllMOHHOE Jocke Tuma Ib u tuna
IT mpoBOAMTCS B CPOK, HE NMPEBBHIIAKIINAN IEBIHOCTO KaJEHAAPHBIX JHEN C 3TAIOM
MPOBEJICHUS Ta0OPATOPHBIX UCTIBITAHUH, B TOM YHUCIIE:

1) HayanbHas 3KcHepTU3a (BaduAalus PerucTpaliiOHHOTrO JI0ChE) JIEKapCTBEHHOTO
CpeACTBa — MATHAUATH KaJCHIAPHBIX JTHEH;

2) cnenuanu3upoBaHHas YKCIEPTU3A — IMIECTHECAT MATh KaJeHapHbIX JHEH, B
TOM YHCJIC JTAOOPATOPHBIC UCTIBITAHUS (B TOM YMCIIE, TIOATBEPKIACHUE Ay TCHTUIHOCTH
WM TEPEBOJI HA KAa3aXCKUU S3bIK MHCTPYKIMU MO MEAULIHUHCKOMY IMPUMEHEHHIO,
MaKETOB MAapKUPOBKH YIMAKOBKH, STUKETOK, CTUKEPOB — JIECATh KaJCHJAPHBIX THEN);

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

68. DKcrepTr3a U3MEHEHU, BHOCUMBIX B pETUCTpallMOHHOE Jocke Tuma Ib u tuna
Il mpoBOAMTCS B CPOK HE MPEBBIIIAIOIINMA IECTUIECATH KAJICHIapHBIX JHEH 0e3 sTana
IPOBEICHUS Ta0OPATOPHBIX UCIIBITAHUH, B TOM YHUCIIE:

1) HayanbHas 3KCIepTU3a (BaduAalis PEruCTPAMOHHOTO JI0ChE) JIEKAPCTBEHHOTO
CpeACTBa — IECATh KAJICHIAPHBIX JHEH;

2) crenuaau3upoBaHHAas SKCIIEPTHU3a — COPOK KaJIEHIAPHBIX JHEH (B TOM YUCIE,
NOATBEPKJICHUE AYTEHTUYHOCTU WM MEPEBOJ Ha KA3aXCKHUM SI3bIK MHCTPYKIUH IO
MEIUIUHCKOMY TPUMEHEHHUIO, MAKETOB MAPKUPOBKH YIIAKOBKH, TUKETOK, CTUKEPOB, B
TE€UEHUE JIECATH KaJCHIAPHBIX THEH);

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

69. DkcnepTrsa JEeKapCTBEHHOIO CPEACTBa, MPOU3BEICHHOTO B PecnyOinke
KazaxcTtaH, mpoBOaUTCS B TEUEHUE CTa BOCBMHJECATH KaJEHIAPHBIX JHEW, B TOM
qucIe:

1) HayanbHas dKCIIepTU3a (BaTuAaIUs PETUCTPAIMOHHOTO JI0CHE) JIEKAPCTBEHHOTO
CpelCTBa — ABAALATH KaJI€HIAPHBIX JHEH;

2) cnenuanu3upoBaHHas SKCIEPTU3a — JIEBSHOCTA MATh KaJlEHIaPHBIX THEH (B TOM
qyucie, NPoBepka ayTeHTUYHOCTH WJIM MEPEeBOJ Ha Ka3aXCKHUM S3BIK MHCTPYKIHUH IO
MEIUIMHCKOMY TPUMEHEHUI0, MAPKUPOBKH MaKETOB YITAKOBKH, ITUKETOK, CTUKEPOB B
TE€YeHHE JIBA/IIAaTH KAJICHJAPHBIX JTHEH);

3) nabopaTopHbIe UCIBITAHUS — MATHICCAT KaJCHIAPHBIX JHEH;

4) hopmupoBaHue 3aKia0UeHUs 0 0e30mMacHOCTH, YPPEKTUBHOCTH U KAaYeCTBE —
MATHALATH KaJleHIaPHBIX THEH.



70. DxcnepTu3a JEKapCTBEHHOTO CPENCTBa, MPOU3BeIeHHOTr0 B PecmyOnuke
Kazaxcran, nmpu npomjieHUH CpoKa ACHCTBUM PETUCTPALMOHHOTO YJIOCTOBEPECHUS
MPOBOJMTCS B TEUEHHUE CTA KaJICHAAPHBIX JHEH, B TOM YHUCIIE:

1) HauanbHas FKcnepTU3a (Baualus PETUCTPAIIMOHHOTO J0ChE) JICKAPCTBEHHOTO
CpeACTBa — MSATHAILATh KaJCHIAPHBIX THEHU;

2) cnenuanu3upoBaHHas dKCIEPTU3a — CEMbJECIT KAJICHAAPHBIX AHEH (B TOM
YyuCJe MOATBEPKICHNE AyTEHTUYHOCTH WM TIEPEBOJ] HAa KA3aXCKUU SI3bIK UHCTPYKIIUU
N0 MEIUIIMHCKOMY NPUMEHEHHIO, MAaKETOB MAapKUPOBKM YNAaKOBKH, STUKETOK,
CTHUKEPOB B T€UCHUE MATHALATH KaJE€HIAPHBIX THEH);

3) dopmupoBaHue 3aKIOYCHUS 0 O€30MacHOCTH, 3 (PEKTUBHOCTH U Ka4eCTBE —
MSATHALATH KaJleHIapHBIX THEH.

71. DkcniepTr3a U3BMEHEHUM, BHOCUMBIX B PErUCTPAIMOHHOE JOoCche Tuma [A mis
JIEKapCTBEHHOT'O CPEJCTBa, pou3BeaeHHOro B Pecniybnuke Kazaxcran, nmpoBoaurcs B
CPOK, HE PEBBIIAIOIIUNA TPUIUATh KaTCHAAPHBIX JHEH U3 HUX:

1) HayanbHas FKCIIepTU3a (BaTuAaIis PETUCTPAIMOHHOTO JI0ChE) JIEKAPCTBEHHOTO
CpEeIICTBA — IECATh KAJECHAAPHBIX JHEWU;

2) dopMHpoBaHUE 3aKIIOYEHUS 0 0€30MaCHOCTH, Y(PPEKTUBHOCTH U KadyecTBe (B
TOM 4YHCJIe, TOATBEPKJCHUE AyTCHTUYHOCTH WJIM TEPEBOJ] HAa Ka3aXCKUU S3bIK
UHCTPYKIUH O MEAUIMHCKOMY MNPUMEHEHUIO, MAKETOB MApPKHUPOBKU YMAKOBKH,
ATUKETOK, CTUKEPOB) — ABAIATh KaJC€HAAPHBIX THEH.

72. DKcnepTr3a U3MEHEHH, BHOCUMBIX B PETUCTPALIMOHHOE A0cke Tuna Ib u tuna
Il nns nekapcTBEHHOTO CpeAcTBa, MpousBeneHHoro B PecnyOnuke Kazaxcran,
MPOBOAUTCS B TEUEHHUE ACBSHOCTO KAJCHIAPHBIX JHEW C ATAalOM HNPOBEACHUSA
71a00paTOPHBIX UCTILITAHUM, B TOM YHUCIIE:

1) HauanbHas ’KcnepTU3a (BaUIalUs PETUCTPALIMOHHOTO J0ChE) JIGKAPCTBEHHOTO
CpeACTBa — MATHAAUATH KaJE€HIAPHBIX JTHEH;

2) cnenualu3upoBaHHAs DKCIEPTU3a — MIECThACCAT KaJeHIapHBIX THEU, B TOM
YHCIIe JIA0OPAaTOPHBIC UCTIHITAHUS (B TOM YHCIIE, TOATBEPKICHUE ayTCHTUIHOCTH WUITU
NEPEBOJ] HA KA3aXCKUW A3BIK MHCTPYKLHMH 110 MEAULIUHCKOMY MPUMEHEHHIO, MAKETOB
MapKHPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB, B TEUCHUE JECATU KAJIICHIAPHBIX THEH);

3) dopmupoBaHue 3aKiIOYeHUs1 0 0e30MacHOCTH, IP(PEKTUBHOCTH U KaueCTBE —
MATHAALATH KaJleHIAPHbIX THEH.

73. DKcnepTr3a U3MEHEHU, BHOCUMBIX B pETUCTpallMOHHOE Jocke Tuma Ib u tuna
I nnst nmexkapcTBEHHOrO CpeacTBa, IMpousBeaeHHOro B PecmyOnuke Kazaxcraw,
IPOBOJIMTCS B TEUYEHWE IMIECTHACCATH KaJCHIApPHBIX JHEW 0e3 3Tama MpOBEICHUS
1a00paTOPHBIX UCTIBITAHUM, B TOM YHUCIIE:

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



2) crenuaau3upoBaHHAas SKCIIEPTHU3a — COPOK KaJICHIAPHBIX JHEH (B TOM YUCIE,
MOATBEPKICHUE aYTCHTUYHOCTH WJIM MEPEBOJ] Ha KA3aXCKHUM SI3bIK MHCTPYKIUM T10
MEIUIMHCKOMY TPUMEHEHUIO, MAKETOB MAPKUPOBKH YITAKOBKH, ITUKETOK, CTUKEPOB B
TEUEHUE JISCATH KaJeHIAPHBIX THEH);

3) dbopmupoBaHue 3aKIIOYCHUS 0 0€30MacHOCTH, Y(H(PEKTUBHOCTH U Ka4eCTBE —
NECATh KaJEHIAPHBIX JHEH.

74. DxcriepTr3a JIEKapCTBEHHBIX CPEICTB, MPOU3BEAEHHBIX B cTpaHax pernoHa ICH
(AnCuDitd) nmpoBOJUTCS B TEYECHHUE CTAa BOCBMHJIECATHU KaJCHIAPHBIX JTHEH, B TOM
qucIie:

1) HauanpHas 3KcnepTU3a (BauIalus pErUCTPALIMOHHOTO JOChE) JIEKAPCTBEHHOTO
CpeACTBa — TPUALIATH KaJleHJAPHBIX JTHEH;

2) crnenuanu3upoBaHHas SKCIEPTU3a — CTO JABAJLATh KaJEHJIAPHBIX JHEW (B TOM
Yyucje, IPOBEPKAa ayTEHTUYHOCTH WIIM MEPEBO/A HA KA3aXCKUM SI3bIK MHCTPYKLHUHU I10
MEIUIIMHCKOMY TPUMEHEHHUIO, MAPKUPOBKHA MaKETOB YIIaKOBKH, TUKETOK, CTUKEPOB, B
TE€YeHHE JIBA/IIATU KAJICHJAPHBIX THEH);

3) dpopmupoBanue 3akiO4YeHUs 0 6€30MacHOCTH, 3 (PEKTUBHOCTU U KAYECTBE —
TPUALATH KAJICHAAPHBIX JHEH.

75. DkcnepTr3a JEKAPCTBEHHBIX CPENICTB, MPOU3BEICHHBIX B cTpaHax pernona ICH
(AnCuDitu), pu NPOJIEHUU CPOKA JIEUCTBUSI PETUCTPALMOHHOTO YIOCTOBEPECHUS
IIPOBOJIMTCS B TEYEHHUE CTA KaJIEHAAPHBIX JHEH, B TOM YUCIIE:

1) HauanbHas ’KcnepTU3a (Balualus pETUCTPALIMOHHOTO J0ChE) JIEKAPCTBEHHOTO
CpeACTBa — ABAALATh KAJICHIAPHBIX THEH;

2) crenuaau3upoBaHHAsl IKCIEPTU3A — CEMBJIECAT KaJICHIApPHBIX JHEU (B TOM
yuclie, MOATBEPXKACHHE AYTEHTUYHOCTH WJIM MEpPEeBOJa Ha Ka3aXCKUU S3bIK
UHCTPYKIIUM TIO MEAUIMHCKOMY MNPUMEHEHHI0, MAKETOB MApPKHUPOBKU YMAKOBKH,
ATUKETOK, CTUKEPOB, B TEUCHHUE MATHAILATH KaJECHIAPHBIX JTHEN);

3) dpopmupoBanue 3akiI04YeHUs 0 6€30MacHOCTH, 23D (PEKTUBHOCTU U KAYECTBE —
JECATh KaJEHIApPHBIX JTHEH.

76. DKcriepTU3a U3MEHEHUM, BHOCUMBIX B PErMCTPALMOHHOE J0Cke Tuma [A mid
JIEKapCTBEHHBIX CPENICTB, Mpou3BeAeHHbIX B cTpaHax peruoHa ICH (AnCuDdiiy)
IIPOBOJIMTCS B TE€YEHUE TPUALATU KAICHIAPHBIX JHEH, U3 HUX:

1) HayanbHas 3KcHepTU3a (BaduAalus PErucTpaiiOHHOTrO J1I0ChE) JIEKAPCTBEHHOTO
CpeACTBa — IECATh KAJICHIAPHBIX JHEMH;

2) BbIJIaua 3aKII0UEeHUS 0 6€301acHOCTH, Y(HPEKTUBHOCTH U KaueCTBE (B TOM YHUCTIE
, MOJITBEPKICHUE ayTEHTUYHOCTH WJIM MEPEBOJ HA Ka3aXCKUU S3bIK MHCTPYKIHUH MO
MEIUIMHCKOMY NPUMEHEHHIO, MAKETOB MAPKUPOBKHU YIIAKOBKH, STUKETOK, CTUKEPOB)
— ABaJAaTh KaJCHIAPHBIX JTHEH.

77. DKcnepTr3a U3MEHEHU, BHOCUMBIX B pETUCTPAllMOHHOE Jocke Tuma Ib u tuna
Il s AekapCTBEHHBIX CPEACTB, MPOU3BEAEHHBIX B cTpaHax pernoHa ICH (AiCudiiu),



IIPOBOJIUTCS B TEUYEHHWE IIECTHACCATH KaJeHIApHBIX JHEH 0e3 3Tama MpOBEICHUS
71a00paTOPHBIX UCTIBITAHUM, B TOM YHCIIE:

1) HauanpHas ’KcnepTU3a (BaUIalus pETUCTPALIMOHHOTO J0ChE) JIEKAPCTBEHHOTO
CpelICTBA — ECATh KaJeHAAPHBIX THEH;

2) crenuaau3upoBaHHas SKCIIEPTHU3a — COPOK KaJICH/IApHBIX JHEH (B TOM YUCIE,
MOATBEPKJICHUE ayTEHTUYHOCTH WJIM MEPEBOJ HA KA3aXCKUU SI3bIK MHCTPYKIHH IO
MEIUIMHCKOMY TPUMEHEHHIO, MAKETOB MAPKUPOBKH YIIaKOBKH, dTUKETOK, CTUKEPOB, B
TEUEHUE JIECATH KaJCHIAPHBIX THEN);

3) dpopmupoBanue 3akiO4eHUs 0 6€30MacHOCTH, 23 (PEKTUBHOCTU U KAYECTBE —
JECATh KAUICHIAPHBIX JTHEU.

78. YcKkopeHHasl SKcrepTr3a JEKapCTBEHHOTO CPEACTBA MPOBOAUTCS B CPOKH, HE
MPEBBINIAIONINE CTA JIBA/AIATH KAJICHIapHBIX THEH, B TOM YHCIIE:

1) HayasibHast KCIIEpTH3a - HE OoJiee ABAAIATH KaleHAapHBIX JHEH;

2) nabopaTopHbIE UCTILITAHUS - HE 00Jiee MATUAECATH KaJleHAapHBIX JHEH;

3) cnenmanu3upoBaHHAas HKCIIEPTU3A - HE O0JIee COPOKa KaJeHIapHbBIX THEH, B TOM
Yyucae MOATBEPKICHUE ayTEHTUYHOCTH TEPEeBOJiIa MapKUPOBKHM MAaKETOB YIIaKOBKH,
ATUKETOK, CTUKEPOB, 00IIEH XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEICTBA, MHCTPYKIIUU
0 MEIUIIMHCKOMY TPUMEHEHUIO (JINCTOK-BKIIAIbIII) (HEe O0Jiee NeCITH KaJeHIapHbIX
JTHEM )

4) popmupoBaHHe 3aKIOYEHUS] O 0e30MacHOCTH, P(HPEKTUBHOCTH U KA4EeCTBE
JIEKapCTBEHHOTO CpEJICTBA, MPOEKTOB MTOTOBBIX JOKYMEHTOB 3KCHEPTHU3bI
JIEKapCTBEHHBIX CPEJCTB - HE OoJiee ASCATH KaJleHAapHbIX JTHEH.

79. B cpoku npOBEACHHS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA HE BXOJIUT:

1) BpeMsi BOCIIOJIHEHHSI HEKOMIUIEKTHOCTH PETHUCTPALIMOHHOTO JI0CHE;

2) BpeMsl IpeIOCTaBIEHUS 3asBUTENIEM JOKYMEHTOB U MaTEPUAIIOB T10 3alpocy Ha
JTH000M M3 ITAMOB SKCTIEPTUSHL;

3) Bpemsi opraHu3aluy MPOBEACHUS OIEHKH YCJIOBUN MPOU3BOJICTBA U CUCTEMBbI
obecrieyeHns] Ka4eCTBa OPTaHU3AMUU-TIPOU3BOAUTENS, YCIOBHM TPOBEICHUS
JOKJIMHUYECKUX U (WJIM) KIMHUYECKUX HCCIENOBAaHUM, CHUCTEMBbI (hapMaKOHa/30pa
JiepKaTessl pErUCTPALMOHHOIO yA0CTOBEPEHMUS;

4) cpoku MpeIOCTaBICHUSI OTYETa KIMHUYECKUX UCCIIEAOBAHUMN IPU COOI0ICHUN
YCIOBUH, ompeneneHHbIXx MyHKTOM 13 nHacrosmux IlpaBun. Ilpm stom cpoku
PEAOCTABJIEHUS OTYETA HE MPEBBIIAIOT CTA BOCBMUJECATH KaJIEHIAPHBIX JHEW C JAThI
3alJIaHUPOBAHHOTO 3aBEpPUICHUS] KIMHUYECKOrO MCCIEAOBAaHUS, YKa3aHHOW B
YTBEPAKIECHHOM MTPOTOKOJIE KIMHUYECKOTO UCCIIEI0BAHUS;

5) opraHuzanus 1 NpoBeJeHNUE JKCIEPTHOTO COBETA;

6) coryiacoBaHus 3asIBUTEJIEM UTOTOBBIX JIOKYMEHTOB.

[Mpunoxenue 1



k [IpaBunam npoBeaeHus
9KCIEPTU3bI JIEKAPCTBEHHBIX CPEIICTB

®dopma

3adBieHHE Ha ITPOBCACHUC SKCIICPTHU3LI JICKAPCTBCHHOI'O cpe,ucma*

1)

2)

Ha Ka3aXCKOM SI3bIKE
Toprosoe Ha3BaHue Ha PyCCKOM S3BIKE
Ha aHITINHCKOM SI3bIKE

ToproBoe Ha3BaHHWe Ha OKCHOPT (WIS OTEYSCTBEHHBIX  Ha Ka3aXCKOM S3BIKE Ha pyCCKOM S3bIl
MIPOU3BOIUTENECH)
Ha Ka3aXCKOM SI3bIKE
MexyHapoaHOE HEMAaTEHTOBAHHOE HAa3BAHUE Ha PYCCKOM SI3bIKE
Ha aHIJIMICKOM S3bIKE
Ha Ka3aXCKOM SI3bIKE
JlexapcTBeHHas popma

Ha PyCCKOM S3BIKE

KOHHeHTpaIII/Iﬂ YKa3bIBACTCA IJIA

JosupoBka/ koHIEHTpanus (3amonHseTcs npu Hammann. O0beM KHUIKUX, MSTKHX u
3aIIONTHACTCS B YIIAKOBKE) ra3000pa3HBIX JIEKAaPCTBEHHBIX
(opm
Kon

HanMmeHoBaHHe Ha Ka3axCKOM
AHaTOMO-TepaneBTUIECKO-XUMIYECKasl KiIacCH(pHUKAIns SI3BIKE

HaumeHnoBanue Ha pycckoMm
SI3BIKE

Tun nexapCTBEHHOTO CpeACTBa (3aMOTHIETCS UTSI COOTBETCTBYIOIIETO JISKAPCTBEHHOTO TIperapara)

O

OpuruHanIbHbI JTeKapCTBEHHBIN MpenapaT

O O

OHOKOMITOHEHTHBIN MHOroKOMIOHEHTHBIN
OHMOIOTHYECKHI JIEKaPCTBEHHBIN TIpenapaT Bank-npoxyxr

O

AXTuBHAas q)apMaHeBTI/I‘IeCKaﬂ Cy6CTaHL[I/I$I, MMPOU3BCACHHAS HE B YCIIOBUAX GMP mm JICKapCTBCHHOC PACTUTEIILHOC Chbl

O

BocmnpounsBeneHHbI IeKkapCTBEHHBIN Mpernapar

O O

OIHOKOMITOHEHTHBII MHOTroOKOMITOHEHTHBIH



3)

O

Bank-npoaykr
OpurrHaIbHBIN JIEKAPCTBEHHBIN MTpemapar:
HavMEHOBaHHUE JIEKAPCTBEHHOTO TIpernaparta, J103UpoBKa, JeKapcTBeHHas hopma

Jep KaTeNlb PErHCTPALMOHHOTO yIOCTOBEPCHHS (KOMIIAaHHS, Ha MMs KOTOPOH BBIIAHO

PETUCTPAIIIOHHOE YAOCTOBEPEHHUE), JaTa PErucTpalid, HOMEpP PETrUCTPALMOHHOIO

yIIOCTOBEPEHHUS, TOCY/AapCTBO, Tl 3apEruCTPUPOBAH OPUTHHAIBHBIN JIEKapCTBEHHBIN

npenapar

PedepeHTHBII TeKapCTBEHHBIH ITpenapar st 0TeYECTBEHHOTO MPOU3BOAUTENS, KOTOPBIA UCIIOIB30BAJICS B MCCIEOBAH

HavMEHOBaHHUE JIEKAPCTBEHHOTO TIpernapara, J103UpoBKa, JeKapcTBeHHas hopma

JepKaTeNnb PEruCTPalMOHHOIO YJOCTOBEpEHHUs (KOMIIAHHWS, HAa HUMsI KOTOPOW BBIIAHO
PETUCTPAllIOHHOE YAOCTOBEPEHHE), JaTa PErHUCTPallii, HOMEp pPErHCTPalMOHHOTO
yIOCTOBEPEHHUS, TOCYNApCTBO, TAE 3aperucTpUpoBaH pedepeHTHBIH JeKapCTBEHHBIH
npenapar

MIPUBECTHU 000CHOBAHHS KCIIOJIB30BAHUS pe(pepeHTHoro npemnapara npu €ro OTJIn4un OT
OPHUTHHAJIIBHOI'O Ipe€napara

[Tpumeuanue. Pa3ien He0OX0AMMO 3aMOMHATH JUIsl KXKAOTO JIEKapCTBEHHOTO Ipernapara, KOTOPbId HCIOIb30BaJICS B HC

O

Buoananornunslil ekapcTBEHHBIHN mpemnapat (broananor)

O

Bank-npoaykr
OpurrHaIbHBIN OHOJOTHUECKU JIEKApCTBEHHBIN Mpenapar:
HAaUMCHOBAHHME JICKAPCTBEHHOT'O TIpernapaTa, J03UpOBKa, JICKapCTBEHHAs (hopMa

Jep)KaTellb PErHCTPAMOHHOTO YAOCTOBEPEHHS (KOMITaHWS, Ha MM KOTOPOH BBIIAHO
peruCTpalMOHHOE YAOCTOBEPEHHUE), IaTa PETUCTPALNH, HOMEP PETrUCTPALMOHHOTO
YAOCTOBEPEHHsI, TOCYAApCTBO, I/€ 3aperMCTPUPOBAH OPHUTMHANBHBIN JIEKapCTBEHHBIN
mpenapar

PedepenTHBII OMOTOTHYECKII JTEKapCTBEHHBIN TIpenapar:
HaMMEHOBaHUE JIEKapCTBEHHOTO IIperapara, 103UpOBKa, JeKapCTBEeHHas GopMa

IepKaTellb  PEeTHCTPAllHOHHOTO  YIOCTOBEPEHUS, JaTa pPEerucTpalud, HOMeEp
PETHCTPAalMOHHOTO YIOCTOBEPEHHS, TOCYyIapCTBO, TAE 3apeTUCTPUPOBAaH pedepeHTHBIH
JIEKapCTBEHHBIN Ipenapar

O

pasjin4iusa B ICXOJHOM Ma

O

pas3jinurg B IPpONU3BOJCTB¢

O

JIpyTHe TIOKa3aHUs K IIPHD

O

pa3IUyms B JIEKAPCTBEHH(

pasnu4Ms 0 CPAaBHEHHUIO C peepeHTHBIM OMOJIOTMYECKUM JICKAPCTBEHHBIM IpenapaToM ( i:l
€CIIM TAKOBBIE HMEIOTCS): Jpyrast I03UPOBKa;

O



(KOHI/I‘ICCTBCHHHC HU3MCH(

O

JIPyTOii crtoco0 BBEACHUS

O

Ipyrue

s

I'nOpuTHbIA TeKapCTBEHHBIH ITpenapar

O O

OIHOKOMIIOHEHTHBIN MHOroKOMIOHESHTHBIN

O

Bank-mpoayxr
OpurvHaIbHbBIN JIEKAPCTBEHHBIH Mpemnapar:
HAaUMCHOBAHHME JICKAPCTBEHHOTO TIpernapaTta, J03UpOBKa, JICKapCTBEHHAS (hopMa

JIep)KaTeslb  PEeTUCTPAlMOHHOTO  YJOCTOBEPEHHUS, JaTa perucTpaiud, HoOMep
PETrUCTPALlMOHHOTO YJOCTOBEPEHHsI, TOCYIapCTBO, TJe 3aperuCTPUPOBAH OPUTHHAIBHBIN
JIeKapCTBEHHBIN TIpenapaT

O

W3MEHEHHsI aKTUBHOU (af

O

JpyTas JJeKapCcTBEHHas ¢

O

npyrasi(ue)  J103UPOBK:
(hapmarneBTHUECKON CyOC!

O

IpyToii (ue) crnocoO(bl) BE

O

Jpyrast (papMaKOKUHETHK:

O

JpyToe Mmoka3aHue K mpun

O

Ipyrue

Paznauuns mo CpPaBHCHHIO C OPUTHHAJIBHBIM JICKAPCTBCHHBIM MIPETIapaToOM:

5y [

KoMOuHUpOBaHHBII JIeKapCTBEHHBIN TperapaT

O O

W3BECTHAsT KOMOMHAIIUSA HOBast KOMOMHAIHA



6)

7)

8)

9)

O

Bank-npoaykr
OpurvHaIbHBIN JIEKAPCTBEHHBIN MTpemnapar (B cilydyae H3BECTHOM KOMOMHAIIMH)
HAaUMCHOBAHHME JICKAPCTBEHHOT'O TIpernapara, J03UpOBKa, JICKapCTBEHHAS (hopMa

JepKaTenb PErHCTPAllMOHHOTO  YJIOCTOBEPEHHUS, JaTra pPETUCTpAalH, HOMED

PETUCTPALMOHHOTO YIOCTOBEPEHHsI, TOCYapCTBO, TAE 3apErHCTPHPOBAH OPUTHHAIBHBIN

JIEKapCTBEHHBIN IIpenapar

O

.HCKapCTBCHHbIﬁ npenapar ¢ Xopouo U3y4eHHbIM MCANIUHCKUM NPUMCHCHUCM

O

Bank-npoaykr
HaMMEHOBaHHUE JISKAPCTBEHHOTO TIpernapara, J03UpOBKa, JIeKapCTBeHHas popma

ACPpIKATCIIb perucTpaiuoOHHOTO YAOCTOBEPCHUA, JaTa  pCrucTpalnmu, HOMCD
PEruCTpaAlIMOHHOIO YJOCTOBCPCHUA.

O

PapnodapmarieBTHYecknil IeKapCTBEHHBIN TIpenapaT

O

Bank-mpoayxr

O

pannodapmaneBTHICCKUi Habop

O

MIPEKypCop pauoHyKIHIa
HCTOYHHK PaTUOHYKINAA (TIEPBUYHBIA U BTOPUYHEIH) (TIPH HATWYIHH)

reHeparop

O

I'omMeonaTnueckuii TeKapCTBEHHBIHN Npenapar

O

HOBBII TOMEOIIATHYECKHI npenapar

O

PactuTenbHbIN JIeKapCTBEHHBIN MTpenapaT
OMHOMHHAIBPHOE HAYYHOE Ha3BaHME pacTeHUs (PO, BUII, pa3HOBUIHOCTD)
HCTOYHHK MTPOUCXOKACHUS CBIPbs (JTAOOPaTOPHBII KOT)

YacTU NPOU3BOAAIIETO PACTEHUA

Ha3BaHUE (OMpeIeICHNE) CyOCTaHIIUN PACTUTEIBHOTO MPOUCXOKIICHHS U APYTUC Ha3BaHUA (

CHHOHHMBI, yKa3aHHbIe B DapMakoresx)

O

TrOMeONaTHISCKUH npemnag



10 ]

) OpaHHBI JIeKapCTBEHHBIH Npenapar
[TpucBoeH 1 JiekapCTBEHHOMY IIpernapaTy cratyc opdaHHOro JekapcTBeHHOro npenapaTa B Pecnyonuke Kazaxcran
Her
B mporecce paccmoTpenust
Ha
Hara
HOMEP PErUCTPALIOHHOTO YJOCTOBEPEHNS Op(haHHOTO JIEKApCTBEHHOTO Mpernapara
OTka3aHO B IPUCBOEHHUH CTaTyca ophaHHOTO JIEKapCTBEHHOTO Mperapara
JHara
Howmep pemienus
3asBIIeHHE Ha IPHCBOCHHE CTaTyca OTO3BAHO: J1aTa
IT o peumenTt)
8. ®opma oTITycKa B CTpaHe 3assBUTENA
bes peuenta Bpaua
9. Cnoco0Obl BBeJEHUS
Wudopmanus no ycrpoiictBam BBOa
YmakoBKa (3aroHsSIeTCs CITUCOK 3HAYCHUHN )
Pasme npu  O0B
Ne Bup (mepBu4Has MM BTOpUYHAS) HaumenoBanue p(mp
HaJIMY1H) HaJr
1. IlepBuunas
2. Bropuunas
3 Illtpux-kon eropuunoit ymakosku (GTIN) (Jxutun) Ykazarh MTPUX-KO I KaXKIOU JO3UPOBKU/KOHIICHTPAITH]
12 . . . N
[TonHbI KaueCTBEHHBIH 1 KOJMYECTBEHHBIN COCTAB (3aMOHACTCS CITUCOK 3HAYCHUH )
Kontponupye
IIpousBoaurens,
. MEXTyHapO/I}
Tun BemectBa ( KommuectBo Ha HopMaTuBHEBI TOKYMEHT, CTpaHa W anpec
N ., KOMUTETOM
aKTUBHOE WIIH eIUHUIY PETIAMEHTUPYIOMNN Ka4eCTBO MPOW3BOJCTBEHHON
0 HaumenoBanwue N KOHTPOJIIO
BCIIOMOTaTeIbHOE nexapcTBeHHOH mim @apmakornes ¢ yKa3aHHEeM IIOIagKu  (aus
HapKOTHKaMF
) (hopMbI rojia u3JaHus aKTUBHBIX BEIIECTB
) OTMEYaeTCs 1
HaJTMYUH)
IT T
1. AkTHBHOE I11
IV T1ab.
2. BcrnomorarensHoe
13

HammenoBaHme akTHBHOH (papManieBTHIeCKOi cyOCTaHIINU

IpeaaraeMblii CPOK XpaHEHUs



14

15

16

17

18

19

20

1)

2)

3)

4)

5)

6)

CpOK XpaHCHUA JICKAPCTBECHHOT'O CPEACTBA npezmaraeMmﬁ nepuoa NpuMCEHCHU L (HOCJ’IG TNEPBOTO BCKPLITHUA KOHTCﬁHep

IpeAIaraeMblil epuo MPUMEHEHHS (TI0CIIE PaCTBOPEHUS HIIH Pa3BEACHHUS
VYcnoBust TpaHCTIOPTUPOBAHHUS

IpeAIaraeMble yCIOBUS XPaHEHUS
VYcnoBust XpaHeHus
IpejylaraeMble YCIOBUS XPAHEHUs N1OCIIE IEPBOT0 BCKPHITHUS YIIaKOBKU

Perucrpanus B cTpaHe-npou3BOAUTENE U IPYTUX CTpaHaAX
Hazpanue crpaHnsl Ne perucrpanroHHOT0 yocToBepeHHs (YKa3bIBAaeTCs IPU HATMYIHH)
Hanuumne oxpaHHOro JOKyMEHTa Ha H300pPETEHUE WIIN TTOJIE3HYI0 MOJIEIb, TOBAPHBIN 3HAK
Ha3BaHue oxpaHHOro TOKyMEHTa Ne oxpaHHOrO KOKyMEHTa

1) IToaxHOCTBHIO Ha JaHHOM npc
[IpomnsBoacTBO 2) YacTtuuHO Ha JaHHOM mnmpo

3) I[ToTHOCTBIO HA IPYTOM MIPOU3BOJICTBE

[TpousBoanTens (1) IeKapCTBEHHOTO Mpenapara U y4acToK (1) MPOU3BOICTBA (BKIIIOYAsl YHaCTKH IPOU3BOJICTBA JIFOOOT!
(B TOM UHCIIE PaCTBOPUTEIS JIEKAPCTBEHHOH (POPMBI), KOTOPBIH SABISETCS 9AaCThIO JIEKAPCTBEHHOTO Mpernapara)

HaumenoBanue damunus,
crpaHa (Ha No, mata W Cpok UM A
, cTpaHa ( , p Tenedon ,

Ka3aXCKOM, NEeUCTBHUS IOpunnueckuit GakTuveckuit otuecTBO  (

Tun npousBoauTENs , (haxc,
pyccKoM, Ppa3penIuTeIbHOTO apec azpec N HAIIUYUH)
N e-mai
AHTJIMHCKOM  JOKYMCHTA , JIOJDKHOCTD
SI3BIKAX ) PYKOBOAMTES

IIpousBoaurens
JlaHHBIE TO
JUIEH3UM Ha
MPOU3BOJICTBO,

JepxaTenpb JTULEH3UU BEITaHHAA
YIOJHOMOYEHHBIM
OpraHOM CTpaHbI
TIPOU3BOIUTENS

HepxaTtenp

pETUCTPALUOHHOTO

YIOCTOBEPEHUS

IIpeanpusitue-ynakoBLIIMK

3asaBHUTEIb U Janubsie 1O

MIPEACTABUTEIBCTBO JIOBEPEHHOCTH

YI0IHOMOYEHHOE JIULIO
0 OCYLIECTBIECHUIO
¢dapmakonaazopa B
Pecny6mmmke Kazaxcran



21. .Ha60paTOpI/ISI CTPaHbI-IIPOMU3BOJAUTECIIA IO KOHTPOJIIO KaUCCTBA IMMPEHapaToB KPOBU U BAKIIUH, OTBCTCTBCHHAA
34 KOHTPOJIb Ka‘leCTBa/BLIHYCK cepun

HaUMEHOBaHHE J1a00PaTOpUHU

aJipec MecTa OCYIIECTBIICHUS NeITEIIbHOCTH
CTpaHa

tenedon/dakc

9IIEKTPOHHAS TTOYTA

Ne peructpannoHHOrO yaocTOBepeHHs BbimaHHOTO B PecrmyOnmuke Kasaxcran (mpu NpoOJUICHUH CpOKa

22.
JICWCTBHS PETUCTPALMOHHOTO yJOCTOBEPEHUS )

V3MeHeHNs, BHOCHMBIE B PETHUCTPAIMOHHOE JI0CHhE JIEKAPCTBEHHOTO CpeAcTBa (yKa3aTh BHOCHMBIC

23.
U3MCHEHHUS)

Penaknmusa no BHecennss BHocuMmbie

No  Tum uzmeHeHus .
HW3MEHEHUI U3MEHEHUS

24. JlaHHBIE IO IOTOBOPY Ha MPOBEACHUE HKCIIEPTU3HI ICKAPCTBEHHBIX CPEICTB
1. Ne moroBopa

2. Jlara 3aKJIrO9eHUs

3. Cpox aelicTBus

25. CyOBeKT, OCyIIECTBIIONINI OIUIaTy 3a IPOBEACHHUE 3KCIICPTH3HI

1. HammenoBanue

2. Crtpana

3. Opuanueckwii aapec

4. ®akTUyecKuit aapec

5. damunus, uMs, OTYeCTBO (IPH HAIMYWHN), JOJDKHOCTB
PYKOBOIUTENA

6. Tenedon

7. ®akc

8. e-mail

9. BusHec-uACHTU(PUKAIIMOHHEI HOMEP

10. MHauBuIyanbHbIH HACHTU(GUKAIHOHHBIA HOMED
11. bank

12. PacderHsbIi cueT

13. BamtoTHsbIl cyeT

14. Kox

15. BaHkoBckul MICHTH()DHUKAIMOHHBINA KO

Jlara

®damunusg, UM, OT4ECTBO (IPH HAIMYMM) MU AOJKHOCTH
OTBETCTBEHHOTO JIHIa 3asBUTEIS

IToamce, neyars
[Ipumeuanue:
* Jlannast gopma 3asiBIEHUSI MPEJOCTABIISIETCS TAKXKE MPU MPOJJICHUU CPOKA
JNEUCTBUSL PETUCTPALMOHHOTO YJIOCTOBEPEHUsI, BBIIABAEMOI0 YIOJIHOMOYEHHBIM
opraHom B oOjact 3apaBooxpaHeHus PecnyOnuku KaszaxcTaH B COOTBETCTBUU C



[IpaBunaMu TOCYIapCTBEHHOM pPErMCTpalMM, IEPEPErucTpalui M BHECEHUS
U3MEHEHUH B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEACTBA, W3AEIIHM
MEJUIMHCKOr0 Ha3HAYEHHS] U MEAMIMHCKOW TEXHUKH, YTBEPXKIEHHBIMU IPHKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 18 Hosi6ps 2009 roga Ne 735
(3apeructpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpaliud HOPMaTUBHBIX TPaBOBBIX
akToB o Ne 5935) u npu U3MEHEHUSIX, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE.

[Ipunoxenne 2
k [IpaBunam nposeneHus
9KCIEPTHU3BI IEKAPCTBEHHBIX CPEJICTB

ITepedeHs IOKYMEHTOB, MPEAOCTABISIEMBIX AJIA SKCIIEPTH3EI MIPOAN3BOAUTEIISIMHA
PecyOmmuku Kazaxcran

Ne

HaunMeHoBaHUE TOKYMEHTOB
n/n
1 2

Yacts [ Obmias qokymeHTarus*

IA1 Ceprudpuxar GMP (c ykazaHumeMmM maTel W pe3yJbTATOB MOCIEAHEH WHCIEKIHH HOTapUAIbHO
3aCBU/IETEIbCTBOBAHHBIC) ITPU HATWINU

I  Kommst rocygapcTBEHHON JMIEH3MHM Ha (apMalueBTUYECKYIO JIEATEIbHOCTh (HOTAapHalbHO
A2. 3acBUETENLCTBOBAHHBIE)

I  TlpunoxeHue K JTUIEH3UU (U1 PACTHUTEIBHOTO CHIPhS - pa3pelieHHe Ha 3arOTOBKY JJIsl OTEYECTBEHHBIX
A3. mpouszBOIUTENECH)

I  Ecnu B npou3BOJACTBEHHOM INPOLIECCE YYACTBYET HECKOJIBKO MPOU3BOAMTENEH NOKYMEHTHI IMyHKTOB A2,
A4. TA3, IA4 npenocTaBisroTCA Ha BCEX YYaCTHHKOB IPOU3BOJCTBA

I JIummeH3uOHHBIN TOTOBOP (COTUIaleHNe) Ha TIPAaBoO MPOM3BOJICTBA (10 HCTEUEHHS CpOKa ACHCTBHSI MATEHTa Ha
AS. opurnHaJIBHBIN Npenapar)

I  HOTapmanbHO 3aCBH/CTEIHCTBOBAHHAS KOMHUS OXPAHHOTO JOKYMEHTAa HAa HM300pETEHHE WM MOJIE3HYIO
A6- MOJIeNTb OPUTHHAIILHOTO JIEKAPCTBEHHOTO CPEACTBA (IPEIOCTABISETCS MATEHTOOOAAaTeNIieM OXPaHHOTO
1 moxymeHra);

rapaHTHIHOE MUCHMO O HEHApYIICHHWH WCKIIOYHUTENBHBIX MpaB TPETbUMHU JHIIAMHA HAa H300pEeTEeHHE WU
TIOJIE3HYIO MOZENb (MPEJOCTABISAETCS IPU SKCIIEPTU3E TeHEPUIECKOT0 JISKAPCTBEHHOTO IIpernapara)

JIOKyMEHT, MOITBEPKIAMONINI KaueCTBO aKTHBHOrO BellecTBa (cepTuduKaT aHaimu3a CyOCTaHIMH OT
MPOM3BONTENS, CEPTU(HUKAT COOTBETCTBHsI MOHOrpaduu EBpomneiickoit ®@apmakonen, MPOTOKOJ aHAIH3A,
AQHAJMTHUYECKHUH MacIopT)

JIOKyMeHT, MOATBEP KIAIOMINKA Ka4eCTBO TOTOBOTO IMPOAYKTa TPEX MPOMBINUICHHBIX CepHuil (cepTudurar
aHaIu3a, MPOTOKOJ aHANK3a), OJHA CEpHUsl KOTOPOTO COBIIAJAET C CepHel o0pa3iia JIEeKapCTBEHHOTO CPECTBa
, TOJJAHHOTO Ha PETHCTPAIHIO

A

A8.

ILOKyMeHT (o} HpHOHOBOﬁ 0e30MacHOCTH Ha BCIICCTBA )KUBOTHOT'O IMTPOUCXOKIACHUA OT IMTPOU3BOAUTCIIA

I' A Komus - peructpanuronHoro ygocrosepenus Pecry6muku Kasaxcran (mpu mpojyieHHH cpoka JedcTBUS
10. perucTpanMoHHOIO yIOCTOBEPEHHMS)

I.B
OO1mmas xapakTepucTHKa JtekapcTBeHHoro cpezcrsa (OXJIC)



I.B

1.B

1.B

I.C

LD

II
IT

IT
Al

IT
A2

IT
A3

IT

IT
B1

IT
B2

IT
B3

I
B4

IT

IT
Cl

IT

1.1

IT
Cc2

[TpoekT MHCTPYKIMHU TT0 MEUIIUHCKOMY NPUMEHEHUIO (JINCTOK-BKJIA/IBIIT) B DJIEKTPOHHOM BHJIE B (hopmarte
"doc (mok)"

TexeT MapKUpOBKY Ul IEPBUYHONW U BTOPUYHOM YIAKOBOK, CTUKEPOB, STUKETOK Ha Ka3aXCKOM M PyCCKOM
S3BIKaX

[[BeTHBIE MAaKEThI MTOTPEOUTENHLCKUX YIAKOBOK, ITUKETOK, CTUKEPOB B 3JIEKTPOHHOM BHIe B (hopmarte "jpeg (
Joxurner)"

Kparkasi xapakTepucTuka cucTeMbl (hapMakOHaA30pa JiepXKareis PEerucTPaldoOHHOTO YAO0CTOBEPEHHMS
B K JI 100 4 a € T

HHGOPMAITHIO O TOM, YTO JEPIKATEeNb PETUCTPAIIMIOHHOTO YAOCTOBEPECHUS UMEET B CBOEM PACHOPSIKCHUHU
OTBETCTBCHHOE hi9781(0) 3a rro0anbHBIH dbapmakoHanm3op;
KOHTaKTHBIE JaHHBIE OTBETCTBEHHOTO numa 3a TI00aTbHBIHI (dbapmakoHan3op;
JEKJIapannio, HOAMUCAHHYIO JIepyKaTesleM PEerHCTPAlMOHHOTO YIOCTOBEPEHHSI O TOM, YTO OH UMEET CUCTEMY
(dapMakoHag30pa U BBIMOJHEHHS 3afad M OO0SM3aHHOCTEH IO IMOCTPETHCTPAIMIOHHOMY KOHTPOJIO
6e3omacHOCTH JeKapCTBEHHBIX CpelcCTB;
CCBUIKY Ha MECTO (aJpec), Tae XpaHUuTcs Mactep-(haiisl cucteMsl (hapMaKkoHAI30pa.

JloKyMeHT, TOATBEP K JAIONINHA O HATMYUK KBaTH()UIIMPOBAHHOTO JINIA, OTBETCTBEHHOTO 32 (hapMaKOHAI30D
JUT c6opa M perucTpary NoOOYHBIX peaklnii, BEIIBIAEMBIX Ha TeppuTopun Pecybnuku Kazaxcran

Yacts I1 Xumuueckas, hapmaneBTHdeckast 1 OMOJIOrn4ecKkast JOKyMeHTarus ™

Copnepxanue
Cocras

KavecTBeHHBI M KOJIMYECTBEHHBIH COCTaB JICKAPCTBEHHOIO IIperapara (aKTHBHBIE, BCIIOMOTATeIbHBIC
BEIIIECTBA, COCTaB 000JI0YKH TabJIETKH MM KOPITyca KarCyJIbl)

OnucaHue ynakoBKH

®dapmareBTHUecKast pa3padboTka (000CHOBaHHE BRIOOPA COCTaBA, IEPBUIHOHN YITAKOBKH)

Caenenus o IMPOU3BOACTBE!

MIPOM3BOJICTBEHHAS hopMyIia

OIMMCaHUEC TEXHOJOTUH IMTPOU3BOACTBA

KOHTPOJIb B MPOIIEcCe MPOU3BOICTBA (ONEPaMOHHBIA KOHTPOJIb)

TIepBUYHASI HKCTIEPTH3a IPOU3BOICTBEHHBIX IPOIIECCOB

METOAbI KOHTPOJISI UCXOAHBIX MaTCPUAIIOB

aKTUBHAs CyOCTaHIUA

CepTI/Iq)I/IKaTBI Ka4yCCTBa HA aKTHBHBIC BCIIICCTBA

BCIIOMOTI'aTCJIBHBIC BCIICCTBa



I1

2.1

IT
C3

IT

3.1
I1

ITE

ITE

ITE

ITF

IT

IT

IT

IIL
IT

III.
111

111

111

111

111

11

11

III

CepTI/I(l)I/IKaTLI Ka4u€CTBAa Ha BCIIOMOTI'aTCJIIbHBIC BCUICCTBA

YIIaKOBOYHBIN MaTepHal (TIepBUYHAs 1 BTOPHUYHAS YIIaKOBKa)

cepTH(dUKaTHl Ka4eCcTBa YIIAaKOBOUYHOIO MaTepHala C NPUIOKEHUEM HOKYMEHTOB, PErjaMeHTHPYIOIUX HX
Ka4eCTBO

METOABI KOHTPOJIS Ka4eCTBA MPOMEKYTOYHBIX MPOILYKTOB (TIPH HEOOXOAUMOCTH)

crienu(uKanus KadecTBa 1 METOAUKH KOHTPOJIS TOTOBOTO MPOLYKTa C AyTEHTHYHBIM IEPEBOAOM C S3bIKa
IIPOU3BOJUTEIIS HA PYCCKUM SI3bIK

HOPMATHBHBIA JOKYMEHT IPOM3BOIMTENS IO KOHTPOJIO KadecTBa M OE30IT1aCHOCTH JIEKaPCTBEHHOTO
Cpe/CTBa B 3JIEKTPOHHOM BHJIe B (hopmate "doc (70K)", MOsSICHUTENbHAS 3aMiCcKa K HeMy

HepBUYHAsI DKCIIEPTU3a METO/IMK UCIIBITAHUH JIEKApCTBEHHOTO Npenapara (Kpome hapMakoneiHbIX METOANK
) (TIpy TepeperucTpaIyy AOMOITHUTEFHO KOO HOPMAaTHBHOTO JOKYMEHTA 110 Ka4eCTBY, YTBEP)KICHHbIH B
Pecnybnmke Kazaxcran)

pe3ysibTaThl HUCHBITAHUS CTAOWIBHOCTH HE MEHee dYeM Ha TpeX MPOMBIIUICHHBIX HIH
OTIBITHO-ITPOMBIIIICHHBIX (TIMIOTHBIX) CEPHIX

CBeJleHUs1 O poduIie PaCTBOPEHHS (U151 TBEPBIX JO3UPOBAHHBIX JIEKAPCTBEHHBIX (hopMm)

JAAHHBIC KOHTPOJIA HA )KUBOTHBIX

JaHHBIC I10 BepOfITHOfI OIIACHOCTH OJIA Opr)KaIOH.[Cﬁ Cpeabl Il MPEIapaToB, COACPIKAIUX T'CHETUICCKU
U3MCECHEHHBIC OPTaHU3MBIL

NEePHOINYECKUI OOHOBIISIEMBIH OTYET 10 0E30IaCHOCTH (IIPH MEPEePErucTpaLnm)
JIOTIOJTHUTENbHAS HHPOPMAIIKs, TOATBEPIKAAIOIIas Ka4eCTBO (TP HEOOXOIMMOCTH )

Yacts 1. ®apmakonornyeckas U TOKCUKOJIOTHYECKast TOKYMEHTaLIHs
Cognepxanue

JlaHHBIE TIO TOKCUYHOCTH (OCTPOI M XpOHHUYECKO#), (MEANIIMHCKUIT IMMYHOOHOIOTHYECKHUI Tpenapar -
TOKCHYHOCTbH IIPU OJTHOKPATHOM BBEJCHUH U BBEJCHUH MTOBTOPHBIX JI03)

BrnusiHue Ha penpoyKTUBHYIO (QYHKIIHIO

JanHbIe 10 YMOPHOTOKCHYHOCTH M TEPATOTEHHOCTH

I[aHHBIC MO0 MYTAaréHHOCTHU

JlaHHBIE 10 KAHLIEPOT€HHOCTH

q)apMaKO}II/IHaMI/IKa (}1.]'[5[ MCIUITMHCKHUX FCHHO-6I/IOJ'IOFI/I‘-ICCKI/IX nmpenaparoB — pE3yJabTaThbl UCCICAOBAHUA
PEaKTOr€HHOCTH)

DapMakOKHHETHKA (U1 MEMIIUHCKAX HUMMYHOOHOIOTHYECKHUX MPEapaToB — pe3yIbTaThl CrienupHIecKoit
AKTUBHOCTH )

I[aHHLIe 0 MECTHO-pasJapaxkaroiem }IeﬁCTBHH ([[J'Iﬂ MCIAUIMHCKHX I/IMMyHOGI/IOJ'IOFI/I‘ICCKI/IX npemnapaTroB —
PE3YIbTATBI UCCIICAOBAHUS I/IMMyHOFeHHOCTI/I)



III MomomuurensHas MHGOpPMAIHsL, TIOATBEP)KIatoNIast 0€30MacHOCTh (IIPU HEOOXOIUMOCTH)

Yacte IV. Knuanueckas 1okyMeHTaITs
IV. Cogepxanue

v .
JanHble 1o KMHIYEeCKo# (apmakonoruu (papMako uHaMHUKa, papMaKOKHHETHKA)

v
Kimnunueckasi, tMMyHosoruueckas 3ppeKTHBHOCTh

v
JuarHocTtiaeckas 3 (heKTHBHOCTE

v N
Pe3yJ’II>TaTI>I KIIMHUYCCKUX HUCIbITAHUU, HAYUYHbIC ny6m/11<au1/m, OTUYCThI

v
D1

v

JlaHHBIE TOCTPETHCTPALNOHHOTO OTBITA (TIPH HAJTHYHH)

JononaurensHast nHGOpManus, NOATBEpkKAaromast 3pPeKTUBHOCT

IIpumeyanue:

* Ilpu mpojjieHuW CpoKa MEUCTBUS PETHUCTPALMOHHOTO YIOCTOBEPECHUS,
BBIJIJABAEMOTO YIOJHOMOYEHHBIM OPTraHOM B 00JIaCTH 37paBooXpaHeHus: PecnyOnuku
Kazaxctan B coorBerctBum ¢ I[IpaBumamu rocymapCTBEHHOM pETrUCTpaluy,
NEPEPETUCTPALIMN U BHECEHUSI N3MEHEHHI B PETMCTPALIMOHHOE 10CHE JIEKAPCTBEHHOTO
CpeliCTBa, W3JCIUNA MEAUIMHCKOTO Ha3HAYECHUS U MEIULMHCKOW TEXHUKH,
YTBEPKJICHHBIMU MpUKa3oM MUHHUCTpa 3/paBooxpaHeHus Pecryonuku Kazaxcran ot
18 HosiO6ps 2009 roma Ne 735 (3apeructpupoBaH B PeecTpe rocynapcTBeHHOU
perucTpanyy HOpMaTUBHBIX MPaBOBbIX akTOB noJ Ne 5935) nmpenocrasistorcst yactu I
u Il manHOTO MEpeuHs.

[Ipunoxenue 3
k [IpaBunam npoBeaeHus
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

IlepedueHs JOKYMEHTOB, IPEIOCTABIIIEMBIX I SKCIIEPTU3HI B (popMare
OO0Imero TeXHUYECKOTO JOKYMEHTa

Ne n/m HammeHoBaHME JOKyMEHTOB
Monyns 1.*
1.1.  OOGmas noKyMeHTaIus

Ceprudukar Ha (papMaleBTHUSCKHH MPOXYKT COINIACHO PEKOMEHIAIMH BceMHpHOW opraHu3anuu
3IpaBOOXpaHeHHS (HOTapHAIFHO 3aCBUACTEIbCTBOBAHHBIN).

IIpu oTCYyTCTBUU NPEOCTABISIOTCA:

Ceprudukar (perucTpalioHHOE YIOCTOBEPEHHE) O PETUCTPAMH B CTpaHe-TpousBoguTene (

1.2.1
HOTapHaJIbHO 3aCBUIETEIbCTBOBAHHBIN)

Ceprudukar GMP (c ykazaHuem JaTtbl M pPeE3yJbTAaTOB IOCIEAHEH HMHCIEKUUH) (HOTapHaIbHO
3aCBUJICTEIHCTBOBAHHBIN)

Ceprtudukart, pa3penamonumi cBOOOIHYIO MTPOAAXKY (IKCIIOPT)



1.2.2.

1.2.3.

1.2.4.

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.
1.6.
1.6.1
1.7.

1.7.1

1.7.2

2.1.
2.2.
2.3.
24.
2.5.
2.6.
2.6.1.
2.6.2.

CepTI/Iq)I/IKaT MMPOUCXOKACHHUA TOBapa (ﬂf[ﬂ OTCUCCTBCHHBIX HpOPI3BOZ[PIT€J'IeI71)

JIMIIeH3UMOHHBIH 10TOBOP (COTTIAIIEHNE) Ha MIPAaBO MPOMU3BOACTBA (10 UCTEUEHHS CPOKa JEHCTBHS MATCHTA
Ha OpUTHHAIBHBINA Ipernapar)

CseneHyst 0 perucTpalnyy JeKapCTBEHHOIO CPEJICTBA B APYTHX CTPaHaX ¢ yKa3aHUEM HOMEpAa U JaThl
PETUCTPAIIIOHHOTO YOCTOBEPEHNUS (MM KON CEPTU(HKATA WIIN PETUCTPALIIOHHOTO YIOCTOBEPEHUS)

OO6mas xapakTepHCTHKA JIGKAPCTBEHHOTO CPEACTBA M MHCTPYKIHUS 10 MEAWIMHCKOMY MPUMEHEHHIO (
JIMCTOK-BKJIAJIBII ), MAPDKHPOBKA (LIBETHBIE MAKEThI)

KpaTKa?I XaPAKTCPUCTHUKA JICKAPCTBCHHOI'O IIperapar € Z[aTOfI MOCJIEAHCTO IepeCMOTpa

YTBepkIeHHas HHCTPYKIUS II0 MEAWLIHWHCKOMY IPUMEHEHHIO JIEKapCTBEHHOrO cpeacTa (ans
opranuzanuii-nponssoaureneit crpan CoapyxecrBa HesaBucumbix I'ocynapcTB), 3aBepeHHas
OpraHu3aIen-IPOU3BOUTEIEM

[IpoexT MHCTPYKIUH 0 MEAUIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOTO CPEZCTBA (JINCTOK-BKIIA/IBILII)

Texcr MapKHUpPOBKU HepBH'-IHOfI n BTOpH‘IHOﬁ YIAaKOBOK, 3TUKCTOK, CTUKEPOB Ha Ka3aXCKOM U pyCCKOM
SA3bIKaxX

I{BeTHBIC MaKeTHl TOTPEOUTEIBCKAX YIAKOBOK, 3THKETOK, CTHKEPOB B 3JIEKTPOHHOM BHje B (opmare
jpeg (mwxurer) B maciirade 1:1

WNudopmanns 06 sxcrieprax

Wudopmanus o6 3Kkcrepre Mo Ka4ecTBY

Wudopmanus 06 sxcrepre Mo JOKIMHUYECKUM JaHHBIM

Hudopmanus 06 3kcriepTe N0 KITMHAIECKAM TaHHBIM

CrerinanbsHble TpeOOBAaHUS K Pa3HBIM THIIAM 3asBICHUIN

OmeHKa MOTEHINATBLHON OMTACHOCTH ISl OKPY>KAIOIIEeH CpeIb

JlekapcTBeHHBIE Mperaparhl, COIePKAIIUE HIIH NOTy4YeHHbIC U3 TeHOMOU(PUIIMPOBAHHBIX OPraHU3MOB
Wudopmanns oTHOCHTENBHO (hapMakoHa30pa 3asBurens B Pecnyonuke Kazaxcran

Kpatkast xapakTepucTHKa CHCTeMBI (papMaKOHaJ30pa JepikaTeNs PerMcTPaldOHHOTO YAOCTOBEPEHHUS
B K 1 10 94 a € T

JIOKa3aTeJIbCTBO TOTO, YTO JiepyKaTellb PETHCTPALIOHHOTO YJOCTOBEPEHNUSI IMEET B CBOEM PaCIOPsKEHUN
OTBETCTBEHHOE JTHUIO 3a riio0GanbHBII dbapmakoHan3op;
KOHTaKTHBIE JIaHHbIC OTBETCTBEHHOTO auna 3a rio0anbHBINH (dbapmaxkoHan3op;
JEKJIApaIfio, MOANUCAHHYIO JIePXKATEJIEeM PETUCTPAllMOHHOTO yJOCTOBEPEHHUS O TOM, YTO OH HMMEET
cucteMy (apmMakoHan30pa U BBIIONHEHHUS 3aAad M OO0S3aHHOCTEH IO IOCTPETUCTPAL[HIOHHOMY
KOHTPOI IO 06e30macHOCTH JeKapCTBEHHBIX CpPeNCTB;
CCBUIKY Ha MecTo (ajpec), rie XpaHuTcst Mactep-(aiisl cucTeMsl (hapMaKoHaI30pa.

JIOKyMEHT, HOATBEP)KIAIONINHA, YTO 3asABUTENIb MMEET OTBETCTBEHHOE JIMIO 3a (hapMakOHAI30p Ha
teppuropuu Pecrrybmmku Kazaxcran

Monyns 2.*

Pe3tome 0011€T0 TEXHUIECKOTO TOKYMEHTA

Copepxanue yacteit 2.3.4.5

BBenenue B 00umii TEXHUYECKHHA JOKYMEHT

OO0muii OTYET MO KaYECTBY

O030p MOKIMHNYECKUX TAHHBIX

0030p KIMHIYECKUX JaHHBIX

OTyer TOKITMHUYECKUX JTAHHBIX

OTtueT PpapMaKOIOTHIECKHUX TaHHBIX B TEKCTOBOM (hopMare

Otyer (apMakoIOrHYECKUX AaHHBIX B BUAE TaOJHII



2.6.3. Oruer GpapMaKOKMHETHYECKUX JTAHHBIX B TEKCTOBOM (hopmMaTe
2.6.4. Oryer papMaKOKMHETHICCKAX JAHHBIX B BUJIE TAOJIHUIT
2.6.5. Or4er TOKCHKOJOTMYECKUX JIaHHBIX B TEKCTOBOM (hopmaTte
2.6.6. OT4eT TOKCUKOJIOTHYECKNX NAaHHBIX B BUIE TAOJIHIL
2.7.  OT4er KIMHUYECKUX TaHHBIX
2.7.1.  Oruer 6nodapManeBTHIESCKUX HCCIICTOBAHUNA U CBA3aHHBIX ¢ HUIMH aHAJMTHIECKHX METO/I0B
2.7.2. Ordyer uccienoBaHU 110 KITMHUYECKON (apMaKoIorun
2.7.3. Order o KIMHUIECKOH 3 PEKTUBHOCTH
2.7.4. Ortder Mo KIMHUYECKOH 6€30I1acCHOCTH
2.7.5. Konwust uCTIONBb30BaHHBIX JINTEPATYPHBIX HCTOYHHKOB
2.7.6. Kopotkue 00630pbl HHIUBUIYaTBHBIX UCTIBITAHAN
Mognyns 3. KauectBo*
3.1. Copnepxanue
3.2.  OcHOBHbIE JaHHBIE

HeKapCTBeHHaS[ Cy6CTaHHI/IH (Z[J'ISI JICKAPCTBCHHBIX IIPCIIApaTOB, KOTOPLIC COACPIKAT Oomee OJTHOT'O
3.2.S. aKTHBHOTO BCIIICCTBA, I/IH(I)OpMaL[I/Iﬂ MIPEOOCTABIIACTCA B ITIOJTHOM 00beMEe OTHOCUTEIIBHO KaXXaoro mus3 HI/IX)

k%

3.2.8

1 O6mas napopmanus™*

3.2.8 HasBanune**

A1

3.2.8

Crpykrypa**
1.2,
3.2.8
13 O06mmue cBoicTBa**
3.2.8
) IIpousBoacTBo
3.2.8
[IpousBoauTens**

2.1.
3.2.8

29 Omnucanune Mpou3BOACTBEHHOTO MTPOIIEcca U €ro KOHTPOJIb
3.2.8

23 KOHTpOJ'H) HNCXOJHBIX MaT€pUajioB
3.2.8 .
94 KOHTPOJIb KPUTUUECKUX ITAMOB U MPOMEIKYTOYHOU MPOIYKIHH
3.2.8

’s [epBuuHast sKcTIEpTH3a MpoLecca 1/WIK ero OleHKa
3.2.8

26 Pa3paboTka mpou3BOACTBEHHOTO Mpollecca
3.2.8

3 XapakTepuctuka**
3.2.8

31 Jloka3atenbCTBO CTPYKTYPBI M XapaKTEPUCTUKU
3.2.8

ksk
39 IIpumecu



3.2.S KoHTposs akTHBHOTO BemecTBa**

4.
3.2.5
Criermnurarmms ™ *

A4.1.
3.2.

42 S AHaTUTHYECKHE METOIUKN* *
3.2.5

43 [NepBuuHast SKCTIEPTH3a AHATUTHYECKUX METOIUK
3.2.85
44 Amnanussl cepuit**
3.2.5
45 ObocHoBaHME crienH(DUKAITIH
3.2.5

5 CranjapTHbie 00pas3iibl UITK BEIIECTBA
3.2.5

6 Cucrema ynakoBka/ykynopka**

2.
37 S CrabunapHOCTE**
3.2.5

71 Pe3rome oTHOCUTENBHO CTAOMILHOCTH U BEIBOIBLI* *

3.2.S TIpoTOKOJ MOCTPETUCTPAIIMOHHOTO W3yYEHUs CTA0MIBHOCTH M 00513aTeIhCTBA OTHOCUTEIBHO
7.2, crabmibHOCTH**

3.2.8

73 JanHable 0 cTabmIbHOCTH ™ *

3.2.P. JlexapcTBEHHBIH mpenapar

3.2.P
: Omnucanue U COCTaB JISKAPCTBEHHOTO TpernapaTa
3.2.P
) dapmarieBTHUECKas pa3paboTKa
3.2.P
21 CocraBHbIe BelleCTBA JEKAPCTBEHHOTO MperapaTa
3.2.P
)11 JlekapcTBeHHAast CyOCTaHITUS
3.2.P
BcnomorarenbHble BelliecTBa

2.1.2.
3.2.P .

29 JlekapcTBEHHBIH Mpemnapar
3.2.P

2ol PaspaboTtka cocraBa
3.2.P

299 M3numku
3.2.P .
293 DU3NKO-XUMHUYECKHE U OUOJIOTUYECKHe CBONCTBA
3.2.P

23 Pa3paboTka npou3BOICTBEHHOTO Ipoliecca
3.2.P

24 Cucrema ynakoBKa/yKyHopka



3.2.P Mukpo6uosoruueckie XapakTepHCTUKHU

2.5.
3.2.P C
OBMECTUMOCTh
2.6.
3.2.P
3 IIpoussoncreo
3.2.P
31 [IpousBoanTens (1)
32.P
CocraB Ha cepuIo
3.2
3.2.P
13 Onucanue MPOU3BOACTBEHHOIO MPOIiecca U KOHTPOJIA Tpoliecca
32.P .
34 KoHTpOIh KPUTHYECKUX ITAMIOB U IPOMEKYTOUHON PO TYKIIHA
3.2.P
15 [epBuuHast sKcTIEpTH3a MpoLecca 1/WIN ero OleHKa
3.2.P
4 KoHTpons BCTIOMOTaTeNbHBIX BEIIECTB
32.P
41 Crneunduxanuu
3.2.P
47 AHanuTHYECKHE METOINKU
32.P
43 [lepBuuHast SKCHIEpTH3a AHATUTHICCKUX METOAUK
3.2.P .
44 O06ocHoBaHue crieruduKanui
3.2.P
45 BcmomorarenbHbIe BEMIECTBA YeTOBEYECKOTO M JKUBOTHOTO TIPOUCXOKICHHS
32.P
46 HoBble BcrioMorarenbHbIe BEIIECTBA
3.2.P
5 KoHTpomns nekapcTBEHHOT0 Ipernapara
32.P
51 Crenmuduxanus ()
3.2.P
59 AHaTUTHYECKHE METOIUKH
Y TBepKACHHbBII HOPMATHBHBINA JOKYMEHT M0 KOHTPOJIIO KauecTBa M OE30MacHOCTH B JIEKTPOHHOM BUJIE
B (opmare doc (mpu mepeperucTpanuy JOIOJIHUTENHFHO KOIMHUIO YTBEPKJISHHOTO HOPMAaTHBHOTO
nokymeHTa B Peciyonmke Kazaxcran)
32.P
53 [epBuuHas sKcTIEpTH3a AHATUTHYECKUX METOIUK
3.2.P A .
HaJIM3bI Cepuil
54, P
3.2.P .
55 XapaKTepHucTHKa puMeceit
3.2.P

56 O6ocHoBanus crienudukarmun (i)



3.2.P Cranpaprable 00pasibl U BEIIECTBA

3.2.P
Cucrema ynakoBKa/yKyHopka

32.P
CTaOuiIbHOCTD

3.2.P

21 Pesrome 1 BBIBOZI O CTAOMIIBHOCTH

3.2.P TIIpOoTOKOI TOCTPETUCTPAIIMOHHOTO W3yYCHUS CTAOMIBHOCTH M 005S3aTeIhCTBA OTHOCHUTEIBHO
.8.2.  crabumpHOCTH

3.2.P

JlaHHBIE 0 CTAOUIILHOCTH
.8.3.
3.2.A. JlonoaHeHus

3.2.A
TexHu4eckue cpeacTsa u 000pyI0BaHHE

32.A
O]_ICHKa 0e30IMaCHOCTH OTHOCUTEIIBHO MMOCTOPOHHUX MHUKPOOPIraHU3MOB

32.A
HosBsle BcmomMorartenbHbIe BellecTBa

3.2.R. PerunonanbHas nHpoOpMaLys
3.3.  Komnwus ucrions30BaHHBIX JIUTEPATYPHBIX HCTOYHHKOB
Monyns 4. OT4eTHl 0 JOKIMHUYECKUX (HEKIMHUYIECKUX ) UCCIIETOBAHUAX
4.1.  Copnepxanue
4.2. Otuyers! 00 UCCIIEOBAHNH
4.2.1. ®dapmaxonorus

4.2.1.1
[epBuunas papmakoanHaMuKa

4.2.1.2
Bropuunas gpapmakoaiHaMuKa

42.13
dapmakosnorus 6€301MacHOCTH

4214 .
dapMakoJUHAMUUECKHE JIEKAPCTBEHHBIE B3aUMOICHCTBHUS

4.2.2. dapmMaKOKWHETHKA

4221 .
AHaNUTHYECKUE METOBI M OTUET OTHOCUTENBHO UX NMEPBUYHOMN 3KCTIEPTU3HI

4222
BcacreiBanne

4223
Pacnpenenenue

4224
Merabonuzm

4225
BriBenenue

4226 .
dapMaKOKHHETHYECKHUE JIEKapPCTBEHHBIE B3aUMOACHCTBUS (IOKINHHYECKHUE)



4.2.2.7

4.2.3.
4.23.1

4.2.3.2

4233

4234

4235

4.2.3.6

4.2.3.7

4.3.

5.1.
5.2.
5.3.

5.3.1.

5.3.2.

5.3.3.

5.3.4.

5.3.5.

5.3.6.
5.3.7.
54.

Jpyrue GpapMakOKMHETHIECKUE UCCIEOBaHNS

Toxkcukonorust

TokcHUYHOCTH MPU BBEICHUH OJJTHOKPATHOM 03Bl

ToKCHIHOCTD TP BBEACHUH IMTOBTOPHBIX 103

T'eHOTOKCHYHOCTE (I/IH-BI/ITPO; HNH-BUBO, TOKCUKOKMHETUYCCKYIO OHeHKy)

KaHneporeHHOCTb (TOJITOCPOYHBIE HCCIIEAOBAHNUS; KPATKOCPOUHBIE HIIH CPEIHECPOUHBIE HCCIICIOBAHMS)

PenpoaykTuBHAsE 1 OHTOTCHETHYECKAsh TOKCUYHOCTh: CIIOCOOHOCTh K BOCIHPOU3BEICHUIO MOTOMCTBA U

paHHee 3MOpPHUOHAIBHOE pa3BUTHE; Pa3BUTHE 3apOJbIlIa IJI0AA; BHYTPUYTPOOHOE M IOCIEPOIOBOE

pPa3BUTHE; UCCIICAOBAHUS, B KOTOPBIX MOTOMKaM (PacTyIIHe )KHUBOTHBIC) TaBAIX OMPEICICHHYIO 103y U/
WM OIICHUBAJIM B ATBHCHIIIEM.

MectHas NEPEHOCUMOCTD

J:[pyrI/Ie Hucciaea0BaHUsA TOKCUYHOCTU: QAHTUICHHOCTb, HUMMYHOTOKCHYHOCTH; MECXAHUYCCKUC
HUCCICOA0BAaHUA,; 3aBUCUMOCTD, MCTa6OJ’II/ITLI; IpuMeCH.

Konmst ncnonp30BaHHBIX TUTEPATYPHBIX HCTOYHIKOB

Monyns 5. OT4EThI 0 KITMHHYESCKUX HCCICTOBAHUAX U (MIH) UCTIBITAHUSIX
Copnepxanue

[lepeyeHb BceX KIMHAYESCKUX MCIBITAHUNA B BUJIC TAOJIHUIT

OTueThl 0 KIMHUYECKUX MCIBITAHUSIX

OTtueTsl 0 6HO(apMaleBTUICCKUX HCCIICIOBAHUAK: OTYET MCCIACIOBAHMIA 1O OHOJOCTYIMHOCTH; OTYET
CPaBHUTEJIBHBIX UCCICIOBAaHUI MO OHOJOCTIYHOCTH W OMO3KBUBAJICHTHOCTH; OTYET IO KOPPEISAIUU
WCCIICIOBAHUI WH-BUTPO WH-BUBO; OTYCT MO OMOAHATUTHYCCKIM U aHATUTUICCKAM METOIAM;

Otuetsl ucciaenoBaHuH Mo (apMaKOKWHETHKE NPH MCIOIb30BAaHHMHM OMOMAaTEpHAaIOB YEJIOBEKAa: OTYET
HCCIIEJOBAHNUN CBS3bIBAHMS C OeNKaMM; OTYET HCCIENOBaHUI MEYCHOYHOro MeTaboiau3Ma U
B3aUMO/ICHCTBHIL; OTYET MO UCCIEO0BAHUAM C HCIONb30BAHUEM OMOMATEpPHUANIOB YETIOBEKa.

OtueTsl 0 papMaKOKMHETHIECKUX HCCIEIOBAHMAX y YEOBEKA: OTIET MCCIeNOBAaHNH (hapMaKOKHHETHKH
y 3I0pOBEIX JOOPOBOJIBIIEB M HCCICHOBAHMIO NEPBHYHON MEPEHOCHMOCTH; OTYET HCCICIOBAHUI

(apMaKOKMHETHKH y MALMEHTOB U HCCIIEOBAHHIO IIEPBUYHON IIEPEHOCHMOCTH; OTYET UCCICTOBAHUH
BHYTpeHHero Qakropa GpapMakOKMHETHYECKUX MCCICAOBAHUI; OTUET UCCIIeOBaHUI BHELIHEro (akTopa
(bapMaKOKMHETUYECKHX HCCIIEJOBAaHUI; OTYET HCCIeNOBaHUN (apMaKOKMHETHKH B Pa3JIMYHBIX

TIOITYJISIINSX;

OtueTsl 0 (hapMaKOIMHAMIYECKUX MCCICIOBAHMAXK Y YEJIOBEKA: OTYCT MCCIICIOBAaHUH (hapMaKoIMHAMHUKH
u  (dapMaKOKHHETHKH/(QapMaKOIUHAMUKH Yy 3HOPOBBIX JTOOPOBOJIBIEB; OTYET HCCIEIOBAHUH
(hapMakoMHAMUKY U (apMaKOKHHETHKH/(hapMaKOANHAMUKY Y TAI[MEHTOB;

Otuetsl 00 HUCCICAO0OBaHUHN 3(1)(1)6KTI/IBHOCTI/I 1 0e30MacHOCTH: OTYET KOHTPOJIMPYCMBIX KIIMHUYCCKUX
I/ICCJIe,I[OBaHI/Iﬁ TI0 3asABJICHHBIM ITOKa3aHUAM,; OTYET HEKOHTPOJIUPYEMBIX KIMHUYECKUX I/ICCJISZ[OBEIHI/H\/'I;
OTYCTHhI aHaJIu3a JaHHBIX Ooiee uem OJHOT'O HMCCJIICOAOBAHHUA, BKIIIOYas JO0BIC q)OpMaJIBHLIe
HHTECTPpUPOBAHHBIC AaHAJTU3bI, METaaHAJIMU3bl U TNTCPEKPCCTHBHIC aHaliu3bl; OTYCTHBI 110 JAPYTIUM
HCCIICJOBAHUAM

OT4eTsI 0 NOCTPErHCTPAUOHHOM OIBITE IPUMEHEHUS
OO0pa3ibl MHOUBUYAIBHBIX PETUCTPAIMOHHBIX (JOPM U MHAMBU/IYaJbHbIC CIIUCKH NAlMEHTOB

Komus ucmoan30BaHHBIX JINTEPATYPHBIX HCTOYHUKOB



[Ipumeyanue:

* Ilpu mpoajieHuu cpoka JEUCTBUS PETUCTPAIMOHHOTO YJIOCTOBEPEHHS,
BBIJIABAEMOTO YIIOJTHOMOYEHHBIM OPTaHOM B 00JIaCTH 37paBoOXpaHeHus: PecryOnuku
Kazaxcran B coorBerctBuu c IIpaBuiaMu ToOCyJapCTBEHHOM pPEruUCTpalluH,
NEePEPETUCTPALIMU U BHECECHUSI U3MEHEHUU B PETUCTPAIIMOHHOE 10ChE JIEKAPCTBEHHOTO
CpelCTBa, HW3JACIMNA MEIULIMHCKOIO Ha3HAYCHUS WU MEAULHUHCKOW TEXHUKH,
YTBEPKIECHHBIMU TTpuKa3oM MuHuctpa 3npaBooxpanenus Pecnybnuku Kaszaxcran ot
18 nHos6pst 2009 Troma Ne 735 (3apeructpupoBaH B PeecTpe rocymapcTBEHHOM
perucTpalu HOPMATUBHBIX MPAaBOBBIX akTOB moa Ne 5935) npenocTaBisitOTCS YacTH
I[-II nanHOTO MIEpPEYHS.

**MuHUMaTbHBIN 00bEM CBEJICHHM, HEOOXOAUMBIHN ISl TPEACTaBICHUS B pa3jielie
3.2.8.
Ecnu oTnenpHble YacTH JOKYMEHTAllMM HE BKJIIOYEHBI B JOChE, B
COOTBETCTBYIOIIEM pa3zjieie He0OX0AUMO PEACTaBUTh OOOCHOBAHHUE.

Jlns mpenapaToB >KMBOTHOTO MPOUCXOXKIEHUS B pazaerne 3.2.S HeoOXoaumo
NpEACTAaBUTh CIEAYIOIIUE JOMOJIHUTEIbHBIEC CBEICHUS: JaHHbIE OTHOCUTEIILHO BUJIA,
BO3pACTa, pallMOHA )KUBOTHBIX, OT KOTOPBIX MOJYYEHO ChIPbE; JAHHBIE O XapakTepe (
KaTeropur) TKaHU, U3 KOTOPOU TMOIYUYEHO ChIpbE JIJIsi TPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara, ¢ TOUYKU 3pEHUsI €ro OMACHOCTH OTHOCUTEIBHO COJEPXAHHS MPUOHOB;
TEXHOJIOTUYECKasi cxema O0OpabOTKH ChIpbSd C YyKa3aHUEM OJKCTPAareHTOB U
TEXHOJIOTUYECKUX MapaMeTPOB; METOJIbI KOHTPOJISI KAUeCTBA ChIPhS, BKIIIOUAST METO/IbI
BBISIBJICHUSI TPUOHOB B JIEKAPCTBEHHOM Tpenapare (IIpu HEOOXOJUMOCTH).

JlommyckaeTcs nmpeaocTaBieHUEe JTOKyMEHTOB Moayment 3, 4, 5 Ha aHTMJIMMCKOM
SI3BIKE C TIEPEBOJIOM Ha PYCCKH S3bIK CIEAYIOMIMX pa3enoB Moayis: cnenupukaiim
(3.2.P.5.1.), ananutuueckue metoauku (3.2.P.5.2.), obocHoBanue cnenudukamnmii (3.2.
P.5.6.).

[punoxenne 4
k IIpaBunam npoBeneHus
9KCTIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB

IlepeueHs mperOCTaBIIEMBIX MATEPHAIIOB PETHCTPAIHOHHOrO JOCKHE B
3aBHCHMOCTH OT BHJIa JIEKAPCTBEHHOI'O CPEJICTBA

1. Bocripon3BeneHHbIN JTEKapCTBEHHBIN ITpenapar
1.1 Jlns BoOCHpOU3BENECHHBIX JEKAPCTBEHHBIX IMpPENapaToB JIaHHbIE
(apmarieBTUYECKOM pa3paOOTKH MPEACTABIAIOTCS B CPABHEHUH C OPUTHHAIBHBIM WIIH
pedepeHTHBIM MpenapaToM.
JUist ToKa3aTenbCTBa SIKBUBAJIEHTHOCTU T€HEPHUKA C OPUTHHAIBHBIM (pehepeHTHBIM
) mpenapatoMm B Moxayne 5 dopmara OT/ unu ywactu IV IlepedHss 1OKyMeHTOB,
IPeIOCTaBISAEMbIX JIsl KCHEepTU3bl npousBoautensimu Pecnyonuku Kazaxcran (nanee



- IlepeueHb) B pErucTpallMOHHOM JOCh€ TE€HEPUKAa B 3aBUCHUMOCTH OT
(hapMaKkoJIOrM4eCKUX CBOMCTB U JICKAPCTBEHHOU (POPMBI MPETOCTABIISIOTCS:

1) oTueT cpaBHUTENBHBIX (PAPMAKOKUHETUUECKUX UCCIIEIOBAHUM (MCCIETOBAHUS
OMOAKBUBAJICHTHOCTH);

2) OTYET CPaBHUTEIBHBIX (DapMAKOTUHAMUYECKUX KIMHUISCKUX UCCIICIOBAHUN;

3) oTUeT CPaBHUTEIBHBIX UCCIIECIOBAHUN TEPANIEBTUUECKON SKBUBAJICHTHOCTH;

4) OTYeT CPaBHUTEIILHBIX UH-BUTPO UCCIIETOBAHUI;

O6ocHOBaHKE BHIOOPA UCCIIEIOBAHUS SKBUBAJICHTHOCTH MPOBOIUTCS:

1) st AeKapCTBEHHBIX CPEACTB, I KOTOPBIX BO3MOXKHO MOJYYUTh U3MEPSIEMbIC
KOHIIEHTpAllUl aKTUBHOTO BEIIECTBA B OMOJOTMYECKOW KUIKOCTH (IJIa3Ma, MOYa),
MPEACTABISIOTCS OTYETHI CPABHUTENIBHBIX (PapMaKOKMHETUYECKUX UCCIICIOBAHUI;

2) nnd JEKapCTBEHHBIX CPEACTB, MJISI KOTOPHIX HEBO3MOXKHO IMOJYYHUTh
u3MepsieMble KOHIICHTpAllMM AaKTHUBHOTO BEHIeCTBA B COOTBETCTBYIOUIEH
OMOJIOTUYECKON  KUAKOCTH, MPEJCTABISIOTCS  OTYEThl  CPaBHUTEIbHBIX
dbapmMakoAMHAMUYECKUX KIMHUYECKUX UCCIIEOBaHUM;

3) s JIeKapCTBEHHBIX CPEJCTB, JJISi KOTOPBIX HEBO3MOXKHO OMPEICIUTh
dbapMakoKHHETHYECKUM Npodwiib, HAWUTH TpueMieMble (HapMaKOIUHAMHYECKUE
KOHEYHbIE TOYKM AaKTUBHOTO BEIIECTBA, MPEACTABIAIOTCS OTYEThI CPAaBHUTEIbHBIX
KJIIMHUYECKUX UCCIEAOBAaHUN TEPANIEBTUUECKON SKBUBAJICHTHOCTH;

4) npoueaypa 6uoBeiBep AJIs JIEKAPCTBEHHBIX CPEJICTB CUCTEMHOIO IEUCTBUS JJIs
OpajJbHOTO TPUMEHEHUS C HEMEIJIECHHBIM BBICBOOOXKAECHHUEM, COAEPIKAIMIUX
cyocranmuu kiacca I u Il 6uodapmanesrudeckoit cucremsl kinaccudukaiuu (BCK).

2.2. Ot 3asgBUTEN, UMEIOWIETO0 JOKYMEHT, MOATBEPKIAIOIINI COOTBETCTBUE
IPOU3BOJCTBA HaJJIeKaIIEH MPOU3BOACTBEHHOMN mnpakTuke PecnyOnuku Kazaxcran,
crpan-pernoHoB  ICH, MexayHapogHOW  CHCTEMBI  COTPYAHUYECTBA
dapmanesTudyeckux uncnekuuii (PIC/S) He Tpebyercs mpemocTaBieHUE OTYETOB
UCCJIEIOBAaHUM SKBUBAJICHTHOCTH BHYTPH OpraHu3Ma (MH BUBO) MPU YCIOBUH, YTO:

1) nekapcTBEeHHBIE CPEACTBA VISl MAPEHTEPATBLHOrO MPUMEHEHHUS (BHYTPUBEHHO,
NOJAKOXHO WM BHYTPHUMBIIIEYHO) B BHUJIE€ BOJHBIX PAacTBOPOB, COJEPKAIIUX
OJINHAKOBBIM KaYECTBEHHBIN M KOJIUYECTBEHHBIN COCTaB aKTUBHOI'O BEIIECTBA, UTO U
pedepeHTHBI Tpenapar, ¢ OJWHAKOBBIMU HWJIU TMOJOOHBIMH BCIIOMOTATEIbHBIMU
BEIIIECTBAMH B CPAaBHUBAEMBIX C peepeHTHBIM MpenapaToM KoHIeHTpauusx. [Ipu
ATOM, HEKOTOPBIE BCIIOMOTATENIbHBIC BEIIECTBA (B YACTHOCTH OydepHBIE PacTBOPHI,
KOHCEpPBAHThI, AHTUOKCUIAHTHI) OTJIMYAIOTCS MPU YCJIOBUH JI0KA3aTEJILCTBA JTHOOBIM
CrocoOOM, YTO B JIaHHBIX KOHIICHTPAIMSAX OHU HE BJIMSIOT Ha 0€30MacHOCTh U (WIIH)
3(PEKTUBHOCTh JIEKAPCTBEHHOTO CpelAcTBa (MCKIIOUEHHE — IMpenaparhl >kelesa,
AMHUHOKHUCIIOT, TPOW3BOJHBIE Kpaxmaia, >MXKeJaTHHa, KOMIUIEKCOOOpasyroIme
npenaparhl);



2) nekapCTBEHHBIE CPEJCTBA Il MpUEMa BHYTPb U MpUMEHseMble B dopme
BOJIHBIX PAaCTBOPOB, COAEPKAIIME OJWHAKOBBIM KAUYECTBEHHBIM U KOJIUYECTBEHHBIN
COCTaB aKTHBHOTO BEIECTBA, YTO U pedepeHTHHIN Mpemapar, ¢ OAMHAKOBHIMU WIIH
MOJOOHBIMU BCIIOMOTATEJILHBIMA BEIIECTBAMU B CpPaBHUBAEeMbIX pe(epeHTHBIX
npenaparax;

3) nekapcTBEHHbIE CpPeACTBA B (pOpMe MOPOIIKOB JIJIsi MIPUTOTOBICHUS BOAHBIX
pPacTBOPOB, €CJIM PAaCTBOP OTBEUAET TPeOOBAHUSAM MOAMYHKTOB 1) MM 2) HACTOSAIIETO
IIYHKTA;

4) nekapCTBEHHbBIE CPECTBA, KOTOPHIC SIBISIOTCS Ta3aMH;

5) ylIHbIE€ WIH IJ1a3HbIE JIEKAPCTBEHHBIE CPEACTBA, U3TOTOBJIECHHBIE B BU/IE BOJAHBIX
pPAacTBOPOB, COAEPKAIIUX OJWHAKOBBIM KAYECTBEHHBIM M KOJIMYECTBEHHBIA COCTaB
AKTUBHBIX BEIECTB, YTO U peEepEeHTHBIN Mpemapat, ¢ OTMHAKOBBIMH WIIA TTOJ00OHBIMU
BCIIOMOTaTEIbHBIMU BEILIECTBAMU B CPAaBHUBAEMbBIX C pe(epeHTHBIM MpernapaToM
KOHIIeHTpanusX. [Ipu 3ToM, HEKOTOpbIE BCIIOMOTaTelbHbIE BEIIECTBA (B YaCTHOCTHU
OydepHble pacTBOpPHI, KOHCEPBAHTHI, BEIIECTBA, KOPPEKTUPYIOIINE TIOTHOCTh, WIH
3aryCTUTEIIN) MOTYT OTJIMYAThCS TIPU YCIOBUU JOKA3aTEIhCTBA JIIOOBIM CITIOCOOOM, UTO
B JIaHHBIX KOHIIGHTPAIIMAX OHU HE BIUSIOT Ha 0€30MacHOCTh U (Win) 3PHEeKTUBHOCTD
JIEKapCTBEHHOI'O CPEJICTBA;

6) JeKapCTBEHHBIE CPEICTBA MECTHOTO ACHCTBUSA B BHJE BOJHBIX PacTBOPOB,
COJEpIKAIIUX OJAWHAKOBBIM KAYECTBEHHBIM U KOJMYECTBEHHBIM COCTAaB AKTHUBHBIX
BEIIECTB, 4YTO U pedepeHTHbId mpenapar, ¢ OJWHAKOBBIMU WM MOJOOHBIMU
BCIIOMOTaTEIbHBIMU BEIIECTBAMU B CPAaBHUBAEMBIX C pe(EepeHTHBIM MpernapaToM
KOHIIEHTPALUX;

7) JeKapCTBEHHBIE CPENICTBA, KOTOPHIE SBJISIOTCS BOJHBIMH PACTBOPAMHU U
npeIHa3HAuYeHbl IS WHTAISIUN HeOynal3epoM WM B BHUJAE Ha3albHBIX CIIPEEB,
IIPUMEHSEMBIE C TMOMOIIBIO NPAKTUYECKH OJUHAKOBBIX YCTPOMCTB JOCTAaBKHU
JIEKApPCTBEHHOTO CPEACTBA M COJEp)KAllMe OJMHAKOBBIM KAauyeCTBECHHBIM U
KOJINYECTBEHHBIN COCTAB aKTUBHBIX BEIIECTB, TAKUE K€ BCIIOMOTaTEIIbHBIE BEIIECTBA B
CpPaBHUMBIX KOHLEHTpALUAX, YTO U pedepeHTHhIN npenapat. [Ipu 3ToM HEeKoTOpbIE
BCIIOMOTaTEIbHbBIE BEMIECTBA MOTYT OTJIMYATHCS MPU YCIOBUM JOKA3aTEIbCTBA JIFOOBIM
CrocoOOM, YTO B JIaHHBIX KOHIICHTPAIMSAX OHU HE BIMSIOT Ha 0€30MacHOCTh U (WIIH)
3 PEKTUBHOCTD JIEKAPCTBEHHOT'O CPEACTBA (MCKIIIOUEHUE — IpenapaThl, COACpKaIINe
TOPMOHBI, TIPENapaThl C MPOTUBOOOCTPYKTUBHBIM JICUCTBHEM);

8) JeKapCTBEHHBIE CPEACTBA CUCTEMHOTO JEHCTBUS B BUEC BOAHBIX PACTBOPOB IS
PEKTAJbHOTO WJIM BarvuHaJbHOTO MPUMEHEHMS, COACpPKAIIUX OJUHAKOBBIN
KaueCTBEHHBIH U KOJMYECTBEHHBI COCTaB aKTHUBHBIX BEIIECTB, UTO U peepeHTHBIN
npenapar, ¢ OJWHAKOBBIMH WJIM TMOJOOHBIMH BCTIOMOTATEIbHBIMH BEIIECTBAMH B
CpaBHUBAaEMbIX ¢ pedepeHTHBIM IMpernapaToM KOHIEHTpaUUsIX, HEKOTOpbIe
BCIIOMOTaTEIbHbBIE BEIIECTBA MOTYT OTJIMYATHCS MPU YCIOBUM JOKA3aTEIbCTBA JIFOOBIM



CrocoOOoOM, YTO B JIaHHBIX KOHIICHTPAIMSIX OHU HE BJIMSIOT Ha 0€30mMacHOCTh U (WIIH)
3 PEKTUBHOCTD JIEKAPCTBEHHOT'O CPEJICTBA;

9) nekapcTBEHHBIE CPEACTBA MPOU3BEACHBI B YCIOBHUSAX MOJHOTO mepeHoca (
Tpancdepa) MPOU3BOJCTBEHHBIX W TEXHOJOTHYECKUX TIporieccoB B PecmyOnnky
Kazaxcran.

2.3. 3asgBUTENb MPEAOCTABISET J0KA3aTeIbCTBA YKBUBAJECHTHOCTH MH-BUBO B
cllydae, Korja CyHIeCTBYET PUCK TOTO, UTO BO3MOKHBIE Pa3aIudusi B OUOJOCTYTHOCTH
MOTYT TPUBECTH K TEPANEeBTUYECKONW HEIKBUBAJICHTHOCTH TIE€HEPUKA
pedepenc-npenapary:

1) nekapcTBEHHBIE CPEICTBA CUCTEMHOTO JEHUCTBUS /ISl OPAIBHOTO IPUMEHEHUS C
HEME/JICHHBIM BBICBOOOXKJIEHHEM, €CJIM K HUM MPUMEHEHBI OJWH WU HECKOJIbKO
CIEAYIOUIUX KPUTEPHUEB:

Y3KUH CIIEKTpP TeparneBTUUYECKOro AercTBus (mpeaen 3¢ eKTUBHOCTL/0€30MacHOCTh
), KPyTOI HAKJIOH KpUBOMU 71032 - OTBET;

JOKYMEHTAJIbHO TOATBEPKACHHBIE MPOOJIEMbl MO OUOAOCTYNHOCTH WU
OMOHEIKBUBAJIEHTHOCTH, CBSI3aHHBIC C AKTUBHBIM BEIIECTBOM WM €€ dopmaMu (He
MMEIOIINX OTHOUIEHUS K PACTBOPEHUIO);

JAHHBIE O TOM, YTO HAa OMO’KBUBAJICHTHOCTh MOTYT BIHATH MOJIUMOPDU3IM
AKTUBHOT'O BENIECTBA, BCIIOMOTAaTEIbHBIE BELIECTBA, O KOTOPBIX M3BECTHO, YTO OHU
BIUSIIOT Ha MPOXOXKACHUE B JKeIylo4yHO-KuiieuHoMm TpakTe (nmanee — XKKT),
nporuraemMocth B JKKT u, Takum 00pa3om, Ha abCcopOIuo u (Win) CTaOMIBHOCTD
aktuBHOTO BemecTBa B JKKT;

2) JIeKapCTBEHHbIEC CPEJICTBA CUCTEMHOTO JEHUCTBUSA, HE MPEJHA3HAYCHHBIC MJIS
OpAJIbHOTO WJIM MMAapEHTEepPaJbHOTO MNPUMEHEHUs (Takue, Kak TpaHCAEepMalibHbIC
MJIACTBIPU, CYNIIO3UTOPHUU, HUKOTHHOBBIC JKE€BATEIbHBIE PE3UHKH, T'EIN TECTOCTEPOHA
U TpaHCIepMaIbHbIC KOHTPAIIEITUBEI);

3) nekapCTBEHHBIE CpPEJICTBA CUCTEMHOTO ACHCTBUS ¢ MOAUGUIIMPOBAHHBIM (
MPOJIOHTUPOBAHHBIM, 3aM€E/IJICHHBIM ) BLICBOOOXKICHUEM;

4) nexkapCTBEHHBIE CpEJICTBA CHUCTEMHOrO JEUCTBUS C (PUKCUPOBAHHOMU
KOMOUHAIMEN, B KOTOPBIX KAaK MUHUMYM JIJIS1 OJTHOTO aKTUBHOTO BEIIECTBA TpeOyeTcs
MIPOBEJICHUE UCCIIEI0BAHMS HH-BUBO;

5) nexkapcTBEHHbIE CPEJCTBA HECUCTEMHOIO JIEUCTBHUS, B YACTHOCTH JJIsl OPATIBLHOTO
, HA3aJIbHOTO, O(PTAIBMOJIOTHYECKOTO, IEPMATOIOTUYECKOTO, PEKTATbHOTO WIH
BarMHaJIbLHOIO TMPUMEHEHUS, 0e3 CHUCTEMHOU abCcopOIMU, KOTOPhIE HE SIBISIOTCS
BOJIHBIMM pPacTBOpaMHU; B TAaKOM CJIy4a€ HSKBHUBAJICHTHOCTH JIOKA3bIBAIOT IYyTEM
IPOBEJCHUS, CPABHUTEIBHBIX KIMHUYECKUX HCCIEIOBAHUN TepaneBTUYECKON
SKBUBAJICHTHOCTH WU dbapMakoAUHAMHUYECKUX UCCIIeIOBAHUM,
nepMatoapMakOKHHETUIECKUX UCCIEOBAaHUMN U (UITK) UCCIIEIOBAHUN UH-BUTPO;



6) 1 TeHEepUKa, aKTUBHOE BEILIECTBO KOTOPOTO MPEJCTABIEHO APYroil COJbBIO,
3(UpOM WIHM MPOU3BOJHBIM aKTUBHOTO BEILECTBA 3apPErHCTPUPOBAHHOTO Ipernapara,
IPEAOCTABISIOTCS OTUYETHl COOTBETCTBYIOIINX JOKIMHUYECKUX U (UIIN) KIMHUYECKUX
UCCIe0BaHUM/UCCIIeIOBaHUM OMOIKBUBAJICHTHOCTH, JOKAa3bIBAIOIIME OTCYTCTBUE
U3MEHEHUI B (papMaKOKMHETUKE, papMaKOIUHAMUKE U (MJIM) TOKCUYHOCTU F€HEPHKA,
B CIlly4ae HEMpPEICTABICHHS TaKUX JI0KA3aTENbCTB, JAHHOE BEIIECTBO paccMaTpUBACTCS
KaK HOBO€ aKTMBHOE BEILIECTBO.

2.4. ]lnsg TEeHEpUKOB B TBEPJIBIX JEKAPCTBEHHBIX (OpMax HEMEIICHHOTO
BBICBOOOKICHUS JUIsl TPUEMa BHYTPb U KOHIIEHTpAIMs aKTUBHOTO BEIIECTBA, KOTOPHIX
u3MepsieTcss B OMOJOTMYECKHX >KHAKOCTSIX oOpraHu3ma (IjiasmMa KpOBH, MOYa)
PEIOCTaBISAIOTCS JaHHbIE UCCIIEJOBAaHUN OMOIKBUBAJIEHTHOCTH.

I TeHEepUKOB B TBEPABIX JIEKAPCTBEHHBIX (OpMax HEMEIJIECHHOTO
BBICBOOOXKICHUS JUIsl TpreMa BHYTPb, KOHIEHTPAIIMIO aKTUBHOTO BEIIECTBa KOTOPOTO
HEBO3MOKHO MU3MEPUTH B OMOJIOTMYECKUX JKUJIKOCTSIX OpraHu3Ma, MpeaoCTaBISIOTCS
JAHHBIE CPABHUTENIBHBIX (hapMaKOJUHAMUYECKUX KIMHUYECKUX HCCIETOBAHUN WIIH
VCCIIENOBAaHNN CPABHUTENBHON TEPANIEBTUYECKON YKBUBAJIEHTHOCTH.

2.5. PerucTpanimoHHbie MaTepualbl Ha TEHEPUKH, PETUCTPUPYEMBIE 10 MTPOLIEAYPE
OuoBelBep:

2.5.1. B cnyudae cyOcrannmii kiacca [ u [II BCK ynoBieTBOpSIOT Cieayromnmm
YCIIOBUSIM:

1) nokazaHo, 4TO cyOCTaHIMs JIEKAPCTBEHHOI'O CPEJICTBA XOPOIIO PACTBOPUMA U
noJiHOCThIO abcopbupyercs (knacca [ u III BCK);

2) ouensb ObicTpas (> 85 % B TedyeHue 15 MUH) UM OJMHAKOBAsE PACTBOPUMOCTH (
85 % B Teuenue 30 MUH) UH-BUTPO TECTUPYEMOTO U pedEPEHTHOTO JEKAPCTBEHHBIX
CPEJIICTB MPOJIEMOHCTPUPOBAHA B TPEOYEMBIX YCIOBUSIX;

3) BcoMorareiabHbI€ BEHIECTBA, KOTOPHIE BIHUSIOT HAa OUOJOCTYMHOCTb,
OJIMHAKOBBI KOJJMYECTBEHHO U KAUECTBEHHO C PEPEPEHTHBIM MTPEenapaToM.

B pazpene 5.3.1 Mmonyns 5 npenocraBiseTcs MOJHAS JOKYMEHTALMS UCCIEA0BAHUS
pPacTBOPEHUS HH-BUTPO:

1) obocHOBaHue mpouenypsl OMOBENBEP, KAK albTEPHATUBBI CPABHUTEIBHBIX
(hapMaKOKMHETUYECKUX HCCIEAOBAHUNM C Y4YacTHEM 4YeJOBEKa: OIEHKa PHCKOB,
J0Ka3aTeNbCcTBa (PapMalleBTUYECKOW SKBUBAJIEHTHOCTH, OINKCAHHME JIEUCTBYIOLIETO
BEIIeCTBa UCCIEIYEMOro U pehepeHTHOM mpernapare, TEXHOJIOTHYECKOTo IMpolecca,
BCIIOMOTATEJIbHbIE BEUIECTBA, KOTOPHIE MOTYT BIMITH HA OMOAOCTYIHOCTH SIBJISIOTCS
Ka4eCTBCHHO M KOJMYECTBEHHO OJMHAKOBBIMHU B TEHEPUKE U B pedepeHTHOM
npenapare;

2) OpOTOKOJ UCCIEAOBAHUS, TaHHbIE A0cOpOIMHU (TPOHUKAEMOCTH) ACHCTBYIOIIETO
BEILIECTBA;



3) undopmaius o cepusix TECTUPYEMOro (cepus, Jlata MPOU3BOACTBA, CPOK
TOJIHOCTH, 00bEM CEpHUH, KOJIMUECTBEHHOE OINpPEEIICHUE ACHCTBYIONIETO BEIIECTBA) U
pedepeHTHOrO0 (MCTOYHHK pedepeHTHOro IMpemnapaTra, Cepusi, CPOK TOJHOCTH,
KOJIMYECTBEHHOE ONpeJIETICHUE ICUCTBYIONIETO BEIIECTBA) PENapaTos;

4) onucanue U 000CHOBaHHE BHIOOPA SKCIEPUMEHTAIBHBIX YCIOBUN WH-BUTPO
uccieaoBaHus (yCloBUs MOATOTOBKHU CpeJ AJisi PacTBOPEHHSs, METOJl oTOopa mpoo,
ONKCAHUE AHATUTUYECKON METO/1a U TPOOOIOATOTOBKH);

5) Banmuaanus METOJIMK OIPEACIICHUS B KaXKI0M Cpejie ¢ IEPBUYHBIMU JAHHBIMH;

6) XxpoMaTorpaMMbl BO BCEX BPEMEHHBIX TOUKaX 3a00pa mpo0 A K0 Cpebl;

7) UTOrOoBas CTAaTUCTUKA: PACCUYMTAHHBIE JAHHBIE JIOIIA/ICH MTUKOB, KOHIEHTPALIUH
, Tpaduku, pacuer pakTopa noaoous

[Iponienypa OnoBeliBep MpUMEHSETCS B CIydae MACHTUYHOCTH JCHCTBYIOIIETO
BEILIECTBA B HCCIEAyeMOM U pepepeHTHOM IMpernapare, Takke, KOorjaa IMpenapaThl
COAEpKAT pa3IUYHbIE COJIM AEHUCTBYIOIIErO BEIIECTBA, KOTOPBIX OTHOCATCA K [ m 11
kiaccaM BCK (Bbicokasi pacTBOPUMOCTH U TIOJIHAsE a0copOIus).

Onenka axTopa mogo0oust IPOU3BOAUTCS C YUETOM CIEAYIOIINUX YCIOBUM:

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

2) BpeMEHHbIE TOYKH OJMHAKOBBI /i1 000MX Mpenaparos;

3) nBeHaAATh UHAWBUYATbHBIX 3HAYCHUN IS KaXJ0i BPEMEHHOUN TOUYKHU IS
Ka)KJIOTO Mpernapara;

4) me Oonee OJHOrO cpenHero 3HaueHus > 85% pacTBopeHuUs AJis JTH0O0TO
npenapara;

5) OTHOCUTEIBHOE CTAHIAPTHOE OTKIOHEHUE WIIA KOA(PPUIIMEHT BapHaliu JIFOOOr0
npenapara JoJKHO ObITh MeHbIe 20% 115 epBoii Touky U MeHblie 10% HaunHas co
BTOPOM J10 NIOCJIEAHEN BPEMEHHON TOUYKH.

2.5.2. B caydae AOTOJHUTEIbHON HO3UPOBKHU, YIOBIECTBOPSIOT CIEAYIOIINM
YCIIOBUSIM:

1) onmHakoOBBIA MPOU3BOJCTBEHHBINM MpolEeCcC s Pa3HbIX TO3UPOBOK
JIEKAPCTBEHHOTO CPECTBA;

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

3) KOJIMYECTBEHHO MPONOPIUOHAIBHBIN COCTaB, TO €CTh COOTHOILICHHE MEXIY
KOJIMYECTBOM Ka)JOTO HAMOJHUTENS K KOJUYECTBY aKTHBHOI'O BEIIECTBA JIOJKHO
OBITh OJAMHAKOBO ISl BCEX JTO3MPOBOK (32 MCKIIOYEHHEM KOMIIOHEHTOB MOKPBITHS
000JI0YEK KarcyJs, KpacuTellel U BKYCOBBIX T00ABOK).

[Ipy HanM4uM pasHULBl B ITPONOPUUOHAIBHOCTA KOJIHUYECTBEHHOTO COCTABA
Pa3HbIX JO3UPOBOK JIEKAPCTBEHHOI'O CPEJICTBA, YCIOBHUE MOJAIMYHKTAa 3) HACTOSIIETO
IyHKTa CUUTACTCS BBITIOJHEHHBIM, €CJIM yCIOBUS MOANYHKTOB 1) u 2) unu 1) u 3)
HACTOSIIEr0 IMYyHKTa BBIMOJHAIOTCA OTHOCUTEIBHO JTO3UPOBKHU JIEKAPCTBEHHOTO



CpelCTBa, UCIOIb3yEeMOr0 B UCCIIEIOBAHNN OMOIKBUBAJIIEHTHOCTH U JO3UPOBOK, JJIs
KOTOPBIX paccCMaTpUBaeTCsi OMOBEUBED:

1) KoMMYEeCTBO aKTUBHOTO BEIIECTBA (BEILECTB) cOCTaBisieT MeHee 5% OT Beca
siipa TabJIeTKU, UK Beca COJIEPKUMOTO KaTlCyJIbl;

2) OJIMHAKOBBIN KOJUYECTBEHHBIN COCTaB Pa3JIMUYHBIX BCIIOMOTATEIbHbBIX BEIECTB,
BXOJIAIIUX B SIAPO TaOIETKU, WU COAEPKUMOE KaTCyJIbl JUIsl pPA3HBIX I03UPOBOK;

3) KOJIMYECTBO HAMOJHUTEIS U3MEHSETCS B COOTBETCTBUU C U3MEHEHHUEM
KOJIMYECTBA aKTUBHOTO BEIIECTBA; KOJIMYECTBO JIPYTUX BCIIOMOTATEIbHBIX BEIIECTB B
sape TaOJNIeTKU WU COAEPNKUMOTO KAICyJbl JOJKHO OBITh OJWHAKOBBIM JIJIS
paccMaTpUBAEMBbIX PAa3HBIX JI03UPOBOK.

2.6. AexBaTHOCTH OTKa3a OT [JOIOJHHUTEJIBbHBIX MCCIIEIOBAaHUHN
OMOSKBUBAJIGHTHOCTHU TOATBEP)KIACTCS COOTBETCTBYIOIIMMHU JAHHBIMU PACTBOPCHUS
UH-BUTPO:

1) cxoacTBO pacTBOPEHUSI UH-BUTPO HEOOXOIUMO MPOAEMOHCTPUPOBATH JIJIsl BCEX
yciaoBui pH u ¢ mapTusMu JEeKapCTBEHHOTO CPEICTBA, MCIOJIb30BAHHBIX B
UCCIIEIOBAaHNUU, TO €CTh MEXAY JOTMOJHUTEIbHOM 030U M J1030M JIeKapCTBEHHOM
CpelcTBa ISl MCCIIeIOBaHNs OMOIKBUBAICHTHOCTH;

2) npu 3HaueHusIx pH, korna He yaaercst J0CTUYb HAJISKAIEr0 paCTBOPEHUS IS
BCEX JIO3UPOBOK JIEKAPCTBEHHOTO CPEACTBA, TO PACTBOPEHHUE WH-BUTPO OBIBACT
Pa3IUYHBIM ISl Pa3HbIX JO3UPOBOK; MIPU 3TOM HEOOXOIUMO MOATBEPAUTD, UTO TaKas
pa3HUIla BO3HUKAET 3a CUET JICKApCTBEHHOU CyOCTaHIIMU, a HE 3a CYET COCTaBa
npenapara, MpoBelii CPaBHEHHE C COOTBETCTBYIOIIECH O3MPOBKOM pedepeHTHOro
JIEKApCTBEHHOTO CPEJICTBA.

2. 'mOpuaHbIi TeKapCTBEHHBIN TIpernapaT

JIst rocy1apCTBEHHOM perucTpalu TMOPUIHOTO JIGKAPCTBEHHOIO IMpenapara
NPEAOCTABISIOT CIEIYIOIINE IaHHbIE:

B Monayne 1 nim Yactu I Ilepeuns 3asgBUTENb NMPEICTABISIET KPATKYIO
uHpopmanuio, 0000maOmMy0 000CHOBaHUA © (aKThl, YTO TMpemnapar, s
PEruCTpali KOTOPOTO MOJAETCs 3asBJICHUE, SBIISICTCS THMOPUIIHBIM IMpenapaToM 0
OTHOILIEHUIO K COOTBETCTBYIOIIEMY pedepeHTHOMY mpemnapary. O0001eHue CoaepKUT
uHpopManHuio O TMpemnapare, AaKTUBHOM QapMarleBTUYECKOW CyOCTaHIUH,
JeKapCTBeHHON (opme, T03UpOBKAX, MOKA3aHUAX K MPUMEHEHUIO, CrocoOe
NPUMEHEHHUSI 10 CpaBHEHHMIO C pedEepeHTHBIM IMpemnapatoM, a TakKxke, MpH
HEOOXOJAMMOCTH, CBEICHUS O OMOJOCTYNMHOCTH U OMOIKBUBAJICHTHOCTH JaHHOIO
npermapara.

B onpeneneHHbIX ciayyasx TpeOyeTcs MIaH yIpaBJIeHUs] pUCKAMH.

B cnyyae oTCyTCTBHSI ONpEAECICHHBIX 3JEMEHTOB CIEIYET MPEICTABUTH
000CHOBaHUE UX OTCYTCTBHS B COOTBETCTBYIOILIEM pa3/ielie.



B 0030pe noKIMHUYECKHX U KIIMHUYECKUX JTaHHBIX yAENIeTcsl 0c000e BHUMaHUE
CJIEIYIOLUM 3JIEMEHTaM:

pe3toMe mpoduis mpruMecei akTUBHOTO BEIIECTBA (M B COOTBETCTBYIOLIUX CIyYasx
, BO3MOXXHBIX TIPOJIYKTOB Pa3jOKEHHUS, 0Opa3yIOIIMXCA MPU XPAHCHHH) B CEPHIX
npernapara, KOTOPBIA MOJUISKUT peaan3alu Ha (hapMaIieBTHUECKOM PhIHKE;

OOHOBJICHHE JTUTEPATYyPHBIX MyOJIUKAIIMi MO aKTUBHOMY BEIIECTBY B paMKax
HACTOSIICH 3asBKHU HAa PETUCTPALINIO; TAaHHOE TPEOOBaHHUE BBHIMTOIHSACTCS ITyTEM CCHIIIOK
Ha CTaThH B PELICH3UPYEMBIX KypHaJax;

KaXJIbI TTYHKT B OOIIEH XapaKTEepUCTUKE JICKAPCTBEHHOIO TIpernapara, paHee He
U3BECTHBIM WM BBITEKAIOMMNA W3 XapakTepUCTHK TMpemnapara W/ HWIW €ero
TEepaneBTHUECKON TPYIIbI, CIeAyeT MpOaHaIU3UpPOBaTh B JOKIWHHYECKUX U
KIIMHUYECKUX 0030pax/pe3toMe U MOJAKPENUTh JOKa3aTeIbCTBAMH U3 Oy OJIUKOBAHHON
JIUTEPATYPbl U/WIU U3 PE3YJIHTATOB JOMOJHUTENbHBIX UCCIIEIOBAHUNT;

ClieTyeT MPEeACTaBUTh JAOMOIHUTENbHYI0 HHPOPMAIINIO, JOKA3bIBAOIIYIO, YTO
npodunu Oe3onmacHOCTH W/uaW A(PHEKTUBHOCTH 3asBJISHHOTO Ipernapara He
OTIIMYAIOTCS OT TAKOBBIX y pedepeHTHOTo mpemnapara (pe3roMe COOCTBEHHBIX
JOKJIMHAYECKUX U (WJIN) KIMHUYECKUX UCCIEIOBAHUN).

Pe3ynbpTaThl JOKIMHUYECKUX U (WIIH) KIMHUYECKUX UCCIIeIOBAaHUN THOPHIHOTO
JeKapCTBEHHOI'0 Ipernapara CjeayeT BKJIIOYaTh B COOTBETCTBYIOIIHME Pa3zelibl
Mognyneii 4 u 5 wnu Yactu 111, IV Tlepeuns.

[IpoBenerne MOMOTHUTEIBHBIX MCCICAOBAHUM, HEOOXOMMUMBIX IS
BOCIIPOM3BECHHBIX JICKAPCTBEHHBIX MIPEMapaToB U THOPUAHBIX MPENapaToB:

1) paznuuHbIe COJIH/CII0KHBIE F(DUPBI/KOMIUIEKCHI/UX MPOU3BOJHBIE (C OHON U TOU
K€ aKTUBHOW YacThI0 MOJEKYJIbI) MPEJIOCTABISIIOT JI0Ka3aTeNbCTBA TOTO, YTO HET
HUKAaKUX W3MEHEHWH B (PApMAKOKUHETHKE AaKTUBHOW YacCTH MOJICKYJIBI,
dbapmakogHAMUKE W/WUINM TOKCUYHOCTH, KOTOPBIE CYIIECTBEHHO BIUSIOT Ha MPOQPUIIH
6e3onacHOCTH/3((HEKTUBHOCTH (MHAYE CIEyeT pacCMaTpUBaTh Kak HOBOE aKTHBHOE
BEIIIECTBO);

2) npyroi cmnoco0 MNpUMEHEHUs/Apyras JekapcTBeHHas ¢dopma (s
NapeHTEePaTbHOTO BBEACHUS, HEOOXOAUMO TPOBOAUTH PA3NUUYUS MEXIY
BHYTpHApTEPUATHHBIM, BHYTPUBEHHBIM, BHYTPUMBIIIEYHBIM, TTOJKOKHBIM U APYTUMHU
METO/IaMH BBECHUS ) HOBBII ITyTh BBEJICHUS WHAsS JICKapCTBEHHAs (hopma (Tpu TOM Ke
criocob¢ BBEJECHHUS) NPEIOCTABISIIOT KIMHUYECKUE JaHHbIe (0e30macHOCTh/
3 pekTUuBHOCTB), HcchenoBaHus  (HapMaKOKUHETUKH, COOTBETCTBYIOIINE
JTOKITMHUYECKHUE TaHHbIE (HapUMep, MECTHAsI IEPEHOCUMOCTH ), €CITU ATO IPUMEHUMO;

3) Apyras qo3UpOBKa MPHU TOM K€ MYTH BBEICHUs/JIEKApCTBEHHOU (opMme u
NOKa3aHUsM K TNPUMEHEHUIO TMPEIOCTaBIAIOT MCCIEIOBAHUS CPaBHUTEIbHOU
OMOIOCTYITHOCTH;



4) cBepXxOMOIOCTYIHBIE MTpeNapaThl IPU COXPaHEHUU UHTEpPBaja J03UPOBAHUS, HO
CO CHMKEHUEM J03bl, IPeIHa3HAYEHHbIE ISl JOCTHXKEHHSI CXOJHOM KOHUEHTpAIuHu B
U1a3Me/KpOBHU MPEIOCTABIISAIOT UCCIIEIOBAHUS CPAaBHUTEIBHON OMOTOCTYITHOCTH.

3. buonornyeckue npenapartbl

3.1 Jlust nekapCTBEHHBIX INPENApPaTOB, MOJYYEHHBIX M3 KPOBH WM ILIA3MBbI
YeJI0BEKA 3asIBUTEIb MPEIOCTABIISIET TOJIHOE PETUCTPALIMOHHOE J1I0ChE JIEKAPCTBEHHOTO
npenapara, KOTOpOe CONPOBOXKIAETCS MPUIIOKEHUEM OTAEIBHOIO MacTep-Qaiiia Ha
1asmy.

Mactep-¢aiitn Ha mia3My KpPOBH SIBJIISIETCSI CAMOCTOSITENIBHBIM JIOKYMEHTOM,
OTJIEJBHBIM OT PETUCTPALMOHHOTO JOChE JIEKAPCTBEHHOI'O Mpenapara u CoAepKalium
BCE€ 3HAYMMBbIE MOJAPOOHBIE CBEACHUS O XapaKTEPUCTHKAX BCEW IJIa3Mbl KPOBH
YeJIOBEKA, MCIOJIb30BAHHONW B KAa4ECTBE MCXOJHOI0 Marepuana U (WIH) ChIpbs IPHU
NpPOU3BOACTBE CyO(Gpakiuii WM TMPOMEXKYTOUHBIX (pakiuii, KOMIIOHEHTOB
BCIIOMOTATENbHBIX BEIIECTB WM AKTUBHBIX BEIIECTB, SBISIOUIUXCA YaCTbIO
JIEKApCTBEHHBIX MPENAPATOB WA MEIUIIMHCKUX U3IEIHII;

KKJIBIA LIEHTP WM yUpexJeHue, GppakuuoHupyomnme (rnepepadaThiBaOIINE)
IUIa3My YeJOBeKa MOATOTABIMBAIOT U MOJAJEPKUBAIOT B OOHOBJIEHHOM COCTOSTHUU
Habop MoapoOHON 3HauMMoW MHGOpPMAIMK, YKa3aHHON B MacTep-(dailie Ha miazmy
KpOBH;

€CJIM PETUCTPALIMOHHOE JI0ChE€ OTHOCUTCA K KOMIIOHEHTY, MMOJIYYEHHOMY U3 IJ1a3Mbl
, TO JUISI UCIOJB30BAaHHOW IUIa3Mbl B KAa4e€CTBE HMCXOJHOr0 Marepuana (ChIpbs)
peIycMaTPUBAETCs CChUIKA Ha MacTep-Gaiii Biaiebla.

3.1.1 Mactep-aiin Bragenbia COAEPKUT CICAYIONIYI0 HHOOPMALIUIO O TIa3Me,

WCITOJIb30BAaHHOM KaK MCXOJIHBIN MaTepuall (ChIphe):

MPOUCXOXK]ICHUE TIIIa3MBbl:

uH(pOpMaLKs O HEHTPAX WM YUPEKICHUSIX, B KOTOPBIX IPOBOAUTCS cOOp KPOBH (
IJ1a3Mbl), BKJIIOYash JaHHble 00 MHCIEKUHUM M TMPEICTaBICHHE CHEUHAIbHOTO
pa3penieHus Ha BeJIEHUE JaHHOTO BHUJIa JEATEIbHOCTH, a TAKXKE 3MUIEMHOJIOTNYECKHE
naHHble 00 MHMEKIUAX, EPEeNAIOIINXCS Yepe3 KPOBb B PETHOHE, T/I€ MPOU3BOIUTCS
3aroToBKa KpoBU (ILJI1a3MBbl);

uH(popMalus 0 HEHTpax WIH YUPEKACHUSIX, B KOTOPHIX MPOBOJUTCS KOHTPOIb
JOHALIMI U IYJIOB IJIa3Mbl, BKJIIOYasi MHCIEKUUOHHBIN U PETYJISATOPHBIA CTAaTyC 3TUX
LEHTPOB WJIN YUPEKICHUN;

KpUTEepUU 0TOOpa (MCKITFOUYEHHUS ) TOHOPOB KPOBH (T1a3MBbl);

OINKMCAHUE JCUCTBYIOIIEH CHUCTEMBI, MO3BOJISIOIMIEH OTCICAUTH MYTh KAXKIOU
JOHAIlMKM OT Y4YpeXKAEHHsS, TJle CcOOMparT KpoBb (IJa3Mmy), A0 TOTOBOTO
JIEKapCTBEHHOTO Mpernapara u Hao0opoT;

KaueCTBO TUIa3Mbl U €€ 0€30MacCHOCTh:
COOTBETCTBHE KaueCTBa CTAThsIM (MOHOTpadusiM) rocy1apCTBEHHBIX (hapMaKoIIei;



KOHTpPOJIb COOpaHHOM KpOBH (IJIa3Mbl) U €€ MYJIOB Ha HaJIWuue BO3OyauTenen
uH(peKIuMi, BKII0Yas HHPOpMALIMIO O METO/IaX KOHTPOJISI U B CIIy4ae IMyJIOB IUIa3Mbl -
JaHHBIE BAJIMJALMN UCIIOJIB30BAHHBIX METO/IMK;

TEXHUYECKUE XapaKTEPUCTUKU KOHTEHHEPOB /Jisi cOOpa KPOBHU U IJIa3Mbl, BKIIIOYAS
uHpopMaIuio 00 UCTIOIB30BaHHBIX PACTBOPAX aHTUKOATYJISIHTOB;

YCJOBUS XPAaHEHUS U TPAHCIIOPTUPOBKH ILIa3MBl;

npoleaypa XpaHeHus Jr00ro MaTepuala, UCIoJIb3yeMOro JUisl MPOU3BOACTBA U (
WIH) TIEPUO]T KApAHTHHA;

XapaKTEPHUCTHKA MyJia TUIa3Mbl;

ONMCAHUE YCTAHOBJIEHHON CUCTEMBI B3aUMOAECHCTBHS MEXAY MPOU3BOJIUTEIEM
JEKapCTBEHHOTO Mpernapara, MOJIYyYeHHOTO W3 IUIa3Mbl, U (WJIM) LIEHTPOM WIH
yapexacHueM, GpakiuoOHUPYIOMHUM U (W) epepadbaThiBalONINM TUTa3My, U IIEHTPOM
WIN YUYPEKIECHUEM IO cOOpY M KOHTPOJIIO KPOBH (TJ1a3Mbl), @ TaKXKE COTJIacCOBaHHBIC
MU crienu(UKanuy Ha [ia3my.

Macrtep-daiin Ha 1Ia3My TakKe COICPKUT MepeUeHb JEKaPCTBEHHBIX MPENapaTos,
Ha KOTOpBIE OH pPaCIpPOCTPAHSETCS, HE3aBUCHUMO OT TOIO, SBJISIOTCA JIU 3THU
JIEKapCTBEHHBIE IpenapaTsl 3aperMCTPUPOBAHHBIMM, HAXOIATCS B IpOLECCE
pErucTpalyy Wik B CTaJANKU KIMHUYECKUX UCCIEA0OBAHUIA.

3.1.2 Macrep-daiin Ha m1a3My MOJICKUT KETOAHOMY OOHOBIICHUIO U TIOBTOPHON
JKCHEPTU3E.

[Tpu BHECeHMM U3MEHEHH B MacTep-(ailsl Ha MIa3My OH MOAJIEKUT IKCIIEPTH3E B
COOTBETCTBHHU C MPOLETYPO BHECEHUS] U3MEHEHU.

3.2 B oTHOIIEHUN BakKLUMWH IS MEIUIIMHCKOTO MPUMEHEHUS] TPeOOBaHUS K
UCXOJHBIM MaTepuajaM U ChIPbIO 3aMEHSAIOTCS MacTep (aiioM BaKIIMHHOI'O aHTUTEHA.
B ciiydae BakuMHBI, HE SBIISAIOMICHCS BAKIIMHOW JJIs1 TPO(UIAKTUKY FPUIINA YEJTOBEKA,
IpenocTaBiseTcss Mactep (aill BakKIIMHHOTO aHTUIEHA IS KaXJO0ro aHTUIeHa,
KOTOPBIH SIBJISIETCS aKTUBHBIM BEILIECTBOM ATOW BAKIIMHBI.

3.2.1 Macrep-aiin BaKIIMHHOTO aHTUTEHA COJICPKUT CIIEAYIONTYI0 HHPOPMAIIHIO,
U3BJICUECHHYI0 K3 COOTBETCTBYIoUed uacTu (AkTuUBHas ¢apMalrieBTHYecKas
cyocrannus) moayis 3 "KauectBo".

AKTHBHOE BEIIECTBO:

oOmiast uadopmanus, BKIOYasi CBEJICHUS O COOTBETCTBUU CTaThe (MOHOTrpadun)
roCy/IapCTBeHHbIX (papMakomneii;

uHpopMalusi O MPOU3BOAUTENE AKTUBHOIO BeHlecTBa: HMHPOpMAIUA O
IPOU3BOACTBEHHOM IIPOLIECCE, UCXOHBIX MaTEPUANIaX U ChIPbE, CHEUAIBHBIX MEpax
OTHOCUTEIILHO TPAHCMHUCCHUBHBIX TyOUaThIX 3HIE(aAIONaThii U olleHKe Oe30MacHOCTH
NOCTOPOHHUX MH(PEKINOHHBIX areHTOB, TOMEIEHUSIX U 000pyA0BaHUY;

XapaKTEePUCTHUKA aKTUBHOT'O BEIIECTBA;

KOHTPOJIb KaY€CTBa aKTUBHOI'O BEIIECTBA;



CTaHapTHBIE 00PA3Ibl U MATEPUAIIBL;
MEepBUYHAS YITAKOBKA M YKYNOPOYHAsl CUCTEMa aKTUBHOI'O BEIIECTBA;
CTaOWIILHOCTH aKTUBHOTO BEIIECTBA.

3.2.2 JIns HOBBIX BaKIIMH, KOTOPBIE COJEPKaT HOBBIM BAaKIMHHBIA aHTHUTIECH,
3asBUTEIb TOJIA€T TIOJHOE PETUCTPAIMOHHOE J0ChE, BKIIOYAsh BCE MacTep-(ailyibl
BAKIIMHHOTO AHTUI€HA HA KAXKJbld BAKIIUHHBIA aHTUTE€H, KOTOPBINA SIBJSETCS YaCThIO
HOBOW BAaKI[MHBI, €CJIM MacTep-Paiyl BaKIIMHHOTO AHTUT€HA Ha TaKOW BaKI[MHHBIN
AHTUTEH OTCYTCTBYET.

VYka3zaHHble TpeOOBaHMS TAKXKE MPUMEHSIOTCA K KaXJ0W BaKIIMHE, KOTOpas
COCTOUT W3 HOBOM KOMOWHAIMM BAaKIMHHBIX AaHTUTEHOB, HE3aBHCUMO OT TOTO,
SBIISICTCS OJNMH WM 0o0Jiee AaHTUTeHOB 4YacThI0 BaKIMH, KOTOPHIE YiKE
3apEerucTpUpPOBAHBI.

[Ipu BHECeHMM U3MeHEeHHH B MacTep-Gaiiil Ha BaKIIMHHBIA aHTUTEH, MacTep-daiin
MOJJICKUT SKCIEPTU3E B COOTBETCTBUHU C MPOLETYPON BHECEHUS U3MEHEHUIA.

4. buoaHAIOTUYHBIN JIEeKapCTBEHHBIN Mpemnapar (OnoaHanor, OHOMOI00HBIM
JIEKapCTBEHHBIN Mpemnapat, OuOCUMUIISP)

4.1. Jlns skcmepTu3bl OMOAHAJIOTHYHOTO JICAPCTBEHHOTO IMpemnapara
MPEOCTABIISIIOTCS JTaHHBIE CPaBHUTEIBHBIX HMCCIEJOBAHUN €ro C OpPUTMHAIBHBIM (
pedepeHTHBIM) OMOIOTHYSCKUM JICKAPCTBEHHBIM CPEJICTBOM.

B Monayne 1 ¢popmara OT]] peructparnmonnoro nocbe unn Yactu I [lepeuns
3aSBUTENIb MPENCTABISAET pe3foMe 000CHOBaHWN W (DAKTOB, MOKA3BIBAIOIINX, YTO
JIEKapCTBEHHBIN Mpenapar, 1o/IaBaeMblii Ha SKCIIEPTU3Y, SIBISIETCS OMOaHATOTUYHBIM (
OMOMNOI00HBIM) JIEKAPCTBEHHBIM IPENapaTOM OpPUTHMHAIBHOMY (peepeHTHOMY)
JeKapCTBEHHOMY Tpemnapaty. Pestome comepkuT HHPOPMAIUIO O JIEKAPCTBEHHOM
npenapare, akTUBHOM BEIECTBE, JIGKAPCTBEHHOU (popMe, J03UPOBKaAX, MOKA3aHUSIX K
MPUMEHEHUIO B CIIOCO0e MPUMEHEHHUS B CPAaBHEHUU C aHAIOTUYHON MH(pOpMaIuei oo
OpUTHHANIBHOM (pedepeHTHOM) JIEKaPCTBEHHOM Mpernapare.

B Moayne 1 ¢popmara OTJl peructparmonHoro nocke wim Yactu [ Tlepeuns
BMECTE€ C KpaTkoil wuHdopManueit o cucreMe QapmakoHaa3opa jaepkaTens
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS MPEACTABISACTCS MJIAH YIPABICHUS PUCKAMHU Ha
3asBIAEMBIM Ha JKCIEPTU3y OMOAHANIOTHYHBIN (OHOMOMOOHBIN) JIeKapCTBEHHBIN
npenapar.

4.2. KadectBo, 6e3omacHOCTb, 3(PGHEKTUBHOCTP MU HMMMYHOTEHHOCTH
OMOaHAJIOTUYHOTO  JIEKAPCTBEHHOI'0 IMpemnapara Ha  MNPOU3BOACTBEHHOI,
JTOKIMHUYECKON U KIMHUYECKOU (haze ero pa3paboTKu CpaBHUBAIOTCS C OJHUM U TEM
XK€ HTAJOHHBIM pePEepeHTHBIM OUOJOTHYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B
COOTBETCTBHH C NMPABUJIAMHU MUCCIICTOBAHMS OMOIOTHIECKUX JIEKAPCTBEHHBIX CPEJICTB B
paMkax EBpa3uiicKoro SJKOHOMHUYECKOIO CO03a.



B Monaynsax 2, 3, 4 u 5 dopmara OTJ] unu Yactu 11, III, IV Ilepeuns
PETHCTPALIMOHHOTO 10Che OMOCUMUIIAPA COEPKUTCS clieytonas nHGopMarus:

1) monTBepkI€HUE CXOACTBA MOJEKYJISIPHBIX U OMOJIOTHUECKUX XapaKTEPUCTHK
AKTUBHBIX BEIECTB OMOCUMUJISIpA U ATAJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOTO
CpelcTBa (JIeTaiau Mo NEPBUYHON CTPYKTYpPE M CTPYKTypam 0oJiee BBICOKOTO MOPSAKa,
NOCTTPAHCISIUOHHBIM MOAUUKAIUIM (BKJIIOYas, B YAaCTHOCTH TIUKO(YOPMBI),
OMOJOrNYECKON aKTUBHOCTHU, YUCTOTE, IPUMECSIM);

2) moATBEPK/IEHUE CXOCTBA XapaKTEPUCTUK FOTOBOTO Mpernapara (JeKkapcTBEeHHas
(dopmMa, KOTMYECTBEHHBIM U KAYECTBEHHBIN COCTaB, JO3UPOBKA, CIIOCOO MPUMEHEHUS,
yCIOBHUSl XpaHEHHUs, CPOK XpaHEHHUs, CTaOUIbHOCTb, MNPOPUIL MpUMEcEei)
OMOCUMMJIISIPA U 3TATIOHHOTO OMOJIOTUYECKOTO JIEKAPCTBEHHOTO CPEICTBA; IOMYCKAETCs
pasznuune B mpoduie mpuMeceil ¥ BCIIOMOTATEIbHBIX BEUIECTBAX OMOCHMUISpa U
pedepenTHoro mnpemnaparta, 3asBUTEIEM MPUHUMAETCS BO BHUMAaHUE HAJIMYHE
HOBEHIIMX TEXHOJOTHUM, TEMOHCTPUPYETCS COOTBETCTBUME BBIOPAHHOIO COCTaBa IO
TaKUM KpUTEpUSIM, KaKk TpopuiIb MpuMecei, cTabMIbHOCTh, COBMECTUMOCTH (CO
BCIIOMOTaTEJIbHBIMU BEIIECTBAMHU, PACTBOPUTEISIMH U MaTepHUallaMH YIAaKOBKH),
[EJIOCTHOCTh (KaKk Ha OWOJOTMYECKOM, TaK U (U3UKO-XUMUYECKOM YPOBHE),
AKTUBHOCTD U CUJIa IEWCTBHS AKTUBHOT'O BEILIECTBA;

3) KkpuTepuu BbIOOpA ITAJIOHHOTO OMOJIOTMYECKOT0 JIEKAPCTBEHHOTO CPE/ICTBA;

4) B cinydae pa3nuyuid mpu pa3zpaboTke OMOCHUMUIISpa, KOTOphie 00JafaroT
NOTEHIIMAJIBHBIM BO3JEHCTBHEM Ha €ro 0e30macHOCTh WU 3(P(HEKTUBHOCTD,
MPENOCTABIISIIOTCS JIONOJHUTENIbHBIE JTAHHBIE MO HMCCIEAOBAHHUSAM Ha JKMBOTHBIX U
KJIMHUYECKUM UCCIEAOBAHUAM JJI TOTO, YTOOBI 0XapaKTEpPU30BATh PA3INUMS;

5) noJIHOE ONMCAHME U MTAKET JAHHBIX [0 TPOU3BOACTBEHHOMY IIPOLIECCY, HAUMHAS
C pa3pabOTKHU BEKTOPOB IKCIPECCUU U OAHKOB KJIETOK, KYJbTYpPbl/OpPOKEHUS KIIETOK,
cOopa, OYHMCTKHM, peaKuuil MoIU(UKAIUM, HAMOJIHEHUS KOHTEWHEPOB s
OaJIK-MPOAYKTA U TOTOBOM JIEKAPCTBEHHOU (POPMBI, XpaHEHHUS;

6) uccienoBaHus, IPOBOJUMBIE B X0J¢ (papMaleBTUUECKON pa3pabOTKu AJis
ompeNieNIeHUs U BaJuAalliu JIEKapCTBEHHOM (OpMBI, COCTaBa M CUCTEMbl yMaKOBKHU/
YKYNOPKH (BKJItOUas UX LEJIOCTHOCTD AJI NPEIOTBPAILECHUS] MUKPOOHOTO 3arpsi3HEHUS
);

7) cnenudpukanus OMocumIIspa, OTpakarolias U KOHTPOJIUPYIOIIas BaXKHbBIC
KaueCTBEHHBIEC MOKA3aTEIU JIEKAPCTBEHHOI'O CPEICTBA, U3BECTHBIE NI ATAJIOHHOIO
OMOJIOTMYECKOTO JIEKAPCTBEHHOT'O CPENICTBA (Takue Kak MACHTU(DUKALKS;, YUCTOTA;
AKTUBHOCTB;, MOJIEKYJISIpHAsl TE€TEPOT€HHOCTh B IUIAHE pa3MepoB, 3apsna u
ruipopoOHOCTH, TJ€ BO3MOXKHO HX OINpPEJEICHHE; CTENEHb CHATUPOBAHUS;
KOJIMYECTBO  OTAECJAbHBIX  IMOJHUIENTUIHBIX  LENel; TJIMKO3WINPOBAHUE
GyHKIMOHANBHON 00JIacTH; YPOBHU arperaiuu; rnpuMmecu, Takue kak oenox u JJHK
KJIETKU-XO35IMHA);



8) nccnenoBaHus CTaOMIIBHOCTH,

9) pe3ynabTarThl TOKIMHUYECKUX (HEKJIMHUYECKUX) HCCIIEIOBaHUI (B OCHOBE
JTOKJIMHUYECKUX MCCIICOBAHUN JISKUT MOJIX0JI, OCHOBAHHBI HA OIICHKE PUCKOB, H,
TaM TJI€ BO3MOJXKHO, CJIEIyeT M30eraTh MPOBEJCHHUS HMCCIICIOBAHWI HA YKUBOTHBIX):
WH-BUTPO WCCJICAOBAHUS CBSI3BIBAHUS C PEIENTOPOM WM KJICTOYHBIC aHATU3BI (
HAMpUMeEp, aHaIu3 npoiudepanuy KIeTOK WIM aHAJIU3 MUTOTOKCUYHOCTH) SIBIISIOTCS
HEOOXOJUMBIMU JTOKIMHUYCCKUMH HCCIICIOBAHUSMH, WH-BHUBO HCCJICIOBAHUS Ha
MOJIXO/ISIIIEM BUJE )KMBOTHBIX (HA KOTOpOM Oblila M3ydeHa (GapMakoaMHaAMUYecKas U (
WJIM) TOKCUKOJIOTHYECKasi aKTUBHOCTh ATAJOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOTO
cpencTBa); KpuBas 3aBucuMocTd 3¢ dexra oT a03bl ("mo3a-3dpdext"), onpenenenne
HayaJpbHOW 0€30MacHOW JO3bl W CXEM TOBBIIICHHWS JO3bI B IOCICIYIOIIUX
KIIMHAYECKUX HMCCIICAOBAHUSAX, MUCCIAEAOBaHUS (apMaKOJIOTUYECKOW OEe30macHOCTH;
pe3yiabTaThl KAK MUHUMYM OJIHOTO MCCIEAOBAaHUU TOKCUYHOCTH MPU MHOTOKPATHOM
BBEJICHUH, BKIIOYAs OIEHKY TOKCHKOKWHETHUKH, OINPESICHHUE U XapaKTEPUCTUKH
UMMYHHBIX OTBETOB, B TOM YHCJIE TUTPHI aHTHUTEJN, MEPEKPECTHAST PEAKTUBHOCTH C
TOMOJIOTUYHBIMH JHJIOTEHHBIMHU O€JIKaMU W HEeHTpaHM3yrolias CloCOOHOCTh; OIleHKa
MECTHOM MEPEHOCUMOCTH; JaHHBIE TOKCUKOJIOTHUECKUX UCCIE0OBaHU M, BKIIOUAIOIIINE
OIIEHKY pEeNpOAYKTUBHOW TOKCHYHOCTH, TEHOTOKCHYHOCTH, MYTAareHHOCTH U
KaHIIEPOTeHHOCTH (MpU HEOOXOIUMOCTH) TPEOYyeTCs MPENOCTABIATh B TE€X CIydasXx,
KOrJa pe3yabTaTbl HMCCIEAOBAHUS TOKCUYHOCTHM IMPU MHOTOKPATHOM BBEJCHUH,
MCCJICIOBAHUSI MECTHOW MEPEHOCUMOCTH BBISBIISIIOT MMOTEHIIMATBHBIC PUCKA W (WJIH)
KOrJla M3BECTHBI TOKCHUKOJIOTUYECKHUE CBOMCTBA HJTAJIOHHOTO OHMOJIOTMYECKOTO
JIEKapCTBEHHOI'0 CpeAcTBa (HanmpuMmep, U3BECTHbIE OOOUYHBIE 3P(EKTHI ITATTOHHOTO
Ouornpenapara Ha penPOyKTUBHYIO (DYHKIIHIO);

10) pe3ynbpTaThl KIMHHYECKUX HCCICAOBAHUN (XapaKTep W CIOKHOCTH
pedepeHTHOTrO Mpemnapar, CTENeHb CXOJCTBa, HaOI0MaeMas B (PU3HKO-XUMHUUCCKHUX,
OMOJIOTUYCCKUX HCCIACAOBAHUIX OYIyT BIMATH Ha TUTAHUPOBAHWUE KIMHHUYECKUX
HCCIIeIOBAHUMN ):

dbapmakoKMHETHUECKHE HcclieoBaHus ((hapMaKOKMHETHUYECKUE UCCIIeIOBAHUS MTPU
OJTHOKPAaTHOM BBeJCHHH; (hapMaKOKHHETUICCKUE UCCICTOBAHUS MMPH MHOTOKPATHOM
BBEJACHUU MPU HATUYUU 3aBUCUMOCTH (PapMaKOKMHETHKHU OT JI03bl U BPEMEHU;
(hapMaKOKMHETUIECKOE CpPaBHEHHE OMOCUMMIIApAa W pePEepeHTHOro Ipemapara
BKJIFOYAET BCAChIBaHHE, OMOJOCTYIMHOCTh, XapaKTEPUCTUKHU BbIBeICHU (KIUpEHC U (
WJIH) TIEPUO]I TTOJTYBBIBEJICHNUA));

dbapmakogrHAMUUECcKre uccienoBanus (hapmakoguHamMudeckue 3PGeKThI
OLICHUBAIOTCS HA MOAXOJSALIEH MOMYJISIMU U C IPUMEHEHHUEM /103 U3 KPYTOH 4acTu
KpUBOW 3aBHUCUMOCTH J103a-3p(PEeKT B JOKIMHUYECKUX HCCIETOBAHUSIX;
dbapmMakouHAMUYECKIE MapKephl BHIOMPAIOTCS B 3aBUCUMOCTH OT MX KIMHUYECKON
3HAYMMOCTH);



CpaBHUTEJIbHBIC KIIMHUYECKHUE UCCIICAOBAHMS, BKIIOYAs OIEHKY BUJA, YACTOTHI U
TSOKECTH HEXKEJIATENIbHBIX SBJICHUI/TIOOOUHBIX PEAKIINA;

WCCJIeIOBaHMSI UMMYHOTEHHOCTH Ha IeJIeBOM Tpymie (CpaBHEHUE YacTOThHI ¥ THUTIA
00pa3yIoMUXCS aHTUTENT M TTOTEHIMAIbHBIE KIMHUYECKHUE MOCIEICTBUS UMMYHHOTO
OTBeTa JIsl OMocuMuUIsipa U peepeHTHOrO Mpenapara; HUMMYHOT€HHOCTh UCCIEAYETCS
Ha TOMYJSLUMM MAlUEHTOB C CaMbIM BBICOKMM PHUCKOM HMMYHHOIO OTBETa U
UMMYHHBIX TOOOYHBIX pEaKIUi; NPEeaOCTaBIACTCS OOOCHOBAHUE CTpATEruu
OTIpPE/ICJICHUSI AHTHUTEN, BKIIOYash BHIOOpP, OLEHKY U XapaKTePUCTHUKY METOJIOB,
YCTAHOBJICHHE BpeMeHU 0TOOpa mpoO, B TOM YHUCIIE Ha UCXOJHOM YPOBHE, 0OBEMBI,
00paboTKy M XpaHeHue MpoOd, a TAKKE CTATUCTHUYECKUE METOMbl aHaIHM3a JaHHBIX;
AQHAJIUTUYECKUE METOIbI OTPEICTICHUS] aHTUTEI BAIMIUPYIOTCS ISl HAMEUCHHOM 11eITH,
MPOBOAUTCS CKPUHUHTOBBIA aHAIW3 JOCTATOYHOW YYBCTBHTEIHHOCTH METOJIA,
IPOBOJIUTCS OMNpeEJEIeHNE HEUTPATU3YIOIIMX AHTUTEN; Mepuoj HaOMIOJCHUS TpH
UCCIIEIOBAHUSAX HA MMMYHOT'€HHOCTh COOTBETCTBYET IUIAHUPYEMOW MJIUTEIHHOCTHU
JeYeHUs W TPEArojiaraeMoro BpeMEHU OOpa3oBaHHsS aHTUTEN, U HE MEHbIIe 12
MeECSIIIEB, TIPU IPYTOM JUTUTEILHOCTU UCCIEIOBAHUS MPEACTaBIsAECTCS 00OCHOBAHMUE;
IpU 3HAYMMBIX Clydasx 0Opa3oBaHUsI TUTPOB AHTUTEIN, UX CTOUKOCTh B TEUCHHUE
OTIPE/ICJICHHOTO BPEMEHHU, MOTEHIINATbHBIE U3MEHEHHS XapakTepa UMMYHHOT'O OTBETa
U KIMHUYECKUE TMOCIEACTBUS TpeOyeTcss wucciaeaoBaTb B JI0- M IMOCHE
PErUCTPALlMOHHBIN MepUo);

OCHOBHBIE KJIMHUYECKUE JAHHBIE MOJIYYalOTCs C UCIIOIb30BAaHUEM JIEKAPCTBEHHOTO
CpelICTBa, MPOU3BEIEHHOTO ITyTEM OKOHYATEIHLHOTO IPOU3BOICTBEHHOTO MPOIIEcca, T.€
. JIEKQpCTBEHHOT'0 CPEACTBA, HA KOTOPOE MOJAETCS 3asBJIECHUE Ha rOCYJIapCTBEHHYIO
perucTpanuio;

I JTIOOBIX OTKJIOHEHHH OT 3THX TPeOOBaHUM 3asBUTENIb MpPECTaBISET
000OCHOBaHHWE, ¥ TPU HEOOXOAMMOCTH, JaHHBIE JOTOJHUTEIbHBIX
(hapMaKOKMHETUYECKUX HCCIIEAOBAHUM, CpaBHUBAKONIUX (apMaKOKUHETHYECKUE
npo( I JIEKAPCTBEHHOTO CPEACTBA C OKOHYATEIBHBIM U 00JIee pAHHUM COCTABOM;

11) cnenudukamnuio 6e30MacHOCTH (C ONMHMCAaHUEM BaXKHBIX BBISIBJICHHBIX U
NOTEHIMAJIBHBIX TIpo0sieM 0€30MacHOCTH HSTaJOHHOrO Ouompenapara, Kiacca
JeKapCTBEHHOTO  BemecTBa u  (uWiu) OWocUMHIsIpa) U IUIAH
dbapMakoHaa30pabuOCUMIIsIpa B MOCTPETMCTPALIMOHHBIN Tiepuoj; (C ONMUCcaHueM
TUTAHUPYEMBIX TTOCTPETUCTPAIIMOHHBIX MEPOIPUITHI U METOJ0B, OCHOBBIBAIOLIUXCS
Ha creruduKanuy 0€30MacHOCTH, TJIaHa YIIPaBJICHUS 1 MUHUMM3ALMU PUCKOB, B TOM
quciie 00pa3oBaTelbHbIE MATEPHAIIBI JIJIsl TAIMEHTOB U (WJIK) JISUaIuX Bpayeil);

12) sxcTpanosiupoBaHue JaHHBIX MO 3(PPEKTUBHOCTH U OE30MACHOCTU C OJJHOTO
TEPaNeBTUYECKOTO MOKa3aHUs Ha JIPyroe: eciau pedepeHTHBINA IpemapaT uMeeT 0osiee
OJIHOTO TMOKa3aHUsi K NPUMEHEHUIO, 3asBUTENIb MPEJOCTABISIET OOOCHOBAaHUE
OTCYTCTBUSl KJIMHUYECKHUX HCCIenoBaHUN dSPDHEKTUBHOCTH U 0€30MaCHOCTH



OMoCHUMWIISIpa 1O IPYTUM TMOKa3aHUSIM K MPUMEHEHUIO, 10 KOTOPHIM HE MPOBENICHbI
KJIMHUYECKHUE HCCIEeA0BaHUsS OHOCHUMUISpa; B OOOCHOBAHUU OTPAXKAETCAd OIbIT
KJIMHUYECKOrO TPUMEHEHUs, OOCTYINHOCTh JAHHBIX JUTEPATypbl, MEXAHU3MOB
JENUCTBUSI aKTUBHOTO BELIECTBA peepeHTHOro mpenapara Jjisl KakJI0To Moka3zaHus (
BKJIIOYasi CTENEHb MX JIOCTOBEPHOCTH) M BOBJICUEHHBIX PEUEHTOPOB; MPU HATMYUHU
JI0Ka3aTeNbCTB, YTO IPU PA3HbIX NOKA3aHUAX K IPUMEHEHHIO BOBJIEKAIOTCS Pa3JINYHbIE
AKTUBHBIE LEHTPHl JICHCTBYIOIIEro0 BeElIECTBA pPe(EpEeHTHOTro mpenapara WUiu
pa3IUYHBIE PEIENTOPHI KIETKH MHUIIEHH WU 4TO MPOQuiIb 0€30MacHOCTH Mpernapara
pa3nuyaeTcs IS pa3HbBIX MMOKA3aHUKW K NMPUMEHEHUIO, MPEIOCTABISIIOTCA JaHHBIC
KIIMHUYECKUX HWCCIEOBAHUN; JJISI HKCTPANOIUPOBAHUS JaHHBIX MO 0€30MacHOCTH
CleAyeT MPUHATH BO BHUMaHUE (HaKTOPbI, CBA3aHHBIE C MAIIMEHTOM (COIMYyTCTBYIOIIEE
JICYCHHE, COMyTCTBYIONINE 3a00JICBaHUSI 1 UIMMYHHBIN CTaTyC), (DaKTOpHI, CBSI3aHHBIC C
3a00seBaHreM (peakiH, CXOJIHbIE C TAKOBBIMU KJIETOK MHILIEHEH); 00beM Takux
JAHHBIX PAaCCMaTPUBAETCS B CBETE€ COBOKYIHOCTH JOKA3aTEIbCTB, MOJYYECHHBIX MPHU
YCTAHOBJIGHUHM COMOCTABUMOCTU OUOCUMIIISIpA M TOTEHIUAIBHBIX OCTAIOIIUXCA
HEOIIPEIEIICHHOCTEN.

5. KoMOuHupOoBaHHBIE JIEKAPCTBEHHBIE TIPETIAPaTHI

J171s1 HOBBIX JIEKAPCTBEHHBIX MPENnapaToB, MPeACTaBISIONINX COO0M KOMOMHAIIUIO
JIBYX WK 0oJiee paHee N3BECTHBIX aKTUBHBIX BEIECTB B OJTHOM JIEKApCTBEHHOU (opMme
, IPEJICTaBIsAETCA MOJHOE perucTparuonHoe aocke (Moaymnu 1-5, Yactu [-IV Tlepeuns
). Monyinb 3 unu Yacts Il BkIto4aeT cBefieHUs: O MPOU3BOJICTBE, KOHTPOJIE KaueCTBa,
NPOU3BOJUTENE KaXIOr0 AaKTUBHOTO BEIIECTBA, BXOJAIIEr0 B COCTaB
KOMOMHUPOBAHHBIX JIEKaPCTBEHHBIX NpenapatoB. B Moayssax 4 u 5 wim Yactax 111, IV
[lepeuns npeACTaBASAKOTCA pPE3yIAbTaThl JAOKIMHUYECKHUX UM  KIUHUYECKHX
UCCIIEIOBAaHUM 3as1BJIIEMbIX KOMOMHAIIMNA aKTUBHBIX BEIECTB.

6. JlekapcTBEHHBIE CPEACTBA C XOPOUIO U3YYEHHBIM MEIUIIUHCKUM MPUMEHEHUEM.

K nekapcTBeHHBIM mpemaparaM ¢ MOATBEPXAECHHOU A()PEKTUBHOCTHIO U

IpUEMIIEMbIM YypPOBHEM 0€30MacHOCTH (K KOTOPBIM OTHOCSTCS, Halpumep,
JeKapCTBEHHBIE TMpenaparbl M3 ChIPbS MPUPOIHOTO TMPOUCXONKICHUS (IIETOTh
Oepe30Bbli, 3MEUHBIN 5], MPOJYKTHl MYETOBOACTBA, MEIUIIMHCKUE MUSBKH, KETUb,
MUHEpaIbl U Ap.), AKTUBHOE BEIIECTBO KOTOPHIX XOPOIIO M3YYEHO B MEIUIIMHCKOM
NPUMEHECHUHU, BUTAMUHBI ¥ BUTAMHHHO-MHUHEPAIbHBIE KOMIUIEKCHI, a TaKXKe
JIEeKapCTBEHHBIE Tpemapathl, PapMaKoJIOTHIECKyI0 aKTUBHOCTh KOTOPBIX OMPEEISIET
KOMIUJIEKC OMOJIOTHYECKH aKTUBHBIX BEIIECTB MPUPOHOTO MPOUCXOKIACHUS, PACTBOPHI
AHTHUCENTUKOB (IIEPEKHUCh BOJAOPOAA, MO, OPUIIMAHTOBBIN 3€JCHBIN U Ap.), BOJA IS
UHBEKLIHM, aacopOeHThl (yrojib AKTUBUPOBAHHBIM U T.N.), KapMHUHATHUBHBIE
JIEKapCTBEHHBIE MPENapaThl, JEKAPCTBEHHbBIC MIPENAPAThl U3 TPYIIIbI PA3APAKAIOIINX U



00BOJIAKUBAIOITUX CPEACTB) npencTapisitoTess Moxynu 1, 2 u 3 u Yactu I, II Tlepeuns.
B Monynsax 4 u 5 wnm Yacru 11, IV Ilepeuns B moapoOHOI HayuHOU Onubnuorpadpuu
YKa3bIBAIOTCS JOKIMHUYECKHUE U KIIMHUYECKHE XapaKTePUCTHKH.

Jnsg moaTBEPIKACHUS XOPOIIO H3YYEHHOTO MEIUIIMHCKOTO MPUMEHEHUS
IPEICTABIISAIOTCS TaHHBIE T10:

BPEMEHH, B T€YEHUE KOTOPOTO UCIOJIb3YETCs] aKTUBHOE BEILIECTBO B MEIUIIMHCKOM
IIPAKTHKE;

KOJIMYECTBEHHBIM aCIIEKTaM MCIOIb30BAHMS AKTUBHOTO BEIIIECTBA;

YacTOTE HAYYHBIX MyOJMKALMN U aKTyaJbHOCTH HMCIOJIb30BAHUS aKTUBHOTO
BEILIECTBA B TE€YEHUE MOCJIEAHUX 5 JIET mepell moaadeil 3asBieHus (CO CChUIKOM Ha
nyOJuKalMK B HAYYHBIX UCTOYHUKAX);

COTJIAaCOBAaHHOCTH HAYYHBIX OIEHOK.

Jlns onpeneneHusl XOpOIIO M3YYEHHOTO MPUMEHEHMS Pa3IuYHBIX aKTUBHBIX
BEILECTB TpeOyeTcsl OLIEHKA 3a pa3jIMYHblEe Mepuoisl BpeMeHu. llepron BpemeHw,
HEOOXOAUMBIN ISl OTIPE/IeNICHUs XOPOIIO U3yYEHHOTO MEIUIIMHCKOTO MPUMEHEHUS
AKTUBHOTO BEIIECTBA, COCTaBIsACT HE MeHee 10 JIeT ¢ AaThl MEPBOTO CUCTEMATUYECKOTO
U JIOKYMEHTUPOBAHHOTO TNPUMEHEHHUS JEKapCTBEHHOTO CpeAcTBa. buonorunyeckue
JIEKapCTBEHHbIC MPENapaThl U JIEKApCTBEHHBIE Mpenaparsl, JIsi KOTOPBIX TpedyeTcs
NpPOBEJCHUE WCCICAOBAHUN OMOIKBUBAJICHTHOCTH U (WJIM) KIMHHUYECKUX
UCCJIEIOBaHUM, HE OTHOCSTCA K KaTErOpUH JIEKAPCTBEHHBIX IMPENapaToB C XOPOILIO
M3YYCHHBIM MPUMEHEHUEM.

2) marepualibl PErUCTPAIMOHHOTO J0ChE, MPEJCTABICHHBIC 3asBUTEIIEM,
BKJIFOYAIOT BCE ACMEKThl OLIEHKU 0€30MacHOCTH U 3(P(HEKTUBHOCTH, COAECPHKAT CCHUIKY
Ha 0030p COOTBETCTBYIOILEH JUTEPATYpPhl C YUETOM IpPEJ- U MOCTPETUCTPALIMOHHBIX
UCCJIEIOBAaHUI U ONyOJMKOBAHHOW HAYYHOU JTUTEPAaTypbl OTHOCUTENBHO PE3YyJIbTAaTOB
AMUJEMHUOJIOTUYECKUX  HUCCIENOBAaHUA M OCOOEHHO  CPaBHUTEIbHBIX
AMUAEMHUOJIOTMYECKUX UCCIEA0OBAHMM, BCIO JOKYMEHTAIIUIO, KaK TOJ0KUTENIbHYIO, TaK
U OTpHIATeNbHY0. bubnuorpaduyueckas ccbuika Ha Ipyrue HICTOYHUKH J10Ka3aTeIbCTB
(mocTperucTpalmoHHbIe UCCIEOBAHUS, SITUACMHUOIOTUUECKHIE UCCIIEIOBAHNUs), KpOME
JAHHBIX, KaCaIOIIUXCS METOJ0B KOHTPOJISI U UCHIBITAHUH, ABIISIETCS 10KAa3aTEIbCTBOM
6e3omacHOCTH U 3(P(HEKTUBHOCTU JIEKAPCTBEHHOTO Mperapara Mpu YCIOBUU, YTO B
PErUCTPALIMOHHOM JOCh€ YETKO OOBSICHEHO M OOOCHOBAHO MCIOJIb30BAHUE 3THUX
UCTOYHUKOB UH(POPMAIIUU;

3) o00oCcHOBaHKE JOKA3aHHOI'O MPUEMJIEMOTO YPOBHS OE€30MACHOCTH W/WIU
3¢ (HEKTUBHOCTH, HECMOTPS HA OTCYTCTBUE HEKOTOPHIX UCCIIEIOBAHUI;

4) B IOKJIIMHUYECKUX W/WIHN KIMHUYECKUX 0030pax 00BICHUTH 3HAUMMOCTD JTFOOBIX
IPEICTABICHHBIX JTAHHBIX, KACAIOUIUXCS YXKE 3aPErHCTPUPOBAHHOIO JIEKAPCTBEHHOTO
mpernapara, OTJIMYHOTO OT TOTO, KOTOPBIM Mpeaiaraercss K perucTpalui.
[IpencraBnsiercss 0OOCHOBaHME N0 MOBOJAY TOTO, MOXHO JHM 3asBJICHHBIN



JEKapCTBEHHBIN TMpemnapaT CuUuTaTh MOJOOHBIM YK€ 3aperucTpUpPOBAHHOMY
JIEKAPCTBEHHOMY IIpenapary, HECMOTPS Ha CYLIECTBYIOLIUE PA3IUYUSL;

5) mocTperucTpaloOHHBIA OMBIT UCIOIb30BaHUS COAEPKUT MH(DOpMAIUIO 00
UCIIOJIBb30BaHNU JIPYTHX JIEKAPCTBEHHBIX IPENApPaTOB, COAEPKAIIUX TE )K€ AKTUBHBIE
BEILIECTBA;

6) nmepuoauYecKuil OOHOBISIEMBIH OTYET MO 0E€30MACHOCTU JIEKAPCTBEHHOTO
npemnapara 3a IMOCJHEJHHME S5 JeT A0 NoJauyd 3asiBJICHUA 3apyOeKHBIMU
IIPOU3BOUTEIISIMH.

7. PacTUTENbHBIE JIEKaPCTBEHHBIE IIpENapaThl

JIns sKCnepTU3bl JIEKAPCTBEHHBIX IIPENApaTOB PACTUTEIBHOIO IIPOUCXOKICHUS
NPEJOCTABISAIOTCS  PEe3yJIbTAaThl  COOTBETCTBYIOUIMX  (PApMaKOJIOTHUYECKUX,
TOKCUKOJIOTMYECKUX M KIMHUYECKUX HCCIECIOBAHUM. MaTepuanbl U JOKYMEHTHI I10
JOKIMHUYECKUM (HEKIMHUYECKUM) U (UJTH) KIMHUYECKUM UCCIIEI0BAHUSIM BKIIOUYAIOT:

MaTepUasibl TOKIMHUYECKUX (HEKIMHUYECKUX) UCCIEIOBaHUN crienu(puiecKoit
AKTUBHOCTHU;

MaTepuralbl UCCIEA0BAHUS OCTPOU U XPOHUYECKON TOKCUYHOCTH;

JAHHBIE 0 MECTHO-PA3ApaKaloLEM ICUCTBUY;

JTaHHBIE 00 AJJIEPTU3UPYIOLIUX CBOMCTBAX;

OMBIT KIIMHUYECKOI'O PUMEHEHNS B CTPAHE-TIPOU3BOAUTENIE WU APYTUX CTPAHAX.

[Ipu 3TOM Matepuasibl OTHOCUTEIBHO KaUECTBEHHBIX aCMEKTOB JIEKAPCTBEHHOTO
npernapara MmpeIoCTaBIIAI0TCS B IOJIHOM 00beME.

J1y1st cOOpOB JIEKAPCTBEHHOTO PACTUTENHLHOTO ChIPhs, (PUTO-4aeB MPETOCTABISIETCS
0030p HAy4YHOU JIUTEPATYpPHI M0 JEKAPCTBEHHBIM PACTEHUAM, BXOISIINUX B UX COCTaB.

8. 'oMeonaTu4ecKue npenaparsl

JIns sKCnepTU3bl TOMEONATHYECKUX IPENnapaToB 3asBUTENb NPEACTABISACT
JOKYMEHTBI U MaTepHalibl, BKIIOYAOIINE CIeNyIoNIyo nHpopmanuio no Monaynsam 4 u
5 wuim Yacram III u IV Ilepeuns:

TSl IPETapaToB, UMEIOIIUX MHOTOJIETHUHN ONBIT IpuMeHeHus (He MmeHee 30 jer):
0030p JaHHBIX Hay4dyHOU juTepaTypbl 00 >(PdekTHBHOCTH U 0E30MaCHOCTH
rOMEOIAaTUYECKOT 0 ITpenapara B 3asBIsieMOil 001acTH IPUMEHEHHUS,

JUTSl HOBBIX TOMEONATHYECKUX TMpEernapaToB, HE YIOMUHAEMbIX B (hapMakomnesx u
MoHorpadusx: mns Moxayns 4 unu Yactu 11 Tlepeuns npeacraBisitoTcs AaHHbBIC
TOKCUKOJIOTHYECKUX HCCIIeI0BaHuM, 000CHOBaHHE MOA0Opa Pa3IMUYHBIX MOTEHLIMMH,
JAHHBIE KJIMHUYECKOIr'0 ombITa pumMeHenus; it Monynsa 5 nmim Yactu VI Ilepeuns
OPEACTABISAIOTCA JAaHHbIE KIMHUYECKUX MCCIEJOBAHUN (B COOTBETCTBHUH C
TpeOOBAaHUSIMU HACTOSIIETO MNPUIIOKEHUS) U OOOCHOBAaHHME MOAOOpa Pa3TUUHBIX
JIO3UPOBOK.



oOmas xapakTEepUCTHKA JICKAPCTBEHHOTO TMpenapara U HHCTPYKIHIO IO
MEIUIMHCKOMY MPUMEHEHUIO (JMCTOK-BKJIAJBIII) C yKa3aHUEM, YTO JICKAPCTBEHHOE
CPEJZICTBO SIBJISIETCA TOMEONATUYECKUM MIPENAPATOM.
OtcytctBHe 110001 nHpOpMAaI 000CHOBBIBAETCS.
9. ButaMuHbBI, MUHEPAJIBI

JIist 9KCTIepTU3bl JEKAPCTBEHHBIX CPENICTB, COJAEPKAIIMX BUTAMUHBI U (HUJIN)
MPEJCTABIISIIOMNX COOOM KOMILUIEKC BUTAMUHOB U (MJIM) BUTAMHUHOB U MHUHEPAJIOB,
3asBUTEIIb MPEJICTABIISIET OJIMH U3 HUKECIEAYIOIUX JOKYMEHTOB U MaTEPUAJIOB:

1) Gubnuorpaduyeckuii 0030p JaHHBIX IO O€30MACHOCTHU JIEKAPCTBEHHBIX CPEJICTB,
BMECTE C OTUETOM 3KCIIEepTa, BKIItoUas HHPOpMaIuio 00 IKCIepTe;

2) Hay4Hble TyOJUKALIMK HA 3asBJISIEMbIil Mpernapar;

3) JaHHbBIE UCCIENOBAHUM OCTPOIl U (MJIM) XPOHHUYECKON TOKCUYHOCTH.

10. PagnodapmalieBTHUECKUE penapaThl

Jlist skenepTusbl paguodapMaleBTUYECKUX MpenapaToB U UX IPEKypPCOPOB B
Monayne 3 unu Yactu II Ilepeuns npeacTaBisitoTCs AOKYMEHTHI U MaTepHUAIIbI,
BKJIFOYAIOIIIHUE CIIECIYIONIYIO Cielu(UuecKyo HHPOPMAITHIO:

1) B paanodapmareBTUIeCKoM HaboOpe, KOTOPBIM CHAOXKAETCS PaguOaKTUBHOM
METKOM MOCJIe MOCTaBKU MPOU3BOAUTENIEM, 32 AaKTUBHOE BEILIECTBO MPUHUMAIOT YacCTh
Habopa, MpeTHa3HAYCHHYIO VIS TIEPEHOCA WITH CBS3BIBAHMS paguoHykinaa. Onvucanue
MeToAa MPOMU3BOJCTBA paguodapMaleBTUHYECKOr0 Habopa BKIIOYAET MOAPOOHBIE
JAaHHbIE IO MPOU3BOJCTBY HaOOpa M JaHHBIE PEKOMEHIYEMOW OKOHYATEJIbHOU
00pabOTKM JIsI TPOU3BOJCTBA PAJAMOAKTUBHOTIO JIEKAPCTBEHHOTO IIpernapara.
TpeOyemble crienvpuKauu paguoOHYKINAA ONHUCHIBAIOTCS B COOTBETCTBHUHM, €CIIU
IPUMEHUMO, C OOIeld WM 4YacTHOW cTaThel (MoHorpadueit) ['ocymapcTBeHHOU
@®apmakonen PK, nubo mpu oTCyTcTBUU Takux crarteil (MoHorpaduii) — ctaThim (
MoHOrpadusim) ¢apMakone, MPU3HAHHBIX JCHUCTBYIOIIUMH Ha TEPPUTOPUU
Pecny6nuku Ka3zaxcras.

B nononnenue, ciieyeT onucath BCE COCIUMHEHMS, HEOOXOAUMBIE JIsl BBEACHUS
PaAMOAaKTUBHON METKH, a TAKXKE CTPYKTYPY COCIUHEHHUS C PAAMOAKTUBHON METKOIA.
AHanu3HupyoTCA AepHbIE PEAKIUU PAAHUOHYKIIUIOB.

Kak mMarepuHCKHUi, TaKk U TOYEPHUN PAIMOHYKIHIBI T€HEpaTOpa CUUTAIOTCS
AKTUBHBIMU BEIIIECTBAMU,

2) cBelEeHUS O NPUPOJE PAAUOHYKINIA, TOMIMHHOCTH HM30TOIA, BO3MOXKHBIX
IpUMECSX, HOCUTENE, IPUMEHEHUH U cIeU(UUECKON aKTUBHOCTH;

3) ucxoHbIC MaTepUabl BKIIOYAIOT I[EJICBBIC MaTEPUAIIBI IS OOTyICHHUS;
4) paccMOTpeHHE XUMHUYECKOW/PaJMOXMMUYECKON YHMCTOTHI U €€ CBSI3b C
OuopacmpeneneHueM;
5) omucaHue PaJIMOHYKIUTHOW YUCTOTHI, PATUOXUMHYECKOU UHUCTOTHI U
crienupuYecKoi aKTUBHOCTH;



6) nnd TreHepaTopoB MPEACTABIAIOTCA MOJAPOOHBIE JaHHBIE HCIBITAHUM
MAaTEPUHCKUX M JOYEPHUX pAAUOHYKIHUAOB. JlIsi TreHepaTopoB-3JIH0ATOB
IIPEACTABIIAIOTCA UCIBITAHUSA MATEPUHCKUX PAJIUOHYKIHUIOB U IPYIMX KOMIIOHEHTOB
CUCTEMBI TEHEPATOPA;

7) colepx)aHHE AKTHBHBIX BELIECTB HA OCHOBAHMHM MacChl aKTUBHOW 4YacTH
MOJIEKYJIBl TMPUMEHSIETCS TOJBKO K paauodapmaneBTHueckuM HabopaMm. [ns
PAAVMOHYKIIMJIOB PATMOAKTUBHOCTh BBIPAXKAETCA B OEKKEpPEIAX, C YKa3aHUEM JaThl U,
€cJii He00X0JMMO, BpEMEHU U YaCOBOTO MOsica. YKa3bIBaeTCs TUI PaJUOKTUBHOCTH;

8) crnenudpuKauuu JEKapCTBEHHOrO IMpernapara, SBISIOIIErocs
paanodapmaleBTHYECKUM HaOOPOM, BKIIIOUAIOT UCIIBITAHUS CBOMCTB Ipernapara 1mnocie
BBEJCHUS PAJUOAKTUBHON METKH, COOTBETCTBYIOIIME KOHTPOIU HA PAJUOXUMHUYECKYIO
U PAJUOHYKIHUJHYIO YHUCTOTY COEJUHEHHUS C paJuOaKTUBHON MeTkoH. JlroOoi
MaTepuaj, HEOOXOJUMBIM JUIsi BBEACHUS pPaAMOAKTUBHON METKM HOIJIEKUT
YCTAaHOBJICHUIO NIOJJIMHHOCTH U KOJIMYECTBEHHOMY OIIPENEIICHHUIO;

9) undopmanus o CTaOMIBHOCTH ISl U30TOMHBIX I'€HEPATOPOB, U30TOMHBIX
HAa0OpOB M JIEKapCTBEHHBIX MpPENapaToB C PaAMOAKTUBHOM METKOM. YKa3bIBaeTcs
CTaOWJIBHOCTh MPH HCIOJIB30BAHUHU paguoapMalieBTUYECKUX JIEKapCTBEHHBIX
IpenapaToB B KOHTEMHEpaX JI1 MHOTOPAa30BOT'0 UCIIOJIb30BaHUS.

B Monayne 4 unu Yactu I [lepeunst yka3pIBarOTCsl aCHEKThl paJHalliOHHOM
JO3UMETPUH (IeHCTBUE U3TyUEHUs HA OpraH/TKaHb). [lokazarenb NOrIOMEeHHON 1036l
U3JIyYEHUs] PACCUUTHIBACTCS C YKA3aHUEM CHUCTEMBI MCIIOJIb30BAHHBIX MEXIyHAPOIHO
NPU3HAHHBIX €MHULl U3MEPEHUS IIPU ONPECIICHHOM IIyTH BBEIACHUS.

B Moayne 5 nnn Yactu IV Ilepeuns, ecin npuMeHUMO, HMPENCTABISIOTCS
pe3ynbTaThl KIMHUYECKUX HCHBITAHUN WM MPUBOJUTCS B KIMHUYECKHX 0030pax (
Monyinb 2) 000CHOBaHHUE UX OTCYTCTBHSI.

B cnyuae pagunodapmaneBTHUECKOro NpeKypcopa, mpeIHa3HaYeHHOTO TOJIBKO TS
BBEJICHUSI PAJMOAKTUBHBIX METOK, MPEkKJE BCETrOo MPEJCTaBIsieTCs HUHPOpMAIUS O
BO3MOXHBIX  IOCJEICTBUSAX HEJOCTATOYHOM 3(PPEKTUBHOCTH  BBEACHHUS
PaAMOaKTUBHBIX METOK WMJIM JHUCCOLMALMU 1N VIVO KOHBIOTATa C PaJuOaKTUBHOMN
METKOMH, T.€. BOIPOCHI, CBSI3aHHbIE C JAEHCTBHEM CBOOOJHOTO PAJUOHYKIWJA Ha
NalMeHToB. B jomonHeHue, mpeacTaBisieTCs COOTBETCTBYMOIIAs HHGOpMaIus
OTHOCHUTENIbHO (DaKTOPOB PHUCKA, T.€. PAAUOAKTUBHOTO BO3JEHCTBHUS Ha IMEpPCOHAN
OOJILHUITBI M OKPYIKAIOIIYIO CPEy.

B wacTHOCTH npejcTaBisieTcs cienytonas nHhopmarus:

[Tonoxxenus Mopayns 3 unu Yactu 11 Ilepeuns npuMeHsIIOTCSA MPU pETUCTpaluu
paanodapMaleBTUYECKUX NIPEKYPCOPOB, KAK YKA3aHO BBILIE, €CIIH IPUMEHUMO.

B Monyne 4 unn Yactu III IlepeyHss OTHOCUTENIBHO TOKCHYHOCTH IIPHU
OJHOKPATHOM ¥ MHOIOKPAaTHOM BBEJICHUM NPEIACTABIAKTCS PE3yJbTaThl



JNOKJIMHUYECKUX WCCIEeIOBaHMI, MPOBEACHHBIE B COOTBETCTBUM C IIpaBUIAMHU
HaJJIexKanleil 1abopaTopHON MPAKTUKH.

HccnenoBanrsi HA MyTareHHOCTh PaJIMOHYKIIUIOB HE CUMTAKOTCS MPUMEHUMBIMH B
JTAHHOM KOHKPETHOM ClTy4ae.

[IpencrasnsieTcs mHGOpPMAIHMS OTHOCUTEIBHO XHUMHUYECKOW TOKCHYHOCTH U
pacrmpeesieHrs COOTBETCTBYIOMIETO "X0JI0AHOro" (He COAepIKaIIEro paJIuoakTUBHBIX
BEILIECTB) HYKJIUJIA.

B Moayne 5 wiu Yactu IV [lepeuns knmunnyeckas nHpopMmaiusi, morydeHHas B
X0/JIe KIIMHUYECKHUX UCCIEA0BaHUI C UCIIOJIb30BAaHUEM MIPEKypcopa caMmoro no cebde, He
CUMTACTCS 3HAYUMOM B cliydyae paanodapMalieBTUUYECKOTO MpeKypcopa,
peAHA3HAYCHHOTO UCKIIIOUUTENIHHO JIJIsi BBEJICHUS PAUOAKTUBHON METKH.

[Ipencrasmsiercs nabOpMaIus, MOATBEPKIAOMIAS KIMHUIECKYIO () PEKTUBHOCTD
panurodapmMaleBTUUECKOTO TMPEeKypcopa MNpH MPUCOCAUHEHUU K MOJEKYyJIam
COOTBETCTBYIOILIETO HOCUTES.

11. Opdannbie 1eKapCTBEHHBIE MPETAPATHI

[Ipu skcnepTuze opQaHHBIX NPENapaToB MOJIOKUTEIbHOE 3aKIIOUECHHUE O
0€30MacHOCTH BBIJACTCS 0] 00S3aTENBCTBO 3asBUTENS HA YCIOBUSX:

1) BBINIOJIHEHHUSI B ONIPEEIICHHBIE CPOKH OIPEACIIEHHON TPOrpaMMbl UCCIEA0BAHUIMA
, PE3yJIbTaThl KOTOPBIX OyAYT SBISITHCS OCHOBAHUEM JIJISI TIEPEOIEHKH COOTHOIICHUS "
MoJIb3a-pUcK";

2) mpUMEHEHUs JIEKapCTBEHHOTO Mpemnapara MmoJi CTpOruM HabJII0JeHHEeM Bpaya;

3) HEMEUIEHHOTO YBEIOMJICHUSI TOCYAapCTBEHHOTO OpraHa O JIOObIX MOOOYHBIX
NEUCTBUSAX, BO3HUKIIUX MPU MPUMEHEHUH Op(aHHOIrO Mpenapara, U OpeAnpUHSITHIX
Mepax.

B mepuon BBINIOJHEHUS MOCTABICHHBIX YCIOBUM AKCIIEpTHAs OpraHu3allus
IPEIOCTABIISIET B TOCYJAPCTBEHHBIN OpraH WH(POPMAIIKIO, TTOTYyYaeMYI0 OT 3asBUTEIS
O MPOBEJCHUHN ONPEACICHHON TPOTPAMMBbI UCCIENOBAHUM IS €5KETOJHOU TIEPEOLIEHKU
COOTHOIICHUS "TONB3a-PUCK" NIJISl 3aPETHUCTPUPOBAHHOTO TaKUM 00pazoM opdaHHOTO
npenapara. MHCTpyKUIHsS O MEOUUUHCKOMY NMPUMEHEHHUIO U ApYyras MEOULHUHCKAS
uH(pOopMaIKs 0 3apErUCTPUPOBAHHOM TaKMM 00pa3oM op(aHHOM Mpenapare COAEPKUT
yYKa3aHHUs O HEJJOCTATOYHOCTH JIaHHBIX.

12. BBICOKOTEXHOJIOTHUECKHUE JIEKAPCTBEHHBIE IIPENapaThI

Marepuanbl peTUCTPAMOHHOTO JOChE ISl BBICOKOTEXHOJIOTUUYECKUX
JIEKapCTBEHHBIX MPENApaTOB COOTBETCTBYIOT pazaeny 4 ITpaBun Ne 78

13. Tpauchep

[Ipu 3kcriepTr3e JEKAPCTBEHHBIX IPENAPATOB, IPOU3BOAUMBIX IPOU3BOIUTEISMU
Pecnmybnmmku KaszaxctaH Ha OCHOBE TOJHOTO TmepeHoca (Tpancdepa)
MPOU3BOACTBEHHBIX U TEXHOJOTHYECKHX IMPOLECCOB, K PETHCTPAMOHHOMY JOChE
JOTOJTHUTENBHO MPEAOCTABIISAIOTCS CIETYOIINE TOKYMEHTHI:



1) noroBop o nepeHoce NPONU3BOJACTBEHHBIX U TEXHOJIOTMYECKUX MPOLECCOB MEXKTY
OTEUYECTBEHHBIM ITPOU3BOAUTENEM U 3apyOEKHBIM MPOU3BOIUTEIIEM;

2) oTUeT Mo pe3yJibTaTaM MPOBEICHHOTO TpaHc(epa, BKIOYAIOUIETO ONMHUCAHUE
npoekTta TpaHcdepa, MacTad TpaHcepa, KPUTHUECKHUE MapaMeTphl, MOJyUYeHHbIE
OCHOBHOM U JOTIOJIHUTEIBHOM TIOIIAIKaMH, 3aKITIOUNTENbHbBIE BHIBOIBI TpaHCHEPA;

3) o BajmuaalnUM TPOU3BOJCTBEHHBIX MPOIECCOB HA OTEYECTBEHHOU
IIPOU3BOJICTBEHHOM TUIOIIAJIKE;

4) 0 MOATBEPKACHUHM TOTO, YTO KAYECTBO HMCXOJHOTO CHIPhS (aKTHUBHOU
cyOCTaHIMM, BCIOMOTATENIbHBIX BEIIECTB), HCIIOIb3YEMOTr0 Ha OTEYECTBEHHOMU
IUIOIIAJIKE HE BIUAET HA IPOLECC UM TOTOBBIA MPOAYKT;

5) Mo KOHTPOJIO KayecTBa MpenaparoB, MPOU3BOAUMBIX Ha OTEUYECTBEHHOU
OPOU3BOJCTBEHHON IUIOIIAAKE, M NpenapaTroB 3apyO0eKHOro MPOU3BOAUTENS
OCYILIECTBISICTCS MO OJHOW crnenudukanuu (OJUHAKOBBIA MpodUib MpUMECEH,
(hapMaKOKMHETHYECKUI NMPOPUIb PACTBOPEHUS (U1l TBEPABIX JIEKAPCTBEHHBIX (POPM)
U UH-BUTPO UCCIICIOBAHNUSA);

6) OT4eTHl UCCaeAOBaHNI OMOPKBUBAIEHTHOCTH WJIM KJIMHUYECKUX MCCIIEI0BAHMIMI
JIEKapCTBEHHBIX IIPENApaATOB, MPOU3BEACHHBIX HA IPOU3BOJACTBEHHBIX IIOMIAAKAX BHE
Kazaxcrana (B ciiy4ae oTCyTCTBUSI — 00OOCHOBAHHE).

[Ipu nmonHoM nepeHoce (TpaHcdepe) MPOU3BOACTBEHHBIX U TEXHOJIOTHUYECKUX
IPOLIECCOB 3aABUTENb 00ECTIEUNBAET MOJIHOE COOTBETCTBUE YCIOBUN MPOU3BOJICTBA U
CUCTEMBI 0OecreYeHHUsl KauecTBa Ha MPOM3BOJACTBEHHOM IIoIIanKe B PecnyOinke
Kazaxcrtan ycnoBusiM MNpOU3BOACTBA U CHCTEME OOECHeyYeHHsi KayecTBa
IIPOM3BOJICTBEHHOM TUIoIaaku BHe Kazaxcrana.

14. Tlepeperucrpanus

1. 3asBuTEnp MOJAET 3asIBJICHHUE HA DKCIIEPTU3Y B LEIAX MEPEPETUCTPALUNA HE
MeHee yeM 3a 180 gHeill 10 HWCTeUeHHUs] CpoKa AEHUCTBUS PETHCTPALMOHHOTO
YAOCTOBEPEHMUS.

2. Ha skcnepTu3y npu roCyJapCTBEHHOW MEPEPETMCTPALUU JIEKAPCTBEHHOTO
cpenctBa npousBoautensamMu Pecnybnuku Kazaxcran npenoctasisitores yactu [ u 11
[lepeuns npunoxxkenus 2 k HactoawuM IIpaBunam, 3apyOeKHbIMH TPOU3BOIUTEISIMU
npeaocrasistoress Moaynu 1-3 coritacHo npuioxeHuto 3 k HacTosmum [IpaBuam.

JononxnutensHo npousBoauTensimu Pecriyonuku Kazaxcran uz Yactu IV Ilepeuns
COrJacHO TMpUIOXKEeHUI 2 K HactosuuMm [IpaBunam u 3apyOexHBIMU
MPOU3BOIUTENSIMHA U3 MoayJist 5 cOrjacHO NMPUIIOKEHUIO 3 K HacTosmuM [IpaBunam
IIPEAOCTABIAIOTCS:

1) 0T4ETHI MOCTPErUCTPALMOHHBIX KIMHUYECKUX UCCIeT0BaHu Y()PEKTUBHOCTU U
6e3omacHocTH (TIPU HATMYHUH);

2) mepuoUYeCcKUil OTYET MO OE30MaCHOCTU 32 MOCIEIHUE S5 JIET HAaXOXKIACHUS
JIEKapCTBEHHOI'0 IIpenapara Ha (apmalrieBTu4eckoM pbiHke PecryOnnku Ka3zaxcran c



KpaTKMM AayTE€HTUYHBIM MEPEBOAOM C S3bIKa MPOU3BOJUTEINS] HA PYCCKUU SA3BIK
OCHOBHBIX Pa3/eIIOB.

3. Ha skcnepTusy mpu rocylIapCTBEHHOHN Nepeperucrpauuu OHOIOTrHYecKoro
JIEKapCTBEHHOTO CPEJICTBA, B TOM YKCIIe OMOCUMUIIAPA, PEIOCTABISIOTCS:

1) nepuoauueckuii oT4eT MO OE30MACHOCTH 3a MOCIEIHUE 5 JET HAXOXKICHUS
JIEKapCTBEHHOTO IIpenapara Ha (gapmalieBTu4eckoM pbiHke PecryOnuku Kaszaxcran c
KPAaTKUM AyTEHTHYHBIM IEPEBOJOM C SI3bIKA NPOU3BOIAUTENS HA PYCCKUU S3BIK
OCHOBHBIX Pa3/eioB;

2) pe3yabTaThl MOHUTOPUHTA TJIaHA YIIPABJIEHUS PUCKAMU U MUHUMU3aLUU PUCKA,
UMMYHOT'€HHOCTH, MPU MPUMEHEHUH OMOJOTUYECKOTO JIEKaPCTBEHHOTO CPEJICTBA, B
ToM uncie B Pecriybnuke Kazaxcran, mojly4eHHbBIX B pe3yJibTaTe:

MOCTPETUCTPALIMOHHBIX HAOIIOAATENbHBIX HCCIEIOBaHUM 0€30MacHOCTH U
3 PEKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB (METOJOM AaKTUBHOTO MOHUTOPHHTA,
METOJIOM CJy4Yall — KOHTPOJIb WJHU KOTOPTHBIX PETPOCHEKTUBHBIX U (MIJIM)
IIPOCHEKTUBHBIX UCCIIEIOBAHMN);

aHaiu3a PerucTpoB NanMeHTOB, MOJYYAKOIIUX JIEUEHUE OIPEAECIEHHBIM
OMOJIOTrMYECKUM JIEKaPCTBEHHBIM CPEACTBOM;

MTOCTMApPKETUHTOBBIX KIIMHUYECKUX UCCIEOBAHN;

MPOBEACHUST 00YUYaAIOIMNUX MEPOTPHUITHI IO TOBBIICHUIO WHHOPMUPOBAHHOCTH
Bpauei, (papmaleBTOB W MAIMEHTOB C IIEIbI0O CHUXKEHUS PHUCKOB, CBA3AHHBIX C
IpUMEHEHHEM OHOJIOTMYECKOTO JIeKapcTBEHHOTO cpencTBa B PecnyOnuke Kazaxcran.

4. J15st sKCTIepTU3bl IPU TOCYJAPCTBEHHOMN MEepeperucTpaiu OMOCUMMISIPOB (3a
UCKJIFOUEHUEM OMOCHUMUIISIPOB B JIEKAPCTBEHHBIX (POpMax /il HAPYKHOTO TPUMEHEHUS
, CyNIMO3UTOpUsIX (peKTalbHbIC, BarMHAIBHBIC)), 3apETUCTPUPOBAHHBIX B PecmyOmumke
Kazaxcran 10 BctyruieHus B cuity TpeboBanuil Hactosmux [IpaBui, npenocrasusiercs
PErUCTPalMOHHOE N0ChE KaK I PErUCTPaLUU.

15. BHecenne n3MEeHEHH B PETUCTPALITMOHHOE JIOChE

1. IIpu BHeceHUi HU3MEHEHUHN B peructpanuoHHoe gocbe tuna [A, Ib umu II
3asBUTENIEM MPEAOCTABISIETCS MOSICHUTEIbHAS 3allMCKa, CoAeprKaias 000CHOBAHHE
HEOOXOIUMOCTH U IOCTOBEPHOCTH BHOCUMBIX U3MEHEHUH.

2. ITpu BHECEHMI U3BMEHEHU B PETUCTPAIIMOHHOE J0Che Tuma II:

- o nyHktam b.I npenocrtaBnserca nepeuenb qokymenToB Yactu I, II [lepeuns (
oOHoBIeHHBIE pazfenbl | A7 - JIOKyMeHT, MOATBEPKIAONINN Ka4eCTBO aKTUBHOTO
BellecTBa (cepTuduUKaT aHanu3a CcyOCTaHUMHU OT MPOUZBOAMUTENS, CEpTUPHUKAT
cooTBeTcTBUS MoOHOTpaduu EBpomeiickoit ®apmakomnen, NPOTOKOJ aHAIN3a,
ananutuueckuit macropt) U Il C 1 - akTuBHasg cyOCTaHIMS B COOTBETCTBUU C
BHOCUMBIMU M3MeHeHUsIMH) niau Monyns 3 [lpunoxxenust 3 (0OHOBIIEHHbBIE pa3Jeibl
3.2.S B COOTBETCTBHH C BHOCUMBIMU U3MEHEHUSIMU );



- o myakraMm b.II nmpenoctaBnsercs nepeuens qokymenToB Yactu I (0OHOBICHHBIN
pasaen I A8 - JIOKyMEHT, MOJATBEPKAAIOIMIMNA KAa4eCTBO TOTOBOTO MPOAYKTa TPEX
IPOMBINIJIEHHBIX cepuil (cepTudUKAT aHanM3a, MPOTOKOJ aHaNIW3a), OdHA Cepus
KOTOPOro COBMHAJAaeT C cepueil oOpasiia JIEKAPCTBEHHOI'O CPENCTBA, MOJAHHOIO Ha
pErUCTpali0 B COOTBETCTBUU C BHOCUMBIMH u3MeHeHusiMu) u Il Ilepeuns wunum
Monyne 3 Ilpunoxenuss 3 (oOHOBJeHHBIE pa3znensl 3.2.P B COOTBETCTBHHU C

BHOCHUMBIMHU I/ISMCHCHI/IHMI/I).
IIpunoxenue 5
k [IpaBunam npoBeneHus
9KCIIEPTH3HI JICKAPCTBEHHBIX CPEJICTB

®opma

OTger HaYATbHOM SKCIEPTH3HI (BATHIANMA PETHCTPAIMOHHOIO JOCHE)
JIEKapCTBEHHOT'O CPEJICTBA

1. IlpoBeieHa HavanbHas SKCIEPTH3A (BATUAALMS PETHCTPAIIOHHOTO JIOChE) JIEKApCTBEHHOTO CPEICTBA
1) ®amunus, uMs, 0TIECTBO (TIPH HAJIMYUH) IKCTIEPTa

2) HoyKHOCTB KCIepTa

2. Madopmanus o IeKapcTBEHHOM CpPEICTBE

1) Homep u nata 3as1BKH

2) ToproBoe HaMMEHOBaHHUE MTpenapara

3) MexayHapoaHOoe HemaTeHToBaHHOe HazBanue (nanee — MHH)
4) JlexapctBeHHas popma

5) Jo3upoBka

6) Konuentpamus

7) Croco0 BBeaeHHS

3. YnakoBka

Bun ynakoBku KomuuecTtBo
Ne HammeHoBaHHE yIIaKOBKH (mepBuunas, OOBeM eqWHHI] B
BTOpPHYHA) YIIAaKOBKE

1)
2)
4. la"HBIE O IPOU3BOUTENIE

Hanmenosaune IOpupmaeckwmii
Ne Tum opraHu3aIiuy WK y9aCTOK IPOU3BOJICTBA TpaHa
OpraHu3aIHH azapec

1) 3asButens
2) IlpomsBomutens
3) YmnakoBUIMK
4) epskaTenb peruCTPalliOHHOTO yIOCTOBEPEHHS
5. Ilopsnok ormycka
]
IO peLenTy

1)



Venosus OTnyCKa:D

(HEOOX0MMOE OTMETHUTH ) 6ea perenta

6. B Pecniybnuke Kasaxcran moj yka3aHHBIM TOPTOBBIM HAaMMEHOBAaHHEM pPaHEE 3aperHCTPHUPOBAH IpPYToit
JIEKapCTBEHHBIN Tpenapat ¢ APYyrUM COCTaBOM aKTHBHBIX BELIECTB

]

1) mer

O

na

7. O1eHKa MOJTHOTHI, KOMIUIEKTHOCTH PETUCTPAIOHHOTO J0ChE M MPAaBUIIBHOCTH O(OPMIICHUS ITPEACTaBICHHBIX

O

Hocke copMHpPOBAHO MO pasfenaM, CTPAHHIBI MPOHYMEPOBAHBI, OMHCH HET
JIOKYMEHTOB COCTaBJICHA D

JOKYMCHTOB

1)

na

O

HET

O

Ja

2) KommiekT fOKyMEeHTOB COOTBETCTBYET yTBEPKICHHOMY NEPEUHIO

Hannune nBeTHBIX MaKeTOB YIAKOBOK M (hakT 3aBEpPEHUs] NX MEUYaTblo 3asSBUTEI,
COOTBETCTBHE YIIAKOBKHM JIGKapCTBEHHOro mpenapara [IpaBuiaM MapKHUPOBKH D
JIEKapCTBEHHBIX CPENCTB, M3IENMH MEIHMIMHCKOTO HAa3HAYCHUS W MEIHUIMHCKON

3) TeXHHKH, YTBEPXKICHHBIM IPHKa30M MUHUCTpa 31paBOOXpaHEHHS H COLUAIBHOIO
pasButusi PecnyOnuku Kazaxcram ot 16 ampens 2015 roma Ne 227 (
3aperucTpupoBaH B PeecTpe rocyaapCTBEHHOW perucTpanud HOPMAaTUBHBIX Jia
mpaBoBbIx akToB oz Ne 11088) (manee — [puka3z Ne 227)

HET

TexcT MapKuUpoBKH OOpa3lOB MAaKETOB YyIAaKOBKH, JSTHKETOK, CTHKEPOB HET
cooTBeTcTBYeT [Ipukazy Ne 227 D

4)

8. OueHka cocraBa JICKapCTBCHHOTI'O IIpfrapara

Hannume B cocrase JICKApCTBCHHOI'O IIpCliapaTa 3alpCHICHHBIX Kpacheneﬁ n HET

1)

APYTUX BCIIOMOTATEIIbHBIX BEIIECTB

Hanmnuue B cocraBe JICKaAPCTBECHHOI'O IIpfIliapaTta BCIICCTB, MOJTYYECHHBIX U3 KPOBHU, HET

2

) OpraHoOB M TKAHCH YCJIOBEKA U ) KUBOTHBIX D
Ja

3) Hammume B coctaBe HapKOTHYCECKUX CPCACTB, IMCHUXOTPOMHBLIX BCEHIECTB U HET

MIPEKypPCOpOB (IIpH HATMIHHU YKa3aTh Ta0NunITy, TIO3UITUIO) D
pit|

9. OneHka Ha3BaHU JICKAPCTBEHHOTO MIpeTapara Ha IpeMeT OTCYTCTBHS B HEM:



CXOACTBO C pAHCC 3apCTUCTPUPOBAHHBIMU JICKAPCTBCHHBIMU NpE€TiapaTaMu U CJIOB C D

1)

He6ﬂar03By‘lHLIMI/I BBIpAXKCHUAMU

O=0¢

CITOCOOHOCTH BBECTHU B 3&6Hy)KI[CHI/Ie OTHOCHTEILHO HCTHHHOI'O COCTaBa M ASHCTBUS HET

O

npernapara

a

)=

O

cxoactea MHH u/wmu cXomHbIe ¢ HUMU Ha3BaHUS JUIS JICKAPCTBEHHOTO Mperapara HeT
JIPYroro XMMHUYECKOTr0 COCTaBa WM JEHCTBUS

=0

10. Ouenka cBepeHUH 0 GapMaKOIOTHIECKOM ACHCTBUH JIEKapCTBEHHOTO MpeTapaTa

CooTBeTCTBHE CTPYKTYpPbl W OGOPMIICHUS HHCTPYKIHH MO MEIUIIMHCKOMY
MIPUMEHEHHIO JIEKapCTBEHHOTO rnpernapaTa [IpaBunaM cocTtaBieHUst U1 0OpMIICHHS
WHCTPYKIHH 110 MEJUIMHCKOMY MTPUMEHEHHIO JIEKAPCTBEHHBIX CPEJCTB M M3JIEIUH

1) MeIMUIMHCKOTO  HA3HAYEHHSA, YTBEPXKIACHHBIM TIpHKa3oM  MuHHCTpa
3IpaBOOXPaHEHHS U COIMANIBHOTO pa3BuTus Pecmybmmku Kazaxcran ot 29 mas 2015
roma No 414 (3apeructpupoBaH B PeecTpe rocymapCTBEHHHOW pPETHUCTpPallud
HOPMATHBHBIX MTPABOBBIX akTOB Mo Ne 11495)

11. 3akimtoueHust:
1) orkasats B manbHeiimmeii skcrepTuse (¢ 000CHOBaHUEM)

2) IpPOMOJIKUTE IKCIIEPTU3Y

PykoBOoauTENb CTPYKTYPHOI'O NOAPA3ACICHUS

NOJMUCH damuius, UMs, OTYECTBO
(npu HaJIWUYUU)

DKcrnepr

NOAINUCH damunus, UMs, OTYECTBO (MPU HAJTUYUH)
laTa

Mecro nevyatu
[Ipunoxenne 6
k IIpaBunam nmposeneHus
9KCIEPTHU3BI JICKAPCTBEHHBIX CPEIICTB

®dopmMma

OTger Ha9aIbHOM SKCIIEPTH3E (BAIHAAIMH PETHCTPAIIMOHHOTO JOCHE)
M3MEeHEHHI, BHOCHMBIX B PETUCTPAIMOHHOE JOCKE JIEKApCTBEHHOT'O CPEACTBa

1. IlpoBeneHa HauyadbHas JKCHEpTH3a (BaJUZAMs PETHUCTPALMOHHOTO [0CHhE) U3MEHEHMH, BHOCHUMBIX B
PETHCTPAIIMOHHOE 10ChE JIEKAPCTBEHHOTO CPENICTBA

1) ®amunus, M, 0TIeCTBO (TIPU HAJIMYUH) IKCTIEPTa

2) JomKHOCTB dKCIEpTa



2. 3asBIICHHBIC U3MCHCHHUS SBJISIFOTCS:
tuna l: tima 1 A, Tuma I b VYka3zaTb BHOCUMBIC U3MCHCHUS
tuna I Yka3aTb BHOCUMBIE H3MEHEHUS

3. Madopmanus o IeKapcTBEHHOM CpPEICTBE

1) Homep u nata 3as1BKH

2) ToproBoe HamMeHOBaHHE IpenapaTa

3) MexayHapoaHOE HEMATEHTOBAaHHOE HA3BaHHE

4) JlexapctBeHHas popma

5) Jo3upoBka

6) Konuentpamus

7) Cnocob BBeneHUs

8) Opranuzanus-npou3BOIUTENb

9) Ne perucTpaliOHHOTO yIOCTOBEPEHHUS

4. YmakoBka

Bux ynakoBku (mepBHYHASA, KonunuectBo enunHui B
O0BeM

Ne HammeHoBaHME yITaKOBKH
BTOPHYHAs) YIIaKOBKE

1)
2)
5. JlaHHBIE O IPOU3BOIUTETIE

Tun opraHu3alMy WIH Y4acTOK .
0 HaumenoBaHue opranuszanuu Crpana IOpuanaeckwii anpec
TIPOU3BOJICTBA

1) 3asButens

2) IlpousBoaurens

3) YmnakoBIIuK

6. [TepedueHb BHOCUMBIX U3MEHEHUIT

HoBas
1) HaumenoBaHue TOKyMeHTa Crapas penakuus
penaxius

7. OHeHKa IMMOJIHOTBI, KOMIUIEKTHOCTU PETrUCTPAIMOHHOIO0 IOCHE U MMPABUIIBHOCTU O(l)OpMJ'IeHI/IH MPEACTAaBJICHHBIX

[

Hocbe cHOpMHpPOBAHO 1O pa3genaM, CTPAHHIBI HPOHYMEPOBaHBI, HET

JAOKYMCHTOB

OIIHCH TOKYMEHTOB COCTaBIICHA D

a

O

HCT

[

Ja

2) KommieKT ZOKyMEHTOB COOTBETCTBYET yTBEPKICHHOMY MEPEUHIO

8. 3akroueHue:
1) otTka3ate B nanpHeiimeil skcrepTuse (¢ 000CHOBaHUEM)

2) TPOMOIKHUTE IKCIEPTH3Y

PykoBoauTenb CTPYKTYPHOIO TOAPA3ICIICHUS




MOANHUCH damMunus, uMs, OTYECTBO

(Ipu HAaJTUYUH)

OkcnepT

MOJIKUCH damunusi, UMsi, OTYECTBO (MIPU HATUYUH)

data

MecTo neuatu

IIpunoxenune 7
k [IpaBunam npoBeneHus
9KCIIEPTH3HI JICKAPCTBEHHBIX CPEJICTB

ITepedeHs HepaMOHANHHBIX KOMOHHAIHH JIEKAPCTBEHHBIX CPEACTB

Ne HasBanwue iekapcTBEHHOTO CPEACTBA, X KOMOMHAIIH
1. ®ukcupoBaHHbIC KOMOWHAIIMYA BUTAMUHOB C TPAHKBUIIN3aTOPAMHU

q)I/IKCI/IpOBaHHLIe KOM6I/IHaL[I/II/I anOHI/IHa/anOHI/IHOHOZ[O6HBIX JICKapCTBCHHBIX BCHICCTB C dHAJIBI'CTUKAMH U
AHTUIINPETUKAMHU

2.

ODuUKCHPOBAHHBIC KOMOMHAIIMY HOXUMOWHA C TSCTOCTEPOHOM M BUTAMHUHAMU
4. ®ukcupoBaHHbIC KOMOWHAIINH XeJe3a ¢ HOXHMOMHOM

q)I/IKCI/IpOBaHHI)Ie KOM6I/IHaIII/II/I AHTUTUCTAMUHHBIX JICKAPCTBCHHBIX CpPCIACTB C aHTHHHapeﬁHLIMH
JICKapCTBCHHBIMU CPCICTBAMU

6. ®ukcupoBaHHbIE KOMOWHAIINY ICHAIMILIHHOB C CYITh(OHAMHUIAMHI

q)I/IKCI/IpOBaHHbIe KOM6I/IHaHI/II/I BUTAMHUHOB C aHAJIbI'CTUKAMH (38. HCKJIIOYCHUEM ITapaleTramMoia ¢ BATAMUHOM

7. .
C, aueTuIcaIUIMIOBONM KUCIOTHI ¢ BUTaMUHOM C)
2 OuUKCHPOBaHHbIE KOMOWHAIIMA XWHOJIOHOB C JIOOBIMH APYTHMH JIEKapCTBEHHBIMH CpEACTBaMH, 3a
" MCKIIFOYEHHEM IIPENAPATOB [1JIsl HAPYIKHOTO IPUMEHEHHS
9 OuKCHPOBaHHBIC KOMOWHAIIMH KOPTUKOCTEPOUIOB C JIFOOBIMHU JIPYTHMH JIGKAPCTBEHHBIMU CPEIACTBAMH JIJIS

npruemMa BHYTpb

10 ®ukcupoBaHHBIE KOMOMHAIIMHN XJIOpaM(pEHHUKOIa C JTIOOBIMH APYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH IS
IpUeMa BHYTpb

11 ®ukcupoBaHHBIE KOMOWHAIMM BUTAMHHOB C MPOTHBOTYOCPKYIIC3HBIMH IIperapaTaMy, 3a HUCKIIOUYCHUEM
M30HHUA3H/IA C MTUPUAOKCHH THAPOXIOPUIOM (BUTaMUHOM B6)

KomOuHamun cTeponHbIX aHAOOJIMKOB € APYTUMH JIEKAPCTBEHHBIMH CPEICTBAMHU

13 ®ukcupoBaHHBIE KOMOWHAIINH CEIaTUBHBIX/CHOTBOPHBIX/aHKCHOIUTHYECKUX JIEKAPCTBEHHBIX CPEICTB C
aHAJIBIeTUKAMHU-aHTHITUPETUKAMI/ HECTEPOUAHBIMU TPOTUBOBOCTIAIUTEIILHBIME CPECTBAMHI

14 ®ukcupoBaHHBIC KOMOWHAIIMH aHTATOHUCTOB H2-rHcTaMHMHOPEICITOPOB/MHIMOUTOPOB IPOTOHHOMN TOMIIBI C
aHTalUIaMHU

15
q)I/IKCI/IpOBaHHBIe KOM6I/IHaI_[I/II/I, coaepKalue Ooliee ueM OJHO aHTUTUCTAMHWHHOC JICKapCTBCHHOC BCIIECCTBO

16

(DI/IKCI/IpOBaHHI)Ie KOM6I/IHaHI/II/I AHTUTCJIbMHUHTHBIX JICKAPCTBECHHBIX CPEACTB CO CI1a0UTENbHBIMU

17 ®ukcrupoBaHHble KOMOWHAIIMU JIEKapCTB C OpPOHXOPACIIHPSIOMIMM JIEeHCTBHEM C IMPOTHUBOKAIIEBBIMU
JIEKapCTBEHHBIMHU CPEJICTBAMH IIEHTPAJILHOTO JEWCTBHS M/WIM aHTUTUCTAMUHHBIMU CPEJICTBAMH



18

19

20

21

22

23

24
25

26

27

28

29

30

31

32

33

34

35

36

37

38

(DI/IKCI/IPOBaHHLIe KOM6I/IHaHI/II/I MyKOJ'II/ITI/IKOB/OTxapKI/IBa}OIHI/IX CpeACTB C MNPOTHBOKANIICBBIMU
JICKAPCTBCHHBIMU CPEACTBAMU W/WIIA aHTUTUCTAMUHHBIMA cpeacrtBaMmu

@dukcHpoBaHHbIE KOMOWMHAIIMM CIA0UTENbHBIX H/MIM CHAa3MOJUTUYECKHUX JICKAPCTBEHHBIX CPEJICTB C
(epMEHTHBIMH TIpenapaTaMu

@dukcnpoBaHHBIE KOMOWHAIMK TPOTHBOPBOTHBIX JICKAPCTBEHHBIX CPEICTB MHIMOMTOPOB JOIMaMHUHOBBIX
PELEnTOpOB C JIEKAPCTBEHHBIMHU BEIIECTBAMH, UMEIOIINMHE CHCTEMHYI0 a0COpOIHIo

(DI/IKCI/lpOBaHHI)Ie KOM6HH3HI/II/I IMPOTUBOKAIJIEBBIX JICKAPCTBECHHBLIX CPCIACTB HCHTPAJIbHOI'O JIIEHUCTBUSA C
AHTUTUCTAMHUHHBIMU JICKAPCTBCHHBIMU CPEICTBAMU

DUKCUPOBAHHBIC KOMOWHAIIMH, COJAEPKANlHe MEKTHH W/WIH KAOJWH C JIOOBIMH JIEKApCTBEHHBIMH
BEIIECTBAMH, KOTOPBIC BCACHIBAIOTCS B CHCTEMHBIM KPOBOTOK W3 JKEIYJOYHO-KHIIIEYHOTO TPaKTa, 3a
HNCKIIFOUCHHEM KOM6I/IHaHHﬁ IICKTHUHAa I/I/I/IJ'[I/I KaoJIMHa € JICKApCTBCHHBIMH BEIICCTBaAMU 663 CHUCTEMHOM
abcopOmu

OuKCHpPOBaHHBIC KOMOMHAIINY MPOTUBOUAPEIHHBIX JIGKAPCTBEHHBIX CPEJICTB C CKTPOIUTAMU
OuKCHpPOBaHHBIC KOMOMHAIINY OKCU(eHOYTa30Ha WK (eHIIOYTa30HA C JTFOOBIMU APYTHUMH JICKAPCTBAMU
OuKCHPOBaHHBIC KOMOMHAIINY aHAIBIHHA C JIFOOBIMH IPYTUMU JICKAPCTBEHHBIME CPEJICTBAMU

(DI/IKCI/IpOBaHHble KOM6I/IHaHI/II/I HECTCPOUIHBIX TMPOTUBOBOCHAJIMUTECIBHBIX JICKAPCTBCHHBIX CpeI[CTB/
r[apaueTaMona/ aHaJIbI'MHa C anOHI/IHOHO,HO6HI>IMI/I JICKapCTBCHHBIMHA CpeﬂCTBaMI/I/ CIIa3MOJIMTUKaMH

@uxcupoBaHHBIE KOMOMHAIMM HECTEPOMIHBIX IPOTHBOBOCHAIUTEIBHBIX JIEKAPCTBEHHBIX CPEICTB/
rapalieraMoJia/aHalibTiHa C OTIMOJHBIMU aHAJIbI € THKAMHU/ONHOIHBIMH-HEOINOJHBIMU aHAIbI' € THKAMHU

(DI/IKCI/IPOBaHHLIG KOM6I/IHaHI/II/I JABYX U Ooiee HECTCPOUTAHBIX MPOTUBOBOCHAIUTCIIBHBIX JICKAPCTBCHHBIX
CpCaACTB

dukcupoBaHHbIE KOMOWHALIMM Mapaneramoia ¢ OapOUTypaTaMH, TPaHKBHJIM3aTOPAMU H IPYyTUMH
JIEKapCTBEHHBIMHU CPEJCTBAMH, HHAYKTOpaMH (PEPMEHTOB IIUTOXPOMHOI CUCTEMBI MIEUSHH.

@dukcupoBaHHBIE KOMOMHAIMY napareramona (Bpime 200 MUTUTpaMM B pa3oBOH /103€) C HECTEPOUIHBIMH
IIPOTHBOBOCTIAJIUTEIILHBIMY JIEKAPCTBEHHBIMH CPEICTBAMH, 33 UCKJIIOYCHUEM JIEKAPCTBEHHBIX IIPETapaToB
KpaTKOBPEMEHHOTO ITPUMEHEHHUS

@dukcupoBaHHbIE KOMOMHAIMK NEHUIMJUIMHOB CO CTPENTOMUIMHOM B IapeHTEPaIbHBIX JIEKApPCTBEHHBIX
(dhopmax

duUKCHPOBaHHBIC KOMOMHAIIMY MAHKPEATHHA WK MTAKPEaIHIa3bl, COACPKAIMX aMIiIa3y, IpoTeasy H JIHIa3sy,
C JIIOOBIMH IPYTUMU (PEPMEHTAMH, B TOM YHUCIIC ObIUBEH KEITIbI0, TEMHUIICILTFOIO301

®ukcupoBaHHbIE KOMOMHAIIMK HUTPO(DYPaHTOMHA M TPUMETOIIpUMa

(DI/IKCI/IpOBaHHI)Ie KOM6I/IHaHI/II/I 6ap61/ITypaTOB C ApYTUMH JICKAPCTBECHHBIMH CPEACTBAMHU, 3a UCKIIIOUCHUEM
PACTUTCIIBHOTO MPOUCXOKICHUSL

OuKcHpoBaHHBIE KOMOWHAIINY JIEKAPCTBEHHBIX CPENICTB, YTHETAIOIMINX [IEHTPAIFHYI0 HEPBHYIO CHCTEMY CO
CTUMYJISITOPaMH LIEHTPAJIbHOM HEPBHOM CHUCTEMBI

®dukcupoBaHHbIe KOMOMHAIMK 0apOUTYPATOB C THOCIMAMUHOM H/WJIM THOCIIMHOM, OCIITaJIOHHOH U IPYTUMHU
aTPONMHOIIOIOOHBIMH JICKAPCTBEHHBIMU CPEICTBAMHU

dukcupoBaHHbIE KOMOMHAIIMK 0apOUTYPATOB C IPrOTAMHHOM

DUKCUPOBAaHHBIE KOMOWHAIIMH TallONEpUona ¢ JIIOOBIMH AHTUXOJUHEPTUYECKUMHU JIEKAPCTBEHHBIMHU
CpeCcTBaMu

@DukcupoBaHHbIE KOMOMHAIIMY AaHTHOAKTEPUAIBHBIX 1 aHTUIIPOTO30MHBIX JIEKAPCTBECHHBIX CPEACTB



40 ®uxcrupoBaHHBIE KOMOMHAIMH JIOTIEpaMH/Ia THAPOXIIOpHIA ¢ Gypa3oInaoHOM

41
q)I/IKCI/IPOBaHHble KOM6I/IHaI_[I/II/I aHTI/I6aKTepI/IaHLHHX JICKapCTBCHHBIX CPCACTB U HpO6I/IOTI/IKOB, Hp€6I/IOTI/IKOB

(DI/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I murporenTtaguHa ¢ JJM3MHOM HJIN IEIITOHOM

43 OuxkcupoBaHHblE KOMOWHAIMM HECTEPOMIHBIX INPOTHBOBOCHAIUTENBHBIX  CpeICTB/Iapareramoa/
Al THJICATIMIIMIIOBOM KUCIOTHI U aHTaru0B/H2-010KkaTopoB/MHrHONTOPOB IPOTOHHOM ITOMITHI

[Tpunoxenune 8
k [IpaBunam npoBeaeHus
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

dopma
CBoaHEIN OTYET SKCIIEPTOB IO OICHKE JICKAPCTBEHHOIO IIperapara

1. HpOBC}ICHa SKCIICPTHU3a PCTUCTPAITHOHHOT'O JOCHE JICKAPCTBCHHOI'O CPCIACTBA
1. ®ammus, UMs, OTIECTBO (IIPHU HATMIHN) U JOJDKHOCTH SKCIIEPTOB
VYueHasi cTeneHb, 3BaHKe
Ne 3asBKH
ara

TOpFOBOC HAaMMCHOBAHUC MIpCTiapaTta

SAN IR EP ol Il

MexayHapoaHOe HemaTeHTOBaHHOE Ha3BaHue (nanee - MHH)

O

OpuruHanbHBIA  JI€KAPCTBEHHBIN
npenapar

O

BocnpousBeneHHbI  geKapCTBEHHBIN
npenapar

O

Bromnono6HbIi lekapCcTBEHHBIH ITpenapar
(brocumuitsp)

O

I'nOpuTHEIHA JTeKapCTBEHHBIH Mpenapar

O

buonornuyeckuif  JeKkapCTBEHHBIN
mpemnapar

O

KoMOMHUpPOBaHHBIM  JI€KapCTBEHHBIN
mpemnapar

O

JlekapcTBEHHBIN IIpenapar ¢ XOpOIIo
H3Y4YCHHBIM MEIULUHCKUM IPUMEHEHHEM

O

PagnodapmaneBruyeckuit
JEKapCTBEHHBIH  mpemapar Wi

N IIPEKypco
7. JlexapCTBEHHBIH Ipenapar siBIsSEeTCs PEYPEOP



O

I'omeonaTudyeckuil  JIeKapCTBEHHBIN
mpemnapar

O

PactuTenbHbIN JIeKapCTBEHHBIN MTpenapaT

O

OphaHHBIN JIeKapCTBEHHBIH Npernapar

O

AKXTHUBHas (dbapmaneBTHYECKas
cyOCTaHIUs, NPOU3BEJACHHAS HE B
ycinoBusax GMP

O

JlekapcTBeHHBIN OANK-TIPOAYKT

O

buonorudeckuii 0anK-mpoayKT

O

JlekapcTBEHHOE TIPHPOIHOE CHIpbe (HE
(dapMakonenHoe)

HccnenoBanus BOJHBIX PacTBOPOB
TEHEPUYECKHX MTPENapaToB HH-BUTPO

BHeapeHnue TpaHchepa
MPOM3BOICTBEHHBIX M TEXHOJIOTUYECKUX
TPOIIECCOB

JIJ'[S[ TCHEPUKA yKa3aTb Ha3BAHUEC OPUTHUHAJIIBHOI'O JICKAPCTBCHHOT'O
npernapara

9. JlexapcTBeHHas hopMa

Jo3upoBka
Konnenrparus

dapmakoTeparneBTHUCCKas TPyTa

Kon B coOTBETCTBUMM C aHATOMO-TEPAaNEBTUUECKO-XUMUUYECKON
kinaccudukanuei (qanee - AHATOMO-TEepPaneBTHIECKO- XUMHYCCKasT

)

14
®dopma oTIycka D
. o perenTy 0e3 penenTa
2. YnakoBka

HaumenoBanue Bux ymakoBku (TIepBHYHASL, KonuuectBo equnun B Kpartkoe
Ne Pazmep O0OBem

" YIIaKOBKH BTOPHYHAs) YIaKOBKE OIIMCaHUE

3. I[aHHI)IG O IMPOU3BOJUTCIIC

HauMeHoBaHue .
Ne Tum opranu3anuy Win y9acTOK NPOU3BOACTBA Crpana FOpuanueckuii aapec
OpTaHM3aINA



1. 3agButennb

2. TIIpomsBoauTens
3. VYnaxkoBIIUK
4. Y4acToK mpOHU3BOICTBA
5 Jepxartenb pEerucTpaluoHHOTO
YIOCTOBEPEHUs
4. Perucrtpanus B CTpaHE-IPOU3BOIUTEIIE U APYTUX CTPAHAX
No  HaszBaHue cTpaHsbl No perucTpalimOHHOTO yJI0CTOBEPEHHUSI Jara Bergaun Cpoxk naeiicTBus
1.
2.

5. B pe3ynbTaTe NpoBEeACHHON SKCIIEPTU3bl YCTAHOBIICHO:

1) CocraB 1€eKapCTBEHHOTO CPEICTBA M 3aKIIOUYEHUE O €ro PaluOHAIBHOCTU U
COBMECTUMOCTH HWHIPEIUEHTOB (yKa3aTh JI€KapCTBEHHbIE CYOCTaHIIUM U
BCIIOMOTATEILHBIC BEMIECTBA, BKIIOYAsi KOHCEPBAHTHI, COCTABHBIE BEIIECTBA 000I0YKH
npenapaToB):

KomnuectBo Ha HOpMaTI/IBHHﬁ JOKYMEHT IO KOHTPOJIO KadeCcTBa U 0e30macHOCTH

eIUHUII JIEKapCTBEHHBIX CPEACTB, WM locylapcTBeHHas (apmakomnes

Ne HaumeHoBanue y . p p ’ yaap $ap
nexapcTBeHHOU PecmyOnmku Kazaxcran, 3apy0OexHble (apmakornen, NpuU3HAHHBIE
(hopmel JeUCTBYIOIMMH Ha TeppuToprn Pecriyonuku Kazaxcran

JlexapcTBenHas(
1. ®re) cyocranmus (

n):

BcnomorarenbsHble

BCIICCTBA:

CocTaB 000JI0YKH
3. TableTKu WIH
KOpITyca KarcyJIbl:

2) [1ns1 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhS

boranuueckue HopmaTtuBHBEIM JOKYMEHT 10 KOHTPOJIIO KadyecTBa U

JaTUHCKUE 0€301MacHOCTH  JICKAPCTBEHHBIX CPEACTB, WIH
Jukopactyiee
No|123BAHUA locynapctBennas  ¢apmakoness  PecmyOmnuku Mecrto
o N U U
pacTeHui, Kazaxcran u 3apyOexHble (apMakonen, MpH3HAHHbBIE MIPOM3pacTaHus
N KyJIbTHUBUPYEMOE
BXOASOINX B  ACHCTByIOmMMH Ha Tepputopun Pecrmybmukn y 24
cocraB cOopa Kazaxcran

6. [Ipon3BoauTeny aKTUBHBIX CyOCTaHIINH, BXOIAIINX B COCTAB JIEKAPCTBEHHOTO
cpeacrTsa

HaumeHoBanue BEIIECTBA, HanmMeHoBaHue npousBoauTens C Anpec TpPOU3BOACTBEHHOU
. TpaHa
Ne Bxopsmero B cocTaB Ha PYCCKOM W aHTIHMHCKOM IUIOIAJKU Ha PYCCKOM H
JIEKAPCTBEHHOT'O CPECTBA SI3BIKAX AHTTIMICKOM SI3BIKaX

7. B cnywyae Hanuuus B COCTaB€ JIEKAPCTBEHHOTO CPEACTBA BEIIECTBA,
MOJIJIEXKAIIETO KOHTPOJIIO B COOTBETCTBUU ¢ 3akoHOM Pecry6nuku Kazaxcran ot 10



utonst 1998 roma "O HapKOTHYECKUX CPEACTBAX, MCUXOTPOMHBIX BEHIECTBAX, UX
aHajiorax M MpeKypcopax U Mepax MPOTHUBOJCUCTBUS UX HE3aKOHHOMY OOOpPOTY U
3II0YTOTPEOICHUI0 UMH'";

3axIoueHue 0 MPUHAATIEKHOCTH K MOJAKOHTPOJIBHBIM BELIECTBaM (Ha OCHOBAHUU M3YUYEHUS MEXKAYHApOIHOTO
HETaTeHTOBAaHHOTO HAMMEHOBAHUS, TOPrOBOI'0 Ha3BaHMS, XUMUYECKOTO HA3BAHMS, CTPYKTYPHOH (OPMYJIBI O
MIPUHA/AICKHOCTH K MOJKOHTPOJIFHBIM BEUIECTBAM € yKasaHueM mno3unuu Tabmunm Crmcka, sSBISIETCS JTH
BEIIECTBO CTEPEOM30MEPOM HAPKOTHUECKHX cpeiacTB Tabmumpl II, B Tex cimydasx, KOraa CyIIeCTBOBaHHE
) TakMX W30MEPOB BO3MOXKHO B PaMKax AAHHOTO KOHKPETHOTO XHMHYECKOTO 00O3HAa4YEeHUsS (€CIU TaKOBbIE

—_—

OMpPEIEIICHHO HE UCKITIOYCHBI), COBI0 BCEX HAPKOTUUECKUX CPEICTB, MepeurcicHHbIX B Tabmure 11, Brimrouas
COJIM U30MEPOB, KaK MPeAyCMOTPEHO BHIIIIE, BO BCEX CIydasx, KOI/a CyIIeCTBOBaHHE TaKUX COJIEH BO3MOKHO;
COJIbI0 TIcuXOTponHbIX BetecTB Tabmuip! I u Tabmuuw! 11, korga cyniecTBoBaHHE TaKMX COJICH BO3MOKHO

Hay9YHO-00OCHOBAaHHOE OIPEAEICHUE CTEICHN PHUCKA 3J0YIOTPEOICHNS: BHICOKHH PHCK 3I0YHNOTPeOIeHNS,
2 unmn pHuck 310ynoTpedieHus OTCYTCTBYET, UiIu ABJIsACTCA HE3HAYHUTEIbHBIM;
) olpeneneHne MaKCUMAJIBHO JOIYCTHMOIO COJEpKaHUsl HApKOTHYECKUX CPE/ICTB, ICUXOTPOIHBIX BEIIECTB U

MIPEKYPCOPOB B JICKAPCTBEHHBIX CPEACTBAX;

3aKJIIFOY€HHUEO0 BO3MOKHOCTH NI HEBO3MOXXHOCTH HU3BJICYCHUS JICTKOAOCTYITHBIM criocodooM IMOAKOHTPOJIBHOTO
BCIICCTBA B KOJINMYCCTBAX, JOCTATOYHBIX IJIA 3HOyHOTpe6HCHI/I5{

3aKJIIOYCHUEC B TOM, YTO B OTHOIICHUM IIp€riapara CHATBI HECKOTOPBIE MEPBI KOHTPOJIA

~ DN~ W

8. AHanmu3 CBeJIEHUN O MMPOUCXOXKACHUH, peructpanuu B Pecmyonuke KazaxcraH,
K a 4 € ¢ T B €

BBIBOJIBI O BO3MOYXKHOCTH HCTIOJB30BaHHS CyOCTaHIIUU (TIPU OTCYTCTBUH
eprtudukara GMP)

o =

9. AHanu3 cBEIEHUI O KayeCcTBE, KOJIUYECTBE C BHIBOJAMH O JOMYCTUMOCTH
UMCIHIOIb30BAaHUSIL
UCMOJIb3yEMBIX BCIIOMOTAaTEIbHBIX BEIIECTB

10. 3akmrodyeHure o MPOU3BOJCTBE (MPOU3BOJACTBEHHAsI (OpMyJia, OMUCAHUE
TE€ XHOIJTOTHH
MPOU3BOJICTBA, KOHTPOJb B MPOIECCE NPOU3BOJCTBA, MEPBUYHAA JKCIEPTHU3A
MPOM3BONCTBEHHBIX MPpOIECCOB)




11. XapakTepucTiKa roTOBOTO NMPOAYKTa (COOTBETCTBUE MPEICTABICHHBIX
napaMeTpOoORB B
ceprudukaTe KayecTBa Ha TOTOBYIO NPOAYKIMIO HJIM B MAacHmopTe
OpPraHU3alUU-TIPOU3BOIUTEIS
ONMUCAaHHBIM METOJMKAM KOHTPOJISI KadyecTBa B HOPMATHUBHOW JOKYMEHTALlUH,
COOTBETCTBHUE cepui
NpEACTaBIEHHBIX  00pa3loB  cepusiM,  yKa3aHHbIM B  cepTU]UKATE)

12. 3akiroueHre 0 MapKUPOBKE M YIAKOBKE Ha MPEAMET UX JOCTATOYHOCTH ISt
obecrieyeHrs COXpaHEHUsI KauyecTBa JICKAPCTBEHHOTO CPEJICTBA BO BpPEMs XpaHEHUS U
TPAHCIIOPTUPOBKHU, (HEOOXOAUMOCTh JONOJHUTEIbHBIX HAANUCEH), HaIUYUe
cnenupuUuKamUM H a
NEPBUYHYIO U BTOPUYHYIO YIIAKOBKY. [ UTHEHHYECKOE 3aKIIF0UEHUE Ha YIAKOBKY (7151
OTEUYECTBEHHBIX NPOU3BOJUTEIECH)

13. 3akiroyeHre 0 HaJIW4YMU WIA OTCYTCTBUU B HA3BaHUU JIEKAPCTBEHHOT'O CPEACTBA:
1) rpaduueckux CXOACTB C paHee 3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMHU
npenaparamu u CIJIOB c HeO0JIaro3ByYHBIMU BBIPAKEHUSIMU,;
2) crnocoOHOCTH BBECTH B 3a0JIy’KJ€HHE OTHOCUTEIIBHO HCTHUHHOIO COCTaBa M
NEUCTBUA npenapara;
3) cxoactea MHH w/unu cxonHble ¢ HUIMU Ha3BaHUS JJI JEKapPCTBEHHOTO CPEJCTBA
APYyroro XUMHUYECKOTO cocraBa WU neicTBUA.
14. Cnenudukaiys roToBOro NpoayKra

15. 3akntoueHne 0 TaHHBIX XUMUYECKOU, (papMalleBTUUECKON U OMOJIOrMYECKOH (
U H B U TP O )
SKBHUBAJICHTHOCTH, MPEACTABICHHBIX (DUPMOI Ha JIEKApCTBEHHOE CPEJICTBO

16. 3akimroueHre o cTaOMIIBHOCTH JIEKAPCTBEHHOT'O CPEACTBA, 0OOCHOBAHHOCTh
3asIBIEHHOTO cpoka XpaHEHUH




17. Ananu3 u olleHKa MPOEKTOB MHCTPYKLIHMH IO MEAUUMUHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTO CpEICTBA, MAKETOB YIAKOBOK M JTHUKETOK, IIPOBEPKAa Ha
UJEHTUYHOCTH YyKa3aHUU
YCIOBHAM XPAaHEHHs U TPAHCIIOPTUPOBAHUSA, YKA3aHHBIX B MPOEKTE HOPMATHBHOIO
J OKYMEHTa o
KOHTPOJIIO KayecTBa M 0€30MaCHOCTH JEKAPCTBEHHOI'O CPEICTBA U BbINIEYKA3aHHBIX
oI p O € K T a X

18. 3akitouenne 00 yCIOBUSAX XpaHEHUS! U TPAHCTIOPTUPOBAHUS JIEKAPCTBEHHOTO
C peacTB a
U HEOOXOJMMOCTh BBEJEHUS JOMOJHUTEIbHBIX TPEOOBAaHUMN C IIEJIbI0 O0OeCTeueHHUs
COXpaHEHUus KayecTBa JEKapCTBEHHOTO cpeacTBa

19. AHanu3 HOPMATHUBHOTO JOKYMEHTA MPOU3BOAUTENS IO KOHTPOJIO KauecTBa U
0€30MaCHOCTH JIEKAPCTBEHHOI'O0 CPEACTBA U METOJMK KOHTPOJS KauyecTBa rOTOBOTO
o p o ay K T a

20. CpaBHeHuE C aHAJIOraMU, 3aperucTpupoBaHHbiMHU B Pecniybnuke Kazaxcras.
CpaBHurenbHas XapaKTEPUCTHUKA OCHOBHBIX IoKa3aTelieu KayecTBa

21. AHanu3 JOCTOBEPHOCTHM KAaYECTBEHHOIO M KOJIMYECTBEHHOI'O COCTaBa
a K TH B H Bl X u
BCIIOMOTATEIbHBIX BEIIECTB, YKA3aHHBIX B HHCTPYKIUH IO MEIULUHCKOMY
0IpUMEHEEHIW,
CpaBHHBAs C 3asBJIECHHBIM COCTABOM B 3asBJICHUH, AaHATUTHUYECKOM HOPMATHBHOM
JOKYMEHTE 151 MaKeTe YyIaKOBKHU

22. OueHka (apMakoJIOTHYECKOH COBMECTHUMOCTH KOMIIOHEHTOB, B CJydae
permcTpanuHu
BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOI'O CPEICTBA MPOBECTU CPABHEHUE C COCTABOM
OPUTHUHAABHOTO npemapara



23. * AHanu3 NOKyMEHTAIUU 1O JTOKIUHUYECKUM HCCIICIOBAHUSAM: TOKCUIHOCTH (
O cC T p a s ,
xpoununueckas, LD50, LDI100), KkaHIIEpOreHHOCTH, OMOPUOTOKCHYHOCTH,
TEpPaTOreHHOCTH,
MYTareHHOCTH, MECTHO-Pa3Ipa)karollero AeUCTBUS, BIUSHUS HA UMMYHHYIO CUCTEMY,
crienupuuecKoi (dbapmMakoIOTHYECKON (6moIOTUYECKOI) AKTUBHOCTH.

[Ipumeyanue: mpu dKCOEPTU3E OMOCUMIIISIPOB yKa3aTh Mpemnapar CpaBHEHHS,

UCTIOJb30BAHHBIM HAa BCEX JTamax CpaBHUTEIbHBIX HCCIEJOBaHUNA (OT
bapManmeBTHUUYECKOMN
pa3paboTKM [0 KIMHUYECKUX HCCIEAOBAHUM): Ha3BaHUE, AKTUBHOE BEIIECTBO,
OPOUBBOIUTEND,
CTpaHa-IpOU3BOAUTEIND, cepus, CPOK FOJTHOCTH

24. * Ananu3 JOKyMEHTallud KIMHUYECKUX HCCIenoBaHui ((pa3bl KIMHUYECKUX
UCCIICOBAHUN, TMOCTMAPKETUHTOBBIE MCCIEIOBAHUS, MPOTOKOJIbI M OTYETHI,
3aKJTI0WY€eHHUS
Otuueckoit komuccuu). [Ipu 3TOM HEOOXOIMMO yKa3aThb MECTO, J1aTy, CIOHCOpa
0 poOBEIEHHH
UCCJIeIOBAaHUS, 11€Jb, TU3alH, NTUTEIHLHOCTh UCCIIEIOBAHNUS, KOJIUYECTBO, MTOJ BO3PACT
UCIIBITYEMBIX, PEKUM JO3UPOBAHUS TpernapaTta, MOHUTOPUHT MOOOYHBIX EUCTBUN B
o0 p O I € C C ¢
NPOBEACHUS KIMHUYECKUX MCCIEOBAaHUM, COOTBETCTBHE OTYETa MPOTOKOIY,
3aKJTIOYECHHUE 0 COOTHOIIECHUU "monw3za-puck".

[Ipumeyanue: mpu dKCHepTU3e OMOCUMUIISIPOB yKaszaTh IpenapaT-CpaBHEHUS,
UCTIOJb30BAHHBI HAa BCEX JTamax CpaBHUTENbHBIX HCCIEJOBaHUNA (OT
bapManeBTHUYECKOMH
pa3pabOTKM [0 KIMHUYECKUX HCCIEAOBAHUMN): Ha3BaHUE, AKTUBHOE BEIIECTBO,
OPOUBBOIUTEND,

CTpaHa-MPOU3BOIUTEND, cepus, CPOK TOJTHOCTH.

25. OueHka UCTOYHUKA MPOUCXOKIAEHUS (KpOBb, OPTaHbl M TKAHU YEJIOBEKA U
X U B O T H Bl X ) u
cienmupuuecko  aKTUBHOCTH  JJIsI ~ MMMYHOOMOJOTHYECKHX  MpPErnapaToB

26. * Ouenka 6e30nmacHOCTU U 3P(HEKTUBHOCTU JIEKAPCTBEHHOT'O CPEACTBA I10
pe3yabTartanm



KJIMHUYECKUX UCCIIEIOBAaHUN B OTHOIIEHUH 3asBJICHHBIX BO3PACTHBIX TPYII OOJBHBIX,
000CHOBAaHHOCTU BbIOOpAa TOKa3aHUM K MPUMEHEHHUIO0, MPOTUBOIMOKA3aHUM,

NPENOCTEPEKECHUN npu
NPUMEHEHHH TIpernapara, npodusis NoOOYHBIX TEUCTBUN

27. 3anoyiHsAE€TCSd TOJbKO MPH MOJAa4€ Ha 3asiBJICHUS TOCYAAapPCTBEHHYIO
NEePEPETUCTPALUIO JEKAPCTBEHHOTO npenapara

Ouenka Oe3onacHOCTH U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA HA OCHOBE
I a H H B X
NEepUOAUYECKH OOHOBJISAEMBIX OTYETOB O OE€30MaCHOCTH - aHanu3 npoduis
Oes3zomacHOCTH,
BHECEHHU HOBBIX MOOOYHBIX JEHCTBUN, NPOTHUBOMOKA3aHUU B KPATKYIO
XapaKTEepPUCTHUKY
JIEKapCTBEHHOTO MpernapaTta U MHCTPYKIMUIO MO0 MEAMIIMHCKOMY MPUMEHEHUIO WIIU
O T K a 3 e B
nepeperucTpauu npemnapara, U3MEHEHHUsI B PErUCTPAIIMOHHOM CTaTyce Mperapara B
I p y T ®w X
CTpaHaX, OOHOBJICHHBIE JAHHBIE O MEpax, MPUHSITHIX PETYJISITOPHBIM OPraHOM WM
OPOU3BOJUTEIEM
0 COOOpakKeHUSIM OE€30MaCHOCTH, M3MEHEHHUs B HWH(pOpMAIMM 10 OE30IMacHOCTH
npemapara, o0bem
IPOJIaK, KOJWYECTBO IMAITUEHTOB, IMOJYYMBIINX TMpemapar 3a OTYETHBIM TEPHOI,
U 3y 94 € H U €
OTIMCAaHUs WHIUBUAYAIbHBIX CIIy4aeB WM MEPEUYHS MOOOYHBIX NEHUCTBUU W CBOJHBIX
T a 0 1 m 1 ,
WHIWBUIYAIbHBIX CJIy4aeB TMPOSBICHUS TOOOYHBIX JEHCTBUHA BBISBICHHBIX
I €p X aTelleM
PETUCTPAIIMOHHOTO yJIOCTOBEPEHUS, XapaKTep M KOJWYECTBO CEPhE3HBIX MOOOYHBIX
I € M ¢C T B U U 51
paHee He 3aperucTPUPOBAHHBIX KoMIaHuen. OOmias oneHka 0e30MacHOCTH Ha OCHOBE
I a H H B X
NEPUONYECKA OOHOBIISIEMBIX OTUETOB O 0€30MACHOCTU M 3aKIIOYEHUE O COXPAHEHUH
" hi§ u



U3MeHeHUH Tpoduias 0e30MmacHOCTH, BHECEHHHM HOBBIX IMOOOUYHBIX JICHCTBUH,
NPOTUBOMNOKAa3aHUMU B
UHCTPYKIHIO MO MEIUIMUHCKOMY MPUMEHEHUIO WM OTKa3e B MEpPEpEerucTpaiuu
npemaparta
[Ipumeyanne: MpPOBEAEHHWE DKCIEPTHU3Bl MPENapaTOB-OMOCUMUISPOB B
COOTBETCTBUHU c TpeOOBAaHUSIMU:
Ha skcnepTusy mpu rocynapCTBEHHOW NepeperucTpanuv OUOJIOTrHYEeCKOro
T€EKaAapCTBEHHOTDO
CpeacTBa, B TOM yucie Ouocumuiiapa, npenocrasisitorca Yactu I-1I1 [lepeuns, us
YU a ¢ 1 wu \"
1) nepuoanvecky OOHOBISIEMBIM OTUET MO OE30MACHOCTH WM MEPUOAUIECKUIN
O T 4 € T

2) pe3ynbTaThl MOHUTOpHHTA [ ITaHa ynpaBieHUs pucKaMu 1 MUHUMU3AIUN PHUCKa,
UMMYHOT€HHOCTH, TIPH TMPUMEHEHUH OMOJOTHYECKOTO JIEKApCTBEHHOTO CPEACTBA, B
T O M 94y U C T € B
PecnyOnuke Ka3zaxcran, MOJYYECHHBIX B pe3yabTaTe:

MOCTPETUCTPAIIMOHHBIX HAOIIOJATEIbHBIX HCCIEIOBaHUN O€30MacHOCTH H
S PpeKkTUBHOCTH
JIEKapCTBEHHOTO CpPEACTBa (METOJAOM aKTUBHOTO MOHHMTOPHHTA, METOJOM CIydai
KOHTPOIH U Ju
KOTOPTHBIX PETPOCIIEKTHUBHBIX W/HMJTU TIPOCTICKTUBHBIX HCCIICIOBAHUH)

aHajim3a PCFI/ICTpOB ManuCHTOB, IMOJYYarIUuX JICUCHHUC OIPCACIICHHBIM
OMONOTHYECKUM JCKApCTBCHHBIM cpeacrsam

IMOCTMAPKCTUHTOBBIX KIIMHUYCCKUX I/ICCJICILOBaHI/Iﬁ

pOBEACHUST 00YYAIOIUX MEPONPUSITHI MO MOBBIIIEHUIO THHOPMUPOBAHHOCTH
B p a 4 e #u |,
¢dbapmaIreBTOB U MAIMEHTOB C IEIbI0 CHIKEHUSI PUCKOB, CBA3AaHHBIX C MPUMEHEHUEM
OMOJIOTHYECKOTO0  JIeKapCTBEHHOTo cpeactBa B  Pecmybnuke Kazaxctaw.
28. Ouenka 6e30macHOCTH U d(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA C YIETOM
COOTHOLIEHHUS '"MOdb3a-puCK" - TMPOTUBOINOKA3aHUS, MPEAYNPEKACHUS U
IPEIOCTEPEIKCHUS TIPU
IpUMEHEeHUH Tpenapara. Tpebyercs oOpatuTh 0co00€ BHUMAHHUE Ha JETCKUN

B O3 pacT,



OCpEeMEHHBIX W KOPMSIIIUX >KCHIINH, TOXXHIOW BO3pACT, MAIMEHTOB C MOYSYHOH U
NEeUYEeHOYHOH HEJOCTAaTOYHOCTBHIO

29. DxcnepTu3a UHCTPYKIHUU MO MEAUIMHCKOMY MPUMEHEHHUIO MPOBOJAUTCS B
CpaBHEHUHH c
KpaTKOM XapaKTEPUCTUKOMN JIEKAPCTBEHHOTO Mpenapara. Jlemaercs 3akiro4eHue o
COOTBETCTBMUMHU
U HECOOTBETCTBUM IIOKa3aHUM K MNPUMEHEHUIO, MOOOYHBIX JEHCTBUM,
NPOTHUBOMOKAa3aHUMU,
0COOBIX yKa3aHUH, JEKaPCTBEHHBIX B3aMMOJICUCTBUH, EPEI03UPOBKH, YKa3aHHBIX B
UM HCTDPYKIUIHUHU
110 MEUIIMHCKOMY IMIPUMEHEHUIO JIEKAPCTBEHHOI'O CPEACTBA, KPATKOW XapaKTEPUCTUKE
JEKApPCTBEHHOTO npemapara

30. 3akiaro4yeHre O HaJWYMU WJIM OTCYTCTBHM B Ha3BaHHUHU JIEKAPCTBEHHOTO
CcCpenaxcTB a

1) rpaduyueckux CXOACTB C paHEe 3apeTrHCTPUPOBAHHBIMH JICKAPCTBECHHBIMU
npenapaTtTaMHu u
CJIOB C HEOJIAr03BYUYHBIMU BBIPAKCHUSIMH

2) cnocoOHOCTH BBECTH B 3a0JIyJE€HHE OTHOCUTEIILHO UCTUHHOIO COCTaBa U
NEeUCTBHU A npenmapara

3) cxonctBa MHH w/unu cxonHble ¢ HUMHU Ha3BaHUs JJIs JIEKAPCTBEHHOTO
cpeacTBa APYyroro XUMHUYECKOTO cocTaBa )05 e CTBUS

31. OmneHka TpPaBUJIBHOCTU TPUCBOEHHUS KOJa
AHAaTOMO-TE€pPaNneBTUYECKO-XUMHUUYECKOM
(mamee — ATX) knaccudukanuu, COOTBETCTBUA (HhapMaKOTEpareBTUIECKON TPYTIIIbI
K O I Y A T X
knaccudukanuu, hapMakoIOTUYECKOMY JNEUCTBUIO, TIOKA3aHUSAM K NMPUMEHEHHIO. B
Cc 1 y 4 a ¢
HenmpaBUJIbHO 3asBieHHBIX ATX Kkoma u (QapmMakoTepaneBTHUYECKON TPYIIIHI,
TpeOyeTcs yKa3aTh PEKOMEHAYEMBbIE AKCOEPTOM




32. IlpoBepka aJIeKBaTHOCTH 3asBJICHHBIX JI03 U PEKHMa JIO3UPOBAHUS COTIIACHO
(dbapMaKOKMHETUYECKHUM MapaMeTpam (Tiepruoa MmoTyBbIBEICHHUSI, CTETICHU CBSI3bIBAHUS
c 6 e 1 K a M U
TTa3MbI KPOBH, BIIMSHUE Ha aKTUBHOCTH MIEYCHOUHBIX ()EPMEHTOB, BpEMS COXpaHEHUS
0aKTepUOCTATUYECKOI/OaKTEPUITUAHON KOHIICHTPAIIMU B CIIydae aHTHOAKTEPHATbHBIX
npemnaparoB). TpeOyercss oOpatuTh 0cob00€ BHUMAaHUE Ha J03bl, PEKOMEHIyEMbIE
T€TsaM, MOXMUIBlM,
OOJBHBIM C HapyMICHUSIMH byHKIHU MOYECK u NeYeHU

33. IIpoBepka COOTBETCTBUS 3asBJICHHOIO CpPOKa XpPaHEHUs, YKa3aHHOrO B
3a89BJE€HUU, B
KpPAaTKOM XapakTepHUCTUKE JIEKAPCTBEHHOrO Mpemnapara, WHCTPYKUUH IO
MEIUUUHCKOMY
OPUMEHEHUIO, MAKETaX YIMAKOBKH CO CPOKOM XpaHEHUs, YKa3aHHbIM B HOPMAaTUBHOM
I 0O KY ME®EHT e

34. CooTBETCTBUE MPEACTABICHHOW MHCTPYKIHUH IO MEAULIUHCKOMY IMPUMEHEHUIO
JNEUCTBYIOLIEMY 3aKOHOATEIbCTBY PecnyOnukn KazaxcraHh.
35. JleranbHOe omucaHue CUCTEMBI (papMakoHaa30pa M yIpaBiCHUS PUCKAMMU:
1) Kpatkas xapakTepuCTHKa CHCTEeMBI (apMakoHaa30pa AepiKaTems
PETUCTPAULUOHHOTO
yIOCTOBEpPEHUS JNOJIKHA BKJIIOYATh cleaylolue AIIEMEHTBHI:
J0KAa3aTeJIbCTBO TOTO, YTO JIEPKATENb PErUCTPALIMOHHOTO yIOCTOBEPEHMS UMEET B
C B O € M
pacmopspKeHUM  OTBETCTBEHHOE  JIMIO  3a  TyIoOanbHBIM  (papmakoHan30p

JeKJIapalys, NoANUCaHHas JepKaTeIeM PEruCTPAlMOHHOTO YOCTOBEPEHUS O TOM,
94 T O 0O H
UMeeT cucrtemy (apMakoHaa3opa Ui BBINOJHEHUS 3aJady U OOSI3aHHOCTEH IO
NOCTPErUCTPALIMIOHHOMY  KOHTPOJIFO  0€30IacCHOCTH  JIEKAPCTBEHHBIX  CPEACTB

CChUIKAa Ha MECTO (aJpec), rae XpaHuTcsi Mactep-Ghaii cucteMbl papMakoHaa30pa




2) OTBETCTBEHHOE JIMIIO 3a JIOKaIbHbIN (hapmakoHaa3op B PecniyOonuke Kazaxcran:
JOKYMEHT, MOATBEPKAAIINNA HAa3HAYCHUE OTBETCTBEHHOrO JHNA 3a
bapmakoHan3op B PecnyOnuke KaszaxcraHn

KOHTaKTHBIE JJAHHBbIE OTBETCTBEHHOTO Jivila 3a (hapmakoHaa3zop B PecnyOinke
K as3axcrTaHms

3) Ilnan ynpaBieHHus pUCKaMH TIPH MEIUITMHCKOM PHUMEHEHUH JIEKApCTBEHHOTO
cpenxcTHBa,
3asBJIEHHOTO0 HA PETUCTPALMIO/MEPEPETUCTPALMIO WIIM BHECEHUE H3MEHEHUH (s
OpPUTHHAaITH H B X
npenaparoB, OMOCUMIISIPOB, BaKIIMH, ITPENapaToB KPOBH, TEHEPUUECKUM IperapaTam
TpeOymuiero ocoboro KOHTPOJIS)

[IpumMedugyanwue
* - OTMEYEHHBIC pa3/eibl 3aNOJHSIIOTCA TPH MPOIJICHUU CPOKa JIEHCTBHSA

PETHCTPAIIMOHHOTO YIOCTOBEPECHUS

3 a K Tm04YeHHUe
MOJTOXUTEIbHOE OTPUIATEINBHOC
(c obocHOBaHHUEM)

JlaTa mocTyniueHus: JOKyMEHTOB SKCIIEPTY
I[aTa 3aBCPHICHUA IKCIICPTU3BI JTOKYMCHTOB
Bce nmanHble, mpUBEAECHHBIE B 3KCIEPTHOM 3aKJIIOUYEHUH, JOCTOBEPHBI U
COOTBETCTBYIOT COBPEMEHHBIM TPeOOBaHUSAM, YTO MOATBEPKAAI0 JIMYHOU MOAMUCHIO.
damunusg, UM, OTYECTBO (NMpPU HAJIUYHUU), DKCHEPTOB

Jlata

[punoxenne 9
k [IpaBunam npoBeneHus
OKCIICPTU3BI JICKAPCTBECHHBIX CPEACTB

®dopma

CBOHEI OTYET 3KCIEPTOB IO OLEHKE JIEKapCTBEHHOTO Ipenapara mpu
U3MEHEHHSX, BHOCHMBIX B PETHCTPAIMOHHOE OCHE

1. ®damumnusi, uMsl, 0OTIECTBO (MIPH HATUYHMH) U TOJDKHOCTD JKCIIepTa
2. VYwueHas cTereHb, 3BaHUC

3. Ne 3agBku



4. Hara
5. ToproBoe HauMEHOBaHUE IIpenapaTa

6. MexayHapoiHOe HeTlaTeHTOBAaHHOE Ha3BaHUeE

O

OpurnHanbHBIH  JIEKapCTBEHHBIH
npenapar

O

BocnpousBeneHHbI  JIEKapCTBEHHBII
npenapar

O

Bronono0HEI TekapcTBEHHBIH TTpenapaT
(buocummutsip)

O

T'uOpuaHEIi TeKapCTBEHHBIN MpenapaT

O

Bbuonornueckuii  nexapcTBEHHBIN
npenapar

O

KomMOnHMpOBaHHBIN JIeKapCTBEHHBIH
npenapar

O

JlexapcTBeHHBIN MIpemapaT ¢ XOPOLIO
N3YYEHHBIM MEIULTHCKAM
MIPUMEHEHHEM

O

PanmodapmaneBTudyeckuii
JeKapCTBEHHBIM  TpemapaTr  WIH
peKypcop

7. JlekapCTBEHHBIN IpenapaT D

T'omeonaTuueckuil  J€KapCTBEHHBIN
npenapar

O

PacturenbHbii JIEKapCTBEHHBIN
npenapar

O

OpdannbIii TekapcTBEHHBIH Mpemapar

O

AKTHBHAs (bapmaneBTHYCCKAS
cyOCTaHIUS, TpPOU3BEICHHAs HE B
ycnosusix GMP

O

JlexapcTBEHHBIH OATK-TIPOTYKT

O

Buonornueckunii 6anK-mpoayKT

O



JlekapcTBeHHOE TPHUPOJIHOE CHIpbE (HE
(hapmakomneitHOE)

HCCIICA0BaHUA BOAHBIX PAaCTBOPOB
TCHEPUUCCKUX ITPEIapaToB UH-BUTPO

BHEJAPCHUE TpaHcdepa
IPOU3BOACTBEHHBIX U TEXHOJIOTHUECKUX
IPOIIECCOB

JUis  BOCTIPOM3BEACHHOIO JIEKAPCTBEHHOI'O Mpenapar WiH
8. Omocummisipa yKa3aTh Ha3BaHWE OPUTHHAIBHOTO JIEKAPCTBEHHOTO
mpemnapara

9. JlexapcTBeHHas dpopma

10
Ho3upoBka

11
Konuentpanus

dapmakoTepaneBTHUECKas TPYTIIa

13 Koxg B COOTBETCTBUU C aHATOMO-TEPANEeBTUUYECKO-XUMHUUYECKOU
KIIaccH(hUKaIuen

y O
®opma oTIycka 10 peuenty
0e3 perenrta
2. YmakoBka

HaumenoBanue Bun ymakoBkm  (mepBUYHAas, KoanuecTtBo enuHuin B
Pasmep O6vem
YIIaKOBKH BTOPHYHAs) yIaKoBKe

3. I[aHHI)IC O IMPOU3BOJUTCIIC

HauMmeHoBaHue .
Ne Tum opranu3zanuu Win y4acTOK MPOU3BOACTBA Crpana FOpuanueckuii aapec
OpTaHM3aINA

1. 3asBurenb

2. IlpousBogurens
3. YmakoBHIMK
4

Vuactok MMPpOU3BOACTBA

5 Jepxarenb pEerucTpaluoHHOTO
YIOCTOBEPEHHUS
4. Peructpanus B CTpaHE-IIPOU3BOJIUTEIIE U IPYTUX CTPAHAX
No  HasBanue ctpaHbl No perucTpaniiOHHOTO YA0CTOBEPEHUS Jara Bergaun Cpoxk geiicTBus
1.
2.

5. 1) CocraB ekapCTBEHHOTO CpeCTBa (yKa3aTh JICKApPCTBEHHBIE CYOCTaHIIUU U
BCIIOMOTATEIbHBIC BEIMIECTBA, BKIIIOYasi KOHCEPBAHTHI, COCTABHBIC BEIIECTBA O00IOUKH
npenapaToB):



KonmuectBo Ha HopmMaTuBHBIA JOKYMEHT O KOHTPOJIO KadyecTBa M 0€30MacHOCTH

Ne Hanmenosanue eOIUHULY JIEKapCTBEHHBIX CpEeACTB, WM locynapcTBeHHas (apmakornes
nexapcTBeHHOW PecryOnmkm Kasaxcran, 3apyOexHble (apMakornew, NpH3HAHHBIC
(hopmbl JEHCTBYIOIMMH Ha TeppuTopnn Pecrryomukn Kazaxcran
JlexapcTBeHHas(
1. ble) cyocranums (
n):
) BcenomorarensHeie
" BelecTBa:

CocraB 000JI04KH
3. TableTKH WIH
KOpIyca KarcyJbl:

2) 1711 TeKapCTBEHHOT'O PACTUTEIBHOTO ChIPhS

Borannueckne HOpMaTI/IBHHﬁ JAOKYMCHT IO KOHTPOJIFO Ka4CCTBa U
JATUHCKHC 0e30IMacHOCTH JICKApCTBECHHBIX CPEACTB, WA

Ha3BaHUS l'ocynmapctBennass  ¢apmakomnes PecmyOnuku Jluxopactyuee MecTo

Ne pacTeHui, Kazaxcran u 3apy0OexHbIe (papMakoreu, Mpu3HaHHbIE wa MpOM3pacTaHus
BXOJASIIIUX B  JCHCTByIOIMMH Ha Tepputopun Pecrnybnukn KYIETHBHPYEMOS
cocTaB cOopa Kazaxcran

6. [Ipon3BOANTEIN AaKTUBHBIX CYOCTaHIMH, BXOSIINX B COCTAB JIEKAPCTBEHHOTO
CpeacTBa

HaumenoBanue BCIIICCTBA, HanmenoBanue MIPOU3BOAUTEIIA AZ[pCC HpOHBBOHCTBeHHOﬁ
TpaH

Ne Bxomsmero B cocTaB Ha PYCCKOM M aHIJIMHCKOM IUIOMIAaAKA HAa PYCCKOM H

JIEKApCTBEHHOT'O CPEICTBA A3bIKaxX AHTJIMMCKOM SI3BIKAX

7. 1) CocraB JIeKapCTBEHHOTO Cpe/CTBa (yKa3aTh JICKAPCTBEHHBIE CyOCTaHIIUN U
BCIIOMOTATEIbHBIC BEIMIECTBA, BKIIIOYAsh KOHCEPBAHTHI, COCTABHBIC BEIIECTBA O00IOUKH
npenapaToB):

KomanuectBo Ha HOpMaTI/IBHHﬁ JAOKYMCHT IO KOHTPOJIIO Ka4deCTBa H 0e30macHOCTH

eIUHUI JIEKapCTBEHHBIX CpeACTB, Wi [ocynapcTBeHHas ¢apmakomnes
No HaumenoBanue y . P p ’ yAap $ap
nexapcTBeHHOI PecrryOnmukn Kaszaxcran, 3apy0OexHbie (apMakomnen, HpH3HaHHBIE
hopmbl JeHCTBYIOIMUMHU Ha Tepputopun Pecryonuku Kazaxcran
JlexapcTBeHHasI(
1. ®re) cyocranmus (
H):
’ BcnomorarenbHbie
" BelecTBa:

CocTaB 00010YKH
3. TabJeTKu WIH
KOpITyca KarcCyJibl:

2) 1151 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhS

boranuueckue HopmaTtuBHbI TOKYMEHT MO KOHTPOJIKO KadecTBa U
JTaTUHCKUE 0€30TMacCHOCTH  JIEKAPCTBEHHBIX CPEACTB, HJIH
Ha3BaHUM locynapctBennass  (dapmakones PecmyOnuku



Ne pacTenui, Kasaxcran u 3apy06e:xHble (papMakoneu, IpUsHaHHbBIE JlukopacTymee MecTo
BXOASIINX B  JCHCTBYIOIMMH Ha Tepputopun PecnyOonmukn wu nm u MIpOM3pacTaHus
cocTaB cOopa Kazaxcran KYJIETUBHPYEMOE

8. HpOI/ISBOI[I/ITeJ'II/I AKTHUBHBIX CY6CT3HHI/II71, BXOAAIMX B COCTAB JICKAPCTBCHHOI'O
CpeacCTBa

HaumenoBanue BCIICCTBA, HaunmenoBanue IIPOU3BOAUTEIIA Aﬂpec HpOI/I3BOIICTBeHHOI>'I
o T
Ne BXOOAOI€TO B cocCTaB Ha PYCCKOM H AaHIJIMHCKOM * IiomaakKu Ha PYCCKOM H
JICKaAPCTBCHHOT'O CPEICTBA A3bIKax AHTJIMMCKOM SI3BIKaX

9. Tun usmMeHeHu

BHOCHMBIC Crapas HoBas
HN3MCHEHUS penaxius penaxius

10. OreHka perucTpaloOHHOrO JA0ChE MO acCleKTaM KauyecTBa, O€30MacHOCTH U
P PeKTUBHOCTH

1) Tun u3MEeHeHU! B COOTBETCTBUHU C MIPUIIOKEHHEM 17

Pexomennanuu:

3asBICHHBIC N3MCHEHUS THIIA (YxazaTp THIT) HE OKa3bIBAaIOT BIMSHHUS Ha Ka4eCTBO, O€30ITaCHOCTD H
3¢ (PEKTUBHOCTh JICKAPCTBEHHBIX CPEJCTB. 3asBICHHOE HW3MEHEHHE PEKOMEHAYETCS K PETHCTpPAIUH.
CoOutoieHB! YCIIOBHS TSI BHECEHHSI M3MEHEHUH 110 3asIBIICHHOMY THITy H3MCHEHHH.

2 3asBlICHHBIC U3MCHEHUS THIIA (yKaSaTL TI/IH) OKa3bIBAIOT BJIMAHHNEC HA KAYCCTBO, 0e30MacHOCTh U
) 3(1)(1)6KTI/IBHOCTL JICKapCTBCHHBIX CPCACTB. 3asiBJICHHOE U3MCHEHHE HE PEKOMCHAYETCA K peruCTpaliu.

B cooTBeTCTBUM C 3asBICHHBIMH M3MEHEHUSMH HE TPEIOCTABICHBI JOKYMEHThI PETHCTPAIIMOHHOTO TOChE B
3 motHOM 00bEME COTIACHO MPWIJIOKEHHUIO 17 Wiau He COONIOZCHBI YCIOBHS JJisi BHECEHHs] M3MEHEHUM IO
) 3asABJIICHHOMY THIy M3MeHeHHH. HeoOXoanmMo paccMOTpeTh JOKYMEHTHI MOBTOPHO IOCJE MPENOCTaBICHHUS
JIOTIOJTHUTEIBHBIX MaTePHAJIOB TI0 3aIPOCy 3KCIepTa:

Jlata mocTyniueHus AOKYMEHTOB 3KCHEPTY
Jlata 3aBepIICHHUS DKCIEPTU3BI JOKYMEHTOB

Bce nmanuble, mpuBEeJAECHHBIE B 3KCIEPTHOM 3aKJIIOUEHUH, JOCTOBEPHBI U
COOTBETCTBYIOT COBPEMEHHBIM TPEOOBAHUSAM, YTO MOJATBEPKIAI0 JIMYHON MOAMKCHIO.
damunusg, UM, OTYECTBO (MpPU HAJIUYHUU), DKCIEPTOB

IToagnucse

JlaTta
IIpunoxenue 10
k [IpaBunam npoBeneHus
9KCTIEPTHU3BI JICKAPCTBEHHBIX CPEICTB

®opma

MunncrepcTBo 3apaBooxpanenna Pecry6mixu Kazaxcran




HanmenoBanue rocyqapCTBEHHOM 3KCIEPTHOM OpraHW3aIuA

ATTecTaT aKKpeIUTAlMU HCIIHITATeNbHOM T1abopaTopun (Ne, cpok meicTBuA

Anpec, TenedoH IKCHEPTHOMN Opranu3ayy (MCIBITaTETHHOM

sJaboparopun)
ITporokoin ncnbrranmii Ne or" " roja
Crpanuna /KonmuuecTBo JIMCTOB
3asgBUTENb (HauMeHOBaHUE, anpec):
HaumeHoBaHUue NPOAYKIHUH:
Bun UCOBTAaHH:
OcHOBAaHUUE
dupma U3TOTOBUTEIL/TIPOU3BOIUTEND, cTpaHa:
Cepwus, naprTHs
laTta NPOU3BOACTBA:
Cpock TOOHOCTHMH

Jlata Havama wu gaTra OKOHYAHUS UCIBITAHUM:

KonuuectBoO oO6pa3noB:



OO0o3HaueHHEe HOPMATHUBHOTO JOKYMEHTa IO KadyeCTBY Ha MPOAYKIHIO:

O6o3HaueHue HOPMATHUBHOT'O JOKYMCHTA I10 KaYCCTBY HAa MCTOAbI WCIIBITAaHUI:

Pe3ynbpTarsl HCTIBITAHUM

HaunmeHnoBanue TpedoBanust HopMaTHBHOTO JOKyMeHTa @aktudecku noiydeHHsie 0C U BIOKHOCTD
MoKasaresei M0 Ka4eCTBY pe3ynbTaThl (%)
1 2 3 4

3akmouenue: [IpeacraBneHHple 00pa3ilbl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHUSIM HOPMATHUBHBIX JOKYMEHTOB M METOJUKH BOCHPOU3BOASTCS/HE
BOCIIPOU3BOSTCS (YKa3bIBaTh MPU HEOOXOAUMOCTH). (HY>KHOE MOJUEPKHYTh)
MeTonuku HE BOCHPOU3BOMSATCS IO CIHEAYIOIMUM MOKa3aTeasaM

[Tognucu YIOJHOMOYEHHBIX T HIT
- E)IOJ;)KHZ)CT;) - (moamuce) damuinusi, UMs, 0OT4eCTBO (TTPU HAJTUYUH )
- (_ILOJD;HOC_TL) - (ToAmKCH) damMuiusi, UMsl, OTYECTBO (ITPU HAJTUYUH )
- (_I[OJD;(HO(?TL) - (moAmnuch) damuus, uMsi, 0OTY4ECTBO (MPU HATTUYUHM )

MecTo a1 IeyaT

ITpunoxenue 11
x [IpaBunam npoBeaeHus
SKCHEPTU3bI IEKAPCTBEHHBIX CPEJICTB

dopma

OT4er 0 pe3ynbTaTrax mNpoBeACHHA J1a00PaTOPHOrO HCIBITAHUA B TabopaTopHu
KOHTPOJIA Ka4eCTBa IIPOU3BOAUTEINS WM B KOHTPAKTHO#H J1abopaTopum,
HCIOJIB3yEeMOH IPOU3BOAUATEIIEM

1. Pe3rome
HaI/IMeHOBaHI/Ie J'IeKapCTBeHHOFO CpCﬂCTBa

HanmenoBanue, afpec peKBU3UTHI IIPON3BOICTBEHHON TLTOMIAIKH



HaunmenoBanue, anpec, peKBU3HUTHI JTaOOPATOPUH KOHTPOJIS KadyecTBa W/WIH
KOHTPAKTHOH J1a00paTOpUu KOHTPOJIS KauecTBa

OcHoBaHue MTPOBEACHUS J1TAOOPAaTOPHOTO HCIIBITAHMUS

Homepa nunensnu (py HaJIW4YMK), CEPTUPHUKATOB, 3asSBOK HA 3KCIEPTH3Y
IIPY TOCYIapCTBEHHON PErnCTpaliy

[IpoBenenne mabopaTOPHBIX
WCIIBITAHUN

PesroMe nesTenbHOCTH 1ab0paTopuu KOHTPOIIS Ka4ecTBa Beimyck B peanH3anuio Cepuu
JIEKapCTBEHHOTO CPE/ICTBA

HHoe (He00X0 MO YKa3aTh)

Jara(s1) mpoBeaeHUS TAOOPATOPHOTO MCTIHITAHUS
®.1.0. (mpu HATMYUHN) SKCTIEPTOB (WICHOB KOMUCCHH), TOJDKHOCTD

2. BBognas undopmanus
Kpatkoe onrcanue nabopaTopiu KOHTPOJIS KadecTBa
Hanuyne 1oKyMEHTUPOBAHHBIX MPOLCAYP MPOBEACHUS HCITBITAHMHA
Brimonaenne TpeboBaHUi TOKYMEHTHPOBAHHBIX MIPOIIETYp MPOBEACHNS UCTIBITAHNI
Llens mpoBeeHns 17a00PaTOPHOTO UCTILITAHMS
OOBEKTHI UCTIBITAHUS
[Tepconan 1ab0paTopruy KOHTPOJISI KauecTBa, yYacTBYIOUIMH B IPOBEACHUH J1A00PaTOPHOT'O HCIIBITAHUS

I[OKyMCHTBI, IIOJAHHBIC OpFaHHSaHHCﬁ—HpOHBBOI[I/ITCJ'IeM W/UiIu J'Ia60paT0pH€I>i KOHTPOJIAA KadeCTBa 10
IIPOBEACHUS OLICHKN yCJIOBI/Iﬁ TIPON3BOICTBA U CUCTEMBI oOecreyeHHus KauecTBa

3. HaGnrogenus u pe3yabTaThl MPOBEACHUS J1a00OPATOPHOTO UCTIHITAHUS
CchplIKa Ha HOpMaTPIBHLIfI JAOKYMCHT
Howmep cepun, nara mpou3BoacTBa

TpeboBanns HopmatuBHOro  dakTHUecKue C , CooTtBeTcTBYeT/HE
JIOKyMEHTa Ppe3yIbTaThl BII&XXHOCTh  COOTBETCTBYET

IToka3zarenn

4. ITpunoxxeHus

JlokyMeHTB! (TIEpBUYHBIC JaHHBIC, TIPOTOKOJBI HCIIBITAHUNA) M 00pa3ibl, OTOOpaHHBIE B XOJ€ MPOBEICHUS
71a00paTOPHOTO UCIIBITAHUS

5. PexoMeH1alium U 3aKJIIOUCHHUS
Pexomenmanun
3akioUeHne

IIpumeyanue:

*K oTdery o pe3ysbTrarax MpoBEICHHs Ja0OPATOPHOTO MCIBITAaHUS HEOOXOIUMO
NPUJIOKUTh KOMHUI0 cepTudukaTra aHanuza W (W) MPOTOKOJA HUCIBITAHUM Ha
NPOAYKIUIO JTa0OpaTOPUM KOHTPOJISI KauecTBa MPOU3BOJUTEINS WM KOHTPAKTHOM
1a00paToOpuH, UCIIOIB3YEMOM IPOU3BOIUTEIEM. Bee MPUIIOKEHHUS K OTUETY SBISIOTCS
HEOTHEMJIEMOM €0 YacThIO.

PykoBonurtens KOMUCCHUU :




(moamuce) damMunusi, ©Ms, OTYECTBO (MPU HAIUYKH), TOTKHOCTD
YJICHBI KOMUCCHMU:

(moamuceo) damunusi, UMsl, 0TYECTBO (MPU HATUYUHU), TOJKHOCTD
(moamnuce) ®damunus, UMs, OTYECTBO (IIPpU HATUYHMH), JOJKHOCTD
H____" 20 r-

CoracoBaHo:
(10JKHOCTD) (TOJIMKUCH) damunus, UMs, OTYECTBO (IPU HAJTUYUM)

(107KHOCTH) (TTOJIITUCH ) damunus, UMsl, OT4ECTBO (ITPU HATUIUH)

ITpunoxenne 12
k IIpaBunam nmposeneHust
9KCIEPTHU3BI IEKAPCTBEHHBIX CPEJICTB

3akmodeHue o 6e3omacHOCTH, 3P (PEKTUBHOCTH M Ka9€CTBE JICKAPCTBEHHOI'O
CPEeACTBa, 3asBJICHHOT'O HAa 3KCIIEPTU3Y

1. Pecny0nmkaHCKOe rocyJapcTBEHHOE MPEANPUATHE Ha MPaBe X039iCTBEHHOTO
BeneHUs "'HanmoHanmbHBIM LEHTP JKCHIEPTHU3bl JEKAPCTBEHHBIX CPEACTB, W3IEINAN
MEIMIMHCKOTO Ha3HA4€HMs M MEIUIMHCKOW TexHuku' MuHucTepcTBa
3npaBooxpaneHus: Pecnyonuku Kaszaxcran cooOmiaer pe3ynbTaThl KCIEPTU3BI Ha
6e30macHOCTh, 3(H(PEKTUBHOCTH M KAYECTBO JIEKAPCTBEHHOT'O CPEACTBA!

HOMep " gaTa 3asiBKHU

ToproBoe Ha3BaHHWE JIEKAPCTBEHHOTO cpeAcTBa (C yKa3aHHEM JEKapCTBEHHOW (OPMBI, HO3HPOBKH,
KOHIICHTPAILlUN U 00bheMa 3al0THEHHUS, KOJIMYEeCTBa /103 B YIIAKOBKE - /711 JISKAPCTBEHHOTO IIperapara)

OpFaHI/I3aHI/I${-HpOI/I3BO,HI/ITeJ'H), CTpaHa-npoOnu3BOAUTECIIb

3aKToYeHNe HAYalbHON SKCIEePTU3bl (BaTUAAlHs PETUCTPAIMOHHOTO [0Che) (TOJOXKUTEIHHOE WIIN
OTPHIIATENIBHOE)

3aKII0YeHUE UCIIBITATCILHOM na60paTopHH: Jara u Ne IpoOTOKOJIa, (HOJ'[O)KI/ITCJ'ILHOC nim OTpI/IHaTeJ'H)HOC)
3aKIItoYeHre CTIeHATN3UPOBAHHOM SKCIIEPTU3HI (TIOIOKUTEIEHOE TN OTPHULIATEIIFHOE)

2. 3axmtovyeHue (MoJ0XKHUTeNbHOE): MaTepuanbl U JOKYMEHTbl PErMCTPAlUOHHOTO
JI0OChE Ha JIEKAPCTBEHHOE CPENCTBO (TOProBOE HAa3BaHUE JIEKAPCTBEHHOI'O CPEACTBA C
yKa3aHHeM JIEKapCTBEHHOU (POPMBI, TO3UPOBKHU, KOHIIEHTPAIIMN U 00beMa 3ar0IHEHHUS],
KOJIMYECTBA 703 B YIMAKOBKE), MPEAOCTABICHHbBIC ISl AKCIEPTU3bI, COOTBETCTBYIOT
YCTAHOBJICHHBIM TpeOOBaHUSM, 0€30MacHOCTh, JP(YEKTUBHOCTH M KayeCTBO
JIEKapCTBEHHOT'O0 CPEJCTBA TMOATBEPKIEHBl COOTBETCTBYIOIIMMH MaTepUaaMU U
MPOBEJECHHBIMU HUCTIBITAHUSIMU.



3axnroueHue (oTpularesnbHoe): MaTepuanbsl U JOKYMEHTBI PETUCTPALIMIOHHOTO
JI0OChE Ha JIEKAPCTBEHHOE CPEACTBO (TOProBOE€ HA3BAHME JIEKAPCTBEHHOI'O CPEICTBA C
yKa3aHUEM JIEKapCTBEHHOU (pOpMBI, 103UPOBKH, KOHLEHTPALIUN U 00bEeMa 3aI0THEHHUS,
KOJIMYECTBA 703 B YIIAKOBKE), MPEJOCTABICHHbBIE JIJISl SKCIEPTU3bI, HE COOTBETCTBYIOT
YCTAaHOBJICHHBIM TpeOoBaHMSAM, 0€30macHOCTh, 3(P(HEKTUBHOCTH M KA4EeCTBO
JIEKapCTBEHHOI'0 CPEJICTBA HE MOJATBEPI)KJICHBI COOTBETCTBYIOLIMMHU MarepuajlaMu U
IIPOBEJEHHBIMU HUCTIBITAHUSIMU.

PykoBoauTenp TrocyaapCTBEHHOM JKCIEPTHOM OpTaHU3AIUU:

MOJMUCH damuius, UM, OTYECTBO (IIPU €ro HAJTUUYMH)
laTa

MecTo neuatu

IIpunoxenue 13
k IIpaBunam nmposeneHust
9KCIEPTHU3BI IEKAPCTBEHHBIX CPEJICTB

®dopma

3akmodeHue 0 6e30macHOCTH 3(PEKTHBHOCTH M Ka9E€CTBE JICKAPCTBEHHOT'O
CpeACTBa 3aABJICHHOI'O HA SKCIIEPTH3Y H3MEHEHHI, BHOCHMEIX B
PETHCTPAIHOHHOE JOCHE

1. PecniyOnukaHckoe ToCyJapCTBEHHOE MPEANPUATHE HA MPABE XO3IMUCTBEHHOTO
BeneHus "HarmoHanbHBIM IIEHTP SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB, HU3JCIUM
MEIUIIMHCKOTO HAa3HA4YeHUs U MEIUIUHCKOW TexHUku" MuHuctepcTna
3npaBooxpaHeHus PecnyOnuku Kazaxcran cooOmiaet pesyibTaThl 3KCIEPTHU3BI O
BJIUSIHUM BHOCUMBIX H3MEHEHHI B PETHCTPALIMOHHOE J0Che Ha O€30IMacCHOCTb,
3¢ ()EKTUBHOCTH U KaYECTBO JIEKAPCTBEHHOTO CPEJICTRA!

HOMep " gaTa 3asiBKHU

ToproBoe HavMEHOBaHHE JIEKAPCTBEHHOTO CPEICTBAa (C yKa3aHHWEM JIEKapCTBEHHON (OPMBI, TO3MPOBKH,
KOHLIEHTPAIMK ¥ 00beMa 3aIll0JHEHHs, KOJIUYECTBA 103 B YIIAKOBKE - JIJIs JIEKAPCTBEHHOTO TIpernapaTa)

Opranuzanus Npou3BOIUTENb, CTPaHA-IPOU3BOIUTEND
Brocumbie n3MeHeHus oTHeceHbl K Tumy [ A, tuny I b, tumy 11

3akoYeHre HavyaJbHOM OSKCHEPTH3Bl (BaJUAAIMHM PETHCTPALMOHHOIO JOChE) JIEKAPCTBEHHOTO cpencTa (
MOJIOKUTETBHOE MITH OTPHULIATEIEHOER)

3axIIoueHre UCTIBITaTeNbHON TabopaTopun: ata U Ne mpoTokoa, (TI0JI0KUTETFHOE HITH OTPUIATEIHHOE)
3aKIIIOYeHHE CIICHUANTN3HPOBAHHOM IKCIIEPTU3HI (TIOIOKUTEIBHOES WIH OTPULATENBHOE)

2. 3axmoueHue (MoJ0XKUTeNbHOE): MaTtepuaibl U JOKYMEHTHI, PEI0CTABICHHBIE
Ha SKCIICPTU3Y HSMCHCHHﬁ, BHOCHUMBIX B PETUCTPALIMOHHOC JOCHE JICKAPCTBCHHOI'O
cpeacrna, (TOpFOBOG Ha3BaHHUEC JICKAPCTBCHHOI'0O CpE€ACTBA C YyKa3zaHHUEM
HeKapCTBGHHOﬁ (1)OpMBI, HJO3UPOBKH, KOHOCHTpALUU U o0BeMa 3aI10JIHCHMU A,



KOJINYECTBA /103 B YIIAKOBKE), COOTBETCTBYIOT YCTAHOBJICHHBIM TPEOOBaHUSIM, BIIUSHUE
Ha 0e30macHOCTh, A(MPEKTUBHOCTH M KAayeCTBO JIEKAPCTBEHHOI'O CpEACTBA
NOJTBEPKACHBI COOTBETCTBYIOIIMMH MaTeprajaMy U IPOBEIEHHBIMU UCIIBITAHUSMH.
3akioueHue (oTpulaTesibHOe): Marepuanbl U JOKYMEHThI, IPEI0CTaBICHHbIE Ha
AKCHEPTU3Y HM3MEHEHUH, BHOCHUMBIX B PETMCTPALUOHHOE JIOCHE JIEKAPCTBEHHOTO
cpeacTBa, (TOProBo€ Ha3BaHWE JIEKAPCTBEHHOIO CPEACTBA C YyKa3aHUEM
JEKapCTBEHHON (OpPMBI, TO3MPOBKH, KOHUEHTpPALMM M OO0bEeMa 3aloJIHEHHS,
KOJIMYECTBA 703 B YMAKOBKE), HE COOTBETCTBYIOT YCTAHOBJIEHHBIM TPEOOBAHMSIM,
BJIMSIHUE HAa 0€30MacHOCTb, 3P(PEKTUBHOCTh U KAYE€CTBO JIEKAPCTBEHHOT'O CPEICTBA HE
NOJTBEPKACHBI COOTBETCTBYIOIIMMH MaTeprajaMy U IPOBEIEHHBIMU UCIIBITAHUSMH.
PykoBoaurenp rocynapCTBEHHOM OKCIEPTHOM OpTraHU3alUU:

MOJMUCH damunus, UMs, OTYECTBO (IIPU €ro HAJTUUYUH)
Jdata

Mecto neyatu
IIpunoxenue 14
k [IpaBunam npoBeaeHus
9KCIEPTU3BI JIEKAPCTBEHHBIX CPENICTB

®dopma
HdarTta

MecTto neuatu

Kazakcran PecrmyGnukacer JleHcaynblk cakray  PecryOmukaHCKoe TocyJapcTBEHHOE HMpenNpHsTHE Ha
MUHHCTPIIriHIH "J[opiiik 3arTapipl, MEAWIUHAJIBIK IpaBe XO3IHCTBEHHOTO BeaeHus "HannoHanbHbIH LEHTp
MakcaTTarbl OyHbIMIapabl JKOHE MEIUIMHA  DKCIEPTH3Bl JIEKAPCTBEHHBIX CPEJCTB, W3JEIHN

TEXHUKACBhIH capamnrtay YJITTBHIK  OpTaJbIFbl" MEIUIMHCKOTO HAa3HAUCHHsI M MEJULIMHCKON TeXHUKH"
IIAPYaIIBUIBIK XKYPri3y KYKBIFBIHAAFEI pecyOnuKkanslK MHHUCTEPCTBa — 3[paBooXpaHeHUs PecnyOnuku
MEMIIEKETTIK KOCIIOPHBI Kazaxcran

CBoaEIH oTYeT IO 6€30acHOCTH, 3)PEKTHBHOCTH U KAUECTBY
JIEKapCTBEHHOTO IIpemapara

HanmeHnoBaHue npemnapara, IpoOU3BOIUTEIb, CTPAHA

W3 otyera yaanena koHpuaeHIMaTIbHAs HHPOpMaLUs

1. CrnpaBouHasi uHGOpMAIIHS O MPOLIETYPE

1.1. [Tomaya perucTpanOHHOTO JOChE

2. Hayunoe obcyxaeHue

2.1 AcnekTsl KauecTBa

2.1.1 AxrtuBHas ¢apmaneBTUUECKass CyOCTaHIMsA: aHAlW3 CBEACHUM O

MIPOUCXOK/ICHNH, KAYECTBE U BBIBOJIBI O BO3MOKHOCTH MCTIOIB30BAHMS CyOCTaHITUN



2.1.2 . BcnoMmorarepbHBIE BEIIECTBA: aHAJIN3 CBEJICHHUHM O KaueCTBE, KOJIUUECTBE C
BBIBOJIAMHU O JOIMYCTUMOCTH UCIIOJIb30BAHUS
2.1.3 JlexapcTBEHHBIN Tpemapar 3aKII0YEHUE O MPOU3BOJICTBE CHECIU(PUKAIIMS
KauecTBa CTaOMIBLHOCTh
2.2. JIOKIIMHUYECKHUE aCIIEKThI
2.3 KnuHU4eCcKue acreKThl
2.4 OueHka noJib3a-pruckK
2.5 ®dapmakonaazop Omnucanne cucrembl papmakoHanzopa [lnan ynpaBienus
pUcKaMu
2.6 YcnoBus oTiiycka

Ilpunoxenue 15
k IIpaBunam npoBeneHus
9KCTIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB

HudopMalyi 0 BCIOMOTaTeNLHEIX BEMECTBaX, HOMUHAILHOM HX COEPKAHIUH
B JICKAPCTBEHHEIX Mperaparax, a TAKKe OrpaHHICHUA IPUMEHEHUA
JICKapCTBEHHOTO TIpemapara

Nuadpopmanus,
Jonyctumele
Mo JuIexamnas
Ne npeaensl
HaumeHnoBaHue OTpaXeHUIo B -
/ ITyTs BBeneHUs coIepXKaHUs Kommenra-pun
BCIIOMOTaTEJIbHBIX BEIIECTB UHCTPYKLHHU  TO
I BCIIOMOTaTEIBHBIX
MEIULMHCKOMY
BEILECTB
MIPUMEHEHHIO
1 2 3 4 5 6
['nepuyBCTBUTENBEHOCTD
1. AnpoTuHUH MectHoe * HUIH cepbe3Hasd
aJuIepruyecKas peaxiys
IIporuBonoKa3zaHbl OunnieHHoe
MecTHOE, .
N JIUIaM C aJUIEPTUYECKON apaxucoBOE MaciC
2. ApaxucoBoe Macio nepopanpHOE, N
peakuyueil Ha Opexu WM MOXET COJIepPIKATE
MapeHTepaIbHOe
COI0 6enox
Conmepxur
o P MoxeT HaHecTH
€HUNAJAHUH
3. Acmapram (E951) [lepopansHoOE * ’ Bpea NHIaM C
MPOTUBOIOKA3aH JIIOJSIM .
. (beHnnkeToHypuei
¢ penunkeronypuet
A30KpacuTeNu:
1) E 102 Taprtpa3un
2) E 110 XKenrsrit 3akat (FCF
)) ( E 102, E 110, E
122 - 3anpeuieHsl
3) E 122 AsopyGum, P
Anneprudeckue K MPUMEHEHHUIO B
4. KapMousuH [lepopanbHoe *
peaxiuu JIEKapPCTBEHHBIX

4) E 124 Tlonco 4R (
nyH1oBbelii 4R), Komenuns
KpacHad A
5) E 151 BbpuminaHTOBBIH
yepHblil BN, uepHbrit PN

npemnaparax s
neTen



5. Opwurposun (E127)

6. TlepyaHckwuii bamb3am

7. beH3ankoHUs XJIOopui

Kucnora OeH3oliHas wu
OeH30aTHh:

8. 1) E210 xucnora OeH3olHas
2) E211 mnatpus OeH30aT

3) E212 kanus 6eH3oar

9. ben3unosslil ciupt

ITepopanbHoe

MecTHOE

OdrampMonornuecKue

JeKapCTBCHHBIC
(bopMBI

MectHoe

WnransnunonHoe

MectHoe

[TapentepanbHoe

ITapenTepanbHoe

0-0,1 mr/kr

*

*

10 Mxr/B 1 moze

IIpu noze menee
90 mr/kr/cyT

IIpu noze 90 mr/
KI/CyT

npemnapaTr  HEJb3s
Ha3HayaTh U NPUMEHSATH
nmamueHTaM c
maToJlOTHEH
IIMTOBHUIHON KeJIe3bl

Bo3MOXHBI KOXHBIE
peakuuu
Bo3moxHBI HUPHUTHI;

n3beraTb KOHTaKTa C
MSTKHMH KOHTaKTHBIMH
JUH3aAMU;

YIaIuTh KOHTAKTHBIC
JTUH3BI nepen
NPpUMECHCHUEM u
BBDKJIaTh HE MeHee 15
MHUHYT nociue
3aKarmbpIBaHus Tpernapara
5

HE NPUMEHSETCS y AeTel
1o 8 et

Koxnsble peakuun
Bponxocnazm

Pasgpaxenus koxwu,
ria3 M CIU3UCTHIX
000J109eK

IIpoTuBonokaszaHo
HOBOPO>KJICHHBIM JICTSIM

IIpoTuBonokaszaHo
HCOOHOIICHHBIM,
HOBOPOXJCHHBIM U
neTsm go 3
MoOoYHOE JACHCTBHE -
aHa(DUIAKTOUTHBIE
peakuu;
KOJIHYECTBO

JIeT;

OCH3MJIOBOrO CHHpTa B
npenapare (Mr/mi)

IIpoTuBomnokaszaHno
HEJIOHOIICHHBIM,
HOBOPOXJICHHBIM U
aetsM gpo 3
NpU  NPUMEHEHUH
OCH3MIIOBOrO CHHpTa B
mo3ax 90 wmr/kr/cyt u
BBILIE MOBBIMIAETCS PUCK
baTaabHBIX
TOKCUYECKUX PEaKLUil

JIET;

IToBpimaeTcs
YyBCTBUTEIHHOCTh K

3ampeme K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax s
neTen

benzankonus
XTOPpH I
o0ecIBeUnBacT
MATKHE
KOHTaKTHBIE
JIHH3EI

Bricokuit puck
pa3Butus
KEITYyXUu Yy
HOBOPOXKJIEHHBIX

Bo3moxHBI
ciydau
TOKCHYECKUX U
aJuIepru4ecKux
peakuuil y nereit
J0 3 net



10 Macno 6epramora bepranten

11
Bpononon

Bytunrunpoxcuanuzon E320

Bytunrunpoxcuronyon E321

Macno KacTOpOBOE
MOJINTOKCUIINPOBAHHOE;
Macio KacTopoBoOe
MOUATOKCUIMPOBAHHOE

TUAPOTCHU3UPOBAHHOC

14

15 Cnuprt
CIIUPT LETHIIOBBIHA

LIE€TOCTEapHU-JIOBBI;

16
X1opkpe3on

Jdumetuicynspoxcuy

18
DTaHon

MectHoe

MectHoe

MectHOE

MecTHOe

[TapenrepanbHoe

[IepopanbHoe

MectHoe

MectHoe

MecTHOE®
[TapenrepanbHoe

MectHoe

IIepopanbnoe
MapeHTepaIbHOe

u

CopxepxaHue
3TaHOJa B
pazoBoil 1o03€
menee 100 mr

or 100 Mr no 3 r
3TaHojda B
pa3oBoii 103e

YIBTPO(HOIETOBBIM
nydam  (kKak K
HATypaJbHBIM, TaK H
HCKYCCTBEHHBIM JIydaMm)

MectHbIE
peakiyuu (KOHTaKTHbIE
JIEpMAaTHTBHI)

KOXHBIC

MecTHBIE  KOKHBIE
peakiuu (KOHTaKTHBIC
JEepMaTHUTHI),

pa3apakeHus riua3 u

CIU3HCTHIX 000JI0YEK

MecTHBIE  KOKHBIE
peaknuu (KOHTaKTHBIC
JEepMaTHUTHI),

pa3apakeHus rina3 Hu

CIU3HCTHIX 000JI0UEK

Cepbe3HbIe

AJUICPTUICCKUE pCaKIIun

Hapymenus
KEITYIOYHO-KUIIEIHOTO
TpaKTa U Juapest

Koxurie pcakuu

MecTHbIE  KOXHBIE
peaknuu (KOHTaKTHBIC

JCpPMaTHTBHI)

Anneprudeckue
peakuuu

Pasppaxenust Koxu

IIpenapat coxpepxxur
HU3KUHA  ypOBEHb
3TaHOJA

[IpoTuBOMOKa3aHO:
JUISL JIMIl CTPaJArOIIHX
AJKOTOJIU3MOM,
SMUJIETICHUEH,
OepeMEeHHBIM u

eTaM,

KOPMSIIIIUM >KCHIIIMHAM,
OOJBHEBIM c
3a00JI€EBAHUSIMU [IEYEHU

IIporuBonokaszano:
U JIL CTpajaroIiux
aJIKOTOJIU3MOM,
SIUIENCUEH, IeTAM,

OepeMEeHHBIM u

KOPpMSIIUM JKCHIIMUHAM 1

OOIBHEIM c

3a00JIEBaHUSMH TICUEHU;

He ncnons3syercs
OpH  HaIUIHH
OepramTeHa B
Macie

Copepxamiue
JTaHOJa, MeHee
100 Mr B pazoBoit
o3e

KoaunuectBo
STUJIOBOTO CIIUPTE
B ITHUX
JIEKapCTBEHHBIX
mpemnaparax
MOJKET BIHATH U



HepopanLHoe u 3rs pa30130171 BJIMSIECT HA CIIOCOOHOCTL HM3MEHATH

HapeHTepaibHOe JI03€ TIperapaTa  yIpaBICHHS JIEHCTBUS IPyTUX
TPaHCIOPTHBIMHU JIEKapCTB
cpelcTBaMU WU
OMacHBIMU

MCXaHU3MaMU, BJIUACT U
HU3MCHICT ﬂeﬁCTBHH
APYTUX JICKAPpCTB

Bo3moxHBl  ciydau
MECTHBIX  KOXXHBIX
peakuui (KOHTaKTHbIE

dopmanbreruy JIEpMAaTHTBHI)

Hapymenus
[TepopanbHoe * JKETYTOUHO-KUIIIEYHOTO

MecTtHoe *
19

TpaKTa u quapes

Ilepen wnHa3zHaueHHEM
MpenapaToB CIeayeT
YCTAaHOBHUTH
MEePEHOCHUMOCTD
GpPYyKTO3HI;
MPOTHBOMOKA3aHO
00JNIbHBIM c
HaCJIeICTBEHHOU
HETIEpeHOCHMOCTBIO
(bpyKTO3BI

®pykTo3a KonmuaectBo ppykTo3s! B
) I B pasoBoil no3e
npemnapara;
HE Ha3HavYaTh

[lepopanbHoe *

ITapenTepanbHoe 5t

MaUEeHTaM € CaXapHbIM
nnadeToM

Kunkue

JIeKapCTBEHHEIE

dbopMmbl s mpuema ¥ Hanocst Bpen 3y0am
BHYTpb, TalJeTKH

KeBaTeIIbHbIC

[Ipu anurensHOM
HCIOJIL30BAaHUH B
TEUCHUE NIBYX WV
0oJ1ee HEZED

IIpoTuBomnokaszaHno
TuIaM c
TaperTepaibHoe " HACJIeCTBEHHOU
HEIepEeHOCUMOCTHIO
rajakToO3Hl,

rajlakTo3eMHen

IIpoTuBOTIOKA3aHO
AU aM c
HaCJIeJCTBEHHOHU
Camaxrosa TepopansHoe * HETNEPEHOCUMOCThIO
rajxakToO3Bbl,
rajakTo3eMuell WM
Mairsabcopbiueit

TJIFOKO30raJIaKTO3bI

KonnuectBo ramaxTo3sl
B I B paBOBOﬁ J103€



ITepopanbHOe 51

[TapenrepanbHoe
Iepopanbroe *
IlepopanbHOE 5
r
[TapenrepanbHoe
I'moko3a
PacTBops! a5 npuema
BHYTpb CocaresnbHble
JKeBaTEJIbHBIC
TabIeTKN
IepopanbHoe 10 r/B 1 noze
I'munepon
PekransHoe Ir
lemapun (B KkauecTBe
BCIIOMOTaTeNbHOTO BemlecTBa [lapeHTepanbHOe *
*
Cupon
25 ruaporeHu3UpOBAHHON
IIepopansHoe
TJIFOKO3bl  (MJIM  MaJbTUT
KUIKAH)

10T

npemnapara;
OCTOPOXXHO Ha3Ha4aTh
OONBHBIM C CaxXxapHBIM
IradeTom

IIpoTuBomnoka3zano
TUIAaM c
Mairpabcopoiueit
TJTFOKO3BI-TaIAKTO3EI

KomnuuecTBo rioko3sl B
r B pa3oBoil no3e
npemnapara;
OCTOPO’XHO Ha3Ha4yaTh
OONBHBIM C CaxapHBIM
nrnabeToM

Oka3bpIBaeT
MOBpEXAatoIee
JeiicTBre Ha 3yObI

[ToGouHble peaknuwu:
rojioBHAas 00J11b,
HapylIeHUA
HKEITYZJOYHO-KUIIIEYHOTO
TpakTa, auapest

TTocnabnsromiee
NIEUCTBHE

Anneprudeckue
peaKkuuu, CHIDKEHHE
CBEPTHIBAEMOCTH KPOBHU:
NIPOTHBONOKA3aHO
JIMLaM C aJJIepruuecKoit
peaxiiell Ha renmapuH

IIpoTuBonokaszaHno
TUIaM c
HAcCJEeICTBEHHON
HEIepEeHOCUMOCTHIO
(bpyKTO3BI

YMmepeHHOE
nocnabusonee
JIEUCTBUE; yKa3bIBaeTCA
KaJOpUNHOCTH
TUAPOT€HU3UPOBAHHOM
TJTFOKO3BI - 2,3 KKaj/T

IIpoTuBOTIOKa3aHO
AU aM c
HacJeJICTBECHHOM
HENEPEHOCUMOCThIO

JlaHnHas
HHpOpMAIU
BKJIIOYACTCS B
HUHCTPYKLUIO, TIPK
JIUTATEIBHOM
NIPUMEHEHHH (1B
n OoJsee Heeb)



GpPYKTO3BI 1781071
Mairpabcopoiueit
TJTFOKO3BI-TAIAKTO3EI

IlepopansHoe

Caxap UHBEpTHBIN
KonuuecTBo ri1o0Ko36! U

(pPYKTO3BI B T B pa3oBoi
nose npernapara;
OCTOPOXHO Ha3Ha4yaTh

OONBHBIM C CaxapHBIM

JrabeToM

PacTtBops! A5 npuema
Oxa3bpIBaeT IIpu piurensHOM

BHYTpb; COCATEIbHBIC
IOBpexXJaruee IIpUMEHEHNH (7B

JKeBaTeIbHBIC N
JielicTBHE Ha 3yObl u OoJsee Henenn)

TaOJIETKH

IIpoTuBomnoka3zano
TuIaM c
HacJIeACTBEHHON
HEIIePEHOCUMOCTHIO
(PYKTO3BI, TalaKTO3HI,
rajakTo3eMuel uiu

27 o
Jlaktut E 966 IepopanbHoe Manbabcopbumei
: [IIOKO3BI-FaJaKTO3bl

YMmepeHHOE
nocnabuasionee

10T JICHCTBUE; YKa3bIBACTCS
KaJIOPUHHOCTD JIaKTHTA -
2,3 KKan/r

IIpoTuBonokaszaHo
TUIaM c
HACJIECTBEHHOU
HENEePEeHOCUMOCTbHIO0

* rajlakTo3bl, AeQUIITOM
tdepmenTta Lapp (JIAIIIT)
-TaKTas3sl,
ManpabcopOmueit

JlakTo3a ITepopasbHoe TITFOKO3BI-TaIAKTO3BI

Vxka3piBaeTcs
KOJIMYECTBO JAKTO3BI B T
B pa3oBOM 103€

S5r npemnapara;
OCTOpPO’KHO Ha3HauaTh
OOJBHBIM C CaxXapHBIM
JInadbeToM

MecTHbIE  KOXHBIE
Jlanonun (Illepctsanoii )xup) MecTHOe * peaknuy (KOHTaKTHBIN
JepMaTHT)

IIpoTuBomnokaszaHno
TUIaM c

* HacJeACTBEHHON
HEIepEeHOCUMOCTHIO

E 965 ManbTHuT; ¢pykrosb!
E 953 H3omansTuUTOI;
Manbtut xunkuii (cupon IlepopanbHoe



30 ruaporeHu3UpPOBAHHON
TJTFOKO3BI)

32

33

Mannuron (MaHHHT) E421

[IepopanbHoe

O¢ronpManoruuecKkue

JICKAapCTBCHHBIC

Oprannyeckue COCAMHEHHS  (hopmbl

THOMEpCaAl

PTYyTH:

1)

2)  ¢eHUI-pTYyTH
3) denmn-prytn

HUTpaT MecTtHoE
arnerar

4) Gpenun-pryTn 6opar

ITapenTepanbHoe

[Maparuapokcubensoarsl 1 ux IlepopansHoe;
SbuUpH:

1

)

Oq)TOJ'ILMaJ'IOFI/I‘ICCKI/Ie

JIEKapCTBECHHBIC

STHINapa-TuApokcrden3oatr ( G o p M Hl ;

E
2)

pokcubeH3oar

3) HaTpus

2 1 4 ) mectHOE

NpONUII-Iaparuj-

(E

216)

TIPOTIMIITIAPar uAPOKCHOEH30aT

(E

4

METHJI-NIaparuipoKcuOeH30at
(E
5)

)

HaTpus

217)

[TapenTepanbHoE;

HWHIrajJlaliliOHHOC

218)

MCTHHH&paFHHpOKCI/I6CHBOaT
(E 219)

dennnananuy

MecTHOE,
nepopalbHoOE,
IMapeHTepanbHOE

[TapentepanbHoe

10r

10T

*

ConepxxaHue
kanus MeHee |
MMOJIb B pa30BOM
J03e

YMepeHHOE
nociabinsomee
JIeCTBHE; YKa3bIBaCTCs
KaJOpUUHOCTh
TUAPOreHU3UPOBAHHOM
TJIFOKO3EI - 2,3 KKaj/T

YMepeHHOE
nociuabasiomnee
JNEUCTBUE

Anneprudyeckue
peaxuuu

MecTHBIE KOXXHBIS
peakiuu (KOHTaKTHBIN
JIEPMATHT), HAPYIICHUE

IUTMCHTAIlMU KOXXKH

Anneprudyeckue
peaxuuu

Annepruveckue
peaKkuuu 3aMeUIEHHOTO
THIA

Anneprudeckue
peaKkuuu 3aMeUICHHOTO
THIa, OpOHXOCIa3M

IIpoTuBonokaszaHo
1UuLaMm c
(eHnnKeToHypHei

YkaselBaercs

KOJIMYECTBO Kallusi B
MMOJb (WJIM MT) B
pa3oBoOi 103€ mpenapara

B wuHCcTpykuuu
nHpopmamus
OTHOCHUTEIBHO
coJepiKaHus
Kalaus
OCHOBBIBACTCS Ha
obmem
coJlepKaAHUH
Kalus B
npemnapare;
MeHee | MMoOmb (
39 mr) B pa3oBoit
J103€, CUHUTAIOTCA
npenapaTraMmu
CBOOOJIHBIMH OT



Kammit

36 IlponuiieH-TIMKOJIb U €ro

3¢huUpHI

Macno KyHXyTHOE

Hartpuit

ITapentepanbHOE
IlepopansHoe

BHyTpuBeHHOE
BBCJICHUE

MectHoe
[lepopanbHoe

[TapenrtepanbHoe

Bce nytu BBeneHus

ITapenTepanbHoe

CopepxaHue
Kamusa 1 MMOJIb B
pa3oBoii 103¢e

30 MMOJIB/IT
%

400 Mr/kr - mis
B3pocibix 200 mr/
KT - JUIs TeTeH

ConepxxaHue
HaTpus MeHee 1
MMOJIb B pa30BOH
Jlo3e mpemnapara

YkaselBaercs
KOJMYECTBO Kallus B
MMOJb (WM MT) B

pa30Boii 103e Ipenapara

; OCTOPOXXHO Ha3HA4YaTh
JIMIIAM CO CHIKEHHOM
(GyHKIMEH TIOYeK WIu y
KOTOPBIX
KOHTPOJHUPYETCs
MOCTYIJIEHUE Kalus ¢
MHUIIEN

Boinb B MecTe HHBEKITUN
Pazppaxxenue kKoxu

OddexTrr, mogOOHBIE
JIEHCTBUIO AJIKOT0JIsI

Penkue ciaydau
CEpPbE3HBIX
aJUIEPrUYECKUX peaKLui

Vxka3piBaeTcs
KOJTMYECTBO HATPHUSI B
MMOJIb (MW MT) B
Pa3oBoii 103€ mpemnapara

KaJlist; 0COOEHHO
BaXHO, TIpH
MPUMCHCHUH B
NeauaTpUIEeCKOM
MpaKkTUKE, TIe
Ha3HA4YarTCs
mpemnapaTsl ¢
HU3KUM YpPOBHEM
KaJust

B wuHcTpykuuu
nHpOpMaIUL
OTHOCHUTEIBHO
coepKaHus
HAaTpHu4
OCHOBBIBACTCS Ha
obmem
conepkaHuHU
HaTpusi B
npemapare;
npenaparsl
conepikanue
HaTpus MeHee 1
MMOJb (23 MT) B
pa3oBoil go3e,
CUUTAIOTCS
npemnapaTaMmu
CBOOOJHBIMH OT
HaTpUus;
Oco0GeHHO 3TO
BaXHO, TIpH
MPUMCHCHUH B
neAuaTpUIeCcKon



39 Kucnora copOuHOBas u ee
comu

40
CopOuron E420

Macno
Macno
TUAPOr€HU3UPOBAHHOE

coeBoe
41 ’
coeBoe

CTteaprioBbIiA CITUPT

4
3 Cyxpo3a

ConepxxaHue
ITapenTepanbHoe;

HaTpus 1 MMOJb B
IepopanbHOe N

pa3oBoii 103¢e
MecrHoe *
[lepopanbHoe *
[TapentepanbHoe
[lepopansHoOE 10r

Bce nyTu BBeneHus *

MecTtHoe *

[IepopansHoe

rae
Ha3Ha4YaroTCsA

IMpaKTUKE,

mpemnapaTtel ¢
HU3KUM ypPOBHEM
HaTpHs

Vxka3piBaeTcs
KOIMYECTBO HATPHUSI B
MMOJIb (MW MT) B
pa3oBoOil 03e mpemnapara
;  OCTOPOXHO IIpHU
Ha3HAYCHUM JIMIAM,
COOTI0 A0 UM

OecconeByio AueTy

MecTHBIE  KOXXHBIE
peakiuu (KOHTAKTHBIN

JIepMaTHT)

IIporuBonoKa3zaHbl
ManqueHTaM c
HACJIeCTBEHHOU
HEIepEeHOCUMOCTHIO

($pyKTO3BI

YMmepeHHOE
nocnabuasionee
HeHCcTBUEC,
yKa3bIBaETCS
KaJlOpUHHOCTH
copburona - 2,6 Kkau/t

MecTHBIE  KOXXHBIE
peakuuu (KOHTaKTHBIN

JepMaTHT)

MecTHBIE  KOXXHBIE
peaknuy (KOHTaKTHBIN

JepMaTHT)

[IpoTuBOTIOKa3aHO

AU aAM c
HacJIEJCTBEHHOM
HEIMEePEHOCUMOCTHIO
GbpyKTO3HI,
MaipabcopoIueit
[ITIOKO3BI-TaTaKTO3bl,
neuuToM QepMeHTa
CYKPa3bI-H30MaNbTa3bl

Yka3siBaeTcs
KOJIMYECTBO CYKpa3bl B
rpaMMax B pPa3oBOH 103€
nmpemapara;
OCTOPO’XHO Ha3HAdaTh
OOJIBHBIM C CaxapHBIM
JrabeToM

Jlanaas
nHpOpMAIUL



PactBops! 14 npuema

BKJIKOYACTCA B

BHYTPbS; HWHCTPYKIHIO,
cocaTeJbHbIE, * [MoBpexnaromee Korna
JKeBaTEJIbHBIC JelicTBIe Ha 3yObI JIeKapCTBEHHBIH
TaOJICTKN mpemapar
NpeHa3HaYeH 15
JUTUTEIBHOTO
npUMeHeHHs (ABe
u 0oJiee HeJeb)
Cynbduthl,  BKIIOYAs
MeTabucynb(QUTH:
1) cepsr mmokcmm E 220
2) Hatpus cyiapdpur E 221
P yash [MepopanbsHoe; Cepbe3Hble
44 3) matpus oucynbpur E 222 N
napeHTepaIbHOE; UIEPTUYECKHE PEaKIUH
4) narpus metabucynsdpur E
MHTAIISIIIOHHOE 1 OpoHXOCTa3M
2 23
5) xamust meraducynbpur E
2 2 4
6) xanus onucynbdut E 228
IIporuBomnokasan juam IlmeHUuYHBIH
. N C alNIepTHYECKUMH  Kpaxmall MOXEeT
[TeHnyHbII Kpaxman [IepopanbHoe
peakuusamMu Ha CO/IepKaTh
MIICHWYHbIA KpaxMan  [morteH (ciensl)
YMmepeHHOE
nocnabusionee
nelcTBHUE;
Kcunuron ITepopanbHOE 10r ’
yKa3blBaeTCs
KalOpUHUHOCTH

KCUJIMTONA - 2,4 KKal/T
Hcnonb3yeMble COKpaICHUS:
MI' — MAJUTUTPAMM;
KI' — KHJIOTPaMM;
MKI' — MUKPOTPaMM;
I — I'pamM;
KKaJI — KWIOKAJIOPUH;
MMOJIb — MUJIUMOJIb;
11 — JIUTP.
IIpumeyanue:

* He3aBUCHMO OT KOJIMYECTBEHHOTO COJIEP>KAaHUSI BCIIOMOTATENIbHBIX BEIIECTB,
uH(opMaius, ykazaHHas B KOJOHKE 5, OTPa)KaeTCsl B MHCTPYKIIMH 110 MEIUIITHCKOMY
IIPUMEHEHUIO.

** Mudopmarnusi, ykazaHHasl B KOJIOHKe 6, IpeaHa3HayeHa JIJIsi SKCIIEPTOB MPHU

IIPOBCACHNHA CHCHI/I&HI/IBI/IpOBaHHOﬁ OKCIICPTHU3BI JICKAPCTBCHHOI'O CPCACTBA.
IIpunoxenue 16
k [IpaBunam sKcTIepTH3BI
JIEKapCTBEHHBIX CPEACTB



ITepeueHs H3MEHEHHI, BHOCHMEIX B PETHCTPAIMOHHOE JTOCHE JIEKAPCTBEHHOTO
CpencTBa

A. AIMUHUCTpPaTUBHbBIC N3MEHEHHUS

A.1 V3menenune Ha3BaHU U (WJIH) afpeca AepKaTellsl pEeTUCTPAIIHOHHOTO JIoKyMeHTHI U

VYcnosus [Mpouenypa
yOCTOBEPEHUS JaHHBIE
a) Jlepkartesib perucTpalliOHHOTO YJJOCTOBEPEHNUS HE MEHSIETCS 1 1,2 IA
6) CmeHa fepxaTtens peTUCTPAIIHOHHOTO YA0CTOBEPEHHS 2,3,4 IB

YV ¢ 1 o B HuU 4
1. lep>xaTteneM perucTpaliioHHOTO YIOCTOBEPEHUS SBISCTCS FOPUANICCKOE JTUIIO.

JdoxyMmMeHT anqs

1. JIoKyMEHT OT COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO OpraHa (HampuMmep, HaJOoroBOTO OpraHa), B KOTOPOM
yKa3aHo HOBOE Ha3BaHHEC U anpec.
2. TlepecmotrpenHas wHpOpMaNHsS O JCKAPCTBEHHOM Ipemnapare (OOHOBJIICHHAs KpaTKas XapaKTePUCTHKA
JICKApPCTBEHHOTO TIpernapaTa, MHCTPYKIUS 110 METUIIMHCKOMY TPUMEHECHUIO (JTUCTOK-BKJIAJBIIT), MapKHPOBKA).
3. Kpartkass xapakTepuCTHKa CHCTEeMBI (hapMaKOHaA30pa OT HOBOTO MAEpXKATEeNsl PETHCTPAIHOHHOTO

YAOCTOBEPEHUS (APY) IOJXKHa BKJIIOYaTh ciaeayrouiue DJIEMEHTHI:
- uHopMaIUss 0 TOM, YTO Jep)KaTelb PEruCTPAIMOHHOTO YIOCTOBEPEHHUS MMEET B CBOEM PaCIOPSHKCHHH
OTBETCTBEHHOE JTHI0 3a rno0anbHBIH dbapMakoHanm3op;
- KOHTaKTHBIC aHHEIE OTBETCTBECHHOTO Iuna 3a riro0anbHbBII dbapmakoHaa30p;

- JeKJapanusi, TOJNUCaHHAsl JepiKaTeJIeM PErHuCTPAllMOHHOIO YAOCTOBEPEHHUS O TOM, YTO OH UMEET CUCTEMY
(hapmakoHa30pa A1 BRIOTHEHUS 331324 U 003aHHOCTEH 110 MTOCTPETUCTPAIIHOHHOMY KOHTPOJIO 0€30IT1acHOCTH
JeKapcTBEHHBH X CpelncTB;
- cceuika  Ha Mecto  (aapec), ThAe XpaHHUTCS Mactep-painm  cucTteMbl  ¢dapMakoHaa3opa.
4. JloroBopHbIE B3aMMOOTHOIIIEHUSI MEX 1y Tipou3BoauTeneM u JIPY Ha mpaBo oCyIeCTBICHUS AESTENBHOCTH 110
(hapmakoHaI30py.

JloxyMeHTBI U
JaHHBIE

A. 2 V3ameHeHnue (TOProBoro) HAMMEHOBAHHS JIEKAPCTBEHHOTO ITpernapara Y CIIOBHSA IIponenypa

a) JIekapCTBCHHBIC TIPETIapaThI 1 1,2,3,4,5 1B

Y ¢ m1 o B m 4
1. Cnemyer m3beraTh IMyTaHWIBI C Ha3BAaHMUSAMH CYIIECTBYIOIIUX MEAMIHMHCKHX IIPENapaToB MU K€ C
MexayHapoaHbIM HETIaTEeHTOBaHHBIM Ha3zBanneM MHH, ecnu ke HanMeHOBaHWE OOIIETIPUHITOS, U3MEHEHHE

JIOJDKHO OBITH ITPOM3BENICHO B CIEAYIOLIEM TOPSAKE: OT OOLICTIPUHATOrO Ha3BaHMs K (papMakKoNeiHOMY WM K
MHH

JdoxyMmMeHT aUns

1. MoTUBHPOBAHHOE 000CHOBaHHUE HEOOXOAMMOCTH U3MEHEHUSI Ha3BaHUSA npemnapara.
2. TlepecmorpenHnas wH(OpManKs O JCKAPCTBEHHOM Ipemnapare (OOHOBJICHHAs KpaTKas XapaKTepUCTHKA
JICKapPCTBEHHOIO TIpernapaTa, HHCTPYKIUS 110 METUIIMHCKOMY TPUMEHECHUIO (JIUCTOK-BKJIAJBIII), MapKUPOBKA).
3. Komus TOKYMEHTa, BRITAHHOTO KOMITCTCHTHBIMU OPraHAMHU CTPAHBI-IIPOU3BOIUTENS, KOTOPHIH yIOCTOBEPSCT
H3MCHCHUE eTo Ha3BaHUI.
4. TloammcanHas AEKIApaIs O TOM, YTO MECTO, CITIOC00, COCTaB, HOPMATHBHEIA JOKYMEHT, PerilaMeHTHPYIOMIHH
KadeCTBO nmpemapara OCTaJHUCh 6e3 H3MEHEHHS.
5. BenoMocTh M3MEHEHUH K YTBEPKAECHHOMY HOPMAaTHBHOMY JOKYMEHTY II0 KOHTPOJIO KauecTBa U
6e3onacHocTu JIC.

A. 3 l3MeHeHHWe HAaWMMCHOBAaHHUS aKTHBHOW (apMareBTHYSCKON v JloKyMeHTHI U
CIIOBUS

Cy6CTaHHI/II/I HJIA BCIIOMOTaTCJIbHOI'O BEUICCTBA JaHHBIC

1 1,2 A

IIpouenypa

Y ¢ m1 o B m 4
1. @apmaneBTHYECKast CyOCTaHIIHSI/BCTIOMOTaTEIBHOE BEIIECTBO HE H3MEHSETCS.



JdoxyMeHT aUums

1. CBugerenscTBo BeemupHoO# opranusannu 3apaBooxpaHenus (nanee — BO3) 06 yTBep)kIeHHH WM KOMHUS
nepedHsi MeXIyHapoJHOTO HEMAaTeHTOBAHHOTO HaMMEHOBaHUs. Eciu MpHMEHNMO, TTOATBEPXKICHHE TOTO, YTO
n3MeHeHrne coorercTByeT [ocymapctBeHHorr ®apmakomee PecnyOmmkum Kazaxcran. [lexmaparus, 4To

HAaMEHOBAaHHE PACTHUTEIBHBIX JIEKAPCTBEHHBIX MPENapaToB PACTUTENBHOTO IMPOHUCXOXKACHUS COOTBETCTBYET
JOKYMEHTaM Pecnybnuxkmu Kazaxcran.
2. IlepecmoTpenHast ”HGOPMAIHS O JIEKAPCTBEHHOM IIpenapare.

A. 4 Vzmenenne Ha3BaHUS U (WJIK) aapeca: MPOM3BOAUTENS (BKIIOUAs,
€CIIM IPUMEHUMO, IUIOUIA0K 110 KOHTPOJIIO KAadecTBa), WIN JeprKaTels
Mmactep- (aina akTUBHOW (hapMalleBTHYeCKOH cyOcraHIuu (nasnee-
M®OA®DC), nnn nocTaBIIMKa akTUBHOHM (hapMalleBTUYeCcKor cyOcTaHIuy,

HNCXOAHBIX MATCPUATIOB, PCAKTHBOB WJIN HNPOMECKYTOUYHBLIX IMPOAYKTOB, I[OKyMeHTI)I n

. . YcioBus IIpouenypa
UCIOJB3YeMBIX B TPOM3BOACTBE AaKTUBHOM (hapMameBTHUECKOH JTaHHBIC
cyOcTaHnmu (eclid yKa3aHO B TEXHHYECKOM [OChE), €CIu B
PETUCTPALMOHHOM JI0Ch€ OTCYTCTBYIOT cepTHU(HKATEl cooTBeTcTBHA Ph.
Eur., win npou3BoauTeNss HOBOIO BCIIOMOTATENILHOTO BelecTBa (eciu
YKa3aHO B TEXHHUECKOM J0ChE)
1 1,2,3 IA

Y ¢ 1 o B u 1
1. [TpousBoicTBEHHAs TUIONIAIKA U HU OJIHA U3 MPOU3BOJICTBEHHBIX OMepaluii He U3MEHSEeTCS.

JdoxyMmMeHT aUums

1. OdunmansHEII TOKYMEHT OT YIIOJTHOMOYEHHOTO OpraHa (HampuMep, HaJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO
HOBOE Ha3BaHUE u (nnwm) anpec.
2. I[TonpaBka K COOTBETCTBYIONIEMY(UM) pasneny(am) nocChe.
3. [Ipu u3meHennu Hazpanus aepxkatenss MOADC — oOHOBICHHOE pa3pelIeHUE Ha JTOCTYII.

A. 5 N3venenme Ha3zBaHWA W (WIM) anapeca MPOU3IBOIUTEIS
JIoOKyMeHTHI U

JICKapCTBEHHOTO TIpernapaTa, BKIOYas BBIMYCKAIOIIME IUIOMAAKK M Y CIIOBHA ITpouenypa
JTaHHBIC

IUTOIIAIKH [0 KOHTPOJIIO KadecTBa

a) /[leiicTBus, 3a KOTOpBHIE OTBEYAaeT IPOU3BOAUTENE/HMIIOPTED, HE | 123 A
b b

BKJIIHOYAIOT BBIITYCK CepI/Iﬁ

Y ¢ 1 o B u 1
1. HeT u3MeHeHHUs B MPOU3BOJCTBEHHOM Iporiecce, (PaKTUIECKOM MECTE PACIOJIOKEHHUsS IUIOMAIKH, B
HOPMATHBHOM JIOKYMEHTE IT0 KOHTPOITIO Ka4eCTBa M OC30MaCHOCTH JICKAPCTBECHHOTO CPE/ICTBA.

JdoxyMeHT aUns

1. Konust uicipaBJICHHOTO pa3pelnieHus Ha MPOU3BOJCTBO (MpU HAJWUYHMK) WU OPHUIIMAIBHBIA JOKYMEHT OT
COOTBETCTBYIOLIETO YIIOJHOMOYEHHOTO OpraHa, B KOTOPOM YINOMHHAeTCsi HOBOE Ha3BaHWe W (WJIM) ajpec.
2. Ecau nmpuMeHHMO, TONpaBKa K COOTBETCTBYIOLIEMY(MM) pasjeny(am) J0chbe, BKIIOYas MEPECMOTPEHHYIO
nHPOpMaI U0 0 JEeKapCTBEHHOM npemnapare.
3. OOHOBJICHHASA KpaTKas XapaKTEePUCTHUKA JIEKAPCTBEHHOI'O IIpenapara, WHCTPYKIHUSA M0 MEIHIIMHCKOMY
MIPUMEHEHHIO (JINCTOK-BKJIAIBIIT ), MAPKUPOBKA.

M3MmeHeHne KoJja aHaTOMO-TepaIreBTHUECKO-XUMUIecKoit (namee - ATX y Tpebyemass Bun
CIIOBUS
) knaccuduxanym JIOKYMEHTAIMs TPOIETyPhI

6
1 1,2 1A

YV ¢ 1 o B Hu 1
1. U3smenenue Bcneactue yreepxacHus uian usmenenust BO3 kona ATX.

J oKy MeHT auuw s

1. CsugereabctBo BO3 00  yTBepkJeHMM WM  Komusi  nepeuHs  komoB  ATX.
2. IlepecmoTrpeHHass nH(pOpManusi O JIEKApCTBEHHOM IIpernapare (OOHOBJICHHAsh KpaTkas XapaKTepUCTHKa
JIEKapCTBEHHOTO TIperapaTra).



Hcknrouenue HpOI/I3BOZ[CTBeHHOﬁ IIomaaKu (B TOM 4YHUCJIC OJId

A akruBHoOI (apManeBTHYECKOH CyOCTaHIMH, HPOMEXKYTOUHBIX

Tpebyemass Bun
JIOKYMEHTAIHSI POy PhI

IPOJlyKTOB, JIEKapCTBEHHOTO MPENApaTa, yIaKOBIINKa, IPOU3BoAUTeNs, ¥ CTOBAI

OTBETCTBEHHOTO 3a BBIMYCK CEPUH, KOHTPOJSI KAuecTBa CepuUil WIIU
MOCTaBIIMKa UCXOJHOI'0 MaTe€puaia, p€akKTruBa UJIN BCIIOMOI'aTCJIbHOT'O
BeIECTBA (e€CIIM YKa3aHbl B JOChE)

1,2 1,2 1A

Y ¢ o1 o B u 14

1. Ocraercs HEe MEHee OJHOW paHee OJOOPEHHOW MNPOU3BOJACTBEHHOMN IUIOIIAIKH/TIPOU3BOIUTE,
OCYIICCTBIAIONINX T€ K¢ (DYHKIUHU, YTO W MOJJICKAININe HCKIoUeHuto. Ecnu nmpumenumo, B PecmyOnuke
Kazaxcran ocraercs, 1o MEHBIICH Mepe, OJUH IMPOM3BOIUTENb, OTBCUAIOIIHNIA 32 BBHITYCK CEPHUH, CIIOCOOHBIH
cepTuUIMPOBATh UCIBITAHUE TNPOAYKTa B LENAX Bbiycka cepuil B PecnyOnuke Kaszaxcras.
2. VcknroueHne He SIBISIETCS CIIEACTBUEM KPUTHYECKUX HEJJOCTATKOB MPOU3BOJICTBA.

JdoxymMeHT aumws

1. B dopme 3asBiIeHNsT 0 BHECEHHN N3MEHEHHH HEOOXOIMMO YeTKO 0003HaUnTh "Tekymux" u "mpeanaraeMpix”
NpOU3BOAUTENCH, MepednCcIeHHBIX B 3asiBICHUU 0 perucTpamnum.
2. IompaBka K COOTBETCTBYIOHmEMY(MM) pa3zeny(aM) Moche, BKIIOYas MEPECMOTPEHHYI WH(MOPMAIHUIO O
JIEKapCTBEHHOM IIpeTiapare.

A. 8 H3meHeHus JAaTbl ayauTa IJisd BepI/I(I)I/IKaIII/II/I COOTBCTCTBUA
MMPOU3BOAUTECIIA AKTHBHOM (ﬁapMaHCBTI/I‘{CCKOﬁ Cy6CTaHIII/II/I InpaBujiaM VYcnoBus
Hazmexcamef/i HpOI/I3BOI[CTBeHHOI>’I MMPAKTUKHN

Tpebyemass Bun
JOKYMEHTAalMs MPOLENYPhI

- 1 IA

JdoxyMeHT aUuus

1. IMuceMeHHOE MOATBEPKACHUE MPOM3BOAMUTENS JIEKAPCTBCHHOTO IIpemapara, CoAepiKaimlee yKa3aHue O
BepU(UKAINA COOTBETCTBUSA TPOU3BOAMUTENS aKTHBHOW (QapmaneBTHdeckoil cybOcrannuu IIpaBuiam
HaJIeXKaIIel Mponu3BOACTBEHHON pakTHKK Pecny6nmmku KazaxcTaH.

b. U3MmeneHus kadecTBa
b.I AxtuBHas dapmaneBTUYECKas CyOCTaHITUS
b.1. a) ITpou3sBocTBO

b.l.a.1 M3meHeHue NpOU3BOIUTENSA HCXOJHOTO
MaTepuraa/peakTHBa/IPOMEeKyTOYHOTO TIPOAYKTA,
HCIOJB3yEMOTr0 B IPOLIECCEe MPOU3BOICTBA AKTUBHOM
(apmaneBTHUECKOW CyOCTaHIMU MM W3MEHEHHE
MPOU3BOAMTENS] AKTUBHOW (hapMaleBTHUECKOMH Venonis Tpebyemas Bun
cyOcraHnuy (BKJIIOYAsi, €CIIM NIPUMEHUMO, TUIOIIAKH JOKyMEHTAIH MIPOLIEAYPHI
no KOHTPOJIIO KayecTBa) AKTHUBHOM

(dhapmaneBTHYECKOH  CyOCTAaHIMH, €CIU B

PETUCTPALIMOHHOM JIOChE OTCYTCTBYET cepTHduKaT

coorsercTBUs EBponelickoii @apmakonu.

a) Ipemiaraemplii MPOU3BOAUTENh MPUHAIICKUT K
TOH ke (¢apMmameBTHUEeCKON Trpymme, u9rto u 1,2,3 1,2,3,4,5,6,7 1A
0JI00pEHHBIN TPOU3BOAUTEIH

0) BHeceHne HOBOrO NPOM3BOJUTENS] aKTHBHOM
(hapmarieBTHYECKOH CyOCTaHIINHM, OOOCHOBaHHOW - - II
MOADC

B) [IpemnaraeMblii IpOU3BOIUTEH UCTIONB3YET PE3KO
OTIAMYAIoNUiica crnocod CHHTe3a WIH YCIOBHA

IIPOU3BOJICTBA, KOTOPBIE MEHSIOT BaXKHbIE IIOKA3aTEIIH
Ka4yecTBa aKTUBHOH (hapManeBTHIECKOH cyOCTaHIINH,
TaKkue KaK Ka4eCTBCHHBIH M (WJIM) KOJIMYECTBEHHBIN



npoduik npuMeceit, TpeOyronwii KBannpuKanuy, Wi -
(U3NKO-XMMUYECKHE CBOWCTBA, BIHSIONIME Ha
OMOIOCTYITHOCTH

r) HoBelif npou3BoauTeNlb MaTepuaia, TPEOYOIero
OLIGHKH BHUPYCHOH Oe3omacHoCTH W (WJIM) pHCKa
TpancMmuccuBHOI ryOuaroii sHIeanonaTuy (1aiee —
TID)

n) HM3MeHeHHWe 3aTparuBaeT OHOJOTHYECKYIO
aKTHBHYIO (DapMaIeBTHYECKYIO CYOCTAHIIMIO WU
HUCXOJHBIA  MaTepHall/peakTUB/IPOMEKYTOUHBIN
MPONYKT, WCIOIB3YIOIUNCS B TPOU3BOACTBE
OMOTOTUYIECKOTO/UMMYHOIOTHIECKOTO
JIEKapCTBEHHOTO TpernapaTa

e) V3ameHeHne nopsika KOHTPOJISE KauecTBa aKTHUBHON
(hapmaneBTHUECKOH CyOCTaHIMH: CMEHA MJIH
Jo0aBIIeHNE TIIOIMAAKH, Ha KOTOPOH OCYIIECTBIISCTCS
KOHTPOJIb/HCIIBITAHNE CEPUH

’)k) BHeceHrne HOBOTO MpPOU3BOAMUTENS AKTHBHOU
(hapmaneBTHUECKOH CyOCTaHIMHM, HE HMEIoIen
M®ADC u Tpebyromieli CymecTBEHHOr0 0OHOBICHHS
COOTBETCTBYIOUIETO pa3jena J0Che MO AKTUBHOU
(hapMareBTHIECKON CyOCTaHITHH

II

3) BxirodeHue anbTepHATUBHOM IUIOMIAJIKU TIO

CTCpPWIHN3AIUA  aKTHUBHOW  (hapMaIeBTHYCCKOU

cyOcTaHIMM ¢  WCIONB30BaHHEM  MeEToHa - 1,2,4,5,8 1B
locynapcrBennoit @apmaxonen PecmyOmmku

Kazaxcran

1) BHeceHre HOBOII IJIOIIAIKU 10 MEKPOHU3ALUU 2,5 1,4,5,6 1A

K) V3MeHeHMs corjameHduii 1O HCIBITAHHAM II0
KOHTPOJIO KadecTBa OHOJOTHYECKOH aKTUBHON
(hapMaleBTHUECKOW CyOCTaHI[MU: 3aMEHA WU
BKJIIOYEHHUE TUIOIIAIKH, HA KOTOPOU OCYIIECTBIISIETCS II
KOHTPOJb/UCIBITAHUS cepuil, BKJIIOYas

Ouosornueckui/ WMMYHOJIOTUYECKHIi/

I/IMMyHO—XI/IMI/I‘ICCKI/Iﬁ MCTO

1) HoBas miomaaka mo XpaHEHHUIO TJIaBHOTO OaHKa

- 1,5 IB
KJICTOK ¥ (K1) pabounx OaHKOB KIETOK

Y ¢ o1 o B u 4

1. Cnenudukayy UCXOAHBIX MAaTEPHUANIOB U PEAKTHUBOB (BKIII0YAs! BHYTPUIIPOU3BOICTBEHHBIE KOHTPOIIH, METO/IBI
aHalnM3a BCEX MaTepHajoB) HWIACGHTHYHB paHee ono0peHHBIM. Crnemupuxanum (BKIOYas
BHYTPUIIPOU3BOJICTBEHHBIH KOHTPOJIb, METO/IbI aHAJIM3a BCEX MAaTEPHAJIOB), CIOCOOBI IPUTOTOBIICHUS (BKIIIOYAs
pasmep cepun) M MOJIPOOHBIN CIIOCOO CHHTE3a MPOMEXYTOUHBIX MPOAYKTOB M aKTHBHBIX (papMarieBTHYEeCKUX
cybcraHnui HUAECHTHUYHEI paHee ONOOpEHHBIM.
2. AxtuBHas (apmaneBTHUECKas CyOCTaHIMS HE SBISETCS OHOJOTHMYECKOW/ HMMMYHOJIOTHYECKOH WIN
CTe€epMuUuaahb HO U

3. Eciu B npoliecce MpoM3BOACTBA HCIOIB3YIOTCS MaTepHallbl YEIOBEUECKOTO WIN )KUBOTHOTO NTPOHCXOXKICHUS,
MPOU3BOANUTENh HE HCIIOJIB3YET HOBOTO IMOCTABIIMKA, B OTHOIIEHHH KOTOPOTO TpeOyeTcs OlleHKa BUPYCHOH
6e3onacHocTy 1 coorBeTcTBUE ['ocynapcTBenHol Papmakonee Pecrryonuku Kazaxcran mo MUHUMHU3AIMK PUCKA
nepeAays areHToB rybyaroil sHue(danonaTud >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IIPENaparoB JUIs
MEIAHUIUHCKOTO n BETEPHHAPHOTO NpUMEHECHUS.
4. Tpanchpep MeToma co  CcTapod HAa  HOBYI  IJIOIIAAKy  TNPOW3BENEH  YCHENIHO.



5. Crnenuduxanus Ha pa3Mep YacTHI[ aKTUBHOH (hapMaleBTHUECKOW CyOCTaHIMHM W COOTBETCTBYIOIIWI
AQHAJTMTUYCCKUN METOJ HE N3MEHSIOTCH.

JokyMeHT auum s

1. Ecnun NPUMEHUMO, nmompaBka K COOTBETCTBYIOIIEMY(UM) pazzaeny(am) Joche.
2. Nexnapanus aepkareisi perucTpalioHHOro yaocrtoBepenus win gepxkaresns MOADC cooTBETCTBEHHO, YTO
MPOIEypPHl KOHTPOJSI KadecTBa CIIoco0a CHHTEe3a (WIM JJIS PacTUTENBHBIX JIEKAPCTBEHHBIX IpemnaparoB (
COOTBETCTBEHHO): METOJla HPUTOTOBJICHHUS, Teorpa(uyeckoro HCTOYHMKA, NPOM3BOJACTBA PACTHUTEIHEHOU
(hapmaneBTHYECKOI CyOCTaHIIMH | TIpOIlecca IMPOU3BOJCTBA) U cHeNH(pUKAIUN aKTUBHOU (hapMareBTHIeCKOi
CyOCTaHIIMM M HCXOJHOTO MaTepualla/peakTHBa/IPOMEXyTOYHOI'O IPOAYKTa B IIPOIecce MPOM3BOACTBA
AaKTUBHOU (hapMalleBTHYECKOH cyOcTaHIMM (eciy NPUMEHUMO) HE OTIMYAIOTCS OT paHee OJ00PEHHBIX.
3. JIubo ceptudukar coorBercTBUsi EBpormeiickoit ®apmakonen mo TI'D mist 1r000r0 HOBOIO HCTOYHHKA
MaTepuaia, Jubo (ecin NPUMEHUMO) JOKYMEHTAJIbHOE MOATBEP)KACHHUE TOrO, YTO HCTOYHHK MaTepuala,
nojBepkeHHbIN pucky TI'D, paHee mccienoBaicsl YIOJIHOMOYEHHBIM OPTaHOM; M OBUIO MOATBEPKAEHO €ro
cootBeTcTBHE ['ocynmapctBenHor Papmaxoree Pecrybnmkm KasaxcTan mo MHHMMH3aIWK pHUCKa TEpemavd
areHToB T'y04aToi 3HIE(ATONAaTHH KUBOTHBIX OCPEACTBOM JIEKAPCTBEHHBIX MTPEMNAapaToB Al MEAUIIMHCKOTO U
BETCPHUHAPHOTI'O MPUMEHCHUA. HCO6XO)II/IMO pEACTAaBUTH CICAYIOINUEC CBCACHUA: HA3BAHUC ITPOU3BOANTEIIA; BU
JKMBOTHBIX U TKaHH, U3 KOTOPBIX MOJYYCH MaTCpHrall; CTpaHa MPOUCXOKICHU )KUBOTHBIX, €I'0 UCIIOJIB30BAHUEC U
NpHUEMIEMOCTSH B OPOMIOM.
4. lannble aHanmm3a cepuit (B opMaTe CpaBHUTENBHON TaOJIHUIIbI), IO MEHBIIEH Mepe, BYX Cepuil (TI0 MEHBILEH
Mepe, ONBITHO-NIPOMBIIIJICHHBIX) aKTUBHON (papManeBTHUECKONH CyOCTAaHIMM OT TEKYIIMX W IpeJlaraeMbIX
NPOHM3BOAHUTENECH/MITOMagOK.

5. B dopMe 3asBiIeHNS 0 BHECCHUU M3MEHEHHH HEOOXOIMMO YETKO 0003HAUUTh "TeKyIux" 1 "mpeaiaraeMeix"
MpOU3BONUTENEH, Kak yKa3aHo B pasnene 2.5 hopmbl 3asiBJICHUS.
6. Ecnn akTHBHas (hapmaneBTHYECKasi CyOCTaHIMS UCTIONb3YETCsl B KAUYECTBE NCXOTHOTO MaTepHaa, JeKiapalus
KBAJTM(UIIMPOBAHHOTO JIMIIA KAXKJOTO JiepKaTelis JIMICH3UH Ha IPOM3BOJCTBO, YKAa3aHHOTO B 3asBICHHUH, H
KBATH(HUIIMPOBAHHOTO JIMIAa KAKAOTO JIepXKaTeNs JIMIEH3UH Ha TPOW3BOJICTBO, YKAa3aHHOTO B 3asBICHHH B
KadecTBE OTBETCTBEHHOTO 3a BBINMYyCK cepuil. B mekmapannsx HEOOXOOMMO yKa3aTb, YTO IPON3BOAUTEIH(M)
aKTUBHOH (hapMarieBTHUECKON CyOCTaHINH, YKa3aHHBIN(E) B 3asBJICHUHU, OCYIIECTBIACT(I0T) CBOIO IEATEIFHOCTh
B cooTBeTcTBHH ¢ [IpaBuiiamu Hauiexalei mpou3BoACTBEHHOM pakTuk PecyOnukn Kasaxcrad B oTHOIIGHHH
MCXOJHBIX MaTepHaioB. [Ipu onpeneneHHbIX 00CTOSITENBCTBAX AOIMYCKAETCs MPEACTABISATh OJHY JeKIapanuio (
cM. NpUMEeYaHUue K H3MEHEHHUIO B.I1.6.1).
7. T'apanTuiiHoe MUCHMO (NP HEOOXOIMMOCTH) MPOU3BOJIUTENS aKTHBHOM (hapMaleBTHUECKON CyOCTaHIUH
OTIOBEIIATh JAEPKAaTeNs PErHCTPALIOHHOTO yIOCTOBEPEHHUS O JIIOOBIX M3MEHEHMSAX IpoIiecca MPOM3BOICTBA,
cmenquduKanguii W AHATUTUYECKUX  METOAMK  aKTUBHOW  (apMaleBTHUYECKOH  CyOCTaHLHH.
8. TloaTBepkaeHUE TOTO, 4TO MpejJiaraeMas IUIOIaAKa JOJDKHBIM 0Opa3oM JIMIEH3MpOBaHA B OTHOIICHHU
paccMmarpuBaeMoi JIeKapCTBEHHOH (OpPMBI, JIEKapCTBEHHOTO Mperiapara ik MPOU3BOICTBEHHOH OMepaliH.

b.l.a.2 M3MeHeHus npouecca Npou3BOACTBA aKTUBHOM v Tpebyemas Bun
. CIIOBUS
(hapmaneBTHIECKOH CyOCTaHIINH JOKYyMEHTAIH MIPOLEAYPHI

a) Hesnaunmoe n3aMeHeHne mporiecca MPOU3BOACTBA

. . 1,2,3,4,5,6,7 1,2,3 1A
aKTHBHOW (hapMalleBTHIECKON cyOCTaHIINN

0) 3HaunMoe W3MEHEHHE MpoIllecca IPOU3BOICTBA

aKTUBHOW (hapManeBTHIECKOH CyOCTaHINH, KOTOpPOe

MOJKET 0Ka3aTh CYILLIECTBEHHOE BJIMSHKUE HA KA4YECTBO, - - 1I
Oe3omacHOCTh WM 3PPEKTUBHOCTH JIEKAPCTBECHHOTO

mpemnapara

B) l3meHeHme 3arparmBaer OHOJOTHYECKYIO/

UMMYHOJIOTHYECKYIO cyOcTaHIIIO WIH

UCIIONIb30BAaHKUE JPYrOro BEIECTBA, INOIYYEHHOTO

MyTeM XUMHYECKOrOo CHHTE3a, NpH IMPOU3BOJICTBE

OMO0JIOrNYECKOT0/UMMYHOJIOTHIECKOTO

JIEKapCTBEHHOTO MperapaTa, KOTOPOe MOXKET OKa3aTh - 11



CYIIECTBEHHOE BJIMSHHE Ha KauecTBO, OE30MacHOCTh -
i 3 (HEeKTHBHOCTH JEKAPCTBEHHOTO TIperapaTa U He
CBSI3aHO C TIPOTOKOJIOM

r) H3meHeHue 3aTparuBaeT pacTUTEIbHBIN
JIEKapCTBEHHBIM  mpemapaT, a  HMEHHO:

N - - II
reorpaUYecKuil MUCTOYHUK, CIIOCOO IMPOU3BOJICTBA
WA TIPUTOTOBIICHHS
1) Heznaunmoe nzmeHeHue 3akpbiToit yactu MOADC - 1,2,3,4 1B

Y ¢ o1 o B u 4

1. HexenaTenbHOe W3MEHEHHE KA4ECTBEHHOTO WJIM KOJWYECTBEHHOTO TPOQMIS NpHUMeced WiIu
GU3UKO-XUMHUECKHUX CBOHCTB OTCYTCTBYET.
2. Criocob cuHTe3a OCTAaeTCsl TEM XK€, TO €CTh MPOMEXKYTOUHbIE NMPOIYKThl HE U3MEHSIOTCS U B IIPOIECcC HE
BBOJISITCSI HOBBIE PEAKTUBBI, KaTalW3aTOPbl WIN pacTBopuTenu. ['eorpaduueckuii KICTOYHHK, MPUTOTOBICHUE
PacTUTEIBHOTO CBHIPbS M CHOCOO NMPOW3BOJCTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX IMPENapaToB HE MU3MEHSIOTCS.
3. Cneun¢uxanuy akTUBHOH (papMarieBTHUeCKOl CyOCTaHIMM W MPOMEKYTOUYHBIX IPOAYKTOB HE M3MEHSIOTCS.
4. lI3MeHeHne MTOTHOCTHIO OMMCHIBACTCS B OTKPHITOH dacTh (dactu "3asButerst") MOPADC (ecnu mpUMEHHMO).
5. AxtuBHas (apmaneBTHUecKas CyOCTaHINS HE SBISACTCS OMOJIOTHYECKOW/ MMMYHOJOTHYECKOH cyOcTaHIHeH.
6. M3meHeHune He 3aTparuBaeT reorpaMueckuii UCTOYHHUK, CHOCOO MPOHM3BOJCTBA WM HPUTOTOBICHHUS
JEKapCTBEHHOTO PacTUTEIBHOTO npemnapara.
7. I3MeHeHue He 3aTparuBaet 3akpbIToil yactu MOADC.

JdoxyMmMeHT aUums

1. ITompaBka K COOTBETCTBYIOMIEMY(HUM) pa3aeny(aM) JOCke, BKIOYasi MPSIMOE CPaBHEHHE TEKYIIETO M HOBOTO
I p oI ec<c o B

2. JlaHHble aHanu3a cepuii (B popMaTe CpaBHUTEIBLHOM TaOJIMIIBI), IO MEHBLIEH Mepe, ABYX cepuid (110 MeHbIIeH
Mepe, OIBITHO-TIPOMBIIIICHHBIX), MPOU3BEACHHBIX C IOMOIIBI0 OJOOPEHHOTO M MpeIIaraeéMoro MpolecCoB.
3. Konun YTBEPKIACHHBIX crenndukranui AKTUBHOU (apmaneBTHUECKOMH cyOCcTaHIUH.
4. lexnmapanus gepaKarens perucTpalMoOHHOro ynoctoBepeHus unn aepxkarenst MOADC cooTBETCTBEHHO, UTO
W3MEHEHNE KadeCTBEHHOTO M KOJIMYECTBEHHOTO MpoGwiIsi NpuMeced MWin (U3NKO-XMMHYECKHX CBOWCTB

OTCYTCTBYET, CIOCO0 CHHTE3a, CIenn(UKAIUN aKTUBHOH (papMarneBTHIeCKOi CyOCTaHIIMHM U MPOMEXYTOIHBIX
MIPOAYKTOB HE U3MEHSIOTCSI.

k b.l.a.2.6) Ilox 3HAYUTENBHBIMH HM3MEHECHUSIMU

AKTUBHBIX (DapMaIeBTHUECKUX CYOCTAHIIHNA, TIOTYICHHBIX
IMyTeM XHMHAYECKOTO CHHTE3a, MOAPa3yMEeBarOTCs

U3MEHEHHS CII0co0a CUHTE3a WX YCIOBHI MPOM3BOACTBA
, KOTOpBIE CIOCOOHBI M3MEHUThb Ba)KHbIE IMOKa3aTeIn
KauecTBa aKTHBHOW (hapManeBTUYCCKONW CYOCTaHIIUH,
TaKHe KaK KayeCTBCHHBIH U (WMJIM) KOJIWYCCTBCHHBIN

IIpumeuanue

npodmiIbs mpuMecel, TpeOyromuil KBamn(UKauu, WIn
(GU3NKO-XUMHYECKUE CBOICTBA, BIHAIONIMNE Ha
OMOIOCTYITHOCTb.

b.l.a.3 U3sMmenenue paszmepa cepuu (BKIIOUYast

Iuama3oHbBl  pa3Mepa  CepuH)  aKTHBHOH

(hapMareBTHICCKON cyOcTaHIIUH AIH Vestonus Tpebyemas Bun
IPOMEXYTOYHOIO0 HPOIYKTa, HCHOIB3YEMOTro B JOKYMEHTALHS POy PBI
npoiecce IPOU3BOJCTBA AKTUBHOM

(hapMaIeBTHUECKOW CYyOCTaHITUH

a) YBenuueHne pa3Mepa cepuu BIIOTh 1o 10 pa3 mo

1,2,3,4,5,6,7,8 1,2,5 1A
CPaBHEHUIO C 3apErUCTPUPOBAHHBIM Pa3ZMepoOM

6) 10-kpaTHOE pa3yKpyIrHEHUE 1,2,3,4,5 1,2,5 1A



B) M3MeHnenune TpebyeT aHammsa COMOCTABUMOCTH - - I
OHMOJIOrMYECKOW/MMMYHOJIOTUYECKO  aKTHBHOM
(hapmaneBTHYECKOH CyOCTaHIINH

r) YBenuueHue pasmepa cepuu Oonee 10 pa3 mo
CPaBHEHHIO C 3apPETUCTPHUPOBAHHBIM Pa3MEPOM

- 1,2,3,4 IB

n)  YBenuueHWe/yMEHbIICHHE  MacmTabda

NPOU3BOJCTBA OMOJIOTUYCCKOH/HMMYHOIOTHISCKOM

akTHBHOW (papmareBTHUeCKOi cyOcraHiuu 6e3 - 1,2,3,4 1B
M3MEHEeHHs TIpoliecca MPOU3BOJACTBA (HANpHUMeEp,

JyONIMPOBaHUE JIMHUH )

YV ¢ 1 o B ®H 4

1. Bce m3MEHEHHs METOJOB NPOM3BOJCTBA 3aTParMBAlOT JHUIIb HEOOXOAUMBIC IS YKPYIMHEHUS WU
pa3yKpymnHEHHs, Hampumep, HUCIOJb30BaHKE obopynoBanue IpyToTo pa3mMepa.
2. HeoOxomumMo mpeaCcTaBUTh PE3yJIbTAaThl MCIBITAHHN COTVIACHO CHCIU(PHUKAIMAM HE MEHEEe IBYX CepHid
npeniaraeMoro pa3Mepa cepuu.
3. PaccMarpuBaeMblii JICKAPCTBCHHBIH Ipemapar HE SBISICTCS OHOJOTHYSCKUM/HMMMYHOJIOTHYSCKUM
JEeKapCTBEHHB M npenaparom.
4. V3meHeHWe He BIHSICT HEXKeNaTeIbHBIM 00pa3oM Ha  BOCIPOHW3BOIHMOCTH  IIpoIiecca.
5. 3MeHeHne He JOJDKHO OBITH CIEACTBHEM HETPEIBUICHHBIX CHUTYAIlHid, BO3HUKIIHNX B XOJ€ IMPOM3BOJICTBA,

HIH HapyWeHHuH CTabUNBHOCTH.
6. Crenudukanuy akTUBHOM (apManeBTHYeCKOi CyOCTaHIMH/TIPOMEKYTOYHBIX MPOJYKTOB HE U3MEHSIOTCS.
7. AxTHUBHaA ¢dbapmaueBTHUECKas cyOcTaHIuA HE SIBISIETCS CTEpUIBHON.

8. Pa3mep cepum HaxonsaTcs B mpepaene 10-kpaTHOTro Auamna3oHa pasMepa CEepHH, NMPEAYCMOTPEHHOIO MpH
PETHCTpPAIMY WM MOCIIE TTOCIEAYIOETr0 N3MEHEHHS, HE SBIABIIETOCS N3MEHEHHeM [A Tuma.

JokyMeHT auuw s

1. I[lompaBka K COOTBETCTBY0OMEMY(HM) pasgeny(am) JIOCheE.
2. Howmepa cepui HCIIBITAHHBIX cepui HMEIOT npeagaraeMsblil pasMmep cepuu.
3. Jlannble ananm3sa cepuii (B Gpopmare cpaBHUTEIBHON TAOJIHUIBI), 10 MEHBIIEH Mepe, OJHOH MPOMBIIUICHHOH
CcepuM AaKTHBHON (papManeBTHYECKON CyOCTaHIMM WJIM MPOMEXYTOYHOI'O MPOAYKTa COOTBETCTBEHHO,
MIPOM3BEJICHHON B YTBEP)KIAECHHOM M IpeanaraeMoM pasmepe. [1o 3anmpocy He0OX0aUMO MIPeACTaBUTh AaHHbIE MO
CJIEAYIOIIUM JBYM IIOJIHBIM IIPOMBIIIJIEHHBIM CEPUAM; AepKaTeNb 00513aH COOOLINTh, €CIIN PE3yIbTaThl aHATIH3A

He YKJIaJBIBAIOTCA B cnenudukanuio u HPEJUIOKUTH IJ1aH JeHCTBUM.
4. Komuu onoOpeHHBIX crneuuuKaluidi akTHBHOW (apMaleBTHYECKOH cyOcTaHUMU (M HPOMEKYTOYHBIX
OPOAYKTOB, ecnu MPUMEHHUMO).

5. Jlexnapauus aep:xaTelns peruCTPalOHHOrO yAaocToBepeHus uinn aepxkarenss MOADC coOTBETCTBEHHO, YTO

BCE N3MEHEHHS METOJIOB IPON3BOJICTBA 3aTPArkBAIOT JIMIIb HEOOXOAUMBIE JUIS YKPYIHEHHS WM pa3yKpyHHEHHS,
HalpHuMep, UCII0JIb30BaHUE 000PYAOBAHUE IPYTOT0 pa3Mepa; M3MEHEHNE HE BIHSIET HEXKENaTeIbHBIM 00pa3oM Ha
BOCIIPOM3BOAMMOCTD IPOIIECCa; U3MEHEHHE He SIBIIAETCS CIeICTBHEM HEPEABUICHHBIX CUTYallli, BOSHUKIINX B

X0/1e IPOU3BO/ICTBA, WIIM HAPYIIEHUs CTaOMIIBHOCTH; cliel(UKAINU aKTUBHOH (hapManeBTHYECKOH cyOcTaHnu/
MPOMEKYTOUHBIX MMPOJYKTOB HE U3MEHSIOTCS.

b.l.a4 U3meHeHne BHYTPHUIIPOU3BOJICTBEHHBIX

HWCUBITAHUM WU KpPUTEpPUEB aneMneMocm,u Venonis Tpebyemas Bun
HCIOJIB3YIOINIUXCSA MPpU MNPOU3BOJCTBC AKTUBHOU JOKyMCEHTalus nmpoueaypnl
(hapmaneBTHYECKOH CyOCTaHIIMN

a) YXXecTO4YeHHE BHYTPHIIPOHU3BOACTBEHHBIX

1,2,3,4 1,2 IA
KPUTEPHEB IPHEMIEMOCTH
0) I[OGaBJzeHI/Ie HOBBIX BHYTPHUIIPOHU3BOJCTBEHHBIX 1.2.5.6 1.2,3.4.6 A
UCTIBITAHUN WIIH KPUTEPHEB MIPUEMIIEMOCTH
B) HNcknroueHnue HE3Ha4YMMOTO 12,7 12,5 A

BHYTPHUIIPOU3BOJACTBCHHOT'O UCIIBITAHUA



r) Pacmupenue 0100pEeHHBIX I
BHYTPHIIPOU3BOACTBEHHBIX KPUTEPUEB IPUEMIIEMOCTU
, KOTOpBIE CYIIECTBEHHO BIUSIOT Ha COBOKYITHOE

Ka4y€CTBO aKTHBHOC (I)apMaL[eBTI/I‘ICCKOﬁ Cy6CTaH]_II/II/I

n) MHcxirodueHne  BHYTPHUIPOU3BOACTBEHHOTO
HCIBITAHUS, KOTOPOE MOKET CYLIECTBEHHO MOBIUATH I
Ha COBOKYITHOE Ka4yecTBO AKTUBHOMU

(hapMareBTHYECKON CyOCTaHITHH

e) JoGaBnenue Unu 3aMeHa
BHYTPUIIPOU3BOJICTBEHHOTO  WCIBITAHUSA U3 1,2,3,4,6 1B
CO00paXkeHM OE30MACHOCTH WJIM Ka4eCTBa

YV ¢ 1 o B ®w 4

1. M3MeHeHue He SBISIETCA CIEICTBHEM KaKOTO-THOO 00s3aTENbCTBA, MPUHATOTO MO pe3yjbTaTaM paHee

MPOBEJICHHBIX JKCIEPTH3 C IEIbI0 aHAW3a KPUTEPUEB MPHEMIIEMOCTH crenudukanuu (Hampumep, B X01e

perucTpanuu HIU BHECEHUS H3MEeHECHHUH 11 THUIA).
2. U3meHeHue He SBISIETCSl CIENCTBUEM HEMPEABUACHHBIX CHUTYallMil, BOBHUKIIMX B XOJE NMPOU3BOJICTBA,

HaIIpUMep, HOBas HEKBATH(UIMPOBAHHAS TPUMECh, M3MCHCHHE MPEICIOB COJCPXKAHMS CYMMBI IpHMECEH.
3. JIroboe n3MeHeHHe TOIDKHO YKIIAIbIBATECS B THATIA30H JACHCTBYIOMINX OIOOPEHHBIX KPHTEPHEB IPUEMIIEMOCTH

4. AHanuTu4eckas METOAUKA HE U3MEHsEeTCS HIIU H3MEHsETCS HE3HAYUTEIBHO.
5. Hu ovH HOBBIM METOJ UCTIBITAHHMS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOJIOJIOTMU WJIM CTaHIapTHOM
METONOJOTHH, UCNONb3yeMOH MO-HOBOMY.
6. HoBbIlf MeTOJ MCHBITaHUS HE SBISAETCA OMOJIOrMYECKHM/MMMYHOIOTHYECKUM/MMMYHOXUMHUYECKUM HITH
METOZIOM, B KOTOPOM HCITONB3YETCsl ONOIOTHIECKUI PEaKTHB [T OMOIIOTHIECKON aKTUBHOU (hapMaIleBTHYCCKOH
cyOcrannmmu (32 HWCKIIOYEGHHEM CTaHAAPTHBIX (apMaKOMEWHBIX MHUKPOOMOJIOTHYECKHX METOIOB).
7. Mapamerp cnenuduKauy He 3aTparvBaeT KPUTHUYECKHH Mapamerp, Hampumep, JIIOOOH M3 ClelyroluX:
KOJHMYECTBEHHOE OIlpe/ielieHHe, NMpUMECH (eClU TOJBKO OIpEeNIeHHBI pacTBOPUTENb OJHO3HAYHO HE
UCIIONIb3YETCSl B TMPOU3BOJICTBE aKTHBHOW (hapManeBTHYECKOH cyOCTaHIMK), Mro0asi KpuTHdeckas (pu3nuecKas
XapaKTEepUCTHKA, HAIPUMED, pa3MEpP YacTHUIl, HACBIIIHAS IUIOTHOCTh A0 M MOCI]E YIUIOTHEHUS, UCIBITAHUE HA
MIOJUTHHHOCTH, BOJI, JIFO00H 3ampoc Ha N3MEHEHHUE YaCTOTHI UCTIHITAHUH.

J oKy MeHT auuw s

1. I[TonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.
2. CpaBHuTEnpHas Tabnuuma TEKYNIMX M Ipe;laraeMblX BHYTPUIPOU3BOICTBEHHBIX HCIIBITAHHMN.
3. TlogpoOHoe ommcaHue HOBOTO He(apMaKONEHHOM aHAJUTHYECKOW METOMUKH W JaHHBIE MEPBUYHOMN
3KCHEPTHU3EH (B COOTBETCTBYIONINX cuydasx).
4. JlaHHBIC aHaANW3a JBYX NPOMBINUICHHBIX CepHi (11 OMOJIOTMYECKMX AKTHBHBIX (DapMareBTHUECKUX
cyOCTaHIM, B OTCYTCTBHE MOJDKHBIX OOOCHOBaHMH, — TPH IPOMBIIIICHHBIE CEPUH) AKTHBHOU
(dhapmaneBTHYECKOH cyOcTaH UM mno BCEM napaMmeTpam cnenupUKaLu.
5. ObocHOBaHUE/OIIEHKA PUCKOB CO CTOPOHBI Jiep)KaTellsl PEernCTPAlOHHOTO yIOCTOBEPEHHS MM JiepyKaTels
M®A®PC CcOOTBETCTBEHHO, MOATBEPXKIAIOMINE, YTO BHYTPHUIIPOM3BOJICTBEHHBIE IapaMeTphl SIBISIOTCA
HE3HaYUMBIMHU nIu yCTapeBIMHUMH.
6. ObocHOBaHHE CO CTOPOHBI JAepiKaTelsl PEeTHCTPANHOHHOTO yAOcTOBepeHWs wiu aepxkarenss MOADC
COOTBETCTBEHHO HOBBIX BHYTPUIIPON3BOJICTBEHHBIX HCIBITAHUH U IIPEAETIOB.

b.l.a.5 M3meHeHne aKkTUBHOW (hapMaleBTUUECKOM

N N Tpebyemas Bun
CcyOCTaHIIMM CE30HHOH, IpeNaHJeMHYeCKOW wWin  YCIoBUS
. JIOKYMEHTaIUs IIPOIIEe Ty PBI
MaHJEMUYECKON BaKIMHBI IS TPOGMIAKTHKN TPUIIITA
a) 3ameHa mrTaMMa(oB) CE30HHOH, MPeNaHIeMUIeCKON
WIN TIaHJIEMHYECKON BaKIMHBI JUIS NMPOQUIAKTUKA II

rpummna

b.1. 6) KouTpomns kauecTBa akTHBHOW (papMarieBTUIECKON CyOCTaHITIN

b.1.6.1 U3menenune mapameTpoB crnenupuKanud W (HWIH) KpUTEpUEB
MPUEMJIEMOCTH aKTHBHOW (hapMaleBTHYECKOH CyOCTaHIMH, MCXOJHOTO



MaTepHajia/IpoMeXyTOYHOTO TPOJYKTa/peakTuBa, HCIONb3yeMbIX B  YcioBus Tpebyemas Bu g
Ipolecce MPOU3BOJICTBA AKTUBHOM (hapManeBTHIECKOH CyOCTaHIINH JOKYMEHTAIHs TIPOLeyPbI

a) VYIKECTOYCHHE KPHUTCPHEB IPHEMIIEMOCTH CHCIU(UKAIIUN
JICKapCTBEHHBIX IMpenapaTtoB, MOJJEKAIIUX BBIIYCKY CEpUi 1,2,3,4 1,2 IAHY
Oo(HIUATEHBIM KOHTPOJIBHBIM OPraHOM

0) YxecTodeHHE KPUTEPUEB MPHUEMIIEMOCTH CHICIH(DUKAITIH 1,2,3,4 1,2 IA

B) JloGaBmenue B cnenuduKamuoo HOBOro mapamerpa u  1,2,5,6

1,2,3,4,7 1A
COOTBETCTBYIOIETO €My METO/a UCIIBITAHUS , 7

r) Uckirouenne He3HAYUTENBHOTO MapaMeTpa CrienupuKaiy (HarpuMep,

,2,8 1,2,6 1A
HCKITFOYCHHE YCTAPEBIIIETO MapaMeTpa)

n) MHckmodyenwe mapamerpa crnenu@uKanud, KOTOPBIH MOXKET
CYIIECTBEHHO TMIOBIHMATH Ha COBOKYITHOE€ KadecTBO aKTHBHOMU II
(hapmareBTHYECKON CyOCTaHIINH U (WJIH) JIEKAPCTBEHHOTO IIperapara

e) l3meHeHue, BBIXOJslee 3a OJOOPEHHBIH IUANa30H KPUTEPUEB
MPUEMJIEMOCTH  cHeruUKanuii aKTUBHOM  (apManeBTHYECKON II
cyOcTaHIun

g) Pacmmpenne oqo0peHHBIX KPUTEPUEB MPUEMIEMOCTH CIICIIU(UKAIIH
Ha HCXOJHBIC MaTepI/IaJTI)I/HpOMe)KyTO‘{HBIe IMPOAYKTBI, KOTOPBIC I
CYIIECTBEHHO BJHUSIOT HAa COBOKYIIHOE€ KaueCTBO aKTHBHOU

(hapmaneBTHYECKOM CyOCTaHIIUH U (MITH) JIEKAPCTBEHHOTO ITpenapara

h) JloGaBmenme wnm 3aMeHa (HCKIOYas OWONOTHYECKYI0 H
HMMYHOJIOTHYECKYI0 CyOCTaHIIMIO) IapaMerpa crenupuxanuu u
COOTBETCTBYIOIIIETO €My MeTOJa MCIBITAHUS M3 COOOpakeHUi
0€3011acHOCTH WJIM Ka4ecTBa

1,2,3,4,5,7 1B

i) Ecmm Ha akTuBHYIO (papMareBTHUECKYIO CYOCTaHIIUIO OTCYTCTBYET
cratesi [ocymapctBenHoii ®apmakomee Pecnybnukm Kazaxcran,
U3MEHEHHE COOCTBEHHBIX [aHHBIX CcHenupUKalud Ha JaHHbIE
HeopHIManbHO (hapmakonen K hapMaKonen TPETheil CTpaHbl

1,2,3,4,5,7 IB

Y ¢ 1 o B u 1

1. V3MeHeHue He SBISAETCS CIEACTBHEM JIO00TO 00s3aTeNbCTBA, NMPHUHATOTO MO pe3yiabTaTaM paHee

MIPOBEJCHHBIX HKCIIEPTU3 C LENbI0 MEPECMOTPa KPUTEPUEB NIPUEMIIEMOCTH clielu(uKanuy (HanpuMep, B XoJe
perucTpauuu JIEKapCTBEHHOTO npenapara 1581851 BHECECHUU N3MEHEHUM II THIIA).
2. "3MeHeHue He SBIAETCA CIEACTBHEM HENPEABHACHHBIX CUTyallui, BO3HHMKIIMX B XOAE IPOU3BOACTBA,

HanpuMep, HOBOW HEKBaIH(UIIMPOBAHHON MpPUMECH, W3MEHEHHUS IPEIENIOB COAEP)KaHMS CyMMBI IpUMeceii.
3. JIioboe M3MeHEHHEe IOJDKHO YKJIaIblBaThCS B AMANa30H TEKYIIMX OJOOPEHHBIX KPUTEPHEB IPHEMIIEMOCTH.

4. AHanuTH4YeCKas METOJIMKA HE H3MEHIETCS U H3MEHSIETCS HE3HAYHUTENBHO.
5. Hu onvH HOBBIM METOA HUCIIBITAHUS HE OCHOBAaH HAa HOBOM HECTAHIAPTHOW METONOJIOTMH WM CTaHAAPTHOU
METOHOJIOTHUH, UCTONb3yeMOH MO-HOBOMY.

6. HoBrrit METOJ, UCIIbITAHUSA HC SABJIACTCA 6I/IOHOFI/I‘-ICCKI/IM/ I/IMMyHOJ'IOFI/I‘-ICCKI/IM/ HUMMYHOXUMHWYCCKHUM WJIN
METOJIOM, B KOTOPOM HCHOJIB3YETCs] OMOJIOTHUECKUI PEaKTUB JUIsl ONOJIOrMYecKol aKTUBHOM (papMalieBTHYEeCKOi
cyOcTtaHnmum (32 HWCKIIOYEHHEM CTaHAApTHBHIX (apMaKONEHHBIX MHKPOOHMOJIOTHYECKHX METOJIOB).
7. N3meHenue moboro mMarepuaiga HE 3aTparnBacT T'€HOTOKCHYHYIO INpHMech. Ecim BOBJeYeHa aKTHBHAS
(apmaneBTHUeckas CyOCTaHIMSA, 3a HMCKJIIOUYCHHEM OCTATOYHBIX PACTBOPHUTENEH, KOTOPHIE JOJDKHBEI

COOTBETCTBOBATH IpeJiesiaM COOTBETCTBYIOMIIEH crathe I'ocymapcTBenHolt @apmakonee Pecyonuku Kazaxcraw,
KOHTPOJIb JII0O0OH HOBOI mpuMecH JOJDKEH COOTBETCTBOBaTh locynmapcrBenHoit dapmakomnee PecnyOnuku
K a3 ax crTaHH

8. INapamerp cnenmduKanuy HE 3aTparvBaeT KPUTHUYECKHH NapameTp, Halmpumep, JIIOOOH M3 CIelyroNuX:

KOJINUECTBEHHOE OIIpe/ieJIeHNe, MpHUMecH (ECIHM TOJBKO ONPEAEICHHBIH pacTBOPUTENb OJHO3HAYHO HE

HCTIOJIB3YeTCsl B MPOM3BOJICTBE aKTUBHOHN (hapMarieBTHUECKOW cyOCTaHIHMM), TF00ast KpUTHIecKass (hru3udeckas
XapaKTepHCTHKA, HAIIPUMEP, Pa3Mep 4YacTHUI, HACBITHAA MIOTHOCTH JIO M TOCIE YIUIOTHEHHs, UCTIBITAHUE Ha
MOJUTMHHOCTH, BO/IA, JIFO0O0H 3ampoc Ha MPOMYCK UCTIHITAHUS.



JdoxyMeHT aUums

I. [Momparka K COOTBETCTBYHOMEMY(HM) pasgeny(am) JOCheE.
2. CpaBHUTENbHAA Tabnuma TEKYIIHX u mpeiaraeMbIX crenupuKanui.
3. IogpobHoe ommcanue 000 HOBOH aHATHTHYECKOM METOIMKH W JAaHHBIC MEPBUYHON SKCIIEPTH3HI (B
COOTBETCTBYIOIHX cayuasax).
4. JlaHHbIe aHAJIN3a JBYX NMPOMBIIIJICHHBIX CEpU (B OTCYTCTBHE 00OCHOBaHMs OOpaTHOTrO Ui OMOIOTHYECKUX
AKTHUBHOM (hapMalleBTHYECKHX CYOCTAaHIMH — TPU CEPUH) COOTBETCTBYIOIIEH aKTUBHOH (hapManeBTHUECKOH
cybcTaHnuH mno BCEM nmapaMmeTpam cnenupUKaIUH.
5. B cOOTBeTCTBYIOIIMX CIy4asXx JaHHBIE TE€CTa CPAaBHUTEIbHOW KHHETHKH PACTBOPEHHS JICKAPCTBEHHOTO
IpemnapaTa, COAEPXKALIETO AaKTHBHYIO (DapMaleBTHUECKYyl0 CyOCTaHIMIO, IO MEHBIIEH Mepe, U3
OIIBITHO-IIPOMBIIIUIEHHON CEpUH, COOTBETCTBYIOLIYIO JEHCTBYIOIMM M IpeAjaraeMplM crenudukanusm. B
OTHOUICHUH JIEKAPCTBEHHBIX PACTUTEJIBbHBIX MPENapaToB JOCTATOYHBI AaHHBIE CPABHUTEIBHOW PaclaJaeMOCTH.
6. ObocHOBaHNE/OIIEHKAa PUCKOB CO CTOPOHBI JIepKaTellsl PErHCTPAlMOHHOTO YI0CTOBEPEHUS WIIH JIepKaTels
M®ADC cooTBETCTBEHHO, TIOATBEPKIAIOLINE, YTO BHYTPUIIPOU3BOICTBEHHBIH ITapaMeTp SBIISICTCS HE3HAUMMBIM
uau ycTapeBIl UM
7. ObOocHOBaHHE CO CTOPOHBI JAepiKaTelsl PEeTHCTPANHOHHOTO yAOCTOBepeHWs wiu aepxkarenss MOADC
COOTBETCTBEHHO HOBBIX MapaMeTpa crienu(pUKanui U KpUTEPUEB IIPHEMIIEMOCTH.

b.1.6.2 H3MeHeHHMEe aHAIUTHYECKOM  METOAMKHA aKTUBHOU

(hapManeBTHYCCKOH  CyOCTaHIIMM WM  HCXOTHOTO  MaTepuana/ v Tpebyemas Bun
CIIOBUS

MPOMEXYTOYHOTO TPOAYKTa/ PEakTHBA, HCIIONB3YEeMEBIX B IIpoIecce JOKYMEHTAITUS TIPOIICTyPBI

MIPOU3BOJICTBA aKTUBHOW (hapMaIleBTHIECKON CyOCTaHIINN
a) He3HaunMble U3MeHECHUS 0JJOOPEHHON aHATUTUYCCKON METOIMKHI 1,2,3,4 1,2 1A

0) UckroueHne aHATMTHYECKOW METOANKH aKTUBHOU (hapMarieBTHYECKON
cyOCTaHIIMM WM MCXOJHOTO MaTepHala/IPOMEXYTOUYHOTO MPOIyKTa/

7 1 1A
p€aKkTHBa, €CJIU aJIbTCPHATHBHAA €W aHaJIUTUYCCKAsA METOJUKaA YIKE
ono0peHa
B) [Ipourie M3MEHEHNUs AHATUTHYECKON METOMUKH (BKIIFOYAS 3aMEHY HITH L1235
J00aBJIEHHE) PEAKTUBA, KOTOPas HE OKasbIBAET 3HAYUMOIrO BIHMSHMA Ha ’6 TTL2 1A
b

COBOKYITHOE Ka4eCTBO aKTUBHOM (hapManeBTHIECKOH CyOCTaHIINN

r) CymecTBeHHOe W3MEHEHHE WJIM 3aMEeHa OHOJOTHYECKOTro/
UMMYHOJOTHYeCKOT0/UMMYHOXHMHYECKOTO METOJa HCIBITAHUS WU
MeTo/a, B KOTOPOM HCIOJNB3YyeTCS OHOJIOTHYSCKUH pPEaKTUB JUIs
OmoNoTNYeCKOi aKTUBHOW (hapMareBTHUECKON CyOCTaHITHH

II

1) IIpoune n3MeHeHus aHaTUTHYECKON METOUKH (BKIIIOYasi 10OaBiIeHne
WJIN 3aMEeHYy) aKTMBHOW (papMalleBTHYEeCKOH CyOCTaHIIMH MM UCXOHOTO 1,2 IB
Marepuaa/mpoMesKyTOYHOTO IIPOAYKTa

Y ¢ o1 o B u 4

1. IIpoBeaeHa HeoOXoMMMas MEPBUYHAS IKCIIEPTH3A, MOATBEPIKAAONIAs] TO, YTO OOHOBJICHHAS aHATUTHYCCKAsS
METOoIuKa, mno MEeHBbIIeH Mmepe, SKBUBAJICHTHA npeab AyneH.
2. Ipenensl conmepaHusi CyMMBI IpHMeced HE W3MEHMJINCH, HOBBIE HEKBATH(DHUIMPOBAHHBIE NMPHUMECH HE
00 Hapy X eH H

3. Meroz aHanu3a He H3MEHWICS (HampuMep, N3MEHEHHE AIMHBI KOJIOHKH MM TEMIICpaTypsl, HO HE IPYTOH BUA
KON OHEKH U MeTOond).
4, MCTO}] HUCIIBITAHUA HE SABJIACTCA 6I/IOJ'[OFI/I‘-ICCKI/IM/I/IMMyHOJ'IOFI/I‘IeCKI/IM/I/IMMyHOXI/IMI/I‘-ICCKI/IM HUJIn MCTOJA0M, B
KOTOPOM HCIIOJIb3YeTCsI OWOJOTMYECKHH peakTHB JUIsi OHOJOTMYECKOW aKTUBHOW (hapMaleBTHUECKON
cyOcTtaHnmuu (32 HUCKIIOYEHHEM CTaHAApTHBHIX (apMaKoONEeHHBIX MHKPOOMOJOTHYECKHX  METOJIOB).
5. Hu onuH HOBBIM METOJA HCHBITaHUS HE OCHOBAaH HAa HOBBIX HECTAHAAPTHBIX METOJaxX WJIM CTaHIapTHBIX
MeTOoIax, HCHOJNB3YyEMBIX MO-HOBOMY.
6. AxTtuBHasg (QapmaneBTHUecKas CyOCTaHIHA HE ABISICTCS OHOJIOTHYECKOW/ HMMMYHOJIOTHYECKOI.
7. AnbTepHaTHBHAS aHAIUTHYECKas METOJMKA JUIs TapaMeTpa creuuprKaluy yxe oJo0peHa, Mpyu dTOM Takas
METOJIMKa He OblIa BKIIIOYEHA MOCPEACTBOM [A-yBeqomiieHusI.



JokyMeHT auum s

1. TTonpaBka k cOOTBETCTBYIOMEMY(MM) pa3ieny(am) JOCke, BKIFOYAs OMMCAHUE aHATHUTUICCKON METOI0JIOTHH,
pe3toMe TaHHBIX MEPBUYHON JKCIIEPTH3HI, MIEPECMOTPCHHBIC CHEIM(HUKAIIMA Ha TMPUMECH (€CITU MPUMEHHMO).
2. CpaBHUTENBHBIC PE3yIbTAThl TEPBUYHON IKCHEPTU3BI WM, MPH HAJHYAH OOOCHOBAHWS, CPaBHHUTEIHHBIC
pe3yIbTaThl aHANN3a, TOATBEP K IAIOIINE, UTO TEKYyIIee U MpeaaraeMoe HCIbITaHNe SKBUBAJICHTHRL. HacTosiee
TpeOOBaHNE HE IPUMEHSETCS, €ClU J00aBIseTCs HOBask aHAJTUTUYECKAs METOANKA.

b.I. B) YmakoBo4HO-yKynopouHas cucreMa

b.I.B.1 M3MeHeHne mepBUYHON yIMaKOBKH aKTHBHOM (papMameBTHIECKON Tpebyemass Bun

VYcnosus
cyOcTaHIum JIOKYMEHTAITUS TTPOICIYPBI
a) KauecTBeHHBIH ¥ (M) KOJIMYCCTBEHHBIN COCTAB 1,2,3 1,2,3,4,6 1A
6) KauecTBeHHBIN 1 (MITH) KOJTMYECTBEHHBIN COCTaB ISl CTEPIIIBHBIX FITH
HE3aMOPOXCHHBIX  OHOJIOTHYSCKUX/UMMYHOJIOTHUECKUX  aKTHBHBIX II
(hapMaleBTHUCCKUX CYyOCTaHITHI
B) JKujkue akTUBHBIC (hapMaIleBTHUECKIE CyOCTaHITNH (HECTEPHIIHHEIC) 1,2,3,5,6 IB

YV ¢ 1 o B ®H 14

1. ITo COOTBETCTBYIOIIMM CBOMCTBAM IMpeIaraeMblil YITAKOBOUHBIA MaTepHal IOJKEH, II0 MEHBIIICH Mepe, OBITh
SKBHBAJTEHTHB M OnNoOOpEeHHOMY.
2. HagaTel COOTBETCTBYIOIINE MCCICIOBAHUS CTAOMIEHOCTH B COOTBETCTBHH C YCTAaHOBIICHHBIMH TPEOOBAHUSIMHU
W 3agBUTEIIEM HAa MOMEHT BBCICHHS HW3MCHCHHHA IPOAHATU3UPOBAHBI COOTBETCTBYIOUINE ITapaMETpPHI
CTAaOMJIBHOCTH HE MEHee 4YeM Ha ABYX OIBITHO-IPOMBIIIJICHHBIX WM TMPOMBINUIEHHBIX CEpPUSAX, B €ro
PaACIOPSDKEHUH HAaXOSITCS yIOBJIETBOPUTEIBHBIC PE3yJbTAaThl, [0 MEHBIICH Mepe, 3-MECIYHOIO H3YUYCHHS
crabunpHOCTH. OTHAKO, CCITU MpeyiaracMasi yrakoBka 0oJiee yCTOHYMBA M0 CPABHEHHIO C 3aPETUCTPHUPOBAHHONM,
TO TPEXMECSYHBIC NAHHBIC MO CTAOWIBHOCTH HE TpeOyrorcs. [1o 3aBeplicHUM TaKUX HMCCICIOBAHU, €CIU
pe3yNbTaThl HE YKIAABIBAIOTCS B CHCIM(DUKANNA WIM MOTCHINATBHO HE YKIAABIBAIOTCS B cHenu(uUKanuy Ha
KOHEI[ CpOoKa TOIHOCTH/TIEPHOJa IMOBTOPHOTO WCHBITAHUSA, WX HEOOXOOUMO HEMEIJICHHO IPEACTABUTH
YIIOTHOMOYEHHOMY oprany HapAay c peiaraeMbIM IJIaHOM ICHCTBUA.
3. Hckmioyasi CTepuiibHBIC, JKUJIKAE M OHOJOTHYEeCKHE/MMMYHOJIOTHYECKUE aKTUBHBIC (hapMaleBTHUECKUE
CyOCTaHITUH.

JdoxyMeHT aUuus

I. [MompaBka K COOTBETCTBYWOIMEMY(HM) pasgeny(am) IOChE.
2. Heobxonumble NaHHBIE O HOBOW yNaKoBKE (HAIpUMeEp, CPAaBHUTEIbHBIC NaHHBIE IO IMPOHHIIAEMOCTH,

HanpuMmep, aasa 02, CO2, Bnaru u T.1.), BKIIoYas MOATBEPKIACHHE TOTO, YTO MaTepHall COOTBETCTBYET

COOTBETCTBYIOUINM (hapMaKOIEHHBIM TPEOOBAHHUSM O IJIACTHYECKUX MaTepHaaX U 00bEKTaX, KOHTAKTHPYIOIIUX
c DUO €BBMH NPOAYKTaMH.
3. B cooTBeTCTBYIONMX CIy4YasX HEOOXOIMMO IPEJICTaBUThH MOATBEPKACHIE TOTO, YTO B3aUMO/ICHCTBHE MEXKIY
CONICPKMMBIM M YMAaKOBOYHBIM MAaTE€pHaJOM HE IPOUCXOAWT (HAIpPHUMEpP, OTCYTCTBYET IE€peMelIeHne

KOMITOHEHTOB NpEAJIaracMoro MaTepHaia B €ro COAEPKHMOE, KOMIIOHEHTHI JICKapCTBEHHOTO Mpernapara He

MEPeXOIsT B YIAKOBKY), BKJIIOUasl MOJATBEPXKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM

(hapMakorneiHbIM TPeOOBaHHUSIM O TUIACTHMYECKHX MaTepHalaxX M OOBEKTaX, KOHTAKTHUPYIOUIMX C MUIIEBBIMH

0 poagyKTaMH

4. Jlexmapanusi AepkaTeisl perucTpalMoOHHOTO yaoctoBepeHus wuim jepxarenss MOADC, uto Tpebyemble

MCCIIEJOBAaHNs CTAOMIIBHOCTH Ha4aThl B COOTBETCTBUY C YCTaHOBJIEHHBIMH TPEOOBaHUAMH (C yKa3aHHEM HOMEPOB
cepuif); ¥ 4TO (B COOTBETCTBYIOIIMX CJIydasx) HA MOMEHT BBEACHHUS HM3MEHEHHI B €ro pacHoOpsDKEHUH

HaXOJWINCh TpeOyeMble MUHUMAIbHBIC yJOBIETBOPUTEIBHBIE JAHHBIE 10 CTAOMIBHOCTH; U YTO MMEIOIIUECS
JTAaHHBIC HE CBUAETENBCTBOBAIN O KakoW-1nbo mpobieme. Heo6xoauMo Taxke MpeicTaBUTh HMOATBEPKACHUE
TOTO, YTO MCCIIEIOBaHUS OyIyT 3aBEPLICHBI, U YTO €CJIM PE3yJIbTaThl HE OyIyT YKIAABIBATHCS B CrieNU(UKanuu
WIN TIOTEHIMAJbHO HE YKJIaAbIBaThCsl B CIEHU(HKAINU Ha KOHEI CPOKa TOJHOCTH/TIEPHOAA IOBTOPHOTO

UCTIBITAHMSI, X HEMEUICHHO IIPEACTABST YIIOJHOMOUYCHHOMY OpraHy Hapsity ¢ IpelaraeMbIM IUIAaHOM JeHCTBUN

5. Pe3ynbTathl ncciue0BaHU CTAOMIBHOCTH, MPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBICHHBIMH TPEOOBaHUIMH,
10 3HaYMMBIM NTapaMeTpaM CTaOMIEHOCTH He MEHee YeM Ha JIBYX OIIBITHO-TIIPOMBIIIIEHHBIX WM MPOMBIIUICHHBIX
CepusIX, OXBaTHIBAIOLIMX HE MEHEE TPEX MECSIIEB, U MOTBEPKACHHE TOTO, YTO YKa3aHHbIE UCCIIEJOBAaHUS OyayT



3aBEpIICHBI, U €CIIM PE3YJIBTAaThl HE OYAYT YKJIQJBIBATHCS B CIIEHU(HUKAIIMH WU MTOTEHIMAIBFHO HE YKIIa/IbIBAThCs
B crienu(uKaniy Ha KOHEI CpOKa T'OJHOCTH/IIEPHO/Ia TOBTOPHOTO HCIBITAHUS, MX HEMEIUIEHHO IPEICTaBsT
YIOJTHOMOYEHHOMY opraHy Hapsay c npexiaraeMbeM IIIaHOM OeHCTBUH.
6. CpaBHEHHE IEHCTBYIOMHNX U IpeiaraeMbIX CIeH(pUKanil IepBIYHON YIIAKOBKH (€CIH IPUMEHHUMO).

b.I.B. 2 M3MmeHeHue napameTrpoB criequ(UKanuu U (WIH) KpUTEPHUEB
MIPUEMJIEMOCTH TIEPBUYHOM YNAaKOBKM AaKTHBHOW (hapMalneBTHUecKoi YcioBus
cyOcTaHIUN

Tpebyemass Bun
JOKYMEHTAal¥s MPOLENYPhI

a) YKecTOYCHHE KPUTEPHUEB IPUEMIIEMOCTH CIie(HUKaun 1,2,3,4 1,2 IA

6) [HoGaBmenne B cnenuduKanuio HOBOTO TMapamMeTrpa H

. 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOLEMY €MY METO/1a UCIBITAHUH

B) McKitoueHrEe HECYIIECTBEHHOTO MTapaMeTpa crieiiudukanuu (Hampumep,

1,2 1,2,5 IA
HCKIIIOYEHHE YCTapeBIIEro apaMerpa)

r) Jlo6aBneHre WK 3aMEHa IapaMeTpa Cenn()pUKauu U3 CoOOpaskeHUH

1,2,3,4,6 1B
0€30IaCHOCTH HIJIH Ka4yeCcTBa

Y ¢ a1 o B wu #

1. VM3MeHeHUe He SBISICTCS CIEICTBHEM KaKOrO-THOO 00s3aTENIbCTBA, MPUHATOTO MO pe3ylbTaTaM paHee
MPOBEJICHHBIX SKCIIEPTH3 C IMEThI0 aHAIM3a KPUTEPUEB MPHEMIIEMOCTH cruenudukanuu (Hampumep, B X0Ie
pEeTHCTpaluy JEKapCTBEHHOTO TpemnapaTta WM BHeceHHs m3MeHeHmid Il Twma), ecnu TONBKO OHO paHee He
paccMoTpeHo " onoOpeHo B Ka4yecTBeE MEpEI MOCJEeAYyIOIEero HaOJIIOICHHS.
2. V3MeHeHHe He SIBISETCS CIEICTBUEM HENPEABUIEHHBIX CUTYyallui, BO3HUKIIMX B XOJ€ MPOU3BOJICTBA
YIMaKOBOYHOTO MaTepuaja WIH TpPUH XPAaHCHHM aKTUBHOW  (apMaleBTUYCCKOW  CyOCTaHIUH.
3. JIroboe M3MEHEHHE JOJDKHO YKIAJBIBATHCS B JHMANA30H TEKYNIUX OJOOPEHHBIX KPUTCPUEB MPUSMIEMOCTH.
4. AHanuTuueckas METOJHNKa HE H3MEHIECTCH U H3MEHIETCS HE3HAYHUTEIbHO.
5. Hu onvH HOBBIM METOA HCIBITAHUSI HE OCHOBAaH Ha HOBOM HECTAHIAPTHOW METOOJIOTMHU WM CTaHAApTHOU
METOZOJIOTHH, HCIIOTIB3yEeMOU MTO-HOBOMY.

JdoxywmMeHT aumws

1. IMonpaska K COOTBETCTBYIOIEMY (M) pasneny(am) J0Che.
2. CpaBHHTeNnbHAS Tabnuna TEKYIIUX u MpeanaraeMbIx crienupuKannii.
3. IlogpobHoe ommcanme tO00W HOBOH aHATMTHYECKOW METOIMKH W JAaHHBIC MEePBUYHON SKCIIEPTH3HI (B
COOTBETCTBYIOIUX caydasax).
4. JlaHHble aHanmW3a [BYX CEpPHIl YNaKOBOYHOTO MaTepuana II0 BCEM IapamerpaMm CHelu(HUKaIiy.
5. ObocHOBaHUE/OIIEHKA PUCKOB CO CTOPOHBI JiepiKaTellsl PEernCTPAlOHHOTO yIOCTOBEPEHHS MM JiepyKaTels
M®ADC cooTBETCTBEHHO, TIOATBEPKIAIONINE, YTO BHYTPUITPOU3BOICTBEHHBIH ITapaMeTp SBIISETCS HE3HAUMMBIM
uau ycTapeBIl UM
6. O6ocHOBaHME cO cTOpoHHBI aepxartens PY wmmn nepxatenss MOADC cooTBeTCTBEHHO HOBBIX IapameTpa
crenu(UKaIK 1 KPUTEPUEB TPUEMIIEMOCTH.

Bb.I.B. 3 3MeHeHue aHaIUTUYECKOW METOAMKH HCIBITAaHUS MEPBHYHOM Tpebyemass Bun

. . YcnoBus
YIaKOBKH aKTUBHOU (hapMaIleBTHICCKON CyOCTaHIIUN JIOKYMEHTAITUS TIPOIICTYPBI
a) HesHaunTenbHBIC M3MEHEHUS YTBEPKACHHON aHATTMTUYIECKOH MeToIuKu 1, 2, 3 1,2 1A
0) IIpoune n3MeHeHNs aHATUTHYECKOI METOIUKH (BKIIIOYasi 1OoOaBIeHNE
1,3,4 1,2 1A
WU 3aMEHY)
B) HckimioueHne aHaINTHYECKOM METOIWMKH, €CIU aJbTepHATHBHAS € 5 | IA

METOJIMKA YK€ YTBEPKIACHA

Y ¢ o1 o B u 1

1. CornacHo COOTBETCTBYIOIIMM JOKyMeHTaM PecryOnuku KasaxcraH, mpoBeieHa HEoOXOoquMasi MepBUYHAS
IKCHEPTU3a, MOATBEPXKIAIOIIAs TO, YTO OOHOBJICGHHAs AaHATUTHYECKass METOJAMKA, [0 MEHbUICH Mepe,

PKBHUBAJCHTHa npeab AyUei.
2. MeTop aHanu3a He U3MEHWICA (HalpuMep, U3MEHEHHE JUINHBI KOJIOHKH WM TeMIepaTyphl, HO He APYTrod BU
KOJNTOHEKH Uau MEeTOona).
3. Hu oauH HOBBIM METOJ| MCIBITAHWKA HE OCHOBAaH HAa HOBBIX HECTAHJAPTHBIX METOAAX MM CTaHIAPTHBIX
MeTOoIax, HCHMOJNb3YeMBIX MO-HOBOMY.



4. AxrtuBHas (apmareBTHUCCKas CyOCTaHIUS/ICKAPCTBCHHBIA MpenapaT HE SBJISIOTCS OHONIOTHYCCKUMU/
MMMYHOITOTHUYECKHUMU.

5. B oTHoIIeHHH apaMeTpa creliuUKaliyd COXPAHASTCsl aHATUTHYECKas METOIUKA, [TPU ITOM TaKas METOANKA
He OplIa J00aBiieHa mocpeacTBOM [A/yBezoMITeH .

JdoxyMeHT aums

1. TTonpaBka k COOTBETCTBYIOMEMY(HM) pa3ieny(am) JOCke, BKIOYAs OMMMCAHNE aHATHUTUICCKOH METOI0JIOTHH,
pe3ome JlaHHBIX NEepBUYHOU DKCTMEePTHU3HI.
2. CpaBHHUTENbHBIC PE3YJIbTATH MEPBUYHON IKCIEPTHU3BI WK, MPU HATUYUK OOOCHOBAHUS, CPABHUTEIbHBIC
pe3yabTaThl aHanu3a, MOATBEPXKIAIOIIME TO, YTO TEKyllee U INpealiaraeMoe HUCIBITAHUE JKBUBAJICHTHBI.
Hacrositee TpeboBaHne He IPUMEHSETCS, €CIU 100aBIISIeTCs] HOBAsl aHAIMTHYECKAs! METO/IMKA.

B.1. r) CtabuiabHOCTH

B.Lr. 1 3MeHeHne meproa MOBTOPHOTO UCIBITAHUS/TIEPUOIA XPAHCHHS

WJIA YCIIOBUM XpaHEHMs aKTUBHON (hapMalleBTUUYECKON CyOCTaHLIMK, €CIIA
‘ P Pap 4 ’ Tpebyemas Bun

B PErucCTpaliuOHHOM JIO0CbE OTCYTCTBYCT CepTI/I(l)I/IKaT COOTBETCTBHUSA Y CIOBHS
JOKYMEHTaIUA IPOLEaYpPhI

EBponeiickoit ®dapmakoneu, OXBaTbIBAIOIIMI MEpHOJ TOBTOPHOIO
HCIBITAHUS

a) Ilepuon MMOBTOPHOTO HUCTIBITAHUS/TIEPUOJ] XpaHEHUs
1 1,2,3 1A
1. Coxparenue

2. YBenmn4eHne Meproaa OBTOPHOTO UCTIBITAHUS ITyTEM SKCTPATOISIIH
JaHHBIX TIO0 CTa0WIHLHOCTH, HE COOTBETCTBYIOIIEH JOKYMEHTaM 1I
Pecny6nuku Kazaxcran (*)

3. YBenuueHne TepHosia XpaHeHHsT OMOJIOrHYECKOH/MMMYHOIOTHYECKON
AKTUBHOH (papManeBTHYECKOH CyOCTaHIMHM, HE COOTBETCTBYIOIINE II
0JI00pEHHON TTpOrpaMMe H3yUeHHS CTAOMIIBHOCTH

4. VBenuueHUe WK BBEJCHHE MMEPHOIa MOBTOPHOI'O UCIBITAHUS/TIEPUOIA

1,2,3 IB
XpaHEeHHUs, TOATBEPKACHHOTO JAHHBIMU €CTECTBEHHOI0 XpaHEHUS 7
0) YcmoBus XxpaHeHUS
1. H3MeHeHue yCIIOBMI XpaHEHHsI aKTHBHOE (hapMaleBTHUECKOM | 12,3 IA
cyOcTaHuu Ha 6ojiee CTPOrue »7
2. V3MeHeHme yCIOBHA XpaHEHHS OMOJIOTHYECKUX/MMMYHOJIOTHIECKUX
aKTUBHBIX ()apMaleBTUYECKUX CyOCTaHIMH, €CIM HCCIEAOBaHUS I
CTaOHIILHOCTH ITPOBEJCHBI HE B COOTBETCTBHHU C TEKYIIUM YTBEPKICHHBIM
MIPOTOKOJIOM CTaOUIBHOCTU
3. H3MmeHeHHWe YCIOBHII XpaHCGHHS AaKTUBHOH (hapMaleBTUYCCKOM 1.2.3 B
cyOcTaHIuu *
B) VI3MeHeHme yTBep K IeHHON MPOrpaMMbl H3Y4EHHsI CTAOUITBHOCTH 1,2 1,4 IA

YV ¢ 1 o B ®H 1

1. 3MeHeHne He ABISAIOTCS CIEICTBHEM HEMPEIBUACHHBIX CHUTYallli, BOSHUKIINX B XOJI€ MPOU3BOICTBA, MIIH
H3MEHCHHUS CTaOMABHOCTH.
2. I3meHeHus He IPUBOJAT K PACIIUPEHUIO KPUTEPUEB MPUEMIIEMOCTH UCTIBITYEMBIX TApaMeTPOB, UCKITIOUCHHUIO
napameTpa CTaOMIbHOCTH W CHHYKCHUIO YaCTOTHI UCTIBITAHUH.

JdoxyMeHT aUu™s

1. TlompaBka K COOTBETCTByMOIIEMYy(HMM) pazmeny(am) mocke. HeoOXoammo NpeaCTaBUTH PpPE3yIbTaTHI

COOTBETCTBYIOLIMX HCCIIEJIOBAaHUN CTAOMJIBHOCTH B PEajJbHOM BPEMEHH, MPOBEICHHBIX B COOTBETCTBHH C

COOTBETCTBYIOIIMMH PYKOBOJACTBAMH 110 CTAOMJIBHOCTH HE MEHee 4YeM Ha JBYX (i OMOJIOTHYecKuX

JIEKapCTBEHHBIX IMpENapaToB — TPeX) ONBITHO-IIPOMBINUICHHBIX WM MPOMBIIUIEHHBIX CEPHIX aKTHBHOM

(hapmaneBTHYECKOM CyOCTaHIINY, YITAKOBAHHOM C IIOMOIIBIO 3aPETrHCTPUPOBAHHOTO YIIAKOBOYHOT'O MaTepHaia, 1
OXBaThIBAIOLINX BECh MpEAJaracMblii EPHOA MOBTOPHOTO HCIIBITAHUS WM TIpE/UIaraéMble YCIOBHS XpaHEHHUS.
2. IloaTBepxaeHNE TOTO, YTO HCCIEAOBAHUS CTaOMIBHOCTH IIPOBEAEHBI B COOTBETCTBUH C TEKYILEH 0100peHHON
nporpaMMoi. PesynpTaThl HcclenoBaHMS MOJDKHBI IOINTBEP)KAATb, YTO COOTBETCTBYIOIIME OIOOpEHHbIE



cueuuPUKaNuu NPOAOIXKAKT cobnmogaThcs.
3. Komum yTBepkJIEHHbIX creuudukanmuil Ha aKTUBHYIO (apMaleBTHYECKYI0 CyOCTaHIHUIO.
4. O60ocHOBaHUE MpeTaraeMbIX H3MEHEHUI.

MEepUOJ] TIOBTOPHOTO WCIBITAHUS HE
NpUMEHUM K  OuoJormdeckum/
NMMYHOJIOTUYECKUM  aKTHBHBIM
(hapMaIeBTHYECKIM CyOCTaHIIUSAM

(*) [Ipumeuanue

b.1. n) [IpoexTHOE MOJI€ ¥ MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHU

b.I.n.1 BBeaeHue HOBOro MNPOEKTHOrO TMOJS WM paclIUPEHHUE
OOOPEHHOTO TPOEKTHOTO TONS AaKTUBHOH (apMaleBTHUECKOW Y CIOBHUS
cyOCTaHITNH, 3aTparuBaroee

Tpebyemass Bun
JIOKYMEHTAIHsI TIPOLE LY PhI

a) OJHY OIEPALIMOHHYIO E€IUHMIly Mpolecca MPOU3BOACTBA AKTUBHOMH
(apmaneBTHUECKOM  CyOCTaHIIMM, BKJIIOYas COOTBETCTBYIOIINE 1,2,3 II
BHYTPUIIPON3BOJICTBEHHbIE KOHTPOJIH U (MJIN) aHAIUTHYECKNE METOANKI

0) aHaTMTHYECKHUE METOJMKH HMCXOJAHBIX MaTepHaliOB/IIPOMEIKYTOYHBIX 123 I
TPOIYKTOB U (MJIM) aKTUBHOM (hapMarieBTUIECKOM CyOCTaHITHH >
JdoxyMmMeHT aUn™s

1. IIpoekTHOe moNIe OBIIO pa3pabOTaHO HAa OCHOBAHWU COOTBETCTBYIOIIMX YCTAHOBIICHHBIX TPEOOBaHHHA H
MEXIYHapOIHBIX HAyYHBIX PYKOBOACTB. Pe3ynbTaTel mMccieqoBaHUM pa3pabOTKM MPOAYKTa, Mpolecca U
AHAJIMTHYECKOW METOJI0JIOrHK (HampuMep, B3aUMOACHCTBUE Ppas3IMUYHBIX I[1apameTpoB, (OPMHUPYIOLIMX
MoJyIeKallee W3y4eHUIO IPOEKTHOE IIoJie, BKIIIOYas OLEHKY PHCKOB M MHOTOMEpHBIE HCCIEJOBaHUs
COOTBETCTBEHHO), B COOTBETCTBYIOIIUX CIIy4asXx IOATBEPXKJIAIOIIUE TO, YTO JOCTUTHYTO IIEJIOCTHOE
MEXaHHCTHYECKOe MOHMMaHHE TOoKa3aTelell KadecTBa MaTepHalioB M MapaMeTpoB Ipoliecca Ha KPUTHUYECKHE

NnoKa3aTesH KayecTBa aKTHBHOM bapManeBTHICCKON cybGcTaH M.
2. Omucanne IPOeKTHOTO MO B TAONWYIHOM BHUE, BKIIOUAs IIepeMeHHbIe (CBOIICTBa MaTepHAIIOB M ITapaMeTpPhI
npouecca IpPOU3BOICTBA) u ux npepiaraeMsie JHana30HBl.

3. [TonpaBka K COOTBETCTBYIOIIEMY(UM) pa3aeny(amM) 10Che.

b.I.n.2 BBeneHue NOCTPErHCTPALMOHHOTO MPOTOKOJIA YIpaBICHUS
W3MEHCHWSIMH, 3aTparuBalOIMMH aKTHBHYIO (apMaleBTHYECKyI0 Y CIIOBHA
CyOCTaHITHIO

Tpebyemass Bun
JIOKYMEHTAIHsI POy PhI

1,2,3 1l

JdoxyMmMeHT aUns

1. ITonpoGHOE OTHMCaHUuE npeaiaraeMoro W3MECHEHHUS.
2. IlpoTokon ympaBieHHS HW3MCHCHUSMH, 3aTPArvBalOIIAMU aKTHBHYIO (hapMaleBTUYCCKYIO CyOCTaHIIHIO.
3. [TompaBka K COOTBETCTBYIOIIEMY(HUM) pa3zieiny(aM) 1oche.

b.I.n. 3 HcknroueHne noCTperucTpalluoOHHOrO IMPOTOKOJIA YIpPaBiICHUS
W3MEHEHWSIMH, 3aTparuBalOlIMMU aKTHBHYIO (apMaleBTHYECKyIO0  YCIIOBHSA
cyOCTaHIUIO

Tpebyemass Bun
JIOKYMEHTAIHSI TIPOIETYPhI

1 1,2 1A

YV ¢ 1 o B ©H 14

1. I/ICKHIO‘IQHI/IC HOCTpCFI/ICTpaHI/IOHHOFO l'lpOTOKOJ'Ia ynpaBneHI/m U3MCHCHUSAMU, SanaFI/IBaIOH_II/IMI/I aKTI/IBHyIO
(hapManeBTHYECKYIO CYOCTaHIIMIO, HE SIBJISICTCS CICACTBUEM HENPEABUACHHBIX CUTYAIlUi MM HECOOTBETCTBUS
cnienuUKanyy B X0/I¢ BBEICHUS U3MCHCHHI, ONIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HAa YTBEPKICHHBIC
CBEJICHUS], BKIIIOUEHHBIE B PETUCTPALIMOHHOE JI0ChE.

JdoxyMmMeHT anqs
1. Ob6ocHOBaHUE npenjaraeMoro UCKIIOUYEHUS.
2. [TompaBka K COOTBETCTBYIOIIEMY(HUM) pa3zeiny(am) 1oche.

b.I.n. 4 N3MmeHeHHs YTBEpPKACHHOTO MPOTOKOJA YIpaBIeHUSA v Tpebyemass Bun
CJIOBHS
U3MEHEHHUAMHU JOKYMEHTAIHs TIPOLETyPbl



a) 3HaYNMbIC U3MCHECHUS MPOTOKOJIAa YIIPaBJICHUS U3MCHCHUSAMUA 1I

6) He3naummble W3MEHEHHs NPOTOKOJIA YNPABIECHUS W3MEHEHUSIMH,
KOTOpBIE HE H3MEHSIOT CTPATETHIO, OIIMCAHHYIO B TIPOTOKOJIE

JdoxyMeHT aUuus

1. leknapanus, 4to J1000€ M3MEHEHHE MOJDKHO YKJIaIbIBATHCS B JAMANA30H JCHCTBYIOIIUX YTBEPIKACHHBIX
KPUTEpUEB IMpUEMIIEMOCTH. I[lOMHMO 93TOTO, JeKjapanusi TOTr0, 4YTO B OTHOUICHUH OWOJOTHYECKHX/
MMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB He TpeOyeTcs OLeHKa COMIOCTABUMOCTH.

B.I.xn. 5 Peanusanusg u3MeHeHUH, NpPeIyCMOTPEHHBIX YTBEP)KJIECHHBIM v Tpebyemass Bun
CJIOBUSA
IPOTOKOJIOM yTPaBJIECHUS H3MEHEHUSIMH JOKYMEHTaIus MpoLexypshl

a) Peammsamusa wu3MeHeHuss He TpeOyeT IOMOTHUTEIBHBIX
BCIIOMOTATENIbHBIX JJAHHBIX

1 1,2,4 1A

6) Peanmaunﬂ HU3MCHCHUA Tpe6yeT JOIIOJITHUTCIIBHBIX BCIIOMOTI'aTCIIbHBIX
JaHHBIX

1,2,3,4 B

B) Peamuzanus u3MeHEHUsT OMOJIOTMYECKOTO/ MMMYHOJIOTHMYECKOTO
JIEKapCTBEHHOTO TpemnapaTa

1,2,3,4,5 IB

Y ¢ m1 o B m 4
1. IIpennoxxeHHOE M3MEHEHHE OCYIISCTBICHO B IIOJHOM COOTBETCTBHH C YTBEPKICHHBIM IPOTOKOJIOM
praBHeHI/ISI NU3MCHCHUIAMU.

JdoxyMeHT aUu™s

1. Ccrlika Ha YTBEPXKIACHHBIH MPOTOKOI yHpaBlIeHUS U3MCHCHUSAMU.
2. Jlexnapanys, 4To U3MEHEHHE COOTBETCTBYET YTBEPIKACHHOMY IPOTOKONY YIPABJICHUS W3MEHEHUSMH U YTO

Pe3yIbTaThl UCCIEAOBAHMS YIOBICTBOPSIOT KPUTEPUSAM IPHEMIIEMOCTH, OTOBOPEHHBIE B IPOTOKOJIe. [loMumMo

9TOro, ACKjapamnus Toro, YTo B OTHOIICHUN 6I/IOJ'IOFI/I‘ICCKI/IX/I/IMMyHOJ'[OFI/I‘IeCKI/IX JICKapCTBCHHBLIX MTPEIapaToB HE
TpebyeTcs OIlEHKA CONOCTaBHUMOCTH.
3. Pe3ynbrarhl Hcciieq0BaHMMA, MPOBEICHHBIX B COOTBETCTBHHM C YTBEP)KICHHBIM HPOTOKOJIOM YIIPaBIICHHMS

M 3M®e€eHEHH SIMH

4. [Mompaska K COOTBETCTBYIOMEMY(HM) pasgeny(am) IOCheE.
5. Komust yTBep K IeHHBIX crienu(uKanui Ha aKTUBHYIO (GapMaleBTHYECKYIO CyOCTaHIIHIO.

b.II JIekapcTBEeHHBIN Ipeniapar
b.11. a) BHeuinuii Bug u coctan

b.Il.a. 1 V3MeHeHne uiau N0OaBICHUE OTTUCKOB, TPABUPOBKU WIIU
WHBIX 3HAKOB, BKJIOYas 3aMeHy WM JM00aBleHHE YEpHWJ, YCIOBUS
UCTIONB3YEMBIX TIPH ITPOU3BO/ICTBE JIEKAPCTBEHHOTO ITperapara

Tpebyemas Buna
JOKYMEHTALA IIPOLELYPBI

a) MI3MeHeHus! OTTUCKOB, TPABUPOBKH UM HHBIX 3HAKOB 1,2,3,4 1,2 1A

0) V3MeHeHWe pPHUCOK/MHMHUI pa3ioMa, IMpeTHa3HAuYeHHBIX IS
pa3eneHns Ha paBHbIE JO3bI

1,2,3 B

Y ¢ m1 o B u 4
1. Cnenudukaiyu JIEKapCTBEHHOTO Ipernapara Ha BBITYCK U Ha KOHEI[ CpOKa TOJHOCTH HE M3MEHSOTCA (3a

NHCKIIUYCHHUCM BHCIIHCTO an[a).
2. Bce YCepHUWIAa OOJDKHBI COOTBETCTBOBATH HCﬁCTByIOIHeMy (l)apMaHeBTI/I‘ICCKOMy 3aKOHOAATCIbCTBY.
3. Pucku/nuann pas3jiomMma, HC npeaHa3Ha4YCHbI Ha pa3aciceHue Ha paBHBIC JO3EI.

4. 3HaK¥ JEKapCTBEHHOTO MpenapaTa, HCHOIb3yeMbIe U Pa3IHICHUS JO3UPOBOK, ITOJTHOCTHIO HE YAAICHHI.

JokyMeHT auum s

1. TlompaBka K COOTBETCTBYIOIIeMYy(MM) pa3ieny(amM) IOChe, BKIIOUYas MOAPOOHOe Trpaduyueckoe wiH

MMOBECTBOBATEIbHOE OMKMCAHME TEKYIIEro U HOBOTO BHEIIHEro BUIA, a TaKXKE COOTBETCTBYIOIIUN MEPECMOTP
nHPpOopMamUN 0 JTEKapCTBEHHOM nmpemapare.
2. B COOTBETCTBYIOIINX cIryqasx 00pa3smb JIeKapCTBEHHOTO mpemapara.
3. Pe3ynbTaThl COOTBETCTBYIOIUX HCHBITaHWA 1o [ocymapctBennoit @apmakonee Pecnybnuku Kazaxcraw,

TMOATBCPKAAIOIINE DKBUBAJICHTHOCTD CBOﬁCTB/HpaBHHBHOCTB JO3UpPOBAHUA.



b.Il.a. 2 VI3meHeHune hopMbI Wil pa3MepoB JISKapCTBEHHOH (GopMbl Y cIoBUS Tpebyemas Bun
JIOKYMEHTAIsI TIPOLEyPbI

a) TabneTku, Kancyssl, CyNMO3UTOPUH U TIECCAPUH ¢ HEMEJICHHBIM
1,2,3,4 1,4 IA

BBICBOOOXKICHUEM

0) JlekapcTBeHHBIE (POPMBI C OTCPOYCHHBIM, MOTUBHUIIIPOBAHHBIM

WA TPOJIOHTUPOBAHHBIM BEICBOOOXKICHNEM U TAaOJIETKU C PHUCKOM, 1,2,3,4,5 1B

MpeAHa3HAYECHHON JUIs pa3AeIeHNs Ha PABHBIE J103bI

B) JloGaBiieHne HOBOro Habopa s paauodapManeBTHICCKOTO

II
JICKapCTBCHHOT'O ITpeIiapaTa ¢ Apyrum 00BbEMOM 3aII0JIHEHUS

Y ¢ o1 o B un 14

1. [Tpodmnp pacTBOpEHHS N3MEHEHHOTO JIEKAPCTBEHHOTO Mpenapara COOCTaBUM CO CTapbIM, €CIIU IPUMEHHMO.

IIpu HEBO3MOXKHOCTH MPOBEACHHUS HCIBITAHUS PACTBOPEHMS BpeMs PAclagaeMOCTH HOBOTO JIEKapCTBEHHOIO

npemnapara B CpPaBHEHHU co HEU3MEHEHHBIM.
2. Crnenudukanny JIeKapcTBEHHOTO Ipernapara Ha BBITYCK M Ha KOHEIl CPOKa IOJHOCTH HE M3MEHWIHCH (3a

HCKIIOYEHAEM pa3MepoB JeKapCTBEHHON bopMBI).
3. KauecTBeHHBIH M  KOJMYECTBEHHBII CcOCTaB W  CpegHAs Macca HE  H3MEHHIHCH.
4. V3mMeHeHue He 3aTparuBaeT TaOJETKU C PUCKOM, MpeHa3HAuYEHHOH JUTs pa3esIeHus JIeKapCTBeHHOU (hopMbl

Ha paBHBIE JI03BI.

JdoxyMmMeHT aUn™s

1. ITompaBka K COOTBETCTBYIOLIEMY(MM) pa3neny(aM) Ioche, BKIOYas moapodHoe rpadudeckoe oToOpakeHne
TEKYyIIETO M MPEATIaraeMoro MOJIOKEHHs, a TaKXe IepecMoTp HMH(OpManuu O JIEKapCTBEHHOM Mpemnapare

COOTBETCTBGEHHDO

2. CpaBHUTENbHBIEC TaHHBIE PACTBOPEHUS HE MEHEEe YeM OJHON ONBITHO-IPOMBIIIJICHHOMN Cepuu ¢ TeKyIIUMHU U
IpeAjiaraeMbIMi pa3MepaMy (OTCYTCTBHE 3HAYMTENIBHBIX PA3JIMUMi C TOUYKH 3PEHHSI COMOCTABUMOCTH — CM.

[TpaBwiia mpoBeneHHsT MCCIICAOBaHNN OMOKBHBAIEHTHOCTH JIEKapCTBEHHBIX IpernapaToB (manee — [IpaBuira
MIPOBEJCHNUS HCCIIEOBAHNH OMOKBHBAIEHTHOCTH). B OTHOIIEHMH J€KapCTBEHHBIX PACTHTENBHBIX MPEIapaToB
MpHUEMIIEMBI JaHHBIC CPaBHHUTEIBHOMU pacmagaeMocCTH.
3. OOoCHOBaHHUsI HEIPEJCTABICHUSI PE3yJIbTATOB HOBOTO HCCIIEJOBAaHUS OMOIKBHUBAJIEHTHOCTH COTJIACHO

IIpaBunam MpOBEACHUS UCCIe0OBaHUM OMOPKBUBAJIECHTHOCTH.
4. B COOTBETCTBYIOIIUX clydasx 00pasubl JIEKapCTBEHHOTO npemnapara.
5. Pe3ynpTaThl COOTBETCTBYIONIMX HCIBITaHUN 10 'ocynapctBennoir ®apmakonee PecryOnmkn Kazaxcras,

MOATBEPKIAIOIINE SKBUBAJICHTHOCTh CBOMCTB/IPABUIIBHOCTD JO3UPOBAHMUSL.

n

Hns B.l.a. 2.B), moboe H3MEHEHUE
JI03UPOBKK" JIEKAPCTBEHHOTO Tpenapara

(*) llpumeuanne
TpeOyeT moauu 3asBJICHUS O PACIIHPCHUN

pEerUCTpaIHH.
b.Il.a. 3 H3meneHnue cocTtaBa (BCIIOMOTATEIbHBIX BEIIECTB) v Tpebyemass Bupg
CIIOBHUS

JIEKapCTBEHHOTO TIpernapaTa JIOKyMEHTAIHsI TIPOLETYPbI
a) M3MeHeHne cocTaBa BKYCOBEIX J00aBOK (apOMaTH3aTOPOB) WIIH
KpacuTtenen

1,2,3,4,5,6
1. JloGaBieHne, NCKITIOYECHNE WM 3aMEHa 7’ 9’ T T,2,4,5,6 1A

b
2. YBenn4eHHe WK YMEHBIICHUE CONEpKaHH 1,2,3,4 1,2,4 1A

0) IIpoune BcrioMoraresbHble BEIIECTBA

1. JIrobas He3HAUMTENbHAS KOPPEKIUs KOJIMYSCTBEHHOTO coctaBa 1, 2, 4, 8, 9,

1,2,7 1A
BCIIOMOTATE/bHBIX BELIECTB JIEKAPCTBEHHOTO Mpenapara 10 7
2. Ka4yecTBEHHBIE MM KOJNMYECTBEHHBIE M3MEHEHUS OJHOTO WJIH
GoJiee BCIIOMOTATENBHBIX BEIIECTB, CYIIECTBEHHO BIMSIOIIHE HA I

Ka4yecTBO, 0€30MaCHOCTh HJIH S(PPEKTUBHOCTH JIEKAPCTBEHHOT'O
npernapara



3. W3menenue, 3aTparuBaollee OuoJIorndecKuii/ II
MMMYHOJIOTHYECKHUH ITpenapar

4. JIroboe HOBOE BCIIOMOTATEIBHOE BEIIECTBO, MPEAIOJIaramniee
UCIIONIb30BAHUE MAaTEpUaliOB YEIOBEYECKOTO WIIM KHBOTHOTO

. II
MPOUCXOXKICHUS, TPEOYIOINX OLEHKH JaHHBIX BHUPYCHOH
6e3omnacHocTy u (nm) pucka TI'D
5. H3menenue, 0OOCHOBAaHHOE pE3yJIbTaTaMH HCCICIOBAHUS I

OHMOPKBHUBAJIEHTHOCTH

6. 3amMeHa OJHOTO BCIIOMOTaTENbHOTO BEIECTBA CXOJHBIM L3.4.5 6.7
BCIIOMOT'aTeIbHBIM BELIECTBOM C TEMH K€ (DYHKIMOHAIbHBIMH 8, 9’ T 1B
XapaKTEPHCTUKAMH B aHAJIOTHIHOM KOJIMIECTBE ’

Y ¢ a1 o B u 1

1. 3MeHeHUs (YyHKIMOHATBHBIX XapaKTEPUCTHK JICKAPCTBCHHOW (POPMEI, HAITpUMEP, BPEMECHU PacIiaaeMOCTH,
npopuns pacTBOpEeHHS OTCYTCTBYIOT.
2. BesiKyro He3HAUHTENBHYIO KOPPEKIHIO COCTaBa Ui MO KaHus 00IIeH Macchl HEOOXOIMMO OCYIIECTBISATh
BCIIOMOTATENbHBIM BEHIECTBOM, COCTABIISIOIIAM B HACTOSIIEE BPEMs OCHOBHYIO YacTh JIEKaPCTBEHHOTO
o0 pemTapaT a

3. Crnenudukanus JICKapCTBEHHOr0 Mpernapara OOHOBJICHA B YacTH BHEIIHErO BHUa/3armaxa/BKyca M, IpU
HEOOXOIUMOCTH, HCKIIIOUYEHO HUCIIBITAHUE Ha MOJAJIUHHOCTS.
4. HagaTbl COOTBETCTBYIOIINE UCCIIETOBAHHS CTAOMIBPHOCTH B COOTBETCTBHU C YCTAHOBIICHHBIMHU TPEOOBAHUSAMU
(c ykazaHMEeM HOMEPOB CEpHii); MPOAHATH3UPOBAHBI COOTBETCTBYIOIIHE MApaMETPBI CTAOMIIEHOCTH HE MCHEE YeM
Ha JIBYX ONBITHO-TIPOMBIIUICHHBIX WA TPOMBIIUICHHBIX CEPHUSIX; B PACIOPSKECHUH 3asABUTENS HAXOAATCA
YAOBJIETBOPHUTEIbHBIE PE3YyIbTAaThl, 10 MEHBIIEH Mepe, 3-MEeCIYHOTO HM3Y4YeHHs CTaOMIBHOCTH (HA MOMEHT
BBEIICHUS M3MCHEHUU A Tuma W yBemomieHHS 00 m3MeHeHHsX IB Tuma); mpoduib CTaOMIBHOCTH CXOX C
YTBEPIK/ICHHBIM B HacTosiiiee Bpems npoduieM. [lonTBepikaeHue Toro, YTo UCCiieToBaHus OyIyT 3aBEpIICHBI, 1
YTO €CJIM Pe3yJbTaThl Ha KOHEIl CPOKa TOJHOCTH HE OYAYT YKIAABIBAThCS B CHCHU(DUKANUN WK MOTCHIUAIBEHO
HE YKJIaIbIBaThCA B CHEMU(PUKANNN, WX HEMEIJICHHO IPEICTAaBAT YIOJHOMOYCHHOMY OpTaHy HapsAxy C
mpenjaraeMbM IUTAHOM JOelcTBhi. Kpome TOro, B COOTBETCTBYIOMIMX CIydasx HEOOXOIWMO MPOBECTH
HCHOBITAaHUEC boTocTabOUIBHOCTH.
5. Bce HOBbIE KOMIIOHEHTBI JI0JKHBI yJIOBJIETBOPSITH TPEOOBaHHUSM COOTBETCTBYIOIINX JOKYMEHTOB PecryOiuku
Kazaxcran, kacaromuxcsi KpacHuTellei, UCIIONb3yeMbIX B MUILEBON MPOMBIIIIEHHOCTH, U BKYCOBBIX J00aBOK.
6. Hu oiuH HOBBIN KOMIIOHEHT HE MPEINoJiaraeT UCIOJIb30BaHUE MaTEpPHANIOB YEJIOBEUECKOTO WM KHUBOTHOT'O
MPOUCXOKICHUS, TPEOYIOMMUX OIECHKH TAaHHBIX BHPYCHOH O€30MacHOCTH WM COOTBETCTBHS JICHCTBYIOIUM
TpeboBanmaM ['ocymapctBennoit @apmakonee PecmyOmmku KazaxcTaH mo MHHHMH3aLMK pPUCKa Ieperadd
areHToB ry09aToil 3HIe(AIONIAaTHH KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENapaToB I MEIUIIMHCKOTO U
BETEpPUHAPHOTO OpUMEHECHHS .
7.B COOTBCTCTBYIOIIIUX CIy4dasdX U3MCHCHUA HC BJIMAIOT HA pa3IMvuuig MCEKAY AO3UPOBKAMHU W HE OKa3bIBAIOT
HETraTUBHOTO BJIMSHUSI Ha BKYCOBBIE CBOMCTBA JIEKAPCTBEHHBIX MpeNaparoB, MpeIHA3HAUYCHHBIX ISl JIeTeH.
8. Ilpodmip pacTBOpeHHsI HE MEHEE YeM IBYX OIBITHO-TIPOMBINLICHHBIX CEPHil HOBOTO JICKAPCTBEHHOTO
mpemnapara CONOCTaBHMM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAYUTENBHBIX PAa3IH4YHid C TOYKH 3pPCHUS
COTIOCTaBUMOCTH — cM. [IpaBmia mpoBeneHUs HCCIeIOBaHW OMOAKBHUBaJICHTHOCTH). [IpH HEBO3MOKHOCTH
MIPOBEACHUS UCTIBITAHUS PACTBOPEHHUS C JIEKAPCTBEHHBIMU PACTUTEIHHBIMHE IIPETapaTaMi BpeMs paciaiaeMOCTH
HOBOTO JIEKapCTBEHHOTO npemnapara COMOCTAaBUMO co HEU3MEHEHHBIM.
9. I3MeHeHue He SBISETCS CIIEICTBUEM HECTaOMIBHOCTH U (WJIN) He IOJDKHO CKa3bIBaThCsl Ha OE30I1aCHOCTH, T.€.
pa3inuyusx MEeXay JO3UPOBKAMU.
10. PaccmaTpuBaeMmblii JICKApCTBCHHBIH TIperapar HE SBIACTCI OUOJIOTHICCKUM/HUMMYHOJIOTHICCKUM
JIEKapCTBEHHBIM IIPETIapaToM.

JokyMeHT amuum s

1. [TompaBka K COOTBETCTBYIOMIEMY(MM) pa3aenry(aM) 10Che, BKITFOUAsk METOIbI UCIIBITAHHS Ha TOJTMHHOCTD BCEX
HOBBIX KpacHTEleH (eclM MPUMEHHMO), a TaKXke IepecMOTp MH(OpPMAIWU O JCKApPCTBCHHOM IIpemapare

COOTBETCTBEHHDO

2. Jlexiapanusi, 4TO HavaThl TpeOyeMble HCCIICAOBaHUS CTAOMIBHOCTH B COOTBETCTBHU C YCTAHOBJICHHBIMH

TpeOoBaHMAMHE (C YKa3aHHEM HOMEpPOB CEpHii); M 9TO (B COOTBETCTBYIOUIMX CIydasx) HA MOMEHT BBEICHHSA



W3MEHEHHUH B €ro pacrnopspKeHUH HaxXOIWIHCh TpeOyeMble MUHHMAJbHBIC YAOBIECTBOPUTEILHBIC TaHHBIE I10
CTaOMIIBHOCTH; M YTO MMEIOLIMECS JaHHBIC HE CBUCTEIBCTBOBAIIN O Kakoi-1100 nmpobneme. Heodxomumo takxe
MIPEACTaBUTh HMOATBEPKACHHE TOTO, YTO MCCIEAOBAaHHUSA OyAyT 3aBEpIICHBI, M YTO €CIH PE3yNbTaThl HE OyIyT
YKJIagpIBaThCA B CIEIU(DHUKALUN WIN TMOTCHIMAIbHO HE YKIAIbIBAThCS B CHEHU(HUKAINK Ha KOHEI CPOKa
TOAHOCTHU, UX HEMEAJICHHO MPEACTABAT YIIOJHOMOYCHHOMY OpTraHy HapsAady € nNpe€ajiaracMbIM IJIAHOM HeﬁCTBHﬁ.
3. Pe3ysbTaThl HCCIIEIOBaHUIA CTAOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMBIM TTapaMeTpaM CTaOMIBHOCTH He MEHee YeM Ha JABYX OIBITHO-ITPOMBIIUICHHBIX WM TIPOMBIIIIIEHHBIX
CepusiX, OXBaTHIBAIOIINX HE MeHee 3 MeECSIEB, M MOJATBEPKACHUE TOTO, YTO YKa3aHHBIC MCCIIEAOBaHUS OyIyT
3aBEpIICHBI, U €CIIM PE3YJIBTAaThl HE OYAYT YKJIQABIBATHCS B CIECHM(HUKAIINN WIIH MTOTEHIMAIBFHO HE yKIIaIbIBAThCS
B crenn(UKanuy Ha KOHEIl CPOKa TOAHOCTH, UX HEMEIUICHHO IPEACTABAT yIOJTHOMOYEHHOMY OpraHy Hapsay
npenjiaraeMbl M NJIaHOM JecTBUH.
4. B COOTBETCTBYIOIINX caydasix 00pa3ubl HOBOTO JE€KapCTBEHHOTO npermnapara.
5. JIu6o cepruduxar coorserctBus EBporneiickoit @apmakornen nmo TI'D Ha mo060ii HOBBIN HCTOYHUK MaTepHala,
100 (ecay MPUMEHHMO) OKYMEHTAJIbHOE MOATBEPXKIAECHHE TOTO, YTO MCTOYHUK MaTepHaia, NOJBEpP KEHHBIH
pucky TI'D, panee mpoBepeH YIOJTHOMOYECHHBIM OPTaHOM; M OBIJIO IOATBEP)KICHO €ro COOTBETCTBHE
nmericTByromeit cratee ['ocymapcrBennoit ®@apmakoree PecryOmmkn KazaxcraH mo MUHUMH3AIUU PHCKa
NepeAayn areHToB ry0uaToi sHue(anonaTudl >KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENApaToB IS
MEIUIIMHCKOTO M BETEPHHAPHOTO NpUMeHeHUs. JJIsl Ka)KI0ro Takoro pojia Marepruasia Heo0X0IUMO MPEICTaBUTh
CIIEAyIOIINE CBEJCHUS: Ha3BaHWE MPOU3BOANTENS; BUJ KUBOTHBIX M TKaHH, U3 KOTOPBIX MOJYyYeH MaTepual;
cTpaHa MPOMCXOKIACHUS KHUBOTHBIX u ero HUCIOJb30BaHHUE.
6. B cooTBeTCTBYIOMMX CIy4asx JaHHbBIE, ITOJITBEP)KJAIONINE TO, YTO HOBOE BCIIOMOTATEIbHOE BEUIECTBO HE
B3aMMOACHCTBYET C AaHAIUTHUYECKHMH METOAMKAMHM CHEIU(UKAIUH JEKapCTBEHHOTO IIperapaTa.
7. HeoOxoanMo mocpeacTBoM Haajekamei (hapMareBTHIeCKo pa3paboTKu (BKIIFOYAst BOIIPOCH CTaOMIBHOCTH
U MPOTHBOMHKPOOHOIO KOHCEPBHPOBAHHS, €CIM MPUMEHHMO) IPEACTaBHTh OOOCHOBAHHME CMEHBI/BBIOOpa
BCIIOMOTAaTCIbHBIX BE€UIE€ECTB u T.I.
8. CpaBHHTENbHBIC JTaHHBIE MPOMUIS PACTBOPEHUS TBEPABIX JICKAPCTBEHHBIX (JOPM HE MEHEE 4eM Ha JBYX
OTIBITHO-IIPOMBIIUIEHHBIX CEPHSX JIEKAPCTBEHHOTO IIperapara HOBOI'O M CTaporo COCTaBOB. B oTHomeHWn
JIEKapCTBEHHBIX PACTUTENBHBIX MPENapaToB IOCTAaTOYHBI JaHHBIE CPaBHUTEIBHOW paclaJaeMOCTH.
9. O60CHOBaHMS HETPEACTABICHHUS PE3YIFTaTOB HOBOTO UCCIICAOBAHMS OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[TpaBunamMu MpoBeAEHNS UCCIEN0BaHNI OMO3KBUBAIEHTHOCTH.

b.Il.a. 4 V3menenue macchl 000JIOYKH JISKApPCTBEHHBIX (opM st v Tpebyemas Bun
CIIOBHS

mpreMa BHYTPb WM H3MEHEHHE MACCHI 000JIOUKH KaIlCyJIbI JIOKYMEHTAITUS TIPOIICTyPBI
a) TBep/bie TekapcTBEHHBIC (POPMBI IS IpHeMa BHYTPh 1,2,3,4 1,2 1A

6) JlexapcTBeHHBIE (POPMBI C OTCPOUEHHBIM, MOAN(DHUINPOBAHHBIM
WM TIPOJIOHTHPOBAHHBIM BBICBOOOXICHHEM, B KOTOPBIX 000JI0YKA I
SIBIISICTCS KIIFOYEBBIM (DaKTOPOM BHICBOOOXKICHHUS

Y ¢ a1 o B um 1

1. Ipodunas pacTBOpEeHUS HE MEHEE YEM JBYX OIBITHO-IPOMBIIUICHHBIX CEPUIl HOBOTO JIEKAPCTBECHHOIO
mpemnapara CONOCTaBUM CO CTapbiM. [Ipm HEBO3MOXXHOCTH MPOBEICHHUS WCIBITAHUS PACTBOPEHUS C
JIEKapCTBEHHBIMU PACTUTEIHHBIMU TIPEapaTaMyu BpeMs pacraaeMOCTH HOBOTO JIEKAPCTBEHHOIO Mperapara B
CpaBHEHHUH co CTapBbB M.
2. O6omouka HE SIBIISIETCS KJIIOYEBBIM dhakTopom MexXaHHu3Ma BBICBOOOXKICHUSI.
3. Crenudukaiiyst IeKapCTBEHHOI'O IpenapaTa 0OHOBJICHA JIUIIIb B YaCTH MAcChl M pa3MepoB (eCIi MPUMEHUMO).
4. HayaTbl COOTBETCTBYIOIINE UCCIICIOBAHMS CTAOMIBHOCTH B COOTBETCTBUU C YCTAHOBJICHHBIMHU TPEOOBAHUSIMU
HE MEHEE YeM Ha JIBYX OIMBITHO-MPOMBINUICHHBIX WX MPOMBIIUICHHBIX CEPUSIX; B PACIIOPSIKCHUHN 3assBUTEIS HA
MOMEHT BBECHUSI M3MEHEHUN HAXOMSATCS YAOBJIECTBOPHUTEIbHbBIC, 10 MEHBINCH Mepe, 3-MeCsuHbIe JaHHBIC MO
CTAaOUJIBHOCTH, TMOATBEPKJICHHE TOTO, YTO HCCIeIOBaHHWs OYIyT 3aBepilieHbl. Eciau pe3ynbTaThl HE
YKJIJbIBAIOTCS B CHenu(UKAIMA WK TOTCHIUAIBHO HE YKIAIbIBAThCS B CIEHU(HUKAINN HAa KOHEI CpOKa
TOJHOCTHU, UX HEMCIJICHHO NPCACTABAT YIIOJTHOMOYCHHOMY Oprany Hapsaay ¢ npeajiara€MbiM IJIaHOM ﬂeﬁCTBHﬁ.

JdoxyMeHT aUu™s

I. [MompaBka K COOTBETCTBYHOIMEMY(HM) pasgeny(am) JOChE.
2. Jlexiapanusi, 4TO HavaThl TpeOyeMble HCCIICAOBaHUS CTAOMIBHOCTH B COOTBETCTBHU C YCTAHOBJICHHBIMH
TpeOoBaHMAMHE (C YKa3aHHEM HOMEpPOB CEpHii); M 9TO (B COOTBETCTBYIOUIMX CIydasx) HA MOMEHT BBEICHHSA



W3MEHEHHUH B €ro pacrnopspKeHUH HaxXOIWIHCh TpeOyeMble MUHHMAJbHBIC YAOBIECTBOPUTEILHBIC TaHHBIE I10

CTaOMIIBHOCTH; M YTO MMEIOLIMECS JaHHBIC HE CBUCTEIBCTBOBAIIN O Kakoi-1100 nmpobneme. Heodxomumo takxe
MIPEACTaBUTh HMOATBEPKACHHE TOTO, YTO MCCIEAOBAaHHUSA OyAyT 3aBEpIICHBI, M YTO €CIH PE3yNbTaThl HE OyIyT

YKJIagpIBaThCA B CIEIU(DHUKALUN WIN TMOTCHIMAIbHO HE YKIAIbIBAThCS B CHEHU(HUKAINK Ha KOHEI CPOKa

TOJHOCTH, UX HEMEAJICHHO MPEAICTaBAT YIIOJTHOMOUYECHHOMY OpraHy Hapsay ¢ IpeajiaraéMbIM IUIaHOM JIeHCTBUI.

Kpome Toro, B COOTBETCTBYIOIUX CIy4asik HEOOXOANMO IIPOBECTH UCHBITAHHE (POTOCTAOUIBHOCTH.

b.ll.a. 5 V3MeHeHue KOHLEHTpPAUHUU OJHOJO3HOIO, MOJHOCTHIO

BBOJMMOIO TAapeHTEPaIbHOTO JIEKAPCTBEHHOTO IperapaTa MpH Vestosus Tpebyemas Bun
HEM3MEHHOCTH COJEp)KaHWsl aKTHBHOW (apMarieBTHIEeCKO JIOKYMEHTAIUS MIPOIeTyPhI
cyOCTaHIIMM Ha eAMHUILY J03bI (T.€. JO3UPOBKH)

11
B.Il.a. 6 MckiaoueHne KOHTEHHEpa ¢ pacTBOPUTEIeM/pa3daBuTeIeM v Tpebyemass Bupg
CIIOBHUS
M3 YIIaKOBKH JOKYMEHTAIus IPOLEnyphI

1,2 B

JokyMeHT auum s

1. OGocHOBaHME HCKIIIOUEHHS, BKJIIOYAs yKa3aHHE Ha ajJbTEPHATHBHBIC CHOCOOBI TOJNyYeHHs PAacTBOPHUTEINs/
pa3zbaBuTenss B 1enix OezomacHoro W 3(QeKTUBHOrO NpPHMEHEHUs JIEKapCTBEHHOrO Iperapara.
2. IlepecmoTperHast ”HGOPMAIHS O JIEKAPCTBEHHOM IIpenapare.

b.11. 6) IIpousBoacTBO

B.I1.0. 1 3ameHa

MPOM3BOICTBEHHO! TUIOMIAIKH JUTS

YacTM WM BCEX TMPOIECCOB  YCIOBHS Tpebyemast JOKyMeHTaIHs Bun nporexypst
MPOU3BOJICTBA JIEKAPCTBECHHOTO

npemnapara

a) [lmomanka moO BTOPUYHON
YIaKOBKe

1,2 1,3,8 IA

6) Ilmomanka mo TEPBUYHOMN 1,2,3.4.5 1,2,3,4.8,9 A
yIaKOBKe

B) Ilmomanmka, Ha KOTOpOWH

OCYIIECTBISIOTCS

MIPOMU3BO/ICTBEHHBIEC ONEPALHH IS

Ouonaoruvyeckux/

HUMMYHOJOTHYECKHUX

JIEKapCTBEHHBIX INPENapaToB WIN

JIEKapCTBEHHBIX ¢dopwm, II
MPOU3BEACHHBIX C IIOMOIIBIO

CIIOXKHBIX TPOU3BOACTBEHHBIX

MPOLECCOB, 3a HCKIIOYEHUEM

BBIIIyCKA CEpPUH, KOHTPOIA

KauecTBa CepUd M BTOPUYHOU

YIaKOBKH

r) Ilmomanka, Tpebyromas
IIPOBECHUSl IEPBUYHOM WIHU
MPOIYKT cnenupUIHOM

HMHCIIEKI[UN

II

n) Ilmomanka, Ha KOTOpOit

OCYIIECTBISIOTCS n00bIe

MIPOU3BOJICTBEHHBIE OTIEpaIlUU JIJIS

HECTCPUJIBHBIX JICKAPCTBEHHBIX

IpenapaToB, 3a HUCKIOYEHHUEM 1B



BBINIyCKa CEPUl, KOHTPOJISI CEPHUIA, 1,2,3,4,5,6,7,8,9
NEpBUYHOM U  BTOPUYHOU
YIaKOBKH

e) Ilnmomanka, Ha KOTOpPOW
OCYILIECTBIISIIOTCS no0bIe
MIPOM3BOACTBEHHEIE OIEPALUH CO
CTEpUIHHBIMU JIEKAPCTBCHHBIMHU
TpenapaTamMmu, IpOU3BOISIINMHUCS
C HCIIOJIb30BAaHUEM aCENTHYECKHUX
METOJOB (ucknroyas 1,2,3,4,5,7,8 1B
Ouonoruueckue/
HMMYHOJIOTHYECKUE
JIEKapCTBCHHEBIC TIperaparhl), 3a
UCKITIOYCHNEM BBIMTyCKa CEpHH,
KOHTpPOJISI KauyecTBa CEpuUi u
BTOPUYHOM yIIaKOBKHU

YV ¢ 1 o B ®H 4
1. Hanmane ceptudmkata Haajexkamend mpon3BoAcTBeHHOW mpakTuku (GMP) mpon3BOACTBEHHON IUTOMAAKH

nepenamuen u NpUHUMAIO L EH CTOPOHBHI.
2. IInomazaxa MMIEH3UPOBaHA B YCTAHOBJICHHOM MOPSAKE (AT IPOU3BOACTBA PACCMAaTPUBAEMON JIEKAPCTBEHHOM
bopMBI HI1u JEeKapCTBEHHOTO npemapara).
3. PaccmaTtpuBaemslii JeKapCTBEHHBII npemnapar HE SIBIISETCS CTEPHIBHBIM.

4. B COOTBETCTBYIOIMX CIlydasX, HANpUMEpP, B OTHOLIEHUM CYCIEH3UIl WM AMYJIbCHI, MMeEeTcs cXema
MEPBUYHON SKCHEPTU3Bl WM B COOTBETCTBUM C TEKYLIMM HPOTOKOJIOM YCICIIHO HpPOBEAEHa IEepPBHYHAS
SKCIEpTH3a HOBOW TMJIOIMAJAKM C HE MEHEee YeM TpeMs MPOMBIIUICHHBIMH  CEPHSIMH.
5. PaccMaTpuBaeMblii IeKapCTBEHHBIH MIpenapar He SBISAeTCS OMOTOTHIeCKUM/ IMMYHOIOTHIECKHM.

JdoxyMeHT aums

1. IoaTBepxkaeHUEe TOro, YTO IpejaraeMas IUIOMAAKa JUIEH3UPOBAHA B YCTAHOBIEHHOM MOpAJKE AJIS
MPOU3BOJICTBA  JIEKAPCTBEHHOW  (OpPMBI WJIM  paccMaTpHBAaeMOro  JEKAapCTBEHHOTO  Ipemapara.
2. B cOOTBETCTBYIONIMX CIy4YasX HEOOXOIMMO yKa3aThb HOMEpa CEpHii, COOTBETCTBYIOIINE Pa3Mep CEPHH U AATY
MPOU3BOJCTBA cepuil (3), MCHONB30BaHHBIE B BAIMJALMOHHOM HCCICIOBAHWU, U TPEICTABUTH JaHHBIC
MEePBUYHOM OKCHEePTHU3Bl HIM MPOTOKON (CXeMy) MEepBUYHOM HKCIEPTH3Bl, IMOJIeKAIUi Tmojade.
3. B ¢dopme 3asiBneHHss 0 BHECEHUHM M3MEHEHHH HEO0OXOIMMO YeTKO yka3arh "Tekymux" u "mpeiaraembix"
MPOU3BOJAMTENEH  JIEKapCTBEHHOrO  mpemaparta (coriiacHo  pasueny 2.5  QoOpMBI  3asiBICHHS).
4. Kommu yTBep>KACHHBIX cHelM(UKanIuid Ha BBIIYCK M KOHEI CpPOKa TOAHOCTH (€CIM NPUMEHHMO).
5. JlaHHbIE aHaNM3a OJHOM MPOMBILUIEHHOW CEPUM U JIBYX ONBITHO-IPOMBILUIEHHBIX CEPUH, HMUTHPYIOIINX
IpoIiecCc MPOM3BOACTBA (MJIM JBE NPOMBIIIJICHHBIE CEPHH) U CPABHHUTENBHBIE JAHHBIE C TPEMS CEPHAMH,
MPOU3BEICHHBIMU Ha MPEIBIAYIICH MPOU3BOACTBEHHON momaake. 1o 3ampocy HE0OXOAMMO MPEACTABHTH
JIAaHHBIC TIO CJICAYIOIIUM JIByM IOJHBIM ITPOMBIIUIEHHBIM CEPHUSIM; HEOOXOAMMO COOOLIMTH, €CIIM PE3YJIbTaThI
aHalW3a  HE  yKJIajAbIBalOTCA B cHenuHKamuioo, ©  NIPEIIOKHTh  IIaH  JCHCTBUH.
6. COOTBETCTBYIOIINE JaHHBIE IEPBUYHON IKCIEPTU3BI, BKIIIOYAs Pe3yJIbTaThl MUKPOCKOIIUU PACIPEEICHHS 110
pasMepaM 4acTHIl ¥ UX MOP(OIOTHH MATKUX U KHJKUX JICKApCTBEHHBIX (pOpM, B KOTOPHIX (hapManeBTHIECKas
cybcTaHOUA HaXOJIUTCHA B HEPaCTBOPEHHOM COCTOSHHH.
7. Eciin Ha HOBOIl NPOM3BOJACTBEHHOM IUIOIIAAKK B KA4eCTBE MCXOJHOIO MaTepHalia MCIIOJIb3YETCs aKTHBHAS
(apmaneBTHUeckass cyOCTaHIUsl, — JeKIapanusi YIOJIHOMOYEHHOTO JIMIA IUIOLIA KK, OTBETCTBEHHOI'O 3a
BBIITYCK CEpUif, 4TO aKTHBHAas (apmaleBTHYecKas CyOCTaHIMs NMPOU3BEACHA B COOTBETCTBHU c [IpaBmiamu
HaJuIeXKalel Npou3BOJACTBEHHOHW mpakTuke Pecrnybnmukm Kazaxctan [uiss HMCXOJHBIX — MaTEpHalIoB.
8. [MompaBka K COOTBETCTBYIOMEMY(HM) pasgeny(am) JOCheE.
9. Ecnu mpon3BOACTBEHHAs IIIOMIAJKa M IUIOMIAAKA, Ha KOTOPOH OCYIIECTBIISIETCS IEpPBUYHAs yNAaKOBKA,
pasnudaroTcs, HeoOXOOUMO OmHcaTh M BAIUAMPOBATh YCIOBHS TPAHCIOPTHPOBKM W  XPaHEHHS
HepacdacoBanHoro npenapara (bulk).

HpI/I W3MCHEHUH WU HOBOM HpOH3B0ﬂCTB€HHOﬁ mIomaake B CTpaHE 3a
npeaciiaMu PeCHy6J’II/IKI/I K, C KOTOpOI7[ HEC 3aKJIH4YC€HO COTIJITallICHHUEC O



[Ipumeuanus:

B.I1.6.2 W3menenme mmmopTepa,
COTJIALIEHUI O BBIMYCKE CEPUM U
HUCIBITAHUH 1O  KOHTPOJIIO
Ka4yecTBa  JIEKapCTBEHHOTO
mpemnapara

a) 3amMeHa wiM J00aBicHHE
IJIOMIAIKU, Ha  KOTOpOH
OCYIIECTBISETCS  KOHTPOJIb
Ka4yeCTBA/UCTIBITAHUE CCPHIA

0) 3ameHa wiaum noOaBJIeHHE
MPOU3BOAMTEISI, OTBETCTBEHHOTO
3a BBIIYCK CEPHUI OMOJOTHYECKOTO
/ HMMYHOJOTHYECKOTO

JIEKapCTBEHHOTO TIperapaTa u
MIOOBIX METOLOB MCIBITAHUM,
OCYILECTBISIEMBIX Ha IUIOIIAJKE,
SIBIAIOINAXCI OMOJIOTMYECKUM/
HMMYHOJIOTHYECKHUM METOI0M

B) 3amena win Jo0aBiieHHe
MIPOU3BOAMTEISI, OTBETCTBEHHOTO
3a BBIYCK Cepuit

1. 3a ucCKIIOUEHHEM KOHTPOJISA
Ka4yecTBa/ MCIIBITAHUE CEPUit

2. Bruirouass KOHTpOIB KadecTBa/
HCIBITaHUE Cepuit

B3auMHOM npuzHanuu GMP, nepxkarensMm 10 MOJa4d yBEIOMJIIEHUS

PEKOMEHIyeTCsl MPOKOHCYIBTHPOBATECS C YIOTHOMOUYCHHBIM OPTaHOM H

MIPECTaBUTh CBEIEHHS O BCEX MPEABIAYIINX HHCIECKIMIX 3a Tocieqane 2—3
roga u (WIM) BCEX 3aINTAaHUPOBAHHBIX HWHCHEKNMSX, BKIIOYAs IaTHI

HMHCIIEKLIUH, KATerOPpUU UHCIIEKTUPYEMBIX NPOIYKTOB, HAI30PHOE BEJOMCTBO
U TIpoume cBeieHus. Jlexnapanuu ynoJHOMOUEHHOTO JINIA, 3aTparuBaroiue
aKTUBHYIO (dhapManeBTUUCCKY IO cyOCTaHIHIO.
HepxaTenu mUIeH3WH Ha TMPOU3BOJACTBO O0sI3aHBI B KAYeCTBE MCXOJHBIX

MaTEepHAJIOB HCIIOJF30BaTh MCKIIOYUTEIBHO aKTHBHBIC (apMaIleBTHICCKIEC
cyOcTaHMy, mpou3BeeHHBIE B cOOTBeTCTBHH ¢ GMP, mosToMy KaskmbIit
JeprKaTesb JUIICH3UH Ha MPOU3BOICTBO 00s3aH MPOICKIapHPOBATh, YTO OH B
Ka4yeCcTBE UCXOJAHOTO MaTepHasa HCIOIb3yeT aKTUBHYIO (hapMaIleBTUICCKYIO
cyOcTaHIUIO, TMpou3BeJcHHYI0 B coorBercTBuu ¢ GMP. Kpome Toro,

ITOCKOJIBKY YITOTHOMOUYEHHOE JIUII0, OTBETCTBEHHOE 32 CEPTUDUKAIIUIO CCPHH
, Oeper Ha ce0s OOIIyI0 OTBETCTBEHHOCTH 32 KaXIYIO CEPHIO, €CIU

IJIOMIA/IKa, BBIMYCKAIOMIAs CEPHIO, OTIMYAeTCs OT YKa3aHHOW BHIIIE,

YHOOJTHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 32 CePTU(HUKAIIUIO CEPHH, JTOJKHO
npeacTaBUTh JIOTIOTHUTEIbHY IO JIeKJIapaluio.
Bo MHoOrHX ciyyasx BOBJICYEH JHIIb OAWH Jep)KaTesb JIUIEH3UU Ha

MPOU3BOJICTBO, TIOTOMY MOTPeOYyeTCs JIMIIb OfHa Jekiaparus. OmHako,

€CIIM BOBJICYEHBI HECKOJBKO BIIAJENbLIEB JHUIEH3UM Ha MPOU3BOICTBO,

BMECTO TOJAaYM HECKONBKHX JeKJIapaluid OIyCKAaeTCs IOAaTh OIHY

JeKJIapamuio, MOANHUCAHHYI0 OJHUM YIIOJTHOMOYEHHBIM IJIHIOM. OTO

JOMYCTHUMO npu YCIIOBUH TOTO, 4TO:
B JEKJIapalyd YeTKO yKa3aHO, YTO OHa MOJNWcaHa OT JHuIa BcCeX

BOBJICUECHHBIX YIIOJTHOMOYEHHBIX JIMII.

VYcnosus TpeOyemast noKyMeHTaIHs Bun npouenypst
1,2,3 1,2,5 IA
II
1,3 1,2,3,4 IA
1,2,3, 1,2,3,4 1A



3. Bkirouasi KOHTpOJb KayecTBa/

HCIILITAaHUE OuoNornuecKkoro/

HMMYHOJIOTHYECKOTO

JIEKAPCTBEHHOTO Mpernapara u I
OIWH W3 METOIOB HCIBITAHUH,

OCYIIIECTBIIIEMBI Ha ILIOMIAIKE

SIBIIETCS ~ OUOJOTHYECKHUM/

HMMYHOJOTHYECKUM/

HMMYHOXUMUYIECKUM

YV ¢ 1 o B ©w 1

1. [Inomanka JUIEH3UpPOBaHAa B YCTaHOBIEHHOM nopsagke.
2. JlekapcTBEHHBIH Ipenapar He SIBISETCS OMOJIOTHYECKHMM/UMMYHOJIOTHUECKHM JICKAPCTBEHHBIM ITPErapaToM.
3. TpaHcdep TEXHOIOTH CO CTApOi HA HOBYIO IJIONIAIKY WM HOBYIO UCIBITATEIBHYIO JIAOOPATOPHUIO IPOU3BEICH
YCHEIIHO.

JoxyMmMeHT anqs

1. Konwus ymnien3uii Ha IpOU3BOACTBO WM B UX OTCYyTCTBHE — cepTudukar GMP, BeliaHHBIH B TeueHHE TpeX
HOCIEeJHUX aet COOTBETCTBYIO UM YIMOJIHOMOYEHHBIM OpraHoOM.
2. B ¢opme 3asBneHHs O BHECEHHMHM HM3MEHEHHH HEo0X0AMMO YKaszarh "Tekymux" W "mpeniaraembix"
MPOM3BOANTENCH  JIEKapCTBEHHOrO  mpemapara (coriiacHo pasuneny 2.5  QoOpMBI  3asiBICHHS).
3. Jlexmaparys yroJIHOMOYSHHOTO JINIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH yKa3bIBaeTCA, YTO
MPOU3BOUTENH(HM) aKTHBHOM (papMarieBTHIecKoil cyOcTaHINH, YKa3aHHO! B PETHCTPALIMOHHOM J0Cke, paboTaeT
B cooTBeTcTBUHU C [IpaBuiamu Haanexaiied NpOM3BOJCTBEHHOW mnpakTuku PecnyOmuku Kazaxcran s
MCXOJHBIX MaTepHaioB. [Ipu onpeneneHHbIX 00CTOSITENBCTBAX AOIMYCKACTCs MPEACTABISATh OJHY JeKIapauuio (
cM. NpUMedYaHUue K H3MEHEHHUIO B.I1.6.1).
4. ITonpaBka K COOTBETCTBYIONIEMY(MM) pa3zeny(am) 1ocke, BKIoYast HHPOpManny o JEeKapcTBEHHOM ITIperapaTe

Bb.I1.6.3 HM3MmeHnenue mporecca
MIPOM3BOJICTBA JIEKAPCTBEHHOT'O
npemapara, BKJIIOYAs
MPOMEKYTOUYHBIH  TPOJYKT,
UCTIONIb3YEMbIH B MPOU3BOJCTBE
JIEKapCTBEHHOTO TpernapaTa

VYcnosus TpeOyemast noKyMeHTaIHs Bun npouenypst

a) He3nauumbie wu3MecHEHUS
npolrecca IMpOor3BOJICTBA

1,2,3,4,5,6,7 1,3,4,5,6,7,8 IA

6) 3HauumMble HU3MEHCHUS
mpoiiecca  NMPOU3BOJCTBA,
OKa3bIBAIOIIUE CYIIECTBEHHOE 1
BIMSIHAE  Ha  Ka4ecCTBO,

6e3onmacHoCTh M 3()(HEKTUBHOCTD

JIEKapCTBEHHOTO TIperapaTa

B) JlexapcTBeHHBIN mpenapar
SIBISCTCS OHMOJIOTUUYECKUM/ I
HMMYHOJIOTHYCCKUM, H U3MCHCHHE

Tpe6yeT OLCHKH COIIOCTaBHUMOCTHU

r) BBenmenuwe HecTaHIAPTHOTO
TEePMHHAJIBHOTO MeToja I
CTepHIIA3AIUT

n) BBemenme wim yBenmueHue
n30BITKA, WCIOJIB3yEMOTO B
OTHOIIEHUHU aKTHUBHOH

(hapMaIleBTHUECKON CYyOCTAHITUH

II



¢) Hesnaummoe wu3MeHCHUE 1,2,4,6,7,8 IB
mporecca MPOU3BOJCTBA BOTHOU
CyCIIeH3UH [UIA TIpreMa BHYTPb

Y ¢ a1 o B um 1

1. V3MeHeHus! KaueCTBEHHOTO MJIM KOJIMYECTBEHHOTO MPOQHIIS MpUMeceid min (U3NKO-XUMHUYECKHX CBOMCTB
OTCYTCTBYTIOT

2. V3MeHeHHe KacaeTcsl TBEpAOH JICKapCTBEHHOM (hOpMBI U1l MpHeMa BHYTPb/pacTBopa Ui IpHeMa BHYTPb C
HEMEUICHHBIM BBICBOOOKICHHEM M pacCMaTpHBaeMBbIll JIEKapCTBEHHBII Npenapar He sBIsSeTcss OMOIOrHYecKum/
UMMYHOJIOTHYECKUM U U PAaCTUTENBHBIM.
3. IlpuHIMI NPOW3BOJACTBA, BKIIOYAs OTICIbHBIC €0 IJTallbl, HE H3MEHSIOTCS, Hampumep, oO0paboTka
MIPOMEXXYTOUHBIX MPOYKTOB, OTCYTCTBYIOT U3MEHEHHUS KaKHX-JTMOO0 PacTBOPUTENIECH, HCIIOIB3YEMBIX B ITPOIIECCEe
I poHM3BOICTSBa

4. 3aperucTpupoBaHHBIH B  HAcTOfANEEe BpeMs TMpOIECC IPOU3BOACTBA KOHTPOJIUPYETCS
BHYTPHIIPOM3BOACTBEHHBIMU KOHTPOJIIMH, M U3MEHEHHE TaKMX KOHTpPOJIeH (paclinpeHHe WM HCKIIOYCHHE
KPHUTEpHUEB NPUEMIEMOCTH) HE TpebyerTcs.
5. Crneunduxanuu JIeKapCTBEHHOIO0 IperapaTta HWIM MPOMEXKYTOYHBIX IPOAYKTOB HE HM3MEHSIIOTCS.
6. ITo pe3ynbraTaM HOBOTO Ipoliecca JIOJDKEH 00pa30BBIBATHCS MJCHTUYHBIA C TOUKU 3PEHHUSI BCEX aclEKTOB
KayecTBa, O6e3omacHOCTH u s dexTuBHOCTH J€KapCTBEHHOTO npemnapara.
7. CoryacHO COOTBETCTBYIOIINM JOKyMeHTaM PecryOniku Kazaxcran HauaTbl COOTBETCTBYIOIIHE UCCIIECIOBAHHS
CTaOWIBHOCTH HE MEHEee YeM Ha OJHOH ONBITHOW WJIM NPOMBILUICHHOH CEPUH; B PACIIOPSDKCHUH 3asBHTEIS
HaXOMATCS YIOBIICTBOPUTEIBHBIE PE3YyJIbTaThl, 10 MEHbLICH Mepe, 3-MECSYHOro HM3yYeHHS CTaOMIBHOCTH.
[ToaTBep)xaeHHe TOTO, YTO MCCIIEAOBAaHHSA OyIyT 3aBEpILICHBI, U €CIM Pe3yJbTaThl He OyAyT yKIagbIBaThCS B
CHCHI/I(I)I/IKaL[I/II/I Wi TOTCHIUAJIBbHO HE YKJIaJAbIBATHCA B CHCHI/I(i)I/IKaHI/II/I Ha KOHC€I CpoOKa roaHOCTH, HX
HEMEJICHHO TIPEJICTaBAT YIIOJTHOMOYEHHOMY OpraHy Hapsity C IpeAaraéMbIM IJIaHOM JICHCTBHA.

JdoxyMeHT aUu™s

I. [MTompaBka K COOTBETCTBYOIEMY(HM) pasgeny(am) JOCheE.
2. B OTHOIIEHNU MATKHX U )KUAKHX JIEKAPCTBEHHBIX (hOPM, B KOTOPBIX aKTHBHas (hapMalieBTHIeCcKas cyOcTaHIIus
HaXOJUTCsI B HEPACTBOPEHHOM COCTOSHMHU: HaJyIeXkallas IepBHYHAs SKCIEepTH3a H3MEHEHHUs, BKIOYas
MHUKPOCKOITMIO YaCTHIl B IIEISAX MPOBEPKH BHIMMBIX H3MEHEHHH MOPQOIOTHUHU; CPaBHUTEIbHBIE NaHHBIE O
pacupeneNeHHH 10  pa3Mepy 4YacTHL  (AMCIIEPCHOCTH), MOJYyYEHHBIE HAUICKAIIUM  CIIOCOOOM.
3. B oTHOmIECHNN TBEpPABIX JEKAPCTBEHHBIX (OPM: JAaHHBIE MPOQIIS PACTBOPEHHUS OTHOW PENpe3eHTAaTHBHON
MIPOMBIIIICHHOW CEpHM M CPaBHHUTENBHBIC JaHHbIE TPEX IOCIEAHUX CEPHH, NMPOU3BEACHHBIX C MOMOIIBIO
npensaymero mpouecca. 1lo 3ampocy He0OXOAMMO INPENCTaBUTh JaHHBIE MO CIEAYIOMIMM IBYM IOJHBIM
MPOMBIIIICHHBIM CEPHSIM WIIM COOOIIHTh, €CIIM PE3YJIbTAaThl HE YKIIAABIBAIOTCS B CIICHM(UKAIINIO U TIPEIUIOKUTh
IUTaH AeHCTBUI. B OTHOIIEHUN JIeKapCTBEHHBIX PACTUTENIBHBIX IIPENAapaTOB JOCTATOYHBI JaHHBIE CPAaBHUTEIBHOM
pacmnagaeMOCTH

4. O6ocHOBaHUS HENPEACTABICHNUS PE3yIbTaTOB HOBOTO MCCIIEIOBAHHS OMOIKBHBAIEHTHOCTH B COOTBETCTBHH C
[IpaBunamu NPOBEACHUS HCCIIeJOBaHUN OMODKBHUBAJIEHTHOCTH PK.
5. Ilpn u3MeHeHnu mapameTpa(oB) Mpolecca, KOTOPBIE CUMTAIOTCA HE OKa3bIBAIOIIMMHE BIMSIHUE HAa Ka4eCTBO
JIEKapCTBEHHOTO Ipenapara, IeKJiapalys, 4To 3TO JJOCTUTHYTO B XOJIe paHee MPOBEIECHHOH 0JI00PEHHON OLIEHKH
p U ¢ K O B

6. Konuu cnenudukanuit Ha BBINYCK u KOHeEll cpoka TOJHOCTH.
7. Jlannple aHanmm3a cepuil (B ¢opmare CpaBHHTEIBHOH TaONHIBI), IO MEHBIIEH Mepe, OIHOW cepuH,
MIPOM3BEJCHHON C TIOMOIIBIO 0JI00OPEHHOTO M IIpesaraeMoro nporecca. [1o 3ampocy HeoOXoanMO MTPEACTaBUTh
JTAHHBIE T10 CJICAYIONIMM ABYM IOJHBIM POMBIIIIEHHBIM CEPHSIM; CIELyeT COOOINTb, €CIH PE3yIbTaThl aHATN3a
HE yKIaABIBaOTCS B cnenudukanuio u NPEI0XKUTh IJ1aH nercTBuil.
8. Jlexnmapanusi, 4To HayaThl COOTBETCTBYIOLIME MCCIIEIOBAHUS CTaOMIBHOCTH B COOTBETCTBUH C JOKYMEHTaMH
PecnyOnukn KazaxcraH (c yka3aHneM HOMEPOB CEpHii) M U3y4YeHbI HEOOXOAUMBIE MTapaMeTphbl CTaOMIIBHOCTH, 110
MEHbILEH Mepe, Ha OJHOW ONBITHO-MIPOMBIIUIEHHON WM MPOMBIIUIEHHON CEpHH U Ha MOMEHT yBEJOMIICHHS B
pacIopsDKEHUH 3asiBUTEINST HAXOAWINCH YIOBICTBOPUTENbHBIE PE3yNITATHI, 0 MEHBLIEH Mepe, 3-MEecsIHOTO
W3yYCHHS CTaOMIBHOCTH; M MPO(HIs CTAOMIFHOCTH aHAJOTHYECH TEKyIIEeH 3aperucTpHpOBAHHON CHUTyalnu.
[TpencraBneHO MOATBEPKAECHUE TOTO, YTO MCCIEAOBAaHMA OyIyT 3aBEPIICHBI, U YTO €CIIU PE3yJIbTAaThl HE OyIoyT



YKIaAbIBaThCA B CHCHI/Iq)I/IKaIII/II/I WJIN MOTCHUHAJBbHO HC YKJIAJbIBATHLCA B CHCHI/I(i)I/IKaHI/II/I Ha KOHCI CpOKa
TOAHOCTHU, UX HEMCIJICHHO MPCACTABAT YIHOJJHOMOYCHHOMY OpraHy HapsaAy € npeajgaracMbiM INIAaHOM ﬂeﬁCTBHﬁ.

b.I1.6.4 W3menenue paszmepa
cepun (BKJIIOYas JAHANa30HbI
pa3mepa cepHuH) JIEKapCTBEHHOT'O
npenapara

VYceaoBus Tpebyemast JOKyMEHTaIHs Bun npouenypsl

a) YkpynHenue BioTh 10 10 pa3

1,2,3,4,5,7 1,4 IA
10 CPaBHEHHIO C 0JI00PEHHBIM

0) Paszykpynuenue mo 10 pas 1,2,3,4,5,6 1,4 1A

B) U3menenne tpebyer aHamm3a

COTIOCTaBUMOCTH OHUOJIOTHYECKOTO/

HMMYHOJIOTHYECKOTO

JICKApPCTBEHHOTO Tpernapara Win II
W3MECHEHUE pa3Mmepa Cepuu

TpeOyeT HOBOTO HCCIICAOBaAHUS

OHMO3KBUBAJICHTHOCTH

r) M3meHeHne 3aTparuBaer Bce

OCTaJbHBIE  JIEKapPCTBEHHBIE

(hOopMBI, TPOUBBOAAIIHECST C II
MOMOIIBIO KOMIUIEKCHBIX

MPOLIECCOB MTPOU3BOACTBA

r) YkpynHenue 6osee 10 pa3 mo
CPaBHEHHIO C OJOOpPEHHBIM
pasMepoM CepuH JICKapCTBEHHbBIX
dbopM ¢  HEMEIICHHBIM
BBICBOOOXKIeHHEM (Jisl mpueMa
BHYTPb)

n) Macmrab mpou3BOACTBA
Omomoruueckoro/

1,2,3,4,5,6 1B

UMMYHOJOTHYECKOI0
JeKapCcTBEHHOrO  IIpenapara
YBEJIMYWICS/yMEHbIIWIICS ~ 0e3
U3MCHEHHUS npouecca
NpPOU3BOJCTBA  (HAampumep,
IyONMMpOBaHME JTHHUH)

1’ 2’ 33 49 5’6 IB

Y ¢ a1 o B um 4

1. I3MeHeHHe He BIMSET HA BOCIPOU3BOJMMOCTD M (MIJIM) MOCTOSIHCTBO KayecTBa JICKAPCTBEHHOT'O Iperapara.
2. V3MeHeHne 3aTparvBaeT CTaHAAPTHHIE JIEKapCTBEHHBIE ()OPMBI ISl MpHEMa BHYTPb C HEMEIJICHHBIM

BBICBOOOXACHUEM 17891 HECTEPHUIIbHEIE KUITKHE JEeKapCTBEHHBIE (dhopMBI.
3. JIroOble M3MEHEHHsI METOJOB MPOU3BOACTBA M (WJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOIUMBI

JUIIb A7 W3MEHEHHA pa3Mepa CEepuH, HalpHMep, MHCIOIb30BaHHE O00OpyAOBaHHE IPYroro pasMepa.
4. Umeercst cxema HepBI/I‘{HOf/'I OKCIIECPTU3BI UJIIK B COOTBETCTBUU C TEKYHIUM ITPOTOKOJIOM YCICIIHO IMPOBEACHA
MepBUYHAs SKCIEPTH3a MPOU3BOJCTBA HE MEHEE YeM Ha TPEX NMPOMBIIUICHHBIX CEpUsX C HOBBIM pa3MepoM B
COOTBETCTBHH c NPUMEHUMBIMHU TpeOOBaHUSIMU.
5. PaccmarpuBaeMblii JIeKapcTBEHHBIH Npenapar He SBISIETCS OHMOJIOTHYECKHM/ HMMMYHOJIOTHYECKHM.
6. M3MeHeHNne He JOIDKHO OBITh CIIEICTBHEM HENPEABHUACHHBIX CHTYyallWil, BOSHUKIINX B XOZAE MPOHU3BOACTBA,
U U U3MEHEHUS CTaOUIBHOCTH.
7. Pasmep cepun yxianeiBaeTcsi B 10-KpaTHBIN quamnaszoH, MPeAyCMOTPEHHBINH MPU PETUCTPAIMH, WA TIOCIe

TMOCICAYIOMIETO0 UBMCHCHMS, HC SABJIABHICTOCA U3MCHCHHUEM IA Tuna.

JdoxyMmMeHT aUn™s
I. [Mompaska K COOTBETCTBYOMEMY(HM) pasgeny(am) IOCheE.



2. Jlannble ananm3za cepuii (B Gpopmare cpaBHUTEIBHON TAaOJIMIBI), 10 MEHBIIEH Mepe, OJJHOH MPOMBIIUICHHOH
cepuu, NMPOM3BEACHHOW B 3aperHCTPUPOBAHHOM W IpejuiaraeMoM pasmepax. [lo 3ampocy HeoOxoaumo
MIPEACTaBUTh JaHHBIE 1TO CIEAYIONIMM ABYM MOJIHBIM IIPOMBIIIICHHBIM CEpHsIM; Aepkaresns PY 00s3aH cooOmmTh
, €CIM pe3ylbTaThl aHaJINW3a HE YKJIAIbIBAIOTCA B CHENU(HUKANNIO, W MPEUIOKHTH IUIaH ACHCTBHH.
3. Konun 0JI00PEHHBIX cnenupuKamun Ha BBINYCK " KOHEI[ cpoka TOJHOCTH.
4. B COOTBETCTBYIOIIMX ClTy4yasix HEOOXOJUMO yKa3aTh HOMEpa CEpHid, COOTBETCTBYIOIIME Pa3Mepy CEPHHU U JaTe
UX MIPOU3BOACTBA (3), HCIOIB30BaHHBIX B BaJIMJAIIMOHHOM HCCIIEIOBaHNH, WIN MPEACTaBUTh IPOTOKOI (CXeMy)
HEepPBHUYHOU SKCHOEpPTH3BH.
5. Heob6xonumo NMpEeICTABUTH pe3yIbTaTHI MEePBUYHON 9KCHEPTH3HI.
6. Pe3ynpTaTsl HCCIenOBaHNI CTaOMIBHOCTH, IPOBEACHHBIE B COOTBETCTBHH C JokyMeHTaMmu PK, mo 3HaYnMbIM
napamerpam CTabUIBLHOCTH, IO MEHBIIIEH Mepe, Ha OJTHOM OIBITHON WJIM MPOMBINIJIEHHONW CEPHUH, OXBATHIBAIOIEH
, IO MEHBIIIEH Mepe, TPU MecsI1a; MOATBEPIKACHUE TOT0, YTO TAKHE HCCIIEIOBaHUs OYAyT 3aBEpIICHBI, U YTO €CIIN
pe3ynbTaThl He OyIyT yKJIQAbIBaThCS B CHEUM(pHUKALMK MU NOTCHINAILHO HE YKJIabIBaThCs B CrieluduKayum
Ha KOHELl CPOKA TOAHOCTH, UX HEMENJIEHHO MPEACTaBAT YIOJIHOMOYEHHOMY OpPraHy Hapsiy ¢ MpeiaraéMbIM
IUTAHOM JeWcTBUHM. B oTHOImEHNMN OHMOMOTHYECKUX/UMMYHOIOTHYECKUX CPENCTB: AEKIapalys, 4TO OIEHKa
COIIOCTaBUMOCTH He TpedyeTcsl.

b.11.6. 5 H3meHeHue

BHYTPUIIPOU3BOICTBEHHBIX

UCNBITAHUN MM KPUTEpPUEB
VYcenosus TpeOyemast noKyMeHTAIHS Bun npouenypst

MPHUEMIIEMOCTH, HCHOJb3YIOIIUXCS

npHu MIPOU3BOACTBE

JIEKapCTBEHHOTO TIperapaTa

a) VYxecToueHue
BHYTPHUIIPOU3BOICTBEHHBIX 1,2,3,4 1,2 IA
KPHUTEPUEB MPUEMIIEMOCTH

6) loGaBeHne HOBBIX UCTIBITAHUIN
WA KPUTEPHUEB IPUECMIIEMOCTH

1,2,5,6 1,2,3,4,5,7 IA

B) MckitoueHne HeCyeCTBEHHOTO
BHYTPHIIPOU3BOICTBEHHOTO 1,2,7 1,2,6 1A
UCIIBITAHUS

r) Ucknwuenue
BHYTPHUIIPOU3BOJACTBEHHOIO
UCIBITAHUS, KOTOPOE MOXKET
CYIIECTBEHHO IIOBIIMATH Ha
COBOKYITHOE KayecTBO
JIEKapCTBEHHOTO TIperapaTa

II

n) Pacmmpenne omoO0peHHBIX
BHYTPHUIIPOU3BOACTBEHHBIX
KpUTEPUEB  MPUEMIIEMOCTH, 1
KOTOPBIC CYHICCTBEHHO BJIUAIOT Ha

COBOKYIIHOE Ka4ecTBO

JICKapCTBCHHOT'O ITpeIiapaTa

e) JloGaBineHwe wuIM 3aMeHa
BHYTPHUIIPOU3BOICTBEHHOT'O
UCHBITAaHUSI U3 COOOpakeHHU
0€3011acHOCTH WJIM Ka4ecTBa

1’ 2’ 33 49 5’7 IB

Y ¢ o1 o B u 4

1. MI3MeHeHHe He SIBIAETCS CIEACTBUEM KaKOro-mu0o 00s3aTenbCTBa, NMPHHATOTO IO pe3yibTaTaM paHee
MPOBEIEHHBIX DKCIEPTU3 C IIeJbI0 aHANINM3a KPUTEPUEB MPUEMIIEMOCTH ClieUU(HUKaluU (HanpuMmep, B XOJe
perucrtpanguu HIIu BHECECHUS H3MEHEeHUH IT THIIA).
2. W3MeHeHue He SBIAETCS CIEACTBHEM HENPEABHACHHBIX CUTyallMi, BO3HHUKIIMX B XOAE IPOU3BOACTBA,
HalpuMep, HOBas HEKBAIU(HUIMPOBaHHAS NPHUMECh, N3MEHEHHE IIPENIENIOB COACP)KaHMSA CYMMBI IPHMECEH.



3. JIroboe M3MEHCHHE JIOJDKHO YKIAJBIBATHCS B JMANA30H TCKYNIUX OJOOPEHHBIX KPUTCPUEB MPUCMIECMOCTH.
4. AHanutuyeckas METOAUKA HE H3MEHsIeTCS 281071 H3MEHsIeTCs HE3HAYUTEbHO.
5. Hu onvH HOBBIM METOA HCIIBITAaHUS HE OCHOBAaH Ha HOBOM HECTAHIAPTHOW METOIOJIOTMH WM CTaHAApTHOU
METOJNOJNOTHUHU, HUCHONb3yeEMOH NO-HOBOMY.
6. HoBrlit METOJ UCHIBITAHUSA HE SABIISICTCA 6I/IOHOFI/I‘IGCKI/IM/ I/IMMyHOJ'IOFI/I'-IeCKI/IM/ HUMMYHOXUMHUYCCKHUM HIIN
METOJIOM, B KOTOPOM HCHOJIB3YETCsl OMOJIOTHUECKUI PEaKTUB JUIs OMOJIOIMYeCKOl aKTUBHOM (papMalieBTHUEeCKOi
cyOctanmmu (32 HUCKIIOYEGHHEM CTaHAAPTHBIX  (DapMaKOMEWHBIX MHUKPOOMOIOTUYECKUX  METOJOB).
7. BHYTpUNIPOU3BOACTBEHHOE MCIBITAHUE HE 3aTparuBaeT KOHTPOJIb KPUTHUECKOrO IMapaMeTpa, HampuMep:
KOJTUYECTBEHHOE onpeneneHue
npuMecH (€ci TONBKO OMpPENelICHHBI pPacTBOPUTENb OJHO3HAYHO HE HCIONB3YeTCSd B IPOU3BOJICTBE)
00y KpUTHYECKYI0 (PHU3MYECKyI0 XapaKTepHCTUKY (pa3Mep YacTHIl, HACHIMHYIO IUIOTHOCTBIO JIO U IIOCIE
y I 1 0THEHUHS)

WCTOBITAHHE Ha  MOMJIMHHOCTH (B OTCYTCTBHE  MOJAXOASIIET0  albTEPHATUBHOTO  KOHTPOJIS)
MHUKPOOHOIOTHYCCKHA KOHTPOIb (€CIIM TOJNBKO OH HE TPeOyeTCs B OTHOIICHHUU OMPEICIICHHON JICKapCTBEHHOU
thopmeI)

JokyMeHT auuw s

1. I[TonpaBka K COOTBETCTBYOMEMY(HM) pasneny(am) noche.
2. CpaBHHTENBHAS TA0JUIA TEKYIIUX U MpPEUIaraéMbIX BHYTPUIIPOU3BOJACTBEHHBIX HUCIBITAHHA W KPUTCPHCB
OpUEMIEMOTCTH

3. TlompoOHoe omHWcaHWe HOBOW aHATHUTHYECKOW METOOWUKH W JAHHBIC IIEPBHUYHON JKCIEPTU3H (B
COOTBETCTBYIIOIHUX canydasax).
4. laaHble aHANM3a ABYX NMPOMBIIUICHHBIX CepHUil (B OTCYTCTBHE IOJDKHBIX 0OOCHOBAaHUH JUISI OMOJIOTMYECKUX
aKTUBHBIX (papMaIleBTHUCCKUX CYyOCTaHIMKA - TPU CEPUH) JCKApCTBEHHOrO Iperapara Mo BCeM MapaMeTpaM
cmenuduUAKAaQINUAU

5. B COOTBETCTBYIOIINX CITydasiX CPaBHUTEIBHBIC TaHHBIC MPO(UIIS paCTBOPEHUS JICKAPCTBEHHOTO TIperapara He
MEHEe YeM Ha OJAHON ONBITHO-NPOMBIIUIEHHON Cepur, IPOU3BEACHHON C MCIOJIb30BaHUEM TEKYIIMX U HOBBIX
BHYTPUIIPOU3BOJICTBEHHBIX UCIIBITAHUN. B OTHOILIEHNH JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENAapaToOB JOCTATOUYHbI

JaHHBIC CPaBHHUTENbHOH pacmazaeMOCTH.
6. OGOCHOBaHUE/OIICHKA PUCKOB, MOATBEPXKIAIOIINE, YTO BHYTPUIPOHM3BOIACTBEHHOE HCIIBITAHUE SIBIISETCS
HECYIMECTBEHHBIM UIHU ycTapeno.

7. O60CcHOBaHHE HOBOTO BHYTPHUIIPONU3BOJACTBCHHOTO UCIILITAHUA U KPUTCPUCB IPUCMIICMOCTHU.

B.11. B) KoHTpob KauecTBa BCIIOMOTATEIbHBIX BEIIIECTB

b.11.s.1 H3meHeHue mapamMerpoB cHenuPUKAMKA U (HIH) KPUTEPHUEB Tpebyemas Bu
pameTp undukan (umm) xpurep Venopns 1PEY A

MIPUEMIIEMOCTH BCIIOMOTaTeJIbHOTO BEIIECTBA JOKyMEHTAIHs TIPOLEeTypbl
a) YKecToueHHe KPUTEPHEB IPUEMIIEMOCTH CIIEIII(PUKAIINN 1,2,3,4 1,2 IA

0) JobaBieHnue B crenuUKauo HOBOrO mapamerpa crnenudukamua u 1,2, 5, 6

. 1,2,3,4,6,8 1A
COOTBETCTBYIOLIETO €My METOJa UCIBITAHUIN , 7

B) VckimoueHne HeCyIeCTBEHHOTO TapaMeTpa ClieluuKanuu (Hampumep,

1,2 1,2,7 1A
HCKITIOYEHHE YCTapPEBIIEro Mapamerpa)

1") I/I3MGH€HI/I€, BBIXOJAIICC 3a O,H06peHHBIe KpUTEprUUu NpUEMIIEMOCTHU

. II
cnenuuKaIui

n) Hckmodenue mapamerpa crneuuduKanui, KOTOPBIA MOXKET

CYLIECTBEHHO MOBIUATh Ha COBOKYIHOE KayeCTBO JIEKapCTBEHHOI'O II
npenapara

e) JloGaBmenme wnam 3aMeHa (WCKIOYas OWOJOTHMYSCKUHA U

MMMYHOJIOTUYECKHM TIpemapar) mapaMmeTpa cHelupuKaiua | 1,2,3,4,5,6, B
COOTBETCTBYIOIIETO €My MeTOJa HCIBITAHUH U3 CO0OpakeHui 8

0€3011acHOCTH MJIM Ka4ecTBa

g) Ecam Ha BcmnoMorartenpHOE BEIIECTBO OTCYTCTBYET CTaThs
Tl'ocynapcteennoit ®apmakonee PK, m3meneHne B COOCTBEHHBIX TaHHBIX

IB



cnennuKanyy Ha HEOPUIUAIBHYIO (hapMakonero Win (apMakorero 1,2,3,4,5,6,
TPEThEN CTpaHbl 8

Y ¢ o1 o B u 14

1. M3MeHeHHMe He SIBIAETCS CIEACTBHEM KaKOTo-Ii00 0053aTeNnbCTBA, NMPHHSATOTO 10 pe3yjbTaTaM paHee

MIPOBEJICHHBIX DKCIIEPTU3 C IIETbI0 aHAIM3a KPUTEPUEB MPUEMIIEMOCTH ClieUu(HUKauuy (HaupuMmep, B XOJe

perucrpanuu JIEKapCTBEHHOTO npemnapara nnu BHECECHHUH U3MEHECHUH 11 THIA).
2. I3MeHeHHMe He SBISETCS CIEICTBHEM HEMPEIBHICHHBIX CHUTYAIMH, BO3HUKIINX B XOJE NPOW3BOACTBA,

HanpuMep, HOBOWH HEKBaTH(UIIMPOBAHHON MPUMECH, W3MEHEHHUS IPEIENIOB COACPKaHMS CyMMBI IPUMECEH.
3. JIroboe M3MeHEHHEe IOJDKHO YKIIaAblBaThCA B AMANA30H TEKYLIMX OJOOPEHHBIX KPUTEPHEB NMPHEMIIEMOCTH.
4, AHanuTHyecKas MCTOOHUKA HC U3MCHACTCA njin U3MCHACTCA HC3HAYUTCIBbHO.
5. Hu onuH HOBBIM METOJ MCIBITaHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHOM METOJOJIOTHH WM CTaHAApPTHOU
METONOJNOTHH, HUCTHONIb3yeMOH MO-HOBOMY.
6. HoBBIif MeTOJ MCTIBITAaHUS HE SBISIETCS OMOJIOTMYECKUM/ MUMMYHOJIOTHYECKUM/ UMMYHOXUMHUYECKHM HITH

METOZIOM, B KOTOPOM HCIIONB3yeTCsl OMOIOTHIECKUH PEaKTHB U OMOIIOTHIECKOH aKTUBHOW (hapMarleBTHIECKOH
cyObcrannmuu (32 HWCKIIOYEGHHEM CTaHAAPTHHIX (apMaKOMEWHBIX MUKPOOMOJIOTHYECKHX METOJOB).
7. I3MeHeHne He KacaeTcsi FEHOTOKCUYHON IIPUMECH.

JdoxyMeHT aUu™s

I. [Momparka K COOTBETCTBYHOMEMY(HM) pasgeny(am) JOChE.
2. CpaBHUTENbHAA Tabnuma TEKYIIHX u mpeiaraeMbIX crenuPpuKanui.
3. IlogpobHOE omumcaHue TOOOTO HOBOM aHATUTHYECKOW METOIWKH W JaHHBIC MEPBUYHON JKCIEPTH3HI (B

COOTBETCTBYIOIHUX cayuasax).

4. JlanHbple aHaIM3a ABYX NPOMBILNUICHHBIX CEpUl (B OTCYTCTBHE JOJDKHBIX 00OCHOBAaHHMN /ISl OMOJIOTMYECKUX
AKTUBHBIX (DapMaleBTUYECKUX CyOCTaHIIMN — TPHU CEPHUU) BCIIOMOTATEIBHOTO BEIIECTBA 10 BCEM ITapaMeTpam
cmenuduAKaNDUAU

5. B COOTBETCTBYIOMMX CIy4asX MAaHHBIE TECTa CPAaBHUTEIHHON KHHETHKH PACTBOPEHHUS JIEKaPCTBEHHOTO

mpenapara, MO MEHbIIEW Mepe, OOHOW ONBITHO-IPOMBIIUIEHHON CEPHUH, COJAEpIKalledl BCIOMOIaTeIbHOE

BEIIICCTBO, COOTBETCTBYIOIIECIO TEKYIICH M MpeaiaraeMoi creruukainusaM. B OTHOIICHHH JIEKaPCTBEHHBIX

PaCTUTEIbHBIX npemnaparoB JOCTAaTOYHBbI JAaHHBIC CpaBHI/ITeﬂbHOﬁ pacnmagacMoOCTH.
6. O00CHOBaHSI HEMPEICTABIEHUS Pe3yIbTaTOB HOBOTO MCCIIEAOBaHNSI ONOIPKBUBAICHTHOCTH B COOTBETCTBUH C
[IpaBunamu MpOBEIECHUS Hucclie10BaHUM OMOPKBUBAICHTHOCTH PK.
7. O60ocHOBaHUE/OIICHKA PUCKOB, MTOATBEPKIAIONINE TO, YTO MTAPaMETP SABJICTCSA HECYIIECTBCHHBIM HJIH yCTaped.
8. ObocHOBaHME HOBOTO MTapaMeTpa CTICU(PHKAINN U KPUTSPUEB MPHEMIIEMOCTH.

B.IL.B. 2 M3MeHeHHe aHATUTUYECKONH METOJUKH AJIS BCIIOMOTAaTENbHOTO v Tpebyemass Bun

CIIOBUS
BElIEeCTBa JOKYMEHTAaIUs MPOLeTyphl
a) HesnaunMele u3MeHeHNs 0JJOOpEHHON aHATUTHIECKOH METOIIKHI 1,2,3,4 1,2 1A
0) VckiroueHne aHaTUTHYECKON METOJVKH, €CIM ajlbTepHATHBHAs i 5 | A
METOJIMKA yKe 0J00peHa
B) 3aMeHa OHOIIOTHYECKOTO/MMMYHOJIOTHIECKOT0/ HIMMYHOXHMUIECKOTO
METOAA MCHBITAHUW MIM METO0Na, B KOTOPOM HCIOJIb3YETC II
OMOJIOrMYECKHil peaKTHB
r) IIpoune M3MeHeHNsI aHATUTUIECKOW METOIHUKH (BKIIIOYas 100aBlIeHNE L2 B

b

WJIH 3aMeHY)

Y ¢ a1 o B uU #

1. CornmacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHHI HEOOXOIMMEIC BaUIANMOHHBIC HCCIICIOBAHHMS,
MOATBEPIKIAIONINE TO, YTO OOHOBICHHAS AHAIMTHYCCKAs METOAWKA, MO MCHBIICH Mepe, SKBHUBAJICHTHA
o0 peJg B Oy Wl € i

2. Ilpenensl comepaHUsT CYMMBI IIpUMeceil He M3MEHWINCh, HOBBIE HEKBAIH(UIIMPOBAHHBIC NPHUMECH HE
0 0 H apy X e H B

3. MeTtoa aHanu3a He U3MEHWICA (HapuMep, U3MEHEHHE JUITMHBI KOJIOHKH WM TeMIIepaTyphl, HO He APYTrod BUJ
KOJNTOHEKH Hau METOJmI).
4. HoBpIif METON WCHBITAHWS HE SBISACTCS OMOIOTHYCCKHM/ UMMYHOIIOTHYCCKIM/ UMMYHOXUMHUYECCKAM WIIH
METOJIOM, B KOTOPOM HCHOJIB3yeTCs] OMOIIOTHIECKUN PEaKTHB (32 UCKIIOUCHUEM CTaHIAPTHBIX (hapMaKOIeHHBIX



MUKPOOHMONOTHUYECCKHX METOJOB).
5. AnpTepHaTHBHAS aHATUTHYCCKAass METOAMKA IS TapaMeTpa cuenu(uKanuu yke oJo0peHa, P 3TOM Takas
MeTOZMKa ObUTa BKITIOYEHA HE C IIOMOMIBI0 [A/-yBemoMITeH .

JokyMeHT auum s

1. TTonpaBka k cOOTBETCTBYIOMIEMY(MM) pa3zeny(am) J0Cke, BKIOYAs OMMCAHNE aHATUTUYCCKON METOI0JIOTHH,
pe3toMe TaHHBIX MEPBUYHON JKCIIEPTH3HI, MIEPECMOTPEHHBIC CHEIM(HUKAIIMA Ha TMPUMECH (€CITU MPUMEHHMO).
2. CpaBHUTENBHBIC PEe3yIbTAThHl TEPBUYHON IKCHEPTU3BI WM, MPH HAJHYAH OOOCHOBAHWS, CPaBHHUTEIHHBIC
pe3yIpTaTHl aHaJM3a, TOATBEP)KIAIOIINE TO, YTO TEKyIIee U IpeiaraéMoe HCITBITaHNe SKBUBAJICHTHEI. J[aHHOE
TpeOOBaHNE HE IPUMEHSIETCS, €CIIH J00aBIAeTCS HOBAs aHAJUTUIECKAs METOANKA.

B.IL.B. 3 3MeHeHNe NCTOYHHKA MTOTYyYSHHS BCIIOMOTaTEJIEHOTO BEeCTBa v Tpebyemass Bun
CIIOBUS
WK peakTusa ¢ puckom TI'D JOKYMEHTaIus MpOLeTyphl

a) W3 marepmana ¢ puckom TI'D Ha maTepuan pacTUTENBHOTO HIIH
CUHTCTUYECKOI'O IMPOUCXOKICHUA

1. Jlna BcrioMOTaTENbHBIX BEIIECTB MIIM PEaKTUBOB, HE UCIIOJIB3YEMBIX B
MPOU3BOACTBE  OMOJIOTHYECKOW/MMMYHOJIOTHYSCKOH  aKTHBHOM

1 1A
(hapmaneBTHIECKON cyOcTaHIun 1i8)01 6uonorngeckoro/
MMMYHOJIOTHYECKOT0 JIEKapCTBEHHOTO IIperapara
2. Jlns BCIIOMOTATENBHBIX BENIECTB WIIM PEAKTHBOB, HCIIOJIB3YEMBIX B
NPOM3BOJACTBE  OMOJOTHYECKON/MMMYHOIOTHYECKOH  aKTHBHOM L2 B
b

(hapmareBTHICCKON cyOcTaHIun AIH O6uonorngeckoro/
MMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO IIperiapara

0) M3ameHeHne uiny BBeleHHE Marepuaia ¢ puckom TI'D wim 3amena
MaTepuana ¢ puckom TI'D Ha apyroil matepuan ¢ puckom TI'O, He II
uMeromuit ceprudukar coorsercTBus mo TI'D

YV ¢ n1 o B u 4
1. Cnenudukaiuy Ha BBITYCK U KOHEI[ CPOKa T'OJHOCTH BCIIOMOTATEIBHOTO BEIICCTBA U JICKAPCTBEHHOTO
npenapaTa He U3MEHSIIOTCSI.

JdoxyMmMeHT ans

1. Jlekmaparusi TpOU3BOAMTENS WU JIEPXKATENsl PETUCTPAIMOHHOTO YJAOCTOBEPEHUS MaTepuayia, 4To OHHU
MOJIHOCTBIO pPacTUTEIbHOTO AU CHHTETHYECKOTO MPOUCXOXKICHUS.
2. UccnenoBanue SKBUBAJIEHTHOCTH MaTE€pHUalIOB U BIMSHUE HA MPOU3BOACTBO TOTOBOI'O MaTepuasa U BIHUSHUE
HA XapaKTEePUCTUKH (HAIPUMED, XapaKTePUCTHKH PACTBOPEHISI) JIKAPCTBEHHOTO TIpenapara.

b.Il.B. 4 V3MmeHeHue cUHTE3a WIH NOJY4YCHHs He(apMaKomnenHOro
BCIIOMOTATEILHOTO BEIECTBA (€CIIM OMHCAH B PETHUCTPAIIMOHHOM J0Che) Y CIOBUS
WJIM HOBOTO BCIIOMOT'aTENIbHOTO BEIECTBA

Tpebyemass Bun
JOKYMEHTAIHS IIPOLEYPhI

a) He3Haunmoe n3MeHEHNE CHHTE3a WM TOJTyYeHUs! HeapMaKOIIeHHOTO
BCIIOMOT'aTEIHHOTO BEIIECTBA MIIM HOBOTO BCIIOMOTaTEIbHOTO BEIIECTBA

1,2 1,2,3,4 1A

6) WsMmeHnsioTcs CHeIII/I(i)I/IKaHI/II/I nin HMCCTCA HU3MCHCHUC
(bHSHKO-XI/IMI/I‘ICCKI/IX CBOICTB BCIIOMOTaTEIbHOI'O BCIIECTBA, KOTOPLIC 1I
BJIMSIIOT HAa KaUCCTBO JICKAPCTBECHHOT'O IIperiapaTa

B) BcromorarensHOe BeIecTBO — OHOIOTHYECKOE/HMMYHOIOTHYECKOE I
BEILECTBO

YV ¢ 1 o B W 4

1. Crioco6 cuHTe3a U CrieU(UKAINNA HACHTUIHBI 1 OTCYTCTBYIOT Ka4e€CTBEHHBIC W KOJIMYECTBCHHBIC H3MEHEHUS
npobwuis npumeceil (UCKIIOYas OCTATOYHBIE PACTBOPHUTEIHM, IPU YCJIOBUHM TOTO, YTO HMX KOHTPOJb
OCYIIIECTBIISIETCS B COOTBETCTBUM C TPENEIbHBIM COJEpKaHHEM, yKa3aHHbIM B JokyMeHTax PK) wumm
GU3UKO-XUMHUUYECCKHUX CBOMCTB.
2. Mckmrodas aqblOBaHThI.

JoxyMmMeHT aUns
1. I[TonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.



2. JlaHHbIe aHaMHM3a cepuii (B popMaTe CpaBHUTEIBHOM TaOIMIIBI), 10 MEHBIIEH Mepe, ABYX cepHil (110 MEeHbIIeH
Mepe, OTBITHO-IIPOMBIIIJICHHBIX ) BCIIOMOTaTEIbHOTO BELIECTBA, IPOU3BEICHHBIX C TOMOIIBIO CTApPOT0 U HOBOTO
oI p oo ecc o B

3. B COOTBETCTBYIOIIMX CiIydasX JaHHBIE TeCTa CPAaBHUTEIbHON KHHETHKH PAcCTBOPEHHsS JIEKAPCTBEHHOTO
mpemnapara, 0 MeHbIIeH Mepe, IByX cepuil (10 MeHbIIeH Mepe, ONBITHO-IPOMBIIUICHHHIX). B oTHOmeEHnn
JIEKapCTBEHHBIX PACTUTEIBHBIX MpenapaToB JOCTATOYHBI JaHHBIE CPABHUTEIBHONH pacrnagaeMOCTH.
4. Komnust o1oOpeHHO 1 HOBOH (€ciIM TPUMEHUMO) CTiel(hUKaKi BCIOMOTaTeIbHOTO BEIIECTBA.

B.II. ) KonTponp kadecTBa J1€KapCTBEHHOTO Mpernapara

B.Il.r. 1 U3MeHeHnue mapaMeTpoB
cienupukauun u (WJIH) KPUTEPUEB Y CIOBHUSA Tpebyemast nokymeHTanus Bux mpornenyps
MIPUEMIIEMOCTH JIEKAPCTBEHHOIO Mpernapara

a) YKecTodeHHe KPUTEpHEeB IIPUEMIEMOCTH

1,2,3,4 1,2 IA
cnenuduKanuu
0) YkecTroueHHe KPUTEPHEB MPHUEMIICMOCTH
crenu(pUKAIUK JIEKAPCTBEHHBIX PEMapaToB 1,2.3.4 1.2 A

, TOJJEeXaImuX BBINYCKY CepHi
oduIHaNbHBEIM KOHTPOJIBHBIM OPTraHOM

B) /loGaBiieHre B criel(UKannio HOBOTO
rnmapaMeTpa M COOTBETCTBYMOIEero emy 1,2,5,6,7 1,2,3,4,5,7 1A
METOJA UCTIBITAaHUH

r) UckiroueHne HeCyIIECTBEHHOIO
napameTrpa crnenudukanuu (Hampumep, 1,2 1,2,6 IA
WCKITIOYEHHE YCTapEBIIETro MapamMeTpa)

1) 3meHeHwue, BRIXOAAIIEE 32 0100pEHHBIE

o II
KPUTEPUH MPUEMIIEMOCTH CHIeUU(PHUKALUIA

e) Hckmouenne napamerpa cenupuKaiim,
KOTOPBIN MOXKET CYIIECTBEHHO MOBIHATH HA
COBOKYITHOE KaudecTBO JIEKAPCTBEHHOTO
mpenapara

II

k) JloGaBieHne WM 3aMeHa (MCKITIOYAS
OMONOrMYECKUT M HMMMYHOJIOTUYCCKHIA

mpermapaT) mapameTpa CHeIupUKauu M

COOTBETCTBYIOIIETO MY METO/Ia UCIIBITAHHI
U3 cooOpakeHUH O€30MacHOCTH WM

KavyecTBa

1,2,3,4,5,7 1B

3) OOHOBJEHHE JOChe C IEIbI0

COOTBETCTBHS MOJIOKEHUSM OOHOBICHHOU

obmeir  cratbu  [ocymapcTBeHHOM 1,2,3,4,7,8 1,2 1A
®apmaxomnee Pecrybnukn Kaszaxcran Ha

JIeKapcTBEHHBIN npemnapat (*)

n) Bmommtcs crates [ocymapcTBeHHOMH
®apmakonen Pecmybnukm Kaszaxcran
OIHOPOIHOCTh JIO3UPOBaHUA" B IENAX
3aMeHbl TEKYIIETO 3aperuCTPUPOBAHHOTO
MeTona, b0 cTaThsd [ocyaapcTBEHHOM
®dapmakonen Pecnybnukm Kazaxcran
OIHOPOAHOCTH macchr", 6o
OmHOPOIHOCTE COAEPKUMOTO"

"

1,2,10 1,2,4 IA

"

"

YV ¢ 1 o B HuU 4
1. M3MeHeHue He SBISICTCS CIEICTBHCM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOTO MO pe3ylbTaTaM paHee



MIPOBEJICHHBIX HKCIIEPTU3 C LENBbI0 MEPECMOTpa KPUTEPHUEB MPUEMIIEMOCTH crieluduKanuy (Hanpumep, B XoJe
perucTpaliy JICKAPCTBEHHOTO IperapaTa Wik BHeceHHH n3MeHeHn# 11 tuma), ecnm Tosbko 000CHOBBIBAIOIIAS
JOKyMEeHTanus He Obuta paHee TIpOBEpeHAa M yTBEpXKAEGHa B paMKax Jpyroil MNpoIEeAYpHI.
2. I3MeHeHHNe He SBISETCA CIECICTBHEM HEMPEIBHICHHBIX CHUTYaIlMi, BO3HUKIINX B XOJE NMPOU3BOACTBA,
HaIpuMep, HOBOIM HEKBaTU(UIIMPOBAHHON IMPHMECH, MU3MEHEHHUS IPEAETIOB COMACPXKAHHS CYMMBI MpHUMEceH.
3. JIroboe M3MeHeHHe NOJDKHO YKJIaJIblBaThCs B JAMANa3oH TEKYLIMX OJOOPEHHBIX KPUTEPHEB NMPHEMIIEMOCTH.

4. AHanuTHyeckas MCTOOHKaA HC U3MCHACTCA 40104 U3MCHACTCA HC3HAYUTCIBbHO.
5. Hu OJIMH HOBBIH METOA HMCHBITAHHUA HC OCHOBAH Ha HOBOH HeCTaHL[apTHOﬁ METOA0JIOTUH WUJIN CTaHI[apTHOﬁ
METOOOJIOIUHU, HCHOHLSyeMOﬁ NHO-HOBOMY.

6. HoBpIif MeTON MCHBITAHUA HE SBISETCS OMOJOTHYECKHM/ MMMYHOJOTHYECKHM/ WMMYHOXHMHUYECKAM WA
METOIOM, B KOTOPOM HCITOJIB3YETCsl OMOIOTHUECKUI PEaKTHB [Tk OMOJIOTHYECKOM aKTUBHOU (hapMarleBTHICCKOM
cyOctaHnuu (32 HWCKIIOYCHHEM CTaHAApTHBHIX  (apMaKONEeHHBIX MHUKPOOMOJOTHYECKHX  METOJIOB).
7. V3MmeHeHne He 3arparuBaeT Kakue-nuOO mpuMecH (BKIOYash TEHOTOKCHUYHBIC) WIIM pPacTBOpPEHHE.
8. 3menenue 3aTparuBaeT 0OHOBJIEHUE KPUTEPHEB IIPUEMIIEMOCTH MUKPOOHOJIOTHYECKHX KOHTPOJICH B LIENISX
cooTBeTcTBHs JciicTByromelr @dapmakomee, a 3aperHCTPUPOBAHHBIC HBIHE KPUTEPHH NPHUEMIEMOCTH

MHKPOOHOJIOTHIECKUX KOHTPOJIEH HE BKIIOYAIOT KaKWe-INOO IOTOJTHHUTEIhHBIE KOHTPOJH, BKIIOUECHHBIC B
cnenuduKanuio, MOMIMO (hapMaKoNeHHBIX TpeOOBAaHMI B OTHOIIEHUH OIPEIEICHHON JIEKapCTBEHHOW (POPMBI

9. Ilapamerp  cneumdukanum  He  3aTparuBaeT  KPUTHYECKHH  mapaMerp,  HalpuMep:
KOJTHUUYECTBEHHOE ompegeneHue
npuMecH (€Clii TOJNBKO OIpEeNeNeHHBI pacTBOPHUTENb OJHO3HAYHO HE HCIIOJNB3YEeTCS B IPOU3BOJICTBE
TEKapCTBEHHOTO npemapara)
TO0YI0 KPUTHYECKYIO (H3HUYECKYI0 XapaKTePHCTHKY (IPOYHOCTh WM XPYIKOCTh TaOJETOK, HE MOKPBITBHIX
o6bomouxkoi, pasMepEsH)
n1000# 3ampoc Ha OPONYCK UCHBITAHUSA

10. Ilpemnaraemplif KOHTPOJIb TOJHOCTBIO COOTBETCTBYET Tabiuile ctatbu [ocymapcrBeHHoil ®apmakornee
PecriyOnmkn Kazaxcran u He BKIIIOYAET aJIbTEPHATHBHBIC TIPEIUIOKEHUST HCIIBITAHUS OJTHOPOIHOCTH JI03UPOBAHHMS
C IOMOUIBIO BapHALMU MACCHI WX OJHOPOAHOCTHU COAEP KaHUs, €CIIU IOCIeJHUE YKa3aHbl B CTaThe.

JdoxyMmMeHT anqs

1. ITonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) noChe.
2. CpaBHUTeNbHAS Tabnuia TEKYI[HUX u mpeiaraeMbIX crenupuKanui.
3. TlogpoOHOE omucaHue JTFOOOTO HOBOM aHATUTHYCCKON METOIAMKH M JaHHBIC MEPBUYHOM 3KCIEPTU3HI (B

COOTBETCTBY I IIHX cnydgasx).

4. JlaHHbple aHamM3a ABYX HPOMBIIUICHHBIX CEpHUil (B OTCYTCTBHE JOHKHBIX 00OCHOBAHHM JIJIsl OHMOIOTHUYSCKUX
AKTHBHBIX (hapMaleBTHUECKHX CYOCTAHIUI — TPU CEpHH) JIEKAPCTBEHHOTO Mpenapara mo BCeM Mapamerpam

cmenudUAKAaQINUAHU

5. B COOTBeTCTByIOL[II/IX cnyqaﬂx JAHHBIC TECTa CpaBHHTeHLHOﬁ KHUHCTHUKU paCTBOpeHHH J'IeKapCTBEHHOFO

mpernaparta, M0 MCHBIICH Mepe, OJHOW OINBITHO-IPOMBIIUICHHON CEpHH, COOTBETCTBYIOIIME TEKYHICH U

mpejyiaraeMoi cnenuukanusaM. B OTHOIIEHUH JTeKapCTBEHHBIX PACTHTENBHBIX IPEIAPATOB JIOCTATOYHBI TaHHBIE
CPaBHUTENbHOH pacmagaeMOoOCTH.
6. OOocHOBaHHE/OIEHKAa PHCKOB, MOATBEPKIAIOMIME, YTO IMapaMeTp SBISACTCS HE3HAYUMBIM.
7. Ob0ocHOBaHKME HOBOTO IapaMeTpa Crieu(pHKALMA U KPUTCPUCB MPHUEMIICMOCTH.

€CJIM B JIOChE 3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO Ipenapara
yIoMuHaeTcs "TeKylee n3aanue’ HeoOX0IMMOCTh B YBEIOMIICHUH
YHOJIHOMOYEHHBIX OpraHoB 00 OOHOBIEHHON cTaThe
lNocynapcteennoit ®@apmakonee PK. B cBA3u ¢ 3TuM Takoe
U3MEHEHUE MpPHUMEHAETCS IpPU OTCYTCTBUU YIOMUHAHUS
0OHOBJICHHOW (DapMakoIeHHON CTaThu B TEXHUYECKOM JI0ChE, a
U3MEHEHHUE OCYIECTBISIETCA B LEISAX BKIIOUEHUS YNOMHHAHUA
O0OHOBIIEHHOW BEPCHH.

(*) [Ipumeuanue

b.Il.r.2 W3MmeHeHHe aHAIUTHYECKOH
VYcnosus TpeOyemast nokymeHTanms Bun nponenypsl
METOIMKH JIEKapCTBEHHOTO IIpernapara

a) He3naunrennHbIe U3MCHCHUA

. N 1,2,3,4 1,2 1A
yTBep)K,E[CHHOI/I AHAJTIUTHYCCKOU METOAUKHU



0) MckmoyeHre aHAIUTHYCCKOW METOIUKH,
€CJIM albTepHATHBHAS €W METOJAUKA YXKe 4 1 IA
onobpeHa

B) M3menenue (3ameHa) Guosioruueckoro/

UMMYHOJIOTHYECKOT0/ UMMYHOXUMHUYECKOTO

UCIBITAHUS WJIM METOAa, B KOTOPOM

HCTIOB3YeTCs] OMOIIOTHIECKUN PEaKTHUB, M II
3aMEeHa OMOJOTHYECKOro mpermapara

CPaBHEHUsI, HE OXBAYEHHOT'O yTBEPKIECHHBIM

IIPOTOKOJIOM

r) Ilpoune wW3MCHEHUS aHAIUTHYCCKOH
METOJIMKH (BKJIIOYas Jo00aBJiIcHUE WU 1,2 1B
3aMeHy)

1) OOHOBIICHHE AHATUTUYECCKON METOIUKYU B
LEJIIX COOTBETCTBHUS OOHOBIIEHHOW 0O0IIEi

. 2,3,4,5 1 IA
cratee ['ocymapctBeHHoi ®Papmakomee
Pecrry6nmuku Kazaxcran
e) B mensx oTpaxkeHus COOTBETCTBHS
Il'ocynapctBenHOM ®dapmakormnee
Peciyonuku Kaszaxcran w wuckmrouenus 2, 3,4, 5 1 1A

YIOMUHAHUSL yCTapeBIeil CcOOCTBEHHOMN
AHATNTHYECKON METOIUKA U ee Homepa (*)

Y ¢ n1 o B u 4
1. CornmacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBCACHHI HEOOXOIMMEIC BaUIANMOHHBIC HCCIICIOBAHHMS,
MOITBEP K NAIOIINE, YTO OOHOBIICHHAS aHATTUTHICCKAass METOAMKA, TI0 MCHBIIICH Mepe, SKBUBAJICHTHA TPEABLTYIICH

2. Tlpenensl comepaHuss CyMMbl NMPHUMECEeH HE W3MEHHJINCh, HOBbIE HEKBAaTH(DHUIMPOBAHHBIC MPUMECH HE
00 Hapy X eH b

3. Metoa aHanu3a He U3MEHWICA (HanpuMep, U3MEHEHHE JUINHBI KOJIOHKH WM TeMIepaTyphl, HO He APYrod BUJ
KONTOHKH U U METOmI).
4. HoBBIif METON WCHBITAHWS HE SBISACTCS OMOIOTHYCCKHM/ UMMYHOIIOTHYCCKIM/ UMMYHOXUMHUYECCKAM WIIH
METOJIOM, B KOTOPOM HCIOJIb3YETCsI OMONIOTHUECKHI PEAKTHB (32 UCKITIOYCHUEM CTaHAPTHBIX (papMaKOmeHHbIX
MHUKPOOHMONOTHYECKHX METOHDOB).
5. 3aperucTpupoBaHHAs aHAIWTHYECKAass METOMWKA Y)KE CChUIAETCS Ha OONIyI0 CTaThio ['0CymapCTBEHHOM
dapmakoriee PK, a imo0ble n3MeHEHHS SBISIOTCS HE3HAYUMBIMH U TPEOYIOT OOHOBIICHHSI TEXHUYECKOTO JTOChE.

JdoxyMeHT aUuus

1. TTonpaBka K COOTBETCTBYIOMEMY(HM) pa3aeny(am) JOCke, BKITIOYAs OMMMCAHNE aHATHTHIECKON METON0JIOTHH,
pe3oMe JaHHbBIX MIEPBUYHON IKCIEPTH3BI, IEPECMOTPEHHBIE CHenN(UKANINU Ha MpUMecH (€CIH HMPUMEHHUMO).
2. CpaBHI/ITeHBHBIe PE3YIbTATHI HepBH‘IHOﬁ OKCIIEPTU3BI WIIW, NPU HAITUYUHN O6OCHOBaHI/I$[, CPaBHUTCIIbHBIC

pe3yabTaThl aHanW3a, MOATBEPXKIAIOIIME TO, YTO TEKyllee W IpeajiaraeMoe HUCIBITAHUE DKBUBAJICHTHBI.

Hacrositiee TpeboBanne He IPUMEHSETCS, €CIN 100aBIISIeTCs] HOBAsl aHAIMTHYECKAs! METOINKA.

€CITH B JIOChE 3aPErHCTPUPOBAHHOIO JICKAPCTBEHHOIO Mperapara
yHoMHUHaeTcs "TeKymiee u3ianue" HeoOX0IUMOCTh B YBEIOMICHUHN

(*) [lpumeyanue YIOJIHOMOYEHHBIX OpraHoB 00 OOHOBJEHHOH cTaThe
locynapcteennoit ®apmakonee Pecnyonuku Kazaxcran
OTCYTCTBYET.

B.Il.r.3 H3menenme, 3aTparupalomiee
BBE/ICHHE BHIIIyCKa B PEaJbHOM BPEMEHH
WM BBIIyCKa II0 MapaMeTpaM IpHU
MIPOM3BOJICTBE JIEKAPCTBEHHOT'O ITpernapara

Ycenosus Tpebyemast nokymeHTanus Bux mponenypst

II



B.II. 1) YmakoBoYHO-yKynopo4Hasi cucrema

N Tpebyemas Bung

B.II.1.1 M3MeHeHne nepBUYHON yIaKOBKH JIEKApPCTBEHHOTO IIpenapara Y CIOBUS
JIOKyMEHTAaIUs MIPOLEAYPHI

a) KauecTBeHHBII 1 KOJTMYECTBEHHBIH COCTaB

1. TBepaple TeKapCTBEHHBIE (DOPMBI 1,2,3 1,2,3,4,6 1A

2. Msrkue M HeCTepIIIbHBIE KUAKHIE JCKapCTBCHHBIE ()OPMBI 1,2,3,5,6 IB

3. CrepuibHble JI€eKapcTBEHHBIE Ipenaparsl W Ouojoruueckue/ I
HUMMYHOJIOTHUECKHUE JIEKapCTBEHHbIE ITPenapaThl

4. VI3MeHeHHE 3aTparvBaeT YMAKOBKY, OOJaJalolyl0 MEHBIINMHU
3aIIUTHBIMU CBOMCTBAaM IIPU OJHOBPEMEHHBIX U3MEHEHHUAX YCIOBHUH II
XpaHeHHUs U (WIN) COKPALIEHUH CPOKa FOJHOCTH

0) MzMeHenne Bua KOHTEITHEpa WK J0OaBlIeHIE HOBOTO KOHTEHEpa

1. TBepaple, MATKHE U HECTEPUIIBHBIC KHUIKUE JICKAPCTBEHHBIC (DOPMBI 1,2,3,5,6,7 IB
2. CrepunbHble JI€KapCTBEHHBIE Tpenaparsl W Ouojormueckne/ 1
HUMMYHOJIOTHYECKHUE JIEKApPCTBEHHBIE TPENapaThl

3. HckmioyeHne KOHTeHHepa MEpPBUYHON YHNAKOBKH, KOTOpPOE HE

MPUBOAUT K MOJHOMY UCKIIOUEHHUIO JO3UPOBKHU HJIU JIEKAPCTBEHHOH 4 1,8 1A

thopmbl

Y ¢ o1 o B uU 1

1. 3MeHeHue 3aTparuBacT TOJLKO OJHMH U TOT K€ BHJ[ YIIAKOBKH/KOHTEHHepa (HarpuMep, OucTep Ha Onuctep).
2. Tlo 3HaYMMBIM CBOWCTBaM IpejjaraeMblii yHaKOBOUYHBIM MaTepual 10 MEHbIIEH Mepe SKBHUBAJICHTEH

o1 0O0OpPeHHOMY

3. Hauyatbl COOTBETCTBYIOIIHNE HCCIIEIOBaHNS CTAOMIBHOCTH B COOTBETCTBHH C YCTAaHOBJICHHBIMH TPEOOBaHUSIMH
W 3agBUTEIIEM HAa MOMEHT BBCICHUS HW3MCHCHHHA IPOAHATU3UPOBAHBI COOTBETCTBYIONINE ITapaMETpPHI

CTaOMJIBHOCTH HE MEHee 4YeM Ha ABYX OIBITHO-IPOMBIIIJICHHBIX WM MPOMBINUICHHBIX CEPUAX, B €ro

PacCTIOpsDKEHUH HAXOISITCS yIOBIETBOPUTENBHBIE PE3yJbTAaThl, MO MEHBIIEH Mepe, 3-MeCSYHOTO H3YUYCHHS

crabunpHocTH. OHAKO, €CITU MpeJiaraemMas ynakoBka OoJjiee yCTOWYMBA 10 CPAaBHEHUIO C OJOOPEHHOM, TO
TpEeXMECSIUHbIE JJAHHBIE TI0 CTA0MIBHOCTH He TpeOyroTcs. MccnenoBanust 3aBepIaroTcsl, ClIM UX Pe3yIbTaThl He
VKJIQJBIBAIOTCS B CHCIHM(HUKAIMA WM IMOTCHIIMAIBFHO HE YKIAIBIBATHECS B CICHU(BUKAIMU HAa KOHEI[ CPOKa
TOMHOCTH, UX HEOOXOIUMO HEMEIJICHHO IPEACTABUTH YIOTHOMOYECHHOMY OpraHy HapsAay ¢ IpeaiiaraeMbIM
HJ1aHoM ieucTBUH

4. OcraBmasi(ue)cs ¢opma(bl) BBITyCKa JEKApCTBEHHOTO Mperapara MoikHa(bI) ObITH JocTaTodHa(bl) I

BBITIOJTHEHUSI PEKOMEHIAIMI 10 JO03MPOBAHHIO M TPOJOJDKUTEIBHOCTH JICUCHMS, YKa3aHHBIX B 0OImel

XapaKTepUCTHKE JIEKapCTBEHHOI0 IpenapaTa.

JdoxyMmMeHT aUu™s

I. [Mompaska K COOTBETCTBYIOIMEMY(HM) pasgeny(am) JOCheE.
2. HeobOxonumMble AaHHBIE O HOBOH YIIAaKOBKE (HAIlpUMep, CPaBHHUTENIBHBIE TAaHHBIE [0 IMPOHHIAEMOCTH,
HampuUMeEp, TS 02, CO2, BIATH u T.O.).

3. B cooTBeTCTBYIOMIMX CIy4YasX HEOOXOIUMO MPEJICTaBUTh MOATBEPKACHHE TOTO, YTO B3aUMO/ICHCTBUE MEXKIY
COJICPKUMBIM M YNAaKOBOYHBIM MaTe€pHajOM HE IPOUCXOIMUT (HAaIpHUMeEp, OTCYTCTBYET IE€peMelleHne

KOMITOHEHTOB TpEeAaraeMoro MaTepHaia B €ro COAEPXKMMOe, KOMIIOHEHTHI JICKapCTBEHHOTO Ipernapara He
MEPeXOIsIT B YIAKOBKY), BKJIIOUYasl MOJATBEPXKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM
(hapmakoneHHBIM TPeOOBAHUAM MM 3aKOHOAATENbCTBY PecnyOnuku Kasaxcran o ruiacTudeckux marepuanax u
o0BbeKTaM, KOHTaKTHPYIO UM c MUIIEBBIMH NpPOAyKTaMHU.
4. Jleknapanusi, 4TO Ha4yaThl TpeOyeMble HCCIEOBAaHHUS CTAOMJIBHOCTH B COOTBETCTBHH C YCTaHOBJICHHBIMHU
TpeOOBaHMSIMU (C yKa3aHMEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOIIMX CIIydasx) Ha MOMEHT BBEJCHHUS
M3MEHEHHH B PacTOpsDKEHUHN 3asBUTEISI HAXOAWINCH TpeOyeMble MUHUMAIbHbBIC YAOBICTBOPUTEIbHEIC JaHHBIC
M0 CTaOMIBHOCTH; M YTO MMEIOLINECS JaHHBIE HE CBHJCTEIbCTBOBAIN O KakoW-nmbo mpobieme. Heobxonumo
TaKXKe MPEACTaBUTh MOATBEPXKIECHUE TOTO, YTO MCCIIEAOBAHUSA OyIyT 3aBEpIIEHBI, U YTO €CJIN PEe3yJbTaThl HE
OyIyT YKIaAbIBaThCS B CHENU(DUKAINK WIN ITOTEHIHATIBHO HE YKJIAIbIBAThCA B CIEM(HUKALMN Ha KOHEIl CPOKa



TOZHOCTH, MX HEME/JICHHO MPEACTaBST YIIOJIHOMOYCHHOMY OpraHy Hapsiay ¢ INpeaiaraeéMbIM IUIAHOM JICHCTBUIA.
5. Pe3ynbrathl nccieoBaHui CTAOMIBHOCTH, IPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHEe YeM Ha ABYX OIBITHO-ITPOMBIIUICHHBIX WM TIPOMBIIIIIIEHHBIX
CepUsiX, OXBATHIBAIOIINX HE MeHee 3 MECSLEB, M MOATBEPKACHUE TOTO, YTO YKa3aHHBIC MCCIIEAOBAHUA OyIyT
3aBCPUICHBI, U €CJIN PE3YJIbTAThI HE 6y}IyT YKIIaaAbIBATGECA B CHGHH(bHKaHPIPI WK MOTCHIHAJIIBHO HE YKIIaJIbIBaTbCA
B CIIeIU(UKAIIMH HA KOHEI[ CPOKA FOJHOCTH, MX HEMEIJICHHO NPE/CTABAT YIIOJTHOMOYCHHOMY OpraHy Hapsay C
npeninaraeMbl M NI1aHOM HEeENCTBUH.
6. CpaBHEHHME TEKyIIMX W TPEAJAaraeMbIX CHEeHU(UKANN TMEepBUYHON YIIAKOBKH (€CIM TPUMEHHMO).
7. B COOTBETCTBYIOIINX ciydasx 00pa3nsl HOBOTO KOHTEHHepa/yKynopKH.
8. Hexmapamusi, 4Tto ocTraBmmuii(e)cs pa3mep(bl) YHAaKOBKH COOTBETCTBYE(IO)T PEXHMY JO3HPOBAHUS H
MPOJIOJKUTENBHOCTH JICUEHUS M IOCTATOYHBI IS BHIIIOJIHEHHST PEKOMEH Al 110 103UPOBaHUIO, TIPHUBEIEHHBIX
B 0011[eli XapaKTepHCTHKE JIEKapCTBEHHOT'O Mperapara.

Hnsa B.ILLJ[.1.0) — ecinu W3MeHEHHE
MpUBOAUT K "0Opa3oBaHUIO HOBOHU

[Tpumeuanne JIeKapcTBeHHOH ¢(opmBl", TO Takoe
W3MEHEHHE TpeOyeT Mojgaun 3asBICHUS
O PacCLIMPEHUN PETUCTPALIUH.

B.Il.n.2 U3meHeHne mapamMeTpoB CIICUPHUKAINH U (WIH) KPUTEPUCB v Tpebyemas Bun
N CIIOBUS

MPUEMIIEMOCTH NEPBUYHON yIIaKOBKH JIEKaPCTBEHHOTO MpeTapara JTIOKyMEHTAIUs MIPOLEAYPHI

a) YKeCcTOuCHHEe KPUTEPHUEB IPUEMIIEMOCTH CIICIH(PHUKAIIAN 1,2,3,4 1,2 IA

6 obaBieHne B cHenuUKANUI0O HOBOTO IapamMerpa H

) A 3 uicaris panetp 1,2,5 1,2,3,4,6 1A

COOTBETCTBYIOIIEH EMY aHATUTHIECKOH METOIUKH

B) MckioueHne HeCyIIECTBEHHOTO MapaMerpa crnenupukanun ( 12 125 A

HarpuMep, HCKITIOYEHUE YCTapeBIIero apaMeTpa) ’ 7

r o0aBleHHWe WIM 3aMeHa IapaMerpa CHenu(puKanuud u3

) A paMeTp ¢ 1,2,3.4,6 B

cooOpakeHu# 6€30MaCHOCTH WIIH KauecTBa

Y ¢ o1 o B u 4

1. VI3MeHeHHe He SBISETCS CIEICTBHEM KaKOTo-THOO 00513aTenbCTBA, NMPHHATOTO IO pe3ybTaTaM paHee
MIPOBEIEHHBIX AKCIEPTU3 C IIETbI0 aHAIM3a KPUTEPHEB MPUEMIIEMOCTH CIeHU(HUKanuy (HaIpuMep, B XOIe
perucTpanuu JIEKapCTBEHHOI O npemnapara 781078 BHECECHUU W3MEHEHU U II THIIA).
2. U3meHeHnne He SBISETCS CICACTBUEM HCTPCABUIACHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IMPOU3BOJCTBA.
3. JIroboe M3MeHeHHe NOJDKHO YKJIaIblBaThCs B AMANa3oH TEKYNIMX OJOOPEHHBIX KPUTEPHEB NPHEMIIEMOCTH.
4. Ananutudeckas METOJUKA HE HU3MEHseTCs i010 1 HU3MEHseTCs HE3HAUUTEIBHO.
5. Hu onuH HOBBII METOJ MCIBITAaHUS HE OCHOBAaH Ha HOBOM HECTaHIAPTHON METOJOJIOTHH WM CTaHAAPTHOU
METO/I0JIOT MU, UCTIOIb3YEMOI1 [T0-HOBOMY.

J oKy MeHT auuw s

1. I[MompaBka K COOTBETCTBYWOMEMY(HM) pasgeny(am) JIOCheE.
2. CpaBHUTebHAS Tabnuia TEKYLIUX " npeniaraeMbix creuupuKaui.
3. TlompoOHoe omucaHWe HOBOI aHAJUTHYECKOH METONMKH W JaHHBIE IEPBHYHON JKCHEPTH3HI(B
COOTBETCTBYIOIHX crygasx).
4. JlaHHbIC aHANH3a IBYX CEpPHU yIIaKOBOYHOTO MaTepHalia o BCeM MapameTpam (ITOKa3aTelsiM) CIIeIH(HKAIIHH.
5. OOocHOBaHHME/OLIEHKA pPHCKOB, TMOJATBEPXKIAIOLIME, 4YTO IapameTp SBISICTCS HE3HAYUMBIM.
6. OGocHOBaHKE HOBOTO MapameTpa crenupUKanul U KpUTEPHEB IIPHUEMIIEMOCTH.

b.Il.n.3 UM3MmeHeHue aHAIUTHYECKOM METOIUKH [Js1 TEPBUYHOU v Tpebyemas Bun
CIIOBHS
YIaKOBKH JIEKapCTBEHHOTO TIpemapara JTOKYMEHTALIUS MIPOIIE Ty PBI
a) He3HaunMble U3MEHEHHUS 0JJOOPEHHON aHATUTHYECKON METOIUKH 1,2,3 1,2 IA
0) IIpoune M3MEHEHHS aHATUTHYICCKONH METOIMKH (BKIIOYAs 3aMEHY
1,3,4 1,2 1A
WM 100aBIIeHHE)
B) MckitoueHune aHaTUTUUECKONH METOAMKH, €CIIU aJbTepHATUBHAS el | A

METOJIMKA yKe 0J00peHa



Y ¢ o1 o B u 1

1. CormacHO COOTBETCTBYIOIIMM JOKYMCHTaM, IpOBEICHHAs HeoOXoauMmasi TEepBUYHAs OKCIIEPTH3a,
MOJTBEPXKIAIOIIas TO, 4TO OOHOBJCHHAS AHAIUTHUYECKAs METOJMKA, MO MEHbIICH Mepe, SKBHBaJCHTHA
o0 pe g B Oy Wl € i

2. Meron aHann3a HE W3MEHWICS (HAIpUMeEp, U3MEHEHHUE JJIUHBI KOJOHKH WIIM TEMIEPaTyphl, HO HE apyras
KOJOHEKa Uaou MEeTOond).
3. Hu oauH HOBBIN METOJ UCHBITAHHUS HE OCHOBAaH Ha HOBOW HECTAHAAPTHON METOJMOJIOTHHU WU CTaHAAPTHOMN
METONONOTHH, HCTONIb3yeMOH MO-HOBOMY.
4. AxrtuBHas (QapmaineBTHUYECKasi CyOCTaHIIMS/JICKAPCTBEHHBIN MOpenapaT HE SBJSIFOTCS OHOJIOTHYECKUMHE/
MMMYHOITOTHYECKHUMUH.

5. AnbTepHaTHBHAs aHAIUTHYECKas METOJMKA JIIs TapaMeTpa creuupHrKanuy yxe oJo0peHa, Mpyu dTOM Takas
METO/IMKa ObLIa BKIIOYCHA HE C MOMONIBI0 [A/-yBe1oMITCHHSL.

JdoxyMeHT aUuus

I. [Mompaska K COOTBETCTBYIOMEMY(HM) pasgeny(am) IOCheE.
2. CpaBHUTENBHBIE PE3YIbTATH MEPBUYHON SKCIEPTU3BI WM, NIPU HATUYUN OOOCHOBAHUS, CPABHUTEIHHBIC

pe3yabTaThl aHanu3a, MOATBEPXKIAIOIIME TO, YTO TEKyllee W INpeasiaraeMoe HUCIBITAHUE JKBUBAJICHTHBI.

Hacrositee TpeboBanue He IPUMEHSETCS, €CIU 100aBIISIeTCs] HOBAsl aHAIMTHYECKAsi METO/IMKA.

B.IL.1. 4 3meHenne (GOpMBI WIIH pa3MepOB TIEPBUIHON YIAKOBKH HITH v Tpebyemas Bun
. CIIOBUS
YKYTOPKH (TIEPBUYHON YIIaKOBKH) JIOKYMEHTALUs IIPOLETYPBI
a) HectepuibHbie JiekapcTBEHHBIE MPEapaThl 1,2,3 1,2,4 IA
6) Hsmenenuwe QopMBl WIM pPa3MEpPOB 3aTPArMBacT KIIOYEBHIC
MOKa3aTeId YyIaKOBOYHOTO MaTepHalla, KOTOPBIE CYIECTBEHHO BIIUSIOT I
Ha JIOCTaBKy, IpUMEHEHHME, O€30MacHOCTb MU CTAaOUIBHOCTh
JICKapCTBEHHOTO Npernapara
B) CrepuiibHbIC JIEKapCTBECHHBIE MIPETIapaThl 1,2,3,4 1B
Y ¢ o1 o B u 4
1. KadecTBeHHBIM ¥  KOJMYECTBEHHBIH COCTAaB MEpPBHYHONH  yMNAaKOBKM HE  HM3MEHHUIICS.

2. I3MeHeHMe He 3aTparuBaeT KJII0YeBbIC TI0KAa3aTeNN KauyecTBa YIIaKOBOUHOTO MaTepuaa, KOTOpbIe BIUSIOT Ha
JIOCTaBKy, HpHUMeHeHHe, 0e30macHOCTh MM CTAaOWJIBHOCTH  JIEKapCTBEHHOTO  IIpemapara.
3. Ilpm wn3MeHEHMH CBOOOAHOTO TPOCTPAHCTBA MJIM OTHOIIEGHUS IOBEPXHOCTH/OOBEM COTJIACHO
COOTBETCTBYIOIINM JOKyMeHTaM PecmyOnmkn KazaxctaH mo cTaOMIBHOCTH HAdaThl COOTBETCTBYIOLIHE
UCCIIEOBaHNS CTAa0MIBHOCTH; IPOAHATN3HPOBAHbI COOTBETCTBYIOIINE TApaMETPhl CTAOMIBHOCTH HE MEHEE YeM
Ha JIByX ONBITHO-NPOMBINUIEHHBIX (7151 OMOJOTMYECKUX/UMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX MPEnapaToB —
TpeX CepusX) WIM IMPOMBIIUIEHHBIX CEpUsAX; B PACIOPSKEHUM 3asBUTENS HAXOIATCS YIOBICTBOPHUTEIbHBIE
pe3ynbTaThl, IO MEHBIIEH Mepe, 3-MECSYHOro M3y4YeHHUs CTa0MWIBHOCTH (s OMOJOTHYECKUX/
MMMYHOJIOTHYECKHUX JICKApCTBEHHBIX IpEenapaToB — IIECTHUMECAYHOro). lloAaTBepikIeHHEe TOro, 4YTO
uccinenoBaHus OyIyT 3aBEpIICHBI, M UTO €CIIM PEe3yNbTaThl HE OyIOyT YKIagbIBaThCS B CIECHU(PHUKAINN HIH
MOTEHINAIBHO HE YKIaIbIBaThCA B CHEUM(UKAIMK Ha KOHEIl CPOKA TOJHOCTH, UX HEMEIUIEHHO IMpPEICTaBsAT
YHOJIHOMOYEHHOMY OpraHy Hapsay ¢ IpeiiaraéMbIM IUIaHOM JIeHCTBHH.

JdoxyMeHT aUu™s

1. ITonpaBKa K COOTBETCTBYIOLIEMY(MM) pazzeiny(am) A0ocke, BKIOYAs OMUCAHKE, MOJPOOHBII YepTeX U COCTaB
Marepuana KOHTEHHepa WM YKYNOPKH, a TakXke IepecMOTp MH(OPMAIMH O JEKapCTBEHHOM IIperapare.
2. B COOTBETCTBYIOIINX clydasx 00pasms HOBOTO KOHTeHHEepa/yKyImOpKH.
3. HpOBeZ{CHI:-I MIOBTOPHBLIC BaJIMJAIIMOHHBIEC HCCICAOBAHUA CTCPUIIBHBIX IIpE€rapaToB, MOJABCPIrarolIUXCs
TEPMHUHAIBHON cTepuiau3aluu. B COOTBETCTBYIOHNIMX CllydasX HEOOXOIMMO YyKa3aThb HOMepa Cepuil,
NCHONB30BaHHBIX B BaJUAanHOHHBIX UCCIENOBAHUAX.
4. Ilpu U3MEHEHHH CBOOOIHOTO MPOCTPAHCTBA WIIH OTHOIICHUS OBEPXHOCTH K 00beMy ACK/Iapalus, 4YTO HayaThl
TpeOyeMble MCCIIeIOBaHUS CTa0MIFHOCTH B COOTBETCTBHH C YCTAHOBIICHHBIMH TpeOOBaHWSIMH (C yKa3zaHHEM
HOMEPOB CepHii); U 4TO (B COOTBETCTBYIOIINX CIIyYask) HA MOMEHT pealn3aliil yBeAOMIICHUS 00 m3MeHeHnn [A
TUIIA U TTOJa4YN YBCIOMIICHUSA 00 m3menennu IB Thma B ero PacCopsAKEHUU HAXOOATCA YAOBJICTBOPUTCIILHBIC
PE3YIAbTATHI U3YUYCHUA CTa6I/lJ'lI)HOCTl/I; 1 4YTO MMCIOIHNECA NJaHHBIC HC YKa3bIBAIOT Ha KaKI/le-ﬂH60 Hp06ﬂeMl)l.
Heo0xoauMo Takxe MpeacTaBUTh HMOATBEPKAEHUE TOTO, YTO HCCIIEIOBaHMs OyIyT 3aBeplleHbl, U YTO €CIU



pe3yabTaThl He OYIYT YKIAaIbIBATHCA B CHCHU(DUKAMY WIH TOTCHIIMAIBHO HE YKJIABIBATHCS B CHCHU(DUKAIITU
Ha KOHEI[ CPOKa TOJAHOCTH, UX HEMEIJICHHO MPEACTABAT YIIOIHOMOYCHHOMY OpraHy HapsIy ¢ MpeiaracMbIM
IJIAaHOM JEUCTBHI.

Tpebyemas Bun

B.II.n.5 U3menenue pazmepa ynakoBKH JEKapCTBEHHOTO Ipernapara VYenoBust
JIOKYMEHTalusi  NPOLEAYpPbI

a) VI3MeHeHne KOMMYECTBa CIMHHII JICKapCTBEHHOM (OPMBI (HaripuMep
, TabJICTOK, aMITyJI ¥ T.JI.) B YIIAKOBKE

1. M3MeHeHue yKIaabIBacTCs B OJOOPCHHBIN TUANa30H pa3MepoB

1,2 1,3 IA
YIIaKOBOK
2. V3meHeHne He yKJIaIbpIBAaeTCs B OZOOPEHHBIN AHMANa30H pa3MepoB 123 B
YIIaKOBOK 9~
6) N3menenne pa3mepa(oB) ynakoBKH(OK) 3 1,2 1A
B) lM3MeHeHHe HOMHHAJIBLHOM MAacChl/HOMHHAIBHOTO OO0beMa
CTEpUJIBHBIX MHOTOMO3HBIX (MJIM OJHOJO3HBIX C YacCTHYHBIM
W3BJICUEHUEM) NapeHTEePAIbHBIX JICKapCTBEHHBIX MPENapaTtoB M 11
OHMOJIOTMYECKUX/MMMYHOJIOTHYECKIX MHOTOJIO3HBIX IapeHTepabHBIX
JICKapCTBEHHEIX IPEnapaToB
r) l3meHeHWe HOMHHAJIbHOW MAacCChI/HOMHHAIBLHOIO 00beMa
HeMapeHTepadbHbIX MHOTOJIO3HBIX (WJIM OAHOJO3HBIX C YaCTHYHBIM 1,2,3 IB

I/I3BJ'I€‘-IeHI/IeM) JICKapCTBCHHLIX IpCIIapaToB

YV ¢ 1 o B ®w 4

1. HoBbIif pa3Mep ymakoBKH JOJDKEH COOTBETCTBOBATH PEXKHUMY JO3WPOBAHUS U MPOJOKUTEIFHOCTH JICUSHHS,

yKa3aHHBIM B obOmei XapaKTePHUCTHKE JIEKAapCTBEHHOTO npemnapara.
2. MaTtepuan NepBUYHOU yMmaKOBKHU HE H3MEHSIETCA.
3. Ocrapmuecst (hOPMBI BBITYCKA MO3BOJIIOT BBITOIHUTH PEKOMEHIAIHNU 10 JTO3UPOBAHHUIO U JUTHTCIBHOCTH

JICYCHUSI, yKa3aHHEIC B O0MICH XapaKTepUCTUKE JIEKapPCTBEHHOTO TIperapara.

J oKy MeHT auuw s

1. TlompaBka K COOTBETCTBYyIOUIeMYy(MM) pa3maeiay(aM) 10Che, BKIKOYas MEPECMOTP HH(OpPMAIUU O

JEKapCTBECHHOM npemnapare.
2. O06ocHOBaHHE, YTO HOBAs/OCTAIONIUECS pa3MEphl YIAKOBOK COOTBETCTBYIOT PEKHMY O3UPOBaHUS H

MPOTOIDKUTEIBPHOCTH JICUCHHS, YKa3aHHBIM B 0OmEeHd XapakTEepHCTHKE JICKapCTBEHHOTO IIperapara.
3. Jlexmapanusi, 9T0O €CIId OKHUAASTCS BIUSHIE Ha CTAOMIBHOCTD, COTIIACHO COOTBETCTBYIOIINM YCTaHOBIICHHBIM
TpeboBaHMsIM OyAyT HadaThl HCClIeIoBaHHUS cTaOuiabHOCTH. JlaHHBIE HEOOXOIWMO MPEACTaBUTH (C

npeajiara€MbIM IIJIAHOM HeﬁCTBHﬁ), JIMIb €CJIM OHU HE YKJIaJbIBalOTCA B CHGHI/I(I)I/IKaLII/II/I.

Hns B.I1.1.5.8) 1 T) — ecnu U3MEHEHHE
MPUBOTUT K W3MEHEHHIO "ITO3MPOBKH"

[Mpumeuanue: JIEKapCTBEHHOI'0 Mpernapara, TO Takoe
H3MEHEHHe TpeOyeT Moaayun 3asBICHUS
0 pacCUINPCHHH.

B.Il.o. 6 U3meHeHme KakoW-muMOO cCOCTaBISIONICH (NMEPBUYHOIN)

YIIaKOBKH, HETTOCPEICTBEHHO HE COMPUKACAOIICHCS C JIEKAPCTBEHHBIM
npenaparoM (Harpumep, [BET ChbEMHBIX KOJIMAYKOB, IBETHbIC KOJOBbIC Y CIIOBHS
KOJbIIa Ha aMIlyjaX, M3MCHCHHE KOJIIayka, 3allMIAoIIero Uriay (
HCIOJIB30BaHUE IPYTOTO IJIACTHKA))

Tpebyemas Bun
NOKYMEHTAlMsl  IPOLEIYPHI

a) M3meHnenue, 3arparuBaromiee HHPOPMAIHMIO O JICKAPCTBEHHOM
npernapare

1 1 IA

6) W3meHeHue, He 3aTparuBaroniee MHGOPMAIUIO O JEKapCTBEHHOM
mpemnapare



YV ¢ 1 o B u 1
1. 3MeHeHHe He 3aTparuBaeT YacTH YMAKOBOYHOI'O MaTepHalia, KOTOpbIe BIUSIOT Ha JIOCTaBKY, IPUMEHEHHUE,
0e30IaCHOCTh W CTaOMIIEHOCTH JIGKAPCTBEHHOTO TIpernapara.

JdoxyMmMeHT anqs
1. TlompaBka K COOTBETCTBYyIOIIeMYy(MM) pasmeiay(aM) 1oche, BKIKOYAas IEPECMOTP HH(POpPMAIUU O
JICKApCTBEHHOM IIperapare.

B.Il.n.7 M3MeHeHue nNOCTaBLUIMKA KOMIOHEHTOB YNAaKOBKU WU v Tpebyemas Bun
. CIIOBUS
YCTpOWCTBA (€CITH YKa3aHO B JOCKE) JTOKYMEHTAIUS MIPOIIE Ty PBI
a) MckiroueHue mocTaBIyuKa 1 1 IA
0) 3ameHa HTM 100aBIIEHNE TIOCTABITHKA 1,2,3,4 1,2,3 1A
B) Jltoboe H3MEHEHHE IOCTABIIMKOB CIICHCEPOB TO3UPOBAHHBIX I
HHTAJSITOPOB
Y ¢ m1 o B m 4
1. HUcknoyenune KOMIIOHEHTA YIaKOBKH 781971 A3eaus HE MPOUCXOIUT.

2. KauecTBeHHBIN M KOJIHMYECTBEHHBIM COCTAaB KOMIIOHEHTOB yHaKOBKI/I/ n3aciausa u cneumbvmauvm 9CKH3a HEC
n 3 M € H A4 KO T C 4

3. CHCI_[I/IqJI/IKaHI/II/I n MCTOABI KOHTpPOJIA Ka4dycCTBa, 1o MEHBIIECH Mepe, OKBHUBAJICHTHBI.
4, MCTOH CTCPUIIN3AllNU U €€ YCIIOBUS HEC U3MCHAIOTCAH (ecnn HpI/IMGHI/IMO).

J oKy MeHT auuw s

1. I[TonpaBka K COOTBETCTBYIOIEMY(UM) pasneny(am) nocChe.
2. [MonTBepxkAEHUE PETUCTPAIMH MEIUIIMHCKOTO U3enus B PeciyOnmuke KazaxcraH B OTHOIICHUU METUIIMHCKAX
U3nenui, MpuJIaraeMbIX K JNEKaAPCTBEHHOMY npemnapary.

3. CpaBHHTENbHAS Ta0NIUIA TEKYIINX U TIPEAIaraeMbIX crienn(UKaIii (€cIu MPIMEHNUMO).

B.IL.o. 8 M3smenenue nn3aiiHa MapKUPOBKH MEPBUYHONW M BTOPUYHON v Tpedyemas Bun
CIIOBUS
YIIAKOBKH JIOKyMEHTALUs IIPOLIE Ly PbI
1 1,2 IA

Y ¢ 1 o B u 1
1.KauecTBeHHBIN U KOJMYCCTBCHHBIN COCTAaB KOMIIOHCHTOB YITAKOBKH/ W3JENIUSA M CICNU(UKANNN ICKU3a HE
HA3MEHSIOTCS.

JdoxyMeHT aUns
1. I[TonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.
2. MakeTsl yakoBOK B CTapoM JU3aiHe.

B.II. e) CtabunsHOCTH

B.Il.e. 1 H3meHeHHe Cpoka TOAHOCTH WU YCIOBHH XpaHEHUS v Tpebyemas Bun
CIIOBHS
JICKApCTBEHHOTO Mpermapara JIOKYMEHTAIIUSI  MPOIEAYPHI
a) CokpareHne cpoka roJHOCTH JICKapCTBEHHOTO TIperapara
1. YmakoBaHHOTO B KOMMEPUYECKYIO yIIaKOBKY 1 1,2,3 IA
2. [Tocne nmepBOro BCKPBHITH 1 1,2,3 1A
3. ITocie pa3BeneHNs WM BOCCTAHOBJICHHUS 1 1,2,3 1A
0) YBenmnueHne cpoka TOJHOCTH JIGKAPCTBEHHOTO TIpenapaTa
1. YmakoBaHHOTO B KOMMEPUYECKYIO YIAaKOBKY (MTOATBEP>KIECHHOE 123 B
JAHHBEIMU B PEAJEHOM BPEMEHH) T
2. ITocie mepBOro BCKPBITUS (TIOATBEPKICHHOE JAHHBIMU B PEATEHOM 123 B
BPEMEHH) T
3. Ilocne pasBeAeHUs WJIM BOCCTAHOBICHUs (TOATBEPKICHHOE 123 B
b b

JTAaHHBIMU B peabHOM BPEMEHN)



4. YBenuueHHe Cpoka TOAHOCTH MyTEeM 3KCTPANOJAUM JaHHBIX IO 1I
CTaOMIBHOCTH, HE COOTBETCTBYIOLIEH IOKyMeHTaM PecryOiuku
Kazaxcran (*)

5. YBenuueHue nepuoaa XpaHEHMUs OMO0JIOTHYECKOTO0/
MMMYHOJIOTHYECKOI'0 JIEKAPCTBEHHOI'O Ipenapara B COOTBETCTBUU C 1,2,3 IB
0JI0OPEHHOM POTrPaMMOi U3yUCHHsI CTAOMITBHOCTH

B) MI3MeHeHune ycnoBuil XpaHEHUs] OMOIOTHUECKUX/MMMYHOIOTHIECKIX
JIEKapCTBEHHBIX IIPENaparoB, €CIH HCCIEI0BAHUS CTAaOMIBHOCTH

11
MIPOBEACHBI HE B COOTBETCTBHH C TEKYIIEH 0JJ0OPEHHOM MporpamMmoit
N3Yy4YCHUA CTaGI/IHLHOCTI/I
r) V3MeHeHne yCIIOBHI XpaHEHHUs JIEKAPCTBEHHOTO Mpernaparta Hiu 123 B
JIEKapCTBEHHOTO TpernapaTa Mociie pa3Be/IeHHUs/BOCCTAHOBICHHS >
1) 3MeHeHue 0100pEHHOr0 IPOTOKOJIA CTA0MIBHOCTH 1,2 1,4 IA

YV ¢ 1 o B W 4

1. V3MeHeHmne He AOIDKHO OBITH CIIEACTBHEM HETIPEIBHIACHHBIX CHUTYAIlMi, BO3HUKIINX B XOJ€ IMPOM3BOJICTBA,

HIHU H3MEHCHHUS CTaOHMIBHOCTH.
2. I3meHeHus He IPUBOJAT K PaCIIUPEHUIO KPUTEPUEB MTPUEMIIEMOCTH UCTIBITYEMBIX TTApaMeTPOB, UCKITIOUCHHUIO
napamMmeTpa CTaOMIBbHOCTH, HITH CHUYKCHUIO YaCTOTHI UCTIBITAHUH.

JdoxyMeHT aUu™s

1. TlompaBka K coOOTBeTCTByOIEeMYy(M) paszmeny(am) mgocke. OHa [JODKHA COAEpPXKATh PE3YNbTATHI
COOTBETCTBYIOLIUX HCCIEJOBAaHUN CTAOMIBHOCTH B pealbHOM BPEMEHHU (OXBATBIBAIOIIUX BECh CPOK T'OAHOCTH),
MPOBECHHBIX COTJIACHO COOTBETCTByIOIIMM jJokymeHTam PK, mo wmeHpmeid Mepe, Ha JBYX

OTIBITHO-IIPOMBINUICHHBIX ~ cepusix(1l) JexkapcTBEHHOro Ipemnapara, YHNakOBaHHOTO C  ITOMOUIbIO

3apeTUCTPUPOBAHHOTO YIIAKOBOYHOI'O MaTepHajia M (MJIM) COOTBETCTBEHHO IOCJIE IEPBOTO BCKPBITHS HIIN
pasBeieHNsI; B COOTBETCTBYIONIMX CIydasx HEOOXOAMMO IPEIACTaBUTH PE3yIbTaThl MHKPOOHMOIOTHMYECKHX

u C II bBI T a H U H

2. ITepecmoTpeHHas nHbpopManus o JEKApCTBEHHOM npemapare.
3. Konuu yTBep K/IeHHbIX crieliuduKaui Ha KOHEI| CPOKa FOJJHOCTH H, €CIIH IPUMEHUMO, clieln(UKALNY 1T0CTIe
pa3BeneHHsI/BOCCTaHOBICHHUS 11001 mocie MEepPBOTO BCKPBITHS.

4. ObocHOBaHME Npe]yIaracMbIX H3MEHEHHUH.

B OTHOILIEHUH Onoaornyeckoro/
N HMMYHOJIOTHYECKOTO JIEKAPCTBEHHOTO
(*) llpumeuanwue:

npemnapara SKCTPAMOJIAIHS

HCIIpUMCHUMA.

I[Ipu Hanwuum  00s3aTeNnbCTBA
MpPOBEPUTh CPOK TOJHOCTH Ha
MIPOMBIIUICHHBIX CEPHSX JOIyCTHUMBI

)
OIIBITHO-IIPOMBINIJICHHBIC CEPUHU.

B.IL. x) ITpoekTHOE 10JIe ¥ MPOTOKOI NOCTPErUCTPALMOHHBIX U3MEHEHHI

B.Il.x. 1 BBemeHue HOBOTO MPOEKTHOTO TOJSI WIIM pacUIMpeHue
OI0OPEHHOTO TIPOCKTHOTO TIOJs JIEKAPCTBEHHOTO IpemapaTta (3a  YcioBus
UCKJTFOUCHHEM OHOJIOTHYECKOTO), 3aTparuBaromiee:

Tpebyemass Bun
JOKYMEHTAIHS IIPOLEyPhI

a) Omay wimm Ooisiee OTHEIBHBIC OMEpaIlldy IpoIlecca IPOM3BOJICTBA
JIEKapCTBEHHOI'0  TIpemapaTra,  BKJIIOYas  COOTBETCTBYIOIIHE 1,2,3 I
BHYTPHIIPOU3BOACTBEHHBIC KOHTPOJIH U (MJIM) aHATUTHYECKHE METOAUKH

06) AHanmWTHYECKHE METOIWKH I BCIOMOTAaTEIbHBIX BENIeCTB/ 123 1
MIPOMEXKYTOYHBIX MPOAYKTOB U (MJIH) JIEKAPCTBEHHOTO TIpeTapaTa T

JokyMeHT auum s
1. PesynbraThl uccieoBaHuil pa3pabOTKH Mpemapara U mporecca (BKJIIOUYas ONEHKY PUCKOB M MHOTOMEPHBIE
HCCIICTOBAHMS COOTBETCTBCHHO), TOITBEPKIAIONINE TO, YTO JOCTHUTHYTO IEIOCTHOC MEXaHUCTHYECKOE



IMOHMMAaHME MOKa3aTelIe KauecTBa MAaTCpUaJIOB U MAapaMETPOB NPOLCCCa HA KPUTHUCCKUC MTapaMETPhbl Ka4CeCTBa

TEKapCTBEHHOTO npenapara.
2. Omucanne IPOEKTHOTO MO B TAONWIHOM BUIE, BKIIIOUAs ITepeMeHHbIe (CBOIICTBa MaTepHAIIOB M ITapaMeTpPhI
npouecca NpPOU3BOICTBA) u ux npepiaraeMbie IHana30HHl.

3. [TonpaBka K COOTBETCTBYIOIIEMY(MM) pa3aeny(amM) T0Che.

B.Il.x. 2 BBeneHue MOCTPErHCTPallMOHHOTO NPOTOKONA YIPABJICHUS Tpebyemass Bun

. Ycnosus

N3MEHEHHSMH, 3aTParuBaloONIMMH JIEKAPCTBEHHBIN IpenapaT JOKYMEHTAIHS TIPOLEey Pl
1,2,3 II

JdoxyMeHT aUuus
1. ITonpoGHoe ONMHCaHUE MpeasaraeMoro N3MCHECHHUS.
2. IlpoTokonm  ympaBiieHHss  W3MEHEHHSMH,  3aTPArMBalOIIMMK  JIEKAPCTBEHHBIH  Ipemapar.
3. [TonpaBka K COOTBETCTBYIOIIEMY(MM) pa3aeny(aM) T0Che.
B.Il.x. 3 MHcxiroueHue yTBEpKIEHHOIO MPOTOKOJNA YIPaBICHUS y Tpebyemass Bun

. CIIOBUS
WN3MEHEHHSMH, 3aTParuBaloIMMH JIEKAPCTBEHHBIN IpenapaT JOKYMEHTAIHs TIPOLeypbl

1 1 IA

YV ¢ 1 o B ®H 4

1. HWckiroueHre TMOCTPErHCTPAIIMOHHOIO MPOTOKOJA YIPABICHUS W3MCHEHUSIMHU, 3aTPardBaiOINMU
JICKapCTBEHHBIH Mpenapar, He SsBISETCS CIEJACTBUEM HEMPEJBUICHHBIX CUTYAl[Mil WM HECOOTBETCTBUS
creuu(purKalul B X0/i¢ BBEJACHUS U3MEHEHHH, OMTUCAHHBIX B IIPOTOKOJIE, M HUKAK HE BIMSET Ha YTBEPIKICHHBIC
CBCICHMA, BKIIFOYCHHBIC B 1OCKHE.

JdoxyMeHT aUu™s

1. Ob6ocHOBaHHE npenraraeMoro HCKIIOYECHUSA.

2.

B.Il.x. 4 U3MeHeHUs YTBEpXKACHHOTO IPOTOKOJNA YIpaBICHUSA v Tpebyemass Bun
CIIOBUS

HU3MEHEHUSIMU JIOKyMEHTalus IPOLEaypPbl

a) 3HaunMble U3MEHEHHS IIPOTOKOJIA YIIPABICHUS H3MEHEHUSIMU II

6) He3naunMele u3MeHEHMS IMMPOTOKOJIa YIIPAaBJICHUA HU3MCHCHUAMU, 1 IB
KOTOPbIC HC UBMCHAIOT CTPATCTUIO, OITMCAHHYIO B IPOTOKOJIC

JdoxyMmMeHT ans

1. Jlexmaparusi, 4To Jd1000€ M3MEHEHHE JOJKHO YKIIAIbIBAThCSA B JIMAINA30H JEHCTBYIONMUX YTBEPKICHHBIX
KPUTEPHEB MpHeMaeMOoCcTH. [IoMHUMO 3TOTO, AeKIapaliysi, YT0 B OTHOUICHUN OMOJIOTHYCCKAX/MMMYHOJIOTUYCCKUX
JICKApCTBEHHBIX TPErapaToB He TPEOYETCs OIICHKA COMMOCTaBUMOCTH.

B.Il.x. 5 Peanuzauus M3MEHEHUH, NPEIYyCMOTPEHHBIX YTBEPIKIECHHBIM v Tpebyemass Bun
CJIOBHS
MIPOTOKOJIOM YIIPABJICHUSI N3MEHEHUAMHI JOKYMEHTAIHs TIPOLETyPbI

a) PeaJ'II/I3aHI/I$I U3MCHCHUA HEC Tpe6yeT JOIIOJTHUTCIIbHBIX
BCIIOMOT'aTCJIbHBIX JaHHBIX

1 1,2,4 A

0) Peanm3zanus n3aMeHeHus: TpeOyeT AOMOTHUTEIBHBIX BCIIOMOTATENbHBIX
JaHHBIX

1,2,3,4 B

B) Peamuzanus wu3MeHeHHs OHOJOrMYECKOro/ HUMMYHOJIOTHYECKOTO
JIEKapCTBEHHOT'O IIpernapaTa

1,2,3,4,5 IB

YV ¢ n1 o B u 1
1. TlpennoxeHHOE W3MEHEHHE OCYUIECTBJIEHO B IOJHOM COOTBETCTBHUU C YTBEPKACHHBIM IMPOTOKOJIOM
YIpaBJICHUS H3MCHEHUSMH, TPEOyIOIiee HEMENICHHOTO YBEAOMIICHHS ITOCIIE €TI0 peaTn3aiiy.

JdoxyMmMeHT anqs

1. Ccholaka Ha YTBEPKACHHBII MPOTOKOJI yHOpaBleHUs H3MEHEHUSIMH.
2. Hexnapaiusi, 4TO U3BMEHEHHE COOTBETCTBYET YTBEPKACHHOMY MPOTOKOIY YNpPaBIEHUS U3MEHEHUSMU U YTO
pe3yibTaThl UCCIEIOBAHUS yAOBIETBOPSIOT KPUTEPUSIM MPUEMIIEMOCTH, OTOBOPEHHBIE B MpoTokoje. [lomumo
3TOTO, ACKIAPAIHs TOTO, YTO B OTHOIICHUN OHOJIOTUICCKUX/IMMYHOJIIOTHICCKAX JICKAPCTBEHHBIX MPEMapaToB HE
TpebOyeTcs OLlCHKA CONOCTAaBHUMOCTH.



3. Pe3ynbrarhl HccieqOBaHMMA, MPOBEICHHBIX B COOTBETCTBHHM C YTBEP)KICHHBIM HPOTOKOJIOM YIIPaBIICHHS
U3 M®EeHG®EeEHHSIMH

4. [MompaBka K COOTBETCTBYIOMEMY(HM) pasgeny(am) IOCheE.
5. Komnst yTBepKACHHBIX crieru(uKannii Ha JeKapCTBEHHBIN IIpernapar.

b.11. 3 be3omacHOCTh B OTHOILLIEHUH [IOCTOPOHHUX areHTOB

B.11.3.1 O6noB1eHNE HHOpMaIH "OneHka 6€30MacHOCTH OTHOCHTEIBHO Tpebyemass Bun

" VYcenosust
MMOCTOPOHHUX areHToB" (pasnmen 3.2.A.2 perucTpanruoOHHOTO 0ChE) JOKYMEHTAITUS TPOIIeTyPHI
a) MccnenoBanus, 3aTparuBaroiiye Mpou3BOICTBEHHBIE ATAIIbI, H3yUCHHBIE I
BIICPBEIC Ha IPEMET OJHOTO I 00JIee TOCTOPOHHUX arcHTOB
6) 3aMeHa yCTapeBIIMX  HCCIEAOBAaHHUH, 3aTParuBarONINX
ITPOU3BOACTBECHHLBIC OTallbl 1 TOCTOPOHHUE ar€HThI, paHEC BKIIOYCHHBIC B
JIOChE
1. ¢ UBMEHEHUEM OLIEHKH PUCKOB 11
2. 6e3 UBMEHEHHUS OIICHKU PHUCKOB 1,2,3 IB

JdoxyMeHT aUu™s

1. TlompaBka K coOTBeTCTBYyIOmEeMY(MM) pasnmeny(aM) HOChe, BKIIOYAas BBEICHHE HOBBIX HCCICIOBAaHUM,
HaNpaBJICHHBIX HAa HM3y4YEHHE CIOCOOHOCTH MPOM3BOJACTBEHHBIX ATAllOB HHAKTHBUPOBATH/3TMMHUHHPOBATH
MOCTOPOHHUEC arc¢HTBHI.
2. OGocHoBaHHE TOTO, 49TO UCCIIeOBAaHUS HE U3MEHSAIOT OLICHKY PHUCKOB.
3. IlonpaBka k MH(GOPMALIUK O JIEKAPCTBEHHOM Iperiapare (€Ciid IPUMEHNMO).

B.III Ceptudukar coorserctBus EBponetickoit ®apmakonee (CEP) (mpu Hammunn)
/TI"3/cTaTbu

B.III.1 TTogadya HOBOTO WMIIM OOHOBJICHHOTO CEPTHU(UKATA COOTBETCTBHS
Tpebyemass Bun

EBpomneiickoit @apmakorniee Wil HCKIIOYCHAE CEPTUPHUKATa COOTBETCTBUS | Y CIIOBHUS
JOKYMEHTaIUs MpoLexyphl

EBponeiickoit ®apmakoriee

Ha bapManeBTHYECKY O cyOcTaHIIHIO
Ha wcxomueli  MaTepual/peakTUB/IIPOMEXKYTOYHBIA  TPOIYKT,
HCTIOJIB3YEMBIN B TIPOIECC MPOU3BOACTBA (DapMaleBTHUECKOW CyOCTaHIINN
Ha BcriomorareipHO€E BEECTBO

a) Ceprudukar coorBercTBUs EBpomeiickoit  ®apmakornee
COOTBETCTBYMOMIEH cTaThe EBponelickoil ®apmakonen

1,2,3,4
1. HoBrrit cepTuduKaT OT panee 0JJ0OPEHHOTO POU3BOIUTEIS ’5 ’6 ’9 1,2,3,4,5 1A

1,2,3,4
2. OGHOBJIEHHBII CepTU(HKAT OT paHee 0J00PEHHOTO POU3BOTUTENS ,6 > 1,2,3,4,5 IA

>

3. HoBwlii cepTHdHUKAT OT HOBOrO MNpOW3BOAUTENs (3ameHa wimu 1,2,3,4

nobGasieHue) 5.6.9 1,2,3,4,5 1A

4. MHckmrouenue cepruukaroB (ecim K MaTepualy MNPHJIATaINCh

8 3 1A
HECKOJIBKO CEpTU(HHUKATOB)

5. HoBelii cepTuduKaT Ha HECTEPUIIBHYIO aKTHBHYIO (hapMalleBTHYECKYIO

cyOCTaHLMIO, TOMNJIEKANIYI0 HCIONb30BAHUIO B  CTEPUIBLHOM

JIEKApCTBEHHOM IIpernapare, NpU HCIOJIb30BAHUM BOJBI HAa MOCIEIHEM 1,2,3,4,5 1B
JTarne CHHTE3a, a B OTHOLICHUH MaTepralla He 3asBJICHO OTCYTCTBUE B HEM

SHJOTOKCHHOB

0) Ceptudukar coorBerctBus EBpomneiickoit @apmakonen mo TI'D Ha
aKTUBHYI0 (apMaleBTHUECKYI0 CyOCTaHIMIO/MCXOAHBIH Marepuan/
PEaKTUB/TIPOMEKYTOYHBIN IPOAYKT/ BCIOMOTaTEIbHOE BEIIECTBO



1. HoBslit cepTudukar Ha akTHBHYIO (hapManeBTHYecKyto cyOcTanimio ot 3,5,9  1,2,3,4,5 IA
HOBOT'O WJTH paHee 0J0OPEHHOTO IPOU3BOIUTEIS

2. HoBblil ceprudukar Ha (hapManeBTHUCCKYIO CYOCTAHIIUIO/UCXOTHbIH
MaTepua/peakTuB/ TMPOMEXKYTOUHBIM  MOpPOAYKT/BCromoraTtenbHoe 3,6,7 1,2,3,4,5 IA
BEILIECTBO OT HOBOT'O MJIM paHee 0Z00pPEHHOT0 MTPOU3BOANTEIIS

3. OOHOBIIEHHBIH cepTH(UKAT OT paHee 0JJOOPEHHOTO TPOU3BOJUTENS 7 1,2,3,4,5 IA

4. Hckirouenue ceprudukaroB (eciim K MaTepualy MpPHIAraluch

3 1A
HECKOJIBKO CEepTH(UKATOB)

5. HoBrlit/0OHOBNEHHBIH cepTH(HUKAT OT paHee OZOOPEHHOTO/HOBOTO

IPOMU3BOAUTENS], MCHONB3YIOIET0 MaTepHabl YEIOBEYECKOTO HIIH

JKHBOTHOTO MPOUCXOXKICHHS, B OTHOIICHHH KOTOPBIX TPeOyeTcs OleHKa II
Ha TpeAMeT pHUCKa MOTCHUUAIbHOW KOHTaMWHAIMKM TOCTOPOHHUMH

areHTaMu

Y ¢ o1 o B u 4

1. Cneundukanuy Ha BBITYCK U Ha KOHEIl CPOKa TOAHOCTH JIEKApPCTBEHHOI'O Iperapara HE HW3MEHSIOTCS.
2. Heu3meHnenHsble (MCKiIIOUas y)kecToueHue) aonoaHuTenbHble (k ['ocynapcrBennoit ®Gapmakonee PecryOnnkn
Kazaxcran) cienupukanyy Ha nmpuMecu (MCKII0Yas OCTaTOYHBIE PACTBOPHUTEINH, IIPH YCIOBUH X COOTBETCTBHS
TpeboBanusaM PecnyOmukm Kazaxcran) mpoaykT-cnennduyuHble TpeOoBaHMS (HampuMep, MPoGMINn pa3MepoB

JacTHI, nonumMoppHBIE bopMEI), ecnu MPUMEHUMO.
3. Ilpomecc mpoM3BOACTBa AKTUBHOW (papMaleBTHYECKOH CyOCTaHIIMH, MCXOJHOTO MaTepuaina/ peakThBa/
MPOMEKYTOUYHOTO IMPOAYKTa HE BKIIOYAET HCIIOJIB30BAaHHE MAaTEPUAJIOB YEIOBEYECKOTO MM XKHBOTHOTO

MPOUCXOXKJCHHS, IUIsl KOTOPBIX TpeOyeTcs INpoaHaIu3UpOBaTh MJaHHbIE O BHPYCHOW O€30IacCHOCTH.
4. VlckmrounTenbHO AUl aKTHBHOW (papManeBTHUecKoi cyOcTaHIMu: oHa OyJeT MCIBbITaHa HEeIoCpPEeICTBEHHO

nepes MCIOIb30BAHUEM, €CIIM NEPHOJl MOBTOPHOTO WCHBITAHHS HE BKIIOYEH B CEPTU(HKAT COOTBETCTBUS

EBporneiickoit @apmakoriee nin JaHHbIE, 000CHOBBIBAIOIIIE IEPHO/I HIOBTOPHOTO MCIIBITAHUS, YK€ HE BKIIIOYEHBI

B I o ¢ b e
5. AxtuBHas (apmaneBTHUECKas CyOCTaHIMS/MCXOMHBIM MaTephal/peakTUB/TIPOMEKYTOUHBIN MPOIYKT/
BCIOMOTaTelbHOE BEU[ECTBO HECTEPHUJIBbHBI.

6. PacturenbHble (apMaleBTHUECKUE CyOCTaHIMHU: CIOCOO IPOU3BOACTBA, (PHU3MUECKOE COCTOSHUE,
OKCTPATHPYIOLIMHA PACTBOPHUTENIb U KOIP(UIMEHT DKCTPAKIMK JICKAPCTBEHHOTO CPENCTBA HE H3MEHSIOTCS.
7. Ecnu cocraBe NeKapCTBEHHOTO Mpemnapara i HapeHTepalbHOTO BBEICHHUS HCIOJIB3YEeTCS JKENTaTHH,
MPOU3BEICHHBIN M3 KOCTEHl, €ro MpoOM3BOJACTBO JIODKHO OCYIIECTBIISATHCS MCKIFOYHTEIBHO B COOTBETCTBHH C
TpeOOBaHUAMHU COOTBETCTBYIOLIEH CTpaHBHI.
8. B nmocee ocraercs, MmO MeHbIICH Mepe, OIWH MPOU3BOAUTEIL OTOW  CyOCTaHIUH.
9. Ecnu aktuBHas (apMaieBTHYECKas CyOCTaHIMsS HECTepHIbHA, HO OyIeT HCIONB30BATHCSI B COCTABE
CTEPUIILHOTO JICKapCTBEHHOTO Mpemnapara, Toraa, B cootserctin ¢ CEP, Ha mocnenneM sTane cHHTE3a HENb3s
HCIONb30BATh BOAY WJIM, €CIH TaKOe MPOHCXOIUT, HEOOXOAMMO 00ECHEUYHTh OTCYTCTBHE OaKTEpHAIbHBIX
9HJOTOKCHHOB B aKTUBHOW (papMalieBTHUECKON CyOCTaHIHN.

JokyMeHT auum s

1. Komms geiictBytomero (oOHOBIEHHOro) cepTuduKaTa CcoOTBeTCTBHA EBpomeiickoii ®dapmakonee.
2. Ilpu 1o6GaBIEHUH TPOU3BOACTBEHHOH IIOMAAKA — B (hopMe 3asIBJICHHS] O BHECEHHU M3MEHEHUI He00X0MMO
YeTKO 0003HAaYMTh "3apeTrMCTPUPOBAHHBIX" M "MpemiaraeMblX" MPOM3BOAMTEINEH, Kak yKa3aHO B paszerne 2.5
b opwmH 3a4BI€EHUSH
3. I[MompaBka K COOTBETCTBYWOIMEMY(HM) pasgeny(am) JOCheE.
4. Ecnu npuMeHNUMO, TOKYMEHT, COJIepKalliuii CBEJCHHUs O BCEX MaTepHaiaX, BXOIAMHX B chepy IPHUMEHEHUSA
crateu ['ocynmapctBenHoit ®Papmakonee PecrnyOnuku KazaxcTaH mo MUHHMH3allMK pUCKa Mepefadyd areHTOB
rybouaTodl sHIedaIonaTHd JKUBOTHBIX MOCPEJICTBOM JICKAPCTBEHHBIX IPENapaTroB Ui MEIUIIMHCKOTO M
BETEPUHAPHOIO IPHMEHEHHs, BKIIOYas HCIOJb3yeMble B IIPOM3BOJICTBE AaKTHBHBIC (papMaleBTHUECKOH
CyOCTaHIIMN/BCIIOMOTaTeNBHOTO BemecTBa. s KaXI0ro Takoro pojaa MaTepuana HeoOXOIUMO HpPEACTaBHThH
CIEIYyIOIUE CBEACHUS: HA3BAHME MTPOU3BOAMTENS; BUJ KUBOTHBIX M TKaHHU, U3 KOTOPBIX MOJIY4YEeH MaTepHal;
CTpaHa NPOUCXOKAECHUS JKUBOTHBIX u ero UCIOJIBb30BaHUE.
5. B oTHOLIEHNN aKTHBHOW (papManeBTHYECKOH CyOCTaHIMH: NEKIapaius YIOJTHOMOYEHHOTO JIMIA KaKI0To



JIMLIEH3MPOBAHHOTO MTPOM3BOAMTENS, YKA3aHHOTO B 3asIBJIICHHH, HCIIOJIB3YIOIIEI0 aKTUBHYIO (hapMaleBTHIECKYTO
CyOCTaHIMIO B KA4eCTBE HCXOJHOrO MaTepHasia, M YHNOJIHOMOYECHHOTO JIMIAa KaXIOrO JHIEH3WPOBAHHOIO
MPOU3BOJUTEINS, YKAa3aHHOTO B 3asfBJICHHHM B KauecTBE OTBETCTBEHHOTO 32 BBINYCK CepHil. B nmexmapammsx
HEOOXOIMMO yKa3aTh, YTO NPOU3BOAUTENH(HM) aKTHBHON (DapMaleBTHYECKOW CyOCTaHIINH, yKa3aHHBIH(e) B
3a5BJICHUH, OCYILECTBJISICT(IOT) CBOKO JIATEIBHOCTh B COOTBETCTBMHM ¢ IlpaBuiiaMu Hajaiexamien
MPOU3BOACTBEHHON mnpakTuku PecnyOnuku KazaxcTaH B OTHOIIEHMHM MCXOJIHBIX MarepuayioB. Ilpu
OTIpEJIETICHHBIX 00CTOSITENBCTBAX JIOMYCKACTCS IIPEJICTABIATE OAHY JeKJIapaluio (CM. IpuMedaHne K U3MEHEHHIO
B.11.6.1). Ecim 3arparuBarorcss kakue-nmu0O0 OOHOBIICHHS cepTH(HKATOB Ha aKTHBHBIC (hapMaleBTHUECKHUE
CyOCTaHIIMH M MIPOMEKYTOYHBIE MPOIYKTHI, OT MIPOU3BOIMUTEICH IPOMEKYTOYHBIX MPOIYKTOB TaKxkKe TpedyeTcs
JEKIIapalys YIOJTHOMOYESHHOTO JIMIA; JeKIapalys YIOJIHOMOYSHHOTO JIMIA HYXKHA, JIUIIb €CIIH [0 CPAaBHEHHIO C
paHee 3aperiuCTPUPOBAHHON BepcHeil cepTUdHKaTa MMEeTCs H3MEHEHHe NeHCTBYIOIINX, BKIIOYEHHBIX B
nepeueHb MPOU3BOJICTBEHHBIX IJIOIIAIOK.

B.II1.2 M3meHnenus B 1ensax cooTBeTcTBUs ['ocygapcTBenHoi dapmakomnee Tpebyemass Bun

VYcnoBus
Pecrry6nmuku Kazaxcran JIOKyMEHTalUsl IpOLEaypbI
a) Msmenenue cnenudukanuu(ii) panee HeapMaKoneiHHONH cyOCTaHIIMK B
Henstx CooTBeTcTBUs [ocymapctBeHHO#t ®apmakornee PecmyOnuku
Kazaxcran
N . 1,2,3,4
1. AxTUBHO# (papMarieBTHIECKOl cyOCTaHIINN 5 1,2,3,4 1A
9
2. BcmomoraTenpHOTO BEMIECTBA/MICXOMHOTO MaTephaia aKTHBHOTO
; P 1,2,4 1,2,3,4 IA
(hapMareBTHIECKON CyOCTaHITHH
0) 3MeHeHUs B IENAX COOTBETCTBHS OOHOBJICHHOW COOTBETCTBYIOIICH 1.2.4.51.2.3.4 IA
cratbe ['ocymapctBenHoi @apmakornee Pecnybauku Kaszaxcran »T T
B) M3menenune crnenuduxkanuii ¢ l'ocymapcrBeHHon ®dapmaxoriee
) ¢ yAap P 1,4,5 1,2,3,4 1A

Pecrry6nuku Kazaxcran

YV ¢ a1 o B u 1

1. I3MeHeHne OCyIIECTBISIETCS HCKIIIOYUTENFHO B LIEJISIX MOJTHOTO COOTBETCTBUS (hapmakorniee. Bee ncnbiranus B
crenuuKanuy JTO0DKHBI COOTBETCTBOBATh (papMakoNeiHOMY CTaHAAPTY ITOCIEe M3MEHEHHMS, 332 UCKIIOYEHUEM
n100BIX JOTOMHUTEIbHBIX BCIIOMOTATEIbHBIX HUCTBITAHUH.
2. JlomonHUTENbHBIE K (hapMakoliee Crenu(uKanuyd Ha MPOAYKT-CIenu(UIHBIE CBOWCTBAa HE M3MEHSIOTCA (
Hanpumep, npoduin pa3MepoB vacTuil, noaumopdHas dGopma WM, K IpUMeEpy, OHOIOTHYECKUE METOAUKH,
a r perarT B )

3. 3HayMMble HM3MEHEHHUS KAdeCTBEHHOTO M KOJIHMYECTBEHHOro Ipoduied HpuMeced OTCYyTCTBYIOT (3a
HCKIIOYECHUEM YyKEeCTOUYEeHUS cnenupUKanui).
4. JlonomHAUTENbHAS TIEPBUYHAS SKCIIEPTH3a HOBOW MM M3MEHEHHOU (papMakoImeifHON METOIUKH HE TpedyeTcs.
5. PacturenpHbie hapMarieBTHYECKIE CyOCTaHIINH: CITOCO0 MTPOU3BOACTBA, (PU3UUECKOe COCTOSHIE, SKCTPATeHT U
K03(h(UIMEHT 3KCTPAKIMH JIEKAPCTBEHHOTO CPEACTBA HE N3MEHSIOTCH.

JdoxyMeHT aUuus

I. [MompaBka K COOTBETCTBYIOMEMY(HM) pasgeny(am) JOCheE.
2. CpaBHUTENbHAA Tabnuma TEKYIIHX u mpeiaraeMbIX crenupuKanui.
3. Hannble aHanmmu3a cepuii (B opmaTe CpaBHUTEIHHON TaONHIBI), IO MEHBIIEH Mepe, IBYX MPOMBIIUICHHBIX
CepHil COOTBETCTBYIOIICH cyOCTaHmmMKM (BEHIECTBA) IO BCEM HCIBITAHUSIM HOBOW cCHelUPUKAIMHA U,
JIOTIOJTHUTENFHO, €CIIM NMPUMEHHMO, Pe3yJIbTaThl TECTa CPABHUTEIBHON KUHETUKH PACTBOPEHHS, MO0 MEHbIIEH
Mepe, OJHOW OIBITHO-IIPOMBIIUIEHHONW CEpPHH JIEKApCTBEHHOIO Ipernapara. B OTHOIIEHHM JIeKapCTBEHHBIX
pPacTHTENbHBIX npenaparon JIOCTATOYHBI JAaHHBIE CPaBHHUTEIBHOMN pacrmanaemMocTH.
4. lanHble, NOATBEPKIAIOIINE TPUTOXHOCTD CTaThH Ul KOHTPOJIS KadecTBa cyOCTaHINM, HAIIPUMED, CPaBHEHHUE
MOTEHIHATIBHBIX IPUMECEH C IPIMEYaHHeM IIPO3PAYHOCTH CTaThH (transparencynoteofthemonograph).

b. IV MenunmuHckue u3neims

B.IV.1 N3MeHeHue U3MEPSIOMIEr0 U3AEIUs UIU U3Aeus Tpebyemas Bun
YcnoBus

JUISL BBEJICHUS JOKyMEHTAIHS MPOLEAYPHI



a) I[O6aBJ'[€HI/Ie WK 3aMCHa HM3ACJIHA, HC ABJIAIOLICTOCA
4aCTbIO HCpBH‘IHOﬁ YIaKOBKH

1. MeaunuHCKUe u3Aeus, 3apeructpupoannbie B PK 1,2,3,5,6 1,2,3 1A

2. Coelicepbl JO3UPYIOIIMX HHTAIATOPOB MU JPYroro
YCTPOHCTBA, KOTOPBI MOXKET OKa3aTh CYIIECTBEHHOE

. I
BJIMSIHUE Ha JIOCTaBKY (papMaleBTHUECKON CyOCTaHIUH
mpemnapara (Hampumep, HeOymaizep)
0) HcknroueHne u3aemust 4 1,4 IA
B) JloOaBneHHWe wiIM 3aMeHa W3JCIHS, SBISIOMIETOCS I

4aCTbIO HepBPI‘-IHOﬁ YIIaKOBKH

YV ¢ 1 o B HuU 4
1. IIpenmaracMoe U3MepsIIOIIEe U3CITUE JTOJDKHO TOYHO OTMEPUBATh HEOOXOTUMYIO JTO3Y paccMaTpHBAEMOTO
JIEKApCTBEHHOTO Mperapara COrJIACHO 0JI00pPEHHOMY CHOCO0Y MPUMEHEHUSI, CIIeAyeT MPEJICTaBUTh Pe3yIbTaThl

Tak"X HCCIEeTOBaHUHU.
2. Hosoe HU3aene COBMECTHUMO c JIeKapCTBEHHBIM npemapaTom.
3. M3MecHeHHE HE TOJIKHO MPHBOJUTH K 3HAUMMOMY H3MEHCHHIO MHGOpPMAIMK O JICKAPCTBEHHOM Mpermapare.
4. JlekapcTBeHHBIH npemnapar MOXHO NpoJI0JKaTh TOYHO JIO3UPOBATH.

5. MGHI/IHI/IHCKOG HU3CJIMe€ HE HUCHOJB3YCTCSA B KAYCCTBC PACTBOPUTCIIA JICKAPCTBCHHOTO IIpeliapara.
6. Ecou npeaycMoTpeHa U3MEPUTCIIbHAA q)yHKL[I/ISI, OHa JOJDKHa OBITh BKIIIOUEHA B JOCBhEC TAKOIro nu3aciins.

JokyMeHT auuw s
1. IlonpaBka Kk COOTBETCTBYMOLEMY(MM) pasieny(aM) qocke, BKIIOYasi MOAPOOHBIA ACKU3 U COCTaB MaTepHaia
W3JIeTUsl W TOCTaBIIUKA, €CIM MPUMEHUMO, a TaKXKe COOTBETCTBYIOIIUN IMepecMOTp HH(OpMAIUu o

JEKapCTBEHHOM npemaparTte.
2. IlonTBepxaenue perucTpanuu MEIULIUHCKOTO U3EIUs B Pecmry6nuke KazaxcraHn.
3. OO6pa3ms HOBOTO U3nenus, ecnu MPUMEHHMO.

4. O00CHOBaHHE UCKIIIOYEHMS U3IEIH.

"

Hnsa B.IV.1.B) — eciau M3MEHEHHE NPUBOAUT K
00pa30BaHMI0 HOBOH JIeKapCcTBEHHOW (opMBI", TO
TaKo€ M3MEHEHHE TpeOyeT MomayM 3asBICHUSA O
pacIIMpEeHNH PETUCTPALUH.

ITpumeuanue:

b. V Buecenust uaMeHeHHI B perUCTPAIIMOHHOE 10ChE, O0YCIOBICHHBIE HHBIMU
PEryIATOPHBIMU IIPOLIEAYPAMHU
b.V.a) MOII/M®BA

b.V.a.l BxirodeHne HOBOTO, OOHOBICHHOTO WJIH WCIPaBICHHOTO
Tpebyemass Bun

Mmactep-(aiina TuIa3Mbl B PETHUCTPAIIMOHHOE [OCHE JIEKAPCTBEHHOTO Y CIIOBHSA
JOKYMEHTaIUs MpOoLexyphl

npenaparta (npoueaypa M®II 2-ro sramna)

a) IlepBoe BKIIOYEeHHE HOBOTO MacTep-(aiiyia Mia3Mbl, BIUSIOIIETO Ha

II
CBOI{CTBA JISKAPCTBEHHOTO IpenapaTa
6) IlepBoe BKJIIOUEHNE HOBOTO MacTep-(haiiia Tia3mbl, He BIUSIONIETO Ha 12,34 B
CBOWCTBA JIEKAPCTBEHHOTO MpenapaTa T
B) BrurroueHrne 0OHOBICHHOTO/UCIIPABICHHOTO MacTep-(aiia mia3Mel: 1234 B
U3MEHEHNS BIMAIOT Ha CBOWCTBA JIEKAPCTBEHHOIO Npenapara T
r) Brirodyenne 0GHOBICHHOTO/MCIPABICHHOTO MacTep-(aiia MIa3Mbl: | 1234 A
b b bl

HW3MEHEHHUS HE BIMSIIOT HAa CBOMCTBA JICKaApCTBCHHOT'O IIpeIriapara

Y ¢ m1 o B m 4
1. Ha o6HOBNeHHBIH nin n3MeHeHHBIH M®II BeiaH cepTuduKaT COOTBETCTBHUS 3aKOHOAATENBCTBY PecryOnmku
Kasaxcran.

JdoxyMeHT aUuus
1. Jexmapanus, uto ceptudurar MOII 1 3KCIEPTHBIN OTYET MOTHOCTHIO TPUMEHUMEI K 3apETUCTPHUPOBAHHOMY



JICKapCTBEHHOMY Tpenapary, aepxkarenb MOII npencrasun nepxkarento PY (ecmu nepxxarens PY u nepxarens
MO®II He SBISIOTCS OTHUM H TeM ke Jurnom) cepruduxar MOII, sxcnepTHBI oT49eT U gocke Ha MOII,

ceprupuxar MOII u 3KCHEpTHHIH OTYET 3aMEHSIOT HPEABIAYIIyI0 HoKyMmeHTanuto Ha MO®II mis manHOTO

TEeKapCTBEHHOTO mpemaparTa.
2. Ceptuduxkar M®II u SKCHEepPTHBHI I OTYET.
3. Jlexmapaiisi SKcIiepTa, XapakTepH3yrolllas BCE BBOJUMBIC C IMOMOIIbIO cepruduuupoBanHoro MOII

HU3MEHEHUs U OLIEHUBAIOIIAsl UX MOTEHIUAJIbHOE BIMSHME Ha JEKapCTBEHHBbIE NpenapaThl, BKIHOYas OLIEHKU

NPOAYKT-cHenu$HIHBIX PHUCKOB.
4. B ¢popme 3asBieHHs 0 BHECEHUN H3MEHEHUH HEOOXOAMMO YETKO OTPa3uTh "AeUCTBYOMMA" U "ipeiaraeMbIi
" ceprudukar MOPII (HOMep Koma) B pEerHCTPAIlMOHHOM Jaocke. Eciam mpumeHmMO, B (opMe 3asBICHUS O

BHECEHUH H3MEHEHUN TakKKe CclielyeT YeTKO MepeuuciauTh Bce npoune MOPII, Ha koTopble cchuiaeTcs

JICKapCTBEHHBIH MIpenapar, Jaxke eClIM OHU He SIBIISIOTCS MPEIMETOM 3asiBICHUSL.

b.V.a. 2 BxiroueHrne HOBOTO, OOHOBJICHHOTO WU HCIIPABICHHOTO

MacTep-¢aiila BakOMHHOTO aHTUTeHa (mamee - MOBA)B y Tpebyemass Bun
CIIOBUS
PETHCTPAIIIOHHOE JOChE JIEKapCTBEHHOTO TIpemnapara (npoueaypa MOBA JOKYMEHTAIHs TIPOLETyPbI
2-ro 9Tana)
a) [TepBoe BKIIIOUEHHE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUT€Ha II
0) Brurtouernne 0OHOBIEHHOTO/MCTIPABIEHHOTO MacTep-(haiiina BaKIIHHHOTO 1234 B
AHTHUIeHA: U3MEHEHUS BIMSIOT Ha CBOMCTBA JIEKAPCTBEHHOIO ITPENapaTa T
B) Brimrouenne oOHOBIEHHOTO/MCIIPABIEHHOT0 MacTep-(aiina BaKIHHHOTO 1234 A
b b b

aHTUTCHA: M3MCHEHHS HE BIIMSIIOT HA CBOMCTBA JICKapCTBCHHOT'O ITpeIiapaTa

YV ¢ n1 o B u 4
1.

JdoxyMeHT aUu™s

1. dexnaparus, yto ceptudurar MOBA u SKcnepTHBIH OTYET HOTHOCTHIO IPUMEHUMEBI K 3apETUCTPHPOBAHHOMY
JIEKapCTBEHHOMY IIpernapary, aepxkarens MOBA npencTaBui AepKaTeno perncTpallioOHHOTO yI0CTOBEPEHHS (
€CJIM JIeprKaTeNb PErUCTPAIIMOHHOTO YI0CTOBEpEeHUS U JepxkaTelib MOBA He SBJISIOTCS OTHUM U TEM Ke JIUILIOM)
ceprupukar MOPBA, skcrieptHbiii oTueT U gocke Ha M®BA, ceprupuxar MOBA u skcnepTHbI oTdeT
3aMEHSI0T MNpeAbplayIlylo JokyMeHTanuio Ha M®OBA 1ns pgaHHOro JIeKapCTBEHHOIO IIpemnapara.
2. Ceprtuduxar M®BA u 9KCHEPTHH U OTYET.
3. [Jexmaparusi 3KCHepTa, XapaKTepu3ylolmas BCE BBOAWMBEIC C MOMOMIBIO cepTHduImpoBanHoro MOBA
WU3MECHEHUS U OLICHUBAIOIAs UX TMOTCHUUAIbHOEC BIMSHUE HA JIGKAPCTBEHHbIE IPEMapaTthl, BKIIOYAs OLEHKH
NPOAYKT-cHnenuudHBIX PHUCKOB.
4. B hopme 3asiBieHHs 0 BHECEHUH N3MEHEHHI HEOOX0AMMO YETKO OTPa3uTh "NelcTByIomuil" 1 "npearaeMplii
" ceprupuxkar MOBA (HOMep Kona) B perucTpanilmoHHOM Jocke. Ecnu mpumennmo, B ¢opMe 3asBICHUS O
BHECEHHN HM3MCHEHHUH TaKXKe CIIeAyeT YeTKO IepeduciuTh Bce mpoune M®PBA, Ha KoTOphIe CChuIaeTCS
JIEKapCTBEHHBIN MpenapaT, AaXKe €CIH OHHU HE SBIISIOTCS TPEAMETOM 3asBICHHUSL.

b.V. 6) OGpamnienue B 5KCIEPTHBIA KOMUTET

B.V.06.1 O6HOBNIEHNE TOCHE TTO KAUYECTBY, HAIIPABICHHOE Ha peali3annio v
CIIOBUS
3aKJIFOYCHHUS SKCIEPTHOTO KOMHUTETa JOKYMEHTAIHS TIPOIETyPhI

Tpebyemass Bun

a) M3aMeHeHune peanusyer 3aKII0ueHUe IKCIIEPTHOTO KOMHUTETA 1 1,2 IA

6) rapMOHI/ISaLII/IFI JAO0CBEC IO KAaYCCTBY HE ABJISJIACH YACTHIO 3aKJIHOYCHUA I
OKCTIEPTHOTO KOMUTETA, U OOHOBIICHHE HampaBJICHO Ha €r0 rapMOHU3AUIO

Y ¢ 1 o B uU 4
1. PesynbTat He TpeOyeT nanbHEHIIeH IKCIIePTU3EL.

JdoxyMeHT aUnus

1. TlpunokeHHOE K CONPOBOAMTEIHLHOMY WHCHMY 3asBICHHs O BHECEHWHM H3MEHEHWW: CChUIKAa Ha

paccMaTpuBaeMoe 3aKJIIOUYCHUEC AKCIEPTHOTO KOMUTETA.
2. B nmocee HE0OXOAUMO YETKO O0O3HAYUTh M3MCHCHHS, BHECCHHBIC B XOJE IMPOILEAYpPhl OOpalicHUsS B

9KCIEPTHBIA KOMUTET.



B. U3menenue 6e3omacHocty, 3¢ HEeKTUBHOCTH U (papMakoHaa30pa
B.I JIekapcTBeHHBIE NIpeniapaTsl 1Sl MEAULIUHCKOTO TPUMEHECHUS

B.I.1 N3menenne oOmieil xapaKTEPUCTHKHU
JIEKapCTBEHHOTO IIperapaTa, MapKHPOBKH,
HAaIIPaBJICHHBIC Ha PeaM3aluI0 3aKIIOUCHUS
9KCIIEPTHOTO KOMHTETA

VYenosuss TpeOyemast JOKyMEHTAIHS Bun npouenypst

a) JlekapCTBEHHBIH TIIpemapaT OXBadeH
mpoueaypoil oOpameHnus B SKCHEpTHHIA | 1,2,3 IA
KOMUTCT

6) JlexapcTBeHHBII mpemapaT HE OXBayeH
porenypoil oOpameHust B SKCHEPTHBINA
KOMHTET, HO M3MEHCHHS peanu3yeT 12,3 B
3aKJII0YEHHE HKCIIEPTHOIO KOMUTETA, HOBBIE
JIOTIOJIHUTEIIbHBIE JaHHBIE fepkaTeseM PY He

MMpeACTaBJICHBI

B) JlekapcTBeHHBIH TpemapaT HE OXBadcH
mpouenypoil oOpamieHus B SKCIEPTHBIHA
KOMHTET, HO MW3MEHEHHUS peaausyeT 13 I
3aKJIIOYEHHE OSKCIEPTHOTO KOMHTETa,
nepxarenb PY mpeactaBun  HOBBIE

JOIIOJTHUTCIIBHBIC JJaHHBIC

Y ¢ o1 o B un 1
1. U3menenue peanusyeT GOpMyIHpPOBKY, 3aTPEOOBAHHYIO YITOJHOMOUYEHHBIM OPraHOM, M He TpeOyeT mojaaun
JIOTIOJTHUTEJIBHBIX CBEICHUH U (MJIN) JalbHEHIIEeH AKCTIEPTH3HI.

JdoxyMeHT aUu™s

1. TlpunokxeHHOE K CONPOBOIWUTEIHPHOMY IIMCBMY 3asBICHUS O BHECEHWHM HW3MEHEHHWI: CCBUIKa Ha
paccMaTpuBaeMoOe 3aKII0YEHHE DJKCIEPTHOTO0 KOMHUTETa C TMPUOOIIEHHON 0O0IIell XapaKTepuCTHKON
JIEKapCTBEHHOTO TMpernapara, MapKAPOBKOM WJIM HMHCTPYKUHMEH 1O MEAUIIMHCKOMY MPUMEHEHHUIO.
2. Jleknmapamnus, 4TO COOTBETCTBYIOIIME Pa3JeNbl MpEIIaracMbiX OOIICH XapaKTCPUCTHKHU JICKAPCTBEHHOTO
mpemapaTta, MapKHPOBKH U HACHTHYHBI TPHOOMICHHBIM K 3aKIIOYCHHUIO JSKCIEPTHOTO KOMHTETA.
3. [lepecmoTperHas nHMOPMAIIHS O JEKAPCTBCHHOM IIperapare.

B.1.2 M3menenue oOuiedl XapaKTepUCTHKH
JIEKQpCTBEHHOTO TIpernapara, MapKUPOBKH
BOCIIPOU3BEJICHHOTO/ ruOpuIHOTO/
OH0aHaJIOTHYHOIO JIEKapCTBEHHOTO
npenapara rmocje OleHKH TOr0 K€ H3MEHEHHUS

Vcenosust  TpebGyemast TOKyMEHTALIUS Bup npouenypst

pedhepeHTHOTO JIEKapCTBEHHOTO ITpenapaTa

a) Peanuzanus namenenusi(if), B OTHOLICHUH

KOTOPOTO0(BIX) oT JepiKaTens

PETUCTPALIMOHHOTO  YAOCTOBEPEHHUSI HE 1,2 IB
TpeOyeTcst  HpEeACTaBIsTH  HOBBIC

JIOTIOJTHUTETIbHBIC JTaHHBIC

0) Peamuzanms msmeneHus(i), TpeOyrOmUX

MpEICTAaBICHUS JepkareaeM PY HOBBIX

IOIMOJHUTEIbHBIX TaHHBIX, II
00OCHOBBIBAIONIUX TaKhue HU3MEHECHHSA (

HaIpuMep, COMTOCTABUMOCTH )

JdoxyMeHT aUuuws
1. TIpuitoskeHHOE K COMPOBOAUTEIHHOMY MUCHMY 3asBICHUS O BHECEHHU M3MEHEHHI: 3alpOC HAIHOHAIBHOTO



YOOTHOMOYEHHOTO oprana (ecnum MIPUMEHHUMO).
2. IlepecmoTpeHnHast ”HGOPMALHS O JIEKAPCTBEHHOM IIpenapare.

B.1.3 U3menenue(s) oOIei XapaKTepHUCTHKH
JIEKapCTBEHHOI'0 IpemnapaTa, MapKHpPOBKU
JIEKapCTBEHHOro  Ipemnapara  Jis
MEIUIIMHCKOTO MTPUMEHEHHs, HalpaBJIeHHOE(
YcnoBust  Tpebyemasi nOKyMeHTaIHs Bun npouenypst
pIe) Ha pea3alHio pe3ysbTaTa IpoLeaypHl,
3aTparuBarmmen I100b U
MOCTPETHCTPALIMOHHOE  UCCIIEJOBaHHE

06€30IMacHOCTH

a) Buecenne ¢popMynMpoBKH, COrlIacCOBaHHON
YIIOJIHOMOYEHHBIM OPTaHOM

1 1 IA

0) Bnecenune wu3MeHeHUl, TpeOyOUINX
MpeJcTaBleHus JepxkareneM PY HOBBIX
JIONOJHUTENIbHBIX MaHHBIX,

2,3,4 II
000CHOBBIBAIOIINX TAKNE N3MEHEHUS

Y ¢ m1 o B u 4

1.M3MeHeHue peanusyeT GOpMYIHPOBKY, 3aTPeOOBAHHYIO YIIOJHOMOUYCHHBIM OPIaHOM, W HE TPeOyeT moaayu
IOMOJTHUTEIbHBIX CBEICHHUH i (unm) IalbHEHIIeH 9KCMEPTHUSHI.
2.be30nacHoCTh MPUMEHEHUS Ipenapara JO0JKHA COXPAHSATHCS W MOATBEPXKIATHCS NAHHBIMH KIMHUYECKUX
HCCIICIOBAHIN, KITMHUIECKOH Oe30macHOCTH. J{OMKHBI OBITH TIPEACTABICHBI UX MOITBEPKICHIS.

J oKy MeHT auuw s

1. IlpusioskeHHOE K COMPOBOJUTEIBHOMY NMUChMY 3asBIICHUSI O BHECEHHH M3MEHEHHUI: CChUIKA Ha CorlalleHue/
OLEHKY YyHOOJIHOMOYEHHOTO oprana.
2. OOBsSCHEHUSI PUYUHBI JOOABIICHHUSI HOBOT'O/HOBBIX MPEIOCTEpekKEeHUS (M) TOOOYHBIX IEHCTBUN U 3asSBICHUE
TOTO, 4T0 06e30macHOCTh NpUMECHEHHUS nmpemapara coXpaHseTcs.
3. IlepecmoTrpenHas wH(pOpManus O JEKApPCTBEHHOM Ipemnapare (0OHOBIEHHAs KpaTKas XapaKTepUCTHKA

JIEKapCTBEHHOTO Tpernapara, HWHCTPYKIHMIO IO MEJIMIMHCKOMY TNPUMEHEHHIO0  (JIMCTOK-BKJIAJBbIII)).
4. Tlepuoanuecku 0OHOBIsIEMbIH oTueT o Oe3onacHoctu (IIOOB) minu mocTperucTparoHHbIE UCCICIOBAHKE

0e301acHOCTH, OTpaXKaroUIe BHOCUMBbIE H3MEHEHHUSL.

B.1.4 W3MmeHenus, 3axirodarolipecs B
3HAYNMOM W3MEHEHUU obmen
XapaKTePUCTHKH JICKAPCTBEHHOI'O Mperapara

VYenosus  Tpebyemast JOKyMEHTaIHS Bun npouenypst
BCJICAICTBHE HOBBIX JaHHBIX IO KayecTBY,
JIOKJINHUYECKUM, KIMHUYECKUM JaHHBIM HIIH
JTaHHBIM (papMakoHa30pa
II

9TO U3MEHEHHE HE PUMEHSETCS, €CJIM HOBbIE JaHHbIE MOJAHbI B
cooTBeTcTBUU ¢ U3MeHeHueM B.1.13. B Takux ciydasx u3MeHeHue

[Mpumeuanue: o0meld XapakTEPUCTHKH JIEKApPCTBEHHOTO IIpemapara,
MapKHPOBKH U TMOMAAaeT moja cepy npuMeHeHus uaMeHenus B.1
13.

B.I.5 H3MeHeHue ycloBUH OTIOycKa
YcnoBust  Tpebyemasi nOKyMeHTaIHs Bun npouenypst

JICKapCTBEHHOTO TIperrapara

a) Bocnpou3BeaeHHBIX/THOPUTHBIX/

OMoaHaIOTUYHBIX JIEKapCTBEHHBIX

npenapaTtoB IMocie HW3MEHEHHs ycioBuil 1 1,2 IB

oTIycka pedepeHTHOro JIeKapCTBEHHOTO

mpemnapara

6) Wuble mpuunHBI U3MEHEHHS YCIOBHUI

) P Y 1 2,3,4,5 Il

OTITyCKa



YV ¢ n1 o B HuU 4
1. Be3onacHOCTh MPUMEHEHHS TIpenapaTa A0JKHA COXPAHSITHCS

JokyMeHT auum s

1. IToaTBepkaeHNE U3MEHEHUs! YCIOBUI OTIYCKa peepeHTHOro JIEKapCTBEHHOTO MpernapaTa, MPHIoKEeHHOe K
COTIPOBOAUTEIBHOMY MUCHMY 3asiBICHMUS 0 BHECEHHU U3MEHEHHUI.
2. IlepecmoTpeHHas HH(OpPMAIKs O JIEKAPCTBEHHOM Iipenapare (OOHOBiIeHHas oO0Imas XapaKTepHCTHKA

JIEKapCTBEHHOTO Mpemnapara, HHCTPYKIHS 110 MEIUIIMHCKOMY NPHUMEHEHUIO (JIMCTOK-BKJIAIBINI), MaPKHPOBKA).
3.00bsCHEHHS TIPUYUHBI WU3MEHEHUS YCIOBHU OTITyCKa ¥ 3asABJICHHE TOTO, YTO OE30MAaCHOCTh MPHUMEHEHUS

npemaparta CoOXpaHsfseTCH.
4.JlaHHbIe KIMHUYECKHUX HCCIIEOBAaHUN, MOCTPErMCTPAIIMOHHBIX HMCCIENOBaHU; NaHHbIE (apMaKkoHaa3opa.
5. JlokyMeHT, MOATBEP)KIAIOIMI U3MEHEHNE YCIIOBUI OTIIyCKa B CTpPaHEe-NPOU3BOIUTENS (OT PEryJsTOPHOTO

oprana).

B.I. 6 HW3menenue(s) mnoxazanusa(i) K

VYcnoBust  TpeOyemast foKyMeHTanus Bun npouenypst
MIPUMEHCHHIO
a) BxiloueHMe HOBOro TOKa3zaHHUS K
NpUMEHEHUI0O WIM U3MEHEHHE paHee 2 1,2,3 II
010OpPEHHOTO
0) MckiroueHue rnokasanus K HpUMeHeHuto 1 1,2 IB

YV ¢ 1 o B W 4

1. Be3onmacHOCTh MpUMEHEHHS TIpeTapara JOJDKHA COXPAHATHCS U MMOATBEPKAATHCS TaHHBIMU PETPOCTIEKTUBHBIX
HCCICIOBAaHHUH, KJIMHHUYECKOH 0€e30MMaCHOCTH " Ka4yecTBa.
2. EeSOHaCHOCTL HpI/IMCHeHI/IH npenapaTa JO0JDKHaA COXpaHHTLCH nu HOI[TBep)KI[aTLCSI JAaHHBIMU KIIMHHUYCCKHUX

HCCIICIOBAHMIMA, KITMHUYECKOH 6e30macHOCTH. J{0JIKHBI OBITh IIPEACTABICHBI UX MOITBEPKICHHSL.

JdoxyMeHT aUu™s
1.O0BsicHEeHNS TIPUYMHBl YOAICHHUS M [00aBIEHUS IOKAa3aHWS M 3asBICHHE TOTO, YTO O€30MacHOCTb

NPUMEHCHHUS NpoayKTa COXpaHseTCH.
2. OOHoBieHHas o0IIas XapaKTePUCTHUKa JIEKaPCTBEHHOIO Ipernapara, HWHCTPYKIUS 0 MEAMIUHCKOMY
NPUMEHEHHUIO (TUCTOK-BKJAABII).

3. I[aHHBIC KIMHUYCCKHUX PICCJIG,HOBaHHﬁ, MOCTPErUCTpaiuOHHBIX HCCHGﬂOBaHHﬁ; JaHHBIC (bapMaKOHamopa.

Ecnn noGaBneHue wiay M3MEHEHHE NMOKA3aHMSA K NPUMEHEHHIO
HPOUCXOAUT BCIEICTBUE Pealu3allii 3aKII0YEHHs 3KCIEPTHOTO
KOMHTETa WM W3MEHEHHH WH(pOpMaluu O JIEKAPCTBEHHOM
[Mpumeuanue npenapare BOCIIPOM3BEICHHOTO/THOPUIHOTO/ OHMOaHAIOTHYHOTO
JICKapCTBEHHOTO IIperapaTa IOCJe OKCHEPTU3bl TOTO JKe
U3MEHEHUs pedepeHTHOro JIEKapCTBEHHOTro mpemnapata,
npumMenstoTcs n3meHerns B.1.1 u B.1.2 cooTBeTcTBEHHO.

B.1.7 Uckimtouenue: VYenoust  TpebOyemast TOKyMEHTaNUs [Ipouenypa
a) JIeKapCTBEHHOHN (HOPMBI 1,2 1B
0) 103UPOBKH 1,2 1B

JdoxyMmMeHT aUn™s

1. Hexmapanus, 9to octaBmasi(ue)cs popma(bl) BEITyCKa TOCTaTOYHA(BI) Ui BHIIOJHEHUS PEKOMECHIAINNA 110
JIO3UPOBAHMIO U JIUTEIHHOCTH JICUCHHUS, OMHMCAHHBIX B OOMIeH XapaKTEepHUCTHKE JIEKaPCTBEHHOTO Iperapara.
2. [lepecmoTpenHas nHpOpMAIIHS O JCKAPCTBCHHOM ITpernapare.

Ecnmn paccmaTtpuBaeMasi ekapcTBeHHas! (OopMa WIH O3UPOBKA
ObuTa 3aperucTpUpoBaHa B BHJE OTAEIBHOTO JIEKAPCTBEHHOI'O

[Ipumeuanue mperapara, TO UCKIIOYCHNE TaKOW JIEKapCTBEHHOW (POPMBI MIIn
JIO3UPOBKU OyJleT CUYUTAThCA HE BHECEHHWEM MH3MCEHEHHUH, a
H3BATHEM U3 00pAIICHUS.

B.I. 8 BBenenue unu u3MEHEHUE pPE3OME
CHUCTEeMBI (hapMaKOHAA30pa JIEKAPCTBEHHOTO



npenapara aJsi MeAMIMHCKOro mpuMeHeHus (| Yenouss  TpeOyemast JOKYMEHTALHsS Bun npouenypsr
*)

a) Bsenmenme pe3oMe  CHCTEMBI

dbapmakoHaazopa, U3MEHCHU I

KBAIM(QUUUPOBAHHOTO  JULa IO

(dapmakoHan30py (BKIIOYAs KOHTAKTHYIO L2 IA
nHQopManumo) w (WIN) W3MCHCHHUE ’

MECTOPACHONIOKEH S MacTep-(aiiia CHCTEMbI

(hapmakonamzopa (nanee - MOCD)

JdoxyMmMeHT aUums

1. Pesrome cucrtembl ¢apMakoHaa30pa WIM OOHOBJIIEHHE 3HAYUMBIX JJIEMEHTOB (COOTBETCTBEHHO):
[ToaTBepsKACHUE TOTO, YTO 3asIBUTEIb UMEET B CBOEM PACHOPSHKCHUH KBATU(PHUIIMPOBAHHOE JIUIIO0, OTBETCTBEHHO
3a (hapMaKoHAI30p, M YTBEP)KACHHE, NMOINHMCAHHOE 3asBHTENEM, YTO 3asABHTENb 00JagaeT He0OXOIUMBIMH

crnoco0aMu BBIMIOJMHEHHS 3a/lady M OOS3aHHOCTEH B COOTBETCTBHHM C YCTaHOBJICHHBIMH TpPEOOBaHHSIMH

JIEHCTBYIOIIETr0 3aKOHOJIaTeJIbCTBA B ctepe oOpaleHus JIEKapCTBEHHBIX CPEICTB.
KonraktHas mH(opManys KBaqupHUIMPOBaHHOTO Jinia 1o ¢Gapmakonanzopy PK, B xoropslx pacrnomaraercs
KBATM(HUIMPOBAHHOE JHUIO IO (papMaKOHA30pYy M BEINOJHSET CBOM 3agadd Mectopacnonoxenue MOCD
2. Homep MOC® (ipm HaTHIUH)

JlaHHOe m3MeHeHue oxBaThiBaeT BBeaeHne MOCD He3aBHCHMO
OT HAINYHUS B TEXHUYCCKOW YaCTH PETHCTPAIIMOHHOTO J0ChE
[ogpobHOrO  omHMcaHWUs  CUCTeMBl  (hapMaKOHAA3J0pa.
W3MeHeHNsT KOHTaKTHOTO JIMIA 10 (GapMaKOHAI30py, BKIIOUYas
KOHTaKTHYI0 HWHpopManuio (Homepa TeneoHOB U (Pakcos,
MTOYTOBBIN a/ipec W afpec JIEKTPOHHOH IMOYTHI) W M3MEHEHHS
Mecropacnonoxenus MOCOD (ynuna, Topoj, UHAEKC, CTpaHa)
[Tpumeuanue: JIolycKaeTcs OOHOBIIATH MCKIIIOUUTENBHO MocpeacTBoM Peectpa
Pecnnyonuku Kazaxcran (0e3 HEOOXOOUMOCTH BHECCHHS
H3MEHEeHHUH).
Ecmu meprkaTtens perucTpalliOHHOTO YAOCTOBEPEHUS pruOeraeT K
BO3MOXXHOCTH OOHOBJIICHHS YIOMSHYTOH BBIIIE HH()OPMAIHH
nocpenctBom Peectpa Pecrybnukm Kaszaxcran, oH IoDKeH
yKa3aTh B PETrHCTPAI[MOHHOM J0Che, YTO OOHOBJICHHAs
HH(pOpMaIUsA 3TUX JaHHBIX BKIoueHa B Peectp PK.

B.1. 9 N3meHeHne cylecTBYIOIIENH CUCTEMBI
(hapmakoHaa30pa COTJIACHO MOAPOOHOMY
OMHMCAHHUIO CHCTEMBI (papMaKoHaa30pa (manee
- [IOCD)

VYcnoBust  TpeOyemast moKyMeHTanus Bun npouenypst

a) M3meHeHne KBanM(pHIUPOBAHHOTO JIUIA
mo QapMakoHAA30py, W (WIH) KOHTAKTHOM
uHpopmanuu, u (WIU) TPOUETYPHI
pe3epBUPOBAHU

0) U3menenne 6a3pl JaHHBIX 0€30MMACHOCTH H
(unK) OCHOBHBIX KOHTPAKTHBIX COTJIAIICHHUN B
LENIAX BBIMOJIHEHUS (hapMaKOHA30PHBIX
00513aTeNIbcTB M (MJIM) W3MEHEHWE MecTa
MpOBEAEHUS dbapmakoHa 30pHOI
JICSITEITIBHOCTH

1,2,3 1 1A

-

B) Uubie m3amenenus [IOCD, He Bimsionine

Ha  (QYHKUMOHHUPOBAHHUE  CHUCTEMBI

(dbapmakonamzopa (Hampumep, u3MeHeHHEe | 1 IA
MECTOIIOJIOKEHUS TJIABHOTO  XPaHUJIHINA/

apxuBa, aIMUHUCTPATUBHBIC U3MCHCHU)



r) Buecenne wusmenenunii B IIOC®P mno

pesyabraram okcneptussl [IOCD apyroro 4 1.2 IA
JEKapCTBEHHOTO TIIpemapara TOTO e ’

nepxarenst PY

Y ¢ a1 o B wu 1

1. Cama cucrema ¢bapmakoHan3opa HeE n3MeHseTcs.
2.  Cucrema 06a3pl  JaHHBIX [poNIJa  MEePBHYHYIO  OKCIHEpTH3y  (eclmm  MPUMEHHUMO).
3. [IlepeHoc [nmaHHBRIX U3 JpPyrHX CcHcTeM 0a3 [JaHHBIX BaJIHANPOBAH (€CIM MPHUMEHHMO).
4. Te xe m3menenus B [IOCD BBemeHsl I BceX JIEKAPCTBEHHBIX IMpeENapaToB TOTO ke aepxkarens PY (
OJIMHaKOBas OKoHuYaTenbHast Bepcust [IOCD).

JdoxyMeHT aUuus

1. THocnennsst Bepcust [IOCD u, eciau NpUMEHUMO, ITOCIEAHSS BEPCHs MpenapaT-Creu(UIHOro JOTOTHEHHUS.
OHH OIDKHBI B OTHOIICHIH W3MEHEeHHS KBaTH(PUINPOBAHHOTO JIUIIA 110 (hapMaKOHAA30py BKIIOYATH a) KPATKYIO
ouorpaduo HOBOTO KBAIH(DHUIIMPOBAHHOrO JiKIA MO (hapMaKOHAA30py, 0) HOBOC IMONIOXKECHHUE ICpXKATEas U
KBaJTU(UIIMPOBAHHOTO JIMIIA IO (papMaKOHAI30Py 00 MX CIOCOOHOCTH M MyTSX YBEIOMJICHUS O HEXKEIATCIbHBIX
peaxuusx, MNOJIHCAHHOE HOBBIM KBAJIM(GUIMPOBAHHBIM JIMIO IO (QapMakoHaA30py M JepKaTeleM, H

OTpaxkalolllee OCTAJNbHBIC BBITCKAIONINE W3MCHEHMs, HAmpuMep, B OpPraHM3alMOHHOM  CXeMe.
Ecnu xBanuduumpoBaHHOE JTULO 1O (hapMaKoHaa30py M (MIN) KOHTaKTHAs HH(POpMALUs KBaTU(QHIHUPOBAHHOTO
muma mo ¢apMakoHaa3opy u3HadanbHO He Obutm BKIOYeHB! B [IOC® mmm [TIOCO He cymecTByeT, mojgada
nepecmorpernoro [IOC® me T1pebyercs, HEOOXOAMMO WPEACTABUTH TOJNBKO (GOpMy 3asBICHHS.
2. CchUIKa Ha 3asBICHHE/TIPOLEIYPY M JICKAPCTBEHHBIH Ipenapar, B OTHOIIEHHH KOTOPOr0 U3MEHEHHs ObLIN
0/100pEHBI.

B.I. 10 M3meHeHne 4acToThl M (WMJIH) JAThI
MOZauM  NEPHOAMHMECKOro OTYeTa Mo Toet B

CIIOBHS eOyemast TOKYMCHTAIUS W] TIPOTE Y PBI
6e3zomacHoctu  (ITOOB) nexapcTBEHHBIX peby Y P P

[IpenapaToB JUIsl MEAULUHCKOTO IIPUMEHEHUS
1 1,2 IA

Y ¢ n o B u 1
1. 3meHeHue yacToTsl U (min) aatsl nogauu I[10b cormacoBaHo HaMOHAIBHBIM YTIIOJTHOMOYEHHBIM OPTaHOM.

JdoxyMmMeHT aUums

1. IlpunoXkeHHOE K COMPOBOIUTEIBHOMY MHCHMY 3asBICHHUS O BHECEHHHM M3MEHEHHH: CCHUIKA HAa COTJIAIICHHE
YyOOTHOMOYEHHOTO opraHa.
2. IlepecmoTpenHas yactora u (win) nata nogauu [I00B.

JTAHHOE M3MEHEHHE puMeHseTcs, TUib eciii nuki [10b yka3aH B
PETUCTPALMOHHOM JIOChE CMOCO0AMH, OTIUYHBIMH OT YKa3aHHsI

CCBUIKM Ha TepeueHb OTYETHBIX JaT, U NpU HEO0OXOAUMOCTH

nogaun [10B.

ITpumeuanue

B.1.11 BBenenwme wuInm HU3MEHEHUS
00s13aTENBCTB W YCIOBHHA perucTpanud, YciaoBus TpeOyemasi JOKyMEHTAIUSL Bupn npouenypst
BKITIOYas TUTaH YIIPABICHHUS PUCKAMHU

a) Peanuzanus bopMyITUPOBKH,

. 1 1,2 IA
COTJIACOBAHHOW C YIOJTHOMOYCHHBIM OPTaHOM ’
0) Peammszamus w3MeHEHM, TpeOyrOMHX
npenacTaBieHus jAepxkareineM PY HOBBIX I

JONOJIHUTECIbHBIX JAaHHBIX, HYXXJAIOIIHUXCA B
OKCTIEPTHU3E YIIOJTHOMOYEHHBIM OopraHom (*)

Y ¢ o1 o B u 14
1. 3meHenne peanusyeT NeHCTBUE, 3aTpeOOBaHHOE YIIOMHOMOYEHHBIM OpPraHOM, M HE TpeOyeT momadu
JIOTIOJTHUTEIHHBIX CBEACHUN U (MITH) aTbHEHIIEH SKCIIePTU3HI.

JdoxyMeHT aUuus
1. TpunoxeHHOE K COMPOBOJUTEIHLHOMY IHCbMY 3asBICHHS O BHECCHHMHM H3MEHEHHWU: CChUIKA Ha



COOTBETCTBYIOIEE peleHue YHOJIHOMOUYEHHOTO oprasa.
2. IlepecmoTpeHnHast ”HGOPMALHS O JIEKAPCTBEHHOM IIpenapare.

9TO M3MEHEHHE OXBAaThIBAeT JHINb CHTYalHI0, B KOTOPOH
BBOJMMOE M3MEHEHHUE 3aTparvBaeT MCKIIOYUTEIBHO YCIOBUA U (
ITpumeuanue Win) 00s13aTeNbCTBA PETUCTPALIMK, BKIIOYAs TUIAH YIIPaBICHUS
pHCKaMu W ycioBHs M (WIN) 00s3aTENbCTBA pETUCTpannil Mpu
HCKJIIOYHATENHHBIX 00CTOSTENbCTBAX U YCIIOBHOW PErUCTpani.

BBEJICHUE IUIaHA YIpPAaBJICHUS pPHUCKaMH, 3aTpeOOBaHHOE
*) YIOJIHOMOYEHHBIM OpraHOM, Bcerja TpeOyeT CYIIEeCTBEHHOM
9KCTIEPTHU3HI.

B.I. 12 BkamoyeHne WIH HCKIIOYEHUE
YEepHOTO CHUMBOJIA WJIH MOSCHUTEIHHBIX
y1<a3aH1/1171 B OTHOIICHHUHN J'IeKapCTBeHHLIX

VYenosus | TpeOyemast JoOKyMeHTaIHS Bun npouenypsl
IpenapaTtoB, BXOASIIUX B TEpedYeHb
JIEKapCTBEHHBIX IPENapaToB, MOIJIEKALIUX
JIOTIOJTHUTEIIFHOMY MOHUTOPHHTY

1 1,2 1A

Y ¢ 1 o B H 4
1. JlekapcTBEeHHBIH Tpemapar BKIIOYEH WM UCKITIOYCH U3 MEPEeUHs JIEeKaPCTBEHHBIX MPENapaToB, MOIIeKAIINX
JIOTIOJTHUTEIIBHOMY MOHHTOPHHTY (COOTBETCTBEHHO).

JokKkyMeHT auum s

1. IIpunoxkeHHOE K COMPOBOIUTENHLHOMY MUCHMY 3asiBIIEHUSI O BHECEHHHM HW3MEHEHUH: CChLJIKAa Ha IepeyeHb
JIeKapCTBEHHBIX npenapaTos, MoAJIeKalux JNOTOJIHUTEIbHOMY MOHHUTOPHHTY.
2. TlepecmoTpeHHass WHGpOpPMAIUS O JIGKAPCTBEHHOM IIpemapaTe (OOHOBJICHHAas oOmas XapaKTepUCTHKA
JIEKapCTBEHHOTO TIpeTapaTa, HHCTPYKITHS [0 MEAUIIHHCKOMY ITPUMEHEHHIO (JINCTOK-BKJIIA/IBII)).

JIAaHHOC W3MCHCHUC OXBATBIBACT CHUTYAIUIO, HPHU KOTOPOI
BKJIIOUCHHE WJIM HCKIIOYCHHE YCPHOTO CHMBOJA WU
MOSICHUTENBHBIX YKa3aHUHM HE MPOU3BOJUTCSA B paMKax APYroi
PeryJsITOpHON MpoLeAypbl (HampuMmep, MPOLEAypbl MPOIJICHUS
WJIN U3MEHEHUSI, 3aTparuBaoiieli HHYOPMAIHIO O JeKaPCTBEHHOM
npenapare).

ITpumeuanue

B.1. 13 Ilpoune u3smMeHeHusl, HE ONUCAHHBIE B
JIPYTHX pa3zeniaXx Hactosmero JlomonHeHus,
BKJTIOYAIONIUX T0Jady HCCIeIOBaHUHU
YIOJIHOMOYEHHOMY oprany (*)

VYcnoBust  Tpebyemasi TOKyMeHTaIHs Bun npouenypst

II

€CJIM 3KCIEPTU3a YIOJHOMOYEHHBIM OPraHOM ITOAAHHBIX JTaHHBIX
OPUBOAUT K H3MEHEHHIO oO0meld XapaKTepHCTHUKHU
[Ipumeuanue JIEKapCTBEHHOTI'O Ipernapara, MapKUPOBKH, JaHHBIM U3MEHEHUEM
OXBATBIBAIOTCS COOTBETCTBYIOIME IOMPaBKH K 0OmIei
XapaKTEpUCTUKE JIEKAPCTBEHHOI'O MpernapaTra, MapKUpOBKeE.

JlaHHOE M3MEHEHuEe HE NPUMEHSETCS K U3MEHEHUSIM, KOTOpBIE
NPUHATHI B KauecTBe M3MeHeHud IB Tuna mo ymonvaHuio B
COOTBETCTBUU C JIIOOBIM JIPYTUM pa3leyioM HAaCTOSIIEro
JlomonHeHUsI.

*)

[Ipunoxenue 2
K Impuka3sy Munuctpa
3IPaBOOXPAHECHUS
Pecny6mmku Kazaxcran
ot 19 ampens 2019 roga
Ne KP ICM-43



YTBepKIeHbI
npuKazoM MuHHCTpa
31paBOOXpAaHEHHS
Pecny6inku Kazaxcran
ot 18 Hos6ps 2009 roma Ne 736

ITpaBuna mpoBeeHNA SKCIEPTH3EI MEIUIUHCKIX W3
I'maBa 1. O0mue monoxeHus

1. Hactosimue [IpaBuiia nmpoBeneHus: SKCOEPTU3bl METUIIMHCKUX U3 (faee -
[IpaBuna) paspaboransl B cooTBeTcTBUU co craTheld 63 Konexca PecmyOnuku
Kazaxctan ot 18 centabps 2009 roma "O 310poBbe Hapoga U CHUCTEME
3apaBooxpaHenus" (manee — Kojekc) W omnpenensior MOPSI0K IPOBEICHUS
AKCHEPTU3bI MEUIIUHCKUX U3JICTUN.

2. DKcnepTu3a MEJUUMHCKUX U3JEIUN B COOTBETCTBUM C MYHKTOM 2 CTaTbu 63
Konekca mnpoBoauTCsi rocyaapCTBEHHOM HSKCHEPTHOM opraHuzamuei B cdepe
oOpallleHus] JIEKAPCTBEHHBIX CPEICTB M MEJIUIMHCKUX U3Jenuil (Jamee —
rocyJIapCTBEHHAs DKCIIEPTHAST OpraHu3aIs).

3. DkcrnepTu3e noaiekar nmpousBeieHHble B PecmyOnuke KazaxcraH, a Takxe
BBO3MMBIE Ha €€ TEPPUTOPUIO METULIMHCKUE U3IEITUSI.

4. Jlo mogauu 3asiBICHUS] HA DKCIEPTU3Y MEIUIIMHCKOTO U3JCNIHS 3asIBUTEIb MO
cOOCTBEHHOW WMHHUIIMATHBE TMOJTY4YaeT B FOCYJIAPCTBEHHOW 3KCMEPTHOM OpraHu3aIiuu
HAyYHYIO U MPEAPETUCTPAMOHHYI0O KOHCYJIbTAIlMI0O HAa JOTOBOPHOM OCHOBE IO
BOIIPOCaM, CBSI3aHHBIM C IMPOBEJICHUEM SKCIIEPTU3bI MEAUIIUHCKOTO U3/IEIIHUS

5. Jlna mpoBeneHus SKCNEPTU3bl MEIUIIMHCKOTO HW3JEIus, MPUMEHSIEMBIX
NPUMEHSIEMOr0 B CIyXk0€ KpOBH TOCYyAapCTBEHHAasi H3KCHEPTHAs OpraHu3alus
OPUBJIEKAET CIEIUATUCTOB M3 MNPO(MIbHBIX OpraHu3aluid, OCYLIECTBIISIOMIUX
NEeATeNbHOCTD B cepe CIyKObl KPOBHU.

6. B HacTosimux [IpaBunax uCnosib3yroTcs CIEAYIOIINE TEPMUHBI U ONPEIEICHUS:

1) MenuIMHCKUE U3AENUS [ AUArHOCTUKHU in Vitro — Jt00ble MHCTPYMEHTHI,
amnmaparsl, TPUOOPHI, 00OpYyIOBaHWE, MaTEpHUANIbl, PEAreHThI, KaIUOpPaTOpPHI,
KOHTPOJIbHBIE MaTepUAJIbl U MPOYHUE U3JCIIUS, TPUMEHSIEMbIE B MEIUITUHCKUX IIEAX
OTJIENTbHO WJIM B COYETAaHUU MEXKIY COOOM, a TakKe BMECTE C MPUHAIJIC)KHOCTIMH,
HEOOXOJAMMBIMU JIJI1 MPUMEHEHUS YKa3aHHBIX W3JCIUN M0 Ha3HAYCHUIO, BKIIOUas
ClieliMajibHOE MPOrpaMMHOE OOecrledYeHrue, U MpeAHa3HAYEHHbIE MPOU3BOUTEIIEM
MEIUIIMHCKOTO W3JeNUs JJisg MPUMEHEHHUs NPHU HMCCIEeAOBaHUAX Invitro oOpas3ios
OMOJIOTMYECKUX MATEepUAJIOB YEJIOBEKA JJIS MOJyYeHUs] MHPOpMAIui OTHOCUTEIHHO
(U3MOIOTUYECKOTO0 WM TATOJIOTUYECKOTO COCTOSIHUS, BPOKJICHHOW MaTOJOTHH,
IPEAPACTIOIOKEHHOCTH K ONPEACICHHOMY KIMHUYECKOMY COCTOSTHUIO WJIM OOJIe3HH,
COBMECTHUMOCTH TKAHEH C MOTEHIUAIbHBIM PEHUITUEHTOM, IPOTHO3ZUPOBAHUS PEAKIINI



Ha TepareBTHYECKUE BO3JCHCTBHUS, BBIOOpA TEpaNeBTHYCCKUX CPEACTB U (WIJIH)
KOHTPOJIS JICUCHHUS,

2) HauMMEHOBAaHWE MEIMIIMHCKOTO H3JIEJIHS — CIOBECHOE O00O3HAUYEHHE
MEIUIIMHCKOTO HW3JCNHS, ONMPEACsaIoniee MOJACIb, PAa3HOBUIHOCTh, MOIU(UKAIHIO,
THII;

3) KOMIUICKTYIOIIEe K MEAUIIMHCKUM H3JACIUAM — U3JeIne, HE SBIISIONIeeCs
MEIUITUHCKUM H3JCIINEM WU MPUHAIC)KHOCTHIO K HUM, B TOM YHCJIE€ OJIOKH, YacTH,
AJIEMEHTHI U3JIeNINsI, MaTePHaIIbl, 3allaCHbIC YacTH, TPeAHA3HAYCHHBIC MPOU3BOIUTEIICM
MEIUITUHCKOTO U3/ICTHUS IS IPUMEHEHHUS B COCTABE MM COBMECTHO C HUMU;

4) Habop (KOMIUIEKT) MEAUIIMHCKUX H3ICIUN - COBOKYITHOCTh MEIUITMHCKUX
U3JICIINA, WUMCIOINUX €IWHOE Ha3HAUYCHHWEe W MApKHPOBKY, C YKa3aHHEM IepedHs
yYKa3aHHBIX MEAUITMTHCKUAX W3JEITHM.

5) mpUHAMIEKHOCTh K MEAUIIMHCKUM HU3JACIUSAM — U3JICNINE, HE SBISIONICECS
MEIUIIMHCKUM HU3JeTIMeM, TMPEeIHA3HAYEHHOE MPOU3BOJUTENIEM [Jii COBMECTHOTO
NPUMEHEHHUS C OJIHUM WJIM HECKOJbKHMH MEIUIMHCKUMH H3ACTUSIMHA JIIS
HCIOJIL30BaHUs B COOTBETCTBUU C MX HA3HAUECHUEM;

6) 6€30MMacHOCTh MEIUITMHCKOTO U3CIHS — OTCYTCTBHE HEAOIMYCTUMOTO PHCKA MPU
UCIIOJIb30BAaHUN METUITMHCKOTO M3CIIHS, CBSI3aHHOTO C IPHYUHEHHEM BpEla KU3HH,
3I0POBBIO YEIIOBEKA, a TAK)KE OKPYXKAIOIIeH cpeie;

7) 3akmodeHrue o 60e30macHOCTH, YPHEKTUBHOCTH U KauyeCTBE MEIUIIMHCKOTO
U3eNus — JOKYMEHT, COJIEpXKAlUid pe3yJbTaThl DSKCIEPTU3BI 3asSBICHHBIX
MEIUIMHCKUX U3ACIINI;

8) pacxomHBI MaTepuan K MEAUIIMHCKUM W3ACIHSIM — U3JETUs U MaTePHAIIHI,
pacxojyeMbple TP HCIOJb30BAHUU MEIMIIMHCKOTO H3Jens, O0O0eCIIeUBAIONINE
IPOBEJICHUEC MAHUMYJISAIUA B COOTBETCTBHHM C (PYHKIIMOHAIBHBIM Ha3HAYCHUEM
MEIUIMHCKOT0 U3ACIINS;

9) nmpou3BOAUTENb MEIUIIMHCKOTO M3Jenus — cyObekT B cepe obOparieHus
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX HM3JCIINA, OTBETCTBCHHBIN 3a pa3paboTKy U
W3TOTOBJICHHE MEIUIMHCKOTO U3JeNusi, JeNaroluid ero JOCTYMHBIM s
UCIIOJIB30BaHMUsl OT CBOEr0 MMEHHM HE3aBUCHMO OT TOro, pa3paboTaHo U (WiM)
W3TOTOBJICHO ATUM JIMIIOM WM OT €r0 UMEHHU JIPYTUM JIMIIOM (JIMIIaMH), U HECYIIHM
OTBETCTBEHHOCTb 32 €ro 0€301acHOCTb, KaueCTBO U 3 (HEKTUBHOCTH;

10) xaduecTBO MEIMUIIMHCKOTO MU3JICJIUSl — CTEIEHb COOTBETCTBUS COBOKYITHOCTHU
CBOMCTB M XapaKTEPHUCTHK MEIUIIMHCKOTO M3CNIHS IEIIM ero MpeIHa3HauYeHHOTO
HCIOJIL30BaHUS;

11) HOpMaTUBHBIM JTOKYMEHT IO Kaue€CTBY MEIMIIMHCKOIO U3Jenus (nanee —
HOPMATHUBHBI JOKYMEHT) — JOKYMEHTHl (MEXKIYHApOIHBIC, PETrHOHAIbHBIC),



HallMOHAJIbHBIE CTAHJIAPThI, CTAHAAPTHl OPraHU3alliy, YCTAaHABIMBAIOIINE KOMILIEKC
TpeOOBaHMI K KaueCTBY, 0€30MaCHOCTH, TPAHCIIOPTUPOBKE U XPAHEHUIO METULIMHCKUX
HU3eJIMM, a TaK)Ke K METOJUKaM MCIBITAHUM;

12) 3¢ PeKTUBHOCT, MEAUIMHCKOTO M3JENUsI — COBOKYMHOCTh CBOMCTB H
XapaKTEePUCTUK MEIUIIMHCKOTO H3JeNus, 00eCHeunBalouIuX TOCTIDKCHHE IieNel
NpEHA3HAYECHUS, YCTAHOBJICHHBIX IPOU3BOJAUTEIIEM MEIUIIMHCKOTO HW3IEIUS U
NOJTBEPKIACHHBIX IPAKTUKON €r0 UCIIOJIb30BAHUS;

13) DkcrniepTHBI COBET TOCYJIapCTBEHHOW 3KCHEPTHOM OpraHu3auuu (ganee —
DKCIEpPTHBIN COBET) — KOJUIETHMalbHBIM OpraH, cO3JaBaeMblil B TOCyJapCTBEHHOMU
SKCHEPTHOM OPraHU3alMHU [0 PACCMOTPEHUIO CIIOPHBIX BOIPOCOB B pPE3yJbTaTax
AKCIEPTU3bl, OCHOBAaHMH (IPUYMH) BBIJAYM OTPUIIATEIBHBIX 3aKIIOUYEHUU MO
3¢ (heKTUBHOCTH, OE30MACHOCTH M KA4eCTBY JICKAPCTBEHHBIX CPEJCTB, MEAMIIMHCKUX
U3JIEJINIA U IPUHSTUIO OKOHYATEJIbHOTO PEILICHHUS;

14) monens - OykBeHHOE, IU(PpOoBOE WU OYKBEHHO-IIU(DPOBOE 0003HAUECHUE OTHOM
€IUHULIBI METULIUHCKOTO U3EIHS;

15) Mmoaudukaius — pa3HOBUIHOCTh MEAUIIMHCKOTO M3ENHSI, UMEIOLIAasl 00IIHE C
OCHOBHBIM MEIUIIMHCKUM HU3JIETUEM KOHCTPYKTHUBHBIC NMPU3HAKU, pa3paboTaHHbIE HA
0a3ze OCHOBHOIO H3JENHS C LIeJIbI0 €r0 yCOBEPIIEHCTBOBAHUS, paclIMpeHus Jn0o
CIeIHAIN3AlMU PUMEHEHUS B MEAUIIUHCKUX 1EJISIX;

16) npou3BoACTBEHHAs TUIOLIAJKA — TEPPUTOPHATBHO 000COOICHHBIA KOMILIIEKC
MPOU3BOUTENS] MEIUIIMHCKUX W3ACIUHN, MpeIHa3HAYCHHBIM JJIsI BHIIOJHEHHS BCETO
npoliecca NpOU3BOACTBA MEAUIIMHCKUX U3JIETIUN WU €r0 OMPEAECICHHBIX CTaINN;

17) ynolHOMOYEHHBIA MPEACTaBUTENb MPOU3BOJIUTEN — IOPUINYECKOE HIIH
¢u3uyeckoe JMIO, 3aPErUCTPUPOBAHHOE B KA4eCTBE HMHIAUBHUAYAJIBHOTO
npeanpuHuMarens, sABisfwmonieecs pesuaeHtom  PecnyOnukm  Kaszaxcraw,
YIOJHOMOYEHHBIE JIOBEPEHHOCTBIO IMPOU3BOJIUTENSI MEAULUHCKOIO U3JENIHS
IPEACTABIATh €r0 MHTEPEChl MO BOIMPOCAM OOpaIlleHUs] MEIULUHCKOTO M3JEIUs Ha
tepputopun Pecnybmmkum KaszaxctaH B COOTBETCTBHM C JICHCTBYIOIIUM
3akoHoJaTeNbCTBOM PecnyOnuku Kazaxctan B 0071acTH 3JpaBOOXpaHEHHUS;

18) 3asiBUTENH — MPOU3ZBOJAUTENH (M3TOTOBUTEINb) WU UX NPEICTABUTEND,
YIOJTHOMOYEHHOE M0JaBaTh 3asBJICHUE, TOKYMEHTHl U MaTepuaiabl Ha MPOBEICHUE
AKCIEPTU3bl MEAUIIMHCKOTO U3ENUs )i PErUCTPALlUU, IEPEPErUCTPALIN, BHECEHUS
VU3MEHEHUN B PETUCTPALIUOHHOE J10ChE;

19) TunopasmMepHsbIil psia — psa U3ACIUN U3 OJHOPOIHOIO MaTepuana, ¢ IUuHON
KOHCTPYKIIUEH, OOIIUM TEXHOJOTHYECKUM MPOIECCOM, OOmUM (DYHKITMOHATHHBIM
Ha3HAYEHUEM, OTJIMYAIOLIMXCS pa3MepaMu, AUaMeTpaMu, NIyOuHOM, BECOM, 00bEMOM,
BETOM U (pOpPMON;



20) perucTpallMOHHOE JI0OCh€ — KOMIUIEKT JOKYMEHTOB M MaTepHalioB
YCTAHOBJIGHHOTO COJEpPaHUs, MPEIACTABISAEMBbIM K 3asBICHUI0O HAa DKCIEPTU3Y
MEIUITUHCKOTO U3]ICIINS;

21) BHeceHHME U3MEHEHUM B PETUCTPAIIMOHHOE JOChE€ — U3MEHEHUS, BHOCUMBIC
3asiBUTEJIEM B PETUCTPAIIMOHHOE JI0ChE B TEUECHHUE JICMCTBUSI PETUCTPAIIMOHHOIO
yIOCTOBEPEHHUSI, HE BIHAIOINIME Ha 0€301MacHOCThb, 3(P(YEKTUBHOCTh U KavyeCTBO
MEJIUIIMHCKOTO U3JIeNUs U MOJJIekKAI[Me SKCIEPTU3E B COOTBETCTBUU C HACTOSAIIUMU
[IpaBunamu;

I'naBa 2. ITopamok mpexoCTaBIICHAA PETACTPAIMOHHOTO JOCHE 1A IPOBEACHASA
SKCHEPTU3EI MEAUIMHCKOT0 H3CIHU

7. g mpoBeneHns SKCIEPTU3bl MEAUIIMHCKOTO U3 3asBUTEND 3aKIIF0YAET C
rocyJapCTBEHHOM DKCIIEPTHOM OpraHu3alueil JOroBop Ha IPOBEAEHUE DKCIIEPTU3BI U
npenocrasiiger B LleHTp o0ciyKMBaHUs 3asiBUTENEH rOCYIapCTBEHHOW 3KCIEPTHON
opranuzauuu (nanee — [{03) cnenyromuye JOKYMEHTHI:

1) 3adBieHuEe Ha NPOBEACHUE SKCHEPTU3BI MEIULIMHCKOTO U3JIENUs Mo (opme
corjacHo npuioxeHuro 1 k Hactosmmm [IpaBuiiam;

2) perucTpanMoOHHOE JO0ChE, COJEprXKallee IepeueHb JIOKYMEHTOB
PETUCTPALlMOHHOTO JOChE Ul JKCIEPTU3bl MEAULHUHCKOTO M3AEIUs COIJIACHO
IPWIOKEHUIO 2 K HacTosmuM [IpaBuiam;

3) 00pa3ibl MEAULIMHCKOTO U3ENHSI, CTAaHIaPTHBIE 00pa31bl XUMUYECKHUX BEILECTB
, TECT-IITAMMOB MHKPOOPTraHU3MOB, KYJbTYp KIJIETOK, CHELUU(UUECKUX PEAreHTOB,
pacXOJHBIX MaTepuajoB, HEOOXOAUMBIX JI1 BOCHPOU3BOJAUMOCTH METOJHK
1a00paTOPHBIX UCIIBITAHUN MEIUIIMHCKOTO U3/ENUs B KOJMYECTBAX, JOCTATOYHBIX JJIs
TPEXKPATHBIX UCIIBITAHUM C OCTATOYHBIM CPOKOM I'OJTHOCTH HE MEHEE LIECTU MECSIIEB;

4) KONUIO AOKYMEHTA, MOJATBEPKAAKOLIEr0 OILIATy 3asBUTEIEM CYMMBI IS
NPOBEACHUS DKCIEPTU3bl HA PACUETHBIM CUET TOCYJApCTBEHHOM SKCHEPTHOU
OpraHU3alLNH.

8. @opMHpOBaHUE 3asIBICHUS HA IIPOBENCHHUE DKCIIEPTU3BI MEAUIIMHCKOTO U3IEIUs
C IPUIIOKEHUEM NEPEYHsl JTOKYMEHTOB PETHCTPALMOHHOIO JOCHE JUISl IKCIEPTHU3BI
MEIUIMHCKOTO W3JENUs COIVIaCHO NPWIOXKEHUIO 2 K HacrosamuMm IIpaBuimam
OCYILECTBJISETCS B HMHPOPMALMOHHOW CHCTEME TOCYJAapCTBEHHOW 3KCIEPTHOU
opranuzanui (aanee — *HGOPMaAIMOHHAs CUCTEMA) IO UHIUBUAYAIbHOMY MapOJIIO.

9. Cnenmanuct 1{O3 nociie mpueMa JOKyYMEHTOB, IPEyCMOTPEHHBIX ITYHKTOM 7
HacTosuux IIpaBun B TeueHne oHOro padbovyero AHs:

1) ocyiecTBIsSET perucTpanmio 3asBiaeHUs] B MHPOPMALIMOHHONW CUCTEME;

2) ocCywIeCTBISET 3arpy3Ky 3JEKTPOHHOI'O PErMCTPALMOHHOIO JIOChE B
MH(POPMAIIMOHHYIO 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.

Jist cobutoieHust yCI0BUM XpaHEeHUsl (TeMIepaTypHBIM peXUM, BJIaKHOCTB)
00pa3ipl MEAUIIMHCKOTO M3 MPEAOCTABISIIOTCS HApPOYHO HENMOCPEICTBEHHO B
UCTIBITATENbHYIO JIA0OpaTOPHIO.

10. BxitoueHrue B OJHO PETUCTPAIMOHHOE JOChE€ HECKOJIbKUX MOAUGDUKAIUN
MEIULUHCKOTO U3ENNs, BO3MOKHO TP CIEAYIOIIUX YCIOBUAX:

1) npon3BOACTBO MOAU(PUKALIMI MEAUIIMHCKOTO U3/IEIIHS OCYIIECTBISIETCS OJTHUM
IPOU3BOJIUTENIEM U UMEIOT 00IIE KOHCTPYKTUBHBIE IPU3HAKY;
2) MoaupuKanuu MEAUIMHCKOTO HU3JENINsl OTHOCUTCS K OJHOMY Kiaccy
NOTEHIIUAJIBHOTO PUCKA TPUMEHEHUS;

3) MoauduUKaMK MEAUIMHCKOIO H3JAENNs UMEIT ollee (yHKIMOHAIBbHOE

Ha3HA4YCHUE;

4) MmonuduKaMu MEIUIIMHCKOTO W31 UMEIOT OIHY 00J1acTh IPUMEHEHUS;

5) MoaMpUKALIMKY METULIMHCKOTO U3JIEIUsl UMEIOT €IMHbIE TPaBUIIa SKCIUTyaTalluu
U MpaBUjIa CEPBUCHOTO 0OCITYKUBAHUS.

11. B ciy4asx nmpencraBiIeHHs 3asiBUTENIEM HETOJHOIO MaKeTa JOKYMEHTOB, a
TaK)X€ HE COOJIOJIEHUs YCIOBHM, MPEAYCMOTPEHHBIX TYHKTOM 7 HacTosmux I[IpaBun
cnenuanuct [{O3 oTka3bIBaeT B MpueMe 3asiBICHUS.

I'maBa 3. ITopamok mpoBeneHNA SKCIIEPTU3H MEIUIIMHCKOTO H3eIIHA

IMaparpad 1. Otamsl mpoBeACHUSA SKCIIEPTH3H MEAUIIMHCKOTO W3IEIHL

12. Dxcneprr3a MEUIIMHCKOTO U3/CIIHSI COCTOUT U3 CIEAYIOIINX 3TAIMOB:
1) HayasbHast 3KCHepTHU3a (BAIMIALUS PETUCTPALIMOHHOTO 10ChE);
2) nabopaToOpHbIE UCMIBITAHUS MEIUIIMHCKOTO U3Aeius (3a UCKIIOYECHHUEM
MEIUITMHCKUX U3ICIUH SBISIONMXCS annapaTaMu, IpuoopamMu Wik 000py10BaHUEM);
3) cnenuanu3upoBaHHas HKCIEPTU3A.

13. DkcnepTusa MpOBOAUTCS C UCIOIb30BaHUEM WH()OPMAIIMOHHOW CUCTEMBbI
roCyJJapCTBEHHOM 3KCHEPTHON OpraHu3aluy, WHTErPUPOBAHHON C eauHOoi 0a3oif
naHnaeix  "Cuctema ympaBlieHUs JeKapcTBeHHoro ooOecneuenus" EnuHoit
UH(OPMAIITMOHHON CUCTEMOM 37JpaBOOXPAHEHHUS.

ITaparpad 2. ITopsanok npoBeneHUs Ha9aIbHON SKCIEPTH3H (BATHIAIIAN
PETHUCTPAIMOHHOTO JOCHE) MEIUITMHCKOTO H3/ISIIU



14. Tlocne mpueMa 3asBJIEHUS YKCHEPTOM MPOBOAUTCS HayaldbHas dKcHepTUsa (
BAIMJAIUS PETUCTPAIMOHHOIO JIOChE) MEIUIIMHCKOTO U3JeIusi B CPOKH,
peyCMOTPEHHBIE TJIaBo# 6 HacTosmux [IpaBuit.

15. Ilpu HavanabHOM SKCHepTH3E (BaTUIAIMU PETUCTPALIMOHHOTO JOCHE)
MEIUIMHCKOTO M3JEJIUs TMPOBOJAUTCSA OLEHKA TMOJHOTBI, KOMIUIEKTHOCTH H
IpaBWILHOCTH OQOPMIICHHS JIOKYMEHTOB, IMPEJICTaBICHHBIX 3asBUTEIEM B
pEeTUCTPAllMOHHOM JOCh€ B OTHOILICHUM JOKAa3aTelIbCTB O€30MacHOCTH,
3G (PEKTUBHOCTH M KAaYeCTBAa MEIUIIMHCKOTO M3JCNHs, a TaKXKe MPOBEPKH 00pas3IoB
MEJIUIIMHCKOTO M3JIeJUs U CTaHJAapTHBIX 00pa3lloB Jisl MPOBEACHUS JIaOOPATOPHBIX
UCIIBITAHUI Ha COOTBETCTBHUE YCIOBUSAM, MPEIBSIBISIEMBIM K 00pa3iiaM MEeIUIIMHCKOTO
u3AeNus NI J1abOpaTOPHBIX UCIBITAHUN COTJIACHO MPHWIOKEHHUI0 3 K HACTOSIIUM
[IpaBunam.

16. B cnywyae Hanuuus 3aM€UaHU B PETUCTPALMOHHOM JOCHE 3asBUTEIIIO
HaIpPaBJISIETCA MUCHMO C YKa3aHMEM BBISIBJICHHBIX 3aME€UaHUM U HEOOXOAMMOCTU HX
YCTpPaHEHUS B CPOK, HE MPEBBIIIAIOIINN IECTHECAT KaJCHIAPHBIX JTHEH.

17. IIpu He ycTpaHEHUH 3aMEYaHUN U HENPEACTABICHUN OTBETA B YCTAHOBJICHHBIE
CpPOKH, TpEayCMOTpPEeHHble NMyHKTOM 16 Hacrosmmux IIpaBun, rocynapcTBeHHas
AKCIEpPTHAsl OpraHu3alusl HaINpaBIISIET 3asBUTEII0 YBeJOMJIEHUE (B MPOU3BOJIBHOM
¢dbopme) 0 peKpaIieHuu IKCIEPTU3BI MEAUITMHCKOTO U3/IEIHS.

18. Tlo pe3ynbTaTaM HadaJbHOW IKCIEPTU3BI (BaTUAlMU PETUCTPALIUOHHOIO
JIOChE) COCTABIISIETCS OTYET HAYaJbHOW AKCIEPTU3BI (BATUAAIMUA PETUCTPALIMOHHOTO
JI0OCh€) MEIUIIMHCKOTO W3AENUs, MPEACTABICHHBIX Ha 3KCIEPTHU3Y COIJIACHO
npuioxeHuto 4 k Hacroamum IIpaBunaM WM OTYET HAYAIBHOM SKCHEPTHU3BI (
BAJIUJIAIIMU PETUCTPALMOHHOIO JI0Ch€) U3MEHEHUN, BHOCUMBIX B PETUCTPALMOHHOE
JIOChE€ MEAUIIMHCKOTO M3AENUS COTIaCHO MPUIIOKEHUIO 5 K HacTodmmM [IpaBunam.

ITaparpa¢ 3. ITopsnok mpoBeacHNA 1a00PAaTOPHEIX HCIBITAHWH MEIUIIMHCKOTO
W3eNus

19. B cnydae mojoXUTEIBHOTO OTYETa HAYaJIbHOM SKCHEPTU3bl (BaluIalUU
PETUCTPALIMOHHOTO JI0Ch€) MPOBOJSTCA Ja0OpaTOPHBIE MCIBITAHUS O00pa3IoB
MEIUITMHCKOTO U3/IETUsl B CPOKH, MPETyCMOTPEHHBIE r1aBoil 6 HacTosimux [IpaBuo.

20. JlaGopaTtopHble HUCHBITAHUA OOpa3lOB MEAULMHCKOTO HU3JENIHs, 3a
UCKIIIOUCHUEM MEIUIIMHCKUX W3JEIHUIN SBISIOMMXCS anmaparamu, MpuOopamMu WIH
000pyJIOBaHUEM, OCYIIECTBISIIOTCS B  MCIHBITATEIbHBIX  JIaOOpaTOPHUIX
rOCy/IapCTBEHHOM AKCIEPTHON OpraHu3alMy B LEAX MOATBEPKICHUS COOTBETCTBUS
nokaszarensiM Oe30MacCHOCTH M KayecTBa MEIUIIMHCKOTO W3JEeusl 3asBJICHHBIM B
HOPMaTUBHOM JIOKYMEHTE POU3BOUTENS U BKIIOYAIOT:

1) ucnipiTanust 0Opa3oB METUIIUHCKOTO U3/IEIHS;



2) onpeesieHrne BOCIIPOU3BOAUMOCTH METOIMK aHAJIN3a.

HcnpiTanusga oOpa3loB MEIUIMHCKOTO M3JENUsl OCYIIECTBISIIOTCS MyTEeM
npoBefeHusT (HU3UKO-XUMUUYECKUX, OMOJIOTUYCCKUX M TEXHUYECKUX HCTBITAHUHN B
LEeJsAX MOJATBEPXKACHUS COOTBETCTBUSI IOKa3aresied 0Oe30MacHOCTH M KayecTBa
MEIUIUHCKOTO U3/ICIIHS.

[Ipu ucneiTannu 00Pa3OB MEAUIIMHCKOTO U3/ICNIUS ONpeIeNsieTcs Onoiornieckas
0€301acHOCTh WJIM OLIEHKAa OMOJIOTMYECKOrO JIEUCTBUS, (PU3NYECKUE U MEXaHUYECKHE
nokasaTenu, (QyHKIIMOHAIbHbIC, TEXHHUYECKUE M (DU3NKO-XUMUUYECKHE IMOKa3aTelu,
NoATBepXkAatoue 0€30MacCHOCTh U Kaue€CTBO MEAUIIMHCKOTO U3/IEIHS.

Onpenenenre BOCIPOU3BOAUMOCTA METOJUK aHAIN3a MO KOHTPOJIO KauecTBa
MEIULIMHCKOTO MU3AENHS OCYUIECTBIIAETCS B LIEJISIX NOATBEPKACHUSA UX COOTBETCTBUS,
PEeAYyCMOTPEHHBIX HOPMATUBHBIM JIOKYMEHTOM HPOU3BOIUTENS.

21. JIaGopaTtopHble UCIBITAaHUS HE MPOBOASATCS MPU MPOJJICHUU CPOKA JEHCTBUS
PErUCTPALIMOHHOTO YJOCTOBEPEHUSI B CIydae MPUCYTCTBHUS Ha (papMalEeBTHUYECKOM
peiake PecryOonuku Kazaxctan MeAMIIMHCKOTO WU3/1eIusl, TPOU3BEIEHHOTO B YCIOBUSX
ISO (MCO) 13485 unu GMP (Ixudwmlln), He MeHee necatu jeT 0e3 pekiiamanuii Ha
uXx 0€30MacHOCTh, 23PHEKTUBHOCTh U KA4€CTBO.

22. B ciyuae BBIABICHHS 3aMEUYaHUI 1O pe3yJibTaTaM JIA0OPaTOPHBIX UCIIBITAHUI
3aBUTENI0 HAMNpPaBIISIETCSI MUCbMO C YKAa3aHHEM BBIABICHHBIX 3aMEYaHUU H
HEO0OXOMMOCTU UX YCTPAHEHUS B CPOK, HE MPEBBIIAIONINNA IEBIHOCTA KaJIEHJAPHBIX
JTHEH.

23. IIpu He mpeaoCTaBICHUU 3asBUTEIIEM OTBETA HA BHICTABICHHBIE B MUCHME
FOCYJapCTBEHHOM SKCIEPTHOW OpraHu3alli 3aMEYaHUs B YCTAHOBJIEHHBIN CPOK,
NpPEeAYyCMOTPEHHBIN MYHKTOM 22 HacTosuux [IpaBui u oTpUIIaTENbHBIX pE3yJIbTaTax
Ja00paTOPHBIX MCHBITAHUM, MaTepUaNIbl HAIIPABIAIOTCS B DKCIEPTHBIA COBET IS
NPUHATHUS PEIIeHUs 00 0TKa3e M MPEKPaIEeHUs IKCIIEPTU3BI METUITUHCKOTO U3/IEITH.

24. Tlo pe3ynpraTaMm J1aOOpAaTOPHBIX HMCHBITAHUNA MEIUIIMHCKOTO H3JEIUs
UCIIBITATEILHOW J1Ta00paToOprel COCTABISETCS MPOTOKON HCIHBITAaHUA 1O (opme
COTJIACHO MPUJIOKEHUIO 6 K HacToAmuM [ IpaBunam.

25. lns oOpas3ioB MEAUIMHCKOTO M3JeNHs, TPeOYIOUUX OCOObIX YCIOBUMN
TPAaHCIOPTUPOBKU U TPOBEJCHUS UCTIBITAHUN C UCIOJIB30BAHUEM CHEU(UYECKOro
000pyI0BaHUs U BCIIOMOTATENbHBIX CPEACTB JIA0OPATOPHBIE UCTIBITAHUS MPOBOASTCS B
nabopaTopuu KOHTPOJISL KauyecTBa MPOU3BOAMUTEINS WM B KOHTPAKTHOU J1abopaTopuu,
VICIIOJIB3YEMOM IPOU3BOJAUTEIEM B IIPUCYTCTBUU IPEACTABUTEIEH TOCYIAPCTBEHHOU
SKCIEPTHOW OpraHU3aLIHH.

[To pe3ynpTaram HCHBITAHWNA COCTABIISIETCS OTYET O PE3yJbTAaTaX MPOBEACHHS
71a060paTOPHOTO UCTIBITAHMSI B JTAOOPATOPUH KOHTPOJIS Ka4yeCTBA MPOU3BOIUTEIIS WU B
KOHTPAKTHOM J1a00paTOpuu, UCIOIB3YEMOM MTPOU3BOAUTENIEM COTIACHO MPUIIOKEHHUIO
7 x HactosiuuM [IpaBuinam.



ITaparpad 4. ITopsAnok npoBeACHHA CIICIAAIM3UPOBAHHOMN SKCTIEPTH3HI
MEIUIMHCKOTO W3ACIINA

26. B ciaydae moJOXKHUTEIBHOTO OTYETa HAayalbHOM IKCHEPTH3BI (BaIuIalNU
PETUCTPAIMOHHOTO JOChE) U MOJIOKUTEIBHOTO pe3yJibTaTa JIabOpaTOPHBIX UCIIBITAHUN
IPOBOJUTCS CHELUATM3UPOBAHHAS SKCIEPTU3a MEAMIIMHCKOTO H3JIETUs B CPOKH,
IPEAYCMOTPEHHBIE IN1aBoM 6 HacTtosmumx [IpaBur.

27. Cnenuanu3upoBaHHas SKCIEPTU3a MMPOBOJIUTCA MYyTEM MU3YYCHHS JOKYMEHTOB
PErMCTPAlMOHHOTO J0ChE Ha MpeaMeET UX 0e301acHOCTH, 3(PPEKTUBHOCTU U Ka4yecTBa,
BKJIFOYAIOIIAS:

1) onteHky Oe3omacHOCTH, 3P (HEKTUBHOCTH M Ka4eCTBA MEAUIIMHCKOTO U3IEIHS;

2) OLEHKY BIMSHHS BHOCHUMBIX B PETHCTPALIMOHHOE JOChE€ U3MEHEHHH Ha
6e30macHOCTh, 3((PEKTUBHOCTh U KAYECTBO MEAUIIMHCKOTO U3JIEIHS;

3) aHaJIU3 JAHHBIX O pa3pabOTKE U MPOU3BOJICTBE MEIUIIMHCKOTO U3/IeTUs (CXEMBbI
IPOLIECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJMI IPOU3BOICTBA, YIIAKOBKHU, UCIILITAHUHN U
MPOIIEAYPhI BBIITYCKa KOHEUHOTO MPOYKTa);

4) aHanu3 OTYETOB MO pe3yJibTaTaM OLIEHKU YCIOBUW MPOU3BOACTBA U CHCTEMBI
obecrieueHus1 KauecTBa MPU TOCYJAPCTBEHHONM PErUCTpalliyd MEIUIIMHCKOTO U3/EHs;

5) ananu3 O6MOIOTMYECKON 0€30MaCHOCTH MEAUIIMHCKOTO HM3JEIUs Ha OCHOBE
aHaJlu3a BCEX MAaTEPUAJIOB >KUBOTHOTO WJIM YEJIIOBEYECKOI0 IPOMCXOXKICHUS,
BXOJISIINAX B MEIUITMHCKOE M3JeNne, a TaKxke MHPOPMAIUU O OAOOpPE HCTOYHUKOB (
JIOHOpPOB), oTOOpE MaTepuaia, MPOLECCUHTe, XpPaHEHUU, TECTUPOBAHMM, a TaKXKe
oOpallleHusi ¢ TKaHSIMH, KJIETKaMHu, CyOCTAaHUIMSIMU XKUBOTHOTO WJIM YEJIOBEYECKOTO
IIPOUCXOXK/IEHUS, KyIbTypaMyU MUKPOOPTaHU3MOB U BUPYCOB;

6) aHaIU3 OTYETA KIMHUYECKUX UCIBITAHUMN, ONbITa TPUMEHEHHS B KIMHUYECKOU
IpPaKTUKE MEJUIIMHCKOTO W3Aenus kiacca 20 (C MOBBIIIEHHON CTENEHBIO PHUCKA),
Kkjacca 3 (C BBICOKOW CTETEHBIO PUCKA), METUIIMHCKOTO U3/EIus, MpeHa3HauYeHHbBIX
nast  3abopa, XpaHeHHUs], IMEepeluBaHUid KpPOBH M €€ KOMIIOHEHTOB,
KJIMHUKO-1a00paTOPHBIX MCIBITAHUN MEAUITMHCKOTO U3JENUs s invitro (MH BUTPO)
JMAarHOCTUKHM HE3aBUCUMO OT KJlacca PUCKa;

7) aHanu3 3asBJICHHON B PETHCTPAIMOHHOM J10Ch€ CTAOMIBHOCTH MEAUIIMHCKOTO
u3enusi U (WIiM) JIEKApCTBEHHOTO CPEJICTBA, BXOJAIIETO B COCTaB MEIMIIMHCKOTO
U3JIeNusl, CTaOWJIbHOCTH pPEareHTOB W pPAacXOJHOTO Marepuana BXOMSIIUX B
KOMIUJICKTAIIMI0O MEAUIUHCKUX W3JeIUl 1Jig invitro (MH BUTPO) IUATHOCTUKHU
3aKpBITOrO TUIIA;

8) AKCIepTU3y COOTBETCTBUS MOKa3aTeel 0€30MacHOCTH U KauecTBa, YKa3aHHBIX B
HOPMATHUBHOM JIOKYMEHTE TMPOU3BOJUTENSA, CTaHAapTaM (HAlMOHAJbHBIM,
PErHOHATILHBIM, MEKTyHAPOIHBIM);



9) ananu3 MPOTOKOJIa HUCTBITATEIBHON 1a00OpaTOpUM, OLIEHKY pPE3yJIbTaTOB
71a00paTOPHBIX UCTIBITAHUM;

10) u3ydeHue BaTUIHOCTH MPOTPAaMMHOTO OOECIieYeHUs Ha OCHOBE aHalIM3a
JAHHBIX O €ro Bepudukaluu, B TOM 4YHUCIe HMHPOpMALMU O €ro pa3paboTke u
TECTUPOBAHUH HA MPEANPUATUU U TIPU MYJIbTULIEHTPOBBIX UCCIEIOBAHUSIX, TAHHBIX 00
UACHTU(PUKALIMA U MAPKUPOBKE OMEPAIIMOHHON CUCTEMBI;

11) aHanu3 mpoueaypbl ¥ METOAOB CTEPWIM3ALNU MEIULHUHCKOTO HU3IEIus,
MaTepHUaioB, OOOCHOBBIBAIOLIUX CIOCOO CTEPUIIM3ALNU, NPEIaraéMbIX METOOB
KOHTpOJISI KayecTBa W OINpPEJENEeHUs] OCTATKOB CTEPHIJIM3YIOLIErO BEIIECTBAa IpPH
NPUMEHEHUU XUMUYECKOTO CIIoco0a CTepHIIN3alNY;

12) ananu3 6e30nacHOCTH ¥ 3P (HEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA B COCTaBE
MEJIMIUHCKOTO U3IENNS, €ro BIUSHUS Ha (PYHKIIMOHAIBHOCTh METUIIUHCKOTO U3ACIus,
COBMECTUMOCTH JIEKAPCTBEHHOTO CpPEACTBAa C MEIMIIMHCKUM u3aeaueM (3a
UCKJIFOYEHUEM MEIUIIMHCKOTO U3JIeTus ISl AUAarHOCTUKHU 1nvitro (MH BUTPO);

13) o1eHKYy JOCTOBEPHOCTH JAHHBIX, YKAa3aHHBIX B 3agBJICHUU U JOKYMEHTaX
PErUCTPALIMOHHOTO JI0ChE€, OTHOCUTEIBHO Kjacca B 3aBUCUMOCTH OT CTENEHU
HNOTEHIIMAIIBHOTO PUCKA TPUMEHEHUS MEJULUHCKOIO U3/IEIINS;

14) aHanu3 COOTBETCTBUSI TEKCTa MPOEKTA MHCTPYKLUHMH MO MEIULHUHCKOMY
OPUMEHEHUIO  MEIUIMHCKOrO  H3JEJusl OpUTHHANy  HHCTPYKIUH  OT
OpraHU3alUU-IPOU3BOIUTENS U 0POPMIICHUS MPOEKTa UHCTPYKIUU B COOTBETCTBUU C
HOPSAJIKOM COCTaBJIEHUS U 0(POPMIICHUS HHCTPYKLUHU 110 MEAUILMHCKOMY IIPUMEHEHHUIO
U oOIel XapaKTEepPUCTUKHU JIEKAPCTBEHHBIX CPEICTB M MEIUIMHCKUX W3JCNIHH,
YTBEPKIAEMBIN YIIOJITHOMOYEHHBIM OPTaHOM COIUIACHO MYHKTY S5 crarbu 75 Konekca;

15) ouenky mHpopmanuu, coaepkamencs B HKCILTyaTallAOHHOM JOKYMEHTE
MEIUIUHCKOTO U3/1EIHs;

16) ananu3z uHboOpMaIuu, cojaepkalieiicss Ha 00pa3lax MakeTOB YMaKOBKH,
ATUKETOK, CTUKEPOB MEIMIIMHCKOTO H3JEeJIUsi B COOTBETCTBUHM C TPEOOBAHUSIMU
3akoHogaTenbcTBa Pecrybnuku Kaszaxcran B cdepe oOpamieHus: geKapCTBEHHBIX
CPEIICTB U METUIIMHCKUX U3/ICTUH;

17) ananu3 mpeacTaBiICHHBIX MPOU3BOJAUTEIEM CBEIACHUN O HATUYUU UIU 00
OTCYTCTBHM COOOIIEHHI O HECYACTHBIX CIydasiX U OT3bIBaX C PbIHKA MEIMIIMHCKOTO
u3JeNusl, 0 HEOJIAronpUsTHOM COOBITUM (MHIIMACHTE), CBI3aHHOM C UCMOJb30BAHUEM
MEAUIMHCKOTO H3JeNNs, YBEAOMIICHUI MO 0€30MacHOCTH MEAMIIMHCKOTO H3IeINus,
M0JIX0/1a K PACCMOTPEHUIO 3TUX MPOOJIEM U UX PEIICHHs MPOU3BOIUTEISIMU B KAXKIOM
U3 TaKUX CIIy4aeB, ONMUCAHUs KOPPEKTUPYIOUIUX JIEHCTBHM, IPEANPHHSITHIX B OTBET Ha
yKa3aHHbIE CIydad, a TAK)KE€ COOTHOLIEHUSI YPOBHS MPOJaXX M KOJIMYECTBA HECUACTHBIX
CJIy4aeB U OT3bIBOB MEIUIIMHCKOTO U3JENHs U3 OOpaIleHHMS.

28. B mepuoj npoBeneHUs CHENUATU3UPOBAHHON IKCIEPTHU3bI MPU HATUYUU
3aMEeYaHU 3asIBUTEIIO HAMIPABJISETCS MUChMO C YKa3aHUEM BbBISIBIICHHBIX 3aMEYaHUHN U



HEOOXOAMMOCTH UX YCTPAaHEHUS B CPOK, HE MPEBBIIAIOIINNA IECTHAECAT KaJCHAAPHBIX
JTHEH.

29. B cimydae BO3HUKHOBEHHS TIONOJHUTEIBHBIX BOITPOCOB, KACAKOIINXCS CBEACHUI
, IPEJICTABJICHHBIX 3asBUTEJIEM B OTBETE Ha MPEAIIECTBYIOIINUNA 3aNpocC, 3asiBUTENb B
TE€YEHUE TPUALATH KAJICHIAPHBIX JTHEH C MOMEHTa IOJY4YEHHs 3alpoca HaIlpaBiseT
OTBET M HEOOXOJMMbIe MaTepHuajbl Ha JOMOJHUTEIBHBIN 3alpPOC rOCYAapCTBEHHOM
DKCIEPTHOW OpraHU3aIUy.

30. IIpu He nmpeoCTaBIECHNUN 3asIBUTEIEM OTBETOB HA MMCHMO I'OCYIapCTBEHHOM
AKCIEPTHOM OpraHu3alui, a TaKXKe MPEeIOCTaBICHUU HEMOJIHOIO0 OTBETa U
HEOOXOJMMBIX MAaTEepUAIOB B CPOKH, MPEAYCMOTPEHHBbIE MyHKTamMu 28 u 29,
MaTepHalibl CIEHUATM3UPOBAHHON SKCIIEPTU3bI HANIPABISAIOTCA HA DKCIIEPTHBIM COBET
JUISl IPUHATUSA pelieHuss 00 OTKa3e W NPEKpalleHUs] SKCIEPTU3bl MEIUIMHCKOIrO
U3JIEIINSL.

DKCHEpPTHBIN COBET pacCcMaTPUBAET MOCTYNHBUIME MATEPHANIbl €KEMECIUYHO U
pe3yibTaThl PELIEHUS TOCYyAapCTBEHHAs JKCIEPTHAs OpraHu3alus HaIlpaBiseT
3asIBUTENIO B TEUEHHUE I€CATH KAJICHIAPHBIX JHEH.

31. B ciiy4ae MOJ0XUTEIBHOIO OTYETA CIELUATU3UPOBAHHON SKCIEPTU3BI
COCTABJISIETCS] SKCHEPTHBIM OTYET CHEIUATU3UPOBAHHON HKCIEPTU3bl MEIUIIMHCKOTO
U3JIENUsl COTJIACHO MPUJIOKEHHIO 8 K HacToAmuM IIpaBunaM miam 3KCOEPTHBIA OTYET
CIIEHUATU3UPOBAHHON DJKCIEPTHU3bl O BIMUSHUM BHOCHUMBIX HW3MEHEHUU B
perucTpallMOHHOE J0Che Ha 0e30macHoCTh, 3P(HEKTUBHOCTH W KauecTBO
MEIUITMHCKOTO U3/1eNus 1o ¢hopmMe, COrsiacHO NMpuitoxkeHuto 9 k HactosimuMm [IpaBunam

I'naBa 4. Ilopamokx GopMHpOBaHNS pe3yIETATOB MIPOBEACHHON SKCIIEPTH3HI
MEIUIMHCKOTO W3ACIINA

32. Ilo oKOHYaHWUHW SKCIEPTHU3BI 3asIBUTEIb B TCUCHUE TPHUAIATH KaJCHIAPHBIX
JIHEHW, HEe BXOJANUX B CPOK NPOBEACHHUS OSKCHEPTHU3BI COTIIACOBBIBACT C
rOCYJapCTBEHHOHN DKCIIEPTHON OpraHu3alluedl CBEICHHUS O MCIMIIMHCKOM H3JCIIUU U
UTOTOBBIE JJOKYMEHTHI (HHCTPYKIIUIO TT0 METUITMHCKOMY MMPUMEHEHHUIO 1 MapKUPOBKHU
MaKeTOB YIIaKOBKH, 3TUKETOK, CTUKCPOB).

CoracoBanre OCYIIECTBISIETCS B DJICKTPOHHOM BHUJE MO WHIWBHAYATbHOMY
MapoJIIo Yepe3 JINYHBIN KAaOMHET WK MyTeM MPEIOCTABICHUS JINCTA COTIIaCOBaHUSI.

B ciydae HecornacoBaHUs 3asiBUTEIEM B TEUEHUE TPUJIATH KaJeHIAPHBIX JTHEH
CBEJICHUI O MEIUIIMHCKOM H3JCIIHH, 3aKIIF0UCHUE 0 0e30macHOoCTH hopMupyercs 6e3
€r0 COTJIaCOBaHUSI.

33. I[lo pe3ynbTaTtam MNPOBEAEHHOM SKCHEPTU3bl MEAUIIMHCKOTO HU3ICIHS
rocyJapCTBeHHAs PKCIIEPTHAS OpraHU3aIys COCTABIISICT 3aKIIOUCHHUE 0 OC30IIaCHOCTH,



3¢ (HEKTUBHOCTU U Ka4eCTBE MEIUIIMHCKOTO M3/IEJHs, 3asiBICHHBIX Ha SKCIEPTU3Y IO
dopme cornacHo npuioxeHuto 10 k HactosiuuMm IlpaBuinam u 3akio4yeHue O
6e3omacHOCTH 3 (HEKTUBHOCTH M KaueCTBE MEAMIIMHCKOIO U3JEIHsI IPH U3MEHEHHH,
BHOCHMBIX B PETHCTPAIMOHHOE JOChE COIrJIacHO MpuiiokeHuto 11 K HacToAmum
[IpaBriaM, mOANMCAHHOE PYKOBOIMTEIEM TOCYJApPCTBEHHOM JKCIEPTHOU
OpraHU3allH WA YIOJIHOMOYEHHBIM JIULIOM.

34. I'ocynapcTBeHHas SKCIIEPTHASI OPTaHU3ALNs] HAIIPABIIAET B 3JIEKTPOHHOM BUJE
B I'OCYJApCTBEHHBIN OpraH:

1) 3akmodyeHue o 6e30macHOCTH, YPHEKTUBHOCTU U KauyeCTBE MEIUIIMHCKOTO
U3JIETUS;

2) MHCTPYKUHUIO M0 MEAUIIMHCKOMY MPUMEHEHUIO MEIUIIMHCKOrO W3JeNus Ha
Ka3aXCKOM M PYCCKOM SI3bIKaX, pa3paldaTblBAEMYyI0 B COOTBETCTBUU C MOPSIIKOM
COCTaBJICHUS U OOPMIICHUS MHCTPYKIIUU IO METUIIMHCKOMY MPUMEHEHHUIO U 00IIei
XapaKTEepPUCTUKU  JIEKAPCTBEHHBIX CPEICTB M  MEIUIMHCKUX  M3AEJUi,
3apErUCTPUPOBAHHYIO YIIOJHOMOYEHHBIM OPraHOM COTJIACHO MYHKTY S5 cTaTtbu 75
Kopekca u corimtacoBaHHy10 3KCIIEPTHON OpraHU3aIuen;

3) MakeThl YNAaKOBOK, ATHKETOK, CTUKEPOB MEIMIIMHCKOIO H3JeNIusl,
COIJIACOBAHHBIX TI'OCYIApCTBEHHOM JKCIEPTHOM OpraHu3aldedl Ha Ka3axXCKOM U
PYCCKOM SI3bIKax.

35. 1o pe3ynbTaTaMm 3KCIEPTHU3bl FOCYAAapPCTBEHHAsA HKCIEPTHAsl OpraHU3alus
dbopmMupyeT CBOAHBIM OTYET MO Oe30macHOCTH, IPHEKTUBHOCTH M KAYECTBY
MEIULIHUHCKOIO U3JEIUsl B COOTBETCTBUH C MpUiIokeHueM 12 k Hactosium [IpaBuiam,
4acTh KOTOPOro pa3MEIlaeT Ha HMHTEPHET-PEeCcypce rOCyAapCTBEHHON 3KCIEPTHOMN
OpraHH3aluH.

36. 3akitoueHne o 6€30MacHOCTH, YPGHEKTUBHOCTH U KaueCTBE MEAUIIMHCKOTO
U3JIENUs IEWCTBUTENIBHO B TEYEHUE CTa BOCBMUIECATH KaJCHIAPHBIX JHEW. B ciydae
UCTEUYECHHS CPOKa JACHCTBUS 3aKII0YEHUsI 0 0€3011aCHOCTH, YPHEKTUBHOCTH U Ka4yeCTBE
MEIULIHUHCKOTO HW3JENHs, 3asgBUTEIb MOBTOPHO IMOJAET 3asBJICHHE, TOKYMEHTBI U
MaTepuaibl 1Jis IPOBEICHUS SKCIIEPTU3bl B COOTBETCTBUU C HAcTOSIIMMU [IpaBuiamu.

37. OTpuuaTenabHOE 3aKII0YEHUE O 0€30MACHOCTH, 3(PPEKTUBHOCTH U KAYECTBE
MEIULIUHCKOTO U3AENHS BBIIAETCS B CIIydasx:

1) HenpeAcTaBIeHHE MOTHOTO KOMIUIEKTA PETUCTPALIMOHHOTO JI0ChE TOCIIE BbIAUH
3aMEYaHHUN 3asBUTEIIO B IIPOLIECCE TPOBENCHUS SKCIIEPTU3bI B CPOKH, YCTAHOBJICHHBIE
Hactosmmnmu [IpaBunamu;

2) npeACTaBJICHMS 3asBUTEIEM HEJJOCTOBEPHBIX CBEJICHU;

3) nosiy4eHue OTpUIATENIbHBIX PE3YIbTATOB OJTHOTO U3 3TANOB IKCIEPTU3bI U (I )
OTPULATEIbHBIX 3AKIFOYEHHUIN 3KCIEPTOB MPOPUIBHBIX OPraHU3aALUL;

4) HeCOOTBETCTBUA (PAKTUYECKUX YCIOBUM MPOU3BOJICTBA U CUCTEMBI 00eCTIeueHuUs
KayecTBa yCJIOBHAM, 00€CIIEUMBAIOIINM 3asBJICHHYIO 0€30MMaCHOCTh, 3()(PEKTUBHOCTD U



KayeCTBO MEIUIIMHCKOTO U3/EIUs, M0 pe3yabTaTaM OLEHKU MPOU3BOJCTBA U CUCTEMBbI
oOecIieueHHs KaueCTBa;

5) orkasza 3asBUTENS OT OpPraHU3alMM TOCCLICHUs MNpPeAnpuiTus (
TIPOM3BOJICTBEHHOM TUIOMIAIKH) C IEIBI0 OIICHKU YCIOBHI TIPOU3BOJCTBA M CHCTEMBI
oOecredyeHus] KauecTBa, B COOTBETCTBUHU C TPEeOOBaHUSIMHU 3aKOHOJATEIbHBIX aKTOB
Pecny6nuku Kazaxcras.

38. B ciyyasix oTpHULIATEIBHOIO 3aKIIIOUEHHS 0 0€3001aCHOCTH, 3P (HEKTUBHOCTHU U
KayeCcTBE MEAUIIMHCKOTO U3/ENNS WK OT3bIBA 3asIBUTEIIEM 3asBJICHUS HA SKCIIEPTU3Y
mociie Havajaa MpOBEACHUS dKCIEPTU3bl, CTOMMOCTh TIPOBEACHUS IKCIEPTHBIX padoT
3asiBUTEIIO0 HE BO3BPAILIAIOTCS.

39. Ilocne 3aBepieHUs MPOEAYPHI SIKCIIEPTU3BI TOCYAapCTBEHHAS YKCIIEpTHAS
opranu3zainus (opMUPYET 3JIEKTPOHHBIN apXHUBHBINA SK3EMIULSIP PETrUCTPALMOHHOTO
J0ChE, COJEpX allUuil JOKYMEHTHl M MaTepualbl pe3yjibTara JSKCHEepTU3bl (
JOTIOIHUTENbHBIE MaTepUalibl, MPEJCTABICHHBIE 3asBUTEIEM IO 3ampocy
rOCyJJapCTBEHHOM JKCIIEPTHOM OpraHu3alliM, 3aKIOYEHUsS HayalbHOM JKCIEPTHU3HI,
CHEIUATN3UPOBAHHON HKCIEPTU3BI, MPOTOKOJBI HCIBITATENBHONW JTabopaTopun),
3aKJII0YeHHe 0 0e30macHOCTH, d(PPEKTUBHOCTU U KayeCTBE, 3apErUCTPUPOBAHHYIO
UHCTPYKIIMIO 10 MEAUIMHCKOMY TPUMEHEHHI0 MEIUIMHCKOTO H3eus,
3apEruCTPUPOBAHHBIE MAaKEThl YMAaKOBOK, 3THKETOK, CTUKEPOB M XpaHAIIUNCA B
AJIEKTPOHHOM apXHUBe.

Bo Bpemsi nelcTBUS PETHCTPAllMOHHOTO YAOCTOBEPEHHUS apXUBHOE
PETUCTPALIMOHHOE JIOChE, TOMOJIHIACTCS KOMUSIMHU PETUCTPAIIMOHHBIX YIOCTOBEPEHUN O
BHECCHHMH H3MEHEHHMH CO BCEMHU MPUIOKEHHBIMH JTOKYMEHTAMH 3asBHTENS B
AJIEKTPOHHOM BUJIE.

PeructpamnmioHHOe 10ChE XPAaHHUTCS B AJCKTPOHHOM apXHWBE C COOIIOJICHHEM
TpeOoBaHMM KOH(DUIEHIINATIBHOCTH HE3aBUCUMO OT PE3YyJIbTaTOB SKCIIEPTHU3BIL.

PeructpanmonHoe 10Che MEIUIIMHCKOTO W3NSl Ha DJIEKTPOHHOM HOCHUTEINE

XPaHUTCS IECATH JIET.

I'naBa 5. Oco6eHHOCTH MPOBEACHUA SKCIEPTH3HI MEAUIIMHCKOTO W3EIHSA

40. Pa3psACHEHHUS WM YTOYHEHHS, BO3ZHHUKAIOUIME B IMEPUOJ NMPOBEACHUS
AKCIEPTU3bl MEXIY TOCYJapCTBEHHOW SKCIEPTHOW OpraHM3alHdeil U 3asiBUTENIEM,
ocymecTBisAoTes yepe3 1103 nmyrem popmupoBaHus 3J€KTPOHHOTO JOKYMEHTA IO
WHJMBUYyaTbHOMY TIAPOJIIO 3asBUTENS uepe3 HHOOPMAIMOHHYIO CHCTEMY C
AIEKTPOHHO-UM(PPOBOI MOANUCHIO 3aABUTENS W TOCYJAPCTBEHHOM SKCHEPTHOMN
OpraHu3alluy WU Ha OyMaXHBIX HOCHUTEIISX.

41. Ilpu npoBeACHUN SKCHEPTU3BI MEIUIIMHCKOTO U3AEIUs rOCYyIapCTBEHHAs
JKCIIEPTHAS OpraHu3alusl YCTAHABIMBAET COOTBETCTBUE 3asBJICHHOTO KJIacca B



3aBUCHUMOCTH OT CTENEHH NMOTCHUUAIBHOIO PUCKA NMPUMEHEHUS B COOTBETCTBHUU C
[IpaBunamu knaccupuKalu MEIUIMHCKUX U3JETUNA B 3aBUCUMOCTH OT CTEIEHU
NOTEHIHAIIBHOTO PUCKA MPUMEHEHHUS], YTBEPKIAEMbIMU YIIOJIHOMOUYECHHBIM OPTraHOM
coryiacHO yHKTY 2 ctatbu 83 Kopekca.

42. B OTHOWIEHUH MEIUIIMHCKOTO H3JIeNIUs, HUMEILIET0 OeccpoyHOe
PETUCTPALIMOHHOE YJOCTOBEPEHUE, TOCYAAPCTBEHHON HKCHEPTHOM OpraHu3aluen
OCYLIECTBIISIETCA MEPUOJNYECKAsl OLIEHKAa COOTHOILIECHHUS MO0JIb3a/pPUCK HA OCHOBAHUU
HEMPEPHIBHOTO MOHUTOPUHTA 0€30M1aCHOCTH.

43. DxcnepTu3a NPUHALIECKHOCTA MPOAYKIIMKA K MEIUUHUHCKUAM HU3AECIUSIM U
HEOOXOJIUMOCTH €€ TOCYJIapCTBEHHOW perucTtpanuu B PecmyOnuke Kazaxcran
OCYIIECTBIIAETCSA T'OCYIAPCTBEHHOM JKCIEPTHOW OpraHM3alueil B COOTBETCTBUU C
JIOTOBOPOM, 3aKJIFOUEHHBIM MEXAY 3asBUTEIEM M TOCYJapCTBEHHOW HKCIIEPTHOU
OpraHU3aIMEN.

44. DOkcneprtuza HM3MEHEHMH, BHOCHMBIX B PETHCTPALHOHHOE JOChHE,
OCYIIECTBIISETCS HA MEIULIMHCKOE U3JIENINE B NEPUOM AEUCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHUS U HE CHUKAET 0€30MacHOCTh U KaueCTBO MEAUITUHCKUX U3JIEITUH.

45. Nzmenenus: kiaccuuUIUPYIOTCS B COOTBETCTBUU C MEPEYHEM M3MEHEHMIA,
BHOCHUMBIX B PETUCTPALMOHHOE J0CHE€ MEIUIMHCKOTO U3AECIUSA B MEPUOJ NCHCTBUS
PETUCTPALlMOHHOTO YJOCTOBEPEHHSI COIJIACHO MPUIIOKEHUIO 13 K HacTOSIuUM
[IpaBunam. MI3MeHEHNs, HE BKIIOUYEHHBIE B YKa3aHHBIN MEPEUYEHB, MOJJIEKAT HOBOU
pETUCTpALMY B COOTBETCTBUHU C HacTosmmmu [IpaBumamu.

46. 3asgBUTENb B TEUYEHUE JIByX MECALEB IMOCJIE YTBEPKACHUS BHOCHMBIX
U3MEHECHUN MPOU3BOJAUTEIEM IIOJAET 3asBJICHHE Ha MPOBEICHUE OKCIEPTU3BI
MEIUITMHCKOTO U3/IeTus o JopMe COTaacHo NnpuiiokeHuto 1 k Hacrosmm [IpaBunam.

47. K 3adBIE€HUI0 O BHECEHUHM H3MEHEHHN B PETUCTPALMOHHOE JOChE
MEJIUIIMHCKOTO U3JIeTUs MPUIaralTcsl JOKYMEHTbl U MaTepUalibl, HEOOXOIUMBbIE IS
BHECEHMS UBMEHEHUM, coriacHo [lepeuHio n3aMeHeHn, BHOCUMBIX B PETUCTPAIITMOHHOE
JIOChE€ MEUIIMHCKOTO U3/IENINS B IEPUOM AEUCTBUSA PETUCTPALIMOHHOTO YIOCTOBEPEHUS
COTJIaCHO MpuiokeHuto 13 k Hactosmum [IpaBunam.

48. I'ocynapcTBeHHasl KCIIEpTHAs OpraHU3alus Ha OCHOBAaHUU PE3yJIbTATOB
AKCIEPTU3bl COCTABIIAET 3KCHEPTHBIA OTYET CHEUHAIM3UPOBAHHOW SKCIEPTU3BI O
BJIUSIHUM BHOCUMBIX H3MEHEHHMH B PETHCTPALlMOHHOE J0Che Ha O€30IacHOCTb,
3(PeKTUBHOCTh M KA4YEeCTBO MEIUIMHCKOTO u3Jenus 1o ¢GopMe COTrJacHo
npuioxeHutro 9 k Hacroamum [IpaBuimaM, NOANUCAHHBIA PYKOBOJIUTEIEM
CTPYKTYPHOT'O TIOAPA3ACIICHUS U SKCIIEPTOM, IPOBOAUBILNM JKCIIEPTU3Y .

49. 1lpousBoauTeENb WM YIOTHOMOYEHHBIM NPEACTABUTENb MPOU3BOIUTEI
MEIUIUHCKOTO H3JAEIHs B TEYEHUE [JBYX MECALUEB BHOCUT HW3MCHEHUS B
PETUCTPALIMOHHOE IOChE HA OCHOBAaHMM MOHUTOPHHIa 0€30MacHOCTH MPOBOJMMOTO B
COOTBETCTBHU C MOPSJAKOM TIpOBeJAeHUs (apMakoHag30pa W MOHUTOPHUHTA



0€30MacHOCTH, KauecTBa U 3(P(HEKTUBHOCTH METUIMHCKUX U3IENUN, YTBEPKAAEMbIH
YIOJHOMOYEHHBIM OPTaHOM cOrylacHO MyHKTY 3 ctathu 85 Koxekca.

I'maBa 6. Cpoku IpOBEICHHUS SKCIEPTHA3E MEIUIMHCKOTO H3ICITH

50. Cpoku mpoBeACHUS SKCIIEPTU3bI METUIIUHCKOTO U3CIIHS COCTABIISIOT!

1) mpu skcnepTr3e MEIUIIMHCKOTO M3AEeaus Kiacca 1 U kjmacca 2a B CPOKH, HE
MIPEBBIIAIONINE JIEBSIHOCTA KAJICHIAPHBIX JIHEH, B TOM YHCIIC:

HayaJbHas JKCIepTu3a (Badulalus PErucTpalMOHHOTO JOChE) - JECSTh
KaJICHJIapHBIX JTHEH;

7a00paTOpHBIE UCTIBITAHUS - TPUALIATH KaJICHIapHBIX JIHEH;

CIICIMAIM3UPOBAHHAS IKCIEPTHU3A - COPOK KAJIICHJAPHBIX AHEW (B TOM YHUCIE,
MOJTBEPKJACHUE AyTEHTUYHOCTH WJIM TIEPEBOJ Ha Ka3axCKUU SI3bIK MapKUPOBKH
MaKETOB YIaKOBOK, AJTHUKETOK, CTHUKEPOB, MHCTPYKIHHU [0 MEIUIMHCKOMY
MIPUMEHEHHIO, B TCUCHUE JICCSITH KaJleHIapHBIX JTHEH);

dbopMHupOBaHHE 3aKIIOYCHHS O 0e30macHOCTH, 3 (PEKTUBHOCTH M KAUECTBE -
JIECATh KaJeHIapHBIX JHEH;

2) npu 3KCHEPTU3E MEIULMHCKOTO U3Jeus Kilacca 20 (C MOBBIILIEHHON CTENEHbIO
pucka) u kimacca 3 (C BBICOKOM CTEMEHBIO PHUCKA) - B CPOKH, HE MPEBBIMIAIOIINE CTa
IIECTUECATH KaJeHAAPHBIX JHEH, B TOM YHUCIIE:

HayvajbHas HSKCIEepTH3a (BaluJaius PEerucTPAlMOHHOTO JI0ChE) - JIBaJIATh
KaJICHIAPHBIX JHEWU;

71a00paTOPHBIC UCTIHITAHUS - ECThACCAT KaJCHIAPHBIX THEH;

CIIeIMAIM3UPOBAHHAS DKCIIEPTH3A - CEMBJCCAT KaJeHIApHbIX JHEH (B TOM YHUCIE,
NOATBEPKACHUE AyTEHTUYHOCTU WJIM TEPEBOJ HA Ka3axXCKUU SI3bIK MapKUPOBKHU
MaKeTOB VYIIAaKOBOK, JTHUKETOK, CTHUKEpPOB, HHCTPYKIUU 10 MEIUIMHCKOMY
MPUMEHEHUIO, B TCUCHUE JIECSITH KaJleHIapHBIX JTHEH);

dbopMHUpoOBaHUE 3aKIIOYEHHS O 0e30macHOCTH, 23 (PEKTUBHOCTH M KAuyeCTBE -
JECATh KAIEHIAPHBIX THEW;

3) BHeCeHHE M3MECHEHUI B PETUCTPAIIMOHHOE JOChE MEAMITMHCKOTO M3eaus (6e3
pOBEICHUs 1a00PAaTOPHBIX UCIIBITAHHI) B CPOKH, HE MPEBBIIIAIONINE IECTUACCATH
KaJICHIAPHBIX JHEH, B TOM YHCIIE:

HavaJbHAs JKCIepTH3a (Baduaaiys PErucTPallMOHHOTO J0ChE) - JECSTh
KAICHIAPHBIX JTHEW;

CIICI[MAIM3UPOBAHHAS IKCIEPTU3A - COPOK KAJICHJAPHBIX AHEW (B TOM YHUCIE,
NOATBEPKJACHUE AyTEHTUYHOCTH WJIM TEPEBOJ Ha Ka3axXCKUU SI3bIK MapKUPOBKHU
MaKETOB YIMaKOBOK, JTHUKETOK, CTHUKEPOB, HMHCTPYKIHH MO MEIUIIMHCKOMY
IPUMEHEHUIO, B TCUCHUE JIECSITH KaJleHIapHBIX THEH;



dbopMHUpOBaHUE 3aKIIOYCHHS O 0€30macHOCTH, 23 (PEKTUBHOCTH M KAUyeCTBE -

JECATh KaJICHAAPHBIX JHEH.
4) BHeceHUE U3MEHEeHUM Tuna [ B perucTpalioHHOE 10Che MEAUIIMHCKOTO U3
(c mpoBeneHHEM JIAaOOPATOPHBIX HCIBITAHUM) B CPOKH, HE TPEBBIIAIOIINAC
BOCBMU/IECSITU KaJIE€HJAPHBIX JHEW, B TOM YHUCJIE:
HayaJbHas JKCIepTh3a (BaduIaius PErucTPallMOHHOTO J0ChE) - JECSTh
KAICHIAPHBIX JTHEW;
7a00paTOpHBIC UCIIBITAHUS - ABAJIIATh KaJCHIAPHBIX JTHEH;

CrieliMaIu3upOBaHHAsl DKCIEPTU3A - COPOK KaJEHJApPHBIX JHEH (B TOM 4HCIIE,
MOJITBEPKICHUE AYTCHTHUYHOCTH WJIM TMEPEBOJ HAa Ka3aXCKUW S3bIK MAapKHUPOBKHU
MAaKETOB YIAaKOBOK, JTHUKETOK, CTHUKEPOB, HHCTPYKUHU MO MEIUIIMHCKOMY
MIPUMEHEHHIO, B TEUCHHUE JIECATH KaJCHIaPHBIX THEH);

dbopMUpoBaHUE 3aKJIIOYEHHS O 0e30MacHOCTH, 23 (PEKTUBHOCTH U KAUECTBE -
JECATh KaJI€HIAPHbBIX JHEW;

5) skcmepTH3a MEIUIIMHCKOTO u3Aenus (He TpeOyHIUX MNpOBEACHUS
Ja00paTOPHBIX MCHBITAHUM HE3aBUCUMO OT Kjlacca) OCYLIECTBISETCS B CPOKHU, HE
MIPEBBIIAIOIINE JEBIHOCTA KaJCHIAPHBIX JHEHM, B TOM YHUCIIE:

HayaJbHAs JKCIepTu3a (Badualus PErucTpalluOHHOTO JOChE) - JECSTh
KaJICHIAPHBIX JHEM;
CIIeIIMaIM3UPOBAHHAS SKCIIEPTU3A - CEMBIECAT KAJICHIAPHBIX THEH;
dbopmMupoBaHue 3aKIOUCHHS O O0e30macHOCTH, Y(HPEKTUBHOCTH U KAYECTBE -
JECSTh KaJCHIAPHBIX JTHEH.
51. B cpoku npoBeaeHus 3KCOEPTU3bI MEAULIMHCKOTO U3AEIUS HE BXOIAT:
1) BpeMs BOCITOTHEHHUSI HEKOMILJIEKTHOCTH PETUCTPAIMOHHOTO JIOChE;
2) BpeMs PeOCTaBICHUE 3asBUTEIEM JOKYMEHTOB U MaTEPHAJIOB MO 3alpocy Mpu
MPOBEJCHUH SKCIIEPTU3BI B YCTAHOBJICHHBIE CPOKHU;
3) BpeMs TOATOTOBKH M OLICHKH YCJIOBUN MPOU3BOJICTBA;
4) cornacoBaHUE 3asBUTEIEM UTOTOBBIX JOKYMEHTOB;
5) opranu3zanus U IpoBeacHUuEe DKCIIEPTHOTO COBETA.

[Ipunoxenue 1
k [IpaBunam nmposeneHus
SKCHEPTU3bl MEAUIIMHCKOIO U3/1EHs

®dopma

3asBieHHE HA MPOBEICHUE SKCIIEPTU3HI MEIUIIUHCKOTO M3ems ™

H a
Ka3axCKoOM
SI3BIKC

1. ToproBoe HamMeHOBaHUE



H a
pyccKoM
SI3BIKE

Homenxmarypusiii kon [71o6anpHOM HOMEHKIATYphl MEAMIIMHCKHX
2.u 3 1 e 1 u #
(ipu HaTMYMH)

3. Kox HomeHknarypbl MeaunuHCKUX u3nenuii Pecyonuku Kazaxcran

H a
Ka3axCKOM

SI3BIKE
4. OO6nacTe METUIIMHCKOTO TPUMEHCHHS
H a

pycckoMm
SI3BIKE

H a
Ka3aXxCKOM

SI3BIKE
5. Hasznauenwue
H a

pycckoM
SI3BIKE

3akpseITas

cucTema:

Ha

D 000CHOBaHHE OT MPOU3BOANTENS (

6. Tun meguuuHCKON M3enuit (HeoOXoMMMOe yKa3aTh) yKas3aTh CTPaHULY
Her PETHCTPAIIIOHHOTO JI0ChE)

O

H a
Ka3aXCKOM
Kparkas TexHMdeCKas XapakTepucTHKa (NPH HATHIHH oo
7. mpOrpaMMHOrO o0ecHedeHUs] BKIIOYAIOTCA JaHHbIC
MIPOTPaMMHOTO 00eCTIeUeHS) H a
pyccKkoM
SI3bIKE

Knacc 1 - ¢ HuU3KOH CTEIEHBIO

puUCKa

Knacc 2a - co cpenHeii cTeneHbo
Kitacc B 3aBUCHMOCTH OT CTETIEHU MOTEHIIMAILHOTO PUCKA MPUMEHEHHsI ( p U C K a

8. .
HE00XOAUMOE OTMETHTBD) Kmacc 26 - ¢ TOBBIIICHHOU
CTENMEHBIO pucka
Kinacc 3 - ¢ BbICOKOH CTENEHbIO
pucka

CpencTBo u3MepeHus

O

CrepuibHoe

O

bank



O

MenuiuHCKOe H3AeNne s in
vitro (IVD) nuarHocTuku

O

9. MenuuuHCKOe u3ene SBaseTcs (Heo0X0uMOe OTMETHTD)

10

11

13

O

Hab6op (KkoMIIIEeKT)
Anmnapat

O

[pubop

O

ObopynoBanune

O

Ja
L]

B cocTaBe umeercs j1ekapCTBEHHOE CPEACTBO Her

O

KoMIutekramust Me IUIIMHCKOTO U3IEIHS

HaunmenoBanue Mogpens  IlpousBoautens Crpana
OCHOBHO1 610K (TIpH HAJTMYHN)

[IpunagnexxHOCTH (TP HATMIHN)

JlononHUTENbHBIE KOMIUIEKTYONIHE (TPHY HAJTHYHN)

[IporpammHoe obecrieueHne (TIPH HATAIIH)

PacxonHble MaTepHaisl (IPH HATUYIUN)

YmakoBka

Komnuectso equann B Kpatkoe
Bun (mepBuyHas Wiy BTOPUYHAS) HaunmenoBanue Paszmep O0bem
YIaKOBKe OTIMCaHue

IlepBuuHnas
Bropuunas
Cpoxk xpaHeHHs KOJIMYECTBO MECSIIEB/JICT

lapaHTHiiHBIII CPOK OSKCIUTyaTallMu IPUOOPOB/

KOJIMUECTBO MECSIIEB/JIET
anrmapaToB/000pyI0BaHUH



14 YcnoBus TpaHCIOPTUPOBAHUS

15
VcnoBust XpaHeHust

PCFI/ICTpaHI/IH B CTPAaHC-TIIPOMU3BOAUTECIIC U APYTUX CTPpaHAX

Ne  peructpannoHHOro
1. HazBanme cTpaHsI YIOCTOBEPECHUS ( dara BeImaum
YKa3bIBaeTCsl P HAJIMINH)

IlonHOCTHIO Ha JaHHOM
v

O

YactuaHO Ha JAAaHHOM IPOU3BOJCTBC

17
ITpoussoacTBo D

[TomHOCTBIO Ha ApYTOM IMPOU3BOACTBE

O

Cpok neicTBust

MPOU3BO)

18 IIpousBogutens (M) METUIIMHCKOIO HM3AEIUS U Y4acTOK (M) NMPOU3BOJCTBA (BKIIOYAs YyYaCTKHU NMPOU3BOJACTBA JIK

KOMIIOHCHTA, KOTOpLIﬁ SABJIACTCA 4aCThbIO MCIUIIMHCKOI'O U3CTTUA

HaumenoBanue
, ctpana 1,2 ( Ne, mata u cpok

Twun Ha Ka3axCKOM, JE€HUCTBUSA }OpI/I}II/IlIeCKI/II/I dakTrueckui
(I)aKC
9 b

MPOU3BOAUTEIIA PYCCKOM, Ppa3pCuIuTCIbHOTO aapec azapec il
€-mail

AHTJIMHACKOM  JIOKYMEHTA
SI3BIKAX )

1. TlpousBoaurtens

Y1oIHOMOYEHHBIN
MpeJCTAaBUTEIb

2. TpOW3BOAMTENS B
Pecnybnuke
Kazaxcran

KonTakTHBIC
JaHHEBIC
YIOJTHOMOYEHHOTO
nuia mo
MOHHUTOPUHTY

3. HeOIaronmpusTHBIX
coOBITHIT (
WHIIMJICHTOB) Ha
TCPPUTOPHUHU
Pecny6nuku
Kazaxcran

damu
damunus,

AM S,
AMS,

oTuec

npu
HaJIHY

Temedpon otuectBO  (

Ipu  €ro
HaJIUYHH),
JOJIKHOCTD

K
KOBOJUTCIIA
Py Jia

JIOJDKI
OHTa



4. TlpousBoacTBeHHAas
TUIOIIAIKA

Jdanusie 1o
5 3asgBurens
JIOBEPEHHOCTH

19 Ne permcTpallMOHHOTO YIOOCTOBEpeHHs BblnaHHOro B PecmyOmmke Kazaxcran ( mpu HpoOmNIeHMH CpoKa JeHc
PETUCTPAIIIOHHOTO YZIOCTOBEPEHUS])

20 V3meHeHUsi, BHOCUMBIE B PErHCTPAl[MOHHOE JI0Che (3AIOJIHSIOTCS MPHU THIIE 3asBKH — BHECEHHE M3MEHEHHH) (YK
BHOCHMEBIE U3MEHEHH)

No Pepakiust 10 BHECEHUS U3MEHEHUH BHocuMble n3MeHeEHUS
21. JlaHHBIE 1O TOTOBOPY Ha MPOBEICHUE IKCIIEPTU3BI

1. Ne norosopa

2. Jata 3akimroueHus

3. Cpoxk aelicTBus

22. CyOBbeKT, OCYIIECTBIISIOMNN OTUIATy 3a MPOBEICHNE IKCIIEPTU3HI
1. HaunmMenoBanune 1opuuyeckoro imma

2. Crpana

3. IOpunuueckuii anpec

4. DaxkTHYECKHI aipec

S. damuius, UM, 0TIECTBO (IIPU HAJTUUUH)

6. Temedon

7. Daxkc

8. ONeKTPOHHBIN afipec

9. busnec-nneHTH(GUKATMOHHBI HOMED

10. WnnuBunyansHbIi nAeHTH(GUKAIMOHHBIN HOMED
11. banxk

12. PacuetHsblif cueT

13. BantortHsrit cuet

14. Kon

15. BaHkoBCcKUi HICHTU(HUKAITMOHHBIN KO
3asBUTENb:

['apaHTHpYIO: JOCTOBEPHOCTh MH(OpPMAIMU, aAeKBATHOCTh MEPEBOJOB METOIUK KOHTPOJS KadyecTBa, HKCILIyaTalHo}
JIOKyMEHTa, HHCTPYKIMU 10 MEAUIIUHCKOMY PUMEHEHHIO MEUIIMHCKOTO U3JIETHS , IPECTaBIeHHE IO Hadaa JadopaTc
UCTIBITAaHUH 00pa3loB MEANIIMHCKOTO U3JIENHs , CTaHIapTHBIE 00pas3Iibl B KOJIMYECTBAX, JOCTATOYHBIX JUI TPEXKPATHOTO al
, crenuduueckue peareHTsl, pacXoJHbIe MaTepUaIbl, IPUMEHSIEMbIE TIPH MPOBEICHUH UCTIBITAHUHN (B UCKIFOUHTEIBHBIX Cll
U Ha YCIOBUSAX BO3BpaTa), a TAaKkKe HMX COOTBETCTBHE HOPMATHBHBIM IOKYMEHTaM, NPEICTABICHHBIM Ha OJKCIIEp
O0s3yI0Ch OCYIIECTBIATh MOCTAaBKY MEIUIIMHCKOTO m3aenus B PecmyOmuky Kasaxcran, coorBercTByrommue TpeboBal
YKa3aHHBIM B PETUCTPAlMOHHOM JOCHC, U COIMMPOBOXKIATH MEUIIUHCKOC U3CITINEC HHCT’pyKHHeﬁ MO0 MCANIHUHCKOMY ITPUMCE
PYKOBOZCTBOM I10 SKCIUTyaTallik Ha TOCYAapCTBEHHOM M PYCCKOM SI3bIKaX, C COOJIIO/IGHHEM JOCTOBEPHOCTH M ayTEHTUY
oI e p e B O O 0 B

I'apanTHpyi0 coxpaHeHHe 0e30IacHOCTH M KadyecTBa MEIMIIMHCKOTO M3JIENIUSl B TEUCHHE BCETO CPOKa HCIIOJIH30BAHUS
COOJIIOCHUH YCIIOBHH TpPaHCIIOPTHUPOBAHHS M XPaHCHHUS B COOTBETCTBHH C TpeOOBAaHMSIMHU 3aBOJA-IIPOU3BON
O06s3y10ch cO00ImAaTh 000 BCEX M3MEHEHMSIX B PETHCTPAIIMOHHOE JI0ChE, a TaKKe MPEICTABIATh 3asBICHHE M MaTepHal
OOHapy>KeHUH MOOOYHBIX BO3ACHCTBMH NMPH NMPUMEHEHHH MEIULMHCKOTO M3JENIUS , paHee He YKa3aHHBIX B MHCTPYKI
MEIUIIMHCKOMY TIPUMEHEHUIO MEIMIIMHCKOTO M3/IENUsl /PYKOBOJICTBE 110 SKCIUTyaTallui METUIIMHCKOTO U3/ICIIHS.

Pl a T a

damunus, AMS, OTYECTBO (npmum HaAaJlHYHUH)



3 a 9 B U T € A 4
[Monmuck, neyaTh (TIpU HATIIYUH )

[Ipumeyanue:

* Jlannast gpopma 3asiBICHHUSI MPEAOCTABIISIETCS TAKXKe MPHU MPOJICHUU CPOKa
JNEUCTBUSI PETUCTPALMOHHOTO YJAOCTOBEPEHHMS, BBIJABAEMOr0 YMOJHOMOYEHHBIM
opraHoM B oOnacTu 3ApaBooxpaHeHus PecnyOnuku Kazaxcran B COOTBETCTBUU C
[IpaBusiamMmu TOCYJapCTBEHHON pETUCTpAIUU, MEPEPErucTpallii U BHECEHUS
U3MEHEHUH B PErUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA, W3EIUi
MEJUIIMHCKOTO HAa3HAYEHUS] U MEIUIMHCKOM TEXHUKH, YTBEPKJACHHBIMU MPUKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 18 Hosi6ps 2009 roga Ne 735
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaliii HOPMATUBHBIX MPABOBBIX
aktoB noJ1 Ne 5935) v npu U3MEHEHUSAX, BHOCUMBIX B PETHCTPALIMOHHOE JIOCHE.

Crpana BBoauTcs o eauHomy kiaccudukaropy 'K PK MCO 3166
HanMenoBanme Ha aHTIMHUCKOM S3bIKE 0O0S3aTEIBHO IS 3apyOeKHBIX

MPEANIPUATUHA
[Ipunoxenue 2
k IIpaBunam nmposeneHus
9KCIEPTU3bl MEULIUHCKOTO U3AEHUS

IlepegeHb JOKYMEHTOB PETHCTPALHOHHOTO JOCHE AJIA SKCIIEPTH3E
MEIUIMHCKOro u3aemms *
Menununckoe

U3JeNue IUIs
IHMArHOCTHUKHU 1n

Ne HaumenoBanue Knacc Kinace vitro (IVD)  (
/ Kiacce 1 Knacc 2a He3zaBucuMO OT [Ipumeuanue
JIOKyMEHTa 26 3
i Kiacca
NOTEHIMAJIBHOTO
pucka
TIPUMEHEHH)
1 2 3 4 5 6 7 8
JJokyMeHT,
YIOCTOBEPSIOIIHIHA B cootBercTBHU C
pPETUCTpaAIMIO B CTpaHe MEXXIyHapOAHBIMHU
MPOU3BOJUTENE  WIIHU HOPMaMH
MIPOU3BOJICTBEHHON 3aBEPEHUs] WU
mJiaouajgke ( HOpMaMHu
perucTpanuoHHoOe 3aBepeHHUs
yIOCTOBEPEHHUE, YCTaHOBJIEHHBIMHU
Ceptudurar cBoOOTHON B PecnyOnuxke
1. mpomaxu (FreeSale), + + + +

Ceprudukar Ha HKCIIOPT)
C AYTCHTHUYHBIM
NEepeBOJOM Ha PYCCKUU
SI3BIK,  3aBEPEHHBIN
HOTapHalbHO (3a



HUCKJIOYEHUEM
MEIULWHCKHX H3ICIH,

BIIEPBBIC IPON3BEICHHBIX
B PecniyOnke Kazaxcran)

Komus pazpemmrensHOro
JOKYMEHTa Ha TMpPaBo
MPOU3BOJICTBA B
cTpaHe-npousBoguTene (
Ipd HAJIUYUHU) C
NPHUI0KEHUEM c
AYTEHTHYHBIM IIE€PEBOJIOM
Ha PYCCKHU SI3BIK

Ilepeuenp AOKYMEHTOB,
yJAOCTOBEPSAIOMIUX
perucTpanuio B IpYyrux
CTpaHaxX ¢ YyKa3aHHEM
HOMEpa M JaThl BBIAAYH (
nNpu  HAIWUYUHU) C
ayTeHTUYHBIM IIEPEeBOJIOM
Ha PYCCKUH SI3BIK

Komun ceprudukaror Ha
CUCTEMY MEHEIKMEHTA
KayecTBa MPOU3BOIUTENS
MEIULMHCKUX H3JCITUN
ISO 13485, GMP nu6o

. (kpome
COOTBETCTBYIOIIHM

(kpome
o CTCPUIIbHBIX
perHOHAJIBHBIA WU CTEPUITBHBIX)

HAI[MOHAIBHBIA CTaHIIAPT)
c ayTEeHTUYHBIM
NEepeBOJOM Ha PYCCKUM
SI3BIK

Hexnapauus 0
COOTBETCTBUH
TpeOOBaHUAM
0e30macHOCTH "
spdekTUBHOCTH
MEIUILIMHCKOTO Hu3aeiusa + +
WM HKBHUBAJIEHTHBIN
JOKYMEHT (TIpH HAJTUIHN)
c ayTEHTUYHBIM
NEepeBOJOM Ha PYCCKUM
SI3BIK

JdoxkyMeHT,

MOATBEPKAAIOLINI Ki1acc

B 3aBUCHMOCTH OT

CTCIICHU INOTCHUUAJIBHOI'O

pucka mnpumMeHeHus (
Hexnapanus + +
COOTBETCTBUS,

MMHCHbMO-000CHOBAHUE OT
MPOU3BOAUTENS)  C

Kasaxcran
topmar: PDF

B cootBeTcTBHM C
MEXKTyHapOIHBIMH
HOpMaMH
3aBEpEHUS] WU
HOpMaMHu
3aBepeHUs
YCTaHOBJICHHBIMU
B Pecnybnuke
Kazaxcran
topmar: PDF

3aBepsercs
MIPOU3BOTUTEIIEM
UIU ero
YIIOJIHOMOYCHHBIM
npecTaBuTeeM
¢dbopmar: PDF

¢opmat: PDF

¢opmart: PDF

3aBepsercs
IIPOU3BOTUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM



10

ayTEHTUYHBIM IEPEBOJIOM
Ha PYCCKHH SI3BIK

Hdaunusie o
JIEKapCTBEHHBIX
CpEeACTBaxX B COCTaBE
MEIUIIMHCKOTO H3aeust (
COCTaB JIEKapCTBEHHOTO
CpPEACTBA, KOJUYECTBO,
JJaHHBIE O COBMECTUMOCTH
JIEKapCTBEHHOI'O CPEJICTBA -
c MEAUIUHCKUM
u3geaueM, JOKYMEHT,
MOATBEPKAAIOIIU N
Ka4ecTBO JIEKAPCTBEHHOTO
BEIIECTBA) c
AyTEeHTUYHBIM TIEPEBOJIOM
Ha PyCCKUM A3BIK

Otuer  (IPOTOKOI)
TOKCHKOJIOTHYECKHX U
TUTHEHUYECKUX
UCTBITAaHUMN c
AyTCHTHYHBIM TICPEBOJIOM
Ha PYCCKUH  SI3BIK

PE3yJIbTAaTOB U BBIBOJAOB +

UCIBITAHUN IS
MEIHMIIUHCKOTO0 M3ICIUSI U
KOMIUIEKTYIOTIHAX
KOHTaKTUPYIOIIHUX CO
CIM3UCTOM HIU C KOXKHBIM
MIOKPOBOM

Otuer (MPOTOKOJ) O
TEXHHUYCCKUX UCIIBITAHUSAX
c AyTEHTHYHBIM
NEepPEeBOJIOM Ha PYCCKUM
SI3BIK  PE3yJbTATOB U
BBIBO/IOB HCTIBITAHUN

OT4eT HCHBITAHUK Ha
cneuu(pUIHOCTh U
YyBCTBUTEIBHOCTH
MEIUIIMHCKOTO H3CIHs
Ha3HA4YeHHUS IS in Vitro (
IVD) nuarHocTukH, B TOM
YUCIIe BXOIAIIMX B
KOMILICKTAI[HIO
MEJUIIMHCKOTO H3/ICTHS
s in vitro (IVD)
TUArHOCTUKH 3aKPBITOTO
THTIA

OTtuer 00 HccleqOBaHUIX
CTaOMIBLHOCTH,
000CHOBBIBAIOIIUI CPOK
XpaHeHU (nns
MEIUIMHCKAX U3IENNi, B

MIpeCTaBUTENIEM
topmar: PDF

3aBepsercs
MIPOU3BOIUTEIIEM
UITU ero
YIIOJIHOMOYCHHBIM
npecTaBuTeNeM
¢dopmar: PDF

3aBepsercs
IPOU3BOIUTENIEM
UIH ero
YIIOJTHOMOYEHHBIM
MIpeCTaBUTENIEM
¢opmart: PDF

3aBepsercs
MPOU3BOUTENIEM
UITH ero
YIIOJTHOMOYEHHBIM
MPEICTaBUTEIIEM
topmar: PDF

3aBepsercs
TIPOU3BOTUTEIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpecTaBUTeNIeM
tdopmar: PDF

3aBepsercs
MIPOU3BOTUTEIEM
UIH ero



11 ToM yucne BXOASUIMX B TIOJTHOMOYEHHBIM
0 cie BXOMSIN n n n n n YHOJIHOMOYE
COCTaB  CTEPHIIBHBIX MPEICTaBUTEIIEM
KOMIUICKTYIOIINX), C topmar: PDF
AyTeHTHYHBIM TIEPEBOIOM
Ha PYCCKHH  SI3BIK
pe3yJbTaTOB U BBIBOJIOB
HCTIBITAaHUN
Otyer 00 MCCIENIOBAHUAX
CTaOUIBHOCTH  Ha
. 3aBepseTcs
peareHTbl U PacXOIHBIH
TIPOU3BOIUTEIIEM
MaTepuan BXOISIIUX B
12 178871 ero
KOMILICKTAI[H IO +
YIIOJIHOMOYEHHBIM
MEIUIIMHCKOTO H3ICIH
. . IpecTaBUTeNIEM
miast in vitro  (IVD) P
tdopmar: PDF
JUArHOCTUKH 3aKPBITOTO
THIIA
JanHbBIC 0 KIMHIUYECKUX (
KITMHUKO-Ta00PaTOPHBIX )
HCTBITAHUSIX (
HCCIIeOBAHUAX) C 3aBepsercs
AYTEHTHYHBIM IEPEBOJIOM MPOU3BOAUTEIEM
. + (Ipu HATTHMIUT
13 Ha pycckuil  A3BIK UI1HU ero
- JIEKAPCTBEHHOI'O + + +
Pe3YJIBTaTOB M BBIBOJIOB YHOJTHOMOYCHHBIM
N CpencTBa)
HCIBITAHUN WU MPEICTaBUTEIIEM
HMEIOILMECS KIMHUYECKHE topmar: PDF
JaHHBIE (TIpUMEHEHHe,
OT3bIBBI,  HAyYHBbIC
Iy OJIMKALINH )
Nuadopmanus 0
MOHHTOPHUHTE
HEOJaronmpuUsATHBIX U
HEXXeJIATeTbHBIX COOBITHIA
uHpopManus  He
(nrop 3aBepsercs
MPENOCTABISAETCS IS
MPOU3BOJHUTENIEM
BHOBB pa3pabOTaHHBIX U
UITH ero
CIIPOEKTUPOBAHHBIX
YHOJTHOMOYCHHBIM
MEIUIIMHCKOTO H3ICIIHS)
c AYTECHTUYHBIM

NepeBOJOM Ha PYCCKUM
S3 BlK:
1) CIUCOK
HEXKEJAaTeIbHBIX COOBITHI
/HECUaCTHBIX CIIy4aes,
CBSI3aHHBIX c
HCIIOJIb30BAHUEM W3EIHS
|4 » ¥ YKasaHue mnepuona
COOBITHI; + + + + +
2) KpaTkue 0030pHI IO
KaXIOMy U3 THIIOB
COOBITHH ™ yKasaTh
obmee  KOJIHUYECTBO
COOBITH Ka)K/IOTO THIIA, O
KOTOPBIX  IMOCTyHaJIH



15

16

17

18

19

oT4eTHl (TIpH HAIUYUU
OOJIBIIIOTO KOJIMYECTBA);
3) CIHCOK OTO3BaHHBIX
MEIUIWHCKUX W3Ienuid u/
UM TOSICHUTEIbHBIX
YBEIOMIECHUHI c
MpeIOoCTaBICHUEM
aHanu3a
KOPPEKTUPYIOMIUX
JEWCTBUH W NPUHATHIX
Mepax

HopMmaTuBHBIM TOKYMEHT:
CTaHmapT
MEXAYHapOJHBIH,
HAIlMOHAJIBHBIN  WJIH
OpraHu3anuu (
TEeXHUYECKHE YCIIOBHS,
cnenuuKanys METomoB +
KOHTPOJII TOTOBOTO
MPOAYKTA) c
AyTEHTHYHBIM IIE€PEBOJOM
Ha PYCCKHH SI3BIK
cnenquduUKanuud U
METOJIUK UCIBITAaHUH

Nudopmanus 0
CIenuaIbHOM
NporpaMMHOM
obecrnieuennu (mpu ero +
HaJIMYUH) C ayTEHTHYHBIM
NIEpPEeBOJIOM Ha PYCCKUH
SI3BIK

ChopaBka ¢ omnucaHueM
o0nacTn TpUMEHEHHS,
Ha3HAYCHUS, KpATKOU
XapaKTEePUCTHKH
MEIULIUHCKOTO H3IEIHs,
BapUaHTAMH HCIONHEHUS
1 KOMIUICKTYIOIUMHA (HO

hopwme)

OKCITyaTallHOHHBIN
JOKYMEHT MEAUIMHCKOTO
M3IeIns Ha Ka3aXCKOM M
PYCCKOM SI3BIKaX

NHcTpykuus no
NPUMEHEHUIO
MEIUIMHCKOTO H3JeNus,

+ (upum
yTBEpXKJIECHHAas B

HaJTMYHUH)
CTpaHe-TIPOU3BONTENE C

AyTEeHTHYHBIM TI€PEBOJIOM
Ha PYCCKUH S3BIK

MIpeCTaBUTENIEM
topmar: PDF

3aBepsercs
MIPOM3BOIUTEIIEM
HIH ero
YIIOJTHOMOYEHHBIM
npeACcTaBUTEIeM
¢dopmar: PDF

3aBepsercs
TIPOU3BOTUTEIIEM
nIU ero
YIIOJIHOMOYESHHBIM
npeacTaBuTeNIeM
¢dbopmar: PDF

3aBepsercs
IPOU3BOIUTENIEM
UIH ero
YIIOJTHOMOYEHHBIM
MIpeCTaBUTENIEM
¢opmar: PDF,
DOC, Excel

3aBepsercs
TIPOU3BOTUTEIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpecTaBUTeNIeM
tdopmar: PDF

3aBepsercs
MIPOM3BOTUTEIIEM
WU ero
YIIOJTHOMOYEHHBIM
npeacTaBUTEIeM
¢dopmar: PDF
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21

22

23

24

25

[TpoexT MHCTPYKIHMH MO
MEJUIHHCKOMY
MIPUMEHEHHUIO
MEAUIUHCKOTO H3AEIHS
Ha Ka3aXCKOM M PYCCKOM
SI3BIKAX

OO0pasIel METUITTHCKOTO
M3

CranngaprtHele 00pasubl (

NpU yKa3aHUU 00 HX

OPpUMCHCHHUH B + + + +
HOPMAaTHBHOM JOKYMEHTE

)

I'paduueckoe
n3o0paxxeHue Spiiblka Ha + + + +
MEIUIIHCKOE U3/ICNHE

Onucanue yHnakoBKH
MEIUIIMHCKOTO H3aeust (
Nadopmanus 00
yHOaKoBKe, BKJIIOYasd,
IIEPBUYHYIO, BTOPUYHYIO,
rpynmnoByio,
TPaHCIOPTHYIO,
MPOMEXYTOUHYIO
YIIaKOBKH; IPEIOCTABHUTH
nHpopMaHIo (HapuMep,
marepuall, Cocras, pasMep + + + +
) JJOKyMEHTHI,
peryiaMeHTHpYIoIIHe
Ka4yecTBO YIAKOBOYHBIX
MaTepHuaaoB
MEIUIMHCKOTO H3AeTHst (
crenuUKaIusa KauyecTpa,
cepruUKaT aHanHM3a Ha
MIEPBUYHYI0 YIIAKOBKY) C
AYTEHTHYHBIM TIE€PEBOJIOM
HA PyCCKHU S3BIK

doro  (orobpaxaer
BHEIIHUN BHJ H3JENus,
KOMILJICKTYIOIIHX,
PacXOHBIX MaTEPHAJIOB)

[[BeTHBIE = MaKeTHI
YIIaKOBOK M ATUKETOK (Ha
NIEPBHYHYIO, BTOPHYHYIO
YHIaKOBKY) oT
NPOMU3BOUTENS  Ha
MEIUIUHCKOTO H3AEIHs

3aBepsercs
3assBUTENIEM
tdopmatr: PDF,
DOC

3aBepsercs
MIPOU3BOIUTEIIEM
UIIU ero
YIIOJIHOMOYESHHBIM
npecTaBuTeneM
¢dopmar: PDF

3aBepsercs
MIPOU3BOTUTEIIEM
HITU ero
YIIOJIHOMOYCHHBIM
MIPEICTaBUTENIEM
¢dbopmar: PDF

3aBepsercs
MIPOHU3BOJHUTEIIEM
9187t ero
YIIOJTHOMOYECHHBIM
MPECTABUTENIEM
tdopmart: JPEG
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27

28

29

30

WJIH €T0 COCTaBHBIC YaCTH
mpu  HeoOXoguMocTH  (
MPEeNOCTABIACTCI B
pa3BepHYTOM  BHJE
pa3paboTka MakeTa
YyHaKOBKH).

[pu HamuuMu GOIBIIOTO
KOJHYeCcTBa
THTIOPa3MEPOB, IIBETOBOM
TaMMBl  JIOMTyCKaeTcs
MpenoCcTaBIeHUE
THIIOBOTO MaKeTa Ha OJHMH
13 pa3MepoB, IBET (B
clIydae eclidi MaKeThl
HICHTUYHBI)

IIpoexkt Tekcra makera
YHOAKOBKH, 3THUKETKH,
CTHKEpa MEIHLUHCKOIO
M3JIeNHs HA Ka3aXCKOM U
pycckoM s3bIKax (B
canydae  Ooxpmoro
KOJUYECTBA
TUIIOPA3MEPOB, LIBETOBON
raMMBl  JIOIIyCKaeTcs
YTBEpXKACHHUE OJIHOTO
MakKeTa c
HCTIOJI30BaHNUEM
ab0peBUaTypHI)

Konus
PerucTpanuoHHOTO
YIOCTOBEpEHUS B
Pecrrybmmke Kazaxcran (
TIPH TIEpEPETUCTPALINN )

IMucemMo — 06oCcHOBaHUE O
THIE MEIHIIMHCKOTO
m3nenust (OTKPBITas WIIH
3aKphITasl CHCTEMa) C
AYTCHTUYHBIM TIEPEBOIOM
Ha PyCCKUM A3BIK

Haunase o
OMOIOTHYECKOU
O6e3omacHocTH  (mpH

HaJ'II/I‘II/II/I) C AYyTCHTUYHbBIM
NIepeBOJIOM Ha PYCCKHH
SI3BIK

JaHHble 0 mpouenype
CTEpPUJIM3aLUY, BKIIIOYas
nHdopmanuio 0
MIEPBUYHOIN 3KCIIEPTU3BI
mporecca, pe3yJbTaThl
TECTHPOBAHHUSA  Ha
CoIepXKaHHE
MHKPOOPTaHU3MOB (

3aBepsercs
MIPOU3BOJIHUTE JIEM
HITH ero
YIIOJTHOMOYEHHBIM
npecTaBUTeIeM
¢opmar: PDF,
JPEG

3aBepsercs
MIPOM3BOTUTEIIEM
HIH ero
YIIOJTHOMOYEHHBIM
npeACcTaBUTeIeM
¢opmar: PDF,
DOC, JPEG

topmar: PDF

3aBepsercs
MIPOHU3BOTUTEIIEM
HITH ero
YIIOJTHOMOYEHHBIM
npeacTaBUTeIeM
¢dopmar: PDF

3aBepsercs
TIPOU3BOTUTEIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpecTaBUTeNIeM
tdopmar: PDF

3aBepsercs
MIPOU3BOAUTEIICM



31

32

33

34

35

36

TEIEeHb OMOJIOTHYECKON + HIIU r
CTEIEeHb OHOJIOTMYECKO n n n n ero
Harpy3ku), HUPOT€HHOCTH (xpome 1 kiacca yrmoJIHOMOYEHHBIM
, cTepuiIbHOCTH (TIpU ) TIpeICTaBUTEIEM
HEOOXOOUMOCTH) C topmar: PDF
yKa3aHUEM METOJ0B
MIPOBCACHUSA HUCIIBITAHUHN U
JaHHBIE O NEPBUYHOM
9KCIEPTH3bl YIaKOBKU C
AyTEHTHYHBIM TIEPEBOJIOM
Ha PYCCKUU S3BIK.
CBenenus 0
MPOHU3BOJUTEE:
HaWMEHOBAaHHE, BUJ
NeATEIbHOCTH, 3aBepsercs
IOpUANYECKHH  ajpec, MPOU3BOANUTENIEM
¢dbopMa COOCTBEHHOCTH, HIIHU ero
NEs + + + +
nepedeHb NOApa3ieeHuH YIIOJIHOMOYEHHBIM
U JIOYEPHUX KOMITAaHHH C MIpeCTaBUTENIEM
YKa3aHUEM HX CTaTyca W ¢opmart: PDF
MOJHOMOYUH c
AyTEHTHYHBIM IIE€PEBOJOM
Ha PYyCCKUM A3BIK
Nudopmanus 0
paspaboTke u
MIPOM3BOJCTBE: CXEMBI
3aBepsercs
IIPOLIECCOB MIPOU3BOICTBA,
. TIPOU3BOIUTEICM
OCHOBHBIX cTaagnuu
nIIu ero
MPOU3BOJICTBA, YIIAKOBKH, + + + + +
N YTIOJIHOMOYEHHBIM
UCTIBITAaHUH M TTPOLIEY PBI
IpeacTaBUTEIEM
BBIIyCKa KOHEYHOTO
¢dbopmar: PDF
MIPOIYKTa C ayTEHTUIHBIM
IIepEeBOJIOM Ha PYCCKHIl
SI3BIK
Onuch  JTOKYMEHTOB
Y + + + + ¢dopmar: PDF
PETHCTPALIIOHHOTO J10ChE
Ilepeuenb cTaHIapTOB,
KOTOPBIM COOTBETCTBYET 3aBepsercs
MEJIUIMHCKOE H3Jemnue (C MPOU3BOAUTEIEM (
YKa3zaHHeM CBelIeHHil o + + + + + ero
HUX) C ayTeHTHUYHBIM YTIOJTHOMOYEHHBIM
MIEPEBOIOM Ha PYCCKHUI MIPEACTaBUTENEM)
SI3BIK
[lnan cbopa u anammsa
JAHHBIX TI0 O€30M1aCHOCTH
3aBepseTcs
u 3 PEeKTHBHOCTH
pou3BoAMTENEM (
MEAUIUHCKOTO H3AEIHS
+ + + + ero
Ha IOCTPETHCTPAIIMOHHOM
YTIOJTHOMOYECHHBIM
nepuoac ¢ ayTCHTUYHbBIM
. TIPEICTABUTEIIEM )
MIEPEeBOIOM Ha PYCCKHUI
SI3BIK
3aBepseTcs

Otyer 00 aHanIM3€ PUCKOB

MPOM3BOIUTEIEM
(mpu  HanmM4YUH) C p A (



37 ayTEHTUYHBIM IIEPEBOJOM - + + + + ero

Ha PYCCKHH SI3BIK (kpomMme YIIOJIHOMOYEHHBIM
1 kmacca) MIPEACTaBUTENIEM)
Muopauis ° 3aBepseTcs
MapKeTHHTe (UCTOpUS IPU N N —
38 ycimoBun oOpamieHus N N (
- KpoMme ero

MCIUIIMHCKOT'O HU3IOCIHA

1 1 2a x7ac-COB) YMOJTHOMOYECHHBIM
Ha peIHKE Ooyee 2 ner) (

MIPeICTaBUTEIIEM)
TP HAJTUIHHN)
CocraBieHue CIIpaBKH HaA MECAUITMHCKOC U3JCIINE ok
KomnnextHOCTH
HaumenoBanue
COCTaBHBIX Monens IIponsBoautens CtpaHa
yacreil
Iponssomurens ( Ocnopmoit 610K (
M3TOTOBUTENB),  npy Hanudun)
cTpaHa
p [punamiexnocTn O6nactb
IIpousBonacTBeHHas Kpatkas
(ipu HaMYMN) MPUMEHEHHUS
HaummenoBanue miomanka, crpaHa TEeXHHYECKast
YronHomoueHHprit  KOMIUICKTYIOIIME ’ XapaKTepHUCTHKa
Ha3Ha4YCHUE

npescraputeny  (MPH HATHHWH)

IPOM3BOAUTENA,  PacxOqHBIE

CTpaHa Marepuaibl (Ipu
HaJIM91H)

IIporpammuoe
obOecreuenne  (
TP HATWYIHHN)

[Ipumeyanue:

* JlaHHBIN MEepeUeHb MPEJOCTABISICTCS TaKXKe MPHU MPOJJICHUU CPOKa JIeUCTBUS
PETUCTPALIMOHHOTO YJAOCTOBEPEHHUS], BbIIABAEMOr0 YIOJIHOMOYEHHBIM OPraHOM B
obnactu 3apaBooxpanenus PecnyOnuku Kazaxcran B cooTBercTBUM ¢ [IpaBuiiamu
rOCyJapCTBEHHON pErucTpaiuu, MNepeperucTpalui U BHECEHUS] U3MEHEHUU B
PErUCTPALIMOHHOE JOChE JEKAPCTBEHHOTO CPENICTBA, H3JEIUM MEIUIIMHCKOTO
Ha3HAUYCHUS M MEAUIMHCKOM TEXHUKU, YTBEPKICHHBIMU HpUKa3zoM MuHuUCTpa
3npaBooxpanenus Pecny6nuku Kazaxcran ot 18 wosiOps 2009 roma Ne 735 (
3aperucTpupoBaH B Peectpe rocy1apcTBEHHON perucTpaliii HOPMaTUBHBIX MTPABOBBIX
akToB 1o Ne 5935).

[Ipunoxenne 3
k [IpaBunam npoBeneHus
OKCIICPTU3BI MCIUIIMHCKOT'O U3ACTNA

®opma

YcinoBus, npexbABIIeMble K 00pa3iaM MeIUIMHCKOT0 W3Ie/N A1
J1a00paTOPHBIX MCIIBITAHUH



1. 3agBuTens 10 MoJauM 3asBJICHUS Ha DKCIEPTU3Y OCYIIECTBISIET pacueT
KOJIMYeCcTBa 00pa3IoB, HEOOXOAUMBIX JIJIsi TIPOBEJCHUSI TPEXKPATHOTO aHAIU3a TMpHU
71a00paTOPHBIX UCIIBITAHHSIX.

2. KonuuectBo 00pa3iioB MEAUIIMHCKOTO HW3JACIHS, MPEIOCTABIIEMBIX s
NpOBEICHUsI J1a0OPATOPHBIX HUCIBITAHUN, OMNPENENSIETCS COTJIACHO TPeOOBaHUSM
HOPMATUBHBIX JOKYMEHTOB, HA COOTBETCTBUE KOTOPHIM IUIAHUPYETCS MPOBEIICHUE
HUCIBITaHUM.

3. Ilpu ompeneneHur KOJIWMYECTBA 3allpalluBaeMbIX 00pa3IlOB YUYHTHIBACTCS
OJHOPOJHOCTh 3asIBJICHHOW MNPOAYKIMH, HOPEICTABUTEIBHOCTh MO COCTaBy H
KOJIMYECTBY, COOTBETCTBUE 00pa3Il0B WACHTH(HUKAIIMOHHBIM MTPHU3HAKAM IIPOIYKITUH,
OTPaXKaIOIIUM €T0 KaUeCTBEHHBIE XapaKTEPUCTUKHU.

4. Konn4ecTBO MPEAOCTaBISEMbIX 00pa3l[0OB MO COCTABY OTPAKAET BCIO
COBOKYITHOCTh OJTHOPOJIHOM 3asiBIICHHOW MPOAYKIHMHU, C YUYETOM pPa3JIM4usi CBOWCTB
OTJIEJIbHBIX TUIIOB (MapoK, MOJEJIEN) TAKOH COBOKYITHOCTH.

5. JIJist oqHOPOAHOM MPOAYKIIMH, OTINYAIOIIEHCS TOIBKO TUIIOPA3MEPHBIM PSIOM,
NPEIOCTABIISIOTCS 00pas3lbl CaMOro KPYMHOTO, CPEAHEro M C€amMoro Majuoro
MPEJICTaBUTEIIS psija.

6. [Ipu OTIMYMK OTACIBHBIX BUJOB 3asIBJICHHOTO MEIMIIMHCKOTO U3JETUS TOIBKO
10 IIBETOBOM raMMe, JOCTATOYHO MPEI0CTaBIeHUE 00pa3IloB OJHOM IBETOBOM raMMBEL.

7. O6pa3ibl MEAULMHCKOTO HU3JEIUs TOCJe MPOBEICHUS] HCIBITAHUN HE
BO3BpAILIAIOTCS.

IIpunoxenue 4
k [IpaBunam npoBeneHus
9KCTEPTU3BI MEJUIIMHCKOTO U3AEIHS

®opma

OTyer Ha9aIbHOM HKCIIEPTH3E! (BATHAAIMH PETHCTPALIMOHHOTO JOCHE)
MEUIMHCKOTO H3/IeJHs, IPEACTABICHABIX Ha SKCIEPTH3Y

HpOBeI[eHa HaydallbHasA JKCIICPTHU3a (Bannz[aum pEerucTpanuoOHHOIO ):[OCBC)
MCIUIMUHCKOI'O U3ACIINA ITPCAOCTABJICHHBIX HAa 3KCIICPTU3Y
1.  ®amwunms, UM, 0T4eCTBO (IIPU HATMYWH ) SKCIIEPTa
No 3asiBKu ¥ jaTta
JlaTa mocTymiaeHus: JOKYMEHTOB Ha HauyaJbHYIO SKCIIEPTU3Y

TOpFOBOG HanMCHOBAHHUEC MCIUITMHCKOI'O U3ACTTHA

O06nacTb MpUMEHEHHS

2

3

4

5. Ha3nadenue MeIUIIMHCKOTO MU3SIHs

6

7 Kracc B 3aBUCHMOCTH OT CTENEHU OTEHITUATBHOTO PUCKA PUMEHEHUS
8

3asBUTEIH

JlaHHBIE O MPOU3BOAUTENE:



Ne Tun opraHuzanuy UM y4acTOK IPOU3BOJCTBA HaumenoBanue Ctpana FOpugmueckuil
OpTaHM3aINA azpec

1. TIpousBomutenb
IIpousBoacTBEHHAS TUIOLIAIKA

VYI10JIHOMOYEHHBIN IPEICTABUTEIND TPOU3BOIUTEIS

EEPRES

Y1akoBIIUK (IpY HEOOXOJUMOCTH)

KoHTakTHBIC NaHHBIE YHNOJIHOMOYEHHOTO JIHLA 110 MOHUTOPUHTY
5 HeOmarompusATHBIX COOBITUH (MHIHIEHTOB) HA TEPPUTOPUHU
Pecny6onuku Kazaxcran

1. HavanpHasg sKcnepTH3a KOMIUIEKTHOCTH PETUCTPALUOHHOTO JOChE M
MPaBWILHOCTH O(POPMIICHHS MIPEACTABICHHBIX JOKYMEHTOB (YKa3bIBAIOTCS 3aMEUYaHUs
110 HEKOMILUIEKTHOCTH J0ChE€ U HEMPABUILHOCTU O(DOPMIICHHUS IOKYMEHTOR).

2. Peructpaiiusi B CTpaHe-npou3BOAUTENE (U3TOTOBUTEINE) U IPYTUX CTpaHAX:

Ne Crpana Ne mokyMeHTa, YAOCTOBEPSIOLIETO PETUCTPALIHIO Jata Beiaun  Ilpumeuanue sxcnepTa

3. CooTBeTCTBHE Kjacca MCOUILIMHCKOTO HU3ACIUA B 3aBUCHUMOCTH OT CTCIICHH
IIOTCHOHUAJIBHOI'O PHCKAa IIPHMCHCHHA, YKA3AaHHOI'O B 3adBJICHHMHM KW OOKYMCHTaX
PEruCTpanvnOHHOTO AOCHE:

Knacc B Knacc B coorBerctBunm ¢ HaumMmeHoBaHMe JOKyMeHTa B 1
HMeUaHue
Ne cooTBeTCTBHM € JOKYMEHTAMH PETHUCTPAIIMOHHOTO PETHUCTPAIIOHHOM JI0Che 00 YKa3aHWU P
JKCIIEpTa
3asBJICHUEM JI0ChE Kjacca P

4. CooTBETCTBHE MPEACTABICHHBIX 00Pa3LOB I JaOOPATOPHBIX UCIIBITAHUMN:

HaumenoBanue KonuuectBo OcCTaTOYHBIN

VYcnoBus xpaHeHus
oOpasmoB (¢ MpeICTaBICHHBIX CpPOK
Cpoxk ( VYnakoBka

yKazaHueM Cepust 00pa3iioB (B eIMHHIIAX TOJHOCTH

TOJHOCTH TPaHCIIOPTHPOBAHUS (THIT)
00BbEMOB, u3MepeHus: (rakoHsl, 00pa3uoB
pa3MepoB) IITYKH, YIAKOBKH) OPOAYKLUH

5. OHCHKa TCKCTAa MAPKHUPOBKHU IIPOCKTOB MAKCTOB YIIAKOBKH, 3TUKCTOK, CTUKCPOB
Ha COOTBCTCTBHUC Tp€60BaHI/ISIM 3aKOHOOAaTCJIIbCTBA:

6. COOTBETCTBHE MPEJACTABICHHBIX CTAHIAPTHBIX 00Pa3ll0B HOPMATUBHBIM
JOKYMEHTaM TMPOU3BOAUTENS (MIPU yKa3aHUM 00 MX MPUMEHEHUH B HOPMATHBHOM
JIOKYMEHTE):

i KonnuectBo mpeacTaBlIeHHBIX OcraTtoyHblii Y CIOBHSA XpaHCHHS

AHMCHOBATHE craHmapTHeIXx oOpasnoB (B Cpok CPOK TOTHOCTH ( YmnakoBka
Cl(;aHﬂapTHHX eMHUIIAX W3MepeHUs: (IaKOHBI, TOJHOCTH 00pa3IoB TPaHCHIOPTUPOBAHUS (THIT)
OOpastion IITYKH, YIaKOBKH) MPOIYKIUH )

7. 3aKioYeHuE:



OTKa3aTh B JalbHEHIIeH skcnepTu3se (¢ 000CHOBaHUEM)

HpOHOJ’DKI/ITI) OKCIICPTU3Y MECANIIUHCKOI'O U3CJIUsA

PykoBonureinp CTPYKTYPHOTO noApa3aelieHus

HOJATHCH damunus, UMs, OT4ECTBO (MPU HAITUYUHN)
OKcrepr
MOJNUCH damMunus, uMs, OT4eCTBO (MPU HAJIUYUM)
JlaTta

[Ipunoxenune 5
k IIpaBunaM npoBeaeHMs SKCTIEPTU3BI
MCAUIIUHCKOI'O U3CIINA

®opma

OTuer Ha9aIbHOH SKCIEPTU3HI (BaMAAINH PETHCTPAUOHHOIO JOCHE)
HA3MEHEHH, BHOCHMBIX B PETHCTPAIIHOHHOE IOCHE MEAUIIMHCKOTO H3AEIIHA

[IpoBeneHa HauanbHasg SKcHepTH3a (BaIWAalUsl PETUCTPALMOHHOTO J0ChE)
MCIUIMHCKOI'O U3ACITHUA IMMPEAOCTABJICHHBIX HAa 3KCIICPTU3Y IIPpHU BHCCCHHUH W3MEHCHUM
B pETUCTPAIIMOHHOC JOCHE
1.  ®amwunus, UM, 0T4eCTBO (IIPU HAJTMUUH) SKCIIEpTa
Ne 3asgBKH 1 1aTa
JlaTa mocTyIIeHHs JOKyMEHTOB Ha HAaYaJbHYIO SKCIIEPTHU3Y
Toprosoe HaMMEHOBaHUE MEAULIUHCKOTO U3IEIUSL
HasnadeHnne MeIUIMHCKOTO U3ETHs
O06nacTb MpUMEHEHHS

Knacc B 3aBUCHMOCTH OT CTEIICHH ITOTSHITHAILHOTO pucCKa NPUMECHEHUA

X N || kRN

3asBUTEID

JlaHHBIE O IPOU3BOAUTETE:

HaumenoBanue IOpunuaeckuit
Ne Tun opraHu3any UM y4acTOK IIPOU3BOJICTBA Crpana

OpraHu3auu ajpec
1. IIpousBonurens
IIpousBoACTBEHHAS TUIOIAIKA

YT0JTHOMOYEHHBIH IPEACTaBUTENb TPOU3BOANTENS (TIPH HATMYNH)

EEPREN

YnakoBuk (Tipyu HEOOXOJUMOCTH )

KoHTakTHBIE JaHHBIC YIOJHOMOYEHHOTO JIMIa MO0 MOHHUTOPHHTY
5 HeONarompusATHBIX COOBITUH (MHOHIECHTOB) HA TEPPUTOPUHU
Pecny6mmkn Kazaxcran

1. HauanpHas skcmepTH3a KOMIUIEKTHOCTH PETHCTPALIMOHHOTO J0ChE M
MPaBUIBHOCTH OPOPMIICHUS MPEJCTABICHHBIX TOKYMEHTOB (YKa3bIBAIOTCS 3aMEUYaHUs



II0 HCKOMIINIICKTHOCTH JOCBC, HGO6XOI[I/IMOCTI/I nMpeaoCTaBJICHUA 06pa3u03
MCIHUIMHCKOI'O U3JCJIUs U IMTPaBUJIbHOCTH O(l)OpMJIeHI/ISI I[OKYMCHTOB).

2. Peructpaiiusi B CTpaHe-nmpou3BOAUTENE (M3TOTOBUTEINE) U IPYTUX CTpaHaAX:

Ne Crpana Ne mokyMeHTa, YAOCTOBEPSIOLIETO PETUCTPALIHIO Jata Beiaun  Ilpumeuanue sxcnepTa

3. CooTBeTCTBHE Kjacca MCOUIIMHCKOTO HU3ACJIUA B 3aBUCHUMOCTH OT CTCIICHH

NOTEHUHUAJIIBHOIO pHUCKAa NPUMEHEHHS, YKa3aHHOI'O B 3asBICHUM M JOKYMEHTax
PETUCTPALIMOHHOTO JIOChE:

Knacc B Knacc B coorBerctBunm ¢ HamMmeHoBaHuMe JOKyMeHTa B 1
HMEUaHHue
Ne cooTBeTCTBHM € AOKYMEHTAMH PETHUCTPAIIMOHHOTO PETHUCTPAIIOHHOM JI0Che 00 YKa3aHWU P
JKCIIEpTa
3asBJICHUEM JIOChE Kjacca P

4. CooTBETCTBHE MPEACTABICHHBIX 00Pa3LOB I JaOOPATOPHBIX UCTIBITAHUM:

HanmenoBanue KonunuectBo OcTtaTo4HbIH
VYcnoBus xpaHeHus

oOpa3moB (¢ MpeICTaBICHHBIX CpPOK

Cpoxk ( YnakoBka
yKazaHueM Cepust 00pa3iioB (B eIUHHIIAX rOJHOCTH

TOJHOCTH TPaHCIIOPTHPOBAHUS (THIT)
00BbEMOB, u3MepeHus: (GrakoHsl, 00pa3uoB
pa3MepoB) IITYKH, YIAKOBKH) OPOAYKLIUH

5. OHCHKa TCKCTAa MAPKHUPOBKHU IIPOCKTOB MAKCTOB YIIAKOBKH, 3TUKCTOK, CTUKCPOB
Ha COOTBCTCTBHUC Tp€6OBaHI/UIM 3aKOHOIATCJIIbCTBA:

6. Tun BHOCUMBIX U3MEHEHUN

Penmakuus 10 BHECEHHUS H3MEHEHHS Pepakuus mociae BHECEHHS N3MESHEHUM

7. COOTBETCTBHE MNpEACTABJICHHBIX CTAaHAAPTHBIX 06pa311013 HOPMATHUBHBIM

JOKyMEHTaM MPOW3BOAUTENS (TpH yKa3aHWM 00 WX MPUMEHEHHH B HOPMATHBHOM
JIOKYMEHTE):

KonuuectBo mpencTaBieHHBIX OcTtaTouyHbll  YCIOBHUS XpaHEHUS
HaumenoBanue
cTaHmapTHBIX obOpasmoB (B Cpok CpOK TomHOCTH ( VYmnakoBka
CTaHJapTHBIX
6 P SIMHNIIAX W3MEpeHHs: (PIakoHBI, TOAHOCTH 00pa3ImMOB TPaHCIIOPTUPOBAHUS (THIT)
00pasioB
P HITYKH, YITAKOBKH) IPOLYKLUH )

8. 3aKJIIOYCHHUE:
OTka3aTh B JalbHEHIIEH SKkcnepTu3e (¢ 000CHOBaHUEM)

HpOJIOJ'I)KI/ITL OKCIICPTU3Y

PykoBonurtens CTPYKTYpPHOTO nojapa3aeieHus

MOAMNUCH damunus, UMs, OTYECTBO (MPU HAITUYUHN)



DKcnepr

MOJANUCH daMunus, UMs, O0T4eCTBO (MPU HAJIUYUHU)

JlaTa

[Ipunoxenne 6
k [IpaBunam npoBeneHus SKCIEPTU3BL
MEIUIMHCKOTO M3/IeITHS

®dopma

MunmncrepcTBo 3apaBooxpanenna Pecry6mixu Kazaxcran

HanmMeHoBaHMe roOCyIapCTBEHHOMN YKCIIEPTHON OpraHU3aIud

ATTecTaT aKKpeIUTaIii HCIBITAaTeIbHOM TabopaTopun (Ne, Cpok AeicTBHA

Anpec, TenedoH SKCIIEPTHOM OpraHu3anyuy (MCOBITaTENHHOMN 1ab0opaTOpun)

IIpoTokon ucrberranuii Ne or" " roaa
Crpanuna /Komm4yecTBO TUCTOB
3asBUTENb (IS FOPUIUYECKOTO JiKIa (HAaMMEHOBaHue)/ s (pu3ndecKoro Juia
©.1N.0. (npwu HaJlu4Yuu) 151 agpec):
HaumenoBanue OPONYKIHUU:
Bun UMCIHNBTAaHUIH:

OCHOBAQHUE

CDI/IpMa I/ISFOTOBI/ITGHB/HpOI/IBBOI[I/ITCHB, CTpaHa:




lIaTa Haydalla u JgaTa OKOHYAaHUA UCIBbITAHUM:

KoaxuuecTtBoO ob6pa3noB:

PesynbraTel HCIBITAHUT

HaumenoBaHue TpeboBannss HopmatuBHoro ®axrtmuecku mnonyueHHble TOC u BIaXHOCTH (
nokasarenen JOKyMEHTa pe3yIbTATH %)
1 2 3 4

3akmrouenue: [IpencraBienHbie 00pa3ibl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHMUSIM HOPMATUBHBIX JIOKYMEHTOB W METOJMKH BOCIPOU3BOJISTCS/HE
BOCIIPOU3BOAATCS (YKa3bIBaTh Mpu Heobxoaumoctn). (HykHoe moguepkHyTh)
Metoauku He BOCIIPOU3BOISITCS 10 CIEAYIONIUM MOKa3aTelsaM

[Tognucu YHOOJTHOMOUYEHHBIX JHUII
- _(,Z[O;DKI;OC"I;) - EHOI[HI/ICB) (@amunusi, UMs OTYECTBO (MPU HATUYUH)
- _(I[O;DKIIOC”I;) - ZHOILHI/ICI)) (Pamunus, ©MsI OTYECTBO (IIPH HAITMYHUH)
- _(,HEH}K_HOETI))_ - (;ommcr,) (Pamunusi, UM OTYECTBO (MPU HATUYIUH)

MecTo 11 meuyaTu
Ipunoxenune 7
K HpaBI/IJ'IaM MIPOBCACHUS DKCIICPTU3BL
MEOULIUHCKOT'O U3CIINUSL

®opma

Ortuer o pe3ynbTaTax OpoOBEICHNA 1a00PaTOPHOTO HCIILITAHUS B 1abOpaTOpHH
KOHTPOJI Kad9eCTBa IIPOM3BOANTENA WIHM B KOHTPaKTHO# 1abopaTopum,
HCHOJIB3yEeMO# IpOU3BOAUTEIIEM*



1. Pe3rome
HaI/IMCHOBaHI/Ie MCIUIIMHCKOI'O U3aC1UA
HaumeHnoBanue, agpec peKBU3UTHI IPOU3BOACTBEHHOM MJIOIIAAKU

HaI/IMeHOBaHI/Ie, aapec, pCKBU3UTDLL J'[a60paTOpI/II/I KOHTPOJIA KaucCTBa /U
KOHTpaKTHOﬁ na60paT0p1/H/1 KOHTPOJIA Ka4€CTBa

OcHoBaHUe MPOBEACHUS 1TAOOPaTOPHOTO HCITBITAHMUS
Homepa nuuen3un (Ipy Halu4um), CEpTUPHUKATOB, 3aIBOK HA SKCIEPTU3Y

IIpoBenenne mabopaTOPHBIX
HCIIBITAaHUN

Pesrome JCATCIBbHOCTHU na60paTopI/H/1 KOHTPOJIA Ka4€CTBa BLIHyCK B pcajM3alnuio Cepuu
MCIUIMHCKOI'O U3CIINA

Wnoe (He00X0AMMO yKa3aTh)

Jara(s1) mpoBeJIcHUS JTA0OPATOPHOTO UCTILITAHUS
@®.1.0. (mpy HATMYWH ) SKCHEPTOB (WIEHOB KOMUCCHH), JIOJDKHOCTh

2. BBO,Z[HaH I/IH(l)OpMaHI/ISI
Kparkoe omnrcanue 1abopatoprn KOHTPOJISI KAYeCTBA
Hanuyre 10KyMEHTUPOBAHHBIX MPOLCAYP MPOBEACHUS HCIBITAHHIA
BeinonHeHue TpeOOBaHHIA JOKYMEHTHPOBAHHBIX MPOLEAYDP HPOBEACHHUS UCTIBITAHUN
Ienb npoBeneHuUs 1a00PATOPHOTO HCIIBITAHHS
OOBEKTHI UCIIBITAHUS
[MepcoHan 1ab0paTOpUu KOHTPOJIS KaueCcTBa, yYaCTBYIOUIMI B TPOBEICHUH JTA00PATOPHOTO HCIIBITAHUS

,Z[OKyMeHTI)I, INOJaHHBIC opraHmauHeﬁ—npomBozmTeneM /U na60paTopI/Ie171 KOHTPOJIA KadeCTBa 10
MMPOBEACHUA OLICHKN YCJIOBI/Iﬁ IPpOU3BOACTBA U CUCTCMBI obecreyeHus KauecTBa

3. HaGnrogeHus u pe3yabTaThl MPOBEACHUS JTa00OPaTOPHOTO UCTIHITAHUS
Cchuika Ha HOpMaTI/IBHHﬁ JAOKYMCHT
Homep cepuu, 1ara mpou3BoaCTBa

TpeboBaHus HOPMATUBHOTO JOKyMeHTa DakTHUYeCKue T, CooTBercTByeT/ He
MO Ka4eCTBY pe3yIbTaThl BIAKHOCTh COOTBETCTBYET

IToxa3aTenb

4. ITpunoxeHust

JloxyMeHTHI (TIepBUYHBIE JaHHBIE, TPOTOKOJBI HUCIBITAHUN) W 00pa3Iel, OTOOpaHHBIE B XOJE MPOBEICHHS
J1a00PATOPHOTO MCITBITAHUS

5. 3akntoueHue
[TonoxurensHoOE
OtpunarensHoe ( ¢ 000CHOBaHHEM )

[Ipumeyanue

*K oTdery o pe3ynbTaTax IpOBEACHHS JaOOPATOPHOTO MCIBITAHUS MPUIIAraeTcs

Komwusi cepTu(dukara aHanmsza W (WIM) TPOTOKOJIA HWCHBITAHUM HAa MPOTYKITUIO
7a00paTOpUM KOHTPOJISI KadecTBa MPOM3BOIUTENS WM KOHTPAKTHOW JabopaTtopuu,
UCIOJB3YyEMON MPOMU3BOAMUTENIEM. Bce NPMIIOKEHHS K OTYETY SIBISIOTCS
HEOTHhEMJIEMOM €T'0 YacThIO.



PykoBonurens komuccuu

(moanucek) (Pamunus, UMsi OTYECTBO (IPU HATUYHUH)
YJICHBI KOMUCCHH:

(moamucCh) (®amunaus, UM OTYECTBO (MIPU HAIUYUH)
(moamnucs) (®amMunus, uMsi OTUYECTBO (MPU HAJTUYUH)
" " 20 r.

CormacoBBaHoOoO

(AOJKHOCTD) (moamucs) daMuians, UM O0TYECTBO (MIPU HATUYHUHN)

(TOKHOCTB) (mopmucek) — DamMuIUA, UMs OTUYECTBO (IIPH HAJTUYIHUH)

[punoxenne 8
k [IpaBunam npoBeneHus: SKCIEPTU3BI
MEJUIUHCKOTO U3EIHs

®dopma

OKCHEepPTHBINM OTIET CHENUAIA3HPOBAHHON HIKCIIEPTH3H MEAUIIMHCKOTO
13K3 (S 155

—_—

Damunus, UMs1, OTYECTBO (TIPU HATMYUH ) SKCIIEpPTa

VYueHas crerneHb, 3BaHUC

Ne 3asiBku 1 maTta

JlaTa mocTymieHus: JOKYMEHTOB Ha CHEIHATM3UPOBAHHYIO SKCIIEPTUIY
ToproBoe HaHMEHOBaHUE MEIUIIMHCKOTO U3

Kox GMDN (nipu Hanu4uu)

Kox Homenknarypsr MeaumnHCKUX m3nenwii Pecryonmuku Kazaxcran

Texuuaeckas XapaKTCpUCTUKa MEAUITUHCKOT'O U3ICITUA

| R || |9 kRN

Haznauenue MEIUIMHCKOI'O U3CIINA

._‘
e

O6macTh MpUMEHEHHUS
[IpoBenena »skcrepTH3a JOKYMEHTOB PETHCTPAIIMOHHOTO JOChE,
XapakTepu3yomux 0e30macHOCTh, I()PEKTUBHOCTh W KA4E€CTBO MEIUITUHCKOTO
U3JICTIUS .
1. JlaHHBIC O TIPOU3BOAUTENEC MEIUIIMHCKOTO M3CIHS , B TOM YHCIIE PACXOTHBIX
MaTepragoB U KOMIUICKTYIOIINX, SABIISIONIUXCS METUIIMHCKUMH U3IETUIMU

HanmenoBanne IOpunnueckuit
No Tum opraHu3alii WM y4acTOK MPOU3BOJICTBA TpaH
OpraHU3aINH azapec

1. TIpousBomuTenb



2. IlpousBoacTBeHHAas IIIOLIAIKA
YTIOTHOMOYEHHBIH MIPECTaBUTENh IPOU3BOAUTENS (TIPU HAJIIIUH )
4. YnakoBHMK (Ip1 HEOOXOIUMOCTH)

KoHTaKkTHBIC NaHHBIE YINOJIHOMOYEHHOTO JIHLA 110 MOHUTOPUHTY
5 HeOmarompusATHBIX COOBITUH (MHOHIEHTOB) HA TEPPUTOPUHU
Pecniyonuku Kazaxcran

2. Peructpatiusi B CTpaHe-MpOU3BOAUTEIE (M3TOTOBUTEIISI) U IPYTUX CTpaHAX
Ne Crpana Ne 1okyMeHTa, YAOCTOBEPSIONIETO PETUCTPAIIHIO Hara Beigaun  IIpumeuanue sxcrepra
1

3. Omnenka AOCTOBCPHOCTHU YKa3aHHOI'o B 3asjABJICHHUHM M JOKYMCHTAXx

PErUCTPpailuOHHOI'O JOChE KjlacCa MCIHIITNMHCKOI'O U31e]H\ B 3aBUCUMOCTH OT CTCIICHH
IIOTCHOUAJIBbHOTO pHCKa HIPHUMCHCHHUA, B COOTBCTCTBUU C Tpe60BaHI/I$IMI/I
3aKOHOJAaTCIIbCTBA PGCHy6JII/IKI/I Kazaxcran B c@epe 06paH1€HI/I}I JICKapCTBCHHBIX
CPEACTB, MEUIIMHCKUX U3JICIHH :

Knacc B Kmacc B coorBerctBuM ¢ COOTBETCTBHE  3asgBIISIEMOTO  Kjacca

[Ipumeuanue
COOTBETCTBHH C JOKYMEHTaMHU TpeOOBaHUSIM 3aKOHOIaTENLCTBA

JKCIIEpTA
3asIBJICHUEM PETUCTPAITMOHHOTO JIOChE Pecnyonuku Kazaxcran P

4. XapakTepUCTUKU CUCTEMbI TMOKa3aTeyiel, Oonpenestommnx 0e30MacHOCTb,
3O PEKTUBHOCTh W KAUYE€CTBO MEIMIIMHCKOTO HM3JIENUS , B TOM YHCIE PACXOJHBIX
MaTepragoB U KOMIUICKTYIOIIUX, SIBJISIOIIUXCS METUIIUHCKUMU U3JETUSIMH :
1) cucrema ymnpanienus kadectBoM [ISO, GMP opranuzanuu-npou3BoauTeNs, B
TOM YHCJIe PACXOJAHBIX MAaTEPUAIOB U KOMIUICKTYIOIIHX, SIBJSIOIINXCSI MEIUIIMHCKUMU
U3JICTUSAMU :

Ne HawmmeHoBaHUe JOKYMCHTa Ne JOKYMCHTA 1 AaTa BblAaun CpOK JIencTBUs HpnMeanHe OKCIIEpTa

2) KaueCTBO MEIMIIMHCKOTO M3JIeNIUsl , B TOM YHCJI€ PACXOJHBIX MaTepHUaJIOB U
KOMIUICKTYIOIINX, SBIISIOMNUXCS MEAUIIMHCKUMH U3JICTUSIMHU (TEXHUYSCKHUE YCIIOBHS,
CTaHJapT OpraHU3aIuu):

Ne 'HammeHoBaHue nokyMeHTa  Ne TOKyMEHTa U JaTa BblIayu Cpok neiictBust  IIpumeuanue sxcnepTa

3) moATBEpKACHUE COOTBETCTBHUSI MEIUIIMHCKOTO H3NENUs TPEOOBAHUIM
HAIIMOHAJBHBIX WM MEXIYHAPOIHBIX HOPMAaTHBHBIX ITOKyMeHTOB (Jlexmaparus
cootBeTcTBHs; CepTUhUKAT COOTBETCTBUA):

No 'HammeHnoBaHue JokyMeHTa  Ne TOKyMeHTa W JaTa BblIayu Cpoxk pevicteusa  [Ipumeuanue skcrepTa

4) aHanu3 NpPeACTaBIECHHBIX JaHHBIX, OJIYYEHHBIX B X0J1€ MPOBEACHUS UCIIBITAHHIM
(TOKCHKOJIOTHUECKUX, TEXHUUECKUX, KIMHUYECKUX) B CTPAHE MPOU3BOIUTENE (OTUETHI,
3aKJIIOYEHUS) U B XOJE MPOBEACHUS NPEIbIAYLIIMX ITAlOB dKCNEpTH3bl B PecnyOnnke
Kazaxcran (HauanbHasi SKCriepTH3a, J1a00paToOpHbIC UCIIBITAHUS):

HaumenoBanue [Ipumedanne
p
Ne AHanu3 oJIHOTHI M KauecTBa l/IHq)OpMaLlI/ll/I B JOKYMCHTC

"~ IIOKyMeHTa JKCIepTa



5) 3akiroueHHEe O CTAOMIBLHOCTH MEIUIIMHCKOTO HM3JIeNIUsl , 00OOCHOBAHHOCTH
3asIBJICHHOTO CPOKa XPaHCHUS:

Ne 3asBieHHBIN CPOK XpaHEHHUs AHAIN3 IPEACTaBICHHOrO oT4YeTa O cTabmipHOCTH  [IprMedanue sxcnepra

6) OOCHKA IMPOCKTAa MHCTPYKIUU 110 MCAUIMUHCKOMY IIPUMCHCHUIO MCIUTTUHCKOT'O
HU3CIHA , B TOM YHUCJIIC PACXOAHBIX MATCPHUAIOB U KOMIUICKTYIOIIUX, SABJIAIOLINXCS
MCIANIMWHCKUMHU U3ACITUAMU U SKCILUTYAaTaAllTUOHHOT'O JOKYMCHTA

Ouenka

Ne Ananus !
JKCIepTa

1. Ilonnora COACPIKaAHUA TEKCTA NPOCKTAa MHCTPYKIIUN HAa MEAUTMHCKOI'O U3AEJINA

2. CoOTBETCTBHE TEKCTA MOPOCKTAa OpUT'MHAITY HHCTPYKIHHU OT IMIPONU3BOJUTCIIA

CooTBeTCTBHE O(bOpMJ'ICHI/Iﬂ TEKCTa MNPOCKTa HHCTPYKIHUU Tpe6OBaHI/IHM 3aKOHOJAaTeJIIbCTBA
" Pecniy6nuku Kaszaxcran B cepe oOpamienus 1eKapCTBEHHBIX CPEACTB U MEAUIMHCKUX M3IETUH
4. Wudopmanws, comepkamascs B SKCIUTyaTAllHOHHOM JOKYMEHTE MEIUIIHHCKOTO U3ISITUS
7) Onenka ohopMIICHHS] MAKETOB YITAKOBOK U ATHKETOK

Ouenka

No Ananus b
OKCIICPTa

CootBeTcTBHE O(GOpPMIIEHHS TEKCTa MakeTa MapKHPOBKH TpeOOBaHHMSM 3aKOHOMAATENLCTBA
" Pecny6unku Kazaxcran B cdepe 00paleHus JIEKAPCTBEHHBIX CPEJCTB, MEJAUIMHCKAX U3IEITHI

I/I,I[CHTI/I‘IHOCTL yKaBaHI/Iﬁ YCJIOBI/Iﬁ XpaHCHUA U TPAHCTIOPTUPOBAHUS, YKA3dHHBIX B JOKYMCHTC 110
' CTaHAapTU3AINU MEIUINHCKOI'O U3ACIUA U IIPOCKTE HHCTPYKIUHU IO MEAUITUHCKOMY ITPUMEHEHUTIO

8) AHaJIU3 JaHHBIX O pa3pabOTKe U MPOU3BOJICTBE MEIUIIMHCKOTO U3/IeNHUs (CXEMBbI
MIPOLIECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJINM MTPOU3BOJACTBA, YIIAKOBKHU, HCIIBITAHUMN U
IIPOIICAYPHI BBIITYCKa KOHEYHOTO MPOAYKTA). 3aKII0UEHUE O COOTBETCTBUHU Pa3pabOTKH
, TEXHOJIOTMYECKOTO MpOoIlecca U KOHTPOJIS KauecTBa MPOU3BOJACTBY O€30MaCHOUN U
Ka4YECTBCHHOMW MPOAYKIIUHU

Onenka
JKCIepTa

Ne Awnamnus
O1leHKa NPECTABICHHBIX 3asBUTEICM JaHHBIX O Pa3pabOTKE U MPOU3BOCTBE, BKIIIOUAS aHAIIN3
OTYeTa MHCTIEKTUPOBAHUSI MPOU3BOICTBA (TIPU HATMYUK);

3aKIII04YeHNE O COOTBETCTBMH Pa3pabOTKH, TEXHOJOTHYECKOTO IpoIiecca M KOHTPOJIS KayecTBa
TIPOU3BOJICTBY OE30MaCHOI M Ka4eCTBEHHOH MPOIYKINN

9) Ananu3 OuonOorMuecKkoil 6E30MacHOCTH MEIUIMHCKOTO M3JENHUS Ha OCHOBE
aHajii3a BCEX MAaTepPUAJIOB JKMBOTHOTO FWJIM YEJIIOBEYECKOTO MPOUCXOXKICHUS,
BXOJISIIMUX B MEJIMIIMHCKOE M3JIeNue , a Takke HH(OopMaIUu 0 10100pe UCTOUYHUKOB (
JIOHOPOB), OTOOpE MaTepuala, MPOLECCUHTEe, XPAHCHUH, TECTUPOBAHUU, TIEPBUUHON
AKCTEPTU3BI MPOIEAYpP TECTUPOBAHUA, a TakKe OoOpalleHUs C TKaHSIMH, KIETKaMH,
CyOCTaHIIUSIMU KUBOTHOTO WJIM YEJIOBEUECKOTO IPOUCXOXKJICHUS, KYJIbTypaMu
MUKPOOPTaHU3MOB U BUPYCOB (P HATMYUH )

No ' Ananuz OueHka sKcrepTa

1. OrmeHka MpencTaBIeHHBIX 3asSBUTENIEM JAaHHBIX 0 aHAJIH3y OMOIIOTHIECKOH 0e301acHOCTH



10) W3ydyeHnue nepBUYHON SKCIEPTU3BI MPOTPAMMHOTO O00ECIieueHUs Ha OCHOBE
aHaJlu3a JaHHBIX O €ro Bepu(UKAIMM U TEePBUYHOU DKCIEPTU3BI, B TOM YHUCIIC
uHpopManmru O ero pa3paboTKe M TECTUPOBAHWU HA NPEANPHUATHH U TIpU
MYJIBTUIICHTPOBBIX MCCJIEJOBAHUAX, JAHHBIX 00 HICHTU(UKAIUU U MaApPKUPOBKE
ONEPALMOHHON CUCTEMBI
Ne Ananus OreHka sKcnepra
1. OHCHKa OpEeACTAaBJIICHHBIX 3aBUTCIICM AaHHBIX

11) Ananu3 npoueaypsl 1 METOJAOB CTEPHIIM3ALIMU MEIUIIMHCKOTO H3JEIus |,
MaTepuaioB, 0OOCHOBBIBAIOIIMX CIOCOO CTEPWIM3AINU, TMPEAJIaraéMbIX METOJI0B
KOHTPOJISI KayecTBa M OIPEAEJIEHUsS] OCTATKOB CTEPUIM3YIOLIETO BEIIECTBA IpHU
MPUMEHEHUH XUMUYECKOT0 CIoco0a CTepUIn3aiiiu
Ne Ananms OrenHka dKcnepra
1. OHeHKa MPCACTABJICHHBIX 3asABUTCIIEM JaHHBIX

12) Ananu3 6e3onacHOCTU U 3PHEKTUBHOCTU JIEKAPCTBEHHOT'O CPEJICTBA B COCTaBe
MEIUITMHCKOTO U3/IeIUs , €r0 BIUSHUSA Ha (PYHKIITMOHAIbHOCTh MEIUIIMHCKOTO U3/1eIns
, COBMECTUMOCTH JIEKAapCTBEHHOI'O CpEJACTBAa C MEJIUIIMHCKUM Hu3JelneM (3a
UCKITIOUCHHUEM MEIUIMHCKUX U3enuid 171s auarnoctukd in vitro (IVD). Uudopmarus
O PpEerucTpanu JEeKapCTBEHHOI'0 CpEeICTBAB TOCYJIapCTBE — MPOU3BOJAUTEIIEC
JIEKApCTBEHHOTO CPEJCTBA
No  Amnanus OreHka sKcnepra
1. OHCHKa TIPEACTABJICHHBIX 3asIBUTEIIEM TaHHBIX

13) AHanu3 npeCcTaBICHHBIX MPOU3BOAUTEIEM CBEACHUN O HAIUYUU WIH 00
OTCYTCTBUM COOOIIEHUM O HECUACTHBIX CIy4asix U OT3bIBAX C PhIHKA MEIUIIMHCKOIO
U3JIETUsl , O HEXKENATEIbHBIX COOBITUSIX U (MJIM) HECUACTHBIX CIIy4asX, CBS3aHHBIX C
UCIOJIb30BAHUEM MEIUIIMHCKOTO W3JEeNHUs , YBEJOMJICHUU 10 O€30MacHOCTHU
MEJUITMHCKOTO U3ACNHS , TOAX0Ja K PACCMOTPEHHIO dTUX MPOOJIEM M UX PEIICHUS
MPOU3ZBOJIUTEISIMU B KaXJOM M3 TaKUX CIy4yaeB, OMUCAHUS KOPPEKTHUPYIOIIUX
NEUCTBUM, MPEANPUHATHIX B OTBET HA YKa3aHHbBIEC CIy4yau, a TaKXke COOTHOUICHHS
YPOBHSI IPOJaX M KOJMYECTBA HECUACTHBIX CIYyYaeB M OT3BIBOB MEIMIIMHCKOIO
U3JIeUs U3 00paleHus
No  Amnamus OreHka sKcnepra
1. OHGHK& OpeACTAaBJICHHBIX 3aABUTCIIEM AaHHBIX

14) Ouenka I1nana coopa u anann3a JaHHBIX MO 0€30MaCHOCTH U 3 (HEKTUBHOCTU
MEUIMHCKOTO U3ENHS Ha TOCTIPOIaKHOM dTarle U oT4yeTa 00 aHaJIn3e PUCKOB
Ne Ananms OreHka dKcnepra
1. OHeHKa OpeACTaBICHHBIX 3aABUTCJIEM TaHHBIX

5. 3akiro4eHue 3KcnepTa
1. ITonoxurenpHoe

2. OtpunatenbHOe (¢ 000CHOBaHUEM)



Bce naHHble, mpUBENEHHBIE B 3KCHEPTHOM 3aKJIIOUYEHUHU, TOCTOBEPHBI U
COOTBETCTBYIOT YCTAHOBJICHHBIM TPEOOBAHUSIM, YTO MOJITBEPK/IAI0 JIMUHON MOITUCHIO
PykoBoauTENIb CTPYKTYPHOI'O NOAPA3ACICHUS

noanuchk @amMuius, uMs, OT4ECTBO (MPU HATTUYUH)

MNOJAMNUCH damunusg, uUMs, OTUYECTBO (IPU HAIUUYHUH)
laTa

Mecro neuatu
[Ipunoxenne 9
k [IpaBumaM npoBeAEHNsS SKCTIEPTU3BI
MEIUIMHCKOTO U3EITHS

dopma

OKCIEepTHEIN OTIET CIEHAIH3HPOBAHHOMN SKCIIEPTU3H O BIMAHAN BHOCHMBIX
A3MEHCHHUH B PETUCTPAIMOHHOE JOChE Ha 6€30MacHOCTh, 3P PEKTUBHOCTD H
Ka9eCTBO MEIWIMHCKOTO M3IEIHS

1.  ®amunus, ums, 0TYECTBO (TIPH HATMYKH) IKCIEPTa

2. VueHas cTeneHb, 3BaHIE

3. Ne 3agBKYM 1 1aTa

4.  [lara mocTyIuieHHs JOKYMEHTOB Ha CIEIHAIM3UPOBAHHYIO SKCIIEPTH3Y
5. ToproBoe HAMMEHOBAHUE MEITUIIMHCKOTO H3]ICIIUS

[IpoBeaena skcmepTH3a JAOKYMEHTOB PETHCTPAIMOHHOTO JOChE,
XapaKTepU3yIOIINX BIUSHUE Ha 6€301acHOCTh, 3 (HEKTHBHOCTh U KAUYE€CTBO BHOCHMBIX
MU3MEHEHUI B PErUCTPAIMOHHOE JIOChE, HA MEAULIMHCKOE U3CIHUE .

B xone npoBeaeHus SKCEPTU3bI YCTAHOBJICHO:

Ne Penakmus 1o BHeceHNS M3MEHEHUH BHocuMoe n3Mmenenune

BrnusiHre BHOCUMBIX M3MEHEHUN Ha 0€30MacHOCTh, 3((HEKTUBHOCTh U KaueCTBO

MCIHMIMHCKOI'O U3OCINA :

Usmenenue (ykasatb  AHanu3 (Biusier/He Biusier) [Ipy oTpHIaTeNbHOM 3aKIIOYEHHH YKa3bIBaeTCS
0
HYKHOE) o0ocHOBaHHE

3aKIr0YEeHNE OKCIICPTA.
1. ITonoxxurensHOE

2. OtpurarensHoe (C 000CHOBAaHUEM)
Bce JaHHBIC, IMMPUBCIACHHLIC B J3KCICPTHOM 3aKIIIOYCHHH, JOCTOBCPHLI U
COOTBCTCTBYIOT YCTAaHOBJICHHBIM Tpe6OBaHI/IHM, 4TO IIOATBCPIKAALO JINIHOU IIOAIINCBHIO



PykoBonurensp CTPYKTYPHOTO noapa3aelieHus

MOJIMUCH damunusi, UM, OTYECTBO (IIPU HAJTUYMH)
DKkcnepT

MOJNUCH daMunus, uMs, OT4eCTBO (MPU HAJIUYUM)

lata

MecTto neuatu

ITpunoxenue 10
k [IpaBunam npoBeaeHus
9KCIEPTU3BI MEJUIIMHCKOTO U3AEIHS

®dopma

3akmodeHne 0 6e30macHOCTH, 3¢ (PEeKTHBHOCTH H Ka9€CTBE MEAUITHHCKOTO
H3JICIIAA , 3aABJICHHBIX Ha SKCIICPTH3Y

1. Pecnybnnkanckoe TOCyJJapCTBEHHOE MPEANPUITHE HA TIPaBE XO3SIMCTBEHHOTO
BeneHus "HanumonaneHblid LleHTp sKcepTU3bl JEKApCTBEHHBIX CPENCTB, U3ACIHUI
MEIULIMHCKOTO HA3HAYEHUs M MEIUUUHCKOW TexHUKu' MuHucTepcTBa
3npaBooxpaneHuss PecnyOnuku Kaszaxcran cooOmiaer pe3ynbTaThl 3KCIEPTHU3bI Ha
6e30macHOCTh, 3Q(PEKTUBHOCTH U KAYECTBO MEIUIIMHCKOTO U3IEIHS :

TOpl"OBOG HaMMCHOBAHNEC MCIUIITMHCKOI'O U3ACINA
OpraHu3anus-mporu3BOIUTENb, CTPaHA-TIPON3BOAUTETH
HpOI/I?)BO,HCTBeHHaH IJiomrazaka, crpaHa

YTI0JIHOMOUYEHHBIN [TPECTaBUTEND, CTPAHA

Bun skcnieptusst

Kracc B 3aBUCHMOCTH OT CTETIEHH MTOTEHIINATHFHOTO PHUCKA TIPIMEHEHHS

Kox Homenknatypsl MeauiiuHckux u3aennid Pecybnuku Kazaxcran

Komrmekranus MeIAIMHCKOTO w3Aeius / (TIPH HATHIHH — KOJIMIECTBO KOMIUTEKTyronmx) (Tabmmma)

3aknroueHne Ha4dallbHOM AKCIEpTH3Bl (BaTUAALMK PETHCTPAIIMOHHOTO A0ChE) (TOJOXKHUTEIBHOE,
OTPHUIIATENBHOE)

3aKIoueHue J'Ia60paTOpHLIX HMCIBITaHHMH: Jara u Ne MMPpOTOKOJIa (HOJ’IO)KI/ITCJ'ILHOG, OTpI/IHaTGHBHOC)

3akioueHe CrelHaIn3uPOBAHHON IKCIEPTU3bl (PEKOMEHJ0BATh/HE PEKOMEHIOBATh MEAUIIMHCKOE
u3nenme )

Tabunma
KOMHHCKT&HHH MCOIULINHCKOI'O U3ACIINA

HaunmeHnoBanue Mogens IIpousBoaurenn Crpana

2. 3aKJII0YEHHUE:



(monmoxkutenbHoe) Martepuaiabl U JTOKYMEHTBl PErMCTPAallMOHHOIO JI0ChE Ha
MEJUIIMHCKOE W3JIeNIue , NPEJOCTABICHHBIE Ha H3KCIEPTU3Y, COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPeOOBaHUAM MO 0Oe30macHOCTH, S(PPEKTUBHOCTH U KAYECTBY
MEJULIMHCKOTO W3NS , MOJATBEPKICHBl COOTBETCTBYIOUIUMU MaTepuallaMu U
OpPOBEACHHBIMH  HCHBITAHUSIMH. MEAUIUHCKOE H3JeINe MOXET ObITh
3apeructpupoBaHo B Pecnybnuke Kazaxcran cpokoM Ha 5 net/6eccpodHo.

(oTpunatenpbHoe) MaTepuanbl U JOKYMEHTBl PETHCTPALMOHHOTO JOChE Ha
MEIUIMHCKOE H3JeIHe , NMPEJOCTaBICHHbIE HAa SKCHEPTHU3Y, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPeOOBaHUAM MO 0€30MacHOCTH, 3(PPEKTUBHOCTH U Ka4YECTBY
MEIUIMHCKOTO HW3JENusl , MOATBEPKIECHbl COOTBETCTBYIOIIMMH MaTepHalaMH U
NIPOBEJICHHBIMHU HCTIHITAHUSMUA U HE MOXET OBITh 3aperucTpupoBaH B PecmyOmmke
Kazaxcran.

PykoBoauTenb TrocyaapCTBEHHOM OKCHEPTHON opraHu3zanuu (WiIH
YyOOJTHOMOYEHHOE AULO)

MOAMNUCH damMunus, uMs, OT4eCTBO (MMPU HAIUYUH)
latra

MecTo neuatu

IIpunoxenue 11
k [IpaBumaM npoBeAEHUS SKCTIEPTU3BI
MEIUIMHCKOTO U3EIHS

®opma

3akmodenne o 6e3omacHOCTH 3¢ (PEKTHBHOCTH M Ka9€CTBE MEAUIIMHCKOTO
H3JIEIUA IPH H3MEHEHH, BHOCHMBIX B PETHCTPAIIHOHHOE JOCHE

1. PecnyOnnkanckoe TOCyJapCTBEHHOE MPEANPUITUE HA TIPABE XO3SIMCTBEHHOTO
BeaeHus "HamumoHanbHbld LleHTp sKCHEpTH3bl JEKAPCTBEHHBIX CPEACTB, U3ACIUN
MEIUIIUHCKOTO HAa3HAYEHUs W MEIULIUHCKOW TeXHUKU' MUHHUCTEpCTBA
3apaBooxpadeHuss PecnyOnmku Kazaxcran cooOmiaeT pe3ysbTaThl dKCHEPTU3BI O
BJIUSIHUM BHOCUMBIX H3MEHEHHH B PETHCTPALIMOHHOE J0Che Ha O€30IMacHOCTb,
3 GEKTUBHOCTD U KQYECTBO MEIUITMHCKOTO U3CIIHS :

TOpFOBOC HAaUMCHOBAHHUEC MCAUITUHCKOI'O U3CINS
Oprann3anys IpoU3BOJUTENb, CTPAHA-IIPON3BOIUTEIH
HpOI/ISBOI[CTBeHHaH IJiomanaka, cCtpaHa
VYOTHOMOYEHHBINH OpeACTaBUTCIIb, CTPAaHa

BHocuMble n3MeHeHHUs

3aKil0YeHne HadaJbHOW OKCIEpTH3bl (BJIMAALMK PETUCTPALMOHHOTO JI0che) (TOJOXKHUTENbHOE WIN
OTPHIIATEIIEHOE)

3akroueHne 1ab0paTOpHBIX UCTIBITAHUH: JaTa U No MpoToKoJIa (TI0I0XKUTENILHOE UITH OTPHUIIATEIHLHOE)



3aKiIoueHue CHCHI/IaJ'II/I?)I/IpOBaHHOﬁ OKCIICPTU3bL (pCKOMeHI[OBaHO/HC PEKOMCHAOBAHO BHCCCHUC W3MCHCHHUH B
PETrUCTPALIUOHHOC ,I[OCBe)

2. 3aKJIIO4eHUE:

(monoxkutenbHOoe) MaTtepuanbl U JOKYMEHThl Ha MEIUIIMHCKOE H3JIeue,
OPEJOCTABICHHBIE JJISI BHECEHUS M3MEHEHUH B PErUCTPALMOHHOE JOChE,
COOTBETCTBYIOT YCTaHOBJIECHHBIM TpeOOBaHUSM, BIUSIHUE Ha 0OE30MacCHOCTb,
3()PEeKTUBHOCTP W KA4eCTBO MEIMUIIMHCKOTO HU3JENUsl MOATBEPKICHBI
COOTBETCTBYIOIIMMH MaTepuaIaMyu U MPOBEACHHBIMU UCIIBITAHUSMH.

BHocuMmble U3MEHEHUsI 3apEeruCTPUPOBaHbl C Bblauel (0€3 BbIJaYM) HOBOTO
PETMCTPALIMOHHOTO YIOCTOBEPEHUH.

(orpunarenbHoe) Martepuanbsl U JOKYMEHTHl Ha MEIUIIMHCKOE HU3Jeiue,
OPEJOCTABICHHBIE JUISI BHECEHUS H3MEHEHUW B PETHCTPALMOHHOE JOChE, HE
COOTBETCTBYIOT YCTaHOBJIEHHBIM TPEOOBAHUSAM, OKa3bIBAIOT OTPULIATEIBHOE BIIUSHUE
Ha 0€30MacHOCTh, 3PPEKTUBHOCTD U KAYECTBO MEAUIIMHCKOTO U3/IEIHSL.

BHOCHMBIE U3MEHEHHUSI HE 3apETUCTPUPOBAHBI.
PykoBoauTens TrocyJapCTBEHHOM 3KCHEPTHOM oOpraHu3auuu (UiIu
YyOOJIHOMOYEHHOE AU O)

MOJMNUCH damMunus, uMs, OT4eCTBO (MPU HAJIUYUM)
HdaTa

Mecto neuatu
[Tpunoxenue 12
K HpaBI/IJ'IaM MMpOBEACHUA
OKCIICPTU3BI MCAUITMHCKOT'O U3ACITUA
dopma

Kazakcran PecnyOmukacer JleHcaynelk caktay — PecrmyOmmkaHCcKoe TOCYZapCTBEHHOE MPENNpHATHE Ha
MUHHCTPIIriHIH "J[opiiik 3arTapipl, MEAUIMHAJIBIK IpaBe XO3IHCTBEHHOTO BeieHus "HalnoHanbHbIi HEHTp
MakcaTTarbl OyHbIMIapAbl JKOHE MEIUIMHA  DKCIEPTHU3bl JICKAPCTBEHHBIX CPEICTB, W3JEIHN
TEXHUKACBhIH capamnrtay YJITTBHIK  OpTaJbIFb" MEIUIMHCKOTO HAa3HAUYCHHsI U MEJUINHCKON TeXHUKH"
MIapyambUIBIK JKYPTi3y KYKBIFBIHAAFBI PEeCIyOIuKaiplK MUHHCTEpCTBA  31paBooxpaHeHus PecmyOiuku
MEMJICKETTIK KOCITOPHBI Kazaxcran

CBoaEIi oT4eT IO 6e30macHOCTH, 3)(HEKTHBHOCTH M Ka9€CTBY METUIIMHCKOTO
17601 (U 10

"HanMmeHoBaHME MEIUIIMHCKOTO U3/IeNHs ", MPOU3BOAUTEND, CTPAHA
U3 otyera ynanena koHpuaeHnaaIbpHas nHGopMaIus
Conepxxanue

1. O6nacTh MPUMEHEHUS] METUIIMHCKOTO W3JICITHSI

2. Ha3HaueHune MeIMIIMHCKOTO U3ACIIHS

3. KpaTkasi TexHrueckas XxapakTepuCTHKa MEIUIIMHCKOTO U3/ETus



4. Knacc 0e3onacHOCTH
5. Uadopmarus o mpousBouTeNe
6. Pemienue (3akitoueHue)
7. Nadopmanus o peructpaiuu
8. YcnoBus xpanenus aisa [VD (AiBuan)

IIpunoxenue 13
k [IpaBunam npoBeneHus
9KCTIEPTU3BI MEJUIIMHCKOTO U3AEIHS

Ilepedens H3MEHEHHI, BHOCHAMEIX B PETHCTPAIMOHHOE TOCHE MEIUIIMHCKOTO
M3JEIHA B IEPHOJ] ACHCTBHA PErHCTPANHOHHOIO YAOCTOBEPEHHA

H3menenne

1. HN3meHeHue cCBeIeHHH O
npousBonuTeNe/
MPOU3BOJCTBCHHON ILIOINAJIKE
MEIULMHCKOTO U3IeIus

Vcnosusa/3ameyanust

2

OcHOBHOE yCIIOBHUE -
HOBas JIMIICH3US Ha

MPOU3BOJCTBO
BBIIaHHAA

YIOJHOMOYE€HHBIM

OpraHom

CTpaHBbI

MPOU3BOIUTEIIS
U3TOTOBUTEJS)

Mecrto mpou3BoACTBA
HE U3MEHHIIOCH.
Her wusmenenuii B

TIPOU3BOACTBEHHOM

npoiecce

nin

cnenuduKanusx,

BKJIO4as
UCIIbITaHUA.

MECTOABI

[lepeueHb AOKYMEHTOB ¥  MaTEpHaJIOB,
HEOOXOIMMBIX IJIsl BHECEHHSI U3MEHEHHUH

3

1. JIOKyMEHT, YIOCTOBEPSIOLIUNA PETHCTPALINIO

MEIUIUHCKOTO M3JEHs B CTpaHe NMPOH3BOAUTENE (
PETHCTPAlMOHHOE YAOCTOBEPEHHE, HOTApHAIBHO

3acBuieTenbcTBOBaHHbIN CepTrdukaT cBOOOIHOM

nponaxu (FreeSale), Ceptudukar Ha sxcropt) ¢

BHECEHHBIMH U3MEHCHUSIMHU

2. JIokyMeHT, TOXITBEpPKJAIOUINH BHECCHHE
W3MeHEeHU (Cc yKazaHueM JaThl BHECEHHS
W3MEHEHHUS) OT YIOJIHOMOYEHHOTO OpraHa CTPaHbI—
TIPOU3BOIUTEIS

3. HorapuanpHO 3aCBHICTEITHCTBOBAHHBIN TOKYMEHT
, TIOATBEPXKJAIOIMNNA COOTBETCTBUE YCIOBUU
Mnmpounu3BOACTBA HallMOHAJIbHBIM I/I/I/IJ'II/I
MeXyHapoAHbIM cTa"napram GMP; ISO

4. HotapuanbHO 3aCBUICTENILCTBOBAHHBIN TOKYMEHT
, TIOATBEPXKIAIOIIUI COOTBETCTBUE MEIULIIMHCKOTO
HU3ACIIUA HaOUOHAJIBHBIM MWW MECKIAYHApPOIHBIM
HOPMAaTHUBHBIM JOKYMEHTaM, KJIacC B 3aBUCHUMOCTH
OT CTETeH! NOTEHIUAIBHOTO PUCKA MPUMEHEHHS (
Hexnapauust  coorBercTBUs;  Ceprudukar
COOTBETCTBH)

5. Komusg perucTpanuoHHOTO YyAOCTOBEPEHHUS
BbIZIaHHOTO B PecrryOnuke Kazaxcran

6. IIncepMO POM3BOUTENS, YAOCTOBEPSIOIIEE, YTO
MIPOU3BOJACTBEHHBIN IPOLECC W KOHTPOIb 3a
Ka4eCTBOM M 0€30IaCHOCTbIO TOTOBOrO MPOIYKTa
ocTaroTcsi 0e3 M3MEHEHWH, C yKa3aHUEM [JaTbl
BHECCHMSI U3MEHEHUI

7.IlpoeKTbl HMHCTPYKIMH 1O HNPUMEHECHUIO
MEAMLIUHCKOTO H3AeNus / PYKOBOJACTBO IIO
SKCITyaTanuu (Ha 37MeKTpoHHOM Hocutene CD B
¢dbopmare DOC



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. HN3mMeHneHme HaMMEHOBAHUS
MEIULMHCKOrO U3IEJINS

B PETHCTPAIHOHHOE
YIOCTOBEPEHUE HE
BIHSET Ha

3 pekTUBHOCTE U
0e30macHOCTH
MEIUIUHCKOTO
H3IEITHS

MoTtuBUpOBaHHOE
obocHOBaHUE
HEO00XOIMMOCTH
H3MEHECHUS
HaMMEHOBAHUS
MEIHUITHCKOTO
u3genus , He
BIHSIONIEro  Ha
(GyHKIMOHANBHBIE |
TeXHUYCCKHE
XapaKTePUCTUKH

8.Maker MapKHUpOBKH (Ha 3JIEKTPOHHOM HOCHTEINE
CD B dopmare JPEG)

9. Onuch TOKYMEHTOB

1. Komusa JAOKYMCHTA, MMOATBEPKAAOUICTO
MOJHOMOYHA YIIOJIHOMOYCHHOI'O MPEACTABUTECIIA
TIPOU3BOUTEIIA

2. Konust perucTpaiioHHOT0 yA0CTOBEPEHHS

3. HOKyMeHTH, MOATBCPKAAIOIINE U3MCHCHUA

4. Onuce JOKYMEHTOB

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. MakeT MapKMpOBKH (Ha 3JIEKTPOHHOM HOCHUTENe
CD B dopmare JPEG

7 . @ororpadudeckie n300pakeHHs1 00IIETo BUIA
MEIHIUHCKOTO  HW3IeIus  BMeCTe  C
MPUHAIIICI)KHOCTAMU, HGOGXOJII/IMBIMI/I JJISL
NPUMEHEHHS 110 Ha3HAuYeHHIO (pa3MepoM He MeHee
18 x 24 canTHMeTpa)

8. Ommcek TOKyMEHTOB

1. 3asBieHne Ha BHECEHHE H3MEHEHHI IIO
YTBEpXKICHHOU (popMe (Ha IIEKTPOHHOM HOCHUTEIE
CD B hopmare DOC

2. Komwusi perucTpamvoHHOTO YAOCTOBEPCHHS
BhIIaHHOTO B PecnyOnnke Ka3zaxcran

3. Tlucemo mnpousBoauTens (M3TOTOBUTEINA),
colep)kaliee MOTHBHpPOBaHHOE OOOCHOBaHHE



4. HU3meHeHHne

NpUHAIIEKHOCTEH ©  (WIIH)

KOMIUIEKTYIOIIUX |
pacxXoaHBIX

oOHOBNIeHHE (YCTaHOBKa HOBOM
MPOrpaMMHOTO

BEpCHUN)
obecrieueHus

5. H3MeHeHHEe TOKa3aHUHM II0

IMIPUMEHECHUIO,

MIPUMEHEHHS; TPOTHUBOIIOKA3aHUIA;

MOOOYHBIX AP HEKTOB

cocTraBa

MaTepHUaoB,

obnactu

OTcyTCTBHE BIUSHUS
Ha (QYHKIHMOHAJIbHbIC
XapaKTepUCTUKHU
MEAULUHCKOTO
W3IETHS

be3omacHocTh
MpUMEHCHUS
MEIUIMHCKOTO
U3CIUs  JOJDKHA
COXpaHATBHCI U
MMOJITBEPIKAATHCS
JaHHBIMU
KJIMHUYECKHX
HCCIEeNOBaHUN IIO
0e30IacCHOCTH H
3¢ GEeKTHBHOCTH

TexHuueckue
XapaKTEPUCTUKU U
KOHTpOJb KadecTBa

HEOOXOJIMMOCTH HW3MEHEHHS B  COCTaBe
KOMIUICKTYIOIINX M YKa3aHHEM HOBOTO IEpeyuHs
KOMIUICKTYIOIIHX, ITOATBEPKIAIONIMX OTCYTCTBHE
BIHMAHNSA Ha (DYHKIHOHAJbHBIE XapaKTEPUCTHKU
MEIMIMHCKOTO M3Jenusi (BKJIoYas pacuiupeHHe
CIEKTpa BBISIBIISIEMBIX AHAJIUTOB MEAULUHCKOTO
nzaenus s in vitro (IVD) nuaraoctuxm).

4. TIpoexkTel HWHCTPYKIMH IO MPUMCHECHHIO
MEIUIMHCKOTO H3JeNUs /IKCIUTyaTallMOHHBIN
JOKYMEHT Ha Ka3aXCKOM U PyCCKOM SI3BIKE

5. OOHoBneHHas crenupUKamus ¢ yKazaHHUEM
MepeyHs] KOMIUIEKTYIOIIMX M  PacXOIHBIX
MaTepHaJIOB M0 YTBEP)KIECHHOH (hopme

6. Onuch JOKyMEHTOB

7. B ciuywae pnoOaBleHHS KOMIUIEKTYIOMIETO,
SABIISIOIIETOCS MEIUIIMHCKIM H3JeTneM — 00pasIisl
MEIUIIMHCKOTO m37enusi (B cllydae CTepUIHLHOTO
MIPEIOCTABISIETCS] BECh KOMIUJIEKT) U HOPMAaTHUBHBII
JIOKYMEHT

8. PesympraThl Bamumanuu W BepUUKAIUU
MPOTPAMMHOTO 00eCTICUECHHUS

1. 3asgBieHume Ha BHECEHHE HU3MEHEHHH II0
YTBEpKICHHOU (opMe (Ha IIMEKTPOHHOM HOCHUTEIE
CD B popmare Word

2. Komms perucTpannoHHOTO YIOCTOBEPEHHS
BbIZIaHHOTO B PecrryOnuke Kazaxcran

3. Tlucemo mnpomsBoaWTENs (M3TOTOBUTEIA),
coliepikaiiee MOTHBHUPOBaHHOE O00OCHOBaHUE
HeO6X0)II/IMOCTI/I BHOCHUMBIX U3MEHEHUN

4. TIpoexkTel HHCTPYKIUH MO HPUMEHEHHIO
MEIUIIMHCKOTO M3/IENUSI COTJIACHO YCTAaHOBICHHOMY
3aKOHOJIATEIBCTBY (Ha 37eKTpoHHOM HocuTene CD B
dhopmare DOC

5. Panee yTBepKIeHHAs HHCTPYKIUS

6. LIBeTHBIC MaKEThl YIIAKOBOK, ITUKETOK, CTUKEPOB
(mpu HE0OX0MMMOCTH) (Ha JIEKTPOHHOM HOCUTENE
CD B ¢opmare JPEG

7. PesynbTaThl KIMHUYECKUX UCIBITAHUH,
OTpa’kalomire BHOCUMBIC H3MEHEHHS

8. Onuck T0OKyMEHTOB

1. 3agBineHne Ha BHECEHHE H3MEHEHHUH IIO
YTBEpKIEHHON (GopMe (Ha AIEKTPOHHOM HOCHUTEIe
CD B popmare DOC

2. HotapuaibpHO 3aCBUIETENbCTBOBAHHBINA TOKYMEHT
, TIOATBEPKIAIOUINH COOTBETCTBHE YCIOBHH
MPOMU3BOJCTBA HallHOHAJIbHBIM u/unu
MexIyHapomgHeiM cTtaHgapram GMP; ISO
KOMIUIEKTYIOIINX H/UIN PACXOAHBIX MAaTepUaIoB



6. CmeHa TpoU3BOAHUTENCH
KOMIUIEKTYIOMUX,
MPUHAICKHOCTEH, PAaCXOTHBIX
MaTepuaioB

7. VYBenuueHwe/ yMeHbBIICHHE

KOMINJICKTYIOMIUX n/ 3. Komus PEruCcTpalluoOHHOI0 yAOCTOBCPCHUA

I PacXOIHBIX
MaTepHaloB  HE
JIOJDKHBI ~ CHIDKATh
KauecTBO TOTOBOIO
HpOJyKTa

MoTuBHpPOBaHHOE

CpOKa XpaHCHHUSA MCIAULHUHCKOIO 000CHOBaHUE

HA3ETUS

8.M3MeHeHue yCIoBUil XpaHEeHUS

MU3MCHEHHUA CPOKa

MoTtHuBUpOBaHHOE
000CHOBaHHE
HU3MEHEHHUs YCIIOBUM
XpaHECHUs

BBIJAHHOT'O B Pecny6mzn<e Kazaxcran

4. TIucbMO TPOU3BOIUTENS, YAOCTOBEPSIOIIEE, UTO
MPOU3BOJACTBEHHBI MPOIECC W KOHTPOIb 3a
KayecTBOM M 0€30MaCHOCTHIO TOTOBOTO MPOIYKTa
ocTaroTcs 0e3 U3MEHEeHHIt

5. IIpoekTbl MHCTPYKUUW MO MPUMEHEHUIO
MEIUITMHCKOTO U3enus (Mpu HEOOXOAUMOCTH) (Ha
anekTpoHHOM HocuTesne CD B ¢popmate DOC

6. Oruch JOKyMEHTOB
7. O0pa3ipl 1 aHATUTHYECKYIO SKCIIEPTU3Y

1. 3agBiaeHue Ha BHECEHHE H3MECHEHHUH IIO
YTBEpXKIEHHON (opMe (Ha IIMEKTPOHHOM HOCHUTEIEe
CD B popmare DOC

2. Komus PEruCcTpalluOHHOI0 YIAOCTOBCPCHUSA
BBIJAHHOT'O B Pecny6nm<e Kazaxcran

3. TTuceMO MPOU3BOIHUTENS, YAOCTOBEPSIONIEE, ITO
MPOU3BOJACTBEHHBI MPOIECC W KOHTPOJIb 3a
Ka4eCTBOM M 0€30IMaCHOCTHI0 TOTOBOTO IPOIYKTa
ocTaroTcs 0e3 U3MEHEHHIT

4. JarHbIC 1O CTAOMILHOCTH HE MEHEE YeM Ha TpeX
cepusix) (0T4eT 00OCHOBBIBAIOLTUI CPOK TOAHOCTH )

5. TIpoexT WHCTPYKIMH 1O NPHUMCHEHHIO
MEIUIMHCKOTO W3enus (TIpH HEOOXOIUMOCTH): (Ha
anektpoHHOM Hocutene CD B ¢popmare DOC

6. LIBeTHBIE MaKeThl YIAKOBOK, ITUKETOK, CTUKEPOB
(na snekrponHoM Hocurene CD B dpopmare JPEG

7. Onuch JOKyMEHTOB

1. 3asBireHre Ha BHECEHHE H3MEHEHHI IIO
YTBEPXKICHHOU (popMe (Ha IIEKTPOHHOM HOCHUTEIIC
CD B hopmare DOC

2. Komwus perucTpaiyioHHOr0 YIOCTOBEPEHUS
BbIIaHHOTO B PecnyOnnke Ka3zaxcran

3. Ilucemo-obocHoBanme npousBoguTens  (
W3rOTOBUTEIS) 00 N3MECHEHUH YCIIOBUH XpaHEHHS Ha
(¢upMeHHOM OJIaHKE TPOW3BOAMUTENS COTIACHO
YCTaHOBJIEHHOMY 3aKOHOJATEIbCTBY

4. JlaHHBIE TIO CTAOMIBHOCTH (IS MEOUITMHCKUX
M3IIENH ) He MEHEee YeM Ha TPEX CEePHsIX)

5. IIpoexT HUHCTPYKIHUHM MO MNPUMEHEHHUIO
MEUITMHCKOTO U3/ieNus (Ipu He0OXOAMMOCTH); (Ha
anektponHoM Hocutene CD B popmare DOC

6. L{BeTHBIE MaKeTHl YIAKOBOK, STHKETOK, CTUKEPOB
(ma snextpornrom Hocurene CD B popmare JPEG

7. Onuch JOKyMEHTOB

1. 3asBineHMe Ha BHECEHHE W3MEHEHHH II0
yTBEpKACHHOI (hopMme (Ha 3IEKTPOHHOM HOCHTEINe
CD B opmare Word



9. H3meHeHue B mpoleaype
KOHTPOJIE Ka4eCTBa TOTOBOIO
MPOAYKTA MEIUIIMHCKOTO U3JICITUS

10.
MEJIULIHHCKOTO
HNEPBUYHOHI
MEAUIUHCKOTO
BTOPUYHOH W/WIIM TPYNIIOBOH
YHaKkOBKH,  TPaHCIOPTHOH,
MIPOMEXYTOYHOH

N3meHeHne ymakoBKH
U3ACIHSA:
YIaKOBKH

U3EeNus;

11. H3meneHnue
TPYHTOBKHU
MapKHPOBOK,
HaJMmMcel, BKIouas Ao0aBJIcHUE
581071 Kpackw,
WCIIONIB3YEMBIX IS MapKHUPOBKH

OTTHCKOB,

IpyTux
MTaMIIOB U

150184

HU3MCHCHUA

MCIAUIUHCKOI'O U3ACJINA.

MoTHBUPOBaHHOE
000CHOBaHHUE
H3MEHEHUS B
poIeaype KOHTPOJIS
KayecTBa

MoTuBHUpOBaHHOE
000CHOBaHHE O
BIUSHWH/ HE BIUSHUH
U3MEHEHUS YIAaKOBKH
CTaOMIILHOCTB,
Ka4eCTBO

Ha

MEIHUIIHHCKOTO
HU3JeNns,
B3aUMOJICHCTBUSI
YyIaKOBOK-
MEJIULUHCKOTO
H3CTINS

MoTuBUpOBaHHOE
obocHoBaHUE
BHECEHUS] U3MEHEHUH
B MapKHPOBKY

2. Komus PEruCcTpalluoOHHOI0 yAOCTOBCPCHUA
BBIJAHHOT'O B Pecny6nm<e Kazaxcran

3. IInceMoO MpOU3BOIUTENS, yIOCTOBEPSIOIIEE, YTO

MPOU3BOJICTBEHHBIN ocraercs 0Oe3

H3MEHEHUI

npoirecc

4. IIlnceMO MPOM3BOIUTENS, YAOCTOBEPSIOIIEE, YTO
3asiBJICHHAsl NPOLEAypa KOHTPOJS HE CHUXKAeT
KauecTBO U 0€30I1aCHOCTb TOTOBOIO MPOIYKTA

5. HopmaruBHasg nOKyMeHTanus C BHECEHHBIMH
perilaMeHTUpyoomas Kad4ecTBO
MPONYKTa, HOTapHuallbHO
3aCBUIETENLCTBOBAHHBIA CepTU(UKAT aHAIH3a M
METOAMKH KOHTPOJISI KOHEYHOTO MPOAYKTa

HU3MCHCHUAMU,
KOHCYHOTO

6. OOpasupl, crTaHZapTHBIE 00pas3mbl IS
MPOBEACHHUST TA0OPATOPHBIX WCHBITAaHUN (TIpH
HEOOXOIUMOCTH)

7. Onuch JOKyMEHTOB

1. 3asBieHue Ha BHECEHHE W3MEHEHHH IIO
yTBEpKIEeHHON (opMe (Ha IMEKTPOHHOM HOCHTEIEe
CD B opmare DOC

2. Komms perucTpanuoHHOro yIOCTOBEpPEHUS
BbITaHHOTO B Pecnybnmke Kasaxcran

3. [TuceMo mPOU3BOIUTENS, YIOCTOBEPSIONIEE O TOM
, 4YTO BHOCHUMBIE H3MEHEHHUS, OTHOCUTEIBHO
MEPBUYHON YIMAKOBKH BIUSAIOT/HE BIHSIOT Ha
CTaOMIIEHOCTH, KAYECTBO METUIIMHCKOTO H3IEIUS

4. HopmaTuBHas NOKyMEHTalUs, C BHECEHHBIMU
W3MEHEHUSIMHU

5. 1{BeTHBIE MaKeThl YIAKOBOK, STHKETOK, CTUKEPOB
HOBOTO W CTaporo obOpasma (Ha JIEKTPOHHOM
Hocurene CD B popmare JPEG

6. ®OTO METUITMHCKOTO U3ACIIHS

7. OOpa3ubl IS CTEPUIBHBIX MEIHIIHCKHAX

M3IEIUN , CTAaHAAPTHBIC 00pa3Ibl AT IPOBCACHUS
1a00paTOPHBIX HCHBITAHWA TPH H3MCHCHHH

MIEPBUYHOI YIIAKOBKH (TIPU HEOOXOIMMOCTH)

8. Ommcek TOKyMEHTOB

1. 3asBneHHe Ha BHECEHHME H3MEHEHUH IO
YTBEpKAEeHHOI (hopMme (Ha 2IEKTPOHHOM HOCHTENe
CD B hopmare Word

2. Komusi perucTpamdoHHOTO YAOCTOBEPCHUS
BhIIaHHOTO B PecnyOnnke Ka3zaxcran

3. IluceM0-000CHOBaHUE MNpou3BOAUTEIA O
BHOCHMBIX U3MCHCHUAX

4. IIBeTHBIC MaKeTHl YIIAaKOBOK, STHKETOK, CTUKEPOB
CTaporo M HOBOTO oOpa3na (Ha 3JIEKTPOHHOM
Hocureine CD B ¢popmate JPEG

5. ®0oTO MEAUITMHCKOTO U3AEIIUI



6. Onuch JOKyMEHTOB
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