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O6 yTBepKIeHIH IPaBWI MPOBEICHAS SKCIIEPTH3HI JICKAPCTBCHHBIX CPEACTB X METUIIMHCKHIX
231 () 1%0% 4

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

B coorBercTBum ¢ nyHkrtamu 4 u 10 craren 23, nmynkrom 3 crateu 239 Kogpekca
Pecny6nuku Kazaxcran "O 310poBbe HApOJa U CUCTEME 3IPABOOXPAHEHUs", TOAIMYHKTOM 1)
ctatbu 10 3akona Pecny6nuku Kazaxcran "O rocygapCTBEHHBIX yciyrax', 4aCThiO MEPBOit
nyHkta 1 [IpaBun perucrpanuu u 3KCIEPTU3bl OE30MACHOCTH, KauecTBa U d(PPEKTUBHOCTH
MEIUIUHCKUX U3MENNH, yTBepkaAeHHbIX Pemennem CoBera EBpa3znilckoil DKOHOMUYECKOMN
Komuccun ot 12 deBpans 2016 roga Ne 46, myrkrom 3 IlpaBun peructpariii U SKCIIepTU3BI
JIEKapCTBEHHBIX CPEACTB ISl MEOULIMHCKOTO NPUMEHEHHUS, YTBEPKACHHBIX PelreHunem
Cosera EBpa3zuiickoil s3koHOMHUYECKON Komuccuu oT 3 HOs0ps 2016 roma Ne 78, a takxe
Pemiennem Cosera EBpasutickoit skoHoMuueckoi komuccuu ot 10 uronsg 2022 roga Ne 96 "O
BPEMEHHBIX Me€pax MO YCTaHOBJIEHHUIO OCOOEHHOCTEH 0OpallleHUs JIEKaPCTBEHHBIX CPEJICTB
st meautinacekoro npuMmeneHus", [IPUKA3BIBAIO:

CHocka. [Ipeambyna - B pegakuuu rnpukasa Munuctpa 3apaBooxpanenust PK or
25.08.2025 Ne 83 (BBoAMTCA B ACHCTBHE 110 UCTCYCHUM JIECATU KaJICHIAPHBIX JTHEH mocie aHs
€ro NepBoro oPpUIMAILHOrO OMyOIUKOBAHMUS).

1. YTBepauTs:

1) npaBuna npoBeeHHs SKCHEPTU3BI JEKAPCTBEHHBIX CPEACTB COIIACHO MPUIIOKEHUIO |
K HACTOSIIIIEMY MPUKa3Y;

2) npaBuiia MPOBEACHUSI IKCIIEPTU3bI MEAUIIMHCKUX U3JIETUN COTJIaCHO MPUIIOKEHHIO 2 K
HACTOSIIIEMY MTPUKA3Y.

2. IIpu3HaTh yTPATUBIIUMHU CHIIYy HEKOTOPBIE MTpUKa3bl MUHHUCTEPCTBA 31PaBOOXPAHEHUS
Pecny6iinku Kazaxcran coriacHO MPUIIOKEHUIO 3 K HACTOSALIEMY MPUKA3y.

3. KoMutety MEIUIMHCKOTO U (apMameBTHUYECKOTO KOHTPOJs MuHHCTEpCTBA
3npaBooxpaneHuss PecnyOnuku Kazaxctan B yCTaHOBIEHHOM 3aKOHOAATEIbLCTBOM
Pecny6sinku Ka3zaxcran nopsiike 00ecnevmTh:

1) rocynapCTBEHHYIO PETHCTPALMIO HACTOAIIETO MpPUKa3a B MUHUCTEPCTBE FOCTULIMU
PecniyOnuku Kazaxcran;

2) pa3MellleHHE HACTOSIIETO MpUKa3a Ha HMHTEpHET-pecypce MuHucrepcrna
3npaBooxpaHeHus Pecnybnuku Kazaxcran nocie ero opuiuraibHOro onyOJuKOBaHNUS,

3) B TeueHUe JecATH paboUMX JTHEW MOoCIe TOCyIapCTBEHHON PEeTrUCTPAIi HACTOSIIETO
npukaza B MuHuctepctBe toctunuu Pecnyonuku Kaszaxcran mnpeacTaBieHHe B



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

Munuctp 3apaBooxpaHeHUS .
A. Lo
Pecniy6mnkn Kazaxcran

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

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

IIpaBuiia mpoBeAEeHU SKCIEPTU3HI JIEKAPCTBEHHBIX CPEICTB
I'masa 1. OOnmme moroxeHus

1. Hacrosimue mpaBuia MpOBEAEHUS 3KCIEPTU3BI JIEKAPCTBEHHBIX CPENCTB (Hajiee —
[IpaBuna) pa3paboTaHbl B COOTBETCTBUM ¢ MyHKTOM 3 I[lpaBui perucrpanuu u 3KCHepTU3bI
JEKApCTBEHHBIX CPEJACTB ISl MEIMIIMHCKOTO MPUMEHEHUs, YTBEPXKICHHBIX PemeHunem
Cosera EBpa3zuiickoit skoHOMHUYECKO KoMmuccuu OT 3 HosiOpst 2016 roma Ne 78, a taxxke
Pemrennem CoBeta EBpasuiickoit s3xoHOMuYeckord komuccnu ot 10 urons 2022 roga Ne 96 "O
BPEMEHHBIX Mepax IO YCTaHOBJIEHUIO OCOOCHHOCTEN OOpalleHMsl JIEKApCTBEHHBIX CPEICTB
1. METUIIMHCKOTO npuMeHeHus", ¢ nyHktamu 4 u 10 crarsu 23, nynkrtom 3 ctatbu 239
Konekca Pecniy6nuku Kazaxcran "O 310poBbhe Hapoja U cucTeMe 3/paBooxpanenus’ (nanee
— Kopnekc), mognynkrom 1) crarbu 10 3akona Pecny6nuku Kazaxcran "O rocyaapcTBeHHBIX
ycayrax" (najiee — 3aKoH) ¥ ONPEIEIAIOT MOPSAI0K MPOBEICHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX
CpPEACTB, B TOM YHUCJE M CTPATETUYECKHM BAXKHBIX JIEKAPCTBEHHBIX CPEACTB (Hanee —
JIEKapCTBEHHBIE CPEJICTBA), & TAKXKE MOPAIOK OKa3aHUs rocyAapCTBEHHOM yciyru "Brinaua
3aKJIIOUCHHS] O 0e30MacHOCTH, KauecTBe U 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB H
MEIUIHCKUX U30eIni".

Cnocka. IIynkr 1 - B penakuuu npukaza Munuctpa 3apaBooxpanenust PK ot 25.08.2025
Ne 83 (BBoAMTCS B ACMCTBUE MO UCTEUEHUH IECITH KAJIECHIAPHBIX AHEH MOcye IHS ero
nepBoro o(UIMaNbLHOTO OMyOJIUKOBAHUS).

2. DKcnepTu3a JICKApCTBEHHBIX CPEACTB B COOTBETCTBUU C IMMYHKTOM 2 cTaThbu 239
Koaekca npoBoauTCA rocy1apCTBEHHOM 3KCHNEPTHOM opraHuzanueil B chepe oOpaieHus



JEKApCTBEHHBIX  CPEACTB W  MEAULUHCKHX  M3JAEIHH,  OCYLIECTBISAIOIEH
MPOU3BOJACTBEHHO-XO35UCTBEHHYIO JE€ATEIbHOCTh B OO0JACTH 3PAaBOOXPAHEHUS MO
oOecrieyeHnIo0 0e30macHOCTH, 3PPEKTUBHOCTH M KadecTBa JIEKapCTBEHHBIX CPEICTB, Ha
OCHOBAHUHU 3aKJIIOYEHHOTO C 3asgBUTEN]IEM JOTOBOpa Ha IMPOBEACHUE DKCIEPTU3HI
JIEKapCTBEHHOI'O CPE/ICTBA.

Omata CTOMMOCTH 3KCHEPTHU3bl JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBISIETCS B
COOTBETCTBUM C NPEHCKYPAaHTOM, YCTaHABJIMBAEMbIM YIIOJHOMOYEHHBIM OPraHOM IO
COIJIaCOBAHUIO C AaHTUMOHOIIOJIBHBIM OPraHOM B COOTBETCTBUM € IIPUKA30M HCIOJIHSIOLIETO
o0s3aHHOCTH MuHUCTpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 20 suBaps 2021 rona
Ne KP ZICM-7 "OG0 yTBepkIeHUH 1IeH Ha ToBapbl (pabOThI, YCIYTH), TPOU3BOIUMBIE U (WITH)
peanuszyeMble CyObEKTOM TOCYyIapCTBEHHOM MoHomonuu" (3apeructpupoBaH B Peectpe
rocyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPABOBBIX aKTOB 1o Ne 22096).

CHocka. ITyHkT 2 - B penakunu npukaza Munuctpa 3npasooxpanenus PK ot 02.06.2023
Ne 94 (BBoauTCS B A€MCTBUE MO UCTEUEHUH ECITH KAJICHIAPHBIX AHEH MOCIE IHS €ro
NEepPBOro OPUIIMAIBLHOTO Oy OJIUKOBAHMUS).

3. DkcnepTuse nojajiexkar npousBeieHHbie B Pecnyonuke Kazaxcran, a Takke BBO3UMBbIE
Ha €€ TEPPUTOPHIO JIEKAPCTBEHHBIE CPENICTBA.

4. DxcnepTu3a HE MPOBOJAUTCSA Ha JIEKAPCTBEHHBIE CPEACTBA MOJ OJHUM TOPIOBBIM
HaMEHOBAaHMEM, HMEIOIIMX pa3JIMYHbI KAadeCTBEHHBI COCTaB AKTHUBHBIX BEIIECTB.
DKcnepTu3a Ha JEKapCTBEHHBIE CPEJCTBA, NMpous3BeaeHHble B Pecnybonuke Kazaxcran ans
AKCIIOPTA MPOBOAUTCS I10 PELICHUIO npou3BoauTeneit Pecybnuku Kazaxcras.

5. Jlo monauu 3asdBJIEHUS HA SKCHEPTU3Y 3asBUTENb IO COOCTBEHHON MHUIIMATUBE
MOJIy4aeT B FOCYJITapPCTBEHHOM AKCIEPTHON OpraHu3allii Hay4YHbIE U MPEIpPErucTpaiuOHHbIC
KOHCYJIbTAalUM Ha JIOTOBOPHON OCHOBE II0 BONPOCAM, CBS3aHHBIM C HPOBEACHHEM
AKCIIEPTHU3HI.

6. Jlia mpoBeAeHUs IKCIIEPTU3bI JIEKAPCTBEHHBIX MPENapaToOB KPOBU IOCY1apCTBEHHAS
AKCIEPTHAs OpraHu3alus NPUBIEKAET CIEIUAIUCTOB M3 MNPOQUIBHBIX OpraHU3alNi,
OCYIIECTBISIOUINX JACSTENLHOCTD B c(hepe ciy>KObl KPOBH.

CHocka. ITyHkT 6 - B penakunu npukaza Munuctpa 3apasooxpanenus PK ot 14.04.2023
Ne 70 (BBogUTCS B AEMCTBUE MO UCTEUEHUH JAECIATH KAJICHIAPHBIX JHEH MOCe IHS €ro
NEPBOro OPUIIMAIBHOTO Oy OJIUKOBAHMUS).

7. B HacTossmux IIpaBuiax uCronab3y0TCs CAEAYIOMMUE TEPMUHBI U OIIPEACIICHUS :

1) OmoaHaNOTMYHBIA JIEKApPCTBEHHBIN TMpemnapaT (OuoaHaiaor, OMOMOJO0OHBIN
JEKapCTBEHHBIN MpenapaTr, OMOCUMUIISP) — OMOJOTMYECKUH JIEKapCTBEHHBIN Mpenapar,
KOTOPBIA COJEPKUT BEPCHI0 JEHCTBYIOLIErO BEIIECTBA, 3apPETHUCTPUPOBAHHOIO
OMOJIOTMYECKOTO OPUTMHAJIBHOIO JIEKAPCTBEHHOI'O IIpernapara Wid pePepeHTHOTO
JIEKapCTBEHHOT0 MpernapaTa u Mo KOTOPOMY MPOAEMOHCTPUPOBAHO CXOJCTBO (1MO100u€) Ha
OCHOBE CpPABHUTEJIBHBIX HCCIEIOBAHUNW IO IIOKA3aTEIsIM KadecTBa, OMOJOTMYECKOM
aKTUBHOCTHU, 0€301aCHOCTH U 3((PEKTUBHOCTH;



2) OMOAOCTYITHOCTh — CKOPOCTh M CTETIEHb, C KOTOPOW aKTUBHOE BEIIIECTBO BCACHIBACTCS
13 JICKAPCTBEHHOU (POPMBI U CTAHOBUTCS JOCTYIIHBIM B MECTE JICHCTBUS;

3) OuonoruuecKuil JeKapCTBEHHBIN MpenapaT — JICKApCTBEHHBIN Mpenapar, 1eCcTBYIOIIee
BEILIECTBO KOTOPOT'O MPOMU3BEACHO WJIM BBIJICICHO U3 OMOJOTHMYECKOr0 MCTOYHUKA U IS
OMUCAHUSI CBOMCTB U KOHTPOJIS KaueCTBA KOTOPOTO HEOOXOAUMO COYETAaHHUE OMOJIOTMYECKUX
1 (U3UKO-XMMHUYECKHUX METOJOB aHaju3a C OLIEHKOW MPOM3BOJCTBEHHOIO IMpoliecca U
METOJIOB €r0 KOHTPOJIS;

4) OMOTEXHOJIOTHYECKUIN JIEKapCTBEHHBIM MpemnapaT — JEKapCTBEHHBIM Mpemnapar,
MPOU3BEJICHHBIN MPU MOMOITA OMOTEXHOJIOTUYECKUX MPOIIECCOB U MPUMEHEHUS METOJIOB C
WCIIOJb30BaHUEM TEXHOJOTUM PEKOMOWMHAHTHOW J€30KCUPUOOHYKICMHOBON KHCIIOTHI,
KOHTPOJUPYEMON IKCHPECCUU T€HOB, KOJIUPYIOIMIUX BBHIPAOOTKY OMOJIOTHUYECKU aKTHUBHBIX
O0eTKOB, THOPUIOMHBIX TEXHOJOTHW, MOHOKJIOHAJIBHBIX AaHTUTEN WIH JPyTUX
OMOTEXHOJIOTUYECKHX MTPOIIECCOB;

5) buodapmanieBTudeckas cuctema kinaccudukaiuu (nanee — bCK) — nayynas cucrema
KJIacCu(PUKalMM aKTUBHBIX BENIECTB HAa OCHOBE HMX pPAacCTBOPUMOCTH B cpeaax ¢
ONpeAeICHHBIM TO0Ka3aTesieM KUCIOTHOCTH (mesnoyHoctu) (pH) M cTeneHW NpOHUKAHUS
4yepe3 CTEHKY KUILEYHUKA;

6) Ouosiornueckas SKBUBAJICHTHOCTh (OMO3KBUBAJIEHTHOCTh) — OTCYTCTBUE 3HAUUMBIX
pa3IM4Uil IO CKOPOCTU U CTEIEHH, C KOTOPBIMHU JICHCTBYIOIIEE BEIIECTBO WM aKTHUBHAS
4acTh MOJIEKYJIbl JIEMCTBYIOIIETO BellecTBa (apMalleBTUUECKUX SKBUBAJIECHTOB WIH
(hapMaIeBTHUECKUX aIbTEPHATHB CTAHOBATCS JOCTYITHBIMH B MECTE CBOETO JCUCTBUS MPHU
BBEJICHUU B OJIMHAKOBOM MOJISIPHOW J03€ B CXOXHUX YCIOBHUSIX B HCCIEAOBAHUU C
HaJJICKAIIMM TU3aiHOM;

7) OpUTMHAJbHBIM JIEKAPCTBEHHBIN Ipernapar — JIEKAPCTBEHHBIN IpernapaT ¢ HOBBIM
JNEUCTBYIOIIUM BEIIECTBOM, KOTOPBHIA OBLI MEPBBIM 3apETrUCTPUPOBAH M Pa3MEICH Ha
MUPOBOM (apMalleBTUIECKOM DPBIHKE, HA OCHOBAHWHU JIOCHE, COJCPIKAIEr0 Pe3yJbTaThl
MOJHBIX  JOKJIMHUYECKUX (HEKJIMHUYECKMX) U KIMHUYECKUX HCCJIEIOBaHUM,
MOATBEPKIAIONTUX €T0 0€30MaCHOCTh, KaueCTBO U 3PHEKTUBHOCT;

8) mpoueaypa "OuoBeliBep" — npoleaypa, B COOTBETCTBUU C KOTOPOW OMpeaesicHUe
AKBUBAJICHTHOCTH BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOI'O CPE/ICTBA (T€HEPHUKA) MPOBOJUTCS HA
OCHOBaHUM OHO(apMaIleBTUYECKOW CHUCTEMbl KJIAacCUPUKAUMU U  Pe3yIbTaTOB
CpPaBHUTEJILHBIX UCCIEOBAHUN BHE OpraHu3Ma (MH-BUTPO) C UCIOJIL30BAaHUEM UCTIBITAHUS "
PactBopenue" wu mpumeHsieTcss sl TBEPAbIX JIEKAPCTBEHHBIX (POPM HEMEIJIEHHOTO
BbIcBOOOXKAeHUS (1 1 3 Ki1acc mo GuodapManeBTUUECKOM cUcTeEME KilacCU(UKAIUN);

9) ruOpuIHBIN TEKapCTBEHHBIN TIpemapaT — JIEKapCTBEHHBIN TIpernapar, He TOo/IMaJalonui
1OJ ONPEAEICHUE BOCIHPOU3BEAECHHOIO JIEKAPCTBEHHOI'O MpeEnapara Npu HEBO3MOXKHOCTH
MOATBEPKICHUS €T0 OMOIKBUBAJIIEHTHOCTH C TIOMOIIBIO MCCIIEIOBAHUA OMOJOCTYITHOCTH, a



TaKK€ B CJydae, €ClId B JaHHOM IIpernapaTe MPOU3OIUIM W3MEHEHHS [IEeHCTBYIOIIETO
BEIlleCTBA (BEILECTB), MOKa3aHUW K MPUMEHEHUIO, TO3UPOBKH, JIEKAPCTBEHHON (POPMBI MU
IIyTH BBEJACHUS 110 CPABHEHUIO C OPUTHMHAIBHBIM MPENapaToM;

10) romeonaTu4yecKkuii JIEKapCTBEHHBIM TpenapaT — JEeKapCTBEHHBIN IMpenapar,
IIPOU3BEJICHHBIN 10 TOMEONATUYECKOW TEXHOJIOTMU C HCIOJIb30BAHUEM T'OMEOIATHYECKOTO
ChIPbSI B COOTBETCTBUM ¢ TpeOoBaHusiMH (apmakornei PecnyOnuku Kazaxcran u (wim)
EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a WJIM B CIydae UX OTCYTCTBUS B COOTBETCTBHH C
TpeOOBAHUSIMU TOMEOTIATHYECKUX (PapMaKorei;

11) nekapCTBEHHOE CPEICTBO — CPEJCTBO, MPEACTABIAIONIEe COOON UM COJIeprKaIlee
BEIIIECTBO JTMOO KOMOMHAIIMIO BEUIECTB, BCTYIMAIOIIEE B KOHTAKT C OPTAaHU3MOM YEJIOBEKA,
MpeHa3HAYeHHOE IS JIeYeHUs1, TPO(PUIaKTUKY 3a00JI€BaHUI YeIOBEKA UM BOCCTAHOBJICHHUS
, KOPPEKIIMH WIH W3MEHECHUS ero (HU3HOJOTHYECKUX (YHKIUH TOCPEICTBOM
(hapMaKkoJIOTHYECKOT0, HMMYHOJOTUYECKOT0 MO0 METa00IMUYEeCKOT0 BO3ICUCTBUS, UITU JIJIS
JUArHOCTUKH 3a00JI€BaHUN U COCTOSIHHSI YETIOBEKA;

12) 3akitoueHne o 6€30MacHOCTH, KauecTBe U A((PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA
— JIOKYMEHT, COAEpPKAIUA Pe3yibTaThl SKCHEPTHU3bI 3asBJICHHOTO Ha TOCYJAapCTBEHHYIO
pPErUCTpaLNIO, MEPEPETUCTPAIIMI0 WM BHECEHHE H3MEHEHHIl B PETUCTPAIMOHHOE JOChE
JIEKapCTBEHHOT'O CPEJICTBA;

13) HepammoHalbHasT KOMOMHAIUSI COCTaBa JIEKAPCTBEHHBIX CPEICTB — COCTaB
JIEKApCTBEHHOTO CPEJICTBA, HE COOTBETCTBYIOIIUN MpeArnojaraeMbiM (papMaKoIOru4ecKuM
CBOMCTBaM M JCHCTBHIO;

14) MHCTPYKIMS MO MEIUUMHCKOMY IPUMEHEHHUIO JEKapCTBEHHOTO cpeacTBa (
JUCTOK-BKJAJbII) — JOOKYMEHT, coAepxamuid HHPOpMaLUI0 [Jsi [OOTpeOuTens u
COIIPOBOXJIAOIIMI JICKAPCTBEHHBIN Ipenapar B YIIaKOBKE;

15) HOpMaTUBHBIA AOKYMEHT IO Ka4eCTBY JIEKAPCTBEHHOTO CPEICTBA — JOKYMEHT,
YCTaHABIUBAIONIMNA TpeOOBaHUA K KOHTPOJIIO KadecTBa JIEKAPCTBEHHOTO CpEJCTBa B
MOCTPETUCTPALIMOHHBIM MEPHUOJ] HA OCHOBAHUHU MPOBEAECHHON AKCIEPTU3BI JIEKAPCTBEHHOTO
CpEICTBA MPHU €ro PETUCTPALMU U COJEPKALINil crieu(UKALNIO, OMIMCAHNE aHATTUTHYECKIX
METOJIUK ¥ UCTIIBITAHUN JIEKAPCTBEHHOT'O CPEACTBA WIIM CCHUIKM HA TaKHE MCTBITAHUS, & TAKKe
COOTBETCTBYIOIINE KPUTEPUU IPUEMIIEMOCTH JJIs [TOKa3aTesIeld KauecTBa,

16) ctangapTHbeie 00pa3ibl JEKAPCTBEHHBIX CYOCTAaHIIMM M MX MPUMECE — BEIIecTBa
CpaBHEHHS, HCIOJb3yeMble MPU MPOBEACHUM SKCIEPTU3bl UCIBITYEMBIX JIEKAPCTBEHHBIX
CPEICTB;

17) mpou3BoaUTENb JEKAPCTBEHHBIX CPEACTB — OpraHMU3alMsl, OCYIIECTBISIOLIAS
NEATEIbHOCTh MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB U HMEIOIIAs JIMIEH3UIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

18) nexapcTBEHHOE PACTUTEIBHOE CHIPbE — CBEXKHE WIIM BBICYIICHHBIE PACTEHUS,
BOJOPOCIIH, TPUOBl WM JUIIAWHUKUA JUOO HMX YacTH, LEJbHbIE WM H3MEJIbUCHHBIE,
MCIIOJIb3yEeMbI€ JUIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;



19) o6mas xapakTepHCTHKA JICKAPCTBEHHOTO CPEJCTBA - JOKYMEHT, YTBEPKIaeMbIi
YIIOJITHOMOUYEHHBIM OPTraHOM IIPU TOCYAApPCTBEHHOW PETUCTPALIUN JIEKAPCTBEHHOTO CPECTBA,
cozepxkammii nHPOPMAIHIO ISl METUIIMHCKUX PAOOTHUKOB O O6e30macHOM U 3(P(HEKTUBHOM
IPUMEHEHHH JIEKAPCTBEHHOT' 0 IIpenapara;

20) nexkapCTBEHHBIN Mpenapar ¢ XOpOUo U3yYEeHHbIM MEAUIMHCKUM TPUMEHEHUEM —
JIEKapCTBEHHBIN Mpenapar, aKTUBHOE BEMIECTBO KOTOPOrO XOPOIIO HM3YYEHO B XOJE
MEJMLIMHCKOTO0 MPUMEHEHUs, IPU 3TOM MpPHU3HAHBI €ro 3(P(EeKTUBHOCTh M IMpUEMIIEeMas
CTeneHb 0€30MaCHOCTHU, MOATBEPKACHHBIC MOIPOOHBIMU OUOIMOTrpadUuECKUMH CChUIKAMU
Ha ONyOJIMKOBAaHHbIE JAHHBIE O MOCTPETHCTPALMOHHBIX W (WJIM) SMUAEMHUOJIOTUYECKUX
UCCIIeIOBaHUAX, U Ipouuio He mMeHee 10 Jyier ¢ gaTel MEpBOr0 CHUCTEMATHYECKOTO U
JOKYMEHTUPOBAHHOTIO MPUMEHEHHMs JIEMCTBYIOLIErO BelllecTBa (JIEUCTBYIONIUX BEIIECTB)
JAHHOTO JIEKAPCTBEHHOTO Mpenapara;

21) nexkapcTBeHHbIE TIpenapaThl nepeaoBoi Tepanuu (nanee — JITIIIT) — nexkapcTBeHHBIE
IIpenaparsl MEAUIMHCKOIO NPHUMEHEHMS, SBIIIOIIAECS JIEKAPCTBEHHBIMU IIpENapaTamMu
T€HHOM Tepamnuy, TEpanud COMAaTHYECKUMH KJIETKAMHU, TKAaHEMHKEHEPHBIMU IpernapaTaMmu
WM KOMOMHHPOBAHHBIE MpEenapaThl s epeI0BOM Teparuu;

22) UMMYHOJOTHYECKUU JIeKapCTBEHHBIM mpemnapar (MMMYyHOOHOIOTHYECKHUI
JEKapCTBEHHBIA TMpenapaTr) — JEKapCTBEHHbIM Tmpenapar, MpeaHa3HAaYeHHbIA s
dbopMuUpOBaHUS AKTUBHOTO WM TACCUBHOTO MMMYHUTETA WM JUATHOCTUKW HATUYHS
UMMYHUTETA, WK JUATHOCTUKH (BBIPAOOTKH) CTIEHIM(PUIECKOTO TPUOOPETEHHOIO U3MEHEHUS
MMMYHOJIOTHYECKOTO OTBETA HA AJJIEPTU3UPYIOIINE BEILECTBA;

23) ruiaH ynpaBiieHHs] pUCKaMu — MOAPOOHOE ONMUCAHUE CUCTEMBI YIIPABJICHHS PUCKAMU;

24) mepuoANMYECKU OOHOBIISIEMBIM OTYET MO 0€30MaCHOCTH — OTYET AepiKaTest
PErUCTPAlMOHHOIO yAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara 3a OIpPEACIICHHBIN IIEpUOL]
BPEMEHH B TE€UEHUE NOCTPETMCTPALMOHHOIO MEPUOAA MNPEAOCTABIISIEMBIA ISl OLIEHKHU
COOTHOIIEHHUS "MO0JIb3a — PUCK" JIEKAPCTBEHHOTO MpEIapara;

25) BoCIpOM3BEACHHBIN JIEKapCTBEHHBIN Npenapart (TeHepuK) — JIeKapCTBEHHBIN Mpenapar
, KOTOpBI MUMEET TAaKOW K€ KOJMYECTBCHHBIM M KAYECTBEHHBIM COCTAB JEHCTBYIOIIHX
BEIIECTB U TY K€ JIEKAPCTBEHHYIO (JOPMY, UTO U OPUTHMHAIBHBIN JIEKApCTBEHHBIN Mpenapar, u
OMO’KBUBAJIEHTHOCTh KOTOPOrO OPUTMHAJIBHOMY JIEKAPCTBEHHOMY IIpenapary
MOJITBEPKAACTCS COOTBETCTBYIOIIUMHU HCCIIEIOBAHUSIMU OUOAOCTYTHOCTH. Pa3nuunbie conu,
3(UpbL, U30MEPBI, CMECH U30MEPOB, KOMILJIEKCHI MJIM MPOU3BOAHBIE EHCTBYIOLIErO BEIIECTBA
NPU3HAIOTCA OJHUM U TEM JK€ JIEWCTBYIOIIMM BEIIECTBOM, €CJIM HMX O€30MacHOCTh U
3¢ (PEeKTUBHOCTh CYIIECTBEHHO HE OTJIMYaloTcs. Pa3znuuHbie snexapcTBeHHbIE (HOPMBI s
npueMa BHYTPh C HEMEJJICHHBIM BBICBOOOXCHUEM BEIIECTB MPU3HAIOTCA B pPaMKax
UCCJIeOBaHUN OMOJOCTYITHOCTH OJTHOM U TOM K€ JIeKapCTBEHHOU (PopMOit;

26) cTpanbl pernoHa MexayHapoaHOW KOH(PEPEHITNU M0 TAPMOHHU3AIUN TEXHUIECKUX
TpeOOBaHMUI K PETUCTpAIUU JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO MpUMeHeHus (
ICH) (AiCuditu) — rocynapcTBa, peryJsiTOpHbIE OpraHbl KOTOPBIX BXOJAT B COCTaB



yupenuteneit u noctossHHbIX wieHoB ICH (ctpansr EBpormeiickoro corosa, Benukoopuranus,
Coenunennsie Llrarer Amepuku, Anonus, lseiiuapus, Kanaga) (nanee — ctpansl peruoHa
ICH (AiCuDdiim));

27) DKCnepTHBIA COBET TOCYJApCTBEHHON 3KCHEPTHOM oOpraHu3anuu (Jajiee —
DKCIEPTHBIN COBET) — KOJIJIETHAIbHBIN OpraH, CO3/1aBaeMblii B TOCYJJAPCTBEHHOM SKCIEPTHON
OpraHU3allHU 10 PACCMOTPEHHUIO CIIOPHBIX BOMPOCOB B pe3yJibTaTax 3KCIEPTU3bl, OCHOBAaHUN
(DpuyKH) BBIJAYM OTPULATEIBHBIX 3aKJIOUYEHUH O OE30IaCHOCTH, KayecTBE U
(O PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA WJIM MEIUIIMHCKOTO WU3JENUs U TMPUHSITHIO
OKOHYATENBHOTO PELICHUS;

28) opdannblil (penkuil) JTEKapCTBEHHBIM MpemnapaT — JEKapCTBEHHBIA Mpemnapar,
MIPEIHAa3HAYCHHBIN JJISI JUArHOCTHUKH, STHOMATOTCHETUYECKOTO WIIA MAaTOTE€HETUYECKOTO
nedeHus: opdaHHbIX (peAKUX) 3a00J€BaHMIA, YACTOTA KOTOPHIX HE MPEBHIMIACT O(QUITHATIEHO
omnpeneneHHoro yposss B Pecnyonuke Kazaxcran;

29) npou3BOJACTBEHHAS IUIOUIAJKa — TEPPUTOPUATIBLHO O0OCOOJIEHHBIN KOMIIEKC
IPOU3BOJUTEINS JICKAPCTBEHHBIX CPEICTB, MEAUIMHCKUX W3JIENINN, MPEIHAa3HAYECHHBIA IS
BBINIOJIHEHUS BCETO MIPOIECCAa IMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, MEIHUIMHCKHX
W3IEIUN WIIH €T0 ONPEACIICHHBIX CTAUM;

30) 3asBUTENb — pa3pabOTUMK, MPOU3BOAUTENb, AEPHKATEIb PErUCTPALIMOHHOTO
YIAOCTOBEPEHHUS WM HUX JOBEPEHHOE JHULO, YIOJIHOMOYEHHOE II0JaBaTh 3asBJICHMUE,
JOKYMEHTbI M MaTE€pHUAJIbl U BBIINOJIHATh AEUCTBUSA, MPELYCMOTPEHHBIE JOBEPEHHOCTHIO
JNOBEPUTENS HA NPOBEACHUE DKCIIEPTU3BI IPU PETUCTPALMH, EPEPETUCTPALMN U BHECCHUU
U3MEHEHUW B PETUCTPALIMOHHOE JJOChE JIEKAPCTBEHHBIX CPEJICTB;

31) panuodapManieBTUUECKUI JT€KapCTBEHHBIN ITpenapar — JIEKapCTBEHHBIN Ipenapar,
COJIep KaIIiii B TOTOBOM JUJIsl IPUMEHEHUS! COCTOSIHUM OJMH WM HECKOJIBKO PaIUOHYKIUIOB (
pPaJMOaKTUBHBIX HM30TOMOB) B KauyecTBE JEHCTBYIOUIErO BEIIECTBA HJIM B COCTaBe
JICVCTBYIOIIETO BEIIECTBA;

32) pedepeHTHBIN JIEKAPCTBEHHBIA Mpenapar — JEKapCTBEHHBIM Ipenapar, KOTOPbIN
HCIIOJIB3YETCSI B KayeCTBE Ipenapara CPaBHEHUSA U SABJISACTCA ITAIOHOM, IO KOTOPOMY
OTNpeNestoTCs (HOPMUPYIOTCS) CBOMCTBA JICKAPCTBEHHOTO Mpernapara;

33) cTpaTeruyecku Ba)KHbIE JIEKAPCTBEHHBIE CPEACTBA U MEIULIMHCKHE HU3AETUs —
JIEKapCTBEHHBIE CPEJICTBA U MEIULIMHCKHUE U3IENNs, MPEIHA3HAYCHHBIE [ MEIUIIMHCKOTO
IIPUMEHEHUS B YCIOBUSAX:

BOCHHBIX JCHCTBUHN U JIMKBUAIIMHU UX MOCJICICTBHUM;

BO3HUKHOBEHHUS, NMPEIYNPEKACHUS U JIMKBUIALMUU IOCIECACTBUI Ype3BbIYalHBIX
CUTYaIlH;

yIpO3bl BOBHUKHOBEHUS, PACIIPOCTPAHEHUS HOBBIX 0CO00 OMACHBIX MH(MEKIMOHHBIX
3a00JIEBaHNI W JIMKBUJAIINM UX IOCJICACTBHIA;



npOPUIAKTUKHU, TUATHOCTUKH, JICUCHHUS 3a00JICBaHUN U TTOPAKECHHH, MTOJYUYECHHBIX B
pe3yibTaTe BO3JAEHCTBUS HEOJArONMPHUATHBIX XUMHUYECKHX, OMOJIOTHUECKUX, PaJHaIlldOHHBIX
(hakTOpoB, a TAK)KE TUKBUIAIMH UX TTOCIICCTBUNL;

OTCYTCTBHUSI WJIM YTPO3bl OTCYTCTBHS JIEKAPCTBEHHBIX CPEJCTB WIIM METUITMHCKHUX
M3JEIMA Ha PBIHKAX T'OCYAAapCTB — YJIEHOB EBPa3suiiCKOro 3KOHOMHMYECKOTO COI03a B
YCIIOBUSIX BBEJICHUSI OTPAHUYUTEIbHBIX IKOHOMUYECKUX MEP B OTHOIIEHUU XOTs ObI OJTHOTO
U3 rOCYJJapCTB-UJICHOB;

34) Hajgyexaniasi MPOM3BOJICTBEHHAS MPAKTHKA — COCTaBHAS YaCTh CUCTEMBI 00eCTICUCHUS
KauecTBa, TapaHTHPYIOMIAs MPOU3BOCTBO M KOHTPOJIb KaueCTBA JICKAPCTBECHHBIX CPEJICTB TIO
CTaHJapTaM B COOTBETCTBHUH C WX NPEIHA3HAYCHUEM U TPEOOBAHUSIMH PETUCTPAIMOHHOTO
JI0ChE;

35) perucTpaoHHOe JO0Che — KOMIUIEKT JOKYMEHTOB U MaTE€PUAIOB YCTAHOBICHHOTO
coJiep KaHus, MPECTaBISEMbI K 3asBICHHUIO Ha KCIIEPTHU3Y;

36) nepkaresib pEruCTPALMOHHOIO yIOCTOBEPEHUS — FOPUIUYECKOE JIULIO, SBIISAIOIIEECS
pe3uaeHToM uiu HepesuaeHToM PecmyOnuku Kazaxcran, Ha MMS KOTOPOTO BBIJAHO
pPErUCTpaIlMOHHOE YI0CTOBEPEHUE HA JIEKAaPCTBEHHBIN Mpernapar;

37) BHeceHHEe HM3MEHEHUM B PETUCTPAIIMOHHOE JOChE — HU3MEHEHUS, BHOCHUMBIC
3asBUTEJIEM B PETUCTPAIIMOHHOE JOChE B TEUCHUE JCUCTBHS PETUCTPAIIMOHHOTO
YIOCTOBEPEHUS, HE BIIMSIONINE OTPUIIATESILHO HAa 0€30IMacHOCTh, KaueCTBO B 3(P(HEKTUBHOCTH
JIEKApCTBEHHOI'O CPEACTBAa W MOJJIEXKAIIUE DKCIEPTU3E B COOTBETCTBUU C HACTOSIIMMHU
IIpaBuiamu;

38) dapmaneBTuueckas cyoctanuus (akTuBHas (papmaleBTHUYECKas CyOCTaHIIMS) —
JEKapCTBEHHOE CPEJACTBO, MpPEJAHA3HAYEHHOE IS MPOU3BOJACTBA WU HU3TOTOBIICHUS
JIEKapCTBEHHBIX MPENapaTos;

39) uccienoBaHWe 3KBUBAJIEHTHOCTH — HCCIEIOBAaHHUE, KOTOPOE OINpEeaesisieT
HKBUBAJIEHTHOCTh MEXJy T€HEPUKOM M OPUTHHAIBHBIM (pedepeHTHBIM) JEKapCTBEHHBIM
CPEJCTBOM IPU HUCIOJIB30BAaHUU HCCIIEIOBAHUN WH-BUBO (BHYTPH OpraHusma) u (WiM)
WH-BUTPO (BHE OpraHu3Ma);

40) nexapCTBEHHBIN PaCTUTENbHBIN MIpenapat — JeKapCTBEHHBIHN Mpenapar, coaepKaliui
B KQUE€CTBE aKTUBHBIX KOMIIOHEHTOB UCKIIOYUTENHHO JIEKAPCTBEHHOE PACTUTEIIBHOE ChIPhE U
(wH) mperapaTtsl Ha €ro OCHOBE;

41) no3upoBKa — KOJUYECTBO (COAEp)KaHUE) NIEHCTBYIOLIETO BEIIECTBA B €IUHHUIIE
JIEKapCTBEHHOM (hOPMBI, a TAaK)KE B €IUHUIIE MACCHI I 00beMa JIEKapCTBEHHOIO Mpernapara,
3HAYMMOE JIJTS TPaBUILHON MICHTU(DUKAIIMY U IPUMEHEHHS JICKAPCTBEHHOTO Tperapara;

42) ynoJIHOMOYEHHBIN OpraH B 00JacTH 3/IpaBOOXpaHEHUs (Jajaee — yIOoJIHOMOYECHHBIH
OpraH) — UEHTPAJbHBIM HCHOJHUTEIbHBIA OpraH, OCYIIECTBISIOMMNN PYKOBOACTBO U
MEKOTPACIEBYI0 KOOPIAWHAIMIO B O00JIACTH OXpaHBI 3J0POBBS TpaxkaaH PecmyOmmku
Kazaxcran, wenuiuHCKOW W  (QapManeBTUYECKOW HAyKdH, MEIUIMHCKOTO W
(hapmaneBTUYECKOTO 00pa30BaHUs, CAHUTAPHO-AIUJIEMUOJIOTUUYECKOr0 OJaronoaydns



HaceJeHus, oOpallleHus JIEKapCTBEHHBIX CPEICTB M MEIULMHCKUX HU3JeIuil, KauecTBa
OKa3aHMsI MEIULIMHCKUX YCIYT (TOMOLIN);

43) rocynmapCTBEHHBIM OpraH B cdepe oOpalieHusi JEeKapCTBEHHBIX CPEACTB H
MEJUIMHCKUX H3AENHI (Janee — rocylapCTBEHHBIM OpraH) — rocyJapCTBEHHbIH Opra,
OCYIIECTBIISIIONIMNA PYKOBOJACTBO B cdepe oOpalieHusi JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIeTTUH, KOHTPOJIb 32 00pallleHueM JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKHIX
W3S,

44) rocynapCTBEHHAs IKCIIEpTHAs OpraHu3anus B cepe oOpalieHus JeKapCTBEHHBIX
CpPElCTB M MEJUIIMHCKUX HW3JeNuil (ajnee — HKCIepTHas opraHus3amus) — CyOBEeKT
rOCyIapCTBEHHOM MOHONOJHUM, OCYIIECTBIAIOMIMNA MPOU3BOJACTBEHHO-X03SIMCTBEHHYIO
JEeSTENbHOCTh B 00JIaCTH 3PaBOOXpaHEHUs 10 oOecreueHnto 0e30MacHOCTH, 3P(HEKTUBHOCTH
1 KaueCTBa JIEKAPCTBEHHBIX CPEJICTB U MEAUIIUHCKUX U3JIETUH.

CHocka. I[Tynkr 7 - B penakunu npukaza Munuctpa 3npasooxpanenus PK ot 14.04.2023
Ne 70 (BBogUTCS B AEMCTBUE MO UCTEUEHUH JECIATH KAJIEHIAPHBIX JHEH MOCe IHS €ro
NEepPBOro OPUIIMAIBLHOTO Oy OJIUKOBAHMUS).

I'naga 2. TTopsinok mpeIOCTaBICHHS PETHCTPAMOHHOTO AOCKHE ISl TIPOBEACHUS SKCTIEPTH3EL
JIEKapCTBEHHBIX CPEJCTB

8. Jlust mpoBedeHHs SKCHEPTU3bI JEKAPCTBEHHOT'O CPEJCTBA U MOJYyYEHUS
rocyJapcTBeHHOM yciuyru "Bpigaua 3akioyeHus O O€30MacHOCTH, KaudecTBE H
3O PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB MU MEIULUMHCKUX u3aenuin" (manee —
rocyJapCTBEHHasl yCiayra) 3asiBUTENb 4yepe3 MHPOPMALMOHHYIO CUCTEMY TOCYAapCTBEHHOM
HKCIIEPTHOM opraHu3anuu (nanee — nHGopMaIMOHHAsl CUCTEMA) UK MOPTaJl "IIEKTPOHHOTO
npaBuTeNbCTBA" (WWW.egov.kz) MpeocTaBigeT caeayonue JOKyMEHThl 1 MaTepUaJIbL:

1) 3asiBIIeHME HA TPOBEAEHUE IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA (Jajee — 3asBICHUE)
B AJIGKTPOHHOM BHUJI€ IO (popMe coriacHo npuiioxkeHuto 1 k Hacrosumm [IpaBunam;

2) perucTpalioHHOE JI0Che B AJIIEKTPOHHOM BHJE B (popMare MEXIIaTHOPMEHHOTO

aneKkTpoHHOTO JoKyMeHTa ("pdf" dhopmar):
MepeueHb JOKYMEHTOB, MPEIOCTABISIEMbIX I 3KCHEPTHU3bl MPOU3BOIUTEIISIMU
Pecny6iiuku Kazaxcran o ¢oopme corsiacHO MpuitoskeHuto 2 K HactosamuM [IpaBumiam;
MepeYeHb TOKYMEHTOB, IPEeAOCTaBIsAeMbIX B (popmare OOIIEro TEXHUYECKOTO JOKYMEHTa
, 10 hopMe corJIacHO NMpHIIoKeHHIo 3 K HacTosmuM [IpaBumnam;

3) cBeneHMs, NMOATBEPXKIAIOUIME OIJIATY 3asBUTEIEM Ha PAaCUETHBIA CYET
roCyJIJapCTBEHHOM 3KCIIEPTHON OpraHU3allid CyMMBbI JJIsl TPOBEACHUS SKCIIEPTUHIL;

4) oOpa3ibl JIEKapCTBEHHBIX CPEACTB, CTAHIAPTHBIE 00pAa3bl XUMUYECKUX BEIIECTB,
CTaHAApTHbIE O00pa3lbl OMOJOTHYECKUX JIEKapCTBEHHBIX MPENapaToB, TECT-IITAMMBI
MUKpPOOPTaHU3MOB, KYJIbTYpPbl KJIETOK, B KOJHMYECTBAX, JOCTATOUHBIX [JISi TPEXKPATHBIX
7a00pATOPHBIX UCIBITAHUM C OCTATOYHBIM CPOKOM TOJTHOCTU HE MeHee 9 (1eBSITH) MecsIIEB (
3a UCKJIIOYEHUEM CIIy4YaeB, HEe TPEOYIOIMUX MPOBEACHHUS JJA0OPATOPHBIX UCIIBITAHUI), a TAKXKe



cnenu@UUecKrue peareHTbl, pPacXoJHble MaTepuajbl, NMPUMEHsSIEMblEe NIpPHU IPOBEIACHHUU
71a00pPaTOPHBIX UCTIBITAHUHN JIEKAPCTBEHHBIX CPEJCTB 3asBUTEIb MIPEIOCTABISET B TeUeHUE S (
MATH) paboyux JHEH ¢ MOMEHTa MOJauyM 3asBJICHHS HAPOUHO MO aKTy MpHUeMa-nepenadu B
Lentp oOcmyxuBanus 3asButenein (manee — [[O3) rocymapcTBeHHON SKCHepTHOU
OpraHu3aluH.

OOpa3ubl JTEKAPCTBEHHBIX CPEACTB, COJAEp)KalllMe HAapKOTUYECKUE CpeJCTBa,
MICUXOTPOITHBIC BEIIECTBA U MPEKYPCOPHI, a TAKKE TPEOYIOIINEe 0COOBIX YCIOBUM XpaHEHUS (
TEMIIEPATYPHBII PEKHUM, BIAXHOCTb) IPEAOCTABISIOTCA 3asBUTEIIEM II0 aKTy
npueMa-nepeaayd HernoCpeICTBEHHO B HMCHBITATENIbHYIO J1a0OpaTOPUIO TOCYJIapCTBEHHOU
AKCIEPTHOW OpTraHU3aLHH.

[lepeyens npegocTaBiIsieMbIX MAaTEPUAIOB PETUCTPAITMOHHOTO JOChE B 3aBUCUMOCTH OT
BH/JIA JIEKAPCTBEHHOI'O CPEJICTBA COOTBETCTBYET MPUIIOKEHNUIO 4 K HacTossuM [IpaBunam.

CHocka. ITynkr 8 - B penakunu npukasa u.0. Munuctpa 3apaBooxpanenust PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B AEHCTBHE CO JIHS €T0 MEPBOT0 OPUIIHATIHHOTO
OITyOJIMKOBAHU ).

9. Ilpyn BOZHMKHOBEHUM YPE3BBIYANHBIX CUTYyaUHUH MPUPOJHOTO WIIM TEXHOTEHHOTO
XapakTepa, OpraHM3allMid W IPOBEJAECHUHM CAHUTAPHO-IPOTUBOIMUIAEMHUYECKUX U
CaHUTAPHO-NPOPUIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAHUYUTEIbHBIX
MEpOIPUATHH, B TOM 4YHUCIE KAPAHTUH, NPU MOJAa4€ 3asBJICHUS HA JKCHEPTU3Y NIpPHU
perucTpanuu, NepeperucTpaluyd WIM BHECEHUM H3MEHEHUW B PETMCTPALlMOHHOE JOChE
3asBUTEJIb MPEJOCTABISIET B COCTABE PETHCTPALIMOHHOIO JOChE TapaHTUHHOE MHUCBMO O
IPEJOCTABICHUN JIOKYMEHTOB, TpeOyIOIIMX HOTApUAJbHOTO 3aBEPEHUs HUIIHU
anoCTWJIMPOBAHUA, 1O 3aBEPUICHUS dTana ClelraJIu3upoOBaHHON JKcnepTusbl. B ciiydyae He
IPEIOCTaBICHUS 3aBEPEHHBIX WJIM allOCTUJIMPOBAHHBIX JOKYMEHTOB, SKCIEPTHBIE pabOThI
MIPEKPAILAFOTCS.

10. Ha sxcniepTu3sy pa3indHbIX JEKapCTBEHHBIX (JOPM OJTHOTO U TOTO K€ JIEKAPCTBEHHOI'O
npenapaTa 3asBUTENb MPEACTABIACT 3asBICHUS M PETHMCTPAILIMOHHBIE JAOChE Ha KaXIylO
JeKapcTBeHHyr (opmy. Ilpu yclOBUHM OJHOBPEMEHHOW MOJA4YM Ha 3KCHEPTU3Y
JIEKapCTBEHHOTO Ipernapara B OAHOW JIEKapCTBEHHOH (opMe, ¢ Pa3iIMYHON J03UPOBKOM,
KOHIIEHTpauuei, oObeMOM 3aloOJIHEHUSl 3aiABUTENb MPEACTABISAECT OJHO 3asBJICHUE H
PErUCTPALlMOHHOE JOChE C IPUIOKEHHUEM MAKETOB YNAKOBOK M ATHUKETOK Ha KaXAYIO
JO3UPOBKY, KOHLUEHTPALMIO, 00bEM 3aMOJIHEHUS M KOJUYECTBO J03 B YIAKOBKE, a TAKKE
HOPMATHBHOTO JIOKYMEHTA 10 Ka4E€CTBY B CIIy4ae pa3audus B METOJIMKAaX KOHTPOJIS.

11. B cmyyae npenocTaBiieHrs BOCHPOU3BEACHHOT0, OMOAHATIOTUYHOTO JI€KAPCTBEHHOTO
npernapaTta OTEUYECTBEHHBIM MPOU3BOJIUTENIEM Ha JKCHEPTU3y 0e3 JaHHBIX HCCIIETOBAaHUMN
DKBHUBAJICHTHOCTH, B TOM YHCJIE HAXOISIIMXCSA Ha 3Tale SKCIEPTU3bI, 3asBUTENb B
PErHCTPALlMOHHOM JI0ChE IPEIOCTABIISET:

1) pa3pemieHre Ha MPOBEACHUE KIMHUYECKOTO HCCIENOBAaHUS U (WJIM) UCIIBITAaHUS
(bapMaKkoJIOrH4eCKUX U JIEKAPCTBEHHBIX CPEJCTB, BBIIAHHOE YIIOJTHOMOYEHHBIM OPTaHOM;



2) xonusi yBenoMieHus (Mpou3BoabHas ¢popMa) 0 Havale KIMHUYECKOTO UCCIIEIOBaHUS
(apMaKkoIOrHYEeCKUX U JIEKAPCTBEHHBIX CPEJICTB.

12. IIpu sxcniepTuse ophaHHBIX JEKAPCTBEHHBIX MIPENapaToB 3asiBUTEINb MPEIOCTaBISET
IporpamMmy HMCCJIEIOBAHHUM, pe3yJbTaThl KOTOPHIX SIBJSIOTCS OCHOBAaHUEM JIJISl TIEPEOLICHKU
COOTHOILIEHHS "TOJIb3a-pUCK", ¢ COOJIIOIEHNEM TPUMEHEHUS JIEKaPCTBEHHOT O ITpenapara moj
CTPOTUM HaOJIIOJICHUEM Bpadya M HEMEJJICHHBIM MPEJOCTaBIECHUEM KapT-COOOIEHUN O
HEKENIATEJbHBIX PEaKUUAX, CEPbE3HBIX HEXKENATENbHBIX PEAKUHUSIX U 00 OTCYTCTBHUH
3¢ ()EKTUBHOCTU JIEKAPCTBEHHOTO IpernapaTa B COOTBETCTBUM C NpHKa3oM MuHuctpa
3npaBooxpaHeHus Pecriyonuku Kazaxcran ot 23 nexadps 2020 romga Ne KP JICM-320/2020 "
OO0 yTBepXIEeHHH TpaBUJI MPOBeACHUS (HapMakoHAA30pa ¥ MOHUTOPUHTA OE30MaCHOCTH,
KauecTBa U A(OPEKTUBHOCTHM MEAUUMHCKUX wu3aenuil" (3apeructpupoBan B Peectpe
roCcyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPABOBBIX aKTOB Mo Ne 21896).

CHocka. ITynkr 12 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBogUTCS B AEMCTBUE MO UCTEUEHUH JECIATH KAJIEHIAPHBIX JHEH MOCe IHS €ro
NEepPBOro OPUIIMAIBLHOTO Oy OJIUKOBAHMUS).

13. IlepeueHb OCHOBHBIX TpPeOOBaHMW K OKa3aHUIO TOCYIApPCTBEHHOHN YCIYTH,
BKJIIOYAIOIIMN XapaKTePUCTHKHU Ipoliecca, GopMy, coAepKaHUuEe U pe3yJbTaT OKa3aHUs, a
TaK)K€ MHBIE CBEACHUS C YUYETOM OCOOCHHOCTEN MpPEeNIOoCTaBIEHUs TOCYJapCTBEHHON yCIyTu
npuBesieH B [lepedne oCHOBHBIX TpeOOBaHMIA K OKa3aHUIO TOCYIapCTBEHHOH yciyTh "Briada
3aKJIIOUEHHS] O 0e30MacHOCTH, KauecTBe U 3((PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB U
MEJIUIIMHCKUX MU3eNINi" COrNIacCHO MPUIIOKEHUIO 5 K HacTosuM [IpaBuiam.

CHocka. ITynkr 13 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoguTCS B A€MCTBUE MO UCTEUEHUH JECITH KAJICHIAPHBIX JHEH MOCe THS €ro
epBOTo O(QUIIHMATHHOTO OIyOJIUKOBAHHS).

14. TlonTBepkaeHUEM NPUHATHS JOKYMEHTOB 4epe3 MH(OPMALMOHHYIO CHCTEMY
ABJISIETCSI OTOOpakeHue B "TUYHOM KaOuHeTe" 3asBHUTEINS CTaTyca O MPUHATHH 3ampoca Jjis
OKa3aHMs TOCYNapCTBEHHOMN YCIIYTH.

B cnyvasx nomaum 3asBUTENEM JOKYMEHTOB uepe3 MopTal B "IMMYHOM KaOuHere"
oToOpa)xkaeTcs CTaTyCc O MPUHSITHUU 3ampoca s OKa3aHWs TOCYyAapCTBEHHOW YCIYTH C
YKa3aHUEM JaThl U MECTA MOJYUYEHUs PE3yJbTaTa rOCYJapCTBEHHOM YCIyTH.

CBezieHHs 0 JOKYMEHTE, YIOCTOBEPSIOIIEM JIUUYHOCTD, TUO0 dJEKTPOHHBIN TOKYMEHT U3
cepBuca MUGPOBBIX TOKYMEHTOB (/11 UACHTU(PUKAIIMN) O TOCYAApPCTBEHHON perucrpanuu (
IEpEPEruCTpaln) IOPUINIECKOTO JIMLA, CBUIETEIBCTBA O IOCYIapCTBEHHON PErMCTPALMU
3asBUTENI B KAauyeCTBE WHAMBUAYAJIBHOTO NpEANpPUHUMATENS, COJEpKalluecs B
roCyIapCTBEHHBIX MH(POPMALIMOHHBIX CUCTEMaX, TOCYAapCTBEHHAs HKCIIEPTHAS OpraHU3aIis
MOJIy4aeT U3 COOTBETCTBYIOLIUX T'OCYAAPCTBEHHBIX HH(DOPMAIIMOHHBIX CUCTEM UYepe3 LT3 "
AJIIEKTPOHHOTO TPaBUTEIHCTBA.



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

15. 3asBneHue U JOKYMEHTBI, MPEIyCMOTPEHHbIE MyHKTOM &8 Hactosmux [IpaBun
ocpeACTBOM HHGOPMAITMOHHON CHCTEMBI NMOCTYMaT Ha 00padoTky B [{O3.

YnonanomouenHsli padotHuk 1[O3 mocpeacTBoM HMHPOPMALMOHHON CHCTEMBI
pacrpenenseTr NOCTYNUBIIHME 3asBICHUS OTBETCTBEHHOMY HCIOJHUTENO. B ciydae
MOCTYIUIEHUS 3asIBJICHUS [TOCJIE OKOHYaHUs paboyero BpeMEHHU, B BBIXOJHbBIE U MPa3IHUUHbIE
IHU COTJIAaCHO TPYIOBOMY 3aKoHOJaTenbcTBY PecmyOnmku KazaxcraH, nmpuem 3asiBICHHUS
OCYIIECTBISIETCS CASAYIOUUM pabOYnM JTHEM.

OtBerctBeHHbIl ucnoanutens 1103 nocine mpuema JTOKYMEHTOB, IIPEAYCMOTPEHHBIX
MyHKTOM 8 HacTosimux [IpaBui B TeueHre 0JHOro paboyero JH:

1) ocylIeCTBISET PETUCTPALINIO 3asiBICHHS B MH)OPMAIIMOHHON CUCTEME;

2) pazMermiaer HHPOPMAIMIO HAa OQULHAIBHOM CalUTe roCyJ1apCTBEHHOM 3KCIEPTHOU
OpraHu3alMid O TOJAHHBIX Ha OHKCIEPTU3y JIEKAPCTBEHHBIX CpeNCTBax (TOPTroBOe
HAaMMEHOBAaHHE, MEXIYHApPOJHOE HENATEHTOBAaHHOE HaUMEHOBAaHUE, JIEKAPCTBEHHAs (popMa,
J03UPOBKA, KOHIIEHTPALIHSI, OPraHNu3alUsa-IPOU3BOIUTENb, CTPAHA);

3) mpoBepsieT OCTAaTOYHBIM CPOK TOJHOCTH OOpa3lOB JEKApPCTBEHHBIX CPEJICTB,
CTaHJApPTHBIX O0OpPa3OB XMMUYECKHUX BEIIECTB, CTAHAAPTHBIX OOpPA3LOB OMOJIOIMUYECKHX
IpenaparoB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIbTYpP KJIETOK, CHEIU(UUECKUX PEareHTOB
, PAaCXOJHBIX MaTEPUaJIOB, HEOOXOAUMBIX JIJISi BOCIIPOM3BOIUMOCTH METOAMK J1a00paTOPHBIX
UCIIBITAHUM JIEKAPCTBEHHOT'O CPEICTBA U BHOCUT JAHHBIE B MHPOPMAIIUOHHYIO CUCTEMY.

16. B ciyyasx He coONOAeHUs YCIOBUMN, MPETYCMOTPEHHBIX MYHKTOM 8 HACTOSIIUX
[IpaBun otBercTBeHHBIN ucnonHuTeNb [[O3 B TeyeHue AByX paOoumx THEW HampaBlsieT
MOCPEJICTBOM MH(POPMALIMOHHON CUCTEMBI B "JTUYHBIA KaOMHET" 3asBUTENS YBEIOMIIEHHE 00
OTKa3e B TIpUEME 3asBJICHUS, 3aBEPEHHOE BJIEKTPOHHO-IU(POBON MOAMUCHIO
ynonHoMmoueHHoro padotHuka [{O3 mo ¢opme cornacHo nmpuinoxkeHuro 6 K HACTOSIIUM
[TpaBunam.

17. T'ocynapcTBeHHas SKCHEpTHAs OpraHu3alus o0eclieunBaeT BHECEHUE JAHHBIX O
CTaJUU OKa3aHWUS TOCYJapCTBEHHOM YCIyrd B MH()OPMALMOHHYIO CHUCTEMY MOHUTOPHHIA
OKa3aHMs TOCYJapCTBEHHBIX YCIYT B COOTBETCTBHH C MOJAMYHKTOM 11) myHkTa 2 cTaThu 5
3aKoHa ¥ HAMpaBJIE€T COOTBETCTBYIONIYIO HHPOPMALIMIO B TOCYIapCTBEHHBIN OpraH.

Caocka. ITynkr 17 - B penakuum npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBoAMTCS B ACMCTBUE MO UCTEUEHUH AECITH KAJICHIAPHBIX AHEH MOcye IHS ero
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS).

I'maBa 3. Tlopsnox mpOBEACHASA SKCIIEPTHU3HI JICKAPCTBCHHBIX CPEACTB

18. DkcnepTH3a JIEKapCTBEHHOTO CPECTBA COCTOUT U3 CICAYIOMINUX ITAIOB:
1) HayaJIbHASI SKCIIEPTH3a;



2) crienMaau3upoOBaHHAs HKCIIEPTHU3a;

3) nabopaTopHbIC UCTIBITAHUS.

19. DkcnepTr3a MPOBOAUTCA C HCIOJb30BaHWEM HWH()OPMAIMOHHOW CHUCTEMBI,
MHTETPUPOBAHHOU ¢ enuHo 0a3ol gaHHbIX "CucTema ymnpaBi€HHUs JIEKapCTBEHHOIO
obecneuenus" Enunoii nH(GDOpPMallMOHHON CUCTEMBI 3[paBOOXPAHECHUS.

3asBUTENDb MOTy4YaeT UH(MOPMAIIMIO O TIOPSIIKE U CTaTyce OKa3aHMs TOCyAapCTBEHHOM
yCIYTM B pEXUME YAaJeHHOrO JOCTyHa NOCPEeACTBOM "mU4HOro KabuHera"
MH()OPMAIIMOHHON CHCTEMBI, a TaK)K€ €IMHOT0 KOHTAKT — IIEHTpa MO BOMpPOCAM OKa3aHUs
roCyJAapCTBEHHBIX YCIYT.

[Tpu 3TOM cpoK 3asiBUTEINS Ha MIPEIOCTABIEHNE OTBETAa U HEOOXOAUMBIX MaTepuaioB Ha
3aMpoCkl SKCIEPTHON OpraHu3alii UCYUCIISIETCS OT JIaThl MOJMKUCAHUS UCXOAAIIEro 3amnpoca,
3aBEPEHHOTO 3JIEKTPOHHO-IIU(POBOI MOAMHUCHIO.

CHocka. ITynkr 19 - B penakuuun npukaza Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBogUTCS B AEMCTBUE MO UCTEUEHUH JECIATH KAJIEHIAPHBIX JHEH MOCe IHS €ro
NEepPBOro OPUIIMAIBLHOTO Oy OJIUKOBAHMUS).

20. B cayuae cOos B pabote MHPOPMALIMOHHON CHUCTEMbI WJIM MOpTaja MpH Mojaue
3asBJICHUST W PETrUCTPALMOHHOIO JIOChE HA HKCHEPTU3Yy WIM MPHU NPEAOCTABICHUU
JOKYMEHTOB Ha 3alpoc 3KCINEPTHON OpraHu3allid Ha 3Tare SKCHEPTHBIX padoT, 3asiBUTEINb
M3BEMIACT CIYKOy TEXHHUYECKOUN MOJIACPKKH TOCYIapCTBEHHOM SKCTIEPTHON OpraHU3aIiu
WIK orepaTopa MH(POPMALMOHHO-KOMMYHUKAIIMOHHON HHPPACTPYKTYpPHI '"IJIEKTPOHHOTO
MIPaBUTENBCTBA" MOCPEACTBOM MPEIOCTABICHUS MO 3JEKTPOHHOM MOYTE HOMEpPA 3asIBKU U
MOIIarOBbIX CKPUHIIIOTOB C MOMEHTA aBTOPHU3AIMHU 10 MOMEHTA BO3ZHUKHOBEHHUS OIIMOKU C
YKa3aHUEM TOYHOTO BPEMEHU OLLIMOKH.

ITaparpa¢ 1. Ilopsaaok npoBeAeHNH HAYATLHON SKCISPTH3HI JIEKAPCTBEHHEBIX CPEIICTB

21. Ilocnme peructpainuu 3agBICHUAS U MPUEMaA PETUCTPAUMOHHOTO Aochke B 1103
IIPOBOJIUTCSA HayaJlbHasl 3KCIEPTU3a JIEKAPCTBEHHOI'O CPEICTBA B CPOKHU, MPETyCMOTPEHHBIE
raBo 6 Hactosiux [IpaBuo.

22. IIpn HaYaIpHOM 3KCHEPTHU3E JIEKAPCTBEHHOI'O CPEJICTBA MPOBOJNUTCS OLIEHKA MTOJHOTHI,
KOMIUJIEKTHOCTH ¥ TIPABMWIIBHOCTU 0(OPMIICHUS IOKYMEHTOB, IIPE/ICTABIICHHBIX 3asBUTEIIEM B
pPErucTpalliOHHOM JOCh€ B OTHOILUEHHMHM J0Ka3aTeIbCTB OE€30MacHOCTH, KadecTBa U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA.

23. Ilpyn HANIM4KMM 3aMEYAHUHN K TOKYMEHTAM PErUCTPALMOHHOTO TOCHE 3aSBUTENIO YEPE3
MH()OPMAIMOHHYIO CUCTEMY B "JTUYHBIA KaOMHET" HampaBlsieTCs 3arpoc (B MPOU3BOIBHOM
dbopMe), 3aBEpEHHOE DJICKTPOHHOW MU(POBON MOANUCHIO, C YKa3aHUEM BBISIBICHHBIX
3aMeyaHuil 1 HeOOXOJUMOCTU UX YCTPAHEHUS B IOJHOM 00bEME B CPOK, HE MPEBBIIIAIOIIHII
45 (copok 1mATh) pabounx JHEH.



Caocka. ITynkr 23 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B ACMCTBUE MO UCTEUEHUH JECITH KaJICHIAPHBIX AHEH MOcie IHS ero
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS).

24. IIpu He yCTpaHEHUH 3aMEYAHUIN U HENIPEICTABICHUN OTBETA B YCTAHOBIICHHBIE CPOKH,
IIPEIyCMOTPEHHBIE NYHKTOM 23 Hacrosmux IlpaBui, rocynapcTBeHHas JKCIIEPTHAas
OpraHu3alys HarpaBisieT 3asBUTENIO yBeIoMJIeHHWE (B MPOU3BOJBLHOU (opme) o
MPEKPALIEHUN SKCHEPTHU3bI JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUM C MOJAMYHKTOM 1)
nyHkTa 4 cratbu 239 Kogekca.

25. I1o pe3ysibTaTaM HayajlbHOM HKCIEPTU3BI JEKAPCTBEHHOTO CPEJICTBA COCTABIISIETCS
OTYET HAYAIBHOM DKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA COIVIACHO IPWIOKEHUIO 7 K
HactosmuM [IpaBrwiiaM WM OTYET HAYaJbHOM DJKCIEPTU3bl MU3MEHECHUH, BHOCUMBIX B
PErMCTPALMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA COINIACHO MPUJIOKEHUIO § K HACTOSIIUM
[IpaBunam.

ITaparpa¢ 2. ITopsnok npoBeAeHNA CIIENUANN3HPOBAHHOMN SKCIEPTHU3HI JIEKAPCTBEHHBIX CPEJICTB

26. ITomoXuUTENbHBIN pe3ybTaT HadaJlbHOW SKCIEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA
ABJISIETCSI OCHOBAHUEM JUJISl IPOBEAEHUS CIELUAIIU3UPOBAHHON SKCIIEPTU3bI JIEKAPCTBEHHOTO
CPEACTBAa B CPOKH, MPETyCMOTPEHHBIE TN1aBoi 6 HacTosAmux [TpaBui.

27. Cneunanu3vpoBaHHasl SKCIEPTHU3a JIEKAPCTBEHHOI'O CPEACTBA BKIIOYAET OLICHKY
06e30macHOCTH, KauyecTBa U dY()PEKTUBHOCTH M COOTHOIICHHS T0JIb3a-PUCK JIEKAPCTBEHHOTO
CpelCcTBa Ha OCHOBAaHWHU aHAIM3a U DKCIEPTHU3bI TaHHBIX B IOKYMEHTaX PErUCTPAIMOHHOTO
JI0Che, aHalIM3 OT4YeTa MO0 pe3yidbraTaM (apMaleBTUUYECKON HWHCHEKIUU MpHU
rOCyJapCTBEHHOW pETUCTPALMH, NEPEPErUCTpAllMM WJIM BHECEHHMM HW3MEHECHUN B
PErUCTPAllMOHHOE J0ChE JIEKAPCTBEHHBIX CPEACTB, @ TAaKKE€ OILEHKY pPaluOHAJIbHOCTU
KOMOWHAIIMHU JEHCTBYIONIUX BEIIECTB B COCTABE JIEKAPCTBEHHOT'O CPECTBA B COOTBETCTBHUH C
[lepeunem HepaMOHAIBHBIX KOMOWHALIMNA JIEKAPCTBEHHBIX CPEJICTB COTJIACHO MPHUIIOKEHHUIO
9 k nacrosiuM I[IpaBunam.

CHocka. ITynkr 27 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoaMTCS B ACHCTBHUE 110 UCTCUCHUH JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS €ro
HEPBOro O(PUIIMAIBHOTO OMyOJIUKOBAHMUS).

28. Cneuunanu3upoBaHHas YKCIEPTU3A JEKAPCTBEHHOTO CPEICTBA OCYIIECTBISECTCA
IPYNION 3KCHEPTOB TOCYIapCTBEHHOW 3KCHEPTHOM OpraHM3alUdM C MpPHUBJICYEHUEM (IIpU
HEO00XOMMOCTH) BHEIITATHBIX MPO(UIBHBIX SKCIIEPTOB.

29. Ilo pe3ynbraTaM H3y4YEHHS JTOKYMEHTOB PETMCTPALMOHHOrO JIOChE Ha 3Tame
CHEeLMATU3UPOBAHHON 3KCIEPTU3bl 3aiBUTENI0 HAIpaBisieTCsl CBOJHBIA 3ampoc (B
MPOU3BOJBLHON (opMe) TO0 OE30MaACHOCTH, Ka4yeCTBY M A((PEKTUBHOCTH JIEKAPCTBEHHOTO
CpEeJICTBA.

CBonHBIN 3ampoc, BKIOYAs 3aMEYaHUs K OOl XapaKTEpUCTHKE JIEKapCTBEHHOTO
CpPeACTBa, MHCTPYKIUU MO MEIUIMHCKOMY MPUMEHEHHUIO (JIUCTOK-BKIIAJIBIII), MaKeTaMm



MapKUPOBKH YIAKOBKH, 3TUKETOK, CTUKEPOB C MAapKUPOBKOW, HOPMAaTUBHOMY IJOKYMEHTY,
3aBEPEHHBI MOCPEICTBOM 3JEKTPOHHO-IM(POBON MOANUCH HaANpaBisieTcss Yepes
WHPOPMAIMOHHYIO CHCTEMY 3asBUTENI0 B '"TWYHBIA KaOWHET" B JCHb MOANUCAHUS
UCXOJISIIIETO 3a1rpoca.

30. 3asBuTens B TeueHue 45 (COpOK MATh) pabOUUX THEH CO THS MOIYUYEHHUS CBOJHOTO
3anpoca, yKa3aHHoro B ImyHKTe 29 Hactosmux [IpaBuii, HanpagiseT B MOJHOM 00beMe OJIUH
CBOJIHBII OTBET M MaTepUajbl Ha 3alpOC TOCYAAPCTBEHHOM IKCIIEPTHON OpraHu3auu.

[Ipy BO3HUKHOBEHMHU JOTOJIHUTEIBHBIX BONPOCOB, KacalUIUXCS CBEIECHHUI,
MPEICTABICHHBIX 3asBUTEJIEM B OTBETE Ha MPEAIIECCTBYIOIIMM 3aMpocC, 3asBUTEIb B TEUEHUE
20 (mBanmarh) paboYMX JHEW C MOMEHTa MOJYYEHHs 3alpoca HAMPAaBISET OJUH CBOJIHBIN
OTBET M MaTepuajbl Ha JOMOJHUTEIbHBIM 3ampoC TOCYAApPCTBEHHOM JKCIEPTHOMU
OpraHU3aIHU.

CHocka. ITynkr 30 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBoAUTCS B IeHiCTBUE IO UCTEUEHUU JECATU KaJICHIAPHBIX JHEU MOCIE AHS €ro
NepBOTo OQUIINATHEHOTO OMyOJUKOBAHUS).

30-1. IIpu HE mpenocTaBIECHUM 3asBUTEIEM OTBETOB Ha 3alpOC TOCYIApPCTBEHHOMN
AKCIEPTHOM OpraHU3allMi B yCTAHOBJIEHHBIN CPOK coriacHo MyHKTY 30 Hactosmux [IpaBun,
a TaKXe MPeIOCTaBICHUH HEMOJHOTO OTBETa U HEOOXOAMMBIX MAaTEPHAIIOB, TOCYAAPCTBEHHOU
AKCIIEPTHOM OPraHU3alMeld COCTABJISECTCS OTPULIATEIIBHBIM CBOJHBIM OTYET 3KCHEPTOB IO
OLIEHKE JIEKAPCTBEHHOI'O Mpenapara.

Cuocka. [IpaBuia nononaensl myHKTOM 30-1 B COOTBETCTBUU € MPUKA30M U.0. MUHUCTpa
3apaBooxpaneHust PK ot 20.12.2021 Ne KP JICM-131 (BBoAUTCS B ACHCTBUE CO JHA €TI0
MIEPBOr0 OPUIIMAIBHOTO OITyOJIUKOBAHHUS).

30-2. B ciyyae BBIHECEHMSI OTPHUIIATEILHOTO CBOJHOTO OTYETa MO OCHOBAHMSIM,
yka3zaHHbIM B yHKTe 30-1 Hactosmux [IpaBui, rocynapcTBeHHas SKCIIEpTHAsI OpraHu3alus
HE Mo3/1Hee YeM 3a 3 (Tpu) pabouux JHS 10 3aBEPIICHUS] CPOKA OKa3aHUS TOCYIapCTBEHHOMN
YCIIYTH COTJIACHO CTaThe 73 AIMUHUCTPATUBHOIO MPOLETYPHO-IIPOLIECCYATBHOTO KOJIeKca
Pecnybnuku Kazaxcran (mamee — AIIIK PK) nampaisieT 3asBUTENIO0 yBEIOMJIEHHUE O
npeBapUTEILHOM pelieHuH 00 OTKa3e B OKa3aHUU TOCYJapCTBEHHOW ycayru (B
MPOU3BOJILHOM (OpME), a TaKkKe BPEMEHM U MECTE€ IPOBEACHUS 3aCIyLIUBAaHUS IS
BO3MOKHOCTH BBIPA3UTh 3asBUTEIIIO TO3ULIMIO TT0 IPEABAPUTEIBHOMY PELICHHUIO.

[Ipouenypa 3acnymmBanusg NpoBOAUTCSA B cOOTBeTCTBUM cO cTaTheit 73 AIIIIK PK.

CHocka. [TpaBuna gonosHeHsl MyHKTOM 30-2 B COOTBETCTBUH C MPUKA30M U.0. MUHHCTpa
3napaBooxpanenus PK ot 20.12.2021 Ne KP ICM-131 (BBOaUTCS B I€UCTBUE CO JHS €TI0
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

31. Tlo pe3ynpTaram 3aciylmIMBaHUs B Te€YeHUM 15 (msATHaILUATH) pabouux AHEH
MaTepuabl HAMPABISIIOTCS B DKCIEPTHBIA COBET ISl TMPUHATHS pernieHus o0 OTKaze u



IpPEeKpaIIeHNN SKCIEPTU3bl JIEKAPCTBEHHOTO CpPEACTBa, JMOO O BbIJAu€ 3aKIIOUEHUS O
0e30macHOCTH, KauecTBe M 3P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MO (hopMaM COrJacHO
npuioxenusM 14, 15 k Hacrosmum [IpaBunam.

OKCHEepPTHBIM COBET paccMaTpUBAET IMOCTYNHUBIIWE MaTEpUANIbl €KEMECAYHO, U
pe3yNbTaThl PEIICHHS C YKa3aHUEM NPUYUH HAIIPABIISIIOTCS 3asBUTENIO B T€UEHUE § (BOCEMb)
pabouux THEH CO JTHS MPUHSATHUS PEIICHHUS.

Caocka. [Tynkr 31 - B penakunu npukaza Munnctpa 3npaBooxpanenusa PK ot 25.08.2025
Neo 83 (BBOAMTCS B ACHCTBUE 110 UCTCUCHUU JIECATH KaJCHAPHBIX JHEU MOCIIE IHS €ro
EepPBOro O(PHUIMAIBHOTO ONyOJIUKOBAHMUS).

32. Ilo pe3ynbTaTaM CeHHAIM3UPOBAHHON SKCIEpTU3bl cocTaBisieTcs CBOAHBIN OTUYET
HKCIIEPTOB IO OLIEHKE JIEKAPCTBEHHOIO Mpernapara no GopMe coracHo npuiiokeruto 10 k
HactosamuM [IpaBusiam u CBOAHBIN OTYET IKCIEPTOB MO OLICHKE JICKAPCTBEHHOTO IMpernapara
OpU U3MEHEHHUAX, BHOCHUMBIX B PErHMCTPAIMOHHOE J0ChE COTrJacHO HpuioxkeHuto 11 k
HactoamuMm [IpaBunam. B oruere sKkcnmepToB MO OLEHKE JIEKAPCTBEHHOTO Mpemnapara
OTPaXKaIOTCSl BCE aCIMEKThl OE30MacCHOCTH, KauecTBa M A(PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara.

[Ipu oTpuuaTeNbHBIX pe3yJibTaTaX 3KCIEPTU3bl SKCIEPTHAS OpraHU3allUs HAIPABIISIET
3asIBUTEINIO PellleHne DKCIEPTHOTO COBETA C YKA3aHUEM MPUYHH.

ITaparpa¢ 3. ITopamok npoBeAeHN Ta0OPaTOPHEIX HCIBITAHMIA JIEKAPCTBEHHBIX CPEACTB

33. B ciy4ae MooKUTEILHOTO OTYETa CICIHAIM3UPOBAHHON SKCTIICPTHU3BI TTPOBOIATCS
nabopaTOpHBIE UCTIBITAHUS JIEKAPCTBEHHOTO CPEJICTBA B CPOKH, TIPETYCMOTPEHHBIE TJIABOU 6
Hactosux [IpaBw.

34. JlaGopaTopHble HCIHBITAHUS JEKAPCTBEHHOTO CPEJCTBA OCYIECTBISIOTCS B
UCIIBITATENIbHBIX J1A00OPATOPHUSAX TOCYJAPCTBEHHOM JKCIEPTHOW OpraHu3aluyd B IEJSX
MOATBEPXKACHHUS COOTBETCTBHS TMOKa3aTesell 0e30MacHOCTH M KauyecTBa JIEKApCTBEHHOTO
CPEIICTBA U BKJIFOYAFOT:

1) aHaIM3 aHATUTHIECKOTO HOPMATHUBHOTO JIOKYMEHTA JIEKAPCTBEHHOT'O CPE/ICTBA B YACTH
METO/IMK TIPOBEICHUS UCIIBITAaHUH;

2) mpoBeaeHe 1a00PaTOPHBIX UCIIBITAHUN HA COOTBETCTBHE TPEOOBAHHSIM HOPMATHBHOTO
JTOKYMEHTA 110 KaueCTBY;
3) ompeneneHre BOCIPOU3BOJUMOCTH aHATUTHIECKIX METOIUK KOHTPOJISI Ka4ecTBa.

HcnpiTanne 00pa3ioB JIGKAPCTBEHHBIX CPEJCTB C HMCIOIB30BAaHHEM KOMILIEKCA
(U3UKO-XUMHUYECKHX, OMOJOTUYECKUX HCCIEJOBAHUN HANpaBI€HO Ha OIMpeaesieHUe
KOJIMYECTBEHHOTO W KA4YECTBEHHOTO COJICPYKAHUs JICHCTBYIOIIUX W BCIIOMOTATEIbHBIX
BEII[ECTB, MPUMECEH, a TaKKe CTETIEHN OMOJIOTUUECKON 0€30MacHOCTH (MUKPOOHOIOTHUYECKAsT
YUCTOTA, TOKCHYHOCTD, TUPOTEHHOCTH ).



CHocka. I[Tynkr 34 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Neo 70 (BBoAMTCS B IEHCTBUE IO UCTEUCHUU JECATU KaJCHIAPHBIX JHEH MOCIe THS €ro
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

35. JIabopaTopHble UCTIBITAHUS HE IPOBOASITCS MPU:

1) mepepeructpaiuu JIeKapCTBEHHOTO CPEJCTBA;

2) sKcIepTU3e JEKAPCTBEHHOTO CPENICTBa, MPOU3BEACHHOr0 B cooTBeTcTBUM ¢ GMP
ctpan peruona ICH (AiCuDiiu), B Pecnnyonuke Kazaxcrtan B coorBerctBuu ¢ GMP PK u
MMEIOLIET0 perucTpanroHHoe Jocke B hopmare OOIIEro TEXHHYECKOTO JOKYMEHTA,;

3) sKkcmepTu3e JIEKApCTBEHHBIX CPEICTB, MpeKBAIM(UIIMPOBaHHBIX BcemupHoi
OopraHu3aluen 3ApaBoOXpaHEHNUS;

4) yCKOpPEHHOM dKCepTU3E JIEKAPCTBEHHBIX CPEJICTB.

Cuocka. [Iynkr 35 ¢ u3sMeHeHnem, BHECEHHBIM IPUKA30M MUHHCTpA 3IpaBOOXPAHECHUS
PK ot 04.11.2022 Ne KP JICM-128 (BBOAUTCS B ASUCTBUE 110 UCTCUCHUU ICCATH
KaJICHIAPHBIX JHEH MOCIIe JIHS €r0 EPBOro 0(UIIMATBLHOTO OIyOJIUKOBAHMUS).

36. Ilpu BhIsSIBIICHUH 3aMEUYaHUM TIPHU MPOBEECHUHN J1a00PATOPHBIX UCIIBITAHUHN 3aIBUTEIIO
yepe3 UHPOPMAIMOHHYIO CUCTEMY B "THYHBIN KaOMHET" HampaBJsieTCsl MUChbMO C YKa3aHUEM
BBISIBIICHHBIX 3aMEYaHUI U HEOOXOJUMOCTH WX YCTPAHEHHS B MOJHOM 00BEME B CpPOK, HE
MPEBBILAIOIMNNA 65 (IIECThAECAT MATh) padOUYUX THEH.

Cuocka. [Tynkr 36 - B penakunu npukaza Mununctpa 3apasooxpanenus PK or 25.08.2025
Ne 83 (BBOAMTCS B ACMCTBUE MO UCTEUEHUH ECITH KAJICHIAPHBIX JHEH MOCye THS ero
MEePBOro O(PUIUATHEHOTO OMYyOJIMKOBAHMUS).

37. Ilpu He NpPeAOCTABICHUU 3asBUTEIEM OTBETOB BBICTABICHHBIE B MHUCHME
roCyJapCTBEHHON AKCIEPTHOM OpraHu3alyy 3aMe4yaHusi B yCTAHOBJICHHBIA CPOK COIJIACHO
nyHKTy 36 HacTosimux [IpaBun u oTpUIIATENBHBIX pe3yJibTaTax J1a0OpPaTOPHBIX MUCIIBITAHUN
MaTepuajabl HANpPaBISIOTCS B DKCHEPTHBIA COBET ISl MPUHATHS pelIeHUs 00 OTKaze u
MPEKPAILEHUH SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA.

38. Ilo pe3ynapTaTaM 1a0OpPaTOPHBIX HUCIBITAHUNA JIEKAPCTBEHHOTO CpPEACTBA
WCIIBITATEIFHOM JTabopaTopuell COCTaBISAETCS MPOTOKOJ HUCTBITAHUNA MO (OpPME COTIACHO
npuioxkeHnto 12 k HacrosmuM [IpaBunam.

39. Ilpu HEBO3MOXXHOCTHU MPOBEAECHHUs J1a0OPAaTOPHBIX MCIBITAHUN O0O0pa3LOB
JIEKAPCTBEHHBIX CPENICTB B MCHBITATENBHOW J1abOpaTOpuM TOCYAapCTBEHHON SKCIEPTHOM
OpraHu3alliy, B TOM YHUCJE MPU UX OTHECEHHHM K KaTeropuu op(aHHBIX, HAPKOTUUYECKUX,
MICUXOTPOMHBIX WM TMpPEAHA3HAYCHHBIX JJISl JIEYEHHUS BBICOKO3AaTPATHBIX HO30JIOTHI
BCJIEJCTBUE UX BBICOKOM CTOMMOCTH, HEBO3MOXXHOCTU COONIOJICHUS YCIOBUH
TPaHCTIOPTUPOBKHU YKa3aHHBIX 00pa3IoB Ha Tepputopuio Pecyommku Kazaxcran u (vwim) ux
XpaHEHUH, OTCYTCTBHUU CIEIMAIBHOTO OOOpPYAOBAaHMUS M PACXOJHBIX MaTEpUANIOB B
AKCIIEPTHOM OpraHu3aluu, a TakKe, €CIM HOPMATHUBHBIMU JOKYMEHTAMH MO KadyeCTBY
OPOAYKIIMKA YCTAaHOBJIEHBI WCHBITAHUS, CBSI3aHHBIE C OOJBIIMMU 3aTpaTaMu CPEICTB
MPOU3BOAUTENS, JOPOTOBU3HONU 00pa3iioB, ¢ oOpa3naMu, TPeOYIOIMIMMU OCOOBIX YCIOBUM



TPAHCTIOPTUPOBKH, CIHEHMU(UUECKOTO OO0OpYOBaHUS U BCIIOMOTATEIbHBIX CPEACTB
nabopaTOpHbIE HCHBITAHUS TPOBOJATCS B MPUCYTCTBUM TMPEACTABUTENICH SKCIEPTHOU
OpraHu3allid B JTA0OpaTOpUU KOHTPOJS KadyecTBa MPOU3BOIUTENS WM B KOHTPAKTHOM
71a00paToOpuH, UCTIOIB3YEMON MPOU3BOIUTEIIEM.

[To pesynbratam 71a0OpAaTOPHBIX UCHBITAHUM cocTaBiseTcss OTdeT o pe3ysbTaTax
IIPOBEJICHUS JTA0OPATOPHOI'O UCTIHITAHUS B TAOOPATOPUU KOHTPOJISI KAUECTBA MTPOU3BOAUTENS
WU B KOHTPAKTHOM JIaDOpaTOpUM, UCTIOIB3YEMOU MTPOU3BOIUTENIEM COTJIACHO MPUIIOKEHUIO
13 x HactosiuMm IIpaBuiiam.

[Ipy HEBO3MOXKHOCTH MPOBEICHUSI JTAOOPATOPHBIX UCIIBITAHUM 00Pa3IOB JIEKAPCTBEHHBIX
CpPEACTB B Ja0OpAaTOPUHM KOHTPOJS KadecTBa MPOU3ZBOAUTENS WIU B KOHTPAKTHOU
nabopaTopuu, UCIOIB3YEMON MPOU3BOAUTEIEM B CBS3U C UPE3BBIYANHBIMU CHUTYAIUSIMH,
BO3HUKHOBECHHUEM M YCTPAHEHUEM TOCIEICTBUI SMUIESMHUH, TaHAEMUN HHOEKIIMOHHBIX
3a00seBaHui JTaOOpaTOPHBIE UCIBITAHUS MPOBOMAATCS IMOJ HAOJIIOJACHUEM CHEIUATUCTOB
AKCHEPTHON OpraHu3alluy C UCMOJIb30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aUMOJEHUCTBUS,
BKJIIOYAs] ayJIMO- WJIK BUJIEOCBSI3b, a TAK)K€ HA OCHOBAaHUMU JOKYMEHTAIIUU TTPOU3BOAUTEINS (
MIPOTOKOJIOB aHAJIN3a TPOU3BOIUTEIIS).

Cnocka. ITynkr 39 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 04.11.2022
No KP ICM-128 (BBOAUTCS B IEUCTBUE TTO UCTEUYEHUHU JECATH KaJCHIAPHBIX JTHEU MOCie THS
€ro MepBOro OPpUIHAILHOTO OIMYOJUKOBAHUSA).

40. [Ipu HEBO3MOKHOCTU MPOBEJCHUS JTAOOPATOPHBIX UCIBITAHUM JIEKAPCTBEHHOTO
CpPEACTBA IO OTJEIbHBIM IMOKA3aTeNsIM, JIa0OpaTOPUsl SKCIEPTHOM OpPraHU3aIUU MPU3HAET
pe3yJbTaThl JIAOOPATOPHBIX MCHBITAHUM MO OTACJIBHBIM IOKAa3aTeNsiM, YKa3aHHBIM B
ceptudukare (IPOTOKOJIC) aHATU3a MPOUZBOAMUTENS, 3a UCKIIOYEHUEM OUOJIOTUYECKUX U
MMMYHOJIOTHYECKUX ITPENnapaToB.

CHocka. ITynkr 40 - B penakuuun npukaza Munuctpa 3apaBooxpanenus PK or 04.11.2022
Ne KP JICM-128 (BBoAMTCA B ACHCTBHUE MO UCTCYCHUU JIECATU KaJCHIAPHBIX JTHEW mocie aHs
€ro MepBoro oQpuIMaILHOTO OMyOJIMKOBAHUS).

I'masa 4. Ilopsmox GpopMupOBaHHS PE3YIHTaTOB IPOBEACHHOM KCIIEPTHU3HI JIEKAPCTBEHHBIX
CpEACTB

41. ITo OKOHYaHMIO 3KCHEpPTU3bl (HAYaIbHOM 3KCIEPTHU3BI, CHEHHAIU3UPOBAHHON
AKCIIEPTU3BI U JIA0OPATOPHBIX UCIBITAHUN) 3asBUTENb B TeueHue 20 (IBaamarh) pabouux
IHEW, HE BXOMSIIMX B CPOK IMPOBEAEHHUS IKCIIEPTU3BI COTVIACOBBIBAET C IOCYAAPCTBEHHOM
HKCIEPTHON OpraHu3aIlieil B JJIEKTPOHHOM BHUJE 4Yepe3 JUYHBIA KaOuHeT oOmme (
aIMUHUCTPATUBHBIE) CBEICHHUS O JIEKAPCTBEHHOM IIpenapare, UTOTrOBble TOKYMEHTHI (
HOPMAaTUBHBIA JOKYMEHT IO Kauy€CTBY, MHCTPYKIHIO [0 MEIUUMUHCKOMY NMPUMEHEHUIO H
MAaKETOB MAapKHUPOBKH YNAKOBKH, 3THUKETOK, CTUKEPOB C MapKHUPOBKOI), B TOM 4YHUCIIE
KOPPEKTHOCTh 3aHECEHHBIX JAaHHBIX M IMPH BBISIBICHHMM HECOOTBETCTBUS OOHOBJIEHUS
UTOTOBBIX JOKYMEHTOB.



CornacoBaHue OCYIIECTBIISETCS B AJIEKTPOHHOM BHUJIE Yepe3 TUIHBINA KaOUHET.

[Ipu oTCyTCTBUM COTJIaCOBaHUS 3asiBUTENeM 10 ucteueHuu 20 (qBaaiarh) padbouux aHe
C JaThl OKOHYAHMS JKCHEPTU3BI CBEICHUN O JIEKAPCTBEHHOM CPEJICTBE, 3aKJIIOUYEHHUE O
0e30omacHOCTH, KauecTBe U 3(PPEKTUBHOCTU JIEKAPCTBEHHOT'O cpeAcTBa (hopMHUpyeTCst O3 ero
COrJIacOBaHMS.

CHocka. ITynkr 41 - B penakuuu npukaza Munuctpa 3apaBooxpanenust PK ot 25.08.2025
Ne 83 (BBoAUTCS B IeHICTBUE IO UCTEUCHUU JECATU KaJICHAAPHBIX JHEU MOCIE AHS €ro
NEPBOro O(PUIIMAIBHOTO Oy OJIUKOBAHMS).

42. Ilo pesynapTaTaMm MPOBEIEHHOM SKCIEPTU3BlI JIEKAPCTBEHHOI'O CpPEACTBA
roCyJlapCTBEHHAs] DKCIIEPTHAsi OPTaHM3alMsl COCTaBIISIET 3aKIIOYEHHE O O0e30MacHOCTH,
KadecTBe M A()PEKTUBHOCTU JEKAPCTBEHHOTO CPEJACTBA, 3asBICHHOTO Ha JKCIEPTHU3Y
coriacHo mnpuiiokenuto 14 k HactosiuiuMm llpaBunam u 3akiarodyeHue o 0€30MaCHOCTH,
KauecTBe U 3(P(PEKTUBHOCTU JEKAPCTBEHHOI'O CPENICTBA, 3asBICHHOIO HA SKCIEPTU3Y
M3MEHEHHI, BHOCUMBIX B PETUCTPAIMOHHOE JIOChE COTJIACHO MPUIIOKEHUIO 15 K HACTOSAIIUM
[IpaBunam.

Pe3ynbTar rocyapCcTBEHHON yCIyTH HAIMpPaBJISIETCS 3asIBUTENIO B "JIMYHBIN KaOuHET"
yepe3 HMHPOPMAIMOHHYIO CHUCTEMY WM TOpTal B (OpMe DIEKTPOHHOTO JTOKYMEHTA,
YIOCTOBEPEHHOT'0 3JEKTPOHHOU 1udpoBoit nmoanuckto (ganee — D) yrmoaHOMOYEHHOTO
JIMLIA TOCYJapCTBEHHOW 3KCIIEPTHON OpraHU3aIUu.

43. T'ocynapcTBeHHasl 3KCIIEpTHAsE OPraHU3alusl HAPaBIISIET B AJIEKTPOHHOM BHUIE C
AIEKTPOHHO-NIU(PPOBON TMOANMUCHI0 PYKOBOAMUTENS (WM YHNOJTHOMOYECHHOTO JIUIA) H
OTBETCTBEHHBIX JIUL, TPOBOJAUBIINX 3KCIIEPTU3Y, B TOCYAAPCTBEHHBIN OpraH:

3aKJIF0YEHHE 0 0€30IaCHOCTH, KauecTBE U 3()(PEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA;

oO0IIyI0 XapaKTePUCTUKY JIEKAPCTBEHHOTO CPEICTBA, MHCTPYKIUIO MO0 MEIUIIMHCKOMY
MPUMEHEHUIO JICKAPCTBEHHOTO MpenapaTta (JIMCTOK-BKJIAJBIII) HA Ka3aXCKOM U PYCCKOM
S3BIKAX, pa3padaThIBAEMYIO B COOTBETCTBUU C MOPSIAKOM YCTAHOBICHHBIM ITyHKTOM 4 CTaThU
242 Kopaekca 1 corjiacoOBaHHYIO SKCIIEPTHOM OpraHu3aluei;

MaKeThl YIaKOBOK, 3TUKETOK, CTUKEPOB JIEKAPCTBEHHOI'O CPEJCTBA, HA Ka3aXCKOM M
PYCCKOM f3bIKaxX, COTJIACOBAHHBIE SKCIIEPTHOMN OpraHU3alueH.

44. 3axnroueHue o 6€30MacCHOCTH, KauecTBE U 3(PPEKTUBHOCTH JIEKAPCTBEHHOIO CPEICTBA
nevcreutenbHo 120 (cto aBannarh) paboumx gHed. [lpu ucredeHum cpoka JeMcCTBUS
3aKJIFOYEHUS, 3asBUTENIb MOBTOPHO IMOJAET 3asBIICHUE, JOKYMEHThl U MaTepuUasibl Ha
MPOBEJAEHUE HKCHEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, MPEIYCMOTPEHHBIX B IYHKTE &
Hacrosawmwux [Ipasuir.

Cuocka. [Iynkr 44 - B penakunu npukaza Mununctpa 3apasooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B IeHiCTBUE TIO UCTEYCHUH JECATU KaJCHIAPHBIX JHEH MOCIE THS €ro
MEepPBOro O(PUIUATHEHOTO OMyOJIMKOBAHMS).

45. ]Ins nekapCTBEHHBIX CPEACTB OTEYECTBEHHOTO MPOU3BOACTBA, MPOU3BOAUMBIX IS
AKCTIOPTa U BHYTPEHHETO PhIHKA CTPAHBI MOJ] Pa3HBIMU TOPTOBBIMU HA3BAHUSIMU, SIKCIIEPTU3A



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

46. OcCHOBaHMSMH BBIJIAYM OTPUIATEIHLHOTO 3aKJIIOUECHHS O O0€30MacHOCTH,
3 ()EKTUBHOCTH M KAYECTBE JIEKAPCTBEHHOTO CPEJICTBA SBIISIOTCS:

1) HenmpeacTaBiIeHHE MOJTHOIO KOMIUIEKTa PETMCTPALIMOHHOIO J10ChE MOCIE BbIIAYU
3aMeYaHuN 3asIBUTEINI0O B TMPOIECCE MPOBEICHUS IKCIEPTU3bl B CPOKU, YCTAHOBJIECHHBIE
HacrosmumH [IpaBunamu;

2) mpeACTaBICHHUE 3asBUTEIEM HEJOCTOBEPHBIX CBEJCHUM;
3) OTHOIIEHHE 0KHUJIAEMOM TOJIb3bl K BOBMOKHBIM PUCKAM, CBA3aHHBIM C IPUMEHEHHUEM
JIEKapCTBEHHOTO Mpernapara, He sBJISIeTCs OJaronpUsITHBIM;

4) Oonee HU3KHE IMOKa3aTeJM KayecTBa M O€30MaCHOCTH, PErIaMEHTHPOBAHHBIE
locymapctBennoi (dapmakoneeir Pecny6nuku Kazaxcrtan wunm  ¢dapmakonesmu,
NpU3HAHHBIMU JEHCTBYIOIMMU Ha TeppuTopun PecnyOnuku KazaxcraH, uinu B cpaBHEHUU C
paHee 3aperucCTpUPOBAHHBIMU aHAJIOTAMU;

5) Hanu4Ke B COCTaBe JIEKAPCTBEHHOT'O CPEJICTBA BEIIECTB M MAaTEPHAIIOB, 3aIIPEIICHHBIX
K npuMeHeHuto B Pecniyonuke Kazaxcran;
6) HaJIM4Ke B COCTaBe TBEPABIX JIEKAPCTBEHHBIX (DOPM KOHCEPBAHTOB;

7) nony4eHue OTPULATEIbHBIX PE3yJIbTAaTOB OJHOTO M3 ATANOB 3KCIEPTU3BI U (UIIN)
OTPHUIATEIbHBIX 3aKIIOYCHHH SKCTIEPTOB MPO(PUIBHBIX OPTaHU3aALINIA;

8) HecooTBeTCTBUE (PAKTHUECKUX YCIOBUM MPOU3BOJCTBA MU CUCTEMBI 0OecredeHus
KauecTBa YCJIOBHSIM, 00€CIEUMBAIOIINM 3asBICHHYIO 0€30MacHOCTh, 3P(HEKTUBHOCTh U
Ka4yeCTBO, 10 Pe3yJIbTaTaM OIEHKH CUCTEMbl 00eCIIeueHN sl KauecTBa;

9) oTka3 3asBUTENS OT OPraHM3alMU MOCEIICHHs NpeanpusaTus (IPOU3BOJACTBEHHOM
IUIOIIAJIKU) C LEJIbI0 OLEHKHM CHCTEMbl OOECIEeUeHMs] KauyecTBa B COOTBETCTBUHU C
TpeboBaHMAMU 3aKoHOAaTeNbcTBa PecnyOnuku Kazaxcran;

10) BbIsIBIIEHHE HEPAIIMOHATBHBIX KOMOMHAIIUN JIEKAPCTBEHHBIX CPEJICTB;

11) 3asgBuTeneM He J0Ka3aHa KiIWHUYecKas 3(PEeKTUBHOCTh U OE€30MaCHOCTH
JIEKapCTBEHHOI'O IIpenapara;

12) ka4ecTBO JIEKAPCTBEHHOIO Mpenapara He MOATBEPKICHO;

13) nokazaHHOE HEONAronpUATHOE COOTHOIIEHUE "MOJIb3a-PUCK" WIIM BBISBIECHHOE
OTCYTCTBHE TepaneBTUYECKOU A((PEKTUBHOCTH NMPU COOIIOJACHUU YCIOBUUA MPUMEHEHHUS
JIEKapCTBEHHOTO IpenapaTra, ONUCAHHBIX B YTBEPKICHHON OOIIEell XapaKTepHCTUKE
JIEKapCTBEHHOTI'O IIpenapara B MOCTPETUCTPALMOHHBINA EPUOL;

14) ycraHoBJIeHHBIE MO JaHHBIM ¢apmMakoHaa30pa (akThl, yKa3bIBaIOIIME Ha
HEOJIaronpuaTHOES COOTHOIICHHE 'TOJIb3a-PUCK" JIEKapCTBEHHBIX CPEACTB, B TOM YHUCJE
NPEBBIIIEHUE YAaCTOThl PEMOPTUPOBAHUS HEXKENATEIbHBIX PEAKIMi IO CPaBHEHHUIO C
JAHHBIMH, YKa3aHHbBIMA B YTBEP)KJICHHOW OOLIEH XapaKTEpUCTHKE JIEKAPCTBEHHOIO
npenapara;



15) HecooTBETCTBME KA4YECTBEHHOI'O M KOJWYECTBEHHOTO COCTaBa Mpenapara
3as1BJIEHHOMY MJIM HEOJHOKpPATHOE HECOOTBETCTBHME KauecTBa JIEKAPCTBEHHOTO IMperapaTa B
nepuo ero oOpalleHus Ha phIHKE 3asSBJICHHOMY Ha MOMEHT €TI0 PETUCTPaLlUu;

16) HEBBINIOJIHEHHE JIEpKATEIEM PErUCTPAIMOHHOTO YIOCTOBEPEHUS 00A3aTENBCTB MO
(dhapmMakoHaI30pY;
17) BHOCHMMBIE U3MEHEHMS OKA3bIBAIOT OTPULATEIBHOE BIMSHHUE HAa COOTHOILIECHHE
ITOJIB3a-PUCK " JIEKAPCTBEHHOI'O Mpenapara.

n

47. B caydasx OTpPULATEILHOTO 3aKIIOYEHHS O O€30MaCHOCTH, KauyeCTBE H
3(phEeKTUBHOCTU JIEKAPCTBEHHOTO CPEJACTBA WM OT3bIBAa 3asABUTEJIEM 3asBICHUS Ha
AKCHEPTU3Y MOCJE Hayalla MPOBEJICHUS SKCIEPTU3bI, CTOMMOCTh MPOBEICHUS SKCIEPTHBIX
paboT 3asIBUTEINIO HE BO3BpAIIAETCS.

48. 1o pe3ynbTaTaM SKCIEPTU3BI TOCYIAPCTBEHHAS IKCIIEPTHAS OpraHu3arus GOpMHUpyeET
CBOJIHBIN OTUET MO 0€30MaCHOCTH, KAYECTBY U 3(PPEKTUBHOCTHU JEKAPCTBEHHOTO Ipenapara B
COOTBETCTBUU C NpujiokeHueMm 16 k Hactosmum [IpaBunam, He KOHPUAEHIIUATIbHAS YaCTh
KOTOPOTO pa3MellaeTcsi Ha HHTEPHET-PECYPCE rOCy1apCTBEHHOM SKCIIEPTHONU OpraHU3aIIHH.

49. Tlocne 3aBeplieHHs] MPOLEAYPHl AKCIEPTU3BI TOCYAApPCTBEHHAS AKCIEpTHas
opranuzamusi GOpMHUpPYET AIEKTPOHHBIA APXUBHBIN IK3EMIUISIP PETUCTPAIMOHHOTO JOChHE,
coAepXKaluii JOKYMEHTBl W MaTepuUasibl pe3yjbTaTa AKCIEPTHU3bl (IOMOJHUTEIbHBIC
Marepuajbl, MPEeACTAaBICHHbIC 3asiBUTEIIEM IO 3aMpocCy TrOCYJapCTBEHHOW SKCIEPTHOM
OpraHu3alliy, 3aKII0YeHHE HAaYalbHOW IKCIEPTU3bI (BAMIAIMU PETUCTPALIMOHHOTO 10ChE),
3aKJIFOYUTEIbHBIA CBOJIHBIM OTYET JKCIEPTOB MO KPUTHUYECKOW OIEHKE JIEKAPCTBEHHOTO
npenapara, MPOTOKOJIbl HCIBITATEIbHON J1abopaTopuM), 3aKIOYEeHHE O O0e30MacHOCTH,
KayecTBY U A(PGHEKTUBHOCTH, OOIIYH XapaKTEPUCTUKY JIEKapCTBEHHOTO CPEJCTBA,
WHCTPYKITUIO 110 METUIIMHCKOMY TPUMEHEHUIO (JTMCTOK-BKJIA BN ), HOPMATUBHBINA JJOKYMEHT
M0 Ka4eCTBY JIEKAPCTBEHHBIX CPEJCTB, 3aPETUCTPUPOBAHHBIC MAKEThl YIIAKOBOK, STUKETOK,
CTUKEPOB, XpaHSAIIUECS B JIIEKTPOHHOM apXHUBE.

Bo BpeMst aeiicTBUSI perucTpaliMiOHHOTO YJOCTOBEPEHUSI apXUBHOE PETUCTPAIMOHHOE
JI0OChE€, JIOTMOJIHIETCS] PETUCTPALMOHHBIM JIOChE, MOJAaHHBIM Ha BHECEHHE HW3MEHEHUM,
coJiep KallluM JTOKYMEHTBI U MaTepHabl Pe3yJIbTaTOB HKCIIEPTUBHI.

PerucrpanmonHoe 10Che XpaHUTCS B AJIEKTPOHHOM apXMBE Ha SJIEKTPOHHOM HOCHUTEJNE B
TEUYEHUE JICCSTH JIET.

I'maa 5. OcoGeHHOCTH TIPOBEACHHUS SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB

50. Pa3bsicHeHHS! WM YTOYHEHHMS, BO3HUKAIOIIUE B MIEPUOJ IMPOBEICHUS SKCIEPTU3BI
MEXy TOCYJJapCTBEHHOM YKCIIEPTHOM OPraHU3alMEN U 3asBUTEIEM, OCYILIECTBISIOTCS MTyTEM
(bopMHUpPOBaHHUS IEKTPOHHOTO JOKYMEHTA 10 WHANBUIYAIBHOMY TApOJIIO 3asBUTENS Yepes
UHPOPMAIIMOHHYIO CHUCTEMY C DJJCKTPOHHO-UIM(POBONW TMOANUCHIO 3asABUTEIA W
roCy1apCTBEHHOM SKCIIEPTHOW OpraHU3alNH.



Ha Bpems mpenocraBiieHus 3asBUTENIEM 3alpAIIMBAEMbIX JTOKYMEHTOB JKCIIEPTH3a
MPUOCTAHABIIMBAETCS.

51. B pamkax sKcnepTu3bl roCyJapCTBEHHAsA SKCIEPTHAs] OpraHU3alus OCYIECTBISET
NPOBEPKY AayTEHTUYHOCTH TMepeBOJa WM TepEeBOJ Ha Ka3aXCKUW $S3bIK o0O0Iei
XapaKTePUCTUKHU JIEKAPCTBEHHOTO CPEACTBA, HHCTPYKIHMH 11O METUIIUHCKOMY MPUMEHEHHUIO (
JIMCTOK-BKJIAJIBIII ), MAKETOB MAPKUPOBKHU YIAaKOBKH, STUKETOK, CTUKEPOB C MAPKUPOBKOM.

52. Nudopmaiysi B MHCTPYKIIMU IO MEIUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIAIBIII)
OpUTHMHAJLHOTO JIEKAPCTBEHHOTO Mpemnapara, npemnaraemoi st Pecnyonuku Kazaxcran
COOTBETCTBYeT HWH(OpMaIuM, H3JI0KEHHOW B OOIIECH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara oJJ00OpEeHHON yIOJTHOMOYEHHBIMU OpPTaHAMHK CTPAaHbI POU3BOIUTEINS WU CTPAHBI
JepaxKaTels perUCTPAlMOHHOTO yAOCTOBEPEHHUSI.

B o01meit xapakTepucTUKe JEKapCTBEHHOTO CPEACTBA, MHCTPYKIIUU TI0 METUITMHCKOMY
IPUMEHEHHUIO JIEKapCTBEHHOIr0 Mpenapara (JIMCTOK-BKIIAJBIINI) OTpa)xaeTcss HHPOpMaIus o
BCIIOMOTaTENbHBIX BEIIECTBAX, HOMUHAIIBHOM HX COJICP’KAHUU B JIEKAPCTBEHHBIX Iperaparax
, @ TAK)KE€ OTPaHUYEHUS IPUMEHEHHS JIEKAPCTBEHHOTO MpEenapara COrjJacHO MPUIIOKEHUO 17
K Hactoswmum [IpaBunam.

53. O6m1as xapakTepUCTUKA JIEKAPCTBEHHOT'O CPEJICTBA, UHCTPYKIUS IO MEAUIITHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIABIII) BOCIPOU3BEIEHHOTIO, OMOAaHATOTHYHOTO JEKapCTBEHHOTO
npenapata COOTBETCTBYET OOIIEH XapaKTepUCTUKE OPUTHMHAJIBHOTO JIEKApCTBEHHOTO
npenapara. B ciaydae oOTaMuMs B MHCTPYKUMHM 1O MEAUIHUHCKOMY HPUMEHEHHIO (
JIMCTOK-BKJIAJIBII) BOCIPOU3BEICHHOTO, OMOAHATIOTUYHOIO JIEKAPCTBEHHOrO IMpenapara OT
OPHUTMHAJIBHOIO Mpenapara Mo NoKa3aHusM K NPUMEHEHUIO B CTOPOHY pACIIMPEHUs, WUIU
peKrmMa TO3UPOBAHMS WA MIyTH BBEJICHUS MPEAOCTABIIAIOTCS PE3YJIHTAThl COOTBETCTBYIOIINX
KJIMHUYECKUX HCCIIEOBAHUM.

54. Jlepxateiib peTUCTPALIMOHHOTO YJOCTOBEPEHUSI OPUTHMHAJIBHOTO Mpenapara nogaet
3asiBJICHUE HA BHECEHHE M3MEHEHUW B MHCTPYKUHUIO MO MEAUIMHCKOMY MPUMEHEHUIO (
JUCTOK-BKJIaAbII) B TedeHue 60 (mmectbaecsaT) pabouyux JHEH mociie 0OHOBIEHUs OO0Ien
XapaKTEPUCTUKU JIEKAPCTBEHHOTO CPEJICTBA B CTPAHE MPOU3BOAUTENS WU ACPHKATENS
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS.

Caocka. [Tynkr 54 - B penakunu npukaza Munnctpa 3npaBooxpanenusa PK ot 25.08.2025
Neo 83 (BBOAMTCS B ICHCTBUE 110 UCTCUCHUH JIECATH KaJCHAPHBIX JHEU MOCIIE IHS €ro
nepBOro 0(UIMaIBLHOTO OMyOJIUKOBAHUS).

55. T'ocynapcTBeHHas dKCHEpTHAs OpraHU3alus I10CJIE BHECEHHS W3MEHEHUM B
WHCTPYKIIMIO OPUTHMHAJIBHOTO JIEKAPCTBEHHOrO IMpernapara WIH, IPHU OTCYTCTBUU
perucTpanu OpuUrMHalbHOTO npenapata B PecnyOnuke KazaxcraH, mpu BBISIBICHUHU I10
MEXAYHAPOJAHBIM MCTOYHUKAM U pe3yJibTaraMm (apMakoHaI30pa 00 M3MEHEHUsX B oOlIei
XapaKTEpUCTUKE OPUTHMHAIBHOTO JIEKAPCTBEHHOI'O Mpenapara M3BEIIAET Yepe3
UH(OpMAIMOHHBIE PECYpChl BCEX JIepiKaTeliell pEerucTpalmoOHHbIX YJIOCTOBEPEHUMN
TEHEPUUYECKUX MpernapaToB O HEOOXOJAMMOCTH BHECEHHUS COOTBETCTBYIOIIMX HM3MEHEHUHN B



UHCTPYKIIMIO 10 MEAUIUHCKOMY TMPUMEHEHHIO (JTUCTOK-BKJIAQABINI) W OOIIYIO
XapaKTEPUCTUKY JIEKAPCTBEHHOTO CPEJCTBA 4Yepe3 MPOIEeAypy BHECEHUS HW3MEHEHUM B
perucTpanoHHoe jJocke B TeueHwe 60 (1mecTbaecsaT) pabouuMx JHEH IOcie BHECCHUS
U3MEHECHUH B MHCTPYKIIUIO OPUTHMHAIBHOIO MpernapaTta WHPopMmanuu 1no 6e30macHOCTU ¢
JaThl pa3MenieHus nH(OOpPMAITUU Ha cCaiiTe SKCIIEPTHON OpraHU3aIlnH.

Jepxarenib perucTpalMOHHOrO YJIOCTOBEPEHUSI OPUTHMHAIBHOIO MpernapaTta BHOCUT
M3MEHEHUS! B MHCTPYKIIMIO 10 MEAUIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKIAIBIII) U OOUIYIO
XapaKTEPUCTUKY JIEKAapCTBEHHOI'O CpEICTBA Ha OCHOBAaHMM pPa3MEUICHHOW Ha
MH(POPMAIMOHHOM PECypce roCyAapCTBEHHOM SKCIEPTHON opraHu3aluv UHGOPMAIUU IO
HECOOTBETCTBHUSM, BBISIBICHHBIM B pe3yibTare (apMakoHaa3opa U 1O OGUIIHMATHHBIM
MEXJIYHAPOJHBIM MCTOYHUKAM B TeueHue 60 (mecTpaecsT) paboumx AHEH € JaThl
pa3MeIieHus HHPOPMAITUU Ha CaliTe SKCIIEPTHON OpraHu3aIiy.

Jlepxatenu perucTpalMOHHBIX YAOCTOBEPEHUN IMOAAIOT 3asBJICHHE HA BHECEHUE
M3MEHEHUN B PErUCTpallMOHHOE 10Che B TeueHue 60 (mectbaecsaT) pabounx AHEN ¢ IaThl
pa3MelieHus TapMOHU3UPOBAHHOW MH(GOpPMAIUU HA CaWTe DKCIEPTHON OpTraHU3alMH 0
3apeTrUCTPUPOBAHHBIM JICKAPCTBEHHBIM MpenapaTtaMm B OOIIed XapaKTEpUCTHUKE
JIEKapCTBEHHOTI'O MpenapaTa U HHCTPYKUUHU 110 METUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOTO
cpeactBa (nuctok-Bkaanpim) (manee — OXJIII u Uucrpykuusa JIC) nexapcTBEHHBIX
MpEenapaToB ¢ OJJHUM U TEM K€ MEXIyHapOIHBIM HENATEHTOBAHHBIM Ha3BaHUEM WUJIU C
OJIHMM U TEM XK€ JACHCTBYIOIINM BELIECTBOM.

Cuocka. [Tynkr 55 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 25.08.2025
No 83 (BBOAMTCS B ACHCTBUE 110 UCTCUCHUH JIECATH KaJIEHAPHBIX JHEU MMOCIIE IHS €ro
MepBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).

56. IIpu HEBBINIOJIHEHUU YCIIOBHS, YKa3aHHOTO B MMyHKTax 54 u 55 Hacrosmux IIpaBui,
roCyJ1apCTBEHHAsl SKCIEpPTHas OpraHu3amnus ysegomusieT (B MPOU3BOJBHON (opme)
roCyJapCTBEHHBIA OpPTraH 0 HEOOXOAMMOCTH MPUOCTAHOBIICHUS IEUCTBUS PETUCTPAITMOHHOTO
YAOCTOBEPEHUSI.

Caocka. [Tynkr 56 - B penakunu npukasa u.0. Munuctpa 3apasooxpanenusi PK or
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ACMCTBUE CO JHS €r0 MEPBOTro 0pUIIHATIBHOTO
OomyOJMKOBaHUA).

57. DxcnepTu3a N3MEHEHN, BHOCUMBIX B PETHUCTPALIMOHHOE JOChE, OCYIIECTBISETCS Ha
JIEKApCTBEHHOE CPEJCTBO B MEPHOJ JEHUCTBUSI PETUCTPAIMOHHOIO YJIOCTOBEPEHUS U HE
OKa3bIBAET OTPHUUATEIIBHOTO BJIMSHHUS Ha COOTHOIICHHUE I0Jb3a-PUCK JIEKAPCTBEHHOTO
npenapara.

58. U3menenus kinaccuuuupyoTcs B COOTBETCTBUU ¢ [lepedHeM BHUIOB M3MEHEHUI,
BHOCHMBIX B PEFUCTPALMOHHOE JIOCHE JIEKAPCTBEHHOTO CPEJICTBA COTIACHO MPUIIOKEHUIO 18
K HacTosimuM [IpaBuiiam Ha:

1) HecymecTBeHHOe u3MeHeHue Tuna [A - (M3MeHeHHe, KOTOpO€ OKa3bIBaeT
MHHUMAaIbHOE BIUSHUE WM HE OKa3blBAe€T BIUSHUS Ha O€30MacHOCTh, KayeCTBO U



3¢ (PEeKTUBHOCTH 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Ipernapara, MOJAaHHOE B MEPUOJ
JEUCTBUSI PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUSI JIGKAPCTBEHHOTO Mpenapara U He Tpedyroliee
HOBOM PErUCTpALINN);

2) HecyuiecTBeHHOE n3MeHeHue tumna Ib - (u3MeHenue, KoTopoe He MoANaAAIOIIee MO/
onpenenenus naMenennid tuna [A u tuna II, He TpeOyromiee HOBOM perucTparum);

3) 3Haunmoe u3MeHenue tuna Il - mro0kie n3MEHEeHHs K MaTepualiaM PerucTPariMOHHOTO
JI0Chbe, HE TpeOyrollue HOBOM pPErucTpaiuu JIEKapCTBEHHOIO Ipernapara W KOTOpbIe
OKa3bIBAIOT 3HAYUTENILHOE BIUSHUE HA €r0 0€30MacHOCTb, KaueCTBO U 3 (HEKTUBHOCTH;

3-1) usmeHeHnus, TpeOyroLUME HOBOM pErucTpaluy JEKapCTBEHHOTO Ipenapara;

4) cpouHble W3MEHEHHMS, Kacaromuecsi 0€30MacHOCTH JEKApCTBEHHOTO CPEACTBA -
CpOYHBbIE BpPEMEHHBIE OTPAHUYCHUS, CBA3aHHbIE C 0€30MaCHOCTHIO HCIOIL30BAHUS
JIEKapCTBEHHOIO TMpernapara, KOTOPbIE BHEAPSIOTCS 3asiBUTENIEM B CITydae BBISIBICHUS pUCKa
s OOIIECTBEHHOrO  3J0POBBS MNpU  NPUMEHEHHH  3apETUCTPUPOBAHHOTO  (
MepepEerucTPUPOBAHHOIO) JIEKAPCTBEHHOTO Tpemnapara. JlepxkaTenb perucTpaliuoOHHOTO
yJIOCTOBEPEHUA B TEUYECHHE ABAJIaTH YETHIPEX YaCOB YBEIOMIISIET O BBOJUMBIX UM
OTPAHUYCHUSAX TOCYJIapCTBEHHBIM opraH. Eciu B TeueHue ABaJlIaTH YEThIPEX YaCOB IMOCIIE
MOJIy4eHUs 3TOW MHGOPMAIMU OT TOCYJAAPCTBEHHOTO OpraHa HE MOCTYIUJIO BO3PAKEHUI,
AKCTPEHHBIE OrpaHUYEHHUS], CBSI3aHHBIE C 0€30MaCHOCThIO, CUMTAIOTCS NPUHATHIMU. CpOKHU
peanu3aiuy OrpaHUYEHU OrOBapUBAIOTCS AEPIKATEIIEM PErUCTPAlMOHHOIO YAOCTOBEPEHUS
Y TOCYIapCTBEHHBIM OPTaHOM.

OKCTpEeHHbIE OTpaHUYEHUs, CBA3aHHbIE C 0€30MaCHOCTHIO, MHUIIMUPYIOTCS
rOCyapCTBEHHBIM OPTaHOM IIPY HAIMYMHU PUCKA IS KU3HU U 37]0POBbA UEJIOBEKA.
3asiBIICHUE /111 BHECEHUSI U3BMEHEHUM, KacalolNXCsl BBEICHUS SKCTPEHHBIX OTPaHUYCHUI
(MHUITUUPOBAHHBIX JIEP>KATENIEM PETUCTPAIIMOHHOTO yIOCTOBEPEHHS UM TOCYIaPCTBEHHBIM
OpraHoM), MOJAeTCs JIepKaTelIeM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HA paCCMOTPEHUE HE
no3aHee, ueM B TeueHue 40 (Copok) pabounx AHEH ¢ MOMEHTa yBEJOMIICHUS.

CHocka. [TyHkT 58 ¢ u3MEeHEHUsIMH, BHECEHHBIMHU MpUKa3zaMu MuHuCTpa
3apaBooxpadeHust PK ot 04.11.2022 Ne KP JICM-128 (BBoAMTCS B ICHCTBHUE 110 HCTCUCHUHU
JIECATU KaJICHAAPHBIX JHEH MOCe THS €ro MepBOro oPpuIMaIbHOro OMyOJIMKOBAaHMS); OT
25.08.2025 Ne 83 (BBOAMTCS B ACHCTBHE MO0 UCTCUYCHUM JIECATH KaJCHIAPHBIX JTHEH MOCie qHS
€ro MepBoro opuIMaILHOTO OIMyOJIMKOBAHUS).

59. B cnyyae BHeceHUs] U3MEHEHMS, KOTOPOE HE KIACCU(PUIIMPOBAHO B HACTOSIIIUX
MpaBUjiax, 3asBUTENIb 0OpAIAaeTCS B TOCY/IapCTBEHHYIO SKCIEPTHYIO OpraHU3AIMI0 dYepe3
MpOLEAYpPY KOHCYJbTALIMU C LEJIbI0 TOJYYEHUS PEKOMEHJAlMU MO0 KiaccuuKaiuu
WU3MEHEHHS.

['ocynapcTBeHHas sKcnepTHas opraHu3anus B TedeHue 20 (aBaamarh) pabounx JHEH
MOCJI€ TOJIYYEHUS 3aIIpoca HAPABISET OTBET 3asBUTEIIIO B AJIEKTPOHHOM BHUJIE.



Caocka. ITynkrt 59 ¢ u3MeHeHneM, BHECEHHBIM MPUKa30M MUHUCTpa 3/IJpaBOOXPAHECHUS
PK ot 25.08.2025 Ne 83 (BBoAUTCS B ACHCTBUE 10 UCTCYEHUHU JIECATU KAJICHIAPHBIX THEU
MoCJIe JTHA €T0 MEePBOT0 O(PUIIHATIBHOTO OIyOIUKOBAHMS ).

60. IIpu BHeceHnn n3MeHeHui tumna [A:

1) 3asBUTETH IPEICTABIISACT 3asBICHUE TIO (POpME COTTACHO MPHUIIOKEHHIO | K HACTOSIIIAM
[IpaBriIamMm ¥ TOKYMEHTHI COTIAaCHO pHiIokeHuto 18 k HacTtosuuM [IpaBunawm;

2) 3adBUTENIb M3BEIIACT TOCYJApCTBEHHYIO JKCIEPTHYIO OpPraHU3aIlMI0 B Cllydyae
u3MeHeHust tumna [A, TpeOyromero HeMeIEHHOTO HM3BEHICHUS C IEeNbI0 HEMPEPHIBHOTO
KOHTPOJIS JIEKAPCTBEHHOTO CPECTBA;

3) nepxaTeiab PErucTpallMOHHOTO YJIOCTOBEPEHHUS B paMKaxX OJHOTO 3asiBICHUS
YKa3bIBAET O HECKOJIbKMX HECYIIECTBEHHBIX M3MEHEHUsIX Tuma [A, xacarumxcs OgHOTO
PETUCTPALIMOHHOIO YIOCTOBEPEHHS;

4) B cmydae BHECEHHUS U3MEHEHHM, TPeOYyIOIUX U3MEHEHUS TaHHBIX PETUCTPAIMOHHOTO
YIOCTOBEPEHUS, TOCYJApPCTBEHHBIM OpPTraHOM BBIJIACTCA HOBOE PETUCTPALMOHHOE
YAOCTOBEPEHUE O/l TPEKHUM HOMEPOM HAa OCTATOYHBIM CPOK JEMCTBUSI PETUCTPALUOHHOIO
YIOCTOBEPEHMUSI.

61. IIpu BHecennu uameHenuii tumna Ib:

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

2) nepxaTelyd PEerucTPalMOHHOrO YJOCTOBEPEHHUS B paMKaxX OJHOTO 3asiBICHUS
YBEAOMJISIFOT O HECKOJIBKMX M3MEHEHUAX Tuma Ib, kacarommuxcs 0qHOro perucTpauuOHHOTO
YAOCTOBEPEHUS, UM CTPYNIUPOBATH OJHO WJIM HECKOJbKO M3MeHeHui tuna Ib ¢ apyrumu
W3MEHEHUSIMU Tuma [A, CBA3aHHBIMU C OJJHUM PETUCTPALMOHHBIM YJIOCTOBEPECHUEM, MPU
YCIIOBHH, YTO TaKasi FPYHIIMPOBKA COOTBETCTBYET YCIOBHUSM, IIEPEUUCIEHHBIM B IIPUIIOKECHUU
18 k HacTosmum [IpaBuiam;

3) B ciaydae BHECEHUSI M3MEHEHHM, TPEOYIONTUX U3MEHEHHS TAaHHBIX PETUCTPAITMOHHOTO
YIIOCTOBEPEHUS, TOCYJApCTBEHHBIM OpPraHOM BBIJIAETCS HOBOE PETUCTPALMOHHOE
YIAOCTOBEPEHHUE IO MPEKHUM HOMEPOM Ha OCTATOYHBIN CPOK JIEMCTBUS PETUCTPALHOHHOTO
YAOCTOBEPEHHUS.

62. B ciaywyae BHeceHMss uM3MeHeHus Tuna lIb, Biaekyuiero 3a coboil apyrue
nocyenoBaTenbHble n3MeHeHus tuna [A u tuna Ib, nogaercs onHO 3adBieHUE, COAEpKAIIEe
BCE MOCJIEN0BATEIIbHBIE U3MEHEHU Thna I.

63. B ciiydae BHeCEHUs 3HAYUTEIbHBIX U3MeHeHu Tuna II:

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

2) 3asiBJIEHUE COJIEPKUT OJHO M3MeHeHue Tuna II. B cnydyae BHeceHUsT HECKOJIbKHUX
n3MeHennit tuna II, ornensHOe 3asBiIeHHE MOMAETCA OTHOCUTEIBHO KaXJI0r0 U3MEHEHMUS,
KQ)KJI0€ 3asIBJIEHUE COAEPKUT CChUIKM Ha APYroe 3asBIICHUE;



3) B cinyyae eciu u3MeHeHue Ttumna Il mpuBoAUT K APYruM MOCIEI0BATEIbHBIM
n3MeHeHnsM tuna Il, oTHO 3asBJIeHHE BKIIOYAET BCE MOCIEA0BATEIbHBIE N3MEHEHUSI BMECTE
C OMMCAHUEM COOTBETCTBUI MEK]ly TAKMMU MOCJIEI0BATEIbHBIMU U3MeHEHUAMU Tuna 1.

B cnyuae ecnu n3menenue tuna Il npuBoauT K Ipyrum Nocien0BaTeNbHbIM U3MEHEHUSIM
Trna I, 0aHO 3asBIEHNE BKIIFOYAET BCE MOCIEA0BATEIbHBIC N3MEHEHUS BMECTE C OIUCAHUEM
COOTBETCTBHI MEXAY TAKUMH MOCIEA0BATEIbHBIMUA U3MeHeHUsIMU Tuna | u II.

Ilomaya 3asBiIeHUsA Ha DKCIEPTU3y BHeceHHs u3MeHeHud tuna lA, Ib, Il B
PErUCTPALMOHHOE JI0ChE OCYILECTBIISIETCS 3asBUTEIIEM B TEUEHHE TPEX MECSLEB IOCIE
YTBEPKACHUSI BHOCHUMBIX HM3MEHEHUNW B CTpaHE MPOU3BOAUTENS WU JepKaTens
PErUCTPaAlMOHHOTO YAOCTOBEPEHMUS.

63-1. IIpu BHeceHUU U3MEHEHMH, TPeOYIOIMX HOBOW PErHCTpaLUM JICKAPCTBEHHOTO
npemnapara, 3asBUTENb MPEACTABISACT 3asBICHUE MO (OPME COTIACHO MPHIOKEHUIO | K
HactosimuM [IpaBuiiam C yKa3aHHEM THUIIA MPOLEAYPHI 'pErucTpauus’ M ITOKYMEHTHI
COTJIACHO NpHJIOXKEHUsM 2 wiu 3 K HacrosmuM lIpaBunam, a Takxke CBEIECHWUS,
NOATBEPKIAOIINE OIUIaTy 3asIBUTEJIEM HA PAaCUETHBIM CUET TOCYJIapCTBEHHOM 3KCIIEPTHOMU
OpraHu3aliyd CYMMBI JIJIsl IPOBEICHUS SKCIEPTU3BI ITPU PETUCTPALIMH.

Cnocka. IIpaBuia nonosHeHbl MyHKTOM 63-1 B COOTBETCTBUU € NMPUKa30M MUHHUCTpA
3npaBooxpaneHus PK ot 04.11.2022 Ne KP ICM-128 (BBOAUTCS B IEUCTBUE 110 UCTEUECHUU
JECATU KaJeHAAPHBIX JHEH MOCHE IHS €ro MePBOro O(PUIMaIbLHOTO OMYyOIMKOBAHHUS).

64. CBOIHBIN OTYET IO OLIEHKE BHOCUMBIX U3MEHEHUN JIEKAPCTBEHHOTO Ipenapara npu
U3MEHEHHSIX, BHOCUMBIX B peructpanuoHHoe aocke tuna [ m II, He TpeOyrommx HOBOM
perucTpaluu cocTaBisieTcs no (popme cornacHo npuioxkenuto 11 k Hactosimum [IpaBunam.

65. Ilo pesynapraTaM NPOBEACHHOW HKCIEPTU3Bl T'OCYAApCTBEHHAs JKCIEpPTHAs
OpraHM3alusl COCTAaBIAET 3aKJIIOYEHHE O OEe30MacHOCTH, KauecTBe U I()PEKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA, 3asABJIEHHOTO Ha DJKCIEPTU3y HW3MEHEHUH, BHOCHUMBIX B
pPEerucTpalroHHoe A0Cke Mo (hopMe corinacHo npuioxkeHuto 15 k Hactosumm [IpaBuiam.

65-1. Jlepkarenp perucTpaiMOHHOTO YAOCTOBEPEHUS MPEIOCTABIIAET AEKIAPAIUIO O TOM,
yto B mpoektax OXIJIIl u Huctpykuuu JIC BoCHpou3BEAEHHOTO, THOPUIHOrO WU
OroaHanoruyHoro (OMOMoA0OHOTO) JEKAPCTBEHHOTO IMpernapaTa OTCYTCTBYIOT OTIWYHS OT
neiictBytomux OXJII n Uacrpykuun JIC opuruHansHOro (pe@epeHTHOro) JeKapCTBEHHOIO
npernapara, 3a UCKIOYEHHUEM OTJIMYUA MH(OpMaluu O MPOU3BOAMUTENE, CPOKE TOJHOCTH,
COCTaBE BCIIOMOTATENbHBIX BEUIECTB U PA3IMUUN B OMOIOCTYMHOCTU WIH (papMaKOKUHETHUKE.

Cnocka. IIpaBuiia 1omnojgHeHbl MyHKTOM 65-1 B COOTBETCTBUU € MPUKa30M MUHHUCTpA
3npaBooxpaneHus PK ot 14.04.2023 Ne 70 (BBoAUTCS B IeWCTBUE IO UCTEYCHUU JECATU
KaJICHIAPHBIX JHEH MOCIIe JIHS €ro MepBOro OPUIMaIbLHOTO OIMyOJIUKOBAHUSA).

65-2. JlepxaTenb perucTpallMOHHOTO YJIOCTOBEPEHHS MPEHOCTABISIET MOCTPOUYHOE (
pacMoJIO)KEHHOE TapaljelbHO Ha OJHOM Jucte) cpaBHeHue AevctByromux OXJII u



Nuctpyxkiuu JIC opurnHanbHoro (pedepeHTHOro) JeKapCTBEHHOTO MperapaTa U MPOeKTOB
OXJII u Huctpykumu JIC BOCHpPOM3BENEHHOI0, THOPUIHOTO WJIM OHMOAHAIOTUYHOTO (
O6mMoIo00HOTO0) JIEKAPCTBEHHOTO Mpernapara ¢ BbIJICICHHEM H 000CHOBAHHEM BCEX OTJIMUHUHU.

Cnocka. [IpaBuiia 10nogHEHBI MYHKTOM 65-2 B COOTBETCTBUU € MPUKAa30M MUHUCTpA
3apaBooxpadeHust PK ot 14.04.2023 Ne 70 (BBoAMTCS B ICMCTBHUE 110 HCTCUCHUU JIECITH
KaJICHJIApHBIX JTHEH MOcIe JTHS ero TMEPBOTO OUIIMAIIBHOTO OMYOJIUKOBAHNUSA).

65-3. [lepxkaTellb pETUCTPAMOHHOIO YJOCTOBEPEHUS IPHU MOJAYe 3aAsBJICHUS Ha
BHeceHue uameHeHuii B OXJII u Nuctpykiuu JIC npenocTaBiseT BEIOMOCTh U3BMEHEHH ¢
YKa3aHUEM MOCTPOYHO PACTIOIIOKEHHOIO CPABHEHUS TEKCTA BHOCUMBIX U3MEHEHUN C TEKCTOM
YTBEPKA ¥ HHOU BEPCHUH.

Cnocka. [IpaBuiia 1onoaHeHbl MyHKTOM 65-3 B COOTBETCTBUU € MPUKAa30M MUHUCTpA
3apaBooxpaneHust PK ot 14.04.2023 Ne 70 (BBoAMTCS B ICMCTBHUE 110 UCTEUCHUH JIECITH
KaJICHJIApHBIX JTHEH Mociie THS ero MepBOTro 0UIMAIBHOTO OMYOJIUKOBAHHUSA).

65-4. DkcnepTHas OpraHu3alus UHULUUPYET NPOLENypy NPUBEACHUS B COOTBETCTBUE (
rapMoHu3anus) UHGOPMAIMU 1O 3apEeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIperaparaM B
OXJIIT u MucTpykunn JIC nexkapCTBEHHBIX MPENAPATOB C OJHUM M TEM KE MEXIyHAPOIHBIM
HENATEHTOBAaHHBIM Ha3BaHUEM WJIA C OJJHUM U TEM K€ JEHCTBYIOIINM BEIIECTBOM.

Cnocka. [IpaBuiia 1onoaHeHsl MyHKTOM 65-4 B COOTBETCTBUU € MPUKAa30M MUHUCTpA
3apaBooxpaneHust PK ot 14.04.2023 Ne 70 (BBoaWTCS B ACHCTBUE 110 UCTECYCHUU JIECATH
KaJICHJIApHBIX JIHEH MOciie THS ero MepBOTro 0UIIMAIIBHOTO OMYOJIUKOBAHHUA).

65-5. JlepaTenp perucTpalioHHOro yaocTtoBepeHust npu paszpaborke OXJIII u
Nucrpyxkiuu JIC BocpousBeieHHOT0, THOPUIHOTO MM OMOAHATIOTMYHOTO (OMOMOI00HOT0)
JIEKapCTBEHHOT'O Mpernapara Mpyu MojJade 3asBJICHUS Ha SKCIEPTU3bl MPU PETUCTPALUM, a
TAK)KE NPU MEPEPETUCTPALMUA U BHECEHUN M3MEHEHUU PYKOBOJCTBYETCS NPUBEICHHOU B
cooTBeTcTBHE (rapMoHusupoBaHHoi) uHpopmauueit mo OXJII u Uucrpykiuu JIC no
MEXIYHAapOJHOMY HENATEHTOBAHHOMY HA3BAHUIO WM COCTABY ACHMCTBYIOLIMX BEUIECTB,
Pa3MEIIEHHBIX Ha CATE SKCIEPTHOM OpraHu3allii Ha Ka3aXCKOM U PYCCKOM SI3bIKAaX.

Caocka. [IpaBuiia 1onosHeHsl MyHKTOM 65-5 B COOTBETCTBUU € NMPUKAa30M MUHUCTpA
3npaBooxpaneHus PK ot 14.04.2023 Ne 70 (BBoagUTCS B IeCTBUE IO UCTCYCHUU JECATU
KaJICHJIAPHBIX JHEHN MOCIIE JIHS €r0 EPBOro 0(UIIMAIBLHOTO OMyOJIUKOBAHMUS ).

I'maBa 6. Cpoku IpoBeACHNA SKCIEPTH3HI JIEKAPCTBEHHBIX CPEICTB

66. DKcriepTr3a JISKAPCTBEHHOTO CPEACTBA IIPU T'OCYAAPCTBEHHOM PETrMCTPALM, B TOM
qyclie BHECEHHE M3MEHEHMH, TPeOYIOIUX HOBOM perucTpanuu, MPOBOAUTCS B CPOK, HE
npesbimaromuii 140 (cto copok) paboyux ITHEN, B TOM YUCIE:

1) HavanbpHAs SKCMIEPTH3A JIEKAPCTBEHHOTO cpencTBa — 20 (1BaanaTh) paboynx qHEH;

2) cnenranu3upoBaHHas skcneptuza — 60 (mecTbaecsaT) pabounx AHEH (B TOM YHCIeE,
MIpOBEpPKA ayTEHTHYHOCTH WM NEPEBOJ Ha Ka3aXCKUW SA3BIK OOMEH XapaKTEepUCTHKU



JEKApCTBEHHOTO CpPEACTBA W HMHCTPYKIMH 1O MEIUIUHCKOMY NpUMEHEHUI (
JIMCTOK-BKJIAJIBIII ), MAPKUPOBKU MAKETOB YIIAKOBKH, 3TUKETOK, CTUKEPOB);
3) naboparopusbie ucnbiTanus — S0 (mATbaecAT) pabounx JHEH;

4) dbopmupoBaHue 3aKiI04eHUss 0 0e30macHOCTH, 3pdekTuBHOCTU U KadecTBe — 10 (
JIECSITh) pabounX JHEH.

CHocka. ITyHkT 66 - B penakuuu npukaza Munuctpa 3apaBooxpanenust PK ot 25.08.2025
Ne 83 (BBoAMTCS B ACMCTBUE MO UCTEUEHUH JIECITH KAJICHIAPHBIX AHEH MOCIe THS €ro
NEPBOro O(PUIIMAIBHOTO Oy OJIUKOBAHMS).

67. DkcnepTru3a JEKapCTBEHHOTO CPEICTBA C ACHUCTBYIOIIUM PETrUCTPAlOHHBIM
YIOCTOBEPEHHEM HAa MOMEHT MOJA4M 3asBJICHHS Ha dKcnepTusdy W Bxoasulero B Ilepeuenn
CTPATETUYECKU BAXKHBIX JIE€KAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX W3EIUN, YTBEPKICHHOTO
MPUKA30M HCTIOTHSIONMEro 00s3aHHOoCT MuHKCTpa 31paBooxpaneHus oT 3 maprta 2023 roga
Ne 35 (3apeructpupoBan B PeecTpe rocy1apcTBEHHON perucTpaliid HOPMaTUBHBIX MPABOBBIX
aktoB 1o Ne 32025) (nanee — IlepeueHb cTpaTernyecKky BaXKHbIX JEKAPCTBEHHBIX CPEJCTB U
MEIUIMHCKUX W3/IeNIUI) U JICKAPCTBEHHOTO CPEICTBA MPU MEePEePerucTpaluu MpoBOJIUTCS B
teueHue 90 (neBsiHOCTa) paboUYUX JAHEH, B TOM YHCIIE:

1) HayasbHas SKCIIEPTHU3a JIEKAPCTBEHHOTO CpeacTBa — 15 (MaTHaaaTh) pabo4nx JHEH;

2) crenManau3upoBaHHAs dKCIEpPTH3a — 65 (IIeCThAECAT MATh) pabouux THEH, (B TOM
quce, MOATBEPKACHHUE AayTCHTUYHOCTH WJIM TEPEBOJ Ha Ka3aXCKHil S3BIK OOIIeH
XapaKTePUCTUKH JIEKAPCTBEHHOTO CPEICTBA U MHCTPYKIMH 110 MEAUIITHCKOMY MPUMEHEHHUIO (
JUCTOK-BKJIAIBIII ), MAKETOB MAPKUPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB);

3) dbopMupoBaHUE 3aKIIOUYEHUS 0 Oe30macHOCTH, d(PeKTUBHOCTH M KadecTBe — 10 (
JIECATh) paboUnX JTHEH.

Caocka. ITynkr 67 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBoAMTCS B ACMCTBUE MO UCTEUEHUH IECITH KaJICHIAPHBIX JHEH MOCie IHS €ro
nepBoro o(UIMaIbHOTO OMyOJIMKOBAHUS ).

68. DxcrnepTtusza JIEKApCTBEHHOTO CpEACTBa IPU BHECEHUM H3MECHEHUUN B
peructpanuonnoe ngocke tuma IA, tuma Ib u tuma II ¢ mpoBeaeHmem naboOpaTOPHBIX
UCIIBITAHUM TIPOBOJUTCS B CPOK, HE npeBblatonuil 80 (BoceMbaecsT) pabouux AHEH, B TOM
qucIie:

1) HayasibHAs KCIIEPTH3A JIeKapCTBEHHOTO cpeacTBa — 10 (mecsaTh) pabounx JHEH;

2) cnenuanu3upoBaHHas skcneptu3a — 40 (copok) pabouux gHEH, (B TOM YHCIE,
MOATBEPAKIACHUE ayTEHTUYHOCTH WK niepeBo Ha kazaxckuil si3pik OXJIIT u Uuctpykiuu JIC
, MaK€TOB MapKHUPOBKH YITAKOBKH, ITUKETOK, CTUKEPOB);

3) nmaboparopusie ucnbiTanus — 20 (qBaaIaTh) pabOYNX JTHEH;

4) bopMupoBaHHE 3aKJIIOYEHUSI 0 0e30macHOCTH, dPhexkTuBHOCTH U KauecTBe — 10 (

JIECSITh) pabounX JHEH.



CHocka. I[Tynkr 68 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B ACMCTBUE MO UCTEUEHUH JECITH KaJICHIAPHBIX AHEH MOcie IHS ero
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

68-1. DxcnepTtusza JIEKapCTBEHHOrO CpPEACTBA NPU BHECEHUU H3MEHEHUU B
perucTpauuoHHoe nocke tHmna IA, He TpeOyroImMX OLEHKHM Oe30MacHOCTH, KauecTBa U
5(pGhEeKTUBHOCTH W  COOTHOILIEHHUS  MOJIb3a-PUCK  JIEKAPCTBEHHOTO  cpeacTBa  (
CrelMAIN3UPOBAHHAs DKCIIEPTHU3a) MPOBOJUTCS B CPOK, HE mpeBbimaromuii 20 (a1BaamnaTh)
pabouux HEH, B TOM YHUCIIE:

1) HayanbHas SKCHEPTH3a JEKapCTBEHHOro cpeactBa — 10 (necatp) pabounx JHEH;

2) dbopMupoBaHue 3aKiIrOYeHHUs O Oe3omacHOCTH, d3H(PEKTUBHOCTH U KAayeCTBE U
MOATBEPKJICHUE ayTEHTUYHOCTU WJIM MEPEBOJI HA Ka3aXCKUU S3BIK OOIIEH XapaKTepUCTUKHU
JEKapCTBEHHOI0 CpEACTBA M MHCTPYKIMM IO MEAULUHMHCKOMY MpHUMEHEHHI0 (
JUCTOK-BKJIABIII), MAaKETOB MAPKUPOBKHU YIMAKOBKH, dTUKETOK, CTUKEpOB — 10 (mecsarTs)
pabounx JHEH.

Cnocka. IIpaBuiia 1onogHeHbl MyHKTOM 68-1 B COOTBETCTBUU € NMPUKa30M MUHHUCTpA
3npaBooxpaneHus PK ot 14.04.2023 Ne 70 (BBoAUTCS B IeHCTBUE IO UCTEYEHUU JECATU
KaJICHIAPHBIX JTHEH TOCIIE JTHS €ro MepBOTr0 OPHUITHATBHOTO OMyOJINKOBAHMS); B PEIAKIIHH
npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025 Ne 83 (BBoauTcsi B JE€HCTBUE IO
UCTEUYECHHH JIECATH KAJIEHJAPHBIX JTHEW MOCIIE THS €ro MEPBOro OPUIUATBHOTO
OITyOJIMKOBAHU).

69. OxcnepTusa JIEKAPCTBEHHOTO CpEACTBAa NpPU BHECEHUUM HU3MEHEHHUH B
peructpanmonHoe gocbe thna IA, tuma Ib u tuma II 6e3 mpoBegeHus 1abopaTOpHBIX
UCIIBITAHUN MPOBOJUTCS B CPOK, HE MPEeBbILIAKINNA 45 (COpOK NATh) paboUHX AHEH, B TOM
qucIIe:

1) HauanbHas PKCIEPTU3A JICKAPCTBEHHOTO CPeACTBA — 8 (BOCEMb) paboUMX JTHEH;

2) cnenuanu3upoBaHHas dKkcneptuza — 30 (Tpuamars) pabounx gHEN (B TOM YHUCIE,
MOATBEPKJICHUE ayTEHTUYHOCTU WJIU TMEPEBOJI HA Ka3aXCKUU S3BIK OOUIEH XapaKTepUCTUKU
JEKapCTBEHHOIO CpEACTBA M MHCTPYKIMM 10 MEAULUHMHCKOMY MpHUMEHEHUI0 (
JIUCTOK-BKJIAJIBIII ), MAKETOB MAPKUPOBKU YIIAKOBKH, 3TUKETOK, CTUKEPOB);

3) popmupoBaHue 3aKiIIOUeHUsI 0 0€30MacHOCTH, YOPEKTUBHOCTU U KauecTBe — 7 (CEMb)
pabounx JHEH.

CHocka. ITynkr 69 - B pemakuuu npukaza Munuctpa 3apaBooxpanenus PK or 25.08.2025
Ne 83 (BBOAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJCHIAPHBIX JHEU MOCIIE THS €ro
epBOro O(PpUIMAIBHOTO OIyOJIUKOBAHMUS).

69-1. DxcnepTusza JEKapCTBEHHOrO CpPEACTBA MPU BHECEHUU H3MEHEHUU B
PErUCTPAIIMOHHOE JOChE€ B YaCTH YTBEPXKJICHUS MECTa HAHECEHUs KOHTPOIBHOIO (
UACHTH(PUKALMOHHOTO) 3HaKa B MAaKEThl MApPKUPOBKHU YIMAKOBOK JIEKAPCTBEHHBIX CPEICTB
MIPOBOJIUTCS B CPOK, HE npeBbiaronuii 10 (1ecarb) pabouux gHEH, B TOM YUCIIE:

1) HauanbHas dKCHEPTU3A JIEKAPCTBEHHOTO CPeACTBA — S (MATh) pabouMX THEH;



2) ¢popMupoBaHue 3aKII0UEHUs 0 0€301acHOCTH, YD ()EKTUBHOCTH U Ka4ecTBE — S5 (IISITh)
pabounx JHEH.

Caocka. [IpaBuiia nonosHeHsl yHKTOM 69-1 B COOTBETCTBUU € NMPUKa30M MUHUCTpA
3npaBooxpaneHus PK ot 25.08.2025 Ne 83 (BBoaUTCS B IeCTBUE IO UCTEYCHUU JECATU
KaJICHIAPHBIX JHEHN MOCIIE JIHS €r0 EPBOro 0(UIIMaIBLHOTO OIyOJIUKOBAHHUS ).

70. YckopeHHas dKCIepTH3a JEKApCTBEHHOTO CPEACTBA MPOBOJIUTCS B CPOKH, HE
npesblnatomue 60 (mectbaecsaT) pabouux AHEH, B TOM YHCIIE:

1) HauanpHas 3KcriepTr3a — He 6osee 10 (1ecsaTh) pabounx JTHEH;

2) cnenuanu3upoBaHHas dKkcnepTu3a — He 6omee 40 (copok) paboyux AHEH, B TOM YHCIIE
MOATBEPKICHUE AYTEHTUYHOCTH MEPEBOJa MAPKUPOBKUM MAaKETOB YIAKOBKH, 3THUKETOK,
CTUKEPOB, OOIIeH XapaKTepPUCTUKH JIEKAPCTBEHHOTO CPEJACTBA, HMHCTPYKIUU TI0
MEJIUIIMHCKOMY MTPUMEHEHUIO (JTMCTOK-BKJIABIIII);

3) dbopmupoBaHUE 3aKJIOUYECHHUS O Oe3omacHOCTH, dG(PEKTUBHOCTH U KadyecCTBE
JIEKapCTBEHHOTO CPEJICTBA, MPOEKTOB MUTOTOBBIX JIOKYMEHTOB IKCIEPTHU3bI JIEKAPCTBEHHBIX
cpeactB — He 6osee 10 (mecsaTh) pabounx gHEH.

CHocka. ITynkr 70 - B pemakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B ACHCTBUE 110 UCTCUCHUH JIECATH KaJCHIAPHBIX JHEU MMOCIIE IHS €ro
epBOro O(PpUIMAIBHOTO ONyOJIUKOBAHMUS).

71. DkcnepTu3a JEKapCTBEHHBIX CPEJICTB, YUACTBYIOIIMX B MPOLEAYPE COBMECTHOM
nepexkBanudukanun BO3 npoBoauTcs B Cpoku, HE MpeBblaiomue 65 (1ecTbAecsT MATh)
pabouux THEH, B TOM YUCIIE:

1) HauanpHas 3KcriepTr3a — He 6osiee 10 (1ecsaTh) pabouux JTHEH;

2) cnenManu3upoBaHHas dKcnepTu3a — He Oosee 45 (COpok MmsATh) pabovyux JHEH, B TOM
YHUCJe MOATBEPKACHUE ayTEHTUYHOCTHU MEPEBO/Ia MAPKUPOBKU MAKETOB YIIAKOBKH, 3TUKETOK,
CTUKEpPOB, OOIIeH XapaKTepPUCTUKH JIEKAPCTBEHHOTO CPEICTBA, HMHCTPYKIUU TIO
MEJIUIIMHCKOMY TPUMEHEHUIO (JIMCTOK-BKJIABIIII);

3) dbopmupoBaHuE 3aKJIOUYEeHUsS O Oe3omacHOCTH, dG(PEKTUBHOCTH U KadyeCTBE
JIEKapCTBEHHOT'O CPEJICTBA, MPOEKTOB UTOTOBBIX JIOKYMEHTOB 3KCIEPTHU3bI JIEKAPCTBEHHBIX
cpeactB — He 6osee 10 (mecsaTh) pabounx gHEH.

Caocka. [Tynkr 71 - B pemakunu npukaza Mununctpa 3apaBooxpanenus PK ot 25.08.2025
Neo 83 (BBOAMTCS B ICHCTBUE 110 UCTCUCHUH JIECATH KaJCHAPHBIX JHEU MOCIIE IHS €ro
EPBOro O(PHUIMAIBHOTO OIyOJIUKOBAHMUS).

72. B cpoku mpoBeAeHUS SKCIEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA HE BXOUT:

1) BpeMs BOCIIOJTHEHUSI HEKOMIIJIEKTHOCTH PETUCTPAIMOHHOTO JIOCKE;

2) BpeMsl IPeIOCTABJICHUS 3aIBUTENIEM IOKYMEHTOB U MAaTEPHAJIOB I10 3aMpOCy Ha T000M
U3 ATAIOB YKCIEPTHU3HI;

3) BpeMsi OpraHU3alMK U MPOBEACHUS (hapMaIleBTUISCKON MHCTICKITHH.

3asButens B Teuenue 30 (TpuanaTh) paboyux JHEH CO IHS MOJIYYEHUs! YBEIOMIIEHUS O
HEOOXOJAMMOCTH MPOBEACHUS MHCIEKIUM TMPEAOCTABISAET MUCbMO O COIJIaCHU W



npefocTaBiseT B (apMaleBTUYECKHIl HMHCIEKTOpaT 3asBICHHE O MPOBEICHUU
(apManeBTUYECKON MHCIIEKIIUH.

[Tpo0mKUTENBHOCTS OPraHU3aMU U NPOBEACHUS (PapMalleBTUYECKON HMHCIIEKIIUU He
npesbimaetr 90 (neBsHOCTO) pabo4yux OHEW CO JHS TMOJayu 3asiBUTENIEM 3asBIICHHUS Ha
npoBeaeHue (papMareBTUHIECKON HHCTICKIUH.

4) cpoku IpeAOCTaBIIEHUs] OTYETa KIMHUYECKUX HMCCIEIOBAHUN NMpHU COOJIOJIEHUU
YCIIOBHM, ompeacneHHbIXx NTyHKTOM 11 Hacrosmux I[IpaBun. Ilpu 3TOM Ccpokm
IPEIOCTABJICHUS OTUETa KIMHUUYECKOIo McciieoBaHus He nmpesbimatoT 120 (cTo ABaaunaTth)
pabouux JTHEW ¢ AaThl Havyajla KIIMHAYECKOT O UCCIIeI0BAHMS;

5) opranu3anus ¥ MpoBeAEHNE JKCIEPTHOIO COBETA, TPOIOJKUTEIBHOCTh OPraHU3aALNH
Y IIPOBEICHUsI DKCIIEPTHOTO coBeTa He npeBbimaeT 30 (TpuauaTh) KaJeHAApHbIX THEH CO THS
YBEJOMIICHHUS 3asIBUTENS O BBIHECEHUH MAaTE€pPUAJIOB Ha DKCIIEPTHBINA COBET;

6) coryiacoBaHMs 3asBUTEJIEM UTOTOBBIX TIOKYMEHTOB;

7) opraHu3anus M NpPOBEICHUE JTa0OPATOPHBIX HUCHOBITAHUM B NPUCYTCTBUU
IpeACTaBUTENIE HSKCIEpTHOW OpraHu3aluu B Ja00OpaTOpUM KOHTPOJS KayecTBa
MPOU3BOAUTENS UJIM B KOHTPAKTHOM J1a0OpATOPUU, UCIOJIb3YyEMON TPOU3BOAUTENIEM, B TOM
YKCJIE C UCIIOJIB30BAHUEM CPEJCTB IMCTAHIMOHHOTO B3aUMOJECHCTBUSA, BKIIOYAs ayJU0- WIN
BUJICOCBS3b.

[Tpo10KUTEABPHOCTD JIA0OPATOPHBIX MCHBITAHUNM B MPUCYTCTBUU IMpPEACTaBUTENEH
AKCIIEPTHON OpraHu3anuu B JIa0OPATOPUU KOHTPOJIS KayecTBa MPOU3BOJAUTENS WU B
KOHTPAKTHOW J1abOpaTopuu, HCHOIb3YEMON MPOUZBOAUTEIEM, B TOM UHCIE C
UCIIOJIb30BAaHUEM CPEJACTB JAMCTAHLIMOHHOIO B3aUMOJICHCTBUS, BKJIOYas ayJIuO- WIH
BHUJIEOCBS3b HE MpPEBBIMIAECT 85 (BOCEMBAECAT MATh) pabOUMX AHEH CO THA MOIMYYECHHS
3asBUTEJIEM YBEIOMJICHUS O HEOOXOJUMOCTH €€ IPOBEIECHUSI.

CHocka. Ilynkr 72 - B pemakuuun npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B AEMCTBUE MO UCTEYEHUH JIECIATH KAJICHIAPHBIX JHEH MOCIE IHS €ro
NEepPBOro O(PUIIMAIBHOTO ONyOJIUKOBAHMUS).

I'nasa 7. Ilopsnok o6xaioBaHM pEMICHWH, AeicTBUi (6e3aeiicTBIA) roCy IapCTBEHHOK
SKCICPTHOH OpraHW3amiy U (WIH) €e JODKHOCTHBIX JIMIY II0 BOIIPOCaM OKAa3aHHUA
TOCYJapCTBEHHBIX YCIyT

CHocka. I[IpaBuna TOMOJHEHBI TJ1aBOM 7 B COOTBETCTBHU C MPUKA30M H.0. MUHHUCTpa
3apaBooxpanenus PK ot 20.12.2021 Ne KP ICM-131 (BBoauTCs B JeHCTBUE CO JHS €TO
MEePBOro O(PUIUATHEHOTO OMYyOJIMKOBAHMS).

73. XKanobGa Ha pemieHue, nercTBus (0e3AEHCTBUSA) rOCYJapCTBEHHOM JKCIEPTHOMN
OpraHu3ally MO0 BOMPOCAM OKa3aHUS TOCYAapCTBEHHBIX YCIYT MOXKET ObITh MOJaHa HA UMSI
PYKOBOJIUTEIS TOCYAAPCTBEHHOM 3KCIIEPTHOM OPraHU3alMy, B YIIOJTHOMOYEHHBIN OpraH Io
OLICHKE W KOHTPOJIO 32 KAYECTBOM OKAa3aHUs TOCYJAapCTBEHHBIX YCIYT B COOTBETCTBHUM C
3aKoHOJaTeNbCcTBOM PecnyOnmku Kazaxcran.



B cnydae moctymieHus xano0bl B COOTBETCTBUU ¢ MyHKTOM 4 ctathu 91 AIIIIK PK
rOCyJapCTBEHHOM 3KCIEPTHOW OpraHu3anyen HallpaBiseTCs B OpraH, pacCMaTpUBAIOLIMKN
xkaymoby B TedeHue 3 (Tpex) pabouyux nmHEH co aHA ee mnoctymieHus. JKamoOa
rocyJapCTBEHHON 3KCIEPTHON OpraHu3alieil He HaMpaBiIseTcsl B OPraH, paccCMaTpUBAIOIINAN
XKano0y B cilydyae MPUHATUS OJarompusiTHOTO aKTa, COBEPUICHHS aJIMUHUCTPATUBHOTO
JEHCTBUS, TOJIHOCTHIO YAOBIETBOPSIONIUE TPeOOBAHUS, YKa3aHHbBIE B kKano0e.

74. Kanoba 3agaBUTENS B COOTBETCTBUM C IIYHKTOM 2 CTaTbU 25 3aKOHA MOJJIEKUT
PacCMOTPEHUIO:

rOCyJIapCTBEHHOM DKCIEPTHON OpraHu3alueil, - B TeueHue 5 (msaTu) padbouux AHEH co aHS
€€ PEerucTpalniy;
YIIOJJHOMOYEHHBIM OPTraHOM IO OLEHKE M KOHTPOJIO 3a KaueCTBOM OKa3aHUSs
rOCYyJapCTBEHHBIX YCIYT - B TeueHue 15 (maTHaaiaTi) pabounx JHEH Co THS €€ PEerucTpaluu

75. Cpoxk paccMOTpeHUs KaJloObl TOCYIapCTBEHHONW SKCIEPTHON OpraHu3aiuei,
VIIOJJHOMOYEHHBIM OpPraHoOM MO OLEHKE M KOHTPOJII0 3a KauyeCTBOM OKa3aHUs
rOCYJIapCTBEHHBIX YCIYT B COOTBETCTBUU C MyHKTOM 4 cTaThbu 25 3akoHa MpPOJIJIEBACTCS HE
6osee yeM Ha 10 (ecsaTh) pabodyuX JTHEH B CIydasx HEOOXOIUMOCTH:

1) npoBeneHusT JOTOJIHUTEIHLHOTO N3YUEHHS UJIU TPOBEPKHU O KajloOe JTMO0 MPOBEPKH C
BBIE3/IOM Ha MECTO;

2) noyty4eHus AOMOJIHUTENbHON NHPOPMALIUH.

B ciyuae npoajeHus cpoka pacCMOTPEHHUSI Kano0bl JOJKHOCTHOE JIUIIO, HAJICTIEHHOE
MOJIHOMOYMSIMU 10 PAaCCMOTPEHHUIO kano0, B TeueHue 3 (Tpex) pabouux JHEH ¢ MOMEHTa
MPOJICHUSI CPOKA PACCMOTPEHUs KajJoObl COOOIIaeT B MUCbMEHHOU (popme (mpu mojaye
&Kajgo0bl Ha OyMa)XKHOM HOCHTENE) WJIM JJIEKTpOHHOM (opMme (mpu mojaye xkaaoObl B
AJIEKTPOHHOM BHJI€) 3asBUTEIIIO, MOJIABIIEMY Kallo0y, O MPOJJICHUU CPOKa PacCMOTPECHUS
KaAJIOOBI C YKa3aHUEM MPUYUH TPOJIICHHUS.

76. Ecniu uHOE HE mpexycMoTpeHo 3akoHamu Pecnyonuku Kazaxcran, oGxanoBaHue B
CyJie IIOMyCKaeTcs TMociie 00KaJoBaHUS B aJIMHUHUCTPATUBHOM (J0CY/IeOHOM) TOPSIIKE B
cooTBeTcTBUM ¢ TyHKTOM 5 ctathu 91 AIIIIK PK.

[Tpunoxenue 1
K IIpaBuJIaM IMIPOBCIACHUSA
9KCIICPTU3bI JICKAPCTBCHHBIX CPEIICTB

dopma
3asBneHue Ha IIPOBEACHHUE IKCHCPTHU3EI ICKAPCTBCHHOI'O cpencma*

CHocka. [Ipunoxenue 1 - B pegakunu npukasza u.0. Munucrpa 3apasooxpanenus PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCS B AEUCTBHE CO JHSA €r0 MEPBOro O(GUIMAIBHOTO
onyOJIMKOBAHMS); C ©3MEHEHUSIMH, BHECEHHBIMU TTpHKa3oM MuHHUCTpa 31paBooxpaneHus PK
oT 04.11.2022 Ne KP ICM-128 (BBOAUTCS B JCHCTBUE MO UCTEUYSHHUH JIECATH KaJICHIAPHBIX
JTHEH Moce AHs €ro MepBOro 0(UIMaIFHOTO Oy OJIMKOBAHU).
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MexayHapoaHoe
HEMaTeHTOBaHHOE
Ha3BaHUC

JlekapcTBeHHas popma

Jlo3upoBka (KOHIICHTpaIus
) (3amonusieTca TpH
HaJUYUH. O0Bem
3aIOJIHSETCS B YIIAKOBKE)

AHaTOMO-TepaneBTHYECKO-
XUMHUYECKAS
KiaccuuKaus

Peructpauus

[]

IIepepeructpanus

[]

BHaecenue n3ameHeHMI

[ ]

Ne perucTpaiMOHHOTO YIOCTOBEPEHUS BbIIaHHOTO B PecnyOmike Kazaxcran ¢

yKazaHHEM JaThl BEIAYH U CPOKA JEHCTBUS

Ha Ka3aXCKOM
SI3BIKC

Ha PYCCKOM
SI3BIKE

Ha aHTJIMHACKOM
SI3BIKE

Ha Ka3axXCKOM

Ha PYCCKOM fI3bIKE
SI3BIKE

Ha Ka3axXCKOM
SI3BIKC

Ha PYCCKOM
S3bIKE

Ha aHTJIMHCKOM
SI3BIKE

Ha Ka3axXCKOM
S3BIKC

Ha PYCCKOM
SI3BIKE

KoHnuentparus
YKa3bIBACTCS
IS KUJKHX,
MATKUX H
ra3000pa3HbBIX
JIEKapCTBEHHBIX
¢bopm

Kon

HanmenoBanue
Ha Ka3aXxCKOM
SI3BIKE

HanmenoBanue
Ha PYCCKOM
SI3BIKE

Ha aHTJIMHACKOM SI3BIKE

Ctp
aHa



1)

2)

Tun JICKAPCTBCHHOT'O CPEACTBA (SaHOHHHeTCﬂ JJid COOTBETCTBYIOLICTO JICKAPCTBCHHOI'O Mpenapara,

BEIOMpaeTcs Tonpko oauH TrIl JIC)

[ ]

OpurHHAIBHEIA JEKapCTBEHHBINA penapaT

[] ]

O}IHOKOMHOHeHTHHﬁ MHOTOKOMITOHEHTHEIN

OMONMOTHYECKHI  JIeKapCTBECHHBIN
npemnapar

[]

HOBas aKTUBHas1 (bapMaHeBTI/I‘IeCKaﬂ Cy6CTaHHI/IH

[ ]

BocnpousBeneHHbII IEKapCTBEHHBIN IIpenapaT

] ]

OIHOKOMIIOHEHTHBIN MHOTroKOMITOHEHTHBINH

HMMyHO6HOHOFH‘IeCKI/Iﬁ ﬂeKapCTBeHHbIﬁ npemnapar

OpuTrHHAIBHBINA JEKapCTBCHHBIA TIpenapar:
HauMEHOBaHUE JIEKapCTBEHHOTO Mperapara, J03UpOBKa, JIeKapCTBeHHas GopMa

JepKaTenb  PErHCTPAIMOHHOTO
YIOCTOBEpEHHS (KOMIIAHUs, HA WM
KOTOPO# BBIIAHO PEruCTPalIOHHOE
YIOCTOBEPEHHUE), aTa PErHCTPalUH,
HOMeED pPEeTUCTPALlMOHHOTO
YAOCTOBEPEHUs, TOCYIapCcTBO, IIe
3apEeTUCTPUPOBAH  OPUTHWHANBHBINA
JIEKapCTBEHHBIN Ipenapar

PedepenTHbiil  JIeKapCTBEHHBINH
mpemapat s OTCYECTBEHHOTO
MPOU3BOUATENA, KOTOPBIH
UCIIOJH30BANICS B HCCIEAOBAHUIX
SKBHBAJICHTHOCTH (€CIIU TaKOBbIC
MIPOBOIMIINCH):

HaMMCHOBAHUEC JICKAPCTBCHHOT' O Iperiapara, J03UPOBKaA, JICKAPCTBECHHAA (l)OpMa

IepKaTelnb  PETHCTPAlMOHHOTO
YAOCTOBEpEeHHs (KOMITaHUSA, HA WUMS
KOTOPOW BBIJJAHO PErHUCTPaIMOHHOE
YIOCTOBEPEHHUE), JlaTa PErHCTPaliH,
HOMED PETUCTPALMOHHOTO
YAOCTOBEPEHUs, TOCYIApCTBO, TIe
3apETUCTPUPOBAH  pePepEeHTHBIN
JIEKapCTBEHHBIN Mpemnapar

NPUBECTH 000CHOBaHUS
UCTONB30BAHUS  peepEeHTHOTO
npenapara HOpH €ro OTJIHYHH OT
OPHUTHHAIBHOTO Ipenapara



3)

4)

[Tpumeuanue. Paznen HeoOXoaumo
3aMOJHAThE  JJIs  KaXJAOro
JIEKapCTBEHHOTO TIpernapara, KOTOPbIi
HCIIOB30BAJICS B HCCICHOBAHUSIX
9KBHUBAJCHTHOCTH.

[]

Broananornynslil nexkapcTBeHHbIH mpenapat (buoanaor)
OpurnHaabHBINH OMOIOTHYECKHH JIEKapCTBEHHBIH Mpenapar:
HauMEHOBaHHE JICKapCTBEHHOTO Mperapara, J03UpOBKa, JIeKapCTBeHHas Gopma

JepKaTeNnb  PErHCTPALIMOHHOTO
yIOCTOBEpEHHS (KOMITaHUs, HAa WM
KOTOPOH BBIIAHO PErHCTPAIIOHHOE
YAOCTOBEpEHHUE), JaTa PErucTpaIum,
HOMeED pPEeTUCTPALIMOHHOTO
YAOCTOBEPEHHUs, TOCYIapcTBO, TIe
3apeTUCTPUPOBAH OPUTHHAIBHBINA
JIEKapCTBEHHBIN TpenapaT

PedepenTHbiii  OMOJOTHYECCKUIMA
JICKapCTBEHHBIN Mpernapar:

HaMMEHOBAHHUE JIEKapCTBEHHOTO IIPENapaTa, J03UPOBKa, JIeKapCTBeHHast (hopma

JepiKaTenb  PErucTPaluOHHOTO
YAOCTOBEPEHUsI, JJaTa PErucTpaluy,
HOMED pEeTUCTPALIHOHHOTO
YIOCTOBEPEHUs, TOCYNapCcTBO, THAE
3aperucTpupoBaH  pedepeHTHBIH
JIEKapCTBEHHBIN Ipenapar

pa3iu4us TO CpaBHEHUIO C
pedepeHTHBIM  OMOIIOTHYCCKUM
JICKApCTBEHHBIM IIpernapaTtoM (eciiu
TaKOBBIC HMEIOTCSI):

[]

pa3nuyus B HCXOJHOM MaTEpHaJIE;

[]

pa3nu4rs B IPOU3BOACTBEHHOM ITpOLIEcCe;

[]

APYTUC MMOKa3aHUA K IPUMEHCHUIO,

[]

I:I pasnnuus B JIeKapCTBEHHOH (opme;

[]

I'uOpUAHBIH JIeKApCTBEHHBIH Mperapat
JpyTasi T03UPOBKa;

[]

(KONMMYECTBeHHbIE W3MEHEHHs AKTUBHOU (hapManeBTHYECKON
CyOCTaHIIH);

[ ]



5)

[]

OIHOKOMIIOHEHTHBIN

[ ]

MHOroKOMIOHEHTHBIH

JPYTOii crioco0 BBEICHMUS,

[]

JIpYyTHE OTIINIHUS

OpurvHaiIbHBIN JIEKApCTBEHHBIN MIpenapar:

HaMMEHOBaHHUE JIEKapCTBEHHOTO IIperiapara, 103UpOBKa, JIeKapCTBeHHas popma

JepxKaTenb  PETHCTPAlMOHHOIO
YJOCTOBEpEHUSl, JaTa PErucTpalui,
HOMED PETUCTPAMOHHOT O
YAOCTOBEPEHUs, TOCYIApCTBO, TIe
3apEeTUCTPUPOBAH OPUTHHATHHBIN
JIEKapCTBEHHBIH Mpemnapar

Pasauuus mo cpaBHEHHIO C
OPUTHHAIBHBIM  JIEKaPCTBEHHBIM
MpenapaToM:

[]

KoMOmHUpOBaHHBIH JTeKapCTBEHHBIN
mpemnapar

[ ]

HU3BCCTHasA KOM6I/IHaHI/I$I

[]

HOBasi KOMOMHALS

[]

W3MEHEHHS aKTUBHOHN (papMarieBTHIeCcKoil cyOcTaHIInu;

[]

Jpyras JeKapcTBeHHast (GopMa;

[]

npyrasi(ve) 103upoBKa(u) (KOTHMYCCTBEHHBIC N3MECHCHHS aKTHBHOM
(hapManeBTHIECKON CyOCTaHINHN);

[]

Jpyroi (ue) criocoO(bl) BBEICHNUS;

[]

Ipyras papMaKOKHHETHKA (BKIIOYast APYTYI0 OMOIOCTYITHOCTE);

[ ]

ApYyTroc NOKa3aHUC K MPUMCHCHUIO,

[]

JIpyTHe OTJINYIHS

OpurnHaIbHBIN JIEKapCTBEHHBIH Ipenapart (B ciy4ae H3BECTHOW KOMOWHAIINH)

HaMMEHOBAHHUE JIEKAPCTBEHHOTO IpenapaTa, 1I03UPOBKa, JIeKapCTBeHHast (hopma



6)

7)

8)

9)

10)

JepxKaTenb  PErHCTPAllMOHHOIO
YJOCTOBEpEHUSI, JaTa pPErucTpalni,
HOMED PETUCTPALMOHHOTO
YAOCTOBEPEHUs, TOCYIApCTBO, TIE
3apEeTUCTPUPOBAH OPUTHHATBHBIN
JIeKapCTBEHHBIN Mpemnapar

[]

JlexapcTBeHHBII MIpenapaTr ¢ XOpouUIo
U3YYECHHBIM MEIULIHUHCKUM
IIPUMEHEHHEM

HaMMEHOBaHHUE JIEKAPCTBEHHOIO IpernapaTa, 1I03UpOBKa, JIeKapCcTBeHHast (hopma

JepXaTedb PEeruCTPAlMOHHOTO YAOCTOBEPEHHMS, Jara pErucTpalud, HOMEpP PEeruCTPAIiOHHOTIO
YIOCTOBEPEHHS.

[]

PanmodapmaneBTuueckuit
JIEKapCTBEHHBIN IIpenapar

[ ]

paanodapmaneBTHIecKuil Habop

[]

MpeKypcop paiuoHyKIUIA

MCTOYHHK PAAMOHYKIU/A (MePBUUYHBIH
W BTOPUYHBIH) (TIPH HATTHYIH)

I'enepatop

[ ]

T'omeonarnueckuii JeKapCTBEHHBIN
mperapar

[]

HOBBII TOMEOINAaTUYECKUI npernapar

[ ]

PacturensHblil nekapCTBEHHBIN IpenapaT

OMHOMMHAJIPHOE HAy4YHOE Ha3BaHUE I:I
pactenus (poJ, BUJ, Pa3HOBUIHOCT) TOMEONATHYECKHH IperapaT, BKIIOYEHHBIH B (hapMakomen Hu
MoHOTpaduu

HUCTOYHHK MTPOUCXOKICHUS CHIPhA (JTaDOpaTOPHBII KOM)
JacTU MPOU3BOAANICTO PACTCHU

Ha3BaHHWe (OIpe/eNieHe) CyOCTaHIINN
PACTUTENBHOTO TIPOUCXOXKICHUS |
Ipyrue HaszBaHHUs (CHHOHHMBI,
yKa3zaHHbIe B PapMaKomesx)

[ ]

OpanHbIl JIeKapCTBEHHBIH Npenapar



11)

12)

13)

10
11
12

13

[IpucBoen nu JI€KAPCTBEHHOMY
mpemnapary craryc opgaHHOro
JEKapCTBEHHOTO IpemapaTra B
Pecrry6mmke Kazaxcran

[]

Her

[ ]

B nponiecce paccmoTpenus

[]

Ha
Jara
HOMEP PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS Op(haHHOIO JIEKAPCTBEHHOTO IIpenapaTa

OTKa3aHO B MPHUCBOEHHH CTaTyca
opdannoro JIEKapCTBEHHOTO
nmpenapara

Jlata
Howmep pemenns

3asBiCcHUE Ha IIPUCBOCHHUE CTaTycCa
OTO3BaHO:. JaTa

[ ]

Tpancpep HammenoBanwme, anpec
MPOU3BOACTBEHHOW  IJIOIIAIKH
Nepenaroleil CTOPOHBI

[]

AxTuBHas (apmaneBTHUecKas CyOCTaHIMs, NpOou3BeAeHHas He B ycnoBusx GMP nim nekapcTBeHHOE
PAaCTUTENBHOE CBhIPhE

[]

IpexBammdukamms BO3

®opma OTIyCcKa B CTpaHe

ITo peuenty Bpaua be3 perenra Bpaua
3asBUTEIIS p Y BP p P
Crioco0bl BBEIEHUS

Nudopmanus o
yCTpOHCTBaM BBOJA

‘YnakoBka (3amoJHseTCsl CIIUCOK 3HAYCHUN)

Kpa

TKOE
Bun (mepBuunas wnu  Hawmeno Pasmep — (mpm Ob0bem (pum Kon-Bo equnug
BTOPHUYHAS) BaHUE HaJIUYUH) HaJINYUH) B yIIaKOBKE

caH

ue
IlepBuunas

IIpomexxyTounass (mpu
HaJIN4HN)

Bropuunas



14

15

16

17

18

19

UITpux-K0J BTOPUYHOH  VkasaTh MITPUX-KOM IS KAXIOH JO3HPOBKH (KOHLIEHTPALIHH)
ynakoBkn  (GTIN)  (

JIKUTHH)

ITonHbIi KaueCTBEHHBIN U KOJIMYECTBEHHBIN COCTAB (3aIOIHAETCS CIIUCOK 3HAYCHUH)

Hop
Mar
Ilpu
HUBH
N 3HAK
BIH
yel
JIOK
OBE
Me
y YECK
Tun HT, KonTpomu
oro
Bell eril ercs
p py —
€CTB aMme MeXIyHa Jukopacryiee
KUB
a ( HTHU POIHBIM Uau
OTH
axKT pyto Ilpoussonureins, komurero Hanuuue KYJIbTUBUPYEM
Han KonnuecTBo Ha . oro
UBH oM cTpaHa M ajJpec M IO  SITOBUTHIX oe  (mas
MEH E€IWHULY o mpo
oe ., Kkade MpOM3BOACTBEHHON KOHTPOIIO BEIECTB ( JIekapcTBEHHOT
OBa JIeKapCTBEHHOMU ucx
WIH CTBO Turomaiaku (mist 3 a OTMEUaeTCs 0
HHE (QOpMBI 0K ][
BCH WIA AaKTHBHBIX BEIIECTB) HAPKOTHK MPH HAIMYWHU)  PACTUTEIBHOTO
€HHU
oMo dap aMu ( CBIPbs) 1 MECTO (
s
rare MaK OTMEeYaeT MIPOU3PACTaHUA
0TM
JBH ome cs IpH
edae
oe) 1 C HaJTUYUH)
TCS
Ka3
Y pu
aHU
Hal
eM
n4u
rozga
1)
u3ga
HUSA
AKT IT ta6. 111
1 cnucok 2
UBH tab. IV
CIHCOK
oe Tal.
Ben
oMO
raTte
JIbH
oe
HawnmMeHoBaHne akTUBHOH (hapManeBTHIECKOH CyOCTaHIINH
CpoK XpaHeHus IIpeAIaraéMblii CpoK XpaHEHHUsI
JIEKapCTBEHHOT IIpe/uIaraeMblii eproa NpUMEHeHNs (II0CIIe IEPBOro BCKPHITHS KOHTEHHEpa)
0 CpeicTBa TIpeIaraeMblil Iepuo MPUMEHEHH S (TTOCIIe PACTBOPEHHS HITH Pa3BEICHNUS )
Ycnosus
TPAHCIOPTHUPOB
aHus
YV CIOBHUA IpeylaraeMble YCIOBUS XPaHEHHS
XpaHCHUA IpeuIaraeMble yCIIOBHS XpaHEHHUs IIOCIE IIEPBOT0 BCKPHITHS YIIaKOBKH
Perucrpanus B CTpaHe-IIpOU3BOIAUTENE U IPYTHX CTPaHAX
HasBanue Ne perucrpanoHHOrO ynocroBepeHns (yKasblBaeTCs INPH Cpok
JlaTa BBIIAYN .
CTpaHbl HaJIMYHH) JecTBus
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21
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1.2

1.3

Hamnuue OXpaHHOI'0 JOKYMCHTA Ha I/I306p€TeHI/Ie HJIK NOJIC3HYIO MOJICIIb, TOBapHI:IfI 3HaK

HasBanue
Cpoxk
OXPaHHOTO No oxpaHHOTO JOKYMEHTa Jlata BeImauM
BBIIAYH
JIOKyMEHTa
1) [MomHOCTBIO Ha TAaHHOM MPOU3BOACTBE 2) YacTHYHO HA TaHHOM IPOHU3BOJICTBE 3)
IIpoussoncTeo

[ToxHOCTBIO HA IPYTOM IIPOU3BOJCTBE

IIpousBoguTens (M) JEKapCTBEHHOI'O Ipemapara M y4dacToK (M) MPOM3BOACTBA (BKJIIOYas y4acTKU
MPOM3BOJICTBA JIIOOOTO KOMITOHEHTa (B TOM YHCJIE PAcTBOPHUTENS JIEKAPCTBEHHOH (OPMBI), KOTOPBIH
SBIISIETCSI YaCThIO JIGKAPCTBEHHOT'O ITperapara)

Ne, [ORY|
Jara 0. (
i npu
cpo ero
K Hal
HammenoBanue, neu UIu
T cTpaHa (Ha CTBH ®.N.0. (nmpu n),
n Ka3aXxCKOM, s . ®daktruec TenmedoH, pake, ero HaAIMYUH), TOJ
TIPOU3BO Opunngecknit anpec .~ .
pyccKoM, pasp Kuil agpec e-mail JIOJKHOCTD JKHO
et AHTJIHACKOM €I’ PYKOBOIUTENSA CTh
SI3BIKAX ) TeNb KOH
HOT TaKT
0 HOT
IOK o}
yMme JTHI]
HTa a
IIpousBox
WUTEIb
IIpennpu
SATHE-yIaK
OBIIUK
MEpBAYHA
s
BTOpHUYHA
i
[IpouzBon
UTENb,
OCYIIIEeCTB
JISIOIIUH
KOHTPOJIb
KauecTBa
IIpousBox
HTEIb,
OTBETCTBE
HHBIA 3a
BBIITyCK
cepuii
Jlau
HBIC
mo
JINIL

C€H3



2)

3)

4

5)

23

nn

Ha
mpo
HU3B
OJCT
BO,
BBIJ]

Hepxaten AHH

b as

JTUICH3UN yIo
JTHO
MOY
eHH
BIM
opra
HOM
cTpa
HBbI
npo
H3B
onu
Tels

Hepxaren

b

peructpa

LIMOHHOTO

YAOCTOBE

peHus
Jan

3asBuTel HbIC

b HUIH mo

MpecTaB 0B

WUTEJILCTB epe

(0] HHO
CTH

YnooaaoMm

OYCHHOE

JIUIO0 TI0

OCYIIIECTB

JIEHHUIO

(apmaxoH

an3opa B

Pecrry6mm

K ¢

Kazaxcra

H

JlaGopaTopust CTpPaHBI-IPOM3BOAMTENI IO KOHTPOJIO KadecTBa IpernapaToB KPOBH W BaKLUH,
OTBETCTBEHHAs 32 KOHTPOJIb Ka4ecTBa (BBIILYCK) CEPHUU

HAMMCHOBAHUE JIAOOPATOPUH
aJipec MeCTa OCYUICCTBICHUS S TEIbHOCTH
Crpana

TenedoH (Paxc)



AJIEKTPOHHAS MOYTa

I/ISMCHGHI/IH, BHOCHUMBIC B PETUCTPALMOHHOC JOCHE JICKAPCTBECHHOT'O CPEACTBA (yKa3aTI) BHOCHMBIC

24,
M3MCHCHHS )

BHocumeie
H3MEHEHHUS

Ne  Twun u3MeHeHUS Pemakmusg 1o BHeceHU M3MEHCHUN

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

2. Jlara 3akimtoueHHUs

3. Cpok neiicTBus

26. CyObeKT, OCyHIECTBIISIIOUINIT OIJIAaTy 32 MPOBEICHNE dKCIIEPTU3BI

1. HawmmenoBanue

Crpana

IOpunuueckuii anpec

Rl Il

dakTudecKuil axpec

®.1.0. (mpu ero HaIWYUH), JTOJDKHOCTH
PYKOBOJIUTENS

()]

Tenedon

6

7.  dakc
8 e-mail

9 busHec-uaeHTU(HUKAITMOHHBIA HOMED

10. HVuauBuayanbHBINA HACHTH(QUKAITMOHHBI HOMEP
11. bank

12. PacuerHblii cueT

13. BanroTHslii cuer

14. Kon

15. bBankoBCKuUil HACHTU(UKAITMOHHBIN KO

3asBUTEIIb:

IapaHTHPYIO: JOCTOBEPHOCTh MH(MOPMAIMH PETUCTPALMOHHOTO J10Che, HEHAPYIIEHUE MCKIIOUUTENbHBIX MPaB

TPETPUMH JIMIaMH Ha HW300pEeTEHHE WM IOJIE3HYI0 MOJICNb, a/leKBaTHOCTh NEPEBOIOB METOJIUK KOHTPOJIS

Ka4yecTBa, WHCTPYKLIUH 10 MEAMIUHCKOMY IPUMEHEHHIO JIEKapCTBEHHOI'O CPENCTBA; MPEICTABUTH O00pa3Iibl

JIEKapCTBEHHBIX CPEJCTB, CTAHAAPTHBIE 00pa3Ibl JIEKAPCTBEHHBIX CyOCTAaHIMI M WX IMpUMeceil B KOJIMYECTBaXx,

JOCTATOYHBIX AJISI TPEXKPATHOTO aHAIN3a, CHENU(UYECKHE PEareHThl, PACXOIHbIE MaTE€pPHabl, TPUMEHSIEMBIC

TIPY IPOBEICHUH UCIIBITAHUN JEKAPCTBEHHBIX CPEACTB (B UCKIIOYUTENBHBIX CITydasX U Ha yCIOBHAX BO3BpaTa), a
TaK)Xe UX COOTBETCTBHE HOPMATHBHBIM JJOKyMEHTaM, IPEJCTaBIIeMbIM Ha perucrpaiuio. O0s3yloch coodmars
000 Bcex M3MEHEHHSIX B PETHUCTPAIMOHHOE JI0ChE, a TAaKXKe IPEACTaBIATh MaTepHajibl Ipu OOHapyKeHHH

HEeXeIaTeIbHbIX peakuil Ipy NPUMEHEHHH JIEKApCTBEHHOTO CPEICTBA, PaHEEe HE YKa3aHHBIX B MHCTPYKLUU IO

MEIUIMHCKOMY IPUMEHEHHIO.

Jlata

®.1.0 (mpm ero HaIW4YUH) ¥ JOJDKHOCTD
OTBETCTBEHHOTO JINI[A 3asiBUTEIIS

Iloanuce
IIpumeyanue:
* JlanHas (opMma 3asdBiIEHUSA NPEAOCTABISETCS TaKKe IPHU NepeperucTpanuu
JIEKAPCTBEHHOTO CpPEACTBA B COOTBETCTBHU C MOPAAKOM, YCTAHOBJICHHBIM IIpaBUIIAMHU



roCyJapCTBEHHON pEerucTpauuy, MNEPEPErucTpauuu JEKapCTBEHHOTO CpEICTBAa WJHU
MEJIUIIMHCKOTO U3JIeNIMsl, BHECEHUS] U3MEHEHUN B PETUCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO
CpelicTBa WJIM MEIUIMHCKOTO HW3JIeNINsA, YTBEPKICHHBIMU NpUKa3oM MuHHUCTpa
3apaBooxpanenus: PecniyOnuku Kazaxcran ot 9 despans 2021 roma No KP JICM-16 (
3aperucTpupoBaH B PeecTpe rocygapcTBEHHON perucTpald HOPMAaTUBHBIX MPABOBBIX aKTOB
noa Ne 22175) (manee - IlpaBuna rocygapCTBEHHOM perucTpainuu, MepeperucTpaiuu
JIEKapCTBEHHOIO CpEeICTBAa WM MEAULMHCKOTO U3JAEus, BHECEHUS H3MEHEHUU B
PETUCTPALMOHHOE J0ChE JIEKAPCTBEHHOTO CPEICTBA WU MEIULIMHCKOTO U3CIIHS).
** 3asiBreHre 3aM0JIHIETCS OJHOKPATHO U HE TIO/JICKUT KOPPEKTUPOBKE.

ITpunoxenue 2
K [IpaBUIaM MPOBEACHUS
SKCHEPTU3BI IEKAPCTBEHHBIX CPEJICTB

ITepedeHs JOKyMEHTOB, IPEAOCTABIAEMBIX I SKCIIEPTH3HI IPOM3BOAUTEIIME PecmyOmuxu
Kazaxcran

Caocka. IIpunoxenue 2 - B penakuuu npukaza Munuctpa 3apaBooxpaHenus PK ot
14.04.2023 Ne 70 (BBOAUTCS B IEUCTBUE 110 UCTEUEHUHU JISCATH KaJE€HIAPHBIX THEH Mmocie qHs
€ro MmepBoro O(UIMAIbHOTO OMYyOJIMKOBAHHUS); C U3MEHEHUSIMH, BHECEHHBIMHU IMPUKA30M
Munuctpa 3apapooxpanenust PK ot 02.06.2023 Ne 94 (BBoauTcs B JeHCTBUE 110 UCTCUCHUU
JIECATU KaJeHAAPHBIX JHEH MOCHE IHS €ro MepBOro O(PUIMaIbHOIO OMyOJIMKOBAHMUS).

Ne n/m HaumMeHoBaHUE TOKYMEHTOB
1 2
Yacte [ OOmmas nokymeHTanus*

Cepruduxar GMP (c yka3aHueMm aaThl U pe3ybTaTOB
IA1. nocliegHen UHCIIEKI[UN HOTapuaiabHO
3aCBU/ICTEIbCTBOBAHHBIC) ITPU HATNINU

VckmroueH npukazoM Munuctpa 3apaBooxpanenust PK
1 A2 or 02.06.2023 Ne 94 (BBOAHWTCS B JCHCTBHE IIO
’ WCTEYEHUH JECSATU KaJeHJAapHBIX JHEH Mocie AHS ero

MIEPBOTO OPUIHATHHOTO ONYOINKOBAHHSA).

Hcxmouen npukazoM MuHHCTpa 3apaBooxpaneHus PK
A3 ot 02.06.2023 No 94 (BBOAMTCS B JEHCTBUE IO
' UCTEUCHHUHU JECATU KaJEeHJApHBIX JHEH mocie THS ero

MEPBOTO OPUIHATHHOTO ONYOINKOBAHHS).

Ecin B mpou3BOACTBEHHOM IIPOIECCE YYacTBYET
I Ad HECKOJIBKO NMPOU3BOAUTENECH JOKYMEHTHI ITyHKTOB A2,
' IA3, IA4 mpenocTaBIsIOTCA Ha BCEX YYACTHHUKOB

IpoOU3BOACTBA

JInmeH3noHHBI AOTOBOP (COTJIAlICHWE) Ha MpPaBo
[ AS. MIPOM3BOJICTBA (10 UCTEUEHHSI CpOKa JIeHCTBHA MaTeHTa
Ha OpPUTMHAJIBHBIN Ipernapar)

OxpaHHBII JOKyMEHT Ha N300pETEHNE WIN TIOJIE3HYIO
MOJIEJIb OPUTHHAIBHOTO JIEKAPCTBEHHOTO CpeacTBa (
IIPEAOCTaBIAETCS IAaTEHTO00IaJaTeNieM OXPaHHOTO

I A6. i
JOKYMEHTa B DJJICKTPOHHOM (opmare), OXpaHHBIN



[ A7.

I A8.

TA9.

I'A10.

TA11.

TA 12

[.B.1.

I.B.2.

1.B.3.

1.B.4.

JOKYMEHT Ha TOBapHbII 3HAK (B AJIEKTPOHHOM (opMare

Jeknapauuss 0T HpOU3BOAMTENS  (JepiKaTems
PErHUCTPAlMOHHOTO YJIOCTOBEPEHHUs) MHCHbMO O
HEHApyUIEHUH HUCKIIOUUTENbHBIX MpaB TPETbUMU
JUIIAMHA Ha HM300peTeHHE WM MOJIE3HYI0 MOJENb (
TIPEOCTABISIETCS. TIPH JKCIIEPTH3E T'€HEPHUIECKOTO
JIEKapCTBEHHOTO TIpenapaTa)

JIOKyMEHT, MOATBEPXKAAIONUUN KauyeCcTBO TI'OTOBOIO

MIPOAYKTa TpeX NMPOMBINUICHHBIX cepuil (cepTudukat

aHaJi3a, MPOTOKOJI aHajK3a), OJHA Cepusi KOTOPOTO

COBITAJIAET C cepreil 0Opasua JIEKapCTBEHHOTO CPEICTBA
, TOJJAHHOTO Ha PETHCTPAIHIO

JIOKyMEHT 0 HMPHOHOBOH 0E30MACHOCTH Ha BEIIECTBA
JKHBOTHOTO MPOUCXOKICHUS OT MIPOU3BOIUTEIS

Hckmouen npukazom Munuctpa 3apaBooxpanenus PK
ot 02.06.2023 Ne 94 (BBOAMTCS B JICHCTBHE IIO

MCTEUCHHUHU JECATH KaJICHAAPHBIX JHEH MOocie THS ero
MEepBOTro OHUINATBLHOTO OITyOJIMKOBAHMS).

Hexmapamuss o TOM, YTO B TPOEKTax oOmei
XapaKTEepPUCTHUKE JIEKAPCTBEHHOTO IIpernapara H
I/IHCprKHI/II/I 1o Me)II/IHI/IHCKOMy HpI/IMeHeHI/IIO
JICKApCTBEHHOT'O CPEJICTBA (JIUCTOK-BKIA BIN) (anee —
OXJIIT m Wnuctpykmus JIC) BocHpoM3BENEHHOTO,
THOPUIHOTO WM OHOaHAJOTUYHOTO (OMOMOITOOHOTO)
JIEKapCTBEHHOTO Tperapara OTCYTCTBYIOT OTIIMYHS OT
neiicteytomux OXJIII wu Unucrpyknums JIC
OPUTHHAIBHOTO (pedepeHTHOr0) JEeKapCTBEHHOTO
npenapara, 3a HCKJIIOYCHHUEM OTJIMYMi uH(popManuu o
NpPOU3BOJUTENE, CPOKE TOJHOCTH, COCTaBe
BCIIOMOT'aTeNbHBIX BEIIECTB HE3HAUMMBIE Pa3iudMs B
OMOOCTYIHOCTH WK (hapMaKOKIMHETHKE.

Pestome (mo 5 crpanui)) oOocHOBaHHI U (HaKTOB,

MOKa3bIBAIOIIUX, YTO JIEKAPCTBEHHBIH Ipermapar

SIBJIIETCSL BOCIPOM3BEJICHHBIM, T'HOPHAHBIM WIN

OmoaHAIOTHYHBIM (OMOTIOTIOOHBIM) JICKAPCTBEHHBIM

IpenapaToM COOTBETCTBYIOLIETO OPHTHHAIBHOTO (
OHMOIOTHYIECKOTO) JIEKapCTBEHHOTO TIperapara.

[IpoexT oOmIEH XapaKTEPUCTUKU JIEKAPCTBEHHOT'O
cpeactBa (OXJIC) B anexkTpoHHOM BHIe B (opmare "

doc (mok)" Ha Ka3aXCKOM U PyCCKOM SI3BIKAX

[IpoexT HHCTPYKLMHU TI0 MEAUIIMHCKOMY NPHUMEHEHHIO (
n

JIMCTOK-BKIIA/IBIII) B 3JIEKTPOHHOM BHIE B (opmare
doc (1ok)" Ha Ka3aXCKOM M PYCCKOM SI3bIKax

TekcT MapKUPOBKU ISl MEPBUYHOW M BTOPUYHOU
YIaKOBOK, CTHKEPOB, 3THKETOK Ha Ka3aXxCKOM H
PYCCKOM SI3BIKaX

LlBeTHBIE MakeThl MOTPEOUTEIBCKUX YHAKOBOK,
STHUKETOK, CTUKEPOB B JIEKTPOHHOM BHIE B (hopmate "
jpeg (mxurer)"



1.B.5.

1.B.6.

I.C

IC1

I.C2

I.D

ITocTpouHoe (pacnonoxeHHOe MapaylIebHO Ha OJHOM
nucte) cpaBHeHue pAedcTByromux OXIJII wu
Wuctpykumst JIC opurnHanpHOTO (pedepeHTHOrO)
JeKapcTBeHHOro mpemapata u mpoektoB OXIJII m
Wuctpyxmms JIC Bocipon3BeqeHHOTO, THOPHIHOTO WITH
O6uoanamornyHoro (OMOMOAOOHOT0) JIEKAPCTBEHHOTO
mpernapara C BbIJeJICHHEM H OOOCHOBAaHHEM BCeX
OTIINYH.

BegomocTh M3MEHEHHH € YKa3aHUEM MOCTPOYHO
PacIoI0KEHHOTO CPAaBHEHHS BHOCHUMBIX M3MEHEHHH C
yTBEpKA¥ HHOU BepCcUEil.

Mactep daiin cucteMsl (apMakoHAI30pa JAepKaTems
PETUCTPAIMOHHOTO YAOCTOBEPEHUs (IIPEACTABISACTCS B
ciliydae, Korja JepXaTellb pPEerucTParHoHHOTO
YAOCTOBEpPEHHUsl BIIEpBBbIC TMOJAaeT 3asBKy Ha
PETUCTpPAIIMIO JICKAPCTBCHHOTO Mperapara) Wik KpaTkast
XapaKTepUCTHKa CUCTEeMBbI (hapMaKoHa/30pa JepKaTeis
PETHCTPAlHOHHOTO YIOCTOBEPCHUS (mpu
MEPEPEruCTPAILIUK) BKIIFOYAIOIIAs: HHPOPMALIHIO O TOM,
YTO JepIKATENb PETUCTPAIIMOHHOTO YIO0CTOBEPECHUS
MUMEET B CBOEM PACMOPSHKEHUU YITOTHOMOYEHHOE JIUIIO0
3a 1100aTbHbIH (PapMaKOHAA30P; KOHTAKTHBIC JTaHHBIC
YHOOJHOMOYEHHOTO  JIMa 32  TJI00aibHBI
(apMakoHam30p; JEKJIapaluio, IOJIMUCAHHYIO
JiepKaTeJIeM PETUCTPAIMOHHOTO YAOCTOBEPEHUSI O TOM,
4TO OH HMeeT CHucTeMy (apmakoHag3opa s
BBIMOJHEHUsI 3a7a4y W o00s3aHHOCTEH 1O
MOCTPErHCTPALIMOHHOMY KOHTPOIO 0€30MacHOCTH
JIEKapCTBEHHBIX CPEJICTB; CCHUIKY Ha MeCTO (aapec), Tae
XpaHuTCa MacTep-daiin cucteMsl papMakoHaa30pa.

[lepuonndyeckn 0OHOBISEMBII OTUET 1O 0€30TaCHOCTH (
TIpH TIepEepETUCTPALINN)

[lnan ynpaBneHuss puckamu (s OPUTHHAIBHOTO
JEKapCcTBEHHOTO Ipernapara, OHOJOTHYECKOro,
0M0aHaJIOTHYHOTO, OMOTEXHOJOTHYECKOTO, a TaKKe
HMMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO ITperapara)

JloOKyMeHT, TOATBEPXKAAIOUUI, YTO Jep>KaTelb
PErUCTPAIllMOHHOTO  YJOCTOBEPECHHS  HMeEeT
YHOJHOMOYEHHOE  (KOHTAaKTHOE) JIMIO 32
(apmakonamg3zop Ha Teppuropuun PecmyOnuku
Kasaxcran

Yacts I1 Xumudeckas, papmareBTu4ecKas ¥ OHONIOrHYecKast JOKYMEHTAITH

I
ITA

ITA1

A2

Copnepxanue
CocrtaB

KavecTBeHHBIIT W  KOJIMYSECTBEHHBIM COCTaB
JIEKapCTBEHHOTO mpermapara (aKTUBHEIE,
BCIIOMOTAaTeJIbHBIC BEIECTBA, COCTaB O0OJIOYKHU
TaOJIETKU MM KOPITyca KarcyJibl)

I[OKyMGHT, HOI[TBCp)K,HaIOHII/Iﬁ Ka4eCTBO YIIAKOBOYHOT'O
1 YKYIIOPOYHOTI'O MAaTEPUaJIOB TOTOBOI'O MPOAYKTA



ITA3

B
IIB1
IIB2

B3

IIB4

Inc
IcCl

IC1.1

mc2
mc2.l

Ics3

IC3.1

D

ITE

IIE 1

ITE2

IIF

dapmaueBruueckas paszpadorka (onucanune ADC,
BCIIOMOTaTEJIbHBIX BEILECTB, paspaboTka

JEKapCTBEHHOI'0 IIpemapata B CpPaBHEHHH C
OpUTHHHUAIBHEIM (peEepeHTHBIM) TpemapaToM (B

ciydae, ecitu TeHEepHK), pa3paboTka
IPOM3BOACTBEHHOTO MPOIECCa, COBMECTUMOCTD
KOMIIOHEHTOB, U3JIALIKH, CTaOUJIBHOCTD,

MHKPOOHOJIOTHYECKAst YUCTOTA)
CBeneHus o0 IPON3BOJICTBE:
MIPOU3BOJICTBCHHAsS (hopMyIIa
OIMCAHUE TEXHOJIOTHU MPOU3BO/ICTBA

KOHTPOJIb B MPOIIECCE MPOU3BOJCTBA (ONEepallMOHHBIN
KOHTPOJIb)

BaIHAALNS TPOM3BOACTBEHHBIX MTPOLIECCOB (BAINAAIIM
NIPOLIECCOB, IIPOBOAUMBIX B ACENTHYECKHUX YCIOBHSIX,
BKJIIOYAE€T  MOJEIMPOBAHME  IIpolecca ¢
HCIIOJIb30BaHUEM IHUTATENbHON cpenbl (HamoJHEHHE
MUTATENbHBIMU CPEaMH)

METOJIbI KOHTPOJISI HCXOHBIX MaTepPHAIIOB
aKTHBHas CyOCTaHIINS

JIOKyMEeHT, MOATBEpXIAIOIINI KauyecTBO aKTHBHOTO

BEIECTBA TPEX NMPOMBINUICHHBIX CepUH (CepTUPHUKAT

aHanm3a cyOCTaHIWMU OT MPOW3BOAMTENS, cepTU(UKaT
cootBeTcTBUs MOHOrpaduu EBponeiickoii dapmakonen
, IPOTOKOJI aHaJIN3a, aHAJIMTUYECKUI MTaciopT)

BCIIOMOI'aTCJIbHBIC BEIICCTBA
CepTI/I(i)I/IKaTBI Ka4yeCTBa HAa BCIIOMOI'aTCJIbHBIC BCIICCTBA

YIaKOBOYHBIH MaTepuall (NepBUYHAsS W BTOPUYHAS
YIaKoBKa)

cepTH(HKATHI KayecTBa yIMaKOBOYHOTO Marepuana c
MPUIIOKEHUEM TOKYMEHTOB, PErJIaMEHTUPYIOMIMNX HX
KauecTBO

METOABl KOHTPOJNS KadecTBa IIPOMEKYTOUHBIX
MPOIYKTOB (TIpu HEOOXOTUMOCTH)

cnenuduKanus KayecTBa M METOJIUKHA KOHTPOJIS
TOTOBOTO MPOAYKTA C ayTEHTHYHBIM IIEPEBOJIOM C
SI3BIKA ITPOM3BOANTENS HA PYCCKHUH SI3BIK

HOPMATUBHBIM JOKYMEHT IIPOU3BOAUTEINSI II0 KOHTPOJIIO
KavecTBa M 0E30IaCHOCTH JICKAPCTBEHHOTO CPE/ICTBA B
9JeKTpOHHOM Bujae B Qopmare "doc (mok)",
MOSICHUTENBHAS 3AMICKA K HEMY

BIMJAIMSA METOAMK HCIBITAHUN JIEKaPCTBEHHOTO
npenapata (MpH TEpPeperucTpaly JIOMOIHUTEIHHO
KOIIMIO HOPMAaTHBHOTO JOKYMEHTa IO KadecTBY,
yTBepKIeHHOTO B PecrryOimke Kazaxcran)**

pe3ynbTaThl UCHBITAHUS CTAOMIBHOCTU HE MEHEE YeM
Ha TpeX MPOMBIIIJICHHBIX WJIN ONBITHO-IPOMBIIIIEHHBIX
(MMNOTHBIX) cepusix



nG CBElIEHUs1 O mpodwie pacTBOpeHus (s TBEPHIBIX
JO3UPOBAHHBIX JICKAPCTBEHHBIX (hOPM)

ITH JTaHHBIE KOHTPOJISI HAa )KUBOTHBIX

JIaHHBbIE TI0 BEPOSITHOW OMACHOCTHU ISl OKPY’Karollen
IIK Cpemsl U TIpermapaToB, COJEPKAIINX TECHETHYCCKH
M3MEHEHHBIE OpTaHU3MEI

JOIIOJIHUTCIIbHAA I/IH(l)OpMaHI/IH, noATBEp)KAaro1as

IIL.

Ka4ecTBO (IIpH HEOOXOIUMOCTH )
Yacrs III. @apmakonoruueckas 1 TOKCUKOJIOIMUECKast JOKYMEHTALUS
III. Conepxanue

JlaHHBIE TTO TOKCHYHOCTH (OCTPOH M XPOHHUYECKOH), (
MEIUIIMHCKUI MMMYHOOHOJIOTHYECKHAN Mpemapar -

T A.
TOKCUYHOCTH IIPH OJHOKPATHOM BBEICHUU U BBEIECHUU
MOBTOPHBIX JI03)
III B. BrusiHue Ha penpoayKTUBHYO (DYHKITHIO
I C. JlanHbIe 10 AMOPHOTOKCHYHOCTH M TEPATOTEHHOCTH
I D. JlaHHBIE IO MyTareHHOCTU
I E. JlaHHBIE IO KAaHLIEPOT€HHOCTH
dapMakoAMHAMHUKa (nns MEAULMHCKUX
IIF. TeHHO-OMOJIOTHYECKUX MPEnapaToB — pe3yJIbTaThl
HCCIIEIOBAHHS PEAKTOT€HHOCTH)
®apMaKOKHHETHKA (nns MEAUIMHCKUX
I G. UMMYHOOHOJIOTHYECKUX NpPEnapaToB — pe3yJbTaThl

crenupuIecKoil akTHBHOCTH)

JanHBIE O MECTHO-pa3Apa)xkaromeM IeHCTBUU (Ui
III H. METUITMHCKAX UMMYHOOHOJOTUYECKUX TpPEernapaToB —
pe3yIbTaThl UCCIIEAOBAaHUS UMMYHOTEHHOCTH)

HononuurenbHas wHOOpMAIMS, MOATBEPIKIArONIAs
0e30macHOCTh (TIpH HEOOXOAMMOCTH)

11 Q.

Yacts [V. Kiiunnueckas tokyMeHTarus * **

IV. Cognepxanue
IV A Hdanupie 10 kIMHUYecKod  ¢dapmakomoruu  (
' (apmakoarHaMuKa, hapMaKOKUHETHKA)
IVB Kuamaeckas, nMmmyHonormdeckas 3hHeKTHBHOCTh
IvC Huarnoctiueckast 3 (HeKTHBHOCTD
VD Pe3ynbTaThl KIIMHUYECKNX HUCCIEIOBAHUHN (MCTIBITAHUN),
Hay4HBIC ITyOIUKAINH, OTYETHI
IV DI JlaHHBIE TOCTPETUCTPALMOHHOTO OTBITA (TIPY HATTHYHIH)
IVE JononuurensHass wH(OpMaNMs, MHOATBEPKIAromas
3¢ (EeKTHUBHOCTH
[Ipumeyanue:

* IIpu mepeperucTpaiiu OCyIIeCTBIIEMON B cOOTBETCTBUM [IpaBuiiaMu rocy1apcTBEHHOM
PETUCTPAAH, TIEPEPETUCTPALIMU JIEKAPCTBEHHOTO CPEJACTBA WA MEIUIMHCKOrO H3JIENIus,
BHECEHUS HM3MEHEHUM B PETUCTPAIMOHHOE JOChE JIEKAPCTBEHHOTO CPEJCTBA WIIH
MEIUIMHCKOr0 M3Aeaus penocTaBisitoTes yactu [ u Il ganHOTO mepeyns.



*# Jlnst hapMakonelHbIX METOAUK MPEIOCTABISIOTCS TaHHbIE BEPUPUKAIINH.

*%%  yTBEpKIEHHBIM MNPOTOKOJ MCCIEAOBAHUS, YTBEPKIACHHBIM OTYET HCCIEAOBAHUS,
pa3pelIeHUe pPEryJsITOPHONO OpraHa Ha MPOBEAEHUE HCCIEHOBaHMUS (IIPU HAIUYHM),
0/100peHre STUYECKOM KOMMCCHHU, KOIHMIO JOTOBOpPAa CTPAXOBAHUS OTBETCTBEHHOCTH
CIIOHCOpA B CiIy4yae MPUUMHEHUS BpEJa KU3HU U 3J0POBBIO0 CyOBEKTa UCCIIEIOBAHUS, KOITUU
MH/IMBUIyaJIbHBIX PETUCTPALIMOHHBIX KapT CyObEKTOB MCCAEA0BAaHUS (111 MEKIYHAPOIHBIX,
MHOTOLIEHTPOBBIX KJIMHHYECKUX wuccienoBanud 20 %), xpomartorpammsl (IpH
NPEAOCTABICHUU MCCIIEIOBaHUSI OHWOAKBUBAJIEHTHOCTH), KOIHUHU JIOTOBOPOB MEXIY
CIIOHCOPOM KJIMHMYECKOTO HUCCJEJAOBaHUS M UCCIEAOBATEIbCKUM IIEHTPOM (KOHTPAKTHOM
UCCIIEIOBATENIbCKOM opraHu3anuei) (B ciayyae HEOOXOAUMOCTH TMOCHE U3BATHS
KOH(HIeHIINaTbHON HH(POPMALINHN).

[Tpunoxenue 3

K IpaBuJIiaM MMPOBCACHUSA
OKCIICPTU3LI JICKAPCTBCHHBIX CPCIACTB

ITepedeHb OKyMEHTOB, IPEIOCTABIAEMEIX I SKCIIEPTH3H B popMaTe OOmEro TEXHUIECKOTO
JOOKyMEHTa

Cnocka. [Ipunoxenue 3 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot
14.04.2023 Ne 70 (BBoAUTCA B ACHUCTBUE MO0 UCTCYEHUHM JIECATU KAJICHIAPHBIX THEW TOCIE JHS
€ro MepBoro oPuIMaILHOrO OMYyOJIMKOBAHUS).

Ne n/m HaumMeHoBaHUE TOKYMEHTOB
Monmyns 1.*
1.1. OO6mast TOKyMEHTaIUs

Ceprudukar Ha hapMaleBTHUCCKUI MPOIYKT COTIIACHO
pekomeHmanuu  BcemupHOW — opraHu3anuu
3paBOOXpaHEHUS (HoTapualibHO
3aCBUIETEIBCTBOBAHHBIN) (IIPH HAIWYWU) WA
CepTudukar (perucTpalioOHHOE YIOCTOBEPEHHE) O
PETHCTPAlU B CTPaHEe-TPOU3BOIUTENEC (HOTAPHAIBHO

3aCBUJIETEIHCTBOBAHHBIN (ITPU HAIWYHH)
1.2.1.
Cepruduxar GMP (c ykazaHuem JaTel U pe3yIbTaTOB

nmociaeaHen WHCTEKITNHN ) (HOTapuanbHO
3aCBHIETEILCTBOBAHHBIN) WM ajpec caiiTa peecTpa
BBIJJAHHBIX YIOJHOMOYEHHBIM OPraHOM CEepPTU(HKATOB
cooTBeTcTBUsl TpeboBanuaM GMP (manpumep,
EudraGMP) B mH(OpMannoHHO-KOMMYHUKAIIMOHHON
cetu "NHTEepHET"

JInneH3noHHBIH AOrOBOp (COrNallleHWe) Ha MpaBo
1.2.2. MIPOM3BOACTBA (10 UCTEUCHUS CPOKa JEUCTBHS MaTEeHTa
Ha OpUTHMHAIBHBIN Ipernapar)

CBenieHHs O PerucTpaliy JIEKapCTBEHHOTO CPEICTBA B
IpYTHX CTpaHax C YyKa3aHMEM HOMepa U JaThl
PerUCTPallUOHHOTO YAOCTOBEpPEHHUS (MM KOMHHU
cepTH(UKaTa UM PETHCTPAIMOHHOTO YI0CTOBEPEHHS)

1.2.3.

1.2.4. Konms oxpaHHOT0 JOKyMEHTa Ha TOBapPHBIHM 3HAK



1.2.5.

1.2.6.

1.3.

1.3.1.

1.3.2.

1.3.3.

1.3.4

1.3.5.

1.3.6.

1.3.7.

1.4.

1.4.1.

Hexkmapanus o TOM, YTO B TMPOCKTax oOIIe
XapaKTEePUCTUKE JIEKApCTBEHHOTO Ipemapara u

WHCTPYKOHH TI0 MEAWIIMHCKOMY TPHUMEHEHHUIO

JIEKapCTBEHHOTO CPEICTBA (JIMCTOK-BKIAIBI) (1anee —
OXJIII u MHuctpykuus JIC)BOCTIPOM3BEACHHOTO,
THOPUIHOTO WM OMOAHAJOTHYHOTO (OHMOMOI0OHOTIO)
JICKApCTBEHHOTO TMpenapara OTCYTCTBYIOT OTIIMYHS OT
nedcrBytromux OXJIII u  Uuctpykuuum JIC

OpUTHHAIBEHOTO (peepeHTHOT0) JIEKapCTBEHHOTO
Tpernapara, 3a UCKIIOUeHHEeM OTINYUi WH(POpMAIHA O
NPOU3BOANTENE, CpPOKE TOTHOCTH, COCTaBe

BCIIOMOTaTCJIbHBIX BCUICCTB HC3HAYUMBIC pa3jinyvus B
OMOMIOCTYHOCTH WK (hapMaKOKHHETHKE.

Pestome (mo 5 crpanum) obOocHoBaHHWHM W (HaKTOB,

NOKA3bIBAIONINX, 4YTO JIEKAPCTBEHHBIH Ipenapar

SIBIISIETCS BOCHPOM3BEJCHHBIM, THOPHIHBIM WU

OvoaHaOrnYHbIM (OMOMOMOOHBIM) JIEKAPCTBEHHBIM

MpernapaToM COOTBETCTBYIOIIETO OPUTHHAIBHOTO (
OMOJIOTHYECKOT0) JIEKAPCTBEHHOTO TIperapara.

OO0mras xapakTepuUCTHKa JICKAPCTBEHHOTO CPEICTBa,
WHCTPYKIIUA 1O MEIUIIMHCKOMY TPUMEHEHHIO (
JIUCTOK-BKJIAJIBII), MAPDKUPOBKA (I[BETHBIC MAKETHI):

OOmmas xapakTepHCTHKa JIEKAPCTBEHHOTO MperapaTa ¢
JIaTO! TOCIIETHETO TIEpecMoTpa

VYTBepxkAeHHAs MHCTPYKLHS MO MEIULIHUHCKOMY
MPUMEHEHHUIO JIEKapCTBEHHOTO cpeacTBa (s
opraHusanui-npousBoaurenei crpan ConpyxkecTa
HezaBucumbix Tocymapcts), 3aBepeHHas
OpraHHu3aeH-IPON3BOAUTENIEM

[IpoexkTsl 00miel XapaKTEpPUCTHKH JIEKAPCTBEHHOTO

cpeacta (OXJIC), MHCTPYKIUH NO MEIUIHUHCKOMY

MIPUMEHEHHIO JIEKapCTBEHHOTO CpeacTBa (
JMCTOK-BKJIABIINI) HA Ka3aXCKOM M PYCCKOM SI3BIKAaX

TexcT MapKUPOBKH MEPBUUHON U BTOPUYHOHN YIIaKOBOK,
STHKETOK, CTUKEPOB Ha Ka3aXCKOM U PyCCKOM sI3BIKaxX

I[BeTHBIE MaKeTHl MOTPEOUTETBCKHX YIAKOBOK,
STHKETOK, CTUKEPOB B DIIEKTPOHHOM BHe B (popmare
jpeg (mxwurer) B Maciirade 1:1

[NoctpouHoe (pacmonokeHHOE MapaiieIbHO HA OJJHOM
nucte) cpaBHeHme neiicTByrommx OXJIII u
WNucrpykumn JIC opurmHamsHOro (pedepeHTHOro)
neKkapcTBeHHOTO mpemnapara W mpoektoB OXJIIT u
Wucrpykiuu JIC Bocnpon3BeeHHOT0, THOPUIHOTO HIIH
6uoaHanornyHoro (61MOMOI00HOr0) JIEKApCTBEHHOTO
mperapara C BBACICHHEM M OOOCHOBaHHMEM BCEX
OTJIMYMH.

BenomocTh u3MEHEHHMH € YKa3aHUEM IIOCTPOYHO
PAaCIOJI0XKEHHOTO CPaBHEHMS BHOCUMBIX M3MEHEHHUH ¢
yTBepKI ¥ HHOI BepcHen.

Wudopmanus 06 sxcrieprax

Wudopmanus 06 sKcriepTe Mo KauecTBy



1.4.2.
1.4.3.

L.5.

1.5.1

1.6.

1.6.1

1.6.2

1.6.3

1.6.4

Monyib 2.*

2.1.
2.2.
2.3.
2.3.8
2.3.8.1
23.8.2

Wudopmanus 06 sxcriepTe Mo JOKIMHUYECKAM JaHHBIM
Hudopmanus 06 3xcriepTe N0 KITMHUIECKAM JTaHHBIM

OlieHKa MOTEHIMATBHON OMACHOCTH JUTS OKPYKaroIen
cpenbl

JlekapcTBEHHBIE IIpemapatrhbl, COAEpXKAI[Ue WIN
MOJTy4eHHBIC 13 TeHOMOTU(PHUIIMPOBAHHBIX OPraHU3MOB

Wndpopmanuss oTtHOCHTENbHO (hapMakoHaI30pa
3asBuTens B Pecrryonuke Kazaxcran

Mactep daiin cucteMbl (hapMakoHaa30pa JAepKaTess
PETHCTPAIMOHHOTO YAOCTOBEPEHUsI (IPEACTABISACTCS B
cillydae, KOTAa JepXkareib PEerucTPalHoOHHOrO
YAOCTOBEpPEHHsI BIEPBbIC MOAAaeT 3asBKy Ha
PETUCTPALHIO JIEKAPCTBEHHOT'O MpenapaTa) Wik KpaTKast
XapaKTEepPUCTHKA CUCTEMBI (DapMaKoHaa30pa JepKaTes
perucTpanuoHHOTO YAOCTOBEPECHUS (mpu
nepeperucTpaiy) BKIFOYAIOIIas:

J0Ka3aTeabCTBO  TOrO,  4TO  JAep)KaTelb
PETrUCTPAllMOHHOTO YAOCTOBEPCHUA UMECT B CBOEM
pacHoOpsHKECHUH YITOJTHOMOYEHHOE JIUIIO 38 TI00aTbHBII
(apmaxoHa30p;

KOHTaKTHBIC JaHHBIC YHNOJHOMOYCHHOTO JIHIA 3a
rII00abHBIH (hapMaKoHAI30D;

JeKJIapanno,  HOAMUCAHHYK  JAepiKaTelieM
PETUCTPALIOHHOTO yIOCTOBEPEHHS O TOM, YTO OH
uMeer cucremy (apMakoHaa30pa Ul BBIMOJHEHHS
3ama4 U O0S3aHHOCTEH MO MOCTPErHCTPALUOHHOMY
KOHTPOJTIO 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB;
CCBUIKY Ha MecTo (azpec), I/ie XpaHUTCs MacTep-(aiii
cUCTeMBbI (hapMaKOHa30pa

[Nepnoandeckn 0OHOBISIEMBIH OTYET MO GE30ITACHOCTH (
TIPH TIePEePETUCTPALIAN)

Ilman ympaBieHHs puckaMHu (A7 OPUTHHAIBHOTO
JEeKapCTBEHHOr0 IMpemnapara, OHOAHAJIOTUYHOIO,
OMOJIOTHYECKOT0, OMOTEXHOJIOIMYECKOr0, a TaKKe
HMMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO ITperapara)

JIOKyMEHT, NOATBEPKIAIOIIUNA 4YTO JAEpKATEIb
PETUCTPALUOHHOTO  YJIOCTOBEPEHUS  HUMEET
YHOOJHOMOYEHHOE  (KOHTAaKTHOE) JHIO0 32
¢dapmakoHam3op Ha TeppuTopun PecrnyOnuku
Kasaxcran

Pe3tome 0011ero TEXHUYECKOTO TOKYMEHTA
Conepxanue Moaymei 2-5

BBenenue B 001MiA TEXHUYECKUHA JOKYMEHT
OOuii OTYET 10 KaYeCTBY

AxTHBHas apMarieBTHUecKas CyOCTaHIUs
Ob6mas napopManHs

IIpousBoacTeo



2.3.8.3
2384
2.3.8.5
2.3.5.6
2.3.8.7
2.3.P

23.P.1
23P2
23P3
23P4
23.P5
2.3.P.6
2.3.P7
23.P8
23.A

23.A1

23.A2

23.A3
23R
2.4.
2.5.
2.6.

2.6.1.
2.6.2.
2.6.3.
2.6.4.
2.6.5.

2.6.6.
2.7.

2.7.1.

2.7.2.

2.7.3.
2.74.
2.7.5.
2.7.6.
Monyns 3. KauectBo*

3.1.

XapakTepHucTHKa

KoHTposs akTHBHOTO BelecTBa
CrangapTHble 00pa3ibl WK BEIIECTBA
Cucrema ymakoBKa (yKyTIOpKa)
CraOuiIbHOCTh

JlexapcTBeHHBIN Npenapar

Onucanue 1 coCTaB JIEKAPCTBEHHOTO TpernapaTa
dapmarneBTuueckas pazpadoTka
IIpousBoacteo

KoHTpois BcrioMorarenbHbIX BEIEeCTB
KonTpouns nexapcTBeHHOT0 npenapara
CrangapTHble 00pa3ibl UK BEIIECTBA
Cucrema ymakoBKa (yKyTIOpKa)
CraOuiIsHOCTh

Jononuenust

Texnuueckue cpeacTsa 1 000pyIoBaHIEe

OHCHKa 0e30MacCHOCTH OTHOCHTEIIBHO MOCTOPOHHUX
MHKPOOPraHu3MOB

HoBble BcioMoraTenbHEBIE BEIIECTBA
PernonanpHast nvabOpManus

00630p TOKIMHIYECKUX JAHHBIX
0030p KIMHUYECKUX JAHHBIX
PesroMe 110 JOKIMHUYECKAM JaHHBIM

Pestome (papMakoIOrMUECKUX ITaHHBIX B TEKCTOBOM
tdbopmare

Pesrome (apMakoIrornaeckux JaHHBIX B BHJIE TaOIHUI]

PestoMe (papMaKOKMHETHYECKHUX JTAHHBIX B TEKCTOBOM
tdbopmare

Pesrome (hapMakOKMHETHIECKUX TAaHHBIX B BUJIE TaOIHIT

Pe3toMe TOKCHKOJOTMYECKUX JAHHBIX B TEKCTOBOM
¢dopmare

Pe3rome TOKCHMKOIOTMYECKHX TaHHBIX B BUIE TAOIMI
PesroMe KIIMHUYECKUX JaHHBIX

Pestome OmodapMarieBTHIECKUX WCCICIOBAHUA H
CBSI3aHHBIX C HUMH aHAJUTHYECKUX METOIOB

Pesome  wmccimemoBaHMBiT MO KIMHUYECKOM
(apmaxonoruu

Pesrome no knmHIYECKO# 3 (heKTHBHOCTH
PestoMe 1o xIMHUUECKOM O€30I1aCHOCTH
Komust MCIONb30BaHHBIX JINTEPATyPHBIX HCTOYHHKOB

KOpOTKI/Ie O630pLI WHAWBUIYaJIbHBIX I/ICCJ'Ie}IOBaHI/Iﬁ

Conepxanue



3.2.

3.2.8.

3.2.8.1.
3.2.8.1.1.
3.2.5.1.2.
3.2.5.13.
3.2.5.2.
3.2.5.2.1.

3.2.85.2.2.

3.2.5.23.

3.2.5.2.4.

3.2.85.25.
3.2.5.2.6.
3.2.8.3.
3.2.8.3.1.
3.2.8.3.2.
3.2.5.4.
3.2.5.4.1.
3.2.5.4.2.
3.2.5.43.
3.2.5.4.4.
3.2.5.45.
3.2.8.5.
3.2.5.6.
3.2.8.7.
3.2.8.7.1.

3.2.8.7.2.

3.2.8.7.3.
3.2.P.
3.2.P.1.
3.2.P.2.
3.2.P2.1.
32P2.1.1
32.P2.12.
32P22.
3.2.P22.1.

OCHOBHEBIE JaHHBIC

JlexapcTBeHHast cyOcTaHIus (A7 JIEKapCTBEHHBIX
npenapaToB, KOTOpBIE COJepKaT Oojee OIHOTO
AKTHBHOTO BelllecTBa, MH(pOpMaIIUs NMPEeJOCTaBISIETCS B
MIOJIHOM 00be€ME OTHOCHTENIBHO Ka)IOTO M3 HUX)**

O6mas napopmanms™*
HaszBanune**
Crpykrypa**

OO1ue cBoiicTBa™*
IIpousBoacTso
IIpousBoauTens**

Omnucanue MOpOU3BOACTBCHHOTO IHpoHecca MU €ro
KOHTPOJIb

KOHTpOJIb HCXOTHBIX MaTEPHAIOB

KOHTpONh KPUTHYECKHX JTANOB U MPOMEKYTOUHOMH
MIPOYKIIUHU

Banunamnus nporecca v (WJIn) €ro oreHka
Pa3paboTka Mpou3BOACTBEHHOTO MpoIecca
Xapakrepuctuka**

Jloka3aTenbCTBO CTPYKTYPHI H XapaKTCPUCTUKU
pumecu™*

KoHTponb akTHBHOTO BemiecTBa**
Criermnurarms™*

AHaIUTHYECKUE METOLUKU* *

Banupanus anammTHyecKux MeToquk* **

AHanu3bl cepuit**

O6ocHoBaHue crienuduKayun

CranpmapTHBIe 00pa3Ubl W BEIIECTBA

Cucrema ynakoBka (yKymopka)**
CrabunpHOCTE**

Pe3ioMe OTHOCHUTENBEHO CTA0OMIBHOCTH U BHIBOABI**

[IpoTOKOJN  MOCTPErHCTPAIMOHHOTO  HM3YUYEHUS
CTaOMJIIBHOCTH M 0053aTelbCTBA OTHOCHTEIHHO
crabmipHOCTH* *

JanHnbie o ctabmibHOCTH**

JlexapcTBeHHBIN Npenapar

OnucaHue U COCTaB JIEKapCTBEHHOTO Mpernapara
dapmarneBTHuecKas pa3paboTka

CocTtaBHBIE BeIIECTBA JIEKApPCTBEHHOTO IIpenapara
JlekapcTBeHHast cyOCcTaHIUS

BcnomorarensHble BemecTBa

JlexapcTBeHHBIN mpenapaT

Pa3paboTka cocraBa



32P222.
32.P223.
3.2.P.23.
3.2.P.2.4.
3.2.P.25.
3.2.P.2.6.
3.2.P3.
3.2P3.1.
3.2.P3.2.

3.2.P.33.

32.P34.

3.2.P.3.5.
3.2.P4.

3.2.P4.1.
3.2.P42.
3.2.P43.
3.2.P.4.4.

32.P45.

3.2.P4.6.
32.P5.

3.2.P5.1.
32.P.5.2.

3.2.P.53.
3.2.P54.
3.2.P55.
3.2.P5.6.
3.2.P.6.
3.2.P.7.
3.2.P.8.
3.2.P.8.1.

3.2.P8.2.

Mznumku

DU3NKO-XUMHUYECKHE U ONOTIOTUYECKHE CBOHCTBA
Pa3paboTka mpou3BOICTBEHHOTO Ipoliecca
Cucrema ymakoBKa (yKyTIOpKa)
Muxkpobuonornyeckrue XapakTepuCTUKU
CoBMeCTUMOCTD

IIpousBoncTBo

[IpousBoantens (IIponsBoaurenn)

CocraB Ha cepHIo

Onucanue MPOU3BOJACTBCHHOI'O IMpoHecCa U KOHTPOJIA
mponecca

KoHTposib KpUTHYECKUX 3TalloB U IPOMEXYTOUHOMH
MPOAYKITUH

Bammpmarus mporiecca u (Win) ero omeHka* ™ **
KoHTpoJIb BCIIOMOTaTEIbHBIX BEIIECTB
Crneunduxanuu

AHaTUTHYECKHE METOIUKH

Banunanus anauTHyeckux MeToguk* **
O6ocHoBaHNE cienn()UKAIHI

BcnoMoraTenbHble  BeleCTBa YEIOBEYECKOTO H
YKMBOTHOT'O TIPOUCXOXKAEHHS (IIpH Hcnoib3oBannu BB
JKUBOTHOTO WJIM YEJIOBEUECKOT0 IPOMCXOXKACHUS
MPENOCTABIACTCS  CepTH(QHUKATHl  BHUPYCHOM,
0aKTEepPHOIOTUIECKON U TPUOHOBOW OE30MTaCHOCTH)

HoBble BcrioMorarenbHbIE BEIIECTBA
KoHTpOIB IeKapcTBEHHOTO MpenapaTa
Crneunduxanus (Cneuuduxaim)
AHanUTHYECKHE METOIUKA

YTBepKIeHHbIA HOPMATUBHBIN JOKYMEHT IO KOHTPOJIIO
KayecTBa M 0O€30IaCHOCTH B JJIEKTPOHHOM BHUJE B

dbopmate doc (pu mepeperucTpaiyy JOMOIHUTESIHLHO

KOIIMIO YTBEPXKJAECHHOIO HOPMATHUBHOIO JIOKYMEHTA B

Pecniy6onuke Kazaxcran)

Banuganust aHaTUTHUECKUX METOIUK
AHanu3sl cepuit

XapakTepucTuka npumecei
O6ocHoBanus crienudukanmun(if)
CranmapTHbIe 00pa3bl U BEIIECTBA
Cucrema ynakoBka (yKynopka)
CrabuiIbHOCTD

Pe3tome u BBIBOZ O CTaOMIIBHOCTH

[IpoTOKON  MOCTPETHCTPAIMOHHOTO  H3yYCHUS
CTAa0UIBHOCTH M 003aTelbCTBA OTHOCHUTEIBLHO
CTaOMJIBHOCTH



3.2.P.8.3. JlaHHbIC 0 CTAOMITBHOCTH

3.2.A. JononHeHust

32.A1. TexHnueckue cpeicTBa U 000pyaOBaHNE

39A0 OrneHka 0€30MaCHOCTH OTHOCHTENBHO IOCTOPOHHHUX
T MHMKPOOPTaHM3MOB

32.A3. Hossle BcioMorartenbHbIe BellecTBa

3.2.R. PernonansHast nHbOpManus

3.3. Konus ncnonbp30BaHHBIX TUTEPATYPHBIX HCTOYHUKOB

MO,I[yJ'IL 4. OT4eTsl O JOKIIMHUYCCKHUX (HCKJ'II/IHI/I‘ISCKI/IX) HUCCICOA0OBAHUAX

4.1. Conepxanue

4.2. OTuyeTsl 00 HCCIeIOBaHUAX

4.2.1. ®dapmakoaorus

4.2.1.1. [epBuunast papmakoarHaAMUKa

4.2.1.2. Bropuunas dpapmakonnHaMuKa

4.2.13. dapmakonornyeckas 6€30MacHOCTb

4214, @apMaKOUnHHaMquCKHe JeKapCTBEHHBIE
B3aUMOAEHCTBUS

4.22. dapMaKkOKHHETHKA

422.1. AHaIUTHYECKNE METONUKH U OTYETHI 110 BaJIAIAIIAN

4.2.2.2. AbcopOnus

4.2.2.3. Pacnpenenenue

42.24. Merabonusm

4.2.2.5. Okckpenys (BHIBEICHUE)

4226 <I>apMaK0z<I/1HeTI/IquKI/Ie JIEKapCTBEHHBIC
B3aUMOJICHCTBUS

4.227. Jpyrue GpapMakOKHMHETHIECKHE UCCIIEOBAHUS

4.2.3. Tokcuxonorus

4.23.1. TOKCHYHOCTBH IIPU OJJHOKPATHOM BBEJCHUU

4.23.2. TOKCHYHOCTH TP MHOTOKPAaTHOM BBEICHUHU

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

TOKCUKOKHMHCTHUYCCKaA OHCHKa)

KanneporeHHOCTh (IONTOCPOYHBIE HCCIIEIOBAHIUS;

4234,
KpPaTKOCPOUYHBIE I CPETHECPOUHBIE HCCIIECIOBAHNUA)

PenpoayKTuBHAsA U OHTOIE€HETHYECKAS TOKCHMYHOCTB:
(bepTUILHOCT, U paHHee 3MOPUOHAILHOE Pa3BUTHUE,
4235 sMOpuo-(eTranpHOE pa3BUTHE, MpPEHATAIBHOE W
[OCTHATANbHOE DAa3BUTHE;, MCCIEAOBAHUA, Ha

HETIOJIOBO3PEJIOM MOTOMCTBE C  IMOCIEAYIOIUM

HaOJII0ICHUEM
4.2.3.6. MecTHas NepeHOCUMOCTh

Jlpyrue WcclnenoBaHus TOKCHYHOCTH: aHTHI€HHOCTD,
4237 UMMYHOTOKCHYHOCTh, HCCIIEJOBAHHMSA MEXaHH3Ma
B JEHCTBUSI, JIEKAPCTBEHHAsT 3aBUCUMOCTh, META0OIIHTHI,

TIPUMECH H JIp.

4.3. Kormus ncnons30BaHHBIX JIUTEPATYPHBIX HCTOYHUKOB



Monyne 5. OTYeTbl 0 KITMHUYECKUX HCCIIETOBAHMUSX U (MJIN) UCTIBITAHUSX ** %%

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.
[Ipumeuanue:

Copnepxanue

[lepeueHb Bcex KIMHHYECKHUX HCCIIENOBaHUHA  (
WCTIBITAaHUI) B BUJIE TaOIMI (Ha3BaHWE UCCIIEIOBAHUH C
TIEPEBOIOM Ha PYCCKHH SI3BIK)

OTueTsl 0 KITMHUYECKUX UCCIIEOBAHUAX (MCIIBITAaHHX )

OT4eTsl O 6PIO(1)apMaH€BTI/I‘IGCKI/IX HUCCICIOBAHUAX
OTYET I/ICCJ'IC,I[OBaHI/Iﬁ 1o 6I/IOI[OCTyHHOCTI/I; OTYET
CPaBHUTEIIBHBIX I/ICCJIC,[IOBaHHfI 10 6I/IOZ[OCTyHHOCTI/I n
6I/IO3KBI/IB3.J'I€HTHOCTI/I; OTYET 110 KOppeadnuu

HUCCICIOBAaHUMN HUH-BUTPO, HWH-BHUBO; OTYCT 11O

OMOaHAIMTHYECKUM U aHATHTHYECKUM METOAaM

OT4eTsl WCCIenoBaHUN MO (apMaKOKUHETHKE IIPU
UCIIONB30BAaHNHM OHOMAaTEepPHAIOB 4YeJOBEKa: OTYeT
UCCIIEIOBaHUI CBSI3bIBaHMsI C O€JIKaMu; OTYET
UCCIENOBAaHUI IE€YeHOYHOro MerabosusMa ¥
B3aUMOJICHCTBUH; OTYET N0 WCCIEJOBAHMUIM C
WCIIOJIb30BaHNEM OMOMaTEpHalloB YeIoBeKa

OTt4eTsl 0 (apMAKOKMHETHYECKHX HCCIICOBAHUAX Y
YeNoBeKa: OTYEeT MCCIEeAOBaHUN (DapMaKOKHMHETHKH Y
3JI0POBBIX JIOOPOBOJIBIIEB U UCCIIEOBAHHIO NTEPBUYHON
NepPEHOCUMOCTH; OTYET uccie10BaHuH
(hapMaKOKMHETHKH Y TAIUEHTOB W HCCIICIOBAHUIO
MEpBUYHON NEPEHOCHMOCTH; OTYET MCCIEI0BAHUIT
BHYTpeHHEro Qaktopa ¢apMaKOKHHETHUECKUX
UCCIICJIOBAHMH; OTYET HCCIICIOBAaHUI BHEIIHETO
(axTopa (papMaKOKUHETHYECKUX HUCCIIEIOBAHHI; OTYET
uccienoBaHui  (papMakOKMHETHKH B Pa3JIMYHBIX
TIOITYJISIIUSIX

OTt4eTsl 0 (hapMaKOOMHAMUYECKUX HCCIEAOBAHUAX y
YeJIOBEKa: OTYET MCCIIeIoBaHui (papMakoIUHAMUKY U
(apmakokuHETHKH ((papMaKOITUHAMUKHU) Y 3I0POBBIX
J0OPOBOJIBIICB; OTYeT nucciea0BaHuN
dbapmakonuHaMuKd W (HapMaKOKHHETHKH  (
(hapMakoIMHAMUKH) Y TTAIIHEHTOB

Otuersl 00 wuccinenoBanuu dS(PPEKTUBHOCTH U
0€3011aCHOCTH: OTYET KOHTPOJIMPYEMBIX KIMHUYECKHX
WCCIIEIOBAaHUN TIO 3asBJICHHBIM II0Ka3aHUSIM; OTYET
HEKOHTPOJIHUPYEMBIX KIMHUYECKUX HCCIEIO0BaAHUL;
OTYeTHl aHajW3a JaHHBIX OoJiee YeM OJHOTrO
WcClieloBaHus, BKJIOYas Jo0bie  (opManbHbIE
HHTECTPUPOBAHHBIC AaHaJIN3hbI, METaaHaJINu3bl u
NEPEeKPECTHBIE aHalU3bl; OTYETHl 10 JAPYTHM
HCCIIeIOBaHUSIM

OTuYeTsl 0 TIOCTPETUCTPALITUOHHOM OIIBITE IIPUMEHCHUS

OO0pa3ibl MHAMBUIAYAIBHBIX PETUCTPALMOHHBIX (GopM 1
HMHIMBHUIyaJIbHBIE CIICKH ITAI[IEHTOB

Komust ucmons30BaHHBIX JIUTEPATYPHBIX HCTOYHUKOB



* Tlpu mepeperucTpaliiuu, OCYIIECTBISIEMOW B COOTBETCTBUMU C MpUKazoM MUHHCTpa
3napaBooxpaneHus Pecnyonuku Kazaxcran ot 9 ¢geBpans 2021 roga Ne KP JICM-16 "O6
YTBEPKJICHUH MPABWI TOCYJapPCTBEHHON pPErucTpaluu, NepeperucTpanuu JeKapCTBEHHOTO
CpPEeACTBA WJIM MEIUIIMHCKOTO HM3JIEeNINsI, BHECCHUS U3MEHEHUU B PETUCTPAIMOHHOE JOChE
JIEKapCTBEHHOI'0 CPEJCTBa WM MEAUIMHCKOro wm3aenusa" (3apeructpupoBaH B Peectpe
rocyJapCTBEHHOM pEerucTpanu HOPMATHBHBIX IMPAaBOBBIX akToB moxa 22175)
MPEAOCTABIAIOTCS MOAYIH 1-3. 3aKphIThIe YacTH Apar MacTep - ¢aiia IpeloCTaBIsSIoTCs M0
3aMpocy SKCIEPTHON OpraHU3alliy B X0J1€ HKCIIEPTHBIX PaboT.

** Jlpu mepepeructpaliuu MPeOCTABISIOTCS PE3yJbTaThl CTAOMIBHOCTH, CEpPTHU(UKATHI
KadecTBa (cepTuduKaT aHaIM3a, MPOTOKOJ WCIBITAHUM) JUISI CEpHM, MPOU3BEJCHHBIX B
MOCTPETUCTPALIMOHHBIA TMEPUOJ aKTUBHOM (apMalleBTUUECKOW CyOCTaHIIUU U (WJIH)
JIEKapCTBEHHOTO Mpenapara. Eciiu oTaeapHbIe YaCcTU JOKYMEHTAIIMU HE BKJIIOUEHBI B JIOCHE, B
COOTBETCTBYIOIIEM pa3jiejie HeoOXOJIMMO TMpeCTaBUTh OOOCHOBaHue. [[ns mpemnapatos
KUBOTHOT'O IPOUCXOXKAECHUS B pasjaene 3.2.S HeoOXOAuMO NpPEACTaBUTh CIEAYIOIIHE
JIOTIOJTHUTENIbHBIC CBEJICHUS: TaHHbIE OTHOCUTENHLHO BU/IA, BO3pACcTa, palluOHA KUBOTHBIX, OT
KOTOPBIX MOJIYYEHO ChIPbE; JaHHBIEC O XapakTepe (KaTeropuu) TKaHU, U3 KOTOPOU MOITYyYEHO
ChIpbE MJISI MPOM3BOJICTBA JIEKAPCTBEHHOIO Mpenapara, ¢ TOYKUA 3PEHHUSI €ro ONaCHOCTH
OTHOCHUTEJILHO COJIEpKaHUs IPUOHOB;

TEXHOJIOTHYECKasi cxemMa 00pabOTKHU CHIPhS C YKa3aHUEM DKCTPAreHTOB U TEXHOJOTUYECKHUX
napamMeTpoOB; METOJIbI KOHTPOJIS KauyeCTBa ChIPbs, BKIIIOUAs METO/bI BBISABJICHUS TIPUOHOB B
JEeKapCTBEHHOM mpenapare (mpu HeoOxoammocTu). Jlomyckaercss mpenocTaBiIeHUE
TOKyMEeHTOB Monyneir 3, 4, 5 Ha aHIJIMKUCKOM SI3bIKE C MEPEBOJIOM Ha PYCCKUU SI3BIK
cieayronmx pasnenoB Moayns: cnenuduxanuu (3.2.P.5.1.), ananutuueckue meroauku (3.2.
P.5.2.), o6ocHoBanue crienudukanuii (3.2.P.5.6.).

o Jlns papmakoneitHbIX METOIUK MPEIOCTABISIOTCSA JaHHbIE BepUPUKALIUU.

%% Banmaamus MpoIieccoB, IPOBOJAUMBIX B ACENTHYCCKHUX YCIOBHUAX, BKIIFOYACT
MOJICITMPOBAHUE TMpoOllecCa C UCIOJIb30BAHMEM TNUTATEIbHON cpenbl (HANOJHEHUE
MUATATEJIbHBIMU CPEJIaMM ).

REkEX IS KaXKIOTO  KJIMHUYECKOTO HCCienoBaHuUsS (B T.4. HCCJIEIOBaHMSA
OMOAPKBUBAJIEHTHOCTH) MPEAOCTABIISIIOTCS: YTBEPKACHHBIA MPOTOKOI HCCIEAOBAHUS,
YTBEP)KJICHHBIA OTYET UCCIIEIOBAHUS, Pa3pelIeHUE PETYISITOPHOTO OpraHa Ha MPOBEIACHHE
ucciegoBanus (MpyU HaIUYMM), OJOOpPEHHE STUYECKOM KOMHUCCHHU, KOIHIO JOTOBOpa
CTpaxoOBaHUs OTBETCTBEHHOCTH CIIOHCOpA B CIy4yae MPUYMHEHUS BPEa KU3HU U 3[0POBBIO
CyObEeKTa HCCIICAOBAaHUS, KOMUW HHIUBUAYAIBHBIX PETUCTPALIMOHHBIX KapT CyOBEKTOB
uccienoBanus (11 MeXAYHAPOIHBIX, MHOTOLIEHTPOBBIX KIIMHUYECKUX uccienoBanuii 20%),
XpoMarorpaMMbl (MpU TMPEOCTABICHUN HCCIEI0BaHUS OMOAKBUBAJIEHTHOCTH), KOIMUU
JIOTOBOPOB MEXK]1y CIIOHCOPOM KJIIMHUYECKOT'O UCCIEA0OBAaHUS U UCCIEI0BATEILCKUM LIECHTPOM
(KOHTpPaKTHOM HCCIEA0BATEIbCKOM Opranu3aiueil) (B ciiydae HEOOXOIUMOCTH MOCTIE U3BATUS
KOH(UIEHIIUATILHONU HHPOpMAITUN).



IIpunoxenue 4
K IIpaBHJIaM IPOBEACHHS SKCIICPTH3HI
JIEKapCTBEHHBIX CPEACTB

ITepeueHs MpenOCTABIAEMEIX MaTEPHAIOB PETHCTPAIMOHHOTO JOChE B 3aBHCHMOCTH OT BHI
JIEKapCTBEHHOTO CPEACTBA

1. JIs1st aKkcnepTU3sl IpU TOCYIAPCTBEHHON PErUCTpallMi OPUTMHAIIBHOTO JIEKAPCTBEHHOTO
CpPEICTBAa U €Tr0 HOBBIX JIEKAPCTBEHHBIX (OPM, B TOM UHCIE UMMYHOOHOJIOTHYECKOTO
rpernapara npeaoCTaBIIsIOTCS MMOJHBIA KOMIUIEKT PErMCTPALIMOHHOIO 10ChE.

Ha MoMeHT mojaum 3asiBI€HHUSI HA DSKCHEPTU3Y JEKAPCTBEHHOTO CPE/ICTBA
MPEAOCTABIACTCS PETUCTPAIMOHHOE JOCHE C JAHHBIMHM KIMHUYECKUX ucciaenoBanuu [ — 111
(hasbl.

2. Bocnipou3BeAe€HHBIN JICKAPCTBEHHBIN Mpenapar

Jl1s BOoCTIpOM3BEICHHBIX JICKAPCTBEHHBIX MpernapaToB JaHHbIC (apMaleBTUYECKON
pa3pabOTKH MPEACTABISAIOTCS B CPABHEHUH C OPUTHHAIBHBIM WU peEepEeHTHBIM MpenapaTom

Jlns moka3aTenbCTBa SKBUBAJIEHTHOCTU T€HEPHUKA C OPUTHMHAIBHBIM (peEepEeHTHHIM)
npemapatoM B Monayne 5 dopmata OTJl wnm wactu IV Ilepedns HOKyMEHTOB,
MPEOCTABIISIEMBIX JJIsI AKCHEPTU3bl npousBoautessimu Pecriyonuku Kazaxcran (maiee —
[lepeyeHb) B pETUCTPAIMOHHOM JOChE TE€HEPUKA MPEAOCTABISIOTCS PE3YyJIbTAThI
UCCIENOBAHUN B coOoTBeTCTBUM ¢ [IpaBumamMu mnpoBeACHUS HCCIEAOBAaHUU
OMO3KBHUBAJICHTHOCTH JIEKAPCTBEHHBIX MpPENapaToB B paMkax EBpa3nuiickOro 3KOHOMHUYECKOTO
coro3a, yrBepxkaeHHbIMU Pemenuem CoBera EBpa3niickoil SJKOHOMHYECKOM KOMHUCCUHU OT 3
HOs10ps 2016 roga Ne 85.

B Monayne 1 wnm Yactu I Tlepeuns 3asBUTeNb MPeOCTaBISIET pe3toMe (10 S5 CTpaHMUI)
000CcHOBaHUMM M (PaKTOB, MOKA3BIBAIOIIUX, YTO JICKAPCTBEHHBIA IMpemnapar sBISICTCA
BOCHPOU3BEACHHBIM JIEKAPCTBEHHBIM MPENApaTOM COOTBETCTBYIOIIETO OPUTHHAIBHOTO
JIEKapCTBEHHOI0 IIpenapara. YKa3aHHOE pPe3loMe COACPKUT UHPOpPMaLIUIO O Mpernapare, ero
KaueCTBEHHOM COCTAaBE M KOJHUYECTBEHHOM COJAEPKaHUU B HEM AKTUBHOI'O BEILIECTBA, €0
JekapcTBeHHOW dopme u npoduie 6e3omacHoCTH U (Win) 3(PGEeKTUBHOCTH €ro aKTUBHOTO
BEIIIECTBA MO CPAaBHEHMUIO C AKTUBHBIM BEIIECTBOM OPUTMHAIBLHOrO Ipernapara, a TakkKe
CBEJICHUS 0 OMOJIOTMYECKOM TIOCTYIMHOCTH M OMOAKBUBAJICHTHOCTH JAHHOTO Mperapara.

Cuocka. IIynkr 2 - B penakumnu npukaza Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoAMTCS B ICHCTBUE 110 UCTCUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE THS €ro
epBOro O(PpUIMAIBHOTO OIyOJIUKOBAHMUS).
3. 'uOpuaHbIA TIeKapCTBEHHBIN Mpemnapar
JIns rocyJapCTBEHHOM perucTpanuu THOPHAHOTO JIEKapCTBEHHOrO Ipenapara
MIPEAOCTABJIAIOT CIECIYIOIINE TaHHbIE:



B Moayne 1 unu Yacrtu I [lepedns 3asBUTENb MPEAOCTABISIET KPATKYI0 HH(POPMAIIHIO,
0000111a10111y}0 000CHOBAaHUSI M (PAKThI, UTO JIEKAPCTBEHHBIN Mpenapar, sBisieTcsi THOPUAHBIM
MO0 OTHOLIEHUIO K COOTBETCTBYIOIIEMY OpUTMHaIbHOMY mpenapaTy. O6001ieHrne coaepxuT
uH(popMaIMIO O TpenapaTe, aKTUBHOM (apMaleBTHUECKON cyOCTaHIUM, JIEKapCTBEHHON
dbopme, 103UPOBKaX, MOKA3AHUAX K MPUMEHEHHIO, CII0OCO0E MPUMEHEHHUS 10 CPaBHEHUIO C
OpUTHUHAIBHBIM MPENapaToM, a TakxkKe, P HeOOXOAUMOCTH, CBEICHHSI O OMOJJOCTYITHOCTH U
OMOSKBUBAJIEHTHOCTH JAHHOTO IIpenapara.

B ompenenennbix cnydasx TpeOyeTcs TUIaH yIPaBICHUS pUCKaMHU.

B cnydae oTCyTCTBUS ONpPEACIICHHBIX 3JIEMEHTOB MPEJCTABISIETCS 0O0OCHOBAHHE HX
OTCYTCTBHS B COOTBETCTBYIOLLEM PA3LEIIE.

B 0030pe NOKIMHUYECKUX M KIMHUYECKUX HAHHBIX YJENseTcss 0co00e BHUMAaHUE

CJIEIYIOLLUM AJIEMEHTAM:

pe3toMe npoduiis mpuMeceld aKTUBHOTO BellecTBa (M B COOTBETCTBYIOIIUX CIydasX,
BO3MOJKHBIX MTPOJIYKTOB Pa3J0KE€HHUs, 00pa3yIOIIHNXCA IPU XpaHEHUH) B CEpUsIX Mperapara,
KOTOPBIH MOJJICKUT peann3anuu Ha GapMaleBTUYECKOM PBIHKE;

OOHOBJIEHUE JIUTEPATYPHBIX MyOIUKALIMIA 10 aKTUBHOMY BEIIECTBY B paMKaxX HACTOALIEH
3asBKM Ha PETUCTPAIUIO; JaHHOE TPeOOBaHME BBIMOJIHAETCS MYTEM CCHUJIOK Ha CTAaThU B
PEIeH3UPYEMBIX JKypHaax;

KOKJIBIA MMYHKT B OOIIEW XapaKTepUCTHKE JICKAPCTBEHHOTO Tpemnapara, paHee He
M3BECTHBIM WJIM BBITEKAIOIIUNA M3 XapaKTePUCTUK MpernapaTta v (WiIu) ero TeparneBTHYeCKOM
TPYIIBI, MPOAHATU3UPOBATh B JOKIMHUYECKUX W KIMHUYECKUX 0030pax (pe3toMe u
MOJKPENUTh J0KA3aTebCTBAMU U3 ONMYOJIMKOBAHHOW JUTEPATYPhl U (UJIM) U3 Pe3yJIbTaTOB
JOTIOTHUTENIbHBIX UCCIIEOBAaHUM;

[IpencraBuTh MOMOTHUTENBHYIO MHGOPMALIMIO, JOKA3bIBAIOIIYIO, YTO MpOdUiIn
0e3onacHOCTH U (Min) 3P (HEKTUBHOCTH 3asIBJICHHOTO Mpenapara He OTIMYAI0TCS OT TAKOBBIX
y pedepeHTHOro npenapara (pe3roMe COOCTBEHHBIX JOKIMHUYECKUX M (WUIH) KIMHUYECKUX
HCCIICTOBAHUM ).

Pe3ynbpTaThl MOKIMHUYECKUX W (MJIM) KIMHUYECKUX HCCIEIOBAHUM THOPUIHOTO
JIEKapCTBEHHOr0 TMpemnapara BKIIOYAeT B COOTBETCTBYIOIIUE pa3jaesibl Moaynei 4 u 5 wiu
Yactu 11, IV Ilepeuns.

[IpoBeaeHNE TOMOJIHUTENBHBIX UCCIEOBAHUN, HEOOXOIUMBIX JIJISi BOCIIPOU3BEICHHBIX
JIEKapCTBEHHBIX MPENapaToB U THOPUIHBIX MTPENAPaTOB:

1) paznuunble coyn (CIOKHBIE) YPUPHI (KOMIUIEKCHI) UX TPOU3BOIHBIE (C OJTHOM U TOH XKe
AKTHUBHOM YacTbhI0 MOJIEKYJIbl) MPEIOCTABIAIOT J10KA3aTeNbCTBA TOr0, YTO HET HUKAKUX
U3MEHEHUN B (papMaKOKMHETHKE aKTUBHOM YacCTH MOJEKYIbI, (papMaKOJUHAMUKE U (WJIH)
TOKCUYHOCTH, KOTOPBIE€ CYIIECTBEHHO BJIMSIOT Ha NMpoduiib 6e30nacHocTd (3PGHEeKTUBHOCTH)
(MHAUe paccMaTPHUBAETCS KaK HOBOE aKTHBHOE BEILIECTBO);

2) npyro# cnocob mpuMeHeHus (Jpyras) JekapcTBeHHas: popma (sl mapeHTEPaTbHOTO
BBEJICHHSI, HEOOXOMMO IMPOBOJINUTH PA3IINIUS MEXKITY BHYTPHAPTEPHATHHBIM, BHYTPHBEHHBIM,



BHYTPHUMBIIIEYHBIM, [TOAKOXHBIM U JPYTMMU METOJAMU BBEJECHHUS) HOBBIW ITyTh BBEICHHUS
WHasl JiekapcTBeHHas ¢opma (IIpu TOM Ke crocoOe BBEJICHUS) TPEAOCTABISIOT KIMHUUYECKUE
nanabie  (O0e3omacHOCTh  A(PEKTUBHOCTH), UCCIEAOBaHUSA (apMaKOKUHETHKH,
COOTBETCTBYIOIINE TIOKJIMHUYECKUE JAHHbIE (HAPUMEp, MECTHAsl IEPEHOCUMOCTD), €CIIU ITO
IPUMEHUMO;

3) apyrasi 403UpOBKA MPU TOM K€ MYTHU BBEACHUS (JIeKapCTBEHHOU (popme) U MoKa3aHUSIM
K IPUMEHEHHUIO MPEJOCTABIISIIOT UCCIIEI0BaHNS CPABHUTEIBHON OMOJOCTYITHOCTH;

4) cBepxOMOAOCTYIHBIEC IIPENapaThl P COXPAHEHUH MHTEpBaia JO3UPOBAHUS, HO CO
CHUKEHUEM J103bl, MPEJHA3HAUYCHHBIE I IOCTHKEHUSI CXOJIHOM KOHUEHTpalUu B I1a3Me (
KPOBH) MIPEIOCTABIIAIOT UCCIIEIOBAaHUS CPAaBHUTEIBHON OMOTOCTYITHOCTH.

4. buonornueckue npenaparsl
1) Jlna nexapcTBEHHBIX MpenapaTroB, MOJYYEHHBIX W3 KPOBH WM IJIa3Mbl YEJIOBEKA
3asBUTENb MPEIOCTABISAET MOJHOE PErMCTPAMOHHOE JI0ChE JIEKApCTBEHHOIO Mperapara,
KOTOPOE COMPOBOXKAAETCA MPUIIOKEHUEM OTAEIBHOTO MacTep-(ailiia Ha mIazMy.

Macrep-daiin Ha m1a3My KpOBH SIBISIETCS CAMOCTOSITEILHBIM JJOKYMEHTOM, OT/IETbHBIM
OT PErucCTPaLMOHHOrO J0ChE JIEKAPCTBEHHOI'O Ipernapara U COJAEpKAUIUM BCE 3HAUMMBbIE
NoJIpOoOHBIE CBEJCHUS O XapaKTepUCTUKaX BCEH IU1a3Mbl KPOBH U€IOBEKa, HCIOJIb30BaHHOM B
KaueCcTBE HMCXOJHOTO Marepuana W (WIM) CbIpbs MPHU MPOU3BOJACTBE CyOpakuuili wiu
MPOMEXYTOUHBIX (paklMii, KOMIIOHEHTOB BCIOMOTAaTENbHBIX BEIIECTB WU AKTUBHBIX
BEIIECTB, SBJSIOIIMXCS YACThIO JICKAPCTBEHHBIX MPENapaToB WM MEAUIIMHCKUX U3JIEIHA;

KOKIBIA HEHTP WK yUpekJeHue, GpakiuoHupyomue (mepepadaThIBarOIINe) MIa3My
YeJIoBeKa MOArOTABIMBAIOT U MOACPKUBAIOT B OOHOBJIEHHOM COCTOSIHUM HA0Op MOAPOOHOM
3HaYMMOM MH(pOpPMaIINH, YKa3aHHOU B MacTep-(daiisie Ha T1a3My KpOBH;

€CJIM PETUCTPALMOHHOE JOChE OTHOCUTCS K KOMIIOHEHTY, MOJyYEHHOMY M3 IUIa3Mbl, TO
I8 HCIOJb30BAHHOW TIJIa3Mbl B KadeCTBE MCXOJHOTO MaTepuaia (ChIpbs)
IpelyCMaTpUBAETCs CChUIKA Ha MacTep-(aiil BIaJenbla.

Mactep-daiin Bragenaplia COAEPKUT CHEAYIOMYI0 HHPOPMAIMIO O TJIa3Mme,

HCTIOJIb30BaHHOM KaK MCXOJAHBIN MaTepuai (ChIpbe):

MIPOUCXOXK]ICHUE TIIIa3MBbl:

uH(pOopMaus 0 LHEHTPax WIH YUPEKICHUAX, B KOTOPBIX POBOAUTCA COOp KpPOBHU (I1a3Mbl
), BKJTIIOUasi JaHHbIE 00 MHCTIEKIIMU U TIPEICTABICHUE CIICIUAILHOTO Pa3pelleHHs Ha BEJICHHE
JAHHOTO BHUJA JEATEJIbHOCTH, a TaKXKe JMUIAEMUOJOTHYECKHEe NaHHble 00 MH(EKUUsX,
nepeJaroUInXxcs Yepe3 KpoBb B pErHOHE, 1€ MPOU3BOINUTCS 3ar0TOBKA KPOBH (IL1a3Mbl);

uH(pOpMaIS O LIEHTPAX WK YUYPEKACHUIX, B KOTOPBIX IPOBOAUTCS KOHTPOJIb JOHALUN U
IyJIOB IIJIa3Mbl, BKJIFOYash MHCHEKIMOHHBIM M PErYyJATOPHBIA CTAaTyC 3THX LIEHTPOB WU
YUPEKICHUN;

KpUTEepuu 0TOOpa (MCKIIFOUEHUS) TOHOPOB KPOBH (IIJIa3MBl);



OIMCAHUE JICUCTBYIOIIECH CUCTEMBI, MO3BOJISAIONICH OTCIEAUTh MYTh KAXKIOMW JOHALIMU OT
YUpEeXACHUs, TJIe COOMPAIOT KPOBb (IJ1a3My), O TOTOBOIO JIEKAPCTBEHHOTO Mpernapara u
Ha00O0pOT;

KaueCTBO MJIa3MbI U €€ 0€30MaCHOCTb:

COOTBETCTBHE KauecTBa CTaThsiM (MOHOTpausiM) TOCyIapCTBEHHBIX (papmMakomeii;

KOHTPOJIb COOpaHHOM KpOBH (IIJIa3Mbl) U €€ MyJIOB Ha HaJu4Ke Bo30yauTene nHPEKInid,
BKJIIOUYast UHGOPMAIMIO O METO/IaX KOHTPOJIS U B Cly4ae MyJIOB IUIa3Mbl - JaHHbIE BaluallUuN
HCIIOJIb30BaHHBIX METOIHK;

TEXHUYECKUE XAPAKTEPUCTUKU KOHTEUHEPOB sl cOOpa KPOBH U TJIa3Mbl, BKIIHOYas
uH(dOopMaIuio 06 UCTIOIH30BAHHBIX PACTBOPAX AHTUKOATYJISIHTOB;

YCJIOBUS XpaHEHUS U TPAHCIIOPTUPOBKH TJIa3MBbI;

MpoIrieIypa XpaHeHus J000T0 MaTepuana, UCIOIb3yeMOro JUIsl MPOU3BOICTBA U (W)
NEepHoJ] KapaHTHHA;

XapaKTEepUCTUKA ITyJia MJIa3Mbl;

OMMCAaHWE YCTAHOBJIICHHOW CHUCTEMBbI B3aUMOJICUCTBUS MEXKIY HPOU3BOJAUTEIEM
JIEKapCTBEHHOI0 TIpernapara, MOJIy4eHHOr0 U3 TUIa3Mbl, U (W) LEHTPOM WIH YUPEKICHUEM,
(bpakUOHUPYIOMIKMM U (UJTH) TIepepadaThIBAIOIINM TUIa3My, U LICHTPOM HIIA YUPEKIACHUEM 110
cOOpYy M KOHTPOJIIO KPOBH (IIJIa3Mbl), a TAK)KE COTJIACOBAaHHBIC UMM CIEIU(DUKAIIMK Ha TUIa3My

Macrep-daiin Ha mia3My TakkKe COJIEPKHUT MepeueHb JEKAPCTBEHHBIX MpenapaTroB, Ha
KOTOpBbIE OH PacHpOCTPaHSAETCsl, HE3aBUCUMO OT TOTO, SIBJISIOTCS JU ITU JEKAPCTBEHHBIC
npenaparbl 3aperucTpUPOBAHHBIMHM, HAXOMSTCS B IPOILIECCE PETHCTPALMU WU B CTaIuu
KJIMHUYECKUX HCCIIEOBAHUM.

Macrep-daiin Ha 1Ia3My TOAJIEKHUT €KEr0THOMY OOHOBJICHHIO U TTIOBTOPHOM 3KCIIEPTH3E.
[Ipyn BHeceHMU M3MEHEHUU B macTep-(ailyl Ha MIa3My OH MOMJICKHUT IKCIEPTU3E B
COOTBETCTBHUU C IPOLEAYPOU BHECEHUSI U3MEHECHU M.

2) B oTHoOIIEHUN BaKIUH JJII MEAUIIMHCKOTO MPUMEHEHUs] TPEOOBAHUS K UCXOIHBIM
MaTepuansaM M ChIPbIO0 3aMEHAIOTCS MacTep (ailioM BaKIMHHOTO aHTUreHa. B ciyuae
BAKIIMHBI, HE SBJSAIOLICHCS BaKIMHOW IS MNPOPUIAKTHUKM TpUIIa YeJOBEKa,
MpeAOoCTABISIETC MacTep (Dailyl BAKIMHHOIO AaHTUI€HA JJIs KaKJIO0r0 aHTHI€HA, KOTOPBIM
SBJISICTCS] AKTUBHBIM BEIIIECTBOM 3TOM BaKIIMHBI.

Mactep-¢ailn BaKUMHHOTO aHTUTE€HA COJEPKHUT CIEAYyIoNlyl0 HH}opManuio,
U3BJICUCHHYI0 M3 COOTBETCTBYIOIIEH udacTu (AKTHBHas (apManeBTUUYECKasi CyOCTaHIWSA)
moxyJia 3 "KauectBo".

AKTHBHOE BEIIECTBO:
obmass mHpopmanus, BKIHOYasl CBEJICHUS O COOTBETCTBUU CTaThe (MOHOTpadum)
rOCyJapCTBEHHBIX (hapMaKomeH;
uH(dOpMaIUs O MPOU3BOIUTENE AKTUBHOTO BEIECTBA: HH(POpMAIKs O IPOU3BOICTBEHHOM
npouecce, MCXOAHBIX MaTepuallaXx U CbIpb€, CHEUHAIbHBIX MEpax OTHOCUTEIIbHO



TPAHCMHUCCUBHBIX TyOuaThIX OSHIledaaonaTUii U OIEHKE O0e30MacHOCTH TOCTOPOHHUX
MH(EKIMOHHBIX areHTOB, TOMEIIECHUAX U 000PYy/10BaHUY;

XapaKTepUCTHKA aKTUBHOT'O BEIIECTBA;

KOHTPOJIb KaueCTBa aKTUBHOTO BEIIECTBA;

CTaHJapTHBIE 00pa3Ilbl U MaTEPHUAIIBL;

NEPBUYHAS YIIAKOBKA M YKYNIOPOYHAsl CUCTEMA aKTUBHOI'O BEILIECTBA;

CTaOMIBHOCTh AKTUBHOT'O BEIIECTBA.

JI1s1 HOBBIX BaKIIMH, KOTOPBIE COAECPKAT HOBbIN BAaKIIMHHBIN AHTUTEH, 3aIBUTENb M10JAET
MOJTHOE PETUCTPAIMOHHOE JOChe, BKJIIOUasl BCe MacTep-(aiibl BaKIIMHHOTO aHTUTE€HA Ha
KaXIbld BAKIIMHHBIM AHTUTE€H, KOTOPBIM SBJSIETCS 4YacCThIO HOBOW BAaKIMHBI, €CIIHU
MacTep-(dailyl BAKIIMHHOTO aHTUI€HA HAa TaKOMW BAaKI[MHHBIA aHTUTEH OTCYTCTBYET.

VYka3zanHble TpeOOBaHUS TaKKe MPUMEHSIIOTCS K KaXKJI0M BaKI[MHE, KOTOpasi COCTOUT U3
HOBOM KOMOMHAIIMN BaKIIMHHBIX aHTUTEHOB, HE3ABUCUMO OT TOTO, SIBJISIETCS OJIMH WK OoJiee
AHTUTEHOB YaCThIO BAaKI[MH, KOTOPHIC YKE 3apETUCTPUPOBAHBI.

[Ipu BHeceHMH M3MEHEHHMH B MacTep-(daill Ha BaKIMHHBIA aHTUTEH, MacTep-daiin
MOJICIKUT IKCIIEPTU3E B COOTBETCTBUHM C MPOLETYPOid BHECEHUS U3MEHEHUH.

5. buoaHamOTMYHBINA JEKapCTBEHHBIM mpemnapar (Omoananor, OHOMOJMOOHBIH
JIEKapCTBEHHBIN NpenapaT, OMOCUMUIISP)

Jlist oKcriepTr3bl OMOAHATIOTHYHOTO JIGKAPCTBEHHOTO IMperapara MpeoCTaBISIOTCS
JAHHBIE CPABHUTEJIBHBIX MCCIEIOBAaHUN €ro ¢ OpUTHHAIBHBIM (pedepeHTHBIM)
OMOJIOTHYECKUM JIEKAPCTBEHHBIM CPEJCTBOM B COOTBETCTBUHU ¢ lIpaBuimamu mpoBeneHUs
UCCIIEIOBAaHUN OMOJOTHMYECKUX JIEKAPCTBEHHBIX CPEACTB B pamMkax EBpasuiickoro
AKOHOMHUYECKOTO COK03a, yTBEepKIeHHbIMU Pemennem CoBeta EBpa3niiCkoi 3KOHOMHYECKOM
komuccuu oT 3 HosiOps 2016 roga Ne §9.

B Mogayne 1 dopmara OT/] peructpanmonnoro gocke uinu Yactu I [lepeuns 3asButennb
MPEJCTABIACT pe3toMe O0OCHOBaHMM W (PAKTOB, MOKA3BIBAIOIIMX, YTO JIEKAPCTBEHHBIN
npenapar, IMoJaBaeMblii Ha SKCIEPTHU3Y, SIBISAETCS OHOaHAJOTHYHBIM (OMOTMOTOO0HBIM)
JIEKapCTBEHHBIM IIPENapaToM OPUTHHAIEHOMY (pedepeHTHOMY) JIEKapCTBEHHOMY TIpemnapary.
Pestome comepxuT uHGOpPMALUIO O JIEKAPCTBEHHOM IIpenapare, aKTUBHOM BEIIECTBE,
JeKapCTBEHHOU (hopMe, T03UPOBKAX, MOKA3aHUAX K MPUMEHEHUIO U CIIOCOOE MPUMEHEHUS B
CpPaBHEHUU C aHAIOTUYHON MH(MOpMaIueit 00 opurnHaIbHOM (pedepeHTHOM) JIEKapCTBEHHOM
npenapare.

B Monyne 1 dopmara OT/] peructpanmontoro nocke win Yactu I [lepeuns Bmecte ¢
KpaTko wuHoOpmanueir o cucrteme ¢dapMakoHaA30pa JEep)KATENST PErUCTPAIMOHHOTO
YIOCTOBEPEHUS NPEACTABISACTCS IJIaH YIPABICHUS PUCKaMH Ha 3asIBISIEMbIA HA SKCIIEPTU3Y
OnoaHaOruyHbIi (OMOTOI00HBIN) JIEeKapCTBEHHBIN TIpenapar.

KadecTtBo, 6e30macHOCTh, 3(PPEKTUBHOCTP U MMMYHOTCHHOCTh OHMOAHAJIOTHYHOTO
JIEKapCTBEHHOT'O Tpemnapara Ha MPOU3BOJICTBEHHOM, TOKJIMHUYECKOW M KIMHUYECKOU (ase
ero pa3pabOTKH CPaBHUBAIOTCA C OJHUM M TEM K€ JTAJIOHHBIM pedepeHTHBIM



OMOJIOTUYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBHM C MPABHJIAMH HCCIIEIOBAHUS
OMOJIOTMYECKUX JICKAPCTBEHHBIX CPEJICTB B paMKax EBpazuiickoro 3kOHOMHUYECKOr0 CO03a.

B Monaynsax 2, 3,4 u 5 popmarta OT/] wiu Yactu 11, 111, IV [lepeunst peructpaimoOHHOTO
J0Chbe OMOCUMUIISIPA COACPIKUTCS Cieayrolas nHopmanus:

1) moaTBEp)KIEHHE CXOIACTBA MOJIEKYJISIPHBIX U OMOJIOTHUYECKUX XAPAKTEPUCTHUK
AKTUBHBIX BEUIECTB OMOCUMMISIPA U STAJTOHHOT'O OMOJIOTMYECKOT0 JIEKAPCTBEHHOTO CPEJICTBA
(meranu mnNO NEPBUYHONM CTPYKTYype H CTPYKTypaMm ©Oojiee BBICOKOTO MOpPAIKA,
MOCTTPAHCISANMOHHBIM  MoAudukanusm (BKJIOYasgi, B YaCTHOCTHU TIUKO(DOPMBI),
OMOJOrMYECKON aKTUBHOCTHU, YUCTOTE, IPUMECSIM);

2) NOATBEPKIECHHUE CXOJICTBA XapaKTEPUCTHUK TOTOBOTO IpenapaTta (JIeKapCTBEHHAas
dbopma, KOJIMYECTBEHHBIM M KaueCTBEHHBIM COCTaB, JO3UPOBKA, CIOCOO MNpPUMEHEHHS,
YCJIOBHSI XpaHEHUs, CPOK XpaHEHUS, CTaOUIBLHOCTh, MPOGUIb MpUMeceil) Onocumuisipa u
ATAJIOHHOTO OMOJIOTUYECKOTO JIEKAPCTBEHHOT'O CPEJICTBA; IOMYCKAETCs pa3inure B mpoduiie
IpUMecel M BCIOMOTATENIbHBIX BeElIeCTBaX OMOCHUMWISIpa U pedepeHTHOro mpenapara,
3asiBUTEJIEM PUHUMAETCS] BO BHUMAHUE HAJTU4YMe HOBEUIINX TEXHOJOTUM, IEMOHCTPUPYETCS
COOTBETCTBUE BBIOPAHHOI'O COCTaBa MO TAaKUM KPUTEPHUAM, KaK NpoPuib MpUMeEcei,
CTaOMIBHOCTh, COBMECTUMOCTH (CO BCIIOMOTAaTEIbHBIMH BEIIECTBAMU, PACTBOPUTEIISIMU U
MaTepuajiaMH YIIaKOBKH), IIEJIOCTHOCTh (KaK Ha OMOJIOTHYECKOM, TaK U (PUZUKO-XUMHUIECKOM
YPOBHE), aKTUBHOCTh U CUJIa JACHCTBUS aKTUBHOTO BEILIECTBA;

3) kpuTepuu BHIOOPA STAJTOHHOTO OHMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPECTBA;

4) B cinydae pa3iauyuil mpu pa3paboTke OMOCHMMIISIpa, KOTOpbIe O0O0JagaroT
NOTEHIIMAIBHBIM BO3JEWCTBMEM Ha ero 0Oe3omacHOCTh WM 3(PEHEKTUBHOCTS,
MPEJOCTABISAIOTCS JIOMOJHUTENbHBIE JIaHHBIE [0 MCCIEJOBAHUSM HA JKMBOTHBIX U
KJIIMHAYECKUM UCCIEOBAHUSAM JJI TOTO, YTOOBI 0XapaKTePU30BATh PA3IIUYUS;

5) monHOE ONMUCAaHWE W MAKET JaHHBIX MO MPOU3BOACTBEHHOMY IPOILIECCY, HAUMHAS C
pa3paboTKH BEKTOPOB SKCIPECCUHU U OAHKOB KJIETOK, KYJIbTYphl (OpokeHus1) KIEeTOK, coopa,
OUYMCTKH, peaKkui MOAU(PUKALINK, HATIOJHEHUSI KOHTEHHEPOB ISl TOTOBOM JIEKapCTBEHHOM
b opMmEI;

6) uccrenoBaHus, MPOBOJMMBIE B XoJA€ (papMaleBTHUYECKON pa3pabOTKH st
ONpENEIICHUS W BAIHUAALMU JIEKAPCTBEHHOW (POpPMBI, COCTaBa M CHUCTEMbl YHAKOBKH (
YKYHOPKH) (BKJIFOYAs UX [EIOCTHOCTD IS MTPEAOTBPAIICHUSI MUKPOOHOTO 3arpsi3HEHHUS);

7) cneuudukauus OMOCHUMIISIpa, OTpa)kawllas U KOHTPOJUPYIOLIAs Ba)KHbIE
Ka4eCTBEHHBIE IIOKA3aTENIM JIEKAPCTBEHHOI'O CPEICTBA, W3BECTHBIE JUISI 3TAaJOHHOIO
OMOJIOTUYECKOTO JIEKAPCTBEHHOI'O CpeACTBa (Takue Kak HJICHTU(UKALMSA; YHCTOTA;
aKTUBHOCTH; MOJIEKYJIIpHAsl T€TEPOreHHOCTh B IJIAHE pa3MEpoB, 3apsaaa U ruapodoOHOCTH,
r7€ BO3MOXHO UX OINpEAeeHUEe; CTENeHb CHAIMPOBAHUSA; KOJUYECTBO OTACIbHBIX
MOJIUTICTITU/THBIX IIETICH; TIIMKO3WINPOBaHUE (DYHKIIMOHATLHOM 00JaCTH; YPOBHU arperaiuu;
npumecH, Takue kak oeiok u JJHK kneTku-xo3siuHa);

8) uccienoBaHus CTaOUIBHOCTH;



9) pe3ynbTaThl NOKIUHUYECKUX (HEKIWMHUYECKUX) HUCCIENOBAaHUI (B OCHOBE
JOKIMHUYECKUX UCCIEAOBAHUHN JIEKUT MOAXO0M, OCHOBAaHHBIM HA OLIEHKE PUCKOB, U, TaM TJe
BO3MOXHO, W30eraTb MpOBEACHUS UCCIIEIOBAaHUN Ha KUBOTHBIX): MH-BUTPO HCCIEIOBAHUS
CBSA3BIBAHUA C PELENTOPOM WM KJIETOYHBIC aHAJIU3bl (HampUMep, aHaIu3 mpoJudepanuu
KJIETOK WM aHaldu3 HUTOTOKCHUYHOCTH) SIBIAIOTCS HEOOXOIUMBIMU JTOKIMHUYECKUMU
UCCJIeIOBAaHUSIMU; UH-BUBO HMCCJICIOBAHMS Ha TMOJXOJSINEM BUJIE KUBOTHBIX (HA KOTOPOM
ObUIa n3ydeHa papMakoguHAMUUECKas U (MJIM) TOKCUKOJIOTMYECKasi aKTUBHOCTh 3TaJIOHHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPEJNICTBA); KpuBas 3aBUCUMOCTH dddexra oT 10361 ("
no3a-3¢g¢dext"), onpeaeneHne HavyalbHOW O€30MacHOM J03bI U CXEM IOBBIIICHUS JO3bI B
MOCJIENYIONUX KIWMHUYECKUX MCCIIEeOBAHUAX, MCCIeA0BaHUSA (DapMaKoIOru4ecKomn
0€30MMacHOCTH; Pe3yJbTaThl KaK MHUHMMYM OJHOTO HCCIIEIOBAHUM TOKCUYHOCTH IMpHU
MHOTOKPaTHOM BBEJICHUHU, BKJIIOYasg OLEHKY TOKCHUKOKMHETHKH, ONpPEAEICHUE M
XapaKkTepUCTUKU HMMYHHBIX OTBETOB, B TOM 4YHCI€ THUTPhl aHTUTEJN, NEpeKpecTHas
PEaKTUBHOCTh C TOMOJIOTUYHBIMU 3H/IOT€HHBIMU O€JKaMU U HEUTpaIHU3yoliasi CHOCOOHOCTb;
OIlEHKA MECTHOW TMEPEHOCUMOCTH; JaHHbIE TOKCHUKOJOTUYECKUX HCCIEOBAHUM,
BKJIIOYAIOUIUE OLIEHKY PENpPOAYKTUBHOM TOKCUYHOCTH, T€HOTOKCUYHOCTH, MyTar€HHOCTH U
KaHILIEPOT€HHOCTH (IIpH HEOOXOJUMOCTH) TpeOyeTcsl MPeJoCTaBIATh B TeX ClIyyasX, Korja
pe3yabTaThl MCCIEA0BaHUS TOKCHMYHOCTH MPU MHOTOKPATHOM BBEJICHHH, HMCCIIEIOBAHMS
MECTHOM TMEPEHOCUMOCTH BBISIBIAIOT MOTEHIUAIbHBIE PUCKM M (WJIM) KOrJa H3BECTHBI
TOKCHKOJIOTUYECKHE CBOICTBA ATAaJOHHOTO OMOJIOIMYECKOTO JIEKAPCTBEHHOTO CpeacTBa (
HaIpUMep, U3BECTHBIEC MOOOYHBIE AP (HEKTHI ITATTOHHOTO OHOIpenapaTa Ha PernpoIyKTHBHYIO
yHKIHIO);

10) pe3ynbTaThl KIMHUYECKUX UCCIEAOBAHUN (XapaKTep M CIOXKHOCTh PEPEPEHTHOTO
mpemnapar, CTeNeHb CXOJCTBa, HaOmomaemas B (U3UKO-XUMHUYECKUX, OMOJIOTHYECKHUX
MCCJIEIOBAHUSIX OYIyT BIMATH Ha MJIAHUPOBAHUE KIMHUYECKUX HCCIIEJOBAaHUN):

dapmakokuHeTHUECKHE UcchenoBanus (papMakKOKMHETHUYECKUE UCCIEAOBAHUS TPU

OJIHOKpPaTHOM BBeJeHUH; (apMAKOKMHETUYECKHE HCCIEIOBAHUS MpPU MHOTOKPATHOM
BBEJCHUM TMpPU HAIWYUU 3aBUCUMOCTH (AapMaKOKMHETUKH OT J03bl U BpPEMEHHU;
(hapMaKOKMHETUYECKOE CpaBHEHHWE OMOCHMMIIApAa U pePepeHTHOro Mpernapara BKIOYAET
BCACBIBaHUE, OMOJOCTYNHOCTbh, XapAKTEPUCTUKU BBIBEICHUS (KIUPEHC U (WJIH) MEpPUOA
MOJTYBBIBEACHHUS));

dbapMakoarHaMUYeCKUe ucciaeaoBanus (papmakoauHamudeckue 3pEKTh OIEHUBAIOTCS
Ha MOAXOJSIIEH MONYJIALMHA U C IPUMEHEHUEM J103 U3 KPYTOM 4acTH KPUBOW 3aBUCUMOCTH
n03a-3p¢heKT B JOKIMHUYECKHX MCCIENA0OBaHUIX; (apMakOAMHAMHYECKUE MapKepbl
BBIOMPAIOTCS B 3aBUCUMOCTH OT UX KIIMHUYECKON 3HAYUMOCTH);

CpPaBHUTENIbHBIEC KIIMHUYECKUE UCCIEA0OBAHMS, BKIIOUasl OIIEHKY BU/IA, YaCTOTHI U TSKECTHU
HEXENATEeNbHBIX SBJICHUN (TOOOYHBIX PEAKITUH);

UCCIIEIOBAaHUSI UMMYHOT€HHOCTH Ha II€JIEBOM rpynme (CpaBHEHHE 4YacTOTHI M THUIA
00pa3yIoIUXCsl aHTUTEN U MOTEHIUAIbHbIE KIMHUYECKHUE MOCIEACTBUS UMMYHHOTO OTBETA



Ui OmocuMMIIsipa M pepepeHTHOro Tmpernapara, MMMYHOTEHHOCTh HCCIEIyeTCS Ha
MOMYJISAIUNA TAITUEHTOB C CaMbIM BBICOKMM PHUCKOM HMMYHHOTO OTBETa W MMMYHHBIX
MOOOYHBIX PEaKIUi; MPEeIOCTaBIACTCS OOOCHOBAHME CTPATETUU OMPEACIICHUS aHTUTET,
BKJTFOYAsi BEIOOD, OIICHKY U XapaKTEPUCTHKY METOOB, YCTAHOBJICHHE BpEMEHHU 0TOOpa mpoo,
B TOM YHCJIE Ha HCXOJHOM YpOBHE, 00BbEMBbI, 00pabOTKYy W XpaHeHHEe Mpod, a TaKKe
CTATUCTUYECKHUE METOJbl aHAJIM3a JAHHBIX; AHAJUTUYECKUE METOJIbI ONPEICICHHUS aHTUTEN
BaJTUANPYIOTCS 71 HAMEUEHHOM 1IeJH, MPOBOJUTCS CKPUHHMHTOBBIA aHAIHU3 JTOCTATOYHOU
YyBCTBUTEILHOCTH METOJIa, TPOBOJIUTCS OMpPEACIICHUE HEUTPATU3YIOIIUX aHTUTEN; TePUO/]
HAOJNIOACHUS TIPU HCCIEOBAaHUSAX HAa MMMYHOT€HHOCTh COOTBETCTBYET IUIAaHUPYEMOM
JUTUTEITLHOCTH JICUCHUS U TIPEANOIaraéMoro BpeMeH! 00pa30oBaHUs aHTUTEN, U HE MEHBIIE
12 mecsitieB, MpU Ipyroi ATUTETHHOCTH HCCIEAOBAHUS MPEICTABISAETCS 000CHOBAHUE; MPU
3HAYMUMBIX CITy4asx 00pa30BaHMS TUTPOB aHTUTEN, UX CTOUKOCTh B TEUECHUE OMPEACICHHOTO
BPEMEHH, MOTEHIHAIbHBIE W3MEHEHMs XapakTepa UMMYHHOIO OTBETa U KJIMHUYECKHUE
MOCNEACTBHSI TPEOyETCs HCCIEN0BATh B 10- U MOCIIE PETUCTPAIIMOHHBIN TEPHON);

OCHOBHBIE KJIMHUYECKHUE JaHHBIC MOJYyYArOTCA C MCIOJIb30BaHUEM JIEKApPCTBEHHOIO
CpelICTBA, MPOM3BEACHHOTO MyTeM OKOHYATEIHbHOTO MPOM3BOJCTBEHHOIO Mpolecca, T.€.
JIEKapCTBEHHOTO CpEJICTBa, HAa KOTOpPOE TMOJAeTcs 3asiBJIE€HHE Ha TOCYIapCTBEHHYIO
PETUCTPALINIO;

JUTSI JTFOOBIX OTKJIOHEHHWH OT 3THX TpeOOBaHUM 3asBUTEIH MPEJCTABIsET 000CHOBAHUE, U
Ipy HEOOXOJIMMOCTH, JAaHHBIE NOMOJHUTEIbHBIX (PapMaKOKMHETUYECKUX HCCIEI0BaHUM,
CpaBHHMBAOIMNX (apMaKOKMHETHUYECKUE MPO(UIN JEKapCTBEHHOTO CpENCTBA C
OKOHYATEJIHHBIM U 00JIe€ pAHHUM COCTABOM;

11) cnenudukanuio O0e30MaCHOCTU (C ONMUCAHMEM BaXHBIX BBIABICHHBIX H
MOTEHITMAIBHBIX MPOoOJieM 0€30MaCHOCTH 3TAIOHHOTO OWoMIpenapara, Kjacca JIEKapCTBEHHOTO
BemiectBa M (WaM) OuwocuMmuisipa) M IaH (¢GapmakoHaa3zopa OuocuMuiapa B
MOCTPETUCTPAIIMOHHBIN TMepHuoJl (C OMUCAHHEM IUIAHUPYEMBIX TMOCTPETUCTPAIIMOHHBIX
MEPOTIPUATANA W METOJOB, OCHOBBIBAIOIIMXCS Ha crenuduKanud 0e30MacHOCTH, IJIaHa
yIpaBlIeHUs] © MUHUMH3AIMU PUCKOB, B TOM YHCJIE 00pa30BaTEIbHBIE MaTEPHUAIBI IS
MAIMEeHTOB | (WJIN) JeYallnX Bpauei);

12) skcTpanoaupoBaHue JAaHHBIX MO 3P(EKTUBHOCTU M OE30MACHOCTU C OJIHOTO
TEpaneBTUYECKOT0 MOKa3aHus Ha JIpyroe: eciiu pedepeHTHBIN npemnapat nuMeer 0oJjiee OJHOTO
MOKa3aHUs K TPUMEHEHHIO, 3asBUTENb MPEJOCTaBiIseT OOOCHOBAHHE OTCYTCTBHUS
KIIMHUYECKUX HCCIEeNOBAHUN 2(P(HEKTUBHOCTU U 0€30MaCHOCTU OMOCUMUIISIpA O JIPYTUM
MOKa3aHUsAM K NMPUMEHEHHIO, M0 KOTOPBHIM HE MPOBEACHBI KIWHUYECKHE HCCIEIOBAHUS
OonocuMmIIsApa; B 000CHOBAHUHU OTPAXKAETCS OMBIT KIMHHYECKOTO TPUMEHEHUS, TOCTYITHOCTh
JaHHBIX JTUTEPATYPbl, MEXaHU3MOB JICHCTBUSI aKTUBHOTO BEIIECTBA peepeHTHOTo mpenapara
I KaXKIO0Tro MOKa3aHus (BKIII0Yas CTENIEHb UX JOCTOBEPHOCTH) U BOBJICUEHHBIX PELENTOPOB;
IpY HAJUYUHM JJOKA3aTeNbCTB, YTO MPHU Pa3HBIX MOKA3aHUAX K MPUMEHEHHIO BOBJIEKAIOTCS
pa3TUYHbIC aKTHUBHBIC IIEHTPHI JCHCTBYIOIIETO BeIIECTBa pedepeHTHOro mpemapara WUiu



pa3lIMuHbIe PEUEeNTOpPhl KJIETKH MUIIEHU WIM 4TO Npoduib Oe30MacHOCTH Mpernapara
pa3iauuaeTcs ISl pa3HBIX IMOKa3aHUW K NPUMEHEHHUIO, MNPEJOCTABISIOTCS JaHHBIC
KIIMHUYECKUX UCCIEIOBAHUM; I SKCTPANOJIUPOBAHUS JAHHBIX MO 0€30MaCHOCTH MPUHUMAET
BO BHUMaHHME (HAKTOPhI, CBSI3aHHBIE C MAlMEHTOM (COMYTCTBYIOIIEE JIeUCHUE,
COITYTCTBYIOIIHE 3a00I€BaHUS 1 UMMYHHBIHN cTaTyc), GaKTOPHI, CBI3aHHBIC C 3a00JIeBaHUEM (
peakiiu, CXOIHbIE C TAKOBBIMHU KJIETOK MHUIIIEHEN); 00beM TaKUX JIaHHBIX pacCMaTpPUBAETCA B
CBETE COBOKYIMHOCTH JI0Ka3aTEIbCTB, MOJYYEHHBIX MPHU YCTAHOBJIECHUHM COMOCTABUMOCTH
OMOCUMMJIISIPA ¥ TOTEHIIUATBHBIX OCTAIONTUXCSI HEOMIPEACIICHHOCTEH.

CHocka. [TyHKT 5 ¢ u3sMeHeHUsIMU, BHECEHHBIMU TIpUKa3zaMu MUHUCTpa 3/IpaBOOXPaHECHUS
PK o1 04.11.2022 Ne KP JICM-128 (BBOAUTCS B JAEUCTBUE MO UCTEUYECHUH JCCATH
KaJIeHJAApHBIX JTHEW MOCIIie THS €ro NepBoro ouiranibHoro onyonukosanus); ot 14.04.2023
Ne 70 (BBoAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS €ro
NEpPBOro O(PUIIMAIBHOTO OMyOJIUKOBAHMUS).

6. KoMOMHMpOBaHHBIE JIEKAPCTBEHHBIE TIPEMAPATHI

JIJist HOBBIX JIEKAPCTBEHHBIX MPEMapaToB, MPEACTABISIONUX CO00M KOMOMHAIIMIO ABYX

unu OoJjiee paHee H3BECTHBIX AKTHUBHBIX BEIIECTB B OJHON JEeKapCTBEHHOU Qopme,
MIPEJICTABISAETCS MOJHOE peructpaunuonHoe gocke (Momymu 1-5, Yactu I-IV Ilepeuns).
Monayns 3 wim Yacte Il BkiItoyaer cBeaeHHsT O MPOU3BOJACTBE, KOHTPOJE KayecTsa,
MIPOU3BOUTENIE KAXKJOTO aKTUBHOTO BEIIECTBA, BXOMSIIETO B COCTaB KOMOWHHPOBAHHBIX
nexkapcTBeHHbIX TmpenapatoB. B Moaynsax 4 u 5 unu Yactax III, IV Ilepeuns
MPEJCTABIISIIOTCS] PE3YIbTAThl JOKIMHUYECKUX U KIMHUYECKUX HCCIIEIOBAHUN 3asiBIISIEMBIX
KOMOMHAIMN aKTUBHBIX BEIIECTB.

7. JlekapcTBEHHBIE CPEACTBA C XOPOIIO U3YYECHHBIM METUIIUHCKUM MMPUMEHEHUEM.

K nmexapcTBEHHBIM CpEICTBAM C XOPOIIO M3YyYEHHBIM MEIMIIMHCKUM MPUMEHEHUEM
OTHOCSITCS JIEKAPCTBEHHBIE TIpenapaThl C MOITBEPKICHHOU (PHEKTUBHOCTHIO U MPUEMIIEMbIM
YpPOBHEM 0€30ITaCHOCTH:

AKTUBHOE BEIIIECTBO, KOTOPHIX XOPOIIIO U3YYEHO B MEIUIIMHCKOM NMPUMEHEHUU;

JIEKapCTBEHHbIE MpenapaThl U3 ChIPbs MPUPOJHOTO MPOUCXOKACHUS (HAIpUMEP: NETOTh
Oepe30BbIi, 3MEHHBIH S,

MPOAYKTHI MUETOBOACTBA, MEIUIIMHCKUE MUSBKH, KE€JIUb, MUHEPAJIBI U AP.);

BUTAMUHBI 1 BUTAMUHHO-MUHEPAIbHBIE KOMILJIEKCHI,

PacTBOPBI aHTUCENITUKOB (TIEPEKUCH BOAOPOIA, 01, OPUILIMAHTOBBIN 3€JEHBIN U JIp.);

BOJIa JUUISI UHBEKIIUM;

a7IcOpOeHTHI (Yrojib aKTUBUPOBAHHBIN );

KapMHUHATUBHbIC JIEKAPCTBEHHBIE IIPeNapaThl;

JIEKapCTBEHHBIE MpernapaThl U3 IPYMIbl Pa3ApakalomnuX U 00BOIAKUBAIOIINX CPEICTB.

B peructpanmonnom nocwe npeacrasisitoress Moayinu 1, 2 n 3 n Yacru 1, 11 [lepeuns. B
Mopaynsax 4 u 5 win Yacru 111, IV Ilepeuns B moapoOHoil HayuHOU Oubnuorpaduu
YKa3bIBAIOTCS JOKJIMHUYECKUE U KIIMHUYECKUE XapaKTePUCTHUKHU.



JIns TeKapCTBEHHBIX CPEACTB C XOPOIIO MU3YUYEHHBIM MEIUIHUHCKUM IPUMEHEHUEM
MIPENOCTABIISAIOTCS CIEAYIONIUE JaHHBIE:
1) dakTopsl, KOTOPHIE HEOOXOAMMO YUUTHIBATH MIPH OMPEIEICHUU XOPOIIIO U3YICHHOTO
MEJIUIIUHCKOTO MPUMEHEHUS KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJCTB:
BpEMS, B TEYEHHUE KOTOPOr0 UCMOJIb3YETCSI aKTUBHOE BEIIECTBO B MEAUIIMHCKON MTPAKTUKE

KOJIMYECTBEHHBIE aCTIEKTHI UCTIOIB30BAaHUS aKTUBHOTO BEILIECTBA;

4acTOTa HAYYHBIX MyOJMKAIMA U aKTYaJbHOCTH MCIIOIb30BaHUS aKTUBHOTO BEIIECTBA B
TEYEHHUE MOCIEAHUX S5 JIeT Mepen mojadeil 3asBleHus (CO CChUIKONW Ha MyOmuKaimuu B
HAyYHBIX HCTOYHHUKAX);

COTJIACOBAaHHOCTh HAYYHBIX OILIEHOK.

Jlnst ompeneneHus XOpouio U3y4YeHHOTO MTPUMEHEHHS Pa3TNIHBIX aKTHBHBIX BEIICCTB
IPEIOCTaBISETCS OLICHKA 32 pa3IuvHble eproibl BpeMeHu. [leprnoa BpeMeHu, HeoOX0AMMBIN
IS ONPENIETICHHS] XOPOIIO U3YYEHHOTO MEIUIIMHCKOTO MPUMEHEHHUs aKTUBHOTO BEIECTBa,
coctaBisieT He MeHee 10 JeT ¢ JaThl MepPBOr0 CUCTEMATHUYECKOTO U JOKYMEHTHPOBAHHOTO
MPUMEHEHUS JIEKapCTBEHHOTO CPEICTBA.

2) Matepuabl PErUCTPAllMOHHOTO J0Che, MPEACTAaBIECHHBIEC 3asBUTEIEM, BKIIIOUAIOT BCE
aCMEKThl OIIEHKU Oe30macHoCcTH M 3(G(PEKTUBHOCTH, COJEpP)KAT CChUIKY Ha 0030p
COOTBETCTBYIOIIEH JIUTEPATYPhl C YUETOM MpPeA- U MOCTPErUCTPALMOHHBIX UCCIIEIOBAaHUIN U
OIMyOJIMKOBAaHHOM HAy4YHOW JIUTEPATYPhl OTHOCUTENHHO PE3YJIbTATOB AMUAEMHUOIOTHUECKUX
UCCJIEIOBAHUM M OCOOEHHO CpPaBHUTENBHBIX HCCIENOBAHUN, BCIO JTOKYMEHTALMIO, Kak
MOJIOXKHUTENIbHYIO, TaK U OTpUIlaTeNbHyI0. brubnuorpaduueckas ccbuika Ha APYyrue UCTOYHUKU
J0Ka3aTeNbCTB (MOCTPErUCTPAIIMOHHBIE UCCIIEIOBAHMS, JTHIEMUOIOTUYECKUE UCCIIeI0OBAHUS
), Kpome JaHHBIX, KacarmolUXCs METOJAO0B KOHTPOJS M UCHBITAHUHN, SABIACTCA
J0Ka3aTeIbCTBOM 0€30MacCHOCTH U 3(P(PEKTUBHOCTH JIEKAPCTBEHHOT'O Mpenapara npu yCIOBHH
, YTO B PErHCTPALlUOHHOM JIOChE YETKO OOBSICHEHO W 0OOCHOBAHO MCIIOJIb30BaHUE ITHUX
HMCTOYHUKOB MH(POPMAIIHH;

3) oOocHOBaHUE [I0KAa3aHHOTO NPUEMIIEMOTO YpPOBHSA 0€30MacHOCTH U (WJIH)
3¢ (HEKTUBHOCTH, HECMOTPS HA OTCYTCTBUE HEKOTOPHIX HCCIICIOBAaHUM;

4) B NOKJIMHUYECKUX U (WUJIM) KIMHUYECKUX 0030pax OOBSCHUTH 3HAUYUMOCTH JTIOOBIX
NPEACTaBICHHBIX JaHHBIX, KACAIOUIUXCA YKE 3apEerUCTPUPOBAHHOIO JIEKAPCTBEHHOTO
nmpemnapara, OTIIMYHOTO OT TOTO, KOTOPBIM mpeanaraeTcs K peructpanuu. [Ipeacrasusercs
00OCHOBaHME I10 MOBOJY TOTO, MOYKHO JIM 3asBJICHHBII JIEKAPCTBEHHBIN Mpenapar cyuTaTh
MOJOOHBIM YK€ 3aperHCTPUPOBAHHOMY JIEKAPCTBEHHOMY IIperapary, HEeCMOTps Ha
CYLIECTBYIOIINE PA3IAYUS;

5) HOCTperucTpalMOHHbIA OMNBIT HCMOJIB30BaHUSI COJAEPKUT UHPOopManuio 00
UCIIOJIb30BaHUN JPYTUX JIEKApCTBEHHBIX MPENapaTroB, COACPKAIIMX T€ K€ AKTUBHBIC
BEIIIECTBA;



6) nepuoaAMUecK OOHOBIIIEMBIN OTYET MO 0€30MaCHOCTH JIEKAPCTBEHHOTO TIpernapara 3a
MOCJIEIHUE 5 JIET C MOMEHTa PErucTpali B CTPaHe MPOU3BOIUTENS 10 MOJIayu 3asBICHUS
3apyOEKHBIMU TTPOU3BOUTEIISIMH.

[Ipu OTCYTCTBHMM ONbITA MPUMEHEHUS B CTpaHE MPOU3BOJUTEINS 3a 5 JIET ¢ MOMEHTa
pEerucTpaIuu, MPeJOoCTaBIACTCS TMEPUOAMUCCKH OOHOBJISIEMBIH OTYET 1O OE30MaCHOCTH
JIEKapCTBEHHOTO Tpenapara 3a GakTHueCKoe BpeMsl PUCYTCTBUS HAa PHIHKE B COOTBETCTBHUHU C
TpeOoBaHUSIMU HaJIexKalieil npaktuku papmakonaazopa (GVP).

CHocka. ITyHKT 7 ¢ u3BMeHEeHHEeM, BHECEHHBIM MprKa3zoM MuHuctpa 3apaBooxpanenusi PK
ot 04.11.2022 Ne KP JICM-128 (BBOAMTCS B JEHCTBUE MO UCTCUCHUU JCCATH KAICHIAPHBIX
JTHEeW mocJie JAHS ero nepBoro oUIMaIbHOrO OMyOJIMKOBAHUS ).

8. PactutenbHbIC JIEKapCTBEHHBIC MpErapaThl

JInst sKCmepTU3bl JIEKApCTBEHHBIX MPENapaToB PACTUTEIbHOTO MPOUCXOKICHUS
IPEAOCTABISAIOTCS pe3yJIbTaThI COOTBETCTBYIOIIUX (hapMaKoJIOruueCcKuXx,
TOKCHUKOJOTHYECKUX U KIMHUYECKUX HCCleNoBaHUNU. Matepuanbsl U JOKYMEHTHI IO
JTOKIMHUYECKUM (HEKIMHUYECKUM) U (UJTH) KIMHUYECKUM UCCIIeI0BAHUSM BKIIOYAIOT:

MaTepuagbl JOKIMHUYECKUX (HEKIMHUYECKUX) MCCIENOBaHUM crnenudpuueckoi
AKTUBHOCTH;

MaTepuaibl UCCIEA0BAHUSA OCTPON U XPOHUYECKON TOKCUYHOCTH;

JAHHBIE 0 MECTHO-PA3APaKaIOIIEM JICUCTBUY;

JaHHBIE 00 AJJIEPTU3UPYIOUIUX CBOWCTBAX;

OMBIT KIMHUYECKOTO NPUMEHEHHUSI B CTPaHE-IIPOU3BOUTENIE UIH APYTUX CTPAHAX.

IIpu sTOM MaTepuanbl OTHOCUTEIBHO KAaYECTBEHHBIX ACIIEKTOB JIEKAPCTBEHHOTO
npenapara MpeaoCTaBIsI0TCS B IOJTHOM 00bEME.

J151st cOOpOB JIEKAPCTBEHHOTO PACTUTENILHOTO ChIPhS, (DUTO-4aeB MPEIOCTABISAETCS 0030p
Hay4YHOU JINTEPATYPHI MO JIEKAPCTBEHHBIM PACTEHUSAM, BXOJIAIIUX B UX COCTAB.

9. 'omeonaTuyeckue npenaparsl

3asBUTENb JJIs1 SKCIIEPTU3BI TOMEOMATHUYECKUX MPETapaToB MPEACTABISICT JOKYMEHTHI U
MaTepHabl, BKItouatomue napopmaruio mo Moaysam 4 u 5 unu Yactsm I u [V Tlepeuns:

IUIl TOMEOTIATUYECKUX TPENAapaToB, COOTBETCTBYIOIIUX BCEM HUKEIEPEUHCIEHHBIM
YCJIOBHSIM B KOMILIEKCE:

npenapaThl NpeIHa3HauYEHbl AJI IEPOPATBHOTO WU HAPY>KHOTO IPUMEHEHHS;

Ha STUKETKE JICKAPCTBEHHOTO Tpernapara Uiy Jr00i oTHOCsIIEH s K HeMy HHGOpMalluu
HE MPUBEICHO KOHKPETHOI'O TEPANIEBTUYECKOr0 MOKa3aHUs K MPUMEHEHUIO;

CTEIEeHb PACTBOPEHUS JICKAPCTBEHHOTO Tpernapara siBIsSeTCs JOCTaTOUYHOM JJIsl TapaHTUU
ero 0e30IMacHOCTH; B YaCTHOCTH, JIEKapCTBEHHBIN MIpenapar He coaepkarh Oojee 1 gacTu Ha
10 000 yacreit MaTogHOTO pacTBopa miaH 6osiee 1/100 MUHUMAIBHOM J103bI, IPUMEHSIEMON B
aJUIONATUHN B OTHOUIEHUH JIEUCTBYIOLIETO BEIIECTBA, HATUYUE KOTOPOTO B AJNTIONATUYECKOM
JIEKapCTBEHHOM Ipenapare TpedyeT 00s3aTeIbHOT0 HAIYMs pelienTa Bpaya, i Moaynei 4
u 5 win Yacreii 111 u IV Tlepeuns npenoctaBisitoTcst 0030p JaHHBIX HAYYHOU JUTEpaTyphl 00



3¢ PeKTUBHOCTH U 0E€30MAaCHOCTH TOMEONATHYECKOro Tpernapara B 3asBIseMOl 00JacTu
MIPUMEHEHUS;

JUISi HOBBIX TOMEOIATHYECKUX IPEenapaTroB, HE YIMIOMUHAEMBIX B (apMakomesx H
MOHOTpauAX; 11T KOMOMHHPOBAHHBIX TOMEOIIATHYECKHX MPENapaToB, KOTOPBIC MPUBEIET K
BO3MOJKHBIM B3aMMOJICUCTBUSAM, CHHEPTETUUECKUM 3P deKTaM Wi aaauTUBHEIM 3¢ deKTam
Pa3IUYHBIX WHTPEAUEHTOB; JUIsl TOMEONATUYECKUX MpenapaToB, MHIPEIUECHTHl KOTOPBIX
MPEJCTABIISIIOT PUCK TOKCUYECKUX WJIM JIPYTHX HEOJArompUsTHBIX BO3ACHCTBHI, OCOOCHHO
KOTJlJa WHTPEIUEHTHl KOHIICHTPUPOBAHBI WJM MPEJCTABICHB B HU3KHX pa3BEICHUAX (
Hanpumep, 1X, 2X wnu 1C), winm He KOHTPOIUPYIOTCS JTOKHBIM 00pa3oM B Mpoliecce
MPOU3BOCTBA; JIJISi TOMEOMATUUECKUX MPErapaToB, MPeAHaA3HAYEHHBIX I MHBEKIIUN U IS
MpernaparoB, NPUMEHSIEMbIX B 0(TalIbMOJIOTUH; MPEIHA3HAYCHHBIE JJISI UCIIOJIb30BaHUS C
[ENTbI0 MPOGUIAKTUKH WU JICUYCHUSI CEePhe3HBIX 3a00JeBaHUWM; IS TOMEOMATHYCCKHUX
npenapaToB, TMpeAHAa3HAYCHHBIX IS YSI3BUMBIX TPYyII HaceleHus (Hampumep,
HOBOPOJXKJICHHBIC U JIETU, OEPEMEHHBIC U MTOKUIIbIC, MAIIMEHTHI C OCIA0JIEHHBIM UMMYHUTETOM
u ap.): 1 Monyns 4 unu Yactu 11 [lepeunst npencTaBistoTcs JaHHBIE TOKCUKOJIOTHYSCKHX,
uccienoBanuii (B ciaydae cojaepkaHus HMHQEKIIMOHHOTO areHTa IMOJATBEPKIACHUE
UCCIIeTOBAaHNEM OHOJOTHMYECKON 0e30MacHOCTH), OO0OCHOBaHHME MOA00pa Pa3ITUIHBIX
IIOTEHLUM, JaHHbIE KIMHHUYECKOIO OIlblTa npuMeHeHus; mid Monyna 5 unn Yactu VI
[lepeuynss mpeACTaBIAIOTCA JaHHBIE KIMHWUYECKUX HCCIeA0oBaHUNM 00 3(P(HEKTUBHOCTH H
0€30IMMacHOCTH TOMEOINMAaTUYECKOro Ipenapara B 3asdBIseMON 00JacTH MPUMEHEHUs U
000CHOBaHME TIOI00PA PA3TUIHBIX TO3UPOBOK.

o0111asi XapaKTepUCTUKa JIEKAPCTBEHHOTO Mpenapara U MUHCTPYKIIMIO 110 MEAUIIMHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKJIAJIBIII) C YKa3aHUEM, YTO JICKAPCTBEHHOE CPEJCTBO SBISETCS
TOMEOTATUYECKUM MPENapaToM.
10. ButaMuHbI, MUHEPAIIBI
JInst sKCcmepTu3bl JEKApPCTBEHHBIX CPEJACTB, COAEPKANUX BUTAMUHBI U (WJIH)
MIPECTABIIAIONINX COOON KOMIUIEKC BUTAMUHOB U (MJIM) BUTAMUHOB U MUHEPAJIOB, 3asIBUTEIIb
MPEJCTABIISAET OJUH U3 HIKECIEAYIONINX IOKYMEHTOB U MaTE€pPUAJIOB:

1) 6ubnauorpadudeckuii 06030p AAHHBIX MO 0E30MACHOCTH JICKAPCTBEHHBIX CPEJCTB,

BMECTE C OTUETOM SKCIEPTa, BKIItO4as HH(OopMalnio 00 SKCIepTe;

2) Hay4HbIe TyOIUKAIIMK HA 3asBIsIEMbII Mpernapar;

3) naHHbBIE UCCIEOBAHUM OCTPOM U (WJIM) XPOHUYECKONH TOKCUYHOCTH.

11. PagnodapmaiieBTHUeCKuE MpernapaThl

Jlst skcnepTu3bl paarodapMalieBTHUECKUX MPenapaToB U UX MPeKypcopoB B Mojyie 3
wm Yactu Il Ilepeuyns npencTaBISIFOTCS MNOKYMEHTBl M MaTepHaibl, BKIIOYAIOIIUE
CJIEIYIOUTYI0 CeU(pUYECKYI0 HH(POpMAIHUIO:

1) B pagnodapmarieBTUueCKOM Habope, KOTOPBI CHaOXKaeTcsl paJloaKTUBHON METKOM

MOCJI€ TOCTABKH MPOU3BOIUTEIEM, 32 aKTHBHOE BEIIECTBO MPUHUMAIOT YacTh Halopa,
MpeIHA3HAUYCHHYIO JUIsl TEpEeHOCa WM CBSI3bIBaHUS paauoHykiauaa. OmnucaHue MeToja



MPOM3BOJICTBA paguodapMaleBTUUECKOro Habopa BKIOYAeT IOJAPOOHBIC JaHHBIC IO
MPOU3BOACTBY Habopa W JaHHbIE PEKOMEHIYEeMOW OKOHYATEeNIbHOM O0OpabOTKM Jist
MPOM3BOJICTBA PATMOAKTHUBHOTO JIEKAPCTBEHHOTO Tpemnapara. TpeOyemble crienudukamuu
PAAMOHYKIINIA ONMUCHIBAIOTCS B COOTBETCTBUU, €CJIM MPUMEHHMO, C OOLIEH WJIM YacTHOMN
crathell (MoHOTpadueit) I'ocymapcrBernHoit @apmakonen PK, mubo mpu oTCyTCTBUM TaKMX
crateir (MoHorpaduii) — cTarthsaM (MoHoOrpadusM) dapMakonei, NpU3HAHHBIX
AeicTByoUMME Ha Tepputopun Pecriyonuku Kaszaxcran.

B nomonnenue, omuchiBae€T BCE COCIUHEHUS, HEOOXOIMMBIC JIsI BBEICHHS
PaIMOaKTUBHON METKH, a TAKIKE CTPYKTYPY COCAUHEHUS C PAIUOAKTUBHON METKOM.

AHAIM3UPYIOTCA SIACPHBIEC PEAKIIUU PATHUOHYKIHUIOB.

Kak maTepuHckuit, Tak U TOYEPHUN paIMOHYKIIUJIBI T€HEpaTOpa CYUTAIOTCSI aKTUBHBIMHU
BEILIECTBAMU;

2) cBeZieHUs O MPUPOJIE PATUOHYKIIN/IA, TOUIMHHOCTA U30TOIA, BO3MOKHBIX MTPUMECSX,
HOCHTEJIE, TPUMEHEHUU U CEU(PUIECKON aKTUBHOCTH;

3) ucxoHbIe MaTepUasbl BKIIOYAIOT I[EJIEBbIE MaTEPUANIBI I O0TyUCHHUS;

4) paccMOTpeHUE XMUMHYECKOW (paJuOXMMUYECKOW) UYHUCTOTHI U €€ CBSI3b C
OmopacnpeieIeHUEM;

5) onucanue paAMOHYKIUAHON YUCTOTHI, PATUOXUMUYECKON YUCTOTHI U CTICIIU(UUECKOM
AKTUBHOCTH;

6) 1JI1 TeHepaTOPOB MPEACTABISAIOTCS MOAPOOHBIE JaHHBIE UCTIBITAHUNA MAaTEPUHCKUX U
JOYEPHHUX PATUOHYKIMIOB. JlJIsi TeHEepaTOpOB-3I0ATOB MPEACTABISIOTCS HCIBITAHUS
MAaTE€pPUHCKUX PATUOHYKIIUJIOB U IPYTUX KOMIOHEHTOB CUCTEMBI TEHEPATOPA;

7) coaepkaHHe aKTUBHBIX BEIIECTB HA OCHOBAaHMU MACChl aKTUBHOM YaCTHU MOJIEKYJIbI
MpUMEHSIETCS TOJIbKO K panuodapmaneBTUueckuM Habopam. Jling paauoHyKIUI0B
PaIMOaKTUBHOCTh BBIpaXKaeTcsi B OEKKEpessiX, ¢ yKa3aHWeM JaThl M, €ClIM HeoOXOAMMO,
BPEMEHH M YaCOBOT0 MOsica. YKa3bIBAE€TCS TUI PAJMOKTUBHOCTH;

8) cnenudukanuy JeKapcTBEHHOTO Mpenapara, siBIsIoIEerocs paauopapmaleBTHYeCKuM
HAaO0OPOM, BKITIOYAIOT UCTIBITAHUS CBOMCTB IpernapaTa mocjie BBEACHUS PaJu0aKTUBHON METKH
, COOTBETCTBYIOIIME KOHTPOJIM HA PAAHUOXMUMUYECKYI0 M PAJUOHYKIUIHYI) YHCTOTY
COEIMHEHUSI C PaJMOAKTUBHOW MeTKOH. JIroOoi Marepuasi, HEOOXOOUMBIN AJIsI BBEICHUS
PaJMOAKTUBHONW METKHU MOJJIEKUT YCTAHOBJIECHUIO MOJJIUHHOCTH U KOJIUYECTBEHHOMY
OIPEJIEIICHHIO;

9) undopmarus o CTaOMIBHOCTH ISl U30TOMHBIX T€HEPATOPOB, U30TOIMHBIX HAOOPOB U
JIEKApCTBEHHBIX MpPEenapaTroB ¢ PaJMOAKTUBHOW METKOW. YKa3biBaeTcs cTaOMIBHOCTh MpPHU
WCIIOJIB30BAaHUU Paino(dapMaleBTHUECKUX JEKapCTBEHHBIX MPENapaToB B KOHTEHHEpax s
MHOI'OpPa30BOr0 UCIIOIb30BAHUSI.

B Monyne 4 wim Yactu III Ilepeunst yka3pIBarOTCS aCIEKThl paAualiiOHHON JO3UMETPUH
(meiicTBue wW3MyueHHs Ha opraH (TkaHb)). [lokazaTenb MOTJIONIEHHOW J03bI W3ITYUYEHHUS



PACCUMUTBIBACTCS C YKAa3aHUEM CHCTEMBI HMCIIOJb30BAHHBIX MEXIYHAPOJAHO NPU3HAHHBIX
€IUHUL U3MEPEHNS IIPU ONPEAEICHHOM IIyTH BBEICHUS.

B Mopyne 5 nnu Yactu 1V Ilepeuns, ecnu npuMeHUMO, NPEACTABISIIOTCS PE3YJIbTAThI
KJIMHUYECKUX MCIBITAHUN WM TPUBOJMTCA B KIMHHMYECKHX o0030pax (Moayns 2)
000CHOBaHUE X OTCYTCTBHSL.

B cnywyae paanodapmaieBTHYeCKOro mpeKypcopa, npeaHa3HaueHHOTO TOJIbKO IS
BBEJICHHUS pPAJMOAKTUBHBIX METOK, IMpPEXKJE BCEro MpeacTaBisgeTcs HH}opMamus o
BO3MOJKHBIX TOCJIEICTBUSAX HEIOCTATOYHOU 3(P(HEKTUBHOCTH BBEACHHUS PATUOAKTUBHBIX
METOK WJIM JUCCOLMALMM In VIVO KOHBIOrata ¢ paJuOaKTUBHOM METKOM, T.€. BOIPOCHI,
CBSA3aHHbIE C JEWCTBHEM CBOOOJHOTO paJMOHYK/IMAA Ha MalueHToB. B nomonHeHue,
MPEACTABIAETCS COOTBETCTBYIOIIas MHGOpMaLUs OTHOCUTEIBHO (PAKTOPOB pHUCKa, T.€.
pPaZroaKTUBHOTO BO3/ICUCTBUS HA MIEPCOHAI OOJBHUIIBI U OKPY>KAIOLIYIO CPEay.

B wactHoCTH npeacTaBisieTcs cienyromas nHopmanus:

[Tomoxenus Monayns 3 mim Yactu 1l Ilepedns npuMeHSIOTCS NpU pETUCTpaLUU
paarodapMaleBTHUECKIX MPEKYPCOPOB, KAK YKa3aHO BBIIIE, €CIIU TPUMEHUMO.

B Monyne 4 wiim Yactu III Ilepeunss OTHOCUTENBHO TOKCUYHOCTH MPU OJHOKPATHOM U
MHOTOKPAaTHOM BBEJCHUHU IMPEICTABIAIOTCA PE3YyJbTaThl NOKIMHUYECKUX HMCCIENOBAHUM,
MIPOBE/ICHHBIE B COOTBETCTBUU C MPAaBUJIAMU HaJyIeKallel 1a00paTOpHOM MPAKTUKHU.

HccenenoBanuss Ha MyTareHHOCTb PAaJIMOHYKJIMJOB HE CUMTAIOTCS NPUMEHHUMBIMU B
JAHHOM KOHKPETHOM CIIy4ae.

[IpencraBisercss MHPOpPMALUs OTHOCUTENIBHO XHMHUYECKOW TOKCUYHOCTH U
pacripesielieHus COOTBETCTBYIOLIEro "XOoJMoAHOTO" (HE CcOoAep)Kalllero paJaroOaKTUBHBIX
BEILIECTB) HYKJIUA.

B Mopyne 5 unu Yactu IV Tlepeuns knunnyeckas uadopmalius, mojydeHHass B X0/1e
KJIIMHWUYECKHUX MCCIIEIOBAaHUM C MCMOJIb30BAHUEM MIPEKypcopa caMoro 1o cede, He CUUTaeTcs
3HAUMMOM B ciydae paauodapmaneBTUUECKOTO IMpeKypcopa, MpeaHa3HaueHHOTro
VCKJIFOYUTEIBHO JJI BBEICHUS paIMOAKTUBHON METKHU.

[IpencraBnsieTcss nHOpMaIUs, MOATBEPKAAIOIIAS KIMHUYECKYI0 3(P(HEKTUBHOCTH
pannodapMalleBTUYECKOr0 MpeKypcopa TMpHU MNPUCOCAMHEHUHM K  MOJEKyJIaM
COOTBETCTBYIOILIETO HOCUTES.

12. Opdannbie JeKapCTBEHHBIE MperapaThl

[Ipu skcnepTusze oppaHHBIX IPENapaToB MOJOKHUTEIBHOE 3aKIIIOUEHHE O 0€30MaCHOCTH
BbIJIa€TCs TI0J] 0053aTEIbCTBO 3aIBUTENS HA YCIOBUSAX:

1) BBINOJIHEHHS B ONPENEIICHHbIE CPOKH ONPENEIEHHOW MpOorpaMMbl UCCIEOBAHUM,
pe3yJbTaThl KOTOPBIX OYIyT SIBJISATHCS OCHOBAaHHWEM JUISI NEPEOLEHKHM COOTHOLICHUS
oJb3a-puckKk”;

2) mpUMEeHEeHUs JIEKapCTBEHHOTO Mpenapara moji CTporuM HaOJII0eHUEM Bpaya;

3) HEMeJIEHHOTO YBEAOMIICHUSI TOCYIapCTBEHHOTO OpraHa O JIIOOBIX HEeXeTaTeIbHBIX

peakuMsIX, BOZHUKIINX IPH MPUMEHEHUN Op(aHHOIrO Mpenapara, u NpeJIpUHATEIX MEpax B



COOTBETCTBUM C TNpukazoM Munuctpa 3apaBooxpanenus Pecnybnuku Kazaxcran ot 23
nexkadbpst 2020 roma Ne KP JICM-320/2020 "OO yTBepXA€HUU MpaBUI MPOBEACHUS
(dhapmakoHa 30pa 1 MOHUTOPUHTA 6€30MacHOCTH, KadecTBa M 3 (HEKTUBHOCTH METUITUTHCKHIX
uzenuit" (3apeructpupoBadH B PeecTpe rocyaapCTBEHHOW pPETHCTpallud HOPMATHUBHBIX
paBoBBIX akToOB 1o Ne 21896).

DKcnepTHas OpraHu3alys CoriacoBBIBACT MPOrpaMMy UCCIEOBAaHUM, 0053aTENbHYIO K
MPOBEJCHHUIO TIOCJIE IMOJYyYEHUS PETHCTpalud, pa3padOTaHHYIO W NPEAOCTaBISIEMYIO
3asIBUTEJIEM Ha DKCIEPTU3Y COTJIACHO MOJIMYHKTY 1) HACTOSIIIETO MyHKTA.

B mepuon BBINIOJSHEHHS MOCTABJICHHBIX YCJIOBHN S3KCHEpTHas OpraHu3alus
MPEAOCTABISET B TOCYJAPCTBEHHBIM OpraH WH(OpMAIHIO, MOTyYaeMyl OT 3asBUTENS O
MPOBEJACHUU OMPEACICHHON MPOTpaMMbl MCCIEIOBAHUN JISI €XKEroJHON TMEPEOIeHKU
COOTHONICHUS '"TONB3a-puCK" ST 3aperuCTPUPOBAHHOTO OpQaHHOTO Mpemnapara.
NHCcTpyKIMs 0 MEAMIIMHCKOMY MPUMEHEHUIO W Apyras MeIULIMHCKas HHpoOpManus o
3apErucCTPUPOBAHHOM TakuM o0Opa3oM opdaHHOM IMpenapare COAEPKUT yKazaHUS O
HEJOCTATOYHOCTH JTAHHBIX.

Cuocka. ITynkr 12 - B penakuuu npukaza Munnctpa 3npaBooxpanenusa PK ot 04.11.2022
Ne KP JICM-128 (BBoAMTCA B ACHUCTBUE 11O UCTCYCHUHU JIECATU KaJCHIAPHBIX JTHEHW mocie aHs
€ro MepBoro oPuIMaILHOTO OMyOJIMKOBAaHMS); C ©3BMEHEHHWEM, BHECEHHBIM MTPUKA30M
MunucTtpa 3apaBooxpanenust PK ot 14.04.2023 Ne 70 (BBOOUTCS B AEMCTBUE 110 UCTEUECHUH
JIECATU KaJCHAAPHBIX JHEH MOCIE HS €ro MepBOro o(puImaIbHOro OMyOJIMKOBAHMUS ).
13. JlekapcTBeHHBIE TpeEnapaThl NEPEIOBON TEPAITHH
Marepuansl perucTpallMOHHOTO JTOChE I BBICOKOTEXHOJOTHYECKHUX JIEKAPCTBEHHBIX
MpenapaToB COOTBETCTBYIOT pazzeny 4 [IpaBun peructpaiuu 1 3KCIepTU3bI JIEKapCTBEHHBIX
CPEACTB JJIsI MEIUIIMHCKOTO MPUMEHEHHUS], YTBEPKICHHBIX penienrneM Cosera EBpa3zuiickoit
AKOHOMMYECKOU KoMuccuu ot 3 Hosiopst 2016 roga Ne 78.
14. Tpancdep
[Ipu sxcnepTH3e JICKAapCTBEHHBIX MpenapaToB, MPOU3BOJMMBIX Ha OCHOBE mepeHoca (
TpaHcdepa) MOJHOTO IMHUKJIA UM YaCTH MPOU3BOACTBEHHBIX M TEXHOJIOTUYECKUX MPOIIECCOB,
K PETUCTPALMOHHOMY J10ChE JIOMOJHUTEIBHO MPEIOCTABIISIIOTCS CIECIYIOMINE TOKYMEHTBI:
1) noroBop 0 mepeHoce MPOU3BOJCTBEHHBIX M TEXHOJOTMYECKUX MPOILIECCOB MEKITY
OTE€UYECTBEHHBIM MIPOU3BOAUTENEM U 3apyOEKHBIM MPOU3BOIUTEIIEM;

2) OTYET MO pe3ybTaTaM MPOBEAEHHOTO TpaHc(depa, BKIIYAIOUIErO OMUCAHUE POEKTa
Tpancepa, macmTad TpaHcdepa, KpUTHUECKHUE MapaMeTphl, MOJTYyUYCHHBbIE OCHOBHOM H
JOTIOJTHUTEILHON TUIONIaJKaMU, 3aKIIOUUTENIbHBIE BBIBOALI TpaHcdepa, ¢ MPUIIOKEHUEM
ceprudukara GMP (c ykazanrem nathbl 1 pe3yabTaTOB MOCIEAHEN HHCTIEKIIUN) (HOTapUaIbHO
3aCBUIETENILCTBOBAHHBIN) 3apy0€KHOTO MPOU3BOIUTEIIS;

3) oTueT BadUAAUMU MPOU3BOJCTBEHHBIX MPOIIECCOB HAa OTECUYECTBEHHOMU
IPOU3BOICTBEHHOM TUIOIIAIKE;



4) 0 MOATBEPKACHUU TOTO, YTO KAYECTBO MCXOJHOTO ChIPhA (aKTUBHOW CyOCTaHIIUH,
BCIIOMOTaTeNIbHBIX BEIIECTB), UCIOJIb3yEMOr0 Ha OTEYECTBEHHOW IUIONIAJKE HE BIMSET Ha
MIPOLIECC WJIN TOTOBBIN IPOAYKT;

5) Mo KOHTpPOJIIO KadecTBa MpenapaToB, MPOU3BOJMMBIX Ha OTEYECTBEHHOU
IIPOU3BOACTBEHHOM IJIOMIAJIKE, M MPENapaToB 3apyOeKHOTO MPOU3BOAUTENS OCYIIECTBIIAECTCS
no ojfHOM creuudukanuu (0AMHAKOBBIM Npoduib npumeced, (hapMaKOKMHETUYECKHI
po(uib pacTBOPEHHUS (I1s1 TBEPIBIX JEKAPCTBEHHBIX (POPM) M HH-BUTPO MCCIIETOBAHUA);

6) OTYETHI HCCIEAOBAaHUN OMOPKBUBAJICHTHOCTH WJIM KIMHUYECKUX HCCIETOBAHUM
JIEKapCTBEHHBIX MPENapaToB, MPOU3BEACHHBIX HAa MPOU3BOACTBEHHBIX IUIOMIAJKAX BHE
Kazaxcrana (B cimydae oTCyTCTBUSI — 000CHOBAHUE).

B ciyuae, ecnu nepenaronas miomnaaka peErucTpupoBalia Ha CBOEN TEPPUTOPUU TTpeErnapar
no mpolenype TpaHcepa TEXHOJIOTHUM M UCMIOJIb30Bajlia OTYET MCCIEIOBAHUS
OMOPKBUBAJIEHTHOCTH WJIM KIIMHUYECKUX HCCIEAOBAaHUN TPETbeW CTOPOHBI, IaHHBIE OTYETHI
MPUHUMAIOTCS K PACCMOTPEHUIO TP SKCIEPTU3E PETUCTPALIMOHHOIO JJOCHE.

7) Ha MOMEHT T0/Ia4YM 3asiBJICHUS HA HKCIIEPTU3Y MPHU PETUCTPAIIMH TIEpeiatolas CTOPOHA
MPEIOCTABIISIET PE3YyJIbTaThl UCCIEIOBAHUN YCKOPEHHON CTaOUJIBHOCTH W HE MeHee O-Tu
MECSYHBIX HCCJIEIOBAaHUN JOJITOCPOYHOM CTaOMIBHOCTH, JUISl MPUHUMAIOIIEH CTOPOHBI —
MporpamMmy UCCJIeI0BaHUI CTAOUIILHOCTH C YKa3aHUEM CEpUi JIEKApCTBEHHOIO Mpernapara u
MOCTPETUCTPALMOHHBIE 0053aTeNbCTBA O MPEJOCTABICHUU JAHHBIX CTAaOMJIBHOCTH C
IUIOIIA/IOK Tepenaroued U NpUHUMaroUIed CTPOH (MEPUOJUYHOCTb MPEJOCTABICHUS
uH(GOPMAIIUU COTJIACHO MPOTPAMME U3YYEHUS CTAOMIBHOCTH).

[Tpu nomuom neperoce (TpaHcdepe) NPOU3BOJACTBEHHBIX U TEXHOJIOTMYECKUX MPOIIECCOB
3asBUTENIb OOECIEUYMBAET IOJHOE COOTBETCTBHE YCJIOBUU MPOMU3BOJCTBA U CHUCTEMBI
obecrnieyeHrss KadecTBa Ha MPOU3BOJCTBEHHOM Miomaake B PecmyOnuke Kaszaxcrtan
YCJIOBHSIM IIPOU3BOJACTBA M CUCTEME 00OeCleUeHusl KauecTBa MPOU3BOJICTBEHHOM IUIOIMIAIKU
BHe Ka3axcrana.

15. Ilepepeructpanus

3asBUTENb MOJAET 3adBJICHUE HA MPOBEICHHE 3KCIEPTU3bI I MEPEePErucTpalnH,
NOJAETCS A0 OKOHYAHMS JICHCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUSI.

Ha skcneptu3y npu rocynapcTBEHHOM MepeperucTpanuy JeKapCTBEHHOIO CPEACTBa
npousBoautenssMu Pecrmybnuku Kazaxcran mpenocrtapisitores dactd 1 u I Tlepeuns
npuiioxkeHuss 2 K HactosamuMm [IpaBunam, 3apyOeXHBIMH HPOU3BOAUTEISIMU
npenoctapistoTess Moaynu 1-2 corimacHo npuiioxkeHuro 3 K HactosumuM [IpaBuiiam.

B o0mem oTtyeTe mo KayecTBy IpeAocTaBisieTcss 0030p MHPOpMAINK, CBA3aHHOHN C
XUMUYECKUMHU, (HapMaIeBTUUYECKUMHU U OMOJIOTUYECKUMH JaHHbIMU. [lokymeHnTs Momyns 2
OXBAaTBIBAIOTCS BOMPOCHI U OMHUCHIBAIOTCS COOTBETCTBYIOIIUE JIaHHbIE, KOTOPbIE MOJIPOOHO
npeacTasieHsl B Mogyie 3.

[Ipu BbIABICHUU B XOJ€ MPOBEACHUS SKCIEPTU3BI (PAKTOB, CTABSIIUX TOJ COMHEHUE
JOCTOBEPHOCTh CBEIECHUM, NPEACTABIEHHBIX B Moayne 2 perucTpanmoHHOTO JTOChE B



OTHOLIEHWHM KayeCTBa JICKAPCTBEHHOI'O Ipemnapara, SKCIEPTHAsE OpraHU3alus 3alpalnBacT
NOKyMeHTbl Monyis 3.

JononuutenbHo mpousBoautensmu Pecnyonuku Kazaxcran uz Yactu IV Tlepeuns
COTJIACHO MPUJIOKEHUIO 2 K HacTosmuM [IpaBuinam u 3apyO0eKHBIMU MPOU3BOIUTEISIMH U3
Mopyisa 5 corsacHO NpUIIoKeHUIo 3 K HacTosimuM [IpaBritam nperocTaBIisroOTCs:

1) OT4EeTHI MOCTPErUCTPAIMOHHBIX KIMHUYECKUX HCCIeNOBaHUM 3(PGHEKTUBHOCTU U
0€30MacHOCTH B COOTBETCTBUU C TUIAHOM YIPABJICHUS pUCKAMU;

2) mepuoaMYECKH OOHOBIISIEMBIH OTYET IO 0€30MacCHOCTH 3a MOCJIEIHHE 5 JIeT
HaXOXJCHUSl JIEKAapCTBEHHOr0 Ipenapara Ha QapMaleBTUYECKOM phIHKEe PecnyOinku
KazaxcraH ¢ KpaTKUM ayTEHTUYHBIM IIEPEBOJAOM C SI3bIKA IPOU3BOJAUTEISI HA PYCCKHUM SI3BIK
OCHOBHBIX Pa3JIeJIOB.

Cuocka. [Iynkr 15 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 02.06.2023
Ne 94 (BBoaMTCS B ICMCTBUE 110 UCTCUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE HS €ro
MepBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).

16. BHeceHre U3MEHEHH B PETUCTPALIMOHHOE J10CHE

1) BHecenue M3MEHEHUH B PETUCTPALIMOHHOE JOChE OCYIIECTBISAETCS A0 MOJAayuu
3asIBJICHUSI HA TIEPEPETUCTPAIMIO B COOTBETCTBHH C TpeOoBaHUsIMU HacTosuux [IpaBui, 3a
HCKJIFOYEHHEM U3MEHEHUM Mo peKoMeHIauu (hapMakoHa 30pa U SKCTPEHHBIX OTPaHUYCHUM,
CBSI3aHHBIX C 0O€30MaCHOCTHIO MPUMEHEHHUs mpemnaparta. [Ipm BHeceHWM H3MEHEHHUU B
peructpaunonHoe nocke tuna IA, Ib unu II 3asButenem npenocraBisieTcs NOSICHUTEIbHAS
3aIrcKa, coJieprkaliasi 000CHOBaHHE HEOOXOIMMOCTH BHOCUMBIX H3MEHEHHI.

[Tomaua 3asiBIE€HHS Ha SKCIEPTU3Y BHECEHHS U3MEHEHUUM B PETMCTPALIMOHHOE JOChE
OCYILIECTBIIAETCS 3aABUTEIIEM B TEYEHUE CPOKOB, NMPENYCMOTPEHHBIX NyHKTaMu 62 u 65
Hactossux [IpaBui.

2) [Ipu BHECEHUI U3MEHEHUI B pETUCTPALIMOHHOE A0Che Tuna I1:

no nyHktaMm b.I mpenocraBisiercs nepeuenb nokymMeHToB Yactu I, II Ilepeuns (
oOHoOBJIeHHBIE pa3zenbl [ A7 - [JokyMeHT, MOATBEPKIAIOIINI KaueCTBO aKTUBHOTO BEIIECTBA
(ceptudukar amanmsza 3-X cCepuid aKTUBHOW (apmaleBTUUECKOW CyOCTaHIIMU OT
NPOU3BOUTEINS, CEepPTU(UKAT aHalIu3a CYOCTAHIMH OT TPOU3BOIUTENSA, CepTUPUKAT
cooTBeTcTBUS MOHOTpaduu EBponelickoit @apmakoneu, TPOTOKOJI aHAIN3a, aHATTUTUYECKUN
NacropT JaHHBIE MO MU3YYEHUIO CTAOMIBHOCTH TOTOBOTO MPOIYKTA MPHU JOJTOCPOYHBIX U
YCKOPEHHBIX YCIIOBUAX M3YUYEHUSI CTAOMIBHOCTH C MCIOJIb30BAHUEM 3asBIIIEMON CYyOCTaHIIUN
3a mepuoj kak MUHUMYM 6 MecsneB.) u Il C 1 - aktuBHas cyOCTaHIMA B COOTBETCTBUU C
BHOCHUMBIMHU M3MeHeHUusIMH) win Monyns 3 [Ipunoxkenus 3 (oOHOBIEHHBIE pa3aeinsl 3.2.S u
3.2.P B COOTBETCTBUU C BHOCUMBIMHU U3MEHEHUSIMU );

no nyHktam b.II npenocrtasnsercs nepedueHsb JokymMmeHTOB YacTtu I (0OHOBIEHHBIN pa3ien
I A8 - JIokyMeHT, NOATBEPKAAOIINNA KaYeCTBO FOTOBOTO MPOAYKTa TPEX MPOMBIILIEHHBIX
cepuii (cepTuduUKaT aHalIKM3a, MPOTOKOJI aHAJIN3a), OJIHA CEPHsl KOTOPOTO COBMAAET C cepuei
oOpa3ua JeKapCTBEHHOIO CpPEACTBA, MOJAHHOTO Ha PErucTpalui0 B COOTBETCTBUH C



BHOcuMbIMU u3MeHeHussMH) U 11 [lepeuns wnu Moayne 3 Ilpunoxenus 3 (0OHOBIEHHBIE
paznensl 3.2.P B COOTBETCTBUU C BHOCUMBIMH U3MEHEHUSIMH).

17. YckopeHHas 3KCIiepTHh3a JIEKapCTBEHHOTO CPEACTBA

[Ipu npoBeieHNN YCKOPEHHON SKCIIEPTU3BI HE CHUKAIOTCS TPeOOBaHUS K 0€30MacHOCTH,
KauecTBY U 2(P(EKTHBHOCTH JIEKAPCTBEHHBIX CPEIICTB.

1) YckopenHas s3KkcnepTr3a JeKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MO PEIICHUIO
YIIOJITHOMOYEHHOT'O OpraHa U MPOBOJIUTCS B CydasiX:

npeHa3HAYEHUS JICKAPCTBEHHBIX CPEACTB I MPOPMIAKTUKH, JCUCHHS, TUAaTHOCTHUKU
penkux 3a00JieBaHuM;

BO3HUKHOBEHUS M YCTPAHEHUU TOCIIEICTBUHN SMHUAEMHUH, MAHASMUN HUHPEKIIMOHHBIX
3a00JeBaHul (JIEKapCTBEHHBIE MperapaThl ATHONATOICHETUYECKOU Teparnuu, MPUMEHsIEMbIE B
AKCTPEHHBIX CUTYalIUSIX B OTBET HA YTPO3bI 3/I0POBBIO HaceeHUs (TAaHEMHUH) U BKIIIOUCHHBIE
B KIIMHUYECKHE MMPOTOKOJIbI JICUEHNUS,

BOCHHBIX JEHCTBUI U JIMKBUAAIIMYU UX TOCJIEICTBUN, BOSHUKHOBEHUS, IPEAYIPEKICHUS U
JUKBUJAIMUA TIOCHEACTBUI YpPE3BBIYANMHBIX CHUTyallUil, YTpO3bl BO3HUKHOBEHHS,
pacrnpoCcTpaHEeHHs] HOBBIX 0CO00 OMAacHbIX MH(MEKIMOHHBIX 3a00JIeBaHUN U JIUKBUJIALIMU UX
MOCJICACTBUH;

npeHa3HauYCHUs JICKAPCTBEHHOrO Ipenapara, HHOCTPAHHOTO MPOU3BOAUTENS, s
TpaHc(epa TEXHOJOTHI Ha MPOU3BOACTBEHHYIO IIIOIMIAJNKy Ha TeppuTopuu PecmyOmuku
Ka3zaxcran.

2) DKkcrepTHu3a JEKapCTBEHHBIX CPEJCTB, YUACTBYIOIIMX B MPOIETYPE COBMECTHOMU
npekBanupukanun BO3, ocyiecTBisieTcs B COOTBETCTBUM C MpuioxkeHueM 8 Cepuu
Texanueckux nokianos BO3, Ne 996, 2016 r. "[Iponexypa COBMECTHON PETUCTPALIANA MEXKTY
TPYIION MO MpeaBapuTeNIbHON olleHKe BecemupHoii opranuzanuu 3apaBooxpanenus (BO3) u
HallMOHAJIBLHBIMU OpPraHaMUu PETYJUPOBAHUSA JJIsi OIEHKH W YCKOPEHHON HallMOHAIBHOMU
peructpanuu (HapMareBTUIECKUX MPOAYKTOB U BAKIMH, MPOIIEAIINX MPEIBAPUTEIHHYIO
kBanudukanuo BO3".

Hactosiee mpusiokeHue pacrnpoCTpaHSETCsl TAKXKE Ha JICKAPCTBEHHBIE CPEJICTBA,
HAXOJSIIUECS Ha ATale SKCIEPTHBIX padoT 0 BCTYIUIEHUS B cuily HacTosux [IpaBui.

Cuocka. ITynkr 17 - B penakunu npukaza Munnctpa 3npaBooxpanenusa PK ot 04.11.2022
Ne KP JICM-128 (BBoAUTCA B ACUCTBUE 110 UCTCYCHUHU JIECATU KAJCHIAPHBIX JTHEUW Mocie AHs
€ro MepBoro oPuIMaILHOrO OMYyOJIMKOBAHMS); C U3BMEHEHHUEM, BHECEHHBIM MTPUKA30M
MunucTtpa 3apaBooxpanenust PK ot 14.04.2023 Ne 70 (BBOOUTCA B IEMCTBUE 110 UCTEUECHUH
JIECATU KaJCHAAPHBIX JHEH MOCIE THS €ro MepBOro o(puImaIbHOro OMyOJIMKOBAHMUS).

IIpunoxenue 5 k npaBuIam
IIPOBEIEHUS DKCIIEPTU3BL
JIEKapCTBCHHBIX CPE/ICTB

ITepeders OCHOBHBIX TpeOOBaHMI K OKAa3aHMIO F'OCYAAaPCTBEHHOH yCIyrd "Brigada 3aKi0o9eHus O
6e3omacHOCTH, KauecTBe H 3P PEKTHBHOCTH JIEKAPCTBEHHBIX CPEICTB H MEIUIIMHCKHUX H3IeTHii"



Caocka. [Ipunoxenue 5 - B penakuuu npukaza Munuctpa 3apaBooxpanHenus PK ot
25.08.2025 Ne 83 (BBOAUTCS B ICCTBUE 110 UCTCUCHUHM JICCSITH KaJICHIapHBIX JIHEH MOcIie THS
€ro MepBoro oPuUIUaILHOrO OMyOJIMKOBAHUS).

Brigaua 3aKJIYCHUS 0
HauMmeHOBaHHME TOCyIapCTBCHHONH 0€30MacHOCTH, KadeCcTBE U
YCIyTH 3 PeKTUBHOCTH IIEKapCTBEHHBIX

CPENCTB U MEAULIMHCKUX U3JEIUN

PecnyOnukanckoe rocyJapcTBEHHOE
npeAnpusiTHE  Ha  IpaBe
X03S[IICTBEHHOTO BEJICHUS
HarroHanbHbIN HEHTP SKCIEPTU3BI
JeKapCTBEHHBIX CpencCTB,

=

2 HammenoBanwme yciayrogarens MEIUIMHCKUX H3IETNI
MEIUIIUHCKOTO u

Komurera

(hapMaIeBTUYECKOTO  KOHTPOJIS
MuHHCTEpCTBA 3/IpaBOOXPAHEHUS
Pecny6immkn Kazaxcran (mamee —
YCITyTOIaTeIh)

1) mopram  "3IEKTPOHHOTO
npaBuTenscTBa" (Www.egov.kz) (
Jlanee — roprain);

3 Crnoco0sl NpesoCTaBICHHS 2) oObexr wuHbopmaruzauuum "
TOCYAAapCTBECHHON YCIIyTH nHpopmanuoHHass  cHcTeMa
roCyJAapCTBEHHON  JKCIEPTHOU

opranmzannu  "www.ndda.kz"" (

Janee — MHGOpMAaIMOHHASI CHCTEMA).

JUTSL ICKAPCTBCHHBIX CPEIICTB!
MIPH TOCYTAPCTBEHHOMN PEerucTpanuu
— He npesimaromuii 140 (cTo copok
) pabounx THEH;

mpu DJKCHEepTHU3e C IeIblo
TOCYJapCTBEHHONW PETHCTPAIldU
JIEKapCTBEHHOTO CpeACTBa C
JIEHCTBYIONIUM PErHCTPAlIHOHHBIM
YJOCTOBEPEHUEM Ha MOMEHT TOJIauH
3asBJICHUS Ha JKCIEPTU3Y U
Bxonamux B  IlepedeHsp
CTpaTeru4ecKu BaXKHBIX
JEKapCTBEHHBIX CPEICTB U
MEAUIHUHCKUX  HM3AeNUd, U
rOCyAapCTBEHHON MEPEePErucTpariu
— e 6ostee 90 (neBstHOCTO) pabounx
JTHEH;

MpU BHCCCHUM U3MCHCHUU B
perucTpalMoHHoOe Aochbe Thna IA,
tuna Ib u tuna II ¢ npoBenennem
mab0paTOPHBIX HCIBITAaHUI — HE
6onee 80 (BocempaecsaT) pabounx
JTHEH;

MpH BHECCHHUH U3MCHCHUH B
pEerucTpalMoHHoe Joche Tuna IA,



Cpok OKa3aHusl rocynapCTBEHHOM
yCIyru

tuna Ib u tuma II 6e3 mpoBeneHus
ma00paTOPHBIX HCIBITAaHUH — HE
Oomee 45 (copox mATH) paboumx
JTHEH;

NpH BHECCHHWM W3MCHEHUU B
pPETHCTPaIlIOHHOE 10Che B YacTU
YTBEPKACHUA MECTa HAHCCCHUA
KOHTPOJNBHOTO (
UICHTU(UKANUOHHOTO) 3HaKa B
MaKeThl MapKHPOBKH YIIAKOBOK
JIEKapCTBEHHBIX CPENICTB — HE Ooee
10 (mecsiTp) pabounx THEIH;

MpPH DKCIEPTH3E JIEKAPCTBEHHOTO
Cpe/CTBa MPU BHECEHUH U3MEHEHUH
B PETUCTpPALMOHHOE N0Che ThMa A,
He  TpeOyHImHUX  OLCHKHU
0e30MacHOCTH, KadecTBa H
3()(PEKTUBHOCTH W COOTHOIICHUS
MONIb3a-PUCK  JICKAPCTBEHHOTO
cpenctBa (Cmeruanu3MpOBaHHAs
JKCIepTH3a) - B CPOK, HE
npesbimarommit 20 (aBaauaTe)
pabouux JHEH,

Ha TIPOBEJEHHE YCKOPEHHOU
SKCHEPTU3Bl  JIEKAPCTBEHHOTO
cpeactBa — He Oomee 60 (
mecTbaecsaT) paboumx IHEH.
SKCIEePTH3a JEKAPCTBEHHBIX CPEIICTB
, YYacTBYIOIIMX B MpoLenype
COBMECTHOW MpeKBaH(pUKAIIUU
BO3 — nHe Oosee 65 (mectbaecst
SITh) PabOYNX JHEH;

JUTSE METATTAHCKIX F3/ICTIHIA:

MIPH TOCYTAPCTBEHHON PErucTpanuu
Kiacca 1 u kiacca 2a, TpeOyrommx
MpoBeNeHUs  JTa00opaTOPHBIX
ucnplTaHuii — He Oonee 70 (
CEMbJICCAT) pabOUMX THEH;

IIPU TOCYIapCTBEHHON PETUCTPALMU
knacca 20 (C TOBBINIEHHOH
CTCMEHBI0 pHUCKa) W Kiacca 3 (¢
BBICOKOW  CTENEHBIO  pUCKA),
TpeOymux MPOBEICHUS
mab0paTOPHBIX HCHBITAaHUN — HE
6onee 110 (cto mecsaTh) paboumx
THEH;

IIPU TOCYIaPCTBEHHOM PETUCTPALIMU
MEJUIIMHCKOTO  H3JeNus, He
TpeOyromero MPOBEICHUS
nabopaTOpHBIX  HUCHBITAHUU
HE3aBHCHMO OT KJlacca — He Oolee
70 (cemprecsT) paboUnX THEH;

NpH BHECCHHWM W3MCHEHUH B
perucTpanuoHroe jgocke (0e3



®dopma okazaHHs TOCYyIapCTBEHHOM
YCIIyTH

Pesynbprat
rOCyJIapCTBEHHOU YCIIyTH

OKa3aHusda

npoBeAeHUsT  J1abopaTopHBIX
ucmeITaHu) — He Oomee 50 (
MSATBHAECAT) PadOUHX THEH;

IpH BHECEHWU M3MCHEHUIl B

perucTpamMoHHOEe Jochke  (C
MpoBeAeHUEM  J1abopaTOPHBIX
UCIbITaHUN) — He Oonee 65 (

IIECTBACCAT MATh) pabounX JHEHU;
MPU YCKOPEHHOU 3KCIIEPTHU3E U MIPU
nepeperucrpauuu — He 6oinee 30 (
TpHUIIATH) pabodnX JHEH;

DJIeKTpoHHas (gacTu4aHO
aBTOMAaTH3UPOBAHHAs)

Jns neKkapCTBEHHBIX CPEJCTB:
Brimaua
0€30MacHOCTH,
3¢ (HEKTUBHOCTH  JICKAPCTBEHHBIX

3aKJIIOYCHHUA 0
Ka4eCTBC n

CpeAcTB Mo (opMaM COIJIACHO
npunoxkeHusm 14, 15 x IlpaBunam
HpOBEIECHUS JKCTIEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB, JHOO
MOTHBHPOBaHHBIA OTBET 00 OTKa3e B
OKa3aHUH TOCYNapCTBEHHON yCIyru
B CIy4asx M IO OCHOBAHHUSIM,
IpEeayCMOTPEHHBIM IyHKTOM 10
HACTOSIILET0 MEpPEeYHs OCHOBHBIX
TpeOOBaHUI.

®opma BbIJAYa  pe3yibTaTa
OKa3aHUsI TOCYAapCTBEHHON YCIYTH:
3JIEKTPOHHAsL.

JInst MeTUIIMHCKUX U3/IEHi:

Beimaua  3akiao49eHHUS O
Oe3omacHOCTH, KadecTBe H
3¢} peKTHBHOCTH MEAUIHHCKUX

n3genuid mo (GopMaMm COTJIAacHO
npunoxkeHusm 12, 13 x IlpaBunam
MpOBECHUS SKCTIEPTU3HI
MEIUIMHCKUX HW3JeNuil, JI1b0
MOTHBHPOBAHHBIA OTBET 00 OTKa3e B
OKa3aHUH TOCYNapCTBEHHON yCIyTrH
B Cly4yasXx M 10 OCHOBaHMHSIM,
MPEeIyCMOTPEHHBIM IIyHKTOM 10
HACTOSIILEro MepeuHs OCHOBHBIX
TpeOOBaHHUH.

dopma BbIJAYa  pe3yibTaTa
OKa3aHMsI FOCYJapCTBEHHOM yCIyTH:
JJEKTPOHHAsL.

VYcnoBue XpaHeHHs yCIyroaareneM

HEBOCTpeOOBAHHBIX B  CPOK
JOKYMEHTOB:
Ipu HE oOpameHuun

YCIYTONOIy4YaTelsl 3a pe3yIbTaToM
roCyJapCTBEHHOH yCIyru B



Pa3smep mnartel, B3uMaemoi
C yCIyronojiyyatess pu OKazaHUU

TrOCYJapCTBEHHOH yCIyTH, W
croco0bl €€ B3MMaHHs B CIyYasXx,
NpeaycMOTpPEHHBIX

3aKOHOJATeIbCTBOM PecryOnuku
Kazaxcran

I'paduk pabots! yciayronarens

yKa3aHHBIA CpOK, YCIyrogareib

obecneunBaeT XpaHeHue
3aKJII0OYEHHsT O O€30I1acHOCTH,
KagecTBe H 3(P(PEeKTHUBHOCTHU
JICKAapCTBCHHBIX CpeacCTB nu

MEIULIMHCKUX HU3JCIUNA B TEYECHUE
120 (cto mBamamats) pabouux aHEH

Omnnara, B3UMaemas c
YCIIyTONOoNy4yaTesisi MpH OKa3aHWU
rocyJapCTBEHHOU YCIIyTH,
YCTaHaBIIMBAETCS B COOTBETCTBHU C
NpEeHCKypaHTOM  yCIyroJaTes,
yCTaHaBIHUBAaEMBIH
YIOTHOMOYEHHBIM OpPTaHOM IIO
COTJIACOBAHHUIO C aHTHMOHOIIOJIHHBIM
OpraHoM B COOTBETCTBUU C ITYHKTOM
2 cratbu 239 Konekca PecriyOnuku
Kazaxcrtan "O 3m0poBbe Hapona u
31paBOOXpaHeHus" U
OCYIIECTBIACTCI B OC3HATHIHON
¢bopme Ha pacyeTHBII
yCITyrogaTens

CUCTEMC

CUeT

1) ycnyromarens — ¢ mOHEAEIbHUKA
o nstHuLy, ¢ 8.00 1o 17-30 yacos ¢
nepeppiBoM Ha o6en ¢ 13.00 mo
14.30 yacoB, KpoMe BEIXOAHBIX H
Mpa3IHUYHBIX AHEH cornacHo Tpyzao

BOMY Kojekcy Pecnybiuku
Kazaxcran (mamee — Tpyzmosoit
KOJICKC).

Ycnosue 00cyXMUBaHUA
yCIIyroiaTeaeM:
locynapcrBeHHas ycayra

OKa3bIBaeTCA B IMOPSIKE OYEpelH,
0e3 mpenBapUTENBHON 3amucH, 0e3
YCKOPEHHOT'0 00CITyKUBaHUSL.
Anpec
TOCYAapCTBEHHOW YCIIyTH pa3MelleH
Ha MHTEPHET-PeCypce yCIyronaTess
— (www.ndda.kz;).

MECT OKa3zaHusda

2) moprana — KpyrJoCyTOYHO, 3a
UCKIIIOUEHHEM  TEeXHHUYECKUX

NIEPEPHIBOB B CBSI3H C NMPOBEICHHEM
PEMOHTHBIX pabdoT (pu oOpameHnn
YCIIYTOIONydaTes
OKOHYaHHUsl pabodero BpeMeHH, B
BBIXOJHBIE W TPa3JHUYHBIC JHH
coriiacHo TpynoBOMYy KOJEKCY
npueM 3asBICHHS M BbIgaYa
pe3ynbpTara

IIoCJIC

OKa3aHWsA
rocy1apCTBEHHOMU
OCYIIECTBISIETCS
pabouuM JTHEM).

yCIOyTH
CIIeIyIOIIHUM



[lepedyeHb NOKYMEHTOB M CBEIECHMIA,
UCTPeOYEMBIX y YCIYrOHoIydaTess
JUId OKa3aHWs TOCYyJapCTBEHHOMN

yCIyTu

1) 3asBiEHUE B AJIEKTPOHHOM BHUJIE
Ha TIPOBEJEHHE DJKCIEPTHU3HI
JIEKapCTBEHHOTO CPEZCTBA 10 opMme
COlJIACHO MNpUJIOXKEeHUI0 1 K
[IpaBunam nmpoBeaeHHUS SKCIIEPTURHI
JIEKapCTBEHHBIX CPEACTB, Ha
IpoBeAcHUE SKCIEPTU3BI
MEIUIMHCKOTO M3/eNus 1Mo (dopme
COTJIACHO NPWIOXKEHHI0 1 K
[TpaBuam npoBeneHHUS SKCIIEPTU3HI
MEIUIMHCKUX U3JEITHH;
2)  2IEKTPOHHYIO
PEeruCcCTPanOHHOTO
JIeKapCTBEHHOTO CpEACTBA,
cojepikallee Marepuaasl U
JIOKYMEHTBI 10 (OopMe COTIJIaCHO
npuwioxeHutro 2 k IlpaBunam

KOITUIO
JO0ChEC

IPOBEICHUS 9KCHEPTU3HI
JIEKapCTBCHHBIX CpCACTB Jid
npousBoguTeneld  PecnyOnuku

Kasaxcran wiu B ¢popmare OOriero
TEXHUYECKOTO JOKYMEHTa 1Mo opme
COTJIaCHO TPHIOXKEHHI0O 3 K

IpaBuaam POBEICHUS SKCTIEPTH3bI

JIEKapCTBEHHBIX CpEenCTB,
3JIEKTPOHHY IO KOTHIO
pPerucTpanuoHHOTO J0Che

MEIUIMHCKOTO M3JIENHs COTJIACHO
npuioxenutro 2 k IlpaBunam
MpOBEACHUS 3KCIEPTHU3HI
MEIUIMHCKUX U3JEITHH;

3) 00pas3IBl JeKapCTBEHHBIX CPEICTB

, MEAMUMHCKHX  H3JACIHil,
CTaHJapTHHIE 00pa3usl,
cnenupUIeCKue  pearcHTHI,
pacxoaHbIe MaTepHabl,
HEO0OXOIUMBIC 68t
BOCIIPOM3BOANMOCTH  METOIMK
7a00paTOPHBIX  HCIBITAHHH,

3asBUTENb NpefocTasiser B LleHTp
oOciyKMBaHUS 3asBUTENEH (nanee —
11O3) ycmyromarens B KOJIMYECTBAX,
JIOCTAaTOYHBIX I TPEXKPATHBIX

HCIBITAHUHA C OCTATOYHBIM CPOKOM
TOOHOCTH He MeHee 9 (JeBATH)

MeCSIIeB (3a UCKIIOUEHUEM CITy4yaces,
TpeOyIomunx
71a00pATOPHBIX UCTIBITAHUH);

HE MpPOBECHUS
4) BNEKTPOHHYIO KOIHUIO JOKYMEHTA,
MOJATBEPXKAAIOMIEr0  OIJIaTy
YCIIyTOIOIy9aTeieM CyMMBI JUIS
TIpOBeACHUS dKCTIepTH3bl. CBEACHUS
0 IOKYMEHTE, YIOCTOBEPSIOIIEM

JUYHOCTH, JUOO0 BICKTPOHHBIN



10

OcHoBaHUS Ul OTKa3a B OKa3aHUU
roCcylapCTBEHHOU yCIIyTH,
YCTaHOBIICHHbBIE 3aKOHaMHU
Pecny6nmkn Kazaxcran

JIOKyMEHT U3 cepBHca MUMPOBBIX
JIOKYMEHTOB (JUIsI UICHTU(UKAIIH)
0 TOCYIapCTBEHHOW perucrpanuu (
MePEPErucTpaluy) OPUANIECKOTO
Jauna,  CBHUAETENbCTBA O
rOCyJlapCTBEHHOM perucrpauuu
3asIBUTENS B KayecTBe
HHJIUBUAYAIBHOTO
MpEANPUHUMATEIISI, COACPIKALIMECS B
rocynapcTBEHHBIX
nHGOPMALIMOHHBIX  CUCTEMaX,
rocy/apcTBEHHasi  dKCIIEpPTHas
OpraHu3amusi IMoJy4aeT H3
COOTBETCTBYIOIIHX
rocymnapCcTBEHHBIX
WH(POPMALMOHHBIX CHUCTEM 4epe3
IO 3 "3MEeKTPOHHOTO
MIPaBUTENIBCTBA".
VYcenyromony4arens AaeT coriacue
Ha MCHOJb30BaHHE CBEICHUH,
COCTABJISIIOIIMX  OXPaHIEMYIO
3aKOHOM TaiHy, COJCpXKAIIUXCS B
MH(QOPMAIOHHBIX CHUCTEMaX, MpU
OKa3aHWH TOCYJapCTBEHHBIX YCIYT,
eCliM HMHOE He MPeIyCMOTPEHO
JIEUCTBYIOIIUM 3aKOHOJATEIHCTBOM
Pecry6nuku Kazaxcras.

1) ycTaHOBIEHNE HEIOCTOBEPHOCTH
JOKYMEHTOB, TPEICTAaBICHHBIX
YCIIYyTOIOJIy4aTeneM [Ulsl MOTyUYEeHUs
roCyJIapCTBEHHOM ycnmyTH, U (WIIH)
JIAHHBIX (CBEACHUIT), COAEPIKAIIUXCS
B HHX;

2) HECOOTBETCTBHE
ycmyromoiydarens W (WIIH)
MPEJCTaBICHHBIX MaTepHaloB,
00BEKTOB, ITAaHHBIX M CBEICHUII,
HCO6XO}II/IMBIX JJIsL OKa3aHHuA
rocyJapCTBEHHOMU YCIIyTH,
TpeboBaHusM [IpaBui mpoBeneHus
9KCIEePTHU3Bl  JIEKapCTBEHHBIX
CPEZCTB ¥ MEWIIMHCKNX U3/IEINH;
3) B OTHOLIEHUH YCIYTOIOIyYaTeIs
MMEETCs] BCTYNUBIIEE B 3aKOHHYIO
Culy pemieHue (IIPUroBOp) cynaa o
3alpCUICHUN ACATCIIBHOCTH WJIU
OTJENbHBIX BHJIOB JIESATEIHLHOCTH,
Tpedyronux MOJyYeHUs
ONPEIENEHHON TOCYJapCTBEHHOMN
YCIIYTH;

4) B OTHOLIEHUH YCIYTONOIyYaTes
MMEETCS] BCTYNHUBIIEE B 3aKOHHYIO
CHITy pellleHHE CyJla, HA OCHOBaHUU
KOTOPOT'O YCIyroIoTydarTellb JUIIEeH



CHENMAaIbHOIO MpaBa, CBA3aHHOIO C
MOJly4Y€HHUEM TOCYAapCTBEHHOMN
YCIIYTH.

YcayrononyyaTenb 3akKIO4YaeT ¢
yclyrojareieM JOrOBOp Ha
NpOBEIEHUE DOKCHEPTU3Bl U
MIPOU3BOJIUT OIUIATY B COOTBETCTBUU
C TPEHCKYpaHTOM YCIyroJaTels,
YyCTaHAaBJIHWBAaEMbBIM
YIIOJTHOMOYEHHBIM OPTaHOM TI0
COIIACOBAHUIO ¢ AaHTHUMOHOIIOJIbHEIM
OpraHoOM B COOTBETCTBHUU C MMyHKTOM
2 crarpu 239 Kopgekca.
[onHoMouust  TpeACcTaBUTEINS
YCITyToToIyqaTeliss 0hOpMIIIIOTCS B
COOTBETCTBHH C TpakIAaHCKUM
3aKOHOJATENbCTBOM PecmyOnmuku
KazaxcraH.

Jlns mosydeHus: rocyaapcTBEHHOM
YCIIYTH 4epe3 MOopTal HeoOXOIMMO

Hanmmuue DIIII.
WNuble TpeboBaHUs ¢ y4YeToM  YCHOyromoiydareiab IOJydYacT
ocobOeHHOCTEH OKa3aHUs HHGPOPMAIIHIO O TIOPSAKE U CTaTyce
11 rOCyIapCTBEHHON YCIYrW, B TOM OKa3aHHs I'OCYAapCTBEHHOU YCIyru
YHCIIe OKAa3bIBAEMOM B DJICKTPOHHOM B PEXKUME YAAIEHHOTO IOCTyIa
dopme MoCpeICTBOM "nmuuHOTO KabuHera'

MHOOPMAIIUOHHOW  CHCTEMBI
yciyrojaTens, a TakXke €JUHOTO
KOHTaKT-I[EHTpa MO BOIpocam
OKa3aHUsI TOCYAapCTBEHHBIX YCIIYT.
VYemyrogarens npu HEOOXOIUMOCTH
3alpallnBaeT y yCIyronoaydaTels
Pa3bSCHEHUS! WIH YTOYHEHHUS MO
KOHKPETHBIM TIOJIOKCHHUSIM B
MPEIOCTaBIEHHBIX IOKYMEHTaX H
MaTepuagax PperucTparuoHHOrO
JIOCKE.

Ilepemnucka ocyuecTBiIseTCS MyTeM
(opMHpOBaHHS  3JIEKTPOHHOTO
JOKyMEHTa 4epe3 MH(HOPMALMOHHYIO
CHCTEMY yCIIyrofaTes.

EnuHbpli  KOHTAakT LEHTpP MO
BOIIpOCAM OKa3aHUs
rOCyJapCTBEHHBIX ycuyr: 1414

[Ipunoxenne 6
K IIpaBUJIaM IPOBEICHUS
OKCIICPTU3BI JICKAPCTBCHHBIX CPCIACTB

®dopma

VBenomiieHue 00 0TKa3e B mpueMe JOKyMEHTOB



CHocka. [Ipunoxenue 6 - B pegakuuu npukaza u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCS B AECUCTBHE CO JHS €r0 MEPBOro O(QUIIMATIBHOTO
OmnyOJIMKOBaHUA).

PykoBoacTBysick myHkToMm 2 crathu 19-1 3akona PecniyOonuku Kazaxcran
"O rocynapctBenHbix ycayrax'", PI'TI na ITXB "HanuonanbHbI HEHTP SKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB U MEAULIMHCKUX U3enuid" KoMuTeTa MEIUIIMHCKOTO
1 (hapMaleBTUYECKOI0 KOHTPOJII MuHucTepcTBa 3paBooxpaneHus Pecnyonuku Kazaxcran
OTKa3bIBACT B IIPUEME JJOKYMEHTOB Ha OKa3aHHME rOCYJapCTBEHHOM YCIyTH
"Briaua 3akimroueHus o 0€30MacHOCTH, KauecTBe U 3P(HEKTUBHOCTH
JIEKApCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3JEIUi" BBUY:

1) ;

2)
3)
®.1.0 (mpu ero Hanuuuu) (YIOJIHOMOYEHHOTO paOOTHUKA yCIyrofaaTes
10 TIPUEMY JTOKYMEHTOB) (TIO/IIHCH)

Ucnonuurens: ©.M.0 (npu ero Haau4umn)
Tenedon

" "

20  ron

ITpunoxenue 7
K [IpaBUJIaM MPOBEACHUS
SKCHEPTHU3BI

Or4eT Ha9ATBHOM 3KCIEPTH3HI JIEKAPCTBEHHOTO CPEACTBA

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

OITyOJIMKOBAHUA).

1. IlpoBeieHa HavyanmbHas 3KCIEPTH3A JIEKAPCTBEHHOTO CPEACTBA

1) @®.1.0. (mpu ero HAIWYIMK) IKCTIepTa
2) JlomKHOCTB 3KcIepTa

2. Nadopmarnus o JIeKapcTBEHHOM CpPE/ICTBE

1) Howmep u narta 3asBku

2) ToproBoe HanMeHOBaHUE TIpenapara

3) MexnyHapoaHOoe HemaTeHToBaHHOe HazBanue (nanee — MHH)
4) JlexapcTBeHHas popma

5) Jlo3upoBka

6) Konuentpauus

7) Crioco0 BBeneHUS

3. YnakoBka

KonnuecTBo
O0beM eIUHUIl B
yIIaKOBKe

Bun ymakoBkm (mepBHuHas,

Ne HanMeHoBaHuE ynlakoBKH
BTOPUYHAS)



)
2)

4. JlanHble 0 MPOU3BOAUTENE

Ne

2.1
2.2

Tur opranu3aiy WIin y4acToK
IIPOHU3BOJICTBA

[IpousBoaurens
VakoBIIUK
IlepBuunas
Bropuunas

IIpousBonurens,
OCYIIECTBISAIOUINM KOHTPOJIb
KauecTBa

I[IpousBonurens,
OTBETCTBEHHBII 3a BBIIIYCK
cepuit

JlepxaTenb perucTparioHHOTO
YOCTOBEPEHHS

5. Ilopsnok oTnycka

1)

VYcaoBus oTmycka:(He0OX0IUMOE OTMETHTD)

HaumenoBanue OpraHuzanuun

[ ]

0 peuenTy

0e3 perenra

Crpana

FOpuanaeckmii
azpec

6. B PecriyOonmke Kasaxcran moj yka3aHHBIM TOPTOBBIM HAUMEHOBAaHHWEM paHEe 3apeTrHCTPUPOBAH IPYTOit

JIEKapCTBEHHBIN MpemnapaT ¢ IPyruM COCTABOM aKTHBHBIX BEILIECTB

)]

[]

HCT

[]

Ja

7. OHeHKa MOJIHOTBI, KOMIUICKTHOCTU PETrUCTPAIUOHHOTO JOCHE U NPAaBUJILHOCTH 0(1)0pMJ'IeHI/IH MMPEACTaBIICHHBIX

JAOKYMCHTOB

1)

2)

Jocbe chopMUPOBaAHO MO pasjiesiaM, CTPAHHIIbI

MMpOHYMEPOBAHKI, OITUCh JOKYMCHTOB
COCTaBJICHa

KoMmiekT JOKyMEHTOB COOTBETCTBYET
YTBEPKACHHOMY MEPEUHIO

Hanuune nBeTHBIX MakeTOB YHMaKOBOK M (hakT
3aBEpPEHUS UX IMOJAIUCHIO  3asBUTEN,
COOTBETCTBUE YIIAKOBKU JIEKAPCTBEHHOI'O

[ ]

=

HET

=



npenapara cornacHo [IpaBuiaM MapKUpPOBKH |:|
JICKAPCTBEHHBIX CPEACTB M MEAMIHMHCKHX
W3METHi, YTBEPKICHHBIM ITpUKa3oM MuHuctpa HET
3npaBooxpaneHusi Pecrybmmku Kasaxcran ot I:I
27 suBaps 2021 roma Ne KP JCM-11 (
3aperucTpupoBaH B Peectpe rocynapcrseHHoi A2
PErUCTpallud HOPMAaTUBHBIX IPABOBBIX aKTOB

nog Ne 22146) (nanee - [IpaBuiia MapKHpOBKH).

3)

=
[¢]
© [

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

8. O1eHka cocTaBa JEKapCTBEHHOTO IpernapaTa

[]

Hanuuue B cocTaBe JIeKapCTBEHHOT'O Mperapara
N HET
1) 3alpelIeHHBIX KpacuTeded u JIpyrux
BCIIOMOraTCJbHbIX BEUICCTB

[]

a

D=

[]

Hanuune B cocraBe ekapcTBEHHOTO IpenapaTa
HET
2) BEIIECTB, MOJYYEHHBIX U3 KPOBH, OPraHOB U

TKaHEH 4eJI0BeKa U KUBOTHBIX

[]

)=
[

Hanuume B cocTaBe HAPKOTHUYECKUX CPEACTB,
3) TICUXOTPOITHBIX BEIIECTB U MPEKYPCOpoB (TIpH
HaJIMYUH yKa3aTh TaOnuiyy, Mo3HILHIo)

HERE

a

)=

9. Onenka Ha3BaHU JICKAPCTBEHHOTO MIperapara Ha MPeMeT OTCYTCTBHS B HEM:

[]

CXOICTBO C paHee 3aperHCTPUPOBAHHBIMH
1) JIEKapCTBEHHBIMU TIperapaTaMd H CIIOB C
HeO6JI1aro3ByYHBIMH BBIPAKCHUAMHI

jas)

€T

[]

a

D=

[]

CIIOCOOHOCTH BBECTH B 3a0dyXICHHE

N HET
2) OTHOCHUTEJIFHO UCTUHHOI'O COCTaBa U JECUCTBUSA
npenapara I:I
na

[]

cxonctea MHH u (unum) cxomHble ¢ HUMH
HET
3) Ha3BaHHUS Ul JIGKApCTBEHHOIO Ipemnapara

APYTroro XuMMu4€eCKoro cocraBa nujin HeﬁCTBHH

[]



10. OHCHKa CBC,HCHI/Iﬁ (8] (l)apMaKOHOFI/IHGCKOM Z[eflCTBHPI JICKapCTBCHHOT'O ITpeIiapaTta

CoOTBETCTBHE CTPYKTYpHl H OQOpMIICHUS
WHCTPYKIHMH N0 MEIUINHCKOMY HPUMEHEHHIO
JIEKapCTBEHHOTO  IpemapaTa  HOPSAKY
cocraByieHHs ¥ 0()OpMIICHHSI MHCTPYKIMH T10
MEIUIMHCKOMY MTPUMEHEHHIO JIEKapCTBEHHBIX

1) CPEICTB W MEIWIWHCKUX W3ACIUN, 0o0Imen
XapaKTepPUCTHKE JICKapCTBEHHOTO CpEICTBa
OTIpeAEeTsIeMOr0 YIIOJHOMOUYEHHBIM OpPraHOM B
COOTBETCTBHHM ¢ NyHKTOM 4 crtatbu 242
Konexca "O 3m0poBhe Hapona U CUCTEME
3/IpaBOOXpaHEHHA".

11. Ouenka HOPMAaTHBHOI'O JOKYMEHTA 110 KOHTPOJIIO KauecTBa U 0€30IIaCHOCTH JIEKaPCTBEHHOTO CPEICTBA

CoOTBETCTBHE CTPYKTYpPHl HOPMAaTHBHOTO
JIOKyMEHTa 10 KauyecTBY M O€30I1aCHOCTH
[MpaBumam pa3pabOTKH TNPOHU3BOIUTENEM
JIEKapCTBEHHBIX CPEACTB U COTJIACOBAHUS
rOCyJapCTBEHHOM HKCIEPTHOW OpraHu3aluen
HOPMATHUBHOTO JOKYMEHTa II0 KadecTBY
1) JIEKapCTBEHHBIX CPEACTB MpPH 3KCHEPTHU3E
JIEKapCTBEHHBIX CPEJICTB, YTBEPKICHHOTO MPUK
azoM  MuUHHCTpa  3paBOOXpaHEHUs
Pecrry6mmkm Kaszaxcram ot 16 ¢espans 2021
roga Ne KP ICM-20 (3apeructpupoBaH B B
Peectpe rocymapcTBeHHOH peTHCTpanuu
HOPMAaTHUBHBIX MPABOBBIX aKTOB Mo Ne 22228).

11. 3akmro4ycHHS:

OTKa3zaTh B JalbHeHIenl »skcreptuse (c

1

000CHOBaHHEM)

2) MIPOJIOIKUTD IKCIICPTH3Y

PykoBoautens CTpyKTYpHOrO oApa3ieICHUs

noanuck ®.MN.O (npu ero HaIMYKH)
DKcrepT
noanuck ®.MN .O (npu ero HAIMYUHN)
JlaTa

[Tpunoxenne 8
K IIpaBUJIaM IIPOBEICHUS

OKCIICPTU3LI JICKAPCTBCHHBIX CPCACTB

dopma

OT4aer Ha9aIbHOM SKCIIEPTU3EI H3MEHEHHI, BHOCHMBIX B PETHCTPAlIMOHHOE JIOChE
JIEKapCTBEHHOT'O CPEACTBA

Caocka. [Ipunoxenue § - B peakuuu nmprkasa u.0. Munuctpa 3apaBooxpanenust PK ot
20.12.2021 Ne KP JACM-131 (BBOAMTCS B JIEUCTBHUE CO JHS €r0 MEPBOTO OPUIIMATHLHOTO

OITyOJIMKOBAHUA).



1. HpOBe/:[eHa HaydaJbHag S3KCIIEPTHU3a I/I3MCH€HHI71, BHOCHUMBIX B PETUCTPALMOHHOC OO0CHC JICKAPCTBCHHOTO

cpezacTBa
1) @®.1.0. (mpu ero HaNUYIMH) IKCTIepTa
2) JomxHOCTB 3KcTIepTa

2. 3asBlIeHHbIE U3MEHEHUS SIBIISIOTCS:

VYkazaTs
tuna [: Tuma I A, tuna I b BHOCHMBIE
N3MECHEHUS
VYka3ats
tuna II BHOCHUMEIE
N3MEHEHUS
3. Nadopmarnus o JIeKapcTBEHHOM CpPE/ICTBE
1) Howmep u nara 3asBku
2) ToproBoe HaMMEHOBaHUE IIpenapaTa
3) MexnyHapoaHOe HeMaTeHTOBaHHOE Ha3BaHUE
4) JlexapcTBeHHAs hopma
5) Jlo3upoBka
6) Konuenrparus
7) Crioco6 BBeneHUS
8) Opranu3anus-npou3BOAUTENb
9) Ne perucTparioHHOTO YIOCTOBEPEHHUS
4. YnaxkoBka
Bun ynakoBku (
HaumenoBanue
Ne mepBUYHAS, O6pem KommuecTBo equHMIl B yITaKOBKE
YIIaKOBKH
BTOpHYHAs)
1)
2)
5. JlaHHBIE O IPOU3BOJUTEIE
Twun
opranm3zanuu wim HaumMmeHoBaHue .
Ne Crpana IOpunnueckuii anpec
y4acTOK OpraHU3alux
MIPOU3BOJICTBA
1. [IpousBonurens
2. YnakoBIIUK
2.1 IepBuunas
2.2 Bropuanas
[IpousBoautens,
3 OCYIIECTBIISIOIIU
’ H  KOHTpOJb
KadyecTBa
[IpousBoautens,
4. OTBETCTBEHHBIH

3a BBIIIYCK cepuit

Jepxarenb
pPEeruCTpalioOHHO



r o
YAOCTOBEPCHUA

6. [TepedeHb BHOCUMBIX H3MEHEHUI

HaunmeHnoBanue
JIOKYMEHTa

1)

Crapas penakius Hosas pemaxiust

7. O1ieHKa MOTHOTHI, KOMIUIEKTHOCTH PETHCTPAIOHHOTO JOChE M MPAaBMIBHOCTH O(OPMIICHUS MTPEACTaBICHHBIX

[]

Jloche chopMupoBaHO O pasaeiam,
HeT

JOKyMEHTOB

1) CTPaHHMIBI IPOHYMEPOBAHBI, OTHCH
JIOKyMEHTOB COCTaBJICHA
Komnnekt

2) COOTBETCTBYET YTBEpKICHHOMY
MepeyuHI0

8. 3akmaroueHue:

)]

2) MIPOJIOIKUTD 3KCIIEPTH3Y

AOKYMEHTOB

OTKa3aTh B JalIbHEHIIEH dKCIIEPTU3E
(c obocHOBaHKEM)

Ia
HET
Ia

PykoBoguTenb CTpyKTYypHOTO MOApa3aeieHus

noanuck ®.MN.O (npu ero HaJIMYKH)

DKcnepT

noanuck ®.MN.O (npu ero HaIMYKH)

JlaTa

[Tpunoxenue 9
K TIpaBHJIaM MPOBEACHHS DKCIIEPTH3bI
JIEKapCTBEHHBIX CPEACTB

ITepedens HepamMOHAIHHEIX KOMOHHAIMI JTEKAPCTBEHHBIX CPEACTB

Cuocka. Ilpunoxenne 9 ¢ U3MEHEHHUSIMH, BHECEHHBIMHU MpPHUKA30M MMUHHUCTpaA
3apaBooxpanenusi PK ot 04.11.2022 Ne KP JICM-128 (BBOAUTCS B IEUCTBUE MO UCTCUCHUU
JIECATU KaJCHAAPHBIX JHEH MOCIE IHS €ro MepBOro O(pUIMaIbHOTO OMyOJIMKOBAHMUS).

Ne

HazBaHue nexapCcTBEHHOTO CPENCTBA, MX KOMOMHAIINN

CDI/IKCI/IpOBaHHI)Ie KOM6I/IHaLII/II/I BUTAMUHOB C
TpaHKBUJIU3aTOPpaMU

OukcupoBaHHEIE  KOMOWHamuu  arponmHa  (
aTPOTMHOTIONO0HBIX) JIEKAPCTBEHHBIX BEIIECTB C
AHAJIbI'€TUKaMH1 U aHTUIIUPETUKaMHU

@dukcupoBaHHBIE KOMOMHAIIMM HOXMMOWHA ¢
TECTOCTEPOHOM M BUTAMHHAMHU

®dukcupoBaHHbIE KOMOMHAIIMY JKele3a ¢ HOXUMOMHOM



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

q)I/IKCI/IPOBaHHLIC KOM6I/IHaHI/II/I AHTUTUCTAMHUHHBIX
JICKAapCTBCHHBIX CPEACTB C aHTPI,I[PIaprIHLIMPI
JICKApCTBEHHBIMHU CPEACTBAMHA

OdukcupoBaHHbIC KOMOWHAIMK TMCHUIIUUIMHOB C
CyJIb(OHAMUIAMU

OukcUpoBaHHbIE KOMOWHAIIMM BHUTAMHHOB C
aHAJIBreTHKaMHU (32 HMCKIIOYEHWEM Tapareramoia c
BuTamMuHoM C, aleTWICAIULMIOBOH KHCIOTHI C
ButaMuHoM C)

dukcupoBaHHBIE KOMOWHAIIMY XHHOJIOHOB C JIFOOBIMHU
IPYTUMH  JIEKapCTBEHHBIMH  CpPEICTBAMH, 32
UCKJIIOUEHHEM IIpenapaToB [UIsI  Hapy>KHOTO
NPUMEHEHHS

@ukcrpoBaHHbIE KOMOWHAILMA KOPTUKOCTEPOHJIOB C
TIOOBIMU IPYTUMH JICKAPCTBEHHBIMH CPEICTBAMH UIS
NpreMa BHYTpPb

®dukcupoBaHHBIE KOMOMHAIMM XJopamdeHukonga c
JTIOOBIMHU JIPYTUMH JIEKApCTBEHHBIMH CPEICTBAMH IS
IpreMa BHYTPb

OdukcupoBaHHble KOMOWHALUKW BUTAMHHOB C
IPOTUBOTYOEpKYJIE3HBIMH  MIpemaparaMu,  3a
HCKIIIOYEHUEM  H30HWA3WAa C  HUPUIOKCUH
THIPOXJIOPUIOM (BUTaMHUHOM B6)

KombOuHammm cTepouIHbIX aHAOOJUKOB C APYTHMHU
JICKapCTBECHHBIMU CPECACTBAMU

duKcUpOBaHHbBIE  KOMOWMHAIMU  CEJATUBHBIX  (
CHOTBOPHBIX) (QaHKCHOJMUTHYECKHX) JIEKaPCTBEHHBIX
CPEeICTB C  aHaJbleTHKaMH-aHTUIIUPETHKAMHU  (
HeCTepOI/I)IHBIMI/I) MPOTHUBOBOCTAIUTCIIbHBIMU
Cpe/iCcTBaMu

OuKCcHpOBaHHBIE KOMOWHAIIMM aHTaroHHCTOB H2-
TUCTAMHHOPELENITOPOB (MHTHOUTOPOB) MPOTOHHOM
MOMIIBI C aHTALMIAMHU

@dukcupoBaHHbIE KOMOWHAINM, coAepXKaliue Ooiee
4eM OJIHO aHTUTMCTaMUHHOE JIEKApPCTBEHHOE BELECTBO

OuKCHpOBaHHbIE KOMOWHAIIMM aHTHTeIbMHHTHBIX
JIEKapCTBEHHBIX CPEACTB CO CIAOUTENbHBIMU

OuKCHpOBaHHBIC KOMOWHAIMM  JIEKapCTB C
OpPOHXOpPACIIUPSIOIMINM IeHCTBHEM c
NPOTUBOKALUIEBBIMU JIEKAPCTBEHHBIMH CPEICTBAMU
HEHTPATLHOTO ACHCTBHUS U (WJIM) aHTUTUCTaAMHUHHBIMH
cpeAcTBaMuU

OUKCUPOBAHHBIE KOMOWHAIHMKA  MYKOTUTHKOB  (
OTXAapKUBAIOUINX) CPEACTB C MPOTHBOKAIIICBBIMH
JeKapCTBEHHBIMU  CpeAcTBaMu U (WIH)
AHTUTUCTAMHUHHBIMU CPEACTBAMU

®dukcupoBaHHBIC KOMOMHAINMY CITAOUTEIBHBIX U (WIIN)
CIa3MOJINTHYECKUX JICKAPCTBEHHBIX CPEICTB C
(epMEeHTHBIMU MIpenapaTaMu



20.

21.

22.

23.

24

25.

26

27.

28.

29.

30.

31.

32.

33.

OukcHpoBaHHBICE KOMOWHAIUKM MPOTHBOPBOTHBIX
JICKAPCTBEHHBIX CPEICTB MHTMOUTOPOB JTOTTAMHUHOBBIX
peLenTOpOB € JIEKAPCTBCHHBIMH  BEIICCTBAMH,
MMEIOIIAMHU CHCTEMHYIO abCopOInio

dukcupoBaHHbIE KOMOWHAIIMK IMPOTHBOKAIIEBBIX
JIEKapCTBEHHBIX CPEJICTB LEHTPAJIbHOIO ACHCTBUSA C
AHTUTHCTaMUHHBIMHU JI€KaPCTBEHHBIMU CPEACTBAMU

DuKCUPOBaHHBIE KOMOWHALINH, COJEPIKAIINE IEKTHH U
(unu) KaodWH C JIIOOBIMH  JIEKapPCTBEHHBIMHU
BEI[CCTBAMH, KOTOPBIC BCACHIBAIOTCS B CHCTEMHBIN
KPOBOTOK M3 IKEJIYJIOYHO-KUIICYHOTO TpaKTa, 3a
HCKITIOYCHUEM KOMOWHAIIVMA IEKTHHA U (W) KAaOJIHHA C
JEKAPCTBCHHBIMH BEIIeCTBaMH 0€3 CHUCTEeMHOMN
abcopOmmu

CDI/IKCI/IPOBaHHI)Ie KOM6I/IH8.HI/II/I HpOTHBOﬂHapeﬁHLIX
JICKAPCTBCHHLIX CPEACTB C JJICKTPOJIUTAMU

OUKCHPOBaHHBIE KOMOMHAIIMN OKCH()EeHOYyTa30Ha WIIH
(ennnOyTa3oHa ¢ TFOOBIMH APYTUMH JEKapCTBAMU

CDI/IKCI/IpOBaHHI)IG KOM6I/IH3HI/II/I MEeTaMH30J1a ¢ JTOBIMU
APYTUMH JICKAapCTBCHHBIMU CPCACTBAMU

OUKCUPOBaHHBIE KOMOWHAIIMM HECTEPOUITHBIX
MPOTUBOBOCHATHUTENBHBIX JIGKAPCTBEHHBIX CPENICTB C
ATPOIMHOMOIO0HBIMH JICKAPCTBEHHBIMU CPEACTBAMU (
CIa3MOJIUTHKAMH )

Hckmouena npukazoM MUHHCTpa 30paBOOXPAHEHHUS
PK or 04.11.2022 Ne KP JICM-128 (BBOAMTCS B
JIEUCTBHE MO MCTEYEHUHU JIECATH KaJeHIApHBIX JTHEU
TIOCJIE JTHS €70 TIEPBOT0 O(HUINAIBEHOTO OITyOJIMKOBaHUS
).

®duKkcHpoBaHHBIE KOMOWHAIIMKM JABYX H Oojee
HECTEPOUTHBIX MPOTHUBOBOCHATIUTEIbHBIX
JIEKapCTBEHHBIX CPEACTB

dukcupoBaHHbIE KOMOWHAIM{ IapaneTaMolia ¢
OapOuTypaTamMy, TPAHKBIIIM3ATOPAMH H JAPYTUMH
JICKapCTBECHHBIMU Cpe€acTBamMu, HHIAYKTOpaMu
(hepMEHTOB ITUTOXPOMHOU CHCTEMBI TICUCHH.

dukcupoBaHHBIE KOMOMHALMK Iapaneramolia (BbIILE
200 MuETpaMM B pa3oBOM J03€) ¢ HECTEPOUITHBIMHU
IPOTHBOBOCIAIMUTENBHEIMA  JICKAPCTBEHHBIMHU
CPEeICTBAaMH, 3a WCKJIIOYCHHEM JIEKapCTBEHHBIX
IpenaparoB KpaTKOBPEMEHHOTO IPUMEHEHUS

@DuKCHPOBaHHbIE KOMOWHAIMK MEHUIMILUIUHOB CO
CTPENTOMHUIIMHOM B MAapeHTEPANbHBIX JIEKAPCTBEHHBIX
hopmax

OukcupoBaHHBIC KOMOWHAIUM IMAHKPEATHHA WIIN
MMaKpeaNnuIiasbl, COASPKAIMNX aMullazy, IpoTeasy H
JHIa3y, ¢ TFOOBIMH JPYyTUMH (pepMEHTaMH, B TOM YHCIIE
OBbIYbEH JKEITUYBI0, TEMHIIEIUTIONI030H

@dukcrpoBaHHbIE KOMOMHALMK HUTPO(ypaHTOMHA H
TpUMeTOIIpuMa



OukcHpOBaHHBIC KOMOWHANHMH OapOUTYypaToB C
4.
3 JPYTUMH  JIEKapCTBEHHBIMU  CPEJICTBAMH, 32

HCKIIFOYEHUEM PACTUTEIIBHOI'O ITPONUCXOKIACHUA

OuUKCHPOBaHHBIC KOMOUHAIIMH JICKAPCTBCHHBIX CPEICTB
3s. , YTHETAIOUIMX LEHTPaJIbHYI) HEPBHYIO CHUCTEMY CO
CTHUMYJIATOPAMH [IEHTPATFHON HEPBHOU CHCTEMBI

Q®ukcupoBaHHBIE KoMOWHanmuu OapOHUTYypaToB C
THOCIIHAMHHOM M (MJIH) THMOCIIMHOM, OCJUTaJlOHHON U
JPYTUMH  aTPONUHOINONOOHBIMU  JIEKapCTBEHHBIMU
Cpe/iCcTBaMu

36.

OukcupoBaHHBIE KOMOWHanHH OapOHUTYypaToB C
3ProTaMHHOM

37.

DuUKCHpOBAaHHBIE KOMOWHAIIMKM TaJONEpPHa0Ia C
38. JTFOOBIMU  AHTUXOJIMHEPTUIECKUMU JIEKAPCTBEHHBIMU
CpeicTBaMu

dukcupoBaHHBIE KOMOWHAIIMY aHTHOAKTEPHAIBHBIX U
AHTHUIIPOTO30MHBIX JIEKaPCTBEHHBIX CPEACTB, 3a
HCKITIOYEHUEM TIPErapaToB HAPY>KHOTO IIPUMEHEHUsI, He
OKa3bIBAIOLINX CHCTEMHOTO NEHCTBUS

39.

QOukcUpoBaHHbIE  KOMOMHALMHM  JoIepamMuia

40.
THAPOXJIOpHa ¢ HYypa3oIuIOHOM

(DI/IKCI/IPOBEIHHLIG KOM6I/IHa]_II/II/I aHTI/I6aKTCpI/IaHBHHX

41.
JIEKapCTBEHHBIX CPEACTB M MPOOHOTHKOB, TPEONOTHKOB

CDI/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I munporenTtaguHa ¢
JIM3UHOM HJIHN IICIITOHOM

42.

QuKcUpOBaHHBIE KOMOWHAIMM  HECTEPOMIHBIX
MPOTHBOBOCTIAIUTENBHBIX CpelCcTB (Tapameramona) (
aleTWICATUIIIOBOI KuciIoThI) M aHTauunoB (H2-
6J10KaTOPOB) (MHTMONTOPOB) MPOTOHHOM MOMIIBI

43.

DOUKCHUPOBAHHBIE KOMOHMHAIINHU
TJIIOKOKOPTUKOCTEPOUIOB, AHTHOAKTEPHAIBHBIX U
AQHTUIIPOTO30MHBIX JIEKAaPCTBEHHBIX CPEACTB 3a
UCKITIOUEHHEM IJIS HAPYKHOTO IPUMEHEHUS

44,

dukcupoBaHHBIC KOMOMHALMK Tapaneramolia (BbIILe
45. 500 Mr B pa3oBOil 103€) B MHOTOKOMIIOHEHTHBIX
IpernapaTax

[punoxenne 10
K IIpaBUJIaM TIPOBEICHUS
OKCIIEPTU3BI JICKAPCTBCHHBIX CPCIACTB

CBOMHELA 0TYET 3KCIEPTOB IO OIEHKE JIEKAPCTBEHHOTO Mperapara

Caocka. [Tpunoxenue 10 - B penakuuu nmpukasa u.0. Munuctpa 3apaBooxpanenus PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B AEUCTBHE CO JHS €r0 MEPBOro O(GUIIMAIBHOTO
OImyOJIMKOBaHUs); C U3MEHEHUSIMH, BHECEHHBIMU TpHUKa3aMu MUHHCTpA 37ApaBOOXPAHCHUS
PK ot 04.11.2022 Ne KP JCM-128 (BBOaMTCS B JCHCTBHE MO HCTEUCHUHM JAECSATH



KaJICHJIApHBIX JHEH IMOocye JTHS €ro MepBoro oUIMaIbHOTO ormyonukoBanus); ot 14.04.2023
Ne 70 (BBOOMTCS B J€HCTBUE MO UCTECYCHUM JCCSATH KaJICHAAPHBIX JHEH MOCEe JHS €ro
MEPBOro O(PUIUATHEHOTO OMyOJIMKOBAHMS).

1. [IpoBeeHa sKkciepTH3a PErUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOT'O CPEICTBA

®.N.0. (mpm ero HaNWMYUH) U
JIOJDKHOCTB 9KCIIEPTOB

VueHas cTencHb, 3BaHUE
No 3agBku

[ara

A Il B

TOpFOBOC HAaMMCHOBAHUC MIpCTiapaTta

MexayHapoaHOoe HEMaTeHTOBAHHOE
Ha3BaHue (nanee - MHH)

[ ]

OpurvHagbHBIA J1€KapCTBEHHBIN
npenapar

[ ]

BocnpousseieHHbIH JIekapcTBEHHbII
mpemnapar

[]

I'mbpunHbli  JIeKapCTBEHHBIH
mpenapar

[]

buonoruueckuil J1IeKapCTBEHHBIN
mpemnapar

[]

NmmyHOOMOIOTHYECKH I
JIEKapCTBEHHBIN IIpenapar

[]

BuomonoOHEI  EeKapCTBEHHBIN
npenapat (buocumussp)

[ ]

KoMOuHMpOBaHHEIH JIeKapCTBEHHBIN
npemnapar

[ ]

JlekapcTBEHHBIH MpenapaT ¢ XOPOIIo
N3y4ECHHBIM MEIUIMHCKIM

MPUMEHCHUEM
7. JlekapcTBEeHHBIN IIpenapar sIBIsleTCs I:I

PannodapmaneBTidecKuii
JMEeKapCTBEHHBI TIpemapar Wil

HpeKypcop



[]

I'omeonaTnyeckuil JIeKapCTBEHHBII
mpemnapar

[]

PacTuTtenpHbIl  JIeKapCTBEHHBIM
npenapar

[]

OpdaHHbIi  JTEeKapCTBEHHBIN
mpemnapar

[]

AxTuBHas  (papmameBTHUECKAS
cyOcTaHIMsl, IPOU3BEACHHAs HE B
ycnoBusax GMP

[]

JlekapcTBeHHOE NPUPOIHOE CHIPHE (
He QapmaxoIieitHoe)

[]

[MpexBanuduxaiys BO3

[ ]

Tpancdep
Jnsa reHepuka ykaszaTh Ha3BaHHUE

OPUTMHAJIBHOTO JIEKapCTBEHHOI'O
mpenapara

JlexapcTBennas ¢popma

10.
11.
12.

13.

14.

Jo3upoBka

KonuenTtpauuns

(DapMaKOTepaHeBTI/I‘{eCKaH I'pyiia

KOZ[ B COOTBCTCTBHUH C

AHATOMO-TEPATIEBTUICCKO-XUMHUIECK

oif knaccupmkanuen (manee
AHaTOMO-TepaneBTUYECKO-

XUMUYECKasi)

®dopma oTIrycKa

2. YnakoBka

[ ]

1o peuenty 6e3 penenTa

Bupn ynakosku KomuuaecTBo
HaumenoBanu Kpatkoe
(mepBuunas, Pa3mep O0BeM €INHUIl B
€ YIIaKOBKH OIIHCaHUE
BTOpHYHA) YIaKOBKe

3. I[aHHLIe O IMMPOU3BOJUTCIIC



2.1
2.2

Tun opranusanuun HaumeHnoBanue Ctpana
1201971 Y4acToOK OpraHusalliu
IPOU3BOCTBA

[IpousBoaurens
YnakoBUIUK
[lepBuunas
Bropuunas

[IpousBoauTens,
OCYILECTBISAIOINN
KOHTPOJIb KauecTBa

[IpouszBoauTens,
OTBETCTBEHHBIN 3a
BBIIIYCK cepuil

Hepxarensb
PETUCTPAIMOHHOTO
YAOCTOBEPEHUS

Ne

Ha3zBanwne CTpaHblL PEruCcTpaiuoOHHOr o I[aTa BbIJa4n

yIIOCTOBEPEHHUS

5. B pe3ysibTaTe NpoBEeIeHHOM 3KCIIEPTU3bl YCTAHOBIICHO:

IOpunnyaeckuii aapec

4. Peructpanus B CTpaHe-MPOU3BOAUTENE U IPYTUX CTPAHAX

Cpok aecTBust

1) CocTtaB IIeKapCTBEHHOTO CpEJICTBA W 3aKIIOUCHHE O €ro paluoOHAIbHOCTH U

COBMCCTHUMOCTH HMHI'PCOAUCHTOB (YKa3aTB JICKApCTBCHHEIC CY6CT3HI_II/II/I Hn BCIIOMOT'aTCJIbHBIC

BCIICCTBA, BKIIIOYasA KOHCCPBAHTLI, COCTAaBHLIC BCIICCTBA 000104YKHU HpenapaTOB):

HanmeHnoBanue

JIEKapCTBEHHOU (OPMBI

JlexapcTBenHas1(BIC)
cyOcTanmus (n):
BcmomorarensHbIe

BCIICCTBA:

CocTas 000J109KH
TabJeTKA MJIH KOpIyca
KarCyJibl:

2) 111 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs

HopMatusHbIi
JOKYMEHT IO

KonuyecTtBo Ha enuHUIly

HopmatuBHBIM AOKYMEHT
[0 KOHTPOJIO Ka4ecTBa U
0e30macHOCTH
JIEKapCTBEHHBIX CPEJCTB,
wm  ['ocynapcTBeHHas
¢dapmaxonest Pecry6muku
Kazaxcran, 3apyOexHBIC
(apmakomnen, mpu3HaHHBIE
NEUCTBYIOIIUMHU  Ha
Teppuropun PecryOiuku
Kazaxcran



KOHTPOJIIO KavyecTBa
n ©Oe3omacHOCTH
JIEKapCTBEHHBIX
CPEACTB, HUIH
borannueckue T'ocynmapcTBeHHas
JNIATHHCKHE HA3BAHUA  (apmakomes
Ne PpacTeHui, BXOMAUNX PecyGauKu
B cocTaB cbopa Ka3zaxcran 3
3apyOexHbIe
bapmakornen,
NpU3HaHHbBIC
JEHCTBYIOIIMMHU Ha
TEPPUTOPUH
PecnyOnuku
Kazaxcran

Hukopactymee untu MecTo
KyJIbTHBUPYEMOE IIpOM3pacTaHus

2.
6. IlpousBoauTen aKTUBHBIX CyOCTaHIIMNA, BXOIAIIMX B COCTaB JIEKAPCTBEHHOTO
cpencTBa
HaumenoBanue Anpec
HaumenoBanue o
BCIIeCcrBa, IIPOU3BOACTBCHHOU
MIPpOU3BOAUTEIIAL HaA
No BXOJISILLIETO B COCTaB Crpana* njoumaakd  Ha
pycckom u
JICKaApCTBCHHOT'O o PyCCKOM u
AHTJIMMCKOM S3BIKaxX o
CpeacTBa AHTJIMUCKOM fA3bIKax
1.
2.

7. B cinyyae Hanuuusl B COCTABE JIEKAPCTBEHHOIO CPEACTBA BEILECTBA, MOMJIEKALIETO
KOHTPOJIIO B COOTBETCTBUU ¢ 3akoHOM Pecnybnuku Kazaxcran "O HapKOTHUUECKHX CpPEACTBaX
, TICHXOTPOTIHBIX BEIIIECTBAX, UX aHAJOraxX U MPEKypcopax U Mepax MPOTUBOJCUCTBUS UX
HE3aKOHHOMY 000POTY H 3JI0yTOTPEOJICHUIO MU'

3akiIoueHue 0 MPUHAMIEHKHOCTH K
MTOJKOHTPOJIBHBIM BeEIIeCTBAM (Ha
OCHOBaHUH A3yUYCHUS
MEXIyHapoOaHOTO
HEMaTEHTOBAHHOT'0 HAMMEHOBAHHSI,
TOPrOBOTO HA3BAHMSI, XUMUYECKOTO
HA3BaHUs, CTPYKTYPHOH (HOPMYITBI O
MPUHATICKHOCTH K
MTOAKOHTPOJBHBIM BEIIECTBAM C
ykazaHueM mo3unuu Tabmmig
Crucka, SIBISE€TCS JH BEIIECTBO
CTEPEON30MEPOM HAPKOTHUECKHUX
cpencts Tabmuie! 11, B Tex ciryuasx,
KOT/la CyIIeCTBOBAHME TaKUX
)] HM30MEpPOB BO3MOXHO B paMKax
JAHHOTO KOHKPETHOTO XMMUYECKOTO
o0o3HaueHus (eciIM TaKOBBIE
OIpeNeNIeHHO He HCKIIOYEHBI),
COJIbIO BCEX HAPKOTHYECKUX CPE/ICTB
, mepeuncieHHblx B Tabmume I,



BKJIIOUAsi COJM H30MEpPOB, Kak
NpEeIyCMOTPEHO BBIIIE, BO BCEX
clydasiX, KOIJa CyYILEeCTBOBaHHUE
TaKUX CcoJiel BO3MOKHO;COIBIO
TICUXOTPOIHBIX BemiecTB Tabmumpr 11
u Tabauuer III, xorga
CYILIECTBOBAaHUE TaKUX cojei
BO3MO>KHO

Hay4YHO-00OCHOBAHHOE OIIPEIEIICHNE
CTENEeHN PHUCKa 3JI0YNOTPEOJICHHS:
BBICOKMM PHCK 310yNOTpeOneHus,
WM PUCK 3J0ynoTpebieHuns
OTCYTCTBYET, WIH SBISETCS

2) HE3HAYUTEIbHBIM;ONPEICICHHIE
MaKCHUMalbHO  JIOIyCTHMOTO
colepXaHUs  HAPKOTHYECKHUX
CPEZCTB, IICUXOTPOIHBIX BEIIECTB U
IIPEKypPCOPOB B JIEKApPCTBEHHBIX
CpeACTBax;

3aKJIIOYCHHEO BO3MOXKHOCTH WIIH
HCBO3MOXXHOCTH HU3BJICYCHUA
3 JErKOJOCTYIHBIM  CIIOCOOOM
) MOJKOHTPOJIBHOTO BEIIECTBAa B
KOJIMYECTBAX, JOCTATOYHBIX MJIs
3IMOYIOTpeOIeHUS

3aKII0YeHHe B TOM, 4YTO B
4) OTHOILIEHUM IIpemnapaTra CHSATHI
HEKOTOPbIE MEPEI KOHTPOIIS

8. AHanu3 CBeJEHUN O MPOUCXOXKIEHUHU, peructpauun B Pecnybnuke Kazaxcrah,
Ka4yeCTBE U BBIBO/IbI
0 BO3MO>KHOCTH MCTIOJIb30BaHUs cyOcTaHIuu (Tipu 0TCyTCcTBUM cepTudukata GMP)

9. Ananu3s CBeI[eHHﬁ 0 Ka4CCTBC, KOJIMYCCTBC C BBIBOAAMHU O JOIIYCTHUMOCTH HCIIOJIb30BAHUA
HCIIOJIBb3YEMBIX
BCIIOMOI'aTCJIBHBIX BCIICCTB

10. 3axiroyeHue O MPOM3BOJACTBE (MPOU3BOJACTBEHHAs (OpMyJia, ONMHUCAHUE TEXHOJIOTHUU
MIPOU3BO/ICTBA,
KOHTPOJIb B MIPOIIECCE MTPOU3BOJICTBA, BATUAAIMS IPOU3BOICTBEHHBIX MPOLIECCOB)



11. XapakreprucTuka TOTOBOIO MPOAYKTa (COOTBETCTBHE MPEJCTABICHHBIX MapaMETPOB B

cepTuduKare KauecTna
Ha TOTOBYIO MPOJYKIMIO WM B MAacHOpPTE OPTraHU3aALMNU-TIPOU3BOJUTENS OMUCAHHBIM

METOJMKAM KOHTPOJIS
KauecTBa B HOPMAaTUBHON JOKYMEHTAIIMU, COOTBETCTBHUE CEPUIl MPEACTaBICHHBIX 00pa3IoB

CEpHsIM,
yKa3aHHBIM B cepTudukare)

12. 3akiroyeHue 0 MapKUPOBKE M YIIAKOBKE Ha MPEAMET UX JOCTAaTOYHOCTH ISl 00ecTieueHust

COXpaHEHUs KauecTBa
JIEKapCTBEHHOI'0 CPEJACTBA BO BpEMs XPAaHEHHUS U TPAHCHOPTUPOBKHU, (HEOOXOIUMOCTH

JOTIOJIHUTEIIbHBIX HAJIIUCEN ),
Hajguyue crnenudukanui Ha MEepBUYHYI0O M BTOPUYHYIO YNAKOBKY. [ HMrueHmdeckoe

3aKJII0YEHUE Ha YIIAKOBKY
(m71st OTEeUECTBEHHBIX MPOU3BOIUTENCH )

13. 3aktoueHue 0 HaJTMYUK WIM OTCYTCTBUM B HA3BAHUM JIEKAPCTBEHHOT'O CPEJICTBA!
1) rpaduueckux CXOACTB C paHEe 3aperUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU TIpETmapaTaMu 1

CJIOB C HEOJIar03By4YHBIMH BBIPKEHUSIMU;
2) crocoOHOCTH BBECTH B 3a0JIy»JE€HHE OTHOCUTEIbHO MCTUHHOTO COCTaBa W JICHCTBUS

npenapara;
3) cxoactea MHH u (unum) cxoaHble ¢ HUMHU Ha3BaHWS JJI JIEKAPCTBEHHOI'O CpEJCTBA

APYroro XMuMHUYECKOr0 COCTaBa Ui JECHCTBUS.
14. Cneundukanus roToBOro nNpoayKkTa




15. 3akmroueHre O TaHHBIX XUMUYECKOM, (hapMarieBTUUECKON 1 OMOJIOTHYECKOW (MH BUTPO)
SKBUBAJICHTHOCTH,
IIPEACTaBICHHBIX (PUPMOI Ha JICKAPCTBEHHOE CPEICTBO

16. 3akmtoueHne o CTaOMIBHOCTHU JIEKAPCTBEHHOTO CPEICTBA, 00OOCHOBAHHOCTH 3asBIIEHHOTO
CpOKa XpaHEeHUs

17. AHanu3 W OLEHKAa MNPOEKTOB HMHCTPYKUUH 0O MEIULIMHCKOMY IPHUMEHEHHIO
JIEKapCTBEHHOT'O CPEJICTBA, MAKETOB

YIIAKOBOK M JITHKETOK, INPOBEPKA HA HIACHTUYHOCTh YKAa3aHUN YCIOBHUM XpaHEHHUS H
TPAHCIIOPTUPOBAHUS, YKA3aHHBIX

B MPOEKTE HOPMATUBHOIO JOKYMEHTa IO KOHTPOJIO KayecTBa M 0O€30MacHOCTH
JIEKApPCTBEHHOI'O CPEJCTBA U BBILICYKA3aHHBIX ITPOEKTAX

18. 3akmtouenue 00 yCIOBUSX XpaHEHHUS U TPAHCIIOPTUPOBAHUS JIEKAPCTBEHHOT'O CPEJICTBA U
HEOOXOIUMOCTh BBEJICHHUS

JIOTIOJTHUTENBHBIX TPEOOBAHUIA C TIEJIbI0 00ECTICUCHUS COXPAHEHHS KaueCTBa JIEKApCTBEHHOTO
CpelcTBa

19. Ananu3 HOPMATHBHOTO JOKYMEHTAa NPOU3BOAUTENS MO KOHTPOJIO KadyecTBa H
0€30IacCHOCTH JIEKAPCTBEHHOT'O CPEJICTBA
Y METOJUK KOHTPOJISI KAUECTBA TOTOBOr'O MPOAYKTA




20. CpaBHeHue C aHajgoramu, 3aperucrpupoBaHHbiMH B PecnyOmmke Kazaxcras.
CpaBHuTEIbHAS XapaKTEPUCTUKA
OCHOBHBIX IMOKa3aTelield KauecTBa

21. AHanu3 JOCTOBEPHOCTH KAa4ECTBEHHOIO M KOJHUYECTBEHHOTO COCTaBa AKTHUBHBIX U
BCIIOMOT'aTCIbHBIX BEIIECTB,

YKa3aHHBIX B MHCTPYKLIMHU 1O MEIMIIMHCKOMY NPUMEHEHHUIO, CPaBHUBAas C 3asBJICHHBIM
COCTaBOM B 3asIBJICHHHU,

aHAJTUTUYECKOM HOPMATHUBHOM JJOKYMEHTE U MAKETE YIAaKOBKH

22. Ouenka (papMakoIOTHYECKOW COBMECTUMOCTH KOMIIOHEHTOB, B CIIy4ae PETrHCTpallUH
BOCITPOU3BEJIEHHOTO
JIEKapCTBEHHOI'O CPEJICTBA MPOBECTH CPABHEHHE C COCTABOM OPUTMHAIILHOTO Mpenapara

23. * AHanu3 JOKyMEHTAIlMU MO JOKJIMHUYECKUM HCCIEOBAaHUSAM: TOKCUYHOCTH (OCTpas,
xponunueckas, LD50, LD100),

KaHI[EpOT€HHOCTH, IMOPHUOTOKCUYHOCTH, TepaTOT€HHOCTH, MYTareHHOCTH,
MECTHO-pa3Ipa)karoliero ACHCTBYS, BIUSHUS

Ha WMMYHHYIO CHCTEMY, Cchenududeckoi ¢GapMaKoIoTHIeCKo (OMOIOTHYECKOiN)
aKTUBHOCTH.

[Ipumeuanue: mpu HKCOEpTU3€ OUOCUMUISAPOB YKa3zaTh Ipemnapar CpaBHEHHS,
MCIIOJIb30BAaHHBIN HA BCEX ATamax

CpPaBHUTENbHBIX HCCIeAOBaHUN (OT (apmalneBTUUECKOH pa3pabOTKH 10 KIMHUYECKHUX
HCCIIEIOBAHUI ): HA3BaHUE,

aKTHUBHOE BEILIECTBO, MPOU3BOAUTEINb, CTPAHA-TIPOU3BOAUTEND, CEPHS, CPOK TOTHOCTH




24. * AmnHanu3 JAOKYMEHTAlMM KIWHUYECKUX ucclenoBanuil (¢das3bl KIMHUYECKUX
HCCIIeIOBAHUM, TOCTMAPKETUHTOBBIE

HCCIIEIOBAHUS, TPOTOKOJBI M OTYETHI, 3aKIIOUCHUs JTUYeCcKOoW komuccuu). [lpu stom
HEO0OXO0/IUMO yKa3aTh MECTO, Jary,

CIIOHCOpA MPOBEJICHUS HCCIENOBAHUS, II€]b, IWU3aiiH, IIUTEIbHOCTh HCCIEIOBAHUA,
KOJIMYECTBO, TIOJI BO3PACT UCTIBITYEMBIX,

PEXKUM JI03UPOBaHUS MpenapaTa, MOHUTOPUHT MTOOOYHBIX JIEUCTBUN B IIPOIIECCE MTPOBEICHUS
KIIMHUYECKUX UCCIEIOBAHUM,

COOTBETCTBHUE OTUETA MPOTOKOIY, 3aKIIOUEHUE O COOTHOIIEHUH "T0JIb3a-pUCK".
[Ipumeyanne: mpu dKCHEpTU3EC OMOCHUMUWISPOB yKaszaTh IpenapaT-CpaBHEHUS,
MCIIOJIb30BaHHBIN Ha BCEX ATAIax CPaBHUTEIbHBIX

uccinenoBannii (0T (hapMameBTUYECKON pa3pabOTKH A0 KIMHUYECKHX HCCICIOBAHMMN):
Ha3BaHHE, aKTUBHOE BEIIECTBO,

MIPOU3BOJIUTEIb, CTPAHA-IIPOU3BOIUTEIIb, CEPHUS, CPOK TOJHOCTH.

25. O1ieHKa UCTOYHUKA TTPOUCXOXKICHUS (KPOBb, OpTaHbl U TKAHU YEJIOBEKa U )KUBOTHBIX) U
crienupuIecKor aKTUBHOCTH

JUISE UMMYHOOHMOJIOTUYECKUX TIPETapaToB

26. * Onenka 6e30MacHOCTH U 3PPEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA 0 pe3ysbTaTaM
KJIIMHUYECKUX UCCIECOBAHUN

B OTHOILIEHUU 3asiBJICHHBIX BO3PACTHBIX IPYNIN OOJbHBIX, OOOCHOBAaHHOCTH BBIOOpA
[I0Ka3aHUU K IPUMEHEHHUIO,

NPOTUBOIOKA3aHUM, MPEIOCTEPEKEHUN IPU MPUMEHEHUH TpenapaTta, Ipoduis moOOUYHbBIX
JNEUCTBUN

27. 3anonHsAeTCs TOJNBKO IPH MOJAa4e Ha 3asBJICHHUS T'OCYIAapCTBEHHYIO NEPEPErHUCTPALIUIO
JIEKapCTBEHHOTI'O IIpenapara

OHGHKa 0e30ITaCHOCTH M 3(1)(1)€KTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA Ha OCHOBC JaHHBIX
MNEPpUOANICCKHA OOHOBJIIEMBIX



OTYETOB O 0€30MacHOCTH - aHaIu3 Mpoduias 0€30MaCHOCTH, BHECEHUH HOBBIX MOOOYHBIX
JNEUCTBUN, MPOTUBONIOKA3aHUMN

B KPaTKYIO0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO TMpenapara U MHCTPYKIUIO TI0 METUITMHCKOMY
NPUMCHCHHIO WJIH OTKa3e

B IEpEpEerucTpaIuy mpenapara, U3MEHEHUS B PETHUCTPAIMOHHOM CTaTyce Mpemapara B
JIpyrux cTpaHax, OOHOBJICHHBIE

JaHHBIE O Mepax, MNPUHATHIX PETyJIATOPHBIM OPraHOM WJIH MPOU3BOJHUTEIEM 10
cooOpakeHUusIM 0€30MaCHOCTH, N3MEHEHHUSI

B WH(popMamuu mo OE30MacCHOCTH Mpernapara, 00beM Mpojax, KOJIUYECTBO IMAIMEHTOB,
MOJIYYMBIINX MIPENapar 3a OTYETHBIN

MEPHOJI, U3YUCHUE ONMCAHMS WHIUBUAYAIbHBIX CIIy4aeB W MEPEUHS MOOOYHBIX ACHCTBUN U
CBOJIHBIX TaOJUIl, MHANBUIYaTbHBIX

CJIy4yaeB MPOSIBICHUSA MOOOYHBIX JIEUCTBUI BBISBICHHBIX JEpPKATEIEM PErUCTPaAIMOHHOTO
YAOCTOBEPEHUS, XapaKTep

Y KOJIMYECTBO CEPhE3HBIX MOOOYHBIX ACHCTBUMN U paHee HE 3apEeTrUCTPUPOBAHHBIX KOMITAHUEH.
O61as oueHka 0e30MacHOCTH

Ha OCHOBE JIaHHBIX MIEPUOIUYECKH OOHOBIISIEMBIX OTUYETOB O 0€30MaCHOCTU M 3aKIIOUYEHUE O
COXpaHCHUH WJIH U3MEHEHUHU

npodmiisi 0€30MaCHOCTH, BHECEHHWH HOBBIX IMOOOYHBIX JACHCTBHUM, MPOTHBONOKA3aHUN B
MHCTPYKIIHMIO IO METULIUHCKOMY

MPUMEHEHUIO WU OTKa3€ B MEPEPETUCTpaIluy Ipermapara.

[IpuMeuanue: MpoBelEHHE SKCIEPTU3bI MPENapaToB-OMOCUMIISIPOB B COOTBETCTBUHU C
TpeOOBaAHUSIMU:

Ha skcnepTusy nmpu rocy1apcTBEHHON MEpeperucTpanui OUOJIOTHIECKOTO JIEKAPCTBEHHOTO
CpEeIICTBa, B TOM YHCIIe OMOCUMMUIISPA,

npenocrasisitorea Yacru [-111 [lepeuns, uz Yactu V:

1) mepuouyecku OOHOBIIIEMBIN OTUET 10 0€30MACHOCTH WIIH MTEPUOTUYSCKUA OTIET

2) pesyibTaThl MOHUTOpUHTA [lnmaHa ympaBieHUs] pUCKaMU W MUHHMU3AIMU PHUCKA,

MMMYHOTE€HHOCTH, ITPU TPUMEHEHUU

OMOJIOTHYECKOTO JIEKapCTBEHHOTO CpejacTBa, B ToMm uucie B Pecnybnuke Kazaxcraw,
MOJIYYEHHBIX B PE3yJIbTare:

MOCTPETUCTPAIIMOHHBIX HAOMIOAATENbHBIX UCCIEAOBaHUI 0€30macHOCTH U 3()PEeKTUBHOCTU
JIEKapCTBEHHOI'O CPEICTBA

(MEeTo0M aKTMBHOTO MOHUTOPHUHIA, METOJOM CiIydyail KOHTPOJIb MIJIM KOTOPTHBIX

PETPOCHEKTUBHBIX U (UJIN)



MPOCIIEKTUBHBIX UCCIICIOBAHUMN )

aHaJIn3a PGI‘I/ICTPOB MallMCHTOB, IMOJYYaOIUX JICUCHUC OIIPCACICHHBIM OMOJIOTHYCCKUM
JICKapCTBCHHBIM CPCICTBAM

IMOCTMAPKCTUHIOBBIX KIMHHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ

IPOBENECHUS 00YyYarOUIMX MEPONPUATUN IO MOBBIIIEHUIO MHMOPMUPOBAHHOCTU Bpaydei,
(hapMalleBTOB U MalEHTOB

C LIETIBI0 CHU)KEHHSI PUCKOB, CBSI3aHHBIX C MPUMEHEHUEM OMOJIOTMYECKOTO JIEKAPCTBEHHOTO
cpenctBa B PecmyOnnke Kazaxcran.

28. Omenka 6e30omacHOCTH U 3PGEKTUBHOCTU JIEKAPCTBEHHOTO CPEICTBA C YYETOM
COOTHOIIIEHHUS "M0JIb3a-pUCK"

- MPOTHUBOIIOKA3aHUS, TPEAYIPEKIACHHUS U MPEIOCTEPEKEHUS TP MPUMEHEHUH TIpernapara.
TpeOyetcs oOpaTuTh 0co060€

BHUMAaHHE Ha JCTCKUH BO3pacT, OEPEeMEHHBIX M KOPMSIINX KXEHIIWH, MOXHUION BO3pacT,
MAIMEHTOB C TOYEYHOU

Y TICUEHOYHOU HEeJI0OCTaTOYHOCTHIO

29. DkcnepTu3a HHCTPYKUUH 110 MEIUIIMHCKOMY NPUMEHEHHUIO ITPOBOJAUTCSA B CPABHEHHHU C
KPaTKOW XapaKTEPUCTUKOU

JIEKapCTBEHHOIO Ipenapara. Jlenaercs 3aKiIr04eHUE O COOTBETCTBUM WM HECOOTBETCTBUU
MMOKA3aHUN K IPUMEHEHHUIO,

NOOOYHBIX JIEMCTBUM, MNPOTUBOMOKA3aHUM, OCOOBIX yKa3aHUW, JIEKapCTBEHHBIX
B3aMMOJICHCTBUH, IEPENO3UPOBKH,

YKAa3aHHBIX B MHCTPYKLUHUH IO MEIUIMHCKOMY MPUMEHEHUIO JIEKAaPCTBEHHOI'O CPEJCTBA,
KpPaTKOM XapaKTEPUCTUKE



JICKApCTBCHHOI'O IIpCIiapara

30. 3axyro4eHEe O HAIMYUN UM OTCYTCTBUU B Ha3BaHUU JIEKAPCTBEHHOI'O CPEJCTBA:
1) rpaduuecknx CXOACTB C paHEe 3apErUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU IpenapaTaMu 1
CJIOB C HEOJIaro3By4YHbIMH BBIPAKEHUSIMU

2) crocoOHOCTH BBECTH B 3a0JyKJIEHHE OTHOCHUTEIBHO MCTHHHOTO COCTaBa U JEWUCTBHUSA
npenapara

3) cxoactea MHH u (unum) cxogHble ¢ HUMHU Ha3BaHWS I JIEKAPCTBEHHOI'O CPEICTBA
JIPYroro XMMUYECKOI0 COCTaBa WM JIEHCTBUS

31. OueHka npaBUILHOCTH MPUCBOCHUS KOAa AHATOMO-TEpaneBTUYECKO-XUMUUYECKOH (Janee
— ATX) xnaccudukamnmm,

COOTBETCTBUSL (hapmakoTepaneBTuuecko rpynnsl kony ATX kinaccudukanuu,
(hapMaKkoIOTHIECKOMY JIEHCTBHUIO,

NOKa3aHUAM K MNpUMEHEHHIo. B ciydae HenpaBuibHO 3asBieHHbIX ATX koma u
(hapMakoTepaneBTUYECKON IPyMIIbI,

TpeOyeTcs yKa3aTh peKOMEHIyeMble SKCIIEPTOM

32. IIpoBepka aneKBATHOCTH 3asABJIEHHBIX J03 M PEXUMa JO3UPOBAHUSA COTJIACHO
(bapMaKOKHMHETUYECKUM TapaMeTpam
(meprosa moJIyBbIBEJECHUS, CTEIIEHU CBS3bIBAHUS C O€IKaMM IUIa3Mbl KpPOBH, BIMSHHE Ha
AKTUBHOCTb [I€YEHOUYHBIX (PEPMEHTOB,



BpeMsl COXpaHEHHUs] OaKTEepUOCTAaTUUYECKOW (OaKTepUIIMAHON) KOHIIEHTpAIlMU B Ccliydae
aHTHOAKTEpHUAIBHBIX MPENapPaTOB).

Tpebyercst obpatuth ocob00e BHUMaHHE Ha J03bl, PEKOMEHIyEeMbIC IETSIM, MOXKHIBIM,
OOJIbHBIM C HapyIICHUAMH (QYHKIIMU TTOYEK U TIeYEHU

33. IIpoBepka COOTBETCTBUS 3asBJIEHHOIO CPOKAa XpaHEHHUs, YKa3aHHOIO B 3asiBJICHUU, B
KpPaTKOW XapaKTEPHUCTHUKE JIEKAPCTBEHHOT'O
npenapara, MHCTPYKUUUA 10 MEIUIMHCKOMY MPUMEHEHHUIO0, MAKeTaX YIMaKOBKH CO CPOKOM
XpaHEHHUs], yKa3aHHbIM B HOPMaTUBHOM JIOKYMEHTE
34. CoOTBETCTBHE MPEACTABICHHOM HHCTPYKUUHU MO MEAUIMHCKOMY NPUMEHEHUIO
JeiCTByIOLIEMY 3aKOHOAaTenbcTBY PecnyOnuku Kazaxcran.
35. JlerasnpHOE onucaHue cucTeMsbl (papMakoHaA30pa U yIpaBICHUS] pUCKAMHU:

1) KpaTkast xapakTepucTHKa CUCTEMbI (hapMaKOHa130pa Jep KaTelis perucTpaiuoHHOro
YAOCTOBEPEHUS BKIIIOYAET CIEAYIOIINE AIEMEHTBHI:

JI0Ka3aTeNIbCTBO TOT'O, YTO JI€P>KATENb PETUCTPALIMOHHOTO YAOCTOBEPEHUS UMEET B CBOEM
pacHopsKEHUH YMOJHOMOUYEHHOE JIMIO 3a TIIOOaNbHBIA (hapMaKoOHAI30p JeKJIapaius,
HOJNUCaHHAsl Iep>KaTeIeM PErUCTPALMOHHOTO YIOCTOBEPEHHS O TOM, YTO OH UMEET CUCTEMY
dbapmakoHaa30pa sl BBIIOJHEHHS 3a7ad W OOS3aHHOCTEW MO MOCTPETUCTPALMOHHOMY
KOHTPOJItO 0€30I1aCHOCTHU JIEKAPCTBEHHBIX CPE/ICTB

CChUIKa Ha MecCTO (aapec), rAe XpaHuTcs macrtep-¢aiin cucrembl (hapmakoHaa3opa
KOHTAKTHBIE JaHHBIE YIIOJHOMOYEHHOTO JIUIa 3a rI100aNbHbINA (papMakoHaI30p;
2) ynoJHOMOYEHHOE (KOHTaKTHOE) JuIlo 3a (papmakoHam3op B Pecrybnuke Kazaxcran:
JOKYMEHT, TOATBEPKIAONIMNA Ha3HAUYCHUE YMOJHOMOYEHHOIO0 (KOHTAaKTHOIO) JWIla 3a
dapmakonaazop B Pecnybonmke Kazaxcran

KOHTAKTHBIE JIaHHbIE YMOJHOMOYEHHOTO (KOHTAaKTHOTO) JiMila 3a (papMaKOHaA30p B
PecnyOnuke Kazaxcran;

3) Ilnan ynpaBieHUs pUCKaMHU MPU MEIUIIMHCKOM MPUMEHEHUHU JIEKapCTBEHHOTO
CpEIICTBa, 3asBJICHHOTO HA PETUCTPAIUIO (TTEPEPETUCTPAIINIO) UIIM BHECEHNE N3MEHEHUHN (JII1s
OpUTHHAJBLHBIX MPENapaToB, OMOCUMUIISPOB, BaKIMH, MPENapaToB KPOBU, TCHEPUUYECKUM
npernaparaM TpeOyIoIIero 0co60ro KOHTPOJIS )

[Ipumeyanue:

* OTMEUEHHBIE pa3/ielibl 3aMOJIHAIOTCS IPU MepepPerucTpauu
3akitoueHue:

MOJIOKHUTENIbHOE OTpHUIIATENbHOE (C 000CHOBAaHUEM)

JlaTa mocTyIUIeHHS TOKYMEHTOB DKCIIEPTY



JlaTa 3aBepiieHus SKCIEPTU3HI JOKYMEHTOB

Bce naHHbIe, NpUBEIECHHBIE B KCIIEPTHOM 3aKJIOYEHHUH, JOCTOBEPHBI U COOTBETCTBYIOT
COBpEMEHHBIM TPEOOBaHUIM, YTO MOATBEPKIAI0 JTUUYHOM MOAMHCHIO.

PykoBoauTenb CTpyKTYpHOIO MOApa3ICICHUS

noanuck O.N.O (ripu ero HaIU4IMN)
OKcrnepr

noanuck ®.MN.O (npu ero HaJIMYHH)
JlaTa

IIpunoxenne 11
K [IpaBUIaM MPOBEACHUS
SKCHEPTU3BI IEKAPCTBEHHBIX CPEJICTB

¢dopma

CBOIHEI! OTYET HKCIIEPTOB IO OLEHKE JIEKapPCTBEHHOTO Iperapara IpH H3MEHEHHAX, BHOCHMBIX B
PETHCTPanAOHHOE AOCHE

Cuocka. [Tpunoxenue 11 - B pegakuuu npukasa u.0. Munuctpa 3npaBooxpanenusi PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCS B JEMCTBHE CO JHS €ro MEPBOro O(UIIMATIBHOTO
OonyOJMKOBaHUsA); C ”3BMEHEHUEM, BHECEHHBIM ITpuKa3oM MunucTpa 3apaBooxpanenus PK ot
04.11.2022 Ne KP JICM-128 (BBOOUTCS B JEUCTBUE IO MCTEUYECHUM JECITU KaJeHJIapHBIX
IHEH nocie AHs ero nepBoro o(hUIHUaILHOTO OIMYOIMKOBAHUA).

| ®.N.O0. (mpu ero HaIUYUHM) U
’ JIOJKHOCTB DKCIIEpTa

2. VYueHas creneHb, 3BaHUE

3. No 3asBKH

4. Hara

5. Toprosoe HauMeHOBaHUE Mpenapara
6 MexayHapoJHOE HENMaTEHTOBAHHOE

Ha3BaHHC

[ ]

OpurrHaJIBHBIA JIEKAPCTBEHHBIN
npenapar

[ ]

BocnpousBeneHHbIN 1eKapCTBEHHBII
mpemnapar

[ ]

I'mOpunHeli  JTeKapCTBEHHBIH
npenapar

[ ]

Bbuonornueckuii nexapcTBEHHBIN
mpemnapar



10.
1.
12.

JlekapcTBeHHBIN penapar

s BOCIIPOU3BEIEHHOTO
JICKapCTBEHHOTO TMpemnapar WiIn
OMOCHMUJISIpAa yKa3aTh Ha3BaHHE
OPUTHHAJIBHOTO JIEKAPCTBEHHOT'O
mperapara

JlekapcrBennas popma
Jo3upoBka
Konuenrtpauuns

dapmakoTepaneBTHUECKas TpyTna

[]

NmmyHOOUOIOTHYECKHI I
JICKApCTBEHHEIH Mpenapar

[]

Buonono6HBIN  €KapCTBEHHBIN
npenapat (bunocummisp)

[]

KoMOMHMpOBaHHBIH JIEKapCTBEHHBIH
npenapar

[]

JlexapcTBEeHHBII Ipenapar ¢ XOpoLIo
U3yYEHHBIM MEIUIMHCKIM
MMPUMECHCHUCM

[]

PannodapmaneBTdeckuii
JEeKapCTBEHHBIH Ipernapar WIH

IpEeKypcop

[]

I'omeonaTnueckuil J1IeKapCTBEHHBII
mpemnapar

[ ]

PacturenpHblll  J€KapCTBEHHBIN
npenapar

[ ]

OpdanHbrii  IeKapCTBEHHBIN
npemnapar

[ ]

AxtuBHas  (apmaneBTHUECKAS
cyOcTaHIVs, NPOU3BEACHHAs HE B
ycnosmsix GMP

[]

JlexapcTBeHHOE MPUPOJHOE CHIPHE (
He QapmakoreiiHoe)



13. Kox B coOOTBETCTBUHM C
AHATOMO-TEPANEBTUUYECKO-XUMHUUYECK
ol kimaccuuKaIuei

[ ]

TI0 PerLenTy

[ ]

0e3 perenra

14. dopma oTmycka

2. YnakoBka

H Bun ynakoBku ( KomnuecTBo
arMEHOBaHHUE
Ne mepBUYHAS, Pazmep O0BpeM ENNHHNIL B
[MAKOBKH
Y BTOPUYHAS) YIaKOBKE

3. /laHHBIE O IPOU3BOAUTETE

Tun opranuzanuu

HaumenoBanue .
No A y4acToK Crpana IOpuauueckuii anpec
OpTaHU3aIIH
IIPOHU3BOJICTBA
I. [IpousBoauTens
2. YnakoBIIUK
2.1 [epBuunas
2.2 Bropuunas
[IpousBoauTens,
3. OCYIIECTBIISAIOIIHIHA

KOHTPOJIb Ka4Y€CTBA

[IpouszBoauTens,
4. OTBETCTBEHHBINH 3a
BBIIIYCK cepuil

Jepxarens
5. pPEerucTpaoHHOrO
YI0CTOBEPEHHS

4. Peructpanus B CTpaHe-MPOU3BOAUTENE U IPYTUX CTPAHAX

Ne
Ne Hazpanue ctpaHsl perucTtpanuoHHoro  Jlata Beliadu Cpok aeiicTBus
YAOCTOBEPEHHS

5. 1) CocTaB IekapCTBEHHOTO cpelcTBa (yKa3aTh JIEKAPCTBEHHbIE CYOCTAHIIUU U
BCIIOMOI'aTCJIbHBIC BCHICCTBA, BKIIOYasd KOHCCPBAHTLI, COCTABHLIC BCIICCTBA 000JI0YKH
MpenapaToB):

HopMmaTuBHBIN JOKYMEHT
[0 KOHTPOJIIO Ka4yecTBa U
Oe3omacHOCTH
JIEKApCTBEHHBIX CPE/CTB,
nnu T'ocynapcrBeHHas

Komnuectso Ha eamnumy (apmaxones Pecrmy6nuku

No HaumenoBanue .
JIEKapCTBEHHO (popMBI Kazaxcran, 3apyOecKHBIC



cyOcrannus (n):

(apmakornen, Npu3HaHHbIE
JNEeUCTBYIOIIMMH  Ha
Tepputopun PecrryOnmku
Kazaxcran

JlekapcTBenHas(bIc)

) BcnomorarenbsHbIe
’ BEILIECTBA:
CocraB 000710YKH
3. TabJeTKH WA KOpIryca
KarCyJbl:
2) I[J'I}I JICKApCTBCHHOI'O PACTUTECIIBHOT'O ChIPhS
HopmatusHbIil
JOKYMEHT  IIO
KOHTPOJIIO KayecTBa
u 0€e30MacHOCTHU
JICKapCTBECHHBIX
CpEeICTB, WU
T'ocynmapcTBenHas
Boranunueckue yaap
dbapmakomnes
JIATHHCKUE Ha3BaHUS Huxopactymee wm MecTo
Ne aCTEHHUM, BXOIAIINX PecnyOamicn KYJIBTUBHPYEMOE MIPOU3PaCTaHUs
p ’ X asaxcran u Y py PO3p
B cocTaB cOopa
3apyOexxHbIe
¢dbapmaxormnen,
MpU3HAHHBIC
JNEUCTBYIOIIMMHU Ha
TEPPUTOPHUU
Pecny6unuku
Kazaxcran
1.
2.
6. IlpousBoauTENN aKTUBHBIX CYOCTAaHIIUM, BXOJAIIMX B COCTaB JIEKAPCTBEHHOIO
cpeacraa
HaumenoBanue Anpec
HanmenoBanue .
BCIIECTBA, MIPOU3BOICTBEHHON
IPOU3BOJIUTENS Ha
Ne BXOJIAIIETO B COCTAB Crpana* IUIOIIAagKU  Ha
pycckom u
JIEKapCTBEHHOTO . pycckom "
aHTJINACKOM SI3BIKaX N
cpencTea AHTJIMMCKOM SI3BIKAX
1.
2.

7. 1) CocTaB JeKapCTBEHHOrO CpeacTBa (yKa3aTh JEKApCTBEHHBbIC CYOCTAHIIUM U

BCIIOMOTI'aTCJIbHBIC BCIICCTBA, BKJIIOYasd KOHCCPBAHTLI, COCTABHBLIC BCIHICCTBA 000JIOUKH

MpernaparoB):

Ne HanmenoBanue

HopmatuBHBIM AOKYMEHT
M0 KOHTPOJIO Ka4ecTBa U
6e3omacHOCTH
JIEKapCTBEHHBIX CPEJCTB,
unu  ['ocynapcTBeHHas
¢dapmaxones Pecnyomuku



KomnuectBo Ha enmuuny Kazaxcran, 3apyOeskHbIC

JIEKapCTBEHHON (OPMBI (apmakornen, Npu3HAHHbIE
JNEUCTBYIOUIUMU  Ha
Tepputopun PecryOmmku

Kazaxcran
! JlexapcTBeHHas1(bIe)
’ cyOcranus (1):
5 BcnomorarenbHbie
’ BEILIECTBA:
Cocras 000J10UKH
3. TabJeTKH WA KOpIryca
KarcyJbl:
2) HJ’ISI JICKAaPpCTBCHHOT'O PACTHUTCIIHPHOT'O CHIPh:A
HopMatusHbIil
llOKyMeHT 10
KOHTPOJIIO Ka4yecTBa
u 0e30macHOCTH
JIEKapCTBEHHBIX
CpeICcTB, WU
T'ocynapcTBeHHas
borannuyeckue yAap
dbapmakomnes
JIATHHCKUE Ha3BaHUSI Hukopactymee mm MecTo
Ne N Pecnybnuku
pacTeHui, BXOISIIIX KyJIbTHBHAPYyEMOE MIPOU3PACTAHHS
Kazaxcran i
B cocTaB cOopa
3apy0OexHbIe
dbapmakoren,
MpU3HAHHBIE
JNEHCTBYIOIIMMHU Ha
TEPPUTOPHUH
PecnyOnuku
Kaszaxctan
1.
2.

8. IlpousBoauTeNnn aKTUBHBIX CYOCTaHIMI, BXOJSAIIMX B COCTaB JIEKAPCTBEHHOIO
CpeacTBa

HaumenoBanue Anpec
HanmenoBanue .

BEIIECTBA, MIPOU3BOJCTBEHHON
MPOU3BOAUTEINS Ha "

Ne BXOJSILErO B COCTaB Crpana IJIOMAAKH  Ha

pycckom u

JIEKapCTBEHHOI'O N pycckoMm u
AHTJIMHCKOM SI3bIKaxX .

cpencTBa AHTJINHACKOM SI3bIKaX

9. Tun usMeHeHu

1) Tum uW3MEHEHWH B
COOTBETCTBUH c BHOCHMBIE U3MEHECHUS Crapast pegakuus HoBas penaxius
npuioxeHuem 17

10. O1meHka perucTpalMOHHOTO JOChE MO acleKTaM KauecTBa, 0€30MaCHOCTH U
3 PeKTUBHOCTH



Pexomenmanuu:

3asBJICHHBIC U3MECHEHHS THUIIA
_ (yxazaTp THHI) HE OKa3bIBaIOT
BIIMSHUS HA KA4eCTBO, O€30I1aCHOCTD
1 3 (PEeKTUBHOCTD JIEKAPCTBEHHBIX
1) cpencTB. 3asBICHHOE W3MEHCHHE
PEKOMEHIYeTCsl K pEerucTpaluu.
Co0uto/IeHBI yCIIOBUS TSI BHECEHHS
W3MEHEHUH 10 3asBJICHHOMY THILY
HM3MEHEHHH.

3asBICHHBIC U3MEHEHUS TUIIA
(Yka3aThb THII) OKa3bIBAIOT
BJIMSHUE HA Ka4eCTBO, O€30MacHOCTb
1 3QPEeKTUBHOCTD JIEKApPCTBEHHBIX
CPEICTB. 3asBIECHHOE U3MEHEHHE HE
PEKOMEHIYETCS K PETHCTPALHH.

2)

B cooTBeTcTBMM C 3asBJIECHHBIMH
W3MCHCHHUSMHU HE TPEJOCTaBICHBI
JOKYMEHTBl ~ PETHUCTPAIHOHHOTO
JIOChE B MOJHOM O0BEME COTIacHO
TIPUIIOKEHNIO |7 MITH He COOITIOICHBI
3) YCJIOBHS IS BHECEHUSI U3MEHEHUI
110 3asIBJICHHOMY THUIly U3MEHEHMUI.
Heobxonumo paccMoOTpeTh
JOKYMEHTBl TOBTOPHO IIOCIIE
MPEIOCTABICHUS JIOTOIHUTEIbHBIX
MaTEpHAIIOB IO 3aIPOCY IKCIIEPTa:

JlaTa oCTyIuIeHUs JJOKYMEHTOB DKCIIEPTY
JlaTa 3aBepIieHus SKCIEPTU3BI JOKYMEHTOB

Bce nansble, npuBeIeHHBIE B AKCIIEPTHOM 3aKIOUYEHUH, TOCTOBEPHBI
1 COOTBETCTBYIOT COBPEMEHHBIM TPEOOBAHUSIM, UTO MOATBEPKAAI0 TUYHOMN MOAMKUCHIO.
PykoBoauTens CTpyKTYpHOIO NOAPA3ACIICHUS

noanuck ®.MN.0 (npu ero HaIUYKH)
DKcnepT
noanuck ®.MN.O (npu ero HaIMYKH)
Jlara

[punoxenne 12
K IIpaBuJIaM IMPOBCIACHUSA
OKCIIEPTU3LI JICKAPCTBCHHBIX CPCIACTB

Caocka. [Ipunoxenue 12 - B penakunu npukasa u.0. Munuctpa 3apasooxpanenus PK or
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JEMCTBHE CO JHS €ro MEPBOro O(HUIIMATBHOTO
OITyOJIMKOBAHUA).

¢dopma



MunucrepcTBo 3apaBooxpanenus Pecny6nuku Kazaxcran

HaumenoBanue FOC}’JIB,pCTBCHHOfI BKCHCpTHOﬁ OpraHu3anmunu

ATTecTaT aKKpeIuTalluu UCIIBITaTeNbHOM 1abopaTtopun (Ne, cpok neicTBUA)

Anpec, TenedoH SKCIEPTHON OpraHU3aIMK (UCIIBITATEIbHON 1a00paTopun)
IIpoTokon ucneiTanui Ne or " " roja

Crpanuna (KosnnuecTBo ucroB )
3asBUTENb (HAMMEHOBAHUE, a/Ipec):

HammeHoBaHue IMPOAYKIIHNH:

Bun ncnerranmit:
OcHoBanue:

®dupma U3roToBUTENb (IPOU3BOIUTEIIb), CTPAHA:

Cepus, maprusi: JlaTa npousBocTBa:
CpOK TOJIHOCTH:

Jlata Havyasa ¥ JaTa OKOHYAHUS UCTIBITAHU:
KonudectBo 00pas1os:

O06o3HaueHne HOPMATUBHOI'O IOKYMCHTA I10 KAa4CCTBY Ha IIPOAYKIHIO:

O603HavYeHe HOPMATUBHOTO JOKYMEHTA 10 KaYECTBY Ha METOIbl UCIIBITAHUH:

Pe3ynprarsl ncnpiTaHuii

TpebGoBaHus
HaumenoBaHue P ®daktruecku moinydeHHsle Temmepatypa 0 C u
. HOPMATHBHOTO JIOKyMEHTa o
rokasarenei pe3ybTaThl BIAXHOCTH (%)
10 KaYeCTBY
1 2 3 4

3akmouenue: llpeacraBieHHbIe 00pas3Ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHWSIM HOPMATHUBHBIX JOKYMEHTOB U METOIUKH BOCHPOU3BOIATCA (HE
BOCITPOM3BOATCS) (YKa3bIBaTh MPH HEOOXOAUMOCTH). (HY’KHOE TTOAYEPKHYTh)
MeToauKu He BOCTIPOU3BOIATCS 10 CJICTYIONTUM TTOKA3aTeIIsIM

HOI[HI/ICI/I YIIOJTHOMOYCHHBIX JIUIT

(momxHocTh) (moanuck) ®.M.0O (npu ero HaTU4UM)



(momxnocTh) (moanucek) ®.M.0 (ripu ero Hanu4uu)

(momxHOCTh) (moanuck) ®.M.O (npu ero HaTU4INK)

[Ipunoxenne 13
K IpaBHJIaM IPOBEACHHS
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

¢dbopma

Ortder o pe3yibTaTax MPOBEACHHA 1aO0PaTOPHOrO HCIBLITAaHUA B TaOOpaTOpHH KOHTPOJI Ka4ecTBa
IPOW3BOJUTEIIS WM B KOHTPAKTHOM 1a60paTOpHH, HCIIOIB3yEeMOM IIPOM3BOAUTEIEM

Cuocka. [Ipunoxenue 13 - B pemakunu npukasa u.0. Munuctpa 3apaBooxpanenus PK or
20.12.2021 Ne KP JACM-131 (BBOAUTCS B JIEUCTBHUE CO JHS €r0 MEPBOTO OPUIIMATHLHOTO
OITyOJIMKOBaHUA).

1. Pe3rome

Hanmenosanue JICKApCTBCHHOT'O
CpeacTBa

HaumenoBanue, aapec peKBU3HUTEHI
MIPOM3BOJICTBEHHOM IIIOIIAKU

HaunmeHoBaHue, axpec, peKBH3HTHI
nmabopaTopun KOHTPOJIS KadecTna u (
WIN) KOHTPAKTHOW nabopaTopuu
KOHTPOJISI Ka4eCcTBa

OcHoBaHUue NpoBE€ACHUA
na60paT0pH0r0 HCIIbITaHUA

Howmepa nuneH3uu (npu HaIu4un),
ceprudukaToB, 3asiBOK Ha
SKCIEPTU3Y HPU T'OCYAapCTBEHHOU
perucrpanun

IIpoBenenne  nmaGopaTOPHBIX

HUCIBITAaHUI

Pe3rome pestensHOCTH 1a00paTOpHH
Brimyck B peanmmzanuio cepuu
KOHTPOJISI KaYeCTBa

JIEKapCTBEHHOTO CPEICTBA
HHoe (HE0OX0MMO yKa3aTh)

Hara(sr) MpOBEICHUS
12a00paTOPHOTO UCIBITAHHS

®.MN.0. (mpu ero HaIUYUHN)
9KCIIEPTOB (WIEHOB KOMMCCHH),
JIOJDKHOCTh

2. Broanas uadopmanus
KpaTKOC OIIMCAaHUC na6opaTopHH KOHTPOJIA Ka4yeCTBa

Hamumne moKyMeHTHPOBAHHBIX MPOIENyp MPOBEACHUS
HUCIIBITAaHUH

Brimonnenne TpeOoOBaHWE  TOKYMEHTHPOBAHHBIX
TIPOLIEAYP IPOBEACHHS UCTIBITAaHUIH



Henp mpoBeneHus 1a00PATOPHOTO HCIBITAHHS
OOBEKTHI HCIIBITAHUS

Ilepconan mabopaTopuu KOHTPOJIsS KadecTBa,
YYaCTBYIOUIMA B MPOBEICHUU J1aGOPATOPHOTO
WCIIBITAHUS

JIOKyMeHTI)I, IIOAAHHBIC
OpraHu3alyen-Ipou3BouTeNIeM U (Wn) 1adoparopuen
KOHTPOJISI KauecTBa JI0 ITPOBEICHNUS (hapMalieBTHIEeCKON
MHCIIEKIINT

3. HabmrogeHus u pe3yabTaThl MPOBEACHUS JIA0OPATOPHOTO UCTIHITAHUS

Cchuika Ha HOpMaTI/IBHHﬁ JOKYMCHT

Howmep cepun, naTa npou3BoaCcTBa

TpeboBanus
dakTHYeCcKue
Tloka3arens HOPMAaTHBHOTO
pe3ynbTaThl
JIOKYMEHTA

4. Ilpunoxenus

JlokyMeHThl (TIepBHYHBIC JaHHBIE, IPOTOKOJIBI
UCHBITAHUH) M 00pa3lpl, OTOOpaHHbIE B XOJe
MIpOBEICHNUS Ta0OPATOPHOTO MCIIBITAHUS

5. PexoMeHaImm 1 3aKIIOUECHUS
Pexomenmanun

3aKiroueHne

Temneparypa 0 C
Patyp CoO0TBeTCTBYET (HE COOTBETCTBYET)
" BJIA)KHOCTb

[Ipumeuanue: * K oTueTy o pesyibTarax MpOBEAEHHUS JTa0OPATOPHOTO HCIIBITAHUS
HEOO0XOIMMO MPUIIOKUTh KOMHUIO cepTU(dUKaTa aHaiu3a U (WJIK) MPOTOKOJIA UCIIBITAHUM Ha

OPOAYKIUIO J1Aa00paTOpUU KOHTPOJIS

KaueCTBa IIPOU3BOAUTCIIA HIIU KOHTpaKTHOﬁ

nabopaTopuu, HUCIOJIB3YEMOUN Mpou3BOJUTENIEM. Bce NMpUIIOKEHUS K OTYETY SIBISIOTCS

HEOTBHEMIIEMOM €0 YacCThIO.
PykoBoauTesb KOMUCCUN:

(moamuce) ®.1.O (ipu ero HaIu4Iuu), T0KHOCTh

YJICHBI KOMUCCHH.

(moamuce) ®.1.0O (ipu ero HaTU4YuM), TOTKHOCTh

(moamuce) ®.M1.0O (ipu ero HaTu4Yuu), T0TKHOCTh

" " 20

TI.

CorJiacoBaHo:

(moamucek) ®.M.0O (ripu ero HaIUYUM ), TOTKHOCTD

Ipunoxenue 14 k npasunam
MIPOBECHUS SKCIIEPTHU3EI
JIEKapCTBEHHBIX CPEACTB

¢dbopma



3axmodeHne o0 6e30macHOCTH, kagecTBe H 3P (PeKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA,
3asBJICHHOTO Ha 3KCIIEPTH3Y B HEJX rOCYyAapCTBEHHOH PErHCTpaIiH, IEPEPErHCTPAIAN B
Pecny6mmke Kazaxcran

Cuocka. Ilpunoxenue 14 - B penakuuu npukaza Munuctpa 3apaBooxpanenusi PK ot
25.08.2025 Ne 83 (BBOAUTCS B ASHUCTBHE MO UCTEUYSHUH JACCATH KaJICHIAPHBIX JTHEH MOCe JHS
€ro NepBoOro OPpUIKHaILHOIO OMYOJUKOBAHUSA).

1. PecriyOnrikaHCcKOE TOCYJapPCTBEHHOE MPENPUATHE Ha TIPaBe XO3SIMCTBEHHOTO BEICHUS
"HannoHanbHBINM LEHTP SKCIEPTU3BI JEKAPCTBEHHBIX CPEJACTB, MEAULMHCKUX H3IETUi"
Komurera MeaumuHckoro U  (apMaleBTUUYECKOTO KOHTpoJisi MuHUCTEepCcTBa
3apaBooxpaneHus PecnyOnuku Kaszaxctan cooOmaetr pe3yiabTaThl 3KCHEPTU3bl Ha
0e30macHOCTh, KayecTBO M A(P(HEKTUBHOCTH JEKAPCTBEHHOT'O CpEJACTBA [Js Iielieit
rocyJIapCTBEHHOM perucrpanuu, nepeperucrpaiuu B Pecnyonuke Kazaxcran:

Howmep u nata 3adBku

ToproBoe HauMeHOBaHKE JIEKAPCTBEHHOTO CPeCTBa (C
yKa3aHHWEM JIEKapCTBEHHONH (OPMBI, TO3UPOBKH,
KOHIIEHTpanuyu 1 00beMa 3aroIHEHNUS, KOJINIECTBa 103
B YIIAKOBKE - JIJIsI JIEKapCTBEHHOTO IIperapara)

OpFaHI/I?;aHI/IH-HpOI/I3BOﬂI/ITeJ'II), CTpaHa-poOnU3BOAUTEIIb

3axrtoueHre Ha9aIbHON SKCIEPTU3HI (TTOIOKUTETFHOES
WJIM OTPULIATETHHOE)

3aKil0YeHHe CHEIMATN3UPOBAHHON AIKCHEpTH3Bl  (
TTOJIOXKUTEIILHOE T OTPHLIATEIHHOE)

3akiroYeHre UCIBITaTeIbHOM TabopaTopuun: gata u Ne C
Ka4yaTh
MIPOTOKOJIA, (MOJIOKUTENBHOE WIH OTPULIATENIEHOE)

2. 3axnroueHue (MoJ0XKHUTeNbHOE): MaTepuansl U JOKYMEHTBl PETUCTPALIMOHHOTO JI0ChE
Ha JIEKAPCTBEHHOE CPEICTBO, IPENOCTABICHHBIE ISl T'OCYJAapCTBEHHOW pErucTpaluy,
nepepeructpanuu B Pecniyonuke Kazaxcran, COOTBETCTBYIOT yCTaHOBJIEHHBIM TPEOOBAHMSIM,
0e30MacHOCTb, Ka4yeCTBO U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA IMOATBEPKICHBI
COOTBETCTBYIOIIMMH MaTe€pUaiaMH U MPOBEACHHBIMU UCTIBITAHUSMHU.

JlekapcTBEHHOE CpPEACTBO (TOProBOE€ HAaMMEHOBAHUE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHHEM JIEKapCTBEHHON (POpPMBI, JHO3MPOBKH, KOHLUEHTpalUMu U OoObeMa 3alOJIHEHUS,
KOJIMYECTBA /103 B YIIAKOBKE) 3apeructpupyercs (mepeperucrpupyercs) B PecmyOnuke
Kaszaxcran cpokom Ha JeT Ui 0ECCPOUHO.

3akmroueHue (oTpuiaresbHoe): Marepuanbl U JOKYMEHThI pETUCTPAIMOHHOTO J0ChE Ha
JIEKapCTBEHHOE CPEJICTBO, IPEIOCTABIECHHbIE JUII TOCYJapCTBEHHOW pETHCTpaluy,
nepepeructpaniun B Pecnybnnke Kaszaxcran, HE COOTBETCTBYIOT YCTAaHOBJIECHHBIM
TpeboBaHUAM, 0€30MaCHOCTh, Ka4eCTBO U I()PEKTHUBHOCTH JEKAPCTBEHHOTO CPEJCTBA HE
HOJTBEPKIEHBI COOTBETCTBYIOIMMU MaTepUaIaMU U IPOBEICHHBIMU UCTIBITAHUSMH.

JlekapcTBEHHOE CpEACTBO (TOProBOE€ HAMMEHOBAHUE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHHEM JIEKapCTBEHHON (OpMBI, HO3MPOBKH, KOHLUEHTpalMd U OObeMa 3alOJIHEHUS,



KOJIMYECTBA /103 B yIMaKOBKE) HE 3aperucTpupyercs (mepepeructpupyercs) B Pecmybnuke
Ka3zaxcran.
3akmrouenue aeictBurenbHo 120 (cTo ABaanaTh) pabouux AHEH C AaThl MOAIUCAHHUS.
PykoBoauTenb rocy1apCTBEHHON 3KCIEPTHOM OpraHu3aiuu (WM yIOJTHOMOYEHHOTO
JIvIa):

(moamuce) ®.1.0O (ipu ero HaIU4Yuu), TOTKHOCTh
Jlara

[punoxenwne 15 k npaBwmIam
MIPOBE/ICHHUS SKCIICPTHU3BI
JICKapCTBCHHLIX CPEACTB

¢dbopma

3axmodeHne 0 6e30macHOCTH, KagecTBe ¥ 3P PEeKTHBHOCTH JIEKAPCTBEHHOTO CPEACTBA,
3asBJICHHOTO Ha 3KCIIEPTH3Y B LEJIAX BHECEHU H3MEHEHHH B PETHCTPAIIHOHHOE I0CHE

Cnocka. [Ipunoxenue 15 - B pegakuuu npukaza Munuctpa 3apaBooxpanenust PK ot
25.08.2025 Ne 83 (BBOAUTCS B ASWCTBHE MO UCTEYECHUM JACCATH KaJICHAAPHBIX THEH MOCye JHS
€ro MepBoro oPpuIMaILHOTO OIMyOJIMKOBAHUS).

1. PeciyOnrkaHcKoe TOCYJapCTBEHHOE MPENPUATHE HA TTPaBE XO3SIMCTBEHHOTO BEICHUS
"HannoHanbHBIM LEHTP SKCIEPTU3BI JEKAPCTBEHHBIX CPEJACTB, MEAULIMHCKUX H3IEIUi"
Komurera MeaumuHckoro u  (apMaleBTUUECKOTO KOHTpoJiss MuHucTepcTBa
3napaBooxpaHeHus PecriyOnukn Kazaxcran cooOImmaeT pe3ysnbTaThl SKCIEPTU3bI O BIUSHUU
BHOCHUMBIX H3MEHEHUW B PETUCTPAllMOHHOE JO0Che Ha 0E€30MacHOCTh, KauyeCTBO U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA!

HOMep " JgaTa 3asBKU

ToproBoe HaMMEHOBaHKE JIEKAPCTBEHHOTO CPEICTRA (C
yKa3aHUWEM JIeKapCTBEHHOHW (OpPMBI, T03UPOBKH,
KOHLIEHTPALMK U 00beMa 3aroTHeHUs, KOJIMYeCTBa 103
B YIIAaKOBKE — JUIsI JIEKAPCTBEHHOTO Ipernapara)

Opraan3anys IPOU3BOIUTENb, CTPAHA-IIPON3BOIUTEIH
Tun BHOCUMBIX U3MEHEHUI

3aKiroYeHUE HaYalIbHON SKCICPTU3HI (TTOIOKUTEIFHOES
WJIA OTPHUIIATEIEHOE)

3aKiII04eHHe CHEeNUaTu3UpPOBAHHOM 3KCHEpTHU3Bl  (
MIOJIOKUTEIBHOE MITH OTPULIATEIILHOE)

3aKII0ueHNE UCIIBITaTeNbHON Taboparopuu: nata u Ne
MIPOTOKOJIA, (TIOJIOKHUTEINBHOE WIIH OTPHUIIATEIFHOE)

2. 3akmrouenue (MOJNOXKUTENbHOE): Martepualibl U JTOKYMEHTHI Ha JIEKapCTBEHHOE
CPEACTBO, MNPEAOCTABIECHHBIE I BHECEHHMS W3MEHEHUHW B PErMCTPALMOHHOE [OCHE,
COOTBETCTBYIOT YCTAHOBJIEHHBIM TpeOOBaHUSIM, BIUSHHE HAa 0€30MACHOCTb, KAYECTBO H
3()PEeKTUBHOCTh JIEKAPCTBEHHOIO CPEICTBA MOJATBEPXKAEHBI COOTBETCTBYIOUIMMH
MaTepuajJaMy U MPOBEICHHBIMHU UCIIBITAHUSIMH.



BHocumMbie uM3MeHEHHS 3apeTHCTpupyercs ¢ Bbigadeld (0e€3 BbIIaYM) HOBOTO

PErUCTPAIMOHHOTO YA0CTOBEPEHHUSI.

3akmoueHue (oTpuuaTeabHoe): MaTepuanbl 1 JOKYMEHTBI Ha JIEKAPCTBEHHOE CPEJICTBO,
PEeA0CTaBJICHHBIE JIJIT BHECCHUSI U3MEHEHUN B PETUCTPAIIMOHHOE JJOChE, HE COOTBETCTBYIOT
YCTAaHOBJICHHBIM TpPeOOBaHMM, BIHMSHUE HA O€30MacCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
JIEKapCTBEHHOTO CPEACTBA HE MOATBEPKIEHBI COOTBETCTBYIOUIMMH MaTepuallaMu H
MPOBEJICHHBIMU UCTIHITAHUSIMU.

BHocuMble U3BMEHEHNS HE 3aPETUCTPUPYETCS.

3akmrouenue aectButenbHo 120 (cTo ABaaaTh) pabouux AHEH C AaThl MOAMUCAHMUS.

PykoBoauTenb rocyJapCTBEHHOM 3KCIEPTHON OpraHu3aiuu (WK yIOJIHOMOYEHHOTO

JINIIA)

noanuck O.N.O (ripu ero HaIU4IMN)
[laTa

[Ipunoxenue 16
K TIPaBUJIaM IIPOBEICHHS SKCIIEPTH3bI
JIeKApCTBEHHBIX CPEACTB

®opma

CBoHEIi 0TIeT N0 6€30IacHOCTH, KaueCTBY B AP (PeKTHBHOCTH JIEKapCTBEHHOI'O Ipenapara

[ara
Kazakctan Pecny6aukacet PecnyOnnkaHckoe TocynapCTBEHHOE
JleHCcaynBIK caKTay MHHHCTPIIITI NpEeaNpPUsITHE Ha  TpaBe
MenunuHanslK JKOHE XO031CTBEHHOTO BEJICHUS "
(hapmaneBTHKANEIK ~ OakpLIay HammoHanbpHEIN TEHTP 3KCIIEPTH3HI
koMuTeTiHiH "Jlopinik 3aTtTap MeH JeKapCTBEHHBIX CpenCTB,
MEIUIUHAIBIK  OyHBIMIOapisl MmeaniuHcknx n3nennin” Komurera
capanTtay VATTBIK OPTaJbIFbI" MEIULUUHCKOTO u
IIapyanrbUIbIK KYPTi3y (hapMaIeBTHYECKOTO  KOHTPOJIS
KYKBIFBIHJIAFBl  PECITYOTUKAIBIK MuHuCTEpCTBa 3IPaBOOXPAHCHHUS
MEMJIEKETTIK KQCITOPHBI Pecnybnmkn Kazaxcran

CBoue1ii oTgeT o 6e30macHOCTH, 3)(HEKTHBHOCTH M Ka9€CTBY JIEKAPCTBEHHOT'O Mpenapara

HaumenoBanue npenapara, mpou3BOAUTENb, CTPAHA

U3 oTuera yaaneHa koHpuaeHnanIbpHas nHpopmanus

1. CripaBouHas uagopmais o nmpoieaype

1.1. ITogaua perucTpalliOHHOIO JI0ChE

2. HayuHoe ob6cyxieHne

2.1 AcriekThl KauecTBa

2.1.1 AxTtuBHas (apmaleBTHUecKasi CyOCTaHIMs: aHAIN3 CBEICHUN O MPOUCXOKICHUH,
KaueCTBE U BBIBOJIbI O BO3MOKHOCTH UCIOJIb30BAHUS CyOCTaHIIUU



2.1.2. BcrmoMorarenbHBIC BEIISCTBA: aHAIN3 CBEJICHHUM O KadeCTBE, KOJHYECTBE C

BBIBOJIAMH O JJOMYCTUMOCTH UCIIOIb30BaHUS

2.1.3 JlekapCTBEHHBIN IIpenapaT 3aKJIF0UCHHIE O TIPOU3BOJICTBE CIICIU(UKAIINS KauecTBa
CTaOUIIBHOCTD

2.2. JIOKTMHUYECKHUE aCIICKThI

2.3 KIIMHU4YeCKHUe acIeKThl

2.4 OueHka MnoJib3a-puckK

2.5 ®apmakonamzop Onucanue cucteMbl papmakoHaa3opa [1nan ynpaBneHus puckamu

2.6 YcnoBus oTIIycKa

IIpunoxenue 17 k npaBuIam
IIPOBEIECHUS DKCIIEPTU3BL
JIEKapCTBCHHBIX CPE/ICTB

HudopMamus 0 BCIIOMOraTeNIFHEIX BEMIECTBAX, HOMHHAIIBHOM HX COJCPKAHHHU B JIEKAPCTBEHHBIX
mpernaparax, a TAKKe OrpaHAICHAA IPUMEHEHH JICKapCTBEHHOT'O IIperapaTa

Cuocka. Ilpunoxenne 17 - B penakuuu nprkaza Munuctpa 3apaBooxpanenusi PK ot
25.08.2025 Ne 83 (BBOAUTCS B JACMCTBUE 110 UCTCUCHHUH JIECSITH KAJICHIAPHBIX JTHEH MoCIe THS
€ro MepBoro oPuUIUaILHOrO OMyOJIMKOBAHUS).

Wndopmanusi,
Honyctumeie
mojjexanas
HaumenoBanue Ipeaensl
OTpaXCHUIO B -
Ne n/m BcrioMorarenbHbl IlyTh BBeleHHS  cOllepKaHUs Kommenrtapun
HHCTPYKIHH 10
X BEILECTB BCIIOMOTaTeIbHbI
MEIUITTHCKOMY
X BEIECTB
MIPUMEHEHUIO
1 2 3 4 5 6
I'unepuyBcTBUTE
JIBHOCTh HJIHU
1. ATpOTHHHMH MectHoe * cepbe3Has
ajuiepruueckas
peaxuus
[IpoTuBomnokazax
OunmeHHoe
MecTHOE®, Bl JIMIIaM C
ApaxucoBoe x . apaxmcoBoe
2. nepopajbHoe, aJIepruuecKoi
Maciio . Maclio MOXET
MapeHTEePaIbHOE peakuued Ha
coJliepKaTh OEI0K
OpeXH HITH COI0
Comepxut
dbenunagaHuH, MOXET HaHECTU
IPOTHBOIOKAa3aH BpeJ JULaM C
3. Acmaptam (E951) TlepopansHoe * P P

JIOOAM C (beHI/IJ'IKeTOHypI/IC

(ennnkeTonypue i

nu

A3zokpacurenu: 1)
E 102
Taptpasun2) E
110 Kentsrit

E 102, E 110, E
sakar (FCF)3) E 02, 0,

122 - 3anpermieHsl



10.

11.

12.

122 A3opyOuH,
Kapmomsun4) E
124 Tlonco 4R (
myHIOBEIH 4R),
Komenuns
kpacHas A5) E
151
Bpunnuanrossiit
yepHslii BN,
yepHblil PN

E 104 Xenrsrit
XUHOJIMHOBBIA  (
Quinoline Yellow

)

E 107 Xenrerit 2
G (Yellow 2 G)

E 120
Kopumrenuns,
KapMHUHOBas
KHCIIOTa,
KapMUHBI (
Cochineal,
Carminic acid,
Carmines)

E 128 KpacHsrit 2
G (Red2 G)

E 131 Cununit
MaTE€HTOBAHHBIN
V (Patent Blue V)

E 132
WUuguroTtus,
Wunurokapmun (
Indigotine, Indigo
Carmine)

E 133 Cunuii
onectsuiit FCF (
Brilliant Blue
FCF)

IlepopanbHoe

Anneprudeckue

peaknuu

K IPUMEHEHUIO B
JIEKapCTBEHHBIX

mpermapaTax Jyis
neren

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBCHHBIX
mpermapaTax Jyis
neren

3ampeuieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Juis
neren

3ampenies K
NIPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Jyis
neTen

3ampemes K
HpI/IMeHeHI/I}O B
JIeKapCTBEHHBIX
npenaparax st
neTei

3ampenie’ K
NPUMEHEHUIO B
JIeKapCTBEHHBIX
npenaparax s
neTen

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax s
neren

3ampenieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Juis
neren

3ampenieH K
MPUMEHEHUIO B



13.

14.

15.

16.

17.

18.

E 155
Kopuunessrit HT
(Brown HT)

E162
CBEKOJBHBIHI
KpacHBIH,
beranun (
Beetroot Red,
Betanin)

Kpacurenu:1)
E121
HutpycoBbiid
KpacHBI® 2 (
Citrus Red 2)2)
E123 Awmapant (
Amaranth)3)
E154
Kopuunessrit FK
Brown FK

DPUTPO3UH (
E127)

IMepyanckuit
Ganp3am

benzankonus
XJIOpUJ

Kucmora
OeH3oiiHas u
Oenzoarsl:1)
E210 kwucnora

IlepopansHoe

MectHoe

Odransmonornae
CKHeE
JIeKapCTBEHHbIE

(bopMBI

MectHoe

HWuransuuonnoe

MectHoe

0-0,1 mr/kr

*

10 mxr/B 1 gose

npenapar Helb3st
HasHayaTh U
NPUMEHSATH
MmarueHTaM ¢
IMaTOJOTHUCH
MIUTOBUAHOMN
JKEJIC3bI

Bo3MoXHEI
KOXKHBIC PEaKIIUU

Bo3MOXkHBI
UpUTHI; n3deratb
KOHTakKTa ¢
MSATKUMH
KOHTAaKTHBIMHU
JIWH3aMH;
yAalUuTh
KOHTAKTHBIC
JIUH3Bl Tepen
NPUMEHEHUEM U
BBDKJATh HE
MeHee 15 MHUHYT
nociue
3aKalbIBaHUs
npenapara; He
IpUMEHsSIeTCS Y
JeTel no 8 et

KoxHble peakuumn

Bponxocnazm

Paszgpaxenus
KOXH, TJia3 H
CIU3UCTBIX
0001049€eK

JIEKapCTBEHHBIX
mpermapaTax Juis
neren

3alpeuieH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npemnaparax AJjist
neTen

3alpemeHbl K
MPUMEHEHHUIO B
JICKapCTBEHHBIX
IpernapaTax

3ampenieH K
NIPUMEHEHUIO B
JIEKapCTBEHHBIX
mpermapaTax Jyis
neren

benszankonus
XITOpUNI
o0OecrBeunBaeT
MSATKHE
KOHTAKTHEIE
JIMH3EI



OcH301HaA2)
E211 mnarpus
6enzoar3) E212
KaJust OeH30aT

ben3umoBrIit
COHPT

ben3unoBbIit
CIIUpPT

[TapenTepansHoe

Bcee

[lepopanbHslii,
MapeHTepaIbHBIN

*

Hynesoit

Hynesoit

[IpoTuBomnokaszan
0
HOBOPOXKICHHBIM
JIETSIM

Jdanab i
JIEKapCTBEHHBIN
npemapar
COZIEPXKUT X MI'
OCH3UIOBOTO
CIHpTa B

KaX oM <
eIMHULIA
JO03UPOBaHUS> <
eIMHNLIA
o0bemMa™>

<4To
SKBUBAJICHTHO

X wmr/<macca><
00BeM>>,
ben3umoBwit
CIIUPT MOXKET
BBI3BIBATH
aJNIeprUYeCcKue
peakuu.

YcraHnoBieHa
CBSI3b
OCH3UJIOBOTO
crImpTa ¢

PHUCKOM TSIKEIBIX
HE’KelIaTeIbHBIX
peakuu,
BKIIFOYas
3aTpyJHECHUE
NBIXaHUS (
Ha3bIBAEMOT'0

"

TaCTIMHT-CHHIPO
M")y

MaJICHbKUX JeTel

He nasaiite
HOBOPOXACHHOM
y peOeHKy

(B BO3pacte mo 4
HEJIeTb),

ecnu HE
PEKOMEHI0BAHO
JIeYAIUM BPadoM

Bricokuit puck
pa3BUTHA
KEATYXH Y
HOBOPOXKIICHHBIX

BuyTtpuseHnHoe
BBEJCHUE
OEH3UIIOBOIr0
crpTa
COTIPOBOXKIAIIOCH
Cepbe3HBIMH
HEeKeJIaTeIbHbIMU
peakuusIMu u
CMEpPTHIO
HOBOPOXKICHHBIX
( "
TacIHUHT-CHHIPO
M").
MunumanbHO€
TOKCHYECKOE
KOJHYECTBO
OCH3MJIOBOTO
crpTa
HEHM3BECTHO.

IIpu npuMeHeHNH

HOBOPOKICHHBIX
B paznen 4.4
OXJII
He00X0qNMO
BKJIKOYUTH
MPEI0CTEPEIKCHH
e.



19.

ben3unmoBeIit
COHPT

ben3unoBbIit
CIUpT

ben3umoBrIit
CIHPT

[IepopasnbHblii,
rapeHTepanbHbII

IIepopaibHblii,
NapeHTepanbHbII

[Iepopanbhbli,
TIapeHTePAIbHBIA

Hynesoit

Hynesoit

Hynesoit

He npumensats
Gosnbie
HeJgenu y

MaJeHBKUX JIeTECH .
IToBBIIEHHBIN

(B BO3pacte
PHCK BCIIE/ICTBHE

MeHee 3 JeT),
HAKOIUIEHUS Yy

€CJIM TOJIBKO HE o
MaJICHBKHX JCTCU

PEKOMEHIOBAHO
JeYaIum
BpadyoM HJIH
paboTHHKOM
anTeKH

Ecnnu Bur
OcpeMCHHBI WITH
KOPMUTE TPYIBIO,
MPOKOHCYIBTUPY
WTECh ¢

JIeYaIuM BpavuoM
HIH
paboTHUKOM
alTeKH.
[Ipuuunna:
OoJIbIIIHE
KOJIHMYECTBA
OCH3UIIOBOIO
CIHPTa MOTYT
HaKaIInBaThCSA B
opraHusme

U BEHI3BIBATH
HEXKelaTelbHYI0
peakuuio,
Ha3bIBACMYIO

"
MeTa00IMUECKUM
anui030M".
Ecnn y Bac
3a00J1cBaHKe

[IEYEHU UIH
B Ooapmux

MOYEK,
KOJIMYECTBAX

MPOKOHCYJIBTH

vp Y Py ciemxyer

irech ¢

NpUMEHATL C
JI€qamyum BpavuoM
OCTOPOKHOCTBIO

WM paboOTHUKOM

anTeKu.

Tonpko npu
IIpuunna:

HEOOXOIMMOCTH,
Oounblme

0coOeHHO Yy
KOJIMYeCTBa

ManueHTOB ¢
OEH3MII0BOTO

HapyIlIeHHEM
CIHPTa MOTYT

(GYHKIMY TeYeHH
HAKAIUIMBATHCA B

OpraHusme



20.

21.

22.

23.

24.

25.

BeusumnoBeIi .
MecTHBINH

CHHPT
Maciao
OepramoTa MectHOe
Bepranten
Bbponomnon MectHoe
Bytunrunpoxcua

Y P MectHoe
Hu3ox E320
Byrunruapokcur

y P MectHoe
omyon E321
Maciao
KacTopoBoOe [TapentepanbHoe
MOJIMITOKCUITUPO

BaHHOE;MacJIo
KacTOpOBOE

MOTUATOKCUIIAPO Hepopansroe
BaHHO®E

TMJPOreHU3UPOBa
HHOE MectHoe

Conuprt
LIETOCTEapHU-JIOBbI
H;CUPT
LIETHIIOBBII

MectHoe

Hynesoit

U BbI3bBIBATH IIOYCK — B CBA3H C
HCEXKCIIATCIIbBHYKO  PUCKOM

peaxkmnuio, KYMYJSIIUA |
Ha3bIBaeMytO TOKCHYHOCTH
" (MeTabonmyeckuit

METa0OIMICCKAM  aIHI03).
anumo3oM".

ben3unopelit
CIIUPT MOXKET
BBI3BIBATh JIETKOE
MECTHOE
pasapaxeHue

IToBermaercs
YyBCTBUTEJILHOCT
b K
yIbTpodroNIeTOB
BIM JTy4aM (KaK K

He ucnonssyercs
IpU  HAIWYUHU
OcpramTeHa B
HaTypaJbHbIM,

Macine
Taxk u
HCKYCCTBEHHBIM

JTydam)

MecTHBIE
KOKHBIC PEaKIIiH
(KOHTaKTHBIE
JIEPMaTHTBHI)

MecTHEBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIC
JIEpMaTHUTHI),
pasnpakeHus
IJ1a3 M CIU3HUCTBIX
000104eK

MecTHBIE
KOXKHBIE PEAKIUU
(KOHTaKTHBIE
JIepMAaTHUTHI),
pasnpaxeHus
TJ1a3 ¥ CIIM3UCTHIX
obomouek

Cepbe3Hble
aJyIepruueckue
peaxImu

Hapymenus
KETyOUHO-KHIIIE
YHOT'O TpakTa U
Juapest

KosxHble peakiuu

MecTHBIE
KOXKHBIE PEAaKLIUU
(KOHTaKTHBIE
JIEPMaTHTBI)



26.

27.

28.

29.

Xnopkpeson

Jumetuncynsho
KCHJT

OraHon

dopmanbaerus

MecTHOE
[TapentepanbHoe

MectHoe

IlepopanbHoe u
MapeHTepaIbEHOE

ITepopansHoe u
TapeHTepAIbHOE

MectHoe

IlepopanbHoe

%

Conepxanue
3TaHoOJa B
pazoBoil [no03e
meHee 100 mr

or 100 Mr o 3 r
3TaHoJa B
pa3oBoii 103e

3 r B pasoBoil
J03¢ Tpernapara

Annepruuyeckue
peakuu

Pazgpaxenus
KOXXH

IIpenapar
CONEPKHUT
HU3KUH YPOBEHb
9TaHOJIa

IIpoTuBOnOKa3aH
0: JUIA JIHIT
CTpanaronux
AJKOTOJIM3MOM,
SMUJIETICUEH,
IEeTIM,
OCpeMEeHHBIM |
KOPMSAIIUM
JKEHIMHAM,
OONBHBIM C
3a00J1eBaHUSIMH
MeYCHH

[IpoTuBomnokazax
0: Ui JIHIT
CTpaJaroux
aJIKOTOJIU3MOM,
SIUJICIICHCH,
IEeTIM,
OepeMEeHHBIM |
KOPMSIIUM
JKEHIIMHAM |
OONBHBIM C
3a00JIeBaHUSMH
TeYEHHU; BIUSCT
Ha CITOCOOHOCTH
yIpaBiaeHUS
TPAHCIIOPTHBIMHU
CpelcTBaMH WIIH
OMacHBIMU
MEXaHH3MaMHU;
BIHSET H
W3MEHSET
JIEHCTBUSA IPYrUX
JIEKapCTB

Bo3MoxHBI
CIIy9al MECTHBIX
KOYKHBIX peaKIui
(KOHTaKTHBIE
JIEPMaTHTBI)

Hapymenus
JKEITYZOYHO-KHUIIIEe
YHOI'o TpakKTa u
uapest

Conepxamue
dTaHojla, MeHee
100 mr B pazoBoii
Jo3e

KonngectBoO
3THIIOBOTO
CIIUpTa B 3THX
JIEKapCTBEHHBIX
npemnaparax
MOJXET BJIUATH B
H3MEHATH
EHCTBHUS PyTUX
JIEKapCTB



30.

31.

®pykroza

I'amakro3a

IIepopanbHoe

ITapenTtepansHoe 5T

Kunkue
JIeKapCTBEHHBIC
dbopmbl s
npreMa BHYTDb,
TablIeTKHu
JKeBaTEeIbHBIE

[TapentepanbHoe

IlepopanbHoe

[IepopanbHoe
ITapenTepanbHoe

*

*

*

[Tepen
Ha3Ha4YeHHEM
mpemnapaToB
yCTaHABIIMBACTCS
MEPEHOCUMOCTh
bpyKTO3HI;
MPOTHUBOIIOKAa3aH
0 OOJNIBHBIM C
HACJICJICTBCHHOM
HETePeHOCUMOCT
BI0 (PYKTO3HI

KonnuectBo
(pyKTO3BI B T B
pa3oBoil mo3e
npenapara; He
Ha3Ha4yaTh
HanueHTaM ¢
CaxapHBIM
JnraberoM

[Ipu pnutensHOM
HCIOJI30BaHUHU B
TCUYCHHE IBYX
unu  Oolee

Hanocst Bpen
3ybam

HeZEeNb

[IpoTuBomnokazax
0 JHIaM ¢
HACJIeJCTBEHHOU
HEMepeHOCUMOCT
IO TalIaKTO3HI,
rajlakTo3eMHUeH

IIporuBonokasan
0 JHIaM ¢
HACJICJICTBEHHOM
HETIePEHOCHMOCT
BIO TallaKTO3HI,
rajgakToemMuen
)% Q) B 5 |
MaJibabcopOormei
TJTFOKO30TaJIaKTO3
Bl

KonuuectBo
TaJIaKTO3bI B I' B
pa3oBoil jm03e
npemnapara;
OCTOPOXKHO
Ha3HavaTh
OONBHBIM C
CaxapHBIM
nnadbeToM

[IporuBomnokaszan
0 Jumam c



32.

33.

34.

35.

ITepopanbHoe

ITepopansHoe
I'mroko3a [TapentepanbHoe

PactBOpsl 1714
npuemMa BHYTPb

CocarenbHbIC
JKeBaTeJIbHbIE
TaOIeTKH
IIepopanbHoe
I'muuepon
PekransHoe
lemapun (B
KadecTBE
[TapenTepansHoe
BCIIOMOTaTEILHOT

0 BeIlecTBa)

Cupon

TUAPOTEHNU3HPOBA

HHOM Tmoko3sl ( IlepopamsHOe
UIM  MalbTHUT

KUIKU)

*

k

10 r/B 1 no3ze

1r

*

10r

MatbabcopOoImen
TITFOKO3BI-TaTaKT
O3Bl

KonnuectBo
IJIIOKO3Bl B I' B
pa3oBoil jmo3e
npemnapara;
OCTOPOXKHO
Ha3HavaTh
OOJNIBHBIM C
caxapHBIM
nrabeToM

Oka3bIBacT
MOBpEXKAArOIIee
IEeWCTBHE Ha
3y0BI

I[MoGounkIE
pCaKINH:
roloBHAsT 0OJb,
HapyuIeHUs
JKEITY0UHO-KHUIIIE
9HOTO TpaKTa,
Juapest

[Tocnaobmnsromee
IEUCTBUE

Annepruueckue
peakuuu,
CHUXKEHUE
CBEPTHIBAEMOCTH
KPOBH:
MPOTUBOIIOKA3aH
0 JHmamM ¢
aJIepruyecKou
peakuued Ha
remapuH

IIporuBonokasan
0 Jnumam c
HacJIeICTBEHHOH
HETIepeHOCUMOCT
BI0 (PPYKTO3HI

YMepeHHOE
mocaaosroIee
IeHWCTBHE;
yKa3bIBaeTCs
KaJOpUMHOCTh
THUIPOTCHU3UPOBA
HHOM TJIIOKO3BI -
2,3 xKan/r

JlanHasg
nHpOpMALIHL
BKJIIOYAETCs B
HHCTPYKIIHUIO,
MIPH AITUTEITHHOM
MIpUMEHEHHH (IBE
u 0oJiee HeJeNb)



36.

37.

ITepopanbHoe

Caxap
MHBEPTHBIN

PactBopsl nmiist
IpHeMa BHYTPb;
cocaTelibHBIC
JKEBATCJIIbHBIC
TabJIETKH

JlakTtut E 966 IlepopansHoe

10r

IIporuBonokasan
0 Jumam c
HacJIeICTBEHHOH
HEMePEeHOCUMOCT
b0  (PYKTO3HI
UIu
ManbabcopOuueit
TJIFOKO3BI-TaJIaKT
03Bl

KomngectBo
TIIOKO3Bl U
(pyKTO3BI B T B
pa3oBoil jm03e
npemnapara;
OCTOPOXKHO
Ha3Ha4yaTh
OOJNBHBIM C
CaxapHBIM
nradbeTom

Oka3bpIBacT
MOBpEXAatoIIee
IEeWCTBHE Ha
3yOBI

IIpu nnutensHOM
MIpUMEHEHHH (1B
u OoJiee HEEIH)

IIpoTuBonOKazan
0 Jumam c
HaCJEeICTBEHHOU
HEIepeHOCUMOCT
bI0 (DPYKTO3HI,
rajlakTO3bl,
rajakTo3eMuei
uIu
ManbabcopOuueit
TJIIOKO3BI-TaJIaKT
03Bl

YmMmepeHHoe
nociabnsronee
IeicTBHE;
yKa3bIBaeTcs
KaJIOpUIHOCTH
maktuta - 2,3
KKaJI/T

IIporuBonokasan
0 Jumam c
HacJIeICTBEHHOH
HEMePeHOCUMOCT
BI0 TaJaKTO3BI,
aehuIHTOM
¢depmenra Lapp (
JIATIIT)-nakra3sl,
MastbabcopOormen



38.

39.

40.

41.

42.

JlakTo3a

Jlanonun (
IepcTsHOM XHp)

E 965 Manbtur;
E 953
H3oManbTuTOmI;

IIepopanbHoe

MectHoe

Manstut xugkuid TlepopanbHoe

(cupom

THIIPOTCHU3NPOBA

HHOM TJTFOKO3bI)

MaHHHUTOI (

MaHHMT) E421

Opranuueckue
COeIMHECHUS
pryTH:1l)
THOMEpCcan2)
heHmI-pTYTH
HUTpart3)
dheHun-pTyTH
anerart4)
dheHun-pTYTH
Oopar

[Taparumpoxcube
H30aThl U HUX

a¢upsi:l)

IlepopanbHoe

OdTronpmaoruye

CKHe¢e
JICKApCTBCHHBIC

(dhopMBI

MectHoe

[TapentepanbHoe

IlepopanbHoe;

o TOIBMAIOTHYE

CKHE¢e

STWINAPa-TUAPOK JIEKAPCTBEHHBIE
cubenzoar (E 214 dopmer;mecTHOE

) 2)

10r

10T

TJIFOKO3BI-raJIaKT
O3bI

Yka3pIBaeTCs
KOJIHUYECTBO
JIaKTO3Ll B I' B
pa3oBoil mo3e
nmpemapara;
OCTOPOIXKHO
Ha3HaJaTh
OOJNIBHBIM C
caxapHBIM
nrabeTom

MecTHBIE
KOXXHBIC PCAKIUU
(KOHTaKTHBIN
JIEpMaTHT)

[IpoTuBonOKa3an
0 JHnam ¢
HaCJIEeICTBEHHOU
HEIepeHOCUMOCT
BIO PPYKTO3BI

YmepeHHoe
roca0Jsronee
IEeuCTBHE;
yKa3bIBaeTcs
KaJIOpUITHOCTH
THUIPOTCHU3UPOBA
HHO# TJIIOKO3BI -
2,3 kkan/r

YmMmepeHHoe
rociaa0sronee
IEUCTBUE

Annepruuyeckue
peaKImu

MecTHBIE
KOKHBIE PEaKINH
(KOHTaKTHBIN
JepMaTHT),
HapymeHue
MUTMEHTAINH
KOKH

Annepruueckue
peaxkuu

Annepruuyeckue
peaknuu
3aMeIJICHHOTO
THIA



43.

44.

45.

MpOTMII-TIaparui-
pokcubensoart (E

216)3) wmaruus

XJIOpH]

npormmaparuap [1apeHTepanbHoe;
okcuGensoar (E HMHIQIALMOHHOE
217)4)

METWII-TIAParupo

kcubenszoar (E

218)5) Hatpus

MeTHJIIaparuipo
kcubenzoar (E
219)
MectHoe,
DenunanaHuH IepopaNbHOE,
MapeHTePAITbHOE
ITapentepansHoe
Kanmit
ITapenrtepanbHoe
IIepopansHoe

*

*

Coaepxanue
kanus MmeHee 1
MMOJIb B Pa30BOi
J03e

Coaepxanue
Kamsa 1 MMOJIb B
pa3oBoil n1o3e

Annepruueckue
peakuuu
3aMeIJICHHOTO
THOA,
OpoHxocmasM

[IpoTuBonOKa3an
0 Jnumam c
(heHUIIKETOHypHE

n

Vka3piBaeTcs
KOJHUYECTBO
KaJHust B MMOJIb (
UIW MT) B
pa3oBoil jm03€
mpemnapara

VYxka3biBaeTcs
KOJIMYECTBO
KaJIusi B MMOJIb (
UIHM MT) B
pa3oBoil j03e
npemnapara;
OCTOPOXHO
Ha3HAYATh JUIAM
CO CHHUYKEHHOMU
¢dyHKIMEH noYek
WIH Yy KOTOPBIX
KOHTPOJIUPYETCS

B uncTpyKuuun
nHpOpMALIHL
OTHOCHUTEIHHO
coJiepKaHus
Kalus
OCHOBBIBAETCSI Ha
obmeMm
collepKaHUH
Kalusg B
npenapare;
menee 1 mmonb (
39 mr) B pa3oBoii
J103€, CUYUTAIOTCS
mpemnaparaMu
CBOOOIHBIMH OT
Kajus; 0COOEHHO
BaXXHO, TMpHU
MPUMEHEHUU B
neMaTpuIecKom
MpaKTHKe, TIe
Ha3HAYaIOTCA
nmpemapaTsl  C
HU3KUM YPOBHEM
Kaus



[MTpormneHrnmkon
b (E 1520)

u  3dupn
HPOIMIICHTITHKOI
o

IIponunenrnukon
b (E 1520)

nu  2pupH
MPONUICHTTTUKOI
o

BryTpuseHHOE
BBEJICHUE

IIepopanbHbli,
MapeHTepaIbHBIN

IlepopanbHblii,
NapeHTepanbHbII

30 MMOJIB/IT

50 mr/kr/cyT

50 Mr/kr/cyT

MOCTYTJIEHHUE
KaJlus ¢ MUILEH

bons B Mecte
HUHBCKIIUU

Bri
OepeMeHHBI WIH

Ecnam

KOPMHUTE T'PYABIO,
HE NpUHUMANTE
OaHHBIH
JIEKapCTBCHHBIN
mpemnapar, eciu
TOJBKO OH HeE
PEKOMEHI0BaH
JiedaluM BpaduoM
Bo Bpems
mpueMa JaHHOTO
JIEKapCTBEHHOTO
npemapara
jJeqaniui Bpau
MOJKET NPOBECTH
JIOTIOJIHUTENbHOE
o0crnetoBaHme.

Eciu y Bac
3aboeBaHue
MEYCHU WU
MOoYeK, He
NpUHHUMaiiTe
OaHHBIHI
JIEKapCTBEHHBIH
mpenapar, €ciu
TOJBKO OH He
PEKOMEHJI0BaH
JIeYaliM BpauoM
Bo Bpems
mpueMa JaHHOTO
JIEKapCTBEHHOTO
npemnapara
Jeqyamuil Bpau
MOJKET MPOBECTU
JIOTIOJTHUTEITFHOE
o0cIIefOBaHME.

Hecmotpst Ha ToO,
YTO HE MTOKA3aHO,
9T O
MIPOMMIICHTITUKOJT
b  BBI3BIBAET
PENPOTyKTUBHYIO

OHTOTEHETHYECKY
10 TOKCHIHOCTb y
JXUBOTHBIX HJIU

JIIOICH, OH MOXKET
JIOCTUTaTh IUI0oaa

oOHapyXHBajcs B
Kak
cIeacTBHE,
HE0OXO0AUMOCTh
BBEJACHUS
TIPOTTHIICHTIIMKOJ
st OEpeMEHHBIM H
KOPMSIIHM
IpyZAbIO
naiueHTam

MOJIOKE.

ciaeayer
paccMaTpuBaTh B
HHIUBHY ATbHOM
MOPSIIIKE.

Heobxonumo
YCTAaHOBHUTH
MEIHUIITHCKOE
HaOJIIOZICHUE 3a
MalUeHTaMHU  C
HapyIlIeHHEM
(GYHKIMU TOYeK
WIH TICYCHH,
MMOCKOJIBKY
coobmanocs o
pa3IUYIHBIX
HEXeNaTelbHbIX
SIBJICHUSAX,
00YCIIOBICHHBIX
TIPOTTHIICHTIIMKOJ
€M, TaKuX Kak
movyevHast
nuchyHkmus  (
OCTpPBIH
TyOyIApHBIN
HEKpOo3), ocTpas
movyevHast



46.

[TponuieHr Ko
b (E 1520)

u  >hupH
npOHI/IJ’ICHI‘J’[I/IKOJ'I

- .
€pOpaNbHEII, . 500 mr/xr/cyT
TNapeHTepalIbHbBIN

s

[Tponunenrnukon
b, COTIEpIKAIIHHCS
B JaHHOM
JIeKapCTBEHHOM
npemnapare,
MOJKET OKa3bIBATh
Takoe  Xe
IeHCTBHE, Kak
AJIKOT0JIb,
IMOBBIIIAS
BEPOSATHOCTH
pa3BUTHS
HEXeJIaTeIbHBIX
pea](]_[l/lﬁ.

He npumeHsiite
MaHHBI I
JIeKapCTBEHHBIH
npenapat y aeteif
MJIAJILIE 5 JIeT.
[TpumensiiTe
TaHHBIH
JIEKapCTBEHHBIN
npenapar TOJIbKO
[0 Ha3HAYCHMIO
Bpaua. Bo Bpems
npremMa JaHHOTO
JIEKApCTBEHHOI'O
mperapara Bpay
MOKET MPOBECTH
JOIIOJITHUTEIILHOEC
06CJIeIlOBaHHe'

HEJI0CTaTOYHOCTh
u MCHYHKIHSA
IICYCHU.

Ha  ¢omne
BBICOKUX JIO3 U
TPOJIOJIKUTENHHO
ro NpUMEHEHHUs
MIPONTMIICHTJTUKOJT
s €000Wwanocy o
pa3IMYIHBIX
HEXKEIATCIbHBIX
SIBIICHUSX, TAKHX
K a K
THIIEPOCMOIISUTLH
OCTb,
JIaKTaT-aIiI03;
nmodyeyHas
);[I/IC(byHKHHﬂ (
OCTpHBIH
TyOyNISApHBIH
HEKpO3), 0CTpas
nmoyeyHas
HEOOCTATOYHOCTDH
>
KapAMOTOKCHIHO
CTh (apUTMHH,
THIOTCH3HA);
HapyLIEHHUS CO
CTOPOHBI
LUEHTPAIbHOM
HEPBHOM
CUCTEMBI (
JIETpeccusi, KoMa,
NPUTIATKH);
YrHETEHHE
IBIXaHUS,
OJBIIIKA;
Ie4YeHOYHas
JuchyHKIUS;
reMOIMTHIECKAs
peaknus (
BHYTPHCOCY IUCT
BIif TEMOJIHM3) U
reMOII00UHYpHS,
a TaKXe
MOJIMOpTaHHas
zlI/Ic(byHI(]_[I/IFI.

B cBs3u ¢ aTUM
O3B,
NIPEBBIIIAIONINE
500 wmr/kr/cyr,
MOXHO BBOJIHTBH
neTaM >5 JIeT,
OAHAKO



[MponmneHrnukon
b (E 1520)

nu  3pupH
HPOIMICHTITHKOI
o

IIponunenrnukon
b (E 1520)

u  3¢pupH
MPONIIECHTJTUKOJ
o

Koxngb1i

Koxngri

50 Mr/kr/cyT

500 mr/kr/cyT

[MTpornmeHrnmkon
b MOXET
BBI3BIBATH
pasznpaxeHue
KOXH.

He mpumensiite
JTaHHBII
JIeKapCTBEHHBIH
mpernapar Ha
OTKPBITBIX paHax
uau  OONBIIIX
MJI0MansaxX
IIOBPEXKIEHHON
WM MOpaXKeHHOU
KOXH (Harpumep,
MOCTIC 0XKOTOB) Y
nereit muanme 4
Henenp 0Oe3
KOHCYJIbTaI[HH
JieJamiero Bpada
wii paboTHHKa
anTeKu.

[IponuneHraukosn
b MOXET
BBI3BIBATH
pasapaxeHue
KOJKH.
ITockonbky
OaHHBIH
JIEKapCTBEHHBIN
npemnapar
COJEPXKHUT
MPONIIEHTJTUKOJ
b, HE IPUMEHSIITEe
€ro Ha OTKPBITHIX
paHax WA
6onpmux

IO LA sIX
MOBPEKICHHON

TpebyeTcs
WHIUBHy ATbHBIA
ITOIXOI.

Ilocme oTMeHBI
MPOTHIICHT KO
ST HEJKEJIaTebHbIE
SIBJIEHUSI OOBIYHO
paspeiarwTcs, B
0oJiee TSDKEIBIX
citydasix — Toclie
TEMO/IHAITH3A.
Tpebyercs
METUIMHCKOE
HaOJII0ICHUE.



[Iponunenrnukon
b (E 1520) u
3¢ uph
MPOMIIEHTJTUKOJ
o

[TponuieHr Ko
b (E 1520) un
3hupn
MPOITUICHTJTUKOJT
s

[IponuneHraukosn
b (E 1520)

u 3pupw
MIPOMIICHTJTUKOJT
o

Bce

ITepopanbHbIid,
napeHTepalbHbIA

IlepopanbHblii,
NapeHTepanbHbII

1 Mr/kr/cyt

1 mr/kr/cyt

50 Mr/kr/cyT

UM MOpaXKeHHOU
KOXXH (Harpumep,
Iocjie 0’KOTOB)
6¢e3
KOHCYJIbTaIH
Jeyalero Bpada
wii paboTHHKa
anTeK!.

JlaHHBI T
JIEKapCTBEHHBIN
npemnapar
COJIEPKUT X MT
MPONUIIEHTJTUKOI
s1 B K&XKIOH
<eauHHUIla
J03UPOBAHUSI>
<emuHHIlA
o0bemMa™>

<4To
SKBUBAJICHTHO

X wMr/<macca><
00BeM.>>

Ecan Bamemy
peOeHKy MEHBIIIE
4 Henenp, mpexae
4YyeM JaTh eMy
JTaHHBII
JIeKapCTBEHHBIH
mpemapar,
MTOCOBETYHTECH C
JIeYaIuM BpadoM
WM paboOTHUKOM
ANTeKH,
O0COOCHHO eciH
pebeHOK
MOJTy4aeT APYyTHE
JIeKapCTBECHHBIC
nmpenaparsl,
cojepKalue
MPOTTHIEHTJIUKOJ
b WJIH aJTKOTOJIb.

Ecaun Bamewmy
pebeHKy MEHbIIe
5 ner, mpexnae
4eM JaTh eMy
OaHHBIH
JIEKapCTBCHHBIN
mpemapar,
IIOCOBETYHTECH C
JievalyM Bpadom
WA paOOTHUKOM
anTeKu,
0COOCHHO eciH

OnHOBpEMEHHOE
BBEJEHHE C
0 OBl M
cybcTpatom
AJKOTOJIBJICTUPO
reHa3bl, TaKUM
Kak dJTaHOI,
MOJKET BBI3BIBATH
cepbe3HbIe
He)XeJaTelbHBIE
peakmuu y
HOBOPOXKICHHBIX.

OnHOBpEeMEHHOE
BBEJEHHE C
110 0 BI M
cybcTpatom
AJNKOTOJIBJICTUIPO
reHashbl,
JTaHOI,
MOJKET BBI3BIBATH

TaKuUM
KakK



47.

48.

Macnao
KYyHXYTHO€E

Hartpuii

Bce nytm
BBCJICHUSI

[TapenTepansHoe

[TapenTepanbHoe;
IIepPOpanbHOE

pebeHOK
MOJTy4aeT APyTue
JIeKapCTBEHHBIE
mpemnaparsl,
cojepxaine
MPOTIHIEHTJTHKOJ
b WJIH QJIKOTOJIb.

Penxue caydaun
CEpPBE3HBIX
aJIepruYecKux
peakuui

VYxka3biBaeTcs
Conepxxanue KOJINYECTBO
HaTpusi MeHee | HaTpus B MMOIb (
MMOJIIb B pa30BOM MK MT) B
J03€ Imperapata  pa3oBOM  703€

npemnapara

VYka3piBaeTcs
KOJIUYECTBO
HATPHUS B MMOJIb (
WO MT) B
pa3zoBoil mo03e

Coaepxanue
npemnapara;
Hatpus 1 MMoIb
. OCTOPOXXHO TpH
B Pa30BOM J103¢€
Ha3HAYCHUH
IUIaAM,
COOJTIOIATOIIINM
GecconeByio

JIUETy

cepbe3HbIe
HEXKellaTeIbHEIC
peakuuu y nereu
miajauie S5 ner.

B unCcTpyKUMH
nHpOpMALIHL
OTHOCHUTENBHO
coJlepKaHus
HaTpHus
OCHOBBIBAETCSI Ha
obmem
collepKaHUuH
HaTpus B
npemnapare;
npenaparsl
cojJepiKalue
HaTpusi MeHee 1
MMOJIb (23 MT) B
pasoBoil [1ose,
CUHTAIOTCS
npenaparamu
CBOOOJHBIMH OT
HaTpHi;
OcobeHHO 3TO
BaXHO, TIpH
MPUMEHEHUH B
MeIUaTpUIECKOn
MpaKTUKe, TAe
Ha3HA4aroTCs
mpemapaTel ¢
HU3KHM YPOBHEM
HATpHUsA



49. Kucnora MectHOE
CcOpOHMHOBAs U e¢

comu
IIepopansHoe
[TapentepanbHoe
50. Copouron E420
[IepopanbHoe

Macio coesBoe,
Macino coeoe Bce nytu

51.
THIPOTCHU3NPOBA BBEACHUS
HHOE
CreapunoBsiid
52. MectHoe
CTIHPT
IIepopansHoe
53. Cykpo3a

PactBopbl  miist
IpreMa BHYTPB;
cocaTebHBIE,

*

10T

MecTHBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMATHT)

IIporuBonokasan
bl MalMEHTaM C
HacJIeICTBEHHOH
HETIEpeHOCUMOCT
BI0 (PYKTO3HI

YmepeHHoe
rmociaosroIee
IeHlCTBHE;
yKa3bIBaeTCS
KaJOpUMHOCTh
copburona - 2,6
KKaj/T

MecTtHbIE
KOYKHBIC PEaKIHH
(KOHTaKTHBIH
JIEPMAaTHUT)

MecTHBIE
KOKHBIC PEaKIiH
(KOHTaKTHBIH
JIEPMaTHT)

IIpoTuBonokazaxn
0 JuIaM ¢
HACJIeICTBEHHON
HEIepPeHOCUMOCT
IO  (PPYKTO3BI,
MasibabcopOoIuei
TJTIOKO3BI-TaJaKT
03BI, TeHUITUTOM
dbepMeHTa
CYKpa3bl-u30MaJb
Ta3bl

Vka3pIBaeTcs
KOJIMYECTBO
CyKpa3sl B
rpaMmMax B
pa3zoBoil mo3e
npenapara;
OCTOPOXKHO
Ha3HayaTh

OOIBHBIM C
caxapHBIM

radeToM

Januas
nHdopmanus
BKJIIOYACTCS B
HHCTPYKIIHIO,
Kornga
JIEKapCTBEHHBIN



JKEeBaTEIbHEIC [MTospexkaaromee npemnapar
TabneTKu nelicTBue Ha  IIpeJHAa3Ha4yeH
3yOBI JUIA ITTATEIIEHOTO
MpUMeHeHus (ABe
u OoJee HeeNb)

CynbsduTsl,
BKJIIOYas
MeTaOUCYTb(PHUTHI
:1) cepsl muoOKCHA
E 2202) natpus

cynsdut E 2213 Cepbe3Hble
yaeg ) IIepopanbHoe; P
HaTpHs " aJlyIepruueckue
54. napeHTepanbHOE;
oucynepur E peakuum U
MHTSIIIMOHHOE
2224) wHaTtpus OponxocmasM
MeTabucynbdur
E 2235) xamus
MeTaouCyIbOUT
E 2246) xanus
oucynsdur E 228
[IpoTuBomnokaszax
aIunam c [TmennyHbIf
[MuennyHbIA " AIJIEPTUUECKUMH  Kpaxmall MOXeT
55. IIepopanbnoe
Kpaxmat peaknusMu Ha COJEpXKaTh
MIICHUIHBIH I'moreH (ciensr)
Kpaxman
YmepeHHoe
nocia0Jsroee
IeHlCTBHE;
56. Kcunuron IIepopanbHoe 10r yKa3bIBaeTcs
KaJOpUMHOCTh
KcuimTona - 2.4
KKaJ/T

Hcnoib3yeMble COKpaLCHUS:
MT — MUAJUTUTPaMM;
KT — KHJIOTPaMM;
MKT — MHKPOTPamM;
I — IpaMM;
KKaJl — KUJIOKAJIOPHH;
MMOJIb — MUJIUMOJIb;
7 — JIATP.
[Ipumeyanue:

* He3zaBHCHMO OT KOJHMYECTBEHHOTO COJCPKAHHUS BCIIOMOTATEIbHBIX BEIIECTB,
uH(popmalus, ykazaHHas B KOJOHKE 5, OTpaxkaeTcsi B MHCTPYKUHUU O METUIUHCKOMY
MIPUMEHEHHUIO.

** Mudopmanusi, ykazaHHas B KOJIOHKE 6, TpeHa3HA4Y€HA ISl SKCIEPTOB IpHU
IIPOBEJICHUH CIIEUATU3UPOBAHHON SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPE/ICTBA.

[Tpunoxxenne 18 k mpaBuIaM



MPOBCACHUS OKCIICPTU3DI
JICKapCTBCHHBIX CPCACTB

IlepedeHs H3MEHEHMI, BHOCHMBIX B PETHCTPAlIAOHHOE AOCHE JICKAPCTBEHHOT'O CPEICTBA

Cuocka. [Ipunoxenue 18 - B pegakuuu npukasza Munuctpa 3apaBooxpanenust PK ot
25.08.2025 Ne 83 (BBOAMTCA B ACHCTBUE MO0 UCTCYCHUM JICCATU KAJICHIAPHBIX THEHW TOCHE JHSA
€ro MepBoro oPpuIMaIbHOrO OMyOJIMKOBAHUS).

A. AIMUHUCTPaTUBHbBIC U3MEHEHHUS

A.1 V3meHenue Ha3BaHus U (MJIM) ajpeca JepiKarens JIoOKyMeHTBI
VYcenosus IIpouenypa

PETUCTPAIIOHHOTO YJOCTOBEPEHNUS U IaHHbIE
a) Jlepxarenp perHCTPALlMOHHOTO yIOCTOBEPEHUS HE 12 12 IA
MEHSICTCSI ’ ’
6) Cwmena gepxarenss pPEeTHCTPAlMOHHOTO

2,3,4 IB
yIOCTOBEPEHHS
VYcenosus

1.lepxaresieM perucTpalliOHHOTO YI0CTOBEPEHHS SIBIISIETCS FOPUINIECKOE JIHIIO.

2. V3ameHenue He TpeOyeT OLIEHKH 0e30MacHOCTH, KauecTBa U A(PPEKTUBHOCTH M COOTHOIICHUS MOJIb3a-PUCK
JIEKapCTBEHHOTO CPEJICTBA (CHEeLMATM3MPOBAaHHAS SKCIIEPTH3a).

HoxymeHTauus

1. JIOKyMEHT OT COOTBETCTBYIOIIETO yIMOJHOMOYCHHOTO OpraHa (HampuMmep, HaJOroBOro opraHa), B KOTOPOM
yKa3aHO HOBOE Ha3BaHHUE WM aJpec.

2. IlepecmoTperHass HMHPOPMAIMSA O JIEKAPCTBEHHOM mpenapare (OOHOBICHHAs KpaTKas XapaKTepHUCTHKA
JIEKapCTBEHHOTO IIperapara, HHCTPYKLHMS 110 MEAULIMHCKOMY IPUMEHEHUIO (JINCTOK-BKJIA BIII ), MAPKHPOBKA).

3. Kparkasg xapakTepucTHKa CHCTEMBI (apMaKoHan30pa OT HOBOTO JepXKaTels PerucTpanuoHHOTO

ynoctoBepeHus (ganee — [IPY) BKIIOUaIOT CIeIyIOMNe 3JIeMEHTHI:

vHQOpPMALKI O TOM, YTO AEPKATEIb PErHCTPAIIMOHHOTO YIOCTOBEPEHHS HMMEET B CBOEM PACHOPSIKCHHH
YIIOJIHOMOYEHHOE JIUIIO 32 I00ANBHbIH (hapMaKkoHaa30p;

KOHTaKTHbIC IAHHBIC YIOJIHOMOYCHHOT'O JIMIIA 32 INI00aIbHbINH (apMaKkoHaA30D;

JeKIapanus, MOANMCaHHAas JepKaTelIeM PErHCTPAMOHHOTO YIOCTOBEPEHHUS O TOM, YTO OH MMEET CHCTEMY
(hapmakoHa30pa 1S BBIOJIHEHUS 33124 M 00513aHHOCTEH 110 TOCTPErHCTPAIIMOHHOMY KOHTPOJIIO 06€30MacHOCTH
JICKapCTBEHHBIX CPECTB;

CCBIJIKA Ha MECTO (a/pec), rie XpaHuTes Mactep-daitn ciuctems! hapmMakoHaa30pa.

4. ToroBopsl Mexx Iy pou3BouteaeM u JIPY Ha nmpaBo OCyIIeCTBICHHUS ACATSILHOCTH 0 (hapMaKoHaA30py.

A. 2 Usmenenue (TOPTOBOTO)

HauMCHOBAHUS JIEKapCTBEHHOTO YcnoBust JIOKyMEHTHI U TaHHBIC [ponemypa
mpermapara

a) JlekapcTBeHHBIE TIpenapaThl 1 1,2,3,4,5 1B
VYcnoBus

1 V36eraTh IMyTaHUIBI C HA3BAHUSAMH CYIIECTBYIONINX METUIIMHCKHUX IMPEIapaToB Wi XKe ¢ MexayHapoIHBIM
HEMAaTeHTOBAaHHBIM HamMeHoBaHWeM (manee — MHH), ecnm jke HanMeHOBaHHE OOUICTIPUHATOE, W3MEHEHHUE
MPOU3BECHO B CICIYIOIIEM MOPSIIKE: OT OOIIENPHHATOrO Ha3BaHus K Gpapmakoneitnomy min kK MHH
JoxymeHTanus

1. MoTtuBHpoBaHHOE 000CHOBaHUE HEOOXOIMMOCTH U3MCHCHHUS HA3BaHUS Iperapara.

2. TlepecmoTpeHHass MH(pOpMAIMs O JICKAPCTBCHHOM Impernapare (OOHOBJICHHAs KpaTKas XapaKTepUCTUKA
JICKApCTBEHHOTO IMPEeTapara, HHCTPYKIIHS M0 MEIUIUHCKOMY MPUMEHCHHIO (JIMCTOK-BKJIAJIBIIT ), MAPKUPOBKA).

3. Konust tokymMeHTa, BBIJAHHOTO KOMIETEHTHBIMU OpraHaMu CTPaHbI-IIPOU3BOUTEINS, KOTOPBIA YIOCTOBEPSIET
HU3MEHEHHE €r0 Ha3BaHUS.



4. HO,HHI/IC&HHaSI JACKJapanusda 0 TOM, 4TO MECTO, CHOC06, COCTaB, HOpMaTI/IBHHﬁ JAOKYMCHT, pel"ﬂaMeHTI/IpyIOIIII/Iﬁ
Ka4CeCTBO MIperiapara OCTAJINCH 0e3 U3MEHEHHS.

5. BeaoMocTe W3MCHEHHH K YTBEPXKICHHOMY HOPMATHBHOMY IOKYMCHTY IO KOHTPOJIO KadecTBa H
6e3onacunoctu JIC.

A. 3 N3MmeHenume HaWMEHOBAHHUS aKTHUBHOMH

. JIOKyMEHTBI
dbapMmaneBTUYCCKOI cyOcTaHuu UIn VYcaoBust IIpouenypa
Y TaHHBIE
BCIIOMOT'aTEIILHOTO BEIIECTBA
1 1,2 1A

VYcmoBus

1. dapmaneBTHYecKas cyOCTaHIMs (BCIOMOTaTeNIbHOE BEIIECTBO) HE U3MEHSIETCSI.

HoxymeHTauus

1. CBunerenscTBO BeemupHo# opranmsanuu 3apaBooxpaHenns (namee — BO3) 06 yTBep)kKIeHNH WM KOMUS
nepevHsi MexXIyHapoJHOTO HENaTeHTOBAHHOTO HAWMEHOBaHUs. ECIM NMpUMEHHMO, TOATBEPKAECHHE TOTO, UTO
n3MeHeHne coorBercTByeT [ocymapcrBennoit ®apmakxomee Pecny6mmkm Kaszaxcran. [exmaparus, 4TO
HAaMEHOBAaHHE PACTHTEIBHBIX JIEKAPCTBEHHBIX MPENapaToB PACTUTEIBHOTO MPOUCXOXKACHUS COOTBETCTBYET
JoxyMmeHTaM PecriyOnuxu Kasaxcras.

2. IlepecmoTpeHHas HHGOPMAIHS O JIEKAPCTBEHHOM Ipernapare.

A. 4 I3MeHeHne Ha3BaHUs
n (unm) axppeca:
MIPOU3BOAUTENS (BKITIOYAs,
eclii  TPUMEHHUMO,
IUIOIIAI0K 1O KOHTPOJIIO
KadecTBa), WU JICPIKATEIS
Mactep- Qaiina akTHBHOU
(hapmaneBTHYECKOM
cybctanunu (mamee —
M®OADC), nIu
MOCTaBIIMKA aKTUBHOU
(dhapmaneBTHYCCKOM
CcyOCTaHIINU, HCXOTHBIX
MaTepHalioB, pPEaKTHBOB
WA TPOMEXYTOUHBIX
MPOAYKTOB, HCIOIB3YEMBIX
B IIPOU3BOJICTBE aKTUBHOU
(dhapmareBTHUECKOM
cyOcTaHIUM (ecau yKa3aHo
B TEXHHYCCKOM JIOChE),
€CJIA B PETHCTPAHOHHOM
IOChE  OTCYTCTBYIOT
cepTUPHUKATHI

VYcnoBus JIOKyMEHTBI U 1aHHBIE IIponenypa

coorBerctBus Ph. Eur.,
UIW  TPOU3BOIUTEIS
HOBOTO BCIIOMOTaTE€IbLHOTO
BelecTBa (eciu yKa3aHo B
TEXHUYECKOM JI0ChE)

1 1,2,3 1A
YcmoBus
1. IIpon3BoACTBEHHAS TLIONIAIKA ¥ HA OJJHA U3 TIPOM3BOJCTBCHHBIX ONICPAIIi HE H3MEHSICTCS.

JoxymMeHTauus

1. OpunmanbHBIA JOKYMEHT OT YIOJTHOMOYEHHOTO OpraHa (HalmpuMep, HaJIOTOBOTO OpraHa), B KOTOPOM yKa3aHo
HOBOE Ha3BaHME U (WJIN) aJipec.



2. [Nompagka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIIUM) pa3ieiy (pa3zienam) T0cke.
3. [Ipu u3meHeHnu HazpaHus aepxkatenss MOADC — oOHOBICHHOE pa3pelIeHUe Ha TOCTYIL.

A. 5 VI3MeHeHNe Ha3BaHUS

nu (mnm) axapeca

MMPOU3BOAUTEIIA

JIEKapCTBEHHOT O
Ycnosus JIOKYMEHTBI U JaHHbIE IIpouenypa

npenapara, BKJIOYas

BBIITYCKAIOIINE TUIOMIAIKH

1 TUTOMIAKH IO KOHTPOITIO

KadyeCTBa

a) JlelicTBuUs, 32 KOTOPBIC
OTBEYAeT MPOU3BOAUTEND (
HMIIOPTEP), BKJIIOYAIOT
BBIIYCK CEpPHil

1,2 1,2,3 IA

0) [eiicTBus, 3a KOTOpHIC
OTBEYACT MPOU3BOAUTEND (
HMITOPTEP), HE BKIIOYAIOT
BBIIYCK CEpHil

1,2 1,2,3 1A

VYcenosus

1. Her u3aMmMeHeHuss B NPOU3BOACTBEHHOM Iiporecce, (AKTHYECKOM MECTe PACIOJOKEHUs IUIOMIAIKH, B
HOPMaTHBHOM JIOKYMEHTE M0 KOHTPOJIIO Ka4eCTBa U 0€30IaCHOCTH JIEKAPCTBEHHOT'O CPEACTBA.

2. V3MeHeHne He TpeOyeT OlleHKH 0e301acHOCTH, KadecTBa M d(P(GEKTUBHOCTH M COOTHOIICHHS IMOJIb3a-PHCK
JIEKapCTBEHHOTO CPEJICTBA (CHEeIMATM3MPOBAaHHAS SKCIIEPTH3A).

JoxymeHTanus

1. Komust ucnpaBiIeHHOTO pa3penieHnsl Ha MPOU3BOACTBO (TIPH HAIWYMHN) WIKM O(UIMAIBHBIA JOKYMEHT OT
COOTBETCTBYIOIIET0 YIIOJIHOMOYEHHOT'O OpraHa, B KOTOPOM yIIOMHUHAETCS HOBOE Ha3BaHKE U (HMJIH) ajpec.

2. Ecnin mpuMeHnMO, TIOTIpaBKa K COOTBETCTBYIOMIEMY (COOTBETCTBYIOIINM) pa3zeny (pa3zenam) JOCke, BKITIOYast
MEPECMOTPEHHYI0 HHPOPMAIIHIO O JICKAPCTBEHHOM Ipernapare.

3. OOHOBIEHHasI KpaTKas XapaKTepUCTHKA JEKApCTBEHHOIO Ipenapara, MHCTPYKIUS 10 MEAUIMHCKOMY
MPUMEHEHHIO (JIMCTOK-BKIIAJIBIIT ), MAPKUPOBKA.

H3menenue
KOoJa
aHATOMO-TEP
areBTUYECKO

A. 6 UM ECKOd VYenoBus Tpebyemas moxymeHTtamus Bunx npomenypst
(manee -
ATX)
KJIacCH(IKa

LU
1 1,2 1A

YcmoBus

1. I3meHeHne BeneACTBUE yTBep K IeHus win u3MeHeHnss BO3 koma ATX.

JoxyMeHTanus
1. CBugerenbctBo BO3 00 yTBep)kIeHUM HITH KOs mepedHs koo ATX.
2. IlepecmoTpeHHass nHpOpMaLUs O JEKApCTBEHHOM Ipenapare (OOHOBIIEHHAash KpaTKas XapaKTepUCTHKa
JICKaQpCTBCHHOTO IIperapara).
HUckmouenue

TIPOU3BOJICTB
CHHOH



YcmoBus

TUTOINAIKY (B
TOM 4YHCIIe
IS
aKTUBHOM
(dhapmareBTH
YEeCKOU
cyOcTaHIuwy,
MPOMEXKYTOY
H BI X
MPOJIYKTOB,
JIeKapCTBEHH
oro
mpernapara,
YIaKOBIIUKA
)
MPOU3BOIUT
ens,
OTBCTCTBCHH
oro 3a
BBIIIYCK
cepuu,
KOHTPOJIS
KadecTBa
cepuil unu
MOCTaBIIMKA
HCXOJTHOTO
MaTepHara,
peakTuBa
UIH
BCIIOMOTaTeN
BHOTO
BemecTBa  (
ecnu
yKa3aHbl B
JIOCHE)

VYcmoBus

1,2,3

Tpedyemas noxymenrtamus Bun nmporenypst

1,2 1A

1. Ocraercs He MeHee OIHOH paHee OJOOPEHHOW NPOM3BOACTBEHHON IUIONIANKH (TIPOU3BOJUTEIS),
OCYIIECTBISIOMNX T€ Xe (YHKIHH, YTO M HOoAJexamue uckmodeHnto. Ecnum nmpumennmo, B PecmyOnnke
Kazaxcran ocraercs, Mo MeHbIIEH Mepe, OAWH MPOU3BOANTENb, OTBEYAIONINI 32 BEHITYCK CEPHiA, CIIOCOOHBII
CepTU(UIMPOBATH UCIIBITAHKE IIPOLYKTA B LIEIIIX BITyCKa cepuil B PecrryOmike Kaszaxcras.

2. UckiroueHue He SIBISICTCS CJICACTBUEM KPUTHUYCCKUX HEAOCTATKOB IIPOU3BOACTBA.

3. 3menenne He TpeOyeT OLEHKH 0e30MacHOCTH, KauecTBa U 3(P(EKTUBHOCTH M COOTHOIICHUS IMOJB3a-PHUCK
JIEKapCTBEHHOTO CPE/ICTBA (CIIeNNAIM3UPOBAaHHAs SKCIIEPTH3A).

JoxymeHTtanus

1. B dopme 3asBreHNsT 0 BHECEHUN M3MEHEHHH HEOOXOIMMO YeTKO 0003HAUNTh "TeKymux" u "mpeaiaraeMbix”

HpOHSBOI[HTeJIeﬁ, NEPCUYHCIICHHBIX B 3asBJICHUU O PCTUCTPALINN.

2. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3ieny (pa3aenam) J0Cke, BKIIFOUYAs IEPECMOTPCHHYIO

MH(OPMAIIHIO O JIEKApCTBEHHOM ITpenapare.

A. 8 H3menenus narhl
aymuTa JUis Bepudukanuu
COOTBETCTBHUSI

MPOU3BOJIUTEIIST AKTUBHOM



(dhapmaneBTHYCCKOM VYcnoBus Tpebyemas mokymeHTanus Bux mpouenypst
cyOCTaHIIMM TpaBHIAM

HagjJeXxalieu

MPOU3BOJACTBEHHOU

MPaKTUKU

- 1 IA

JoxymeHTanus

1. IIuceMeHHOE TOATBEPKICHHE IMPOU3BOIUTENS JEKApCTBEHHOI'O IIperapaTa, CoJepiKallee yKa3aHHE O
Bepu(UKalMU COOTBETCTBUSI MPOU3BOJAUTENS aKTUBHOW (QapmaneBTuyeckoi cyOcranuuu [lpaBunam
Ha/JIekaliei mpon3BoACTBeHHOMN npakTHk Pecrry6nuku Kazaxcran.

b. I3meHenus kauecTBa
b.I AxtuBHas dapmaneBTUYeCKas CyOCTaHITUS
B.1. a) [IpousBoacTBO

b.l.a.1  H3meHenwme
MPOU3BOAUTENSI UCXOIHOTO
Marepuana (peakTHBa)
MPOMEXYTOYHOT O
MIPOTYKTa, UCIIOIb3YEMOTO
B IIpoIiecce MTPOM3BOACTBA
AKTUBHOH
(hapManeBTHIECKON
cybcTaHuu 1781071
W3MEHEHHE NPOU3BOIUTEIS
AKTUBHOH
(apManeBTHYECKON Ycnosust TpeOyemast nokymeHTanus Bun npomenypsr
cybcraHnmum (BKJIIOYA,
eclim  NPUMEHUMO,
TUIOIIA/IKH 110 KOHTPOIIIO
Ka4yecTBa) aKTUBHOI
(apManeBTHYECKOM
cyOcTaHIIMU, e€ciau B
PETUCTPAINOHHOM [JIOChE
OTCYTCTBYET CepTH(HKAT
COOTBETCTBUA
EBponelickoit
®dapmakonuu.

a) IIpenmaraemsrit

MPOU3BOIUTEIb

[PUHAJIEKUT K TOH XKe

(dhapmaneBTHYECKOM 1,2,3 1,2,3,4,5,6,7, 1A
rpynmne, qTo i

0on00OpeHHBIH

TIPON3BOIUTEIH

6) BHecenue HOBOTO

MIPOU3BOIUTEINS AKTHBHON

(apManeBTHYECKON - - II
cybcTaHIINMH,

obocHoBanHO MOADC

B) IIpennaraemsrit
NPOU3BOJUTENH
UCIONB3YyEeT  Pe3KOo



OTJIMYAIONIUICA CIOCO0
CHUHTE3a WJIH YCJIOBHS
MPOU3BOJICTBA, KOTOPBIC
MEHSIOT Ba)kHEIE
MmoKazaTeln KadecTBa
AKTUBHOM
(dhapmaneBTHYECKOM
cyOcTaHINM, TaKHWe Kak
KA4eCTBCHHBIH M (WIIH)
KOJIMYECTBEHHBII MPOIIIh
npuMeceit, TpeOyrouui
KBamupUKAUKA, WU
(hU3UKO-XUMHUYCCKIE
CBOICTBa, BIHUSIOIIME Ha
OHOIOCTYITHOCTh

r) HoBriif mpou3BoanTeNb

MaTepuana, TPeOyrIIero

OIEHKH  BHUPYCHOH

Oe3zomacHOCTH ® (WIH) - -
pucka TpaHcMHCCHUBHOM

ry6dartoii sHIe]amonaTH

(manee — TI'D)

n) M3MeHenue 3arparuBaeT
OHMOJIOTHYIECKYIO aKTHBHYIO
(hapmaneBTHIECKYIO
cybcTaHIIHIO 701854
UCXOOHBIH Marepuan  (
peaKTUB) MPOMEKYTOUHBIN
OPONYKT, - -
HCIIONB3YyIOMMIiCS B
MIPOU3BOJICTBE
OHMOJIOTHIECKOTO (
MMMYHOJIOTHYECKOT0)
JeKapCTBEHHOTO
npenapara

e) H3menenme mopsiaka

KOHTpPOJS  KadecTBa

AaKTUBHOMU

(dhapmaleBTHYECKOM

cyOcTaHuumu: cMeHa wiu 2,4 1,5
Jmo0aBJIeHUE TIIOMIAIKA, HA

KOTOpOW OCYIIECTBIIACTCS

KOHTPOIIb (HCIIBITAHHE)

cepuit

k) BHecenue HOBOro
MIPOU3BOJUTENST AKTUBHOM
(hapmaneBTHIECKON
CyOCTaHIINH, HE UMEIOIIEH
M®OADC u tpedytomeit
CYLIECTBEHHOTO
OOHOBIICHU A
COOTBETCTBYIOIIETO
paszgena Jnocke 1O

II

II

II

IA

II



AKTHUBHOH -
(dhapmaneBTHUECKOM
cyOCTaHIIH

3) Bxaouenue
anbTEepHATUBHOU
miaomanaKu mno
CTEpIIIN3AIMH aKTHBHOM
(hapmaneBTHUECKOM
cybcraHuuu c
HCIIOJIb30BAaHUEM METO/a
T'ocynapctBenHoit
®dapmakonen Pecryonuku
Kazaxcran

- 1,2,4,5,8 IB

u) BHecenue HOBOII
miaoIagKu mnmo 2,5 1,4,5,6 1A
MUKPOHHU3AIIUU

K) N3MeHeHUS
corjaumeHui no
UCIIBITAaHHUSIM MO KOHTPOJIIO
KayecTBa OMOJOrMYECKOH
AaKTUBHOH
(apManeBTHYECKON
cyOcTaHIMH: 3aMeHa WA
BKIJIIOUCHHE TUIONIAJKH, HA - - 1I
KOTOPOM OCYIIECTBISACTCS
KOHTPOJb (MCIBITaHUA)
cepui, BKJIOYAs
Ouonorudyeckui (
MMMYHOJOTHYECKIHN) (
WMMYHO-XUMHIECKHUH)
METOx

n) Hopas miomanka 1o
XpaHEHHIO TJIABHOTO OaHKa
KIIETOK U (Wiu) paboumx i
0aHKOB KJIETOK

1,5 IB

VYcnosus

1. Cneuudukaniy UCXOAHBIX MaTEPUANIOB U PEAKTUBOB (BKIIIOYAs] BHYTPUIIPOU3BOICTBEHHBIE KOHTPOIIH, METOIBI
aHaJgM3a BCEX MaTepHalioB) HJAEGHTHYHB paHee oj00peHHBIM. Crnenudukanuu (BKIIOYas
BHYTPHUIIPON3BOJICTBEHHBIH KOHTPOJIb, METO/IBI aHAJIM3a BCEX MAaTEpPHAIOB), CIOCOOBI IPUTOTOBIICHUS (BKITIOYAs
pasMep cepun) M MoApOOHBIN crIocod CHHTE3a MPOMEXYTOUHBIX ITPOAYKTOB M aKTHBHBIX (papMarieBTHIECKUX
CyOCTaHITNI NICHTUYHBI paHee OA0OPEHHBIM.

2. AxTuBHas (¢apMmaneBTHUECKas CyOCTaHIUs HE SBISETCS OHMOIOTHYECKOH (MMMYHOJIOTHYECKOM) WITH
CTEepUIIHLHOM.

3. Ecm B mporiecce Mpou3BOACTBA HCHONB3YIOTCS MaTepHalIbl YEI0BEYECKOTO WIIN KUBOTHOTO ITPOMCXOXKICHUS,
IMPOU3BOJUTEIIb HE HCIIOJIB3YET HOBOTO IMOCTAaBIIWKA, B OTHOHICHUHN KOTOPOTO Tpe6yeTC${ OIICHKa BprCHOﬁ
6e3omnacHoctu 1 cootBeTcTBUE ['ocynapcTBenHoN Dapmakonee Pecriyonuky Kazaxcran 1o MUHUMHU3AIMK pUCKa
nepefayd areHToB ry0yaToll sHIE(ANONaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IPENaparoB JUIs
MEIUIMHCKOTO M BETEPUHAPHOTO NPUMEHEHNSI.

4. Tpancdep TeXHOJIOTHi cO CTapoil Ha HOBYIO IUIOMIA/IKY POU3BEIEH YCIICIIHO.

5. Crnemudukanus Ha pa3Mep YacTUI] aKTUBHOH (hapManeBTHUECKOW CyOCTaHIMM W COOTBETCTBYIOIIHI
AQHAJTMTHYECKUI METOJ HE U3MEHSIOTCS.

JoxyMeHTanus



1. Ecnn nmpuMeHnMo, ToTIpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3Jieny(pa3zaenaM) J0Che.

2. Jlexnapanus aepaKarenst perucTpalliOHHOTo ynocToBepeHus unu nepxkarensi MOADC cooTBETCTBEHHO, YTO
MpoIeTypsl KOHTPOJII KadecTBa crocoda CUHTE3a (MM Il PAacCTHUTENBHBIX JIEKAPCTBEHHBIX MpenapaToB (
COOTBETCTBCHHO): METOJa NPUTOTOBJICHUS, TeorpauIeckoro MCTOYHMKA, MPOW3BOJCTBA PACTUTEIBHOH
(hapmareBTHYECKOI CyOCTaHIINH M TIpPOIiecca MPOU3BOJICTBA) M CHeNH(UKAINN aKTUBHOU (hapMareBTHIeCKOi
CcyOCTaHIIMM M HCXOJHOTO MaTepHuaia (peakTHBa) MPOMEXYTOYHOIO IPOXYKTa B IpoIiecce NMPOU3BOICTBA
AKTHBHOW (hapMaleBTUUECKON CyOCTaHIIMM (€CIM MPUMEHUMO) HE OTJIMYAIOTCS OT paHee 0100peHHBIX.

3. JIubo ceprudukar coorBercTBUs EBpormeiickoit ®apmakonen mo TI'D mis j1r000ro HOBOIO HCTOYHUKA
Marepuaia, JIMOo (eciii NMPUMEHUMO) JOKYMEHTAJIIbHOE TOATBEP)KAEHUE TOTO, YTO HCTOYHHK MaTepuaa,
noJBepkeHHbIN pucky TI'J, paHee mccienoBaiicsl YIOJIHOMOYEHHBIM OPTaHOM; M OBLIO TOATBEPKAEHO €ro
coorBercTBue ['ocynapcrBenHoit @apmakonee PecryOmmkm Kazaxcran mo MUHMMH3AIMM pHCKa ITeperadd
areHToB Iry04aToil 3HIe(aTONaTHH KUBOTHBIX IOCPEICTBOM JIEKAPCTBEHHBIX MTPENapaToB ISl MEAUIIMHCKOTO 1
BETEPUHAPHOT0 prMeHeHus. HeoOXoauMo NpeACTaBUTh CIEAYIOINE CBEICHUS: Ha3BaHUE IIPON3BOIUTENS; BUA
JKUBOTHBIX M TKaHHU, U3 KOTOPBIX TOIy4eH MaTepHaj; CTpaHa MPOUCXOKACHUS )KUBOTHBIX, €r0 HCIOJIB30BAHNE U
MIPUEMIIEMOCTH B IPOIILIOM.

4. lanHble aHanmu3a cepuit (B hopMaTe CpaBHUTENBHON TaOJHIIBL), 0 MEHbIIIEH Mepe, IBYX CepHid (II0 MEHbILEH
Mepe, OIBITHO-IPOMBIIIJICHHBIX) aKTUBHON (apMaleBTHYECKOH CyOCTaHIMH OT TEKYIIMX M IpelJlaraeMbIX
MPOU3BOAUTENCH (TUIOIIAT0K).

5. B dopme 3asBneHns1 0 BHECEHUH U3MEHEHHH HEOOXOAMMO YETKO 0003HAUMTh "TeKymux" U "npeaiaraeMbix”
MIPOM3BOANTENIEH, KaK yKa3aHo B paszaene 2.5 hopMbI 3asBICHHS.

6. Eciin akTuBHas (apmaneBTHYecKasi CyOCTaHIMS UCIIOIb3YETCsl B KAUYECTBE HCXOJHOTO MaTepralia, JeKIapamus
KBaJIM(HUIIMPOBAHHOTO JINIA KaXKJIOTO JIEepKaTeNs JIMIEH3UH Ha IPOW3BOJACTBO, YKAa3aHHOTO B 3asBICHUH, U
KBaJTM(HUINPOBAHHOTO JIMIA KaKIOTO AEprKaTeisl JUIEH3WH Ha MPOM3BOACTBO, YKAa3aHHOTO B 3asBJICHUH B
KadecTBE OTBETCTBEHHOTO 3a BBHIMYCK cepuil. B nekmapanusx HeoOXOAMMO yKas3aTb, YTO HMPOU3BOIUTENb(
MPOM3BOJIMUTENIN) aKTHUBHON (apManeBTHUECKOW CyOCTaHIMU, yKa3aHHbIH (yKa3aHHbIE) B 3asBICHHH,
ocymIecTBiIsIeT (OCYIIECTBISIOT) CBOIO JIESTENBHOCTh B COOTBETCTBUM ¢ I[lpaBuimamu Haanexamiei
MIPOM3BOJCTBEHHON TpakTuku PecrmyOnuku KaszaxcTaH B OTHOIIEGHMHM MCXOJIHBIX MarepuayioB. Ilpu
OTIpEJIETICHHBIX 00CTOSITEILCTBAX JIOMYCKAETCS IIPEICTABIATH OAHY JeKJIapannio (CM. IpUMedaHne K M3MEHEHHIO
B.IL.6.1).

7. TapanTuitHoe MUCHMO (NP HEOOXOIMMOCTH) NMPOM3BOJUTENS aKTHBHOW (hapMamneBTHUECKON CyOCTaHIINH
OTIOBEIIATh JAEPKATENsd PErHCTPAIIMIOHHOTO yIOCTOBEPEHHUS O JIOOBIX M3MEHEHMSX MpOIecca MPOU3BOICTBA,
criennUKaHi 1 aHATTUTHYECKUX METOJMK aKTUBHON (papMalieBTHYEeCKON CyOCTaHIMH.

8. IloaTBepkAEHUE TOTO, YTO MpeiaraeMas IUIOIIAAKa IOJDKHBIM 0Opa3oM JIMIEH3WPOBaHA B OTHOIICHHUU
paccMaTpuBaeMoii JIeKapCTBEHHOM (OPMBI, IEKapCTBEHHOTO perapaTa Uil MPOU3BOICTBEHHOH OIepaluy.

b.l.a.2  U3menenus

mporiecca MPOU3BOJICTBA

AKTUBHOH YcnoBus Tpebyemast nokymenTamust Bun mpouemaypst
(hapManeBTHIECKON

CyOCTaHIUH

a) HecymecTBennoe

W3MEHEHHEe IMpolecca

MPOM3BOJICTBA akTUBHOW 1,2,3,4,5,6,7 1,2,3 1A
(hapManeBTHIECKON

cyOCTaHIUH

0) 3Ha4YUTEIBHOE

W3MEHEeHHe IMpolecca

IIPOU3BOJCTBA AKTHUBHOM

(hapmaleBTHYECKOM

cyOCTaHIIUU, KOTOPOE

OKa3bIBaCT CYIIECTBCHHOE - I
BIIUSHAEC Ha KaveCTBO,

0e30IacHOCTh WM

3¢ PEeKTHBHOCTD



JeKapCTBEHHOT O -
npenapara

B) I3MeHeHue 3aTparuBaer
OMOTOTUUECKYIO (
MMMYHOJIOTHYECKYIO)
cyOcTaHIIHIO WA
WCIOJb30BAHUE JIPYTOTro
BEIIECTBA, IMOJy4YECHHOTO
nyTeM  XHMHYECKOTO
CUHTE3a, npu
NPOU3BOJCTBE

01 0JIOrUYECKOT0 (
UMMYHOJOTHYECKOTO)
JEeKapCTBEHHOTO
mpemnapara, KOTOpoe
OKa3bIBaeT CYIIECTBEHHOE
BJINAHHUC Ha Kaydy€CTBO,
0e30MacHOCTh  HJIH

3G PEKTUBHOCTH
JEeKapCTBEHHOTO
mnpernapara 1 He CBA3aHO C
MPOTOKOJIOM

r) M3mMeHeHue 3aTparuBaer

pacTUTeNbHBII

JIEKapCTBEHHBIN Npenapar,

a UMEHHO: - - II
reorpa@uUecKuii ICTOYHHUK

, CIOCO0 TMPOU3BOJICTBA

WJIH TPUTOTOBIICHHUS

n) HecymecTtBenHnoe
W3MEHEHHE 3aKpBITOW - 1,2,3,4 1B
qactt MOADC

Ycnosus

1. HexenarenpHoe W3MEHEHHE KAa4ECTBEHHOTO WM KOJHWYECTBEHHOTO MpOQuis TNpuUMeced, WiIu
(PM3UKO-XUMUYIECKUX CBOMCTB OTCYTCTBYET.

2. Criocob cuHTe3a OCTaeTCsl TEM JKE, TO €CTh IIPOMEKYTOUYHbIE MPOIYKTHl HE M3MEHSIOTCS W B Ipoliecc He
BBOJATCSI HOBBIE PEAKTHBBI, KaTalIW3aTOPBl WINM PacTBOPUTENH. | eorpadndeckuii MCTOUHHK, IPUTOTOBICHHE
PaCTUTENILHOTO CHIPhS M CIIOCO0 MPOU3BOICTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX IIPENApaToOB HE N3MEHSIOTCSL.

3. Crienmpukanviy aKTUBHOM (papMarieBTHUECKOH CyOCTaHITNH U TIPOMEXYTOUYHBIX TPOAYKTOB HE H3MEHSIOTCS.
4. VI3MeHeHHe TIOJTHOCTRIO OIMCHIBACTCS B OTKPHITOH YacTy (dactu "3asButenst’) MOADC (ecnu IpuMEHHMO).
5. AxtuBHas (hapMarieBTHUECKas CyOCTaHINA HE SBISCTCS OMOIOTHIECKON (MMMYHOIOTHIECKOM) CyOCTaHITNEH.
6. V3Mmenenue He 3aTparuBaeT reorpaMueckuii MCTOYHHK, CIOCOO MPOHM3BOJACTBA WM HPUTOTOBJICHUS
JIEKapCTBEHHOTO PACTUTEIBHOTO TIpenapaTa.

7. N3meHeHne He 3aTparuBaeT 3akpbIToi yactu MOADC.

JoxymMeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOUIUM) paszaeny (pasaenam) J0Che, BKIOYAs MPIMOE
CpaBHEHHE TEKYIEr0 U HOBOT'O MPOIIECCOB.

2. lanHble aHanmu3a cepuit (B hopMaTe CpaBHUTENBHON TaOJIHIIbL), 10 MEHbIIEH Mepe, IBYX CepHid (110 MEHbILEH
Mepe, OIBITHO-ITPOMBIIUICHHBIX ), IPOM3BEJICHHBIX C IIOMOIIBIO 0I00PEHHOTO U MPEAIaraeMoro IMpoIeccoB.

3. Konnu yTBepKIEHHBIX crienuduKanuii akTHBHON (papManeBTHUeCKOil CyOCTaHIINH.

4. lexnaparus aepaKarenist perucTpalliOHHOTO yaocToBepeHus unu nepxarensi MOADC cooTBETCTBEHHO, YTO
M3MEHEHNE KadeCTBEHHOTO W KOJIWYECTBEHHOTO MpoGuisl NpuMeced HWiM (U3NKO-XMMHUYECKHX CBOWCTB



OTCYTCTBYCT, crioco6 CHHTC34a, Cl'[e]_[I/I(l)I/IKaIII/II/I aKTHBHOU (I)apMaHGBTH‘{CCKOﬁ Cy6CTaHHI/II/I 1 OPOMEIKYTOYHBIX
OPOAYKTOB HC U3MCHSIOTCS.

k b.1.a.2.0) [Tox 3HAYMTENBHBIMM WU3MCHCHHSIMH aKTHBHBIX (DapMaleBTHUYCCKUX
CcyOCTaHIMH, MOJYYCHHBIX IIYTEM XHMHYECKOTO CHHTE3a, IMOAPa3yMEBAIOTCS
M3MEHEHHUsI Crocoda CHHTe3a WM YCIOBHH NPOU3BOJCTBA, KOTOPHIE CIIOCOOHEI

[Tpumeuanne N3MEHUTH BaXKHBIE NIOKA3aTeIHN KadeCcTBa akKTUBHOM (hapMaleBTHYECKOi cyOcTaHIINN
, TaKHe KaK Ka4yeCTBEHHBIH W (WMJIM) KOJWYECTBCHHBIH MpoQuib HpuMecei,
TpeOyromuil KBaTH(PHUKAINH, WIH (U3UKO-XUMHYECKHE CBOHCTBA, BIMIOMIAE HA
OMOIOCTYITHOCTB.

b.l.a.3  H3meHeHnue

pa3mepa cepuu (BKIIOUast

JUAIa30HbI pa3Mepa CepuH

) AKTHBHOH

(hapManeBTHIECKON

cybcTaHuu 1781071
YcnoBus Tpebyemast nokymenramust Bun mpouemaypsl

MPOMEXYTOYHOTO

MIPOYKTa, MCIIOIb3YEMOTO

B TIpoIlecce IMPOU3BOJICTBA

AKTUBHOH

(hapManeBTHIECKON

CyOCTaHIUH

a) YBenuueHue pasMepa

cepud BIUIOTH 10 10 pa3 no

CPaBHEHUIO C 1,2,3,4,5,6,7,8 1,2,5 1A
3apeTHUCTPHUPOBAHHBIM

pa3mepoM

0) 10-xpaTHOE
pa3yKpyIHCHHE

1,2,3,4,5 1,2,5 IA

B) H3meHeHnue TpebyeT

aHaJIM3a CONOCTaBHUMOCTH

Ouomorn4ecKou (

HMMYHOJOTHIECKON) - - II
AKTUBHOM

(hapManeBTHIECKON

CyOCTaHIUH

r) YBenuueHue pasmepa

cepuu Oomnee 10 pa3 mo

CPaBHEHUIO C - 1,2,3,4 1B
3apEruCTPUPOBAHHBIM

pa3mepom

) VBennueHne (
yMeHbBIIIEHHE) MacmTaba
MPOM3BOICTBA
6uonorndyeckou (
UMMYHOJOTHUYECKOI)
AKTHBHOM - 1,2,3,4 1B
(hapmaneBTHYECKOM
cybcTaHIUH oe3
W3MEHEHHS TIpolecca
MIPOU3BOJICTBA (HAIPUMED,
yOnmupoBaHue JINHUHN)

YcmoBus



1. Bce m3MeHeHHsI METOJOB IPOM3BOJCTBA 3aTParuBalOT JIHMIIb HEOOXOIWMBIC ISl YKPYIHEHUS WIN
Ppa3yKpyIHEHHs1, HallpUMep, UCIIOIb30BaHHE 000PYIOBaHUE APYTOro pa3Mepa.

2. HeoOX0auMO TIpeNCTaBUTh pE3yJbTaThl HCIBITAHUI COTJIACHO CIeNU(UKanWsM HE MEHee IBYX Ccepuit
MpeIaraeMoro pasMepa CepuH.

3. PaccmarpuBaeMblif JIEKapCTBEHHBIH Ipenapar He SBISETCS OHOJNOTHYECKHM (MMMYHOJIOTHUYECKHM )
JIEKApCTBEHHBIM MPETIapaToM.

4. VI3MeHeHHe He BIUSIET HeXXelaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOMMOCTE ITpoLiecca.

5. HenpenBUIACHHBIX CUTYalUsX, BOSHUKIIHNX B X0J€ IPOH3BOJICTBA, WM HAPYIICHNS CTaOMIBHOCTH U3MEHEHHE
HE OCYIIECTBIISAETCSL.

6. Criermnukaniy aKTHBHOM (papMarieBTHIECKOM CyOCTaHITNH (TIPOMEXYTOUHBIX) TIPOTYKTOB HE M3MEHSIOTCS.
7. AxTHBHas (apManeBTHYSCKas CyOCTaHIIMS HE SBISCTCS CTEPUIIBHOM.

8. Pasmep cepum Haxoxmsarcs B mpexaene 10-KpaTHOTO Ouama3oHa pa3Mepa CEepHH, MPEeAyCMOTPEHHOrO MPHU
PETHUCTPALMHU WM MOCIIe OCIEeAYIOEro H3MEHEeHHs], He SABJISBIICTOC H3MEeHeHneM [A Tuna.

JoxyMmeHTauus

1. [TonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zeny (pa3zesiaM) 10Che.

2. Homepa cepuil HCIIBITAHHBIX CEPUIl UMEIOT Mpe IaraéMblii pa3Mep CepHH.

3. lannsle aHanm3a cepuil (B Gpopmare cpaBHUTENBHON TaOIHUIIBI), IO MEHBIIEH Mepe, OJHON MPOMBIIUICHHON
CepUU aKTHBHON (apMaleBTHYEeCKON CyOCTaHIMM WJIM HPOMEKYTOYHOTO MPOAYKTAa COOTBETCTBEHHO,
NPOM3BEZICHHON B YTBEPKAECHHOM M IpejsiaraeMoM pasmepe. [1o 3anpocy He0OX0MMO MTPEACTaBUTh IaHHBIE MO
CJIEAYIOIIMM JBYM IIOJIHBIM ITPOMBIIIJICHHBIM CEPHsM; JIepKaTeslb COOOIIAaeT, eCId pe3yabTaThl aHaIu3a He
YKJIQIBIBAIOTCS B CTICIM(DUKAINIO ¥ IPEATI0KUT TUIAH IeHCTBHH.

4. Kommu onoOpeHHBIX crenupuKanuid aKTHUBHOW (apmaneBTHUECKOH cyOcTaHIMU (M HPOMEXYTOUHBIX
MIPOILYKTOB, E€CIIH MPUMEHUMO).

5. Hdexnapanus fepkatesis perucTpalioHHOro yaocroBepenus win aepxatess MOADC cooTBETCTBEHHO, YTO
BCE N3MEHEHHS METOJIOB IIPON3BOJICTBA 3aTPATrHBAIOT JIMIIb HEOOXOANMBIE JUIS YKPYIHEHHS WM pasyKpyIHEHHS,
HalpuMep, UCTI0JIb30BaHUE 000PYI0BaHUE IPYTOT0 pa3Mepa; H3MEHEHUE HE BIHSIET HeKeNaTeIbHbIM 00pa3oM Ha
BOCTIPOM3BOAUMOCTE IIPOIIecca; U3MEHEHHE He SIBIIETCS CIeICTBHEM HEeNPeIBUICHHBIX CUTYallli, BOSHUKIINX B
XO07ie TIPOM3BOJICTBA, WM HAPYIIECHHs CTA0MIBHOCTH; CIeM(HKaIK aKTUBHON (apMalieBTHUECKON cyOCTaHIINN
(TPOMEKYTOUHBIX ITPOLYKTOB) HE U3MEHSIOTCS.

b.l.a.4 U3smeHnenme

BHYTPHIIPOU3BOACTBEHHBIX

WUCIIBITAHUHN WU KPpUTCPUECB

NpUeMIIEMOCTH,
YcnoBus TpebGyemast mokymeHTalss Bumx mporeaypsl

HUCTOJIb3YIOIIMUXCS TP

TIPOU3BOJICTBE AKTUBHOM

(hapmaneBTHIECKON

cybcraHIun

a) VixecToueHue
BHYTPUIIPOU3BOACTBEHHBIX 1,2, 3,4 1,2 IA
KPHUTEPUEB NTPUEMIEMOCTH

6) JoGaBieHue HOBBIX
BHYTPHUIIPOU3BOJACTBCHHBIX

YTPUHPOU3BON 1,2,5.6 1,2,3.4,6 1A
HUCIIbITAHUU UIN KpI/ITepI/IeB

IPpUCMIICMOCTH

B) HNcknroueHnue
HE3HauYHuMOTO

1,2,7 1,2,5 1A
BHYTPHUIPOU3BOICTBEHHOT

O UCIIBITAHUA

T) Pacmupenue
0M00pEeHHBIX
BHYTPHIIPOU3BOJICTBEHHBIX



KPUTECPUCB MMPUEMIIECMOCTH,
KOTOpbIC CYHIECCTBCHHO
BJIMAIOT Ha COBOKYIIHOC
Ka4€CTBO AKTHUBHOC

II

(hapManeBTHIECKON
cyOCTaHIUH

) Ucknroyenne
BHYTPHUIIPOU3BOJICTBEHHOT
0 WCHBITaHUSA, KOTOpOE
CYIIECTBEHHO IMOBIIUACT Ha
COBOKYITHOC Ka4eCTBO
AKTUBHOMU
(hapmaneBTHYECKOM
cyOCTaHIIH

II

¢) JJobaryeHue uiu 3aMeHa
BHYTPHUIIPOHU3BOACTBEHHOT
0 HUCHOBITAHUSI W3
coobpaxeHU#
0e30MacHOCTH  HIJIH

1,2,3,4,6 IB

KadecTBa

Ycnosus

1. V3MeHeHNe He SBISETCS CIEACTBUEM KaKoro-au0o 00s3aTeNbCTBA, NMPHUHSATOrO IO pe3yjbTaTaM paHee
MIPOBE/ICHHBIX JKCIIEPTHU3 C IENbI0 aHalIN3a KPUTEPHEB NPUEMIIEMOCTH Clenu(HUKanuy (HaupuMep, B XOIe
perucTpanyu Wik BHeceHus m3Menenuit 1l tuma).

2. 3MeHeHHNE HE SIBJISETCS CIEACTBHEM HENPEIBHACHHBIX CHTYallMil, BOSHUKIIMX B XOJ€ HPOHM3BOJCTBA,
HampuMep, HOBas HEKBATH(UIIMPOBaHHAS [TPUMECh, N3MEHEHHE IPE/IEJIOB COACPIKAaHNS CyMMBI IPUMECEH.

3. JIro6oe n3MeHeHNE YKIAAbIBAIOTCS B ANATIA30H ACHCTBYIOMNX 000PEHHBIX KPUTEPHEB TPHEMIIEMOCTH.

4. AHanuTHYecKas METOANKA HEe M3MEHSETCS MIIH M3MEHSIEeTCS] HE3HAUYNTENbHO.

5. Hu ouH HOBBIH METOJ| MCTIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJApTHOM METOMOJIOTHH MM CTaHJapTHOH
METO/IOJIOTHH, UCTIONIB3yEMOM IT0-HOBOMY.

6. HoBBIif MeTOX MCITBITaHNSL HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKUM) HIIH
METOJIOM, B KOTOPOM HCTIONIE3YETCS OMOIIOTHIECKUAN PEeakTHB IS OMOIOTHIECKOH aKTUBHOW (hapMarieBTHIECKON
cyOcraHuuy (32 UCKIIIOYEHHEM CTaHJAPTHBIX (PapMaKoNeHHbIX MUKPOOHOIOTHYECKUX METOJIOB).

7. Tlapametp cnenm@uKaNy HE 3aTparuBaeT KPUTHUECKUH MapaMmeTp, Hampumep, 000 H3 ClIeqyromuX:
KOJIMYECTBEHHOE OIpe/elIeHIe, NMPUMECH (ECIH TOJBKO OIpeeNIeHHBIH pacTBOPUTENb OJHO3HAYHO HE
UCIIOJIb3YETCsl B IIPOM3BOJICTBE aKTHBHOW (hapMaleBTHYECKOi cyOcTaHImu), qro0as KpuTHdeckas (pusndeckas
XapaKTepHCTHKa, HAlIpUMep, pa3Mep YacTHll, HacChIHAs IJIOTHOCTH JIO M ITOCJIE€ YIUIOTHEHHMS, UCIIBITAHUE Ha
IOJUTMHHOCTB, BOJIa, JII000H 3arpoc Ha U3MEHEHHE YacTOThI HCIIBITAHUH.

JoxymeHTanus

1. ITomrpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3aeny (pa3zenam) JOChe.

2. CpaBHHTENbHAS TaOJMIA TEKYIIUX U MPeIIaracMbIX BHYTPHIIPON3BOICTBEHHBIX MCTIBITAHUI.

3. IompoOHOe omucaHWe HOBOTO HepapMaKONEHHON aHATNTHYECKON METONWKHA W HaHHBIE Bamumanud (B
COOTBETCTBYIOIIUX CITydasx).

4. NanHple aHanmW3a [IBYX HPOMBINUICHHBIX Cepui (11 OMOJOTHYECKMX AaKTHUBHBIX (apMaleBTUYECKUX
cyOcTaHIMNA, B OTCYTCTBHE KOHKPETHBIX OOOCHOBAaHW, — TpPH NPOMBIIUICHHBIE CEPHH) AaKTUBHOI

(hapMareBTHUCCKON CYOCTaHIIHH IO BCEM MMapaMeTpaM CreiupUKaIH.

5. O6ocHoBaHue (OIIEHKA) PUCKOB CO CTOPOHBI JAepiKaTelsl peruCTPallMOHHOTO yIOCTOBEPEHUS WK JeprKaTens
M®OA®DC CcOOTBETCTBEHHO, TOATBEPKIAIONINE, YTO BHYTPUIIPOU3BOJCTBEHHBIC MApaMETPhl SBIISIOTCS

HE3HAYMMBIMHU WU YCTapEBIIUMHU.

6. O0OCHOBaHHE CO CTOPOHBI JepKaTels PErHCTPANMOHHOTO YAOCTOBepeHUs wiu jaepxarenss MOADC
COOTBETCTBEHHO HOBBIX BHYTPHUIIPOM3BOJICTBCHHBIX HCITBITAHHUNA U TPE/ICIIOB.



b.l.a.5 Hsmenenne
AKTUBHOMU VYcnosus Tpebyemas noxymenranuss Bun npouenypsl

(apManeBTHYECKON
CyOCTaHIINH BaKIHUHEI

a) 3aMeHa WK 100aBJICHUE

HOBOT'O CEpOTHIIA, IITaMMa

, AQHTUTEHA  WJIHU

Koaupyouei

MOCJIEN0OBATEIbHOCTH WIIH 11

KOMOHMHANHS CEPOTHIIOB,

MTaMMOB, QaHTUT'CHOB HJIN

KOIUPYHOIIUX

MOCJIEI0BaTENILHOCTEH

JokymenTarus HeoOXoauMast Il IPOBEACHHUS SKCIIEPTHU3HI MOAN(UITPOBAHHBIX BAKIIHH:

1. CompoBoAHTENEHOE THCHMO C MOTUBUPYIOIINM 000OCHOBaHUEM;

2. [NompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3ieny (pa3zienamM) T0cke.

3. AKTyalau3upOBaHHBIC JOKYMEHTHI IO KAYEeCTBY:

[To akTHBHOH (apMareBTHYECKON cyOCTaHIINN:

1) obmurast mHGOpMALMST AKTHBHOTO BEIlleCTBa: Ha3BaHUE, CTPYKTYpa, OOIIHNE CBOMCTBRA;

2) IpON3BOIUTEINb, OIIMCAaHNE TPOM3BOACTBEHHOIO IIPOIECcca U €0 KOHTPOJIb;

3) KOHTPOJIb UCXOAHBIX MaTEPHAJIOB;

4) KOHTPOJIb KPUTHYCCKUX ITAIMOB U MPOMEKYTOYHOMN MPOTYKIIHH;

5) Banumanus mpoiecca u (WIn) ero OLeHKa;

6) pa3paboTKa MPOU3BOJACTBEHHOI'O MPOIIECCa;

7) 10Ka3aTenbCTBO CTPYKTYPHI U XapaKTEPUCTHKH;

8) mpumecu;

9) crieruduKkanys KauecTna;

10) aHamuTHYECKE METOIUKH,

11) BayMgaus aHATHTHIECKIX METOJTUK;

12) mokyMmeHT, TOATBEPKIAIONINI KadeCTBO aKTHBHOTO BEIIECTBA TPEX CepHil

(cepTrdukar aramI3a cyOCTaHIIMN OT MPOU3BOAUTEIIS, IIPOTOKOJ aHAIN3A, AHATUTHICCKAN TacIopT);

13) obocHOBaHHE CTICTIH(DUKAIIH;

14) crarmapTHBIE 00pa3IBl WK BEIIECTBA;

15) cucrema ynakoBKka (YKyIOpKa);

16) pe3toMe OTHOCUTENBHO CTAOMIBHOCTH U BBHIBOABI;

17) IIpoTOKOJI MOCTPErHCTPAIMOHHOTO H3yUeHHUS CTAOMIIBHOCTH M 00513aTENbCTBA OTHOCUTENIFHO CTaOMIIBHOCTH;
18) maHHBIE O CTAOMIBHOCTH.

ITo roToBOMY mpenapary:

1) mOKyMeHT, NOATBEPKAAIOMINN KaueCTBO TOTOBOTO IPOJYKTa TpeX cepHil (cepTHdUKAT aHAIN3a, IPOTOKOJ
aHaiM3a), OJIHA Cepusi KOTOPOTO COBNAJaeT ¢ cepueil oOpasna JEeKapCTBEHHOTO CPENCTBa, IMOJaHHOTO Ha
PEeTHUCTpAIHIO;

2) TOKYMEHT O TIPHOHOBOI 0€30MacCHOCTH Ha BEIIECTBA JKUBOTHOTO

TIPOUCXOXKICHUS OT IPOU3BOAUTEINS (TIOCTABIIUKA);

3) KayecTBEHHBIH W KOJMYECTBEHHBIH COCTAaB JIEKAPCTBEHHOTO MpernapaTta (aKTHBHBIE, BCIOMOTAaTEIbHbIC
BEIICCTBA);

4) NTOKYMEHT, OJATBEPKAAIOIINI KaUeCTBO YIIAKOBOYHOTO M YKYIIOPOYHOTO MaT€pHaJIOB TOTOBOTO MPOIYKTa;

5) dapmaneBTHyeckas pa3paboTka (omrcaHue agc, BCIOMOTaTENbHBIX BEUIECTB, pa3pabdoTKa JIEeKapCTBEHHOTO
npenapara, pa3paboTka MPOM3BOACTBEHHOTO IPOIEcca, COBMECTUMOCTh KOMITOHEHTOB, W3JIMIIKH, CTa0MIBHOCTb,
MHUKPOOHOIOTUIECKAs YHCTOTA);

6) Ipou3BOACTBEHHAS (POPMYIIa;

7) ommcaHue TEXHOJIOTHH POU3BOJICTBA;



8) KOHTpOJIb B IpoIIecce MPONU3BOJICTBA (OTEPAMOHHBIH KOHTPOJIb);

9) METOABI KOHTPOJISI HCXOTHBIX MaTepHalIOB;

10) cepTrdukarel KauecTBa Ha BCIIOMOTaTEIbHbIC BELIECTBA;

11) MeToBpI KOHTPOJIS Ka4eCcTBa IPOMEKYTOUYHBIX MTPOLYKTOB (TIPH HEOOXOAUMOCTH);

12) HOpMaTHBHBIN TOKYMEHT MPOM3BOAMTENS 10 KOHTPOJIIO Ka4eCTBa U 0€30MacCHOCTH JIEKaPCTBEHHOI'O CPEJICTBA
B 3JICKTPOHHOM BuJie B hopmare .docx;

13) Baymmanyst METOJMK UCTIBITAHHUH JIEKAPCTBEHHOTO TIperapara;

14) pe3yabTaThl HCHBITAaHUS CTaOWIBHOCTH CPOKOM HE MeHee uYeM | Mecsl He MeHee Ha Tpex
OTIBITHO-TIPOMBIIIUIEHHBIX CEPUAX C TapaHTUHHOM 0O0s3aTENBCTBOM O TIPEAOCTABICHUH pPE3YJIbTaTOB
HCCIIeI0BaHUN CTaOMIIBHOCTH, TPOBEICHHBIX uepe3 3 (Tpu) U 6 (1ecTh) MecsleB Ha 3 (TpH) MOCIEA0BATEIbHBIX
TIPOMBIIIUICHHBIX CEPUSIX IOCTIE 3aBEPIICHHS UCCIEA0BaHNH CTa0MILHOCTH;

15) momomHUTENRHAS HHPOPMAITHS, TOTBEPKAAIOIIAs Ka4ecTBO (P HEOOXOIMMOCTH).

4. I'apaHTHitHOE TUCBEMO JI€pIKaTellsi BPEMEHHOTO PETHCTPALIMOHHOTO YAOCTOBEPEHUS (B MPOU3BOJIBHON opme) O
MIPOBEACHNN KIMHWYECKHE HCCIEIOBAaHUS HMMMYHOT€HHOCTH BapHaHTHOH BaKLIMHBI, IOCIE MOIYYCHHUS
BPEMEHHON PETUCTPALIUY.

Jannapie 00 UMMYHOTEHHOCTH MOHOBAJICHTHOW U ITOJIMBAJICHTHOW BapHaHTHON BaKIMHBI IPOTHB BapHAHTHOTO
mraMMa (IITaMMOB) OLICHUBAIOTCS] HA OCHOBAHUM IPE/ICTABICHHBIX JaHHBIX:

KJIMHAYECKOTO HCCIEJOBAHNUS HMMMYHOT€HHOCTH IIPH MEPBUYHON BaKUMHAIWK BAPHAHTHOW BAKIIMHOM.
Pexomenyercst IpoBECTH, KAK MHHUMYM, OJIHO UCIIBITaHHE Ha CyObEeKTaX, paHee He BAaKIMHUPOBAHHBIX M 0€3
MPU3HAKOB MPE/ILIECTBYIONIEH HHPEKINY;

KJIMHAYECKOTO HCCIIEOBaHUS MMMYHOTE€HHOCTH TPH BaKIMHAIUK BapUAHTHOW BaKIMHOHW (OJHOKpaTHOE
JIO3UPOBaHNE) CyOBEKTOB, paHEE ITOJIyYHBIIHMX NIEPBUYHYIO BaKIIMHALINIO POJUTEILCKON (MCXOAHOW) BaKIIMHOI;
0 TUTpaxX HEUTPAIHU3YIOIMX AaHTUTEJ, U3MEPEHHBIX N0 OTHOUIEHUIO K COOTBETCTBYIOLIEMY IITaMMy (ILITaMMaMm)
BaKIMHBI, TO €CTh B POJUTENBCKON IPpyIIIe BaKIUHBI IPOTUB POANUTEIHCKOTO MITAMMa W B BApUAHTHOM TpyIIe
MIPOTHB BapHAHTHOTO IITaMMa (IITaMMOB);

HWKHAS TpaHuna 95% I0BepUTENHHOIO WMHTEpBaJla Pa3sHHUIBI B YPOBHSAX CEPOKOHBEPCHH ISl BaKIUHBI C
BAapHAHTHBIM IITAMMOM IO CPaBHEHHIO C POAMTENBCKHM IITaMMOM He mpeBbimaeT -10%; cepokoHBepcHs
ompenesieTcss KaK YEeTBHIPEXKPAaTHOE YBEIMYEHHE THUTPA OT COCTOSHHSA 1O BaKIWHAIMH K COCTOSHHIO
MOCTBAKLIMHAIIH;

U MOAM(UIIMPOBAHHON BAKIMHBI (M3MEHEHHBIN BapHaHT (IITaMM), UCIOIb30BaHHBIH B MHAKTUBHUPOBAHHBIX
BaKIIMHAX WJIN U3MEHEHHBIN BapuaHT 6enka, MPHK unmu nHOM cyObe AMHULIBI) IPEIOCTABIISIFOTCS 10Ka3aTeIbCTRA,
YTO BapHaHTHBIC BAKLIMHBI IPOU3BOISTCS TEM K€ MPOM3BOAMTENIEM C HCIIOIb30BAaHUEM TOTO )K€ Tpolecca, 4To U
OpHUTHHAIBHBIE BaKIUHBI, KIIMHIYeCKas 3()(PEeKTHBHOCTh KOTOPOH ObLIa IIPOJEMOHCTPHPOBAHA;

O MOJIPOOHOMY ONKCAHHIO COOCTBEHHO UCIOJIB30BAaHHOTO ITamma win Oenka, MPHK wim uHOM cyObeMHUIIBI,
¢ ukcanneit oTIIMYKI OT UCXOJHOTO BapuaHTa (CpaBHUTEIbHAS XapaKTEPUCTHKa IITAMMOB WM CyObeIMHHMLL);

0 0e30macHOCTH, COOPAHHBIX B X0J1€ HCIBITAHNH UIMMYHOT€HHOCTH BapUaHTHOM BaKIMHBL.

JoxymeHTanus npecTaBisieTcs ¢ yueToMm pykoBojcTea BO3.

b.1. 6) KonTposb kauecTBa akTUBHOM (hapMarieBTUIECKOM CyOCTaHITUN

b.I.6.1  H3mecHenue
nmapamMeTpoB
cnenudurkanuy M (WIH)
KPUTEPUEB PUEMIIEMOCTH
AKTUBHOH
(hapManeBTHIECKON
CcyOCTaHIIMU, HCXOJHOTO
MaTepuana (
MPOMEXYTOYHOTO
MpOJNYyKTa) pEaKTUBA,
HCTOJIb3yEeMBIX B TpOIecce
IIPOU3BOJCTBA AKTHUBHOM
(hapmaleBTHYECKOM
CyOCTaHIUH

YcnoBus Tpebyemast nokymenTamust Bun mpouemaypst



a) VxecToueHue

KPUTEPUEB MIPUEMIIEMOCTH

cuenupuKaAIuu

JeKapCTBEHHBIX 1,2,3,4 1,2
Npernaparos, MoIEKAIINX

BBIIIYCKY cepui

opuIHATHHBIM

KOHTPOJIHBIM OPTaHOM

0) YxecToueHHne
KpuTepueB mpuemsiemoctu 1,2, 3,4 1,2
crienuduKanu

B) JloGaBieHme B
crenu(UKauio HOBOTO

nmapaMeTpa i 1,2,5,6,7 1,2,3,4,7

COOTBCTCTBYIOIIETO €EMY
MCTOJAa UCIIbITaAHUA

T) HNcknioduenue

HE3HAYHMTEIBbHOTO

napameTpa crerudukanma 1, 2, 8 1,2,6
(HampuMep, UCKIIOYCHUE

YCTapeBIIETO MapaMeTpa)

1) Uckiouenne mapamerpa
crienuUKaIum, KOTOPBIH
CYIICCTBEHHO IMOBIIUACT Ha
COBOKYITHOC Ka4eCTBO
AKTHUBHOM
(hapmaneBTHUECKOM
cyOcTtanmun W (WIIH)
JEKapCTBEHHOTO
npernapara

e) M3MeHeHue, BBIXOISIIEE
3a 0JOOPEHHBIH qUana3oH
KPUTEPUEB PUEMIIEMOCTH
crienuuKanuii akTHBHON
(hapmaleBTHYECKOM
cyOCTaHIuH

K) Pacmupenune
0I0OpEHHBIX KpPUTEPHUEB
NPUEMIEMOCTH
crnenupuKauu Ha
UCXOJHBIC MaTepHaibl (
MIPOMEKYTOUYHBIC
MPOAYKTHI), KOTOpBIE
CYLIECTBEHHO BIUSIOT Ha
COBOKYIHOE Ka4yeCTBO
aKTHUBHOMU
(dhapmareBTHYECKOM
cyOcTtanuun u  (WIN)
JEeKapCTBEHHOTO
mpemnapara

3) [loGariieHue wiu 3aMeHa
(ucknrwuasd

1A

IA

IA

IA

II

II

II



OMOJOTHYECKYI0O U
HMMYHOJIOTHYECKYIO
cyOcTaHImio) mapamerpa
cnenupuKanuu u
COOTBETCTBYIOILIETO €MY

1,2,3,4,5,7 IB

METO4a HUCIbITAHUSA U3
coobpaxeHU#
0€30MacHOCTH  HIH
KayecTBa

u) Ecam Ha axTHBHYIO

(hapMareBTHYECKYIO

CyOCTaHIIMIO OTCYTCTBYET

crathsl ['ocynapcTBeHHOM

®dapmaxkomnee PecrryOmku

Kazaxcran, wn3MeHeHHE 1,2,3,4,5.7 B
COOCTBEHHBIX JIaHHBIX
crienuQUKay Ha JJaHHbIE
HeoHuIHaIbHOU
¢dbapmakonen I
(apmakonen TpeTbeH
CTpaHBbI

VYcnosus

1. V3meHeHWe He SBISETCS CIEACTBHEM JIOOOro 00s3aTeNbCTBA, NPUHATOrO IO pe3yjbTaTaM paHee
MPOBEJCHHBIX AKCIIEPTU3 C IENbI0 IEPECMOTpa KPUTEPUEB MPUEMIIEMOCTH crieruduKkanyuy (HanpuMep, B X0Je
peruCTpaIiHy JIEKApPCTBEHHOTO Mpenapara Wik BHECeHNH n3MeHenui 11 tnna).

2. U3MeHeHue He sBIsIETCA CIEACTBHEM HENPEABUACHHBIX CHUTyallMil, BO3HUKIIMX B XOJ€ MPOU3BOJCTBA,
HanpHuMep, HOBOI HEKBATU(QHUIIMPOBAHHON NPUMECH, H3MEHEHHS TIPEJIENIOB COAEPKaHUS CyMMBI TIPIMECEH.

3. JIio6oe n3MeHeHNe YKIIaAbIBAIOTCS B ANAMNA30H TEKYIINX O0OPEHHBIX KPUTEPHEB IIPHEMIIEMOCTH.

4. AHanuTHYeCKas METOUKA HEe U3MEHSETCS MU U3MEHSAETCS] HE3HAUUTENIBHO.

5. Hu oauH HOBBIN METOJ UCHBITAHUS HE OCHOBAaH HAa HOBOM HECTAHAAPTHON METOOJIOTUU WU CTaHAAPTHOMN
METO/I0JIOT UM, UCTIONIB3yEMOH IT0-HOBOMY.

6. HoBbIif MeTo MCITBITaHUSI HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKHM) HIIH
METO/IOM, B KOTOPOM HCIIOIB3YETCsl OMOIOTHYECKHI PEaKTHB sl OMOIOTHYECKOW aKTHBHON (papMarieBTHIECKOH
cyOcTaHINH (32 NCKIIFOYCHNEM CTaHAAPTHBIX (papMaKOIeHHBIX MUKPOOHOIOTHIECKAX METOZOB).

7. N3menenne mo00TO Marepuaia HE 3aTparnBacT T€HOTOKCHYHYIO NpHMech. Ecnm BOBIeYeHa aKTHBHAs
(apmanieBTHUECKash CyOCTaHLMS, 32 MCKJIIOYEHHEM OCTATOYHBIX PAcCTBOPUTENEH, KOTOPhIE COOTBETCTBYIOT
npejesiaM COOTBETCTBYIOIICH cTaThe ['ocynapcTeennoit dapmakonee Pecriyonuku KasaxcraH, KOHTPOIIb JIH000H
HOBOW IIpUMeCH COOTBETCTBYIOT ['ocynapcrBennoit dapmakonee Pecrryonuku Kazaxcran.

8. INapamerp cnenudukanyu He 3aTparuBaeT KPUTHYECKHH MapameTp, Hampumep, J000H M3 ClenyroluX:
KOJINYECTBEHHOE OIpeesieHHe, MPUMEecH (eCIM TOJBbKO OINpEAETICHHBI pacTBOPUTENh OJHO3HAYHO HE
HCITIOJIB3YETCs] B TMPOU3BOJICTBE aKTHBHOW (hapMaleBTHUECKON cyOCTaHINM), Mr00as KpuTHdeckas (pusndeckas
XapaKTepHCTHKa, HAIIPUMep, pa3Mep YacTHUIl, HACHIIHASA IJIOTHOCTH N0 M TOCJE YIUIOTHEHHS, UCIBITAHUE Ha
MIOJUTMHHOCTB, BOJIA, JII00O0H 3aIrpoc Ha MPOITYCK UCTIBITaHMUS.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3fieny(pasenam) 10Che.

2. CpaBHHTeNbHAs TaOJIUIIA TEKYIIUX U IPeIaraeMbIX crieliuduKami.

3. [MoapoOHOe onucanue 1000 HOBOW aHATMTUYECKOW METOJMKHU U JAaHHbIE BATUIAIMU (B COOTBETCTBYIOLIMX
ciy4asx).

4. JlaHHble aHAIM3a ABYX MPOMBIIUICHHBIX CepHil (B OTCYTCTBHE 0OOCHOBAaHHUS OOPATHOTO I OMOJIOTHYECKUX
aKTHBHOM (papManeBTHYEeCKUX CyOCTaHIMH — TPU CEPHM) COOTBETCTBYIOLIEH aKTHBHOH (apMareBTHYECKOi
CyOCTaHITUH 10 BCEM ITapaMeTpaM CIIeHU(UKAIIHH.



5.B COOTBCTCTBYIOIIUX CllydasdX HdaHHBbIC TCCTa CpaBHHTeJ’I]:HOﬁ KUHETUKU PpaCTBOPCHUA JICKAPCTBCHHOI'O
mperapara, COJAEp)Kallero aKTHBHYIO (apMaleBTHUECKyl0 CyOCTaHIMIO, IO MEHBIIEH Mepe, U3
OTIBITHO-IIPOMBIIIUICHHON CEpHH, COOTBETCTBYIOUIYIO JICHCTBYIONIMM M TpeaiaracMeiM crenudukanusm. B
OTHOIICHHH JICKApPCTBEHHBIX PACTUTENBHBIX MPEMAapaTOB JOCTATOUHBI JAHHBIE CPABHUTEIBHON PacrafacMOCTH.

6. O6ocHOBaHKE (OIIEHKA) PHCKOB CO CTOPOHBI Jep)KaTellsl PErHCTPAIMOHHOTO YAOCTOBEPEHUS WIIN JIep)KaTelst
MOA®DC coOTBETCTBEHHO, TOATBEPKAAIOIIIE, YTO BHYTPUIIPOU3BOJACTBEHHBIN TTapaMeTp SABISETCS HE3HAUNMBIM
WM yCTapeBIIUM.

7. O0GocHOBaHHE CO CTOPOHBI JAepyKaTels PETHCTPANMOHHOTO yAOCTOBepeHus wiu aepxarenss MOADC
COOTBETCTBEHHO HOBBIX MapameTpa crennpUKanii U KpUTEPUEB IIPUEMIIEMOCTH

b.1.6.2  H3meHeHue
AHATUTHYECKOW METOIUKH
AKTUBHOH
(hapmareBTHIECKON
cybcTaHIIMU 1781071
HUCXOAHOrO Matepuana (
MPOMEKYTOYHOTO
MPOAYKTa) pCaKTUBA,
HCIIONB3yEeMBIX B IIpPOIECCe
MPOU3BOJICTBA AKTUBHOMU
(hbapManeBTHIECKON
cyOCTaHIUH

VYcaosus Tpebyemast nokymenramust Bun mpouemaypst

a) HeznaunMere m3meHeHUs
onoOpeHHOH 1,2,3,4 1,2 1A
aHAJUTHYCCKON METOIUKHU

0) Ucknrodyenue
AHATUTHYECKOW METOIUKH
AKTUBHOHU
(hapmaneBTHIECKON
cyOcTaHIIUHU AN
ucxomgHoro matepuana (7 1 1A
MPOMEKYTOYHOTO
MPOJYKTa) PeaKTUBa, CCIIU
anbTepHATHBHAs  ei
AHAJINTUYECKasT METOIHMKA
yXe omo0peHa

B) Ilpoume wusMeHEHUsS
AHATIUTUYECKOM METOUKH
(Bxirowass 3amMeHy WU
nobaBiieHHE) peaKTHBa,
KoTopass He OKa3bIBaeT
3HAYUMOI'O BJIUAHHA Ha
COBOKYITHOE Ka4eCTBO
AKTUBHOMH
(hapmaneBTHUECKOM
cyOCTaHIIH

1,2,3,5,6 1,2 1A

T) CymiecTBeHHOE
U3MEHEHHE WU 3aMeHa

01 0JIOrHYeCcKOTo (
HMMYHOJIOTHYECKOT0)  (
AMMYHOXHMHYECKOTO)

MCTOHda HCIBITAHUA HIIH

METOJa, B KOTOpOM I



HCTONb3yeTCs
OMOJIOTHYECKHN pPEaKTHB
s OMOJIOTHYECKOM
AKTHBHOMH
(hapManeBTHIECKON
cyOCTaHIUH

n) Ilpoume wu3MeHeHUs

AHAJIUTHYECKON METOIUKH

(BriTrOUast 1O0OABICHHUE WITH

3aMeHy)  aKTHUBHOH

(hapmaneBTHYECKOM 1,2 1B

cyOcTaHIUH WU

HUCXOAHOTO MaTepuana (

MIPOMEXYTOIHOTO

MIPOIYKTA)

VYcnosus

1. IlpoBenena HeoOXoqMMasi BaJTUIAIMS, TIOATBEPKIAIONIAs TO, YTO OOHOBJICHHAs! aHAIUTHYECKAsk METO/IMKA, 10
MEHBLIEH Mepe, SKBUBAJICHTHA MPE/IbITYIICH.

2. Ilpenensl copepkaHus CyMMBI NpHMeced HEe M3MEHIINCh, HOBblE HEKBAIU(HUIMPOBAHHBIE NMPUMECH HE
0OHapy KEHBI.

3. Merox aHanu3a He U3MEHMIICS (HanpuMep, U3MEHEHHE JUTMHBI KOJIOHKH WIIM TEMIIepaTyphl, HO HE Ipyroi BUI
KOJIOHKH VI METON).

4. MetoJ UCIBITaHUS HE SBISIETCSI OMOJIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXHMHYECKHM) HIIH METOJIOM,
B KOTOPOM HCIIONIBb3YEeTCSI OMOJIOTHYECKHH pEeakTHB JUId OHMOJIOTHYECKOW aKTUBHOM (apManeBTHIECKOH
cyOcTaHINH (32 UCKIIIOYCHNEM CTaHAAPTHHIX (papMaKOIeHHBIX MUKPOOHOIOTHIECKUX METOIOB).

5. Hu onuH HOBBIM METOA WCHBITAHUS HE OCHOBAaH HAa HOBBIX HECTAHAAPTHBIX METOJAX WIIHM CTaHJApTHBIX
METO/1aX, UCTIOJIb3yEMBIX II0-HOBOMY.

6. AxTuBHas (hapMmarieBTHUECKas CyOCTaHINS He SBISETCS OMOIOTHIECKON (MMMYHOIOTHYECKOM).

7. AnpTepHaTHBHAs aHAJIMTHYECKas METOJVKA JJISI apaMeTpa cruenuuKannuy yxe 0Jo0peHa, Ipu 3TOM Takas
METOJIMKa He ObLIa BKIIFOUYEHA MOCpeACTBOM [A-yBegomiieHus.

JoxymeHTtanus

1. TompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIUM) pa3jeiy(pa3ieinaM) JOChe, BKIIOYAs OIHCAHUC
AHATUTHYCCKON METOJIOJIOTHH, PE3IOME TAaHHBIX BATHIANNH, IEPECMOTPCHHBIC CrICIM(UKAIIUN Ha TIpUMecH (ecITi
TIPAMEHUMO).

2. CpaBHHTENBHBIC PE3yNbTATHl BATUAANNN WIH, TIPH HATUYAN OOOCHOBAHUS, CPAaBHUTEIHHBIC PE3yIbTaThI
aHaJM3a, MOATBEPIKIAOIINE, YTO TeKYyIee U MpeiaraeMoe UCIbITaHie SKBUBaIeHTHBI. Hacrosiiee TpeboBaHme
HE MPUMEHSETCS, €CITU JOOABJISIETCS HOBAsI aHATMTUYECKAst METOTUKA.

b.I. B) YmakoBouHO-yKynopoyHasi cucteMa

b.I.e.1  H3meHenue

IIEPBUYHON  YIIAKOBKH

AKTUBHOW VYcnosus TpeOyemas nokymenrauus Bun npouenyps
(dhapmaneBTHYECKOM

cyOcTaHIuH

a) KagecTBeHHBIN U (WIH)

y 1,2,3 1,2,3,4,6 1A
KOJIMYCCTBCHHBIN COCTAaB

6) KauectBennslit u (uim)

KOJINYECTBEHHBI COCTaB

IUIS  CTEPHJIBHBIX HWIIH

HE3aMOPOXXECHHBIX

OHMONIOTHYECKUX ( I
UMMYHOJIOTHYIECKHX)



AKTHUBHBIX
(hapManeBTHYECKUX
cyOCTaHIHiA

B) JXuakue akTUBHBIE
(apmaneBTHUECKHE
cybcraHuUU (
HECTEPUIIEHBIC)

1,2,3,5,6 1B

Ycenosus

1. ITo cOOTBETCTBYIONIMM CBOMCTBAM IpearaeMblil yIIaKOBOUHBIA MaTepHa, o MEHbBIICH Mepe, COOTBETCTBYET
K DKBUBAJICHTHBIM OJI00PCHHOMY.

2. HauaTbl COOTBETCTBYIOIIE UCCIICOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMHU
U 3adBUTENIEM Ha MOMEHT BBEJEHUS H3MEHEHMH MNpOaHATU3UPOBAHBl COOTBETCTBYIOLIUE IapaMeTphl

CTaOWIIBHOCTH HE MEHEE YeM Ha JBYX ONBITHO-IPOMBIIUICHHBIX WM HPOMBIIIJICHHBIX CEPHsX, B €ro

pacHopsKEHUH HAaXOJATCS yAOBJIETBOPHUTEIBbHBIE PE3YNIBTAThI, 110 MEHBIIEH Mepe, 3-MeCAYHOrO H3ydeHHs

crabunpHOCTH. OTHAKO, €CIIN MpeyIaraeMasi yrakoBka 0ojee YCTOHUYIMBA 10 CPABHEHHIO C 3apETHCTPUPOBAHHOM,
TO TpPEXMECAYHbIE JaHHbIE 1O CTAOMIBHOCTH He TpeOyroTcs. Ilo 3aBepmieHMH TakMX HCCICIOBaHUH, €CIH

pe3ysbTaThl HE YKIIAJIBIBAIOTCS B CEU(DUKAIMH WIA MOTEHIHAIBHO HE YKIAJbIBAIOTCS B CHEUU(pHUKALNU Ha
KOHEIl CpPOKa TI'OJHOCTH (IIepuojia) MOBTOPHOTO HCIHBITaHUS, MX HEOOXOIUMO HEMEIUICHHO IPENICTaBHTh

YIOJTHOMOYEHHOMY OpraHy Hapsiy ¢ IpeasaraéMbIM IJIaHOM JI€HCTBUIA.

3. Hckiovas cTepuiIbHbBIE, XHUIKUE W OHOJIOTHUECKHE (MMMYHOJIOTHUECKHE) aKTHBHBIC (hapMaleBTHUECKHUE

CyOCTaHITUH.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3ienamM) 10cke.

2. HeobOxonnmble naHHBIE O HOBOHM yMAaKkoBKe (HAaNpHMeEp, CPaBHUTEIbHBIC NAHHBIC 1O NPOHHUIIAEMOCTH,
Hampumep, 111 O2 CO? Biarum), BKIIOYas MOATBEPKACHHE TOTO, YTO MaTepHal COOTBETCTBYET
COOTBETCTBYIOIIUM (papMaKOTICHHBIM TPEOOBAHHSIM O IUIACTUYCCKUX MaTepHaiax U 00bEKTaX, KOHTAKTUPYIOIINX
C MUILIEBBIMH NPOYKTaMH.

3. B COOTBETCTBYIONIHX CIIy4asx HEOOXOIUMO MPEICTABUThH MOATBEPKICHHE TOTO, YTO B3aMMOICHCTBHE MEXKITY
COJICP)KMMBIM M YIAaKOBOYHBIM MaTE€pHajJOM HE IPOUCXOAMT (HAIpUMEp, OTCYTCTBYET II€peMelleHne
KOMIIOHEHTOB MpEJIaraeMoro MaTepuaja B €ro COAEp)KHMMOe, KOMIIOHEHTHI JISKapCTBEHHOTO Ipernapara He
MEPEXOAAT B YHAaKOBKY), BKJIIOUYas MOATBEPXKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM
(hapmakomneiiHbIM TPEOOBAaHUAM O TUIACTHYECKHX MaTepHaiax M 00BEKTaX, KOHTAKTHPYIOUINX C MHUIICBBIMU
MPOIYKTaMH.

4. Jlexkmapanus OepKaTellss PerHCTPalMOHHOTO ymocTtoBepeHus wiu aepxarensi MOADC, uto tpeOyembie
HCCIICAOBaHUA CTaOMJIbHOCTH HA4YaThl B COOTBETCTBUH C YCTaHOBJICHHBIMHU Tpe6OBaHI/IHMI/I (C YKazaHnuEM HOMEPOB
cepuif); U 4TO (B COOTBETCTBYIOIIMX CIIydasX) Ha MOMEHT BBEJCHHS H3MEHCHHI B €ro pacrnopsKeHUU
HaXOJMINCh TpeOyeMble MUHUMaJIbHBIE yJIOBJIETBOPUTEIBHBIEC JaHHBIE TI0 CTAOMIBLHOCTU; U YTO MMEIOIIHECs
JTaHHBIE HE CBHJETEIHbCTBOBAIN O KakoW-Imbo mpobdiieme. HeoOxoauMo Takke IpeiCTaBUTh MOATBEPIKACHHE
TOTO, YTO MCCIICOBAHUS OyIyT 3aBEPLICHBI, M YTO €CJIM PE3yJbTaThl HE OyIyT YKJIAABIBATHCS B CrIeHU(UKaIn
WM TNOTCHOUAIBHO HE YKJIAIBIBAThCA B CIECHU(HUKALNN HAa KOHEI CPOKa TOJHOCTH (IEpHOAa) MOBTOPHOTO
UCTIBITaHMs, UX HEMEJICHHO MPEACTABAT YIOJHOMOUYCHHOMY OpraHy Hapsily ¢ NpelaracMbIM IIaHOM JeHCTBUI

5. Pe3ysbrarhl HCCleIOBaHUi CTAOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMH,
0 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHee YeM Ha JBYX OIBITHO-IPOMBIIUICHHBIX WIIN MPOMBIIILIEHHBIX
CepHsIX, OXBATHIBAIOLINX HE MEHEE TPEX MECSIIEB, M MOATBEPKACHHE TOT0, YTO YKa3aHHbIE UCCIIEOBaHHS OyIyT

3aBEpPIICHBI, M €CITN PEe3YNbTaThl HE OyIyT YKIaAbIBaTHCS B CHEHU(PHUKALUY WIN TIOTEHIMAIBHO HE YKJIJBIBATHCS
B CIEUU(HUKANUKN Ha KOHEIl CPOKa FOJHOCTH (II€pHoJa) TOBTOPHOTO MCIIBITAHHS, MX HEMEIICHHO HPEACTaBST

YTIOJIHOMOYEHHOMY OpTraHy Hapsily ¢ NpeJaraéMbIM IJIaHOM JeHCTBHUH.

6. CpaBHEHHE IEHCTBYIOMNX U TpeAIaraeMbIX CrelH(PUKAIINil TEpBIYHON YITAKOBKH (ECIIN TIPUMEHHIMO).

B.I. B. 2 MU 3meHeHue

napamMeTpoB
cnenudurkanuu M (WIH)



KPUTEPUEB NIPUEMIIEMOCTH Y ¢cJTIOBUS Tpebyemast nokymenTamust Bun mpoueaypst
MIEPBUYHON  YIMaKOBKH

AKTHBHOMH

(hapmaneBTHIECKON

cybcraHun

a) VixkecTtoueHue
KputepHeB npuemsieMoctu 1, 2, 3, 4 1,2 1A
cnenuuKauu

6) JlobGaBieHue B

crienu(UKaI HOBOTO

napaMeTrpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOIIEMY €My

METOJla UCIIBITAHUH

B) Ucknrodyenue

HECYLIECTBEHHOTO

mapaMeTpa cuenupukammm 1, 2 1,2,5 1A
(Hammpumep, MCKITIOYCHUE

yCTapeBIIEro napaMeTpa)

r) lobaBieHue mim 3amMeHa

rapaMeTpa CrenupUKAIIH

3 coobpaxeHui 1,2,3,4,6 1B
0e30MacHOCTH  WIJIH

KadyecTBa

VcnoBus

1. M3MeHeHUe He SBISICTCS CIEICTBHEM KaKOTO-THOO 00s3aTENIbCTBA, NMPUHATOrO MO pe3yjbTaTaM paHee
MPOBEJICHHBIX 3KCIIEPTH3 C IIENBI0 aHAIHM3a KPUTEPHEB MPUEMIIEMOCTH CHEIU(UKAINK (HAIpUMEp, B XOJe
perucTpanuu JeKapcTBEHHOTO Tpernapara WiH BHeceHUs u3MeHeHHWH I Tuma), ecimm TOMBKO OHO paHee HE
paccMOTpeHo u 0100pEHO B KadecTBE MEPHI OCIEAYIOMIET0 HAOIIOACHNUS.

2. V3MeHeHHE HE SABISETCS CIEACTBHEM HENPEIBUICHHBIX CHUTYallWil, BOSHHKIIAX B XOJ€ IMPOHU3BOJCTBA
YIaKOBOYHOTO MaTepHajia WM IPHU XPAaHEHWH aKTUBHOW (hapMarieBTHIECKON CyOCTaHITHH.

3. JIroboe m3MeHEeHNE YKIIaAbIBAIOTCS B THAIa30H TEKYIIUX OJ00PEHHBIX KPUTEPHUEB IIPHEMIIEMOCTH.

4. AnaguTHdeckas METOUKA HE M3MEHSICTCS WIIM M3MCHSCTCS HE3HAUNUTEIIBHO.

5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOM HECTaHAAPTHOW METOAOJOTMH WIH CTaHAAPTHOM
METOJOJIOTHH, HCIIOIB3yEeMOI T0-HOBOMY.

JoxymeHrtanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eiry(paszenam) JoChe.

2. CpaBHuTeNbHAs TaOJIMIIA TEKYIIUX U Ipe/iaraeMbIX crieludukami.

3. [HogpoOHoe omucaHue 1000 HOBOW aHATMTUYECKOW METOJMKHU U AaHHbIE BATUIAIMU (B COOTBETCTBYIOLIHX
CITy4asix).

4. JlaHHbIe aHaNM3a IBYX CEpHil yIIakOBOYHOTO MaTepHaia 110 BCEM lTapaMeTpaM CHelnpHKaIum.

5. O6ocHoBaHue (OIIEHKA) PUCKOB CO CTOPOHBI IepiKaTeNsl peruCTPaIlMOHHOTO yIOCTOBEPEHUS WK JIepKaTens
M®A®DC cooTBETCTBEHHO, TIOATBEPKJAIOIHNE, YTO BHYTPUIIPOU3BOICTBEHHBIH MTapaMeTp SBIISETCS HE3HAUUMBIM
WJIN YCTapeBIINM.

6. OGocHOBaHMe co cTopoHbl jepxarens PY wmm nepxarens MOADC cooTBETCTBEHHO HOBBIX Napamerpa
crienu(UKaIK 1 KPUTEPUEB TPUEMIIEMOCTH.

B.I. B. 3 H3McHeHHe
aHAJIUTHYECKON METOJIUKHU
WCIBITAHUS TEPBUYHOM
YIaKOBKH  aKTUBHOMU
(hapmaneBTHUECKOM
cyOCTaHIIH

VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl



a) HesHnauuTenwpHbIC
M3MCHEHHUS YTBEPIKICHHOM
aHAJUTHYECCKON METOIUKHU

1,2,3 1,2 1A

6) Ilpoume wu3MeHEHUSA
aHAJIUTUYECKOM METOUKH
1,3,4 1,2 IA
(BKITIOYAs MOOABICHHE WK
3aMeHy)

B) HNcknroueHnue
AQHAJIUTHUYECKOW METOIUKH, 5
€CNIM aJbTepHATUBHAs eil
METOJHKA YK€ YTBEPKACHA

Ycnosus

1. CormacHO cOOTBETCTBYIOIIMM AoKyMeHTaM PecnyOnmku KazaxcraH, mpoBeneHa HEOOXOAWMAas BaJMIaIus,
MOJTBEpPKIAIOIIas TO, 4TO OOHOBJICHHAs aHAIWTHUYECKash METOJMKA, 110 MEHBIIEH Mepe, JKBHBaJEHTHA
MpeablIIyIIeH.

2. Meroj aHanu3a He U3MEHHJICS (HallpuMep, M3MEHEHHE JTMHBI KOJIOHKU HJIH TeMIIEpaTyphl, HO HE APYToil BUa
KOJIOHKHU WJIM METOJ).

3. Hu oauH HOBBIM METOJ HMCIBITAHMH HE OCHOBaH HAa HOBBIX HECTAHJApPTHBIX METOJaX MM CTaHIapTHBIX
METO/1aX, HCIOJIb3YEMBIX IT0-HOBOMY.

4. AxtuBHas QapmaneBTHUeCKas cyOCTaHIUS (JIEKapCTBEHHBIH Ipemnapar) He SIBISIOTCS OMOJIOTMYeCKUMU (
HMMMYHOJIOTHYECKHMH).

5. B orHOmIeHNM nmapameTpa crienuduKanuy CoXpaHseTcs aHaJIUTHIECKast METOINKA, ITPH 3TOM TaKasi METOAHKa
He ObuTa mobaBieHa mocpeacTsoM [A (yBemoMieHus).

JoxyMmeHTanus

1. TlompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pasfeny(pas3ienamM) A0Che, BKIIOYAs OIMHMCAHHE
aHAIMTUYECKOMH METOOO0JIOTUH, PE3IOME NAHHBIX BaJIUAAIUH.

2. CpaBHI/ITeHBHBIe PE3YIbTaThl BAJIUAALIUNU HIIU, IIPU HAJTAYHUU 06OCHOBaHI/I${, CPaBHUTCIIBHBIC PE3YJIbTaThbl
aHaNM3a, TOJTBEPXKIAIONIME TO, YTO TEKyIlee W MpeajaraeMoe HCIBITAaHHE SKBHBAJCHTHBI. Hacrosiee
TpeOOBaHUE HE IPUMCHSETCS, €CJIM JT00aBIIeTC HOBas aHATMUTUYECKAs METO/IMKA.

Bb.I. ) CtabunsHOCTH

B.I.r. 1 U3meHeHue
nepuoja IMOBTOPHOTO
ucnelTaHus  (nepuona
XpaHEHUs) WIA YCIOBUI
XpaHEeHUsT aKTUBHOH
(hapManeBTHIECKON
cyOcTaHUMuU, eciad B  YCIOBHA TpeOyemas nokymeHnrtauuss Bun npouenypst
pEerucTpanioHHOM JIOChe
OTCYTCTBYET cepTHdUKaT
COOTBETCTBHA
EBponeiickoii @apmakorien
, OXBaThIBAIOLIUNA MEPUOL
IOBTOPHOT'O UCIILITAHUA

a) Ilepuoa MOBTOPHOIO
ucnbiTaHus  (mepuoj 1 1,2,3 IA
XpaHEeHUsl)

1. Coxpamienue

2. YBenudeHue mepuona
MOBTOPHOTO HUCIBITAHHS
MyTeM O3KCTPANOJISAIUN
JIAHHBIX 10 CTAOMIIBHOCTH, I



HE COOTBETCTBYHOUIEH
nJokyMmeHTaMm PecrryOnmku
Kazaxcran (*)

3. VYBenuueHnue mnepuoja

XpaHeHus: OMOIOTHYecKOn

(MMMYHOIJIOTHYECKOH )

AKTUBHOHU

(hapmaneBTHUECKOM I
cybcTaHIINH, HE

COOTBETCTBYIOIIHNE

0JIOOpEHHOM MporpaMMe

HM3YYCHUS CTaOMIBHOCTH

4. VYBenuueHue WU

BBEJCHHE  MepHoia

MOBTOPHOTO HCIBITaHUA (

nepuoja XpaHeHHs), 1,2,3 IB
MOATBEPKIAECHHOTO

JAHHBIMH €CTECTBEHHOTO

XpaHEHUS

0) YcnoBus xpaHeHUs

1. W3meneHue ycnoBui

XpaHEHUs AaKTHBHOE

(hapManeBTHIECKON 1 1,2,3 1A
cyOcTaHiun Ha OoJjee

cTporue

2. U3meHeHue ycioBUil
XpaHEHUs] OMOIOTHYECKUX
(MMMYHOJIOTHYECKHX )
AKTHBHBIX
(apManeBTHYECKUX
cyOcTaHnii, eciu I
HCCIEeNOBaAHUS
CTaOMIBHOCTH TPOBEACHBI
HE B COOTBETCTBUU C
TEKYLIUM YTBEPIKICHHBIM
MPOTOKOJIOM CTaOMIIBHOCTH

3. W3meHeHHE YCIOBUI
XpaHEHHUsT aKTUBHOM
P " 1,2,3 B
(hapManeBTHIECKON

cyOCTaHIuH

B) N3MeHeHHE
YTBEPKIAECHHOUN
IpOTrpaMMbl  U3YYECHUS
CTaOMIBHOCTHU

1,2 1,4 1A

YcmoBus
1. M3MeHeHHe HE SBISIOTCS CICICTBHEM HENPEIBUACHHBIX CUTYaIUi, BOHUKIIINX B XOJ¢ MPOU3BOACTBA, U
W3MEHEHHs CTA0UIILHOCTH.

2. U3meneHus He MNPUBOJAT K PACIHUPCHUIO KPUTCPUCB TPUCMIICMOCTH HUCIIBITYEMbIX TapaMETPOB, UCKIIIOUCHHUIO
apamMeTpa CTaOMJILHOCTH WIIM CHIDKEHHMIO YaCTOTHI UCIIBITAHUI.

JoxymeHTanus



1. TTompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIONIMM) pasaeny(pa3aeiaam) nocke. HeoOxoauMo mpencTaBuTh
pe3yIbTaTBl COOTBETCTBYIOIIUX HCCIICNOBAHUN CTA0MIIBHOCTH B pPEalbHOM BpPEMEHH, IPOBEICHHBIX B
COOTBETCTBHH C COOTBETCTBYIOIIUMH PYKOBOJICTBAMH IO CTAaOMIBPHOCTH HE MEHee 4YeM Ha JBYX (s
OHMOJIOTMYECKUX JICKAPCTBEHHBIX MPEMApaToB — TPEX) OMBITHO-IPOMBIIIICHHBIX WU MIPOMBIIUICHHBIX CEPUAX
AKTUBHOM (papMaleBTHYECKOH CyOCTaHIMK, YIAKOBAHHOW C MOMOIIBIO 3apErUCTPUPOBAHHOTO YHAKOBOYHOT'O
Marepuala, i OXBaThIBAIOIIMX BECh IpeJIaraeMblil EpHUO 1 MOBTOPHOTO UCTIBITAHUS HITH MIPeJiaraeMble YCIOBHS
XpaHEHUs.

2. [ToaTBepKAEHUE TOTO, YTO MCCIICIOBAHUS CTA0MILHOCTH MMPOBEJCHBI B COOTBETCTBUHU C TEKYIIEH 000pEeHHOMN
mporpaMMoii. Pe3ynbTaThl HCCIeJOBaHUS MTOATBEPKIAOTCS, YTO COOTBETCTBYOIIUE O00PCHHBIC Crieiu(UKauu
MIPOIOJKAIOT COOTFOIATHCS.

3. Konnu yTBEp)KACHHBIX CIICIM(HUKAINN Ha aKTUBHYIO (hapMaIleBTHYCCKYIO CYOCTaHITHIO.

4. O00CHOBaHUE MpETaraéMbIX H3MCHCHUIA.

nepuoa TIMOBTOPHOI'O HCHOBITAHHUA HE TPHUMEHUM K OHMOJIOTHYECKUM (

(*) llpumeuanue
MMMYHOJIOTHYECKUM) aKTUBHBIM (papMarieBTHIeCKUM CyOCTaHITHIM

b.1. 1) IIpoekTHOE MOJIe U MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHU

b.I.n.1 BBengenune HOBOrO
MPOEKTHOT'O TOJSI WK
pacuIupeHue 0100peHHOTO
MPOCKTHOTO MOJIst
AKTHBHOMU
(apManeBTHYECKON
cybcTaHIINH,
3aTparuBaroliee

VYcaosus Tpebyemast nokymenramust Bun mpouemaypsl

a) OJHY OIEpaIOHHYIO

eMHHIly  Tpolecca

MIPOM3BOJICTBA AKTUBHOMN

(hapmaneBTHIECKOM

cyOCTaHIINHM, BKIOYas 1,2,3 11
COOTBETCTBYIOIIHNE

BHYTPHUIIPOU3BOICTBEHHBIE

KOHTPONM W  (WMIIN)

AQHAJTUTHYECKHE METOANKU

0) aHATUTHYECKUE
METOOUKH HUCXOOHBIX
MaTepHualoB (
MIPOMEXYTOYHBIX
MPOAYKTOB) W (WIIH)
AaKTUBHOMH

1,2,3 |

(hapmaneBTHUECKON
cybcraHun

JoxymeHTtanus

1. TIpoekTHOE TONIE OBLIO pa3pabOTaHO HA OCHOBAHWU COOTBETCTBYIOIIUX YCTAHOBIICHHBIX TPEOOBaHHNA H
MEXYHAPO/HBIX HAYYHBIX PYKOBOJCTB. Pe3ynbTaThl HCCIEIOBaHUI pa3pabOTKM MPOJYKTa, Mpolecca H
AHAUTHYECKONW METOMONOrnK (HampuMep, B3aUMOACUCTBUE Ppa3IHYHBIX [MapaMeTpoB, (HOPMHUPYIOLIHX
MoJIJIeKAIIee H3YUYCHUIO TMPOEKTHOE TII0JIe, BKIIOYAash OIIGHKY PHCKOB M MHOTOMEpPHBIC HCCIECIOBAHUS
COOTBETCTBEHHO), B COOTBETCTBYIOIIMX CIydasx MOATBEP)KIAIONIAE TO, YTO MOCTHTHYTO IEI0CTHOE
MEXaHUCTHUYECKOE TOHUMAHME MOKa3aTeliell KauecTBa MaTCPUANIOB W MapaMeTPOB IMpollecca Ha KPUTUYCCKHE
MoKa3aTein KauyecTBa aKTHBHOM (papMareBTHUCCKOM CyOCTaHITUH.

2. OnucaHue MPOSKTHOTO MOJS B TAOJIMYHOM BHUJIE, BKIIOYAs MEPEMEHHbBIC (CBOMICTBa MATCPHAIIOB M MTAPaMEeTPhI
polecca MPOU3BOJICTBA) U UX IMpeyIaraeMble THAMa30HEI.

3. [TompaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3zeiy (pasjenam) J0Che.



b.1.n.2 BBenenue
MTOCTPETUCTPALUOHHOTO
MPOTOKOJA YIPaBICHUS
H3MEHCHUSIMH,
3aTparuBalOIIUMH

VYcnosus Tpebyemast nokymenrtamust Bun mpouemaypst

AKTHUBHY IO
(hapManeBTHYECKYIO
CyOCTaHITHIO

1,2,3 11

JoxymeHTanus
1. ITogpoOHOE onMcaHKe MPEATAracMOro H3MCHEHUS.
2. [IpoToko ynpaBlicHHs] U3MEHCHHUSIMH, 3aTPAruBaIOIIIMHU aKTHBHYIO (papMaIreBTUUCCKYH0 CyOCTaHIIUIO.

3. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pazjieny(pasenam) 10Che.

b.I.n. 3 MHckaroueHue
TTOCTPETUCTPALIUOHHOTO
MPOTOKOJIa YIIPaBICHU
H3MEHECHHUIMH,
3aTparuBalOUIUMHU
AKTUBHY IO
(hapmaneBTHUECKYIO
CyOCTaHITHIO

VYceaoBus Tpebyemast nokymenTamusi Bun mpoueaypsl

1 1,2 1A

VYcnoBus

1. VcknioueHne MOCTPEruCTPalMOHHOTO MPOTOKOJIA YIPABIECHUS! U3MEHEHUSIMU, 3aTParuBalollMMU aKTHUBHYIO
(hapMaIeBTHYECKYIO CYOCTaHIINIO, HE SIBISICTCS CICICTBHEM HENPEABUACHHBIX CHUTYAIlMi MM HECOOTBETCTBHUS
cnenu(pUKanry B XO/I€ BBEICHUS U3MEHEHH, ONMCAaHHBIX B MMPOTOKOJIE, M HUKAK HE BIUSIET HAa YTBEPKACHHBIC
CBEJICHUS, BKITFOUEHHBIE B PETHCTPAIIIOHHOE JTOCHE.

JoxymeHTtauus
1. OGocHOBaHHE TPEATIATaEMOT0 UCKITFOUCHUS.
2. [NompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIUM) pa3neiny(pa3aesaam) T0Che.

b.I.n. 4 WsmeHenus
YTBEPKICHHOTO
IIPOTOKOJIA YIPAaBICHUA
U3MEHEHUSIMHU

VYcnosust TpeOyemast nokymeHTanuss Bun npouenypsr

a) 3HauMMbIe M3MCHEHHS
MPOTOKOJIA yIpaBJIEHUS II
U3MEHEHUSIMHU

0) He3nauumeie
HW3MEHEHHS TPOTOKOJIa
yIIPaBJICHAS H3MEHCHUSMH,
KOTOpBIE HE H3MCHSIOT
CTpaTeruio, OMUCAHHYIO B
OPOTOKOJIE

JoxymeHTanus

1. dexmapanus, 9to J000€ U3MEHECHUE YKIIAABIBACTCS B TUAITA30H ACHCTBYIOIINX YTBEPKICHHBIX KPUTCPHECB
npuemiieMocTd. [loMuMo 3TOTO, IEeKIapalus TOTro, YTO B OTHOIIEHHHM OMOIOTHYECKHX (MMMYHOJOTHYECKHX )
JIEKapCTBEHHBIX IpENapaToB He TPeOyeTCs OIIEHKa COMTOCTaBUMOCTH.

B.l.n. 5 Peanusanus
WU3MEHEHUM,
MpeayCMOTPEHHBIX



YTBEPXKACHHBIM VYcnosust TpeOyemast nokyMeHTanust Bun nponenypsl
MIPOTOKOJIOM YIPaBJICHUS
N3MCHEHHUSIMHU

a) Peanuzanus naMeHeHus
HE TpebOyeT
JOTOJHUTEIbHBIX

1 1,2,4 1A
BCIIOMOTaTENbHBIX TaHHBIX

0) Peanuzainus n3aMeHEeHUS
TpeOyeT MOMOTHUATEIBHBIX 1,2,3,4 1B
BCIIOMOTATENIbHBIX JaHHBIX

B) Peanmzanust uaMeHeHUs

OHMOJIOTHYECKOTO (

MMMYHOJIOTHUYECKOT0) 1,2,3,4,5 1B
JICKapCTBEHHOTO

mperapara

YcmoBus

1. IlpennoxeHHOE H3MEHEHHE OCYIIECTBJICHO B IIOJHOM COOTBETCTBHH C YTBEPKACHHBIM IPOTOKOJIOM
yIpaBICHUS U3MEHEHUSIMU.

JoxymeHTtanus

1. Ccputka Ha yTBEp)KACHHBIH MPOTOKOJ YIIPABICHHUS U3MEHEHHUSIMH.

2. Jlexnapanusi, 4T0 U3MEHEHHE COOTBETCTBYET YTBEPIKACHHOMY IPOTOKOJIY YIPaBJICHUS U3MEHEHUS MU M 4TO
pe3ybTaThl UCCIEAOBAHUS YIOBIETBOPSIIOT KPUTEPUSIM ITPUEMIIEMOCTH, OTOBOPEHHBIE B ITpoTokoie. [Tomumo
9TOrO, JASKJIapanysi TOro, YTO B OTHOIICHUHN OHOJIOTMYECKHX (MMMYHOJIOTHYECKHX ) JICKApCTBEHHBIX IPENapaToB
He TpeOyeTcs OLleHKa COMOCTaBUMOCTH.

3. Pe3ynbraTel UCCIEIOBaHUI, NPOBEACHHBIX B COOTBETCTBUH C YTBEP)KICHHBIM IIPOTOKOJIOM YIIPaBICHHS
HW3MEHEHUSIMU.

4. IompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3eiy(pa3aenaam) T0Che.

5. Komust yTBepkACHHBIX ClieU(HKAINIT Ha aKTUBHYIO (hapMaleBTHIECKYIO CYyOCTaHIIHIO.

b.1I JIekapcTBEeHHBIN ITpeniapar
B.11. a) Buemnwuii BUa 1 coctaB

B.Il.a. 1 N3meHeHne win

Jo0aBlieHHE OTTHUCKOB,

FPAaBUPOBKU HIJIH HMHBIX

3HAKOB, BKJIIOUYas 3aMEHY

Wik J00aBICHUE YEePHUI, Y CIOBUS Tpebyemast nokymenranus Buj nporeayps
HCIONB3yEMbIX  IPH

MPOU3BOICTBE

JIEKapCTBEHHOTO

npemnapara

a) M3MeHeHUsT OTTHCKOB,
TPaBUPOBKH WIM HWHBIX 1,2,3,4 1,2 1A
3HAKOB

6) Usmenenme pucok (
TUHAN pasioMma),

TpeaHa3HaYeHHBIX IS 1,2,3 1B
pasmeicHUs Ha paBHBIC

JIO35I

YcmoBus

1. Cneumbnxaunn JICKApCTBCHHOT'O IperapaTra Ha BBIIYCK M Ha KOHEI[ CpOKa IrOAHOCTHU HE H3MCHIAIOTCA (33
HCKIIOYCHHUEM BHCIIHETO BI/II[a).



2. Bce 4epHUIIBI COOTBETCTBYET JEHCTBYIONIEMY (DapMalleBTHYECKOMY 3aKOHO/1aTEIbCTRY.
3. Pucku (MHMM pasioma), He IpeAHa3HaueHbl Ha pa3/ielieHne Ha PaBHBIE 10351
4. 3HaKH JEKapCTBEHHOTO MpenapaTa, UCIONb3yeMble I Pa3IMYCeHUs JO3UPOBOK, MOTHOCTBIO HE YAAJICHBI.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zaeiy(pasaenaM) AOChe, BKIOYas MOApoOHOE
rpaduueckoe WIM IIOBECTBOBATEIBHOE ONHMCAHWE TEKYIIEr0 M HOBOI'O BHEIIHETO BHJA, a TakKke
COOTBETCTBYIOIIN NePecMOTP HHPOPMAIIUHU O JIEKAPCTBEHHOM IIpenapare.

2. B cOOTBETCTBYIONIMX CTydasix 00pa3ibl JEKapCTBEHHOTO TIpenapaTa.

3. Pe3ynpTaThl COOTBETCTBYIOIUX HCHBITaHU mo ['ocymapctBenHoit @apmakonee PecmyOmmkm Kazaxcraw,
MOITBEP K IAIOIIHE YKBUBAJICHTHOCTh CBOMCTB (TIPaBHILHOCTD JJO3UPOBAHU).

b.Il.a. 2 MH3menenue
dbopMBI WM pa3sMepoB Y CIOBHUS Tpebyemast nokymenTamusi Bun mpoueayps
JIEKapCTBEHHO (popMEI

a) TaOmeTku, KarcCyJbl,
CYIIIO3UTOPUH U TIECCAPUH
c HEMeIJIEHHBIM
BBICBOOOXK IEHUEM

1,2,3,4 1,4 1A

0) JlexapcTBeHHbIe HOPMBI

c OTCPOYCHHBIM,

MOJU(QHUIIMPOBAHHBIM HITH

MIPOJIOHTUPOBAHHBIM

BBICBOOOXKIEHHEM U 1,2,3,4,5 1B
TabJIeTKH C PHUCKOH,

NpeJHa3HauYCHHOW 1A

paszelieHusT Ha pPaBHbBIC

JO3BI

B) JloOaBieHue HOBOTO
Habopa IS
panuodapmManeBTHIECKOro
JIEKapCTBEHHOTO
mpemapata ¢ JIpYrUM
00bEMOM 3aMOTHEHHS

II

VYcnoBus

1. IIpoduib pacTBOPEHHUS] K3MEHEHHOTO JICKAPCTBCHHOTO Mperapara COMOCTaBUM CO CTaphbIM, €CJIA IPUMEHHMO.
[Ipy HEBO3MOXKHOCTH MPOBEJCHUS HUCIIBITAHHS PACTBOPEHUS BpPEMs PAcMagaeMOCTH HOBOTO JIEKAPCTBEHHOTO
npernapaTa B CpaBHEHUHU CO HEM3MEHEHHBIM.

2. Crneunduxanuy JeKapcTBEHHOI0 Npenapara Ha BBINYCK M Ha KOHEI CPOKa FOJHOCTH HE W3MEHHJIHMCH (3a
UCKJTFOUCHHEM Pa3MepOB JICKAPCTBEHHOU (OPMBI).

3. KauecTBeHHBII U KOJTMYECTBEHHBINA COCTAB U CPEHSS MAacca HE U3MEHUITUCH.

4. Mi3MeHeHHe HE 3aTparuBaeT TaOJCTKH ¢ PUCKOM, MpeTHA3HAUYCHHON TS Pa3/e/IeHUs JICKapCTBEHHON (DOPMBI
Ha paBHBIE J103bI.

JoxymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3genaM) IOChe, BKIIOYAs IMOAPOOHOE
rpaduueckoe OTOOpaKCHHE TEKYIIEro M IPEAaracMoro IOJIOKEHHs, a Takke MepecMoTp MHpopmamuu o
JICKAPCTBEHHOM IIpernapaTe COOTBETCTBEHHO.

2. CpaBHUTENbHBIE IaHHbIC PACTBOPEHUSI HE MCHEE YEM OJHOMN ONBITHO-IPOMBIIIIEHHON CEPUH C TEKYIIUMH U
IpeUiaraeMbIMH pa3MepaMu (OTCYTCTBHE 3HAUUTENBHBIX PA3IMYMHA C TOUKH 3PEHUS COMOCTaBUMOCTH — CM.
[IpaBuna npoBeneHus HCCIEAOBaHUN OMOAKBHBAJICHTHOCTH JIEKAPCTBEHHBIX INpenapaTtoB (nanee — I[IpaBuia
MIPOBEJICHNS MCCIIEAOBaHN OMOAKBUBAJIEHTHOCTH). B OTHOIIEHNH JIeKapCTBEHHBIX PaCTUTEIBHBIX MPErnapaToB
TIpHeMJIEMBI JaHHbIE CPAaBHUTEIBLHOHN Paca jaeMOCTH.



3. OGocHoBaHuUsA HCMPEACTABJICHUA PE3YyJbTAaTOB HOBOT'O HCCICAOBAHUIA OMOSKBUBAJIEHTHOCTA COTrJIACHO
HpaBI/IHaM MpOBCACHUA I/ICCJ'IG,Z[OBaHI/Iﬁ OHO3KBHBAIEHTHOCTH.

4. B COOTBETCTBYIOIIMX CIy4asx 00pa3Iibl IEKApCTBEHHOT'O Mperapara.

5. Pesynbrarsl cooTBeTCTBYIOIMX HcnblTaHuid 1o ['ocynapcrBenHoit ®@apmakonee Pecrybnmku Kasaxcraw,

NOATBCPIKAAOIINEC SKBUBAJICHTHOCTD CBOICTB (HpaBI/IHBHOCTB ,I[OBI/IPOBaHI/Iﬂ).

(*) Ilpumeuanne

b.Il.a. 3 U3menenue
cocTaBa (
BCIIOMOTATEIBHBIX YcnoBus
BEIIIECTB) JIEKapCTBEHHOTO
npenapara

a) HM3meHeHme cocraBa
BKYCOBBIX  100aBOoK  (
apoMaTH3aTOpPOB) WIIH
KpacuTelen

1. JobaBneHue,
HCKITIOYCHUE UITH 3aMeHa

1,2,3,4,5,6,7,9,10

2. VYBeanuyeHue WIH
YMCHBIICHUE COICPKaHUS

1,2,3,4,10

0) poumne
BCIIOMOTaTeJIbHEIC
BEIECTBA

JIrobast He3HauHMTEIbHAS
KOppeKIus
KOJIMYECTBEHHOT'O COCTAaBa
1,2,4,8,9,10
BCIIOMOTraTeIbHBIX
BEIIECTB JICKAPCTBEHHOTO

npemnapara

2. KadectBeHHBIC HIH
KOJMYECTBEHHBIE
U3MCHCHHA OJHOTO HJIN
0oJiee BCIIOMOTAaTENBHBIX
BEIECTB, CYIICCTBEHHO
BIUAIONINE Ha KauyecTBO,
0€e30MacHOCTh WIN
3¢ PEeKTHBHOCTD
JIEKapCTBEHHOTO
npernapara

3. HU3meHeHHE,
3aTparmBalolee
OMONMOTUYECKH I (
MMMYHOJOTHYECKUI)
npemnapar

4. Jlwoboe HOBOEC
BCIIOMOTATEIBHOE
BEIIECTBO,
npejmnoiararmnee
HUCIONb30BaHME
MaTepHUualioB
YeJIOBEUYECKOTO  HIIH

TpeOyeT MoAayuH 3asiBICHHS O PaCIIUPEHUH PETUCTPALHU.

Jmnst B.Il.a. 2.B), moboe u3MeHeHHE "MO3WPOBKH'" JICKApCTBEHHOTO Mpenapara

Tpebyemast nokymenrtamust Bun mpouemaypst

1,2,4,5,6

1,2,4

1,2,7

IA

1A

IA

II

II

II



KHUBOTHOTO
MIPOUCXOXKICHUS,
TpeOyIMmuX  OIECHKH
JaHHBIX  BUPYCHOM
6e3zomacHOCTH U (WMIIH)
pucka TI'D

5. HU3meHeHHe,

000CHOBaHHOE

pe3yinbTaTaMu II
HCCIeOBaHUS

OMOIKBUBAJICHTHOCTH

6. 3ameHa OIHOTO
BCIIOMOTATEIbHOT O
BEIIECTBA  CXOIHBLIM
BCIIOMOIaTeabHBIM
BEIIECTBOM C TEMH K€
(GYHKIMOHATEHBIMU
XapaKTePUCTHKAMHU B
aHAJIOTMYHOM KOJUIECTBE

1,3,4,5,6,7,8,9 IB

YcnoBus

1. 3meHeHns QyHKIMOHAIBHBIX XapaKTEPUCTHK JIEKapCTBEHHOW ()OPMBI, HAIPHMEp, BPEMEHU PaciagaeMOCTH,
npOQUIIS PACTBOPCHUS OTCYTCTBYIOT.

2. Beskyro He3HAYUTENbHYIO KOPPEKIIMIO COCTaBa JUIs MOACP KaHUs 00IIeH MacChl HEOOXOMMO OCYIIECTBIIATh
BCIIOMOTATEIbHBIM BEIICCTBOM, COCTABJISIIOIIMM B HACTOSIICE BPEMsi OCHOBHYIO YacTh JICKAPCTBECHHOIO

mpernapara.

3. Crenudukanus JeKapcTBEHHOTO IMperapara OOHOBIICHA B YAaCTH BHENTHErO BHja (3amaxa, BKyca) W, IpU
HE00XOAUMOCTH, HCKITFOUCHO UCTIHITAHNE HA TIOUTMHHOCTD.

4. HagaTbl COOTBETCTBYIOIINE UCCICIOBAHNS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBICHHBIMH TPEOOBAHUSIMU
(c ykazaHHEeM HOMEPOB CEpHii); IPOAHAIN3UPOBAHBI COOTBETCTBYIOIINE MApaMETPHI CTAOMIFHOCTH HE MCHEE YeM
Ha JIBYX OTBITHO-IPOMBIIUICHHBIX WM TPOMBIIUICHHBIX CEPHX; B PACIOPSKCHHH 3asBUTENS HAXOIATCS
YIAOBJICTBOPUTEIbHBIC PE3YJIbTAThl, M0 MEHBIICH Mepe, 3-MECSYHOr0 HM3Y4YCHHs CTaOMIBHOCTH (HA MOMEHT
BBENICHUS M3MCHEHUU A Tuma u yBegomieHus 00 u3MeHeHHsX B Twma); mpoduis CTaOMIBHOCTH CXOX C
YTBEPKIICHHBIM B HacTosmIee Bpems nmpoduieM. [loaTBepKICHIE TOTO, YTO HCCICOBAHUS OYAyT 3aBEPIICHBI, U
YTO €CJIM PEe3yNIbTAaThl Ha KOHEIl CPOKA TOHOCTH HE OYAYT YKJIAIBIBATHCS B CICIM(HUKAIINY WM TOTCHIINATHHO
HE YKJIAABIBATBCSA B CIeNU(UKAINHA, WX HEMEIJICHHO IMPEACTaBAT YIOIHOMOYCHHOMY OpTaHy Hapsay C
MpeajaraeéMeIM IJIaHOM jaeiicTBuid. Kpome TOoro, B COOTBETCTBYIOUIMX CIIy4asX HEOOXOAWMO TIPOBECTH

ucnbITanie GoToCTabUIHLHOCTH.

5. Bce HOBbIE KOMIIOHEHTHI yIOBJIETBOPSIET TPEOOBAHMSIM COOTBETCTBYIOIIMX ITOKYMEHTOB Pecrmybmukun

KazaxcraH, kacaronmxcsi KpacuTeIel, HCIIOIb3yeMbIX B IMUIIEBON MPOMBINIUIEHHOCTH, U BKYCOBBIX T0OaBOK.

6. Hu oiiH HOBBIN KOMITOHEHT HE MPEAIOJaracT UCIOIb30BAHUE MAaTEPHUAIOB YEIOBEYECKOIO MM KHUBOTHOTO
IMPOUCXOKACHUA, Tpe6y}ou11/1x OLICHKHN OaHHBIX BprCHOﬁ 6e3OHaCHOCTI/I NI COOTBETCTBHUA [leﬁCTByIOLLIPIM
tpeboBanmsM ['ocymapcrBennoit dapmakonee PecnyOonukm Ka3zaxcTaH mo MHHAMHU3AIMU pPUCKA IEpelavyu
areHTOB Ir'y0YaToi 3HIe(AIOMATHH KUBOTHBIX ITOCPEACTBOM JICKAPCTBEHHBIX TIPENapaToB I MEIUIIMHCKOTO 1
BETCPUHAPHOTO TIPUMCHEHHUSI.

7. B COOTBETCTBYIONINX CIIyYasx M3MEHCHHS HE BIHAIOT HA Pa3UUHsS MEXIy ITO3UPOBKAMHU M HE OKA3bIBAIOT
HEraTUBHOTO BIIMSHUS HAa BKYCOBEIE CBOMCTBA JIEKAPCTBEHHBIX MIPEMapaToB, peAHa3HAYCHHBIX U ICTEH.

8. Ilpodpunp pacTBOpeHHsI HE MCHEE YeM IBYX OIBITHO-TIPOMBINIICHHBIX CEPHil HOBOTO JICKApPCTBEHHOTO
mpenapara CONMOCTaBHM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAYHMTENBHBIX pPAa3IM4YUiAd C TOYKH 3PEHUS

COTIOCTaBUMOCTH — cM. [IpaBuia mpoBeneHUs HccieloBaHUNA OMO’KBHBaJIeHTHOCTH). [Ipr HEBO3MOXXHOCTH
MPOBEACHUA UCIILITAHUA PACTBOPCHUSA C JICKAPCTBCHHBIMH PACTUTCIILHBIMU NIpE€TiapaTaMu BpEMA pacriaja€MOCTH
HOBOT'0 JICKaPCTBEHHOT'O Mpernapara ComoCTaBUMO CO HCM3MEHCHHBIM.

9. M3MeHeHHME He SIBISETCS CIICICTBHEM HECTAOMIBHOCTH M (MJIM) HE CKa3bIBaeTCsA Ha OE30MAaCHOCTH, T.C.
Pa3IHYUSIX MEKIY TO3UPOBKAMH.



10. PaccmarpuBaeMblii JIEKapCTBEHHBIH IIpermapar He SBISETCS OMOJIOTMYECKUM (MMMYHOJIOTHMYECKHM)
JIEKapCTBECHHBIM TIPETIAPATOM.

JoxyMeHTanus

1. ITompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3naery(pa3genaM) O0Che, BKIIOYas METOIBI
UCITIBITAHKS Ha TOUIMHHOCTh BCEX HOBBIX KpacuTelsied (€Ciii MPUMEHUMO), a TakKe MepecMoTp HHGOPMAIIMK O
JIEKAPCTBEHHOM TIpenapaTe COOTBETCTBEHHO.

2. Jekmapaiiusi, YTO0 HayaThl TPEOyeMbIC HCCICIOBAHUS CTA0MILHOCTH B COOTBETCTBUHU C YCTAHOBJICHHBIMU
TpeOoBaHMSIMHU (C yKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOLIMX CIIydasx) Ha MOMEHT BBEJCHHUS
M3MCHEHHUH B €ro pacnopsDKEHHH HAaXOIWIINCh TpeOyeMble MHHHMANBHEBIC yIOBJICTBOPUTEIBHEIC TaHHEIC IO
CTaOMIIBHOCTH; ¥ YTO UMCIOIIKECS TaHHBIC HE CBUACTEIBCTBOBANHN O KaKkoii-mibo mpodieme. Heobxoanmo Takxke
MIPEICTAaBUTh MOATBEPXKICHUE TOTO, YTO MCCIEAOBAaHUS OyAyT 3aBEpUICHBI, U YTO €CIIH PE3yIbTaTHl HE OyIyT
YKJIaJbIBaThCs B CHEIM(UKALUN WM MOTSHIMAIBLHO HE YKJIAIbIBaThCS B CIEHU(HUKAINK HAa KOHEI CPOKa
TOAHOCTU, UX HEMCIJICHHO MPCACTABAT YIIOJITHOMOYECHHOMY OpraHy Hapsaay € npeajiaracMbiM INIaHOM I[eﬁCTBHﬁ.
3. Pe3ysbrarhl HCCleIOBaHUH CTAOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMH,
0 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHEee YeM Ha JBYX OIBITHO-IPOMBIIUICHHBIX WIIN MPOMBIIILIEHHBIX
CepHsiX, OXBAaTHIBAIOIIMX HE MeHee 3 MecsIeB, U MOATBEPIKACHUE TOTO, YTO yKa3aHHBIE MCCIEAOBaHUS OyayT
3aBEPIICHBI, M €CIH PE3yIbTATHl HE OYAYT YKIAIBIBATHCS B CICHA(UKAIINH WM MOTCHIIHAIBFHO HE YKIIAIbIBATHCS
B CIICIU(HUKAIINHA Ha KOHEI[ CPOKa TOJHOCTH, HX HEMEIJICHHO TPEACTABAT YIIOJIHOMOYCHHOMY OpTaHy Hapsay C
MpeAIaraéMbIM IUIAHOM JIEHCTBUH.

4. B cOOTBETCTBYIOMNX CITydasx 00pa3Ibl HOBOTO JIEKAPCTBEHHOTO Mpenapara.

5. JIubo ceptudukar coorBercTBUs EBporetickoit @apmaxorren mo TI'D Ha 11000 HOBBIN HCTOYHHUK MaTepHana,
160 (ecay MPUMEHNMO) AOKYMEHTAIbHOE MOATBEPXKACHHE TOTO, YTO MCTOYHHK MaTepHaiia, HOABEPKEHHBII
pucky TI'D, panee mpoBepeH YIOJIHOMOYECHHBIM OPraHOM; W OBLJIO MOATBEPXKIEHO €ro COOTBETCTBUE
neicTByomiei crathe ['ocymapctBenHoit ®apmakomnee PecnyOmuku KazaxcraH Mo MUHUMH3AIUU PHCKa
nepefayn areHToB ry0daToll sHIE(ANONaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIUIIMHCKOTO ¥ BETEPHHAPHOTO IPUMEHeHus. [l KaKI0ro Takoro pojia MaTepHana HeoOX0AuMO IIpeICTaBUTh
CIIEYOIIUE CBEACHUS: HA3BaHUE MPOU3BOAUTEINS, BUJ KUBOTHBIX W TKaHHU, U3 KOTOPHIX IOIYYCH MaTCpHa,
CTpaHa MPOUCXOKICHUS )KUBOTHBIX H €r0 HCIIOJIB30BaHHE.

6. B COOTBETCTBYIOMMX CIIy4asx JaHHEIE, TIOATBEP)KIAIONINE TO, 9YTO HOBOE BCIIOMOTATEIBHOE BEIISCTBO HE
B3aMMOJICHICTBYET C aHATUTHICCKAMHU METOIUKAMH CIIEI(PHUKALINH JIEKaPCTBEHHOTO TIperapara.

7. HeobxoamMo mocpeIcTBOM HaauIexamnen papmMamneBTHIecKoil pa3paboTku (BKIIOYasi BOIPOCH CTaOMIBHOCTH
¥ MPOTHBOMHUKPOOHOTO KOHCEPBUPOBAHUS, €CIM NMPUMEHHMO) MPEACTaBUThL 00OCHOBaHWE CMEHBI (BBIOOpPA)
BCIIOMOI'aTCJIbHbBIX BCUICCTB.

8. CpaBHHTENbHBIE aHHBIE MPOMUIS PaCTBOPEHUS TBEPIBIX JIEKAPCTBEHHBIX (DOPM HE MEHEe YeM Ha ABYX
OTIBITHO-IIPOMBIIUIEHHBIX CEPHSX JIEKAPCTBEHHOTO IIperapara HOBOTO M CTaporo COCTaBOB. B oTHomeHHn
JICKAPCTBCHHBIX PACTUTEIBHBIX MPENapaToB JIOCTATOYHBI TaHHBIC CPABHUTEIIEHOW PaciaacMOCTH.

9. ObocHOBaHMS HEMPEICTABIEHNUS PE3YJIbTaTOB HOBOTO MCCIIEAOBaHUSI OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBmiiamu ipoBeeHNs UCCIEI0BaHN OMO3KBHBAIEHTHOCTH.

b.Il.a. 4 I3mMeHnenne Maccel

000JI0YKH JIEKapPCTBEHHBIX

¢dopm ans mpuema BHYTph Y CIIOBHSA TpeOyemast nokymeHTauusi Bun npouenypst
WM W3MEHEHHE MacChl

000JIOYKH KarcCyJIbl

a) TBepnsie
nexkapcTBeHHbie Gopmbl 1,2, 3,4 1,2 1A
JUTS TIpUEMa BHYTPb

0) JIekapcTBeHHBIC (HOPMBI
c OTCPOYCHHBIM,
MOIU(PHUITUPOBAHHBIM HIIH
MPOJIOHTUPOBAHHBIM
BBICBOOOXXJEHUEM, B
KOTOpPBIX  000JI0uKa

II



SIBJIIETCS  KJIHOYEBBIM
bakTOopoMm
BBICBOOOXIIEHUS

YcnoBus

1. IIpoduias pacTBOPEeHHS HE MEHEE YeM JBYX OIBITHO-IPOMBIIUICHHBIX CEPHUl HOBOTO JIEKAPCTBEHHOI'O
mpemnapara CONOCTaBUM €O cTapbiM. [Ipu HEBO3MOXKHOCTHM MPOBENCHHS WCIBITAHUS PACTBOPEHUS C

JIEKapCTBEHHBIMH PACTUTENILHBIMU MpenapaTaMu BpeMsl pacragaeMOCTH HOBOTO JIEKAPCTBEHHOTO Iperapara B
CPaBHEHHH CO CTapBIM.

2. O0010YKa He SBIICTCS KIFOYEBBIM (PAKTOPOM MEXaHU3Ma BHICBOOOKICHUS.

3. Crenudukanys JIeKapcTBEHHOTO TpenapaTa 0OHOBIICHA JIMIITh B YACTH MAacChl U pa3MepOB (eCIId IPUMEHHIMO).
4. HayaTbl COOTBETCTBYIOIINE UCCIICIOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBIICHHBIME TPEOOBAHUAMU
HE MEHEE YeM Ha JBYX OIBITHO-IPOMBILIIEHHBIX WM MPOMBILUIEHHBIX CEPUSX; B PACHIOPSIKEHUH 3asBUTENS HA
MOMCHT BBEJICHHS M3MCHEHU HAXOISATCS yIOBICTBOPUTEIBHBIC, IO MEHBINEH Mepe, 3-MecsiuHbIe JaHHEIEC 110
CTaOMJIBHOCTH; MOATBEPXKACHHE TOTO, YTO HCCIENIOBAaHWA OyAyT 3aBeplIeHbl. Ecim pe3ynbpTaTel HE

YKJIaABIBAIOTCS B CHeHH(HUKAIMKE WM MOTCHIIMAILHO HE YKJIAABIBATHCS B CHCHU(UKAIMH HAa KOHEI[ CpOKa
TOJTHOCTH, UX HEMEJJICHHO MPEACTABSIT YIOJHOMOYEHHOMY OpraHy Hapsay C MpejJiaraeMbIM TUIaHOM JIeHCTBUH.

JoxymeHTanus

1. TTommpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3eiry(pasienaM) T0cke.

2. Jexmapariyisi, YTO Ha4aThl TpeOyeMbIe MCCICAOBAHUS CTA0MIFHOCTH B COOTBETCTBUU C YCTAHOBJICHHBIMH

TpeOoBaHMSMH (C YKa3aHHEM HOMEpPOB CEpHii); M 4TO (B COOTBETCTBYIOUINX CIydasX) Ha MOMCHT BBEICHHS

M3MEHEHUH B €ro pacnopsDKeHHH HaXOMIINCh TpeOyeMmble MHHHMANBHBIC yIOBICTBOPUTENBHBIC TaHHEIC IO

CTAaOMILHOCTH;, M YTO UMEIOIIMECS JaHHbIE HE CBUACTEILCTBOBAIN O Kakoh-In6o mpobieme. Heobxoaumo Takxke
NPEACTaBUTh TOATBEPHKACHHE TOTO, YTO MCCIIENOBaHHUs OyAyT 3aBEpIICHBI, U YTO €CIH Pe3yJbTaThl He OyayT

YKJIaABIBAThCS B CHCHU(BUKAIMU WIH MOTCHIIMAIHHO HE YKJIAABIBATHCS B CHEIU(PHUKAIMU Ha KOHEI CPOKa

TOJTHOCTH, UX HEMEJICHHO MPECTaBAT YIIOJHOMOYCHHOMY OpraHy Hapsay ¢ MpejiaraéMbIM IDTAHOM JICHCTBH.
Kpowme T0or0, B COOTBETCTBYIOIINX CITydasx HEOOXOIUMO MPOBECTH UCTIBITAaHUE (POTOCTAOMIEHOCTH.

b.Il.a. 5 MH3meHeHue
KOHILEHTpALUU
OJTHOI03HOTO, TTOJHOCTBIO
BBOJHMOTO
MapeHTepaTbHOTO
JeKapCTBEHHOTO
npemnapara npu
HEU3MCECHHOCTHU
COJIep/KaHUsl aKTUBHOU
(apManeBTHYECKOM
cyOCTaHIINM Ha CIAWHUILY
IIO3HI (T.€. JO3UPOBKH)

Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

II

b.ll.a. 6 MUckmrouenue

KOHTEHHEpa c

pacTBOpUTEIEM ( YcnoBus Tpebyemast nokymenramust Bun mpouemaypst
pa3zbaBuTeneM) U3

YIaKOBKH

1,2 IB
JoxyMeHTanus
1. OGocHOBaHME WMCKJIIOUEHHMS, BKIIOYAs yKa3aHHWE HA aJlbTEPHATHBHBIE CIOCOOBI MOJYYEHUS PacTBOpHUTENS (
pa30aBuTelis) B eisix 0e30macHoro u 3 (GeKkTHBHOro MPUMEHEHHUS JIEKAPCTBEHHOIO TIpenapara.
2. IlepecmoTpeHHas HHGOPMAIIHS O JIEKAPCTBEHHOM Iperapare.

B.1I. 0) ITpousBoacTBO



B.I1.6. 1 3amena wiu

nobaBlieHHE  HOBOM

MPOU3BOJICTBEHHOU

MUIONIAKH JUIS 9acTh uiam Y CIOBHSA Tpebyemast nokymenTamusi Bun mpouemaypsl
BCEX MpOIECcCOB

MPOU3BOICTBA

JeKapCTBEHHOTO

npemnapara

a) Ilmomanka 1o

. 1,2 1,3,8,10 IA
BTOPUYIHON yIIaKOBKE

6) Ilnomanka mo

. 1,2,3,4,5 1,2,3,4,8,9,10 1A
MIEPBUYHOMN YIAaKOBKE

B) [Inomanka, Ha KOTOpPOIt
OCYIECTBISIOTCS
MPOU3BOJICTBEHHBIE
omepanuu TSt
OHOIOTHYECKUX (
HMMYHOJIOTHYECKHX )
JeKapCTBEHHBIX
npenaparoB UIu
JIEKapCTBEHHBIX  (opM, 11
NpPOU3BEAEHHBIX  C
MOMOINBIO  CIOXHBIX
MPOU3BOACTBEHHBIX
MPOIECcCOB, 3a
UCK/TIOUEHHEM BBIIIYCKa
cepuii, KOHTPOJISI KauyecTBa
cepuili U BTOpPUYHOH
YIIaKOBKH

r) IInomanka, Tpedyromas
MPOBEJCHUS TMEPBUUYHOU
HIIHN NPOOYKT
creuupUIHON UHCIIEKIINT

II

n) [lmomanka, Ha KOTOpOH
OCYIIIECTBIISIOTCS JTIO0BIE
IMPOU3BOJCTBCHHBIC
omepanuu LIS
HECTEPUIbHBIX
JIEKapCTBEHHBIX 1,2,3,4,5,6,7,8,9,10 IB
mpenaparos, 3a
HCKIIIOUEHUEM BBITyCKa
cepuif, KOHTpOJIS Cepui,
NEPBUYHOU U BTOPUYHOMI
YHaKOBKH

e) [lnomanka, Ha KOTOPOit
OCYIIIECTBIISIOTCS JTIO0BIE
HpOHSBOI[CTBeHHI)Ie
omepanuu co
CTEPHUIBHBIMH
JeKapCTBEHHBIMU
npenaparamu,
MPOU3BOSLUIUMUCS  C



HCIIOJIb30BAHUEM 1,2,3,4,5,7,8,10 1B
ACENTHYECKHX MEeTONOB (

HCKITIOYast OMOJIOTHIECKIE

(MMMYHOJIOTHYECKHE)

JICKAPCTBCHHBIC MTPEMapaThl

), 3a HCKJIIYEHUEM

BBIITYCKa CepUil, KOHTPOJISI

KadyecTBa cepud U

BTOPUYHOW yITaKOBKU

VYcenosus

1. Hanuumne ceprudukara Haaexameid npou3BocTBeHHoi npaktuku (GMP) npon3BoacTBEHHOW IUIONMIAIKA
nepeaarne 1 IpUHIMAIOIIEH CTOPOHBI.

2. [Tnomasnka TUIeH3UpOBaHa B YCTAaHOBJIEHHOM HOpsIIKe (JUTs TPOU3BOICTBA pacCMaTpHUBaeMOM JIeKapCTBEHHON
(hOpMBI WK JIEKapCTBEHHOTO TIperapara).

3. PaccMmaTtprBaeMblil IeKapcTBEHHBIH Npenapat He SBJSeTCS CTEPHIbHBIM.

4. B COOTBETCTBYIOIIUX CIydasix, HAalpUMep, B OTHOIICHUM CYCIICH3UIl MM 3MYJIbCHM, MMeeTcs cxema
BaJIMJAalMY WIN B COOTBETCTBUHU C TEKYILUM IIPOTOKOJIOM YCHEIIHO POBEACHA BaIUAALUS HOBOH IUIOIAAKY C HE
MEHE€e YeM TPeMs IPOMBIIUIEHHBIMU CEPHUAMU.

5. PaccmarpuBaeMslii JIeKapCTBEHHBIH IpeNapaT He SIBISIETCS] OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM).

JoxymeHTanus

1. TlonTBepkaeHHe TOTO, YTO MpearacMasl IUIOMAAKa JUICH3WPOBaHA B YCTAHOBIIEHHOM MOPSIKE IS
MPOU3BOJICTBA JIEKAPCTBEHHOH (hOPMBI MITM pacCMaTPUBaEMOro JIEKapCTBEHHOTO MpernapaTa.

2. B COOTBETCTBYIONIHNX CIIydasx HEOOXOAMMO yKa3aTh HOMepa CepHil, COOTBETCTBYIOIIHNE pa3Mep CEpUH U JaTy
Mpou3BOACTBa cepuil (3), MCHOJNB30BAHHBIE B BAJIUAAIMOHHOM HCCIEIOBAaHWUU, W TMPEACTABUTH JlaHHbBIE
MEPBUYHOMN 3KCIEPTU3BI WM IPOTOKOJ (CXEMY) NEPBUYHOM IKCIEPTU3BI, MOAISKAIINN TTofaye.

3. B ¢dopme 3asiBieHHsT O BHECEHUHM M3MEHEHHH HEO0OXOJMMO YeTKO yKa3aTh "Tekymux" u "mpemiaraeMpix"
MPOU3BOIUTENEH JIEKApCTBEHHOTO Tpernaparta (coracHo paszzeny 2.5 GopMbl 3asBICHHS).

4. Koruu yTBEp»KIEHHBIX CHEUU(PHUKAINIA Ha BBITYCK M KOHEI] CPOKa FOAHOCTH (€CIIM TPUMEHHMO).

5. JlaHHBIE aHaJIHM3a OJHOM MPOMBIIIICHHON CEPUM M IABYX ONBITHO-IPOMBIIIICHHBIX CepUil, UMHUTHPYIOIINX
IpoIecC MPOM3BOJACTBA (MJIM JBE NPOMBIIIICHHBIE CEPHH) U CPaBHHUTEJIBHBIC JIAHHBIE C TPEMSI CEpHsIMH,
MIPOM3BEICHHBIMYE Ha MpPEABIAYIICH NPON3BOACTBEHHON Iuromaake. [lo 3ampocy HeoOXOIMMO MpPENCTaBUTH
JMAHHBIC TI0 CIETYIOIAM ABYM IMOJIHBIM MPOMBIIUICHHBIM CEpUSIM; HEOOXOANMO COOOUINTD, €CIIH Pe3yIbTaThI
aHaM3a He YKJIAABIBAIOTCS B CICNU(UKAIIIO, U TPEJIOKHUTD TUTaH TeHCTBHM.

6. COOTBETCTBYIOIINE JaHHBIC IIEPBUIHON SKCIIEPTU3BI, BKIIFOUAs pe3yIbTaThl MUKPOCKOIINU PaCIpeIeIICHHS 110
pa3mMepaM YacTHIl U UX MOP(OIIOTHN MATKUX W )KUIKUX JIEKAPCTBEHHBIX (pOpM, B KOTOPHIX (hapMarieBTUIecKas
CyOCTaHITUS HAXOAUTCS B HEPACTBOPEHHOM COCTOSTHHH.

7. Ecin Ha HOBOM IPOM3BOJCTBEHHOM IUIOIIAJKM B KaueCTBE MCXOIHOIO Marepualla UCIIOJIb3YeTCsl aKTUBHAs
(dapmarieBTHUeCKas CyOCTaHLUs, — JeKJIapanusl YIOJIHOMOYEHHOTO JIMIa IJIONIAJKH, OTBETCTBEHHOTO 3a
BBIITYCK CEpHii, 4TO aKTHBHas (apMmaleBTHYeCKas CyOCTaHIMs NMPOW3BEAEHA B COOTBETCTBHMHU ¢ lIpaBuiamu
HaJUIeXalleil Npon3BOACTBEHHON npakTuke PecyOnmnku KazaxcraH i HCXOIHBIX MaTepHaIoB.

8. IlompaBka K COOTBETCTBYOMIEMY (M) pa3aeny(am) JoCke.

9. Ecnu npou3BOJCTBEHHas IJOLaJKa U IJIOLIaJKa, HA KOTOPOHM OCYyIIECTBIsSETCS MEpBHUYHAs YMNAKOBKa,
paznuyaroTcs, HEOOXOIMMO ONHCaTh M BAJIWIUPOBATH YCIOBHUS TPAHCHOPTHUPOBKH W XpaHEHUS
HepachacoBanHoro npenapata (bulk).

10. [TucekMeHHOE coTacue Ha MpoBeAeHUE (PapMaeBTUICCKONH HHCIICKIIUN HA COOTBETCTBHE TPEOOBAHUSAM II0
HaIeKaM (papMarieBTHYECKIM MTPAKTHKaM.

IIpu n3MeHEeHNH UM HOBOM IIPOM3BOJCTBEHHOM IUIOIIALKE B CTPAHE 3a IIpeaeIaMu
PecniyOnmuku KaszaxcraH, ¢ KOTOpOH HE 3aKJIIOYEHO COTJIANICHHE O B3aWMHOM
npuzHannun GMP, npepxaTtensM A0 MOJa4Yd YBEAOMICHHS PEKOMEHIYETCS
MPOKOHCYJIBTUPOBATHCS C YIIOJIHOMOYEHHBIM OPTaHOM U TMPEACTABUTH CBEICHHS O
BCEX MPENBIAYIINX WHCIEKOHSIX 3a mociennue 2-3 roma W (WIHM) BceX
3alJIaHMPOBAHHBIX HMHCIEKIUAX, BKIIOYAS JaThl WHCHEKINH, KaTEeroOpuH



IIpumeuanus:

B.I1.6.2
UMIIOpTEpa, COIJIAIIEHUH o
BBIIYCKE CEpHUH H

WCTBITAHUI 110 KOHTPOJIIIO

N3menenue

Ka4yecTBa JIEKapCTBEHHOTO
npenapara

a) 3amMeHa WM 100aBiIeHNe
MJIONIAJIKA, Ha KOTOPOH

OCYIIECTBIISETCS KOHTPOJIb
KayecTBa (WCIBITaHUE
cepuii)

0) 3ameHa wiu 100aBICHUC
MPOM3BOAUTENS,
OTBETCTBEHHOTO 32 BBIITyCK
cepuii Onomormyeckoro (
MMMYHOJIOTHYECKOT0)
JeKapCTBEHHOTO
mpenapata W JIOOBIX
METO/OB
OCYIIECTBISIEMBIX
TJIOIIAKE, SIBJISIOLINXCS
OMOTOTUYECKUM (
UMMYHOJOTHUECKUM)
METOJIOM

HCIIBITAaHH,
Ha

B) 3aMeHa wiH 100aBIIeHHE
MPOU3BOAUTENS,
OTBETCTBCHHOI'O 3a BI)Il'IyCK
cepuii

1. 3a
KOHTPOJIS
WCTIBITAHNE CEPUI)

UCKITIOUCHUEM
kagectBa  (

WHCTIIEKTHPYEMBIX TPOJYKTOB, HAJ30pPHOEC BEJOMCTBO W IIPOYHE CBEICHHS.
Jexnapanuu  yImoJTHOMOYEHHOTO 3aTparuBaloUlie  AKTUBHYIO
(hapMareBTHIECKYI0 CyOCTaHITHIO.

1A,

JepxaTenn NHIEH3W Ha TPOW3BOACTBO B KAdyeCTBE HMCXOJHBIX MaTepUajOB
HCIIONIB3YeT HCKIIOYUTENBHO aKTHUBHBIE (hapMaleBTHUCCKHE CYOCTaHIIHH,
MIPOU3BEACHHBIE B COOTBETCTBUH ¢ GMP, M03TOMY KaXKIbIid eprKaTeNb TUIICH3NN Ha
MPOU3BOJICTBO MPOJAEKIAPUPYET, UYTO OH B KadecTBE HCXOJHOTO MaTepuana
HCIIOJIb3YET AKTHUBHYIO (DapMaIleBTHUYECKYI0 CYOCTAHIIMIO, MPOU3BEIACHHYIO B
cootBercTBUM ¢ GMP. Kpome TOro, mockosibKy yHOJIHOMOYEHHOE JHLO,
OTBETCTBEHHOE 3a CEPTUPHUKAINIO CeprH, OepeT Ha ceOst 0OMIyI0 OTBETCTBEHHOCTh
3a KXY CEpHIo, eCIH IUIOMAAKa, BBITyCKAOMmas CEpUI0, OTIMYaeTCs OT
YKa3aHHOH BBIIIE, YIOJTHOMOYEHHOE JIUII0, OTBETCTBEHHOE 3a CEPTU(UKAIIUIO CepUHU
, IPEICTABIISACT JOMOJHUTENBHYIO JACKIapaIuIio.

Bo MHOTHX ciTy4asx BOBII€UEH JIUIb OJIMH JEPKATENb JUIIEH3UN Ha MPOU3BOJICTBO,
MO3TOMY TOTpedyeTcs Iuib OaHa nekiaaparus. OIHAKO, €CIM BOBJICYCHBI
HECKOJIbKO BJIaJICJIbLIEB JIMIEH3UM Ha MPOU3BOACTBO, BMECTO MOJAYU HECKOIbKUX
JIeKJIapaluil JOMycKaeTcsl MoAaTh OAHY JEKJIapallio, MOANHCAHHYI OIHUM
YHOJTHOMOYECHHBIM JIUIIOM. JTO AOMYCTHUMO TIPH YCIIOBHH TOTO, UTO:

B JCKJIapallid Ye€TKO YKa3aHO, YTO OHAa IOJIWCAaHa OT JIUIAa BCEX BOBICYCHHBIX
YIOJTHOMOYCHHBIX JTUII.

Ycnosus TpeOyemas nokymenrtauuss Bun npouenypst
1,2,3 1,2,4 IA

II
1 1,2,3,4 1A



2. Bxmouas KOHTpONb [, 2 3, 1,2,3,4 1A
KadecTBa (HCIIBITAHHE
cepuii)

3. Bxiroyas KOHTPOJb
KadecCcTBa HCIIBITAHUEC
OUOJIOTHYECKOTO (
HMMMYHOJIOTHYECKOTO)
JeKapCTBEHHOTO
mpemapara W OIWUH U3
METOJOB MCIIBITAaHUH,
OCYIIECTBJISIEMbIA  Ha

II

ImIomangkKe SABIACTCA

OHONOTHYECKUM (
MMMYHOJIOTHYECKHIM ) (
UMMYHOXUMHYECKHM )
VYcenosus

1. TInomiaaka TUIEH3MPOBaHA B YyCTAHOBJICHHOM TTOPSIIKE.
2. JlekapcTBEHHBIN Mpernapar He ABISETCS OMOIOTHIECKUM (MMMYHOJIOTHIECKUM) JIEKAPCTBEHHBIM IIPETapaToM.

3. Tpancdep TEXHOJIOTHH CO cTapold Ha HOBYIO IUIOMAAKy FUIM HOBYIO HCIBITATENBHYIO J1a00paTopHio
NPOU3BEIEH YCIEIIHO.

JoxymeHTtanus

1. Konus nuneH3unit Ha TpOU3BOACTBO WM B X OTCYTCTBHE — cepTudukar GMP, BblaHHBIN B TeueHHE Tpex
MTOCIIEHUX JIET COOTBETCTBYIOLIMM YIOJTHOMOYEHHBIM OPTaHOM.

2. B ¢dopme 3asBieHHs 0 BHECEHWM H3MEHEHHMH HEOOXOAMMO yKa3aTh "TeKymux" W "mpemmaraeMbix"
MIPOM3BOANTENIEH JIEKAPCTBEHHOTO Mpemnapara (CoraacHo paszaeny 2.5 Gpopmbl 3asgBIeHUS).

3. Jlexnaparys yrnoJIHOMOYSHHOTO JIMIIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH YKa3bIBaeTCs, YTO
TIPOM3BOAUTEINH(H) aKTUBHOHN (hapMaIleBTHIECKON CyOCTaHIINN, YKa3aHHOHW B PETUCTPAIIMOHHOM JI0Che, paboTaeT
B cooTBeTrcTBHM ¢ [IpaBmimamm Hajexameld NpPOW3BOJICTBEHHOW mpakTuku PecmyOmukm Kaszaxcran mis
UCXOJIHBIX MaTepuanoB. [Ipu onpeneneHHBIX 006CTOATENbCTBAX JOMYCKAETCS MPEICTAaBIATh OAHY JeKIapanuio (
CM. IpuMevaHue K m3meHenuto b.11.6.1).

4. TlompaBKka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIMM) pasaeny(pa3aenaM) 10chbe, BKIOYash HHPOPMALUU O
JIEKapCTBEHHOM IIpemnapare.

B.11.6.3 H3meHeHue

mporecca MPOU3BOJACTBA

JIEKapCTBEHHOTO

mpemnapara, BKJIOYas

MPOMEXKYTOYHEIA MPOIYKT, Y CIOBUS Tpebyemast nokymeHTanust Bun mporeaypbt
HCIOJIb3yEMBIH B

MPOU3BOACTBE

JEeKapCTBEHHOTO

npernapara

a) HesnaunMmele n3MeHeHUsS
mponecca mpon3BoACTBA

1,2,3,4,5,6,7 1,3,4,6,7,8 1A

6) 3HaunMble U3MEHEHHS
npoliecca MPOU3BOJICTBA,
OKa3bIBalOIHUE
CYIIECTBEHHOE BIMSHHUE Ha
Ka4ecTBO, 0€30MaCHOCTh U
3¢ PEeKTHBHOCTD
JeKapCTBEHHOTO
npenapara

II



B) JlexapcTBeHHBIN
mpemapar  SBISETCS
OMOTOTHYECKUM ( 1
WMMYHOJIOTHYECKUM), H
n3MeHeHue Tpedyer

OLCHKH COIIOCTaBHUMOCTHU

) BBengenue
HECTAHIapTHOTO
TEPMHUHAIBHOIO METO/1a

II

CTEpUITU3aIuN

n) Bsemenme wunm
yBeNWYeHUEe M30BITKA,
HCIIOJIB3YEMOTO B
OTHOIIEHUH AaKTHUBHOM

II

(hapmaleBTHYECKOM
cyOCTaHIuH

e) HecymectBeHHOE

U3MEHEHHE IIpolecca

MPOU3BOACTBA BOJHOU 1,2,4,6,7,8 1B

CyCIIEH3WU JJIsl TpuemMa

BHYTpb

Ycnosus

1. V3MeHeHNsI Ka9eCTBEHHOTO N KOJUYECTBEHHOTO MPOQHIIT MpUMecel, Wi (PU3UKO-XUMHUIECKHX CBOHCTB
OTCYTCTBYIOT.

2. JIekapCTBEHHBII IIpemapar He SBIETCS OHOIOTHIECKUM (MMMYHOJIOTHIECKAM) WJIH PACTUTEIHHBIM.

3. IlpuHOUN TpPOW3BOJCTBA, BKIOYAs OTACIBHBIC €r0 3Tallbl, HE H3MEHSIOTCS, Hampumep, oOpaboTka
MPOMEXXYTOUHBIX IPOJYKTOB, OTCYTCTBYIOT H3MEHEHNUS KaKHX-THOO PaCTBOPUTEIIEH, HCIIONB3yEMBIX B ITPOIIECCE
MPOM3BOJICTBA.

4. 3aperucTpuUpoBaHHBIH B  HAacTosliee BpeMs IPOIECC MPOU3BOJACTBA  KOHTPOJIUPYETCS
BHYTPUIIPOU3BOACTBCHHBIMHU KOHTPOJIAMU, U U3MCHCHUC TaKHX KOHTpOJ’Ieﬁ (pacumpeﬂue NN UCKIKYCHUC
KPHUTEPUEB IPUEMIIEMOCTH) HE TpeOyeTcs.

5. Crienudmkanyu 1eKapcTBEHHOTO Npernapara Wik MPOMEXKYTOUYHBIX MPOIYKTOB HE N3MEHSIOTCH.

6. ITo pe3ynbraram HOBOTO Ipolecca 0Opa30BHIBAETCS WAECHTUYHBIE C TOYKH 3pEHUS BCEX acClEeKTOB KayecTBa,
6e3omacHocTy 1 3P PEKTHBHOCTH JIEKAPCTBEHHOTO IIpenapaTa.

7. CoryiacHO COOTBETCTBYIOIINM JJOKyMeHTaM PecryOnuku Kazaxcran HauaTbl COOTBETCTBYIOIIME UCCIIEOBAHMS
CTaOMJIFHOCTH HE MEHEee YeM Ha OJHOW ONBITHOM MJIM NMPOMBINUIEHHOH CEpUH; B PAcIOpPSHKEHUH 3asBUTEIS
HaXOMATCS yIOBIETBOPUTENBHBIE PE3YNbTaThl, 0 MEHbINEH Mepe, 3-MEecSYHOTO W3yYeHHs CTaOMILHOCTH.
[MonTBepkaeHNE TOTO, YTO MCCIEAOBAaHHUSA OyAyT 3aBEpILICHBI, M €CIIU PE3yJbTaThl HE OyIyT YKIIaIbIBaThCS B
cnenu(UKay WM MOTEHIMAIbHO HE YKJIAAbIBAThCSA B CIEHU(HUKAIMM Ha KOHEI[ CpOKa TOJHOCTH, UX
HEMCJICHHO MPEACTABAT YIIOJJTHOMOYCHHOMY OpraHy Hapsaay € npeajiaracMbiM IJIaHOM }IeﬁCTBI/Iﬁ.

JoxymeHTtauus

1. ITommpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3feny(pasienaM) T0cke.

2. B OTHOIICHUN MATKUX U JKUJKUX JIEKAPCTBEHHBIX (POPM, B KOTOPBIX aKTHBHAs (hapMarleBTHYCCKas CyOCTaHIIUS
HAXOJIUTCS B HEPACTBOPECHHOM COCTOSIHUU: HA/JIekKAIast BATUAAIMS U3MEHEHHSI, BKIIFOYask MUKPOCKOITHIO YaCTHII
B IIEJISIX TIPOBEPKH BUIAUMBIX U3MEHEHUI MOP(OIOruU; CPABHUTEIbHBIC JAHHBIE O PACTIPEICIICHUH 0 pa3Mepy
Y4acTHUIl (OUCTIEPCHOCTH), TOTYYCHHBIE HaIIEKAIIUM CIIOCOO0M.

3. B OTHOIICHUH TBEPABIX JIEKAPCTBEHHBIX (HOPM: IaHHBIC MPOQUIS PACTBOPEHHs OJHOW PeNnpe3eHTATUBHON
MPOMBIIUICHHON CEpHHM U CPaBHHUTEIbHBIC MAHHBIC TPEX IMOCICOHHX CEepPHil, MPOU3BEACHHBIX C IOMOIIBIO
npensiayero mnpomecca. [lo 3ampocy HE0OXOIUMO MHPEACTABHUTH JAHHBIC MO CICAYIOIIAM IBYM IOJIHBIM
MPOMBIINIICHHBIM CEPHSIM HJIH COOOIIUTH, €CIH PE3yJIbTAThl HE YKJIIIBAIOTCS B CICIM(PUKALUIO U MPEIIOKUTH
IUIaH JeHCTBUI. B OTHOIIGHNY JIeKapCTBEHHBIX PACTUTEILHBIX MPEIAPaToOB JOCTATOYHBI JAHHBIC CPABHUTECIHLHON
pacnajaeMocTy.



4. O00oCcHOBaHUS HENPE/ICTABICHUS PE3yIbTaTOB HOBOI'O UCCIIEOBAHNSI OMOIKBUBAIICHTHOCTH B COOTBETCTBUH C
[IpaBunamu poBeIeHUS HCCIIeOBaHUI OMosKBUBaNeHTHOCTH PK.

5. Ilpn u3meHeHnn napamerpa(liapaMeTpoB) MpoIecca, KOTOPbIe CUNTAIOTCS HE OKa3bIBAIOIIMMHM BIIMSHUE Ha
KadecTBO JIEKAPCTBEHHOT'O TIpemapaTa, AEKJIapanus, 9TO 3TO AOCTHTHYTO B XOJl€ paHEe IPOBEICHHOMH

010OpPEHHON OLIEHKH PHUCKOB.

6. Konnu cienurkarmii Ha BBIITYCK M KOHEI] CPOKA TOXHOCTH.

7. JlaHHBICe aHamm3a cepuil (B (opMare CpaBHUTEIBHOW TaONHIBI), IO MCHBIIEH Mepe, ONHOHN cepww,

MIPOM3BEICHHON C MOMOIIBIO 000PEHHOTO H NpeuIaraeMoro npoiiecca. 1o 3anpocy He0OX0aUMO NMPEICTaBUTh
JAHHBIE 0 CIEAYIOIIUM IBYM IOJHBIM NPOMBIIIICHHBIM CEpUsAM; COOOIINTh, €CIH Pe3yIbTaThl aHAIN3a HE
YKJI/IBIBAIOTCS B CIICIM(DUKAIMIO ¥ IPEITI0KUTD TUIaH JIeHCTBUH.

8. Jleknapanusi, 4TO Ha4aThl COOTBETCTBYIOLIME UCCIIEOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C JOKYMEHTaAMH
Pecny0nmku KazaxcraH (¢ ykazaHHeM HOMEPOB CepHil) M N3yUeHbI HEOOXOMMBIE TTapaMeTPhl CTaOMIIBHOCTH, T10
MEHBIIIEH Mepe, Ha OJHOM ONBITHO-NIPOMBIIUIEHHONW HJIM MPOMBIIUIEHHOW CEpUU U HA MOMEHT yBEIOMIICHHS B
pacriopspKeHHH 3asBUTENS HAXOAWIINCH YAOBJICTBOPHUTEIBFHBIC PE3YNIBTAaThl, 10 MEHbIIEH Mepe, 3-MeCsSYHOTro
W3y4YeHHs CTAOMIBHOCTH; M MPOQIIb CTaOWIBHOCTH aHAJOTHUYCH TEKYIIEH 3apernCTPHPOBAHHON CHUTYAIHH.
[IpencraBieHo MOATBEPKACHUE TOTO, YTO UCCIENIOBAHUS OyIyT 3aBEPILICHBI, U YTO €CIIM PE3YNbTaThl HE OyIyT
YKJIaJbIBaThCs B CHElM(UKAUN MM TMOTSHIMAIBHO HE YKJIAIbIBaThCS B CIEHU(HUKAINK Ha KOHEI CPOKa
TOJHOCTH, X HEMEUIEHHO MPEACTaBAT YIOJTHOMOYEHHOMY OpraHy Hapsiay ¢ IpeajaraéMbIM IJIaHOM JIeHCTBUH.

B.11.6.4 U3meHeHue

pa3Mepa cepun (BKIItOUas

JIMana3oHbl pa3Mepa cepuu Y ClIOBUS Tpebyemast nokymenrtanust Bun mpouemaypst
) JIeKapCTBEHHOT O

mpemnapara

a) YKpyIHeHHe BIUIOTh 10
10 pa3 mo cpaBHenuo ¢ 1,2,3,4,5,7 1,4 1A
0100pEHHBIM

0) Pasykpynaenue no 10
pas

1,2,3,4,5,6 1,4 1A

B) HM3menenmne tpebyer

aHajM3a COIOCTaBUMOCTH

OMOIOTUYECKOTO (

HMMYHOJIOTHYECKOTO)

JIEKapCTBEHHOTO II
Tpenapara Wix H3MEHEHHE

pasmepa cepum TpeOyeT

HOBOT'O HCCJICIOBAHUS

OMOIKBUBAJICHTHOCTH

r) V3MeHeHne 3aTparuBaer
BCE ocTalbHBIE
JIeKapCTBEHHBIE (POPMEI, I
OPOU3BOASAIINECT  C

MIOMOIIBI0 KOMIUTIEKCHBIX

MIPOLIECCOB MPOU3BO/ICTBA

) YxpymnHenue Oomee 10

pa3 Mo CpaBHEHHIO C

OJIOOpPEHHBIM pa3MepoM

CepUM JEKapCTBEHHBIX 1,2,3,4,5,6 1B
dbopM Cc HeMeIICHHBIM

BBICBOOOXKIEHHEM (TSI

rprieMa BHYTpPb)

e) MacmTab npousBojCcTBa
OMOTOTHYECKOTO (



HMMYHOJIOTHYECKOTO)

JEKapCTBEHHOT O

npenapara yBemwumics ( 1,2,3,4,5,6 IB
YMEHBIIHJICA) 6e3

M3MEHEHHsI mpolecca

MIPOU3BOJICTBA (HAIIPUMED,

JyOJIMpOBaHKE JTMHUH )

Ycnosus

1. VI3mMeHeHne He BIMAET Ha BOCIIPOM3BOANMOCTD U (MIIH) TIOCTOSIHCTBO KayecTBa JEKapCTBEHHOTO IpenapaTa.

2. V3MeHeHMe 3aTparmBaeT CTAaHAAPTHBHIC JEKapCTBEHHBIE (OPMBI IS NMpHEMa BHYTPb C HEMEIJICHHBIM
BBICBOOOXKICHUEM WJIN HECTEPUIIbHBIC JKHJIKHE JTEKapPCTBEHHBIE (DOPMBI.

3. JIroOble M3MEHEHHsI METOJOB MPOU3BOACTBA M (WJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOIUMBI
JMIIb JJIs1 U3MEHEHHsSI pa3Mepa CepuH, HallpuMep, UCTIONIb30BaHIE 000PyI0BaHHIE APYTOro pa3Mepa.

4. Nmeetcst cxeMa BaIUAALUK WIK B COOTBETCTBHU C TEKYIIUM IPOTOKOJIOM YCIIELIHO ITPOBEICHA BAJIMAALIMS
MPOM3BOJICTBA HE MEHEe 4YeM Ha TpeX NPOMBIIUIEHHBIX CEpHUSX C HOBBIM pa3MEpOM B COOTBETCTBUHU C
MIPUMEHUMBIMH TPEOOBAaHUSIMH.

5. PaccmarpuBaeMblii JIeKapCTBEHHBIH TpenapaT He SIBISIETCS OHOJIOTHYECKUM (MMMYHOJIOTHYECKUM).

6. HempenBuaAEHHBIX CUTYaIMsIX, BOSHUKIINX B XOZ€ IPOU3BOJICTBA, WM H3MEHEHHUS CTAOMIBHOCTH H3MEHEHHE
HE OCYLIECTBIIAETCS.

7. Pa3mep cepun yxnanaesiBaercss B 10-kpaTHBIA Auana3oH, NPeAyCMOTPEHHBIM MpU PEruCTpaliy, WIM TOCie
MOCTETYIOEr0 U3MEHEHHUs], He ABJIABIIErocs u3sMeHeHueM [A tuna.

JoxymeHTanus

1. TTonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pasfeny (pasenam) 10Cke.

2. lanHbIe aHanmu3a cepuid (B popmare cpaBHUTEIHHON TAaOIHUIIBI), IO MEHBIIEH Mepe, OJHOH MPOMBINUICHHON
cepuy, MPOM3BEACHHOW B 3apeTMCTPHUPOBAHHOM M IpeiaraeMoM pasMepax. Ilo 3ampocy HeoOXoammo
MPEACTaBUTh AAHHBIC 10 CIEAYIOIINM JABYM IOJIHBIM NPOMBIIUIEHHBIM CEpUsIM; Aepxarens PY coobmaer, ecnu
PE3yJIbTaThl aHAIN3a HE YKJIaJbIBAIOTCS B CHIELU(PUKAIMIO, ¥ IPEATI0KUTH TUIaH JeHCTBUH.

3. Komnuu 0J100peHHbIX crieluduKanuii Ha BBIIYCK M KOHEI[ CPOKA TOIHOCTH.

4. B COOTBETCTBYIOIINX CIIy4assX HEOOXOAUMO yKa3aTh HOMEPa CEPHUH, COOTBETCTBYIOIINE Pa3MePy CEPHUHU U JaTe
UX TIPOU3BOACTBA (3), UCIIONB30BAaHHBIX B BAMAALMOHHOM HCCIEOBAHUH, UIIH IPEACTABUTH MIPOTOKOT (CXeMy)
BaJIMJJAlMU.

5. HeoOxoauMo npeicTaBUTh Pe3yJIbTaThl BAIMIALNH.

6. Pe3ynbTaThl HCCIICAOBAHHI CTAOMILHOCTH, TPOBEACHHBIC B COOTBETCTBUH C JOKyMeHTaMH PK, 10 3HaYMMBIM
napaMeTpam CTaOHIbHOCTH, IO MEHBILIEH Mepe, Ha OJTHOM OMBITHOW MITM NMPOMBIIICHHOW CEpHH, OXBaThIBaIOLIEH
, IO MEHBILICH Mepe, TPU Mecsa; MOATBEP)KACHHE TOT0, YTO TaKHUE MCCIICIOBAHMS OyayT 3aBEpIIEHBI, U YTO €CIIN
pe3yabpTaThl He OyIyT YKIaAbIBaThCS B clienn(UKAINN WIN MOTCHINAIBHO HE YKIaJbIBaThCA B CIIEIU(PHKAIINH
Ha KOHEIl CPOKa FOJHOCTH, HX HEMEUICHHO NMPEICTaBAT YIOIHOMOUYCHHOMY OpraHy Hapsmy C IpelaracMbIM
IUIAHOM JeHcTBUHA. B oTHOmEHNN GMoNOrnuecknx (MMMYHOJIOTHYECKHX) CPEICTB: JEKIapanusi, 4TO OLEHKa
COIIOCTaBUMOCTH HE TpedyeTcs.

B.I11.6. 5 Wsmenenue
BHYTPHUIIPOU3BOICTBEHHBIX
WCTIBITAHUN HITH KPUTEPUCB
MPUEMIEMOCTH,

VYcnosus TpeOyemast nokymeHTanus Bun npomenypsr
UCIIONB3YIOUIUXCS MPU
MPOU3BOCTBE
J€KapCTBEHHOT O
npenapara
a) VYxecToueHue
BHYTPUIIPOU3BOJICTBEHHBIX 1,2, 3,4 1,2 1A

KPUTCPUECB IIPUEMIIEMOCTU



6) Jlo6asnenue HOBRIX 1,2,5,6 1,2,3,4,5,7 IA
VCTIBITAHMH UM KPUTEPHEB
MPUEMIIEMOCTH

B) Hcknodyenue
HECYIECTBEHHOTO
BHYTPHUIIPOU3BOJICTBCHHOT
0 UCTIBITAHUS

1,2,7 1,2,6 1A

T) HNckniodenue

BHYTPHUIIPOU3BOJICTBEHHOT

O HCIIBITaHHUS, KOTOPOE

CYILLIECTBEHHO IOBIUSET Ha II
COBOKYIIHOE KadecTBO

JEeKapCTBEHHOTO

npemnapara

) Pacmupenue
0n00pEeHHBIX
BHYTPUIIPON3BOJICTBEHHBIX
KPHTEPHEB NPUEMIIEMOCTH,
KOTOpBIE CYIIECTBEHHO
BIMSAIOT Ha COBOKYIIHOE
Ka4eCcTBO JIEKapCTBEHHOTO
npenapara

II

¢) JloOaByieHre WK 3aMeHa
BHYTPUIPOU3BOICTBEHHOT
(6] UCIIBITAHUS us3
coobpaxeHUi
0e30MacHOCTH  HJIU
KayecTBa

1,2,3,4,5,7 1B

Ycnosus

1. MI3MeHeHHe He SBIAETCS CIEACTBUEM KaKOTo-TH0O 00s3aTeNbCTBA, NMPHUHATOrO IO PE3yIbTaTaM paHee
NPOBEJICHHBIX JKCIEPTU3 C 1IeJbI0 aHAIN3a KPUTEPUEB NMPUEMIIEMOCTH ClieUU(pHUKANUU (HaIpuMmep, B XOJe
perucTpanuy win BHeceHus usmenenui Il tuna).

2. V3MeHeHue He SBISETCA CIEIACTBHEM HEMPEIBUACHHBIX CHUTYyallMi, BO3HUKIIMX B XOJ€ IMPOU3BOJCTBA,
HarpuMep, HoBasl HeKBAIM(UIMPOBaHHAs IPUMECh, NU3MEHEHHE TIPEJIENIOB COAEPIKAHUS CyMMBI IIPHMECEH.

3. JIro6oe n3MeHeHne yKiIaabIBaeTCs B TMANa30H TEKYINX 0J00pEHHbBIX KPUTEPHUEB TPHEMIIEMOCTH.

4. AHanMTHYECKas METOIUKA He U3MEHSETCS MIIM U3MEHSAETCS] He3HAUUTEIIBHO.

5. Hu ovH HOBBIM METOJ MCHBITAHUS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOJOJOTUM WM CTaHAAPTHOU
METOOJIOTUH, HCIIOTIb3yEMOH MO-HOBOMY.

6. HoBbIif MeTO MCITBITAHUSI HE SIBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHYECKHM) HJIH
METOJIOM, B KOTOPOM HMCHOJIB3YETCs] OMOJIOTHYECKUI PEaKTUB JUIsl ONOJIOTNIECKON aKTUBHOH (hapMaleBTHYECKOH
cyOcTaHIuH (32 NCKIIIOYEHHEM CTaHJapTHHIX (PapMaKoMeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. BHyTpUIIpOU3BOJACTBEHHOE HCHBITAHHE HE 3aTparuBaeT KOHTPOJIb KPUTHUYECKOrO MapaMeTpa, HampHMep:
KOJIMYECTBEHHOE ONpEeAETICHHE IpUMEcH (€ClIM TONBKO ONPEAETICHHBIH pacTBOPHUTENb OJHO3HAYHO HE
HCIIONIB3YETCS B MPOW3BOJICTBE) JIOOYI0 KPUTHUSCKYIO (HU3MUYECKYIO0 XapaKTePHCTHKY (pa3Mep YacTHil,
HACBINHYIO IUIOTHOCTBIO 10 M MOCJE YNJIOTHEHUsI) UCTIBITAHUE Ha MOJUIMHHOCTD (B OTCYTCTBUE MOAXOASAIIECTO
AIBTEPHATUBHOTO KOHTPOJISI) MUKPOOHOJIOTUYECKUI KOHTPOJb (€CNM TOJIBKO OH HE TpeOyeTcs B OTHOLICHHUH
OIpe/IeTIeHHO JIEKapCTBEHHOW ()OPMBI)

JoxymeHTauus

1. ITommpaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOMINM) pa3aemy(pasaesiaM) JoCke.

2. CpaBHHTeNbHAs TAaOMUIA TEKYIIUX M MpPEIaraéMbIX BHYTPHUIIPOU3BOJICTBCHHBIX UCIBITAHWUH, U KPUTCPUCB
TIPHEMIIEMOCTH.



3. HOIlpO6HOC OIHCaHNEe HOBOI aHAIIMTUYECKOMN MCECTOAUKHU U JAHHBIC BaJIMJallin (B COOTBECTCTBYIOIIUX cnyqaslx)

4. laHHBIC aHANM3a ABYX NMPOMBIMUICHHBIX CepHid (B OTCYTCTBHE HOJDKHBIX OOOCHOBAaHUH IUTS OMOIOTHUYCCKUX
AKTHBHBIX (DapMaIeBTUYECKUX CYOCTAHIMIl — TPH CepHH) JEKapCTBEHHOIO Mpenapara 1o BCeM MapaMeTpam
cnenu(uKanuy.

5. B COOTBETCTBYIOIIUX CIYYasiX CPABHUTENbHBIC JAHHBIC MPOQHIISI PACTBOPEHHS JICKAPCTBEHHOTO MpenapaTa He
MEHee YeM Ha OJIHOW OMBITHO-IIPOMBIIUICHHO!H CeprH, MPOM3BECHHON C UCIOJIb30BAHUEM TEKYIIMX U HOBBIX
BHYTPHIIPOU3BOJACTBCHHBIX HUCIbITaHu. B oTHOIIEHNN JICKapCTBCHHBIX PACTUTCIIBHBIX ITPEapaToB JOCTATOYHBI
JTAaHHBIC CPABHUTEILHON PacialacMOCTH.

6. O6ocHOBaHUE (OIICHKA) PUCKOB, MOATBEPIKIAIOIIME, YTO BHYTPUIIPOU3BOACTBEHHOC HCIBITAHUC SBIISCTCS
HECYIICCTBCHHBIM WJIH yCTapero.

7. O60CHOBaHHE HOBOT'O BHYTPHUIIPOU3BOJACTBCHHOT'O UCIIBITAHUA U KPUTCPUCB IPUCMIICMOCTH.

B.11. B) Kontponb kauecTBa BCIOMOTraTEIbHBIX BEIIECTB

b.11.B.1
N3menenue
rnapameTpoB
cnenuuKaul u YV enoBHA Tpebyemas
(mm) KpuUTEpHeB JIOKYMEHTAITUS
MPUEMIIEMOCTH

BCIIOMOT'aTeIbHOT

O BEIICCTBa

Bun npouenypst

a) YkectoucHHe
KpUTEpHEB
MPUEMIIEMOCTH
crienuduKanu

1,2,3,4 1,2 1A

0) JloGaBiieHHEe B
Creu(pUKALINIO
HOBOTO
frapamerpa 1,2,5,6,7 1,2,3,4,6,8 1A
cnenuUKaum u
COOTBETCTBYIOIIE
ro eMy Meroja

HUCIIBITAaHHI

B) Hcxitouenue
HECYIIECTBEHHOT
0 TmapameTrpa
crerupuKranun  (
Hampumenp,
HCKIIOUEHHUE

1,2 1,2,7 IA

yCTapeBILIEro
napamerpa)

r) H3meHeHwue,
BBIXOsIIEE 3a
0J00peHHBIE
KPUTEPUHU
MPUEMIIEMOCTH
crienuduKanui

II

n) Hckmrouenue
napaMmeTpa
cnennpuKay,
KOTOPBIH
CYIIECTBEHHO



HNOBIMSIET Ha 1I
COBOKYITHOE

Ka4eCcTBO

JIEKapCTBEHHOTO

mpemapara

e) JobGamnenue
unmu  3aMmeHa  (
HCKII0Yas
OHOJIOTHYCCKUM U
HMMYHOJIOTHYECK
uil mpemnapar)
mapaMeTrpa
cnenuGUKaul u
COOTBETCTBYIOIIIE
ro eMy MeTojaa
WCNBITAHUN U3

1,2,3,4,5,6,8 1B

COoOOpaXkeHHUI
0e30MacHOCTH
HJIU KayeCcTBa

k) Ecam Ha

BCIIOMOT'aTeNIbHOE
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VYcenoBus

1. VM3MeHeHUe He SBISICTCA CIEACTBHEM KaKOTO-THOO 00s3aTENbCTBA, NMPUHATOTO MO pe3yiIbTaTaM paHee
MIPOBEICHHBIX JKCIIEPTH3 C IIENBI0 aHANN3a KPUTEPHEB NMPUEMIIEMOCTH CHEIH(HUKAINK (HAaIpUMep, B XOJe
peTHCTpaIyy JEKapCTBEHHOTO TIpernapaTa Uil BHeCeHNH n3MeHeHui 11 tumna).

2. N3veHeHne HE SABISETCS CIEACTBHEM HENPEABHACHHBIX CHUTyallMH, BO3HHKIINX B XOJAE HPOM3BOJACTBA,
HarpuMep, HOBOH HeKBaIH(DUIIMPOBAHHOW PUMECH, U3MEHEHUS MIPEJICTIOB COEPKAHUSI CYMMBbI TPUMECEH.

3. JIroboe n3MeHeHNe YKIIaAbIBAETCs B JUAMa30H TEKYIINX 0JJ0OOPEHHBIX KPUTEPUEB IPHEMIIEMOCTH.

4. AHanMTHYECKasi METOIUKA HE U3MEHSICTCS MM U3MEHSETCSI He3HAUUTEIIBHO.

5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METOOJIOTHUH, HCIIOTIB3yEMON O-HOBOMY.

6. HoBbIii MeTO UCTIBITAHUS HE SBJISAETCS OMOJOTHYECKUM (MMMYHOJIOTHYECKHUM) (MMMYHOXUMHUYECKUM) WITH
METOJIOM, B KOTOPOM HCHOJIB3YETCs] OMOJIOTHYECKUH PEaKTUB JUIsl ONOJIOTHYeCKON aKTUBHOI (hapMalleBTHYEeCKOi
cyOcTaHIuH (32 UCKITFOYCHUEM CTAHIAPTHBIX (PapMaKONCHHBIX MUKPOOUOIIOTHIECKUX METOIOB).

7. I3MeHeHne He KacaeTcss TeHOTOKCUYHOMN IPUMECH.

HoxymeHTauus
1. TTommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3zey(pa3menaM) Tocke.
2. CpaBHHUTENbHAS Ta0NHIA TEKYIINX U TPEATAraeMbIX CHICIA(DUKAITIIA.



3. [TonpobHOE omucanue JFO0T0 HOBOW aHATUTUYECKON METOUKY U JAHHBIC BATHIAIUH (B COOTBETCTBYIOIINX
CITyJasx).

4. laHHBIC aHANM3a ABYX NMPOMBIMUICHHBIX CepHid (B OTCYTCTBHE HOJDKHBIX OOOCHOBAaHUH IUTS OMOIOTHUYCCKUX
AKTUBHBIX (DapMaleBTUYECKUX CYOCTaHIIMN — TPHU CEPHUU) BCIIOMOTATEIBHOTO BEIIECTBA IO BCEM ITapaMeTpaM
cnenu(uKanuy.

5. B COOTBETCTBYIOMMX CIydasX HaHHBIE TECTa CPABHUTEIHHONW KHHETHKH PACTBOPEHHS JIEKAPCTBEHHOTO
npenapara, 10 MEHbIIEW Mepe, OAHOW ONBITHO-IPOMBIIIJIEHHON CEpUH, COIEpKallled BCIIOMOIaTesIbHOE
BEIIIECTBO, COOTBETCTBYIOIIEIO TEKYIIEH M MpeaaracMoi creruuKkanusaiM. B oTHOLMICHHH JIeKapCTBEHHBIX
PACTUTENBHBIX MPEenapaToB JOCTATOYHBI JaHHbIE CPABHUTEIHHON PaclajaeMOCTH.

6. O00CHOBaHUS HEMPEACTABICHUS PE3YJIHTaTOB HOBOT'O UCCIICAOBAHMS OMOIKBHBAJICHTHOCTH B COOTBETCTBUU C
[IpaBunamu poBeICHUS HCCIIC0BaHUI OMOdKBUBaNeHTHOCTH PK.

7. Ob6ocHOBaHUe (OIEHKA) PHCKOB, MOATBEPIKIAIONINE TO, YTO MApaMETpP SIBJISCTCS HECYICCTBCHHBIM WIIH
ycTaped.

8. O00CHOBaHKE HOBOTO MapaMeTpa CIICIU(PUKAIINY U KPUTSPUEB MPHEMIICMOCTH.

b.II.B. 2

N3meHeHune

AHATUTHYECKOU Tpebyemas
YcenoBus

METOIMKH ISt JIOKYMCHTAI[HS

BCIIOMOTaTEIbHOT

O B€IICCTBaA

Bun npouenypst

a) Hesnaummbie

U3MCHCHUA

0100pCHHOM 1,2,3,4 1,2 1A
aHAJTUTUYCCKOU

METOIMKH

6) Ucknrouenne
aHAJIMTUYECKOM

METOIUKH, SCIIU
aJbTEepHATUBHAS
ell METOIMKa YXKe
onoOpeHa

5 1 IA

B) 3amMmeHa
OHOJIOTHYECKOTO
(
AMMYHOIIOTHIECK
oro) (
I/IMMyHOXI/IMI/I‘IeC
KOTO) MeToJa II
WCHEITAHUNA WJIN
MeToaa, B
KOTOPOM
HCTIONB3YyeTCs
OMOJIOTHYUECKUM
pecaKkTHB

r) IIpouwme

U3MEHCHUS

AHAJIMTUYECKON

METOIUKH ( 1,2 1B
BKJTIOYas

Jo0aBJICHUE WITH

3aMeHy)

YcnoBus



1. CornacHO COOTBETCTBYIOLIMM JIOKYMEHTaM, HPOBEJICHbI HEOOXOJMMBbIC BaJIMJAIMOHHBIE HCCIIEOBAHUS,
MTOATBEPXKAAOMINE TO, YTO OOHOBIICHHAs aHAJUTHYCCKas METOIUKA, [0 MEHBIICH Mepe, JKBHUBaJCHTHA
npeAbIAYLIEH.

2. Ilpenensl comepkaHUs CyMMBI IpHUMecell HE W3MEHWINCH, HOBbIC HEKBANH(DHIMPOBAHHBIC TPUMECH HE
00HapyKEHBI.

3. Metox aHanm3a He H3MEHWIICA (HalpuMep, H3MEHEHHE JUTMHBI KOJIOHKH WIIM TEMIepaTyphl, HO He JPyTroi B
KOJIOHKH UJTH METOJ).

4. HoBelif METOJ MCTIBITAHUS HE SBIAETCS OMOIOTHYECKHM (MMMYHOJOTHIECKAM) (MMMYHOXUMUYECKUM) T
METOZIOM, B KOTOPOM HCTIOJIB3YETCs] OMOJIOTHYECKUN PEaKTHB (32 UCKIIOYCHNEM CTaHIAPTHHIX (apMaKoNeHHBIX
MHKPOOHOJIOTHYECKHX METOJIOB).

S. ANpTepHaTHBHAs aHAJIMTHYECKass METOJMKa JIJIsl HapaMeTpa crenuprKanuy yxe oJo0peHa, Ipyu dTOM TaKas
MeToJIMKa OblIa BKIIIOYEHA He ¢ MOMOIIbIo [A-yBenomieHusI.

JoxymeHTauus

1. TompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIONINM) pa3ieny(pa3aenaM) JOChe, BKIIOYAs OIMCAHUE
AHATUTHYECKON METO/IOJIOTHH, Pe3IOMe TaHHBIX BAIUIAINH, IEPECMOTPEHHBIEC CrIeIN()UKAIIUN Ha TIpUMecH (ecIi
MIPUMEHHUMO).

2. CpaBHUTENBHBIE PE3yJbTATHl BadWAALMU WIH, IPW HATHMYAH OOOCHOBAHMS, CPaBHHUTEIBHBIE PE3YIHTATHI
aHanmM3a, MOJITBEPKIAIOIIUE TO, YTO TEKYIIee W Mpe/IaracMoe UCTIbITAaHNE SKBUBAJICHTHBI. J[aHHOE TpeboBaHme
HE MPUMEHSETCSI, €CITU TO0ABIISICTCS] HOBAsI aHAIMTUYECKAs MCTOIMKA.

B.Il.B. 3

HN3menenue

UCTOYHHUKA

YcnoBus Tpeoyemas Bun npouenypst
BCIIOMOTaTeIbHOT JIOKYMEHTaIUs

0 BEIIeCTBa WU

peakTuBa C

puckom TT'D

MOJy4YeHUs

a) 13 marepuana
¢ puckom TI'D Ha
MaTepuan
PacTUTENBHOTO
HJIu
CHHTETUYIECKOTO
MIPOUCXOMKIACHUS

1. s
BCITOMOTaTEIbHEI
X BEIIECTB WIIU
PEaKkTHBOB, HE
HCIOJB3YEMBIX B
MPOU3BOJICTBE
O6uosormueckoit (
HMMYHOIIOTHIECK
o) aKTHUBHOU
(hapmarneBTHIECK
ot cyOcTaHIUH
U U
OHMOJIOTHYECKOTO
(
AMMYHOIIOTHIECK
oro)
JIEKapCTBEHHOTO
npenapara



2. JINIE:
BCIIOMOTaTeJIbHBI
X BEIIECTB WIH
pEaKTUBOB,
UCIIOJIb3yEMBIX B
MPOU3BOJICTBE
6uosornueckoit (
HMMMYHOJIOTHYECK
oif) aKTHUBHOH 1,2 IB
(hapmaneBTHIECK
oif cyOcTaHIUH
uIu
OHMOJIOTHYECKOTO
(
MMMYHOJIOTHYECK
0oro0)
JIEKapCTBEHHOTO
npenapara

0) H3meHeHue
WU BBEJCHHE
Marepuaia ¢
puckom TI'D

3aMeHa
MaTepHana c
puckom TI'D Ha II

JIpyroil Marepua
¢ puckom TI'3,
HE HWMEIIHUi
ceprudukar
COOTBETCTBHUSA 10
T2

YcmoBus
1. Cnemmdukanuu Ha BBITYCK U KOHEI CPOKAa TOJHOCTH BCIIOMOTATEIHHOTO BEIIECTBA M JIEKAPCTBEHHOTO
mpernapara He H3MEHSIOTCS.

JoxymeHTanus

1. Jlexmapaiusi MPOU3BOIUTEIIS WIH JACPXKATEIs PErHCTPAIIMOHHOTO YIOCTOBEPCHHsI MaTepuajia, 4TO OHHU
MTOJTHOCTBIO PACTHTEIBHOTO WJIH CHHTETHYCCKOTO MTPOUCXOKICHUS.

2. UccnenoBaHre 3KBUBAICHTHOCTH MAaTEPHAJIOB M BIMSHUC Ha MPOU3BOACTBO TOTOBOTO MaTepUalia U BIUSHUC
Ha XapaKTePUCTUKH (HAIPUMEp, XapaKTEPUCTHKHI PACTBOPEHHUS ) JICKAPCTBEHHOTO TIpenapara.

b.Il.B. 4

N3meHeHuE

CHUHTE3a WIH

MOJIy4YeHHUS

He(hapMaKoIeHHO

r o

BCIIOMOTATEIFHOT Tpebyemas
YcenoBust

0 BeIecTBa (ecnu JIOKYMEHTAIUS

omucaH B

pEeTUCTPaIlOHHO

M J0Ch€) WU

HOBOTO

Bun npouenypst

BCIIOMOTaTeNbHOT
0 BEIIECTBA



a )
HecymectBenHoe
H3MEHCHHE
CHHTE3a MU
MOJIYYECHUS
HedapMakoIeiHo
r o
BCIIOMOTaTEIBHOT
0 BEIECTBA WIH
HOBOTO

1,2 1,2,3,4 1A

BCIIOMOT'aTCJIIBHOT
O BCIICCTBa

0) UsmensroTcs
crienupuKaIum
WUIN  HMEeTCs
U3MEHEHHUE
(usuKo-xuMHIUeC
KHX CBOMCTB
BCIIOMOTaTEIHHOT
O BeIIeCTBa,
KOTOpBIE BIHSAIOT
Ha KauecTBO

II

JIEKapCTBEHHOTO
npenapara

B )
BcenomorarensHo
€ BEImeCTBO —
ouonoruueckoe (
UMMYHOJIOTHYECK
0€) BEIIECTBO

II

VYcnoBus

1. Crioco6 cuHTe3a U crieuUKAIUy HASHTHYHBI U OTCYTCTBYIOT KaYeCTBEHHBIE U KOJTMYECTBCHHbBIC H3MEHEHHS
npouis npuMmeceil (UCKIIOYas OCTATOYHBIE PACTBOPHUTENH, IPU YCIOBUU TOTO, YTO HMX KOHTPOJb
OCYIICCTBIISICTCS. B COOTBETCTBHHU C MPEICIBHBIM COJEpKaHHUEM, YKa3aHHbIM B JokyMmMeHTax PK) wmu
(hM3UKO-XMMHYECCKIX CBOHCTB.

2. Uckimroyast aIbIOBaHThI.

JoxymeHTanus

1. TTommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3ienaM) 10cke.

2. Jlannple aHanm3a cepuil (B popMare CpaBHUTEIHHON TaOIHIII), IO MEHBIIEH Mepe, IBYX ceprid (110 MeHbIIeH
Mepe, ONBITHO-MIPOMBIIIICHHBIX ) BCIOMOTAaTENIFHOTO BEIIECTBA, TPOM3BEICHHBIX C TOMOIIBIO CTAPOTO U HOBOTO
MPOLIECCOB.

3. B cooTBercTByIOImMX CilydasX JaHHbIE TECTa CPAaBHUTEIBHOM KWHETUKH PACTBOPEHHS JIEKAPCTBEHHOTO
mpernapara, o MEeHbIIEH Mepe, IByX cepuil (0 MeHbIIEH Mepe, OMBITHO-IIPOMBIIUICHHBIX). B oTHOmEeHNH
JIEKapCTBEHHBIX PACTUTENBHBIX MPENapaToB OCTaTOYHBI JaHHBIC CPABHUTEIBHOM PaclagaeMOoCTH.

4. Komusi o1oOpeHHO# ¥ HOBOIA (eciy IpUMeHHMO) crielii(UKaInii BCHOMOTaTeIbHOTO BEIECTBa.

B.11. ) KonTponb kauecTBa JI€KapCTBEHHOTO Mpernapara

b.Il.r. 1 HW3meHneHue
napamMeTpoB
cnenudurkauuu M (WIn)
KpHUTEPUEB IPUEMIIEMOCTH
JEKapCTBEHHOT O
npenapara

VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl



a) YxecToueHue
KPHUTEPUEB IIPHEMIIEMOCTH
crienuduKann

0) YixecToueHHue
KPHUTEPUEB IPHEMIIEMOCTH
cnenqupUKanuu
JeKapCTBEHHBIX
MIpenapaToB, MOJICKAIINX
BBIIYCKY cepui
opuIHanbHBIM
KOHTPOJIbHBIM OPTaHOM

B) JloGaBnenue B
crnenuduKanuio HOBOTO
napaMmeTrpa u
COOTBETCTBYIOILIETO €MY
METO/1a UCTIBITAHUI

T) Ucknrodyenue
HECYIECTBEHHOTO
rmapaMeTpa CrennpUKaIIH
(Hampumep, UCKIIOYECHUE
yCTapeBIlero napaMmerpa)

1) M3MeHeHue, BEIXOAIICE
3a 0HOOpeHHbIE KPUTEPHH
HPpHEMIEMOCTH
cnenudukanuit

e) Hckimrouenne mapamerpa
crenu(uKau, KOTOPBIH
CYIIIECTBEHHO IOBIUSACT Ha
COBOKYITHOE Kad4eCTBO
JIEKapCTBEHHOT O
mpemnapara

k) JloGaBimeHue wiIH
3amMeHa  (HMCKiIrO9ast
OnoJOruYeCcKU u
UMMYHOJIOTHYECKUH
mpemnapar) mapameTpa
crienqupuKanuu u
COOTBETCTBYIOIIECTO EMY
METOJAa UCHBITAaHUN U3
coobpaxeHui
0e30macHOCTH WU
Ka4yecTBa

3) OOHOBJIEHUE TOCHE C
LEIbI0  COOTBETCTBHS
MOTOXEHUIM
OOHOBJICHHOH  0O0mIeit
crateu ['ocymapcTBeHHOM
dapmakonee PecryOnmkn
Kazaxcran Ha
JIeKapCTBEHHBIN Mpemnapar (

")

1,2,3,4

1,2,3,4

1,2,5,6,7

1,2

1,2,3,4,7,8

1,2 1A
1,2 1A
1,2,3,4,5,7 1A
1,2,6 IA

i

i
1,2,3,4,5,7 B
1,2 1A



n) BBoautca craThs

T'ocynapctBeHHOM

dapmakonen PecryOnuku

Kazaxcran "OgHOpOAHOCTE

IO3UpOBaHUA" B LEIAX

3aMEHBl  TEKYIIeTo

3apEruCTPUPOBAHHOTO 1,2,10 1,2,4 IA
MeToJaa, JHOO CTaThs

T'ocynapcrBenHnoit

®dapmaxkoren PecyOmuku

Kazaxcran "OgHOpOAHOCTD

Maccher", oo "
OIHOPOAHOCTH
coziep>XumMoro"

VYcenoBus

1. I3MeHeHHMe He SBIIAETCS CIEACTBHEM KaKOTo-TH0O 00s3aTeNbCTBA, NMPHUHSATOTO IO pe3yjibTaTaM paHee
MIPOBEICHHBIX SKCIEPTH3 C LEJIBI0 IIEPECMOTpa KPUTEPHEB IIPHEMIIEMOCTH CTIeHU(HUKALNK (HalIpUMep, B X0
perHcTpaIy JIEKapCTBEHHOTO NpenapaTa Wik BHeCeHNH n3MeHeHuit 11 Tuma), ecnu Tompko 000CHOBBIBAIOIIAS
JIOKYMEHTAITUs He OblIa paHee MPOBEPEHa U YTBEPIKIACHA B paMKaXx APYrow MpoIeyphl.

2. I3MeHeHHne He SBISETCA CIEICTBHEM HEMPEIBHICHHBIX CUTyallWi, BO3HHUKIINX B XOJE NPOU3BOJACTBA,
HarpuMep, HOBOH HeKBaIH(DUIIMPOBAHHOW PUMECH, U3MEHEHUS MIPEJIEIOB COIEPKAHUSI CYMMBI TPUMECEH.

3. JIroboe n3MeHeHre yKIIabIBaeTCs B IMANa30H TEKYIMX 0J00pEHHbBIX KPUTEPHUEB MPHEMIIEMOCTH.

4. Ananutrdeckas METOAUKA HEC UBMCHACTCS MJIN UBMCHACTCA HE3HAUYUTCIIBHO.

5. Hu oviH HOBBIM METO/ MCHBITAHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHOW METOAOJOTUM WM CTaHAAPTHOU
METOJI0JI0T UM, UCTIONb3YEMOIl 0-HOBOMY.

6. HoBBIif MeTOA MCIIBITAaHUS HE SBIAETCS OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXUMHUYECKUM) HUIIH
METOJIOM, B KOTOPOM HMCHOJIB3YETCs] OMOJIOTHYECKUI PEaKTUB JUIsl ONOJIOTHYEeCKON aKTUBHOH (hapMaleBTHYECKOi
cyOcTaHIuH (32 UCKIIIOYEHHEM CTaHJapTHHIX (papMaKoNmeHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. VI3MeHeHune He 3aTparuBaeT Kakue-JInoo nmpuMmecy (BKIFOYasi TeHOTOKCUYHBIE) MITH PAaCTBOPEHHE.

8. Uzmenenue 3arparuBaeT 0OHOBJIEHUE KPUTEPHEB IIPHEMIIEMOCTH MUKPOOHOJIIOTHYECKUX KOHTPOJIEH B LENSAX
COOTBETCTBHs JeiicTBylonieid dapmakonee, a 3aperMCTPUPOBAHHBIE HBIHE KPUTEPUH HPUEMIIEMOCTH
MHUKPOOHOJIOTHUECKIX KOHTPOJIEH HE BKIIOYAIOT KaKWE-THOO JOTOJIHUTEIbHBIE KOHTPOJH, BKJIIOYCHHBIC B
cnenn(UKaIuio, MOMIUMO (papMaKoIEeHHBIX TpeOOBaHMIA B OTHOIICHUH OIIPEeNICHHOH JIEeKapCTBEHHOHN (POopMBI

9. Iapametp crierpuKaMy HE 3aTparuBaeT KPUTHIECKUI apaMeTp, HalpuMep: KOIMUIECTBEHHOE OIpeielICHHE
mpuMecH (€ClM TONBKO OINPENEICHHBIH pPAacTBOPUTEIh OMHO3HAYHO HE HCIIONB3YyEeTCS B IPOHM3BOJCTBE
JIEKapCTBEHHOTO Mpemnapara) o0y KPUTHIECKYI0 (PU3NIECKYI0 XapaKTepUCTUKY (MPOYHOCTH WU XPYMKOCTh
Ta0JIeTOK, HE IIOKPHITHIX 000JI0YKOI, pa3Mephl) JIF000H 3arpoc Ha MPOITYCK UCTIBITAaHUS

10. IlpemnaraeMblii KOHTPOJIb IOJIHOCTHIO COOTBETCTBYeT Tabmuue crarbu ['ocymapcrBeHHoit dapmakornee
PecrryGnmku Kazaxcran u He BKIIIOYAEeT aJIbTEPHATHBHBIC IPEIOKEHUS] HCIIBITAHUSI OJTHOPOTHOCTH JTI03UPOBAHHUS
C TTIOMOIIBIO BapHally MacChl WIIM OJTHOPOJHOCTH COZEP KaHMUs, €CITH MOCIIEAHNE YKa3aHbl B CTaThbe.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3menaM) Tocke.

2. CpaBHHTeNbHAs TaOJINIIA TEKYIIUX U IPEIaraeMbIX crielu(uKami.

3. ITogpoGHOE ommcaHue JII0O0T0 HOBOI aHATNTHIECKOW METOIMKH M JTaHHBIE BATUIAINHU (B COOTBETCTBYIOIINX
CITyJasix).

4. JlaHHbBIC aHATHW3a ABYX IPOMBIIIICHHBIX CEPUH (B OTCYTCTBHE MODKHBIX O0OCHOBAHHMH TSI OMOIOTHYECKUX
aKTHBHBIX (hapMaleBTHUECKUX CYOCTaHIMI — TPU CEpHH) JIEKAPCTBEHHOTIO Ipemapara Mo BCEM MapamMeTpam
cnenuduKanuy.

5. B COOTBETCTBYIOHNIMX CIy4asX HAHHBIE TECTA CPABHUTEIBHOM KHHETHKH PACTBOPEHHA JIEKAPCTBEHHOIO
mpenapara, 110 MEHbIIEH Mepe, OJAHOW OIBITHO-IPOMBINUIEHHOW CEpPUHU, COOTBETCTBYIOIIME TEKYyIIEH U
npejaaraeMon crienuuKanusM. B OTHOIEHNH JIeKapCTBEHHBIX PACTUTENBHBIX PENapaToB JOCTATOUHBI JaHHbIC
CPaBHUTEIBHON PaclaJjaeMOCTH.



6. O6ocHOBaHUE (OHCHKa) PUCKOB, NOATBECPIKAAOIINEC, YTO MapaMeTp ABJIACTCA HE3HAYUMbBIM.

7. O60cHOBaHKE HOBOTO MapaMeTpa crenuprKanui 1 KpUTEpPHUEB IPHEMIIEMOCTH.

(*) Ilpumeyanne

B.Il.r.2  H3menenue
aHAJIUTHYECKON METOJIUKU
JIEKapCTBEHHOTO
npenapara

a) HesHauutenbHBIE
WU3MEHEHUs yTBEPKACHHON
AHAJTUTUYECKON METOIUKU

0) HcknioyeHue

aHAJNTHYECKOM METOIUKH, 4

eclii albTepHAaTHUBHasA €i
METOJIMKa YK€ 0100peHa

B) l3MeHeHue (3aMeHa)
OHMOJIOTHIECKOTO (
HMMYHOJIOTHYECKOT0)  (
UMMYHOXHMHYECKOTO)
UCITIBITAHHS WU METOJa, B
KOTOPOM  HCIIOJIb3YETCS
OMOJNOTHYECKUH PEaKTHB,
HIu 3aMeHa
OHMOIOTHIECKOTO
npenapara CpaBHEHHUsI, He
OXBA4YE€HHOTO
YTBEPKACHHBIM
MIPOTOKOJIOM

r) Ilpoume wusMmeHeHUs
aHAJIUTHYECKON METOJIUKH
(Bxutovasi tobaBiieHUE MM
3aMeHy)

) O60HoOBIIEHHE
AHAJIUTHYECKON METOIUKH
B IeJIIX COOTBETCTBUS
0oOHOBIEHHOH  o0Ien
ctatbe [ocymapcTBeHHOI
®dapmakornee PecrryOmmku
Kasaxcran

e) B mensx oTpaxkeHus
COOTBETCTBUS
Tl'ocynapcTBenHoit
®dapmakomnee PecrryOmmku
Kasaxcran 1 uckmoueHus
YIOMMHAaHMS yCTapeBIIeH
coOCTBEHHOU
AQHAJIMTUYECKONW METOANKU
u ee HOMepa (*)

"

€CIIM B JI0ChE 3apErHCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpEnapara yHOMHHACTCS
TeKyIee n3ganne” HeoOXOIUMOCTh B YBEIOMIICHHH YITOTHOMOUYEHHBIX OpPraHoB 00
oOHOBJIeHHOM cTaThe I'ocymapcTBeHHoi Papmakonee PK. B c¢Bs3u ¢ atum Takoe
W3MEHEHHE TIPUMEHSETCS IPU OTCYTCTBHHM YIOMHUHAHHS OOHOBICHHOW
(hapMaKomeifHOi cTaTbW B TEXHHMYECKOM J0ChE, a U3MEHEHHE OCYIIECTBISIETCS B
LEeIISIX BKITIOYCHUS YIIOMUHAHUSI OOHOBJICHHOH BEPCHH.

YcnoBus Tpebyemast nokymenramust Bun mpouemaypsl

1,2,3,4 1,2 1A

1 IA
II
1,2 1B
2,3,4,5 1 1A
2,3,4,5 1 IA



YcmoBus
1. CornmacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHH HEOOXOAWMEIC BaMAAIMOHHBIC HCCIICIOBAHUS,
MOATBEP K IAIOIINE, YTO OOHOBJICHHAS aHATHUTUYIECKAas METOANKA, TI0 MEHBIIIEH Mepe, SKBUBAJICHTHA TPEABI Iy

2. Ipenensl conmepaHusi CyMMBI MpUMece He W3MEHMJIMCh, HOBbIC HEKBaJTH(DUIUPOBAHHBIC MPUMECH HE
00OHapy KEHBI.

3. Meroz aHanu3a He U3MEHMJICS (HanpuMep, U3MEHEHHE JUTMHBI KOJIOHKHU WIIM TEMIIepaTypbl, HO HE Ipyroi BUI
KOJIOHKH UJTU METOJ).

4. HoBblif METO/ UCTIBITAaHHUS HE SBISETCS OMOJIOTMYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHYECKHM) HIIH
METO/IOM, B KOTOPOM HCIIOJIb3YETCS] OMOJIOTUYECKUH PEakTUB (3a MCKIIOUEHNEM CTaHJIapTHBIX (hapMaKoIeHHBIX
MHUKPOOHOIIOTHYECKHX METOJIOB).

5. 3aperucTprpoBaHHAs aHAJIWTHYECKAsh METOIMKA YyXK€ CChUIaeTcs Ha OOIIyI0 CTaThlo [ ocynapcTBEHHOM
dapmakoriee PK, a 1r00bie H3MEHEHHMS SBISIOTCS HE3HAYUMBIMU U TPEOYIOT OOHOBJICHHS TEXHHYECKOTO J0CKE.

JoxyMeHTauus

1. TlompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pasfeny(pas3ienamM) A0Che, BKIOYAs OIMHMCAHHE

AHAJTUTHYCCKON METOJI0JIOTHH, PE3IOME TAaHHBIX BAIUIAIINH, IEPECMOTPCHHBIC CrICIM(UKAIIUN Ha TIpuMecH (ecTu
MPUMEHHUMO).

2. CpaBHHTENBHBIC PE3yJbTAThl BATUAAIMUA WIH, NIPH HATHYAU OOOCHOBAHUS, CPABHUTCIHLHBIC PE3yNbTaThl

aHanM3a, TOJTBEPXKIAIONIME TO, YTO TEKyIlee W MpeajaraeMoe HCIBITAHHUC SKBHBAJICHTHBL. Hacrosmiee

TpeboBaHUE HE IPUMEHSIETCS, €CJIU T00ABISIETCS] HOBAsI AHATUTUYECKAsI METOTUKA.

"

€ClIi B JI0ChE 3apErMCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipenapara yHOMHHAETCS

TeKyliee n3anue" HeoOXOAUMOCTh B YBEJIOMJICHUH YIOJIHOMOUYEHHBIX OPraHoB 00
oOHOBNIeHHOW craThe ['ocynapctBennoit ®Papmakonee PecnyOnmuku Kazaxcran
OTCYTCTBYET.

(*) Ilpnmeyanne

B.II.r.3 H3menenue,
3aTparuBaroIiee BBEICHHE
BEIITyCKAa B pEalbHOM
BPEMCHHU HITH BBITYyCKa IO
mapaMeTpam npu
MPOU3BOJACTBE
JEeKapCTBEHHOTO
npernapara

VYcnosus Tpebyemast nokymenraiust Bun mpouemypsl

11
B.II. 1) YnakoBOYHO-yKynOpOYHasi CUCTEMA

B.Il.a.1 M3meHeHne mnepBUYHON YHNAKOBKU Bunpg
YcnoBus TpebOyemast TOKyMEHTAIIHS
JIEKapCTBEHHOTO IIpenapara IpoLEeyph

a) KadecTBeHHBI 1 KOJTMYECTBEHHBIH COCTAB
1. TBepapie TeKapCTBEHHBIE (DOPMBI 1,2,3 1,2,3,4,6 1A

2. Msarkue W HECTEpHIJIBHBIC IKUIKHUE

1,2,3,5,6 IB
JieKapCTBEHHBIE (POPMBI

3. CrepwibHBIE JIEKapPCTBEHHBIC Ipenaparsl 1
O6uonornyeckue  (MMMYHOJOTHYECKHUE) II
JIeKapCTBEHHBIC MIPEeTapaThl

4. W3MmeHeHHWe 3aTparuBaeT YMaKOBKY,

00JIalafoIy0 MCHBIIMMH  3alI[UTHBIMU

CBOMCTBaM IPU OJHOBPEMEHHBIX M3MEHEHMSIX 11
YCIIOBHIA XpaHSHUS U (WIH) COKPAIICHIH CPOKa

TOJIHOCTH

0) HM3meHeHume BHIa KOHTeHHepa WIH
Jno0aBJeHNe HOBOTO KOHTelHepa



1. TBepable, MATKHE U HECTEPUIIbHBIE JKUJKHE

1,2,3,5,6,7 1B
JieKapCTBEHHBIE (hOPMBI

2. CrepuibHBIE JIEKapCTBEHHBIE Npenaparsl 1
O6uonornyeckue  (MMMYHOJOTHYECKHE) II
JIeKapCTBEHHBIC MPEeTapaThl

3. HcknroueHne KOHTeiHepa IEepBUYHOIM
YIAKOBKHU, KOTOPO€ HE IPUBOJAUT K IIOJTHOMY
HCKIIIOYEHUIO JO3UPOBKU WIN JEKapCTBEHHON
(hopmBI

Ycenosus

1. IsmeHeHue 3aTparuBaeT TOJILKO OJUH M TOT XK€ BUJ YIAaKOBKH (KOHTeWHepa) (HampumMep, Oauctep Ha OnucTep)

2. Tlo 3HaAYMMBIM CBOWCTBaM IIpeljIaraeMblii yHMaKOBOYHBIA MaTepHal IO MEHbIIEH Mepe SKBHBAJICHTEH
0JI00pEHHOMY.

3. Hayatel COOTBETCTBYIOIINE MCCIIEAOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMH TPEOOBaHUSIMU
U 3adBUTENIEM Ha MOMEHT BBEJCHUS W3MEHEHMH IpPOAHATU3UPOBAHBl COOTBETCTBYIOLIUE IapaMeTphl
CTaOMIIBHOCTH HE MEHEe YeM Ha JBYX OINBITHO-IPOMBIIUICHHBIX WM HPOMBIIIJICHHBIX CEPHSX, B €ro
pacTopshKeHUN HaxOoJATCS YAOBIETBOPHTENBHBIE pPE3ybTAThl, 1O MEHBIIEH Mepe, 3-MECSIYHOTO H3yYeHHS
crabuinpHOCTH. OIHAKO, €CIH TpeiaraeMasi yIrakoBka 0ojiee ycTOMYMBa 1O CPaBHEHHIO C OJOOPEHHOM, TO
TPEXMECSIUYHbIE JaHHBIE TI0 CTAOMIBHOCTH He TpeOyroTcsl. Vccne1oBaHus 3aBEPIIAIOTCS, €CIIU X Pe3yIbTaThl He
YKJIaJBIBAIOTCA B CHEUM(UKAIMKA WK TTOTCHIUAIBHO HE YKJIAABIBaThCs B CIEUU(HUKAIUU HAa KOHEI CpoKa
TOJHOCTH, UX HEOOXOJMMO HEMEJICHHO IPEICTaBUTh YIOJHOMOYEHHOMY OpraHy Hapsay C IpeuiaraeMbiM
IJIAHOM JeHCTBUI.

4. OcraBmiasicst (ocraBmmecs) ¢opma (popMbl) BITycKa JEKapCTBEHHOTO Iperapara JocTaTo4Ha(bl) s
BBIMIOJIHEHUS! PEKOMEHIAINH 110 JIO3MPOBAHMUIO M TPOJODKUTENFHOCTH JICUEHHs, yKa3aHHBIX B oOImIeit
XapaKTEePUCTHKE JICKApCTBEHHOTO TIperapara.

JoxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3feny(pasenam) 10Che.

2. HeoOxonumble NaHHBIE O HOBOW YMakoBKE (HampuMep, CPaBHUTEIbHBIC NaHHBIC MO MPOHHIIAEMOCTH,
Hanpumep, g 02, CO2, Bnaru).

3. B coOTBeTCTBYIOLIMX CIy4asiX HEOOXOIUMO MPEICTABUTD MOJTBEPIKACHHE TOTO, YTO B3aUMO/ICHCTBUE MEXKIY
COJICPKMMBIM W YIaKOBOYHBIM MaTe€pHajJOM HE IPOUCXOAMT (HAIpUMeEp, OTCYTCTBYET IepeMelleHne
KOMITOHEHTOB TpeajaraeMoro MaTepuaja B €ro COJIEpXKMMOE, KOMIIOHEHTHI JISKapCTBEHHOTO Ipernapara He
MEePEXOIAT B YMAKOBKY), BKJIIOYAs MOJITBEPKIACHHUE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM
(hapMakoneHBIM TpEOOBaHMUSAM HIIN 3aKOHOAATENbCTBY PecryOnmuku KazaxcraH o IIIacTHYSCKUX MaTepuanax u
00BEeKTaM, KOHTAaKTHPYIOIINM C MTUIIEBBIMU IPOTyKTAMHU.

4. Jlexmapariyisi, 9TO0 Ha4aThl TpeOyeMble MCCIEIOBAHUS CTAa0MIBHOCTH B COOTBETCTBUU C YCTAHOBJICHHBIMH
TpeOoBaHMAMH (C YKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOUIMX CIy4asx) Ha MOMEHT BBEICHHSA
W3MEHEHHI B PacToOpsDKEHUU 3asBUTENsI HAXOAWINCH TpeOyeMble MUHUMAJIbHbIE YA0BIECTBOPUTEIbHbIC JAHHBIE
MO CTaOMJIBHOCTH; M YTO UMEIOLIMECS JaHHbIE HE CBHJETEIbCTBOBAIN O KakoW-mubo mpodieme. Heobxoaumo
TaKXKe MPEACTABUTh MOATBEPKICHUE TOTO, YTO UCCICAOBAHUS OYyAyT 3aBEPIICHBI, H YTO €CIIA PE3yIbTaThl HE
OyIyT YKIIaABIBaThCS B CIICIU(UKAIIINH FITH TOTCHIIMATHHO HE YKIIAABIBATHECS B CIICIIU(PHUKAIINA HAa KOHEIl CPOKa
TOJHOCTH, X HEMEUIEHHO TIPEACTaBAT YIOJTHOMOYCHHOMY OpTaHy Hapsay ¢ IpeaiaraéMbIM IUIaHOM JIEeHCTBHU.
5. PesynbraTel nccnenoBannii CTaOMIIEHOCTH, IPOBECHHBIX B COOTBETCTBUH C YCTAHOBICHHBIME TPEOOBAHUSIMH,
10 3HAYMMEBIM ITapaMeTpaM CTaOMIFHOCTH HE MEHEE YeM Ha ABYX ONBITHO-TIPOMBIIUICHHBIX WIIH IPOMBIIIIICHHBIX
CepHUsAX, OXBATHIBAIOIINX HE MeHee 3 MecsleB, U MOATBEPXKIEHHE TOTO, YTO yKa3aHHBIE UCCIIEAOBAaHUSI OyayT
3aBEpLICHBI, U €CITU Pe3YJIbTaThl He OyyT YKIaAbIBATHCS B CHEUU(PHUKALUY WIN TIOTEHIHAIBHO HE YKIJIAJAbIBATHCS
B crienu(UKalnuy Ha KOHEIl CPOKa TOJHOCTH, UX HEMEUICHHO IPE/ICTABAT YIIOJIHOMOYEHHOMY OpraHy Hapsiay
MpeAsiaraéMbIM IIaHOM JIEHCTBUH.

6. CpaBHEHHUE TEKYIIUX U MPEAIaracMbIX crienupUKaIui MepBUYHON YIAKOBKH (€CITH MPUMEHUMO).

7. B cOOTBETCTBYIOLIMX CIIydasix 00pa3iibl HOBOro KOHTelHepa (YKYIIOpKH).



8. Jlexmaparus, 4To ocTaBUIMics (OCTaBIIMECs) pa3Mep (pa3Mepsl) YIIaKOBKH COOTBETCTBYET (COOTBETCTBYIOT)
peXuMy IO3UPOBAHUS U MPOAOIDKUTENBHOCTU JIEYEHHS U JIOCTATOUYHBI AJIS BBIOJHEHHUS PEKOMEHJAIUH Mo
JIO3MPOBAHUIO, IPUBEJICHHBIX B O0IIEH XapaKTepHCTHKE JIEKapCTBEHHOTO TIpernapaTa.

Jost B.11.J1.1.6) — ecn u3MeHeHre IPUBOIUT K "'00pa30BaHUIO
[Ipumeuanue HOBOH JIEKapCTBEHHOM (HOPMBI", TO TaKOE€ U3MEHEHHE TPEOyeT
M0/IaY¥ 3asBJICHUS O PACIIUPEHUN PETUCTPALIUH.

b.Il.n.2 U3menenune napamMeTpoB

cnenupukanud u  (WIH) KPUTEPUEB Bun
wipuicau ( )v purep VYcnosus TpeOyemast TOKyMeHTaIHs

NPUEMJIEMOCTH  TEPBUYHOH  YMaKOBKH MpOLEAYPHI

JIEKapCTBEHHOTO TIpernapaTa

a) Y’KecToueHHEe KPHUTEPHEB IPUEMIEMOCTH

) PP P 1,2,3,4 1,2 1A

cnenuuKauu

0) JobGaBnenue B crenudHKalHUiO HOBOIO

nmapamMerpa © COOTBeTcTBylomed emy 1,25 1,2,3,4,6 1A
AHATUTHYECKON METOIUKA

B) MckimoueHne HeCyIeCTBEHHOTO apameTpa

cnenudukanuu (Hampumep, HCKiIodenue 1,2 1,2,5 IA
YCTapeBIIEro napaMeTpa)

r) JlobaBineHme WM 3aMeHa Mapamerpa
cnenuUKaul U3 cCooOpakeHn 6e30MaCHOCTH 1,2,3,4,6 1B
WM KauyecTBa

VcnoBus

1. M3MeHeHUEe HE SBISICTCS CICICTBHEM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOrO MO pPe3yjbTaTaM paHee
MPOBEJICHHBIX JKCIIEPTH3 C IICNBI0 aHAIHM3a KPUTEPHEB MPUEMIIEMOCTH CHEIM(UKAINK (HAIPUMEp, B XOJe
perucTpaiuu JISKapCTBEHHOTO Nperapara Wwin BHeceHnu n3MeHenwuii I tuna).

2. Vi3MeHeHue He SIBISIETCS CIIEACTBHEM HENPEIBUACHHbBIX CUTYAIlUi, BO3HUKIIUX B XO/I€ TPOU3BO/ICTBA.

3. JIrob6oe u3MeHeHHe YKIaIbIBACTCS B IHANA30H TEKYIUX 0J00PEHHBIX KPUTEPUEB MPUEMIIEMOCTH.

4. AnaguTHdeckas METOUKA HE M3MEHSICTCS HIIM M3MEHSETCS HE3HAUNTEILHO.

5. Hu oawH HOBBIN METOX UCHBITAHUS HE OCHOBAaH Ha HOBOW HECTAHJAAPTHON METOIOJIOTHHU WU CTaHAAPTHOMN
METO/IOJIOTHH, UCTIONB3yEMOM TO-HOBOMY.

JoxyMmeHTanus

1. [TonpaBka K COOTBETCTBYIOIMIEMY(COOTBETCTBYIONTNM) pa3eny(pasuenam) J0Che.

2. CpaBHHTENbHAS TaOIUIA TEKYIIUX U MIPEIaraeéMbIX CTICITU(pUKAIHHN.

3. [MompobHOE omricaHue HOBOW aHATUTHYECKONH METOJWKH U JaHHBIE BATUAANNH (B COOTBETCTBYIOIINX CIydasix)

4. JlaHHbIe aHANMN3a ABYX CEPUil yIIaKOBOYHOTO MaTepHana 110 BceM napamerpaMm (IIoKa3aTelisiM) cuelu(uKaim.
5. ObocHOBaHME (OIIEHKA) PUCKOB, ITOATBEPKAAIOIINE, YTO TApaMeTp SIBIISIETCS HE3HAYNMBIM.
6. ObocHOBaHIE HOBOTO MapaMeTpa CIenn(PUKAIINH U KPUTEPHUEB ITPUEMIEMOCTH.

B.11.n.3 3MeHenne aHaIMTUYECKON METOIUKHU

. Bun

JUISL TICPBUYHOM YIAaKOBKU JIEKAPCTBEHHOTO Y CIIOBUS Tpebyemast TOKyMEHTAIUS

mpouena bl
mperapara p yp
a) HesHaumMmble wu3MeHEHHS OIOOPEHHOM
) " p 1,2,3 1,2 IA
AHAJTITUTUYCCKOU MCTOOIUKHU
0) IIpoune wW3MEHEHHWS aHATUTUUYECKOU 3.4 12 A
METOAMKHU (BKIIOYAs 3aMEHY WM 100aBieHue) = ’
B) HckiroyeHue aHaTuTUYECKOH METOAMKH,
eclIu albTepHAaTUBHas el MeToguka yxe 5 1 IA

omoOpeHa

YcnoBus



1. CoryiacHO COOTBETCTBYIOIINM JIOKYMEHTaM, IPOBEJCHHasi He00X0uMasi BaJTUIAIMs, TIOATBEPXKIAtomas To,
4YTO OOHOBJICHHAS AHAIUTHYECKAsh METOHMKA, [10 MEHBIIICH Mepe, SKBUBAJICHTHA PEIbIIYILCH.

2. Meton aHanu3a He W3MEHMJICS (HAmpUMep, N3MEHEHHUE JUIMHBI KOJIOHKH WJIM TeMIIepaTypbl, HO HE Apyras
KOJIOHKA WJTH METOJ).

3. Hu onviH HOBBIH METOJ MCIBITaHHSA HE OCHOBAaH Ha HOBOW HECTAaHIAPTHOM METOIOJIOTMU WIN CTaHAAPTHOM
METOJI0JIOTHH, UCIIOJIE3yEeMOH IT0-HOBOMY.

4. AxrtuBHas (apmaneBTHUecKas CyOCTaHIUs (JICKapCTBEHHBIN IIpermapar) He SBITIOTCS OMOJIOTHYCCKHMH (
HMMYHOJIOTHYECKUMHU).

5. ApTepHaTUBHAS aHAIUTHYECKas METOIMKA JUI MapaMeTpa cneluduKannuy yxe onlo0peHa, Ipyu 9TOM TakKas
MeTOoArKa Oblla BKJIIOUYEHA HE ¢ TOMOIIBI0 [A-yBeTOMIeHUS.

JoxymeHTanus
1. ITompaBka K COOTBETCTBYOIEMY(COOTBETCTBYIOIIMM) pa3zeiy(pasienamM) 10Cke.
2. CpaBHHTENBHBIC PE3YJbTAThl BATUAAIMUA WM, NIPH HATHYAU OOOCHOBAHUS, CPABHUTCIIHHBIC PE3yNbTaThl

aHaJIn3a, NOATBCPIKIAAIOIIMUEC TO, YTO TCKYWICC U NOpeAjiaracMo€ HCIbITAHUEC 3KBUBAJICHTHBI. HaCTOSIHIeC
Tpe60BaHI/I€ HE IMIPUMCHSACTCA, CCIIN ,I[O6aBJ'I$I€TC$I HOBas aHAJIUTHYCCKas METOAMKA.

b.IL.x. 4 Usmenenue Gopmbl UK pa3MepoOB

y Bun
NEPBUYHON YNAKOBKHM, WIH YKynopku ( YcioBus TpeOyemast fOKyMeHTaIMs

. MPOLEAYPHI
MEpBUYHOH yITaKOBKH) P P
a) Hectepunpable nekapcTBeHHBIE ipemapatel 1, 2, 3 1,2,4 IA
0) UM3menenue ¢GOpMBI MM pPa3MEpPOB
3aTparuBaeT  KJIOYEBHIE  IIOKA3aTeNH
YyHAaKOBOYHOTO  MaTepuana, KOTOpbIe I
CyIIECTBEHHO BJHSIOT Ha JOCTaBKYy,
MIPUMEHEHHE, 0E30MaCHOCTh WM CTaOMIIBHOCTD
JIEKapCTBEHHOTO IIpenapaTa
B) CTepriibHbIE JIEKapCTBEHHBIC MTPETIapaThl 1,2,3,4 IB

Ycnosus

1. KauecTBeHHBIN U KOJIMYECTBEHHBIN COCTAB IEPBUYHOMN YIIAKOBKH HE U3MEHMUJICS.

2. VI3MeHeHme He 3aTparuBaeT KJII0YEBbIC MOKA3aTeIHN KauecTBa YIIAKOBOYHOTO MaTepHaa, KOTOPhIE BIHIOT Ha
JOCTaBKY, IPUMEHEHNE, O€301MaCHOCTh WM CTa0MIBHOCTH JIEKAPCTBEHHOTO TIpenapaTa.

3. Ilpm wu3MeHEHHH CBOOOJHOTO WPOCTPAHCTBA WM OTHOWICHWS MOBEPXHOCTH (00BEM) COTIIACHO
COOTBETCTBYIOIINM JOKyMeHTaM PecnyOnuku Kaszaxctan mo cTaOMIBHOCTH HadaThl COOTBETCTBYIOLIHE
UCCJIeJOBAaHMs CTa0MIBHOCTH; POAaHATM3UPOBAaHbI COOTBETCTBYIOIINE TapaMeTphl CTAOMIBHOCTH HE MEHEe YeM
Ha JBYX ONBITHO-ITPOMBINUICHHBIX (7151 OMOJIOrHYECKUX (MMMYHOJIOTHYECKHUX) JIEKapCTBEHHBIX MpEnapaToB —
TPEX CEepHsAX) WIM NPOMBIIUICHHBIX CEpHUsX; B PACHOPSDKEHUM 3asBUTENST HAXOISTCS YJIOBJIECTBOPUTEIbHBIC
pe3ynbTaThl, IO MEHBIIEH Mepe, 3-MEeCSYHOro HW3Yy4YeHHsI CTaOWiIbHOCTH (I Owonormueckux (
MMMYHOJIOTHYECKHX) JICKapCTBEHHBIX IIPENapaToB — IIECTHMECS4YHOro). IloaTBepxmeHue TOTO, UYTO
uccienoBaHus OyIyT 3aBEpLICHBI, U YTO €CJIM PE3yNbTaThl HE OyOyT YKIaAblBaThCsl B CIEUU(HKAINN WIIH
MOTCHIHAJIbHO HE YKJIAAbIBATHCA B cneumbmcaum/l Ha KOHEI[ CpOKa IoOAHOCTHU, UX HEMCIJICHHO IMPEACTaBAT
YIOJTHOMOYEHHOMY OpraHy Hapsiiy ¢ IpeaiaraéMbIM IJIaHOM JIeHCTBUIA.

HoxymeHTauus

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3ieiy(pa3zienaM) A0Che, BKIIOYas ONHCAaHWE,
MOPOOHBIH YEpTEXX M COCTaB MaTephaja KOHTEHHepa MM YKYHOPKH, a TakXKe IepecMOTp HH(POpPMALUH O
JIEKapCTBEHHOM TIpenapaTe.

2. B COOTBETCTBYIONIHX CIydasx 00pa3nbl HOBOTO KOHTEHHEpa (YKYIOPKH).

3. IlpoBeneHbl NMOBTOPHBIE BAJIMAALMOHHBIC HCCIEIOBAHUS CTEPHIIBHBIX IIPENApaToB, IOABEPTAIOIINXCS
TEPMUHANBHON cTepuian3anud. B COOTBETCTBYIOMMX Cllydasx HEOOXOOMMO YyKa3aTb HOMEpa Cepuii,
UCIIOJIb30BaHHBIX B BAINAAIIMOHHBIX UCCIIEIOBAHUSX.

4. ITpu u3MeHEeHNH CBOOOIHOTO MPOCTPAHCTBA WIIM OTHOIIEHHS TIOBEPXHOCTH K 00bEMY JICKIapaIlisl, YTO HAYaThl
TpeOyemble McciIeoBaHMsl CTa0MIBLHOCTH B COOTBETCTBUHU C YCTAHOBJICHHBIMH TPeOOBaHUSAMH (C yKazaHHEM
HOMEPOB CEepHii); M 4TO (B COOTBETCTBYIOIIMX CIIy4ask) Ha MOMEHT peaH3alliy yBEeJOMIICHHSI 00 n3MeHeHnH [A



TUTIA ¥ TI0JIaY¥ YBEAOMIICHHUs 00 mM3MeHeHHH |B THIIa B €ro pacmopsKeHHU HaXOMATCS YIOBICTBOPUTCIHHBIC
Pe3yNIbTaThl U3YYCHUSI CTAOMIBHOCTH;, M YTO MMCIOIIUECS JaHHBIC HE YKA3bIBAIOT Ha KaKUE-THOO MPOOIEMBIL.
Heo0xommmo Taxke mpeAcTaBUTh MOATBEPXKICHHE TOTO, YTO HCCIEAOBAaHUSA OyIyT 3aBEpIICHBI, H YTO €CIIH
pe3yapTaThl He OYAyT YKJIaabIBaTHCS B CHENU(UKAINN WIH MOTEHINAIBHO HE YKIAABIBATHCS B CHEIU(UKAITUI
Ha KOHEI[ CpOKa FOJAHOCTH, UX HEMEJICHHO MPEACTaBAT YIOJIHOMOUYEHHOMY OpraHy Hapsay C HpeajaraeMbiM
IUIAHOM JCHCTBUM.

B.Il.x.5 HW3meHenue pa3mepa yHIaKOBKHU Bung
VYcaoBust Tpebyemast TOKyMEHTAIUS
JIEKapCTBEHHOTO TIpenapaTa MPOLEAYPHI

a) l3MeHeHHMe KoOJNIMYECTBAa EIHMHHII
JIeKapCTBEHHOH (OpPMEI (HanpuMep, TadJETOK,
amITyJT) B yITaKOBKe

1. 3meHeHune ykiaapiBaeTCs B OAOOPEHHBIN
JTHAIa3oH pa3MepOB YIIaKOBOK

1,2 1,3 1A

2. MI3MeHeHue He YKIIAIbIBACTCSA B OJ00PCHHEBIN
Jara3oH pa3MepoB YIaKOBOK

1,2,3 B

6) M3menenune pasmepa (pa3MepoB) YIaKOBKH ( 3

1,2 1A
YIIaKOBOK)

B) M3MeHeHMe HOMHHAIBHOHW Macchl (

HOMUHAJIBHOTO 00BEMa) CTEPHIIBHBIX

MHOT'O0O3HBIX (I/IJ'II/I OOHOJO3HBIX C HAaCTUYHBIM

U3BJICYCHUEM) IapeHTePaIbHBIX II
JIEKapCTBEHHBIX TPETapaToB U OMOJIOTHYECKUX

(MMMYHOJIOTHYECKHX) MHOTOJI03HBIX

MapeHTEePAIbHBIX JIEKAPCTBEHHBIX IPETIapaToB

r) U3MmeHeHHMe HOMHUHAJIBbHOM Macchl (
HOMHUHAJILHOTO 00beMa) HemapeHTepabHbBIX
MHOTO/IO3HBIX (MJIM OTHOJIO3HBIX C YaCTHYHBIM
W3BJICYCHUEM) JIEKAPCTBEHHBIX IIPENapaToB

1,2,3 IB

Ycnosus

1. HoBslit pazmep yIakOBKU COOTBETCTBYET PEKUMY JIO3UPOBAHHUS U NMPOAOIKUTEILHOCTH JICUCHHUS], YKa3aHHBIM
B 00IIIell XapaKTepUCTHKE JIEKapCTBEHHOT' O Ipenapara.

2. Marepuai nepBUYHON YIIaKOBKH HE U3MEHSETCS.

3. OcraBumecs: (popMbl BBITyCKa MO3BOJISIIOT BBINOJHUTE PEKOMEHJAIMU MO JO3MPOBAHUIO U JJIUTEIBHOCTH
JIeYeHUs], yKa3aHHbIE B OOIIEeH XapaKTepHCTHKE JIEKapCTBEHHOTO Mpernapara.

JoxymeHTanus

1. TompaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOUIMM) pasjeny(pas3ienamM) 10chbe, BKIIOYas MEpecMOTp
MHPOPMAIINH O JIEKApCTBEHHOM Iperapare.

2. ObocHOBaHME, YTO HOBas (OCTAIOIIMECS) pa3Mephl yNMAaKOBOK COOTBETCTBYIOT PEXHUMY O3HPOBAHUS U
MIPOOIKUTEIBHOCTH JICICHHS, YKa3aHHBIM B OOIIEH XapaKTepHCTHKE JIEKapPCTBEHHOTO IIpenapara.

3. lexnapanusi, 4TO €CIH OKHIACTCS BIMSHHUE Ha CTAaOMIIBHOCTD, COTTIACHO COOTBETCTBYIONINM yCTaHOBICHHBIM
TpeboBaHMsIM OyAyT HadaThl HCCIEHOBaHWS cTaOWIbHOCTH. JlaHHBIE HEOOXOOUMO MPEACTaBUTH (C
npeagaraeMbIM IJIAHOM JIEHCTBHH ), JIUIITb €CJIM OHHM HE YKJIAILIBAIOTCS B CTICIIM(DUKAITIH.

Husa B.IL.n5.B) m T) — ecam H3MEHEHHE IPUBOAMUT K
IIpumeuanue: HM3MEHEHHIO "TO3UPOBKHU" JIEKAPCTBEHHOTO Mpernapara, To TaKoe
N3MEHEHHE TpeOyeT MoJayuy 3asBICHHS O PACIIUPEHNH.

B.Il.n. 6 U3meHeHue Kakoif-nmubdo

cocTaBisifoled  (MEPBUYHOM) YHaKOBKH,

HEMOCPEJCTBEHHO HE COINPHUKACAIOLENCT C

JIEKapCTBEHHBIM ITpEnapaToM (HarpuMep, [BET

CBhEMHBIX KOJIAYKOB, IIBETHBIC KOAOBBIC Y CIOBHSA TpeOyemast fOKyMeHTaIMs



KOJIblla Ha aMiyJjax, U3MCHCHUC KOJIIIa4Ka, B u pit

3AIMUIIAOIIEr0 UIITy (MCHONB30BaHHUE IPYTOro HpOLEaypPBI
TJIACTHKA))

a) M3menenue, 3arparusatoliee HHGopManuio o | | A
JIEKapCTBEHHOM TIperapaTe

06) U3meHenume, He 3aTparuBarolee | A

HUH(OPMALIUIO O JISKAPCTBEHHOM IIperiapare

YcmoBus
1. Mi3MeHeHHe HE 3aTparuBacT 4acTH YIMAKOBOYHOTO MaTepuasa, KOTOPHIC BIUSIOT HA JOCTaBKY, IPUMCHCHUE,
0€30MaCHOCTh WIIH CTa0MIILHOCTH JICKAPCTBEHHOTO TIperapara.

JoxymeHTanus
1. TlompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOUINM) pasfeny(pasienaM) O0Cbe, BKIIOYas IEPECMOTP
UH(}OPMALUH O JISKAPCTBEHHOM IIpenapare.

B.11.n.7 U3MeHeHHe TOCTaBIIMKAa KOMIIOHEHTOB

. B un
YIaKOBKH WM YCTPOHCTBa (ecd yKa3aHO B Y CIIOBHS Tpebyemast TOKyMEHTAIUS
MPOIICTyPBI
JIOCHE)
a) McxiroueHne nocraBiyka 1 1 IA
0) 3ameHa WM T00aBIIEHUE TIOCTABIIMKA 1,2,3,4 1,2,3 1A
B) JIrob6oe M3MEHEHNE MOCTABIINKOB CIleficepoB 1

JO3UPOBAHHBIX UHT'AJIATOPOB

VYcnoBus

1. UckiroueHrne KOMITOHCHTA YIIAKOBKY WIJIH U3JICITUS HE TIPOUCXOIHNT.

2. KauecTBeHHBI U KOJMMYECTBEHHBIH COCTaB KOMITIOHEHTOB YIIAKOBKH (M3CNHUs) U CHelH(HUKANN 3CKH3a HE
HM3MEHSFOTCS.

3. CrenpuiKaniiyl ¥ METOIBI KOHTPOJIA Ka4eCTBa, IT0 MEHBIIIEH Mepe, IKBUBAICHTHEI.

4. MeTox CTepiIIn3allui U €€ YCIOBHUS HE H3MEHSIOTCS (€CIIA IIPUMEHHMO).

JloxyMeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3ienaM) 10cke.

2. [lonTBepxaeHNe perucTpaiii MEAUIUHCKOTO n3aenus B PecryOmuke Kazaxcran B OTHOIIEHHH METUITMHCKAX
W3JeNuil, IpuIaraeMbeIX K JIEKapCTBEHHOMY IIperapary.

3. CpaBHHTENbHAS Ta0JIMIA TEKYIINX U MpeIaraeMpIX Clenn (KA (€cIu MPIMEHUMO).

b.Il.x. 8

N3menenue

nu3anHa

MapKUpPOBKU Y CIIOBUS Tpebyemast JOKyMeHTaIs Bun npouenypst
MEpPBUYHON U

BTOPUYHOMU

YIaKOBKH

1,2 1,2 1A

YcnoBus

1.KauecTBeHHBIH M KOJIMYECTBCHHBIH COCTaB KOMIIOHCHTOB YMAaKOBKH (M3CNUsA) M Cenu(UKAIIUN 3CKH3a HE
W3MEHSIIOTCSI.

2.V3meHeHue He TpeOyeT OleHKH 0e30MacHOCTH, KauecTBa M 3PPEKTUBHOCTH U COOTHOIICHUS MOJIb3a-PUCK
JICKApCTBCHHOTO CPEICTBA (CIeNUAN3UPOBAHHAS IKCIICPTH3A).

JoxymeHTanus
1. ITommpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3iey(pa3menaM) T0cke.
2. MakeTbl YIIaKOBOK B CTapOM AH3aiiHe.

b.II. ¢) CrabunbHOCTH



Bb.Il.e. 1 U3menenue cpoka
TOJHOCTH WJIH YCIOBUH
XpaHEHUs JIEKapCTBEHHOTO
npemnapara

a) CoxpaieHue cpoka
TOZHOCTH JIEKapCTBEHHOTO
mpemnapara

1. VYmakoBaHHOrO B
KOMMEPUYECKYIO YIIaKOBKY

2. TIlocne mepBoro
BCKPBITUS

3. Ilocne pa3BeneHus UiIu
BOCCTAHOBJICHHUS

0) VYBemmueHme cpoka
TOHOCTH JICKaPCTBEHHOTO
npenapara

1. VYnakoBaHHOro B
KOMMEPYECKYIO YITaKOBKY (
MOATBEPKACHHOE
JaHHBIMH B pEaJbHOM
BpPEMEHN)

2. TIlocne mepBoro
BCKPBITHS (
HOJATBEPXKAECHHOE
JaHHBIMH B peaJbHOM
BPEMEHN)

3. Ilocne pa3BeneHus UiIu
BOCCTAHOBJICHU I (
MOJTBEPKACHHOE
JaHHBIMU B pE€aJlbHOM
BpPEMEHN)

4. VYBenmnueHHe CpoKa
TOHOCTH nyTeM
SKCTPpAIOJIAINU JaHHBIX I10
CTaOUIBHOCTH, HE
COOTBETCTBYIOIIEH
JIokyMmeHTaM PecrryOnukn
Kazaxcran (*)

5. YBenuueHue nepuoja
XpaHeHHsT OHOJIOTHYECKOTO
(MMMYHOJIOTHYECKOTO)
JeKapCTBEHHOTO
Tperapara B COOTBETCTBHH
c ono0peHHOH
MporpaMMoil U3y4eHUs
CTaOWIBHOCTHU

B) HM3MmeHeHme ycCioBHiA
XpaHeHUs] OUOIOTHIECKUX
(MMMYHOJIOTHYECKHX )
JeKapCTBEHHBIX
npenaparoB,  €cliH

TpeOyemast qoKyMeHTaIMs

1,2,3

1,2,3

1,2,3

1,2,3

1,2,3

1,2,3

1,2,3

Bun npoueaypst

IA

IA

1A

1B

1B

IB

II

IB



HCCIEeIOBAHUS 11
CTaOMIBHOCTH TIPOBEICHBI

HE B COOTBETCTBHH C

TeKymeh oxo0peHHon

IpOrpaMMON  H3y4deHUS

CTaOMJIBHOCTH

r) V3MeHeHHe yCIOBHIA

XpaHEHUsI JEKapCTBCHHOTO

npemnapara UIu

JIEKapCTBEHHOTO 1,2,3 1B
npemnapara nocie

pa3BeeHUS (

BOCCTAHOBJICHUS)

1) N3menenue
o100peHHoro mportokona 1,2 1,4 1A
CTaOWIBHOCTHU

VcnoBus

1. HempenBuaeHHBIX CUTYaIMAX, BOSHUKIINX B XOZ€ IIPOU3BOJCTBA, WIH H3MCHECHUS CTAOMIBHOCTH H3MEHEHHE
HE OCYIIEeCTBIAECTCS

2. VI3MeHeHns He IPUBOIAT K PACIINPEHUIO KPUTEPUEB MPHEMIIEMOCTH UCTIBITYEMBIX ITAPaMETPOB, HCKITFOUECHHIIO
napameTpa cTaOMIBHOCTH, UM CHIDKEHUIO YacTOTHI UCTIBITAHUH.

JoxymeHTanus

1. [TorpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOINM) pa3aeiy(pasaenam) qocke. OHa CopepikaTh pe3yIbTaThl
COOTBETCTBYIOIIUX UCCIICIOBAHUN CTAOWIFHOCTH B PEaIbHOM BPEMEHH (OXBATHIBAIOMINX BECh CPOK TOHOCTH),
MPOBEICHHBIX COTJIACHO COOTBETCTBYIOmHUM nokyMeHTam PK, mo MeHpme# wepe, Ha HOBYX
OTBITHO-IIPOMBITIUNICHHBIX ~ cepuax(l) JekapcTBEHHOro TIpermaparta, YIaKOBAaHHOTO C  TIOMOIIBIO
3aperuCTPUPOBAHHOIO YMAKOBOYHOTO MaTepuana M (WIM) COOTBETCTBEHHO IOCJIE IEPBOTO BCKPHITHS WIH
pa3BelcHHs; B COOTBETCTBYIOLIMX CIIy4asX HEOOXOIMMO MPEACTABHUTH PE3yJIbTaThl MUKPOOHOIOTHYCCKHX
HUCIIBITaHUM.

2. IlepecmoTrpenHas uHMpOpMAIHs O JCKAPCTBCHHOM Ipernapare.

3. Konnu yTBep kK IeHHBIX crenM(UKANi Ha KOHEIl CPOKa TOAHOCTH U, €CIH MPHUMEHUMO, CIICIU(UKAIIUH TTOCIIE
pa3BeicHUs (BOCCTAHOBIICHHMS) FUTH TTOCJIE TIEPBOT'O BCKPBITHS.

4. Ob60oCHOBaHUE MpeTaraeéMbIX H3MCHEHUIA.

B oTHOIIEHHH OHOIOIHYECKOTO (I/IMMyHOJ'IOFI/I‘ICCKOI‘O) JICKapCTBCHHOT'O Ipcriapara

(*) llpumeyanue:
IKCTPAITOJIILHS HETIPUMEHHMA.

HpI/I HaJIMYuu 00sI3aTeILCTBA MPOBEPUTH CPOK I'OJHOCTH HAa MPOMBIIIJICHHBIX CCPUIX
JO0IYCTHUMBI OIIBITHO-IIPOMBIINIJICHHBIC CCPUU.

(M

B.11. x) IIpoekTHOE moJie ¥ MPOTOKOJI MOCTPETUCTPALIMOHHBIX U3MEHEHUN

B.Il.x. 1 BBenenue HOBOrO

MPOEKTHOrO0 MOJS WU

pacumpeHue 0J00peHHOT0

MIPOEKTHOTO oA

JIEKapCTBEHHOTO VYcaosus Tpebyemast nokymenramust Bun mpouemaypst
npemnapara (3a

HCKIIOYEHHEM

OMOJIOTUYECKOTO),

3aTparuBarolee:

a) Omgny wnum Oolee
OTJACJIbHBIC OIEpaIuu
npoliecca MpPOM3BOJICTBA
JEKapCTBEHHOTO



npenapara, BKJIOYas 1,2,3 11
COOTBETCTBYIOIIHE

BHYTPHUIIPOHU3BOICTBCHHEIC

KOHTpoiIu #  (WiIN)

AHATUTUYECKNE METOTUKU

0) AmHanuTUYecKHe

METOIUKH TS

BCIIOMOTATEIBHBIX

BEIIECTB (MIPOMEKYTOTHBIX 1,2,3 II
OpOAYyKTOB) u (Wium)

JICKapCTBEHHOTO

mperapara

JoxymeHTanus

1. PesympraTh! uccmenoBaHmil pa3paboTKu Mpemapara U mporecca (BKII0Yasi OLEHKY PUCKOB M MHOTOMEPHBIE
HCCIIEIOBAHMS COOTBETCTBEHHO), TOATBEPXKIAIOMIAE TO, YTO JOCTHTHYTO LEIOCTHOE MEXaHHUCTHYECKOe
MMOHMMAaHKE ToKa3aTeNiel KauecTBa MaTepruaioB M apaMeTpOB Mpolecca Ha KPUTHUIECKUE TTapaMeTphl KauecTBa
JIEKapCTBEHHOI'O Mpernapara.

2. OnucaHue MPOSKTHOTO MOJs B TAOJIMYHOM BHUJIE, BKIIOYAs IEPEeMEHHbIC (CBOMCTBa MATCPHAIIOB M TapaMeTPhl
mpolecca NPOU3BOACTBA) U UX IpeJjIaraeMble JUana3oHsbl.

3. [TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONINM) pa3eiry(pa3iesaam) 10Che.

B.Il.x. 2 Bseneuune

MOCTPETUCTPALUOHHOTO
MPOTOKOJIA YIpPaBICHHS

YcmoBus Tpebyemast qokyMmeHTauuss Bu mporexypsl
H3MEHCHHUIMH, peoy y A IpOLeAYp
3aTparuBalOUIUMHU
JIEKapCTBEHHBIN Mpernapar
1,2,3 I

JoxymeHTanus

1. ITogpoOHOE onMcaHKe MPEATAracMOro H3MCHEHUS.

2. [IpoTokoun ynpaBiieHHs] U3MEHEHHUSIMH, 3aTParuBaIOIMMU JICKAPCTBEHHBIH Mpemapar.
3. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3jieny(pasenam) 10Che.

B.Il..x. 3 MHckimrodyeHue

YTBEPXKJIECHHOTO
IPOTOKONA YIPaBICHUS
P yop VYcnosus TpeOyemast nokymeHTanus Bun npomenypsr
U3MEHEHUAMH,
3aTparuBalIUMHU
JIEKapCTBEHHBIN Mpenapar
1 1 1A

VYcnoBus

1. HckmtoueHue TMOCTPETHCTPAI[MOHHOTO TIPOTOKOJA YIPAaBICHHS HM3MEHEHUSIMH, 3aTPardBarOIIUMU
JICKapCTBCHHBIN Mpemnapar, He SBISETCSA CICACTBHEM HEMPEIBHICHHBIX CHTYAaIlMid WM HECOOTBETCTBUS
cnenu(UKanny B X0/ BBEICHUS U3MCHCHH, ONIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSACT HAa YTBEPKIACHHBIC
CBEJICHHS, BKIIIOYEHHEIE B IOCHE.

JoxyMeHTanus
1. OGocHOBaHUE MpeIIaraeMoro UCKIIOYSHHUS.
2.

B.Il.x. 4 U3meHenus
YTBEPKICHHOTO
MPOTOKOJA yIPaBICHUS
W3MCHEHUSIMHU

VYcnosus TpeOyemast nokymeHTauusi Bun nponenypst



a) 3HaYMMbIC U3MCHCHUS I
MPOTOKOJNA YIPaBICHUS
M3MCHEHHUSIMUA

0) Hesznauumeie
U3MCHCHUS MPOTOKOJA
YIpaBJICHUS N3MCHEHUSIMH,
KOTOpbIE HE H3MEHSIOT
CTpaTeruio, OMUCAHHYIO B
MPOTOKOJIE

JoxymeHTanus

1. dexnapanus, 9to J1t000€ U3MEHCHUC YKIIAABIBACTCS B UAMA30H JICHCTBYIOIIUX YTBEPHKICHHBIX KPUTCPHECB
npuemMiieMocTd. [loMUMO 3TOro, JAEKIIapamus, 4TO B OTHOIICHHU OWOJOTHYCCKUX (MMMYHOJIOTHUYECKUX )
JIEKAPCTBEHHBIX MPENApPaToB HE TPEOYETCsI OIIEHKA COMOCTABUMOCTH.

B.Il.x. 5 Peanuzanus
HU3MEHEHUH,
MpENYyCMOTPEHHBIX
YTBEPKAECHHBIM
MPOTOKOJIOM YIPABIICHHUS
U3MEHEHUSIMU

VYcnosus Tpebyemast nokymenTaiust Bun mpouemypsl

a) Peanm3zanus n3MeHeHust
HeE TpebOyeT
JOTIOTHUTEIbHBIX
BCIIOMOTATENIBHBIX JaHHBIX

1 1,2,4 1A

0) Peanuzarnus u3MeHEeHUs
TpeOyeT ITOMOHUATEIEHBIX 1,2,3,4 1B
BCIIOMOTATENbHBIX TAHHBIX

B) Peanuzanusi uaMeHeHUs

610T0TUYECKOT O (

MMMYHOJIOTHUYECKOTO0) 1,2,3,4,5 1B
JEKapCTBEHHOTO

mperapara

YcnoBus

1. IlpennoxeHHOE H3MEHEHHE OCYILECTBJIECHO B IIOJHOM COOTBETCTBHH C YTBEPKACHHBIM IPOTOKOJIOM
yIpaBJIeHUs] U3MEHEHUSIMU, TpeOyrolliee HEMEITIEHHOTO YBEJOMIIEHHS TIOCIIE €r0 pealn3aliu.

HoxymeHTtauus

1. Ccputka Ha yTBEpKAECHHBIM IPOTOKOI YIIPABICHHUS U3MEHEHHUSIMH.

2. Jlexnapanusi, YT0O N3MEHEHHE COOTBETCTBYET YTBEP)KACHHOMY IPOTOKOJIY YIPaBICHUS U3MEHEHUSIMH M 9TO
pe3yIbTaThl UCCIEAOBAHUS YIOBIETBOPSIIOT KPUTEPUSAM ITPUEMIIEMOCTH, OTOBOPEHHBIE B ITpoTokoie. [Tomumo
3TOT0, JEKJIApaIys TOTO, YTO B OTHOLICHNH OMOIOTHYECKHX (MMMYHOJIOTHYECKHX ) JIEKApCTBEHHBIX IPETapaToB
He TpeOyeTcs OIIeHKa COMOCTaBUMOCTH.

3. Pesynbprathl mccnenoBaHWNA, MPOBEICHHBIX B COOTBETCTBHM C YTBEP)KACHHBIM IPOTOKOJIOM YIIPABICHHUS
U3MEHEHUSIMH.

4. IlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3aenam) 10Che.

5. Konms yTBep)KICHHBIX CIIeU(UKANNN Ha JIEKapCTBEHHBIN Ipenapart.

b.11. 3 be3omacHOCTh B OTHOIIEHWH ITOCTOPOHHUX Ar€HTOB

B.1I1.3.1 OO0nHoBieHuUe
nHpopmanun "OneHka
0e30MmacHOCTH
OTHOCHUTENIBHO

VYcnosusa Bun npouenypst



MMOCTOPOHHUX areHToB" ( TpeOyemast moKyMeHTaIMs
pasnein 3.2.A.2
PETUCTPAIIOHHOTO JT0CHE)

a) HUccnenosanus,

3aTparuBarmme

MIPOU3BOACTBEHHBIE ATAIIBI,

HU3y4YECHHBIE BIEPBBIE Ha II
MpeaMeT OJHOTO WIIH

0oiee MOCTOPOHHUX

areHTOB

6) 3amena ycTapeBIINX
HCCIeIOBAaHHM,
3aTparuBaIuX
TPOM3BOJICTBEHHBIC DTATIBI
U TOCTOPOHHHE ArcHTHI,
paHee BKIIOUYCHHBIC B
JI0ChE

1. ¢ UI3BMEHEHNEM OIEHKH
PHCKOB

II

2. 0e3 U3MEHEHHS OLIEHKU
PHCKOB

1,2,3 IB

JoxyMeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeny(pa3aenaM) A0Che, BKIOYas BBEACHHE HOBBIX
HCCHe}IOBaHHﬁ, HalpaBJICHHBIX Ha H3YUYCHUE CHOCO6HOCTI/I MMPOU3BOJACTBCHHBIX JTAallOB MHAKTUBHUPOBATH (
9JIMMHHUPOBATH) TOCTOPOHHHE areHTHI.

2. O00CHOBaHHE TOTO, YTO MCCIIETOBAHUS HE N3MEHSIOT OIIEHKY PHUCKOB.

3. ITonpaBka k MH(OPMALIUH O JIEKAPCTBEHHOM Ipernapare (€Ciid MPUMEHNUMO).
B.11II Ceptudukar coorserctBust EBponeiickoit ®apmakonee (CEP) (mpu nanuuun) (TT3,
CTaTbhH)

B.111.1 ITomaya HOBOTO MIJIM

00OHOBIEHHOTO

ceprudukKara

COOTBETCTBUS

EBpomnelickoii ®apmakonee VYcaoBus TpeOyemas nokymenrtauus Bun npouenypst
178101 HCKIIIOUEHUE

ceprudukara

COOTBETCTBUS

EBponeiickoii @apmakoriee

Ha dapmaneBTrueckyro
CyOCTaHITHIO

Ha ucxonnbrii Mmarepuan (
PEaKTHB, MPOMEKYTOTHEIH
TIPOAYKT), UCIOIB3YEMBIH
B IIPOIECC IPOU3BOJICTBA
(hapManeBTHIECKON
CyOCTaHIUH

Ha BcnomorarensHoe
BEILIECTBO

a) Ceptuduxar
COOTBETCTBHSA
EBponeiickoit ®apmakornee



COOTBETCTBYIOILLIEH CTAThe
EBponeiickoii @apmakorien

1. HoBerii ceptuduxar ot

paHee  0J00pPEHHOIO 1,2,3,4,5,6,9, 10

IMPOU3BOAUTCIIA

2. OOHOBIECHHBIN
ceptudukar oOT paHee
0T00pEHHOTO
MPOU3BOIUTEIIS

3. Hogwrii ceptudurar ot

HOBOTO mpomssomutens ( 1,2,3,4,5,6,9,10

3aMeHa Ui 100aBIeHuE)

4. Ucknrodyenue

cepTudHUKATOB (ecnu K
MaTepHany NpHIarainch
HECKOJIBKO CepTU(UKATOB)

8, 10

5. Hogsrii ceptudukar Ha
HECTEPWIbHYIO aKTHBHYIO
(bapMaleBTHIECCKYIO
cybcTaHOHIO,
HOJJIeXanyo
UCIIOJIb30BAHUIO B
CTEPHUIBHOM
JIEKapCTBEHHOM IIpernapare
, IPH UCTIOJTE30BAaHUH BOJIBI
Ha TIOCIEeJHEM JTale
CHHTE3a, & B OTHOLICHUH
MaTepualia He 3asBICHO
OTCYTCTBHE B HEM
9H/IOTOKCHHOB

0) Ceprudukar
COOTBETCTBHA
Espomnelickoit ®apmakoneun
no TI'D Ha akTUBHYIO
(hapManeBTHYECKYIO
cyOcTaHIUIO (MCXOIHBIH
MaTepual, peakTHB,
MIPOMEXKYTOYHBIA TPOIYKT)
BCIIOMOTAaTeJIbHOE
BEIIIECTBO

1. HoBsrit ceprudukar Ha
AKTHBHY IO
(hapManeBTHIECKYIO
CyOCTaHIIMIO OT HOBOTO
WIN paHee O0J00peHHOTo
TIPOM3BOANTENS

3,5,9, 10

2. HoBwiit ceprudukar Ha
(hapMaIreBTHIECKYIO

cyOcTaHINIO (MCXOIHBIN

Marepual, peakTHus,
TPOMEKXYTOYHBIH TIPOAYKT) 3. 6,7, 10
BCIIOMOTATEJIBHOE

1,2,3,4,6,10

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

1,2,3,4,5

IA

IA

1A

IA

1B

IA

IA



BEILIECTBO OT HOBOI'O HJIH 1,2,3,4,5
paHee  0DOOpPEHHOTO
TIPON3BOIUTENS

3. OOHOBIEHHBI I
cepruduKaT OT paHee
0TOOpPEHHOTO
MIPOU3BOAUTEIS

7,10 1,2,3,4,5 1A

4. Hcknrovyenue

ceprudukaroB (ecaum K
MaTepHay IpHIarainch
HECKOJIBKO CEepTH(UKATOB)

, 10 3 1A

5. HoBblit (0OHOBIEHHBIN)
cepruduKaT OT paHee
0JI00pEeHHOTO (HOBOTO)
MIPOU3BOJAUTEIISA,
HCIOJIB3YIOMIETO
MaTepHaNbl YeJI0BEUECKOro
78871 KHUBOTHOTO I
MPOUCXOKICHHUA, B
OTHOIIICHHUU KOTOPBIX
TpeOyeTcs OICHKa Ha
mpeaMeT pucka
NOTEHIIMAJIbHON
KOHTaAaMHUHAIUHU
IMOCTOPOHHMUMHU arcHTaMu

VYcnosus

1. Cnenudukaiyy Ha BBITYCK M Ha KOHEI] CPOKa FOAHOCTH JIEKAPCTBEHHOT'O TIperapaTa He U3MEHSIOTCS.

2. HeusmenenHsle (MCKItouas yxecToueHue) gonoiHurensHble (k ['ocynapcrBennoit dapmakonee Pecnyoiamnku
Kazaxcran) cienudukanmuy Ha npuMecH (MCKIII0Yasi OCTaTOYHBIE PACTBOPUTENH, IIPH YCIIOBHU MX COOTBETCTBHS
TpeboBarmsaM PecyOonuku Kazaxcran) mponykr-cnenududaaeie TpeOoBaHus (HampuMep, Mpoduid pa3MepoB
YaCTHII, TOTUMOPQHEIE (HOPMBI), €CITH TPUMEHHMO.

3. IIpomecc MpPOW3BOACTBA AKTHBHON (papMaleBTHIECKOH CYOCTaHIIMH, MCXOJHOTO MaTephana (peakThBa,
MPOMEXYTOYHOTO TPOJIYKTa) HE BKIOYAET HCIOJIB30BAHHE MAaTEPHAJIOB YEIOBEUECKOTO HIM >KUBOTHOTO
MPOUCXOKACHHUS, U KOTOPBIX TpeOyeTcs MpoaHaI3upOBaTh JaHHbIE O BUPYCHOMN 0€30MacHOCTH.

4. VICKmOYUTENbHO AL aKTUBHOH (hapMalieBTHUECKOW CcyOcTaHIIMK: OHa OyJeT HCIIBITaHa HEIOCPEICTBEHHO
nepea MCIoJb30BaHUEM, C€CJIM MNEPHUOJ MNOBTOPHOI'O0 HCIbITaHWA HE BKIIOYCH B CepTI/I(bI/IKaT COOTBCTCTBHA
Eponeiickoit ®@apmakoree nin gaHHbIE, 000CHOBBIBAIOIIE TIEPHO/I TOBTOPHOTO MCIIBITAHUS, Y)KE HE BKIIIOYEHBI
B JIOCKE.

5. AxtuBHas QapmaneBTHUeCKas CyOcTaHIUsI (MCXOIHBIM MaTepuall, peakTUB, NPOMEKYTOUYHBIH NPOAYKT)
BCIIOMOTaTEIbHOE BEIIECTBO HECTEPHIIBHEI.

6. PacturenbHble (apMareBTHUECKHE CyOCTaHIMHU: CIIOCOO IPOM3BOACTBA, (PH3MUECKOE COCTOSHUE,
9KCTParupyIomuii pacTBOPUTENH U KOIPPHUIIMESHT IKCTPAKIINH JIEKAPCTBEHHOTO CPEICTBA HE M3MEHSIOTCS.

7. Ecnu cocraBe JeKapCTBEHHOTO IpemnapaTa JUlsi IapeHTEpaJbHOIO BBEJCHHS MCIOJIB3YETCS JKEJIaTHH,
MIPOM3BEACHHBII M3 KOCTEH, €ro MPOM3BOJCTBO OCYIIECTBISAETCS HCKIIOYUTEIFHO B COOTBETCTBHU C
TpeOOBaHUSIMH COOTBETCTBYIOIIEH CTPaHBbI.

8. B mocee ocraercs, Mo MEHBIIIEH Mepe, OWH MPOU3BOAMUTENb ATOH CyOCTaHIINH.

9. Ecnm akTuBHas QapmarieBTHYecKasi CyOCTaHIIUS HECTepuibHa, HO OyIeT HCIIONb30BAaThCI B COCTaBE
CTEPHUIIBHOTO JICKAPCTBEHHOTO Ipenapara, Toraa, B coorsercTsuu ¢ CEP, Ha mocieqHeM 3Tarne CHHTE3a HEb3s
UCIIOJIb30BaTh BOJY WJIM, €CJIM TaKoe HPOMCXOAMT, HEOOXOOMMO OOECIeYHTh OTCYTCTBUE OaKTEPHUaIbHBIX
9H/IOTOKCHHOB B aKTHBHOW (hapMalleBTHYEeCKON CyOCTaHIIHH.

10. M3meHneHne He TpeOyeT OLEHKH 0e30IacHOCTH, KauecTBa U 3(PpPEKTUBHOCTH M COOTHOLICHUS IMOJIb3a-PUCK
JIEKapCTBEHHOTO CPEJICTBA (CHEeIMATM3MPOBAaHHAS SKCIIEPTH3a).



JoxymeHTtanus

1. Konust nefictByromero (0OHOBIEHHOT0) cepTudukara coorBercTBusi EBpomneiickoit ®@apmakoree.

2. IIpn nobaBneHNH MPOM3BOACTBEHHON TUIOMIAAKH — B (hOpME 3asiBIEHHS O BHECEHHH U3MEHEHNH HE00XO0IMMO
YeTKO 0003HAYMTh "3aperiMCcTPUpOBaHHBIX" M "mpeluiaraeMbix" MPOM3BOAMTENEH, KaK yKa3aHO B paszgeine 2.5

(hOpMEI 3asIBICHHUS.

3. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieiry(paszenam) JOChe.

4. Ecnu mpuMEHNMO, TOKYMEHT, COZIEpXKalluii CBEACHHS O BCEX MaTephaax, BXOAAMHNX B cepy NMPUMEHEHUS
crateu ['ocynapctBenHoit dapmakonee Pecrybnmku Kasaxcran 1mo MUHMMH3aIUM PHCKA IMEPEAadH arceHTOB

rybuaToif SHIE(aIonaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IIPEMapaToB ISl MEIUIMHCKOTO M

BETCPUHAPHOTO MPHUMEHEHHUs, BKIIOYas HCIONb3yeMble B IPOH3BOJICTBE AKTHBHBIE (hapMaleBTHUECKON

cyOcTaHIuu (BCIIOMOTATEIbHOTO BellecTBa). [Jisi KaKA0ro Takoro poja mMatepraia HEOOXOAUMO MPENCTaBUTh
CIEIyIONUe CBEACHUSA: HA3BaHUE MPOU3BOAUTENS;, BUJ KUBOTHBIX U TKaHU, U3 KOTOPBIX MOIYy4YEeH MaTepHua;

CTpaHa MPOUCXOKACHUS )KUBOTHBIX U €r0 HCIOJIb30BaHHUE.

5. B oTHoOmeHNN aKTHBHOW (papMalreBTHYECKOW CyOCTaHIMM: JNEKJIapalys YIOIHOMOYEHHOTO JINIA KaKI0TOo
JMLEH3UPOBAHHOTO ITPOM3BOANTENS, YKA3aHHOTO B 3asBIICHHUH, HCIIOIB3YIOIIET0 aKTUBHYIO (hapMalleBTHIECKYTO
CyOCTaHIIMIO B KadecTBE HMCXOMAHOTO MaTepHana, W YHNOJHOMOYEHHOIO JIMIA KaXIOTro JHIEH3WPOBAaHHOTO

MIPOU3BOJUTENS, YKa3aHHOTO B 3asBJICHHH B KadeCTBE OTBETCTBEHHOTO 3a BBIMYCK cepuil. B mexmapanmsax

HEOOXOIMMO yKa3aTh, YTO IPOM3BOAUTENB(IIPOU3BOIUTEIIN) AKTHBHOW (DapMarleBTHUECKON CyOCTaHIINH,

yKazaHHBIH(YKa3aHHbIE) B 3asBJICHHH, OCYIIECTBIAET(OCYIIECTBISIOT) CBOIO JEATEIBHOCTh B COOTBETCTBHHU C
[IpaBuinaMu HamIexamed NPOWU3BOACTBEHHON mpakTHKH PecnyOnmkm KazaxcraH B OTHOLIEHHH HCXOJHBIX

MaTtepuanoB. [Ipu ompeneneHHBIX OOCTOSTENBCTBAX MOIYCKAeTCs IPEACTAaBISATh OJHY JEKJIapanuio (CM.

nprmedanne K n3mereHuio b.11.6.1). Ecnn 3aTparuBatorcst kKakne-1100 0OHOBIICHHUS CepTU(PHUKATOB Ha aKTHBHBIC
(apMarneBTHUECKHE CYOCTAaHIIMM W TNPOMEXYTOYHBIE NPOIYKTHI, OT IPOM3BOJUTEICH NPOMEKYTOIHBIX

MPOIYKTOB TaKKe TpeOyeTcs JeKnaparys yIoIHOMOUYSHHOTO JINIA; ASKIapanus yIIOJTHOMOYEHHOTO JINLA HyKHa,
JUIIb €CIM 10 CPAaBHEHHWIO C paHee 3aperiucCTPUpPOBAHHONW Bepcueil ceprudukata mMmeeTcs H3MEHEHHE

JeHCTBYIOINX, BKIIOUEHHBIX B IEPEYEeHb IPOU3BOCTBEHHBIX MJIOIIAIOK.

B.I11.2 N3meHenus B Lemsx

COOTBETCTBHA

T'ocynapctBeHHOU VYcnoBus TpebGyemast mokymeHTalss Bun mporeaypsl
dapmakonee PecryOnuku

Kazaxcran

a) N3meHeHHE
cnenupUKaIU (
crenupUKanuii) paHee
HedapmakoneitHoH
CyOCTaHIIUM B IEJAX
COOTBETCTBUS
T'ocynapctBenHOM
®apmakomnee Pecrrydmiku
Kazaxcran

1. AKTUBHOU
(hapmaneBTHYECKOM 1,2,3,4,5 1,2,3,4 1A
cyOCTaHIIH

2. BcnomoratenabHOT0

BemecTBa (MCXOIHOTO

Marepuana) aktuBHoro 1,2,4 1,2,3,4 1A
(hapmaneBTHUECKOM

cyOCTaHIIH

0) UsMeHeHus B LEIAX
COOTBETCTBUSA
OOHOBIIEHHOU
COOTBETCTBYIOIEH CTATHE
y 1,2,4,5 IA



T'ocynapctBenHo# 1,2,3,4
®dapmakornee PecrryOmmku
Kazaxcran

B) N3meHeHue

cnenupuKanuii c

T'ocynapctBeHHOM 1,4,5 1,2,3,4 1A
®dapmakonee PecrryOmmku

Kazaxcran

VYcenosus

1. I3MeHeHne OCyIEeCTBISIETCsI HCKIIIOYUTENBHO B LIEJISIX MOJHOTO COOTBETCTBUS (hapmakornee. Bee ucnbitanus B
crenn(UKalMi COOTBETCTBYET (papMaKomeWHOMY CTaHAAPTY IOCie M3MEHEHHs, 3a WCKIIOYEHHEM JIOOBIX
JIOTIOTHUTEJBHBIX BCIIOMOTaTEeNIbHBIX HCTIBITAHHH.

2. JlononHuTenpHble K (apMmakonee crnenu@UKalid Ha NMPOAYKT-Crelu(HUYHbIE CBOWCTBA HE MU3MEHSIOTCS (
Hanpumep, npoduian pasMepoB dacTHl, noaumopdHas dopma win, K IpUMepy, OHMOIOTHYECKHE METOAUKH,
arperarTsl).

3. 3HauMMble WM3MEHEHHUS KadeCTBCHHOTO M KOJIMYECTBEHHOTo Mpodwmiel IpuMeced OTCYyTCTBYIOT (3a
HCKITIOUCHUEM Y)KECTOUCHHUS CTICITU(UKAIIHIA).

4. lonoHATETbHAS BAIMAALNS HOBOW WIIM M3MEHEHHOU (hapMaKOIIeHOW METOANKA He TpeOyeTcs.

5. PacturensHble papMarieBTHUECKHE CYOCTaHIIMN: CIIOCO0 MPON3BOJICTBA, (PU3NIECKOE COCTOSIHUE, SKCTPAreHT U
K03()(UIMEHT IKCTPAKIINK JIEKaPCTBEHHOTO CPEJICTBA HE H3MEHSIOTCSL.

JoxymeHranus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ery(paszenam) JoChe.

2. CpaBHHTeNbHAs TaOJIMIIA TEKYIIUX U IPe/IaraeMbIX crieluduKami.

3. JlanHble aHanu3a cepuii (B opMaTe CpaBHUTEIBHON TAaOIHIIBI), IO MEHBIIEH Mepe, IBYX MPOMBIIUICHHBIX
Cepuil COOTBETCTBYIONICH CyOCTaHIMM (BEHISCTBA) IO BCEM HCIBITAHUSIM HOBOW CHCHUBUKAIMH U,
JIOTIOJTHUTENFHO, €CIM NMPUMEHUMO, Pe3yJIbTaThl TECTa CPABHUTEIBHON KUHETHUKH PACTBOPEHHMS, MO MEHbIIEH
Mepe, OJHOU OIBITHO-MPOMBIIIJICHHOW CEpHU JIEKApCTBEHHOrO TMpernapara. B OTHOIIEHUH JIEKapCTBEHHBIX
PaCTHTENBHBIX TPENapaToB JOCTATOYHBI JAHHBIE CPABHUTEILHOMN PaciaaeMOCTH.

4. JlanHble, NOATBEPKIAIONINE TPUTOTHOCTD CTATHH JUIs KOHTPOJISI KauecTBa CyOCTaHIIMM, HATIPUMED, CPAaBHEHHE
MTOTEHIIMATBHBIX [TPUMECeH ¢ MpUMedaHreM IIPO3PavHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Memuimmackue u3nenus

B.IV.1 N3menenue
U3MEPSAIOIIET0 HU3AeNUs Y CIOBHS Tpebyemast nokymenTtamusi Bun mpoueaypst
VUIM U3JIETIHAS UL BBEAEHUS

a) JlobaByieHue Wik 3aMeHa
U3JIeJIHs, HE SBJISIONIErOCs
YacThI0  MEPBUYHOU
YIIAKOBKH

.M
CAULMHCKUEC U3ICIINA, 1, 2’ 3’ 5’ 6 1’ 2’ 3 A
3apeructpupoBannbie B PK

2. Cueiicepsl 103UPYIOMINX
HMHTIATOPOB WIH APYTOTO
YCTpOHCTBa, KOTOpHIE
OKa3bIBaeT CYLIECTBEHHOE
BIUSIHUE Ha [OCTaBKY
(apManeBTHYECKOM
cyOcranmum mpemapata (
HampuMmep, HeOyaiizep)

II

0) UckmroueHue usgenus 4 1,4 IA



B) /loGaBiienue wim 3amMeHa I
U3JeTHs, SBJSFOLIETOCS
YaCThIO  TEPBUYHOU

YIIaKOBKH

YcnoBus

1. Tlpennmaraemoe wu3MepsIolIee H3IEIHNE TOYHO OTMEpPUBAET HEOOXOAMMYIO /03y pPaccMaTpuBaeMoTro
JICKapCTBEHHOI'O Iperapara COrIaCHO OJ00PEHHOMY CIOCO0Y MPUMEHEHUS, MPEACTABISICT PEe3yIbTaThl TAKHX
HCCIIEIOBaHMIA.

2. HoBoe u3zenne COBMECTUMO C JIEKAPCTBEHHBIM MIPETapaToM.

3. Mi3MeHeHre He IPUBOUTCS K 3HAYMMOMY U3MEHECHUIO HH(DOPMAITUH O JICKApCTBCHHOM Ipernapare.

4. JlekapCTBEHHBIN IIpemapaT MOXKHO MPOJOKATh TOUHO JI03UPOBATH.

5. MeaunuHCcKoe U3Iere He UCTIONb3YETCs B KaueCTBE PACTBOPHUTEIS JIEKAPCTBEHHOTO Mpernapara.

6. Ecnmu mpenycMoTpeHa uameputenbHasi QyHKIHS, OHA BKJIIOYAETCS B JOChE TAKOTO U3IEIHSI.

JoxymeHTanus

1. [TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIUM) pa3aeiy(pa3aeiiaM) 10che, BKIOYas MOIPOOHBIA 3CKU3
M COCTAaB MaTepualla W3NSl U IMOCTaBIIMKA, €CJIM MPUMEHHUMO, a TAK)Ke COOTBETCTBYIOIIUN HEPECMOTP
“H(POPMAIIMH O JICKAPCTBEHHOM perapare.

2. TloaTBepxIeHNE PErUCTPAIIMU MEAUIIMHCKOTO M3ienusi B Pecrybnnke Kazaxcras.

3. O0Opa31Bl HOBOTO U3JIEINHS, €CITH IPUMEHIMO.

4. O60CcHOBaHHE UCKITIOUCHHUS H3CIIHS.

Jdna B.IV.1.B) — ecaum u3MeHeHHWE MPUBOAUT K "0oOpa3oBaHUIO HOBOM
[Tpumeuanue: JIEKapCTBEeHHOU (HOpMBI", TO Takoe H3MEHEHHEe TpeOyeT IOoaauyu 3asBICHHS O
PaCIIUPEHUY PETUCTPAIIHH.

b. V BHecenusi u3MeHEHUN B PETHCTPALIMOHHOE J10ChE, OO0YCIOBICHHBIE WHBIMU
PETyIATOPHBIMU NIPOLEYPAMHU
b.V.a) MOII (M®BA)

b.V.a.l Bxkuwouenue
HOBOTO, OOHOBJICHHOI'O
WU HCIPAaBJICHHOTO
Macrep-(daiina rasMsl B
PETUCTPAIIOHHOE JIOChE
JEeKapCTBEHHOTO
mpemnapara (Tporemypa
M®OII 2-ro 3Tamna)

Ycnous TpeOyemas nokymenrauus Bun npouenypst

a) IlepBoe BKIIOYECHHE

HOBOTO MacTep-(daiima

MJIa3MBbl, BIHSIONIETO Ha 1I
CBOMCTBA JIEKAPCTBEHHOTO

mpemnapara

0) Ilepoe BKIIOUYEHHE

HOBOTO MacTep-(daiima

[JIa3MBI, HE BJIMSIOIIETO Ha 1,2,3,4 1B
CBOJCTBA JIEKAPCTBEHHOT'O

npenapara

B) Bxniodenune
0OHOBJIEHHOTO (
HCIIPaBJICHHOTO)
MmacTep-daiina IIa3mbl:

1B



H3MEHEHUS BIUAIOT Ha 1,2,3,4
CBOWCTBA JIEKAPCTBEHHOTO
mperapara

r) Bxnrouenue

OOHOBJIEHHOTO (

HCIPaBIEHHOTO)

Macrtep-daitma tmasmer: 1 1,2,3,4 1A
W3MEHEHHUS HE BIUAIOT Ha

CBOMCTBA JIEKAPCTBEHHOIO

npenapara

VYcnosus
1. Ha obHoBnenHsIit nin n3meneHHb M®II BenaH cepTudUKaT COOTBETCTBUS 3aKOHOAATENLCTBY PecyOnnkn
Kasaxcran.

JoxymMeHTauus

1. Jexnapanus, uro ceprudurxar M®II 1 3KCIepTHBIA OTYET MOTHOCTHIO IPUMEHUMBI K 3apETUCTPUPOBAHHOMY
JieKapCcTBEHHOMY Tpenapary, aepxarens M®II npeacrasun nepxkarento PY (ecnu nepxatens PY u nepxarens
M®II He gBASIOTCS OAHUM M TeM e JuioMm) ceprupukar MOII, skcnepTHbIl oTueT M gocke Ha MOII,
ceprudurkar M®PII u skcnepTHBIH OTYET 3aMEHSIOT MPEeABITYNIylo AoKyMmeHTannto Ha M®II mis manHOTO
JIEKapCTBEHHOTO IIpenapara.

2. Ceprudukatr M®PII 1 3KCTIEpTHBINH OTYET.

3. Jexmapanusi SKcIlepTa, XapakTepH3yromash BCce BBOAWMBIE € IMOMOIIbI0 cepTuduiupoBanHoro M®OII
W3MEHEHUS M OLIEHUBAIOIas WX MOTCHLIUAIBHOE BIUSHHE HA JICKAPCTBEHHBIE MPENapathl, BKIOYas OLICHKH
MIPOLYKT-CIIEIU(DUIHBIX PUCKOB.

4. B dopme 3asBneHUS 0 BHECEHUHN H3MEHEHIH HEOOXOANMO YETKO OTPa3UTh "HelCTByommiA" 1 "mpeaiaraeMbIit
" cepruduxar MOPII (HOMep KoJa) B pEerHCTParlMOHHOM naocke. Eciam mpumeHwmmo, B ¢opMe 3asBICHUS O
BHECEHUH U3MEHEHUH TakXe 4eTKO nepeduciauTs Bce npoune MOII, Ha KOTOphIe ccbulaeTCs JIEKAPCTBEHHBIM
Ipemnapar, Jake €ClIM OHU He SBIISIOTCS MIPEIMETOM 3asiBICHHS.

b.V.a. 2 BxkuwoueHue

HOBOTO, OOHOBJIEHHOT'O

WIM  HUCIHPaBIEHHOTO

Mmacrep-daiiia BAKIIMHHOTO

antureHa (ganee - MOBA) YcnoBus TpeOyemas nokymenTtauust Bun nponenypst
B PErHCTPALUOHHOE J0ChE

JEeKapCTBEHHOTO

npenapara (mpomexypa

M®BA 2-ro sTamna)

a) IlepBoe BkIIOYCHHUE

HOBOTO MacTtep-daitia II
BaKIIMHHOTO aHTHI'€HA

0) Bxnouenue
O0OHOBJIEHHOTO (
UCIIPABICHHOTO)
MacTep-(haiina BaKIIMHHOTO
aHTUTEHAa: W3MEHCHHUS

1,2,3,4 B

BIMSIOT Ha CBOMCTBA
JIEKapCTBEHHOTO
mpemapara

B) BxnrodeHnue
0OHOBJICHHOTO (
HCIPaBJICHHOTO)
Mmacrep-daiiia BAKLIMHHOTO

IA
AQHTUICHA: U3MECHEHUs HE



BIHSAIOT Ha CBOMCTBaA 1,2,3,4
JEKapCTBEHHOTO
mperapara

YcnoBus
1.

HoxymeHTtauus

1. exmaparws, uto cepruduxar MOBA 1 3KCTIEpTHBIH OTYET MOJHOCTHIO MPUMEHUMBI K 3apETHCTPUPOBAHHOMY
JIeKapCTBEHHOMY IIpenapary, aepxareab MOBA mpencTaBmin aepKaTento perncTpanuoHHOTO yI0CTOBEPEHHS (
€CITH JIeprKaTelb PErHCTPAlMOHHOTO YA0CTOBEpeHH U epxkatenb MOBA He SBISIOTCS OJHAM H TEM K€ JIUIIOM)
ceprupukar MD®BA, sxcneprHbiii otdeTr U gocke Ha M®DPBA, ceprudukar MOBA u 3KCHEPTHBIA OTYET
3aMEHSIOT MPEBIAYIYI0 JoKyMeHTanuio Ha MOBA 1 JaHHOTO JIEKapCTBEHHOTO TIperapara.

2. Ceprupuxatr MOBA 1 5KCHEPTHBII OTYET.

3. Jexmapaiusi 3KCIepTa, XapaKTepU3yrollas BCe BBOAUMBIC C IMOMOINBIO cepTHdHIipoBanHoro MOBA
M3MEHEHHS U OLIEHUBAIOIIAs MX MOTEHIMAJbHOE BIMSHHME Ha JEKapCTBEHHBIE NpenapaThl, BKIOYAs OLEHKU
HPOJIYKT-CIIeHN(UYHBIX PUCKOB.

4. B ¢opme 3asiBiIeHHsI O BHECEHHH N3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NelcTByIOMmuUit" 1 "mpeyiaraeMplii
" cepruuxkar MPBA (HOMep Koja) B perMcTpallmoHHOM Jocke. Ecnu nmpumennmo, B ¢opme 3asBIECHUS O
BHECCHHMH M3MEHEHUH TaKXKe 4eTKO MepeurcIuTh Bee npourne MOBA, Ha KOTOpBIE CCBUIAETCS JIEKAPCTBEHHBIN
rpenapar, J1ake eClii OHH HE SIBIISIOTCS IPEIMETOM 3asiBICHHUS.

b. V.1 BHecenus u3MeHeHHI B pEerucTpalioHHOE jaochbe, o0ycnosieHHble nepexoay OTII B ¢opmar OT/ (
MPEIOCTABIIAETCS MOJHBIM MOAYNb 1-3)

b.V. Buecenus n3MeHeHuit
B PETHCTPAIIMOHHOE JIOCHE,
00yCIIOBIICHHBIC TIEPEXOTY
OTII B opmar OT/]

Ycnosust TpeOyemast nokymeHnTauust Bun nponenypst

Tun 11 Tun 11
B. U3menenue 6e3onacHocTH, 3 (PEKTUBHOCTH U (hapMaKoHaA30pa
B.I JIexapcTBeHHbBIE IpeniapaThl Jis MEAUIMHCKOIO IPUMEHEHUS

B.I.1 H3menenue obmieit
XapaKTepUCTUKHU
BOCIIPOU3BEJEHHOTO (
TUOpHUIHOTO,
OHMOaHaJTOTHYHOTO)
JIEKapCTBEHHOTO VYcaoBus Tpebyemast nokymenTamusi Bun mpoueaypsl
mperapaTa Mociie OIeHKH
TOro XK€ HU3MCHCHHIA
pedepeHTHOTO
JIeKapCTBEHHOT O
npenapara

a) Peamuzanus uameneHus(

W3MEHEHMH), B OTHOIICHUHU

KOTOPOro(KOTOPBIX) OT

aepxarens

pErUCTPalMOHHOTO 1,2,3,4,5 1B
YIOCTOBEpEHHS  HE

TpeOyeTcs TpencTaBIsATh

HOBBIE JIONOJTHUTENIBHEIC

JIaHHBIE

0) Peanmzanms nameHeHus(
W3MEHEHHH), TpeOyromux
npeacTaBICHUS



nepxarteneM PY HoBBIX I
JIOTIOTHUTEIIBHBIX JaHHBIX,
000CHOBBIBAIOIINX TaKHUE
W3MEHEeHHUs (Hampumep,

COIIOCTaBUMOCTB)

JoxymeHTtanus

1. IlpusioskeHHOE K COMPOBOANTEIHHOMY NMUCHMY 3asiBJICHUSI O BHECEHHH M3MEHCHMH: 3alpoc HAI[MOHAJIBHOTO
YIIOJIHOMOYEHHOTO OpraHa (eciv IpUMEHHMO).

2. TlepecmorpenHast mH(pOpManus O JICKapCTBEHHOM Iperapare (OOHOBJIEHHAs KpaTKas XapaKTEepHUCTHKa
JIEKapCTBEHHOTO TpeTnapaTa, HHCTPYKIHUIO [0 MEAUINHCKOMY NTPUMEHEHHIO (JIMCTOK-BKJIABIIN)).

3. Jlexmaparyst 0 TOM, 4TO B IIPOEKTAX OOIIEH XapaKTEpPHUCTHKE JICKapCTBEHHOTO IperapaTa ¥ HHCTPYKIHUHU T10
MEIUIMHCKOMY TIPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (IrcTok-Biansim) (narnee — OXJII u Unctpykmms JIC
) BOCHPOM3BEICHHOTO, THOPUAHOTO WM OMOAHAIOTHYHOrO (OMOMOJOOHOT0) JEKAapCTBEHHOTO IIperapara
orcytcTBYIOT orTiuuusi ot neiictByromux OXJIIT u Wuctpykumm JIC opurnHaneHoro (pedepeHTHOro)
JIEKapCTBEHHOI'O IpernapaTa, 3a HCKIIUYEHHEeM OTIMYMi MH(POPMAaLUU O MPOU3BOJHUTENE, CPOKE TOIHOCTH,
COCTaBE BCIIOMOTATENIFHBIX BEIECTB HE3HAUYMMBbIE Pa3IN4Ms B OMOJOCTYITHOCTH WM (papMaKOKHHETHKE.

4. TloctpoyHoe (pacrmoyiOKEHHOE NapaiebHO Ha OJHOM Jiucte) cpaBHeHue neictByromux OXIJII u
Wnctpyknun JIC opuruHamsHOrO (pedepeHTHOro) JiekapcTBeHHoro mpemapara ¥ npoektoB OXJII wu
Wuctpykiu JIC Bocnpon3BeIeHHOTO, THOPUAHOTO WM OMOaHAIOTHYHOTO (OMOMOJ0OHOT0) JTeKapCTBEHHOTO
rpenapara ¢ BbIZIEICHHEM H 000CHOBAaHNEM BCEX OTIHMUHH.

5. BenomMocTh U3MEHEHHH C YKa3aHMEM IOCTPOYHO PACIOJIOKEHHOI'O CPaBHEHHUS BHOCHUMBIX M3MEHEHHU C
YTBEP)KIACHHOW BEPCUEM.

B.I.2  Usmenenme  (
W3MCHEHUs)  oO0mei
XapaKTEePUCTUKHU
JEeKapCTBEHHOTO
npenapara, HarpaBJIeHHOE
(HampaBleHHBIE) Ha
peanu3aluio pe3yibTara | YCIOBUS Tpebyemast noKkyMeHTauss By nporeaypol
npoueaypsl,
3arparuBarouiei (naiee -
ITOOB) AU
MOCTPETUCTPALUOHHOE
uccieI0BaHuUe
6e3omacHoCcTH

a) BHecenmue

bopMyIHpPOBKH,

COTJIaCOBAaHHOM 1 1 IA
YIOJHOMOYEHHBIM

OpraHom

0) BHecenue u3MeHEHUH,

TpeOyomux

NpeACTaBICHUSA

nepxareneM PY HOBBIX 2 2,3,4,5 11
JIOTIOJTHUTEIIBHBIX JaHHBIX,

00OCHOBEIBAIOIINX TAKHE

M3MCHEHUS

Ycenosus

1. V3menenune peanusyeT GpopMyJIHpPOBKY, 3aTpeOOBaHHYIO YIOJIHOMOYSHHBIM OPTraHOM, U He TpeOyeT moxauu
JIOTIOTHUTEBHBIX CBEICHUH U (MJIM) AajbHENIIeN SKCTIePTHU3HI.

2. be3omacHOCTh MpHUMEHEHHs IpernapaTa COXpaHSAETCAd M IOATBEPKIAeTCS NaHHBIMU KIMHHYECKHUX
UCCJIe0BaHNH, KITMHUYECKOH Oe3onacHoCTH. [IpencraBisiercs: MX MOATBEPIKACHHS.



JoxymeHTtanus

1. TlpunokeHHOE K COMPOBOIUTEIFHOMY IHCHMY 3asiBJICHHS! O BHECEHHH M3MEHEHHUI: CChUIKa Ha coriameHue (
OLICHKY) YTIOJTHOMOYEHHOT'0 OpraHa.

2. OObsicHEeHHs TIPUYMHBI J00aBJIEHUS HOBOro (HOBBIX) HpEROCTEpexeHus (ImpenocTepexeHnii) moOouHbIX
JeHCTBUI | 3asiBJICHHE TOTO, YTO 0€30IIaCHOCTh IPUMEHEHHUS MperapaTa COXPaHsIeTCs.

3. IlepecmoTpeHHas nHpOpManusi O JEKapCTBEHHOM Ipenapare (OOHOBJICHHAas KpaTKas XapaKTepHUCTHKa
JIEKapCTBEHHOTO Nperapara, HHCTPYKLHMIO [0 MEAULIMHCKOMY IIPUMEHEHHUIO (JINCTOK-BKIIAIBIII)).

4. ITOOB my moCTpEeTUCTPAIIIOHHBIE HCCIIEA0BaHNE OE30IIaCHOCTH, OTPAYKAIONIHE BHOCHMBIC H3MEHEHMSL.

5. BenoMoCTh W3MEHEHHH C yKa3aHHEM IIOCTPOYHO PaCIOJ0XECHHOTO CPaBHEHHs BHOCHMBIX W3MECHEHHH C
YTBEP)KACHHON BEPCUEM.

B.I.3 N3meHenus,

3aKjoyapuuecs B

3HaYUMOM HU3MEHEHHUU

o0meil xXapaKTepUCTUKH

JEeKapCTBEHHOTO

npenapara BCJIEACTBUE  YCIOBUSA Tpebyemast nokymenrtamust Bun mpouemaypst
HOBBIX JAaHHBIX Io

KauecTBY, NOKIMHUYECKUM

, KIIMHUYECKUM JIaHHBIM

nnu JaHHBIM
(hapmakoHag30pa
I
9TO M3MEHEHHE HE NPUMEHSETCS, €CIM HOBBIE AaHHBIC ITOJAHBI B COOTBETCTBHH C
m3MeHerneM B.[.12. B Takux cioydasx u3MeHeHHE OOIIed XapaKTepPHUCTHKH
IIpumeuanue:

JIEKapCTBEHHOTO Tperapara, MapKUPOBKH W TOMAAaeT moja chepy NpUMEHEHHS
n3menenns B.1.12.

B.1.4 3menenue ycnoBuit
OTITyCKa JICKApPCTBEHHOTO Y CIIOBHSA TpeOyemast nokymeHnTanus Bun npomenypsr
npenapara

a) BocmpousseneHunix (

TUOPHUAHBIX,

OMOaHaJOTUYHBIX )

JeKapCTBEHHBIX

penapaToB mocje 1 1,2,6,7,8 1B
U3MEHEHUSA  yCJIOBUH

oTmycka pedepeHTHOTO

JIEKapCTBEHHOTO

mperapara

6) MWuHble TPUYHHBI

W3MEHEHUs  yCIOBUUI 1 2,3,4,5 11
OTITyCKa

VYcenoBus

1. be3omacHOCTh MOPUMCHCHUS IIperiapaTa COXpPAHACTCA

JoxymMeHTauus

1. [loaTBepxaeHNe U3MEHEHHUS YCIOBHI OTIyCKa pedepeHTHOT0 JISKapCTBEHHOTO Ipenapara, IPHI0KEeHHOe K
COIMMPOBOAUTECIIBHOMY NNMCbMY 3asBJICHHUA O BHCCCHUU W3MEHECHUM.

2. IlepecmoTpeHHast WHpOpManUs O JEKApPCTBEHHOM mpemnapare (0OHOBJIEHHas oOmias XapaKTepHCTHKa
JIEKapCTBEHHOTO TIpernapaTa, HHCTPYKLUS [0 MEJUIIMHCKOMY ITPUMEHEHHIO (JINCTOK-BKIIAIBIII ), MADKHPOBKA).

3. O6'b$lCH€HI/ISI MMPUYNUHBI U3MCHCHUS yCHOBMﬂ OTIyCKa M 3asABJICHHUE TOI'0, 4YTO 0€3011aCHOCTh MIPUMCHCHUA
npenapara COXpaHseTcs.

4. JlaHHBbIC KJIMHUYCCKUX MCCIICOBAHUI, TOCTPETHCTPAIMOHHBIX UCCIICAOBAHUIT, TaHHBIC (hapMaKOHA[30pa.



5. JIoKyMeHT, NOATBEPKAAIOMINN U3MEHEHHE YCIOBHI OTIyCKa B CTPaHE-NIPOM3BOAMTENS (OT PETYJISTOPHOIO
OpraHa).

6. Jlexmaparyist 0 TOM, 4TO B ITPOEKTaX OOIIEH XapaKTEPUCTHKE JICKApCTBEHHOTO MperapaTa ¥ HHCTPYKIHHU TI0
MEIUIMHCKOMY MTPUMEHEHHIO JIEKapCTBEHHOTO cpesicTBa (JIucToK-BKiaasim) (qanee — OXJII u Mucrpykuums JIC
) BOCHpPOM3BENEHHOTO, THOPUIHOTO WM OHOAaHAIOTHYHOTO (OMOTOJ0OHOTO) JIEKapCTBEHHOTO IIpemapara

oTCyTCTBYIOT oTiimuus oT aedctByromux OXJIII m HWuctpykumm JIC opuruHaimsHOTO (pedepeHTHOTO)

JIEKapCTBEHHOI'O IpernapaTa, 3a MCKIIUYeHHEeM OTIMYMi MH(POPMALUU O MPOU3BOJHUTENE, CPOKE TOJHOCTH,

COCTaBE BCIIOMOTATENbHBIX BEIIECTB HE3HAUYUMBbIE Pa3IN4Ms B OMOJOCTYITHOCTH WK (PapMaKOKWHETHKE.

7. TloctpouHoe (pacmoyioKEHHOE MapajjielbHO Ha OJAHOM JucTe) cpaBHeHue nedcTByomux OXJIII u

Wnctpyknun JIC opuruHamsHOro (pedepeHTHOro) JiekapcTBeHHoro mnpemnapara W npoektoB OXJII wu

Wuctpykiyu JIC Bocnipon3BeIeHHOTO, THOPUIHOTO WM OMOaHAIOTHYHOTO (OMOMOJ0OHOT0) JIeKapCTBEHHOTO
rpenapara ¢ BbIZIEJICHHEM H 000CHOBaHNEM BCEX OTIMUHH.

8. BenomocTh U3MEHEHHH ¢ yKa3aHHEM ITOCTPOYHO PacIioI0KEHHOTO

CpaBHCHUSA BHOCHUMBIX W3MCHEHHM C yTBep)KI[eHHOﬁ Bepcnef/'l.

B.I. 5 MWsmenenue (
W3MEHEHHs) ToKa3aHus(

. YcnoBus Tpebyemas moxkyMeHTanms Bug mporeaypsl
NOKa3aHUM) K pevy 4 P P
TIPUMEHCHHIO
a) Bxirouenue HOBOTO
IIOKAa3aHUuA K IPUMCHCHUIO

P 1,2,3,4,5,6 11
WIH W3MEHCHHE paHee
0JTI0OPEHHOTO
0) Uckirrouenne mokaszaHus
) 1 1,2,4,5,6 1B

K MIPUMEHECHHTIO

VYcnoBus

1. Be3onmacHOCTh MPUMEHEHHWs IIpenapara COXpaHSICTCS U MOATBEPKIACTCS JTaHHBIMH PETPOCIEKTHBHBIX
HCCIIeIOBAHNM, KIIMHUYECKOH 0€30IMacHOCTH U KaueCTBa.

2. be3omacHOCTh THPUMCHEHHS IMpernapara COXPAHSACTCA W IMOATBEPKIACTCS NaHHBIMHA KJIMHHYCCKHX
HCCIIeIOBAHUM, KITMHUIECKON Oe30macHOCTH. [IpeIcTaBiIsieTCss UX MOATBEPIKICHUSL.

JoxyMmeHTanus

1.06bsAcHEHN NPUYUHBl yNAJEHUS WIK JOOaBJICHUS IOKa3aHUS U 3asdBICHHE TOT0, YTO OE€30MaCHOCTh
NPUMEHEHHUS POAYKTA COXPAHSIETCS.

2. OOHoBieHHas o0IIas XapaKTePHCTHUKA JIEKAPCTBEHHOIO Ipernapara, HMHCTPYKIHS [0 MEAULIUHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKJIA IBIII).

3. JlaHHBIC KIMHUYECKUX MCCIIEA0BaHMUI, TOCTPETHCTPALIMOHHBIX UCCIIEI0BaHUI; NaHHbIE (hapMaKoHa30pa.

4. Jlexnapanusi 0 TOM, 4TO B MPOEKTax OOIIei XapaKTepHUCTHKE JIEKAPCTBEHHOTO MperapaTa ¥ UHCTPYKIHUHU T10
MEeIUIMHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOTO cpecTBa (JrcTok-Briazpim) (nanee — OXJIII u Unctpykuus JIC
) BOCHPOMW3BEACHHOTO, TMOPUIHOTO WM OHOaHAIOrMYHOTO (OMOMOJOOHOTO) JIEKAPCTBEHHOTO IIperapara
orcyTcTBYIOT oTimuusi ot neiicrBytommx OXJIIT u HMuctpykumm JIC opurnHaneHOoro (pedepeHTHOro)
JIEKapCTBEHHOTO IpenapaTa, 3a HCKIIOUYEHHEM OTIMYMH MH(POPMALUU O MPOU3BOJHUTENE, CPOKE TOTHOCTH,
COCTaB€ BCIIOMOTATENIbHBIX BEIECTB HE3HAUYUMBbIE Pa3INIHs B OMOAOCTYITHOCTH WIIH (hapMaKOKHHETHKE.

5. Ioctpounoe (pacmoio)eHHOE NapajUIeNbHO Ha OJHOM JHCTE) cpaBHeHHe aedctByromux OXJIII u
Wucrpykiuu JIC opurnHansHOro (peepeHTHOr0) JeKapcTBeHHOro mpemapara u npoekto OXJIIT u
Wucrpykiun JIC BOCHpOU3BEICHHOTO, THOPUIHOTO MM OMOaHATIOTHYHOTO (OHMOMOZOOHOT0) JIEKAPCTBEHHOI'O
npenapara ¢ BbIICJIEHHEM 1 000CHOBAaHUEM BCEX OTIMYHM.

6. BennoMocTh N3MEHEHHH C yKa3aHUEM TIOCTPOYHO PACIIONIOKEHHOTO

CPaBHEHMSI BHOCUMBIX U3MEHEHUN C YTBEP>KIEHHOU BEPCUEH.

Ecnu no0aBieHHe WJIM HM3MEHEHHE IOKAa3aHUS K NPUMECHEHHIO IPOUCXOIUT
BCJICAICTBHE PEaHM3allH 3aKJIIOUYCHHS JKCIEPTHOIO KOMHTETa HIM M3MEHEHUIt
nH(bOpMAIIMK O JIEKAPCTBEHHOM IIperapaTre BOCIPOM3BEIEHHOTO (THOPUAHOTO,
Ipumeyanne 0MOaHAJIOTHYHOI0) JIEKapCTBCHHOI'O IIpemapara IOcjie 3KCIEPTU3Bl TOrO Ke



M3MEHEHUsI peePEHTHOTO JICKAPCTBEHHOTO Iperapara, IPUMCHSIIOTCS U3MCHCHHS
B.I.1 cooTBeTCTBEHHO.

B.1.6 Uckmtouenue: VYcaoBust Tpebyemast mokymenrtanus [Ipouenypa
a) JIeKapCTBEHHOH (popMbI 1,2,3,4,5 IB

0) DO3UPOBKH 1,2,3,4,5 1B
JoxymeHTtanus

1. Jexmapanusi, uto ocraBmascs (ocraBmmecs) (Gopma(popMbl) BBITYCKa AOCTaTOYHA(JOCTATOYHBI) IS
BBITIOJTHEHHSI PEKOMEHAAIMH M0 JO3UPOBAHUIO U JUTUTEILHOCTH JICUSHUS, ONIMCAaHHBIX B OOIIEH XapaKTepuCTHKE
JIEKapCTBEHHOTO TIpernapaTa.

2. IlepecmoTpeHHas HHGOPMAIHS O JICKAPCTBEHHOM ITpernapare.

3. Jlexmapamysi 0 TOM, 4TO B ITPOEKTaX OOIIEH XapaKTEpPUCTHKE JICKapCTBEHHOTO IperapaTa ¥ HHCTPYKIHHU T10
MEIUIMHCKOMY ITPUMEHEHHIO JIEKapCTBEHHOTO cpecTBa (JIUcToK-BKIaasi) (qanee — OXJII u Mucrpyknums JIC
) BOCIPOHW3BENEHHOTO, THOPUIHOTO WM OMOAaHAIOTHYHOTO (OMOTOJ00HOTO) JIEKapCTBEHHOTO IIpemapara
orcyTcTBYIOT oTimuus ot pAeiictByromux OXJIIT m HMuctpykmum JIC opurmHambsHOTO (pedepeHTHOro)
JIEKApCTBEHHOI'O MpernapaTa, 3a MCKIIUYeHHEeM OTIMYMi MH(POPMALUU O MPOM3BOJHUTENE, CPOKE T'OJHOCTH,
COCTaBE BCIIOMOTATENbHBIX BEIIECTB HE3HAUUMBbIE Pa3In4Hs B OMOJOCTYITHOCTH WIIH (PapMaKOKHHETHKE.

4. TloctpoyHoe (pacroyiOKEHHOE NapaliebHO Ha OJHOM Jiucte) cpaBHeHue neictByromux OXIJII u
Wnctpyknun JIC opuruHamsHOro (pedepeHTHOro) JiekapcTBeHHoro mnpenapara W npoekroB OXJII wu
Wuctpykiuu JIC Bocnpon3BeIeHHOTO, THOPUIHOTO WM OHOaHAIOTHYHOTO (OMOMOJ0OHOT0) JIeKapCTBEHHOTO
rpenapara ¢ BbIZIEJICHHEM 1 000CHOBaHNUEM BCEX OTIHMUHH.

5. BenoMocTh N3MEHEHHH C yKa3aHHUEM IIOCTPOYHO PACIIONIOKEHHOTO

CpaBHCHUSA BHOCHUMBIX H3MCHEHHM C yTBCp)KI[CHHOﬁ Bepcnef/i.

Ecnu paccmaTpuBaemas JekapcTBeHHas ¢opma UM JO3WPOBKa OblIa

3aperucTpUpoOBaHa B BUJIE OTJEIBHOTO JIEKAPCTBEHHOTO Mpernapara, TO UCKII0UeHUE

IIpumeuanue . .
TaKOW JICKAPCTBEHHOW ()OPMBI MU JIO3UPOBKH OYyIET CUUTATHCS HE BHECCHUEM

H3MeHCHHI>i, a U3BATHEM U3 06pameHI/m.

B.I. 7 BBenenune wuau

H3MCHEHHE  PE3IoMe

cucTeMsbl (hapMaKkoHaI30pa

JICKapCTBEHHOTO YcnoBust Tpebyemast qokymeHTanust  Bu mpoueaypbl
npemnapara JUTSE

MEIUIUHCKOTO

npuMeHeHus (*)

a) Bsegenune pesome
cucTeMbl (hapMakoHa3opa,
HU3MEHEHUH
YIOJTHOMOYEHHOTO JINLA
mo ¢apmakoHam3opy (
BKJIIOUasi KOHTAKTHYIO
uHpopMmanuio) u (Win)
M3MEHEHHUE
MECTOPACIIOI0KEHUS
MacTep-Qaiiia CHCTEeMBI
(hapmakoHamzopa (manee -
M®CO)

1,2,3,4,5 1B

JoxymeHTanus

1. Pe3rome cucremsl papMakoHaaA30pa UM OOHOBIICHHE 3HAYUMBIX AJIEMEHTOB (COOTBETCTBEHHO):
[ToaTBepskaeHHEe TOTO, YTO 3asBUTEIb UMEET B CBOEM PACIIOPSHKEHHH YITOJTHOMOYEHHOE JIMI0, OTBETCTBEHHOE 32
(apMakoHa 30p, W YTBEPXKICHHE, IMOJINHCAHHOE 3asBUTEIEM, YTO 3asBUTENb 00JIagaeT HE0OXOAUMBIMHU
CIOCOOaMU BBINOJIHEHUST 33Ja4 U OOSI3aHHOCTEH B COOTBETCTBHM C YCTAHOBJICHHBIMH TpPEOOBaHUSIMH
JeHCTBYIOIIETO 3aKOHOJAaTEeNbCTBA B cepe 0OpallleHNs JTeKapCTBEHHBIX CPEICTB.



KonraktHas uHpopMmanus yrnosHOMOYeHHOTO juna no ¢apmakonan3opy PK, B koTopwix pacronaraercs
YIIOJIHOMOYEHHOE JIMLO 10 ()apMaKOH30pY M BBIIOJIHACT CBOM 3a1aun Mecropacnonoxxeane MOCD

2. Homep MO®C® (npu Hanmmaunm).

3. Konst noroBopa, 3aKkIr0UeHHOI0 MEXLy JAepKaTesieM

PETUCTPAIIOHHOTO YJIOCTOBEPEHHUS U OpraHu3alyeil OTBETCBTEHHOU 3a

(apmaxoHa30p Ha Teppuropun Pecrryonmku Kazaxcran (oprannsanun Ha Teppuropun PecryOnuku Kasaxcraw,
MIpUHUMAIOIIEH TNpeTeH3nu (NPEUIOKEHHs) 0 KadecTBY JIEKAPCTBEHHBIX CPEICTB OT HOTpeOuTene u
OTBETCTBEHHOM 3a MMOCTPETHCTPALIOHHOE HAOII0ICHNE 32 OE30ITaCHOCTBIO JISKAPCTBEHHOTO CPEACTBA)

4. TlepecMoTpeHHass HHPOPMALHS O JICKAPCTBEHHOM IIperapaTe.

5. BenoMocTh N3MEHEHHH C yKa3aHUEM IIOCTPOYHO PACIIONIOKEHHOTO

CpaBHEHUS] BHOCUMBIX U3MEHEHUH C YTBEPK/ICHHOH BepCcHEH.

JlanHoe m3MeHeHHe oxBaThiBacT BBeacHHe M®OC®D He3aBHCHMO OT HaaU4us B
TEXHUYECKOM YaCTH PETHUCTPALMOHHOTO Jochke [logpoOHOro ommcaHus CHUCTEMBI
(apmakoHan3opa. Vi3aMeHeHUsI KOHTAKTHOTO JIMIa 1Mo (papMaKkoHaI30py, BKIIOUas
KOHTaKTHYIO HH(popMaImio (Homepa TenaedoHoB 1 (aKcoB, MOYTOBBIN aJpec U axpec
9JIEKTPOHHOW MOYTHI) U U3MEHEHHs MecTopacnonoxkennss MPCO (ynuna, ropor,

[Tpumeuanne: WHJIEKC, CTpaHa) JIOITyCcKaeTcss OOHOBIATH MCKITIOYUTENBHO MOCPEACTBOM Peectpa
Pecriybnukn Kaszaxcran (0e3 HeoOXogmMmocTH BHeceHHs] W3MeHeHHi).Ecin
JlepKaTelb pPErucTPallMOHHOTO YJIOCTOBEpEHMs IpHOeraer K BO3MOXKHOCTHU
0oOHOBJIEHUSI YIIOMSHYTOW BbIlIe HH(pOpPMAaIMK NocpeacTBoM Peectpa PecryOnuku
Kazaxcran, oH yKka3blBaeT B pErHCTPAllMOHHOM JOChE, YTO OOHOBIIEHHAs
nH(popManus 3THX JaHHBIX BKIoueHa B Peectp PK.

B.I. 8 UW3menenue
CYUIECTBYIOIIEH CHUCTEMBI
(apmakoHa30pa COTJIaCHO
MOJPOOHOMY OITHCAHHIO
CUCTEeMBI (hapMaKoHaI30pa
(manee - [IOC®D)

VYcaosus Tpebyemast nokymenramust Bun mpouemaypsl

a) N3meHneHue

YIOJHOMOYEHHOTO JIMIA

mo QapmakoHanzopy, u (

HITH) KOHTAaKTHOW 1 1 1A
nHQOopManuu, W (WIN)

mpoImeayp bl

pe3epBUPOBAHHMS

0) U3menenume 0a3sl

JAHHBIX 0€30IacHOCTH U (

HITH) OCHOBHBIX

KOHTPAKTHBIX COTJIALICHU

B IEJsX BBIINOJHEHHUS

(hapMakoHaA30PHBIX 1,2,3 1 1A
00s3aTeNbcTB U (WMIIN)

W3MEHEHHE  MecTa

MpOBEICHHUS

(hapmakoHaA30pHOU

JIeSITeIbHOCTH

B) UHBIe wu3MeHeHHUA

IIOC®, ne Bausmomue Ha

(G YHKIIMOHHpPOBAHUE

cucTeMbl (hapMakoHaI30pa

(manpumep, H3MEHEHHUE

MECTOIOJIOKEeHUS 1 IA



IJIaBHOTO xpaHumiauma ( 1
apxumBa),

aIMUHUCTPATHUBHBIC

HM3MCHECHHS)

r) BHecenue n3meHeHuii B
[NOC® mno pesynpraTam
skcneptussl [TIOCO
JpyToro JICKapCTBEHHOTO
mpemapara TOro ke
nepxarens PY

1,2 1A

Ycnosus

1. Cama cuctema apMakoHaa30pa HE U3IMCHSIETCSI.

2. Cucrema 06a3bl JaHHBIX MIPOIILIA BATHIAIMIO (C€CIIA IPUMEHUAMO).

3. [lepeHoC TaHHBIX U3 APYTUX CHCTEM 0a3 JaHHBIX BATHIUPOBAH (€CIU MPUMEHUMO).

4. Te xe usmenenus B [IOC® BBeAcHBI A1 BCEX JICKAPCTBEHHBIX IMPEMapaToB TOro ke jaepxarens PY (
oIMHaKOBast okoH4YaTenbHas Bepcust [IOCD).

JoxymeHTanus

1. IMocaenuss Bepcus [IOCD u, eciin MPpUMEHUMO, TIOCTIEHSS BEPCUS MpenapaT-CuenuGuIHOro JOTOTHEHHUS.
OHH B OTHOLICHHHM HM3MEHEHHs KBaJM(UIMPOBAHHOI'O JHIA IO (apMaKOHAI30py BKIIOYAET: a) KPaTKyIo
O6uorpadur0 HOBOTO YIOJHOMOYECHHOIO JHIAa MO (apMakoHaa30py, 0) HOBOE MOJIOKCHUE JCpiKATENs |
YIIOJIHOMOYEHHOTO JiMIa 1o (hapMakoHaA30py 00 MX CIIOCOOHOCTH M IyTSX YBEJIOMIJICHHS O HEXEIaTelbHBIX
peakuusx, MoJNMCaHHOE HOBBIM YIIOJIHOMOYECHHBIM JIMLO 10 (hapMaKOHA/I30py M AepiKaTelieM, U OTpaxaroliee
OCTAJEHBIC BHITEKAIOLINE W3MEHEHUS, HAIIPHIMEp, B OPraHU3alMOHHON cXeMe.

Ecnmu ynomHoMoveHHOe JHIo 1o (hapMakoHaA30py U (MiIM) KOHTAaKTHast HH(OpManus yImoJIHOMOYEHHOTO JIMIA
mo (¢apmakoHaa3opy H3HadanbHO He ObUTM BKiItoueHH B [IOC® mmu [IOCP He cymecTByeT, momada
niepecmotperHoro [IOC® ne Tpedyercs, HEOOXOAMMO MPENCTABUTH TOIBKO (POPMY 3asBICHUSI.

2. Ccpiika Ha 3asBiIeHHE (TIPOIETYPY) U JIGKAPCTBEHHBIN IpenapaT, B OTHOIICHHH KOTOPOTO M3MEHEHHS ObLIH
0I00pEHBI.

B.I. 9 3MmeHenne 4acTOTEI
u (Wau) nmatel TOJadH
[IOOBb nexapcTBEHHBIX

VYcaoBus Tpebyemast qokyMeHTauuss Bu npouenypsl
mpemnapaToB s beby Y p yP
MEIHUIUHCKOTO
MIPUMEHEHUS

1 1,2 1A
YcnoBus

1. Usmenenue gactoThl U (1iun) natel moaayn [IOOb cormacoBaHo HAIMOHATBHBIM YIIOJTHOMOYEHHBIM OPTaHOM.

JoxymeHTtanus
1. [TpunoxeHHOE K COMPOBOIUTEIHPHOMY MUCHMY 3asBJICHUS O BHCCCHHHM U3MCHCHMIA: CChUIKA HA COTJIAIIICHUE
YHOJTHOMOYECHHOTO OpTaHa.

2. IlepecmoTpenHas yacrora u (nm) nara nogauu [10OB.

JaHHOe H3MEHEHHe IpUMeHsdercs, Jumb ecnu muka [IOOb ykaszaH B
[Ipumeuanne PErHCTPAIIMOHHOM JIOChE CIIOCO0aMH, OTIIMYHBIMHU OT YKa3aHUsI CCHUIKM Ha TIepeYeHb
OTYETHBIX JIaT, ¥ Ipu HeobxoaumoctH nojgauu [T100B.

B.1.10 BBegenue wunn

M3MEHEHHSI 00s13aTeIbCTB U

YCIOBUW perucrpauuu, Y cCiIoBHs Tpebyemast nokymenrtaust Bun mpouemaypst
BKJIIOYas IJIaH YIIpaBJICHUA

pUCKaMU



a) Peanuzanus

dbopMynupoOBKH, 1 1,2,3 IA
COTJIaCOBaHHOM c

YHOJHOMOYEHHBIM

OpraHom

0) Peanuzanus n3MeHeHHH,

TpeOyHIuUX

npeJCcTaBICHUS

nepxareneM PY HOBBIX

JIOTIOJTHUTEIBHBIX JAHHBIX, 11

HYXJTAIOMHXCS B

3KCMEpPTHU3E

YIOJIHOMOYEHHBIM

opranom (*)

Ycenosus

1. U3MmeHneHne peanusyeT IeHCTBHE, 3aTpeOOBaHHOE YIIOJHOMOYEHHBIM OpPraHOM, M HE TpeOyeT IMmomayuu
JIOTIOTHUTEIBHBIX CBEICHUH U (MJIH) JajdbHEHIIEH SKCTIEPTH3HI.

JoxymeHTtanus

1. TlpunoxxeHHOe K COMNPOBOJMUTEIHHOMY IMCHbMY 3asBJICHUS O BHECEHMUM HM3MEHEHUMN: CChUIKA Ha
COOTBETCTBYIOILIEE PEIICHUE YIIOJTHOMOUYEHHOIO OpraHa.

2. [lepecmoTrpeHHas nHMpOpMAIHS O JICKAPCTBEHHOM Ipernapare.

3. BenomocTh M3MEHEHUIl C yKa3aHHEM IMOCTPOYHO PACHOJOKEHHOIO CPaBHEHMSI BHOCHUMBIX HU3MEHEHHUH C
YTBEPKIACHHON BEPCHUEM.

9TO M3MEHEHHE OXBAaThIBACT JIMIIL CUTYalMi0, B KOTOPOH BBOAMMOE HW3MEHEHHUE
3aTparMBaceT MCKIIOYUTENBHO YCIOBUS M (MJIHM) 00s3aTENbCTBA PErHCTPaLlUH,

IIpumeuanue
BKJIIOYAsl TJIaH YNPaBICHHWs PHCKaMH W YCIOBUsS M (Win) 00s3aTesbcTBa
perucTpanyii Ipyu UCKIIIOYNTEIBHBIX OOCTOSTENBCTBAX U YCIIOBHON PETUCTPALIIH.

*) BBE/ICHHE IUIaHA yNIPABJICHUS PHCKaMH, 3aTPeO0BAHHOE YIIOJIHOMOYEHHBIM OPI'aHOM,

Bceraa TpedyeT CyIIeCTBEHHON SKCIePTU3BL.

B.I. 11 Bximouenne wiu
HCKJIIOYCHHUE YEPHOTO
CUMBOIIa 581971
MOSICHUTENbHBIX yYKa3aHUH
B OTHOIIECHHUU
JNIEKapCTBEHHBIX VcnoBus Tpebyemast qokymenTanusi  Bu mpoueaypb
TpenapaToB, BXOAALIUX B
TepeUucHb JIGKAPCTBEHHBIX
TIPETapaToB, MOMIEKAIITIX
JIOMOJTHUTEIHFHOMY
MOHHUTOPHHTY

1 1,2,3,4,5 1A

YcnoBus

1. JlexapcTBEHHBIH MpenapaT BKIOYEH WIN UCKITIOYEH U3 IEPEUHs JIEKaPCTBEHHBIX IPEMapaToB, MOIEKAIINX
JIOTIOTHUTEIPHOMY MOHUTOPHUHTY (COOTBETCTBEHHO).

JoxymeHTtanus

1. IIpunoxxeHHOE K CONPOBOIUTEIHHOMY NHUCHbMY 3asBJICHHS O BHECEHWM HM3MEHEHHH: CChUIKA Ha IepeucHb
JIEKAapCTBEHHBIX IIPENapaToB, MOMICKAIIKX JOIOJHATESTEHOMY MOHHTOPUHTY.

2. IlepecmoTpeHHass MHQOpMAIUsI O JEKapCTBEHHOM Npenaparte (0OHOBIEHHas oOmas XapaKTepHCTHKa
JIEKapCTBEHHOTO Nperapara, HHCTPYKLHKS 10 MEAULIMHCKOMY IIPUMEHEHHUIO (JINCTOK-BKIIAIBIIT)).

3. Jlekiapanus o TOM, YTO B NMPOEKTaX OOIICH XapaKTEPUCTHKE JICKAPCTBEHHOT'O Ipenapara i HHCTPYKLIHUH T10
MEIUIMHCKOMY TIPUMEHEHHIO JIEKapCTBEHHOTO cpencTBa (JrcTok-Biansim) (naree — OXJII u Unctpykmms JIC



) BOCHPOMW3BEACHHOTO, TMOPUIHOTO WM OHOaHAJIOrMYHOTO (OMOMOJOOHOT0) JIEKAPCTBEHHOTO IIpernapara
orcyTcTBYIOT oTimuust oT neiicrBytommx OXJIIT u HMuctpykumm JIC opurnHaneHoro (pedepeHTHOro)
JIEKapCTBEHHOTO IpenapaTa, 3a WCKIIOUYEHHEM OTIMYMH WH(POPMAIUU O MPOM3BOJHUTENE, CPOKE TOXHOCTH,
COCTaB€ BCIIOMOTATENIbHBIX BEIECTB HE3HAUYNMBbIE Pa3INIHs B OMOAOCTYITHOCTH W (PapMaKOKHHETHKE.

4. Tloctpounoe (pacmoJIO’KEHHOE MapalljIeIbHO Ha OXHOM JHucTe) cpaBHeHume neiictByromux OXJII u
Wucrpykiuu JIC opurnHansHOro (pedepeHTHOr0) JeKapcTBeHHOro mpemapara u npoekto OXJIIT u
Wucrpykiun JIC BOCHpOU3BEICHHOTO, THOPUIHOTO MM OMOaHATIOTHYHOTO (OHMONOZOOHOT0) JIEKAPCTBEHHOI'O
npenapara ¢ BbIICJIEHHEM 1 000CHOBAaHHUEM BCEX OTIMYHM.

5. BenoMocTh U3MEHEHHH ¢ yKa3aHHEM ITOCTPOYHO PacIio0KEeHHOTO

CPaBHEHMSI BHOCUMBIX U3MEHEHUN C YTBEP>KJIEHHOU BEPCUEH.

NaHHO€ W3MEHEHHE OXBATHIBACT CHUTYAlHI0, TPH KOTOPOW BKIIOUCHHUE WIIH
HCKITIOYEHUE YePHOTO CHMBOJIA MK MOSICHUTENFHBIX YKa3aHUN HE MTPOU3BOINUTCS B
IIpumeuanue N N

paMKax Opyroi peryiasTOpHOI mpoueaypsl (HaupuMmep, Ipoueaypsl IPOIICHNS WIN

M3MEHEHHs, 3aTparuBaroleii HHPOpMAaIMIO O JISKAPCTBEHHOM Nperapare).

B.I. 12 IIpoune nzMeHeHus
, HE OTMCAHHBIE B IPYTHX
pasfenax HacTOSILIETO

JlomoHeHus, B TOM YHUCTIe

U3MEHEHHE TUIa
JE€KapCTBEHHOTO
npemnapara, Ycnosus TpeOyemast nokymeHTauust Bun npouenyps

3apEerHCTPUPOBAHHOTO B
Pecniybnuke Kasaxcran,
BKJIIOYAIONINX II0Aady

HCCIeqOBaHUN
YIIOJTHOMOYEHHOMY OpTraHy
(*)
1I
€CJIH JKCIIepTH3a yNOJIHOMOYEHHBIM OpPTraHOM IOJIaHHBIX JAHHBIX IPUBOIUT K
HM3MCHCHUIO OOIIeH XapaKTepPUCTUKU JICKAPCTBCHHOTO Iperapara, MapKHPOBKH,
IIpumeuanue

JAHHBIM W3MCHCHHEM OXBATBIBAIOTCS COOTBETCTBYIOIIME IMONPAaBKH K OOMIeH
XapaKTePHCTHKE JIEKapCTBEHHOT'O Nperapara, MapKUpOBKe.

I[aHHoe HN3MCHCHHEC HC MPUMEHACTCA K UBMCHCHHUAM, KOTOPBIC MIPUHATHI B KAYECTBE
™ n3MeHeHui IB Tuna no yMoiuaHHIO B COOTBETCTBUH C JIIOOBIM APYTHM DPa3esioM
HacTosIero JononxHenus.
B.1. 13 U3menenue, Tpedyromiee HOBOH PETUCTPAINH JEKAPCTBECHHBIX CPE/ICTB:

l)u3meHeHre wiu 100aBICHUE HOBOU JIO3UPOBKHU (aKTUBHOCTH);

2)uzMeHeHne Wi 100aBIeHNEe HOBOU JIGKapCTBEHHON (OPMEI.
[lepedeHb JOKYMEHTOB, IIPEIOCTABISIETCS COTJIACHO
npuwiokeHusM 2 u 3 Hactosumx [Ipasui.
[Ipunoxenue 2 x npukasy
MuUHHUCTp 31paBOOXPAHEHUS
Pecny6mmkn Kazaxcran

ot 27 staBaps 2021 rona
Ne KP ICM-10

ITpaBuia npoBeeHNS SKCIEPTU3HI MEAUITMHCKHUX U3AEIIHi

I'maBa 1. OOmIHe mOMOXEHHU



1. Hacrosmue npaBuiia MPOBEACHUS SKCIEPTU3bI MEIUIIMHCKUX M3Aenui (manee —
[IpaBuna) pa3paboTaHbl B COOTBETCTBUM 4YacThio TepBoii myHkTa 1 [IpaBun peructpamnuu u
DKCIEPTU3bl 0E30MacHOCTH, KadecTBa W IPHEKTUBHOCTH MEIUIIMHCKUX HU3JCTUH,
yTrBepkeHHbIX Pemmenuem Coseta EBpasuiickoit Dxonomuueckoit Komuccun ot 12 deBpans
2016 roma Ne 46, ¢ mynkramu 4 u 10 crateu 23, nynkrom 3 crarbu 239 Konekca PecniyOnuku
Kazaxcran "O 310poBbE HapOJia U CUCTEME 3ApaBOOXpaHeHuUd", moANyHKTOM 1) crateu 10
3akoHa Pecny6nuku Kazaxcran "O rocygapcTBEHHBIX ycayrax" M ONPEAENSIIOT MOPSIOK
MPOBEICHUS IKCHEPTU3bl MEIUIIMHCKUX H3JEIUNA, B TOM YHUCIE CTPATETMYECKU BayKHBIX
MEIUIIMHCKUX H3JeIui (nanee — MEIUIIMHCKUE U3JeNHus), a TaKXKe MOPSAJIOK OKa3aHUs
rocyaapcTBeHHOM ycayru "Belgaya 3akiiodeHuss O O€30MacHOCTH, KadeCcTBE W
() PEKTUBHOCTHU JICKAPCTBEHHBIX CPEJICTB U MEAUITUHCKUX W3S .

Cuocka. Ilynkr 1 - B penakunu npukaza Munncrpa 3apaBooxpanenus PK ot 25.08.2025
No 83 (BBOAMTCS B ICHCTBUE 110 UCTCUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE THS €ro
MepBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).

2. DKcrepTh3a MEAUIIMHCKUX U3JIeJIN B COOTBETCTBUU C IMMYHKTOM 2 ctaThu 239 Koaekca
MPOBOJUTCS TOCYJApCTBEHHOM JSKCHEPTHOM opraHuzaunueid B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB U MEAMIIMHCKUX U3JENHN (Jajee — rocyJapCcTBEHHAsl SKCIEPTHAs
OpraHM3alus) Ha OCHOBAaHUU 3aKJIIOYEHHOrO C 3asBUTEJIEM JIOrOBOpa Ha MPOBEAECHUE
AKCHEPTU3bI METUIIUHCKOTO U3/CIIHSL.

Oriata CTOMMOCTH JKCIEPTU3bl MEIUIMHCKOTO H3JENHUS OCYIIECTBISECTCA B
COOTBETCTBUU C MPEUCKYpAHTOM, YCTaHABIMBAEMbIM YIOJIHOMOYEHHBIM OPraHOM IO
COTJIACOBAHUIO C AHTUMOHOIIOJIBHBIM OPraHOM B COOTBETCTBHUH C IMPUKA30M HCIOJIHSIOIIETO
o0si3anHOCcTH MuHucTpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 20 ssuBaps 2021 roga
Ne KP ICM-7 "OG0 yTBepkIeHnH 1IeH Ha ToBapbl (pabOThI, YCIYTH), MPOU3BOIUMBIE U (MIIH)
peanu3yeMble CyOBEKTOM TrOoCyJapCTBEHHOM MoHomoJuu" (3apeructpupoBaH B Peectpe
roCyJIJapCTBEHHOM perucTpalui HOPMaTUBHBIX MPABOBBIX aKTOB Mo Ne 22096).

CHocka. ITynkr 2 - B penakunu npukaza Munucrpa 3apasooxpanenus PK ot 02.06.2023
Ne 94 (BBoAMTCS B ICHCTBHUE 110 HCTCUCHUHU JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS ero
NEepPBOro O(PUIIMAIBHOTO OMyOJIUKOBAHMUS).

3. DkcnepTuse nojasiexkar npousBenieHHbie B Pecnybnuke Kazaxcran, a Tak:ke BBO3UMBIE
Ha €€ TEPPUTOPUIO MEAULIUHCKUE U3IEIIHS.

4. Jlo mogayu 3asBJI€HUSA Ha SKCIEPTHU3Yy MEIMIIMHCKOTO HM3JENHs 3asBUTEb I10
COOCTBEHHOW WHUIIMATHBE IMOJyYaeT B TOCYJAPCTBEHHOW OHKCIEPTHON OpraHu3aluu
MH(POPMAIIMOHHBIE U KOHCYJIbTAIIMOHHBIE YCIYyTHM Ha JIOTOBOPHOM OCHOBE IO BOIIPOCAM,
CBSI3aHHBIM C MPOBEJICHUEM IKCIIEPTU3BI MEAUIIMHCKOTO U3/ICIHS.

5. Jlng npoBeneHust SKCIEPTU3bl MEAUIIMHCKOTO W3/eNHsl, TPUMEHSIEMOT0 B CIyk0e
KpPOBU TOCYJapCTBEHHAasi HJKCIEpPTHAas OpraHu3alus MOPUBIEKACT CHEHHATUCTOB U3
npOUIBHBIX OpraHu3aIui, OCYIIECTBISIIONINX JeATEILHOCTh B Chepe CIyKObl KPOBH.

6. B nacTosnux [IpaBunax ucnosib3yroTcs CIEAyOMKUE TEPMUHBI U ONIPEAEICHUS:



1) MeauUIMHCKUE U3MIeTUs ISl in Vitro TUarHOCTHKUA OTKPBITOTO TUIA — MEJAUIIMHCKHE
W3ACTUs Uil JUArHOCTHKH in Vitro, SKCIUTyaTamusi KOTOPBIX B COOTBETCTBHHM C WX
(GyHKIIMOHATBHBIM Ha3HAYEHWEM BO3MOXHA TPU HCIIOIH30BAHUHM PEAreHTOB (PEaKTHUBOB)
IIMPOKOTO KpyTa MpOU3BOIUTENCH;

2) mporpaMMHOE OOecleueHue SBIACTCS MEAUIMHCKUM HW3ACIHEM MPH yCIOBUU
COOTBETCTBHSI €r0 BCEM CJIEAYIOIIUM KPUTEPHUSIM:
npeacTaBisgeT coboit mporpammy s OBM unu ee Moaynu BHE 3aBUCHUMOCTH OT
MCIIOJIb3yEeMOM amnmapaTHOW miaT@opMbl, a TakKe CIIOCOOOB pa3MEIICHHsS MPOrpPaMMHOTO
obOecrieueHus U PEAOCTABICHUS JOCTYNa K HEMY;
HE SIBJIIETCSA COCTABHOM YaCThIO IPYroro MEAULIMHCKOIO U3EIHS;
peAHa3HAYCHO MMPOU3BOAUTEINIEM JIJIs OKa3aHUsI MEIUIIMHCKOM TTOMOIIIH;

pe3yabTaT NEUCTBUS MPOTPAMMHOTO OOECIEUEHHUs 3aKITI0YAeTCS B UHTEPIPETAINHA B
aBTOMAaTUYECKOM PEXHME, B TOM YHUCJIE C UCIOIb30BAHUEM TEXHOJOTUH MCKYCCTBEHHOTO
WHTEJUICKTA, WM 10 33JaHHBIM MEIWIIMHCKAM PaOOTHUKOM IapamMeTpaM, BIUSIONINM Ha
NPUHATHE KIMHUYECKUX pelIeHul, Habopa TaHHbIX, MOTYYEHHBIX OT MEAUIIMHCKUX U3JIEIHM,
JOMYIIEHHBIX K OOpaIIeHNuI0 B yCTAaHOBJICHHOM IOPSAKE WM BBEACHHBIX MEIUITUHCKUMU
pabOTHUKAMU B IEJISIX OKa3aHUS MEAUIIMHCKON TTOMOIITH;

3) pacxoJiHbIe MaTepUaabl K MEIUIIMHCKOMY U3JICJIUIO in Vitro TUarHOCTUKHU 3aKPBITOTO
THTIa — PACXOHBIC MaTEePHANIbl, 0OCCIICYNBAIONINE €T0 TOJHOIIEHHOE (DYHKITMOHHUPOBAHNE B
COOTBETCTBHH C 33JaHHOM 1I€JIbI0 M BKIFOUEHHBIE B €r0 KOMILIEKTAIIMIO JJIS UCTIOIb30BaHUS C
JTaHHBIM MEIUIIMHCKUM U3JICITUEM;

4) MeIUIIMHCKUE U3ACNHS JIJIS in Vitro AMarHOCTUKHU 3aKPBITOTO TUIA — MEIUIIMHCKUE
W3ACTUsS Il JUArHOCTHKU in Vitro, SKCIUTyaTamusi KOTOPBIX B COOTBETCTBHH C WX
Ha3HAUYCHUEM BO3MOKHA TOJILKO MPHU UCTIOJIb30BAHUH CIEIIUATBHBIX PEAareHTOB (PEaKTUBOB),
MPEeIYyCMOTPEHHBIX MPOU3BOJUTENIEM ISl JAHHOTO MEIMIMHCKOTO U3JEIUsl U €ero
MOAU(PUKAINMA, BKIIOYSHHBIX B €r0 KOMILIEKTAIIHIO;

5) MEIUIIMHCKUE U3ENUsl JUIsl TUarHOCTUKU BHE KMBOTO OpraHu3Ma (in vitro) — Jiro0ble
WHCTPYMEHTHI, allllapaThl, TPUOOPHI, 000PYAOBaHUE, MAaTEPHUAIIbI, PEareHThI, KAITHOPATOPHI,
KOHTPOJIbHBIE MaTepuajbl U MPOYME U3JEIUs, NPUMEHSIEMble B MEIUIUHCKUX IEIAX
OTACIbHO WJIM B COUYETAHUM MEXKJIYy COO0OH, a TakKe BMECTE C NPUHAIJIECKHOCTIMH,
HEOOXOJMMBIMU [IJII TPUMEHEHUS YKa3aHHBIX W3JCJNHN 10 Ha3HAUYCHUIO, BKIIOYas
CIieI[MalIbHOE TMPOTrpaMMHOE oOOecledYeHne, W MpeHa3HAYCHHbIE MPOU3BOJIUTEIEM
MEUIIMHCKOTO U3JIeTus JUIsl IPUMEHEHUS MIPU UCCIIEAOBAHUSIX BHE KUBOTO Opranusma (in
vitro) 00pa3loB OMOJIOTMYECKUX MAaTEepUaliOB YeEJIOBEKa JIsl MOJYy4YeHHs HHPOpMaluu
OTHOCUTEIHHO (DU3MOJOTHYECKOTO WM TATOJIOTHYECKOTO COCTOSIHUS, BPOXKICHHOU
NaTOJIOTUH, MPEAPACTIONIOKEHHOCTH K OINPENEeIEHHOMY KIMHHUYECKOMY COCTOSIHUIO WIIU
00JIe3HN, COBMECTHMOCTH TKAaHEH C TMOTEHIHAIBHBIM PEIHUIUEHTOM, MPOTHO3ZUPOBAHUS
peakiMii Ha TepaneBTHYECKHUE BO3JCHCTBUS, BbIOOpA TEPANEBTHUYECKUX CPEACTB U (KJIN)
KOHTPOJIS JICUCHUS;



6) MEeOUUMHCKUE U3JETUsS — U3JENUs] MEIUIMHCKOTO HAa3HAYEHHS U MEIUIUHCKAs
TEXHUKA,;

7) u3genusi MEIUIIMHCKOTO HAa3HAYEHUS] — MaTepHUaibl, U3JEIUs, PACTBOPHI, peareHThlI,
KOMILIEKThI, HAOOPHI, KCTIOJIb3yEMBbIE ISl OKa3aHUsI MEIUIIMHCKOM MTOMOIIY B COOTBETCTBUU C
(GyHKIIMOHATHHBIM Ha3HAYCHUEM W HHCTPYKIIUEH MTPOU3BOIUTEIIS,

8) MeauIIMHCKas TEXHUKA — amnmnapaTsl, IPpuOOpkl, 000pyA0BaHUE, KOMIUIEKCHI, CUCTEMBI,
MPUMEHSAEMbIE OTJEJIIBHO WJIM B COYETAHUU MEXKIYy COOOM JJIsi OKa3aHUs MEIUIIMHCKOMN
MOMOIIIM B COOTBETCTBUU C (YHKIIMOHAJHHBIM Ha3HAYEHHEM M DKCIUTyaTallMOHHBIMU
XapaKTePUCTUKAMU, YCTAHOBJICHHBIMU MPOU3BOAUTENIEM;

9) HauMeHOBaHME MEIUIIMHCKOTO M3JENUS — CIOBECHOE 0003HAYCHHE MEIUITUMHCKOTO
u3enus, omnpejaestoniee ero (yHKIMOHAIbHOE Ha3HAUYCHUE, MOJENb, Pa3HOBUIHOCTb,
MOJIU(HUKAIINIIO, THIT,

10) xoMILIEKTyIOIIee MEAUIMHCKOTO U3JIeNUs — YaCTh MEIUIIMHCKOTO W3ENHs, HEe
SABJISIIONIASACS CAaMOCTOSITEIbHBIM MEAUIMHCKUM U3JCJIHEM, B TOM 4YHCIie OJOKH, YacTH,
AJIIEMEHTBI U3JIEINs, MaTepUabl, 3allacHbIE YaCTH, MPEyCMOTPEHHBIE MPOU3BOIUTEIEM JIJIS
HCIIOJIb30BAaHUSI B COOTBETCTBUM C (DYHKIIMOHAIBHBIM Ha3HAYEHUEM, HKCILUTYaTallMOHHBIMU
XapaKTepUCTUKAMU, PYKOBOJACTBOM IMPOU3BOIUTEINS IO CEPBUCHOMY OOCITYKHUBAHUIO;

11) Habop (KOMILJIEKT) MEIUIIMHCKUX U3JICIIUM - COBOKYITHOCTh MEAUIIMHCKUX U3JIEITUH,
00bEeNMHEHHBIX OOMUM (QYHKIIMOHATHHBIM Ha3HAYE€HUEM M O0JacThl0 MPUMEHEHUS,
uMerolas oOIy0 MApKUPOBKY C YKa3aHUEM MEepPEUYHs] MEAUIIMHCKUX U3EIUM, BXOASIIUX B
coctaB Habopa (KOMIUIEKTa), B COOTBETCTBHH C JOKYMEHTAIHEH MTPOU3BOIUTENIS;

12) npuHAAIEKHOCTh K MEIMUIIMHCKUM H3JIENHUSIM — HU3JeNHe, He SABJISIOIIeecs
MEJIUIIMHCKUM U3JIETTUEM, MTPeHA3HAUCHHOE MPOU3BOJUTENIEM JIsl COBMECTHOTO MPUMEHEHUS
C OJIHUM WJIM HECKOJIbKUMH MEIUIMHCKUMHU U3JETUSIMHU JJI UCIIOJIb30BAHUS B COOTBETCTBUU
C UX Ha3HAUCHHEM;

13) 6e30macHOCTh MEAUITUHCKOTO U3JIETUs — OTCYTCTBHE HEOMYyCTUMOTO PUCKA TPH
HCIOJIb30BAaHUM MEJUIIMHCKOTO W3JIeNIUs, CBSI3aHHOIO C NPUYMHEHUEM BpeJa >KU3HH,
3I0POBBIO YEJIOBEKA, a TAKXKE OKPYKAIOIIEH cpelie;

14) 3axitoueHre o 6€30MacHOCTH, KauecTBE U 3P(HEKTUBHOCTH MEAUIIMHCKOTO U3JIETUS —
JIOKYMEHT, COAEPKAIllNil pe3yIbTaThl SKCIIEPTU3HI 3asBJICHHBIX HA SKCIEPTU3Y MEAUIIMHCKUX
W3/1CIINH;

15) pacxoaHblii MaTepual K MEIUIIMHCKUM H3JENIHUSIM — U3JENIUs U MaTepualbl,
pacxoyemMbie MPU UCIIOIH30BAHUN MEIUIIMHCKUX H3JENHM, 00ecrieqrBaroue npoBeaecHue
MaHUMYJISIIIUNA B COOTBETCTBUU C (DYHKIIMOHAJIBLHBIM Ha3HAYEHUEM MEIUIIMHCKOTO W3JCIHS,
IKCIUTyaTaIMOHHBIMHU XapaKTEPUCTUKAMH, PYKOBOJICTBOM IO CEPBUCHOMY OOCITY>KHBAHHIO
IPOU3BOUTEIS;

16) cocTtaBHast 4aCTh MEIUIIMHCKOTO H3JENHS — OCHOBHOM OJIOK (4acTh) MEIUITMHCKOTO
U3JIeNHs, KOMIUIEKTYIOIee, MPUHAJIEKHOCTh, PACXOJHBIA MaTepual, peareHT K
MEJIUIIMHCKOMY U3JICIIUIO.



17) ocHOBHO# 00K MEAMITMHCKOW TEXHUKH (ammapaToB, MpuOOpPoOB, 000pyAOBaHUS) —
AJeMeHT (y3eJ1) MEJUUMHCKON TEXHUKU (IIPU HAJTUYHH), TPEAYCMOTPEHHBIA MPOU3BOJUTEIEM
, SIBIIAIOIINICS HEOTHEMJIEMOH YacTbI0 MEIUIMHCKON TEXHHKH, oOecredyuBaronnii e€¥
(YHKIIMOHUPOBAHUE B COOTBETCTBUHU C Ha3HAYEHHEM U PYKOBOJCTBOM I10 JKCIUTyaTalluu U
CEPBUCHOMY OOCITY>KUBAHUIO MPOU3BOAUTENS;

18) mpou3BoAMTENb MEIUIIMHCKOTO H3JENHs — CyOBeKT B cdepe obOparieHus
JIEKAPCTBEHHBIX CPEACTB W MEIUIIMHCKUX W3JIEJINI, OTBETCTBEHHBIM 3a pa3pabOTKy u
M3TOTOBJICHHE MEAUIMHCKOTO U3JEINHNS, IENAOIINI €r0 JOCTYIHBIM JIJIsl UCIIOJIb30BaHUS OT
CBOEr0 MMEHHM HE3aBHUCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBJICHO TUM JIUIIOM WJIH OT
€ro UMEHU JPYTUM JIMIOM (JIMI[aMH), U HECYIIUH OTBETCTBEHHOCTh 3a €ro 0€30MacHOCTD,
KauecTBO U 3PPEKTUBHOCTD;

19) kauecTBO MEIUIIMHCKOTO U3ENHS — CTENIEHb COOTBETCTBUSI COBOKYITHOCTH CBOMCTB U
XapaKTEPUCTUK METUIUHCKOTO U3AENHS LENSAM €ro MpeIHa3HauYEeHHOTO UCTOJIb30BaHNUS;

20) TOKYMEHT MO KauyeCTBY MEIUIIMHCKOTO M3AeNus (Jajaee — TOKYMEHT M0 Ka4yeCTBY) —
JOKYMEHTHI (MEXIyHapOJHbIe, PErHOHANbHbIC), HAIIMOHAJIbHBIE CTAHIAPTHI, CTAHIAPTHI
OpraHM3alliM, YCTAHABIMBAIOLIME KOMIUIEKC TpeOOBaHUM K KauecTBy, O€30MaCHOCTH,
METOJMKaM UCIBITAHUM, & TAKXKE TPAHCHOPTUPOBKE U XPAHEHUIO MEIUIIMHCKUX U3EIHIl;

21) 3¢ heKTUBHOCTh METUIIMHCKOTO U3JIeNIUS — COBOKYITHOCTh CBOMCTB M XapaKTEPUCTUK
MEIUIIMHCKOTO W3AENus, O0OECNeUnBaIOMMUX JOCTIKCHHE IIeJed TpeJHa3HauYCHHS,
YCTAHOBJICHHBIX MTPOU3BOJUTEIEM MEIULIMHCKOTO U3JIENUsS U MOATBEPKACHHBIX IMPAKTUKOM
€ro UCIMOJIb30BaHNUS;

22) DKCHepTHBIA COBET T'OCYJApCTBEHHON 3KCHEPTHOM OpraHu3anuu (Jajiee —
DKCIEPTHBIN COBET) — KOJIJIETHAIBHBIN OpraH, CO3/1aBaeMblii B TOCYJJAPCTBEHHOM SKCIEPTHOM
OpraHU3allHU 110 PACCMOTPEHUIO CIIOPHBIX BOMPOCOB B pe3yJIbTaTax IKCIEPTU3bl, OCHOBAaHUN
(DpuyMH) BBIJAYM OTPULATEIBHBIX 3aKJIIOYEHUH O OE30MaCHOCTH, KadyecTBE U
3 PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MEAUIMHCKUX W3ACIUNA U TMPUHATHIO
OKOHYATEJIHLHOTO PEIICHUS;

23) Moaudukaus MEIUIMHCKOTO U3JIeTUs — Pa3HOBUIHOCTh MEAUIIMHCKOTO U3ENHUS,
UMerolas 00IIre C OCHOBHBIM MEIMIIMHCKUM U3JIeTUEM KOHCTPYKTUBHbIE, TEXHOJIOTUYECKUE
MIPU3HAKH, pa3pabOTaHHbIE HA 0a3e OCHOBHOT'O M3JIEIUS C LIEJIbI0 €r0 YCOBEPUIEHCTBOBAHNUS,
pacmiupeHusi (PyHKIMOHATBHOTO Ha3HAYEHWs, NPUMEHEHHUs JHOO0 CHelUaIn3auu
MIPUMEHEHUS B MEIUIIMHCKUX LIEIIAX;

24) MozieNb — cCaMOCTOSATEIbHAS SUHUIIA MEAUITTHCKOTO U3IeTusl, UACHTU(DUIIMPOBaAHHAS
MPOU3BOJUTENIEM MEIUIIMHCKOTO HU3JCNHS ONpeeIeHHbIM OYKBEHHBIM, ITU(PPOBBIM WU
OYKBEHHO-IIM(POBBIM 0003HAUCHUEM;

25) mpou3BOJICTBEHHAS IUIOUIAJKA — TEPPUTOPUATIBLHO O0O0COOJIEHHBIN KOMIJIEKC
MPOU3BOJUTENST MEAUIUHCKUX W3JICIUN, MpEJHA3HAYEHHBIM JIsI BBIIOJIHEHUS BCErO
npoliecca IPOU3BOJACTBA MEAUIIMHCKUX U3EIUN WU €r0 ONPEACIICHHBIX CTaIUN;



26) ynoJHOMOYEHHBIN MIPEICTaBUTENb MPOU3BOIUTENS — IOPUANUECKOE WU (PU3NUYECKOe
JIULI0, 3aPETUCTPUPOBAHHOE B KAYECTBE WHJIUBUIYAIHHOTO MPEANPUHUMATEIS, SBIISIOIEECS
pesunentoM Pecnybnmuku KazaxcTaH, ynmoJHOMOYEHHBIC TOBEPEHHOCTHIO TPOU3BOAUTEIS
MEIUIIMHCKOTO W3JeNNUsl MPEJCTAaBIsITh €ro HHTEpPeChl IO BOIpocaM oOpalieHus
MEIUIIMHCKOTO wu37enus Ha Tepputopun Pecmybmuku KaszaxcTtaH B COOTBETCTBUU C
JEHCTBYIONINM 3aKoHOAaTebecTBOM PecnyOnrku Kazaxcran B 00mactu 31paBoOXpaHEHUS;

27) 3asBUTENb — MOPOU3BOAUTENH (M3TOTOBUTENH) WU HX MPEACTABUTEIb,
YIOJHOMOYEHHOE TNOJAaBaTh 3asBIIEHUE, JOKYMEHTBl M MaTepuajbl HAa NPOBEIACHUE
AKCIEPTU3bl MEAUIMHCKOTO HW3JEIUs JJIsl PErucTpaiuu, MepeperucTpaii, BHECCHUS
W3MEHEHUN B PETUCTPALIMOHHOE JOChE;

28) cTpaTernuecku BaXKHbIC JIEKAPCTBEHHBIC CPEJCTBA M MEIUIIMHCKUE HU3JCIUS —
JIEKapCTBEHHbBIE CPEJICTBA U MEIUIIMHCKHUE U3JIeNUs, MPEIHA3HAYCHHBIC JIJI1 MEIUIIMHCKOTO
IPUMEHEHHS B YCIOBUSX:

BOCHHBIX JICHCTBUM U JIMKBUAALIUM UX ITOCJICACTBUI;

BO3HUKHOBEHHUS, MPEIYNPEKACHUS U JIMKBUIALMU TOCIEACTBHI 4pe3BbIYalHBIX
CUTYallNH;

yYIpO3bl BOBHHUKHOBEHHS, PACTIPOCTPAHEHUS HOBBIX 0CO00 OMACHBIX MH(MEKIIMOHHBIX
3a00J1€BaHUH U JIMKBUAAIIUN UX TIOCJICICTBUM;

PO UIAKTUKH, TUATHOCTUKH, JICUCHUS 3a00JICBaHUN W TTOPAKECHHH, MTOJTYUYECHHBIX B
pe3ynbTaTe BO3JAEHCTBUS HEOJArONPHUATHBIX XUMUYECKUX, OMOJIOTMUECKUX, PaAHaIllMOHHBIX
(hakTOpOB, a TAK)KE TUKBUIAINH UX TTOCIICICTBUNL;

OTCYTCTBUS WJIU YIPO3bl OTCYTCTBUS JEKAPCTBEHHBIX CPEICTB HJIM MEIHIUHCKHX
M3JEIMA Ha PBIHKAX T'OCYAAapCTB — YJIEHOB EBPa3suiiCKOro 3KOHOMHYECKOTO COI03a B
YCJIOBHSIX BBEJICHUSI OTPAHUYUTEIIBHBIX SKOHOMUYECKUX MEP B OTHOIIIEHUU XOTSI ObI OJTHOTO
13 rOCyAapCTB-UICHOB;

29) Tunopa3MepHbIU psia — PAJ U3AETUNA, U3TOTOBICHHBIX U3 OJHOPOJHOTO CHIPhS C
o0muMH (U3UKO-XMMUYECKUMHU CBOMCTBAMHU MO OOIIEMY TEXHOJIOTHYECKOMY MpOILECcCy,
UMeIIre enqrHoe (GyHKIMOHATbHOE Ha3HAYCHHE W NMPUMEHEHWE, OTIWYAIOIINUECs TOIhKO
pasmepamMu U (WJiM) 00beMOM M (WJIM) LBETOM, B COOTBETCTBUU C JOKYMEHTaIUEH
MIPOU3BOJIUTEIIS,

30) perucTpaiioHHOE JOChEe — KOMIUIEKT JOKYMEHTOB U MaTE€pPUaIOB YCTaHOBJICHHOTO
COJIep KaHMUsl, MPE/ICTABISIEMbIN K 3asBIICHUIO HA SKCIIEPTU3Y MEIUIIMHCKOTO U3CIIHS;

31) BHeceHHME U3MEHEHHI B PETHCTPALMOHHOE J0ChE JIEKAPCTBEHHOTO CPEACTBA WU
MEIUIIMHCKOTO H3JeNusl — TMpoleaypa, OCYIIECTBIsieMas Ha OCHOBAaHMM SKCIEPTHU3bI
W3MEHEHUM, BHOCHMBIX B PETrUCTPAIMOHHOE JOChE B TEUEHHUE CpOKa JEHUCTBUSA
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS.

Cuocka. IIynkr 6 - B penakunu npukaza Munncrpa 3apaBooxpanenusa PK ot 25.08.2025
Neo 83 (BBOAMTCS B ACHCTBUE 110 UCTECUCHUU JIECATH KaJIEHAPHBIX JHEU MMOCIIE IHS €ro
MEepPBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).



I'nasa 2. Ilopsimok mpeoCTaBlIeHHs PETHCTPAMOHHOIO JOCHE UIS MPOBEACHUA SKCISPTH3HI
MEIMITMHCKOTO H3CIHs

7. JJ1s mpoBeAEHUS HKCIIEPTU3bI MEAUIIMHCKOTO U3/I€TUS U NOJIYYEHHS TOCY1apCTBEHHON
ycayru "Belada 3akimoueHust 0 0€301aCHOCTH, Ka4ecTBe U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
CPEACTB M MEIULMHCKUX H3Aenui" (najmee — rocydapCTBEHHas YyCiIyra) 3asBUTEIb
IOCPEJICTBOM THOpTajia '"3JEKTPOHHOTO MpaBUTENbCTBA" (Www.egov.kz) um oObekra
uH(popmaTu3auuy "uH(GOpPMAIIMOHHAS CUCTEMA ITOCYIapCTBEHHOM AKCIIEPTHOM opranu3anuu "

"nn

www.ndda.kz"" (nanee — uHQOpMalLMOHHAs CcHUCTEMa) MPEAOCTABISIET CIEAYIOIINE
JOKYMEHTBI:

1) 3asBNIEHNE HA MPOBEJECHUE SKCIEPTU3bI MEAULIMHCKOTO U3/ENINS B AJIEKTPOHHOM BHUJIE
o opMe coriacHo npuioxkenuto 1 k HactosamuM [IpaBumnam;

2) perucTpalioHHOE JI0Ch€ B AJIIEKTPOHHOM BHJE B (popMare MEXIIaTHOPMEHHOTO
ANIEKTPOHHOTO JOKYMEHTA COTJIACHO MPHIIOKEeHUIO 2 K HacTosimuM [IpaBunam;

3) cBeneHMs, MOATBEPKAAIOIIME OIUIATY 3asBUTEIEM CYMMBbI JJI1 MPOBEICHHS
AKCIIEPTHU3HI HA PACUETHBIN CUET TOCYAaPCTBEHHON IKCIIEPTHON OpraHu3aIuy;

4) 00pa3ubl MEIUIIMHCKOTO W3AENHS, MOJUIeKAallero JadopaTOPHbIM UCIBITAHUSM B
COOTBETCTBUHM C MyHKTOM 27 Hactosuux [lpaBui, cTtaHgapTHbIe 00pa3ilbl XUMHUYECKUX
BEILECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KyJbTYp KJIETOK, CHEU(PUUYECKUX PEareHToB,
PacXOHBIX MAaTepUaIOB, HEOOXOAUMBIX JJISI BOCIPOU3BOJIUMOCTA METOIUK JTaOOPATOPHBIX
UCIIBITAHUNM MEIUIMHCKOrO0 H3AENHUS B KOJMYECTBAX, JIOCTATOYHBIX JIsI TPEXKPATHBIX
UCIBITAHUM C OCTATOYHBIM CPOKOM TOJHOCTH HE MEHEE IIECTH MECSIEB C COOI0IEHUEM
YCIIOBUM XpaHEHHS W TPAHCIOPTUPOBKHU, €CIM MHOE HE MPEAYyCMOTPEHO AOKYMEHTaMU I10
KauyecTBY NPOMU3BOJUTENS, B COOTBETCTBUM C NPUIOKEHHEM 3 K HacTosmuMm [IpaBuiiam
3asiBUTENb MPEJAOCTABIISIECT B Te€UeHUE S5 (MITH) pabounX JTHEH C MOMEHTA MOJa4H 3asiBICHUS
HapOYHO MO aKTy npuemMa-nepenayu B Llentp oOcayxuBanus 3aasuteneil (nanee — L{O3)
roCy1apCTBEHHOM DKCIIEPTHOW OpraHU3alNH.

O0pa3ipl MEAUIIMHCKOTO U3JIETUs, CO CPOKOM XPAHEHHSI MEHEE IIECTH MECSIEB, a TAKKe
MEAUIIMHCKOTO U3/ETHs, TPEOYIOIIEro 0COOBIX YCIOBUI XpaHEHHs (TeMIIEpaTypPHBIN PEKUM,
BJIQXKHOCTD), MPEIOCTABISAIOTCS 3asIBUTEJIEM T10 aKTy MpUeMa-Niepeiayd HEMOCPEICTBEHHO B
UCOBITATENIbHYI0  J1aDOpaTOPUIO  TOCYJAPCTBEHHOM  SKCIEPTHOW  OpraHu3aluu
HEMOCPEICTBEHHO Mepel 1ab0paTOPHBIMU UCTIBITAHUSIMHU.

Cuocka. IIynkr 7 - B penakuuu npukaza Munnctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B ICMCTBHUE MO UCTEYCHUH ECITH KAJICHIAPHBIX JHEH MOCTe THS €T
epBOro O(PpUIMAIBHOTO ONyOJIUKOBAHMUS).

8. Ilpu omHOBpEeMEHHOW IMOJlaye Ha SKCIEPTHU3Y HECKOJIbKUX MOIU(UKaIUi
MEIUIMHCKOTO U3JENHS, OTHOCALIUXCS K OJHOMY BUJIY MEAUIIMHCKOIO U3ACIUS U OJHOMY
KJIacCy NOTEHIMAJIbHOTO PHCKAa NPUMEHEHHsI, U3TOTOBJIEHHBIX OJHUM IPOU3BOIUTEIEM,
OTJIMYAIOUIUXCA JPYT OT JApyra HM3MEHEHUSMH KOMIUICKTAMU W (WJIM) TEeXHUYECKHUX



nmapaMeTpoB, HE BIHSIOMHKMUA Ha (QYHKIIMOHAIBbHOE Ha3HaueHHe, 3(PPEeKTUBHOCTH
KJIIMHUYECKOT0 MPUMEHEHUs] M 0€e30MaCHOCTh M HMMEIOIHUMHU OOIIYI0 MHCTPYKLUHUIO HIH
PYKOBOJICTBO MO 3KCIUTyaTallud MPOU3BOJIUTENS, 3asIBUTENb NIPEAOCTaBIIAeT | 3asBieHue u |
PErUCTPAIMOHHOE J10ChE€ C JAHHBIMH TOKCHUKOJOTHMUECKUX, TEXHUYECKUX, KIMHHUYECKUX
UCIBITAHUHN HA BCE BUBI MOAU(DUKAIIHIA, BKIIFOUEHHBIX B OJTHO 3asBJICHUE.

B cnywae ecnu mpeactaBiieHHble MOAMGUKALMN OTHOCITCA K Pa3sHbIM Kjaccam
MOTEHIMAIBHOIO PHUCKAa MNPUMEHEHUS Ha KaXKIYI0 MOAU(PUKALMIO IPEIOCTABISAETCS
OTJIEJIbHOE PErMCTPALOHHOE JIOCHE.

9. IlepedueHp OCHOBHBIX TpPeOOBaHMIl K OKa3aHUIO TOCYJAapCTBEHHON YyCIyTH,
BKJIIOYAIOIIMN XapaKTEPUCTHKHU Tpoliecca, GopMy, CoAepKaHUE U Pe3yJbTaT OKa3aHUs, a
TaK)X€ MHBIE CBEACHUS C YUYETOM OCOOCHHOCTEN MpelIoCTaBIEHUs TOCYAapCTBEHHON yCIyTu
npuBezicH B [lepedne oCHOBHBIX TpeOOBaHMIA K OKa3aHUIO TOCYIaPCTBEHHOM ycimyTH "Brigada
3aKJIIOYEHHS] O 0e30MacHOCTH, KauecTBe U 3((PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB U
MEIUIMHCKHAX U3EJIMNI" COTNIACHO NMPUIIOKEHUIO 4 K HacTosuM [IpaBuiiam.

CHocka. [Tynkr 9 - B pepakunn npukaza Munuctpa 3npaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoguTCS B ACMCTBUE MO UCTEUEHUH JIECITH KaJICHIAPHBIX AHEH MOCIe IHS €ro
epBOTo O(QUITMATHEHOTO OIyOJIUKOBAHHS).

9-1. IloaTBepKAeHUEM NPUHATUS JOKYMEHTOB uepe3 MH(DOPMALMOHHYIO CHUCTEMY
ABJISIETCSL OTOOpakeHue B "JTUYHOM KaOuHeTe" 3asBHUTEINS CTaTyca O MPUHATHH 3ampoca Jis
OKa3aHUs rOCyIapCTBEHHOM yCIIyTH.

B cinywasx nomaum 3asBUTEIEM JOKYMEHTOB uepe3 MopTail B "IMYHOM KaOuHere"
oToOpa)xkaeTcs CTaTyCc O MPUHITHUU 3ampoca s OKa3aHWs TOCYyJAapCTBEHHOW YCIYTH C
yYKa3aHUEM JaThl U MECTa MOJYUYEHUs PE3ysbTaTa rOCYJapCTBEHHOM YCIyTH.

CHocka. ['maBa 2 nonojiHeHa MyHKTOM 9-1 B COOTBETCTBUM C IIpUKa3oM MUHHUCTpa
3npaBooxpaneHus PK ot 25.08.2025 Ne 83 (BBoAUTCS B IEHCTBUE IO UCTEYCHUU JECATU
KaJICHIAPHBIX JHEH MOCIe JIHS €ro MepBOro OPuIMaIbHOIO OIMyOJIUKOBAHUS).

10. Creumanuct 11O3 nocne nmpuema AOKYMEHTOB, MPEAYCMOTPEHHBIX IMYHKTOM 7
HacTosauwmx [IpaBui B TeueHrne ofHOTO paboYero HS:

1) ocyliecTBIsIET pEerucTpanuio 3asBJICHUS B HHPOPMALIMOHHOW CHCTEME
roCcyJIapCTBEHHOM 3KCIIEPTHOM opraHu3aluu (naiee — uHGOpMalMoOHHAas CUCTEMA);

2) OCYIIECTBIISIET 3arpy3Ky JIEKTPOHHOTO PETUCTPAIMOHHOTO 10ChE B UHPOPMAIITMOHHYIO
CUCTEMY;

3) mpoBepsieT OCTAaTOYHBIH CPOK T'OJHOCTH O0pa3L0B MEIUIMHCKOIO H3JEIus,
CTaHAAPTHBIX 00pPa3I[0B XUMHUYECKUX BEILECTB, TECT-IITAMMOB MUKPOOPTraHU3MOB, KYJIbTYP
KJIETOK, CHeU(UUECKUX pPEareHTOB, PACXOJHBIX MaTepUajoB, HEOOXOAUMBIX IS
BOCIIPOM3BOIUMOCTH METOAMK Ja00PaTOPHBIX UCIIBITAHUN MEIUIIMHCKOTO U3/ENIUS U BHOCHUT
JaHHbIE B HHPOPMALIMOHHYIO CUCTEMY.

[ToaTBepKAEHUEM IPUHATHUS 3aBICHUS SIBISETCS OTMETKA HA €r0 KOIIUU O PETUCTPALIUU
B [1O3 ¢ ykazaHuewm AaTel U BpEMEHU ITPUEMA ITAKETA JOKYMEHTOB.



CBeneHus 0 JOKYMEHTE, YAOCTOBEPSIOIIEM JIMYHOCTh, O TOCYAAPCTBEHHON perucTpauuu (
NepeperucTpanum) IPUINIYECKOro Jnla, CBUAETENbCTBA O IOCY/IapCTBEHHONW PErucTpalvu
3afBUTENd B KA4YE€CTBE WHAMBHUAYAJIBHOIO NpPEANPUHUMATENS, COJIEpKAIIUECS B
rocyJapCTBEHHBIX HH(OPMAIIMOHHBIX CHCTEMaX, rocyJapCTBEHHAs AKCIIEPTHAsT OpraHu3alusl
MOJTy4aeT U3 COOTBETCTBYIOLIUX IOCYJapPCTBEHHBIX HH()POPMAIIMOHHBIX CUCTEM Yepe3 T3 "
3JIEKTPOHHOTO MPABUTEIbCTBA".

11. B cinyyasx He coONIOAeHUs YCIOBUM, MPETYCMOTPEHHBIX MYHKTOM 7 HACTOSIIUX
[IpaBun cnemmanuct 1103 B TeueHue AByxX paboumx AHEH YBEAOMIISICT 3asBUTEINS B
MUCbMEHHOM (TIPOM3BOJILHOM) (popMe 00 OTKa3e B IpUEME 3asIBJICHUS.

12. T'ocynapcTBeHHasi dKCHEepTHas opraHu3anus o0ecleuynBaeT BHECEHUE JTaHHBIX O
CTaJUU OKa3aHWUS TOCYJapCTBEHHOM YyCIyrd B MH(DOPMALMOHHYIO CHUCTEMY MOHUTOPHHTA
OKa3aHMs TOCYJapCTBEHHBIX YCIYI B COOTBETCTBHM C MOANMYHKTOM 11) myHkTa 2 ctathu 5
3aKOHA M €KEKBAPTAJIbHO, HE MO3AHEE 25 4yucia NEpPBOrO MecdAla CIEAYIOIIEro KBaprana,
HalpaBisieT COOTBETCTBYIOIIYI0 HH(OpMAIMI0O B TOCYJAapCTBEHHBIM OpraH B cdepe
oOpalieHus JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKHUX W3/ICTTUH.

YOMHOMOYEHHBI OpraH B 00JacTH 3ApaBOOXPAHEHHUs HaIpaBisieT MH(OPMALUIO O
BHECEHHBIX M3MEHEHHUSIX W (WUJM) JONOJIHEHHSAX B Hactosimue [IpaBuia omepatopy
MH(})OPMAIIMOHHO-KOMMYHHUKAIIMOHHON MHMPACTPYKTYphI "3JE€KTPOHHOTO MpaBUTEILCTBA",
ycayronarenio U B EAWHBIN KOHTaKkT-IEHTp B TEYEHHUE TpeX padoumx AHEH co JHSA
roCyJJapCTBEHHOM pPETUCTPALlUU B OpraHax HOCTULINH.

Cuocka. [Iynkr 12 - B penakunu npukaza Munnctpa 3npaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoaUTCS B IEWCTBUE IO UCTEUEHUU JECATH KaJEHAAPHBIX JHEW MTOCIE AHS €ro
MepBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).

I'maa 3. Ilopsanok npoBeAeHA SKCIIEPTU3EI MEIUIIIHCKOI'0 H3ACIAA

13. DkcniepTr3a MEAUIIMHCKOTO U3 COCTOUT U3 CIEIYIOIIUX ITAIOB:

1) HauanbHas BKCIIEPTHU3A;

2) crienraau3upOBaHHAas HKCIIEPTHU3A;

3) naGopaTopHBIC UCTIBITAHUS MEIUIIMHCKOTO U3ACIus (32 UCKITIOUEHUEM MEIUIIMHCKOU
TEXHUKH).

14. DxcnepTusza NPOBOJUTCS C HCMOJb30BAaHUEM HH(POPMALMOHHON CHCTEMBI
rOCyJIapCTBEHHOW SKCIIEPTHOW OpraHu3allid, HHTErPUPOBAHHON C e€AuHON 0a3oil JaHHBIX "
Cucrema ymnpaBiieHUs JIEKapCTBEHHOTo oOecreueHus" EanHoil nHpopMaImoHHON crucTeMOM
31paBOOXPAHEHUSI.

3asiBUTENb MOJTydaeT MHOOPMAIIUIO O TIOPSJKE M CTAaTyCce OKa3aHWs TOCY/IapCTBEHHOU
YCIYTH B pEXHME YAaJCHHOro JOCTyHa TOCPEeACTBOM "IWYHOro KabuHeTra"
MH()OPMAIIMOHHONM CUCTEMBI TOCYAaPCTBEHHON AKCIIEPTHOM OpraHU3aIvu.

ITaparpa¢ 1. ITopsnok npoBeAeHNS HAYAILHON KCISPTH3E MEAUIMHCKOTO W3/E/HS



15. Ilocne perucTpauuu 3asBICHHUS U MPUEMa PEruCTpauMoHHOTO nocke B L[O3,
MIPOBOJIUTCS HAauyajbHas 3KCHEPTH3a MEIULIMHCKOrO M3IENHS B CPOKH, MPELYyCMOTPEHHbIE
rnaBoi 6 Hactosux [IpaBui.

16. IIpy HaYanbHOM AKCIEPTU3E MEIUIIMHCKOTO U3AEIUS MTPOBOJUTCS OLIEHKA MOJHOTBHI,
KOMIIUIEKTHOCTH M COOTBETCTBUS JTOKYMEHTOB PErMCTPALMOHHOIO JOCHE, MPEACTABICHHBIX
3asIBUTEJIEM B PETUCTPALIMOHHOM J0Che, TPEOOBAHUSM JIEHCTBYIOIIETO 3aKOHOIaTEIhCTRA.

Caocka. [Iynkr 16 - B penakunu npukaza Mununctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBoauTCS B IMCTBUE MO UCTEUEHUH JIECITH KAJICHIAPHBIX JHEH MOCye THS ero
MEepPBOro O(PUIUATHEHOTO OMyOJIMKOBAHMUS).

16-1. B cmydyae BOBHMKHOBEHHS BOIIPOCA O IOCTOBEPHOCTHU MPEACTABICHHBIX JOKYMEHTOB
P AKCIIEPTU3E MEAUIIMHCKUX W3/EJIUi, SKCIepTHAs OpraHu3alys B T€YEHUE TpeX pabounx
IHEH CO AHSA IMOCTYIUIEHUS JOKYMEHTOB Ha JKCIIEPTH3Y, HANPABISET COOTBETCTBYIOIIMIA
3ampocC B 3aBOJBI-IPOU3BOAUTENN MEIULINHCKUX U3IEIIUN.

CHocka. [TpaBuna qonosiHeHbl MyHKTOM 16-1 B COOTBETCTBUH € MpUKa3zoM MUHUCTpa
3apaBooxpaneHus PK ot 14.04.2023 Ne 70 (BBoAUTCS B IeWCTBUE IO UCTCYCHUU JECATU
KaJICHIAPHBIX JHEHN MOCIIe JIHS €r0 NEPBOro 0(UIIMaIbLHOTO OIyOJIUKOBAHHUS ).

17. Ilpn HanmU4uMK 3aME€YaHU K JOKYMEHTaM PETUCTPALMOHHOTO JOCHE 3asBUTEIIO YEPE3
MH()OPMALMOHHYIO CUCTEMY B "JTUYHBIA KaOMHET" HAMpaBIIIeTCs 3arpoc (B MPOU3BOIBHOM
dbopme), 3aBepeHHBIN dNEeKTpOoHHON HudpoBoil noanuchio (Hanee — D), ¢ ykazanuem
BBISIBJICHHBIX 3aMEYaHU U HEOOXOJUMOCTH UX YCTPAHEHUS €IMHOXK/bl B IOJHOM 00BbEME B
CpOK, He TipeBbImarommii 50 (marbaecar) padoynx JHEH ¢ AaThl MOAMMCAHUS 3aIpoca.

CHocka. ITynkr 17 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B AEMCTBUE MO UCTEYEHUH JIECIATH KAJICHIAPHBIX JHEHN MOCIE TIHS €ro
HEPBOro O(PUIIMAIBHOTO OIyOJIUKOBAHMUS).

18. IIpn HE ycTpaHEeHMH 3aMEYaHUN U HENPEACTABICHUHN OTBETA B YCTAHOBIICHHBIE CPOKH,
penycMoTpeHHble NyHKTOM 17 Hacrosmux IlpaBui, rocygapcTBEHHasi SKCIEpTHas
OpraHu3alus HaIlpaBisieT 3asiBUTENI0 yBeIOMJIEHUE (B MPOHU3BOJBHOU (opme) o
IPEKpaIleHUH 3KCIEePTU3bl MEAUIMHCKOIO HU3JIEJIUs B COOTBETCTBUM C MOJMYHKTOM 1)
nyHkTa 4 crateu 239 Kogekca.

19. 1o pe3ynpTaramM Ha4aJIbHOM 3KCIEPTU3BI COCTABIISIETCS OTYET HAYAIbHOM IKCIIEPTU3BI
MEIHMIMHCKOTO H3JENus, MPEACTABIECHHOIO Ha 3KCIEPTU3Y COIIACHO MPWIOKEHUIO 5 K
HactoAmuM [IpaBuinaM WM OTYET HAYaJIbHOM 3KCIEPTH3bl MU3MEHEHUW, BHOCHMBIX B
PETUCTPALMOHHOE AOChE MEAUIMHCKOTO U3JIENUs COTJIACHO MPUJIOKEHUIO 6 K HACTOSAIINUM
IIpaBuiam.

ITaparpa¢ 2. Ilopsanok npoBeAeHNHS CIIENHANN3HPOBAHHOHN SKCISPTU3H MEIUIIMHCKOTO H31EIHL



20. B caydae NOJOXUTEIBHOTO OTYETAa HAYAJIbHOW HKCIEPTU3bI MPOBOIUTCA
CIIelIMaTN3UPOBAHHAS IKCIEPTU3a MEIUIIMHCKOTO HW3JCIHUS B CPOKH, MPETyCMOTPEHHbIC
rinaBoi 6 HacTosux [IpaBus.

20-1. Cneunanu3upoBaHHAS IKCIEPTU3a MEAULUMHCKUX H3JCIUNA MPOBOAUTCSA HA
cootBeTcTBHe OO0mMM TpeOoBaHUAM 0e€30mMacHOCTH U A(PPEKTUBHOCTH MEIUIMHCKUX
U3JleNuid, TpeOOBaHUSIM K MX MAPKUPOBKE M IKCIUTyaTallMOHHOW JOKYMEHTAllMM Ha HHX,
yTBEpKIeHHbIM penieHueM Copeta EBpa3uiickoil 53KOHOMHUYECKOU KoMuccuu oT 12 ¢geBpais
2016 roma Ne 27.

CHocka. I[TpaBuna nqonosHeHs! MyHKTOM 20-1 B COOTBETCTBHH € NpUKa3oM MHUHHUCTpa
3apaBooxpaneHust PK ot 14.04.2023 Ne 70 (BBoaWTCS B ACHCTBUE 110 UCTECYCHUHU JIECATU
KaJICHJIApHBIX THEH Mociie THS ero MepPBOTo 0UIIMAIBHOTO OMYOIUKOBAHUSA).

21. Cneumnanu3npoBaHHas SKCIEPTU3A MPEyCMATPUBAET SKCIIEPTHYIO OLICHKY U aHaJn3
JOKYMEHTOB PETUCTPAIMOHHOTO J0ChE, MOATBEPKIAIOIMUX O€30MacCHOCTh, KauecTBO U
3 PEeKTUBHOCTH METUIIMHCKOTO U3/ U BKIIOUYAET:

1) olleHKY COOTBETCTBHSI yKa3aHHOI'O 3asBUTENIEM Kjacca MOTEHIMAIbHOTO pHUCKa
MPUMEHEHUsT MEIUIIMHCKOTO U3JeJHsl B COOTBETCTBUM C TMpUKa30oM MuHHCTpa
3npaBooxpaHenus Pecryonmuku Kazaxcran ot 15 nexa6ps 2020 roma Ne KP JICM-281/2020 "
OO0 yTBepkAEHUM TpaBWI KiIacCUPUKAIMU METUIIMHCKUX H3JEIUA B 3aBUCHMOCTH OT
CTENIEHUM TNOTEHUHAJbHOTO pHcKa npumeHeHus" (3apeructpupoBaH B Peectpe
rOCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akToB o1 Ne 21808);

2) OULEHKY MOpPaBUJIBHOCTH OMNpPEJENICHUS] HOMEHKJIATYPHOU MPUHAIICKHOCTH
MEJIUIIMHCKOTO H3JIeNIusl B COOTBETCTBUU C TMOPSAKOM (OPMUPOBAHUA U BEICHUS
HOMEHKJIATypbl MeIUIIMHCKUX u3faenuit Pecnyonuku Kazaxctan, yTBepkIaeMbIM
YIIOJTHOMOYEHHBIM OPTaHOM B COOTBETCTBHUU € MMYHKTOM 4 ctaThu 258 Kojekca;

3) OILIEHKY COOTBETCTBHS MOJU(HUKAIMN (BapUaHTOB HCIIOJHEHUS) MEIUIIMHCKOTO
m3fenus (Ipu HaIUMYUK), BKJIIOYAEMBIX B OJIHO PETUCTPAILIMOHHOE YJIOCTOBEPEHHUE C
TpeboBaHUsIMU HacTosux [TpaBui;

4) aHanmu3 JaHHBIX O pa3pabOTKE U MPOU3BOJACTBE MEIUIIMHCKOIO H3ACIUS (CXEMBI
IPOIECCOB IMPOU3BOACTBA, OCHOBHBIX CTaJWi MPOU3BOACTBA, YNAKOBKHU, HUCIBITAHUU M
MPOIIEAYPHI BBITYCKAa KOHEUHOTO MPOYKTa);

5) aHanu3 OMOJIOTUYECKON OE30MaCHOCTH MEIUIIMHCKOTO M3/IeIUsl Ha OCHOBE aHAJIM3a
CBEJICHUU O MaTepualax >KUBOTHOTO WJIM YEJIOBEUECKOTO MPOUCXOXKICHUS, BXOISIINX B
MEJIUIIMHCKOE U3JIeNINE, a TaKkKe MH(POPMAIUA O M0a00pe HCTOYHHUKOB (JIOHOPORB), OTOOpE
Marepuana, MpolEeCCUHTe, XPaHEHUH, TeCTUPOBAHUHU, TTPUOHOBONM 0€30MacHOCTU, a TaKXKe
oOpaiieHusi ¢ TKaHSIMH, KJIETKaMHU, CyOCTaHIMSIMU KUBOTHOTO WM YEIOBEYECKOTO
IPOUCXOXKIEHUSA, KYJIbTYpaMU MUKPOOPTaHU3MOB U BUPYCOB;

6) aHanM3 OTYETa KIMHUYECKUX HUCIBITAHUMN, OMNbITAa MPUMEHEHUS] B KIMHUYECKOU
MPAKTUKE MEIUIIMHCKOTO M3/IeNus Kiiacca 20 (C MOBBIIIEHHOM CTENEHBIO0 pUcKa), kinacca 3 (¢
BBICOKOM CTENEHBbIO pPHUCKA), MEAUIMHCKUX H3JEIUHN, MpelHa3HAaYeHHBIX IJi 3abopa,



XpaHEHUsI, TICPEITMBAHUS KPOBU U €€ KOMIIOHEHTOB, KJIMHHUKO-TA00OpaTOPHBIX HCIBITAHUM
MEJIUIIMHCKOTO U3JIEIUs ISl 1N Vitro JUarHOCTUKKU HE3aBUCUMO OT KJlacca PUCKa;

7) aHaJIU3 3asIBJICHHOW B PETUCTPAILIMIOHHOM JI0ChE€ CTAOMJIBHOCTH MEIUIIMHCKOTO U3/IETuUs
U (WIM) JIEKapCTBEHHOTO CPEJICTBA, BXOJSIIET0 B COCTaB MEAUIIMHCKOTO W3JeNusl,
CTaOMJIBHOCTH PEAreHTOB W PACXOJHOTO MaTepHaia BXOISIIMX B KOMIIJIEKTAIIHIO
METUIIMHCKUX U3JICIIUN JIJIS 1N Vitro TUarHOCTUKH 3aKPBITOTO THUIIA;

8) OIIEHKY COOTBETCTBHUS IOKa3zaTesiell 0e30MacHOCTH U KadyecTBa, YKa3aHHBIX B
JOKYMEHTE MO KauyeCTBY IPOM3BOJMTENSA, CTaHAapTaM (HAIlMOHAJIbHBIM, PETHOHAJbHBIM,
MEXIYHAPOIHbBIM);

9) aHanMM3 OTYETOB U MPOTOKOJIOB TEXHUUYECKUX, TOKCHUKOJOTMYECKHUX MCIBITAaHUMN
MEJIUIIMHCKUX U3CIIUM

10) olileHKy BaJIUTHOCTH MPOTrPAMMHOT0 00E€CTIEYeHUs HA OCHOBE aHaIN3a JAHHBIX O €Tr0
BepudUKalMK, B TOM 4YHCiIe HHPOpMamuu O ero pa3paboTKe M TECTUPOBAHHHU Ha
NPEINPUITAN U OPU MYJIbTUIICHTPOBBIX UCCIEIOBAHUAX, NAHHBIX 00 HUJCHTU(DUKAIMU U
MapKHUPOBKE ONEPALIMOHHON CUCTEMBI;

11) ananu3 nporneayphbl U METOJIOB CTEPUIIM3ALUA MEIUIIMHCKOTO U3/EIHs, MAaTEPUAJIOB,
000CHOBBIBAIOIINX CIOCOO CTEPUIIU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTpeIeSICHUs] OCTAaTKOB CTEPUIU3YIOIIEr0 BEIIECTBA MPHU MPUMEHEHUH XUMHUYECKOT0 crioco0a
CTEpUIIM3AIINH;

12) ananu3 6e3omacHOCTH U 3(P()EKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA B COCTaBE
MEJIUIIMHCKOTO HW3JENUs, €r0 BIMSHUS Ha (YyHKIHMOHAIBHOCTh MEIMITMHCKOTO H3ICITHS,
COBMECTUMOCTH JIEKAPCTBEHHOI'O CPEJCTBA C MEAUIIMHCKHAM H3JCIUEM (32 HCKIIOUYCHUEM
MEJIUIIMHCKOT O U3EJINS IS JUAaTHOCTUKH 1n VItro;

13) ouieHKy COOTBETCTBHUS TEKCTA MPOEKTa UHCTPYKIHUH IO MEAUIIMHCKOMY TPUMEHEHHIO
MEIUIMHCKOTO W3JICJINSl OPUTHHATY HMHCTPYKIMU OT OPraHU3alMUu-TIPOU3BOJAUTENS U
o opMIIEHUS TTPOECKTAa MHCTPYKIIMH B COOTBETCTBUH C TIOPSAIKOM COCTaBJICHUS U 0OpMIICHUS
HHCTPYKIIUA TIO MEIUIIMHCKOMY TMPUMEHEHUIO JICKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX
U3/IeNINM, 00IIEeH XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEACTBA, MPEAYCMOTPEHHBIM MMYHKTOM 4
crateu 242 Konekca;

14) ouenky uHpoOpMAIUH, COAEPXKAIICHCSI B HKCILUIyaTallHOHHOM JIOKYMEHTE
MEIUIIUHCKOTO U3/ICIIUS;

15) ananu3 undopmaiuu, cogepxkaiieiics Ha oOpa3iax MakeToOB YMaKOBKU, STUKETOK,
CTUKEPOB MEJUIIMHCKOTO HW3JIENIUs B COOTBETCTBHU C TPEOOBAHUSIMHU 3aKOHOJATEIHCTBA
Pecnyonuku Kazaxctan B cepe oOpalieHusi JIGKApCTBEHHBIX CPEIACTB U MEIMIIUHCKUX
WU3CIINI;

16) paccmoTpeHue pe3ysIbTaTOB MPOBEACHHON MHCIEKIIUN MEIUIIMHCKOTO U3JICNIUsl MPU
€ro rocy/IapCTBEHHOU perucTpalny;

17) ananu3 mpeaCcTaBICHHBIX MTPOU3BOJIUTEIIEM CBEJICHUN O HATMYHMH UM 00 OTCYTCTBUU
COOOIIEHUIT O HECYACTHBIX ClydasX W OT3bIBaX C PBhIHKA MEIUIMHCKOTO W3JENus, O



HEOIaronpusTHOM COOBITUU (MHIIUJICHTE), CBSI3aHHOM C HWCIIOJIb30BAHHEM MEIUIIMHCKOTO
W3JeNNs, YBEJOMJICHUM 10 0€30MacHOCTH MEJIUIIMHCKOTO W3JeNus, MoAXoJa K
PACCMOTPEHHUIO ITHX MPOOJIEM U UX PEIICHUS MPOU3BOIUTEISIMU B KOKIOM U3 TAKUX CITy4acB
, OMHUCAaHUs KOPPEKTUPYIOLIUX JACHCTBUHN, TPEANPUHATHIX B OTBET HA YKa3aHHBIC CiIydyau, a
TaK)K€ COOTHOIIEHUS YPOBHS MPOJIaXk M KOJWYECTBA HECUACTHBIX CIIy4yaeB U OT3HIBOB
MEIUIIMHCKOTO U3JIeTUs U3 00palleHus;

18) aHanu3 1OKYMEHTOB U CBEICHUI O BHOCUMBIX U3MEHEHUSIX, B TOM YHCJIE€ JIOKYMEHTOB,
MOATBEPAKAAIOIINX MTEPEUYNCIECHHBIE U3BMEHEHUS U CBUIETEIbCTBYIOIIUX O TOM, YTO BHECEHHE
3asBJICHHBIX U3MEHEHMI HE BJI€UET U3MEHEHUsI CBOMCTB M XapaKTEPUCTHUK, BIMSIOMIMX Ha
0e30macHOCTh, Ka4eCTBO U 3P (HEKTUBHOCTh MEIUIIMHCKOTO U3JIECTHUsI, U COBEPIICHCTBYET
CBOMCTBA M XapaKTEPUCTUKU TMPU HEU3MEHHOCTH (PYHKIIMOHAJIBHOTO Ha3HAYCHUS
MEJIUIIMHCKOTO U3/IETUs;

19) anaynu3 cOOTBETCTBUS 3asBJIEHHBIX U3MEHEHHI, BHOCUMBIX B PETUCTPAILIMOHHOE J0ChE
MEJIUIIMHCKOTO U3JIEIsl BUIaM U3MEHEHUM, YKa3aHHBIM B MIEPEUHE COTIACHO MPUIIOKEHUIO 7
K HactosuMm [TpaBunam.

CHocka. [TynkTt 21 ¢ u3BMEeHEHUsIMH, BHECEHHBIMU MPUKA3aMHu U.0. MUHUCTpa
3apaBooxpanenust PK ot 20.12.2021 Ne KP JICM-131 (BBoAMTCS B ACHCTBUE CO JHA €TO
nepBoro opunranbHoro onyonukoBanus); ot 14.04.2023 Ne 70 (BBOaUTCS B ICUCTBUE 1O
UCTEUYEHUH JIECATH KaJECHIAPHBIX JHEU MMOCTe AHS €ro MepBoro opuuuagibHOro
OITyOJIMKOBAHU).

22. B nepuon npoBeACHUS CIEHHAIN3UPOBAHHON JKCIIEPTU3bI ITPY HAIMYMM 3aMEYaHUN
3asIBUTENIO Yepe3 MHPOPMAIIMOHHYIO CUCTEMY B "JTMUYHBIN KaOWHET" HampaBlsgeTcs 3anpoc (B
npousBoJibHON (opme), 3aBepeHHblid ODIIIl ¢ yka3aHueMm BBISBICHHBIX 3aMEUaHUU U
HEO0OXOMMOCTH UX YCTPAHEHHUsI B TIOJIHOM 00bEME B CPOK, He MpeBbimatomuii 50 (marbaecst
) pabouux IHEH.

Cuocka. [Iynkr 22 - B penakunu npukaza Mununctpa 3apasooxpanenus PK or 25.08.2025
Ne 83 (BBoAMTCS B IeHiCTBUE IO UCTEUCHUH JECATU KaJCHAAPHBIX JHEN MOCe THS €ro
MEepPBOro O(PUIMATHEHOTO OMyOJIMKOBAHMUS).

22-1. IIpy BO3HUKHOBEHUH BOIIPOCA O IOCTOBEPHOCTH MPEIACTABICHHBIX JOKYMEHTOB U
MaTEepUaTOB TMPHU HKCIEPTU3E MEIUIMHCKUX U3AEIUNA, OJKCIEepTHas oOpraHu3aiusd
PYKOBOJICTBYETCS MH(POpPMAIIMEH, pa3MEIIEHHONW Ha OPUITMATBHBIX TyOIUYHBIX UCTOYHHUKAX,
opuUIMaTBbHBIX CcalTaxX TOCYJIapCTBEHHBIX OPraHoB B cdepe oOpallleHus MeIUIUHCKUX
W3JICNIUM, 3aBOJOB-TIPOU3BOIUTENEH, MEXIYHAPOIHBIX HOTHU(UIIMPOBAHHBIX OPTaHOB,
MEXJIYHAPOJHBIX HAIMOHAJIBHBIX OPraHOB MO aKKpeauTanuu B cdepe TEXHUYECKOTO
peryiupoBaHusi uiad B cdepe oOpalieHuss MEAUIIMHCKUX HU3JICIHA, a TaKXKe B TMEPUO]T
NPOBEACHUSA DKCIEPTU3bl HAINpPaBIAET COOTBETCTBYIOUIMM 3alpoc 3asBICHHBIM
MIPOU3BOJIUTEIIIM MEAUIIMHCKUX U3JICTTUH.



CHocka. [TpaBuna qonosiHeHbl MyHKTOM 22-1 B COOTBETCTBUH € MPUKA30M MUHUCTpa
3apaBooxpaneHus PK ot 25.08.2025 Ne 83 (BBoAUTCS B IeHCTBUE IO UCTEYCHUU JECATU
KaJICHIAPHBIX JTHEU MOCJIE JTHS €ro MEePBOTO OPHUITHATHHOTO OMyOJINKOBAHMUS).

23. Ilpu BO3HMKHOBEHUHU JOMOJHUTEIbHBIX BOINPOCOB, KACAIOIIMXCS CBEJACHUU,
MIPEICTABIICHHBIX 3asBUTEJIEM B OTBETE Ha MPEALIECCTBYIOIIMI 3apOC, 3asBUTEIb B TEUEHUE
25 (aBaguath MATh) pabouMX JHEH C MOMEHTA IMOJYYEHHSs 3arpoca HampaBisieT OTBET U
HEOOXOJAMMBbIE MaTepualibl Ha JOMOJHUTEIbHBIA 3aMpoC TOCYIapCTBEHHOM HKCHEPTHOM
OpraHU3alHu.

CHocka. ITynkr 23 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK or 25.08.2025
Ne 83 (BBoAUTCS B IEICTBUE IO UCTEUEHUH JECATU KaJCHIAPHBIX JHEU MOCIE AHS €ro
EepPBOro O(PUIIMAIBHOTO ONyOJIUKOBAHMUS).

23-1. Ilpu He mpenoCTaBIICHUU 3asiBUTENIEM OTBETOB HA MUCHMO TOCYJAapCTBEHHOMU
HKCIIEPTHON OpraHu3aliy, a TakKe MPeIOCTaBICHUHM HEMOJHOTO OTBETa U HEOOXOIUMBIX
MaTE€pUaJIOB B CPOKH, NPEAYCMOTPEHHbIE NyHKTamu 22 u 23 Hactosmux [IpaBun
roCyJJapCTBEHHOMN HKCIIEPTHON OpraHu3alued He mo3aHee yeM 3a 3 (TpH) pabouux JHS 10
3aBEpIICHUS] CpOKa OKa3aHUs TOCYJIapCTBEHHOW YCIYrH COrJIacHO cTaTbe 73
AJMUHUCTPATUBHOTO MpPOLEIypHO-IIpoleccyabHOro Kkojekca PecnyOnuku Kazaxcran (
nanee — AIIIIK PK) nanpasiseT 3asiBUTENIO yBEJOMIIEHUE O MIPEABAPUTEIILHOM PEIIEHUH 00
OTKa3€ B OKa3aHUM TOCYAapCTBEHHOM YCIyTH (B MPOU3BOJIbLHON (popme), a TakKe BpEMEHH U
MECTE MPOBEAECHHUS 3aCIylIMBaHUA JJI1 BO3MOXHOCTH BBIPA3UTh 3aSBUTEIIO MO3ULIHIO I10
IIPEABAPUTEILHOMY PELIEHUIO.

[Ipouenypa 3aciaymmBaHus NpOBOAUTCA B COOTBETCTBUM cO cTaTbeit 73 AIITIK PK.

CHocka. [IpaBuna nqonosHeHsI yHKTOM 23-1 B COOTBETCTBUH € MPUKa30M U.0. MuHucTpa
3apaBooxpanenust PK ot 20.12.2021 Ne KP JICM-131 (BBoAMTCS B ACHCTBUE CO JHA €TO
EePBOro O(PUIMAIBHOTO ONyOJIUKOBAHMUS).

24. Tlo pe3yJsbTaTam 3acliylIMBaHUSI MaTEpUAJIbl HAMIPABIISIOTCA B DKCIIEPTHBINA COBET IS
NPUHATHUS pelIeHHs] 00 OTKa3e B OKa3aHUM TOCYyAapCTBEHHOW YyCIyru, JHOO O Bblgaye
3aKITIOYCHHS O 0€30TMacHOCTH, KadecTBE W A(DPEKTUBHOCTA MEIUIIMHCKUX H3JEITUN TI0
dhopmaM corytacHo npustokeHusaM 12, 13 k Hactosum [IpaBuiam.

DKCHEepTHBIM COBET pacCMaTpUBAET MOCTYNUBIIME MATEPHUANIbl €KEMECAYHO, H
pE3ybTaThl PEIICHHS C YKa3aHUEM MPUYUH HAIIPABIISIIOTCS 3asBUTENIO B Te€UeHUE § (BOCEMb)
pabounx JHEH.

CHocka. I[Tynkr 24 - B penakuuu npuka3za Munuctpa 3apaBooxpanenust PK ot 25.08.2025
Ne 83 (BBoAMTCS B ACMCTBUE MO UCTEUEHUH AECITH KAJICHIAPHBIX AHEH MOcye IHS ero
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

25. B cinydae mOJNOKUATEIBHOTO OTYETa CIENUAIIM3UPOBAHHON 3KCIIEPTU3BI COCTABIISAETCS
AKCHEPTHBIA OTYET CHELUATU3UPOBAHHON IKCIEPTHU3bl MEIUIIMHCKOIO H3AENHS COrJIacHO
MPUJIOKEHNUIO 8§ K HacTtoAmMM [IpaBunaM WM 3KCHEPTHBIM OTYET CHELUATU3UPOBAHHOU
AKCIIEPTHU3bI O BIMSIHUM BHOCUMBIX U3MEHEHUN B PETUCTPALIMOHHOE 10ChE Ha 0€30MacHOCTb,



KadecTBO U 3(P(HEKTUBHOCTh MEIUIIUHCKOTO U3CIHS 10 (GOpME, COTIIACHO TPHIIOKEHHIO 9 K
HactosuM [Ipasuiam.

ITaparpa¢ 3. ITopanok npoBeAeHU Ta6OPaTOPHEIX HCIILITAHUH MEHITHHCKOTO H3/eTUs

26. B cinydae moJIOKUTEIBHOTO OTYETA CIECUATN3UPOBAHHON IKCIIEPTU3BI TPOBOATCS
1a00paTOPHBIE UCIIBITAHUS 00PA3IOB MEIUITMHCKOTO U3JEIUS B CPOKHU, MPEAYCMOTPEHHBIC
raBoi 6 Hactosimux [IpaBu.

27. JlabopaTopHble UCTIBITAHUSI 00PA3LI0B MEAUIIMHCKOTO U3JEIUS OCYIIECTBISIOTCS B
UCIIBITATENIbHBIX J1A00PAaTOPHUSAX TOCYJAPCTBEHHOM JKCIEPTHOW OpraHu3aluud B IIEJISX
MOJTBEPKICHUS COOTBETCTBHUS TOKa3aTelsiM O€30MacHOCTH M KadecTBa MEIMUIIMHCKOTO
W3J1eIINsl, 3aBJICHHBIM B JOKYMEHTE 10 KaUeCTBY MPOU3BOAUTENS U BKIIFOYAIOT:

1) aHa)IM3 TEXHUYECKOM M HOPMATUBHOM JOKYMEHTAIIMU MEIUIIMHCKOTO U3/IEIUs B YaCTH
METOJUK MPOBEICHUS UCTIBITAHUN;

2) npoBeaeHue J1a0OPATOPHBIX UCTIBITAHUI Ha COOTBETCTBUE TPEOOBAHUSAM JOKYMEHTA 110
KaueCTRBY;

3) onpeneneHne BOCIPOU3BOUMOCTH aHATUTUYECKUX METOIUK KOHTPOJIS Ka4ecTRa.

UcnbiTanus o0pa3noB MEIUIIMHCKOTO M3AEIUS OCYHIECTBISIOTCS IMYyTEM MPOBEACHUS
(OUBUKO-XUMHUECKUX, OMOJOTUYECKUX U TEXHUUECKUX UCIBITAHUM B IIEJISIX TOITBEPKIACHUS
COOTBETCTBHUS TTOKa3aTesel 0€30MacHOCTU U KaueCTBAa MEIUIIMHCKOTO U3/IEITHSI.

[Ipu ucnbiTaHun 0OPa3IOB MEAUITMHCKOTO U3MENUS ONpeaesseTcs OuojIorudecKas
0€30MacHOCTh WJIM OIllEHKa OHMOJIOTHYECKOTro JEeUCTBHS, (U3UUECKHE M MEXaHUUYECKUE
nmokasarenu, (YHKIMOHAIbHBIE, TEXHHYECKHE U (U3UKO-XMMHUYECKUE TI0Ka3aTelu,
NOJITBEpXkKAAroIe 0€30MaCHOCTh U KaY€CTBO MEAUIIMHCKOTO U3IEITHSI.

Cnocka. [Tynkr 27 - B penakunu npukaza Munnctpa 3npaBooxpanenusa PK ot 14.04.2023
Neo 70 (BBoauTCS B ICHCTBUE TIO UCTCUCHUH JECATH KaJCHIAPHBIX JHEH MOCIE JTHS €ro
nepBOro 0(UIMaIBLHOTO OMyOJIUKOBAHUS).

28. JlabopaTtopHbIe UCTILITAHUS HE TIPOBOISTCS TIPH:

1) skciepTH3e MEAUIIMHCKOM TEXHUKH;

2) HAIUYUU JTIOKYMEHTa HOTU(UIIMPOBAHHOTO OpraHa O COOTBETCTBHM MPOU3BOACTBA
MEIUIIMHCKOTO U3/IeNUs U CUCTEMbI KOHTPOJISl KauecTBa MPOAYKIMH TpeOoBaHUsIM [{upexTun
EBporneiickoil koMuccuu 1Mo MeAUIUHCKUM u3aenusiMm win ceptuduxkata MDR (Medical
Device Regulation — PernaMmeHT 1o MeIUIIMHCKUM U3JIETUSIM);

3) skcmepTu3e U3JEIUS MEIUIIMHCKOTO Ha3HA4YE€HWS, MPOU3BEJACHHOTO Ha
MIPOU3BOACTBEHHBIX IUIOIIAJIKaX Mpou3BoAuTENEH u3 cTpaH EBporeiickoro corws3a u (Uiun)
Benukoopurtanuu, CIIIA, Kananel, SAnonun wnu [IBeiapuu, 1onymeHHOro K oOpaiieHuo
peryiasTOpHbBIMHU OopraHamu ctpaH EBpomnelickoro coro3a, Beaukoopuranun, CIIA, Kanassi,
Snonun nnm LIBenuapuu;

4) nepeperucTpalui MEAUIMHCKOTO U3IEINS;
5) YCKOpEHHOM HKCIEPTU3E METUIIMHCKOTO U3CIIHS.



Caocka. ITynkrt 28 ¢ u3MeHeHHeM, BHECEHHBIM MPUKa30M MUHUCTpa 3/IpaBOOXPAHECHUS
PK o1 25.08.2025 Ne 83 (BBOAMTCS B AEUCTBUE NIO UCTEYEHUU JECATH KAJIEHAAPHBIX JHEN
MoCJIe JTHA €T0 MEePBOT0 O(PUIIHATIBHOTO OIyOIUKOBAHMS ).

29. B cnydae BbISIBIICHHS 3aMEUaHUN Ha dTane J1abopaTOPHbIX UCIBITAHUN 3asIBUTEIIO
HampaBJISIETCSI MUCbMO C YKa3aHUEM BBISIBICHHBIX 3aMEUaHUNW U HEOOXOJAUMOCTH HX
YCTpaHEHHUS B MOJTHOM 00bEME B CPOK, HE MIPEBBIMIAIOIINNA IEBIHOCTA KaJICHIAPHbBIX THEH.

30. IIpu He TpeAOCTaBICHUU 3aABUTEIIEM OTBETA HA BBICTABJICHHBIC B IMHUCHME
FOCYJIapCTBEHHOW JKCHEPTHOW OpraHu3alvMyi 3aMEyaHusl B YCTAHOBJIIEHHBIA CpOK,
MPelyCMOTPEHHBIA MYHKTOM 29 Hactosmux I[IpaBui u OTpUIIaTENBHBIX pe3yibTaTax
71a00paTOPHBIX UCIIBITAHUM, MAaTEPHUAIIbI HAMIPABJISIOTCS B DKCIIEPTHBIN COBET ISl IPUHATHUS
penieHus 00 0TKa3e U MpeKpalleHus SKCIEPTU3bl MEIULIMHCKOTO U3ENHS.

31. 1o pe3ynbraram 1a0OpPaTOPHBIX UCIIBITAHUN MEIUIMHCKOTO U3ENHS UCTIBITATEIbHON
nabopaTopuel COCTaBIISIETCS MPOTOKOJI UCIIBITAHUM 10 (popMe coritacHo npuiiokeHuto 10 k
HactosiuM [IpaBuiam.

32. Ilpu HEBO3MOXHOCTU TMPOBEACHUS Ja0OPATOPHBIX HCIBITAHUN 00pa3IoB
MEIUIIMHCKUX U3JEIUNA B HCHBITATEILHONW J1a0OpaTOpPUU TOCYAapCTBEHHOM SKCIEPTHOU
OpraHu3alliy M0 OTJEIBHBIM MMOKa3aTeNsIM, YKa3aHHBIM B cepTHdUKaTe (TPOTOKOJIE) aHaTu3a
MPOU3BOAUTEIISI, TaKW€ HCIHBITAHUS OCYIIECTBISIOTCS B HHBIX aKKPEIUTOBAHHBIX
nabopaTopusix Ha OCHOBAaHMHU JIOTOBOpa MEXAY OKCIEPTHOW OpraHu3anued W
aKKpeJIUTOBaHHOW JlabopaTtopueill coriiacHo 3akoHojaarenbcTBY PecnyOnuku Kazaxcrtan o
rOCyJJapCTBEHHBIX 3aKyIIKaX.

[Ipu OTCYTCTBUM MHOM aKKpEeAMTOBAaHHOM J1a0OpaTOpUH, MPOBOASIINX HCIBITAHUS
MEIULUHUHCKUX HW3AENIHMA, 3KCIEPTHAs OpraHu3alus MPHU3HAET pPe3yJbTaThbl JIaDOPATOPHBIX
UCIIBITAaHUH 1O OTJIEJBHBIM MOKa3aTeNsIM, YKa3aHHBIM B cepTudukare (MpoTOKOJIe) aHaIn3a
ITPOU3BOIUTEIIA.

[Ipu HEBO3MOXHOCTH MPOBEACHUS JA0OPATOPHBIX HCHBITAHUNA OOpa3IoOB U3IEIIUMA
MEIUIIMHCKOTO Ha3HAYEHUS! B UCIBITATENILHON 1a00paTOpUU TOCYyAapCTBEHHOW SKCIEPTHON
OpraHM3allii B CBA3U C HEBO3MOXHOCTBIO COOJIIOJEHHSI YCJIOBUN TPaHCHOPTHPOBKHU
yKa3aHHbIX 00pa3ioB Ha TepputToputo PecrnyOnuku Kazaxctan u (Wiau) uMX XpaHEHHH,
OTCYTCTBUHM CHELHAIBHOTO OOOPYJIOBAHUS M PACXOJHBIX MaTepHAIOB B 3KCIEPTHOU
OpraHu3alyM, a TaKXKe, €CIM HOPMATUBHBIMU JTOKYMEHTAaMH IO KAayeCTBY HPOAYKIINHU
YCTAHOBJIEHBI UCIBITAHUS, CBSI3aHHBIE C OOJBIIMMHU 3aTpaTaMU CpPEICTB MPOU3BOAUTEINS,
JIOPOTOBU3HOM 00pa3IoB, ¢ 00pa3IiamMu, TPEeOYIOIIMMHU 0COOBIX YCIOBUN TPAHCTIOPTUPOBKH,
cnenuduueckoro 000pyA0BaHUS U BCIIOMOTATENbHBIX CPEACTB J1IA0OPATOPHbIE MUCIBITAHUS
MPOBOJSITCS B MPUCYTCTBHH MPEJACTABUTENICH DKCIEPTHONW OpraHU3aIluu B Ja0OpaTopuu
KOHTPOJISI KayecTBa MPOU3BOJUTENSI WM B KOHTPAKTHOM JaOOpaTOpUH, HUCIOIb3YEeMOU
IIPOU3BOIUTEIIEM.



CHocka. [Tynkr 32 - B penakuuu npuka3za Munuctpa 3apaBooxpanenust PK ot 25.08.2025
Ne 83 (BBOAMTCS B ACMCTBUE MO UCTEUEHUH JECITH KaJICHIAPHBIX AHEH MOcie IHS ero
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

32-1. Ilpu sxcniepTu3e MEIULIMHCKUX WU3ENIUMA, TPOU3BEIEHHBIX Ha OCHOBE TpaHchepa
TEXHOJIOTUHM JIaDOpAaTOPHBIE HUCMBITAHUS MPOBOASATCSA NHCTAHIMOHHO C MOJTBEPKICHUEM
reoJIOKAIlMi ¥ C Y4YacTUEM IMpEeJCTaBUTEIEH IKCIEPTHOW OpraHu3aluu B J1abopaTopuu
KOHTpOJISI KauecTBa IPOM3BOJUTENS WM B KOHTPAKTHOW J1a0OPATOPUU, HCIIOIB3YEMOU
IIPOU3BOIUTEIIEM.

[lo pe3ynpTaram 1abOpaTOPHBIX UCHBITAHUN COCTAaBIAETCS OTYET (IIPOTOKOJ) O
pe3yibTaTax MPOBEACHUS JIa0OPATOPHOTO HUCTBITAHUS B JTAOOPATOPUU KOHTPOJIS KayecTBa
MPOU3BOJMUTENS. WJIM B KOHTPAKTHOW JabOpAaTOpPUHU, HMCHOJIB3YEMOW MPOU3BOAUTEIEM
coriacHo npuioxkeHuto 11 k Hacrosuum [IpaBunam. Pe3ynbraTsl MOay4YeHHBIX UCIIBITAHUN
OTHPABJISAIOTCS B SKCIEPTHYIO OPTaHU3ALMIO C IEPEBOAOM Ha Ka3aXCKUM U PYCCKUM S3BIKH.

Cnocka. [IpaBuiia nonosHeHsl yHKTOM 32-1 B COOTBETCTBUU € MPUKAa30M MHUHUCTpA
3apaBooxpaneHust PK ot 04.11.2022 Ne KP JICM-128 (BBoAMTCS B ICHCTBHUE 110 UCTCUCHUU
JECSATH KaJeHAAPHBIX THEN Mociie JHS €ro NePBOro O(pUIMaIbHOIO OMyOJIUKOBAHHUS).

33. Ilo pe3ynapTaraM HUCHBITAHUN COCTaBJISIETCS OTYET O PE3YJbTaTax MPOBEACHUS
7a00paTOPHOTO UCIBITAaHUA B JA0OPAaTOPUM KOHTPOJISI KayecTBa MPOU3BOJAUTEINS WU B
KOHTPAKTHOW J1TaOOpaTOPUH, UCTIOIH3YEMON MPOU3BOIUTEIEM COTJIACHO MpUIoKeHuio 11 k
HacTossmuM [IpaBunam.

I'nasa 4. Ilopsnox GopMHEPOBaHUA PE3YIIHTATOB IIPOBEACHHOM SKCIEPTU3EI MEIUITHHCKOTO
H3NCIHsS

34. ITo OKOHYAaHUU KCIEPTU3bI 3asBUTENDL B TeueHue 20 (nBaanaTh) paboyux THEH, He
BXOJISIIIMX B CPOK MPOBEJIEHUS 3KCIEPTU3BI COIIACOBBIBAET C TOCYAAPCTBEHHON 3KCIEPTHOM
OpraHu3alKei B 3JIEKTPOHHOM BHJI€ IO MHAUBUIYAJTILHOMY MapOJII0 Yepe3 JUUHbIA KaOUHET
WM TYTEM NPEIOCTaBIICHMS JINCTA COIVIACOBAHUS CBEACHUS O MEIMIIMHCKOM H3IEIHHU U
UTOTOBBIE JOKYMEHTHI (MHCTPYKIMIO 1O MEIUIMHCKOMY MNPUMEHEHHI0 U MapKUPOBKHU
MAaKETOB YIIAaKOBKH, 3TUKETOK, CTUKEPOB), B TOM YUCJIE€ KOPPEKTHOCTh 3aHECEHHBIX TaHHBIX U
IIPY BBISBJICHUH HECOOTBETCTBUSI OOHOBJICHUS UTOTOBBIX IOKYMEHTOB.

[Ipu oTcyTcTBUHM cOryIacoBaHMs 3asaBUTeNEM 10 ucreyeHuu 20 (aBaauaTe) pabounx IHen
C JaTbl OKOHYAaHUS JKCIEPTU3bl CBEICHHI O MEAMIMHCKOM H3JEIUHU, 3aKIOYECHHE O
0e3omacHOCTU, KayecTBe U A(DPEKTUBHOCTH MEAMIIMHCKOTO u3nenus dhopmupyercs 06e3
COIJIaCOBAaHMS C 3aBUTEIIEM.

CHocka. ITynkr 34 - B penakuuu npukaza Munuctpa 3apaBooxpanenust PK ot 25.08.2025
Ne 83 (BBOAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJCHIAPHBIX JHEU MMOCIIE THS ero
NEepPBOro O(PUIMAIBHOTO OMyOJIUKOBAHMUS).
35. Ilo pe3yiabTaTaM NOPOBEAEHHOW HKCHEPTU3bI MEAUIIMHCKOTO W3JEIUS
roCcyJlapCTBEHHAsl DKCIIEpTHAsi OpraHU3allsl COCTaBIISIET 3aKJIIOYEHHE O 0e30MacHOCTH,



KadecTBe M 3 (PEKTUBHOCTH MEAMITMHCKOTO M3CIHS, 3aSBJICHHBIX Ha dKCIIEPTU3Y 110 (hopMme
COTJIacCHO mpujiokeHuto 12 k nHactosumuM IlpaBunam u 3akiodyeHue o OE€30MacHOCTH,
KauecTBe M A(P(GEKTUBHOCTH MEIULMUHCKOTO HU3JENUs INpPU H3MEHEHUW, BHOCHMBIX B
PErUCTPALlMOHHOE TOChE COMIACHO MpHiiokeHuto 13 k Hactosuum [IpaBunam.

36. ['ocynapcTBeHHass HKCIIEpTHAs OPTaHU3alMs HAMNPABISIET B JJIEKTPOHHOM BHUJIE B
roCyJJapCTBEHHBIN OpraH:

1) 3axaroueHue o 6€30MacHOCTH, KauecTBe U 3(PPEKTUBHOCTU MEIUIIUHCKOTO U3/IETIHS;

2) HHCTPYKILHIO MO0 MEJUIIMHCKOMY MPUMEHEHHUIO METULIMHCKOTO U3JIEIHsI Ha Ka3aXCKOM
U PYCCKOM sI3bIKax, pa3pabaThiBa€Myl0 B COOTBETCTBMU C TMpUKa3oM MuHHUCTpa
3npaBooxpanenus PecryOomuku Kazaxcran ot 10 certsops 2020 roma Ne KP JICM-101/2020
"O6 yrtBepxaenuu [lpaBun cocraBieHuss U 0HOPMIICHUS UHCTPYKIIMU 1O MEIUIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3MICTUH U 00IIel XapaKTePUCTHKU
JIEKapCTBEHHOT0 cpencTBa” (3apeructpupoBad B PeecTpe rocyaapcTBEHHOU perucrpanuu
HOPMATHBHBIX IPABOBBIX akTOB oA Ne 21200);

3) MakeThl yNaKOBOK, dTUKETOK, CTUKEPOB MEIUIIMHCKOTO M3JIEIHsl, COrIaCOBAaHHBIX
roCyJAapCTBEHHOW SKCIIEPTHOM OpraHu3anueil Ha Ka3aXxCKOM M PyCCKOM SI3bIKaX.

Caocka. ITynkrt 36 ¢ u3MeHEeHUsIMU, BHECEHHBIMU MPUKa3aMH U.0. MUHHUCTpa
3napaBooxpanenus PK o1 20.12.2021 Ne KP ICM-131 (BBOauUTCS B I€UCTBUE CO JHS €TI0
nepBoro opuimanbHoro onyonukoanus); ot 14.04.2023 Ne 70 (BBOaUTCA B ICMCTBUE MO
UCTEUYCHUH JIECATU KaJIEHJAPHBIX JTHEH MOCIIe JTHS €ro MepBOro opuIuaIbHOTO
OmnmyOJMKOBaHUA).

37. Ilo pe3yapTaTaM NPOBEACHHON SKCIEPTU3bl T'OCYyAAapCTBEHHAs 3KCIEpPTHAas
opranu3zanusi GOpMUPYET CBOJHBIA OTUET MO OE30MACHOCTH, KaueCTBY U 3(PPEKTUBHOCTH
MEJIULIMHCKOTO U3/IETUsl B COOTBETCTBUH C MpuiiokeHueM 14 k Hactosiium [IpaBuiiam, yactb
KOTOPOT0 pa3MellaeT Ha HHTEPHET-PECYPCE TOCYIapCTBEHHOMN SKCIIEPTHOW OpraHu3alii.

38. Bprgaua pesyibTaTa rOCyJapCTBEHHOM YCIYTU 3asiBUTENI0 HANpPaBIISIETCS B
AJIEKTPOHHOM BHJI€ B "TUYHBIA KaOuHET" yepe3 HHOOPMALMOHHYIO CUCTEMY WM MOPTal B
dbopme 3IEKTPOHHOTO JOKyMeHTa, ynoctoBepeHHoro OLII ymomHomoueHHOro muna
roCyJJapCTBEHHOM 3KCIIEPTHOM OpraHU3alnH.

3akioueHre 0 0e30MacHOCTH, KauecTBE U 3()PEKTUBHOCTU MEAMIIMHCKOTO W3AEIHS
nerctBuTenbHO B Teuenue 120 (cto nBaamarh) pabounx gHed. [lpu ucredeHuu cpoka
JEHCTBUS 3aKII0YEHHUs 0 O€30aCHOCTH, KauecTBE U A((PEKTUBHOCTU METULIMHCKOTO U3EIIHS
, 3asBUTEJIb MOBTOPHO MOJAE€T 3asBJICHUE, JOKYMEHTHl M MaTepuajbl sl IPOBEICHUS
AKCIIEPTU3bI B COOTBETCTBUM € HacTtosuumu [IpaBunamu.

Cuocka. [Tynkr 38 - B pemakunu npukaza Mununctpa 3apasooxpanenus PK or 25.08.2025
Ne 83 (BBOAMTCS B IeHiCTBUE TIO UCTEYCHUH JECATU KaJCHIAPHBIX JHEH MOCIE THS €ro
MEepPBOro O(PUIUATHEHOTO OMyOJIMKOBAHMS).

39. OtpunarenbHoe 3aKiIlOYeHHE O OE€30MacHOCTH, KauecTBEe U 3P(HEKTUBHOCTU
MEIUIUHCKOIO U3/ BBIAAETCS B CIIydasix:



1) HenpexacTaBlieHUE MOJHOTO KOMIUIEKTa PETUCTPALMOHHOTO JI0ChE MOCIE BBIIAYH
3aMEUaHUi 3asABUTEII0 B MPOIIECCE MPOBEACHUS SKCIEPTU3bl B CPOKH, YCTAaHOBJICHHBIE
HactossuMH 1 IpaBunamu;

2) mpeJICTaBJICHUS 3asIBUTENIEM HEIOCTOBEPHBIX CBEJICHUI;

3) nosiydeHue OTPHULIATEIBHBIX PE3YyJIbTATOB OJHOTO M3 3TANOB SKCNIEPTU3bI U (UIIN)
OTpHUIIATEIBHBIX 3aAKIIOYEHHUIN 3KCIIEPTOB MPOPUIHHBIX OPraHU3aNL;

4) HECOOTBETCTBUSI CUCTEMBbI O0ECIEUYEHHUs] KauecTBa YCIOBUSIM, 00ECIEUUBAIOIIUM
3asBJICHHYI0 0€30MacHOCTb, A(MPEKTUBHOCTh W KAUYE€CTBO MEAMIIMHCKOTO H3JIENHUs, IO
pe3yJibTaTaM MHCIIEKIIUU METUIIMHCKOTO U3/IEIHS;

5) oTkaza 3asBUTENS OT OpraHU3allUK MOCEUIEHUS MPEANnpUsaTus (MpOU3BOJCTBEHHON
TJIONIA/IKK) C LEJTbI0 MHCIIEKITUU MEIUIIMHCKOTO U3JIeINsI, B COOTBETCTBUU C TPEOOBAHUSIMU
3aKOHO/AaTeNbHBIX akTOB PecryOnuku KazaxcraH.

40. B caydasix OTpULATEIBLHOTO 3aKIIOYEHHS O O€30MaCHOCTH, KaueCTBE H
3 PEeKTUBHOCTH MEAUIIMHCKOTO U3JEUS UM OT3hIBA 3asIBUTEJIEM 3asBJICHUS HA SKCIIEPTU3Y
NOCJIE HadaJla MPOBEJICHUS SKCIIEPTHU3bl, CYMMa, OIUIaY€HHAsl 32 MPOBEICHHUE SKCIEPTHBIX
paboT, 3asBUTENIO HE BO3BpAIIlaeTCHl.

41. Ilocnme 3aBepuIeHHS] MPOLEAYPHI AKCIEPTU3BI T'OCYIAPCTBEHHAS AKCIIEpTHaA
opranu3anus GOpMUPYET AIEKTPOHHBIA aPXUBHBIM K3EMIUISAP PErHMCTPAIMOHHOIO JI0ChHE,
COZIep KAl MPEICTABICHHBIEC 3asABUTEIEM MaTEpUalIbl, PE3YJbTaThl IKCHEPTU3bI (OTYET
Ha4yaJbHOM AKCIEPTU3bI MEIULIMHCKOTO U3/IEIINs, OTYET HAYAJIbHOW SKCIIEPTU3bl U3MEHEHU,
BHOCHMBIX B PETUCTPALIMOHHOE JIOChE€ MEIUIIMHCKOTO U3/IeNNs; TPOTOKOJ UCIIBITAHUM; OTUET
0 pe3yJibTaTax MpOBEJIEHUs J1a00paTOPHOTO UCTBITAHUS B JIA0OPATOPUU KOHTPOJISI KauecTBa
MPOU3BOAUTEINS WIM B KOHTPAKTHOU J1abOpaTOpHH, UCIOJIH3YEMOU MPOUZBOAUTENEM; OTUET
CHEIUATN3UPOBAHHON SKCIIEPTU3bI MEIUIIMHCKOTO U3/IEHs), 3aKII0UeHne 0 0€30MacCHOCTH,
kayecTBe U A()PPEKTUBHOCTU MEIUIIMHCKOTO H3ACIUS, UHCTPYKIHUIO MO MEIUIIMHCKOMY
MIPUMEHEHUIO MEIUIIMHCKOTO U3/IETUs, MAKEThI YIIAKOBOK, 3TUKETOK, CTUKEPOB.

Bo BpeMst aeiicTBUSI perucTpaliMiOHHOTO YJOCTOBEPEHUSI apXUBHOE PETUCTPAIMOHHOE
JI0ChE, JAOTMOTHAETCS] KOMUIAMHU PETUCTPALIMOHHBIX YIOCTOBEPEHHI O BHECEHUH U3MEHEHUH CO
BCEMM MPHUIOKEHHBIMU TOKYMEHTAMU 3asIBUTEIISA B DJIEKTPOHHOM BUJIE.

PeructpaniioHHO€ 10ChE€ XPAHUTCS B JIIEKTPOHHOM apXHUBe C COOJIOICHUEM TPEOOBaHUIM
KOH(PUIACHIIUAIBHOCTH, KPOME SKCIUTyaTAllMOHHOTO JIOKYMEHTa WM HMHCTPYKUHUH 10
MPUMEHEHUIO MEAUIIMHCKOTO W3JIeNIUsl, PYKOBOJCTBA MO CEPBHUCHOMY OOCITYKHUBaHUIO,
JAHHBIX O MAPKUPOBKE U YIAKOBKE (IMIOJHOUBETHBIE (C YKa3aHUEM KOJIMPOBKH LIBETA) MAKETHI
YIIAKOBOK Y ATUKETOK) HE3aBUCUMO OT PE3YIbTAaTOB AKCIIEPTHU3HI.

PerucrpanimonHoe 10Che MEIUIIMHCKOTO U3AEHS Ha SJIEKTPOHHOM HOCUTEIIE XPAHUTCS
NECATH JIET.

Cuocka. [Iynkr 41 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 25.08.2025
Neo 83 (BBOAMTCS B ACHCTBUE 110 UCTECUCHUU JIECATH KaJIEHAPHBIX JHEU MMOCIIE IHS €ro
MEepPBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).



I'maBa 5. OcoGeHHOCTH IPOBEAECHHUS SKCIIEPTU3H MEUIMHCKOTO H3/IeIAA

42. Pa3bsicCHEHUS WIM YyTOUHEHUS, BOZHUKAIOUIME B MEPUO/] MPOBEACHUS IKCIEPTU3bI
MEXy TOCYJIApCTBEHHOM AKCIIEPTHOM OPraHU3aIMen U 3asiBUTEIIEM, OCYILECTBIISIOTCS ITyTEM
(hopMUpOBaHUS JIEKTPOHHOTO JOKYMEHTA MO UHAMBUIYATBLHOMY MapoJII0 3asBUTENS Yepes
uHpopmannonHyo cuctemy c¢ OIII 3asBuTens u TOCyAapCTBEHHOW OSKCIEPTHOM
OpraHu3alluu.

Cuocka. [Tynkr 42 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 25.08.2025
Neo 83 (BBOAMTCS B ACHCTBUE 110 UCTCUCHUH JIECATH KaJIEHAPHBIX JHEU MOCIIE IHS €ro
nepBoro o(UIMaIbLHOTO OMyOIUKOBAHUS).

43. Ilpu opraHu3anMu M TMPOBEAECHUH CAHUTAPHO-IPOTUBORMHUAEMHYECKUX U
CAaHUTAPHO-NPOPUIAKTUYECKUX MEPOINPUSITUNA U CBSI3aHHBIX C HUMH OTPAHUYUTEIbHBIX
MEPOTIPUATHIA, B TOM YHCIIE KapaHTHH, IKCIIEPTHBIE paOO0THI 3aBepIIatoTcs 0e3 1ab0opaTOPHBIX
UCIIBITAaHUNW B J1A0OpaTOPUU KOHTPOJISI KauyecTBa IMPOM3BOJMUTENS WIM B KOHTPAKTHOM
nabopaTopuu, UCTIOJIB3YEMON MTPOU3BOAUTEIICM.

44. Jlo mpoBeneHHs] SKCIEPTU3bl MEAUIIMHCKOTO U3ENHS MPU UX TOCYAapCTBEHHOU
perucTpaly Mo WHUIIMATUBE 3aiBUTEIISI TOCYJApPCTBEHHOUN SKCIEPTHOM OpraHuzaiuen
MPOBOJAUTCSA DKCIEPTHU3a MPUHAIICIKHOCTA MPOAYKIMH K MEAUIIMHCKUM HU3ICIUSM B
COOTBETCTBUHU C JIOTOBOPOM, 3aKJIIOYEHHBIM MEXKIY 3asBUTEIEM M TOCYAapCTBEHHOU
AKCIIEPTHOW OpraHU3alUen.

CHocka. ITynkr 44 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK or 25.08.2025
Ne 83 (BBoaUTCS B IeHICTBUE TTO UCTEUEHUU JECATH KaJICHAAPHBIX JHEU MOCIE AHS €ro
HEepPBOro O(PUIIMAIBLHOTO OMyOJIUKOBAHMS).

44-1. [l npoBeneHUs] YKCIEPTU3bl NPUHAIIC)KHOCTH NPOAYKIIMU K MEIUIMHCKUM
U3JICNIUSIM  3asBUTENb MPEIOCTABISIET 4epe3 HHOOPMAIMOHHYI0 CHCTEMY CIEayIOIne
Matepuaibl U JOKYMEHTBI, C ayTEHTUYHBIM MEPEBOJIOM HAa Ka3aXCKUM U PYCCKUU S3bIKU B
AKCHEPTHYIO OPraHU3alHI0:

1) HaMeHOBaHKE MPOTYKIINH;
2) HAMMEHOBAHHE MPOU3BOJUTENS, CTPAHBI;

3) MHCTPYKIMS MO0 TPUMEHEHHUIO WJIU SKCIUTyaTallMOHHBIA JOKYMEHT, WJIH PYKOBOJICTBO
MOJIb30BATEIIS;

4) dororpaduueckoe n300pakeHUE, OTOOpaKaroIlee BHENTHUN BUJ MPOJYKIIHH,
pasmepom He MeHee 18 x 24 canTumeTpa;
5) undopmaiuio o perucTpanuu B CTpaHe MPOU3BOAUTENS, BEIAHHYIO TOCYAapCTBEHHBIM
YIIOJITHOMOYEHHBIM OPTaHOM CTPaHbI TPOU3BOIUTEIIS;

6) TEXHUYECKOE OMHCcaHue, 00JIaCTh MPUMEHEHHS, 1[eJIEBOE Ha3HAYEHUE MPOAYKIUU (

nH(popMaIs OT IPOU3BOIUTES).



CHocka. ['maBa 5 nonosineHna nyHKTOM 44-1 B COOTBETCTBUU C TpUKa30oM MuHHCTpa
3apaBooxpaneHus PK ot 25.08.2025 Ne 83 (BBoAUTCS B IeHCTBUE IO UCTEYCHUU JECATU
KaJICHJAapHBIX JTHEH MOcje THS ero MepBoro o(huinaIbHOro OMyOIMKOBAHNUSA).

44-2. T'ocynapcTBeHHAasi JKCIEpTHAs OpraHu3alMs MPOBOJUT HKCIEPTU3Y
MPUHAJIEKHOCTH MPOAYKUMU K MEIUUHUHCKAM H3JEIusM B TedeHue 15 (msATHaauath)
paboyux JTHEH C AaThl PETUCTPAIH 3asBIICHUS.

[Ipn mpepocTaBieHHM 3aABUTEIEM HEIOCTOBEPHBIX JAHHBIX, HEMOJHOIO MakeTa
JOKYMEHTOB M HaJIM4us 3aMEeYaHuil K IPEeCTaBICHHBIM JOKYMEHTaM U (WJIM) MaTepraiaM B
MH(OPMALIMOHHON CHUCTEME B JIMYHOM KaOWHETE 3asiBUTENS pa3MellaeTcs yBeaoMieHue (B
MPOU3BOJIBHON (popMe) 0 HEOOXOIMMOCTH YCTPaHEHUs BBISIBICHHBIX 3aMEUaHUN B CPOK, HE
npeBblaomuii 5 (mATh) paboyux JHEH, CO JHS BBICTABJICHUSA 3aMEYaHUN SKCIEPTHOU
OpraHU3aIMECH.

Ha Bpemsa ycTpaHeHus 3aMeuyaHUi, CPOKH PAaCCMOTPEHUS 3asABICHUSA
MPUOCTAHABINBAIOTCS

CHocka. I'maBa 5 nonosHeHa myHKTOM 44-2 B COOTBETCTBUHU C MPUKa30M MuHUCTpa
3npaBooxpaneHus PK ot 25.08.2025 Ne 83 (BBoAUTCS B IEWCTBUE TTO UCTEYEHUU JECATH
KaJICHIAPHBIX JIHEU MOCIIE JTHS €ro MEePBOT0 OPUITHATHHOTO OITyOJINKOBAHHUS).

44-3. Ilpu HE yCTpaHEHUHU 3a4BUTEIIEM 3aMEUaHUM, YKa3aHHBIX B MTyHKTE 44-2 HACTOAIINX
[IpaBwiI, 3KcnepTHash OpraHu3alus HaIpaBIISIET 3aABUTENI0 PELICHHE O MNPEKpalleHUU
HKCIIEPTU3bI MPUHAJICKHOCTA NPOAYKIUU K METULIIMHCKUM U3AEIIUSIM U HEOOXOJUMOCTH €€
rocyIapcTBeHHOM peructpanuu B PeciyOnnke Kazaxcran B mpou3BoibHO#M dopme.

CHocka. I'maBa 5 nononHeHa myHKTOM 44-3 B COOTBETCTBUHU C MPUKa30M MuHUCTpa
3npaBooxpaneHus PK ot 25.08.2025 Ne 83 (BBoAUTCS B IEUCTBUE N0 UCTEYECHUU JECATU
KaJIeHJAPHBIX JIHEW TOCIIE JTHS €ro MEePBOT0 OPHUITHATHHOTO OMyOINKOBAHHUS).

44-4. DxcnepTth3a NPUHAAIEKHOCTU MNPOAYKIMU K MEAUIMHCKUM H3IEIHUAM
OCYLIECTBIISIETCS IyTEM MPOBEACHUS aHAIN3a MIPEACTABICHHBIX MAaTEPUATIOB U JOKYMEHTOB C
y4eToM 00JIaCTH NPUMEHEHUS U Ha3HAYEHUS 3asiBJICHHON MPOIyKIIUH.

[Ipn mpoBeneHUM aHaIM3a YYUTBHIBAIOTCA JaHHBIE U3 ['O0CyJapCTBEHHOrO peectpa
JIEKApCTBEHHBIX CPEJICTB U MEAULIMHCKUX U3JIETUN.

I[lo pe3ynbpraTtaM 3KCEepTU3bl MPUHAAIEKHOCTH NPOAYKIUU K METULIUHCKUM U3JIEIUSIM B
MH(OpPMALIMOHHON CUCTEME B JIMYHOM KaOWHETe 3asBUTEIN pa3MelaeTcs uHpopmaius B
MPOU3BOJIBHON (popMe CO CPOKOM JieicTBUsS He Oonee 12 (IBeHaAlaTh) MECSLEB CO JHS €€
BBIJIAYH.

CHocka. I'maBa 5 nonosiHeHa myHKTOM 44-4 B COOTBETCTBUM C IPUKa30M MuHHCTpa
3apaBooxpaneHust PK ot 25.08.2025 Ne 83 (BBoaAMTCS B ICHCTBHUE 110 UCTEUCHUH JIECITH
KaJIeHJApHBIX JIHEW MOCIIe THS €ro MePBOro OPUIIMATBHOTO OMyOJINKOBAHHUS).

45. DkcnepTr3a U3MEHEHHU, BHOCUMBIX B PETHCTPALIMOHHOE JOChE, OCYIIECTBIISETCS Ha
MEIUIMHCKOE U3/EJIUE B MEPHUOJ JCUCTBUS PETUCTPALMOHHOIO YJIOCTOBEPEHHUS. 3asIBUTEIb



MOJJEP)KUBAET AKTyaJIbHOCTh JOKYMEHTa II0 KadeCTBY, NPEACTaBIEHHOIO B
PErHCTPALIMOHHOM JI0ChE IyTEM CBOEBPEMEHHOI'O BHECEHHS] I3BMEHEHUI B HETO.

46. 3meHeHus KiacCU(PUIUPYIOTCS B COOTBETCTBUU C MEPEUYHEM BHJIOB M3MEHEHHUIA,
BHOCHMBIX B PErMCTPALIMOHHOE J0Ch€ MEAUIMHCKOrO0 U3JeNHs B NEpuoi AeHCTBUSA
PErUCTPALMOHHOIO YAOCTOBEPEHMS COIIACHO MPUIIOKEHUI0 7 K HacTosmum [lpaBuiiam.
N3MeHeHnsI, HE BKIIOYEHHBIE B YKA3aHHBIM MEpEUYEHb, MOJJIEKAT HOBOM PErUCTpalMU B
COOTBETCTBMHM € HacTtosimumu [IpaBunamu.

47. 3agBUTENp B TEUEHHUE ABYX MECALEB IOCIE YTBEPKJICHHUS BHOCUMBIX U3MEHEHUN
IIPOU3BOJIUTEINIEM TIOJIAET 3aBICHUE HA MPOBEACHUE IKCIEPTU3BI METUIIMHCKOTO U3IETUS 110
¢dbopmMme cornacHo npuinoxenuto 1 k Hactoauwmm [IpaBunam.

48. K 3asBieHHI0O O BHECEHUU MU3MEHEHUW B PETHCTPALMOHHOE JOChE€ MEIUIIMHCKOTO
W3JIeNs IPUIIAratoTcs JOKYMEHTBI M MaTepuabl, HEOOXOIUMBIE JJIsl BHECEHUSI U3MEHEHUH,
COTJIACHO MEPEYHIO BUJIOB N3MEHEHUM, BHOCUMBIX B PETUCTPALIMOHHOE JOChE METULIUHCKOTO
W3JENNS B IEPUOJ JEUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHUS COTVIACHO MPHUIIOKEHHUIO 7 K
HactosimuM [IpaBunam.

49. I'ocynapcTBeHHas SKCIEpTHAsE OpraHu3alusl Ha OCHOBAaHUU PE3YJIbTATOB 3KCIEPTHU3BI
COCTaBJISIET 3KCIEPTHBIN OTYET CHEUMATU3UPOBAHHON HKCIEPTHU3Bl O BIUSHUHA BHOCHMBIX
M3MEHEHUM B PETUCTPAIlMOHHOE J0Che Ha 0€30MacHOCTh, Ka4eCcTBO M 3(PEKTUBHOCTH
MEJUIIMHCKOTO H3/eNus 1Mo (opMe COracHO MpuioxeHuto 9 k HacrosuuMm [lpaBunawm,
NOAMUCAHHBIA PYKOBOAUTEIEM CTPYKTYPHOTO MOJPA3AEIICHUS] U SKCIIEPTOM, MPOBONBIINM
DKCIEPTU3Y.

50. IIpou3BoauTENb WIH YHNOJIHOMOYEHHBIN MPEACTABUTENb MPOU3BOIUTENS
MEIULMUHCKOrO U3JIEeNUs B TEYEHHUE ABYX MECSLEB BHOCUT U3MEHEHUSI B PETUCTPALMOHHOE
J0Ch€ Ha OCHOBAaHWU MOHUTOPUHTA 0€30M1aCHOCTH MTPOBOAMMOIO B COOTBETCTBUHU C NMPUKA30M
Munuctpa 3apaBooxpanenust Peciyonuku Kazaxcran ot 23 nexadbpst 2020 roga Ne KP JICM-
320/2020 "OO yTBepKIEHUU MpaBWJI MPOBEeACHUA (PapMaKoHAA30pa W MOHHTOPUHTA
0e301acHOCTH, KayecTBa M 3(PPEKTUBHOCTH MEAMIIMHCKUX M3Jeaui" (3aperucTpupoBaH B
Peectpe rocynapcTBeHHON pernucTpaliii HOPMAaTUBHBIX MPABOBBIX akTOB 1moj Ne 21896).

CHocka. ITynkr 50 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 14.04.2023
Ne 70 (BBogUTCS B AEMCTBUE MO UCTEUEHUH JAECIATH KAJICHIAPHBIX JHEH MOCe IHS €ro
NEPBOro OPUIIMAIBHOTO Oy OJIUKOBAHMUS).

51. Ilpm skcnepTH3e MEAUUMWHCKUX H3IEIHM, MPOU3BOJAUMBIX NPOU3BOAUTEIAMU
Pecniy6niuku Kazaxcran Ha ocHOBe TpaHc(depa TEXHOJIOTUI IMyTeM OpraHu3aIiy JOKAIBHOTO
MIPOU3BOJCTBA HA OCHOBE N€peiauu, BHEAPEHUs (MPUMEHEHHS ), aIalTalliK CYIIECTBYIOIINX
TEXHOJIOTHI (Pe3ybTaTOB HAYYHBIX MCCIIEIOBAHUN, HOBBIX pa3pabOTOK), OCYIIECTBISIEMBIX
OT TEpPEAarollel CTOPOHBI K NMPUHHUMAIOIIEH CTOPOHE I MPOU3BOJACTBA MEIULIMHCKUX
U3/ICNIN, K PErucTPalMOHHOMY JOChE JONOJHUTEIBHO MPEACTABIAIOTCA CIEAYIOIIHE
JOKYMEHTBI:



1) TOKyMEHTBI 10 HKOJIOTHYECKOM 0€30MacHOCTH: pelIeHUE YIIOJTHOMOYEHHOTO OpraHa 1o
ONpEJICJICHUI0 KaTeropuu oObEeKTa, OKa3bIBAIOIIETO HETraTUBHOE BO3JICHCTBHE Ha
OKPY’KAIOITyIO Cpely, B COOTBETCTBUU CO CTaThel 12 DKoJIOrmdyeckoro Kojekca Pecryonuku
KazaxcraH; sk0JIorHuecKkoe pa3peuieHue B COOTBETCTBUM €O craTheit 106 Dkosoruueckoro
KOJIEKCa, BBIIAHHBIA YIIOJTHOMOYEHHBIM OPTaHOM B 00JIACTH OXPAaHBI OKPYKAIOMIEH CPEIIbI
Pecny6iiuku Kazaxcran;

2) mepeyeHb HAUMEHOBAHUM JTJOKYMEHTOB IO TEXHOJIOTUU MPOU3BOJICTBA, CTAHIAPTHBIM
ONEPALMOHHBIM IPOLIEAypaM, PYKOBOACTBO IO KAYECTBY.

[Ipu nosiHOM TpaHcdepe TEXHOIOTUH JOKaIbHBIA MPOU3BOIUTENL 00ECIIEYUBAET MOJTHOE
COOTBETCTBME YCIOBUH TIPOU3BOJICTBA W CHUCTEMBl OOECIEeYeHUs] KadecTBa Ha
MIPOM3BOJICTBEHHOM TUI0Mmaike B PecnyOnuke Kazaxcran ycioBusIM MPOU3BOJICTBA U CUCTEME
oOecrieueHus1 KauecTBa MPOU3BOACTBEHHOW muToniaaku BHe KazaxcraHa.

CHocka. ITynkr 51 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBoAUTCS B IeHiCTBUE IO UCTEUEHUU JECATU KaJICHIAPHBIX JHEU MOCIE AHS €ro
NepBOTo OQUIINATHEHOTO OMyOJUKOBAHUS).

52. VYckOpeHHas J3KcnepTu3a MEAUIMHCKUX H3JEIUA OCYLIECTBISETCA NpHU
MEepeperucTpalni, a TaKXKe [0 PEHICHUI0 YMOJHOMOYEHHOTO OpraHa B o00JacTu
3paBOOXPAHEHUs] B CJIydasXx BOCHHBIX JEUCTBUW W JIMKBUJIAIMU HX TOCIEICTBUMH,
BO3HUKHOBEHHUSI, IPEAYNPEKICHNUS U JTUKBUIALUNN MOCIEICTBUN UpEe3BbIUAHBIX CUTYaLIHUM,
yIpO3bl BO3HUKHOBEHHS, PACIPOCTPAHEHHUS HOBBIX 0OCO00 OMacHbIX HMHGEKIHUOHHBIX
3a00JIeBaHUH U INKBUJAITUU MX TTOCIICICTBHM.

Pelienrie yrnoiHOMOYEHHOTO OopraHa B 00JIACTH 3paBOOXPAHEHUS MO YCKOPEHHOM
JKCMEPTU3E BBIJACTCS Ha MEIUIIMHCKOE WU3JeJNe C YKa3aHWEM MOoJApOOHOro
MOTHMBHPOBAHHOTO OCHOBAHHUSI M CPOKA JICVCTBUS BBIIAHHOTO PEIICHMUS.

JIOKyMEHT NMpeI0CTaBIAETCS IPU Mo/1aue 3asBJICHUS Ha DKCIIEPTURY.

CHocka. I[Tynkr 52 - B penakuuu npuka3za Munuctpa 3apaBooxpanenust PK ot 25.08.2025
Ne 83 (BBoAMTCS B IeHiCTBUE IO UCTEUCHUH JECATU KaJCHAAPHBIX JHEN MOCe THS €ro
MEepPBOro O(PUIMATHEHOTO OMyOJIMKOBAHMUS).

52-1. Ilpu 3kcnepTu3e MEAULUMHCKUX WU3AEITUN MPOBOAUTCA MHCIEKINS MEAULIMHCKAX
M3CNUI B MOPSJKE U CPOKAX MPEyCMOTPEHHOM MpHKa3oM MUHHCTpa 3ApaBOOXpPaHEHUS
Pecny6omuku Kazaxcran ot 23 nexabpst 2020 rona Ne KP JICM-315/2020 "O6 yTBepkeHun
MpaBW MPOBEJACHUS WHCIEKIUN MEIUIIMHCKUX u3nenuil" (3apeructpupoBaH B Peectpe
roCyJapCTBEHHON PErUCTpaIlii HOPMATUBHBIX MPABOBBIX akTOB 1011 Ne 21898).

CHocka. [TpaBuna qomoHeHbI TYHKTOM 52-1 B COOTBETCTBUH € NMpUKa3oM MUHHUCTpa
3apaBooxpaneHust PK ot 14.04.2023 Ne 70 (BBoaAWTCS B ACHCTBUE 110 UCTECYCHUHU JIECATU
KaJICHJIApHBIX JIHEH Mociie THS ero MepBOTro 0UIIMAIIBHOTO OMYOJIUKOBAHNUSA).

I'maBa 6. Cpoku IpoBeZCHNSA SKCIEPTH3EI MEUITMHCKOTO M31E/IHs



53. Cpoku TIpOBEACHUS SKCIEPTU3BI METUITMHCKOTO U3/IeTus (TPEOYIOIINX TPOBEICHUS
71a00paTOPHBIX UCIIBITAHUI) COCTABIISIOT:

1) mpu s3kcnepTH3e MEAULIMHCKOrO H3Jeius kiaacca 1 W kiacca 2a B CPOKH, HE
npesbimatomue 70 (cempaecsar) pabouux gHEH, B TOM YHUCIIE:

HavasibHast dkcneptu3a — 10 (gecsaTrh) pabounx aHEH;

crienuanu3upoBanHas skcneptusza — 30 (Tpuauate) pabounx IHEH (B TOM 4YHCIE,
MOATBEPK/ICHUE ayTEHTUYHOCTH WJIM MEPEBOJ] HAa Ka3aXCKUU S3bIK MapKUPOBKU MAaKETOB
YIaKOBOK, ’TUKETOK, CTUKEPOB, HMHCTPYKIIMH 110 MEAUITTHCKOMY MPUMEHEHHUIO);

nabopatopHbie ucnbiTaHust — 20 (ABaaaTh) pabouux JHEH;
dbopMupoBaHUe 3aKITI0YEHUs 0 Oe30macHOCTH, KauecTBe U AP hekTuBHOCTH — 10 (1ecsaTp)
pabouux IHEH.

2) Tpu IKCIEPTU3E MEAUIIMHCKOTO U3Aenusl (TPEOYIONINX MPOBEACHUS JTa00paTOPHBIX
UCIIBITAHUM) KJ1acca 20 (C MOBBIIIEHHON CTENEHbIO pHCKa) U Kitacca 3 (C BBICOKOM CTENEHbIO
pHuCKa) — B cpokH, He npesbimatomue 110 (cto gecsaTs) pabounx AHEH, B TOM YHCIIE:

HavaiabHas dkcnepTusa — 10 (mecath) pabounx aHEw;

crenranu3upoBanHas skcneptusza — 50 (mATbaecsaT) paboyux AHEH (B TOM 4HCIIE,
MOATBEPKICHUE AYTEHTUYHOCTH WJIM MEPEBOJ Ha Ka3aXCKHUM SI3bIK MapKHUPOBKH MAaKETOB
YIAaKOBOK, dTUKETOK, CTUKEPOB, HMHCTPYKIIHH 10 MEAUITTHCKOMY IIPUMEHEHHIO );

nabopatopHbie ucnbiTanus — 40 (COpok) pabouux THEH;
dbopMupoBaHUE 3aKJIIOYEHUS 0 0€30MacHOCTH, KauecTBe U d3pdekTuBHOCTH — 10 (Z1eCsITh)
pabouux THEH.

3) BHECEeHHE M3MEHEHUM B PETHCTPAIMOHHOE J0Che MEIUIMHCKOro u3naenus (0e3
MPOBEICHUS JTaOOPATOPHBIX MCIBITAHUI) B CPOKU, HE TMpeBbimatomue S50 (MATbAECAT)
pabouux HEH, B TOM YHUCIIe:

HavaibHas dkcnepTusa — 10 (necatb) pabounx qHEH;

criennanu3upoBanHas skcneptuza — 30 (Tpuanate) pabounx IHEH (B TOM YHCIE,
MOJATBEPKJICHUE ayTEHTUYHOCTH WJIM MEPEBOJ] HAa Ka3aXCKUU S3bIK MapKUPOBKU MAaKETOB
YIAaKOBOK, STUKETOK, CTUKEPOB, HMHCTPYKIIMH 110 MEAUITTHCKOMY MPUMEHEHHIO);

dhopMupoBaHHE 3aKIIFOYEHUS 0 0€30MacHOCTH, KauecTBe U dpdexTuBHOCTH 10 (IecsaTh)
pabounx JHEH.

4) BHeceHHE U3MEHEHUM TUNa | B perucTpanroHHoe J0Che MEAUIIMHCKOT0 n3aenus (¢
MPOBEJICHUEM J1a00OPATOPHBIX UCIIBITAHUN) B CPOKH, HE TIPEBbIIIatonue 65 (ecTbIecsT NATh
) pabouux AHEH, B TOM YHCIIE:

HavajbHas dkcnepTusa — 10 (mecatb) pabounx JHEH;
crienanu3upoBanHas skcrneptuza — 30 (Tpuamarte) paboumx (B TOM 4YHCTE,
NOJATBEPKJICHHE ayTEHTUYHOCTH WM MEPEeBOJI HAa KAa3aXCKUM SI3bIK MapKHUPOBKH MAKETOB
YIAaKOBOK, ’TUKETOK, CTUKEPOB, HHCTPYKIIMH 110 MEAUITTHCKOMY MPUMEHEHHIO);
nabopaTopHble UCTIBITaHUS — 15 (MATHAALATh) pabodYnX JHEH;



dbopmHpoBaHUe 3aKITI0YEHUs 0 O€30MacHOCTH, KadecTBe U 3P heKTUBHOCTH — 10 (11ecsaTp)
pabounx JHEH.

5) sKcmepTH3a MEAUIMHCKOTO U3AENUs MPU TOCYyAapCTBEHHOW perucrpanuu (He
TpeOyIOIUX MPOBEACHHUS Ja0OpaTOPHBIX MCIBITAHUNH HE3aBUCUMO OT KJlacca)
OCYILIECTBIISIETCSL B CPOKH, HE npeBbimatoniue 70 (cembaecsT) paboyux, B TOM YHCIIE:

HavaibHas dkcnepTusa — 10 (mecatp) pabounx aHEw;

crienuaIu3upoBaHHas skcreptusa — S0 (msaThaecsaT) pabouux AHEH;

dbopMHpoBaHUe 3aKITI0YEHUs 0 Oe30MacHOCTH, KauecTBe U 3P heKTUBHOCTH — 10 (1ecsaTp)
pabounx JHEH.

6) yCKOpEHHas 3KCHepTh3a MEAUIMHCKUX U3AECIUN OCYILECTBISETCS B CPOKH, HE
npesbimnatomue 30 (TpuamnaT) pabounx JTHEH, B TOM YUCIe:

MepBUYHAS dKCIIepTU3a — 5 (MITh) pabounx AHEH; crienuain3upoBaHHas dKcrepTrsa - 20
(mBaanaTh) pabounx AHEH;

dbopMUpOBaHUE 3aKITIOUECHUSI 0 O€30MaCHOCTH, KauecTBE U A3(PPEKTUBHOCTH — 5 (TISATH)
pabounx JHEH.

Cnocka. ITynkr 53 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBOAMTCS B ICMCTBHUE MO UCTEYCHUH IECITH KAJICHIAPHBIX JHEH MOCe THS €T
epBOro O(PpUIMAIBHOTO ONyOJIUKOBAHMUS).

54. B cpoku npoBeIeHUS SKCIEPTU3bI METUIIMHCKOTO U3/CIIHS HE BXOSIT:

1) BpeMsi BOCIIOJIHEHHSI HEKOMIUIEKTHOCTH PETHCTPALIMOHHOTO 10ChE;

2) BpeMsi IpeAoCTaBICHUE 3aABUTEIIEM JOKYMEHTOB U MaTEpHUANIOB MO 3ampocy Mpu
MIPOBEJIEHUU IKCIIEPTU3bI B YCTAHOBIIEHHBIE CPOKH;
3) BpeMsi MOATOTOBKH U MPOBEACHUS MHCTIEKIIUU MEAUIIUHCKOTO U3/ICIIHS.
3asButens B Teuenue 30 (TpuamnaTh) paboyux JHEH CO IHS MOJIYYEHUS! YBEIOMIIEHUS O
HEOOXOJAMMOCTU MPOBEACHUS MHCIEKIUM TMPEAOCTABISACT IMUCHhbMO O COIJIaCHUU U
MPEIOCTABIISET B MHCTIEKTOPAT METUITMHCKIUX U3/ICIUN 3asBJICHUE O MPOBEJCHUN UHCTIEKITHH
MEIMIMHCKHUX U30CIUN.

[Tpo10KUTETFHOCTh OPTaHU3AIIMY U TTPOBEICHUSI HHCTICKITUY METUITMHCKUX U3/ICTTUN HE
npesbimaetr 90 (neBsHOCTO) pabodyux OHEW CO JIHS TMOJayu 3asiBUTENIEM 3asiBICHHUS Ha
MPOBEJICHNE UHCTIEKIINY MEIUIIUHCKUX U3JICTTUH;

4) cornacoBaHue 3asiBUTEIIEM UTOTOBBIX JJOKYMEHTOB;

5) opranu3zanus 1 IpoBeAeHUuEe DKCIEPTHOIO COBETA.

[IpoaoKUTENBHOCTh OPraHU3alluy U MPOBEICHUSI JKCIEPTHOTO COBETA HE MPEBBIIIAECT
30 (TpunmaTh) KaJeHIApHBIX JTHEH CO JHA YBEJAOMJICHHS 3asBUTENSI O BBIHECEHUH
MaTepHaioB Ha DKCIIEPTHBINA COBET.

CHocka. ITynkr 54 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 25.08.2025
Ne 83 (BBoAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JHEU IMOCIIE THS ero
NEPBOro O(PUIIMATIBHOTO Oy OJIUKOBAHMUS).



I'maBa 7. Ilopsnok o6xkaioBaHWs pelIeHWH, AeHcTBHH (6e3aeiicTBIA) rocy 1apCTBEHHOM
SKCIECPTHOH OpraHM3anyy U (WIH) € JODKHOCTHBIX JIHMI II0 BOIPOCaM OKAa3aHUA
TOCYAapCTBEHHEIX YCIIYT

Caocka. IIpaBuna momoaHEHBI TJIaBOKM 7 B COOTBETCTBUU C MPUKA30M U.0. MUHHCTpA
3apaBooxpanenus PK ot 20.12.2021 Ne KP JICM-131 (BBoguTCS B JICMCTBHE CO JIHS €TO
nepBoro o(UIMaILHOTO OMyOJIMKOBAHUS ).

55. Kanoba Ha pemenue, nercTBus (0e31€MCTBUSI) TOCYAAPCTBEHHON AKCHEPTHOM
OpraHU3aIMH 0 BOMIPOCAM OKa3aHUs TOCYIapCTBEHHBIX yCIYT MOXKET OBITh MO/aHa HA WM
PYKOBOJIUTENA TOCYAAPCTBEHHOMW 3KCIIEPTHON OPraHU3alMy, B YIIOJTHOMOYEHHBIN OpraH Io
OIIEHKE M KOHTPOJIIO 32 Ka4eCTBOM OKa3aHUSI TOCYJApCTBEHHBIX YCIYT B COOTBETCTBUU C
3akoHOJaTeNbcTBOM PecnyOnuku Kazaxcran.

B cnydae nmoctymnienus xano0Obl B cooTBeTcTBUU ¢ MyHKTOM 4 ctathu 91 AIIIIK PK
rOCyJapCTBEHHOM 3KCIEPTHOW OpPraHU3alyel HaIpaBiseTCS B OpraH, pacCMaTPUBAOLINI
xanoby B TeueHue 3 (Tpex) pabouux AHel co aHS ee mnoctyrmieHud. JKamoOa
roCyapCTBEHHOM 3KCIIEPTHOM OPraHU3allUEeN HE HAIIPABISETCS B OpPraH, pacCMATPUBAIOLINAN
XKamo0y B cilydyae TPUHATHS OJAarompHsTHOTO aKTa, COBEPUICHHS aJIMUHUCTPATUBHOTO
JICHCTBUS, TIOJIHOCTHIO YAOBIIETBOPSIONTNE TPeOOBAHNUS, YKa3aHHBIC B XKaI00e.

56. XKanoba 3asBUTENS B COOTBETCTBUM C MyHKTOM 2 CTaThu 25 3aKOHA IMOJJICKHUT
PacCMOTPEHUIO:

rocyJapCTBEHHOM SKCIIEPTHON OpraHu3aluei, - B TeueHue S5 (TsTH) pabouux AHEH co JHs
€€ PerucTpalni;
YIOJHOMOYEHHBIM OpPraHoOM IO OIIEHKE M KOHTPOJIO 3a KauyeCTBOM OKa3aHWs
rOCYJIapCTBEHHBIX YCIYT - B TeueHue 15 (marHaanaTu) padbouux gHEH co JHS €€ perucTpaiuu

57. Cpok paccMOTpEHHUS KaJloObl TOCYJIapCTBEHHON IKCIEPTHOM OpraHHu3aIuei,
YIOJIHOMOYEHHBIM OPraHOM IO OLIEHKE M KOHTPOJIO 3a KaueCTBOM OKa3aHUs
rOCYJIapCTBEHHBIX YCIYT B COOTBETCTBUU C MyHKTOM 4 CTaThbu 25 3aKkoHa MPOJJIEBAECTCS HE
6osiee yeM Ha 10 (ecsiTh) pabouux THEH B CiIydasx HEOOXOUMOCTHU:

1) mpoBeaeHUs JOTOTHUTENBHOTO U3YUYESHHSI HIIH MIPOBEPKU 10 Kano0e MO0 IPOBEPKH C
BBIE3/IOM Ha MECTO;

2) moyty4eHusl OMOJTHUTENbHON NHHOPMAIIHH.

B ciyuae npoajieHust cpoka pacCMOTPEHHUsI Kao0bl JOJKHOCTHOE JIUIIO, HAJICICHHOE
ITOJTHOMOYHSMHM 110 PACCMOTPEHHIO Kajno0, B TeueHue 3 (Tpex) pabodyux JHEH ¢ MOMEHTa
IPOJIJIEHUSI CPOKA PACCMOTPEHHUS kKaldoObl cOOOIIAeT B MUCbMEHHON QopMme (TIpu mojaye
Xajno0bl Ha OyMa)XHOM HOCHTENE) WIM 3JIEKTpOHHOM (opMe (mpu mojaye xajaoObl B
AJIEKTPOHHOM BHU/IE) 3asBUTEIIO, TOJIABIIEMY KaJlo0y, O MPOJUICHUH CPOKA PACCMOTPEHUS
aj00bl C yKa3aHUEM MPUYUH MPOJICHHUS.



58. Ecnu mHoe He mpeaycMoTpeHo 3akoHaMu PecriyOnuku Kaszaxcran, o6kanoBaHue B
CyZie JIONyCKaeTcsl Mmociie 00XaloBaHUsl B aJIMUHUCTPATUBHOM (JOCYyJeOHOM) MOpSIKE B
cooTBeTCTBMHM ¢ IMMyHKTOM 5 cratbu 91 AIIIIK PK.

IIpunoxenue 1
K IIpaBHJIaM IPOBEACHUS
9KCTIEPTU3BI MEJUIIUHCKOTO U3/AENS

®opma
3asgBieHHE HA IIPOBEOCHHUEC IKCIICPTHU3BI MCANITHHCKOT'O n3aemma*

CHocka. [Ipunoxenue 1 - B pegakuuu npukasza u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JIEMCTBHE CO JHS €r0 MEPBOro O(QUIIMATIBHOTO
onyOJIMKOBaHUs); C U3BMEHEHUSAMH, BHECEHHBIMU MTpuKa3oM MunHucTpa 3npaBooxpanenusi PK
oT 14.04.2023 Ne 70 (BBoAUTCA B IEUCTBUE 110 UCTEUYEHUM JECATH KaJICHIAPHBIX THEH Mocie
JTHSL €0 MEePBOro OPUIIUATIEHOTO OMYOIMKOBAHUS).
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20 W3MeHeHvsI, BHOCUMBIC B PETHCTPAIIMOHHOE JTOChE (3AIOIHSAIOTCS IPH TUTIE 3asBKH — BHECCHHE U3MCHCHU )
" (yxa3arh BHOCHMBIE M3MEHEHHS)
No  Pepakuust 10 BHECEHHS] U3MEHEHUI Baocumbie u3MeHeHUs
21. JlaHHEIC O JJOTOBOPY HA MPOBEJCHHUE IKCIIEPTHU3HI
1. Ne norosopa
2. Jlara 3akmroueHus
3. Cpok neicTBust
22. CyOBeKT, OCYIIECTBISIIOIINIA OTIATy 32 MPOBEACHUE DKCIIEPTU3HI
l. HammeHoBaHME I0pUIMYECKOTO JIHIIA

2. Crpana



3 IOpunuueckuit agpec

4 DaKTHYECKHUH agpec

5 ®.1.0. (mpu ero HaNUIUK)

6. Tenedon

7 ®daxkc

8 DJIEKTPOHHBIN aJipec

9 busnec-uneHTH(HUKAITMOHHBIN HOMEP
10. WunuBuyansHbIi nAeHTH(GUKAINOHHBI HOMEp
1. bank

12. PacuetHslii cuer

13. BamoTHsIit cueT

14. Kon

15. BankoBckuil HOeHTH(UKAITMOHHBIN KO
3asBUTEINb:

lapantupyto: JOCTOBEpHOCTh HH(OPMAIMK, aJCKBATHOCTh IEPEBOJAOB METOIMK KOHTPOJS KauecTBa,
SKCIITYaTal[HOHHOTO JOKYMEHTa, MHCTPYKIMH IO MEIUIMHCKOMY MPUMEHEHHUIO0 MEIUIMHCKOTO H3IeNHUd ,
Ipe/ICTaBIeHUE IO Havyaja JJabopaTOPHBIX UCTIBITAaHUH 00pa3lloB MEUIIMHCKOTO H3IENHs, CTaHAapTHBIE 00pa3Ibl
B KOJINYECTBAX, JOCTATOUHBIX JJISI TPEXKPATHOTO aHANIM3a, CreH(HUIecKue peareHThbl, pacXoJHbIe MaTepHaIb,
MIPUMEHSEMBIE ITPU TIPOBEACHUH UCTIBITaHNH (B UCKIIOUYNTEIBHBIX CIydasX M HA YCIIOBHSAX BO3BPATa), a TAKKE UX
COOTBETCTBUE JOKYMEHTAM I10 Ka4ECTBY, IPEACTABICHHBIM Ha DKCIIEPTH3Y.

O053y10Ch OCYIIECTBIISATh IIOCTaBKY MEIUIMHCKOrO m3zenust B Pecrmybmuky KasaxcraH, cooTBeTCTByIOLIHE
TpeOOBaHUAM, yKa3aHHBIM B PETHCTPAIIMOHHOM J0ChE, M COMIPOBOXKIATH MEAUIIMHCKOE N3/IETINE HHCTPYKINEH 10
MEIUIIMHCKOMY TNPUMEHEHHIO (PYKOBOJCTBOM) IO 3KCIUTyaTallMM Ha Ka3aXCKOM M PYCCKOM S3BIKax, C
COOJII0ZIEHHEM JOCTOBEPHOCTH U ayTEHTUYHOCTH [IEPEBOIOB.

Iapantupyro coxpaHeHue O€30MAaCHOCTM M KadyecTBAa MEJIUIMHCKOTO H3JENIUsS B TEUYEHHUE BCEro CpokKa
UCIIOJIb30BaHMUSL, ITPU COOJIIOZEHUH YCJIOBUI TPAaHCIIOPTUPOBAHUS M XPaHEHUS! B COOTBETCTBUU C TPeOOBaHUSIMU
3aBOJA-IIPOU3BOIUTENS.

O06s13y10ch coobmare 000 BceX M3MEHEHUSX B PETHCTPALMOHHOE JIOChE, a TAKXKE IPECTaBIATh 3asBICHHE U
MaTepHajbl IpH OOHAPY>KEHUN TMOOOYHBIX BO3ACHCTBHI IPH NMPHUMEHEHWH MEIUIMHCKOTO HM3/eNus, paHee He
YKa3aHHBIX B HMHCTPYKIHH 110 MEJUIMHCKOMY HPUMEHEHHIO MEIWIMHCKOTO H3AEHHs (PYKOBOJICTBE) IIO
SKCIUTyaTallud MEJULMHCKOTO U3IEIHs.

Jara
®.1.0. (pu ero HAJIUYUH )
3asgBuTeNs

Iloanuce
IIpumeyanue:

* JlanHas opMa 3asBJIEHUS IPENOCTABISAETCS TAKXKe MPHU MEpPeperucTpanuu u mnpu
M3MEHEHUSX, BHOCUMBIX B PETUCTPALIMOHHOE J0ChE€ MEIUIIMHCKOTO U3JIEIUsl B COOTBETCTBUU
C TOPSAJKOM YCTAaHOBJICHHBIM MpUKa3oM MuHHCTpa 3apaBooxpaHeHus PecnyOnuku
Kazaxctan ot 9 ¢espans 2021 roga Ne KP JCM-16 "OO yTBepKIeHUU MpaBUIl
rOCYJIapCTBEHHOW pPETHCTpaluy, MEPEPErucTpaluyd JIEKApCTBEHHOIO CpEACTBa WU
MEIULIUHCKOTO U3JEIusl, BHECEHUS U3MEHEHUN B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOIO
CpeAcTBa WM MEAULMHCKOro u3aenus" (3apeructpupoBaH B Peectpe rocymapcTBeHHOMN
perucTpalud HOPMAaTUBHBIX MpaBOBBIX akToB mnox Ne 22175) (manmee — IlpaBuia
rOCYJIapCTBEHHOW pETrHCTpaliy, MEPEepPerucTpaluu JEKapCTBEHHOrO CpeACcTBa WU



MEAUIMHCKOTO U3/IETHs, BHECEHUSI N3MEHEHUI B PETUCTPALIMOHHOE JOChE JIEKApCTBEHHOIO
CpeICTBa WM MEIUIIMHCKOTO U3/IEINS).

Crpana BBoguTCs 110 enqunomy kinaccudukaropy ['K PK MCO 3166

HanmeHoBaHMe Ha aHTTIMICKOM SI3BIKE 00SI3aTEIIBHO NS 3aPYOCIKHBIX MPEITPHUSITHIA

** IpU HATMYMH HECKOJIBKUX MojeNell (Moau(UKaIuil) TaHHbIE 3aMlOJHAIOTCS OTAETbHON
CTPOKOM Ha KXy MOJIeb (MOAU(DHUKAIUIO)

H* 3anoaHAeTCS IPU HATMYUH.

[Ipunoxenue 2 x npaBuIaM
MIPOBEACHUS IKCIIEPTU3HI
MEIUIMHCKUX H3eTTHH

ITepeueHs HOKyMEHTOB PETHCTPAIIMOHHOTO JOChE 1A SKCIIEPTH3E MEIVIIMHCKOTO H3Aeis*

Cnocka. [Ipunoxenue 2 - B penakuuu npukaza Munucrtpa 3apaBooxpanenus PK ot
25.08.2025 Ne 83 (BBOAMTCA B ACHUCTBUE 110 UCTCYECHUHM JCCATHU KAJICHIAPHBIX THEHW TOCHE qHSA
€ro NepBoro OpUIMAIBHOIO ONyOIMKOBAHHUS).
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H a
Ka3axCKUi U
pycckui
SI3BIKU

WNndopmann
o 0
pa3paboTke
"
MIPOU3BOJICTB
€. CXEeMBHl
MPOLIECCOB
MPOU3BOJCTB
a, OCHOBHBIX
cTaguu
MIPOU3BOJICTB
a, YNaKOBKH,
WCIIBITAaHU N
"
POy pPHI
BBINTYCKa
KOHEYHOTO
MpOIyKTa ¢
ayTEeHTUYHBI
M
MIePEBOIOM
H a
Ka3aXCKUH U
(unm)
pycckui
SI3BIKH

Ilepeuenn
CTaHAAPTOB,
KOTOPBIM
COOTBETCTBY

+

3aBepserca
MIPOU3BOIUT
eleM WIH
ero
YIOJIHOMOYE
HHBIM
IpecTaBuTe
neM Gopmart:
PDF

3aBepsiercs
MIPOU3BOIUT
eneM
dbopmar:
PDF



32.

33.

34.

e T
MEIUIIMTHCKO
e uznenwue (¢
yKa3aHUEM
CBEJIEHUH O
HHUX) C
ayTCHTUYHEI
M
MEePEBOIOM
H a
Ka3axCKui U
(unnm)
pycckuii
SI3BIKH

[Inanm c6opa
U aHaiu3a
JIAHHBIX TI0
Oe3omacHoOCT
u u

3¢ dexkTrBHO
cTH
MEIUIIMHCKO
ro H37CNus
H a
MOCTPETUCTP
AIMOHHOM
nepuoae ¢
ayTEeHTUYHBI
M
MEePEBOIOM
H a
Ka3axCKUi 1
(unm)
pycckui
SI3BIKA

OTtyetr 00
aHaluze
PHUCKOB U
YIpaBICHAN
MU C
ayTEeHTUYHbI
M
epeBoIOM
H a
Ka3axCKHUi U
(unm)
pycckui
SI3BIKH

HNudopmaru
q 0
MapKeTHHI'e
(ucropus
IIPU YCIIOBHU

+(xpome 1
KJacca)

3aBepseTCs
MIPOU3BOIUT
enem
dbopmar:
PDF

3aBepseTcs
IIPOU3BOJIUT
enem
dbopmar:
PDF

3aBepsieTcs
MPOU3BOIUT
eeM
¢dopmar:
PDF



35. oOparteHus
MEIUIITHCKO
T0 M3IeNns
Ha pBIHKE
Oomee 2 mner)
(npwu
HAJTAYHN )
Hosepennoc
T b
MIPOU3BOIUT
eJsl Ha UMs
YHOOJHOMOYE
HHOTO
MIPEICTaBUTE
7S C LENbIo
MOITBEPIKIC
HUsA ero
MOJIHOMOYU I
(3a
36. HCKITIOUCHUE
M
MPOU3BOIUT
enei
PecriyOnuku
KazaxcraH) ¢
ayTeHTUYIHEI
M
MepeBOIOM
H a
Ka3axcKuil u
(unm)
pycckui
SI3BIKA

+

+ (xkpome 1 u 3apepserca

2a KI1aCCOB)  TIPOM3BOAUT
enem
dbopmar:
PDF

B
COOTBETCTBH
u c
MEXTyHapOI
HBIMH
HOpMaMH
3aBepeHUS
U
HOpMaMH
3aBEpeHUs
YCTaHOBJICH
HBIMU B
Pecnybnmke
Kazaxcrtan
dbopmar:
PDF

CocraBiieHHE CHPABKH C YKa3aHUEM ONMHUCAHUS 00JIACTH NMPUMEHEHUS, Ha3HAUCHUS,
KpaTKOM XapaKTepUCTUKH HAa MEIUIIMHCKOE U3JIEJUE B pa3pe3e KOMILUICKTAIUU Ha KaXIyIO
MOJIEJIb B COOTBETCTBUU C YHKTOM 12

Haumen
Haumen

OBaHHe

OBaHHeE
MOJIENTH

MOJEITHA ( COCTaBH

ou

( MoIubu

Moauhu qacTHh
Kaluu)

KaIum) Ha
MU 1a MU na

CCKO
Ka3aXxCK py
CCKO
py oM
M SA3BIKC

M A3BIKC
ek
*
% SA3BIKE
*

Bun

OCHOBH
ol 0JI0K

Bun

Haumen
COCTaBH

. OBaHHE

oH

COCTaBH
4acTH

Bl X
Ha .

qacTen
Ka3axcK

Ha
oM

CCKO

SA3bIKE™ Py
o M SI3BIKE
HETI3r1
0JI0K
JKUBIHT

BIKTAYIII

Haumen

oBanue Mouenb
COCTaBH COCTaBH
bl X bl X
yacTe yacTei
Ha Ha
Ka3axCK PYCCKO
oM M SI3BIKE
SI3BIKE

Mopenb
COCTaBH IIpounss

[Tpounss P Crpana
Bl X onutens CrtpaHa

. OJIHTENb

JacTei Ha Ha

Ha Ka3axcK
Ha Ka3aXCK PYCCKO

pyccko
Ka3axcK oM M SI3BIKE

M SI3BIKE SI3BIKE
oM SI3BIKE
SI3BIKE



KOMIUIE buIap™*
kTyrome *

e***

nporpa Oarmapi
MHOE  aMaJbIK
obecriedy KacakTa
eHue Ma
MPHUHAT KEPeK-)K
JISKHOC apakrap
Thb bI

pacxon

o IIBIFBIH
HBIHU

MaTepu

MaTepH
aIgapel

al
n3acime
THUIIOPA3
MEpPHOT
o psana (
C
yKa3aHH
€M
Juaria3o
H a
pa3mepo
B)
pearext

[Ipumeyanue:

*[Ipu yCKOpEHHOM 3KCIepTU3e MEAUIMHCKOTO MU3JeTUs B paMKax NepeperucTpaiuu
IIPEICTABIIAIOTCS JOKYMEHTHI, IPEyCMOTpPEHHBIE MyHKTaMu 4, 14 u 17 nepeuns.

**[pU HAJTMYUU HECKOJBKUX Mojesiel (Moaudukaiuii) Wi BapuaHTOB HCIIOJHECHUS
JTAHHBIC 3aIOJHSIOTCS OTACIBHOM CTPOKOM Ha KaxAylo Mojelb (MoauUKaIU) U Ha
KaXK/blii BAPUAHT UCIIOJIHEHHUS.

*AER cllyyae yKazaHUS B YUCJIE KOMIUIEKTYIOIIMX K MEIUIIMHCKON TEXHUKE HECKOJIbKUX
MIPOU3BOJIUTENEH, MNPEIOCTABIAECTCS NHUCHBMO OCHOBHOTO MPOU3BOAUTENSI O [IOMYCKE
KOMIUICKTYIOIUX B YacTH (PYHKIMOHAJTBHOW COBMECTHUMOCTH, 3(P()EKTUBHOCTH U
0€30macHOCTH MPHU UCTIOIB30BAHUH IAHHOTO 000PY/I0BAHUS

*AXKBU COCTABHBIX YACTEH MEIUIIMHCKOTO U3/IeTus (OCHOBHOM OJIOK, KOMIUIEKTYIOIIIEE,
mporpaMHoe oOecriedueHue, MNPUHAMICKHOCTh, PACXOMHBIM MaTepuai, Hu3Jelnue
TUMOPA3MEPHOTO pAna (C yKa3aHUEM JMana3oHa pa3MepoB), PEareHT) OIpeaesseTcs

IMPOU3BOAUTCIICM.

IIpunoxenue 3
K IIpaBHJIaM TPOBEACHHS DKCIICPTH3HI
MEIULITHCKOTO U3/IeIHs

®opma

YcnoBus, npeapaBiIseMbIe K 00pa3naM MEIUIIMHCKOTO H3AeNH 11 1ab0paTOpHBIX HCIIBITAHMM



1. 3asBUTENB 10 OAYM 3asIBIICHUSI HA SKCIIEPTU3Y MPEIOCTABIISIET pacueT KOJIUYECTBa
00pa3IoB OT MPOU3BOJUTEIISI, HEOOXOIUMBIX JIJIsI MPOBEACHUS TPEXKPATHOI'O aHaIW3a MpHU
71a00paTOPHBIX UCTIBITAHUSX.

2. KonnuecTBO 00pa3iioB MEAUIIMHCKOTO U3ICNIHS, MPEIOCTABISIEMbIX Il TTPOBECHUS
1a00paTOPHBIX UCTIBITAHUH, OTIPEEISICTCS] COTJIACHO TPEOOBAHMSIM JOKYMEHTOB 10 KaueCTBY,
Ha COOTBETCTBUE KOTOPBHIM IUIAHUPYETCS IPOBEACHUE MWCIBITAHUM U 3aBUCUT OT
0COOCHHOCTEW METOIMKHU UCTIBITAHUM, YKa3aHHBIX B JOKYMEHTE 10 Ka4€CTBY ITPOU3BOIUTEIIS.

3. KonndecTBo mpeocTaBisieMbIX 00pa3IoB MO COCTaBy OTPa’KaeT BCIO COBOKYIHOCTH
3asIBJICHHOW MPOJYKIIUHU, C YYETOM Pa3jinuus CBOMCTB OTHEJIBbHBIX TUIIOB (MOJENEH) Takon
COBOKYITHOCTH.

4. JIna 3asBisieMbIX U3JEIHUM, OTHOCSAIIMXCA K OJHOMY THIIOPAa3MEPHOMY Py, U
COOTBETCTBYIOIIUX TpPEeOOBAHMUSAM OOIIEro JOKYMEHTAa IO KadyeCTBY, MPEIOCTABISIOTCS
TUIIOBbIE 00pa3ibl ¢ 000CHOBAHUEM MPOU3BOIUTEIS.

5. Ilpu OTIIMYMK OTAENBHBIX BUJOB 3asBJICHHOTO MEAUIIMHCKOTO M3IEIUS TOJIBKO IO
I[BETOBOI raMMe, JOCTaTOYHO MPeA0CTaBIeHne 00pasiioB OAHON 1IBETOBOM T'aMMBI.

6. O6p3.3HBI MCIUIMUHCKOI'O U3ACIINA IIOCIIC ITPOBCACHMA HUCIIBITAHUHN HE BO3BpalIarOTCA.
[Ipunoxenue 4 x npaBuIaM
MIPOBEACHUS 3KCIIEPTU3HI
MEIUIMHCKUX H3eTTHH

ITepedeHs OCHOBHBIX TPeOOBaHMIL K OKa3aHHIO I'OCYAapPCTBCHHOH yCIyTH
"Briada 3aKmoveHns 0 6e30macHOCTH, kauecTBe U 3P ekTnBHOCTH

Al

JICKapCTBCHHBIX CPCACTB 1 MCIUITNHCKUX H3ACIIHHU

Cnocka. IIpunoxenue 4 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot
25.08.2025 Ne 83 (BBOAUTCS B ASWCTBHE MO UCTEUYSHUH JACCATH KaJICHAAPHBIX THEH MOCe JTHS
€ro MepBoro opuIMaILHOTO OIMyOJIMKOBAHUS).

Beigaua  3akimod9eHHS O
HammeHoBaHHMe TocymapCTBEHHOH 0€30MacHOCTH, KadecTBEe U
yCIyTH 3 (PEKTUBHOCTH JIEKapPCTBEHHBIX

Cp€ACTB U MCIUITUHCKUX I/IS}IGJ’II/Iﬁ

Pecnybnmkanckoe rocynapcTBeHHOE

NpeanpusiTie Ha mpaBe
XO03SIMCTBEHHOT'O BEJCHUSA

HanuonasnbHbBIN HEHTP 3KCHEPTU3BI

JIEKapCTBEHHBIX CpEenCTB,
2 HaumenoBanue yciayrogarens MeaunuHCcKuxX u3nenuil" Komurera
MEAUIUHCKOT O u

(hapMaIeBTHIECKOTO  KOHTPOJIS
MuHucTepcTBa 3ApaBOOXpAHEHUS
Pecny6nmku Kazaxcran (mamee —
yCIIyrojaTesnn)

1) mopram "3MEKTPOHHOTO
npaBuTenscTBa" (Www.egov.kz) (
Jlaiee — mopTan);



Crnoco0sl NpenoCTaBlICHUs
TOCYAapCTBEHHON YCIIyTH

Cpok oOKa3aHMs TIOCyNapCTBEHHOM
ycIyru

2) o60bexT wuHpOpmaTH3amuu "
uHbOpMalMOHHAs  CHCTeMa
roCyAapCTBEHHON  JKCIEPTHOU

opranmzannn "www.ndda.kz"" (
Jaiee — HH(GOpMaIHOHHASI CHCTEMA).

JUISl TEKAPCTBEHHBIX CPENICTB!
IPU FOCYJapCTBEHHOM pEerucTpanuu
— He npesimaromuii 140 (cTo copok
) pabounx THEH;

NpU DKCHEpPTH3E€ C IEJbI0
TOCYyapCTBEHHOM pETUCTpalluU
JIEKapCTBEHHOTO CpEeACTBa ¢
JIEHCTBYIOLIUM PErHCTPallMOHHBIM
YAOCTOBEPEHUEM Ha MOMEHT MOoJauu
3asBJIEHUS Ha DJKCIEPTU3Y U

BXOOSIIHX B Ilepeuenn
CTpPAaTETrU4YECKU BaXXHBIX
JIEKapCTBEHHBIX CPEACTB U
MEIUIMHCKAX  HM3JEIUH, H

TOCYTapCTBEHHOI MepeperucTpauu
— e 6ostee 90 (neBstHOCTO) pabounx
JTHEH;

MpH BHECCHUH U3MCHCHUU B
perucTpalMoHHoe Aochke Thna IA,
tuna Ib u tuna II ¢ npoBenennem
1ab0paTOPHBIX HCHBITAaHUI — HE
6onee 80 (BocembuecsT) paboumx
JTHEH;

Impu BHECCHUU U3MEHEHUH B
perucTpaloHHoe Jochke Tuna IA,
tuna Ib u tuma II 6e3 mpoBeneHus
nabopaTOPHBIX HCIBITAaHUN — HE
O6omee 45 (copox mATH) paboumx
JTHEH;

NpH BHECCHHWM W3MCHEHUH B
PETHCTPAI[HOHHOE 10Che B YacTH
YTBEP)KIICHUS MeCTa HaHECCHHS
KOHTPOJNBHOTO (
UICHTU(UKANUOHHOTO) 3HaKa B
MaKeThl MapKHPOBKH YIIAKOBOK
JIEKapCTBEHHBIX CPEACTB - He Ooiee
10 (mecatp) pabounx mHEH;

MpH DKCIEPTH3E JIEKaPCTBEHHOTO
CpeACTBa NPU BHECEHUH M3MEHEHUMN
B PETHCTPAIMOHHOE TOChe ThMa IA,
He  TpeOyHImHUX  ONCHKHU
0e30macHOCTH, KadecTBa H
3 PEeKTUBHOCTH W COOTHOIICHUS

MOJIb3a-PUCK  JIEKAPCTBEHHOTO
cpenctBa  (crenManu3upOBaHHAS
JKCIepTH3a) - B CPOK, HE

npesbimaromuit 20 (aBaanaTh)
pabounx nHeH,



®dopMma oKazaHusl TOCyIapCTBEHHOU
yCIyTH

Ha TIpOBEJCHUE YCKOPEHHOM
9KCIEPTU3Bl  JIEKAPCTBCHHOTO
cpeactBa — He Oomee 60 (

miecTbaecsaT) paboumx IHEH.
9KCICPTH3a JCKAPCTBCHHBIX CPEICTB
, YYacTBYIONIUX B MPOLECAYpPE
COBMECTHOW MpeKBaIH(pUKAITUU
BO3 — ne Oonee 65 (mectpaecsr
ST ) PabOYNX JHEH;

JUTSL MEJIMIIUHCKUX U3/IEIUi:

MIPH TOCYTAPCTBEHHON pPEruCcTpanuu
kiacca 1 u kitacca 2a, TpeOyrommx
1a00paTOPHBIX
ucneiTaHut — He Oomee 70 (

MPOBEICHUS

CEMbJICCAT) pabOUMX THEH;

IIPU TOCYIaPCTBEHHON PETUCTPALIMU
kimacca 20 (¢ TOBBIIICHHOM
CTENEeHbI0 pHCKa) W Kiacca 3 (c
CTENEHbIO  pPHCKa),
TpeOyomux MPOBEICHUS
1a00paTOPHBIX HCIBITAHUNH — HE
6onee 110 (cto necarp) paboumx

BBEICOKOM

JTHEH;

IIPU TOCYIaPCTBEHHON PETUCTPALIUU

MEIUIMHCKOTO  W3JCIUs, He
TpeOyromero MPOBEICHUS
7abGopaTOpPHBIX  HCIBITAHHUM

HE3aBUCHMO OT Kiiacca — He Ooee
70 (cemprecsT) paboUnx JTHEH;
Npyd BHECEHHH W3MEHCHHH B

perucTpanuoHHoe jgocke (0e3
MpoBeNeHUs  JabopaTOPHBIX
ucnelTaHuil) — He Oonee 50 (

MATHACCAT) pPabOUnX JTHEH;
MpU BHCCCHUM U3MCHCHUU B

perucTpaMoHHOe  J0che  (c
MmpoBeJeHNEeM  J1abopaTOPHBIX
WCIBITAaHUNH) — He Oomee 65 (

MIECTHICCAT MATh) pabOUMX THEH;
IIPU YCKOPEHHOI 3KCIepTu3e u mpu
nepeperucrpaunud — He 6oiaee 30 (
TpUALnaTH) pabouynx JHEH.

DNeKTpoHHAA (gacTUUHO
aBTOMAaTH3UPOBAHHAS)

Jns  JeKapCTBEHHBIX CPEJICTB:
Brimaua  3akiIO4YeHHUS O
0€30MacHOCTH,
3 PEeKTUBHOCTH ITIEKAPCTBEHHBIX
cpeacTB mo (GopMaM COIJIacHO
npuioxkeHusMm 14, 15 x IlpaBunam
JKCIEPTHU3HI

160

Kady€CTBC u

MpOBECACHUA
JICKAapCTBCHHBIX CPCJCTB,
MOTI/IBI/IpOBaHHLII\/’I OTBET 00 OTKa3e B



P€3yJ'II)TaT OKa3aHHuiA
FOCYHapCTBeHHOﬁ yciayru

Pasmep mnatel, B3uMaemoil ¢
YCIIYTOMONydaTeNs MPH OKa3aHUH

rOCyJapCTBEHHOH yCIyTH, W
CIOCOOBI €e B3UMAaHHS B CIIydasx,
MpelyCMOTPEHHBIX

3aKOHOJATEIBCTBOM PecnyOnuku
Kaszaxcrtan

OKa3aHUM TOCYAAPCTBEHHOM yCIyru
B Cilydyasx M 10 OCHOBAaHMSIM,
MPEeTyCMOTPEHHBIM ITyHKTOM 10
HACTOSIIET0 TEPEYHs OCHOBHBIX
TpeOoBaHUi.

dopma BplJaua pesyibTata

OKa3aHHUs FOCYNapCTBEHHON yCIIyTHU:
JIEKTPOHHAS.

Jnst MeIUIMHCKUX U3ETHiL:

Brinaua 3aKJIYEHUS o
0€30MacHOCTH, KadecTBe |
3¢ (HEKTUBHOCTH  MEIUIUMHCKUX

nu3nenuii mo (GopMaM COTJIacHO
npuwioxeHusm 12, 13 k [IpaBunam
MpOBEACHUS 3KCIIEPTHU3HI

MEIUIIMHCKUX H3JEIHH,
MOTHBHPOBAHHBIN OTBET 00 OTKa3e B

160

OKAa3aHHUU I'OCYNapCTBEHHOU YCIyru
B Cilydyasx M 10 OCHOBaHHSIM,
HOpPEeNyCMOTPEHHBIM IIyHKTOM 10
HAaCTOSIIETO TIEPEYHs OCHOBHBIX
TpeOOBaHMIA.

®opma BblaYa pe3yabTaTa
OKa3aHUsI FOCYAapCTBEHHON YCITyTH:
3NIEKTPOHHAS.

YcroBrue XpaHEHHS YCIIyroJaTeneM
HEBOCTPEeOOBAaHHBIX B  CPOK
JIOKyMEHTOB:

IIpu oOpameHnu
YCIIYyronojydaTesst 3a pe3ysibTaToM
roCyJapCTBEHHONH yCIyru B
YKa3aHHBIH CpPOK, YCIyrojaTeib
obecrnevynBaer XpaHEeHUE
3aKJIIOYEHUsT O O€30I1acHOCTH,
KayecTBe H IPPEKTUBHOCTHU
JICKAapCTBCHHBIX CpCaAcCTB u
MEIWIMHCKUX H3JIENIUil B TE€UYCHUE
120 (cro mBaamate) pabouux aHEH

HC

Omnnara,
YCIIyTOMOJydYaTelis MpH OKa3aHHU

B3UMaeMmas c
rocyJapCTBEHHOU YCIIyTH,
YCTaHABIMBAETCS B COOTBETCTBUU C
MpEeHCKypaHTOM  yCIyroJaTels,
yCTaHaBJINBaEMBIi
YHOJTHOMOYEHHBIM OpPraHOM II0
COTJIACOBAHUIO C AHTUMOHOIIOJIBHBIM
OpPTaHOM B COOTBETCTBUU C ITyHKTOM
2 cratbu 239 Konekca PecriyOnukun
Kazaxcrtan "O 3m0poBbe Hapona u
CHCTEME 3/paBOOXpaHeHua" U
OCYILIECTBIIACTCS B OC3HATMYHON
¢bopmMe Ha pacyeTHBII
yCIIyrogaTens

CUeT



I'paduk pabots! yciayronarens

1) ycnyromarens — ¢ mOHEAEIbHUKA
o nstHuLy, ¢ 9.00 no 18-00 yacos ¢
nepepsiBoM Ha o6en ¢ 13.00 mo
14.00 gacoB, KpoMe BEIXOAHBIX H
Mpa3IHUYHBIX AHEH cornacHo Tpyzao
BOMY Kojekcy Pecnybiuku

Kazaxcran (mamee — Tpyzmosoit
KOJICKC).

Ycnosue 00cyXHUBaHUA
yCIyroaaTeseM:
locynapcrBeHHas ycayra

OKa3bIBaeTCA B IMOPSIKE OYEpelH,
0e3 mpenBapUTENBHON 3amucH, 0e3
YCKOPEHHOTO O0CITYyKHUBaHHUSI.
Anpec MeECT OKa3aHUs
TOCYZapCTBEHHOW YCIIyTH pa3MelleH
Ha MHTEPHET-peCypce yCIyronaTess
- www.ndda.kz;

2) moprana — KpyrJoCyTOYHO, 3a
UCKIIIOUEHHEM  TEXHHUYECKHUX
NIEPEPHIBOB B CBSI3H C NMPOBEICHHEM
PEMOHTHBIX pabdoT (pu oOpameHnn
YCIIYTOIONydaTes nocie
OKOHYaHHUsl pabodero BpEeMEeHH, B
BBIXOJIHBIE W TIPa3JHUYHBIC JTHH
corimacHo TpyIoBOMYy KOJAEKCY
npueM 3asBICHHS M BbIgaYa
pesynbpTara OKa3aHMs
rocy1apCTBEHHOMU yciIyru
OCYUIECTBJIICTCS  CJEAYIOLINM
pabouuM JTHEM).

1) 3asBiIEHUE B JIEKTPOHHOM BHJIEC
Ha TIPOBEIEHHE 3KCIEPTHU3HI
JIEKapCTBEHHOTO CPEZICTBA 10 GopMme
COTJIaCHO MpUJOXKeHUuI | K
[TpaBuiiam npoBeieHHs SKCIIEPTU3BI
JICKapCTBEHHBIX CPEJCTB, Ha
npoBeacHUE 9KCIIEPTHU3HI
MEIUIMHCKOTO H3Aenus 1o dopme
COTJIaCHO TpHUIIOXKEHHI0 | K
[TpaBuiiam npoBeeH s SKCIIEPTU3BI
MEIUIMHCKUX U3eITHH;

2)  D2NeKTPOHHYI0  KOMHUIO
perucTpanuoHHOTO J0Che
JIEKapCTBEHHOTO CpesCTBa,
cozepkamiee Marepuansl |
JOKYMEHTBI MO (OpME COTJIaCHO
npwioxenuto 2 Kk IlpaBunmam
NpOBEACHUS 9KCHEPTH3bI
JIEKapCTBEHHBIX CPEICTB IS
npousBoguTened  PecnyOnuku
Kazaxcran nnu B opmare Obmiero
TEXHHYECKOTO JOKYMEHTa 10 (opme
COTJIaCHO TMPHIIOXKEHHI0 3 K



IlepedyeHb NOKYMEHTOB M CBEICHHUI,
HCTPEOYEMBIX Y yCIYTOIOTydaTels
JUISL OKa3aHUS TOCYIapCTBEHHOU
yCIyTH

HpaBI/IHaM MPOBCACHHS IKCIICPTU3BI

JeKapCTBEHHBIX CPEACTB,
3JIEKTPOHHY IO KOTIHIO
PEeruCTPallMOHHOTO J0Che

MEIULIUHCKOTO M3JeNHs COIJIaCHO
npunoxenuto 2 kx IlpaBunam
pOBEJACHUS 9KCIEPTU3HI
MEIUIIMHCKHUX U3IeITHH;

3) oOpasIbl JIEeKapCTBEHHBIX CPEJICTB

,  MEIWIMHCKHX  W3JIEIuH,
CTaHIAPTHEIC 00pas1sl,
criemu(uYeckue  pearceHTHl,
pacxoaHbIe MaTepHUaIbl,
HeoOXOaMuMBIE g
BOCIIPOU3BOJJUMOCTH  METOJIUK
1a0OpaTOPHBIX  HCIMBITAHUH,

3asBUTENb NMpepocTaBisieT B LleHTp
o0ciry)kMBaHUS 3asiBUTENCH (naiee —
[HO3) ycmyrogatens B KOJHYECTBaX,
JOCTATOUYHBIX [JId TPEXKPATHBIX
UCIIBITAHUH C OCTaTOYHBIM CPOKOM
TOJHOCTH He MeHee 9 (neBsaTH)
MecsIIeB (32 HCKIIOYCHHEM CIIy4acB,
He TpeOyIomux MpOBEACHUS
Ja00PaTOPHBIX MCIIBITAHHN);

4) 3NeKTPOHHYIO KOIHIO JOKYMEHTa,
MOATBEPKAAIOIIETO
YCIIyroImoyy4aTesieM CyMMBbI JUIS
MPOBEJCHUS SKcnepTH3bl. CBeeHus

omIaTy

0 JIOKyMEHTE, YJOCTOBEPSIOIIEM
T100 AICKTPOHHBIN
JIOKYMEHT M3 cepBuca HH(POBBIX
JIOKYMEHTOB (IIsI UACHTH(UKAIIUH )
0 TOCYJapCTBEHHOH peructpanuu (
MepeperucTpanmm) OPUANIECKOTO
audma, — CBUAETENbCTBA O
rOCY/apCTBEHHOW PEeruCTpaluu
3asiBUTENS B

JINYHOCTD,

KadecTBe
UHANBUAYAJIBHOTO
MPEIIPUHIMATENS, COAEPIKAIINECs B
rocyaapcTBEHHBIX
WHPOPMALMOHHBIX  CHUCTEMaX,
rocyJlapCTBEHHas  JKCIEpTHas
OpraHu3amus  IOoJydaeT
COOTBETCTBYIOIIUX
rocyaapcTBEHHBIX
MH(POPMALIMOHHBIX CHUCTEM 4epe3
118 010K} "3JI€KTPOHHOTO
MIPAaBUTENBCTBA".

nus3

VYenyrononydarens JaeT corjacue
CBCICHHUN,
COCTAaBIISIIOMINX  OXPaHAEMYIO
3aKOHOM TaiHy, COAepIKaIIuXcs B
HH(GOPMAIIHOHHBIX CHUCTEMaX, IMPH

Ha HCIIOJIb30BaHHUC
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OcHoBaHus Ul OTKa3a B OKa3aHUU
rocyJapCTBEHHOU yCIIyTri,
yCTaHOBJIEHHBIE 3aKOHaMHU
Pecny6imku Kazaxcran

OKa3aHWM TOCYJapCTBEHHBIX YCIYT,
eClIi WHOE HE MpeayCMOTPEHO
JEeHCTBYIOINM 3aKOHOIATEIbCTBOM
Pecrry6nuku Kazaxcran.

1) ycraHOBNIEHHE HEIOCTOBEPHOCTHU
JOKyMEHTOB, IPEACTABICHHBIX
YCIIYTONOIydYaTeneM JUIsl TTOTyIeHUS
TOCYAapCTBEHHOHN yCITyTH, U (WUITH)
JIaHHBIX (CBEIEHUH), COMEPIKAIIUXCSI
B HHUX,

2) HECOOTBETCTBUE
yciayromnoaydarenas W (W)
MPEeACTABICHHBIX MaTepHalIoB,
00BEKTOB, TaHHBIX W CBEJICHUI,
HEOOXOAMMBIX IS  OKa3aHHs
rocy1apCcTBEHHOMN yCIyTH,
TpeboBaHusAM [IpaBuin mpoBeneHus
OKCIIEPTU3BL JICKApCTBCHHBIX
CPEICTB U METUIIMHCKUX U3JIENHUH;
3) B OTHOIIEHUH yCIyrONnoiyJaTess
HUMEETCs] BCTYyNMBILIEE B 3aKOHHYIO
CHIly pelieHue (IPUroBoOp) cynaa o
3alpemeHNH JesTeIbHOCTH WU
OTJENBHBIX BHJIOB JEATEIBHOCTH,
Tpelyromux MOJIy4eHUS
OTpeJIeIECHHOW TOCYyJapCTBEHHOM
yCIIyTH;

4) B OTHOILICHUHU YCITyTOINOTydaTesns
HUMEETCs] BCTYyNMBILIEE B 3aKOHHYIO
CHITy peIlIeHHE Cylla, Ha OCHOBaHHHU
KOTOPOT'0 YCIYTONOIy4YaTeNb JUIICH
CHELHATbHOTO IPaBa, CBA3aHHOTO C
MOJIy4eHHEM TOCYIapCTBEHHOM
YCIIYTH.

Ycnyromnomydarenb 3akI04aeT ¢
ycIyromaTesJeM JOTOBOp Ha
MpOBEJEHNUE JIKCHEPTU3Bl |
MIPOU3BOJUT OIUIATY B COOTBETCTBUH
C TpedCKypaHTOM YycCiIyrojaTens,
yCTaHaBJIHUBAEMbIM
YHOJTHOMOYEHHBIM OpPTraHOM II0
COTJIACOBAHUIO C AaHTHMOHOIIOJIBHBIM
OpPTaHOM B COOTBETCTBUH C ITYHKTOM
2 cratbu 239 Konexkca.
[TonHOMOUUS  NpEACTaBUTEINS
yciyronoiydaresist ohOpMIISIOTCS B
COOTBETCTBUM C TpaXkJaHCKUM
3aKOHOJATeNbCcTBOM PecryOnukn
Kazaxcran.

Jns monydeHus rocyaapcTBEHHON
YCIYTH Yepe3 MopTail HeOOXOIUMO
Hanuuue DITI.



Wnple TpeboBanWs C YYETOM  YcayromojydaTelb — IOJdydaeT
11 0coOeHHOCTEH OKa3aHus UHGPOPMAIIHIO O MOPSAKE U CTaTyce
FOCYNapCTBEHHOW YCIYTH, B TOM OKa3aHHs [OCYAAPCTBEHHOU yCIyru
YHUCIIe OKA3bIBAEMOM B 2JIEKTPOHHOM B peKMME YAAIEHHOIO JIOCTyIa
bopme MOCPEACTBOM "ITMYHOTO KaOwHeTa"
HHQOPMAIMOHHOW  CHCTEMBI
yciyrogaTens, a TakXke €JUHOTO
KOHTaKT-I[EHTpa MO BOIpocam
OKa3aHWsI TOCYJAPCTBCHHBIX YCIIYT.
YcyronaTens mpu HEOOXOJUMOCTH
3alpamuBacT y yCIyTomoIyqaTels
Pa3bsACHEHUS WIN YTOYHCHHUS IO
KOHKPETHBIM TOJOXXCHUSM B
MMPEAOCTABJIICHHBIX ANOKYMCHTAX U
MaTepHuajsax perucTparuoHHOIO
JI0Cke.
Ilepemnucka ocyuiecTBiIseTCS MyTeM
dhopMHUpOBaHUS  IICKTPOHHOTO
JIOKyMEHTa 4epe3 HHOOPMAIIHOHHYIO
CHCTEMY yCIYTOJaTeIs.
EnuHpli  KOHTAakT LEHTpP MO
BOIIpoOcCaM OKa3aHHA
rocynapcTBEHHBIX ycuyr: 1414

IIpunoxenue 5
K IpaBHJIaM IPOBEACHHS
OKCIICPTU3BI MCIAUITUHCKOT'O U3ACTINA

¢dbopma
Ort4er Ha9aITBLHOM 9KCTICPTHU3BL MCTUITUHCKOI'O M3ICIIHS, ITPCACTABICHHBIX Ha 3KCIICPTH3Y

CHocka. [Ipunoxenue 5 - B pegakuuu npukasza u.0. Munuctpa 3apasooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCS B ACMCTBHE CO JHS €ro MEPBOro O(QUIIMATIBHOTO
onyOJIMKOBaHUs); C U3MEHEHUSAMH, BHECEHHBIMU MTpuKa3zoM MunHuctpa 3npaBooxpanenusi PK
oT 14.04.2023 Ne 70 (BBOAUTCA B JIEUCTBUE 110 UCTEUYEHUM JECATH KaJIEHAPHBIX JTHEH MOcie
JTHSL €0 MEePBOro OPUIHUATIBHOTO OIMYOIMKOBAHUS).

IIpoBeneHa HayanbHas HKCHEPTU3a MEIULIMHCKOTO W3AENHS, MPEAOCTABICHHOIO Ha

SKCIICPTU3Y
1. @®.1.0. (npu ero HAIMYUH) SKCIIEPTa
2. Ne 3agBKY 1 1aTa
3 Jara mocTymieHust JTOKYMEHTOB Ha
’ HAYaJbHYIO 3KCIIEPTH3Y
4 Toprosoe HauMCHOBaHHE
’ MEIUIINHCKOTO U3ICIHS
5. Ha3znaueHnne MeIUIIMHCKOTO U3/IETUs
6. OO6nacTb MpUMEHEHHS
7 Kiacc B 3aBHCHMOCTH OT CTETICHH

MOTCHIUAJIBHOI'O pHCKa MPUMCHCHUA

8. 3asBUTEINH



JlaHHBIE O IPOU3BOUTEIE:

Tun opra"nuzanuu
HaumenoBanue

Ne UJIH  y4acToOK Crpana IOpunnuecknii anpec
OpraHu3aIx
MIPOHU3BOJICTBA

1. IIpoussonurens

[IponsBoacTBeHHAS
IUIOIIAIKa

YII01HOMOYEHHBIN
3 NpenCTaBUTEINb
TIPOM3BOAUTEIIS

YnakoBmuk (Tpu
HE0O0XOIUMOCTH)

YnoaHoMo4yeHHOE
higzgige mo
MOHHUTOPHUHTY
HeOIaronmpUsITHBIX

5 COOBITHH (
WHIMJIEHTOB) Ha
TEPPUTOPUU
Pecybnuku
Kaszaxcran

1. HavanbHas skcrepTr3a MO OIEHKE MOJHOTHI, KOMIUIEKTHOCTH U COOTBETCTBUSA
JIOKYMEHTOB PETHCTPAIMOHHOTO JI0ChE, MPEICTABICHHBIX 3asBUTEIIEM B PErUCTPALIMOHHOM
J0Che, TPEOOBAHMSIM JIEUCTBYIOIIETO 3aKOHOIATENHLCTBA
(YKa3bpIBaOTCA 3aMe4aHUs MO HEKOMIUIEKTHOCTU J0ChE W HEMPaBWIHLHOCTH O(OpMIICHUS
JOKYMEHTOB).

. Peructpanus B ctpane-npou3Bouresne (M3roToBUTENE) U APYTUX CTPAHAX:

Ne  nmoxymeHra,
Ne Crpana ynocroBepstoniero  /lara Bpiiaun
PETHCTPALIHIO

IIpumeuanue
JKCIepTa

3. CooTBETCTBHE KJIacCa MEIMIIMHCKOI'O M3JI€JIUS B 3aBUCUMOCTH OT CTEIEHHU
NOTEHUHUAJIBHOTO pHUCKAa NIPUMEHEHHS, YKAa3aHHOTO B 3asBICHMM U JOKYMEHTax
PETUCTPALIMOHHOTO JOCHE:

Knmacc B HaumenoBanue
Kmacc B COOTBETCTBUHM C  JOKYMEHTa B
[Ipumeuanue
Ne COOTBETCTBUH C  JOKYMEHTaMH PETHCTPAIMOHHOM
JKCIepTa
3as1BJICHUEM PETHCTPAIIIOHHOTO  JIOChe 00 yKa3aHWH P
JIOChE KJ1acca

4. OneHka HalIW4MsI MAKETOB YIAKOBKH, ITUKETOK, CTUKEPOB Ha BCE BHJIbl YIIAKOBOK
3asIBIISIEMOTO MEIUIIMHCKOTO U3/CNIUI U €ro MOJAU(UKALIUA B COOTBETCTBUH C TPEOOBAaHUSIMHU
3akoHoAarenscTBa PecnyOnuku Kazaxctan B cepe oOpaleHus 1eKapCTBEHHBIX CPEACTB U
MEAUITMTHCKUAX U3EITHM.

5. 3aKIIrouYeHUE:



OrTkazath B fajbHeimen sxcrepTuse (¢ 000CHOBaHUEM)

[IpooImKUTh SKCIEPTH3Y MEAUITUHCKOTO M3ACIHS

PykoBosuTeNb CTPYKTYPHOTO TOAPA3ICIICHUS

noanuck O.N.O (ripu ero HaIU4IMN)
OKcnepT

noanuck ®.MN.O (npu ero HaIM4KH)
JlaTa

IIpunoxenue 6
K IIpaBHJIaM IPOBEACHUS

OKCIICPTU3bI MCAUITMHCKOI'O0 U3ACTNA

OTt4er Ha9aIIbHOM SKCIIEPTU3EI H3MEHEHHH, BHOCHMBIX B PETHCTPAlIMOHHOE JIOChE METHUIIMHCKOTO

W3O

Cuocka. [Ipunoxenue 6 - B pefakuuu mpukasa u.0. Munuctpa 3apaBooxpanenust PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JIEMCTBHE CO JHS €r0 MEPBOro O(QUIIMATIBHOTO
onyOJMKOBaHUS); C U3BMEHEHUSAMH, BHECEHHBIMU MTpuKa3oM MunHuctpa 3npaBooxpanenusi PK
oT 14.04.2023 Ne 70 (BBoAUTCA B IEUCTBUE 110 UCTEUYEHUM JECATH KaJICHIAPHBIX THEH Mocie

IIHSI €r0 NEPBOro O(PUIMAIBHOTO ONyOJIUKOBAHHUS).

HpOBCI[eHa Ha4daJIbHasg 3KCIICPTHU3a MCAUIMHCKOI'O HM3ICIUA IMPCAOCTABIICHHOIO Ha

¢dopma

DKCHEPTU3Y IPU BHECEHUU U3MEHEHNN B PETUCTPALIMOHHOE JOChE

I. @®.1.0. (1pu ero HAIMYKN) SKCIIEpTa
2. Ne 3asiBKU U JjaTa
3 Hara mocTymiieHust TOKYMEHTOB Ha
’ HAYaIBHYIO DKCIIEPTH3Y
4 Toprosoe HaMMEHOBaHUE
’ MEIUILMHCKOI'O U3eIIus
5. Hasnauenne MeTUIIMHCKOTO U3AEIIUS
6. OO6nacTb MpUMEHEHHS
7 Kiracc B 3aBHCHMOCTH OT CTEIICHH
’ MTOTSHIIMATILHOTO PUCKA IPUMEHEHUS
8. 3asiBUTEIb
JlaHHBIE O IPOU3BOIUTEE:
Tun opranuzanuu
HanmenoBanue
Ne UJIH  y4acToK Crpana
OpraHu3aIiK
TIPOU3BOJICTBA
1. IIpousBonurens
) [IpouzBoacTBeHHAs
’ IJIOMIAAKA
VY1oIHOMOYEHHBIN
MpeICTABUTEIb

IOpunuueckuit anpec



MPOU3BOAUTEINS (TIpU
HaJIMY1H)

VYnakoBmuk (mpu
HE0O0XOIUMOCTH)

YnomrHOMOYEHHOE
TUI0 mo
MOHHUTOPHUHTY
HeOJIaronpusTHHIX

5 cOoOBITHH (
WHIUJIEHTOB) Ha
TEPpPUTOPUH
PecyOnuku
Kazaxcran

1. HavanbHas skcnepTu3a KOMIUIEKTHOCTH PETMCTPALMOHHOIO JI0ChE U MPABUIBHOCTH
oopMiieHUs TPEJCTAaBICHHBIX TOKYMEHTOB COTJIACHO NEPEYHI0 BUIOB HU3MEHEHUH,
BHOCUMBIX B PETrHUCTPAllMOHHOE J0Ch€ MEIUIIMHCKOrO HW3JeNIHs B MEPHOJA ACHCTBHS
PErUCTPALIMOHHOTO YIOCTOBEPEHUs COryiacHO mpuiioxkenuto 14 k nacrosiuum [IpaBunam (
YKa3bIBAIOTCSl 3aMEUYaHUsl 10 HEKOMIUIEKTHOCTH J0Ch€, HEOOXOJIUMOCTH MPEIOCTaBICHUS
00pa310B MEIUIIMHCKOTO U3/1eIUs U TPaBUIBHOCTH 0(OPMIICHUS TOKYMEHTOB).

2. Peructpatiusi B CTpaHe-MpoU3BOANTEINE (M3TOTOBUTEIIE) U IPYTUX CTpaHaX:

Ne  nokymeHTa,
No Crpana yaocrosepstouiero  Jlara Beiaun
perucTpanuio

I[Ipumeuanue
JKCTIepTa

3. CooTBeTCTBHE KJjacca MCIAUIOHMHCKOTO H3ACIHNA B 3aBHUCHUMOCTH OT CTCIICHH
MNOTCHOHWAJIBHOTO pPHCKAa HNPHUMCHCHUA, YKA3aHHOIo0 B 3a4BJICHUM W JOOKYMCHTAx
PETUCTPAIMOHHOTO JOCHC!:

Knacc B HanmenoBanue
Kmacc B COOTBETCTBUH C  JTOKyYMEHTa B
I[Ipumevanue
Ne COOTBETCTBHH C  JOKYMEHTAMH PEeruCTpanOHHOM
JKCIIepTa
3asBJIEHUEM PETUCTPAIIMOHHOTO  JI0OChe 00 yKa3aHWUH P
JIOChE KJacca

4. OueHka HaJIU4YUsl MaKeTOB yYMAaKOBKH, TUKETOK, CTUKEPOB Ha BCE BUbI YITAaKOBOK
3aMBJIIEMOr0 MEIUIIMHCKOTO U3ICTUS B €r0 MOIU(PUKAIMi B COOTBETCTBUHU C TPEOOBAHUSIMH
3akoHoaaTeascTBa PecnyOnuku Kazaxcran B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB U
MEIUITMHCKHUX U3CIHI.

5. Buabl BHOCUMBIX U3MEHEHUN B COOTBETCTBUM C [Ipunoxenuem 14 k Hacrosmum
[TpaBuiam

PCJ_'[aKHI/IH J10 BHCCCHUA U3MCHCHUA Penaxunﬂ IOCJIE BHECEHUS N3MEHEHHMI

6. 3aKIOUYCHHUE:
OTka3aTh B JanbHEHIEH 3KciepTH3e (C 000CHOBAHUEM )

HpOZ[OJ'I)KI/ITL OKCIICPTU3Y

PykoBonuTens CTpyKTYpHOrO OApa3IeICHUS



noanuck ®.MN.0 (npu ero HaIMYKM )
DKcnepT

noanuch G©.N.O (mpu ero HaIM4yuN)
JlaTa

[Ipunoxenue 7 x npaBuIaM
MIPOBECHUS SKCIIEPTU3BI
MEIUIMHCKUX U3EITHH

ITepedeHs BUIOB H3MEHEHMI, BHOCHMBIX B PETHCTPAMOHHOE JOCHE MEIUIIMHCKOTO H3E/IAA B
HEPHOA AECHCTBHA PETHCTPAIIMOHHOTO YAOCTOBEPEHUA

Caocka. IIpunoxenue 7 - B penakuuu npukaza Munuctpa 3apaBooxpaHenus PK ot
25.08.2025 Ne 83 (BBOAUTCS B ASUCTBHE MO UCTEUYSHUH JACCATH KaJICHAAPHBIX THEH MOCTe THS
€ro MepBoro oPpuIMaILHOTO OITyOJIMKOBAHUS).

Ilepeyenp  OOKYMEHTOB U
U3menenne YcnoBus (3aMedaHus) MaTepHaiioB, HEOOXOJUMBIX IS
BHECCHHS N3MCHEHUH

1 2 3

1. JIoKyMeHT, yAOCTOBEPSAIOIINI
pEeTHCTpanUIi0  MEIUIIMHCKOTO
W3MIeTUsl B CTpaHe MPOU3BOUTENE (
PErucTpalMoOHHOE yIOCTOBEPEHUE,
WU HOTapHuaJbHO
3aCBUAETEIbCTBOBAHHBII
Ceptuduxar cBoO0gHON Tpogaxku (
FreeSale), nmn Ceprudukar Ha
DKCIOPT) C  BHECEHHBIMU
U3MEHCHUIAMU C AYTCHTUYHBIM
MEPEBOIOM Ha Ka3aXCKUN U pyCCKuUil
SI3BIKH.

B COOTBETCTBUH c
MEXAYHapOJHBIMH  HOpMaMH
3aBEpEeHUS] U HOPMaMH 3aBEpEHUS,
yCTaHOBJIEHHBIMH B PecmyOmnuke
Kazaxcran ¢popmat: PDF

2. JlokyMeHT, MOATBEPKIAIOIINIA
BHECCHHE M3MCHEHUH (C yKa3aHHEM
aThl BHECEHWS HM3MCHEHHUS) OT
YHOJIHOMOYEHHOTO OpTaHa CTPaHBI—
MPOU3BOJUTENS C AYTCHTHYHBIM
[IEPEBOJIOM Ha Ka3aXCKUM U PyCCKUU

S3BIKH, 3aBepseTcs
YIIOJIHOMOYEHHBIM IPEICTaBUTENIEM
tdopmat: PDF

3. Konnu cepTu(uKaToB Ha CUCTEMY
MEHEeIXKMEHTa KayecTBa
MPOU3BOJUTENST  MEIUIMHCKUX
mgenunii ISO 13485, GMP mm6o



1. H3meHenue cBeaeHHH O
MPOU3BOJUTEIE
MPOU3BOJACTBEHHON  IUJIOIIAJKE

MCIUIIMHCKOT'O U3ACIINUA

nin

N3menenne GopMbl COOCTBEHHOCTH,
H3MCHCHHUE
n3MeHeHue ajapeca oduca. Mecto
MPOU3BOICTBA
U3JCIUs  HE

HaAaMMCHOBAaHMHAI,

(aKTHIECKOTO
MEJIHUIIMHCKOTO
U3MEHHUIIOCh. HeT Hn3MeHeHuM B
MIPOU3BOACTBEHHOM IIpoliecce HIIU
CIIEIM(PUKAIHSIX, BKIFOYasi METOIBI
HCIBITAaHHS

COOTBETCTBYIOLINI PETHOHAIBHBIN
WIM HaIlMOHAIBHBIA CTaHAAPT) C
ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3axXCKUH M pPYCCKUH S3BIKK (
MIPEJOCTABIIACTCS Ha POU3BOIUTEISA
MCIHUIOHWHCKUX 1/13)1eny1171 u
MIPOM3BOACTBEHHYIO IUIOIIAAKY). B
COOTBETCTBUU C MEXTyHAPOJHBIMU
HOpPMaMH 3aBepeHHs (3aBepseTcs B
BBIIAaHHOM CTpaHe) W HOpMaMu
3aBEPEHUs] YCTAaHOBICHHBIMH B
Pecniyonmuke Kaszaxcran ¢opmart:
PDF

4. Jlexnapanus O COOTBETCTBUH
TpeOoBaHUSAM O0€30MMaCHOCTH U
3G HEKTUBHOCTH  MEIUIIUHCKOTO
U3Jeus SKBUBAJICHTHBIN
MOKYMEHT C ayTCHTHYHBIM
MIEPEBOJIOM Ha Ka3aXCKHUU U PYCCKUI
si3pIK. B

NN

COOTBETCTBHH C
MEXIYHAPOIHBIMH  HOPMaMH
3aBepeHHs W HOPMaMH 3aBEPEHHS
yCTaHOBIIEHHBIMH B PecmyOnuke
Kazaxcran ¢popmar: PDF

5. Komuss peructpaumOHHOTO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecniyonuke Kazaxcran

6. Ilucemo mpousBoguUTENS,
yaocToBepsIomee,
MPOM3BOJCTBEHHBIN TIpoIecC H
KOHTPOIb 3a
6€30I1aCHOCTBIO0 TOTOBOTO MIPOIYKTa

ocTaloTca 0Oe3

qTo

Ka4y€CTBOM U

U3MEHEHHUM, C

yKa3aHMEM JaThl BHECEHUS
U3MEHEHUH C ayTeHTHYHBIM
MIEPEBOJIOM Ha Ka3aXCKHUM M PyCCKUU
A3BIKH, 3aBepsaeTcA

YIOOJIHOMOYCHHBIM NPEACTABUTEIIEM
dbopmat: PDF

7. DKCIUlyaTalHOHHBIM JOKYMEHT
MEIUITUHCKOU
BHECEHHBIMH

TEXHUKH  C
U3MEHEHUSIMU,
YTBEPXKICHHBI B
MPOU3BOAUTENS  (OpUTHHAIbHAS
BEPCHsl) C ayTEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKHUHA S3BIKH (
JOKyMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSETCS
MIPOU3BOIUTEIIEM).

cTpaHe-

AyTEeHTHYHBIH TepeBOJ  Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepsAeTcsd  YNOJIHOMOYEHHBIM
npexacrasuteneM, popmat: PDF unm



2. 3amena win no0OaBiieHNE HOBOM
MPOM3BOACTBEHHON TUIOLIAKU ISt
YacTH MM BCEX IMPOIECCOB
MPOU3BOJICTBA

W3NS

MCOIUIIMHCKOT'O

CBEIEHUHA 00
YIOJHOMOYEHHOM MPEICTaBHUTEIE,
BKJIIOYas

3. MH3meneHnue

CBCACHUA (6]

OcHOBHOE yCciaoBuUc€ - HOBad
JUIEH3UA Ha TPOU3BOACTBO
BbIJJaHHAs YIOOJIHOMOYECHHBIM

OpraHoOM CTpaHBl MPOU3BOAMUTENS (
HU3TOTOBUTES).
Nucnekunus HOBOH

HpOPI3BOL[CTBeHHOI>i II0IIaAKu.

BHecenune H3MeHEeHUN B

peoprannsaiiv FOpUINICCKOro jJruga perucTpaliiuoOHHOC YAOCTOBCPECHUEC

) 00 M3MEHEHHUH €ro HauMMCHOBAHUA,

n3meHenun DP.N.O. (mpu ero

He BiMsgeT Ha 3(QQeKTHUBHOCTH H
0€30MacHOCTh  MEIUIIMHCKOTO

HaHI/I‘II/II/I) azgpeca MeCTa JKXUTECIbCTBA U3ACITUA

WHIWBUAYaIbHOTO
MpeanpUHUMATEIIS

NPOEKTHl ~ MHCTPYKIUH 1O
NPUMEHEHHIO  MEIULMHCKOTO
U3IeIus C  BHECCHHBIMH
U3MEHEHHSMH Ha Ka3axCKOM H
pyccKoM
3asBuTeineM, popmar: PDF, DOC.

s3bIKax. 3aBepsercs

8. OOHOBIEHHas cHpaBKa C
yKa3aHUEM nepeyHs
KOMIUIEKTYIOIIMX U PAacXOIHBIX
MaTepUaIOB MO YTBEPKIECHHOU
¢opme. BapuaHTbl MCTIONTHEHUS IO
tdopme, popmar: Excel, PDF.

9. Maxker MapKHUpPOBKH ¢C
BHECCHHBIMU HN3MCHCHHSIMH B
dbopmare JPEG

JIOKyMEHTBl  IIPEOCTaBISAIOTCS
COrJacHO MPUIOXKEHHI0 2 K
HacrosmuM [IpaBuiam.
OkcnepTusa NPOBOJUTCS B CPOKH
yKa3aHHBIE B MYHKTE 53 HACTOSIMINX
[IpaBu.

1. Komus JOKYMEHTa,
HOATBEPKIAIOIIETO ITOJTHOMOYHNS
YIOJIHOMOYEHHOTO TPEJICTaBUTEINS
MPOU3BOAMTENS (JOBEPEHHOCTH OT

MIPOMU3BOIUTEIIS)

2. Komms peructpanimOHHOTO
YIIOCTOBEPEHHUS

3. JIOKyMEeHTbI, MOATBEPKAAIOIINE
H3MEHEHUS

4. DKCIUTyaTallMOHHBIA JOKYMEHT
MEAUIMHCKOU
BHECEHHBIMH  HU3MEHEHUSIMHU,
YTBEPXICHHBII B
MPOU3BOAUTENS  (OpUTHHATHHAS

BEpCHsI) C AyTCHTUIHBIM IIEPEBOIOM
Ha Ka3axXxCKUH M PYCCKHUH S3BIKH (
YTBEPXKICHHBII B

TCXHHUKHU C

cTpaHe-

JTOKYMEHT,
CTpaHe-NPOU3BOJUTENS 3aBEPAETCS
IpOU3BOJIUTENEM. AYTEHTUUYHBIN
MepeBoJ Ha Ka3axCKUW U PYyCCKUil
A3BIKU 3aBepseTcs
YIIOJIHOMOYEHHBIM IPEICTABUTEIIEM)
dbopwmar:
HHCTPYKIMH 10 TNPHUMEHEHHUIO
MEAULIMHCKOTO  HU3JENHUsA C
BHECEHHBIMH H3MEHEHHSIMU Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsercs 3asBUTENEM, (GopMmart:
PDF, DOC.

PDF wunu 1npoextsl



4, H3meHeHune HaMMEHOBAaHHUS
MCIUIIUMHCKOT'O U3ACINUA

MoTuBHpOBaHHOE O00OCHOBaHUE
HEOOXOAMMOCTH  H3MCHCHHS
HAaWMCHOBAHUS  MCIAUIIMHCKOTO

H3IENHs,

HC BIUAKOUOICTO Ha

5. IIpOeKT TeKCTa MaKeTa yIaKOBKH,
9THKETKH, CTHKEpPa MEJNUIMHCKOTO
u3Jenuss C  BHECEHHBIMH
W3MEHEHUSMH Ha Ka3axCKOM H
pycckoMm s3bIKax, Qopmat: PDF,
JPEG.

1. 3asBieHue Ha BHECEHHUE
W3MEHEHUW MO YTBEPKIECHHOU
thopme B popmate DOC

2. HortapuansHo
3aCBU/ICTEIbCTBOBAHHBIN JOKYMEHT,
YAOCTOBEPSIONNA PErucTpannio
MEIUINHCKOH TeXHUKHU (
MEIUIMHCKOTO M3JENNs) B CTpaHe
MPOU3BOAUTENE (PETHCTPALIIOHHOE
ynocroBepenue, win Ceprudukar
cBoOoxnHoi npogaxu (FreeSale), nnu
Ceprudukar Ha DJKCHOPT) C
BHECEHHBIMH HM3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKHI U PYCCKUH S3BIKH.

B COOTBETCTBHUHU c
MEXAYHapOJHBIMH  HOpMaMH
3aBEpEHUS M HOPMaMH 3aBEPEHUS
yCcTaHOBIIEHHBIMH B PecnyOnuke
Kazaxcran ¢popmar: PDF

3. Komms peructpanimoHHOTO
YIOCTOBEPEHUS BBIJAHHOTO B
PecniyGnuke Kazaxcran.

4. Tucesmo mpomsBomutens (
W3TOTOBHTEINS),  COJepiKamee
MOTHBUPOBaHHOE OOOCHOBaHHE
HEOOXOJAMMOCTH  HM3MCHEHUS
HauMEHOBAHUS  MEIUIMHCKOTO
W3JeNusl, HE BIUSIOIIET0 Ha
(DYHKIIHOHATBHBIE M TEXHUYCCKUE
XapaKTEePUCTUKH MEIUIUHCKOTO
W3JENUs ¢ ayTEHTHYHBIM [IEPEBOIOM
Ha Ka3axCKHMl U PYCCKHMH S3BIKU
3aBepseTcss  YINOJIHOMOYEHHBIM
npexacraButeneM gopmar: PDF

5. DKCIUTyaTallMOHHBIA JTOKYMEHT
MEIUIMHCKOH  TEXHHUKH C
BHECEHHBIMH  HM3MEHEHUSIMH,
YTBEpXKJIECHHBIH B  CTpaHe-
MpOU3BOANTENS  (OpUTHHAIbHAS
BEPCHsI) C ayTEHTHYHBIM IIEPEBOIOM
Ha Ka3axXCKAW M PYCCKHUH S3BIKH (
JOKYMEHT, YTBEpPXACHHBIH B
CTpaHe-TIPOU3BOIUTENSI 3aBEPSIETCS
MPOU3BOJIUTENEM. AYTEHTUYHBIN
MEepeBo]] Ha Ka3axCKUM U PyCCKU
SI3BIKU 3aBepsercs



(byHKIII/IOHaJ'ILHI)Ie U TCXHHUYCCKHUC YIIOJTHOMOYCHHBIM HpCZ[CTaBI/ITeJ'IeM)

XapaKTCPUCTUKH

dopmar: PDF wmm mpoekTsl
WHCTPYKOHH TI0 TIPUMEHEHHIO
MEIUOUHCKOTO  HM3JENus C
BHECCHHBIMH H3MCHCHHSIMHU Ha
Ka3aXCKOM H PYCCKOM sI3bIKax.
3aBepsiercst 3asBUTENEeM, (opmar:
PDF, DOC.

6. VHCTpYKIUSA MO NPHUMEHEHHIO

MCIHUIHUHCKOTO nu3aciiusg,
YTBECpKACHHAA B
CTPpaHC-MIPOU3BOAUTEIIA C

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3aXCKHI U PYCCKUH SA3BIKH.
3aBepsieTcs  TPOU3BOAUTEIIEM,
dbopmar: PDF (mpumenumo s
n3acing MCIUIUHCKOIO Ha3HAa4YCHUA

)

8. IIpoekT TekcTa MakeTa yIaKoBKH,
ITUKETKH, CTHUKEpa MEIUINHCKOTO
M3JeNsi C  BHECECHHBIMHU
NU3MCHCHUSIMHU Ha Ka3axXxCKOM H
PYCCKOM  sI3bIKaxX. 3aBepsieTcs
MPOU3BOJAUTENIEM MM  €ro
YIIOTHOMOYEHHBIM MPEICTaBUTENIEM
tdopmat: PDF, DOC, JPEG

9. llBeTHBIE MaKeThl YIMAaKOBOK,
9TUKETOK, CTUKEPOB C BHECEHHBIMU
W3MEHEeHHAMH, B popmate Jpeg

10. ®ortorpadudeckue n300pakeHUS
o0mero BUAAa MEIUIUHCKOTO
U3ICIUs BMECTE c
NPHUHATIEHKHOCTIMH,
HEOOXOAUMBIMH JIJIsl IPUMEHEHUSI 110
Ha3zHaueHHIO0 (pa3MepoM HE MeHee
18 x 24 canTuMeTpa)

11. OOnHoBineHHass cHpaBKka ¢
yKa3aHWEeM TNepedyHs KOMIIIEeK-
TYIOIIUX U PacXOJHBIX MaTepPHAIOB
Mo  yTBEpXAEHHOH  Qopme.
BapuanTsl ucnonHeHus no ¢opme,
dbopmart: Excel, PDF.

1. 3asBieHue Ha BHECEHHUE
W3MEHEHUH MO YTBEPXKIECHHOU
thopme B popmaTte DOC)

2. Komms peructpallHOHHOIO
YIOOCTOBEPEHUSI BBIJAHHOIO B
Pecrry6muke Kazaxcran

3. Ilucemo mpousBoauTens (
U3rOTOBHUTENA),  CoAepixKaliee
MOTHBHPOBAaHHOE OOOCHOBaHHE



5. CocraB npunaexxHoctedd u (man OTcyTcTBHE

) KOMIUIEKTYIOOIUX ® (WMin)
PacXOIHBIX MaTepHuaios,
obHOBNIEeHNE (yCTaHOBKa HOBOHU
BEpPCHUH) MpOTPaMMHOTO
obecrieuenus;  paciupeHue/
COKpallleHHe pa3MepHOro psna
HU3IETUH

BIAUSHUSA  Ha
0e30macHOCTh, KayecTBO U
3 (PEeKTUBHOCTP MEAUIIMHCKOTO
u3nenusi, Ha (QYHKIHOHAIbHBIC
XapaKTePUCTUKH MEIUIIHHCKOIO
n3nenud. He mnpeagycMmoTpeHo
no0aBlIeHHE OCHOBHOTO OJioKa
MEIMLIUHCKOTO U3EIIHSL.

HEOOXOIUMOCTH H3MEHEHHS B
COCTaBe KOMIUICKTYIOIUX U
yKa3aHHEM TepedTHs
KOMIJIEKTYIO U X,
IIOATBEPKAAIOIUX
BIUSHUS Ha (YHKIHMOHAIbHbBIE
XapaKTepPUCTUKH MEIUIUHCKOTO
n3genus (BKJIIOYash paciIupeHue
CHEKTPa BBIABISEMBIX aHAINTOB
MEIUIIMHCKOTO M3JENHus IS
JUaTHOCTHMKM  BHE  XKHUBOTO
opranusma (in vitro) ¢ ayTeHTHYHBIM
MEPEeBOIOM Ha Ka3aXCKUN U pyCCKuil
3aBepseTcs

HOBOTO

OTCYTCTBUE

S3BIKH,
YIIOTHOMOYEHHBIM IIPE/ICTAaBHUTEIIEM,
tdopmat: PDF

4. DKCIUTyaTallMOHHBIM JTOKyMEHT
MEIHUIIMHCKOW  TEeXHHUKH C
BHECCHHBIMH  M3MEHCHMIMU,
YTBEPXKACHHBI B
MPOU3BOANTENST  (OpUTHHAIbHAS
BEPCHs) C AyTEHTUYHBIM [IEPEBOAOM
Ha Ka3axXxCKUH M PYCCKHH S3BIKH (
YTBEPXKJICHHBIH B

cTpaHe-

JIOKYMEHT,
CTpaHe-NPOU3BOJAUTENS 3aBEPAETCS
MPOU3BOJUTENEM. AYTEHTUUHBIN
MEepPEBOJ HAa Ka3aXxCKUW U PYCCKHUI
A3BIKU 3aBepsaeTcs
YHOJIHOMOYEHHBIM TIPEICTaBUTEIIEM)
dopmar: PDF wmmm mpoekTsl
HHCTPYKIMM 1O TNPHUMEHEHUIO
MEAULOHUHCKOTO  H3JAEIHUsA C
BHECEHHBIMH H3MEHEHHMSMHU Ha
Ka3aXCKOM M PYCCKOM S3BIKax.
3aBepsiercsi 3asBUTeneM, (opmar:
PDF, DOC.

5. UHcTpykuus 1o HPUMEHEHUIO

MEIHUIIHNHCKOTO H3Jenns,
YyTBEpPKIECHHAS B
CTpaHe-IPOU3BOIUTEIA c

BHECEHHBIMH HM3MEHEHUSIMU C
ayTEeHTHUYHBIM MEpeBOJOM Ha
Ka3aXCKUM U pyCCKHUN SI3BIKH.
3aBepseTrcs  NPOU3BOAMUTENEM
dopmar: PDF (mpumenmmo st
W3AETHS MEIUIMHCKOTO Ha3HAYCHHS

)

6. OOHOBIIeHHast cHpaBKa C
yKa3zaHUEeM nepevHs
KOMIUTEKTYIOIIMX M PacXOIHBIX
MaTepuagoB IO YTBEP)KACHHOM
(dopme. BapuaHTbl HCTIONHEHUS 11O
dhopme, hopmat: Excel, PDF



6. l3MmeHeHme IOKa3aHHH II0O

BesomacHocTh
MEIUIMHCKOT O

MPpUMCHCHUSA
n3aCinAa

MIPAMEHEHHIO; 00JIACTH NMPUMEHEHUSI COXPAHACTCSI M IOATBEPKAAETCS

; TPOTHUBONOKA3aHWi; MOOOYHBIX ITaHHBIMU

a¢dexToB

KIMHUYECKUX
HCCIIENOBAHUI 110 0€30MacHOCTH U
3¢ GEKTUBHOCTH

7. B no0aBiaeHUs
KOMILUIEKTYIOIIEr0, PacXOHOrO
Marepuaia SIBJISTFOIIIETOCS
MEIUIIMHCKUM U3/IENUEM — 00pas3iibl
MEIMIIMHCKOTO HM3Aeaus (B ciiydae

ciayuae

CTCPUJIBHOT'O ITPEAOCTABIIACTCS BECh
KOMHJ’IGKT) 1 JOKYMCHT IO KaUCCTBY

8. PesympraThl BamuAanuud H
Bepu(HUKaIUN  IPOTPaMMHOTO
obecrnieueHuss (Ipu U3MEHEHUH
MPOTrPaMMHOT0 00eCTIeYEeHUSI)

1. 3asBieHuMe Ha BHECCHHUE
W3MEHEHUH MO YTBEPXKIECHHOU

dhopme B popmarte Word

2. Komms perucTpalHOHHOIO
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecrry6mmke Kazaxcran

3. Ilucemo mnpousBoauTens (

U3TOTOBUTEINSI),  COJAepiKaliee
MOTHBHPOBAaHHOE OOOCHOBaHHE
HEOOXOIUMOCTH  BHOCHMBIX
U3MEHEHHH ¢ ayTeHTUYHBIM

MePEBOJIOM Ha Ka3aXCKUW U PYCCKUU
SI3BIKY,
YIOJHOMOYEHHBIM TPEICTABUTENIEM
tdopmat: PDF

3aBepsieTcs

4. MHCTpyKIus 1O MPHUMEHCHHIO

MEIUIUHCKOTO HU3AeNnus,
yTBEepXKICHHAs B
CTpaHe-MPOU3BOIUTEINS c

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKHM U PYCCKUM S3BIKH.
3aBepsieTcs  TPOU3BOAUTEIIEM,
tdopmar: PDF (mpumenumo s
n3acing MCIUIHUHCKOIO Ha3HAa4YCHUA

)

5. DKCIUTyaTallMOHHBIA JTOKYMEHT
MEIUIIUHCKON
BHECEHHBIMH

TEXHUKH C
U3MEHECHHSIMH,
YTBEPXKICHHBI B
MpPOU3BOAUTENS  (OpUTHMHAIbHAsS
BEPCHsl) C ayTEHTHYHBIM IIEPEBOIOM
Ha Ka3aXCKAHW M PYCCKUH S3BIKH (
JOKYMEHT, YTBEpPXICHHBIA B
CTpaHe-NPOU3BOJUTENS 3aBEPAETCS
MPOU3BOIUTENEM. AYTCHTUYHBIN
[IEPEBOJ, HAa Ka3aXCKUHU U PYCCKUH
SI3BIKHU 3aBepsercsd
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
HHCTPYKIHMA MO TNPHUMEHEHUIO

cTpaHe-



7. CwmeHa
KOMIJIEKTYWOIUX,
MPUHAIIEKHOCTEH,
MaTepHaioB

NPOU3BOAUTEIIEH

PacXoaHBIX

TexHuueckne XapaKTEPUCTHKUH U

KOHTPOJb KadyecTBa
KOMIUIEKTYIOIIUX H  (WUIH)
pPacXOIHBIX MaTEpHUAIOB HE

CHIKaeTcst 0€30MacHOCTh, KaueCTBO
1 3(p(HEeKTHBHOCTh MEIUIINHCKOTO
U3IETIHs

He npenycmoTpeno
IIPOU3BOJUTENS] OCHOBHOTO OJI0Ka
MEIUIMHCKOTO M3/IEITHSL.

CMCHa

MEIHMIMHCKOTO  M3JENUs C
BHECCHHBIMH HW3MCHCHHUSMH Ha
Ka3aXCKOM M PYCCKOM S3BIKaX.
3aBepsercs 3asBUTENEM, (GopMmart:
PDF, DOC.

6. Panee yTBepkIeHHAS HHCTPYKIUS

7. llBeTHbIE MaKEThl YIAKOBOK,
STHKETOK, CTUKEPOB B Qopmare
JPEG

8. PesynbpraThl
HCIILITAHUH,

KITMHUYECKUX
OTpaKaoUIue
BHOCHMBIE H3MEHEHHS

1. 3asBnenue BHECEHUE
W3MEHEHUW MO YTBEPKIECHHOU
thopme, B popmare DOC

Ha

2. HortapuansHo
3aCBU/ICTEIBCTBOBAHHBII JOKYMEHT,
HNOATBEPKJIAIOLINN COOTBETCTBHE
yCIIOBUH MIPOHU3BOJCTBA
HalMOHAJIbHBIM ®W  (HMJIN)
MeXIyHapoAHbIM cTaHaapram GMP;
ISO xommuexktyrommux u (WiIH)
pacXoAHBIX  MaTepUalioB ¢
BHECEHHBIMU HU3MEHEHUSIMH C
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3axCKMH M PYCCKUH SI3BIKH,
tdopmat: PDF

3. Komusi peructpaimoHHOrO
YIOCTOBEPEHUSI, BBIJAaHHOTO B
Pecrry6muke Kazaxcran

4. TIluceMO TPOU3BOIMUTEINS,
ynocToBepswouiee, 4TO

MPOM3BOJICTBEHHBIN Tpolecc H
KOHTPOJb 32 KadecTBOM |
6€3011aCHOCTBIO TOTOBOTO MPOIYKTa
ocTaroTcst 0e3 W3MEHEHHH ¢
ayTEeHTHUYHBIM MEpPEeBOJOM Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepseTCsS  YHOJHOMOYEHHBIM

npexacrasuteneM gpopmar: PDF

5. DKCIUTyaTallMOHHBINA JOKYMEHT
MEJULHUHCKOU
BHECEHHBIMHU
YTBEpXKJICHHBIH B
MpOU3BOANTENS  (OpUTHHAIbHAS
BEPCHs) C ayTEHTHYIHBIM IIEPEBOIOM
Ha Ka3axXxCKUH M PYCCKHUH SI3BIKH (
JIOKYMEHT, YTBEPXIECHHBIA B
CTpaHe-TPOU3BOJIUTENS 3aBEPAETCS
MPOU3BOJUTENEM. AYTEHTUUYHBIN
HEepeBOJ] Ha Ka3aXCKUU U PyCCKUU
SI3BIKU 3aBepseTcs

TEXHUKHU C
U3MEHEHUSAMU,
cTpaHe-



YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wmm mpoekTsl

WHCTPYKOHH TI0 TIPUMEHEHHIO

MEIUOUHCKOTO  HM3JENus C

BHECCHHBIMH H3MCHCHHSIMHU Ha
Ka3aXCKOM H PYCCKOM sI3bIKax.
3aBepsiercst 3asBUTENEeM, (opmar:
PDF, DOC.

6. VHCTpYKIUSA MO NPHUMEHEHHIO

MCIHUIHUHCKOTO nu3aciiusg,
YTBECpKACHHAA B
CTPpaHC-MIPOU3BOAUTEIIA C

BHECEHHBIMH H3MEHEHUSIMH C
ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3aXCKHI U PYCCKUH SA3BIKH.
3aBepsieTcs  TPOU3BOAUTEIIEM,
dbopmar: PDF (mpumenumo s
n3acing MCIUIUHCKOIO Ha3HAa4YCHUA

)

7. OOHOBIEHHas CIIpaBKa C
yKa3aHUEM nepeyHs
KOMIUICKTYIOIIUX W PacXOJHBIX
MaTepUaJiOB 110 YTBEPKIECHHOU
¢opme. BapuaHTbl MCTIONHEHUS TIO
dopme, popmat: Excel, PDF.

1. 3agBieHue Ha BHECEHHUE
U3MEHEHUN 10 YTBEPXKIECHHOU
dhopme, B popmate DOC

2. Komusi peructpanmoHHOro
YAOCTOBEPEHHS] BBIJAHHOTO B
Pecnyonuke Kazaxcran

3. Ilucemo mpousBOgUTENS,
yI0CTOBepsAIoNIee, 4TO

NPOM3BOJACTBCHHBIH IIpoLecC H
KOHTPOJIb 3a Ka4eCTBOM H
0€30I1aCHOCTBIO0 TOTOBOTO MPOIYKTa
ocTalTca 0e3 H3MEHEHHH
3aBepsIeTCs IIPOU3BOJUTEIIEM.

4.JlaHHBIE TIO CTAOWJIBHOCTH HE
MEHEee 4eM Ha TpeX Cepusx, (OTHerT,
000CHOBBIBAIONIUI CPOK TOAHOCTH)
C ayTEeHTHYHBIM MEpPEeBOJOM Ha
Ka3aXCKUH U PYCCKUH SA3BIKU
3aBepsAeTcS  IPOU3BOIUTEINEM,
tdopmat: PDF

5. DKCIulyaTallMOHHBIH JOKYMEHT
MEIHUIIMHCKOW  TEeXHHUKH C
BHECCHHBIMH  M3MEHEHMSIMH,
YTBEPXKJACHHBIH B  CTpaHe-
MPOU3BOANTENST (OpUTHHAIbHAS
BEPCHs) C AyTEHTUYHBIM [IEPEBOAOM
Ha Ka3axXxCKUH M PYCCKHH S3BIKH (



8. VBenmuuenue (yMeHbIIeHIE) cpoka MoTHBHpOBAaHHOE 00OCHOBAaHHE

XpaHCHUA MEAUIIMHCKOTO U3JACIINA

HU3MCHCHHS CPOKa

JOKYMEHT, YTBEpPXICHHBIH B
CTpaHe-TIPON3BOIUTENS 3aBEPSIETCS
MPOU3BOAUTENEM. AYTEHTUUHBIN
[EPEBOJ, HAa Ka3aXCKUHW U PYCCKUI
A3BIKH 3aBepseTcd
YHIOJIHOMOYCHHBIM HpeﬂCTaBHTeJ’IeM)
¢opmar: PDF wmnm mnpoekTs
HHCTPYKIHMH MO NPUMEHEHUIO
MEIWIMHCKOTO  M3JENUs C
BHECEHHBIMH H3MEHECHHSAMH Ha
Ka3aXCKOM M PYCCKOM S3bIKax.
3aBepsercs 3asBUTENEM, (opMar:
PDF, DOC.

6. VHCTpYKIUS 1O HPUMEHEHHUIO

MEIULMHCKOTO U3JeNns,
YyTBEpXKICHHASA B
CTpaHe-IPOU3BOIUTENA c

BHECEHHBIMU HU3MEHEHUSIMH C
AyTEHTHUYHBIM IEPEBOJOM Ha
Ka3aXCKUM U PYyCCKHUM S3BIKH.
3aBepsercs  NPOHM3BOAWUTEIEM,
tdopmar: PDF (mpumenmmo st
W3ETHS MEIUIMHCKOTO Ha3HAYEHHS

)

7. llBeTHbIE MakKeThl YIMAaKOBOK,
JTHKETOK, CTUKepoB, popmat: JPEG

1. 3asgBneHne Ha BHECEHHE
W3MEHEHUU 10 YTBEPXKICHHOU
tdopme, B popmate DOC

2. Komms peructpanimoOHHOTO
YAOCTOBEPEHUS BBIJAHHOTO B
Pecniyonuke Kazaxcran

3. [Mucemo-000cHOBaHHE
MIPOU3BOAUTENS (M3TOTOBUTEIST) 00
W3MEHEHUH YCJIOBHUH XpaHEHHS Ha
(upMeHHOM OJIaHKe ITPOU3BOAUTEIIS
COTJIACHO  YCTaHOBJICHHOMY
3aKOHOJIATENICTBY C ayTECHTHYHBIN
MIEPEBOJIOM Ha Ka3aXCKHUU U PYCCKUI
SI3BIKA 3aBEPSICTCS MIPON3BOIUTEIIEM
UIW ero YIOJHOMOYEHHBIM
npencrasuteneM Gopmar: PDF

4. JlanHble 1O CTaOMIBHOCTH (IS
MEIWIMHCKUX H3JEInil) HE MeHee
yeM Ha TpeX Cepusix) cC
ayTEeHTHUYHBIM MEPEeBOJOM Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepsCTCS  MPOU3BOJHUTEIICM,
dopmat: PDF

5. DKCIUTyaTallMOHHBIA JTOKYMEHT
MEIUIIMHCKOH  TEXHHUKH C
BHECEHHBIMH  HM3MEHEHUSIMH,



9. I3MeHeHne yCIIOBUH XpaHeHUS

10. H3meHenue B mnpoueaype
KOHTPOJSI KadecTBa
MMpoAYKTa MEAUIITUHCKOT'O U3JCITUA

TOTOBOI'O

MotuBupoBaHHOE 00OCHOBaHHE
N3MEHEHHS YCIOBHH XpaHEHUS

MotuBupoBaHHOE 000CHOBaHUE
HU3MEHEHHUS B NPOLEAype KOHTPOII
Ka4yecTBa

YTBEpXKJIECHHBIH B  CTpaHe-
Mpou3BoANTENs  (OpUTHHAIbHAS
BEPCHs) C AyTEHTHIHBIM IIEPEBOIOM
Ha Ka3axXxCKAHW M PYCCKHUH SI3BIKH (
JOKYMEHT, YTBEpXICHHBIH B
CTpaHe-NPOU3BOIUTENS 3aBEPAETCS
MPOU3BOIUTENEM. AYTEHTUUYHBIN
NEepeBO]] Ha Ka3aXCKUU U PyCCKUU
3aBepseTrcs
YIIOJIHOMOYEHHBIM IPEACTABUTEIIEM)
dopmar: PDF wunm mpoekTh
HHCTPYKIMH 10 TNPUMEHEHHUIO

MCIUIIUHCKOTO

SA3BIKHU

uznenus ¢
BHECEHHBIMH H3MCHEHHSMHU Ha
Ka3aXxCKOM M PYCCKOM S3BIKaX.
3aBepsercs 3asBUTENEM, (GopMmart:
PDF, DOC.

6. UHcTpykuMsi MO MNPUMEHEHUIO
U3JENUs MEJUIIMHCKOTO Ha3HAUYEHUS
C BHECEHHBIMH H3MECHCHHSIMH,
YyTBEpPKICHHAS B
CTpaHe-IpOU3BOAUTENS c
ayTeHTUYHBIM TI€PeBOJOM Ha
Ka3aXCKUH U PYCCKUM S3BIKH.
3aBepsercd

tdopmat: PDF

MMPOU3BOAUTCIICM,

7. llBeTHBIE MakKeTbl YIAaKOBOK,
STUKETOK, CTHKEpOB B (opmare
JPEG

1. 3asgBreHue Ha BHECCHHUE
W3MEHEHUH MO YTBEPKIECHHOU

dhopme, B hopmare Word

2. Komms peructpanlHOHHOIO
YAOCTOBEPECHHUS
Pecrry6muke Kazaxcran

BBIJAHHOI'O B

3. IlucemMo mpou3BOAUTENS,

YAOCTOBEpPSAIOIIEE, 4TO
MPOU3BOACTBEHHBIN
0e3 W3MEHEeHHH C
ayTEeHTHYHBIM IIEPEBOJOM Ha
Ka3aXCKMH M PYCCKMH SI3BIKH,
3aBepseTcs

npexacraButeneM gpopmar: PDF

nponecce
ocTacTcAa

YHOOJIHOMOYCHHBIM

4. TIlmceMO TPOU3BOIMTEINS,

YIOCTOBEPSIOIIEE, UYTO 3asBICHHAS
MpoIeAypa KOHTPOJS HE CHHIKACT
KauecTBO U 0€30MacCHOCTh TOTOBOT'O

NpOJyKTa

5. JIOKyMeHTalus MO0 KayecTBY C
BHCCCHHBIMH U3MCHCHUSIMU,
peryiaMeHTHpYoLas

KOHCYHOI'0 IMpOAYKTa, HOTapHuaJIbHO

Ka4y€CTBO



11. MH3meHeHHME  yNaKOBKH

MEIUITMHCKOTO U3ICIINA: HepBPI‘IHOfI BIIMAHUN (He BJ'IHHHPIPI) N3MCHCHUA

YIAaKOBKH MEIUIIMHCKOTO W3JEIIHS;
BTOPHUYHONH M (WIM) TPYHIOBOMH
YIIaKOBKH, TPaHCIOPTHOH,
TIPOMEXKYTOUHOM

MotuBHupOBaHHOE OOOCHOBAHHE O
YIIaKOBKM Ha CTaOWMIBHOCTB,

Ka4ueCTBO MCIHULIMHCKOI'O U3ICIIHA,
B3aMMOJIENCTBUSA
MEIUILIMHCKOr O U3eJIUs

YIOaKOBOK-

3aCBUJIETEIbCTBOBAHHBIN
cepTU(UKAT aHAIN3a U METOANUKH
KOHTPOJISI KOHEYHOTO POIYKTA.
AyTEeHTUYHBIN
Ka3aXCKUW M PYCCKUH S3BIKH
IPOU3BOUTENEM,

mepeBoa  Ha
3aBepseTCs
dbopmat: PDF

6. O0pasupl, cTaHAAPTHEIE 00Pa3IbI
IUIS TIPOBEICHUS J1adOpaTOPHBIX
HUCIIBITAaHUH

1. 3asaBieHue
W3MEHEHUU MO YTBEPKIECHHOU
¢dopme, B popmate DOC

Ha BHCCCHHC

2. Konus
YIOCTOBEPCHUS
Pecnyonuke Kazaxcran

PerucTpauoOHHOIO
BBIJAHHOTO B

3. IIuceM0 TPOMU3ZBOOUTENS,

YIOCTOBEPAIOIIEE O TOM, YTO
BHOCHUMBIC U3MCHCHUA,

OTHOCHUTCJIBHO HepBI/I‘IHOﬁ YIIaKOBKH

BJHUAIOT (HE BIHSAIOT) Ha
CTaOUIBHOCTB, KadecTBO
MEJULIHHCKOTO H3IEITHS.
AYTEeHTHYHBI TIepeBoN Ha
Ka3aXCKUM M PYCCKUH S3BIKU
3aBepseTCsS  YHOJHOMOYEHHBIM

npexacraButeneM gpopmatr: PDF

4. JlokyMEHTalusi MO KadecTBY C
BHECCHHBIMU  H3MEHECHUSIMU,
peraaMeHTHpYoIas — KauecTBO
KOHEUHOTO MPOJyKTa, HOTApHAILHO
3aCBUJIETEIbCTBOBAHHBIN
cepTU(UKAT aHAIN3a U METOANUKH
KOHTPOJISI KOHEYHOTO MPOIYKTA.
AyTEeHTUYHBIN Ha
Ka3aXCKUW M PYCCKUH S3BIKH

IMPOU3BOAUTEIIEM,

TepeBoI

3aBepseTCs
dbopmat: PDF

5. LBeTHble MaKeThl YNAaKOBOK,
STHKETOK, CTHKEPOB HOBOTO H
craporo obOpasma

6. DOoTO METUIIMHCKOTO MU3EIIHS

7. OOpa3upl [ CTEPHUIBHBIX
U3aenui,
0o0pa3msl s
1a00paTOPHBIX
IpH  W3MEHEHUHU

MEJIUIUHCKUX
CTaHJIapTHBIE
MpOBEICHUS
HCIIBITAHUH
MIEPBUYHON YIIaKOBKH

1. 3asBieHHMe Ha BHECCHUE
U3MEHEHUNW 10 YTBEPXKIECHHOU

dhopme, B popmare Word



2. Komms perucTpallHOHHOIO
YAOCTOBEPEHHS] BBIJJAHHOTO B
Pecrry6mmke Kazaxcran

3. IIuceMo-060cHOBaHUE
MPOU3BOAUTENS O BHOCHMBIX
U3MEHEHUSX. AyTEeHTHUYHBIN
MepeBoO Ha Ka3axCKUW U PYyCCKHUI
SI3BIKU 3aBepseTcH
YHOJTHOMOYEHHBIM HpeACTaBUTENIEM
dbopmat: PDF

4. liBeTHple MAaKeTbl YMaKOBOK,
STHUKETOK, CTHUKEpPOB CTaporo H
HOBOTO 00Opasia, B hopmate JPEG.

5. IlpoexT TekcTa MakeTa yIaKkOBKH,
12. H3MeHeHHE  OTTHCKOB,
9THKETKH, CTHKEpPa MEANIMHCKOTO
M3JeNUsl Ha KAa3aXCKOM M PYCCKOM
MoTtusrpoBaHHOE O00OCHOBaHUE  s3bIKax, popmar: PDF, JPEG

BHECEHUSI U3MEHEHHUH B MapKHUPOBKY

TPYHTOBKH WU IPYTUX MapKUPOBOK,

ITAMIIOB WM HAANKCEH, BKIIOYas

JI00aBICHUE NITM U3MEHEHHS KPACKH,

HCIONB3YEMBIX ISl MapKHPOBKH 6. ®OTO MEAUITUHCKOTO H3AETHS

MEIULUHCKOTO U3JETIHSL. 7. DKCIUlyaTalHOHHBIM JOKYMEHT
MEIULNUHCKON  TEXHUKH C
BHECEHHBIMH  HM3MEHEHHUSIMHU,
YTBEPXKIECHHBII B  CTpaHe-
MPOU3BOAUTENS  (OpUTHMHAIbHAS
BEPCHsl) C ayTEHTHYHBIM IIEPEBOIOM
Ha Ka3aXCKAW M PYCCKHUHA S3BIKH (
JOKYMEHT, YTBEpPXICHHBIA B
CTpaHe-NPOU3BOJUTENS 3aBEPAETCS
MPOU3BOJIUTENEM. AYTCHTUYHBIN
[IEpEBOJ, HAa KAa3aXCKUHU U PYCCKUH
SI3BIKU 3aBepsercsd
YIIOJIHOMOYEHHBIM IPE/ICTABUTEIIEM)
dopmar: PDF wnm mpoekTH
HHCTPYKIHMA MO TNPHUMEHEHUIO
MEIULIHUHCKOTO  H3JEIHA  C
BHECEHHBIMH H3MEHEHHSIMHU Ha
Ka3aXCKOM H PYCCKOM SI3bIKax.
3aBepsiercst 3asBUTENEM, (hopmar:
PDF, DOC.

IIpunoxenue 8
K IpaBHJIaM IPOBEACHHS
9KCIIEPTU3BI MEUIUHCKOTO H3ACIHUS

¢bopma
3KC]IepTHLIﬁ 0OT49CT CHCI[HGJIHBHPOB&HHOﬁ 9KCICPTHU3BI MOOUITUMHCKOI'O A34CIIA

Caocka. [Ipunoxenue § - B peakuuu nmprkasa u.0. Munuctpa 3apaBooxpanenust PK ot
20.12.2021 Ne KP JACM-131 (BBOAMTCS B JIEUCTBHUE CO JHS €r0 MEPBOTO OPUIIMATBLHOTO
OITyOJIMKOBAHUA).

1. @®.1.0. (mpu ero HAIUMYIUH) SKCIIepTa

2. VYueHas cTerneHb, 3BaHUE



Ne 3agBKU 1 1aTa

Jlata mocTymjeHus! JOKYMEHTOB Ha
CHELUATM3UPOBAHHYIO SKCIIEPTU3Y

TOpFOBOC HAaUMCHOBAaHUC
MEIUIMHCKOT'O U3ACIINA

Kon HomeHknaTypsl MeIMIIMHCKUX
u3nenuit Pecniyonuku Kazaxcran

Texaumueckas XapaKTCpUCTHUKA
MCIHUIIUHCKOI'O U3ACTTUA

Ha3znauenne MeULIMHCKOTO U3/1CIHS

O0bnacTh IpUMEHEHHUS

HpOBGI[CHa OKCIICPTU3a JOKYMCHTOB PCTUCTPAIMOHHOIO JOCHC, XAPAKTCPU3YIOIINX

0€30MacHOCTb, Ka4eCTBO U 3 (PEKTUBHOCTh METUIIUHCKOTO U3CIIHS.

1. II&HHI)IG O IIPOU3BOAUTEIIC MCOAUINHWHCKOIO H3ACIINA, B TOM UYHCIIC PACXOIHBIX

MaTCpPUAJIOB M KOMINUICKTYIOMIUX, SABJIAIOMIUXCA MEAUTUHCKUMHA U3ACIUAMA

Ne

Tun opranuzanuu
HanmmenoBanue

U y4acToK Crpana IOpuandaeckuii agpec
OpTaHU3aINH
MIPOU3BOJICTBA

[IpousBonurens

IIpousBoacTBeHHAst
IUIOIIAJIKA

Y1noi1HOMOYEHHBIN
MpeICTAaBUTEIb
pou3BoaAUTENS (TIpH
HAJINYHN)

KoHTaKTHbIC TaHHBIC
YIIOJIHOMOYEHHOT'O
auma mo
MOHHUTOPHUHTY
HEeOJIaronpusTHBIX
coOBITHH (
HHIUJICHTOB) Ha
TEPPUTOPUH
Pecy6nuku
Kazaxcran

2. Peructpatius B cTpaHe-npou3BoauTese (M3roTOBUTENSA) U APYTUX CTPAHAX

Ne  nokymeHTa,
Crpana yaoctoBepsitoniero  Jlara Bemaun
perucTpanuio

I[Ipumevanue
JKCTIepTa

3. OueHka JOCTOBEPHOCTH YKa3aHHOTO B 3asBJICHUU U TOKYMEHTaX PETrUCTPALlMOHHOTO

A0ChEC KJIaCCa MECAWMIMHCKOI0O U3ACINA B 3aBUCUMOCTH OT CTCIICHU INOTCHOHWAJIBHOI'O pHUCKa

MIPUMEHEHUSI, B COOTBETCTBUH C TPEOOBaHUAMM 3aKOHOAaTeNbcTBa Pecriyonnku Kazaxcran B

chepe oOpalleHus JICKapCTBEHHBIX CPEJCTB, MEIUIIMHCKUX WU3CIIHIM:

CooTBETCTBHE
3asABJIIEMOTO  KJlacca



Kitacc B cootBercTBHM ¢ Kiacc B COOTBETCTBHH ¢ TpeOOBaHUAM [Mpumeuanue sKcepra
3aA4ABJICHUECM JOKYMEHTaMHu 3aKOHOOaTCIbCTBA
PErHCTpamoHHoro gqocke  Pecmybnmku Kasaxcran

4. XapakTepUCTUKU CUCTEMbI TTOKa3aTeeH, OnpeeNsaionux 0e30MacHOCTh, Ka4eCTBO U
3(pGEKTUBHOCTh MEIUIIMHCKOTO H3JCIUsS, B TOM YHCJIE PACXOJHBIX MaTepHaliOB H
KOMIUICKTYIOIIUX, SIBJISIOITUXCS METUIIMHCKUMU U3JICTUSIMMU:

1) cuctema ynpasienusi kauectBoMm [SO, GMP opranuzanuu-npou3BOIUTENS, B TOM
YUCIIE PACXOJHBIX MaTEepHAIOB U KOMIUICKTYIOIIMX, SIBJSIOMIMXCS MEIULIMHCKUMU
W3ICTUAMU:

HaunmenoBanue Ne noxymenTa u gara . [Ipumeuanue
Cpox neiicTBus
JIOKyMEHTa BBIJAYH JKcIepTa

Ne

2) Ka4ecTBO MEIMIIMHCKOTO H3JIeJIUSl, B TOM YHUCIE PACXOJHBIX MaTEPHUATIOB U
KOMIUICKTYIOIINX, SBJISIIOMIUXCS MEAUIMHCKUMU W3JETUsIMH (TEXHHUYECKHUE YCIOBUS,
CTaHJapT OpraHU3aIuu):

HaumenoBanue Ne noxymenTa u nara . I[Ipumeuanue
Cpok neiicTBust
)IOKyMeHTa BbIAa4U 3KcnepTa

Ne

3) nmoATBEpKIEHUE COOTBETCTBUS MEJUIIMHCKOTO U3/ENINs TPEOOBAHUSAM HAallMOHAJIBHBIX
WM MEXAYHApOJHBIX JOKYMEHTOB IO KauyecTBY (lexnapauust coorBerctBus; Ceprudukar
COOTBETCTBHS):

HanmenoBanue Ne noxymenTa u gara . [Ipumeuanue
Cpoxk paeiicTBus
JTOKYMEHTa BBIA4YH JKCIIepTa

Ne

4) aHanu3 NpeACTABICHHBIX AAHHBIX, MOJYYEHHBIX B XOJI€ MPOBEICHUS HCIBITAHUM (
TOKCUKOJOTUYECKUX, TEXHUYECKUX, KIMHUYECKHX) B CTpaHE MNPOU3BOAHUTENE (OTYETHI,
3aKJIOYEHHUS]) U B XOJ€ MPOBEACHUS MPEAbIAYIIUX A3TAloOB 3KcIepTusbl B PecmyOnuke
Kazaxcran (HayanbHast SKCIIEPTHU3a):

AHanmu3 TOJHOTH H
Ne HammenoBanne nokymeHTa kadectBa mHpopmanuu B [Ipumedanue skcmepra
JOKyMEHTE

5) 3aKiIr0YeHNEe 0 CTAOUIIBHOCTH MEIUITMHCKOTO M3JIeIHsl, 000CHOBAHHOCTD 3asBJICHHOTO
CpOKa XpaHCHHUS:

3asBICHHBIN CpOK AHanu3 npeacTaBIeHHOTO
XpaHCHUS oT4eTa O CTaOMIBLHOCTH

Ne IIpumedanue skcrepra

6) OICHKa IIPOCKTAa HHCTPYKOHUH ITIO0 MCIUIHNHCKOMY IPHMCHCHUIO H3ACINA
MCAWUIMHCKOTO HA3HAYCHUA, B TOM YHCIIC PACXOIHBIX MATCPHUAJIOB M KOMIUICKTYIOUIUX,
ABIOIUXCA MCAUIUMHCKUMHA U3ACIIHUAMHA U OKCINIYATAODMOHHOTO NOKYMCHTA MGI[HHPIHCKOﬁ
TCXHUKHU

No Amnanu3 OrneHka sKcrepra

IlonHoTa COACPpIKaHUA TCKCTa
1. IMPOCKTAa MHCTPYKIMKU HaA HU3ACITUC
MCIHIUHCKOI'O Ha3HAYCHUA



2. CooTBeTCTBHE TEKCTa IPOEKTa
OpPUTHHAIY HMHCTPYKIHHU OT
MIPOU3BOIUTENS

CootBercTBHE 0(OPMIICHHS TEKCTA
MIPOEKTa MHCTPYKIUHU TPEOOBAHUAM
3aKOHOJATeNbCTBa PecmyOnuxu
Kazaxcran B cdepe oOpamieHus
JEKApCTBCHHBIX  CPEACTB |
MEIULIITHCKHX U3ICIUH

Wndopmanust, coxpepxaiiascs B
4. 9KCIUTYaTallMOHHOM  JIOKYMEHTE
MEIUIIMHCKON TeXHUKH

7) Onenka oopMIeHHUS MaKETOB YITAKOBOK M STHUKETOK
No AHnanu3 OrueHka sKcrepra

CootBercTBHEe 0(OPMIICHHS TEKCTa
MakeTa MapKHUpPOBKH TPeOOBaHUAM
3aKOHOMaTeNnbCcTBa  PecnyOnuku
Kazaxctan B cdepe oOparieHus
JIEKapCTBEHHBIX CPEACTB,
MEIULIHCKHX U3CIUi

W eHTHYHOCTh yKa3aHUN yCJIOBHUH
XpaHEHUsI U TPAHCIOPTUPOBAHUS,
yKa3aHHbIX B JOKYMEHTE IO

CTaHIapTU3aUUU MEIULUHCKOIO

U3JeNUs U IPOEKTe HHCTPYKIUU IO
MEAULUHCKOMY ITPHUMEHEHHIO

8) AHanu3 JaHHBIX O pa3pabdOTKEe W MPOU3BOJCTBE MEAMIIMHCKOTO M3JCTUs (CXEMBbI
MPOLIECCOB MPOU3BOACTBA, OCHOBHBIX CTaAuid MPOU3BOJCTBA, YIAKOBKH, HCIBITAHUN WU
IPOIEYyPhl BBIITYCKAa KOHEUHOT'O MPOJYKTa). 3aKIFOYEHHE O COOTBETCTBUHU Pa3pabOTKH,
TEXHOJIOTUYECKOT0 TMpollecca M KOHTPOJS KadecTBa IMPOU3BOJACTBY O€30MacHOW U
Ka4ye€CTBEHHOW MPOAYKIUU

Ne AHanu3 Ornenka skcnepra
Onenka MpeaCTaBICHHBIX
3asBUTEJIEM JIaHHBIX O pa3paboTke U

1. MIPOU3BOJCTBE, BKIIOYAs aHAIHU3
oTueTa WHCIEKTUPOBAaHUSA

IIPOMU3BOACTBA (TP HAJIMYHH);

3aKJI0OYeHHE O COOTBETCTBHH
pa3paboTKH, TEXHOJOTHYECKOTO
2. mpoiecca W KOHTPOJISI KadecTBa
MPOU3BOJACTBY 0Oe30macHON W
Ka4yeCTBEHHOU TPOTyKIHA

9) AHa3 OMOJIOTHYECKON 0€30MaCHOCTH MEIMITMHCKOTO U3JICNIMS Ha OCHOBE aHaIu3a
CBEJICHUI O Marepuajgax XUBOTHOTO WM OMOJIOTHYECKOTO IMPOUCXOKICHUS, BXOISIINX B
MEIUIIMHCKOE H3JICNIHE, a TaKkKe MH(POPMAIUA O MoJ00pe HCTOYHHUKOB (JIOHOPOB), OTOOpE
MaTepuaa, MPOIECCUHTE, XpaHEHUH, TECTUPOBAHUH, MPUOHOBON 0OE€30MacHOCTH, a TaKKe
oOpaieHnsi ¢ TKaHSAMH, KJIETKaMHW, CYOCTAaHIMSIMHU >KUBOTHOTO WU OHWOJIOTHYECKOTO



MPOUCXOXKACHHS, KyJIbTypaMHU MHUKPOOPTaHM3MOB M BHPYCOB (IPU HAIUYUH), 34
HNCKJIIOUYCHHUECM AJ1IJIOT'CHHBIX TpaHCHJ'IaHTaTOB.
Ne Ananms OreHka dKcnepra

O1enka MPEJICTaBICHHBIX
1. 3asBUTEJICM JaHHBIX [0 aHAIN3y
OMOIOTHYECKOH 0€30I1aCHOCTH

10) orieHKa BaTMAHOCTH MIPOTPAMMHOTO O0OECIIEUeHHSI Ha OCHOBE aHalln3a JJAHHBIX O ero
Bepudukanuu, B TOM uHciIe HHPOpMAIMU O €ro pa3paboTKe M TECTUPOBAHHU Ha
OPEANPUITHN U TPH MYJIbTUIICHTPOBBIX HCCICIOBAHUAX, JAHHBIX 00 HJICHTU(MHKAINU U
MapKUPOBKE OMEPaIlMOHHON CUCTEMBI
Ne Amnamms OreHka dKcnepra

OHCHKa NnpeacTaBJICHHBIX
3asdBUTCIICM JaHHBIX

11) Ananu3 nporieAyphl U METOJ0B CTEPUIU3ALMHN METUIIUHCKOTO U3ENHS, MATEPUAJIOB,
00OCHOBBIBAIOIIMX CIOCOO CTEpUIIU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OINPEJENEHHS OCTATKOB CTEPUIIU3YIOILErO BEIIECTBA IPU MPUMEHEHUH XUMUYECKOI0 criocoda
CTEPUIN3ALINHT

Ne Ananmmz OueHka sKcrepra

1 O1enka NpEaACTaBJICHHBIX

3a4BUTCIICM JJaHHBIX
12) Ananu3 6e3onacHOCTH U A(HPEKTUBHOCTHU JICKAPCTBEHHOTO CPEJCTBA B COCTaBE
MEJUIIMHCKOTO HW3JIENUsl, €ro BIMUSHUSA Ha (YHKIHMOHAIBHOCTH MEIHMIIMHCKOTO H3IEIHS,
COBMECTUMOCTH JICKAPCTBEHHOTO CPEJICTBA ¢ MEIUIIMHCKUM H3ACIIHEM (32 HCKIIOUYCHUEM
MEIUIMHCKUX M3AeNuil st auarHoctuku in vitro (IVD). Mudopmanus o perucrpanun
JICKapCTBEHHOTO CPEJICTBA B TOCYAAPCTBE — MIPOU3BOIUTEIIE JIEKAPCTBEHHOTO CPEICTBA

Ne Ananms Orerka dKcnepra

OHCHKa NnpeacTaBJICHHBIX
3asdBUTCIICM JaHHBIX

13) Ananu3 mpencTaBIeHHbBIX MPOU3BOIUTENEM CBEICHUM O HATMYNU WU 00 OTCYTCTBUU
COOOIIEHUN O HECYACTHBIX CIIydasX W OT3bIBaX C pPbIHKA MEIUIIMHCKOTO H3JeNus , O
HEXKEeJIaTeNIbHBIX COOBITUSX U (WMJIM) HECYACTHBIX CIIydyasiX, CBSI3aHHBIX C MCIIOJIb30BAHUEM
MEJUIIMHCKOTO U3/ , YBEIOMIICHHH 10 O€301IaCHOCTH MEIUIIMHCKOTO U3JIEIus , T0X0/1a
K PAaCCMOTPEHHIO 3TUX MPOOJIeM U UX PEHICHUS MPOU3BOJIUTEISIMU B KaXKJIOM M3 TaKHX
CIy4aeB, ONMUCAHUSI KOPPEKTUPYIOLIUX NEHUCTBUU, MPEANPUHATHIX B OTBET HA YKa3aHHbBIC
Cly4ad, a TaKX€ COOTHOIICHHUS YPOBHSA MPOJAX MU KOJIMYECTBA HECUACTHBIX CIy4yacB U
OT3bIBOB MEJIMIIMHCKOTO M3/ISTUS U3 00paIieHus

No AHanu3 OueHka sKcrepra

| Onenka HpPEICTaBIEHHBIX
’ 3asBUTENIEM AHHBIX

14) Ouenka Ilnana cOopa u aHanu3a JaHHBIX MO 0€30MACHOCTH U A(PPEKTUBHOCTU
MEIUIUHCKOIO U3/1eJIMs Ha MOCTIPOAAKHOM ITAale U OTYeTa 00 aHAJIN3€ PUCKOB



Ne AHanu3 Ornenka skcnepra

OHCHKa IpeACTaBICHHBIX
3asdBUTCIICEM TaHHBIX

5. 3akiroueHue sKcnepra
I. [onmoxurensHOE
2. OtpunarenbpHoe (C 000CHOBaHHEM)

Bce JaHHBIC, ITIPUBCACHHLIC B SKCIICPTHOM 3aKJIIFOUYCHNH, JJOCTOBCPHBI U COOTBCTCTBYIOT
YCTAaHOBJICHHBIM TpC6OBaHI/I5[M, 4TO IMOATBCPIKAAI0 JIMYHOM HOAIINCHIO

PykoBoauTenb CTpyKTYpHOTO MOpa3ieIeHUs

noanuck ®.MN.0 (npu ero HaIMYKH )
DKcnept
noanuck ®.MN.0 (npu ero HaIMYKM)

JlaTa

IIpunoxenue 9
K IIpaBHJIaM IPOBEACHH
9KCTIEPTU3BI MEUIIUHCKOTO U3/1ENUs

¢dbopma

OKCHEPTHEIH 0TIET CIICUAIM3APOBAHHON SKCIIEPTH3HI O BIMSHWA BHOCHMBIX H3MEHCHHI B
PETHCTPaHOHHOE JIOCKEe Ha 6€30I1aCHOCTH, Ka9eCTBO H 3P (PEKTHBHOCTH METUIIMHCKOTO W3SIIHT

CHocka. [Ipunoxenue 9 - B pegakuuu npukaza u.0. Munucrpa 3apasooxpanenus PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCS B AEMCTBHE CO JHSA €ro MEPBOro O(GUIIMAIBHOTO

OITyOJIMKOBAHU ).

1. @.1.0. (1pu ero HAIMYUH) SKCIEPTA
2. VueHas creneHb, 3BaHUE

3. Ne 3agBKU 1 1aTa

4 JaTta nmocTyIuIeHHsI TOKyMEHTOB Ha

CIEMATH3UPOBAHHYIO SKCIIEPTUIY

TOpFOBOC HAauMCHOBAHUC
MEIUIMHCKOT'O U3ACIINA

[IpoBeneHa 3kcnepTU3a JOKYMEHTOB PETHMCTPAIMOHHOTO JIO0ChE, XapaKTEPpU3YIOIIHUX
BJIIMSIHME Ha O€30MacHOCTh, KadecTBO U 3(P(PEKTUBHOCTH BHOCHUMBIX H3MEHEHHUU B
PETUCTPAIIMOHHOE JIOChE, HAa MEIUIIMHCKOE U3/ICIIHE.

B xone mpoBeaeHus SKCepTU3bl yCTAaHOBJIEHO:
Ne Penaknusa no BHeceHUsI U3MeHeHnT BHocuMoe n3MeHeHne
Bnusane BHOCMMBIX HM3MEHEHHWM Ha 0€30I11acHOCTh, KauecTBO M 3G (PEKTUBHOCTH
MEIHUITMHCKOTO U3ICIIHS:

Anamu3 Bnusger (He Biwmser) [lpu
Ne W3menenue (yka3ath HY)KHOE) OTPULIATEILHOM  3aKJIIOYCHHUH
yKa3bIBaeTcsi 000CHOBaHHE

3aKJIrouYeHue JKCIICPTA:



1. TTonoxxurensHOE

2. OrtpurarensHoe (C 000CHOBaHUEM)

Bce JaHHBIC, ITPUBCACHHLIC B SKCIICPTHOM 3aKIIIOUCHHH, JOCTOBCPHBI U COOTBECTCTBYIOT
YCTAaHOBJICHHBIM Tpe6OBaHI/I${M, 4TO IIOATBCPIKAALO JINYHOH HOAIINCBHIO

PYKOBOI[I/ITCHB CTPYKTYPHOTO IOAPa3aACICHUA

noanuchk ®.N.O (pu ero HaTUYNM)
DKcnepT
noanuck O.N.O (ripu ero HaIU4IMN)
JlaTa

[Ipunoxenue 10
K IIpaBHJIaM IPOBEACHUS
9KCIIEPTU3BI MEAULIUHCKOTO H3ICIHUS

®opma
MuHHCTEPCTBO 37paBOOXPAHECHUS
PecnyOnuku Kazaxcran

HanmenoBaHne rocy1apCTBEHHOM SKCIEPTHOW OPraHU3ALNU

ATTecTaT aKKpeIuTaluu UCIbITaTeNbHOM 1abopatopun (Ne, cpok neicTBUA)

Anpec, TenedoH 3KCIEPTHON OpraHu3alMK (MCIIBITATeIbHON 1ab0paTopun)

IIporoxon mensrranmii Ne or" " roga

CHocka. [Tpunoxenue 10 - B pegakuuu npukasa u.0. Munuctpa 3npaBooxpanenus PK ot
20.12.2021 Ne KP ICM-131 (BBOAUTCS B ASWUCTBHE CO JHS €ro MEPBOTO ODHUIIMATHLHOTO
oy OJIMKOBAHUSA).

Crpanuna _ (KonuuectBo IUCTOB )

3asBuTENb (7151 FOPUAUIECKOTO Julla (HanmeHoBaHue) (s pusudeckoro ymia) O.1.0. (
MIPU €ro HAJIMYUU) U aJIpec):

HaumenoBanne npoaykuuu:

Bung ncnerranmii:

OcHOBaHUE:

®dupma U3roTOBUTENH (MPOU3BOIUTEIND), CTPaHA:




Cepus, maptusi:

JlaTa nmpou3BOJICTBA:

Cpok rogHoCTH:

Jlata Hayayia u 1aTa OKOHYaHUS UCTIIBITAHUN:

KonuuectBo 006pa3iios:

O603HaueHne TOKyMEHTa M0 Ka4eCTBY Ha METO/Ibl UCIIBITAHUIA:

Pe3ynbTarhl HCTIBITAHUN

HaumenoBaHue TpeboBanust okyMeHTa 0 PakTHYECKU OJTyYCHHbIC
. P HOEY Y TOC u Braxuocts (%)
MoKa3aTeJei Ka4ecTBY pe3yJIbTaThl
1 2 3 4
3aKIIIOYEHHUE:

[IpencraBneHHble 0Opa3Ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT) TPEOOBAHUSIM TOKYMEHTOB
[0 KauyeCcTBY U METOAMKHU BOCIPOM3BOJATCA (HE BOCHPOU3BOAATCS) (YyKa3blBaTh IpHU
HeoOxoaumoctn) (HyxHOe moquepKkHyTh)

MeToauKky He BOCIIPOU3BOJIATCS 1O CIIETYIOIINM [TOKa3aTeNlsIM

HOI[HHCH YIIOJIHOMOYCHHBIX JINII

(momxHocTh) (moanucs) ®.M.0O (npu ero HaIU4IUM)

(momxkHOCTh) (moamnuch) ®.M.O (nipu ero HaJIUYKUM)

(momxuocTh) (moanuck) G.M.0O (npu ero HaTU4IMK)

IIpunoxenne 11
K IpaBHJIaM IPOBEACHUS
9KCTIEPTU3BI MEJUIIUHCKOTO U3/AEINS

¢dbopma

Or4er 0 pe3yibTaTax MPOBEACHHA Ja0OPaTOPHOTO HCIIBITAHKUA B 1a00PaTOpHK KOHTPOIISA
KauecTBa IIPOM3BOUTE)IS MM B KOHTPAKTHOM J1a00PaTOPHH, HCIIOIB3YeMOi IPOU3BOAUTENEM™*

Caocka. I[Tpunoxenue 11 - B penakuuu nmpukasa u.0. Munuctpa 3paBooxpanenus PK ot
20.12.2021 Ne KP JICM-131 (BBOOUTCSI B JEUCTBHE CO JHS €r0 MEPBOro O(QUIIMAIBHOTO
OnyOJIMKOBAHUS ).

1. Pe3rome



HamMmenoBanue MCIUIIMHCKOI'O
U3 0CIUsA

HaumenoBanue, aapec peKBU3HUTEHI
MIPOM3BOJICTBEHHOM IIIOIIAKU

HaumeHoBaHHe, axpec, peKBH3HTHI
nmabopaTopuy KOHTPOJIS KadecTna u (
WIN) KOHTPAaKTHOW nabopaTopuu
KOHTPOJISI Ka4ecTBa

OcHoBaHUue NnpoBCACHUA
na60paT0pH0r0 HCIIbITaHUA

Howmepa nunen3uu (npu HaIu4un),
ceprudukaToB, 3asiBOK Ha
SKCHEPTU3y

[IpoBenerne  1abOpaTOPHBIX

HUCIBITAaHUI
PestoMe nmesaTenpHOCTH TaOOpaTOpUH

Brinyck B peanu3anuio Ccepuu
KOHTPOJISI KauecTBa

MEIUIMHCKOTO U3/ICITHSI
HHoe (HeoOxo1uMo yKa3ath)

Hara(sr) NpOBEIdECHUS
7TabOpaTOPHOTO UCTIBITAHUS

®.MN.0. (mpm ero HaIUYHUH)
9KCIEPTOB (WICHOB KOMHCCHUH),
JIOJKHOCTD

2. BBognas uadopmarus
KpaTKoe OIIMCaHue ﬂaGOpaTOpI/II/I KOHTPOJIAA Ka4€CTBa

Hanmnume moKyMeHTHPOBAHHBIX MPOIEIyp MIPOBEACHUS
HUCIIBITAaHHI

Breinonnenne TpeOOBaHWE  TOKYMEHTHPOBAHHBIX
MIpoLEeayp NPOBEIEHHS UCIIBITAHUN

Lenps npoBeneHus 1aOOPaTOPHOTO UCTIBITAHHS
OOBEKTHI UCTIBITAaHUS

[lepconan nabopaTopuu KOHTPOJS KadecTna,
yYacTBYIOIIMA B IPOBEICHHU J1abOPaTOPHOTO
UCTIBITAaHUS

JIOKyMEeHTHI, MOJaHHBIE
OpraHM3aleH-TIPON3BOANTENEM | (1in) nabopaTropuei
KOHTPOJISI KaueCTBa 10 MPOBEACHHS HHCIIEKIINT

3. HaGmrogeHus u pe3yabTaThl MPOBEACHUS J1aA00OPATOPHOTO UCTIHITAHUS
Cchuika Ha JOKYMEHT 110 Ka4€CTBY

Howmep cepum, naTa mponu3BoACTBa

TpeboBanus
dakTHUyeckue CooTBeTcTBYyeT (HE
ITokazaTens JOKYMEHTa IO T, B1a)XHOCTH
pe3yabTaThl COOTBETCTBYET)
Ka4yecTBY

4. IlpunoxeHus

JlokyMeHTsl (TepBHYHBIE JaHHBIE, IPOTOKOJIEI
WCTIBITAHUA) © 00pa3mbl, OTOOpaHHEIE B XOJC
MIPOBE/ICHUS JTa0OPaTOPHOTO UCTIBITAHUS



5. 3akoueHue
ITonoxurensHoE
OtpunarensHoe (C 000CHOBaHUEM)

[Ipumeuanune *K oruery o pesyibraTax MpoBEeASHHS J1aOOPAaTOPHOTO MCIBITAHUS
npuiaraeTcst Konusi cepTudukara aHaiau3a u (MiM) MPOTOKOJIa MCIBITAHUN Ha MPOAYKIIHIO
nabopaTopur KOHTPOJISI KadecTBa MPOM3BOAUTENS] WM KOHTPAKTHOM JabopaTopud,
HCIIOJIb3yEMOM MPOU3BOAUTENIEM. BCe MPUIIOKEHUS K OTUETY SBIISIIOTCS HEOTHEMIIEMOM €T0
HJacCTbIO.

PykoBoauTesb KOMUCCUN:

(moamuce) ®.1.0O (ipu ero HaTu4Yuu), T0TKHOCTh
YJICHBI KOMUCCHU:
(moamuce) ®.M1.0O (ipu ero HaJTu4Iuu), T0TKHOCTh

(moamucek) @.M1.0 (rpu ero HaIM4UK), J0THKHOCTD
" n 20 r
CornacoBaHo:

(moamuce) ®.M1.0O (ipu ero HaIu4Yum), TOIKHOCTh

(moamuce) ®.1.0O (mpu ero HaaTu4Yuu), TOTKHOCTh

(moamuce) ®.M1.0O (ipu ero HaITU4YuM), TOTKHOCTh
ITpunoxenue 12 k npaBugam
MPOBCACHUS OKCIICPTU3BL
MEIULUHCKAX U3IEITUN

¢bopma

3axmoueHne 0 6€30aCHOCTH, KadecTBE B 3(PPEKTHBHOCTH MEAHIIMHCKOrO H3/EIHSA, 3aABICHHOTO
Ha SKCIEPTH3Y B HEJIIX I'OCYyAapCTBEHHON PeruCTpany, epeperucrpanyn B Pecry6imke
Kasaxcran

Cuocka. IIpunoxenne 12 - B penakuuu npukaza Munucrtpa 3apaBooxpanenus PK ot
25.08.2025 Ne 83 (BBOAUTCS B ASHCTBHE MO UCTEUYSHUH JACCATH KaJICHAAPHBIX JTHEH MOCe JHS
€ro MepBoro oPpuIMaILHOTO OIMyOJIMKOBAHUS).

1. PeciyOnrkaHcKoe TOCYJapCTBEHHOE MPENPUATHE HA TTPaBe XO3SIMCTBEHHOTO BEICHUS
"HanmoHanbHbId LEHTP 3KCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMUHCKUX HU3AETUn"
Komurtera MeaumuHckoro u  (apMaleBTUUECKOTO KOHTpoJisi MuHucTepcTBa
3npaBooxpaneHus Pecny6nuku Kaszaxcran cooOmiaer pe3ynbTaThl AKCHEPTU3BI HA
0e30MacHOCTh, KadyecTBO U J()PEKTUBHOCTh MEIUIIMHCKOTO W3JACIUS B IEISIX
rocyJJapCTBEHHOM perucrpanuu, rnepepeructpaiuu B Pecnyonuke Kazaxcran:



ToproBoe HaMMEHOBaHNE MEAULIUHCKOTO U3AETIHS
Opranu3anus-pon3BOANTENb, CTPAHA-TIPOU3BOANTEID
IIpousBoacTBEHHAs IUIOMIAIKA, CTPAHA

YNOIHOMOYEHHBI NPEICTABUTENb MPOU3BOIUTENS,
CTpaHa

YOJTHOMOYEHHOE JIMIHO TI0 MOHHUTOPHHTY
HeOJIaroNpUsATHBIX  COOBITHH (MHIMACHTOB) Ha
teppuropuu Pecriyonukn Kazaxcran

Tun menurmackoro mw3aenus (MU (MMH), MU (MT),
MM (in vitro)

Bun (peructparust, mepeperucTparys)

Knacc B 3aBUCHMOCTH OT CTCIEHU MNOTCHIHMAJIBHOT'O
pUCKa MTPUMCHCHUSA

Kon HomeHknatypbl MEIMIMHCKHX HU3IEIUN
Pecrry6nuku Kazaxcran

Komriekrarys MeAMIMHCKOT0 U3enus (Ipy HaJIHYuH
— KOJINYeCTBO KoMIuIekTyronux) (Tabmuma)

3axroueHne Ha9aIbHON SKCIEPTU3HI (TIOIOKUTENFHOE
WJIM OTPULIATETHHOE)

3aKiIl0YeHne CHEIMATN3UPOBAHHON AKCHEpPTH3Bl  (
MTOJIOKUTETHFHOE I OTPHLIATEIHHOE)

3akJroueHHe UCIBITATENIbHOM TadopaTopuu: aata u Ne
IPOTOKOJA (IOJIOKUTETBHOE WM OTPULIATENbHOE)

Tabmuia
KOM[IJICKT&I.IIDI MCIUITHHCKOI'O U31CJINA
HaumenoBanue mozaenu (Mmogudukamnun) MU* (3amonHseTcs Ha KaK Iy MOJIEIb)
HanmenoBanne Mopgens
Bun cocraBHBIX
Ne COCTaBHBIX COCTaBHBIX IIpousBoaurens Crpana

yacTen . .
yacrel yacTen

* 3aMoNHIETCS Ha KaXIyI0 MOJENb

2. 3akmroueHue (MOJOKUTENIbHOE): MaTtepualbl U TOKYMEHThHI PErUCTPAIMOHHOTO 10ChE
Ha MEIUIMHCKOE H3JENINE, MPEIOCTABICHHBIE HA JKCHEPTHU3Y I TOCYIApCTBEHHOU
peructpanuu, nepeperucrpanuu B Pecriyonrke KazaxcraH, COOTBETCTBYIOT YCTaHOBIICHHBIM
TpeOoBaHUSIM, O€30MaCHOCTh, Ka4eCTBO M A()PEKTUBHOCTh MEAMIIMHCKOTO H3JIENHUs
MOATBEPAKACHBI COOTBETCTBYIOIIUMH MaTepUaiaMu U MPOBEJCHHBIMU UCTIHITAHUSIMU.

Menununckoe uzzienue 3apeructpupyercsa B Pecriyonuke Kasaxcran cpokom Ha et
WU OECCPOUHO.

3akmtoueHue (oTpuuaTeabHoe): MaTepuanbl U TOKYMEHThHI PETUCTPAIMOHHOTO 10ChE Ha
MEJIUIIMHCKOE HU3JeJue, MNpPeAOCTaBICHHbIE HAa OJKCHEPTU3y Uil TOCYyJapCTBEHHOMU
peructpamnuu, nepepeructpaiuu B Pecnybnuke KazaxctaH, He COOTBETCTBYIOT



YCTaHOBJICHHBIM TPeOOBaHUAM, 0€30MACHOCTh, Ka4eCTBO M d(P(HEKTUBHOCTH METUIIUHCKOTO
W3JCIUs HE TMOJATBEPXKIACHBI COOTBETCTBYIOIIMMU MaTepUajaMH | TPOBEICHHBIMHU
UCITBITAaHUSIMH.

MemuuHcKkoe u3nienue He 3apeructpupyercs B Peciyonuke Kazaxcras.

nericteutenbHO 120 (cTO MBamIaTh) paboumX JHEH C MaThI MOIMTUCAHUS.

PykoBouTenb rocy1apcTBEHHOM 3KCIEPTHON OpraHU3aINH

noamuch G.N.O. (mpu ero Hamu4um)
JlaTa

IIpunoxenue 13 k npaBuIam
MIPOBEACHUS 3KCIIEPTU3HI
MEAULUHCKUX U3AETHH

¢dopma

3axmoueHre 0 6e30IacHOCTH, kadecTBe H AP (HeKTHBHOCTH MEIUIMHCKOTO M3/ 3aBICHHOTO
Ha HKCIIEPTH3Y B NEIIX BHECEHUI H3MEHEHHH B PETHCTPAAIOHHOE TOCHE

Cnocka. IIpunoxenue 13 - B pegakunu npukasa Munuctpa 3apaBooxpanenust PK ot
25.08.2025 Ne 83 (BBOAUTCS B ACUCTBUE MO UCTCUCHUH JAECATH KAJIICHAAPHBIX AHEHN MOCIE THS
€ro MepBoro oPuIUaILHOTO OMyOJIMKOBAHUS).

1. PecnyOnrkaHckoe rocyJapcTBEHHOE MPEANPUITHE Ha MPaBe XO34MCTBEHHOTO BEACHUS
"HammoHanpHbIA LEHTP DKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX H3AEIUN"
Komurera wMeaunuHckoro u (apmareBTUUYECKOrO KOHTpodass MuHucTepcTBa
3napaBooxpaHenus: Pecriyonuku Kazaxcran cooOmiaeT pe3ysibTaThl SKCIEPTU3bI O BIUSHUU
BHOCHUMBIX H3MEHEHUW B PErUCTPAllUOHHOE J0ChE€ Ha 0E€30MacHOCTh, KauyeCTBO U
3 PEKTUBHOCTH METUIIMHCKOTO U3/IEITHS:

ToproBoe HaMMEHOBaHNE MEAULIMHCKOIO U3JIENHS
OpFaHI/I3aHI/IH MMPOU3BOAUTEIIb, CTPAHA-IIPOU3BOAUTEIID
HpOI/ISBO,Z[CTBCHHaH mJiomajka, ctpaHa

YNOIHOMOYEHHBIM IPEICTABUTENb IPOU3BOIUTENS,
CTpaHa

YHIOTHOMOYEHHOE JIMIO 10 MOHUTOPHHTY
HEOJArompusATHBIX COOBITHH (MHIWACHTOB) Ha
teppuropun Pecniybnuku Kazaxcran

BHocuMEbIe n3MeHeHUsS

3axrtoueHne Ha4aIbHON SKCIEPTU3HI (TIOIOKUTENFHOE
WJIM OTPULIATETHHOE)

3aKiIl0YeHHEe CHEIMATN3UPOBAHHONH AKCHEpPTH3Bl  (
MTOJIOXKUTETHFHOE MITH OTPHLIATEIHHOE)

3akJroueHHe UCIBITATENIbHOM TadopaTopuu: aata u Ne
IPOTOKOJA, (TIOJI0XKUTENILHOE UK OTPULIATEIILHOE)

2. 3axntoueHue (MoJ0XKUTENbHOE): MaTepualnbl U JOKYMEHTBl Ha MEAUIIMHCKOE U3JIeNne,
IIPEI0CTaBIICHHBIC ISl BHECEHUS] U3MEHEHHI B PETUCTPALMOHHOE J0ChE, COOTBETCTBYIOT



YCTAHOBJICHHBIM TpeOOBaHMM, BIMSHUE Ha 0O€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
MEIWIIMHCKOTO H3JICNIS TOJATBEPKICHBI COOTBETCTBYIOIIMMH MaTepUAIaMU M|
MIPOBEICHHBIMU UCTIBITAHHUSIMHU.
BHocuMBIC HM3MEHEHMS 3apeTHUCTPUpPYeTCs C Bbigadeld (0€3 BbIIAYM) HOBOTO
PETHCTPAIMOHHOTO YIOCTOBEPEHUSI.
3axmmioueHue (oTpuiiatenbHoe): Marepuaiabl U JOKYMEHTHI Ha MEAUIMHCKOE U3/eNne,
MIPEIOCTaBICHHBIC ISl BHECCHHS M3MEHEHUH B PETHCTPAIIMOHHOE JOChE, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPeOOBaHMSM, BIMSHUE Ha 0OE€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTD
MEIHUITMHCKOTO W3NS HE TOATBEPKICHBI COOTBETCTBYIOIIMMH MaTepuallaMu U
MIPOBEICHHBIMU UCTIBITAHUSIMHU.
BHOcHMEBIE N3MEHEHHSI HE 3apETUCTPUPYETCS.
3akmouenue aeictBurenbHo 120 (cTo ABaanaTh) paboyux AHEH C AaThl MOAIMUCAHMUS.
PykoBouTenb rocy1apcTBEHHOM SKCIEPTHON OpraHU3aINU

noanuchk O.N.O. (npu ero HaTUIKM)
JlaTa

[Ipunoxenue 14
K [IpaBUJIaM MPOBEACHUS SKCIEPTU3BI
MEIUIIMHCKOTO H3EIIHS

®dopma

Kazakctan PecnyOnukacel JleHcaynbslk cakray — PecmyOnumkaHCKoe rocyZapCTBEHHOE HpEINpHUsATHE Ha
MHUHHUCTPIIITT MeAnIMHANBIK XoHe (apMaleBTHKAIBIK IpaBe XO3SHCTBEHHOro BeaeHUs "HannoHanmbHBIN
Oakputay KoMmMuTeTiHIH "JlopiNik 3arTap MEH LEHTp OJKCHEPTHU3Bl JIEKAPCTBEHHBIX CPEICTB U
MEIULMHAIBIK OyHbpIMAapAbl capanrtay YITTBIK  MeTUUMHCKUX m3nenuil" Komurera MEAWILMHCKOTO U
OpTaJbBIFB" INAPYalIBUIBIK JKYPri3y KYKBIFBIHIAFbl  (apMaleBTHYECKOrOo KOHTpPOJs MHHHUCTEepCTBa
pecIryOIIKaIBIK MEMIIEKETTIK KOCITTOPHEI 3npaBooxpanerus Pecybmuku Kazaxcran

CBopHEL! oTYeT 110 6€30mMacHOCTH, KauecTBY H 3((eKTUBHOCTH MEIUIIHHCKOTO H3AEIHA

HanmenoBaHKe MEAUIIMHCKOTO U3/IEIHUS, IPOU3BOAUTEND, CTPAHA
[IpousBoacTBEHHAs MIIOMIAAKA, CTPaHa

YNOJHOMOYEHHBIN MPECTABUTENb TPOU3BOAUTENS

W3 otyera ynanena koHpuACHIIMAIbHAS HHPOPMALIHS
Conepxxanue

. O6acTh MPUMEHEHUS METUIIUHCKOTO U3JICIUS

. HazHauenne MequIMHCKOTO U3AEus

. Kparkas TexHuueckas xapakTepUCTHKa MEIUIIMHCKOTO U3/IETus
. Kimacc 6e3onacHoctu

. Uadopmarus o mpousBoauTeNe

. Pemenue (3akitouenue)

. Uudopmanus no peructpanuu

03 N L A WL —

. YcnoBus xpanenus aia [VD (AiiBunn)



[Ipunoxenue 3 k npukazy
MunncTpa 3paBOOXpaHCHHUS
Pecny6mmkn Kazaxcran
ot 27 staBaps 2021 roxa
Ne KP ICM-10

ITepedens yTpaTHBmIFX CHIIy HEKOTOPBIX IIpHKa30B MunHucTEpCTBa 3paBooxpanenns PecmyOmixu
Kazaxcran

1) mpuka3z Munuctpa 3apaBooxpanenus Pecyonrku Kazaxcran ot 18 nHosi6psa 2009 roga
No 736 "O0 ytBepxaenuu IlpaBun mpoBeneHUs SKCNEPTU3bl JEKAPCTBEHHBIX CPEACTB U
MEIUIMHCKUX u3fenuil”" (3apeructpupoBaH B PeecTpe rocynapcTBeHHON peructpanuu
HOPMATHBHBIX MPABOBBIX akTOB Mo Ne 5926, onyb6nukoBan B 2010 roxy B CoOpanun akToB
LHEHTPAJIbHBIX MCIOJHUTEIbHBIX W HWHBIX IEHTPAIbHBIX TOCYJApPCTBEHHBIX OpPraHOB
Pecnyonuku Kazaxcran, Ne 5);

2) npuka3 Munuctpa 3apaBooxpaneHus: Pecny6nuku Kazaxcran ot 28 oxtadps 2011
rojga Ne 745 "O BHeceHMM M3MEHEHMI B npuka3 MuHucTpa 3apaBooxpaHeHust Pecryoinku
Kazaxcran ot 18 nHosO6pst 2009 roma Ne 736 "OO ytBepxkaenun I[IpaBun mpoBeaeHus
AKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB, U3JICINNA METUIIMHCKOTO HA3HAYCHUS U METUIIMHCKON
TeXHUKH" (3aperucTpupoBaH B PeecTpe rocynapCTBEHHON pErucTpanid HOPMaTHUBHBIX
npaBoBbIX akToB oA Ne 7308, omyOnukoBaH B broniereHe HOpMATUBHBIX MPABOBBIX aKTOB
LEHTPAJbHBIX UCIIOTHUTEIBHBIX U UHBIX TOCY/IapCTBEHHBIX opraHoB Pecnyonuku Kazaxcran,
2012 r., Ne 2, ct1. 434);

3) nyHkT 3 IlepedHsi HOpPMAaTUBHBIX MPABOBLIX aKTOB MUHUCTEPCTBA 37]paBOOXPAHECHUS
PecnyOnuku Kazaxcran, B KOTOpbI€ BHOCATCS W3MEHEHHS, YTBEP)KIECHHOTO MPUKA30M
Munuctpa 3npaBooxpanenus Pecnyonuku Kazaxcran ot 28 centsiopsa 2012 roga Ne 664 "O
BHECEHUU H3MEHEHUN B HEKOTOPblE HOPMATHUBHBIE MpPaBOBbIE aKThl MUHHUCTEpCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran (3apeructpupoBaH B PeecTpe rocyaapcTBeHHOM
PETHCTpallNA HOPMATHBHBIX TTPaBOBBIX akTOB 1o Ne 8081, omybnukoBan 26 oktsaops 2013
rona B razete "Kazaxcranckas npasaa" Ne 302 (27576));

4) npuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 11 anpens 2014 roga
Ne 186 "O BHeceHMM H3MEHEHHUs B Npuka3 MuHHUCTpa 37apaBooxpaHeHus PecnyOnuku
Kazaxcran ot 18 nHos06pst 2009 roma Ne 736 "OO ytBepxkaenun I[lpaBun mpoBeneHus
AKCHEPTU3bI JIEKAPCTBEHHBIX CPEJCTB, U3/IEINIA MEIUIIMHCKOTO HA3HAYECHUSI U MEULIMHCKON
TeXHUKH" (3aperucTpupoBaH B PeecTpe rocynapCTBEHHOW perucTpaiid HOPMaTHUBHBIX
npaBoBbIX akToB mnoxa Ne 9408, ony6nukoBan 12 aBrycrta 2014 roma B
nH(OpPMaIIMOHHO-TIPaBOBOM cucTeme "Oainet");

5) nmpukaz MuHuUCTpa 31paBOOXPAHEHHS U COLUAIBHOrO pa3BuTus PecnyOnuku
Kazaxcran ot 14 sHBaps 2015 roma Ne 10 "O BHeceHun n3MeHEHH B npuka3z MuHuUcCTpa
3apaBooxpaHenus PecnyOnuku Kazaxcran ot 18 Hos6ps 2009 roma Ne 736 "OO6
yTBepxkAeHnU [IpaBui mpoBeneHUs 3KCHEPTU3bl JEKAPCTBEHHBIX CPEACTB, HU3JEIUM



MEIUIIMHCKOTO Ha3HAY€HHUsS W MEJIUIIMHCKOM TeXHUKHU" (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akTOB Mo Ne 10296, ony6irkoBaH
18 mapta 2015 roga B uHMOpPMAIITMOHHO-TIPABOBOM cucteme "Oinet");

6) nmpuka3 MUHHUCTpa 3ApaBOOXPaHEHMS M COLMAIBHOTO pa3BuTus PecnyOnuku
Kazaxcran ot 26 utons 2015 roga Ne 524 "O BHeceHMM MU3MEHEHUH U JONOJIHEHUH B MPUKa3
Munuctpa 3apaBooxpaneHust Pecnyonuku Kazaxcran ot 18 Hos6ps 2009 roga Ne 736 "O6
yTBep)kJaeHun [lpaBun mnpoBeAeHUs] IKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB, HW3ACITUN
MEIUIMHCKOTO Ha3HA4YeHUs W MEIUIMHCKOW TeXHUKHU'" (3aperucTtpupoBaH B Peectpe
rOCyJIapCTBEHHOM perucTpalii HOPMAaTUBHBIX MPaBOBBIX akTOB moj Ne 11778, onmyOirkoBaH
10 aBrycra 2015 roga B nHGOpMAaIIMOHHO-TIPaBOBOM crucTteMe "Omainetr");

7) npuka3z Munuctpa 3apaBooxpanenus Pecmyonuku Kazaxcran ot 15 utons 2018 roga
No 374 "O BHeceHMM U3MEHEHUW B mpuka3 MuHucCTpa 3apaBooxpaHeHuss PecnyOnuku
Kazaxctan ot 18 Hosa0ps 2009 roma Ne 736 "OO ytBepxkaeHuu IIpaBun mpoBeneHuUs
AKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3EINI MEIUIMHCKOTO Ha3HAYEHU U MEJUIUHCKON
TexHUKHU'" (3apeructpupoBaH B Peectpe rocyaapcTBEHHON perucTpand HOPMATHBHBIX
npaBoBbIX akToB moa Ne 17185, omyOnukoBan 17 aBrycta 2018 roga B OTalloHHOM
KOHTPOJIbHOM OaHKe HOpMAaTUBHBIX IPaBOBbIX akToB PecnyOnnku Kazaxcran);

8) mpuka3 Munucrtpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 19 anpens 2019 roga
Noe KP JICM-43 "O BHeceHMM H3MEHEHUN B Mpukaz3 MUHHUCTpa 3ApPaBOOXpPAHEHUS
Pecniy6nuku Kazaxctan ot 18 Hos6ps 2009 roma Ne 736 "OO yrBepxkaenuu IlpaBui
MPOBEACHUST DKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3AEIUI MEAUIIMHCKOIO Ha3HAYEHUS U
MEJUIIMHCKON TEeXHUKHU'" (3aperucTpupoBaH B PeecTpe rocynapcTBeHHON perucTpanuu
HOPMATHBHBIX MMPaBOBbIX akTOB oA Ne 18579, onybnukoBan 4 mas 2019 roga B TanoHHOM
KOHTPOJIBHOM OaHKe HOpMAaTUBHBIX MIPaBOBbIX akToB PecnyOnnku Kazaxcran);

9) npuka3z Munucrtpa 3apaBooxpanenus Pecnyonuku Kaszaxcran ot 21 mapra 2020 roaa
Ne KP JICM-19/2020 "O BHeceHMHM W3MEHEHUH B MpuKa3 MUHHUCTpa 3ApaBOOXpAHEHUS
Pecnyonuku Kazaxcran ot 18 nHos0ps 2009 roma Ne 736 "OO yrBepxaenun IIpaBun
MPOBEACHUSI DSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB M MEAULUMHCKUX u3aenui" (
3aperucTpupoBaH B PeecTpe rocyaapcTBEHHON perucTpali HOPMaTUBHBIX MPABOBBIX aKTOB
nox Ne 20156, onybOnukoBan 9 anpens 2020 roga B DTaJOHHOM KOHTPOJIBHOM OaHKe
HOpPMAaTHBHBIX MPaBOBbIX akTOB Pecrybnuku Kazaxcran);

10) nmpuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 10 urons 2020 roga
Ne KP ICM-81/2020 "O BHeceHUHU AOMOJIHEHUN B NMpuKa3 MUHUCTpa 3paBOOXPAHECHUS
Pecnyonuku Kazaxcran ot 18 nHos0ps 2009 roma Ne 736 "OO yrBepxaenuu IlpaBun
MPOBEJICHUSI JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB W MEAULIMHCKUX wu3genuil”" (
3aperucTpupoBaH B Peectpe rocyaapcTBEHHON pErucTpaui HOPMaTUBHBIX MPABOBBIX aKTOB
nox Ne 20952, onmyOnukoBan 13 wutona 2020 roga B DTAJIOHHOM KOHTPOJBHOM OaHKe
HOpPMAaTHBHBIX MPaBOBbIX akTOB Pecryonuku Kazaxcran).
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