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O BHeCeHHMH M3MEHEHHI B IpHKa3 MuHMCTpa 3apaBooxpaneHUA PecmyOmmku
Kazaxcras ot 18 HOs6ps 2009 roga Ne 736 "O6 yrBepxaernu IlpaBui mpoBezeHHAs
9KCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB, M3 MEIAIIMHCKOTO HA3HAYCHAA H
MEIUIIMHCKON TeXHUKH"

YTpaTuBmmii camy
[Tpuka3z Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 15 utons 2018 roga
Ne 374. 3apeructpupoBan B MunucrepctBe roctuniuu Pecniy6nuku Kazaxcran 12
utosist 2018 roga Ne 17185. Yrparun cuny npukazoM MuUHHCTpa 3ApaBOOXpPaHEHUS
Pecny6nuku Kazaxcran ot 27 ssuBapst 2021 roga Ne KP JICM-10.

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

B cootBercTBUU co cTathsimu 63 Konekca PecniyOnuku Kazaxcran ot 18 centsiops
2009 roga "O 3mopoBbe Hapoaa u cucteMe 3apaBooxpanenus’, [IPUKA3BIBAIO:

1. Buectu B npuka3 Munuctpa 3apaBooxpanenus: Pecnyonuku Kazaxcran ot 18
HOs10ps 2009 roma Ne 736 "OO ytBepxkaeHuu [IpaBui nmpoBeneHHS 3KCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB, W3ACIUNA MEIHUIIMHCKOTO HA3HAYEHUS U MEIUIMHCKOU
TeXHUKU" (3aperucTpupoBaH B PeecTpe rocy1apcTBeHHON perucTpalud HOpMaTUBHBIX
npaBoBbIX akTOB moa Ne 5926, omyOnukoBan B CoOpaHWM aKTOB LEHTPaIbHBIX
UCTIOJTHUTENBHBIX M HMHBIX IEHTPAIbHBIX TOCYAapCTBEHHBIX OpraHoB PecmyOnuku
Kazaxcran, Ne 5, 2010 rona) cneayronie nu3MEeHEHHUS:

[IpaBuna npoBeneHUs 3KCIEPTU3bl JEKAPCTBEHHBIX CPEACTB, YTBEPKIACHHbIC
yKa3aHHBIM IPUKA30M, M3JIOKUTh B HOBOW pENaKIUU COTVIACHO MPHIIOKEHUIO | K
HACTOSIIEMY MTPUKA3Y;

[IpaBuna mpoBeneHUs] SKCIEPTU3bl U3ACIHI MEIUIIMHCKOTO HAa3HAYECHUS U
MEJIUIIMHCKON TEXHHUKHU, YTBEPKJICHHbIC YKAa3aHHBIM MPUKA30M, WU3JI0KHUTh B HOBOU
PENAKIIMU COTJIACHO MPUJIOKEHUIO 2 K HACTOAIIEMY MPUKA3Y.

2. Komutety papmannn Munucrepctsa 3apaBooxpanenus Pecnyonuku Kazaxcran
B YCTaHOBIJIEHHOM 3akoHOJaTenbcTBOM PecnyOnmku Kazaxcran nmopsiake o0ecrneunTs:

1) rocyaapCTBEHHYIO PErMCTpalyi0 HAcTOSLIEro Mpuka3za B MuHucTepcTBe
toctutiuu Pecry6onuku Kazaxcran;

2) B TEUEHHUE JAECATH KAJICHAAPHBIX AHEH CO THSA TOCyAapCTBEHHOM perucrpauuu
HACTOSIIETO MpHKa3a HAIPaBJICHUE €r0 KOMUKA B OYMa)KHOM M AJICKTPOHHOM BHJIE Ha
Ka3aXCKOM M PYCCKOM si3bIkax B PecnyOnuKkaHCKOe rocy1apCTBEHHOE MPEANpUsATUE Ha
npaBe XO03sSHUCTBEHHOTO BeneHus "PecmyOnukaHckuil eHTp MpaBoBOil nHPoOpMaIu"



TSt O(UIIMATEHOTO OIyOJIMKOBAHUS M BKIIOYEHUSI B DTAJIOHHBIN KOHTPOJIbHBIA OaHK
HOPMAaTUBHBIX PaBOBbIX akTOB Pecnybnuku KazaxcraH;

3) B TeUEHHE NIECATU KAICHAAPHBIX AHEH MOCJE rOCyJapCTBEHHON perucTpaiuu
HACTOSIIIETO MpPHUKa3a HAIMpaBJIEHUE €ro KOMUWU Ha oduIMalbHOE OMyOJMKOBAHHUE B
MIEPUOINYECKUE NIEYATHBIC W3JaHUS;

4) pa3MelleHHe HACTOSIIIEro NMpuKa3a Ha MHTEpHET-pecypce MuHHCTEpCTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiuanbHOro onyOJuKoBaHuUS,

5) B TedeHue AecATH pabOYUX JHEH TOCJe rocyJapCTBEHHOW peructTpaiuu
HACTOAILETO TMpHUKa3a MpejcTaBieHue B JlemapTaMeHT HOPUIMYECKON CIIyKOBbI
MunucrtepcTBa 3apaBooxpaHeHus: Pecnyonuku Kazaxcran cBepeHuii 00 UCTIOTHEHUN
MEPOIPUATUHN, TPETYCMOTPEHHBIX MOANYHKTaMu 1), 2), 3) u 4) HacTOSAIETO MyHKTA.

3. KoHTpOJb 32 UCIIOTHEHUEM HACTOSIIIETO MPUKa3a BO3JIOKUTh Ha BULIE-MUHUCTPA

3npaBooxpaHenus Pecnyonuku Kazaxcran [oi A.B.

4. Hacrosimuii mprka3 BBOJUTCS B JEUCTBUE MO UCTEYEHUU JECITH KaJCHIAPHBIX
JTHEH 1mociie AHs ero NepBoro o(GUIMaIbHOTO Oy OIMKOBAHUS.

MuHuHCTp 31paBOOXpaHEHHT
P 3P P E. Bupranos
Pecriy6imnxu KazaxcraH

[Ipunoxenue 1
K npuKa3zy MUHHCTpA 3[paBOOXPaHEHUS
Pecny6nnku Kazaxcran
ot 15 uronst 2018 rona Ne 374
YTBepKIEeHbI
IpruKa3oM MUHHCTpa 3[PaBOOXPaHEHUS
Pecny6mmku Kazaxcran
ot 18 HosOps 2009 roma Ne 736

ITpaBriIa OIpoBeIeHUA SKCIEPTH3EI JIEKAPCTBEHHBIX CPEICTB

I';masa 1. O0OnIue moJIOXEHUS

1. Hacrosimue [IpaBuna npoBeneHHs S5KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB (J1aee
— IlpaBuna) paspaboranbl B cOOTBeTCTBUM cO cTaThel 63 Komekca PecmyOnuku
Kazaxctan ot 18 centabps 2009 roma "O 310poBhe Hapoja U CHUCTEME
3apaBooxpaHenus” (manee — Kojaekc) W omnpenensitoT MNOPSA0K MPOBEICHUS
AKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA.

2. DKcnepTu3a JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU C IIYHKTOM 2 cTaThu 63
Konekca mpoBonuTes peciyOIrMKaHCKUM TOCYIapCTBEHHBIM MPEAIPUSITHEM HA TIpaBe
XO03MCTBEHHOI'O0 BeAEHUs (Jajnee — rocylapCTBEHHAas SKCIEpPTHas OpraHu3alus),
OCYUIECTBJISIOLIUM TPOU3BOJCTBEHHO-XO3SIIICTBEHHYIO JI€ATEIbHOCTh B 0OJAcTH
3paBOOXpaHeHusa Mo olecrnedyeHuto 0e30NmacHOCTH, 3(P(PEKTUBHOCTH U KadyecTBa
JIEKapCTBEHHBIX CPENICTB.



3. Dkcneptu3e nojuiexar nmpousBeneHHsie B PecnyOnuke KazaxcraHn, a Takxke
BBO3HMBbIE Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHbBIE CPEICTBA.

4. Dxcneptu3a HE MPOBOJUTCA Ha JIEKAPCTBEHHBIE CPEACTBA MO OJHUM
HAaMMEHOBaHUEM, MMEIOIIMM pa3HbI COCTAaB aKTHBHBIX BEIIECTB. DKCIEpTH3a Ha
JeKapCTBEHHBIE CPEACTBa, Mpou3BeneHHble B Pecnyonuke Kaszaxcran st sxcmopra
IIPOBOJUTCS IO penieHuto nmpousBoautenei Pecyonuku Kazaxcran.

5. o nojaum 3asiBJI€HUS HA SKCHEPTU3Y 3aBUTEIb MOJYyYaeT B TOCYAAPCTBEHHON
AKCTIEPTHOW OpraHMU3allMd HAYYHYI0 U TMPEAPETrUCTPANMOHHYI0 KOHCYJbTAIMIO Ha
JOTOBOPHOM OCHOBE 110 BOIIPOCAM, CBA3aHHBIM C MMPOBEACHUEM IKCIIEPTHU3BI.

6. Jlns mpoBeneHUs SKCHEPTU3bl JIEKAPCTBEHHBIX IMPENApaToB KPOBU U
KOMIIOHEHTOB KpOBU TOCYJapCTBEHHash HSKCIEpTHAs OpraHu3anus IpUBJIEKaeT
CHEIMANINCTOB M3 MPOPMIbHBIX OpraHU3allii, OCYIIECTBISAIOMUX JEATEIHHOCTh B
chepe ciyxObl KPOBH.

7. B HacTtosmux [IpaBunax ucnosb3yroTcs CIEAyIOMKUE TEPMUHBI U ONIPEIEICHUS:

1) 6MOAOCTYNMHOCTh — CKOPOCTh U CTENEHb, C KOTOPOW aKTUBHOE BEIIECTBO
BCAChIBAETCS U3 JIEKAPCTBEHHOM (hOPMBI U CTAHOBUTCS JOCTYITHBIM B MECTE JIEHCTBUS;

2) Oumosioruyeckasi SKBHUBAJCHTHOCTh (OMOIKBUBAJIICHTHOCTh) — OTCYTCTBHE
3HAUYUMBIX PA3JIMUUNA MO CKOPOCTH M CTENEHH, C KOTOPBIMU JAECHCTBYIOLIEE BEIIECTBO
WIN aKTUBHAs YacTh MOJIEKYJIbl JEHCTBYIOMIETO0 BelecTBa (HapMarieBTHIECKUX
AKBUBAJICHTOB WX (hapMalleBTUUECKHUX aTbTEPHATUB CTAHOBSTCS TOCTYIIHBIMU B MECTE
CBOETO JICUCTBUA MPHU BBEJICHUU B OJMHAKOBON MOJIIPHOM /103€ B CXOKUX YCIIOBHSX B
UCCJIEIOBAHUHU C HAJUICKALTUM JAU3AHHOM;

3) duocuMMIISIp - OMOTEXHOJOTMYECKUI JIEKApCTBEHHBIN Mpenapar, MoA00HBIHN ¢
IIPOU3BECHHBIM BIEPBBIE (OPUTHHATIBHBIM) JIEKAPCTBEHHBIM MPENapaToM 10 KaueCTBY
, 0e3zomacHOCTH, P(PHEKTUBHOCTH U TPEJACTABICHHBIM Ha PETUCTPAIUIO TOCHe
UCTEUEHUS CpOKa ACUCTBUA MaTEHTa OPUTHHAIBHOTO JIEKAPCTBEHHOTO Mpenapara;

4) 6uodapmarieBTrdeckas cuctema kinaccudukanuu (nanee - bCK) — nayunas
CUCTEMA KJIACCU(PUKALIMH aKTUBHBIX BEIIECTB HA OCHOBE UX PACTBOPUMOCTH B Cpellax
C OIpeJeseHHBbIM TIoKa3aTelieM KHUcIoTHOCcTU/menounoctu (pH) u crenenu
NPOHUKAHUS Yepe3 CTCHKY KUIICYHHUKA;

5) opuruHaibHOE JIEKAPCTBEHHOE CPEACTBO — JIEKAPCTBEHHOE CPEJCTBO,
npeJcTaBisioniee coO00OM WM CcoJepiKalllee HOBbIE aKTHBHBIE BELIECTBA,
3¢ PeKTUBHOCTh U 0€30MaCHOCTh KOTOPOrO TOATBEpKAEHA pe3yibTaTaMU
JOKJIMHUYECKUX U KIMHUYECKUX UCCIIEA0BAHUM, U 3apETUCTPUPOBAHHOE HA OCHOBAHUU
IOJIHOTO JIOChE;

6) TUOpUIHBIA JIEKAPCTBEHHBIM Npenapar - JEKApCTBEHHBIM Mpernapar, He
NOJAMAIAOMIMI TOJT ONPEAESIEHHE BOCIPOU3BEAEHHOIO JEKapCTBEHHOIO Mperapara
IpU HEBO3MOXXHOCTU TMOJTBEPKICHUS €ro OMOIKBHUBAJIEHTHOCTH C TOMOIIBIO
UCCIEOBAaHU OMOJOCTYIHOCTH, a TAaKX€ B CJlydae, €clidi B JAHHOM IIperapare



IPOU3OIIIN HW3MEHEHHUS JEMCTBYIOIIETO BeEIIecTBa (BEIIECTB), MOKAa3aHUN K
IPUMEHEHUIO, JO3UPOBKH, JICKAPCTBEHHOU (POPMBI HITH TTyTH BBEJCHUS 11O CPABHCHUIO
C OPUTHHAIBHBIM TIPENapaToM;

7) ToMeomnaTH4eCcKue Mpemnaparbl - JIGKAPCTBEHHBIE CPENICTBA, COJEpKaIlue
BEIIECTBA MPHUPOTHOTO MPOUCXOXKICHUS B MAJIBIX 033X W TMPOU3BEICHHBIC IIO
CHeUaTbHOM TEXHOJIOTHH;

8) JeKkapCTBEHHOE CPEICTBO - CPEACTBA, MPEIACTABISAIONIME COOOU U
cojaepxkanme (papMakoIOrHYeCKH aKTUBHBIE BEIECTBA, BCTYMAIOIIUE B KOHTAKT C
OpraHU3MOM YeJIOBEKa WIJIM TIPOHUKAIONINE B €r0 OPTaHbl M TKAHU, MPETHA3SHAYCHHbIE
JUIsi IPO(UIIAKTUKY, JUATHOCTUKH W JICUCHHS 3a00JIeBaHUM, a TaKKe U3MEHECHUS
COCTOSIHHS M (PYHKITUH OpraHu3Ma: JIeKapCTBeHHAas CyOCTaHIINS, IECKAPCTBEHHOE ChIPhE
, OATK-TIPOTYKTHI JIEKAPCTBEHHBIX CPEJICTB, JICKAPCTBEHHBIC MPEMapaThl;

9) 3akimtouenue o 0e30macHOCTH, 3PGHEKTUBHOCTH U Ka4eCTBE JIEKAPCTBEHHOTO
CpelicTBAa — JIOKYMEHT, COJIepKalluid pe3yJabTaThbl AKCIEPTU3Bl 3asBICHHOTO
JIEKapCTBEHHOTO CPEJICTBA;

10) HepanuoHanbHass KOMOUHAIMS COCTaBa JEKApPCTBEHHBIX CPEICTB — COCTaB
JEKapCTBEHHOTO  CPEJACTBAa, HE  COOTBETCTBYIOIIMH  MpeAInojaracMbIM
(hapMaKoJIOrM4ecKuM CBOMCTBAM U JACHCTBUIO;

11) uHCTPYKIIUS MO MEIUIIMHCKOMY MPUMEHEHHUIO JIGKAPCTBEHHOTO CPEJICTBA —
JOKYMEHT, coJepKalui uHopManuio Uisi NOTpeOUTeNs U COMPOBOKIAIOIIUMA
JICKapCTBEHHBIN MpernapaT B YIIaKOBKE;

12) HOpMAaTUBHBIN JTOKYMEHT MO KOHTPOJIO 32 KaueCTBOM M 0€30MacHOCTHIO
CpencTB (majee - HOPMATHUBHBIA JOKYMEHT II0 KadecTBY) - JIOKyMEHT,
yCTaHABIUBAIOIINI KOMIUJIEKC TpeOOBAaHUN K KayeCTBY JIEKapPCTBEHHOI'O CPEJICTBA, a
TaK)K€ METOJMKAM €ro OMpeaesIeHUs, 00eCTICUNBAIONTNX X OJMHAKOBBIC IMAPaMETPhI
0e30I1acHOCTH U KauecTBa;

13) nekapcTBeHHass CyOCTaHIIMS — BEIIECTBO HWJMU CMECh BEIIECTB, BHE
3aBUCUMOCTH OT MPHUPOJBI MNPOUCXOXKICHUS, o0OJIaJaroiune OnpeIeIeHHON
(bapMaKoIOruuecKod aKTUBHOCTHIO, NpeAHA3HAYEHHbIE [ TPOU3BOJCTBA U
W3TOTOBJICHUS JIEKAPCTBEHHBIX MPENapaTos;

14) cranmaptHbie 0Opa3Ilbl JIEKAPCTBEHHBIX CYOCTaHIIUM M UX MpUMEcer —
BEII[ECTBA CPABHEHMsI, UCIIOIB3YEMbIE MPHU MPOBEICHUH IKCIIEPTU3BI HCIBITYEMBIX
JIEKapCTBEHHBIX CPECTB;

15) opraHu3anus-mpou3BOAUTEIb JICKAPCTBEHHOTO CPEJCTBA — MHIUNBUAYJTbHBIN
IpEeANPUHUMATENh WIN IOPUIUYECKOE JIMIO0, OCYIIECTBISAIONIEe TPOU3BOACTBO, WU
OJIHY, WJI HECKOJIbKO CTaJNi MPOU3BOJICTBA;

16) nexapcTBEHHOE PACTUTEIHLHOE CHIPhE — CBEIKME WIIM BBICYIIICHHBIC PACTCHUS
WIN UX YaCTH, UCTIOJIb3yEMBbIE VISl MPOU3BOJICTBA WIIM U3TOTOBJICHHS JIEKAPCTBEHHBIX
CPEACTB;



17) Xxopo1Io u3y4eHHOE MEIULUHCKOE IPUMEHEHUE — MEJULIMHCKOE IPUMEHEHHE
AKTUBHOI'O BEIIECTBA, BXOJSIIEr0 B COCTaB JIEKAPCTBEHHOIO CPEACTBa,
3(phEeKTUBHOCTh KOTOPOTO XOPOIIO H3ydeHa, IpU3HAHA, CTEIEHb OE30IMacHOCTH
npuemMsieMa M MOATBEpXkAeHAa MOAPOOHBIMU OHOIMOrpaUUYECKUMHU CChUIKAMU Ha
ONyOJIMKOBAaHHBIC JAHHBIE [0 TOCIEPETUCTPALIMOHHBIM, AIMUJIEMUOIOTHYECKUM
UCCJIEIOBaHUsIM, U MPOINIO HE MEHee 15 JieT ¢ JaThl MepBOro CUCTEMATUYECKOTO U
JOKYMEHTUPOBAHHOI'O IPUMEHEHUS JIEKaPCTBEHHOTO CPENICTBA;

18) UMMyHOOMOJIOTHYECKUE Tpenaparsl - mpenapaThl sl crenududeckon
npopUIAKTUKY, TUATHOCTUKY U JIeUeHUsI UHPEKITMOHHBIX 1 UMMYHHBIX 3a001€BaHUi (
BKJIIOYAsl aJUIEPTUYECKUE) NPU MNOMOIIM HMMYHOJIOTUYECKMX METOJOB JAPYTUX
3a007eBaHU W (DUBMOJOTHUYECKUX COCTOSHHUM, CpeacTBa [Js HWHAUKAINU
WH(EKIIMOHHBIX areHTOB U WX aHTHTCHOB B OOBEKTAaX BHEIIHEH Cpejbl, MpemapaThl
KpOBU (HE3aBUCUMO OT croco0a MOJy4YeHHsI), a TakKe Mpernaparbl, OKa3bIBaIOIIUE
ne4eOHbIN 1 popuiaakTudeckuid 3(h(PEeKThl yepe3 UMMYHHYIO CUCTEMY;

19) BocnpousBeeHHOE JIEKAPCTBEHHOE CPENICTBO (F€HEPHUK) — JICKAPCTBEHHBIM
npenapar, WACHTUYHBII OPUTMHAIBHOMY JIEKAPCTBEHHOMY CPEACTBY IO COCTaBY
aKTUBHBIX CyOCTaHIINA, TIEKApCTBEHHOU (popMe, TToKazaTesnsiM KauecTBa, 0€30MacHOCTH
, 9phEeKTUBHOCTH, BBIITYCKAEMbIN Pa3HBIMU MPOU3BOAUTEISIMU;

20) mnmaH ynpaBJeHUsS PUCKaAMU — MOAPOOHOE OMHMCAaHUE CUCTEMBbI YIIPaBICHUS
pUCKaMH;

21) mepuogudeckuii oTyeT Mo O6€30MacCHOCTH — popMa U COAEpKAHUE OTUETa AJIS
IpEACTaBICHUS OIEHKU COOTHOUIEHHUS IMOJb3a-pUCK JIEKAPCTBEHHOrO Mpenapara
JepKaTeIeM PEerucTPAllMOHHOIO YOCTOBEPEHHUS B ONPECICHHbIE IEPUObl BPEMEHU
B T€UEHHUE MMOCTPETUCTPALMOHHOTO ATalla JIEKapCTBEHHOIO MPEenapara;

22) ctpaHsl peruoHa MexayHapoJHOW KOH(EpeHUUH MO rapMOHU3ALNU
TEeXHUYECKUX TpeOOBAaHUW K PErucTpali JIEKAPCTBEHHBIX IMpenapaTtoB s
meauiuHckoro npumenenus (ICH) (AinCulitu) — rocyaapcTBa, peryasiTOpHbIE OpraHbl
KOTOPBIX BXOJIAT B COCTaB yupenutene u (vin) noctostHHbIX wieHoB ICH (ctpansl
EBpomneiickoro cor3a, Coeaunennsie IltaTtel Amepuku, Anonwus, I[lIBeinmapus,
Kanana) (nanee — ctpanst peruona ICH (AiCudii));

23) DKcnepTHBIA COBET TOCYJapCTBEHHOM JKCIEPTHOM opraHu3aluu (anee —
DKCIEpPTHBI COBET) — KOJUIErHMalbHBIM OpraH, cO3JaBaeMblii B IOCyJapCTBEHHOM
AKCIEPTHOW OpraHu3alld MO PAaCCMOTPEHUIO CIIOPHBIX BOIPOCOB B pe3yJibTaTax
AKCIIEPTU3bI, OCHOBaHUM (MPUYMH) BBIJAYU OTPUIATEIHHBIX 3aKJIIOUCHUN TI0
s PexkTUBHOCTH, 0E30MaCHOCTH W KA4eCTBY JIEKAPCTBEHHBIX CPEJICTB, HU3JCIIHMA
MEJUIIMHCKOTO Ha3HAYEHUS U MEIUIIMHCKOW TEXHUKHU U MPUHATHIO OKOHYATEIbHOIO
pelieHus.

24) opdanHbie JEKapCTBEHHBIE MpEMapaThl - MpenapaThl sl JUarHOCTUKU U
NaTOT€HETUYECKOTO JIeUeHUs Op(PaHHBIX (peIKHX) 3a00JIEBaHMI;



25) mpou3BOJICTBEHHAs IUIOMIAJIKa — TEPPUTOPUATIBHO 000COOIEHHBIN KOMILIEKC,
peIHa3HAYeHHBIN ISl BHIOJIHEHHUS! BCEro Mpoliecca MPOU3BOACTBA JIEKAPCTBEHHOTO
CpPEeACTBa, U3JEIUs MEIUIMHCKOIO Ha3HAYEHUS U MEIULHUHCKON TEXHUKH WJIU €ro
OIPENICIICHHBIX CTAJNM;

26) 3agBUTENb — pa3pabOTUYMK, OpPraHU3aLUS-IPOU3BOJIUTEND, JEPKATENID
PErUCTPALlMOHHOTO YJOCTOBEPEHUSI WIM UX JIOBEPEHHOE JIUI0, YIOJHOMOUYEHHOE
noJaBaTh 3asBJI€HUE, JOKYMEHTBI M MAaTEpUalbl M BBINOJHATh JACUCTBUS,
IPEAYCMOTPEHHBIE JIOBEPEHHOCTHIO JTIOBEPUTENS Ha IMPOBEICHUE DKCIIEPTHU3BI IIPU
pPErucTpalyy, NePeperucTpalii 1 BHECEHUH U3MEHEHUI B PErMCTPALIMOHHOE JJOChE
JIEKapCTBEHHBIX CPEACTB;

27) pedepeHTHBIN JIeKapCTBEHHBIN Mpenapar — JIEKapCTBEHHBIN Ipenapar,
KOTOPBIM MCIOJIB3YETCSl B KAYECTBE IIpenapara CpaBHEHUS U SIBISETCS ITAIOHOM, MO
KOTOPOMY OIPENEISAIOTCS (HOPMUPYIOTCS) CBOMCTBA JIEKAPCTBEHHOTO MIpenapaTra;

28) perucTpauMOHHOE J10Ch€ — KOMIUIEKT JOKYMEHTOB M MaTepHajoB
YCTaHOBJIEHHOT'O COJEPKaHUs, IPEACTABISEMBIN K 3asIBJICHUIO Ha SKCIIEPTUY;

29) BHeceHUE U3MEHEHHI B PErMCTPALMOHHOE JI0ChE€ — U3MEHEHHUS, BHOCUMBIE
3asBUTEJIEM B PETUCTPALMOHHOE J0ChE B TEUEHUE JEUCTBUS PErUCTPALOHHOIO
YAOCTOBEPEHUSI, HE BIUSIONIME OTPUIIATEILHO Ha 0€30MacHOCTh, 3(PPEKTUBHOCTh U
KaueCTBO JIEKAPCTBEHHOI'O0 CPEACTBA M IMOAJIEKALIUE SKCIEPTU3E B COOTBETCTBUU C
Hactosumu [IpaBunamu;

30) Hajyiexalass NpoOU3BOACTBEHHAsI MPAKTHKAa — COCTABHAsA YacTh CHCTEMBI
oOecreueHns KayecTBa, rapaHTHUpPYMOIlas MNPOU3BOJACTBO M KOHTPOJb KadecTBa
JIEKapCTBEHHBIX CPEACTB IO CTaHJIAapTaM B COOTBETCTBUU C MX NpPEJHA3HAYCHUEM U
TpeOOBaHUSAMH PErHCTPAIIIOHHOTO J10ChE;

31) nepxatenb perucTpPallMOHHOTO yIOCTOBEPEHMS — OpraHU3alUsa-IPOU3BOIUTETD
, OpraHusanus, HMerIas JAOKYMEHT OT NPOU3BOJMUTENsS Ha BJaJECHUE
PErUCTPALMOHHBIM YOCTOBEPEHUEM;

32) uccienoBaHWE 3KBUBAJIEHTHOCTH — HUCCIEAOBAHUE, KOTOPOE OMpPENEseT
SKBUBAJIEHTHOCTb MEXAY N'€HEPUKOM U OPUTMHAIbHBIM JIEKAPCTBEHHBIM CPEJICTBOM
P UCIIOJIb30BAaHUU MCCIIEI0BAaHUI UH-BUBO (BHYTPU OpPraHM3Ma) U (WJIK) HH-BUTPO (
BHE OpPraHU3Ma);

33) mpouenypa "OuoseiiBep" — mpouenypa, B COOTBETCTBUHM C KOTOPOH
OTIpEJICICHNE SKBUBAJEHTHOCTH BOCIPOU3BEJIEHHOTO JIEKAPCTBEHHOIO cpeiacTBa (
reHeprKa) MpPOBOAUTCS HAa OCHOBaHUM OuopapMaleBTUUYECKON CUCTEMBI
KJacCu(UKAIMU U PE3yJbTaTOB CPABHUTENbHBIX MCCIIEJOBAaHUN BHE OpranusMma (
UH-BUTPO) C HCIOJb30BaHUEM HcHbITaHUd "PacTBopeHue" W mpuUMeHseTCs s
TBEPABIX JIEKAPCTBEHHBIX (HOPM HEMeaNeHHOTO BbicBoOOxaAeHHs (1 m 3 kimacc mo
OouodapmaleBTHIECKON CUCTEME KilacCU(PUKAITIN).



I'naBa 2. ITopsAmOK IpeXOCTaBICHHUS PETHCTPAIMOHHOTO JOChE I IIPOBEICHUL
SKCIIEPTU3HI JICKAPCTBEHHEIX CPELCTB

8. [Ins mpoBeAeHus S3KCHEPTU3BI JICKAPCTBEHHOTO CPEACTBA 3AsIBUTEND 3aKIIOYAET C
FOCYyJIapCTBEHHOM 3KCIEPTHON OpraHu3aluend JOroBOp Ha MPOBEICHUE SKCIIEPTU3BI U
npenocrapiger B LleHTp oOcimyXuBaHUS 3asiBUTEIEH TOCYIapCTBEHHOU 3KCIIEPTHOM
opranuzanuu (nanee — [{O3) cnenyronye TOKyMEHTHI:

1) 3asiBIeHHE Ha MPOBEJACHUE IKCIEPTU3BI JIEKAPCTBEHHOI'O Cpe/CTBa (anee —
3asBIICHUE) 110 (hOopMe COTJIaCHO MpUiIokeHuto 1 k HacTosiium [IpaBunam;

2) perucTpalmoHHOe TOChE Ha JIEKTPOHHOM HOCHUTEJE:

nepeyeHb JOKYMEHTOB, MPEAOCTABISIEMbIX JIS YKCIEPTU3bl MPOU3BOIUTEIIMU
Pecny6iuku Kazaxcran mo ¢goopme corsiacHO MPUIIOKEHUIO 2 K HacTosuM [IpaBunam;

NepeueHb JOKYMEHTOB, MPEIOCTABISAEMBIX JIsI DKCIEPTU3BI 3apyOeKHBIMU
IPOU3BOIUTEISIMHU IO (hOpME COTIIACHO MPUIIOKEHUIO 3 K HacTosmM [IpaBunam;

3) oOpa3ipl JIeKapCTBEHHBIX CPEICTB, CTAaHJAPTHBIE 00pa3lbl XMMUYECKUX
BEIIIECTB, CTaHJApTHBIE OOpa3lbl OMOJOTHMYECKUX MPENnapaTroB, TECT-IITAMMBbI
MHUKpPOOPTraHU3MOB, KYJIbTYpPbl KJIETOK, B KOJHYECTBAaX, JIOCTATOYHBIX IS
TPEXKPATHBIX JTA0OPATOPHBIX UCIBITAHUN C OCTATOYHBIM CPOKOM T'OJJHOCTH HE MEHEe
IECTU MECHALIEB;

4) cnenudurUecKre peareHThl, pacXoJHble MaTepHalibl, TPUMEHSIEMBbIE TMPU
IPOBEICHUU JTa0OPATOPHBIX UCIIBITAHUH JIEKAPCTBEHHBIX CPEJICTB;

5) KOmuI0 JTOKYMEHTA, MOATBEP>KIAIOIIETO OIJIaTy 3asBUTENIEM CYMMBbI IS
IPOBEACHUS DKCIIEPTU3bl HA PACUYETHBIM CUYET TOCYJApCTBEHHOM JKCHEPTHOU
OpraHU3alUu.

DopMHUpPOBAHUE 3a5BJIIEHUS HA MTPOBEICHUE IKCIIEPTU3I JIEKAPCTBEHHBIX CPEACTB C
NPUJIOKEHUEM TMEpEeYHsS JIOKYMEHTOB, IMPEAOCTaBISAEMBbIX JJsl SKCIEPTU3bI
npousBoautessimu Pecniyonuku Kazaxcran, corjlacHO MPUITOKEHUIO 2 K HACTOSIIUM
[IpaBuiaM wunaM mnepedHsi AOKYMEHTOB, NPEIOCTABISIEMBbIX JJIs JKCIEPTHU3BI
3apyO0eKHBIMU MTPOU3BOUTEIISIMHU COTJIACHO MPUIIOKEHHIO 3 K HacTosuM [IpaBunam
OCYIIIECTBIISICTCS 3asBHUTENEM B WHOOPMAIMOHHOW CHUCTEME TOCYIapCTBEHHOU
AKCHEPTHOM OpPraHU3aMKU N0 UHAUBUYATbHOMY HapOJIko.

9. Marepuanbl pPErucTpaMOHHOTO JIOChE JIEKAPCTBEHHOIO CPEACTBA,
PEIOCTaBISIEMOTO JUIsl IKCIIEPTU3bI 3apyOEKHBIMU MTPOU3BOAUTENIIMH COOTBETCTBYIOT
npuioxxkeHuto 1 [IpaBui peructpanuu M 3KCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB IS
MEJIMIIMHCKOTO TMpPUMEHEHUs, YTBepKIeHHbIM Pemennem CoBeta EBpasuiickoi
SKOHOMMYECKON KoMuccuu ot 3 Hosiopst 2016 roga Ne 78.

10. Cnetmanuct 1103 B TeueHue ogHoro pabodero AHS Mocie mpruemMa JOKYMEHTOB
, IPETyCMOTPEHHBIX MYHKTOM 8 HacTosimux [IpaBun:

1) ocymiecTBasIET pErUCTPAIMIO 3asBJICHUS B IPOTPAMMHOM O00€CTICUCHUH;



2) pa3memiaetT MHGOpPMALHMI0 Ha OPUIHATBLHOM calTe TOoCyJapCTBEHHOMN
AKCIEPTHOM OpraHu3ali O MOJAHHBIX Ha AKCIEPTU3Y JIEKAPCTBEHHBIX CpeacTBax (
TOProBO€ HAWMEHOBAaHUE, MEXIYHAPOJHOE HEMAaTEHTOBAHHOE HAWMEHOBAHUE,
JekapcTBeHHas: (popma, JO3UPOBKA, KOHIICHTpAIlUs, OpraHU3alUsI-TIPOU3BOAUTEND,
CTpaHa);

3) mpoBepsieT OCTaTOUYHBIM CPOK TOAHOCTH OOPa3IOB JIEKAPCTBEHHBIX CPEJICTB,
CTaHJAPTHBIX O00pa3l0B XUMHYECKHX BEIIECTB, CTAHJAApPTHBIX O0O0pa3IoB
OMOJIOTHYECKUX TPENapaToB, TECT-IITAMMOB MHKPOOPTaHU3MOB, KYJIbTYp KIETOK,
crenupUUIEeCKUX peareHTOB, PACXOJHBIX MaTEpPUANOB, HEOOXOIUMBIX JJIs
BOCIIPOU3BOJAMMOCTHA METOJMK JIA0OPATOPHBIX MCTIBITAHUN JIEKaPCTBEHHOTO CPEICTBA
¥ BHOCHUT JIaHHBIE B MPOrpaMMHOE 00ecTieUeHHE.

Jlnst coOmoieHunst yCJIOBUM XpaHEHUS (TeMIIepaTypHBIM PEKUM, BIIaXKHOCTD)
00pa3ibl JIEKApCTBEHHBIX CPEJACTB, B TOM 4YHCIE HApPKOTHUYECKHX CPEJCTB,
MICUXOTPONHBIX BEIIECTB M MPEKYPCOPOB MPENOCTABIAIOTCS HEMOCPEACTBEHHO B
UCIIBITATENBHYIO 1a00paToOpHIo.

11. Ha skcriepTusy pa3iMyHbIX JIEKApCTBEHHBIX (OPM OJIHOTO M TOTO K€
JIEKApCTBEHHOI'O IIpenapaTa 3asBUTENb MMPEJICTABIISIET 3asBICHUS U PETHUCTPALIMOHHBIE
JOChEe Ha KKIYIO JICKAPCTBEHHYIO (hopMYy.

12. TIpu ycnoBuM OJHOBPEMEHHOM IMOJAaYM HAa SKCHEPTU3Y JIEKAPCTBEHHOTO
npemnapara B OJHOW JIEKapCTBEHHOW QopMe, ¢ pa3IuyHON JT03UPOBKOMH,
KOHIICHTpaIMed, 00beMOM 3aIrOTHEHUS 3asBUTEIb MPECTABIACT OJHO 3asIBICHUEC U
PErUCTPALlMOHHOE J0ChE C MPUJIOKEHUEM MAKETOB YIIAKOBOK M 3THKETOK HA KAXKIYIO
JIO3UPOBKY, KOHIIEHTPALMIO, 00bEM 3alOJTHEHUS] M KOJUYECTBO /103 B YIAKOBKE, a
TaKK€ HOPMATHBHOI'O JOKYMEHTa MO KA4eCTBY B CiIydyae pa3JIMuusl B METOAUKAX
KOHTPOJIA.

13. B ciyyae npeagocTtaBieHUs] BOCIPOU3BEAECHHOIO JIEKAPCTBEHHOTO Mpemnapara
OTEYECTBEHHBIM IMPOM3BOJMUTEIEM Ha DJKCHEpPTU3y O3 MaHHBIX HCCIEeIOBaHUMN
SKBUBAJICHTHOCTH, 3asBHUTEIb B PETUCTPALMOHHOM JOCHE MHPEAOCTABIAET MPOEKT
IPOTOKOJIA ¥ TapaHTUHHOE MUCHMO B IMTPOU3BOJILHOM (pOpME O IIPEIOCTABICHUN OTYETa
KIIMHUYECKUX uccaegoBanuil. [Ipu 3ToM Cpok MpoBeneHUs UCCIEIOBAaHNN HE BXOJIUT B
CPOK IIPOBEAEHUS SKCIIEPTU3BI IIPU PETUCTPALINH.

14. Ilpu skcnepTu3e op(aHHBIX JIEKAPCTBEHHBIX MpPENapaToB 3asiBUTEIb
IPEJIOCTABIISIET MPOTPaMMy HCCIICIOBAHUM, PE3yJIbTaThl KOTOPBIX OYIyT SIBIATHCS
OCHOBaHUEM ISl TIEPEOLICHKH COOTHOIICHHUS '"TMOJb3a-puck'", ¢ CcOOII0JAeHUEM
MPUMEHEHHS JICKAPCTBEHHOTO IIpernapara MOoJ CTPOTHM HaOII0JeHUEM Bpaya H
HEMEIJICHHBIM TIPEJAOCTaBICHHEM KapT-COOOLIEHU O MOOOYHBIX JEUCTBUSIX,
CEPHE3HBIX MOOOYHBIX AEUCTBUSAX U 00 OTCYTCTBUU I (HEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara B TOCyJAapCTBEHHBIN opraH mo dopme, mpeaycMoTpeHHbIMU [IpaBunamu
npoBeqieHus hapMakoHa30pa JEKAPCTBEHHBIX CPEACTB MU MOHUTOPUHTA MOOOUYHBIX



JNEUCTBUM JIEKAPCTBEHHBIX CPEACTB, M3JCIUNA MEIULIUHCKOIO Ha3HAYEHUS W
MEUIIMHCKOW TEXHUKHU, YTBEPKJICHHBIMU MPUKa30M MUHHUCTpa 3[paBOOXPAHEHUS U
conuanbHoro pasputus PecnyOonumkum Kazaxctan ot 29 mas 2015 roma Ne 421 (
3aperucTpupoBaH B Peectpe rocy1apcTBEHHOM perucTpaui HOpMaTUBHBIX TPABOBBIX
akToB 1o Ne 11485).

15. B ciyyasdx npencTaBiIeHUs 3asBUTENIEM HEIMOJHOIO MAKeTa JOKYMEHTOB, a
TaK)X€ HE COOJIOJICHUS yCIOBHM, MPEAYCMOTPEHHBIX TYHKTOM 8 HacTosmux I[IpaBun
crneunanuct 1{O3 oTka3bIBaeT B IpueMe 3asiBJICHHUS.

I'maBa 3. ITopsamok mpoBeASHNA SKCIIEPTU3HI JICKAPCTBEHHBIX CPEACTB

ITaparpad 1. Oramsl mpoBeACHNA SKCIIEPTH3HI JICKAPCTBCHHBIX CPEACTB

16. DkcniepTr3a 1EKapCTBEHHOTO CPENICTBA COCTOUT U3 CIIEAYIOIIMX ITAIOB:
1) HayasibHast dKCHIEpTHU3a (BAMIALIUS PETUCTPALIMOHHOTO 10ChHE);

2) creruaiu3upoBaHHas HKCIIEPTU3a;

3) nabopaTopHbIC UCIILITAHUSI.

17. DkcnepTusa MPOBOJMUTCSA C UCIOJIBb30BAHUEM JJIEKTPOHHOW MPOTrPaMMBbl
rOCY/IapCTBEHHOM 3KCIEPTHOW OpraHu3aluu "IJKCIepTU3a JEKAPCTBEHHBIX CPEJICTB,
U3JIETIUN MEIMIIMHCKOTO Ha3HAYeHUS] U MEAUIIMHCKON TeXHUKH', HHTETPUPOBAHHOM C
eauHol 06a3zoi nanubix "Cuctema ynpaBieHUs JIeKapCTBEHHOro odecneuenus”" EnuHoit
UH(OPMAIIMOHHON CUCTEMBI 3IpaBOOXPAHEHUS.

ITaparpad 2. ITopsanok npoBeneHN Ha9aIbHON SKCIEPTH3H (BATHIAIIAN
PETHCTPAIMOHHOTO JOChE) JIEKAPCTBEHHOT'O CPEICTBA

18. Tlocne mpueMa 3asBJIEHUS YKCHEPTOM MPOBOAUTCS HayaldbHAas dKcHepTU3a (
BaJIUJIAIUs PETUCTPALIUOHHOTO JI0ChE) JIEKApCTBEHHOTO CpPEACTBAa B CPOKH,
IPEyCMOTPEHHBIE TJIaBOM 6 HacTtoAmux [IpaBuit.

19. Ilpu nHavanbHOM 3KcmepTuze (BaIMAAIMU PETUCTPAIMOHHOIO JIOCHE)
JIEKapCTBEHHOTO CPEJICTBA MPOBOJAMUTCA OIEHKA TMOJHOTHI, KOMIUJIEKTHOCTH H
NpaBWILHOCTH OGOPMIICHHS JIOKYMEHTOB, IMIPEJICTaBICHHBIX 3asBUTEIEM B
pEeTUCTPAllMOHHOM JOCh€ B OTHOILICHUM J0Ka3aTelIhCTB O€30MacHOCTH,
3¢ ()EKTUBHOCTH U KaYECTBA JICKAPCTBEHHOTO CPE/ICTBA.

20. B ciydae Hanuyus 3aMeUaHUM K JOKYMEHTAM PETHCTPALlMOHHOTO JOChE
3aBUTENI0 HAMNpPaBIISIETCSI MUCbMO C YKA3aHUEM BBIABICHHBIX 3aMEYaHUU H
HEO0OXOIMMOCTHU UX YCTPAHEHUS B CPOK, HE MPEBBIIIAIONINI IECThIECAT KaJIeHIapHBIX
JTHEH.



21. IIpu He ycTpaHEHHMM 3aMe4aHUil rOCyIapCTBEHHAs dKCIEPTHAs OPraHU3aLys
HaIpaBJIseT 3asIBUTENIO0 yBeJOMIJIEHUE (B MPOU3BOJBbHOU (OpME) O MPEKpaLCHUU
AKCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA.

22. Tlo pe3ynbpTaTaM HadaJbHOM AKCHEPTHU3bI (BAJIUJALUKU PETUCTPALIMOHHOTO
JI0ChE) JIEKAPCTBEHHOT'O CPEJCTBA C YUYETOM BBICTABIICHHBIX 3AMEYAHHUI COCTABIISIETCS
OTYET HAYaJIbHOM OBKCHEpPTHU3bl (BaTUJALIMK PETUCTPALMOHHOIO JIOCKE)
JIEKapCTBEHHOTO CPEJICTBA COTJIACHO MPHIOKEHUI0 4 K HactosmuM [IpaBuiam wnm
OTYET HAaYyaJIbHOM 3KCHEPTHU3bl (BAIUAALMH PETUCTPALUOHHOTO J0CHhE) W3MEHEHUH,
BHOCHUMBIX B PETHUCTPALMOHHOE JOChE JIEKAPCTBEHHOIO CpEICTBA COIJACHO
MIPUJIOKEHUIO S5 K HacTosAuM lIpaBunam.

ITaparpad 3. ITopsanok mpoBeAeHNA CHEHATM3UPOBaHHON SKCIIEPTH3HI
JIEKapCTBCHHEIX CPEACTB

23. IloJOXKUTENBHBIM pPE3yabTaT HAYaJbHOW SKCHEPTHU3BI (BaluJauu
PETUCTPAIMOHHOTO J0ChE) JIEKAPCTBEHHOI'O0 CPEJNICTBA SIBISETCS OCHOBAHUEM LIS
MPOBEJICHUSI CIIEIIMATU3UPOBAHHON IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA B CPOKH,
MpeyCMOTPEHHBIE TJIaBOM 6 HacToAmux IIpaBuit.

24. Cneuuanu3nupoBaHHAs AKCIEPTU3a JIEKAPCTBEHHOTO CPEACTBA BKIIIOYAET
U3YUCHHE JOKYMEHTOB PETHCTPAIIMOHHOTO JOChe€ Ha TMpeaMeT Oe30MacHOCTH,
3¢ (PEeKTUBHOCTH M KayecTBA JIEKAPCTBEHHOI'O CPEACTBA MYTEM OLEHKH MaTepuajoB
JTOKJIMHUYECKUX (HEKJIMHUYECKHUX), KIMHUYECKUX HCCIECIOBAHUM, HUCHBITAHUNU Ha
OMOPKBUBAJIEHTHOCTH, aHAJIM3a JAHHBIX 110 KaYeCTBY JIEKAPCTBEHHOI'O CPEJICTBA, B TOM
yucie OlLEHKY ¢apMakOKMHETHYeCKoro u (uinn) ¢dapMakoIUHAMUYECKOTO
B3aMMOJICUCTBHS Ha TIPEIMET COOTBETCTBUA [lepeuHto HepalnoHaTbHBIX KOMOWHAIIUN
JIEKApCTBEHHBIX CPEJICTB COTIACHO MPHIIOKEHUIO 6 K HacTosuuM [IpaBunam.

25. Cneunanu3upoBaHHasl SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA OCYIIECTBISAETCS
TPYIION AKCIEPTOB T'OCYJAPCTBEHHON YKCIEPTHOM OpraHU3alluu C MpUBJIeYeHUEM (
IPY HEOOXOUMOCTH ) BHEIIITATHBIX MPO(PMIHHBIX IKCIIEPTOB.

26. 1o pe3ynpTraram M3y4eHHUs TOKYMEHTOB PETMCTPALMOHHOIO J0ChE Ha JTame
CIIeIIMATU3UPOBAHHON SKCIEPTU3bI 3aIBUTEII0 HAIMpPAaBISIETCS CBOAHBIN 3ampoc (B
Npou3BOJbHONU (¢dopme) 1o OezomacHOCTH, I(PGHEKTUBHOCTH U KAYECTBY
JIEKApCTBEHHOT'O CPEJICTBA.

27. 3asBUTENb B TEUCHUE MIECTUACCATH KAJICHAAPHBIX JHEH HANpPaBIAET OTBET U
HE0OXOIMMbIE MaTepUalibl Ha 3alPOC TOCYJAPCTBEHHOM SKCIIEPTHON OpraHU3aIiu.

B ciiyyae BOBHUKHOBEHHUSI JIOMIOJTHUTEIBHBIX BOIIPOCOB, KACAIOIIUXCA CBEACHUN,
IPEACTABICHHBIX 3asBUTEJIEM B OTBETE Ha IMPEALIECCTBYIOIINM 3ampocC, 3asBUTEIbL B



TE€YEHUE TPUALATH KAJICHIAPHBIX JHEW C MOMEHTA IOJY4YEHHs 3alpoca HaIpaBiIsieT
OTBET M HEOOXOJMMbIE MaTepuajbl Ha JOMOJHUTEIbHBIN 3alpOC rOCYAApCTBEHHOM
SKCIEPTHOW OpraHU3aLIHH.

28. Ilpu He npenoCcTaBIECHNUH 3asBUTEIEM OTBETOB Ha 3alpOC FOCYAapCTBEHHOM
DKCHEPTHOM OPTraHU3alMy B YCTAHOBJICHHBIM CPOK COIVIACHO IYHKTY 27 HACTOSIIIUX
[IpaBui, a Takke MPeJOCTABICHUN HEMOJHOTO OTBETA U HEOOXOJMMBIX MaTEPHAIIOB
COCTABJIISICTCSI OTPULIATENBHBIN CBOJHBIN OTYET IKCIIEPTOB MO OLIEHKE JIEKAPCTBEHHOTO
npenapara U MaTepuasbl HapaBJIIOTCS B DKCIIEPTHBII COBET IS IPUHATHS PEIIEHUS
00 0TKa3e U MpeKpalieHuH SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEACTBA.

DKCIIEPTHBIN COBET paccMaTpPUBAET MOCTYNHMBUIME MATEPHANIBI €KEMECIUHO U
pe3yJIbTaThl PELIEHUs HAIPABIISIIOTCS 3aSBUTEII0 B TEUEHUE NECSITH KaJEHIAPHBIX
JTHEH.

29. Ilo pe3ynbTaTaM CHELUATU3UPOBAHHOMN SKCIEPTU3bI cocTaBisieTcss CBOIHBIN
OTYET BKCIEPTOB IO OLIEHKE JIEKapCTBEHHOTO Ipemnapara mno (popme COTJIaCHO
npuiokeHu 7 Kk HactosmuM [IpaBunam u CBOJOHBIA OTYET HKCIEPTOB MO OLEHKE
JIEKAPCTBEHHOIO MpenapaTta Ipu U3MEHEHHSIX, BHOCUMBIX B PETUCTPALMOHHOE JOChE
COTIJIaCHO MPUJIOKEHUIO 8 K HacTosmuM [IpaBmwiiam. B oTdyeTe 3kcnepToB Mo OLEHKE
JIEKapCTBEHHOT'O Mpenapara OTPa)KaroTCs BCE aCMEeKThl 0€30MacHOCTH, 3 (HEKTUBHOCTH
Y KayeCcTBa JIEKaPCTBEHHOT' O Iperapara.

IMaparpad 4. ITopsaok npoBeneHNs 1a00paTOPHBIX UCIIHITAHMIHA
JIEKapCTBEHHEIX CPEICTB

30. B ciay4yae MOJIOKHMTEIBHOTO OTYETA CHEHHAIM3UPOBAHHOM JKCIIEPTU3BI
OPOBOJATCS JAa0OpaTOpPHBIE HCIBITAaHUS JIEKAPCTBEHHOTO CpEJCTBA B CPOKH,
IPEAYCMOTPEHHBIE I1aBoM 6 HacTtosmumx [IpaBu.

31. JIaGopatopHble HUCIBITAHUS JEKAPCTBEHHOTO CPEJICTBA OCYILIECTBISIOTCS B
UCHBITATENIbHBIX JA00OPATOPUAX TOCYIAPCTBEHHON 3KCIIEPTHOM OpraHU3alii B LEAX
NOATBEPKIEHHUS COOTBETCTBUSA IIOKa3aTesieil 0e30MacHOCTM H  KadecTBa
JIEKaPCTBEHHOT'O CPEJICTBA U BKJIFOYAOT:

1) ucnibiTanre 0Opa31OB JIEKAPCTBEHHOT'O CPEJICTBA;
2) onpezeneHue BOCIIPOU3BOIMMOCTH METOIMK aHAJIM3a.

HcnbiTaHne 00pa3LoB JE€KapCTBEHHBIX CPEJCTB C MCIOJb30BAaHUEM KOMIUIEKCA
(U3UKO-XUMHYECKHX, OMOJIOrMUYECKUX HCCIIEJOBAaHUI HAIpaBJIEHO HA ONpEJesICHHE
KOJIMYECTBEHHOTO U KAYECTBEHHOTO COJEPKaHUs ACHCTBYIOUIMX U BCIIOMOTaTeIbHBIX
BEIIECTB, TpHUMECeH, a TakXkKe CTeneHu Ouonorudeckoi Oe3zomacHOCTH (
MHUKPOOHOJIOTNYECKasi YNCTOTA, TOKCUYHOCTb, TUPOT€HHOCTb).



Onpenenenre BOCIPOU3BOAUMOCTA METOAUK aHAIN3a MO KOHTPOJIO KauecTBa
JIEKAPCTBEHHOT'O CPEACTBA OCYIIECTBIISIETCA B LIEJISIX TOATBEPKICHUS UX COOTBETCTBUSA
, IPEAYCMOTPEHHBIX HOPMATUBHBIM JJOKYMEHTOM 110 KA4ECTBY.

32. JlabopaTopHbIe UCTIBITAHUS HE TTPOBOJISATCS TIPH:

1) mpoaseHun cpoka IEUCTBUS PETUCTPANUOHHOTO YJIOCTOBEPEHUS
JEKapCTBEHHOTO CpeACTBa (B clydyae OTCYTCTBUS peKJaMmaluii Ha KadecTBO
JIEKapCTBEHHOTO CPEJCTBA M MO pe3yJibTaTaM (apmMakoHaA3opa Ha O€30MacHOCTh
JEKapCTBEHHOTO CpPEACTBa), TMPOU3BEACHHOTO B YCIOBHUSAX HaJiexalien
MPOU3BOJCTBEHHON MPAKTHUKU U MPUCYTCTBYIOIIETO Ha (hapMalleBTUUECKOM PBHIHKE
Pecniybnuku Kazaxcran He MeHee BOCHMU JIET;

2) JKCIepTU3e JEKapCTBEHHOTO CPEJICTBa, MPOU3BEJACHHOTO B CTpaHaX peruoHa
ICH (AiCuliiu);

3) sKcnepTu3e JEeKapCTBEHHBIX CPEJCTB, MpeKBaTuUIUPOBAHHBIX BeemupHon
OpraHu3alyen 3[paBOOXPaHECHUS,

4) mpoJIeHHM CpOKa JEUCTBHS PETHCTPAMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO CPEJICTBA, Mpou3BeAeHHOTO B Pecnybnnke KazaxcraH.

33. B cityuae BbIsIBIICHHS 3aME€UaHUI 10 pe3yJbTaTaM J1Ja00paTOPHBIX UCIIBITAHUI
3a4BUTEIII0 HANpPABISIETCS MNHUChbMO C YKAa3aHUEM BBISIBJCHHBIX 3aME€YaHUU U
HEOOXOJIMMOCTH UX YCTPAHEHHUS B CPOK, HE MPEBBIIAIONINI JEBIHOCTA KaJEHIAPHBIX
JTHEMH.

34. Ilpun He MpeaOCTaBICHUU 3aABUTEIEM OTBETOB BBICTABJICHHBIC B IMHUCHME
rOCy/1apCTBEHHOM SKCIEPTHOW OpraHu3allid 3aMEe4YaHUs B YCTAHOBIIEHHBIH CpPOK
cornacHo NyHKTy 33 Hactosmmx IIpaBmi M OTpHUIATENBHBIX pe3yJibTaTax
71a00paTOPHBIX HCHBITAHUN MaTepHasibl HANPABJISIOTCS B DKCIEPTHBIA COBET IS
NPUHATHS PEIICHUSI 00 OTKa3e U MPEKPAIICHUHN YKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA

35. Tlo pesynbraTaM J1abOpaTOPHBIX HUCHBITAHUM JEKAPCTBEHHOI'O CpEJCTBA
UCIIBITATSILHOM J1abopaTopHueil COCTaBISACTCS IPOTOKOJ HMCHBITAaHHH 10 (opMme
COIJIACHO MPUJIOKEHUIO 9 Kk HacTosuM IIpaBunam.

36. B ciny4dasx HEBO3MOKHOCTH MPOBEIEHUS Ja0OPATOPHBIX UCTIBITAHUN 00pa3LoB
JEKApCTBEHHBIX CPEJCTB B HCHBITATCIILHOW Ja00paTOpUM TOCYIapCTBEHHOU
AKCHEPTHOMN OpraHU3alliM, B TOM YHUCJIE MIPU UX OTHECEHUH K KaTeropuu opdaHHbIX,
HApPKOTUYECKUX, TCUXOTPOMHBIX WJIM NPEAHA3HAYCHHBIX ISl JICYCHUS
BBICOKO3aTPaTHBIX HO30JIOTUH BCIICICTBUE WX BBICOKOW CTOMMOCTH, HEBO3MOXKHOCTH
COOJIIOICHUSI YCIIOBHM TPAHCIOPTUPOBKH YKAa3aHHBIX O0Pa3lloB Ha TEPPUTOPHUIO
Pecnybnuku Kazaxctan u (WiIM) WX XpaHEHUH, OTCYTCTBUHU CIEIUATBLHOTO
000pyAOBaHUS U PACXOJIHBIX MATEPHUAJTIOB B SKCIEPTHON OpraHU3alluy U B CIydasX,
€CJIM HOPMATHUBHBIMM JOKYMEHTAMHU MO Ka4e€CTBY MNPOAYKIHUH YCTaHOBJICHBI
UCTBITAHUS, CBSI3aHHBIE C OOJIBIIMMU 3aTpaTaMUd CPEACTB MPOU3BOJIUTENS,



JIOPOTOBU3HOW 00pa3mnoB, ¢ oOpa3uamu, TpeOYIOMMUMHU OCOOBIX YCIOBHUH
TPAHCIOPTUPOBKH, CHEIUPUICCKOTO OO0OPYIOBAHUS M BCIIOMOTaTEIbHBIX CPEICTB
1a00paTOPHBIC UCTIBITAHUS TIPOBOAATCS B MPUCYTCTBHH NPEICTAaBUTEIICH SKCIICPTHOM
OpraHM3aliK B JJAOOPATOPUH KOHTPOJIS KaueCcTBa MPOU3BOIUTEIIS UM B KOHTPAKTHOM
1a00paTOpPUH, UCIIOJIH3yEMOH MIPOU3BOIUTEIICM.

[To pe3ynbraTam J1abOpPaTOPHBIX MCIBITAHUHN cocTaBisieTcs OTYeT O pe3ysbTaTax
IPOBEACHUS J1a0OPATOPHOTO WCIBITAHWS B J1a0OPATOPHH KOHTPOJS KadecTBa
TIPOU3BOUTEIS WM B KOHTPAKTHOW JIaOOpaTOPUU, UCTIOIB3YEMOU IMPOU3BOAUTEIIEM
cormacHo npuioxenuro 10 k Hactosmm [IpaBumam.

I'nasa 4. Ilopsamok ¢popMHpOBaHMS PE3yIHTATOB MPOBEACHHOM SKCIIEPTH3H
JIEKapCTBEHHBIX CPE/ICTB

37. Ilo OoKOHYAaHUU HKCHEPTHU3bl (HAYAIBbHON HSKCHEPTU3BI (BaJUALNU
PErUCTPAMOHHOTO J0ChE), CHEHHAIM3UPOBAHHOW AKCHEPTH3bl M Ja0OPaTOPHBIX
UCIIBITAHMI ) 3asBUTENb B T€UCHUE TPUALIATH KaJCHAAPHBIX IHEH, HE BXOSIINX B CPOK
OPOBEIECHUSI HKCHEPTU3bl COrJACOBBIBAET C TOCYJIApPCTBEHHON 3KCIEPTHOMN
opraHuzainueit oomme (aAMUHUCTPATUBHBIE) CBEACHUS O JIEKAPCTBEHHOM IIpemnapare,
UTOTOBBIC JIOKYMEHThl (HOPMATHUBHBIA JIOKYMEHT MO Ka4eCTBY, MHCTPYKIIHUIO IO
MEIUIMHCKOMY MTPUMEHEHUIO 1 MAPKHUPOBKU MAKETOB YIIAKOBKH, ’TUKETOK, CTUKEPOB)

CornacoBanue OCYHIECTBIISIETCS] B JIEKTPOHHOM BHUJE MO WHIAUBUAYAIHHOMY
apoJIio Yepe3 JIMYHBIN KaOMHET WK MyTeM MPEOCTABICHUS JINCTA COTJIacCOBaHUSI.
38. Ilo pe3ynpraTam NPOBEAEHHON 3KCHEPTHU3bI JEKAPCTBEHHOTO CPENICTBA
rocyJapCTBeHHas HKCIIEPTHAsI OpTraHU3aIlHsl COCTABIISIET 3aKII0OUEHHE 0 OE30IaCHOCTH,
3(PEeKTUBHOCTH U KAYECTBE JICKAPCTBEHHOTO CPEACTBA, 3asBIICHHOTO Ha HKCHEPTU3Y
cornacHo npuinoxkenuto 11 k Hacrosum [paBunam u 3akimodeHne 0 6€30MacHOCTH
3(PEeKTUBHOCTH M Ka4yeCTBE JICKAPCTBEHHOTO CPEJICTBA 3asBJICHHOTO Ha JKCIIEPTU3Y
U3MEHEHUN, BHOCHUMBIX B PETHCTPALIMOHHOE JOChE COIJIACHO MPUIOKEHUIO 12 K
HacrosmuM [IpaBunam.
39. 'ocymapcTBeHHAs SKCIIEPTHAS OPTraHU3aIUsl HAITPABIISIET B 3JIEKTPOHHOM BU/IE
C DJIEKTPOHHO-IIU(PPOBON MOJAMUCHIO PYKOBOIUTEINS (MJIM YIIOJHOMOYEHHOTO JIUIIA) U
OTBETCTBEHHBIX JIUII, TPOBOJAUBIINX IKCIEPTU3Y, B TOCYAAPCTBEHHBIN OpraH:
3aKITIOUYCHHE O 0e30mMacHOCTH, Y(P(PEKTUBHOCTH M KavyeCTBE JIEKAPCTBEHHOTO
CpENCTBa;
HOPMAaTHUBHBII JOKYMEHT MO KAa4e€CTBY, YTBEPXKIECHHBIM 3asiBUTEIIEM U
COIJIACOBAHHBIN AKCIIEPTHOW OpTraHU3alNEN;
UHCTPYKIHUIO 110 MEAUIUHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOTO IMpenapaTa Ha
Ka3aXxCKOM M PYCCKOM S3bIKax, pa3zpadaThiBaeMyl0 B COOTBeTcTBUU ¢ lIpaBuimamu



cOoCTaBJieHUS U OGOPMIICHHS HWHCTPYKIIMU 10 MEIUIIMHCKOMY TMPUMEHEHUIO
JIEKApPCTBEHHBIX CPEJICTB U W3ACIUN MEIUIIMHCKOTO HA3HAYCHUS, YTBEPKJICHHBIMU
npukazoM MUHHCTpa 3ApaBOOXpPAHEHUS] W CONUAIBHOTO pa3BUTHS PecmyOmauku
Kazaxcran ot 29 mas 2015 roma Ne 414 (3apeructpupoBaH B Peectpe
rOCy/IapCTBEHHON pEerucTpainry HOPMATHUBHBIX MPaBOBbIX akToB moj Ne 11495) u
COTJIACOBAHHYIO AKCIEPTHOW OPraHU3aLMEN;

MaKeThl YITAaKOBOK, STUKETOK, CTUKEPOB JICKAPCTBEHHOTO CPEICTBA, HA KA3aXCKOM U
PYCCKOM $3bIKaX, COTJIACOBAHHBIE SKCIIEPTHOMN OpraHU3alueH.

40. 3axnroueHue o 6e30macHoCTH, d3P(HEKTUBHOCTH U Ka4eCTBE JIEKApCTBEHHOTO
CpEeICTBa IEMCTBUTEIIBHO CTO BOCEMBJIECIT KAJICHAAPHBIX JHEU. B ciydae nucreueHus
CpOKa JICUCTBUSI 3aKJIIOUCHUS, 3aIBUTEIb TTOBTOPHO MOJACT 3asBJIICHUE, TOKYMEHTHI U
MaTepualibl Ha MPOBEJCHUE DKCIEPTHU3bl JIEKAPCTBEHHOTO  CPEJCTBA,
IIPEAYCMOTPEHHBIX B ITyHKTE 8 HacTtoAmux [IpaBuil.

41. JIns nekapCTBEHHBIX CPEJICTB OTEUECTBEHHOTO MPOU3BOACTBA, TPOU3BOIUMBIX
JUISL KCIIOPTa U BHYTPEHHETO PhIHKA CTPaHbI MOJI pa3HBIMU TOPTOBBIMHU Ha3BaHUSIMU,
AKCIEPTU3a MPOBOJUTCS C BbIJAu€il OJHOTO 3aKIOYeHHUs O O€30MacHOCTH,

3 PEKTUBHOCTH U Ka4ECTRBE.
42. OCHOBaHUSMH BBIJIaYU OTPHUIIATEIBHOTO 3aKJIIOYEHUs] O 0€30MacHOCTH,
3¢ ()EKTUBHOCTH M KAYECTBE JICKAPCTBEHHOTO CPEJICTBA SBIISIOTCS:

1) HempeAcTaBIeHUE MOTHOTO KOMIUIEKTa PETUCTPALIMOHHOTO 1I0ChE MOCIIE BhIJAUH
3aMeYaHUi 3asBUTEINIO B MPOLIECCEe MPOBEACHUS SKCIIEPTU3BI B CPOKH, YCTAHOBJICHHBIE
HacrosimuMmH [IpaBunamus;

2) npeJICTaBICHUE 3asiBUTEIIEM HEJIOCTOBEPHBIX CBEIACHUM;

3) Gonee HuU3KHE 0€30MaCHOCTh U dPPEKTUBHOCTH MO CPABHEHUIO C paHee
3apEerUCTPUPOBAHHBIMU aHATIOTAMU;

4) Gosiee HM3KHE MOKA3aTeNd KadecTBa M 0€30MaCHOCTH, PErIaMEHTUPOBAHHBIC
I'ocynapctBennoii (dapmakoneeit PecnyOnuku Kazaxcrtan wunu dapmaxomnesmu,
MPU3HAHHBIMU JIEUCTBYIOIUMHU Ha Tepputopun PecmyOnuku Kazaxcran, mnu B
CpPaBHEHMH C PAHEE 3aPErUCTPUPOBAHHBIMU aHAJIOTAMM;

5) HanuuMe B COCTaBE JIEKAPCTBEHHOI'O CPEJICTBA BEIIECTB U MaTEPHUAIOB,
3anpenieHHbIX K npuMeHneHuto B Pecriybnuke Kazaxcran;

6) MoJTy4eHHe OTPULIATEIIbHBIX PE3YJIHTATOB OJHOTO U3 ATAMOB SKCIEPTHU3HL;

7) HECOOTBETCTBUE (DAKTUUECKUX YCIOBUM MPOU3BOJICTBA U CUCTEMBI 00eCTIeueHHUs
KauyecTBa yCJIOBHSIM, 00€CIEUNBAIOIINM 3asBJICHHYIO0 0€30MMaCHOCTh, 3(h(PEKTUBHOCTD U
Ka4yeCcTBO 10 PE3yJIbTaTaM OIEHKH MPOU3BOJICTBA U CUCTEMBI OOCCIICUCHHS KAaUeCTBA,;

8) oTKa3 3asBUTENS OT OpraHu3aluyd TMOCeHeHUus npeanpusitTus (
MPOU3BOJICTBEHHOM TIJIONIAAKHK) C IEIbI0 OLEHKH YCJIOBUH MPOU3BOJICTBA U CUCTEMBI
obecrieyeHusl KauyecTBa, B COOTBETCTBUU C TpPeOOBAHUAMHM 3aKOHOJATEIbCTBA
Pecny6nnku Ka3zaxcras.



43. B ciayyasx OTpHIIATENIHHOTO 3aKII0YEHUSI 0 0€30MacHOCTH, 3QPEKTUBHOCTU H
Ka4eCTBE JIEKAPCTBEHHOI'O CpEACTBAa WJM OT3bIBA 3aABUTEJIEM 3asBJIICHUS Ha
JKCHEPTU3Yy MOCJIE€ Hadajla NPOBEAEHUS SKCIEPTH3bl, CTOMMOCTb MPOBEICHUS
AKCIIEPTHBIX PabOT 3asIBUTEINIO HE BO3BpAIIACTCS.

44. 1o pe3ynpTaram dKCIEPTHU3bl TOCYAAPCTBEHHAsI JKCIIEPTHAS OpPraHU3aLNs
dbopmMupyeT CBOAHBIM OTYET TO Oe30macHOCTH, IPHEKTUBHOCTH M KAdECTBY
JIEKapCTBEHHOT0 Mpernapara B COOTBETCTBHM C MPUIOKEHHEM 13 K HaCTOAMIMUM
[IpaBunaM, 4acTe KOTOPOTO pa3MEIIaeT HAa HHTEPHET-PECYpPCE TOCYIapCTBEHHOM
JKCIIEpTHOU OpraHU3aluu.

45. Ilocne 3aBeplIeHHs] IPOLEYPBl IKCHEPTU3bI TOCYAAPCTBEHHAS SKCIIEPTHAS
opraHuzanusi GOpMHUpPYET SJIEKTPOHHBIN apXUBHBINA SK3EMIUIAP PETUCTPALMOHHOTO
JOCbE, COAEpX allUil JOKYMEHTBl M MaTepuajbl pe3yibTara SKCIEPTU3bl (
NOIOJIHUTEIIbHBIE MaTepHuaibl, MPEACTABICHHBIE 3asgBUTEIEM MO 3alpocy
rOCyJIapCTBEHHOM 3KCIIEPTHOM OPraHU3alHH, OTYET IO BATUAALUN PETUCTPALIUOHHOTO
OChE, 3AKIIOYUTEIbHBIA CBOAHBIA OTYET JKCHEPTOB MO KPUTHYECKOM OLIEHKE
JIEKapCTBEHHOT'O Mpernapara, IpOTOKOJIbl UCTIBITATENbHON JIa0OPAaTOPHH ), 3aKIFOUEHUE
o Oe3omacHocTH, 2G(HEKTUBHOCTH U KAYECTBE, YTBEPKIACHHYIO HHCTPYKIHIO IO
MEIUIMHCKOMY MTPUMEHEHNI0, HOPMATUBHBIN TOKYMEHT 0 KaueCTBY JIEKAPCTBEHHBIX
CPEACTB C NMPHUCBOCHHBIM HOMEPOM, YTBEDP)KICHHBIE MAaKEThl YIAKOBOK, 3THUKETOK,
CTUKEPOB, XpPaHSAIINECS B JIEKTPOHHOM apXHBE.

Bo BpeMs OelCTBUS PErHCTPALMOHHOTO YIOCTOBEPEHHUS apXUBHOE
PETUCTPALIMOHHOE JI0ChE, JOMOJIHSAETCS PErMCTPAllMOHHBIM JI0ChE, NMOJAAHHBIM Ha
BHECEHHWE HW3MEHEHHUH, COJep)KallUM JOKYMEHThl W MaTepuajbl pe3yJbTaTOB
JKCIEPTU3BI.

PerucrpaunoHHOE TOCHE XPAHUTCA B DJIEKTPOHHOM apXMBE Ha JJIEKTPOHHOM
HOCHTEJIE B TCUEHUE JIECSATH JIET.

I'naBa 5. OcoO€HHOCTH MPOBEAECHUS SKCIIEPTH3HI JIEKAPCTBEHHOTO CPEICTBA

46. Pa3zpscHEHUs WM YTOYHEHHUs, BO3HUKAIOIIWE B IMEPHOJ IMPOBEACHUS
AKCHEPTHU3bl MEXAY T'OCYJAapCTBEHHOW SKCIEPTHOM OpraHu3aleil v 3asBUTENEM,
ocymecTBisAoTea yepe3 1103 nmyreM popmupoBaHus 3J€KTPOHHOTO JOKYMEHTa IO
UHIUBU/lyaJbHOMY IMapoJII0 3asBUTENS uepe3 HH(DOPMALMOHHYIO CHUCTEMY C
3NEKTPOHHO-UM(PPOBON MOANUCHIO 3aABUTENS U TOCYJAPCTBEHHOM SKCHEPTHOMN
OpraHM3aliy UM Ha OYMaXKHBIX HOCUTEIISX.

Ha Bpems npenocraBienus 3asBUTENIEM 3alPAIIMBAEMbIX JOKYMEHTOB 3KCIEPTH3a
IPUOCTAaHABIINBAETCS.

47. B pamMKax SKCHEpTH3bl TOCYJapCTBEHHAsi 3KCIEepTHAas OpraHu3alus

OCYLLIECTBIISIET MPOBEPKY AyTEHTUYHOCTH MEPEBOJA HA Ka3aXCKUM SA3bIK MHCTPYKIIMIA



0 MEIUIIMHCKOMY HIPUMEHEHHUIO, MApPKUPOBKH MAaKETOB YNAaKOBKH, ITUKETOK,
CTHUKEPOB.

48. Nndopmarust B MHCTPYKIIUU 110 MEAUITTHCKOMY TPUMEHEHUIO OPUTHHATIHLHOTO
JeKapCTBEHHOro mpenapara, npeajnaraemod mans Pecny6nukum Kaszaxcran
COOTBETCTBYET MH(OPMAITUH, U3JI0KEHHOM B 00IIEH XapaKTepUCTHUKE JIEKAPCTBEHHOTO
npenapara.

B uHCTpyKIIMM 1O MEAMIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOIO Mperapara
oTpaxkaeTcs HWHQOpMaIUs O BCIIOMOTATEIbHBIX BEHIECTBAX, HOMHHAIBHOM UX
COJEpKAaHWM B JICKAPCTBEHHBIX Mpernaparax, a TakKe OTPaHUYCHUS NMPUMEHECHUS
JIEKApCTBEHHOTO Iperapara COrjiacHO NMpuiioxkeHuto 14 k Hacrosmum [IpaBunam.

49. MHCTpYKIMS MO MEIUUMHCKOMY NPHUMEHEHUIO BOCIPOU3BEIEHHOTO
JIEKapCTBEHHOr'0 Ipenapata U OMOCUMUWIISIpPa COOTBETCTBYET OOILEH XapaKTEPUCTUKE
OPUTMHAJIBHOIO JIEKAPCTBEHHOTO Ipernapara. B ciiydae oTiiM4us B MHCTPYKUUHU I10
MEIUIUHCKOMY TMPUMEHEHHIO BOCHPOU3BEICHHOIO JIEKAPCTBEHHOIO Mpenapara u
OumocuMuUIIsipa OT OPUTHMHAJIBLHOIO MpernapaTa MO IMOKa3aHUSIM K MPUMEHEHHUIO B
CTOPOHY pACHIMPEHUS, WJIM PEXKUMa JO3UPOBAHUS UM NYyTH BBEIACHUS
PEAOCTABIISIOTCS PE3YJIbTaThl COOTBETCTBYIOIINX KIIMHUYECKUX UCCIIEI0BaHUN.

50. Jlep>kaTenb perucTpalimoOHHOTO YJAOCTOBEPEHHS OPUTMHAIBLHOIO IMpenapara
NOJAeT 3asBJICHUEC HAa BHECEHUE HM3MEHEHUN B HHCTPYKLUHIO MO MEIHIMHCKOMY
OPUMEHEHUIO B T€YEHHUE JIEBSTHOCTA KAJICHJIApHBIX JAHEH mocie OOHOBJIEHHUS OO0IIei
XapaKTEPUCTHUKHU JICKAPCTBEHHOTO MIPEMNApaTa B CTPAHE MTPOU3BOAUTEIIS WU AEPKATEIA
PETUCTPAIMOHHOTO YAOCTOBEPEHMUSI.

51. T'ocymapcTBeHHas SKCIIepTHAsE OpraHu3alys MOCie BHECEHUS! N3MEHECHUH B
UHCTPYKIMIO OPUTMHAIBHOTO JIEKAPCTBEHHOTO Iperapara WIH MPHU BBISIBICHUU IO
MEXIYHapOJAHBIM HUCTOYHUKAM U pe3ylibTaTaM (papmakoHaa3zopa 00 M3MEHEHUSIX B
o01ielt XxapaKTepuCTUKE OPUTHHAIBHOTO JIEKAPCTBEHHOTO MperapaTa U3BemaeT yepe3
uH(pOpMaIMOHHBIE PECYPChl BCEX JEpKaTesiell PEerucTPaIllMOHHBIX YJIOCTOBEPEHUN
FEHEpPUYECKUX TMpernapaTtoB O HEOOXOJUMOCTU BHECEHHUS COOTBETCTBYIOIIHMX
U3MEHEHU B HHCTPYKIHMIO IO MEIUIMHCKOMY NPUMEHEHHIO 4Yepe3 MpOoLeaypy
BHECCHHSI UBMEHEHUN B PETUCTPALIMOHHOE JOChE B TEUCHUE JIEBIHOCTA KAICHIAPHBIX
JIHEW Toclie BHECEHWS M3MEHEHUW B HMHCTPYKUHIO OPUTHHAJIBHOIO Ipemnapara
uHpopmanuu 1o O€30MaCHOCTA M B TEUCHUHU JBEHAMAIATH MECSIEB B OCTaJbHBIX
ciaydasx. [epxkaTenab perucTpalioOHHOTO YAOCTOBEPEHUS OPUTHMHAIBHOIO Mpenapara
BHOCHUT U3MEHEHHUSI B MHCTPYKIIUIO 1O MEIUIMHCKOMY MPUMEHEHHUI0O Ha OCHOBAaHUU
yBeZloMJIeHHUs (B TIPOM3BOJIBHON (hOpME) TOCYAaPCTBEHHOM AKCIIEPTHON OpraHu3aIiuu
0 HECOOTBETCTBUSIM, BBIABICHHBIM B pe3yJibTaTe ¢apMakoHaA30pa M IO
opUIMaTBHBIM MEXKIYHAPOJIHBIM HCTOYHHKAM B TEUYEHHUE JIEBSHOCTA KaJCHJIAPHBIX
JTHEM.



52. Ilpyu HEBBINOJHEHUU YCIOBHUS, YKa3aHHOTO B MyHKTaxX 50 m 51 Hacrosmmx
[IpaBun, rocynapcTBeHHasi SKCIIEPTHAs OpraHU3alus yBEAOMIISET (B IPOU3BOJIBHOM
dbopMe) rocygapcTBEHHBIH opraH B cdepe oOpalieHHus JeKapCTBEHHBIX CPEJCTB,
U3JeINi  MEIUIIMHCKOTO Ha3HAYeHUs W MEJUIIMHCKOM TeXHUKHU (Janee —
rOCYJapCTBEHHBI OpraH) O HEOOXOJUMOCTU MPUOCTAHOBICHUS JACUCTBUS
PETUCTPAIMOHHOTO YAOCTOBEPEHMUSI.

53. Ha nekapcTBeHHbIE CPEICTBA, UMEIOLINE O0ECCPOYHOE PETUCTPALIMOHHOE
YIAOCTOBEPEHUE TOCYIApCTBEHHAs HJKCHEpPTHAs OpraHu3alus OCYIIECTBISAECT
MEPUOJIUYECKYI0 OIEHKY COOTHOIIEHHUS TMOJb3bl WJIM PHUCKA HA OCHOBAaHUU
dbapMakoHam30pa € BO3MEIIEHHEM pPAacXOJI0B TOCYJapCTBEHHON HSKCIEPTHOM
OpraHM3allMi Ha OCHOBAaHHUM JIOTOBOPA MEXKAY 3adBUTEIEM M TOCYJIapCTBEHHOM
3KCIIEPTHOW OpraHU3aluen.

54. DxkcnepTr3a W3MEHEHHUI, BHOCUMBIX B PETHCTPALMOHHOE JOCHE,
OCYILECTBIISIETCA Ha JEKAPCTBEHHOE CPEICTBO B IEPUOJ JECHCTBUS PETUCTPALMOHHOIO
YIAOCTOBEPEHHUSI M HE OKAa3bIBAE€T OTPULIATEIBHOTO BIIMSHUS HA COOTHOIICHUE
II0JIb3a-PUCK JIEKAPCTBEHHOTO Mpenapara.

55. 3menenus kinaccuUIIMPYIOTCS B COOTBETCTBUU C [lepeyHeM M3MeHEHUI,
BHOCHUMBIX B PETHUCTPALMOHHOE JOCHE JIEKAPCTBEHHOIO CpEACTBA COIJACHO
npuioxkeHuto 15 k Hactosmum IIpaBunam Ha:

1) usmenenus tuna IA - He TpeOytolue HOBOUM perucTpaiuu (He3HAYUTEIbHbIE
U3MEHEHMS, KOTOPbIE OKa3bIBAIOT HE3HAUYUTEIBHOE BJIMSHHUE WA HE OKA3bIBAIOT
BJIUSIHUS HA KA4ECTBO, 0€30MacHOCTh U 3PHEKTUBHOCTD JIEKAPCTBEHHOTO MIpenapara, u
KAcaloTCsl BHECEHHUSI MOIIPABOK B COAEPKaHUE MATEPUAJIIOB PETUCTPALIMOHHOTO JTOCHE,
NOJAHHBIX B MEPUOJ JACHCTBHUS PErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara);

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

3) usmenenus tuna Il - mo0Oble U3MEHEHHUSI K MaTepuaiaM PEeruCTPalliOHHOTO
J0Che, HE TpeOyrolue HOBOM pErucTpaluu JIEKapCTBEHHOTO IMperapaTa U KOTOpbIe
MOTYT OKa3blBaTh 3HAYUTEJIbHOE BJIUSHUE HA €ro KadyecTBO, 0€30MacCHOCTh U
3 PEKTUBHOCTB;

4) cpouHble U3MEHEHMS, Kacarou[uecs: 0€30MaCHOCTH JIEKAPCTBEHHOTO CPEACTBA -
CpPOYHBIE BPEMEHHBIC OTPaHUYCHUS, CBSI3aAHHBIC C OE30MACHOCTHIO HCIOJIH30BAHUS
JIEKapCTBEHHOI'O Mpernapara, KOTOPbIE BHEAPSIOTCS 3asBUTEJIEM B CJIy4ae BBISBICHUS
pucCKa g OOIIECTBEHHOTO 370POBbSl MPH MPUMEHEHUU 3apETHUCTPUPOBAHHOTO (
NepEeperucTpPUPOBAHHOT0) JIEKAPCTBEHHOT0 IIpenapara. Jlep:kaTeinb perucTpalioOHHOTO
YIAOCTOBEPEHHSI B TEUCHUE JBAJUATH YETHIPEX YACOB YBEAOMIISIET O BBOAMMBIX UM
OTPaHUYEHUSX FOCYNAPCTBEHHBIA OopraH. Eciii B TeueHHe ABAJLATH YETHIPEX YACOB
[OCJI€ MOJYYEHHUs 3TON MH(POpPMAIMU OT TOCYAapCTBEHHOI'O OpraHa He MOCTYIHJIIO



BO3paKEHUN, HKCTPEHHbIE OTPAaHWYECHUS, CBSI3aHHbIE C 0€30MaCHOCTHIO, CUUTAIOTCS
npuHATEIMH. CpOKM peanu3alud OTPaHUYEHUN OroBapUBAIOTCS JepiKaTelieM
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS U TOCYIAPCTBEHHBIM OPTraHOM.

DKCTpEHHbIC OTpaHUYCHUS, CBSI3aHHBIE C OE30MaCHOCTHI0 WHUIIUUPYIOTCS
rOCyapCTBEHHBIM OPTaHOM IIPU HAUIMYUU PUCKA IS AKU3HU U 300POBbS YEIIOBEKA.

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

56. DxcnepTuse MOJICKUT KaXKI0€ KOHKPETHOE U3MEHEHHUE, TaXKE MPHU YCIOBUU
OJJHOBPEMEHHOI'O UX BHECEHUS.

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

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

58. Ilpu BHeceHun n3mMeHeHui tumna [A:

1) usmenenus tuna [A mojiexar OLEHKE TOCYAapCTBEHHOW 3KCHEPTHOU
opraHuzanueit 0e3 MpOBeACHUS CHENHAIM3UPOBAHHOM SKCHEPTU3bl. 3asBUTEINb
npeJicTaBisieT 3asiBlieHue mno (opMe COrJacHO NPUIIOXKEHUI0O | K HacTOSIUM
[IpaBuiaMu ¥ JTOKYMEHTBI, ITOATBEPKIAOIINE BHECCHHBIE U3MEHEHUS B TEUCHHUE
JIBEHAIIATH MECSIIEB C AaThl BHECEHUSI COOTBETCTBYIOIIUX U3MEHEHUN B COOTBETCTBUU
¢ mpuioxkenunem 15 k Hactosimum [IpaBuiam;

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

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

4) rocygapCcTBEHHAas! SKCIIEPTHASI OPTaHU3ALMS B TEUEHUE TPUALATH KaJleHIapHBIX
C MOMEHTa NOCTYIUICHHUS OIJIaThl MPOBOJAUT OLIEHKY H3MEHEeHUl Ttuna [A wu
YBEJAOMIISIET JAEP>KATEIl PETUCTPALIMOHHOIO YAOCTOBEPEHUSI O CBOEM 3aKJIIOUECHUU O
6e3onacHOCTH YPPEKTUBHOCTU U Kau€CTBE JIEKAPCTBEHHOT'O CPEACTBA 3aBJICHHOIO Ha
AKCHEPTHU3Y IS LieJie BHECEHUS] U3MEHEHUN B PETUCTPALIMOHHOE J0Che Mo (popme
cornacHo npuioxkenuto 11 k Hacrosmum [IpaBunawm;



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

59. Ilpu BHecenun n3meHennit tumna Ib:

1) 3asgBUTENL MPEACTABISAET 3asBJICHUE O (OPME COTIIACHO MPUIIOKEHUIO 1 K
HacToAmMnM [IpaBunam M JTOKYMEHTBI COTJIACHO MNPUJIOKEHUIO 15 K HacTosAmMUM
[IpaBunawm;

2) nepiKaTelin perucTPaliMOHHOTO YOCTOBEPEHUS B paMKax OJIHOTO 3asiBICHUS
MOTYT YBEAOMHUTb O HECKOJBKHX H3MEHEHUsX Tuna b, kacaromumxcs OJHOTO
PETUCTPAILMOHHOTO YAOCTOBEPEHUS, WU CrPYNIUPOBATH OJHO WM HECKOJBKO
u3MeneHut tuna Ib ¢ apyrumu uzmeHeHusiMu Tuna lA, CBSI3aHHBIMU C OJHUM
PETUCTPALlMOHHBIM YJIOCTOBEPEHUEM, MPHU YCIOBHUHM, YTO TakKas TpyHNIHUPOBKa
COOTBETCTBYET YCIIOBUSIM, IEPECUHCICHHBIM B NPWIOKEHHU |5 K HACTOAIIUM
[IpaBunawm;

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

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

61. B cnyyae BHECEHHS 3HAUMTENbHBIX W3MeHeHu Tuna II:

1) 3asBUTENL MPEACTABISET 3asBJICHUE MO (OPME COTIIACHO MPUIIOKEHHUIO0 1 K
HacTtoAmM [IpaBunam M JTOKYMEHTBI COTJIACHO MNPUJIOKEHUIO 15 K HacTosAmMUM
[IpaBunawm;

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

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

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

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



HOBOM PErHCTpalM COCTABISETCS MO (POpPME COTIACHO MPUIIOKEHUIO 8 K HACTOSALINM
[IpaBunam.

63. Ilo pe3ynpraramMm NpOBEAECHHON IKCIEPTHU3BI TOCYAAPCTBEHHAs YKCIIEPTHAS
OpraHM3alysl COCTABJISET 3aKIOYEHHE O 0€30IacCHOCTH 3(PPEKTUBHOCTH U KayeCTBE
JIEKaPCTBEHHOTO CPEACTBA 3asBJICHHOIO0 HA DKCIEPTU3y M3MEHEHUH, BHOCHMBIX B
PEruCTPAllMOHHOE J0Che MO (OPME COIVIACHO MPWIOKEHHUIO 12 K HaCTOSIIUM
[IpaBuiiam.

I'nmaBa 6. Cpoku mpoBeAeHHA SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEZICTBA

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

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

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

3) nabopaToOpHbIE UCIIBITAHUS - CEMBJIECIT KaJE€HIAPHBIX JHEH;

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

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

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

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

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

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

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



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

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

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

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

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

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

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

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

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

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

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

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

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

3) nabopaTopHbIe UCIBITAHUS — MATHICCAT KaJCHIAPHBIX JHEH;

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



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

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

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

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

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

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

2) dhopmupoBaHue 3aKiIt0UeHUs 0 O0e30macHOCTH, 3G (HEKTUBHOCTH U KayecTBe (B
TOM 4YHCJIe, TOATBEPKJCHUE AyTCHTUYHOCTH WJIM TEPEBOJ] HAa Ka3aXCKUU S3bIK
UHCTPYKIUH O MEAUIMHCKOMY MNPUMEHEHUIO, MAKETOB MApPKHUPOBKU YMAKOBKH,
ATUKETOK, CTUKEPOB) — ABAIATh KaJC€HAAPHBIX THEH.

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

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

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

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

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

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



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

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

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

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

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

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

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

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

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

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

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

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

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

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



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

1) HauanpHas ’KcnepTU3a (BaUIalus pETUCTPALIMOHHOTO J0ChE) JIEKAPCTBEHHOTO
CpeACTBa — JIECATh KAJICHIAPHBIX JTHEH;

2) crenuaau3upoBaHHas SKCIIEPTHU3a — COPOK KaJICH/IApHBIX JHEH (B TOM YUCIE,
MOATBEPKJICHUE ayTEHTUYHOCTH WJIM MEPEBOJ HA KA3aXCKUU SI3bIK MHCTPYKIHH IO
MEIUITTHCKOMY TIPUMEHEHHIO, MAKETOB MAPKUPOBKH YITAKOBKH, dTUKETOK, CTUKEPOB, B
TEYCHHE JIECATU KAJIICHIAPHBIX JTHEH);

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

78. B cpoku mpoBeieHUs SKCIEPTU3HI JIEKAPCTBEHHOTO CPEACTBA HE BXOIUT:

1) Bpemsi BOCIIOTHEHUSI HEKOMIUJIEKTHOCTH PETUCTPALIMOHHOTO JIOChE;

2) BpeMsl IpeIOCTaBICHUS 3asBUTEIIEM JOKYMEHTOB U MaTEPHAJIOB T10 3alpocy Ha
JH000M M3 3TANOB 3KCHEPTU3BL;

3) BpeMs opraHu3aluu MNPOBEICHUS OIEHKH YCIOBUHN MPOU3BOJCTBA U CUCTEMBbI
oOecrieyeHUs] KayecTBa OpPTraHU3ALMU-TIPOU3BOAUTENSA, YCIOBUM MPOBEICHUS
JOKJIUHUYECKUX U (WJIM) KIMHUYECKUX HCCIETOBAHUM, CHUCTEMBbI (hapMaKoHaa30pa
JepKaTesl perTUCTPALIMOHHOTO Y/IOCTOBEPEHNS,

4) cpokM MPEIOCTaBICHUS OTYETa KIMHUYCCKUX UCCIIEAOBAHUM TIPU COOI0ICHNUN
yCJIOBUM, omnpeneneHHblX MyHKToM 13 nHacrosmux [lpaBun. Ilpu sTtom cpoku
MPEAOCTABICHUS OTYETA HE MPEBBIIIAIOT CTa JIBAAIATH KAJICHIAPHBIX JHEH ¢ MOMEHTa
HayvaJia CrielMaIn3upOBaHHOMN SKCIIEPTU3HI,

5) opranuzanus ¥ NpoBeeHNuEe DKCIEPTHOTO COBETA;

6) cormacoBaHUs 3asIBUTEIIEM UTOTOBBIX JIOKYMEHTOB.

[Ipunoxenue 1
k [IpaBunam npoBeneHus
OKCIICPTU3BI JICKAPCTBECHHLIX CPEACTB

®opma

3asgBieHNe Ha IPOBEICHHE SKCIEPTU3H JIEKAPCTBEHHOTO CpeiCTBa*

Ha Ka3aXxCKOM SI3BIKE
1. ToproBoe Ha3BaHUE Ha PYCCKOM SI3BIKE
Ha aHTJIMHACKOM SI3BIKE

ToproBoe Ha3zBaHWe Ha OHKCHOPT (AJI1 OTEYECTBEHHBIX HA KA3aXCKOM SI3bIKE  Ha PYCCKOM SI3bIKE
IIPOU3BOANTETIEH)

Ha Ka3aXCKOM A3BIKC
3. Memnyﬂapozlﬂoe HCIIAaTCHTOBAHHOC HAa3BaHUC Ha pyCCKOM SA3BIKC

Ha aHTJIMHCKOM SI3BIKE

Ha Ka3aXxCKOM A3BbIKC

4. JlexapctBeHHas opMma
HA PYCCKOM SI3BIKE



Konunentpanus
Ho3upoBka/ KoHIeHTparus (3amoiHsAeTcsl MpH HAIWYWUH. YKasblBacTCA A

O0®BeM 3aronHsIeTCs B yIIaKOBKE) KHAKAX, MITKHX H
ra3o00pa3HbBIX

JIeKapCTBEHHBIX (hopM
Kon

HaumenoBanne Ha
6. AHATOMO-TEpPANCBTHYCCKO-XUMHUYUCCKAs KITACCH(PUKALIHS Ka3aXxCKOM SI3BIKE

HamMeHoBaHme Ha
PYCCKOM A3BIKE

7. Tum 1exapCTBEHHOTO CPEACTBA (3AIMOIHAETCS I COOTBETCTBYIOIIETO JEKapCTBEHHOTO MIpernapara)
1) OpwurnHaNBHBIHN JEKapCTBEHHBIN MpenapaT
OIHOKOMIIOHEHTHBIN MHOTOKOMITOHEHTHBIN
Ouonornyeckuii JeKapcTBEHHBIN MpernapaT Bank-npoaykr
AxTHuBHas (papMarieBTHUECKas CyOCTaHIMsI, IPOU3BeieHHAs He B yclnoBusIXx GMP nnn nekapcTBeHHOE pacTUTENBHOE CE
2) Bocnpou3BeieHHBIH JeKapCTBEHHBIN Mpenapar
OIHOKOMIIOHEHTHBIN MHOTOKOMITOHEHTHBIN
bank-mpogykr
OpuruHaNbHBINA TeKapCTBEHHBIN IIpenapar:
HavMEeHOBaHHUE JIEKAPCTBEHHOTO TIpernapara, 103MpOBKa, JeKapcTBeHHas Gopma

JIepKATeIh PETUCTPAIMOHHOTO YIOCTOBEpEHUsS (KOMITAHUS, Ha MM KOTOPOI
BBEIAHO PETUCTPAIMOHHOE YIOCTOBEPEHHE), JaTa PETHCTPAINH, HOMEp
PEeTHCTPAIIOHHOTO YIOCTOBEPEHHUS, TOCYNapCTBO, THE 3apETHCTPHPOBAH
OpPUTMHAJIbHBIN JIEKAPCTBEHHBIN Mpenapar

PedepeHTHBII IekapCTBEHHBIN MPEnapaT sl OTCYECTBEHHOTO MPOU3BOIUTENS, KOTOPBIi UCIONB30BAIICS B HCCIICI0BAH
HanMEHOBaHHE JISKAPCTBEHHOTO TIpernapara, 103UpOBKa, JIeKapCTBeHHas: popma

JiepXkKaTenab PErUCTPAIMOHHOTO YIOCTOBEpeHHUs (KOMIIaHUSA, Ha UM KOTOPOI
BBIJIaHO PETUCTPAllMOHHOE YAOCTOBEPEHHE), JaTa perucTpalnuu, HoMep
PETUCTPAILIMOHHOTO YAOCTOBEPEHUs, TI'OCYNapCTBO, TJE 3aperucTpUpOBaH
pedepeHTHEIH JeKapCTBEHHBIN penapaT

MPUBECTH OOOCHOBAHHUS HCIOJB30BaHUS peEepeHTHOTo mpernapara MpH ero
OTJIMYMU OT OPUTMHAIBHOTO Tperapara

[Tpumeuanne. Pa3nen He0OXOAMMO 3aMOIHATE VIS KaXKAOTO JIEKAPCTBEHHOTO ITpernapara, KOTOPBIi HCIONIb30BaJICS B HC
3) bBuononoOHbI nekapcTBeHHbIN npenapat (broananor)

Bank-npoxyxr

OpurnHaNbHBIM OHONIOTHYECKUH JIEKapCTBEHHBIH Ipernapar:

HavMEHOBaHHUE JIEKAPCTBEHHOTO TIpernapaTta, 103UpOBKa, JeKapcTBeHHas (hopma

JepXKaTeIb PETUCTPAIMOHHOTO yIOCTOBEpeHHUs (KOMITaHUSA, Ha UM KOTOPOI
BBIJAHO PETUCTPAllMOHHOE YIOCTOBEPEHME), JaTa PEerucTpai, HOMEp
PEeruCTPaIiOHHOTO0 YJOCTOBEPEHHUs, TOCYNapCTBO, TIZ€ 3aperucTPHUpPOBaH
OpPUTHHAIILHBIN JICKAPCTBEHHBIN Mpermapar

PedepenTHBII OMOTOTHYECKII JIEKapCTBEHHBIN IIpenapar:
HaUMEHOBaHUE JIEKApCTBEHHOTO IIperapara, 103UpOBKa, JTeKapCTBEeHHas Gopma

JepKaTellb PETUCTPALIMOHHOIO YAOCTOBEPEHHs, JaTa PETHCTPALUU, HOMEP
PETHCTPAlIMOHHOIO YJOCTOBEPEHHUA, TOCYNapCTBO, TI€ 3apErHCTPUPOBAH
pedepeHTHBIH JeKapCTBEHHBIN penapaT



4)

5)

6)

7)

pa3ianuunid

pasauyus B
IApyTHE i
pasnuuus
pa3nu4Ms MO CPaBHEHUIO C peepeHTHBIM OMOJOTMYECKHM JIEKapCTBEHHBIM 1p:.
IpenaparoM (eciii TaKOBbIE UMEIOTCS): (KOMMYECTBEHHBIE  H3MEHEHY
Ipyroi
A p
I'nOpuIHBIHA JTeKapCTBEHHBIH Mpenapar
OOHOKOMIIOHEHTHBIN MHOTOKOMITOHEHTHBIN
Bank-nmpogykr
OpuruHanbHBINA 1EKapCTBEHHBIN IIpenapar:
HavMeHOBaHHUE JIEKAPCTBEHHOTO Tpernapara, 103MpOBKa, JeKapcTBeHHas Gopma
JepxKaTelb PErUCTPALMOHHOIO YAOCTOBEPEHMs, JaTa PErUCTpaLUdU, HOMEP
PErHCTPAlMOHHOIO YJOCTOBEPEHHS, TOCYyNapCTBO, IA€ 3aperucCTPUPOBaH
OPUTMHAJIbHBIN JIEKapCTBEHHBIN Ipenapar
U3MEHEHUS aKTHB
apyras

npyras(ue) mo3upoBKa(u) (Koawy
cyObcraHOHU) ;

Apyrow
Paznnuus o cpaBHEHHUIO ¢ OPUTHHAIBHBIM JIEKapPCTBEHHBIM ITpENapaToM: Py (
npyras dbapMakOKHHETH
aIpyroe I
ap
KomOuHMpOBaHHBIN TeKapCTBEHHBIN Ipenapat
M3BECTHass KOMOMHAIIHS HOBasi KOMOMHAITHS

Bank-mpogykr
OpurnHaIBHBIN JIEKapCTBEHHBIN TIpenapaT (B ciayvae H3BECTHOW KOMOWHAIINM)
HanMEHOBaHME JIEKAPCTBEHHOTO TIpenapaTa, 103UpOBKa, JeKapcTBeHHas (hopma

JiepKaTelb PEeruCTPAllIOHHOTO YAOCTOBEPEHHs, JaTa PErHCTpalld, HOMEp
PEeruCTPaIiOHHOIO0 YJOCTOBEPEHHUs, TOCYNapCTBO, TIZ€ 3aperucTPUpPOBaH
OpPUTHMHAIBHBIN JIEKAPCTBEHHBIN TpenapaT

JlekapcTBEHHBIH Npenapar ¢ XOpOIIo U3YYeHHBIM MEIUIMHCKUM IPHMEHEHUEM
Bank-npoxyxt
HanMEHOBaHHUE JIEKAPCTBEHHOTO TIpeTaparTa, 1031MpOBKa, JIEKapCTBECHHAs (hopma

JiepKaTenb PEruCTPAllMOHHOTO YJOCTOBEPEHHUS, JaTa PEerucTpaluu, HOMep
PErUCTPAlIMOHHOTO YIOCTOBEPEHHUSI.

PagmodapmarieBTHUECKIIA JTeKapCTBEHHBINA IIpenapaT

Bank-npoxyxt

pannodapmaneBTHIECKUi HAOOP

IPEeKypcop paguoHYKINAA

HCTOYHHK PaTUOHYKINAA (TIEPBUYHBIA U BTOPUIHEIN) (TIPH HAAIHH)

reHeparop



8)

9

10

11

z

I'omeonaTuueckuii 1eKapCTBEHHBIN IpenapaT

HOBBI TOMEONAaTUYECKUI IIperapat rOMEONAaTUYECKUN MTpenapaT, BKIIOUE
PacturensHbIi 1ekapCTBEHHBIH Mpenapar

OMHOMHHANBHOE HAyYHOE Ha3BaHWE pacTeHus (PO, BUA, Pa3HOBUIHOCTH)

HUCTOYHHUK MPOUCXOKIACHHUSI ChIPbs (J1a00paTOPHBIN KON)

YaCTH NPOU3BOJIAIIETO PACTCHUS

Ha3BaHue (OompeneneHnue) CyOCTaHIIMM PACTUTEIHHOTO MPOUCXOXKICHUS H

Jpyrue Ha3BaHUs (CHHOHMMBI, yKa3zaHHbIe B Papmakoresx)

OpanHbIN 1eKapCTBEHHBIH Mpenapar

HpI/ICBoeH JIK JICKapCTBECHHOMY IIp€rapary CTarycC Op(l)aHHOFO JICKapCTBCHHOT'O ITpfIiapaTta B PCCHY6J'II/IK€ Kazaxcran

B npoimecce

Ha
Jara

HOMEp PErHCTPAaLMOHHOIO YAOCTOBEPEHUs Op(AaHHOTrO JEKapCTBEHHOTO
mpenapara

OTka3aHO B IPUCBOEHHUHM CTaTyca Op(aHHOTO JIEKaPCTBEHHOTO TpenapaTa
Hata

Howmep pemenus

3asiBIIeHHE Ha IPUCBOCHHE CTaTyca OTO3BAHO: JaTa

II o penmenrt

@dopma oTIycKa B CTpaHe 3asBUTENS
bes peuenta Bpaua

Crioco0bI BBEIEHUSA

Wudopmanus no ycrpoiictBaM BBOJa

YnakoBka (3aroHsIeTCs CUCOK 3HAYCHUHN )

Pasmep  (mpm

Bun (mepBu4Has WM BTOpUYHAs) HaumenoBanue O6beM (rpu He
HaJINYHN)

IlepBuunas

Bropuunas

I pux-kox Bropuunoi ynakoBku (GTIN) ([Ixutnn) Ykazarb WTPUX-KOA ISl KaXKI0W JTO3MPOBKN/KOHIEHTPALIN

[TonmHBIN Ka4EeCTBCHHBIH U KOJMYECTBEHHBIA COCTAB (3aMOTHSICTCS CIIUCOK 3HAYCHUN )

Hopmatusnbiii KouTtponupyercs
P [IpousBonurens, poIHpy
MOKYMEHT, MEKTyHAPOHBIM
Tun BemecTtBa ( KommaectBo Ha . CTpaHa H ajapec
perIaMeHTHPY I . KOMHTETOM II0
aKTUBHOE WJIHN eIUHHUIY MIPOU3BOICTBEHHOI Hamm
HaumenoBanwue . KadecTBO HIH KOHTPOIII0 3a
BCIIOMOTaTeIbHOE JIeKapCTBEHHOI mIomanku  (as (otm™e
dapmakomes ¢ HapKOTHKaMH  (
) hopmbI aKTHBHBIX BEIIECTB

YKazaHueEM roaa ) OTMEYACTCA TIPU

W3IaHAS HaJM4Y1H)



1. AxtuBHOE 11 Tab. 1
111 Tab. 2 crn

IV 1ab.

2. Bcnomorarensnoe

13 N .
HaunmMeHoBaHne akTHBHOM (hapManieBTHYECKON CyOCTaHIN
IIpeAIaraeMblii CpOK XpaHEeHHUs
14
Cpok XpaHEeHHS JISKAPCTBEHHOI'O CPEACTBA TIpeiiaraeMblid IIepUOI IPUMEHEeHUsI (TTOCIe IEPBOT0 BCKPBITHSA KOHTEHHEP
npeaiaraeMblil epuo/] MpUMEHEHHs (II0CIIe PAaCTBOPEHUS MIIH Pa3BeICHHS
VYcnoBus TpaHCTIOPTHPOBAHHUS
npeaaraeMble YCIOBUS XpaHEHUsI
VYcnoBust XxpaHeHUs
npeaaraeMble YCJIOBHUS XpaHEHHs MIOCIIE TIEPBOTO BCKPHITHS YITAaKOBKH
Perucrpanust B cTpaHe-pON3BOANTENE H IPYTHX CTPAHAX
1. Ha3Banue cTpaHsl Ne perucrpannonHoOro ynocroBepeHHs (YKa3bIBAaeTCs TPHU HATMYIHN)
2.
18 .
Hanuuune oxpaHHOTO JOKYMEHTa Ha H300pETeHNE WIIN TTOJIE3HYIO MOJIE)b, TOBAPHBIN 3HAK
Ha3zBanue oxpaHHOTo JOKyMeHTa Ne oxpaHHOTrO HOKYMEHTa
1) [TonHOCTBHIO Ha
IIpoussoacTso 2) YacTtuuHO Ha

3) ITomrHOCTBIO HA APYTOM HPOU3BOJICTBE

20 ITpowusBoxuTens (1) JIEKApPCTBEHHOT'O Mperapara ¥ y4acTokK (M) MPOU3BOACTBA (BKIIIOYAs yYaCTKU MPOU3BOJCTBA JIHOOOT
(OpMBI), KOTOPBIH SIBIISIETCS YACTBIO JIEKAPCTBEHHOTO TIpernapaTa)

HanmenoBanne
, ctpaHa (Ha Ne, mata W CpoOK Terec
Ka3aXCKOM, neucTBUSA IOpunnueckuit dakTuueckuu

Ne Tun npousBoauTENS , Qar
pycckowm, pa3pemuTensHOrO  aapec anpec .

N e-mai

AHTJIUUCKOM  JIOKyMEHTa
SI3BIKAX)

1) IIpomsBoauTens

JlaHHbIE mno
JULEH3UU  Ha

MIPOU3BOJICTRBO,
2) [epxatenp IULIEH3UU BBEIJAaHHASA
YHOJITHOMOYEHHBIM
OpraHoM CTpaHbI
MIPOU3BOIUTEIIS
3) [epxarenb perucTpamoHHOrO
YIOCTOBEPEHUS
4) TlpennpusiTre-ynaKoBIIMK
3asgBUTENH AIH Jauuse mo

5)

TIPpEACTAaBUTEIILCTBO JOBEPEHHOCTH



6) VIOJHOMOYEHHOE JIHUIO MO
OCYIIECTBIICHHIO (papMaKkoHaa30pa
B Pecrry6inke Kazaxcran

21
J'Ia60paT0pI/I;{ CTPAHBI-IIPOU3BOAUTCIIA ITO KOHTPOJIIO Ka4€CTBA NPEIAPATOB KPOBU U BAKIIMH, OTBETCTBCHHAsS 3a KOHTPOJ

HaMMEHOBaHHUE Ja00paTOPUU

aJlpec MecTa OCYIIECTBIICHHS ASSATEIILHOCTH
cTpaHa

tenedon/daxc

QJIEKTPOHHAs 1OYTa

22 .
Ne PEruCcTpaliuoOHHOr0 y10CTOBEPCHUA BBIJTAHHOT'O B Pecny6nm<e Kazaxcran (HpI/I OPpOJICHUU CPOKa ACUCTBUS PETUCTP

23

H3MeHeHusl, BHOCUMBIE B PETUCTPAIIMOHHOE JOCHE JICKAPCTBEHHOTO cpeAcTBa (YKa3aTh BHOCHMbIE H3MEHEHHS)
Ne Twum n3ameHeHus Penmaknusa no BHECeHUS U3MEHCHUH
24

JlaHHBIE MO I0TOBOPY Ha MPOBEICHUE HKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB

1. Ne moroBopa
2. JlaTa 3aKJIrOYeHUs
3. Cpoxk nmeiicTBus

25
CyOBeKT, OCyNIECTBIISIOMNI OIIIATY 3a MPOBEICHNE SKCIIEPTU3BI

1. HammenoBanue

2. Crpana
3. HOpunnueckuit anpec
4. ®dakTUYecKHil agpec
5 damunusa, UM, O0T4ecTBO (MpH HAIWYUHU), JOJDKHOCTB
" pYKOBOAMTENS
6. Tenedon
7. ®dakc
8. e-mail
9. buzHec-MIeHTUPHUKAITMOHHBI HOMEP
10 . .
WNuauBuyanbHEI HACHTU(PUKAIIMOHHEIN HOMEP
11
bank
12 .
PacuerHsIit cuet
13 N
BantotHsli cuet
14

Kon

BankoBckuit naeHTH(GUKAINOHHBIN KO/



Jlara

®Qamunus, UM, OTYECTBO (IPU HANMYHU) € JTODKHOCTH
OTBETCTBEHHOT'O JIMIIA 3asBUTEIS

[Toanucek, neyaTts
[Ipumeyanue:

* Jlannast popma 3asiBICHUST MPEIOCTABIISETCS TAKXKE MPU MPOJJICHUU CPOKA
JNEUCTBUSI PETUCTPALMOHHOTO YJAOCTOBEPEHHMS, BBIJABAEMOr0 YMOJHOMOYEHHBIM
opraHoM B oOnacTu 3apaBooxpaHeHus PecnyOnuku Kazaxcran B COOTBETCTBUU C
[IpaBunamu TrOCYyJapCTBEHHON pEruUCTpaIluy, MEPEPEerucTpalii W BHECEHUSA
U3MEHEHHI B PETrHUCTPALIMOHHOE JI0Ch€ JIEKAPCTBEHHOI'O CPEACTBA, W3JEIHI
MEUIIMHCKOTO Ha3HAYEHUS] U MEIUIIMHCKOW TEXHUKH, YTBEPKJACHHBIMU MPUKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 18 Hosiops 2009 roga Ne 735
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaliii HOPMATUBHBIX MPABOBBIX
aktoB noJ1 Ne 5935) u npu U3MEHEHUSX, BHOCUMBIX B PETHCTPALIMOHHOE JIOCHE.

[Ipunoxenue 2
k IIpaBunam npoBeneHus
9KCTIEPTHU3BI JICKAPCTBEHHBIX CPEICTB

ITepedeHs TOKYMEHTOB, IPEIOCTABIAEMBIX IS SKCIIEPTU3H MIPOH3BOUTEISIMHA
Pecy6mixu Kazaxcran

Ne
/1

1 2

HaumenoBanue JAOKYMCHTOB

Yacts [ O6mas moxkymeHTanus™*

IA1 Ceprudpuxar GMP (c ykazaHueMm pgaTbl W pe3yJbTaTOB NOCIEAHEH MHCIEKIHH HOTapUaIbHO
3aCBUJIETEIbCTBOBAHHBIE) IPU HATUYNU

I Komuss rocynapcTBEHHOH JHMIEH3MHM Ha (apMalleBTUYECKyI0 IeATeIbHOCTh (HOTapUaIbHO
A2. 3acBHICTEIHCTBOBAHHEIC)

| [IpunoxxeHue K TUICH3UH (UIS PACTUTEIHHOTO CHIPhS - Pa3pelICHHE Ha 3arOTOBKY U OTCUCCTBCHHBIX
A3. mpowusBoauTENCH)

I  Eciu B mpou3BOJICTBEHHOM MPOIIECCE YYAaCTBYET HECKOIBKO MPOU3BOIUTENEH TOKYMEHTHI MyHKTOB [A2,
A4. TA3, IA4 npenocTaBisroTCS Ha BCEX YYaCTHUKOB IPOU3BOJCTBA

I  JIuneH3MOHHBIN JOTOBOp (COTIAIICHUE) HA MPABO MPOM3BOJCTBA (10 HCTEUCHHS CPOKa JeHCTBHS IIATCHTA Ha
AS. opurHMHaIBHBIN Mpemapar)

I  HOTapmanbHO 3aCBHJETENHCTBOBAHHAS KOMHMS OXPAHHOTO JOKYMEHTa Ha HM300pEeTEeHHE WM IOJIE3HYIO
A6- MoJenb OPUTHHAIIBHOTO JIEKAPCTBEHHOTO CPE/CTBa (IPElOCTaBIIsIETCS MaTeHTOO0a1aTeNIeM OXPaHHOTO
1 noxymeHra);

rapaHTHHHOE MUCBMO O HEHAPYIICHHWH HCKIIOYHTEIBHBIX MPaB TPETBUMH JHIAMH Ha H300peTeHHE WU
MIOJIE3HYI0 MOZEINB (IPEJOCTABISETCS IPH SKCIEPTH3E TeHEPUUECKOI0 JICKapCTBEHHOTO IIpernapara)

JloOKyMeHT, MOATBEP)KIAIONINA KAa4eCTBO aKTHBHOTO BeIecTBa (cepTH(HUKAT aHaimM3a CyOCTaHIMM OT
TIPOM3BOANTEINA, CEPTH(PHUKAT COOTBETCTBUS MOHOTpaduu EBponeiickoit dapMakonen, IpPOTOKOJ aHAIH3A,
AHATUTUYECKHH MacTopT)
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A
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10.

I.B

1.B

1.B

I.C
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II
IT

IT
Al

IT
A2

IT
A3

IT

IT
B1

IT
B2

IT
B3

IT
B4

IT
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JIoKyMEeHT, MOJATBEpKJAOLIMIA KauyecTBO TOTOBOTO HPOJYKTa TPeX MPOMBIIIICHHBIX cepuil (cepTuukar
aHaJM3a, IPOTOKOJI aHAIIM3a), O/IHA CEpHUsl KOTOPOTO COBIIA/IAeT C cepuel o0pa3iia JeKapCTBEHHOI'O CPEICTBA
, MOJJAHHOTO Ha PErHCTPALUIO

I[OKyMCHT (6] HpI/IOHOBOﬁ 0e30I1aCHOCTH Ha BCHICCTBA )KUBOTHOT'O IIPOUCXOKACHUA OT IMTPOU3BOAUTEIIA

Kommus - pernctpanmonnoro yaocroBepenus PecryOmmkn Kaszaxcran (nmpu mpoJuleHHHM CpoKa JeHCTBHS
PETUCTPAIIOHHOTO YJOCTOBEPEHNS )

[IpoexT HHCTPYKITNH IT0 MEAUIIMHCKOMY ITPAUMEHEHHIO B DJIEKTPOHHOM BHE B popmate "doc (1ok)"

TexcT MapKHPOBKH ISl IEPBUYHON M BTOPUYHON YITAKOBOK, CTUKEPOB, ITHKETOK Ha Ka3aXCKOM M PyCCKOM
A3BIKAX

IIBeTHBIC MaKeThI MOTPEOUTEILCKUX YIIAKOBOK, 3TUKETOK, CTHKEPOB B AJIEKTPOHHOM BHjie B hopmare "jpeg (
Jokurner)"

Kparkast xapakTepucTHka CHCTEMBI (hapMaKOHaA30pa JepiKaTels PErHCTPaldOHHOTO YAOCTOBEPEHHUS
B K J 100 4 a € T

MH(OPMAIIHIO O TOM, YTO JEpKaTeib PErHCTPAMOHHOTO YJOCTOBEPEHHUSI HMEET B CBOEM PaCIIOPSIKEHUH
OTBETCTBEHHOE JU IO 3a rnobaxpHBII bapmakoHaa3op;
KOHTaKTHBIC JAHHBIC OTBETCTBEHHOTO auna 3a r00aTbHBIH bapmakoHaI30p;
JEKIIapalHIio, MOAMUCAHHYIO IeP)KATeIeM PErUCTPALIMOHHOTO YAOCTOBEPEHUS O TOM, YTO OH UMEET CHCTEMY
(dapmakoHan3opa IS BBINOJNHEHHS 3aJad W OOS3aHHOCTEH MO IMOCTPErHCTPAlMOHHOMY KOHTPOIIO
0€30MacHOCTH JeKapCTBEHHBIX CPEACTB;
CCBUIKY Ha MecTo (ajpec), I/ie XpaHuTCst MacTep-(aiis cucTeMsl (hapMaKkoHaI30pa.

JloxyMeHT, TOATBEP K JAfONIHIA O HATMYUH KBaTH()UIIMPOBAHHOTO JINIA, OTBETCTBEHHOTO 32 (hapMaKOHAI30P
JUIs cOOpa M pErncTpanyy MOOOYHBIX PEAKINH, BRISIBIIIEMbIX HA TeppuTopun Pecryonmnku Kazaxcran

Yacts I1 Xumuueckas, papmaneBTuUecKas 1 OHONIOrndeckas J0KyMEHTaIHs

Cognepxanue
CoctaB

KavecTBeHHBI ¥ KOJMYECTBEHHBIH COCTaB JICKAPCTBEHHOTO Ipernapara (aKTHBHBIC, BCIIOMOTATEIIbHBIC
BEIIECTBA, COCTaB 00OJIOYKH TaOJICTKHU MM KOPITyca KarCyJIbl)

Onncanne ynakoBKH

dapmaneBTruueckas pazpadoTka (0O0OCHOBaHUE BEIOOpA COCTaBa, HEPBHYHOM yITaKOBKH)

CBeneHus o MPOU3BOJICTBE:

MIPOM3BOACTBEHHAS (hopMyIia

OIMMCAaHUE TEXHOJIOTUHN ITPOU3BOACTBA

KOHTPOJIb B IIPOIIECCE IPON3BOJICTBA (ONEPAIHOHHBIN KOHTPOIb)

NEepBUYIHAs OKCIIEPTU3a TPOU3BOACTBCHHLIX IMIPOLIECCOB

METOAbI KOHTPOJISA UCXOAHBIX MaTCPUAIOB

aKTHBHas Cy6CTaHL[I/I$[
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CepTI/ICI)I/IKaTBI Ka4yeCTBa Ha aKTUBHBIC BEIICCTBA

BCIIOMOTI'aTCJIBHBIC BEIICCTBA

CepTI/ICI)I/IKaTBI Ka4deCTBa Ha BCIIOMOT'aTCJIbHBIC BCIICCTBA

YIaKOBOYHBIA MaTepHai (IepBUYHAs U BTOPUYHAS YIIaKOBKA)

cepTH(UKATHl Ka4eCTBa yIIaKOBOYHOTO MaTepHaia C MPIIIOKEHNEM HOKYMEHTOB, PErIaMEeHTHPYIOINX HX
Ka4ecTBO

METOJbI KOHTPOJIA Ka4€CTBAa MPOMEKYTOUHBIX IPOAYKTOB (HpI/I H€O6XO,HI/IMOCTI/I)

CHCIII/I(l)I/IKaIII/ISI KayeCTBa U MCTOJAUKU KOHTPOJISL TOTOBOTO MPOAYKTA C ayTCHTUYHBIM IIEPCBOAOM C SA3bIKaA
MIPpOU3BOAUTEIIA HA pYCCKI/Iﬁ A3BIK

HOPMATHBHBI JOKYMEHT TPOW3BOAMTENS 1O KOHTPOIIO KadecTBa M 0E30MacHOCTH JIEKapCTBEHHOTO
CpEJICTBA B 3JICKTPOHHOM BHC B hopMmaTte "doc (I0K)", MOSICHUTENIbHAS 3aMUCKa K HEMY

MIepBUYHAS SKCIIEPTH3a METOIMK UCIIBITAHUHN JISKAPCTBEHHOTO Tpernapara (KpoMe GapMaKkoneHHBIX METOANK
) (IpH IepeperucTpayy JOIOJHHTEIBHO KOIMIO HOPMAaTHBHOTO JJOKYMEHTA 110 Ka4eCTBY, YTBEPKICHHBIA B
Pecny6nnke Kazaxcran)

pe3yJbTaTbl HCHBITAHUA CTaOMIBLHOCTH HE MEHEee YeM Ha TpEeX MOPOMBIIIJICHHBIX WA
OIIBITHO-IIPOMBIIIIJICHHBIX (HI/IJ'IOTHI)IX) cepudax

CBEJICHNUS O TPOGHIIe PACTBOPEHHS (JUIs TBEP/BIX JO3UPOBAHHBIX JIEKAPCTBEHHBIX (hopMm)

JaHHBIC KOHTPOJIA Ha )KUBOTHBIX

JaHHBIC I10 BepOHTHOﬁ OIIACHOCTH IJ1d oxpyma}omeﬁ Cpeabl IJid MperapaToB, COACPKAIUX I'CHETUYCCKU
N3MCHCHHBIC OpTaHU3MBbI

TIePUOANIECKUN OOHOBIISIEMBI OTYET 10 OE30MaCHOCTH (TIPH ITepPEePEeTUCTPAITIN)
JOTIOTHUTEIbHAS HHPOPMAIINS, TOATBEPKAAIONIas KadecTBO (P HEOOXOJMMOCTH)

Yacts III. @apmakonoruueckas 1 TOKCUKOJIOIMUECKast JOKYMEHTALUS
Conepxanue

JlaHHBIE TIO TOKCHYHOCTH (OCTPOH M XpOHWYECKOW), (MEANIIMHCKNIT MMMYHOOHOIOTHYECKUI Tpenapar -
TOKCHYHOCTBH IIPU OAHOKPATHOM BBEJCHUH U BBEJCHUH MTOBTOPHBIX J103)

BrnusiHue Ha penpoLyKTUBHYIO (DYHKIHIO

I[aHHBIG 1o 3M6pI/IOTOKCI/I‘IHOCTI/I " TEPAaTOTCHHOCTH

JlaHHI)IC 10 MYTar€éHHOCTHU

I[aHHBIe I10 KaHIICPOT€HHOCTH

dapmakoHaMuKa (MEAUIMHCKUI T€HE0ONOIOrMYEeCKUH Npenapar - peakTOreHHOCTh)
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BBIJJABAEMOTO YIOJHOMOYEHHBIM OPTraHOM B 00JIaCTH 37paBooxpaHeHus: PecnyOnuku
Kazaxcran B coorBerctBum ¢ I[IpaBuimamu rocynapCTBEHHOM pETruCTpaluy,

NepEPEruCTPaIlU U BHECECHUSI N3MEHEHHM B PETUCTPAIIMOHHOE 10ChE JIEKAPCTBEHHOTO
CpEeICTBa,
YTBEPKJICHHBIMU MpUKa3oM MuUHHUCTpa 3/ipaBooxpaHeHus: Pecriyonuku Kazaxcran ot
Hos0pst 2009 roma Ne 735 (3apeructpupoBadH B Peectpe rocynapcTBeHHOU
pEerucTpali HOPMaTUBHBIX MPaBOBBIX akTOB Mo Ne 5935) npenocrasisitorcst yacTu [

18

dapmakokrHEeTHKa (MEIUIIMHCKIH MIMMYHOOHOJIOTHYECKHH Mperapar - cenuguyeckas akTHBHOCTB)

JlaHHBIE O MECTHO-pa3pa)xaroneM IeUCTBUU (MEIUIMHCKUA HMMYHOOHMOJOTHYECKHHM Tmpemapar -
MMMYHOT€HHOCTb JIJIs1 BaKIIMH)

JononnurensHast nHGOpManus, NOATBEpKIAromast 6e30macHOCTh (IIpyU HE0OXOIMMOCTH )

Yacte [V. Knuanueckas gokyMeHTaIs
Conepxanue

Hannble 1o kinuHU4YecKoi Qapmakonorun (papmakoguHaMuka, (apMaKOKHHETHKA), HCCIEIOBaHUS
OMO9KBHBAJICHTHOCTH JIJIsl TEHEPUKOB

Knunnueckas, tMMyHosorndeckast 3ppeKTHBHOCTh

Juarnoctiaeckas 3 (heKTHBHOCTH

Pe3ynbTaThl KIMHUYECKUX HCIIBITAHUH, HAyYHBIE ITyOIUKANH, OTIETHI
JlaHHBIE TOCTPETUCTPALUOHHOTO OTBITA (TIPU HATUYHIH)

JononaurensHast nHGOpManus, NOATBEpkKAAomast 3PPEeKTUBHOCTH

[Ipumeuanue:

* Ilpu mpoajieHuu CpoKa NEUCTBUS PETHUCTPALIMOHHOTO YIOCTOBEPECHUS,

u Il nanHOTO MEpeuHs.

ITpunoxenue 3
k [IpaBunaM npoBeaeHus
9KCIIEPTH3HI JICKAPCTBEHHBIX CPEJICTB

ITepedeHs JOKYMEHTOB, IPEIOCTABIIEMEIX )1 SKCIIEPTH3HI 3apYOeIKHBIMHA
IIPOU3BOAUTEIAMHU

Ne n/m HanmeHoBaHME JOKyMEHTOB

1.1

Yactp 1.*
OO1mas ToOKyMeHTaIus

Ceprudukar Ha (apManeBTHYSCKHH HPOIYKT COIVIACHO pEeKOMEHAaluu BceMHpHON opraHu3anuu
3/IpaBOOXpaHeHus (HOTapHAIHLHO 3aCBUICTEIHLCTBOBAHHBIH ).

HpI/I OTCYTCTBHUU NPEAOCTABIISIIOTCA:

I/ISILCJ'II/Iﬁ MCIUIOHMHCKOIO HAa3HAYCHHUA U MGI[HL[PIHCKOﬁ TCXHUKH,



1.2.1

1.2.2.

1.2.3.

1.2.4.

1.3.

1.3.1.

1.3.2.

1.3.3.

1.3.4

1.3.5.

1.4.

1.4.1.
1.4.2.
1.4.3.

L.5.
1.6.
1.6.1
1.7.

1.7.1

1.7.2

2.1.
2.2.
2.3.
2.4.

Ceprudukar (perucTpallioHHOE YIOCTOBEPEHHE) O PETUCTpali B CTpaHe-pousBoguTene (
HOTapHaJIbHO 3aCBUICTEIHCTBOBAHHBIN)

Ceptupuxkar GMP (c ykazaHueM JAaThl M pe3yibTaTOB IOCIETHEH HHCIEKIUH) (HOTapHaJIbHO
3aCBUJIETEIHCTBOBAHHBIH)

Ceprudukar, pazpemaomuii CBOO0IHYTO MPOJaxy (SKCHIOPT)
CeprudukaT MporCcXoKICHUs TOBapa (IJ1s1 OTEYECTBEHHBIX IPOU3BOIUTEINEH )

JIMIieH3MOHHBIH TOTOBOp (COTTIAllIeHne) Ha IPaBO MPOMU3BOJICTBA (10 NCTEUEHHS CpOKa JICHCTBHS MaTeHTa
Ha OpUTHHAIBHBIN ITpernapar)

CBC}ICHI/UI O pETUCTpAllUHN JICKAPCTBEHHOI'O CPCACTBa B JAPYIUX CTpaHaxX C YKaz3aHUEM HOMEpA U JaThbl
PErUCTPALIMOHHOI'0 YJOCTOBEPCHUA (I/IJ'II/I KOITMH CepTI/I(l)I/IKaTa WK PErUCTPALITMOHHOI'O yZ[OCTOBepeHI/IH)

Kpatkas xapakTepucTHKa JIEKapCTBEHHOTO TIpenapaTa, MapKHpOBKa (IIBETHBIE MAKEThl) M HHCTPYKIHUS 110
MEIUIMHCKOMY IPUMEHEHUIO

KpaTKafl XapaKTCpUCTUKA JICKAPCTBCHHOI'O MIpeTiapar € JIaTOH TOCJICTHETO nepecMoTpa

YTBepkAeHHas WHCTPYKIHS II0 MEAWIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOTO CpeAcTBa (UL
opranm3anuii-nponssoaureneit crpan CopapyxecrBa Hesasucumbix ['ocymapcTB), 3aBepeHHas
OpraHU3aIHeH-TIPOU3BOIUTEIEM

HpOGKT HUHCTPYKIUU IT0O MEAUITUHCKOMY NPUMCHCHUIO JICKAPCTBECHHOT'O CPEACTBA

TexkcT MapKHpOBKH MEPBUYHON U BTOPUYHOHM yNAaKOBOK, ITHKETOK, CTUKEPOB HA Ka3aXCKOM U PYCCKOM
A3BIKAX

[[BeTHBIE MaKeTHl MOTPEOUTEIHCKUX YIMAKOBOK, STHKETOK, CTUKEPOB B AJIEKTPOHHOM BHjae B (hopmare
jpeg (mxurrer) B Mmacirabde 1:1

HNudopmanus 06 sxcneprax

Wndopmanns 06 sxcriepTe Mo KauecTBy

HNudopmanmst 06 sKkcrepTe Mo JOKITUHUIESCKAM JaHHBIM

Hudopmanns 06 sxcriepTe 1Mo KIMHUYECKUM JTAHHBIM

CrenuansHble TPeOOBaHHS K Pa3HBIM THIIAM 3asBICHUI

O1eHKa MOTEHINAIBHOM OMACHOCTH ISl OKPY’KaIOIIEH Cpebl

JlexapcTBeHHbIE IIpeTIapaThl, COACPIKAILIE HIIH ITOYYCHHBIC U3 FTeHOMOAU(DHIIMPOBAHHBIX OPraHU3MOB
Wudopmanus otHOCHTENBHO (hapMakoHan3opa 3assurens B Pecnyonuke Kazaxcran

Kpatkas XxapakTepuCTHKa CHCTEMBI (papMaKoHaJA30pa IepiKaTeNs PEriHCTPAlUOHHOIO YAOCTOBEPEHHUS
B K J1 IO 94 a e T

JI0Ka3aTeJIbCTBO TOT0, YTO AEPXKATETb PETUCTPALIMOHHOTO YAOCTOBEPEHHUS HMEET B CBOEM PaCIOPSIKCHUH
OTBETCTBEHHOE JTHUIO 3a riio0abHbI I dbapmakoHan3op;
KOHTAKTHBIC JIaHHBIC OTBETCTBEHHOTO Jauna 3a ria00aabHBINA dbapmakoHaa30p;
JIeKJIapalfio, MOJIHCAHHYIO JIepXKaTeJIeM PErHCTPAllMOHHOTO yJOCTOBEPEHHUS O TOM, YTO OH HMMEET
cucteMy (papMakOHaA30pa JAJIs BBIMONHEHUsS 3amad U OO0S3aHHOCTEH MO MOCTPETHCTPALMOHHOMY
KOHTPOJIO 0e30MacHOCTH JeKapCTBEHHBIX CPEeACTB;
CCBUIKY Ha MeCTO (afpec), Tae XpaHuTcs MacTep-(haiisn ciucteMs! apMakoHaI30pa.

JIOKYMEHT, MOATBEPKIAIONINMA, YTO 3asBHUTEIb UMECT OTBETCTBEHHOE JIMIO 3a (hapMaKOHAI30p Ha
teppuropuu Pecrryonuku Kazaxcran

Yactp 2.*

Pesrome 00111ero TEXHIHUECKOTO JOKYMEHTA
Copnepxanne gacreit 2.3.4.5

BBeznenue B 001Mi TEXHUYECKHHA JOKYMEHT
OOmumii OTYET MO KAYEeCTBY

00630p JOKIMHUYIECKUX JaHHBIX



2.5.  O030p KIMHUYECKUX JaHHBIX
2.6. OTyeTr TOKINHUYECKUX JaHHBIX
2.6.1. Oruer papMaKoJIOrHIECKUX JAHHBIX B TEKCTOBOM (hopmate
2.6.2. Orger PpapMaKOIOTHIECKUX JAHHBIX B BHJE TAOIHUI]
2.6.3. Oruer papMaKOKMHETUYECKUX JIAHHBIX B TEKCTOBOM (hopMaTe
2.6.4. Order papMaKOKUHETHICCKAX JAHHBIX B BUJIC TAOJHUIT
2.6.5. Or4er TOKCHKOJOTMYECKUX JIaHHBIX B TEKCTOBOM (hopmaTte
2.6.6. OTuer TOKCHKOJIOTHYECKHUX JaHHBIX B BHUJE TAOJIMI]
2.7. OTyeTr KINHNYECKUX JaHHBIX
2.7.1.  Oruer 6MoapMaleBTUIECKUX HCCIICTOBAHUH U CBA3aHHBIX C HUMH aHAJIMTUYECKHX METO/IOB
2.7.2. Order ucciuenoBaHMHN MO KIMHUIECKOH (apMaKoIoTuu
2.7.3. Order o KIMHUYECKOH AP PEKTUBHOCTH
2.7.4. Order O KIMHUYIECKOH 0€30MacHOCTH
2.7.5. Komus ucnoap30BaHHBIX JTUTEPATYPHBIX HCTOYHHKOB
2.7.6. KopoTkue 0030pbl HHIUBHIYAIBHBIX UCITBITAHNH
Yacts 3. KauectBo™
3.1.  Cogpepxxanue
3.2. OCHOBHBIE TaHHBIE

JlexapcTBeHHast cyOcTaHIus (M1 JIGKapCTBEHHBIX MPENapaToB, KOTOPBIC COJACpKaT 0ojice OJHOrO
3.2.S. aKkTHUBHOrO BeUIeCTBa, HH(OPMAIKS MPEAOCTABISACTCS B MOJHOM 00bEME OTHOCHTEIBHO KaXKIOTO M3 HHX)

k%
3.2.5
| O6mas napopmanms™*
3.2.5 Hassanue**
A1,
3.2.5
skk
1 Crpykrypa
3.2.5
13 OO6mrue cBoiicTBa**
3.2.5
) IIpousBoacreo
3.2.5
[IpousBoauTems**
2.1,
3.2.5
29 Onucanue MPOU3BOACTBEHHOTO MPOIIECCa U €r0 KOHTPOJIh
3.2.5
23 KoHTpOJIb HCXOIHBIX MaTepUATIOB
3.2.85 .
24 KOHTpPOJIb KPUTUUECKUX ITAMOB U MPOMEKYTOYHOU MPOYKIHH
3.2.5
25 [lepBruHast SKCIIEpTH3a MPOIIECCa HU/UITH €ro OIICHKa
3.2.5
26 Pa3paboTka npou3BOACTBEHHOT'O MMpollecca
3.2.5

XapaxkTepucTuka**



3.2.8 JloKa3aTenbCTBO CTPYKTYPBI 1 XapaKTEPUCTUKU

3.1
3.2.8
sk
39 IIpumecu
3.2.
4 5 Kontpons aktuBHOTO BemecTBa**
3.2.8
Criermnuxamms™*
4.1,
3.2.8
42 AHanuTHYEeCKHE METOIUKN* *
3.2.8
43 [epBuuHast sKCrIEpTH3a aHATTUTUYECKUX METOAUK
3.2.8
kK
44 AHanu3bl cepuit
3.2.8
45 O6ocHoBaHue crieruUKaIIN
3.2.8
5 CranmapTHbIe 00pa3bl W BEIIECTBA
3.2.8
6 Cucrema ynakoBka/yKynopka**
37'2'8 CrabunbpHOCTh**
3.2.8
71 Pe3rome OTHOCHTENFHO CTAOMIIEHOCTH B BEIBOIBI**

3.2.S TIpoTOKOI TMOCTPETUCTPAIMOHHOTO W3yYCHUS CTAOMIBHOCTH U 005S3aTeIhCTBA OTHOCUTEIBHO
J7.2.  crabunsHOCTH**

3.2.8
73 Jannable 0 cTabmIbHOCTH ™ *
3.2.P. JlexapcTBEHHEIH Mpemapar
3.2.P
1 Omnncanune u cocTaB JIEKapCTBEHHOTO TIpeTiapaTa
3.2.P
) dapmarneBTuueckas pa3padoTKa
3.2.P
21 CocraBHbI€ BelllecTBa JEKapCTBEHHOTO IperapaTa
3.2.P
211 JlekapcTBeHHast CyOCTaHIIUS
3.2.P
BcnoMorarenbHble BeliecTsa

2.1.2.
3.2.P .

29 JlexapcTBeHHBIN Npenapar
3.2.P

2ol PazpaboTka coctaBa
3.2.P

2., Vlammm
3.2.P

223 DU3NKO-XUMHYECKHE U OHOIOTMUYECKUE CBOMCTBA



3.2.P  PazpaboTka NpOM3BOJCTBEHHOTO Mpolecca

2.3.
3.2.P
24 Cucrema ymakoBKa/yKymopka
3.2.P
25 MukpoOHOIOTHIECKUE XapAKTEPUCTUKU
3.2.P C
OBMECTHMOCTD
2.6.
3.2.P
3 IIpoussoacTBo
3.2.P
31 IIpousBoauTens (1)
3.2.P C
0CTaB Ha CEPUIO
32. P
3.2.P
13 Ornucanue Npou3BOJACTBEHHOTO MpoIlecca U KOHTPOJIS mpoiiecca
3.2.P .
34 KoHTpOIh KpUTHYECKUX ATAMIOB U IPOMEKYTOTHON MPOTYKIIHN
3.2.P
15 [TepBruHast SKcHIepTH3a MPOIECCca U/UITK €To OIICHKA
3.2.P
4 KOHTpOJIb BCIIOMOTaTEIbHBIX BEIICCTB
3.2.P
41 Criermudukanuu
3.2.P
49 AHalIUTHYECKUE METOIUKH
3.2.P
43 [lepBruHast SKCHIepTH3a aHATUTHIECKAX METOAUK
3.2.P .
44 O6ocHoBaHue crierduKaui
3.2.P
45 BcnoMorarenpHbIe BEIIeCTBa YeIOBEYECKOTO U KHBOTHOTO MPOUCXOXKICHUS
3.2.P
46 Hosrble BciomorarenbHbIE BEIIECTBA
3.2.P
5 KoHTpons nekapcTBeHHOTO MpenapaTa
3.2.P
51 Crermuduxanus ()
3.2.P
59 AHaIUTHYECKHE METOIUKU
YTBepkICHHBIH HOPMATUBHBIN JOKYMEHT MO KOHTPOJIIO Ka4ecTBa U OC30MACHOCTH B JICKTPOHHOM BHJIC
B ¢opmare doc (mpu MepeperucTpanuu TOMOTHUTEIHFHO KOIHIO YTBEPKICHHOTO HOPMATHBHOIO
nokymeHTa B PecryOmmke Kaszaxcran)
3.2.P
53 [lepBruHast SKCHIepTH3a AHATUTHIECCKAX METOAUK
3.2.P

54 AHanu3bl cepuit



3.2.P XapaxTepucTuka npumecei

5.5.

32.P

56 Ob6ocHoBaHMs crienuukanuu(ii)
3.2.P

6 CrannapTHbie 00pa3Iibl U BEIIECCTBA
3.2.P

7 Cucrema ymakoBKa/yKyImopKa
3.2.P

2 CTaOuiIbHOCTD

3.2.P

2.1 PesroMe 1 BBIBOZI O CTAOMIIBHOCTH

3.2.P TIIpoTOKOJ MOCTPETHCTPAIMOHHOTO M3yYEHHs CTAOMIIBHOCTH M 0053aTeIbCTBA OTHOCHTEIBHO
.8.2.  crabmipHOCTH

3.2.P
JlaHHBIE O CTAOUITBHOCTH

.8.3.

3.2.A. JlononHeHus

3.2.A

| TexHudveckue cpecTBa u 000pyI0BaHUE

3.2.A

) OteHka 6e30MacCHOCTH OTHOCHTENILHO IIOCTOPOHHUX MHUKPOOPTaHM3MOB
3.2.A

3 HoBble BcioMoraTelibHbIE BEIeCTBA

3.2.R. PerunonanbHas nHpOpMaIHs
3.3.  Komnwus ucrionb30BaHHBIX JIUTEPATYPHBIX HCTOUHHKOB
Yacte 4. OTUETHI 0 JOKIMHUYECKUX (HEKIMHHYECKHX ) HCCIIETOBaHUAX
4.1. Copnepxanue
4.2.  Ortuyetsl 06 UCCEeAOBaHUU
4.2.1. dapmakonorus

4.2.1.1
[epBuunas papmakoanHAMUKA

4.2.1.2
Bropuunas papmakoamHamMuka

4213
dapmakoaorus 6e30MacCHOCTH

4.2.14
(DapMaKOL[I/IHaMI/I‘leCKHC JICKapCTBCHHBIC B3aUMOJACUCTBUS

4.2.2. ®dapMakOKHHETHKA

4.2.2.1
AmnanutHdeckue METOAbI U OTYET OTHOCUTECJILHO UX IEPBUIHOU SKCICPTU3BI

4222
BcacriBanue

4223
Pacnpenenenue

4224
Merabonusm



4225

4.2.2.6

4227

4.2.3.
423.1

4232

4233

4234

4235

4.2.3.6

4237

4.3.

5.1.
5.2.
5.3.

53.1.

5.3.2.

5.33.

5.3.4.

5.3.5.

BriBenenue

q)apMaKOKI/IHCTI/I‘IeCKI/IC JICKapCTBCHHBIC BSaHMOHGﬁCTBHﬂ (,I[OKHI/IHI/I‘ICCKI/IC)

Jpyrue GpapMakOKHHETHUECKUE UCCIICIOBAHUS
Tokcukonorus

TokcuuHOCTH IIpyu BBEICHUU OHHOKpaTHOﬁ J103bI

ToxcudHocTh IIpH BBEACHUU MTOBTOPHBIX 103

I'eHOTOKCHYHOCTE (I/IH-BI/ITpO; HWH-BHUBO, TOKCUKOKMHETUYICCKYIO OHGHKy)

KaHieporeHHOCTH (ZONTOCPOYHBIE UCCIEIOBAHNS; KPATKOCPOUHBIE I CPEIHECPOYHBIE HCCIIEIOBAHNU)

PernpoaykTuBHAsS U OHTOTCHETHYECKAsT TOKCHYHOCTh: CIIOCOOHOCTh K BOCIPOH3BEACHUIO MMOTOMCTBA H

paHHee >MOpHOHAJIBHOE PA3BUTHE; Pa3BUTHE 3apOJbINIA IJIOJA; BHYTPUYTPOOHOE M IOCIEpPOJIOBOE

Pa3BUTHUE; UCCIICAOBAHUS, B KOTOPBIX MOTOMKAM (PacTyIIHE )KUBOTHBIC) TABAIH OMPEICICHHYIO 103y U/
YT OIICHUBAIM B TATBHEHIIIEM.

MectHas NEPEHOCUMOCTb

Z[pyFI/IG HCCIICAOBAHUA TOKCUYHOCTU: QAHTUICHHOCTb; HWMMYHOTOKCHYHOCTH; MCXAHUYCCKUC
HUCCICA0BAaHUA,; 3aBUCUMOCTD, MCTa6OJ’II/ITH; IpUMECH.

KOHI/IH HCIOJB30BaHHBIX JIUTEPATYPHBIX HCTOYHHUKOB

Yacte 5. OTYETH 0 KIMHUYECKUX UCCIICIOBAHUSAX U (HJIH) UCTIBITAHUSIX
Conepxanue

[TepeuyeHb BceX KIMHAYESCKUX UCITBITAHUNA B BUJIC TAOJIHUIT

OTyeThl 0 KIIMHUYECKUX UCTIBITAHUSX

OTueTsl 0 6HO(l)apMaHeBTI/I‘IeCKI/IX HUCCICAOBAHUAX: OTUCT I/ICCJ'IC[[OBE[HI/IFI o 6I/IOZ[OCTyHHOCTI/I; OTUCT
CPaBHUTCJIbHBIX I/ICCJ'ICHOBaHI/Iﬁ 10 6I/IOﬂOCTHyHOCTI/I u 6I/IOBKBI/IBEU'ICHTHOCTI/I; OTYCT IO KOppeadlunun
PICCJ'IGI[OB&HI/II?I HWH-BUTPO UH-BUBO; OTHUECT 11O OHOAHAINTHYECKUM U aHATUTHYECKUM METOdaM;

OTueThl McciaeqoBaHui Mo (apMaKOKWHETHKE MPH HCIOJIb30BaHHMHM OMOMAaTEepHaoB YeJOBEKa: OTYET
UCCIIeZIOBaHUI CBS3bIBaHHMA C O€lIkaMu; OTYEeT HCCJIEeOBaHUM IEYCHOYHOT0 MeTaboiau3mMa |
B3aUMOJEHCTBUIT; OTYET 110 UCCIIEJOBAHUSM C MCITOIb30BAHHEM OMOMAaTEepHaIOB YeJIOBEKa.

OtueTsl 0 papMaKOKMHETHIECKUX HCCIECIOBAHMAX y YEIOBEKA: OTIET MCCISIOBAaHNH (PapMaKOKHHETHKI
y 3I0pOBBIX J0OPOBOJIBIEB M HCCIEIOBAHUIO MEPBUYHON MEPEHOCHMMOCTH; OTUET HCCIIEJOBAHUM
(hapMaKOKMHETHKU y MalIeHTOB U UCCJEIOBAHHUIO IEPBUYHOI MEPEHOCUMOCTH; OTYET UCCIIEIOBAHUM
BHYTpeHHero (akropa (papMaKOKMHETHYECKHX MCCIECAOBAHUI; OTUET UCCIIeJOBaHUI BHEUTHEro (akTopa
(apMaKOKMHETHYECKUX HCCIIEJOBAaHUI; OTYET HCCiIeNoBaHUN (PapMaKOKMHETHKH B Pa3JIMYHBIX
TIOITYJISIINSX;

Otuyersl 0 (hapMaKOANHAMUYECKUX MCCIIEOBAHUIX Y YEIOBEKa: OTUET UCCISIOBAaHUN (hapMaKoIUHAMHUKH
U (papMaKOKUHCTUKU/PapMaKOIUHAMUKH y 3J0POBBIX TOOPOBOJIBIIEB; OTYET HCCIICIOBAHUI
(hapMakoMHAMUKH U (hapMaKOKHHETUKH/(hapMaKOINHAMUKH Y MAI[UCHTOB;

Ot4ersr 00 mccnenoBaHuy (PPEKTUBHOCTH M 0E30IMaCHOCTH: OTYET KOHTPOIUPYEMBIX KIMHIYECKUX
HCCIICAOBAHUHN 110 3asBJIICHHBIM INIOKA3aHUSM; OTYET HEKOHTPOJIHMPYEMBIX KIMHHYECKHX HCCIIEI0BAHHN;
OTYeTHl aHalM3a JaHHBIX Oojee 4YeM OJHOTO HCCIeNOBaHHUs, BKIIouas Jro0ble (opMaibHBIE
WHTETPUPOBAHHBIE aHAJIM3bl, METAaaHAIHM3bl M MEPEKPECTHBbIE aHaJM3bl; OTYETHl IO JPYTHM
HCCIIeIOBaHHUAM



5.3.6.  OT4eTh! 0 NOCTPErUCTPALUOHHOM OIIBITE IPUMEHEHUS
5.3.7. OO0pa3isl HHINBUAYAIBHBIX PETUCTPAIIMOHHBIX ()OPM M MHAWBUAYAIbHBIE CIIUCKA NAIINEHTOB
5.4. Komus ucnoan30BaHHBIX JINTEPATYPHBIX UCTOYHUKOB

[Ipumeuanue:

* Ilpu mpojjieHuH CpokKa NEUCTBUS PErMCTPALIMOHHOTO YJIOCTOBEPECHUS,
BBIJJABAEMOTO YIOJHOMOYEHHBIM OpPTraHOM B 00JIacTH 37paBooxpaHeHus: PecnyOnuku
Kazaxcran B coorBerctBun ¢ I[IpaBuimamu rocynapCTBEHHOM pETUCTpalUy,
MIEPEPETUCTPAIIUN U BHECECHUS U3MEHECHUH B PETUCTPALMOHHOE 10ChE JIEKAPCTBEHHOTO
CPEACTBA, W3AECIUM MEAUIMHCKOTO HA3HAYCHUs M MEIUIUHCKOM TEXHUKH,
YTBEPXKJIECHHBIMU TIpuKa3oM MuHuctpa 3npaBooxpanenus Pecnybnuku Kaszaxcran ot
18 mosi6pst 2009 toma Ne 735 (3apeructpupoBaH B Peectpe rocymapcTBeHHOU
perucTpalui HOPMATUBHBIX MPABOBBIX akTOB Mo Ne 5935) npenocTaBisItOTCS 4acTH
[-1II maHHOTO TIEpEUHS.

**MuHUMaIBHBIN 00BEM CBEJICHUHN, HEOOXOIUMBIHN IS IPEICTABIICHUS B pa3ielie
3.2.8.
Ecnu orpenpHble 4YacTH JOKYMEHTAallUM HE BKJIIOYEHBI B J0CHE, B
COOTBETCTBYIOIIEM pa3jieie He0OX0IUMO IPEACTaBUTh 0OOCHOBAHHUE.

Jlns mpemapaToB >KMBOTHOTO MPOUCXOXKICHHS B pazaerne 3.2.S HeoO0Xoaumo
IIPEICTABUTH CJIEAYIOIIUE IOINOJHUTEIbHBIE CBEICHUS: JaHHbIE OTHOCUTEIIBHO BUJA,
BO3pAacCTa, pallMOHa >KUBOTHBIX, OT KOTOPBIX MOJYYEHO ChIPbE; JaHHBIE O XapakTepe (
KAaTerOpur) TKaHHU, U3 KOTOPOU IMOIYUYEHO ChIPbE JIJIsi TPOU3BOJICTBA JIEKAPCTBEHHOTO
npenapara, ¢ TOUKH 3pEHUS €ro ONAaCHOCTH OTHOCUTEIIBHO COJIEP)KAHUSI MPHUOHOB;
TEXHOJIOTHYECKasi cxeMa O0OpabOTKH CBhIphSI C YyKa3aHUEM OHKCTPAreHTOB U
TEXHOJIOTMYECKUX MMAPAMETPOB; METOJIBI KOHTPOJISI KAUECTBA ChIPbs, BKIIOUAs] METOIbI
BBISIBJICHUS PUOHOB B JIEKAPCTBEHHOM TIpenapare (IIpu HEOOXOUMOCTH).

JlonmyckaeTcs mpegocTaBlieHue TOKyMeHToB Hacteit 3, 4, 5 Ha aHTJIMICKOM SI3BIKE C
MIEPEBOJIOM Ha Ka3aXCKUM W PYCCKUU SI3BIKM CIeayromux pasaenoB Yactu 3:
cnemmpurkanuu (3.2.P.5.1.), ananmutudeckue meronuku (3.2.P.5.2.), oGocHOBaHue
cneuudukarui (3.2.P.5.6.).

Ipunoxenue 4
k [IpaBunam npoBeaeHus
9KCTIEPTU3HI JIEKAPCTBEHHBIX CPEIICTB

®opma

OTger HaYATbHOM SKCIEPTH3HI (BATHIAIMH PETHCTPAIMOHHOIO JOCHE)
JIEKapCTBEHHOTO CPEJICTBA

1. IlpoBeieHa HavanmbHas SKCIEPTH3a (BATHAALUS PETHCTPAIOHHOTO JIOChE) JIEKAPCTBEHHOTO CPEICTBA
1) ®amunus, uMs, oT4eCTBO (TIPU HATMYUH) dKCIIEpTa
2) HoyKHOCTB KCIepTa

2. Madopmanus o IeKapcTBEHHOM CpPEeICTBE



1) Homep u nata 3as1BKH

2) ToproBoe HamMeHOBaHHE IpenapaTa

3) MexayHapoaHoe HenmaTreHToBaHHOe HazBaHue (nanee — MHH)
4) JlexapcTBeHHas popma

5) Ho3upoBka

6) KonmenTparms

7) Cnoco0 BBeaeHUS

3. YnakoBka

Bun ynakoBku

No HanmeHoBaHUE YIIaKOBKH (mepBuUHas,
BTOpUYHAs)
1)
2)
4. laHHBIE O MPOU3BOIUTENE
HaumenoBanue
Ne Tun opraHu3ay UM Y4acTOK MIPOU3BOJICTBA
OpraHu3aIuu

1) 3asButens

2) IlpousBomutens

3) VnakoBuuk

4) epxatenb perucTPaliOHHOTO yIOCTOBEPEHHS
5. lopsanok ormycka

YecnoBus oOTOnyckKa:
(HEOOXOAMMOE OTMETHUTH)

1)

KonuuaectBo

O0beM eIWHHI B

yIaKoBKe

FOpunnaeckuit
azapec

pementy

0e3 perenita

6. B PecniyOnmke Kaszaxcran mox yka3aHHBIM TOPTOBBIM HaWMEHOBAaHHMEM paHEe 3aperMCTPUPOBAH JIPYroi

J'IeKapCTBGHHLIﬁ npenapar ¢ Apyrum COCTaBOM dKTHBHBIX BCIICCTB

1) Her ma

7. OHeHKa NOJIHOTBI, KOMIUVICKTHOCTH PETUCTPAMOHHOTO JOCHE U MPABUJIBHOCTH O(l)OpMJ'IeHI/IH MMPEeACTaBICHHBIX

JAOKYMCHTOB

Hdocke cdopmupoBaHO MO pazfeliaM, CTPAHHIBI MPOHYMEPOBAaHBI, OIHCH
JIOKYMEHTOB COCTaBIICHA

1)

2) Komrekr JOKYMEHTOB COOTBECTCTBYCT YTBCPIKIACHHOMY IIEPECUHIO

Hanuumne IBCTHBIX MAaKCTOB YIIAKOBOK U (baKT 3aBCPCHUA UX NEYATHIO 3asABUTCIIA,
COOTBETCTBHE YINAKOBKM JICKApCTBEHHOTO mpemnaparta [IpaBuiaM MapKUpOBKH
JICKapCTBEHHBIX CPEJCTB, M3IEIMH MEIUIMHCKOTO HAa3HAUYCHHS W METUIMHCKOU

3) TeXHHKH, YTBEPXKICHHBIM NPHKa30M MUHUCTpa 3paBOOXpaHEHHS H COLUAIBHOTO
pasButus PecnyOnuku Kaszaxcran ot 16 ampems 2015 roma Ne 227 (
3aperucTpupoBaH B PeecTpe ToCymapcTBEHHOW pETHCTpallid HOPMAaTHUBHBIX
mpaBoBbIX akToB 1Mo Ne 11088) (nanee — [Ipuka3 Ne 227)

Texct MapKHUpPOBKH 06pa31103 MaKE€TOB YIIAKOBKH, J3THUKCTOK, CTHKCPOB

4
) cootrBeTcTBYeT [Ipukazy Ne 227

8. OueHka cocTaBa JeKapCTBEHHOTO IIpenapara

Hannume B cocrase JICKAPCTBCHHOI'O IIpCliapaTa 3alpCHICHHbIX KpaCPITeJ'IefI n
APYTUX BCIIOMOTATEIIbHBIX BEIIECTB

1)

Hanuuue B coctaBe JICKaApCTBCHHOI'O IIpfliapaTta BCIICCTB, MOJTYYCHHBIX U3 KPOBH,

2
) OpPraHOB M TKAHCH YCJIOBCKA U JKMUBOTHBIX

Ja

na

na

na

Ja



Hammune B cocTaBe HApKOTHYECKUX CPEICTB, HCHXOTPOIHBIX BEIIECTB M HerT
MIPEKypCcopoB (IIpH HATMYHHU YKa3aTh Ta0IuIly, TIO3UITHIO) na

3)

9. OHCHKa Ha3BaHU JICKAPCTBCHHOT'O IIpCIiapaTa Ha NPpEAMET OTCYTCTBUSA B HEM:

1 CXOJICTBO C paHee 3apernCTPUPOBAHHBIMH JICKAPCTBECHHBIMH TIpeTiapaTaMy M CIIOB C HEeT
HEeOJIaro3ByYHBIMH BBIPAKCHUIMHI na

2) CIIOCOOHOCTH BBECTH B 3a0JyXK/ICHHEC OTHOCHTEIIFHO HCTHHHOTO COCTaBa U ICHCTBHS HeT
npenapara na

3) cxoactea MHH u/uinu cXomHbIe ¢ HUMW Ha3BaHUS [UIS JIEKAPCTBEHHOIO Mperapara HeEeT
JIPYTOro XMMHYECKOTO COCTaBa WM JEHCTBUS na

10. Ouenka cBepeHUH 0 GapMaKOIOrHIECKOM ACHCTBUH JEKapCTBEHHOTO MperapaTa

CoOTBETCTBHE CTPYKTYPbl W OGOPMIICHUS HHCTPYKIHH MO MEIUIIMHCKOMY
NPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara [IpaBunaM coctaBieHust 1 0pOpMIICHHS
WHCTPYKIHH 110 MEJULIIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHBIX CPEJCTB M M3JIEIHUM

1) MEeIMUMHCKOTO  HA3HAYEHHS, YTBEPXKIACHHBIM IIpHKa3oM MuHHCTpa
3IpaBOOXPaHEHUS U COIMANIBHOTO pa3BuTus Pecmybmmku Kazaxcran ot 29 mas 2015
roma Ne 414 (3apeructpupoBaH B PeecTpe rocymapCTBEHHHOW pPETHUCTpPallud
HOPMATHBHBIX MTPABOBBIX akTOB moa Ne 11495)

11. 3akmtoueHust:
1) orkasatrs B manbHeiimmeit skcrepTuse (¢ 000CHOBaHNEM)

2) HPOMOJIKUTE IKCIIEPTU3Y

PykoBoauTeNnb CTPYKTYPHOTO MOJIpa3AeSICHUs

NOAMUCH Oamunus, umMs,
OTYECTBO (IPHU HAJIUYUMU)
Dkcrnepr
MOIMKUCH damMumnus, uMsi, OT4eCTBO (IIPU HATTUYIUH)
JlaTta

MecTo neuatu

[Tpunoxxenue 5
k [IpaBunam nmposeneHus
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB

dopma

OTger Ha9aIBHOM SKCIIEPTH3EI (BATHAAIMH PETHCTPAIMOHHOTO JOCHE)
M3MEHEHHUI, BHOCHMBIX B PETHCTPAIIMOHHOE JOCKE JIEKAPCTBEHHOTO CPEACTBa

1. IlpoBeneHa HauyadbHas JKCHEPTH3a (BAJUZAIMS PETHUCTPALMOHHOTO 0CHhE) M3MEHEHMH, BHOCHMBIX B
PETHCTPAIIMOHHOE 10ChE JIEKAPCTBEHHOTO CPENICTBA

1) ®amunus, M, 0TIecTBO (TIPU HATIMYUH) IKCTIEPTa
2) JIomKHOCTB IKCIIEpTa
2. 3asBIICHHBIC U3MCHCHHUS SBISIFOTCS:
tina I: tuma I A, Tuna I b Yka3zaTb BHOCUMbBIC U3MECHCHUS

Ttuma I1 Vka3zaTb BHOCUMBIC U3MEHEHUS



3. Uudopmaryst o JeKapCTBEHHOM CpEJICTBE

1) Homep u mata 3asBKH

2) ToproBoe HauMeHOBaHME IpenapaTa

3) MexayHapoqHOE HETTATCHTOBAHHOE Ha3BaHHE

4) JlexapctBeHHas popma
5) Jo3upoBka

6) Konuentparus

7) Cnoco0 BBeneHUs

8) OpraHuzanusa-npon3BOANTENH

9) Ne perucTpalluOHHOTO YJOCTOBEPEHHUS

4. YrmakoBka

Ne HanMeHOBaHUME YIIaKOBKH

1)
2)
5. JlaHHbBIE O IPOU3BOJUTEIE

No Tun opraHu3alMuu WX Y4YaCTOK
" IpOU3BOACTBA

1) 3asgBuTenb
2) IlpousBoautens
3) YmakoBIIUK

6. [TepedyeHb BHOCUMBIX H3MEHEHUI

1) HaumeHoBaHUE TOKyMEHTa

Bun ynakoBku (mepBuUYHAs, 06 KonuuecTBo enuuui B
BEM

BTOpPHYHAs) YIIaKOBKE

HammenoBanme opranu3anyn Crpana IOpunnueckuii anpec

Crapas penakius

HoBas
penakuus

7. OeHKa NOJHOTHI, KOMIUIEKTHOCTH PErHMCTPAIIMOHHOTO I0ChE U IIPaBUIBHOCTH O(OPMIICHHS PE/ICTABICHHBIX

JlaTta

JIOKYMEHTOB
Hocwse chopMupoBaHo 1o paszzpenaM, CTPAHHWIBI NPOHYMEPOBAHBI, H e T
OIUCH JOKYMECHTOB COCTaBJICHA Aa
H € T
2) KoMmImekT TOKyMEHTOB COOTBETCTBYET YTBEP)KICHHOMY IIEPEUHIO a
8. 3axoueHue:
1) oTkazare B JanbHeHIIeH skcriepTH3e (¢ 000CHOBAHHEM)
2) TPONOIKHUTH IKCIIEPTH3Y
PykoBoauTens CTpPYKTYPHOIO IOAPA3ICIICHUS
MOJINUCH QamMunus, umMs,
OTYECTBO (MPU HAJTUYUM)
DKkcnept
MOJIITHUCH damMunus, UMsi, OTYECTBO (IIPU HATTUYUN)



MecTo neuatu

[punoxenne 6
k [IpaBunam npoBeneHus
OKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB

ITepegens HepaMOHAIBLHEIX KOMOMHAIM JIEKAPCTBEHHBIX CPEACTB

Ne
1.

2.

10

11

12

13

14

15

16

17

18

19

20

21

Ha3BaHue nekapcTBEHHOTO CPENICTBA, UX KOMOMHAIIMN
@dukcupoBaHHbIE KOMOMHAIIMY BUTAMUHOB C TPAaHKBHIM3aTOPAMHU

q)I/IKCI/IpOBaHHBIC KOMGI/IHaLH/II/I anOl'II/IHa/anOHI/IHOHO}lOGHI)IX JICKAPCTBCHHBIX BCHICCTB C aHAJIBI'CTUKaMU U
AHTUIIUPETUKAMH

®dukcupoBaHHbIE KOMOMHAIIMY HOXMMOHMHA C TECTOCTEPOHOM M BUTAMUHAMH
dukcupoBaHHbIE KOMOMHAIIMY JKeJie3a ¢ HOXUMOMHOM

(DI/IKCI/IPOBaHHI)Ie KOM6I/IH3.L[I/II/I AHTUTUCTAMUHHBIX JICKAPCTBCHHBIX CpPCACTB C aHTI/IHI/Iapef/'IHI)IMI/I
JICKAPCTBCHHBIMU CPEICTBAMU

q)I/IKCI/IpOBaHHI)Ie KOM6I/IHaHI/II/I TIICHUIIWJIJIMHOB C CyJ'[B(l)OHaMI/IJIaMI/I

OuKcHpOBaHHBIC KOMOWHAIIMYA BUTAMIHOB C aHAJIhICTHKAMH (32 UCKITFOUCHIEM MapaleTaMolia ¢ BATAMAHOM
C, aneTWICATUIMIOBOW KHCIIOTH ¢ BUTaMHHOM C)

q)I/IKCI/IpOBaHHI:Ie KOM6I/IHaI_[I/II/I XHWHOJIOHOB C JIIOOBIMH JAPYruMu JICKApCTBCHHBIMU CpPEACTBaAMU, 3a
HCKIIIOYCHUEM NTPEIapaToB JJid HAPYKHOI0 MPUMEHCHUSA

@DukcupoBaHHBIC KOMOMHAIME KOPTHKOCTEPOHIOB C JIOOBIMH JPYTUMH JIEKAPCTBEHHBIMH CPEACTBAMH IS
IprueMa BHYTpb

®dukcupoBaHHbIe KOMOMHALMK XJIOpaM(EHUKONA C JIIOOBIMH JIPYTUMH JIEKAPCTBEHHBIMHU CPEJICTBAMU IS
nprueMa BHYTpb

@ukcupoBaHHbIE KOMOMHAIMM BUTAMHHOB C NPOTHBOTYOEPKYJIEC3HBIMU MpENapaTaMy, 3a HCKIIOUECHHEM
M30HHUA3MJIA C MTUPUAOKCHUH THAPOXIOPUIOM (BUTaMHUHOM B6)

KomOuHaImu cTeponiHbIX aHa00JIMKOB C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMH

q)I/IKCI/IpOBaHHbIe KOM6I/IHaHI/II/I Ce}IaTI/IBHBIX/CHOTBOpHI)IX/aHKCI/IOJ'[I/ITI/I'-ICCKI/IX JICKAPCTBEHHLIX CPEIACTB C
aHaJ’IBFeTI/IKaMI/I—aHTI/IHI/IpeTI/IKaMI/I/ HECTECPONUIHBIMU ITPOTUBOBOCIIAJIUTECIIbHBIMU CPEACTBAMU

@dukcupoBaHHbIE KOMOMHAIIMY @aHTarOHUCTOB H2-rHcTaMMHOpEnenTOpOB/MHI NOUTOPOB MPOTOHHOM MOMIIBI C
aHTalUIaAMHU

q)I/IKCI/IpOBaHHBIe KOM6I/IHaI_II/II/I, coacpKamue 0oJiee YeM OJIHO AaHTUTMCTAMHHHOE JICKapCTBCHHOC BEUICCTBO

(DI/IKCI/IpOBaHHLIe KOM6I/IHaL[I/II/I AHTUT CJIbMHUHTHBIX JICKAPCTBCHHBIX CPECACTB CO CIa0UTENBHBIMU

(DI/IKCI/IPOBaHHI)IG KOMGI/IHaHI/II/I JICKApCTB C 6p0HXOpaCHII/Ip$IIOHII/IM HeﬁCTBHeM C MOPOTHBOKALIJIEBBIMU
JICKAPCTBCHHBIMU CPEACTBAMU LIECHTPAJIBHOTO HCﬁCTBHﬂ W/WIIA aHTUTUCTAMUHHBIMA cpeacTBaMunu

q)I/IKCI/IpOBaHHI)Ie KOM6I/IHaHI/II/I MyKOJ'[I/ITI/IKOB/OTxapKI/IBa}OH_II/IX Cp€aACTB C MNPOTHBOKAIIICBBIMU
JICKapCTBCHHBIMU CPEICTBAMU W/WIA aHTUTUCTAMUHHBIMA cpeacTtBaMu

@uKcHpOBaHHBIE KOMOWHAIMM CIIA0WTENBbHBIX W/WIM CHa3MOJUTHYECKHX JIEKApCTBEHHBIX CPEJICTB C
(hepMEHTHBIMH TIpeTIapaTaMu

(DI/IKCI/IPOBaHHLIe KOM6I/IHaHI/II/I IMPOTUBOPBOTHLIX JICKAPCTBCHHLIX CPEACTB I/IHFI/I6I/ITOp0B JOIIaMHUHOBBIX
peuenTopoB € JICKAPCTBECHHBIMHA BCIICCTBAMU, UMCIOIIIMMHU CUCTCMHYIO a6cop6umo

@DukcupoBaHHbIE KOMOWMHAIMM TPOTHBOKAIUIEBBIX JIEKAPCTBEHHBIX CPEJCTB LEHTPAIBHOTO ICHCTBHS C
AHTUTUCTAMHUHHBIMU JIEKAPCTBEHHBIMH CPEACTBAMU
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duxcupoBaHHbIE KOMOWHAILMHM, COJEpXallie IEeKTHH W/WIM KaoJMH C JIOOBIMH JIEKapCTBEHHBIMU
BEIECTBAMH, KOTOpBIC BCACHIBAOTCS B CHUCTEMHBIH KPOBOTOK M3 JKEIYIOYHO-KHIICYHOTO TPaKTa, 3a
UCKITIOYCHHEM KOMOWHAIMI MEeKTHHA W/WJIM KaoJNWHA C JEKapCTBEHHBIMH BEIECTBAMH 0€3 CHCTEMHOM
abcopbumn

®ukcrpoBaHHBIE KOMOMHALMH IPOTUBOANAPEHHBIX JTEKAPCTBEHHBIX CPEACTB C MIEKTPOIUTAMU
OuxcupoBaHHBIE KOMOMHAINY OKCH(peHOyTa30Ha MK (PEeHIIOYyTa30Ha C JTIOOBIMU APYTHMH JIEKAPCTBAMHU
®ukcrupoBaHHBIE KOMOMHALMK aHATIBIMHA C JTIOOBIMU JPYTHMH JISKAPCTBEHHBIMH CPEIICTBAMU

OUKCUPOBaHHbIE KOMOWHAIMH HECTEPOHMIHBIX INPOTHBOBOCHAIMTEIBHBIX JICKAPCTBEHHBIX CPEICTB/
napareTaMosia/aHaabIiHa ¢ aTPOMUHOIIO00HBIMH JIEKAPCTBEHHBIMHU CPEICTBAMHU/CIIA3MOIUTUKAMU

(DI/IKCI/IPOBaHHBIG KOM6I/IHaHI/II/I HECTCPOUAHBIX MPOTUBOBOCHAJIUTCIIBHBIX JICKAPCTBCHHBIX CpeI[CTB/
HapaueTaMona/ aHaJIbruHa ¢ OITMOJHBIMHA aHaJbIrCTHKAMH/ OIMMOAHBIMH-HCOIMMOHBIMHU aHAJIbI'CTUKAMU

dukcupoBaHHbIe KOMOWHALIMYU JIBYX W 0ojiee HECTEPOHMIHBIX MPOTHBOBOCHAIUTEIBHBIX JIEKAPCTBEHHBIX
CPEJICTB

@duxcupoBaHHBIE KOMOMHALIMK Iapaneramoia ¢ OapOMTypaTaMu, TPaHKBHIM3AaTOpaMH M IPYyTUMH
JIEKApCTBEHHBIMHU CPEJCTBAMH, HHAYKTOpaMH ()EPMEHTOB IIUTOXPOMHOM CHCTEMBI MIEUCHH.

®dukcupoBaHHble KOMOMHANWK napaneramona (Boime 200 MIIIMTpaMM B pa3oBOM 103€) C HECTEPOUIHBIMU
MIPOTUBOBOCHAIUTENBHBIMU JIEKAPCTBEHHBIMU CPEJICTBAMM, 3a UCKIIOUYEHUEM JIEKAPCTBEHHBIX MPENapaToB
KpPaTKOBPEMEHHOTO MPUMEHCHHUS

q)I/IKCI/IpOBaHHBIe KOM6HHaHI/II/I MNEHUIOUIIJIMHOB CO CTPCINTOMUIMHOM B MApCHTCPATbHBIX JICKAPCTBECHHBIX
¢dopmax

dukcrpoBaHHBIE KOMOMHALIMH TAHKPEATHHA WITH NAKPeanIasbl, COACPKAIINX aMHIa3y, IpoTeasy H JIUnasy,
C MIOOBIMH OPYTUMHU (PePMEHTAMH, B TOM YHCIIE OBIUBEH KEIIbI0, TeMUIIEILTIOI0301

@DukcupoBaHHbIE KOMOMHAIIMY HUTPO(DYPAHTOMHA M TPUMETOIIpUMA

@dukcupoBaHHBIE KOMOMHANNMU 0apOUTYpaTOB C APYTMMH JIEKAPCTBEHHBIMH CPEACTBAMH, 32 HCKIIOUCHHUEM
PACTUTEIIBHOTO MIPOMCXOXKACHUS

®dukcupoBaHHbIe KOMOMHAIMH JIEKAPCTBEHHBIX CPEJICTB, YTHETAIOUIMX [EHTPAIbHYI0 HEPBHYIO CUCTEMY CO
CTUMYJIATOPaMH [EHTPATbHOW HEPBHOM CHCTEMBI

dukcupoBaHHble KOMOUHAIMK OAPOUTYPATOB C THOCIIMAMUHOM H/WJIM THOCIIMHOM, OIITaJJOHHOM U IPYTUMHU
aTPONUHONOIO0HBIMH JIEKAPCTBEHHBIMH CPEACTBAMU

(I)I/IKCI/IpOBaHHLIe KOM6I/IHaHI/II/I 6ap6I/ITypaTOB C OproraMmMHOM

DUKCHPOBAHHBIE KOMOWHAIIMM TajoNEPUoia C JIIOOBIMH aHTHXOJHHEPTUUECKUMHU JIEKAPCTBEHHBIMU
cpeacTBaMu

(DI/IKCI/IpOBaHHI)IC KOM6I/IHaIII/II/I aHTI/I6aKTepI/IaHLHHX u aHTHHpOTOSOﬁHLIX JICKapCTBCHHBIX CPEACTB

duKCHPOBAHHBIC KOMOHHAIIMH JIONIEpaMUIa THAPOXJIOpUIa ¢ Gypa3oIuI0HOM

@HKCHpOBaHHHe KOM6I/IHaL[I/II/I aHTI/I6aKTepI/IaHLHHX JICKapCTBCHHBIX CPCACTB U HpO6I/IOTI/IKOB, Hp€6I/IOTI/IKOB

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

dukcupoBaHHbIE KOMOHMHAIMM  HECTEPOMAHBIX IPOTHBOBOCHAIUTEIBHBIX  CpeACTB/mapaneramosa/
aIeTHJICAIMIMIIOBOM KUCIIOTHI U aHTau0B/H2-010KkaTopoB/MHrHONTOPOB IPOTOHHOM ITOMITHI

[Ipunoxenue 7



k [IpaBunam npoBeaeHus
9KCIEPTU3bI JIEKAPCTBEHHBIX CPEIICTB

®dopma
CBOIHEI OTIET SKCIIEPTOB IO OICHKE JIEKapCTBEHHOTO Ipemapara

1. HpOBe):[eHa OKCIICPTHU3a PETUCTPALUMOHHOI'O TOCHE JICKAPCTBEHHOT'O CPpEACTBA
1. ®amwumusi, UMs, 0TYECTBO (IIPU HAIMYHHN) U JOIDKHOCTH SKCIEPTOB
VY4eHas creneHb, 3BaHHUE
Ne 3asBKH
Hata

ToproBoe HaMMEHOBaHHE ITpeNapaTa

SO I B Bl B

MexayHapoaHOe HemaTeHTOBaHHOe Ha3BaHue (nanee - MHH)

OpurnHadbHBIM  JeKapCTBEHHBIN
npemapar

BocnpousBeieHHBIN J1€KapCTBEHHBIH
npemapar
Bronono0HkII TeKapCTBEHHBIN TpenapaT
(buocumunsp)

IuOpunHeId JTeKapCTBEHHBIN IMpemnapaT

buonornueckuii neKapCTBEHHBIN
npemapar

KoMOMHMpOBaHHBINA JIeKapCTBEHHBIH
npemnapar
JlexapCTBEHHBIN IpemapaT ¢ XOPOIIO
HM3y4YE€HHBIM MEIUIUHCKUM PUMEHEHUEM
PagnodapmaneBTuueckui

JEKapCTBEHHBI  mpemapaT  WiIH
NpeKypcop

I'omeonaTuyeckuili J1€KapCTBEHHBIN
npemapar

PacTurenbHbli  1€KapCTBEHHBIN
npemapar

OpdanHblii TEeKapCTBEHHBIN IpemnapaT

AxTHBHas  (apmaleBTHYECKas
cyOcTaHIusA, NpOU3BEJCHHAas HE B

7. JlexapCTBEHHBIN IpenapaT sIBIsSeTCS

YyCIOBHUSIX GMP
JlekapcTBEHHBIHI OaNK-IpOgyKT
buonornueckuit 0aNTK-TIPOTYKT

JlekapcTBEHHOE MPUPOIHOE CHIphE (HE

(hapmakomneitHoe)

I/ICCHCI[OBaHI/IH BOAHBIX PAaCTBOPOB
TCHEPUYCCKUX IIPEIapaToB UH-BUTPO

Buenpenune TpaHcdepa
MPOU3BOACTBECHHBIX U TEXHOJIOTMYECCKUX
IPOIIECCOB

Jli1st TeHeprKa yKazaTh Ha3BaHUE OPHTMHAIBHOTO JIEKapCTBEHHOTO
npernapara

9. JlexapcTBeHHas Gpopma



10 Jlo3upoBka

11
KonuenTtpauus

12
®dapmMakoTepaneBTHYeCKas IpyIma

Kox B cooTBeTCTBHH € aHATOMO-TEpPANEBTHUECKO-XUMHUECKOI
kinaccupukanueid (mamee -  AHATOMO-TepaneBTHYECKO-
XUMHYCCKast)

dopma oTiycka 10 perenTy 0e3 pernenta

2. YakoBka

HaumenoBanue Bun ynakoBku (TiepBHUYHAS, KomuuectBo equnuiy B Kpartkoe
Ne Pasmep O6wvem

" YIMaKOBKH BTOpPHYHAs) YIIaKOBKE OIMCAaHUE
1.
2.

3. JlanHbIe 0 TPOU3BOAUTENE

HaunMeHoBaHue .
Ne Tunm opraHu3sanMy WIK y9acTOK IPOU3BOACTBA Crpana FOpuanueckuii aapec
OpraHu3aIiH

1. 3agBuTenb

2. TIIpomsBoauTens
3. VYnaxkoBIIUK
4. Y4acToK MpOU3BOICTBA
5. Jepxarens pEerucTpanOHHOTO

Y/I0CTOBEPEHHS

4. Peructpaiiusi B CTpaHe-IIPOU3BOIUTEIIE U IPYTUX CTpaHAX

Ne Hazpanme ctpansl Ne perucTpanimOHHOTO Y10CTOBEPEHHS [ara Bbiaun Cpok neiicTBust
1.
2.

5. B pe3ynbTaTe NpoBEeACHHON SKCIIEPTU3bl YCTAHOBIICHO:

1) CocraB 1€KapCTBEHHOTO CPEICTBA M 3aKIIOUYEHUE O €ro PalvOHAIBHOCTU U
COBMECTUMOCTH HUHTPEAUEHTOB (yKa3aTh JI€KapCTBEHHbIE CYOCTaHIIUU U
BCIIOMOTAaTEIbHBIE BEIIECTBA, BKIIOYAsi KOHCEPBAHTHI, COCTABHBIE BEIIECTBA 000I0UKU
npenapaToB):

KommuectBo Ha HopMaTHBHEI MTOKYMEHT IO KOHTPOJNIO KadecTBa M 0O€30MIaCHOCTH

eIUHNIL JIEKAPCTBEHHBIX CpEACTB, WM locynapcTBeHHas (apmakomnes

Ne HaumeHoBaHue y . p p ’ yAap bap
nekapcTBeHHON Pecny6nukn Kaszaxcran, 3apyOexHble (papMakolen, MPHU3HAHHBIE
(bopMEI JENCTBYIOIMMH Ha TeppuTopun Pecryonuku Kasaxcran

JlexapcTBenHas(
1. vre) cyocranmus (
n):
BcnomorarenbsHble
BCILECTBA!



3. CocTaB 000104KH
TablleTKu WIIN
KOpITyCa KarcCyJibl:

2) Jlnst nekapCTBEHHOTO PACTUTEIBLHOTO ChIPhS

Borannueckune HOpMaTI/IBHHﬁ JAOKYMCHT IO KOHTPOJIFO Ka4CCTBa U

JaTUHCKUE 0e301MacHOCTH  JICKAPCTBEHHBIX CPEACTB, WIH
Huxopactyiiee
N Ha3BaHUs locynmapctBennass  ¢apmakomess PecmyOiumkn MecTo
° N UJau
pacTeHui, Kazaxcran u 3apy6exHble (apMaKkoneH, NpH3HAHHbBIE MPOM3pacTaHus
KyIbTUBUPYEMOE

BXOASAIIMX B  JCHCTBYIOIIMMH Ha TeppuTopun PecmyOnuku
cocrag cbopa Kazaxcran

2.
6. IIpousBoaANTENIN aKTUBHBIX CYOCTaHIMM, BXOJSIIMX B COCTAB JEKAPCTBEHHOIO

CpelcTBa

HaumenoBanue BCIICCTBA, HaumenoBanue IIPOU3BOAUTEIIA Crpana Az[pec HpOI/I3BOHCTBeHHOﬁ

TpaH

Ne BXOOAMIIECTO B cocTaB Ha PYCCKOM H aHTJIANCKOM * IJIOMAAKN Ha PYCCKOM H

JICKapCTBCHHOI'O CPCZACTBA SA3BIKaxX AHTIIMICKOM SI3BIKaX
1.
2.

7. B ciydae Hanu4yuhs B COCTaBE JIEKAPCTBEHHOIO CPEJICTBA BEIECTBA,
NOJJIEKAIIETO KOHTPOJIIO B COOTBETCTBUU ¢ 3akoHOM Pecnyonuku Kazaxcran ot 10
utonst 1998 roma "O HApKOTHYECKUX CPEACTBAX, MCUXOTPOMHBIX BEHIECTBAX, UX
aHajiorax U IpeKypcopax U Mepax MPOTUBOAECUCTBUS UX HE3aKOHHOMY 00OpOTYy U
3JI0yNIOTPEOIECHUIO UMH'":

3aKIi0YeHne 0 MPUHAJIEKHOCTH K TOJIKOHTPOIBHBIM BelIeCTBaM (Ha OCHOBAaHUH M3YUYEHUS MEXKTyHAPOIHOTO
HEMATCHTOBAHHOTO HAMMCHOBAHUS, TOPrOBOI'O HA3BaHUsS, XMMUYCCKOTO HA3BAHUS, CTPYKTYPHOI (OpMYyJIBI O
MIPUHAUICKHOCTH K MOJKOHTPOJIBHEIM BEIIECTBaM ¢ yKazaHueM mosunuu Tabnwm Crwmcka, sBISETCS JH
1 BemecTBO cTEpeoM30MEpOM HapKOTHYECKHX cpencTB Tabmumbl II, B Tex cimydasx, Korja CymIeCTBOBaHUE
) TakuX M30MEPOB BO3MOXKHO B paMKaxX IJaHHOTO KOHKPETHOTO XMMHUYECKOro 0003HadeHHUs (eCIH TaKOBBIC
OTIPEJICIICHHO HE MCKITIOUEHBI), COJIBIO0 BCEX HAPKOTHUIECKUX CPEACTB, NMepeuncieHHbIX B Taomwmie 11, Briarodast
COJIM U30MEPOB, KaK MPEAYCMOTPEHO BHIIIE, BO BCEX CIyyasX, KOTJa CylIeCTBOBAHHUE TAKUX COJIEd BO3MOXKHO;
COJIbIO TMICUXOTPOMHBIX BemecTB Taomuibl I u Tabmuie! 111, koraa cynecTBOBaHHE TAKUX COJICH BO3MOXKHO

Hay4YHO-00OCHOBAaHHOE OIPEAEICHUE CTEIECHN PHUCKA 3J0YIOTPEOJICHHS: BBICOKHH PHCK 3I0yHOTpeOIIeHNS,
2 nnmn pHuCcK 310ynoTpedieHus OTCYTCTBYET, WU SIBIIETCA HE3HAYHUTEIbHBIM;
) ompezeneHHe MaKCUMAaJIbHO JOIyCTUMOTO COAEPKaHUS HApKOTUYECKUX CPEICTB, ICUXOTPOIHBIX BELIECTB U
MPEKyPCOPOB B JEKAPCTBEHHBIX CPEICTBAX;

3aKJIIIOYCHUECO BO3MOKHOCTHU WMJIIM HEBO3MOKHOCTHU U3BJICUCHUS JICTKOAOCTYITHBIM criocodooM MMOAKOHTPOJIBHOTO
BCIICCTBA B KOJITMYCCTBAX, JOCTATOYHBIX JJIA 3HOyHOTpC6H6HI/Iﬂ

3aKJIFOY€HUE B TOM, UYTO B OTHOILICHHNU IIpETIapaTa CHATHI HEKOTOPBIE MEPBI KOHTPOJIA

~ DN~ W

8. AHanu3 cBelIeHUI 0 MPOUCXOXKIACHUH, peructpauun B Pecriyonuke Kazaxcran,
KaueCcTBE M BBIBOJABI O BO3MOXKHOCTU MCHOJB30BaHUsl CyOCTaHIUMU (IIPU OTCYTCTBUU
ceptTudukara GMP)




9. Ananus CBeI[eHI/Iﬁ 0 Ka4CCTBC, KOJIMYCCTBC C BBIBOAAMU O HOIIYCTHMOCTH
HCIIOJIBb30BaHUA HCIIOJIb3YyCMBIX BCIIOMOTaTCIBbHBIX BCIIICCTB

10. 3akmroueHue o MPOU3BOACTBE (IMPOU3BOACTBEHHAs (opmyina, omucaHue
TEXHOJOTHUU IPOMU3BOJACTBA, KOHTPOJb B MpOLECCE MPOM3BOACTBA, IMEPBUYHAS
dKCIEepTHU3a NPOU3BOACTBEHHBIX IPOIECCOB)

11. Xapakrepuctuka roToBOro mnpojykTa (COOTBETCTBUE MPEACTABICHHBIX
napaMeTpoB B cepTU(HUKATe KadecTBa Ha TNOTOBYIO MPOJIYKIUIO WJIM B MacIlopTe
OpraHU3alNU-TIPOU3BOAUTENS OMUCAHHBIM METOJMKAM KOHTPOJISI KadyecTBa B
HOPMAaTUBHOW JIOKYMEHTAallMH, COOTBETCTBUE CEpPUN MpEJCTaBICHHBIX 00pa3loB
cepusMm, YKa3aHHBIM B ceptudukare)

12. 3akimroueHne 0 MApKUPOBKE M YIIAKOBKE HA MPEAMET UX JOCTATOYHOCTH IS
obecrieyeHus COXpaHEHUsI KauecTBa JIEKapCTBEHHOT'O CPEJICTBA BO BpeMsl XpaHEHUS U
TPAHCTIOPTUPOBKHU, (HEOOXOAUMOCTh JOMOJIHUTEIbHBIX HAAMUCEN), HaIUYHUE
crienuduKauii Ha TEPBUYHYIO U BTOPUUYHYIO YIIAKOBKY. [ HTHEHUUYECKOE 3aKITIOUCHHE
Ha YIaKOBKY (s OTE€YECTBEHHBIX NPOU3BOAUTEICH)

13. 3akmrodyeHne 0 HaJWYUM UM OTCYTCTBHM B Ha3BAaHUU JIEKAPCTBEHHOTO
CpeAcTBa:

1) rpaduueckux CXOJICTB C paHee 3aperUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTaMiu U CJI0B ¢ HE0JIaro3ByYHbIMHU BBIPOKCHUSIMU;

2) cnocoOHOCTH BBECTH B 3a0JIyXJE€HHE OTHOCUTEIHLHO UCTUHHOIO COCTaBa U

NEHUCTBUS IIpenapara;

3) cxoactBa MHH wu/unu cxogHele ¢ HUMH Ha3BaHUA Ui JIEKaPCTBEHHOTO
CpeACTBa APYTroro XMMHUYECKOr0 COCTaBa UJIU AEHCTBHS.

14. Cnenudukanus TOTOBOTO NpoaAyKTa

15. 3akiroueHne 0 JaHHBIX XUMHYECKOU, (hapMaIeBTUIeCKOM U OMOIOTHIECKOM (
UH BUTPO) SKBUBAJIEHTHOCTH, MPEICTABIECHHBIX (PUPMON Ha JEKapCTBEHHOE CPEICTBO




16. 3akmoueHne o cTaOMIBHOCTU JIEKAPCTBEHHOTO CPEJCTBA, 00OCHOBAaHHOCTH
3aABJIEHHOTO cCpoka XpaHEHMU S

17. AHanu3 M OLIEHKa MPOEKTOB MHCTPYKIMU MO MEAUIIMHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOTO CpEICTBA, MAKETOB YIAKOBOK M JTHUKETOK, IIPOBEPKAa Ha
UJCHTUYHOCTh YKa3aHWM YCIIOBUM XPAaHEHHWsI M TPAHCIIOPTUPOBAHMSA, YKA3aHHBIX B
IPOEKTE HOPMATUBHOTO JOKYMEHTa IO KOHTPOJIO KauyecTBa M 0€30MacHOCTH
J€KapCTBEHHOTO cpeacTBa U BBIIIEYKa3aHHBIX MIPOEKTAaX

18. 3akmtoueHre 00 yCIOBUAX XPAHEHUS! U TPAHCIIOPTUPOBAHHUS JIEKAPCTBEHHOTO
CpeACTBa M HEOOXOJUMOCTb BBEJCHHUS TOMOJHUTEIBHBIX TPEOOBaHHI C WEIbIO
obecnieueHus COXpaHEHHUS KayecTBa J€KapCTBEHHOTO cpeacTBa

19. Ananu3 HOpMATUBHOTO JOKYMEHTA MPOU3BOAUTEIS 110 KOHTPOJIO KauecTBa U
0€30MaCHOCTH JIEKaPCTBEHHOI'O0 CPEACTBA U METOJMK KOHTPOJS KayecTBa rOTOBOTO
o poay K T a

20. CpaBHeHHE ¢ aHAJIOraMu, 3aperucTpupoBaHHbiMU B PecniyOnuke Ka3zaxcras.
CpaBHUTENbHAS XapaKTepUCTUKA OCHOBHBIX nokasaresneu KayecTBa

21. AHanu3 JOCTOBEPHOCTH KAaUYECTBEHHOT'O M KOJIMYECTBEHHOI'O COCTaBa
AKTUBHBIX M BCIIOMOTATEJIbHBIX BEIIECTB, YKa3aHHBIX B HWHCTPYKIUU MO
MEIUIIMHCKOMY MPUMEHEHUIO0, CPaBHUBAsA C 3asBJICHHBIM COCTABOM B 3asBJICHUH,
aQHAJIUTUYECKOM HOPMATHUBHOM JIOKYMEHTE U MAaKETe YIaKOBKH

22. Onenka (apMakoIOTHUYECKOH COBMECTHUMOCTH KOMIIOHEHTOB, B CJydae
PErUCTpallMi BOCIIPOM3BEIECHHOIO JIEKAPCTBEHHOTO CPEJCTBA MPOBECTH CPABHEHUE C
COCTaBOM OPUTUHAJIBHOTO npemnapara

23. * AHanu3 TOKyMEHTAllUU MO JTOKJIMHUYECKUM HCCIIEIOBAHUAM: TOKCUYHOCTH (
octpasi, xponudeckas, L.D50, LD100), kaHmeporeHHOCTH, dMOpPHOTOKCHYHOCTH,



TEPATOreHHOCTH, MYTAar€éHHOCTH, MECTHO-pa3apa’kalollero AeHCTBUS, BIMSHHUS Ha
UMMYHHYIO cHUCTeMy, crnenuduueckord dapmakogoruueckoi (OMOJIOruYecKoi)
aAKTUBHOCTH.

[Tpumedanne: mpu dKCIEPTU3e OMOCHMUIISPOB yKa3aTh Mpemnapar CpaBHECHHS,
UCIIONb30BAaHHBIH Ha BCEX OJTalax CpaBHUTEIbHBIX UCCIeNOBaHUM (OT
¢dapmaneBTHUECKONH pa3pabOTKH A0 KIMHUYECKHUX WCCIIeI0OBaHUI): Ha3BaHUE,
aKTUBHOE BEILIECTBO, MPOU3BOIUTEIND, CTPaHA-TIPON3BOAUTEIH, CEPHS, CPOK TOAHOCTH _

24. * Ananu3 TOKyMEHTAllUM KIMHUYECKUX HcciaeAoBaHuM ((a3bl KIMHUUYECKUX
UCCJIEIOBAHUM, TTOCTMAPKETUHTOBBIE HCCJICIOBAaHUS, IPOTOKOJBI M OTYETHI,
3aKIIIOYeHUs DTUYECKOM Komuccuu). [Ipu 3ToM HEoOXoAuMoO yKaszaThb MECTO, Jary,
CIIOHCOpA MPOBEJACHUS MCCIEIOBaHUS, 1I€/Ib, AU3aiH, JIUTEIbHOCTh MCCIIECIOBAHMUS,
KOJIMYECTBO, T10JI BO3PACT UCTIBITYEMBIX, PEKUM JTIO3UPOBAHUS TIpErapaTa, MOHUTOPUHT
NOOOYHBIX JIEMCTBUU B TpoOllECC€ NPOBEACHUS KIMHUYECKUX UCCIECIOBaHUM,
COOTBETCTBHE OTUETA IPOTOKOJY, 3aKIOUEHUE O COOTHOIIEHUH "M0JIb3a-pUCK".

[Ipumeyanue: mpu sKCHepTU3Ee OMOCUMUIISIPOB yKazaThIlpenapaT-CpaBHEHUS,
WCIIOJIb30BAaHHBI HAa BCEX OJTalax CpaBHUTEIbHBIX HCCIEIOBaHUN (OT
dbapmaneBTUUECKOM pa3pabOTKU 0 KIMHUYECKHX HWCCIIEOBAHUI): Ha3BaHMUE,
aKTUBHOE BEILIECTBO, IPOU3BOIUTENb, CTPaHA-TIPOU3BOAUTENb, CEPUSi, CPOK TOJHOCTH.

25. B cootBeTcTBUU ¢ TpeOOBaHUSMH HACTOSIIUX [IpaBmil B perucTpaimoHHOM
JIOChE MPEICTABIICH:

OTYET CPAaBHUTENBHBIX (h)apMaKOKHHETHYECKHX HCCIIeIOBaHUN (MCCleI0BaHuUs
OMODKBUBAJNEHTHOCTH)

OTUYCT CPABHHUTCIIBHBIX (I)apMaKOI[I/IHaMI/I‘—ICCKI/IX KIMHUYCCKHX I/ICCJ'IGI[OBaHI/Iﬁ

OTUCT CPABHUTCIIBbHBIX I/ICCJIC,Z[OBaHI/Iﬁ TGp&HCBTH‘If?CKOﬁ OKBHUBAJICHTHOCTHU

OTUYCT CPaBHUTCIbHBIX HH-BHUTPO I/ICCJ'ICI[OBaHI/Iﬁ

1) Ot 3asBUTENS, UMEIOWIETO AOKYMEHT, MOATBEPKAAIOIINI COOTBETCTBUE
IIPOM3BO/JICTBA HaJIIeXkKAIIEH MPOWU3BOACTBEHHOM MpakTUKU cTpad-pernonoB ICH, PIC/
S, Pecniy6nuku Kazaxcran, He TpeOyeTcsi MpeJOCTaBICHUE OTUYETOB HMCCIIEA0BAHUM



OKBHBAJICHTHOCTH NH-BHUBO

2) B ciyuae pa3nuuuii B COCTaBe BCTIOMOTATEIbHBIX BEIIECTB 3asIBUTEINb JTOJDKEH
JI0Ka3aTh, YTO MPH UX UCMIOJIH30BAaHUU HE MPEANOaracTcs BIUSHUE HAa O€30MacHOCTh
n/wn 3¢ (HEeKTUBHOCTH JIGKAPCTBEHHOTO CPEACTBA; B Cllydae, KOTJa 3asBUTEIb HE
MO>KET MPETIOCTABUTh TaKYI0 HHPOPMAIMIO U HE UMEET JOCTYIa K COOTBETCTBYIOIIUM
JAHHBIM, OH JIOJKEH IPOBECTU COOTBETCTBYIOIINE HCCiaeioBaHus ((apMalleBTUUECKUE
WIN JOKIMHUYECKUE WM KIMHWYECKUE) TSl T0Ka3aTelIbCTBa OTCYTCTBUS BIUSHUS
pa3IMYHBIX BCIOMOTATEIbHBIX BEIIECTB WM BCIOMOIaTEIbHBIX YCTPOWCTB Ha
0e30MacHOCTh u/unu 3(phekTUBHOCTH JE€KapCTBEHHOTO cpelcTBa

3) Ot 3asaBuTeNs TpedyeTcs NPeaOCTaBICHUE 10KA3aTEIbCTBA SKBUBAJIEHTHOCTH
WH-BUBO B Cllydae, KOrjJa CYIIECTBYET PHCK TOTO, YTO BO3MOXHBIE pPa3jIuvus B
OMOJOCTYITHOCTH MPUBOJAT K TEPANEBTUUECKON HEIKBUBAJICHTHOCTH T'€HEpPUKA
pedepeHTHOrO TIpenapary (B COOTBETCTBUU C TPEOOBAHUSIMU HACTOAIIETO MpUKa3a)

4) Jlns TeHepuKOB B TBEPHBIX JIEKAPCTBEHHBIX (opMax HEMEIJICHHOTO
BBICBOOOXKACHUS /JIs IPUEMa BHYTPb U KOHIIEHTPAIUsl aKTUBHOTO BEIIECTBA, KOTOPBIX
MOJKET OBITh M3MEpEHa B OMOJIOTHYECKUX JKHUJIKOCTSAX OpraHu3Ma (IiazMa KpoBH, Moda
) IPEIOCTABIISIFOTCS JAHHBIE UCCIIE0BAHUI OMO3KBUBAJIECHTHOCTH.

JIns TeHEepUKOB B TBEPABIX JEKApPCTBEHHBIX (POopMax HEMEIJICHHOTO
BBICBOOOXKICHUS JIJIsl IPUE€Ma BHYTPh, KOHIIEHTPAIIMIO aKTUBHOTO BEIIECTBA KOTOPHIX
HEBO3MOXHO MU3MEPUTh B OMOJIOTUUECKUX KUAKOCTAX OpPraHU3Ma, MPeI0CTaBISIOTCS
JAaHHBIE CPABHUTENBHBIX (hapMaKOJUHAMUYECKUX KIMHHUYECKUX HCCICIOBAHUN WU
M CCIIEIOBAHUI CPaBHUTEJIbHOU TEpaneBTUUYECKOMN SKBUBAJIEHTHOCTH

5) Jnsa reHepHKOB 3adBIEHHBIX MO Mpoueaype OuoBeiBep

6) Ilpu 3kcnepTu3e npenaparoB-reHEpUKOB, TPOU3BOJUMBIX OTEUYECTBEHHBIMU
IPOU3BOAUTENISIMU Ha OCHOBE TMOJIHOTO NepeHoca (TpaHcdepa) MPOU3BOJICTBEHHBIX U
TEXHOJIOTUYECKHUX IPOLECCOB, B PErUCTPALMOHHOM JIOChE IPEICTABIICHBI
HOJTBEPKAEHUS TOTO, UTO YCIOBHS ITPOU3BOJICTBA HAa MMPOU3BOICTBEHHOM IJIOMIAAKE B
Pecny6nnke KazaxcTtaH MOJHOCTBIO COOTBETCTBYIOT YCIOBUSM IPOW3BOJACTBA
wiomaaky BHe Kazaxcrana:



1) noroBop 0 mepeHoce MPOU3BOACTBEHHBIX U TEXHOJIOTHYECKUX MPOIECCOB C
MIPABOM IOJIB30BAHUSI BCEMH JOKYMEHTAMH M PETUCTPALIMOHHBIM JIOChE, B TOM YHCIIE U
JTAHHBIMH HMCCIICIOBAaHUN OMO’KBUBAJICHTHOCTH, KIMHUYECKUX HCCIICIOBAHUNA MEXTY
OTEYECTBEHHBIM MPOU3BOAUTENIEM U 3apyOEKHBIM ITPOU3BOIUTEIIEM

)
2) pe3yabTaThl M TMEPUOJUYHOCTH ayJuTa YCIOBUW MPOM3BOJCTBA Ha
OTEYECTBEHHOM NPOM3BOJICTBEHHOM IUIOHMIAJKE 3apyOekKHBbIM IPOU3BOAUTEIEM,

nepcaaromumM CBOH IIPOU3BOJACTBCHHBIC U TCXHOJIOI'MYCCKHC ITPOLCCCHI

b

3) mepBUYHAs 3KCIEPTHU3a MPOU3BOACTBEHHBIX MPOLIECCOB HA OTEYECTBEHHOM

HpOH?;BOI[CTBCHHOﬁ IIJI0IIaAKe

)

4) moATBEPKICHUE TOTO, YTO KAY€CTBO UCXOJHOTO ChIPhs (AKTUBHOU CyOCTAHIINH,
BCIIOMOTATENbHBIX BELIECTB U JP.), UCIOJIb3yEMOT0 Ha OTEUECTBEHHOW IJIONIAIKE HE
BJIUSICT HA MPOIIECC WM TOTOBBIM MPOIYKT

b

5) KOHTpOJb KadyecTBa NIpenapaToB, MPOU3BOJUMBIX Ha OTE€UYECTBEHHOMU

NPOU3BOJCTBEHHOW IUIOMIAJIKE, W TMpemapaToB 3apyOeKHOTO MPOU3BOIUTENS
OCYIIECTBISIETCS TO OJHOW creruduranu (OJUHAKOBBIA MPOGUIb MTpPUMECEH,
dhapMaKOKHHETHYECKUM MPOo(HIIb pacTBOPEHUS (17151 TBEP/IbIX JICKAPCTBEHHBIX (POPM),
u aApyrue UH-BUTPO UCCIETOBaHMS)

;

6) OTYETHI MCCIIeIOBAaHNNM OMOIKBUBAIICHTHOCTH, KIMHUYECKUX HCCIICIOBAaHUN

JIEKAPCTBEHHBIX CPEJCTB, MPOU3BEICHHBIX HAa MPOU3BOJCTBEHHBIX IJIOMIAJIKAX BHE
Kazaxcrana;

7) OTYET HHCIEKIMU YMOJIHOMOUYEHHBIM OpPTaHOM OTEUYECTBEHHOU

MPOU3BOJICTBEHHON TJIOMIAJKUM W MPOU3BOJCTBEHHOM IUIOMIAJKUA 3apyOekKHOro

MIPOU3BOJIUTEIISA, TOITBEPKIAIOIINI YCIOBUS COOTIOIeHUs TpaHchepa

8) * AHanu3 JaHHBIX 1O YKBHBAJICHTHOCTH WH-BUBO UCCIICIOBAHHM (ITIPOTOKOJIBI U
OTYETHI, 3aKITF0YCHUS DTHIECKOW kKoMuccun). [Ipn 3TOM HEOOXOIUMO yKa3aTh MECTO,
JaTy, CIIOHCOpa MPOBEACHHUS HMCCIEAOBaHUsA, 1€Jb, JIIUTEIbHOCTh HCCIEIOBaHMUS,
TecT-Tipenapar, pedepeHTHBIN mpenapar, yka3aTh JEKapCTBEHHYIO (GopMy, pekKuM
JI03UPOBAHUs, MYyTh BBEJACHUS IMperapara, KOJIMUYECTBO MCIBITYEMBIX, MOJ, BO3PACT,
MOHUTOPUHT TOOOYHBIX JEWCTBHI, COOTBETCTBHE OTYETa MPOTOKOIY,
OMOaHATUTUYECKHE METOIbI MCCIICIOBAHUS, BHYTPEHHUN CTaHIAPT, WHIANBUY ATbHBIE
XpOMaTorpamMmbl, (apMaKOKHHETHYECKHUE KpPHUBBIC, CTATUYECKHE JIaHHBIE II0
dbapMakOKMHETHUECKUM TapaMeTpaMm (B Bujae TaOJMIl), 3aKJIIOUYEHHUE O



O6moskBuBaieTHOCTH. COOTBETCTBHE  HCCIEJOBAHUNW  OMOIKBUBAJIECHTHOCTHU
TpeboBanusam PecriyOonuku Kazaxcras.

[Ipumeuanue: pu MPEeIOCTABICHUH UCCIEIOBAHNN YKBUBAJIEHTHOCTH MH-BUBO (
dbapMakoIMHAMUYECKUX WJIM TEPANeBTUYECKONW SKBUBAJIECHTHOCTH): II€Jb, JU3AiH,
JUTUTETLHOCTh HCCJICIOBAHUS, KOJHMYECTBO, TMOJ BO3PACT HMCHBITYEMBIX, PEXKUM
JI03UPOBaHUS MpernapaTa, MOHUTOPUHT TOOOYHBIX JIEUCTBUI B MpOIIECCE MPOBEACHUS
KIIMHUYECKUX HCCJIEAOBAaHUM, COOTBETCTBUE OTYETa MPOTOKOJY, 3aKIIOUCHHE O
comoctaBUMOW  3pPexTuBHOCTH U  OE30MaCHOCTH  TEHEepuKa C
pedepeHTHBIM-TIpEnapaToM.

26. * OtnenbHBIC BUIBI JICKAPCTBEHHBIX MIPETAPaTOB:

1) Jls sKCriepTr3bI JIGKAPCTBEHHBIX MPEMapaToB PACTUTEILHOTO MPOUCXOKICHUS
NPEIOCTABISAIOTCS ~ PE3yJbTAThl  COOTBETCTBYIOIIUX  (PAPMaKOJIOTHYECKUX,
TOKCHUKOJIOTMYECKUX U KIMHUYECKUX HCCleoBaHUU. Matepuanibl U JOKYMEHTHI IO
JTOKJIMHUYECKUM (HEKIMHUYECKUM) U (MJIU) KIMHUYECKUM HCCIEAOBAHUSIM JIOTKHBI
BKJIFOYATh:

MaTepuasibl TOKIMHUYECKUX (HEKIMHUYECKUX) UCCIIeIOBaHUN crielupuyecKoit
a KTHWUBHOTCTH

9

MaTCpHuaJibl HUCCICOAOBAHUA OCTpOﬁ 141 XpOHH‘I@CKOﬁ TOKCHUYHOCTH

JaHHBIE O  MECTHO-pa3JpaxarwmeM  JeWCTBUU

JaHHBIC 00 aJNJIEePTUIUPYIOUIUX CBOMCTBAaX

;
OIIBIT KIIMHUYECKOTO MPUMEHEHUSI B CTPAHE-IIPOU3BOAUTEIIE WM JPYTUX CTpaHaX.
Jli1s1 cOOpOB JIEKAPCTBEHHOT'O PACTUTENBHOTO ChIPbs, (PUTO-4aEB MPEIOCTABISIETCS
0030p Hay4HOI JIUTEPaTyphblI 110 JIEKAPCTBEHHBIM PACTEHUSM, BXOJSIINX B X COCTaB.
2) JIns skcnepTussl JEKaApCTBEHHBIX CPEICTB, COAEPKAIIUX BUTAMHUHBI U (WIJIH)
IPEJICTABISAIOMUX COOON KOMIUIEKC BUTAMMHOB M (WMJIM) BUTAMMHOB U MHUHEPAJIOB,
3asiBUTENb MPEJCTABISET OJIUH U3 HIKECIEAYIOIUX JOKYMEHTOB U MaT€pHAIOB:
oubnmorpadudecKkuii 0030p TaHHBIX 1O 0€30IAaCHOCTH JICKAPCTBEHHBIX CPEJICTB,
BMECTE C OTYETOM DJ3Kclepra, BkIw4as uHopmauuioo 00 JKcrepTe




Hay4YHbIE TyOMUKAINK Ha 3asBIIIEMbIN MIpenapar

b

JaHHBIE MCCIEJOBAHUNW OCTPOM M (MIH) XPOHUYECKOM TOKCUYHOCTHU

3) st sSKCnepTU3bl TOMEOMATHYECKUX MpernapaToB 3asBUTEb MPEICTABISET
JOKYMEHTBI U MaTepHaJIbl, BKIIOYAIOIIHE CIeAYIoNTy0 nHdopmanuto no Yactsam 4 u 5
wiu yacTsaMm 3 u 4 [lepeuns:

JUIsl TIpenapaToB, UMEIOIIUX MHOTOJETHHUI OMBIT MPUMEHEHUsS: 0030p JaHHBIX
HAay4YHOU nuTepaTypbl 00 3¢h(HEKTUBHOCTH U 0€30MACHOCTH TOMEONAaTHYECKOTO
npemnapara B 3asBISIEMOM obnactu NpUMEHECHU S

>

IJIs1I HOBBIX T'OMCOIIATUYCCKUX IIPCIIapaToB, HEC YIIOMUHACMBIX B (l)apMaKOHeHX u
MOHOI’pa(i)I/ISIX: JaHHBIC TOKCHKOJIOTHYCCKHUX HCCHeﬂOBaHHﬁ, 000CHOBaHUE 1101160pa
Ppa3INIHBIX HOTCHHI/Iﬁ, JaHHBIC KIIMHUYCCKOI'O OIIbITa IPUMCHCHUSA

b

HHCTPYKOHIO 110 MCAUIUMHCKOMY IMPHMMCHCHHIO C YKA3aHUEM, UTO JICKAPCTBCHHOC

CPCACTBO ABJIACTCA T'OMCOIIATUYCCKHUM IIPCIIapaToOM

4) [1ns 1eKapCTBEHHBIX CPEJICTB, AKTUBHOE BEIIECTBO KOTOPBIX XOPOILIO U3yYEHO B
MEJMLUHCKOM IPUMEHEHUH NPEJCTABIECHBI CIEAYIOLINE TaHHbIE:
1) ¢aktopbl, KOTOpbIE HEOOXOAUMO YUUTHIBATH MPH OINPEIEIECHHUH XOPOIIO
U3Y4YEHHOT0 MEIUIIMHCKOTO IPUMEHEHNSI KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJCTB!
BpeMs, B TE€YEHUE KOTOPOTO MCIOJIb3YEeTCs] AKTUBHOE BEIIECTBO B MEAUIMHCKOU
o0 paKxXTUH K €

KOIHMYCCTBCHHBIC ACIICKTBI HMCIIOJNB30BaAaHHUA AKTHUBHOI'O BCIICCTBA

CTENIEHb HAYYHOTI'0 MHTEpPECAa U AKTYAIBHOCTHM B MCIOJIB30BAHUM AKTHUBHOTO
BEIIECTBA B MOCJIEIHUE 5 JIET JI0 MOJa4u 3asBJIEHUS (CO CCHUIKOM Ha OMyOJIMKOBaHHbBIC
Hay4HEBHe HCTOYHUKHU)

MMOCJICA0BATCIIbBHOCTD HAYYHBIX OLICHOK




Jlns ompeneneHusl XOPOIIO W3YUYEHHOTO MPUMEHEHHS Pa3IuYHBIX aKTUBHBIX
BEIIIECTB MOXET MOHAI00UTHLCS OIICHKA 3a pas3lInyHbIC Mepuoisl BpeMeHu. [lepnon
BPEMEHH, HECOOXOIUMBIN ISl OMPEACIICHUS XOPOIIO H3YYEHHOTO MEIUITMHCKOTO
PUMEHEHHUS aKTUBHOTO BEIICCTBA, JOJKEH OBITh HE MEHEE 15 JIeT ¢ aThl IepBOTO
CHUCTEMATUYECKOTO W JIOKYMEHTHPOBAHHOTO WCIIOJIB30BAHUS HTOTO AKTUBHOTO
BEIIECTBA KAK JIEKAPCTBEHHOTO CPE/ICTBA.

2) MaTepuaibl PETUCTPAIIMOHHOTO J0ChE, TPEAOCTABICHHBIE 3aIBUTEIIEM, TOJKHBI
BKJIFOYATh BCE ACIMEKThI OIEHKH 0e30MacHOCTH U 3()PPEKTUBHOCTH, COJEPKATh WIH
JIaBaTh CCBUIKY Ha 0030p COOTBETCTBYIOIICH JUTEpaTypbl C Y4ETOM TMIpel H
MOCJICPETUCTPAIIMOHHBIX HUCCICIOBAHUN M OMYOJUKOBAHHOW HAyYHOW JUTEPaTypPhl
OTHOCUTENFHO pEe3yJbTAaTOB AMUACMHUOIOTHUYECKUX HCCIEOBAHUNH U OCOOCHHO
CPaBHUTEIBHBIX SIHUICMHOJOTHYECKAX HCCIECIOBAHUMN, BCIO JTOKYMEHTAIMIO, KaK
MOJIOKUTENbHYIO0, TaK U OTpHUllaTeNbHY10. "bubnuorpadguyeckas ccpuika" Ha apyrue
UCTOYHUKH  JIOKa3aTeNbCTB  (MOCIEPETUCTPAIIMOHHBIE  HCCIEIOBAHWUS,
SIUJIEMHUOJIOTHYECKUE HCCIEIOBaHUS), KPOME JaHHBIX, KAaCarolIUXCsS METOJIOB
KOHTPOJISI W HWCHBITAHWH, MOXET OBITh J0Ka3aTeIbCTBOM OCE30MacHOCTH U
3 PEKTUBHOCTH JIEKAPCTBEHHOTO CpEJCTBA MPU YCJIOBUU, YTO B MaTepuaiax
PETHCTPALIMOHHOTO JIOChE YETKO OOBSICHEHO W OOOCHOBAHO HCIOJIb30BAHUE ITUX
UCTOYHUKOB MH(pOpMaIuu

;
3) HeoO6X0aAMMO 00OCHOBATH, MOYEMY MOMKET CUUTATHCS JOKA3aHHBIM MTPUEMIICMBIN
ypPOBEHBb 0€301aCHOCTH W/WIH 3(PPEKTUBHOCTH, HECMOTPS HA OTCYTCTBHE HEKOTOPBIX
ACCIeEeaToOBaHUU

;
4) B MOKJIMHUYECKUX W/WIH KIMHUYECKUX 0030pax HE0OXOIUMO OOBSICHUTH
3HAaYMMOCTh  JIFOOBIX  TPEACTABJICHHBIX  JAHHBIX, KacalolIuxcsd  yXKe
3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJCTBA, OTIWYHOTO OT TOTO, KOTOPBIU
npenjaraercs K rnepepeructpanuu. HeoOxoammo mpeaocTaBUTh OOOCHOBaHHE TIO
MOBOJy TOTO, MOKHO JIM 3asIBIIEHHOE JIEKaPCTBEHHOE CPEACTBO CUUTATH MOJOOHBIM
YK€ 3apETHCTPUPOBAHHOMY JICKQPCTBEHHOMY CPEJICTBY, HECMOTPS Ha CYIIECTBYOIIHE
pasHoTIacHs

>

5) mocaeperucTpaMOHHBIA OIBIT UCIIOIB30BaHUS MOXKET COACPKATh HH()OPMAIIHIO
0 MCTOJIb30BAaHUH JIPYTHUX JIEKAPCTBEHHBIX CPEJICTB, COJIEPKAIIUX T€ K€ KOMITOHEHTHI;
6) mepuOaUYSCKUM OOHOBJISEMBIM OTYET 110 0E30MaCHOCTH JIEKApPCTBECHHOIO
npemnapara 3a MOCJeIHWUE S5 JeT A0 TOoJaud 3asBJICHUS W TMOATBEPKICHUE
WHTEHCUBHOTO MPUMEHEHHUSI €r0 B CTPAHE-IIPOU3BOAUTENE 3a MOCIECIAHUE 5 JIET J0
MOa4M 3asBJICHUS (JIJI1 HHOCTPAHHBIX MMPOU3BOIUTENCH)




27. OueHKa UCTOYHUKA MPOUCXOKIAEHUS (KpOBb, OPTaHbl U TKAHU YEJIOBEKA U
KUBOTHBIX) U CHEUU(PUUECKON aKTUBHOCTH IS UMMYHOOHOJOTMYECKUX MpernapaToB

28. * Omnenka 6e30omacHOCTH U 3P(HEKTUBHOCTH JICKAPCTBEHHOTO CPEACTBA I10
pe3yabpTaTaM KIMHUYECKUX HUCCJIEIOBAaHUN B OTHOIICHHM 3aSBJICHHBIX BO3PACTHBIX
rpynnn  OOJbHBIX, OOOCHOBAHHOCTHM BbIOOpAa MOKAa3aHUW K MPUMEHEHHIO,
MPOTUBONIOKA3aHUM, TPEIOCTEPEKCHU MpU MPUMEHEHUHU TMpenapara, TpoQuis
mMoO0OOYHEX IeUWcTBHUU

29. 3anonHseTCA TOJBKO IMpU MOJAY€ HA 3aABJICHHUS TOCYAAapPCTBEHHYIO
nepeperucTpanuio JEKapCTBEHHOTO npemnapara

Ouenka Oe3onacHOCTH U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA HA OCHOBE
JAHHBIX TIEPUOUYECKH OOHOBIISIEMBIX OTYETOB O 0€30MACHOCTH - aHANW3 MPOQUIL
0€301acHOCTH, BHECEHUH HOBBIX TOOOYHBIX JIEUCTBUI, MPOTUBONOKA3aHUM B KPATKYIO
XapaKTEpUCTHUKY JIEKAPCTBEHHOIO Mpernapara U WHCTPYKLUHIO MO MEAUIMHCKOMY
IPUMEHEHUIO WJIM OTKa3e B IEPEeperucTpalvu Ipenapara, H3MEHEHHUS B
PETUCTPAIMOHHOM CTaTyce Ipemnapara B IpYrHX CTpaHax, OOHOBJIEHHBIC JaHHBIE O
Mepax, MPUHATHIX PEryJISATOPHBIM OPraHOM WJIM IIPOU3BOJUTENEM MO COOOPaKEHUIM
0e30MacHOCTH, M3MEHEHUs B MH(OpManuu 1o Oe30NacHOCTU Ipenapara, 00beM
IPOJaXK, KOJMWYECTBO IMAI[MEHTOB, IMOJIYYMBIIMX Mpenapar 3a OTYETHBIM NEPHUOI,
U3y4YEHUE OMHCAHUs UHIAUBUIYATbHBIX CIYy4YaeB W NEPEUHs MOOOYHBIX NEUCTBUU H
CBOAHBIX TaOIHI], WHIAUBUIYAIbHBIX CIy4aeB IPOSABICHHUS MOOOYHBIX NEWCTBUIA
BBISIBJICHHBIX JEp)KaTeJIeM pErucTpallMOHHOTO YJOCTOBEPEHHMs, XapakTep H
KOJIMYECTBO CEPHE3HBIX IMOOOYHBIX JEUCTBUA M paHEe HE 3apEeruCTPUPOBAHHBIX
KoMraHuel. OOmias oleHKa O€30MacHOCTH Ha OCHOBE JaHHBIX NEPUOJUYECKU
OOHOBJISIEMBIX OTYETOB O OE30MACHOCTH M 3aKJIFOUEHUE O COXPAaHEHUU WJIM U3MEHEHUN
npo¢uist 0e30MaCHOCTH, BHECEHUH HOBBIX MOOOYHBIX JIEHCTBUM, IPOTUBOIIOKA3aHUHN B
UHCTPYKIMIO MO MEIUUHUHCKOMY INPUMEHEHUIO WM OTKa3e B MEPEeperucTparuu
npernapara.

[IpumeyaHnue: NpoBEAEHHE SKCIEPTHU3bl MPENapaToB-OMOCUMUISIPOB B
COOTBETCTBHUH C TPEOOBAHUSIMHU:
Ha skcnepTusy npu rocylapcTBEHHOW MEpeperucTpanuud OMOJIOrH4ecKoro
JIEKapCTBEHHOI'O CPEJICTBA, B TOM YHcIie OMOCHUMUIIsApa, penocTaBisatoTes Yactu 1-3
[lepeuns, u3z Yactu 5:



1) nepuoguyecku OOHOBISIEMBIH OTYET MO 0€30MaCHOCTH WM TEPUOIUYECKUN
O T 4 € T

2) pe3ynbraThl MOHUTOpUHTA [I11aHa ynpaBiieHUs] puCKaMu 1 MUHUMU3AIUU PUCKa,
UMMYHOT@HHOCTH, TIPU MPUMEHEHUU OHMOJIOTMYECKOr0 JIEKaPCTBEHHOTO CPEJICTBA, B
ToM umcie B PecyOnuke Kazaxcran, mojly4eHHBIX B pe3yJibTaTe:

MOCTPETUCTPALIMOHHBIX HAOJII0aTEIbHBIX HUCCIEIOBAHUNM 0€30MacHOCTH H
3(pPeKTUBHOCTH JIEKAPCTBEHHOT'O CpeacTBa (METOJOM AaKTUBHOIO MOHUTOPHUHTA,
METOJIOM CJTy4ail KOHTPOJIb UM KOTOPTHBIX PETPOCIICKTUBHBIX H/HIIH MPOCTEKTUBHBIX
UCCIIEIOBAHUI )

aHajim3a PGFI/ICTPOB ManuCHTOB, IMOJYyYaroIUuX JICUCHUC OIPCACICHHBIM
OMONOTHYCCKUM JCKAPpCTBCHHBIM cpeacrsam

IMOCTMAPKCTUHI'OBBIX KIIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ

MPOBENICHUs 00YYarOIINX MEPONPHUATHI IO MOBHIIICHUIO HHPOPMUPOBAHHOCTH
Bpaueil, (apmMaieBTOB U MAalMEHTOB C IIEJIbI0 CHUXEHUS PHUCKOB, CBSI3AHHBIX C
NpUMEHEHHEeM OMOJIOTHYECKOT0 JIEKapCTBEHHOT O cpesicTBa B Pecriybmnke Kazaxcras.

30. Onenka 6e3omacHocTd U 3(H(HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA C YUETOM
COOTHONIIEHUS "MONb3a-puck" - TPOTUBONOKA3AHUS, MPEAYNPEKICHUI WU
NpEOCTepEeKEHUs] MPU NMPUMEHEHUU Tpenaparta. Tpedyercss oOpaTuth ocoboe
BHUMAaHHE Ha JETCKUM BO3pacT, OEpPEeMEHHBIX M KOPMSLIUX JKEHIIUH, MOXKHIION
BO3pacT, MAIMEHTOB C TOYEYHOW M TMEYCHOYHOH HEJOCTAaTOYHOCTHIO

31. DkcnepTU3a MHCTPYKIUHU MO MEAUIUMHCKOMY MPUMEHEHHUIO MPOBOJAUTCA B
CpPaBHEHHMHM C KpaTKOM XapaKTepUCTUKON JeKapCTBEHHOro mpemnapara. Jlemaercs
3aKJIFIOYEHHE O COOTBETCTBUM WJIM HECOOTBETCTBUM IOKA3aHUM K MPUMEHEHHUIO,
NOOOYHBIX JIEHCTBUI, MPOTUBOMOKA3aHUN, OCOOBIX YyKa3aHWM, JEKApCTBEHHBIX
B3aMMOJICUCTBUH, NEPEO3UPOBKH, YKA3aHHBIX B WHCTPYKIUU MO MEIUIIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO CPEICTBA, KPATKOW XapaKTEPUCTUKE JIEKAPCTBEHHOIO
o penasparta

32. 3aKiIo4YeHue O HAIWYUHM WU OTCYTCTBHMHM B HA3BAHHU JICKAPCTBCHHOI'O
cpcacTBa:



1) rpaduyueckux CXOJICTB C paHee 3aperUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenaparamu U CJIIOB c He0J1aro3By4YHbIMU BBIPAXKECHUSIMHU

2) cnocoOHOCTH BBECTH B 3a0JyKJIEHHE OTHOCUTEIBHO MCTUHHOI'O COCTaBa M
JENCTBUS IIpernapara

3) cxonctBa MHH w/unu cxonHble ¢ HUMHU Ha3BaHUS IS JIEKAPCTBEHHOTO
cpeacTBa Ipyroro XUMHUYECKOTO cocTaBa 1501071 IEeNCTBUS

33. OueHka NOpaBUIBHOCTU NPUCBOECHHUS KoJa
AHaTtoMo-TepaneBTuyecko-xumMuueckon (manee — ATX) xknaccudukamnum,
COOTBETCTBUS (papMakoTepaneBTHueckord rpynmnbl koay ATX kmaccupuxanuw,
(papMaKkoJIOrHYEeCKOMY JAEHCTBMIO, IOKa3aHUAM K IpUMeHeHuro. B ciyuae
HenpaBuwibHO 3asaBieHHbIX ATX koma u (dapmakoTepaneBTUYECKOW TpPYIIIbL,
TpebyeTcs yKa3aTh pPEKOMEHAYEMBIE DKCIEPTOM

34. IIpoBepka afeKBaTHOCTH 3asiBJICHHBIX /103 U PEXKUMA JTO3UPOBAHUS COTJIACHO
(dbapMaKOKMHETHYECKHUM MapaMeTpam (Tiepruoa MoTyBbIBEICHHUSI, CTCTICHU CBSI3bIBAHUS
¢ Oenkamu IJ1a3Mbl KPOBU, BIUSIHUE HA aKTUBHOCTH MEYEHOUYHBIX (PEPMEHTOB, BpEMsI
COXpaHEHHUsl O0aKTepUOCTATUUECKOW/OAKTEPUIIMAHON KOHIEHTpAllUKM B Ciydae
aHTHOaKTEepUaIbHBIX TpenapatoB). TpedyeTcs oOpaTuTh 0c000€ BHUMAaHUE HA JIO3bI,
PEKOMEHIyeMbIC JETSAM, IMOKUIBIM, OOJBHBIM C HApPYHICHUAMU (DYHKIIUHA TOYEK H
oI € 94 € H U

35. TIpoBepka COOTBETCTBUS 3afBJICHHOIO CPOKa XpaHEHHs, YKa3aHHOTO B
3asBJICHUH, B KPATKOM XapaKTePUCTUKE JIEKApCTBEHHOr0 Mpenapara, MHCTPYKIUU 10
MEIUITMHCKOMY IPUMEHEHHUI0, MAKeTaX YIaKOBKH CO CPOKOM XpaHEHHUs, YKa3aHHBIM B
HOPMaTUBHOM JIOKYMEHTE

36. CoOTBETCTBUE MPEICTABICHHON HHCTPYKIHUH IO MEAUIIUMHCKOMY IPHUMEHEHUIO
NEeHCTBYIOIIEMY 3aKOHO1aTeNbeTBY PecryOnnku Kazaxcras.
37. JleranpHO€ ONMCaHUe CUCTEMBI (hapMaKOHAA30pa U YIIPABICHUS PUCKAMMU:
1) Kparkas xapakTepucTHKa CHCTEeMBbl (apMakoHaaA30pa AepiaTens
PETUCTPAIMOHHOTO YAOCTOBEPEHUS JOJIKHA BKIIIOUATh CIICIYIOIINE JIEMEHTHI:
JI0Ka3aTeIbCTBO TOTO, YTO JIEPKATENIb PErUCTPALIMOHHOTO yIOCTOBEPEHHS UMEET B
CBOEM PpAacCHOpSHKEHUH OTBETCTBEHHOE JIMIIO 3a TJIo0anbHbIM (dapMaKkoHAI30P



KOHTAKTHBIE JaHHBIE OTBETCTBEHHOTO JIMIIA 3a TI00aIbHBIN (papMakoHaI30p

JeKJIapalusi, HoAMUCaHHas IepKATEIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUS O TOM,
YTO OH UMEET cucTeMy dapMaKkoHa 30pa JUIsl BBHITIOJIHEHHS 3a/1a4 U 00s13aHHOCTEH 10
NOCTPErUCTPALMOHHOMY KOHTPOJIIO O€30MaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB

CCBhUIKA Ha MeCTO (aapec), Tie XpaHuTcs Mactep-daiin cucremsl papmMakoHaa30pa
2) OTBeTCTBEHHOE JIMIIO 3a JIOKaIbHBIN hapmakoHan3op B Pecy6nuke Kazaxcran:

JOKYMEHT, MOJATBEPXKIAIOIIUI Ha3HAYEHHE OTBETCTBEHHOrO JHIa 3a
bapmakoHan3op B PecnyOnuke Kazaxcran

KOHTaKTHBIE JJAHHBbIE OTBETCTBEHHOTO Jivila 3a (hapmakoHaa3zop B PecnyOinnke
KaszaxcrTaHms

3) Ilnan ynpaBieHust pUCKaMU IIPU MEIUIIMHCKOM PUMEHEHUU JIEKApCTBEHHOTO
CpEeICTBa, 3asBJICHHOTO HAa PETUCTPALIMIO/TIEPEPETUCTPALINIO HIIM BHECEHUE U3MEHEHU I
(171 OpUTMHAJBHBIX TMpernapaToB, OMOCUMUIISPOB, BAKIHH, IMPENapaToB KPOBH,

reHEpPUYECKHUM IpernapaTam TpeOyronIero 0coooro KOHTPOIIs)
3axItoueHue:
MOJIOXKUTETBHOE OTPUIIATEIIEHOE
(c obocHOBaHHUEM)
IIpumeuanue:
OTMEYEHHBIC * pa3IeNnbl
3aII0JIHSIOTCS TIPU IIPOUICHUH
CpoKa AeicTBuA
PErHCTPAIMOHHOTO YAOCTOBEPEHUSI
Jara nocrymnenus
JOKYMEHTOB JKCIIEPTY

JlaTa 3aBepuieHHs SKCIEPTH3B! JOKYMEHTOB
Bce AJaHHBIC, IMPHUBCACHHBIC B JKCICPTHOM 3aKIHOYCHHUH, JOCTOBCPHBI H
COOTBETCTBYHOT COBPECMCHHBIM Tpe60BaHI/I}IM, 4TO IMOATBECPKIAIO JIMYHOM MOJINHUCHIO.

damunus, ©MsI, 0OTIYECTBO
(TIpu HaJTMYUH), SKCTIEPTOB

IToamuce

Jlara
[Ipunoxenue 8
k [IpaBunam npoBeneHus
9KCTIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB



®opma

CBOIHSIH OTYET SKCIEPTOB IO OIECHKE JIEKapCTBEHHOTO Ipenapara mpu
N3MECHEHHSX, BHOCHMBIX B PETHCTPAIIHOHHOE JOCHE

1. ®amwmus, UMsi, OTYECTBO (MIPH HATMYIHMU) U JOJDKHOCTH SKCIIEpTa
Y4yeHas cTereHb, 3BaHNe

Ne 3as1BKU

Hara

ToproBoe HaMeHOBaHWE TpeTiapara

AN IR Il I

Mexc}lyHapo,uHoe HCIIAaTCHTOBAHHOC HAa3BaAHUEC

7. JlexapcTBEHHBbIH mpenapar

JUis  BOCIPOU3BENEHHOTO JIEKAPCTBEHHOI'O IIpenapaTr MWIiH
8. OuocuMumiIsApa yKa3aTb Ha3BaHHE OPUTMHANBHOIO JIEKAPCTBEHHOTO
npenapara

9. JlexapcTBeHHas hopma

OpurvHadbHBIA  JIEKAPCTBEHHBIN
npemapar

BocnpousBeneHHbIi JIeKapCTBEHHBIN
npemnapar

BuonomoOHEBINT  MEeKapCTBEHHBIN
mpemapar (bruocumunsp)
I'uOpunHeIid JEKapCTBEHHBIA Iperapar

buosiornueckuil  JIEKapCTBEHHBIN
npemapar

KoMOnHMpOBaHHBIA JI€KapCTBEHHBIN
npemapar

JlekapcTBeHHBIN mpenapaT ¢ XOpPOILIO
H3YYEHHBIM MEIUIAHCKUM
NIPUMEHEHHUEM

PaguodapmareBTudecKuit

JIEKapCTBEHHBIH  IpemapaT Uiu
npeKypcop

T'omeonaTuueckuili JeKapCTBEHHBIN
npemapar

PacTutenpHbIlt  J€KapCTBEHHBIN
npemapar

OpdaHHbIil NeKapCTBEHHBIH NpenapaT

AxTuBHas  ¢apmaneBTHUECKas
cyOcTaHIUs, NPOM3BEICHHAs HE B

YCIOBHUAX GMP
JlexapcTBEeHHBII 0aNK-IPOIyKT
buonorunueckui 6anK-poayKT

JlexkapcTBeHHOE NMPHUPOIHOE ChIpbe (HE
(apmakomneiiHoe)

HCCIeOBaHUS BOJHBIX PacTBOPOB
TeHEPUUYECKHX TPEIapaToB HH-BUTPO

BHEApEHUE TpaHcdepa
MPOU3BOACTBEHHBIX M TEXHOIOTMUECKUX
MIPOLIECCOB



10 Jlo3upoBka

11
KonuenTtpauus

12
®dapmMakoTepaneBTHYeCKas IpyIma

13 Koxg B COOTBETCTBHMH C aHATOMO-TEPaNeBTHUYECKO-XUMHUYECKOM
KJaccuduKkarmen

14
dopma oTmycka o perenty 06e3 perenra

2. YakoBka

HaumenoBanue Bun ymakoBkm  (mepBHYHAS, KomnuectBo enuHuil B
Pazmep O0OBem
YIaKOBKH BTOpHYHAs) YIaKOBKE

3. laHHBIE O TIPOU3BOIUTETIE

HaumenoBanue o
Ne Tun opraHu3anyy WM y4acTOK IPOU3BOJCTBA Crpana IOpumudeckuii ampec
OpraHu3anuu

1. 3asBurenn

2. TlpousBoguTtens
3. VmaxkoBIIHK
4

YyacTok npou3BoJIcCTBA

5. Jepxarens PETHCTPAlHOHHOTO
YOCTOBEPEHHSA
4, PGFI/ICTpaIII/IH B CTPAHC-IIPOU3BOAUTECIIC U JIPYTHUX CTpaHax
Ne  HaszBaHue cTpaHsbl Ne perucTpamoOHHOTO yJI0CTOBEPEHHUS Hata Beigaun Cpoxk aeiictBus
I.
2.

5. 1) CocraB nekapCTBEHHOTO CpeacTBa (yKa3aTh JIGKApCTBEHHBIE CYOCTaHITUU U
BCIIOMOTaTeIbHbIE BEIIECTBA, BKJIFOYasi KOHCEPBAHThI, COCTaBHBIE BEIIECTBA 000JIOUYKH
npenapaToB):

KonuuectBo Ha HOpMaTI/IBHHﬁ JOKYMCHT IO KOHTPOJIIO KadeCTBa H 0e30macHOCTH

No HanMeHoBaHH e €IUHULY } JIEKapCTBEHHBIX CpeACTB, WM locynapcTBeHHas (apmakornes
nexapcTBeHHOH PecrryOnmmkn Kaszaxcran, 3apyOexxHbie (apMakorien, Hpu3HaHHBIC
thopMBI JefcTBYIOINME Ha Tepputopnn Pecryomiku Kazaxcran

JlexapcTBeHHas(
1. ble) cyocranums (
n):
BcnomorarensHele
BEIIIeCTBA:

CocraB 000JI04KH
3. TabJIeTKH WIH
KOpITyca KarcyJbl:

2) 1151 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhS

borannueckue HopmaTuBHBII 1OKYMEHT IO KOHTPOJIIO KAayecTBa U
JTaTHHCKHUE 0€301MacHOCTH  JICKAPCTBEHHBIX CPEACTB, WIH



Ne HazBaHUA locynapcreennas  ¢apmakones Pecmy6bmukm — Jlukopactymee MecTo

pacTteHui, Kazaxcran u 3apy0OexHble GapMakored, IPU3HAHHBIE W 71 U NpoU3pacTaHus
BXOOAIITUX B ,I[Cf/iCTB}GOH.[I/IMI/I Ha TEPPUTOPUHA PCCHy6JII/IKI/I KYJIbTUBHPYEMOC
cocra cOopa Kazaxcran

6. [Ipon3BoauTeNny aKTUBHBIX CyOCTAaHIINH, BXOISANINX B COCTAB JIEKAPCTBEHHOTO
cpeacrTsa

HaumeHoBanue BEIIECTBA, HanmeHoBaHue npousBoauTens C Anpec TpPOU3BOACTBEHHOU
. TpaHa
Ne Bxopsmero B cocTaB Ha PYCCKOM M aHIJIMHCKOM IUIOIAJKU Ha PYCCKOM H
JIEKAPCTBEHHOT'O CPECTBA SI3BIKAX AHTTIMICKOM SI3BIKaxX

7. 1) CocTaB JIeKapCTBEHHOIO Cpe/cTBa (yKa3aTh JEKapCTBEHHbIE CYOCTAHIIMU U
BCIIOMOTaTeIbHbIC BENIECTBA, BKIIFOYAs KOHCEPBAHTHI, COCTaBHBIC BEIIECTBA 000T0UKH
npenapaTon):

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

COUHUIL JICKAPCTBCHHBIX CpeacCTB Nin FOC JOapCTBCHHAsA apMaxKkoIies

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

JlexapcTBenHas(
1. bie) cyocranums (

n):
BcmomoraresnbHble

BCIICCTBA:

CocTaB 000JI0YKH
3. TablleTKH WIH
KOpITyCa KarCyJibl:

2) 1711 TeKapCTBEHHOTO PACTUTEIBHOTO ChIPhS

Borannueckune HOpMaTI/IBHHﬁ JAOKYMCHT IO KOHTPOJIFO Ka4eCTBa U

JTaTHHCKHE 0e30MacHOCTH  JICKAPCTBEHHBIX CPEACTB, WIH
Huxopactyiiee
N Ha3BaHUI locynmapctBennass  ¢apmakomess PecmyOimkn MecToO
° N UIau
pacTeHui, Kazaxcran u 3apy6exHble (apMakonen, NIpU3HAHHbBIC MPOU3pacTaHus
KYJIETUBHPYEMOE

BXOASAIIMX B  JCHCTBYIOIIMMH Ha TeppuTtopun PecmyOnuku
cocTaB cOopa Kazaxcran

8. IIpousBoauTeNIN aKTUBHBIX CYOCTAHIIUM, BXOJSIIHNX B COCTaB JIEKAPCTBEHHOTO
cpencTsa

HaumenoBanue  BeliecTBa, HaumvenoBanue npousBoautens C Anpec TPOU3BOACTBEHHOM
8 TpaHa
Ne Bxomsmero B COCTaB Ha PYCCKOM M aHIJIMHCKOM IJIOIMIAKA Ha pPYCCKOM U
JIEKapCTBEHHOTO CPEICTBA SI3BIKAX AHTIIMICKOM SI3BIKaX

9. Tumn usMeHeHu



1) Tvn U3MEHEHU! B COOTBETCTBUU C MIPUIIOKEHUEM 17 BHOCUMBIE Crapas HoBasa
N3MCHEHHS penaxums penaxums

10. OrneHka perucTparioHHOTO J0Che IO acleKTaM KauyecTBa, O€30MacHOCTH U
3 pekTUBHOCTU

Pexomenpamuu:

3asBIeHHBIE N3MEHEHHS THUIIA (Yka3aTp THIT) He OKa3hIBAIOT BIHMSIHHUA Ha KadecTBO, OE30MACHOCTh U
3((EeKTUBHOCTD JEKapCTBEHHBIX CPEIACTB. 3asBICHHOEC HM3MEHEHHE MOXET OBITh PEKOMEHAOBAHO K
peructpanuu. CoOJII0IeHbI YCIOBUS )11 BHECEHUSI U3MEHEHUH 110 3asBJICHHOMY THITY U3MEHEHUH.

3asBICHHBIC N3MCHEHHS THIIA (YKa3aTb THIT) OKa3bIBAIOT BIMSHUE HA KAYECTBO, O€30MacCHOCTh U
3¢ (GEKTUBHOCTD JIEKapCTBEHHBIX CPEICTB. 3asBICHHOE HW3MEHCHHE HE MOXKET OBITh PEKOMEHIOBaHO K
perucTpanyu.

B cooTBeTcTBUU € 3as8BICHHBIMM U3MEHEHUSMU HE MPEAOCTABICHBI JOKYMEHTH PETHCTPALMOHHOTO JOChE B
3 monHOM 00BEME COTIacHO MPWIOKEHHIO 17 MM He cOOJIONEHBI YCJIOBHSI Il BHECEHHMS W3MEHEHUH 110
) 3asABJICHHOMY THITy M3MeHeHHH. HeoOxoanmo paccMOTpeTh HOKYMEHTHI TMOBTOPHO ITOCIE NMPEIOCTaBICHUS
JIOTIOTHUTENBHBIX MaTEPUAJIOB II0 3aMpoCy IKCHepTa:

I[aTa IMOCTYINNICHUA JOKYMCHTOB 3KCIICPTY

JlaTa 3aBepiieHus: SKCIEPTU3BI JOKYMEHTOB

Bce naHHbIe, IpUBEIEHHBIE B 3KCIIEPTHOM 3aKJIOYEHUH, JTOCTOBEPHBI U
COOTBETCTBYIOT COBPEMEHHBIM TpPEeOOBaHUSAM, YTO MOJATBEPXKAAN JTUYHOU
HOJIHCHIO.
damunus, UMsl, OTYECTBO (IIPU HAJIMYUH ), SKCIIEPTOB

IToanuce
[ara

[Ipunoxenne 9
k [IpaBunam nmposenenus
9KCIEPTHU3BI IEKAPCTBEHHBIX CPEJICTB

®dopma

MunncTepcTBO 3apaBooxpaneHud Pecmy6imxnu Kazaxcran

HaunmenoBanue FOCYIIapCTBeHHOﬁ BKCHCPTHOﬁ opraHui3annuu

ATTecTar akKpeAuTallMu UCTbITaTeNbHOM J1aboparopuu (Ne, Cpok neicTBHS)

Anpec, TenedoH SKCIIEPTHONU OpraHu3aIiy (UCIBITATEIbHON Jab0paTOpuN)

IIporoxon ucnerranmii Ne or" " roaa




Crpannna /
KonunuecTBo mucTOB

3asBuTENh (HAMMEHOBAHUE, AJIPEC):

®upma U3roTOBUTEIL/TIPOU3BOAUTEID, CTPaHA:

Cepust, mapTusi: JlaTa npou3BoJICTBA: CpoOK roJTHOCTH:

Jlata Hayanma ¥ gaTa OKOHYAHUS UCHBITAHUM:

KonuuectBo 00pasiios:

O06o3HaucHHe HOPMATUBHOI'O JOKYMCHTA I10 Ka4YCCTBY Ha IIPOAYKIHUIO:

O6o03HaYeHe HOPMATUBHOTO JOKYMEHTA TI0 KAYeCTBY Ha METO/IbI UCTIHITAHU:

L d
PC3YJIBTaTBI HCOBITAHUU
HaumenoBanue TpeboBanust HopMaTHBHOTO JOKyMeHTa @aktndecku noxydeHHele 0C M BIaKHOCTB
noKazaTesnen 10 Ka4eCTBY PpEe3yIIbTaThI (%)
1 2 3 4

3axmrouenue: IlpencraBieHHble 00pa3ibl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBAaHUSIM HOPMATHUBHBIX JOKYMEHTOB M METOJIUKH BOCIPOU3BOASTCS/HE
BOCTIPOU3BOIATCS (yKa3blBaTh IPH HEOOXOAUMOCTH). (HYXHOE IOJUYEPKHYTH)
MeToauKu He BOCIIPOU3BOISATCS 0 CICAYIONINM ITOKAa3aTEsIM

HOI[HI/ICI/I YOOITHOMOYCHHBIX JHU IO

(IOTKHOCTB) (moamuce) damMuinusi, UMs, 0OT4€CTBO (IIPU HAJITUYUH )




(IOTIKHOCTBD) (moamnuce) damMuiusi, UMs, 0OT4ECTBO (IIPU HAJTUYUH )

(TOJ>KHOCTB) (moamuce) damunusi, UMsi, OTYECTBO (ITPU HATUYHUN)

MecTo 1 rieyaT

IIpunoxenune 10
k [IpaBunam npoBeneHus
9KCIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB

®opma

Ortuer o pe3ynbTaTax OpoBEICHNA 1a00PaTOPHOTO HCIILITAHUSA B 1aOOpaTOpHH
KOHTPOJIA KadeCcTBa MPOM3BOAWTEIIA WM B KOHTPakTHO#H 1abopaTtopum,
HCIIOIBb3yEMOH MPOU3BOAUTEIIEM

1. Pe3rome
HanmMeHoBaHMe 1€KapCTBEHHOIO CPELICTBA
HaI/IMeHOBaHI/Ie, az[pec peKBI/IBI/ITI)I HpOPI3BOI[CTBeHHOI>1 IJIoIa K

HanmenoBanue, anpec, peKBU3HUTHI JJAOOPATOPUH KOHTPOJISI KauecTBa H/HIH
KOHTPaKTHOH 71a00paTOpuu KOHTPOJIS KauecTBa

OcHoBaHUE NPOBEJICHUS JTa00PATOPHOTO UCIIBITAHUS

Howmepa nmunensun (Iipu HATHYUH), CEPTUPUKATOB, 3aIBOK HA IKCIEPTHIY
IPY TOCYJapCTBEHHOH perucTpanum

[IpoBenenne mabopaTOPHBIX
HCTIBITAaHUI

Pe3tome nesTenbHOCTH 1a00PaTOPUN KOHTPOIIS Ka4ecTBa Beimyck B peanmsanuio cepuu
JIEKapCTBEHHOTO CPEJICTBA

WHoe (HeoOX0aMMO yKa3aTb)

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

2. Broanas uadopmarus
Kpatkoe omucanue 1abopaTopru KOHTPOJISI Ka4ecTBa
Hannare nokyMeHTHPOBAHHBIX POLICAYP MPOBEACHUS HCITBITAHIHA
BrinonHenue TpeboBaHuil TOKYMESHTUPOBAHHBIX MIPOIICIYP MPOBEICHUS UCTIBITAHUI
Hens npoBeneHus 1a00paTOPHOTO HCITBITAHUS
OOBEKTHI UCIIBITAHUS
[epconan nabopaTopuu KOHTPOJIS KAYeCTBA, YIACTBYIONIUH B IPOBEACHUH Ja00PATOPHOTO UCIIBITAHUS

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

3. HabmroneHust 1 pe3yabTaThl IPOBEACHUS Ja00paTOPHOTO UCTIBITAHUS
Ccbutka Ha HOPMATUBHBIA JOKYMEHT
HOMep CCpuHU, nata Mponu3BoACTBa

TpeboBanus HopMaTuBHOro @DakKTHUECKHE C , CooTBeTCTBYET/HE
INoxa3zarens
JOKyMEHTa pe3yJIbTaThl BIIaXXHOCTb  COOTBETCTBYET



4. TTpunoxeHus

I[OKyMGHTLI (HCpBI/I‘IHHC JAAHHBIC, MPOTOKOJIbI PICHBITaHI/Iﬁ) n O6pa3L[LI, OTO6paHHI>I€ B XO0J€¢ NPOBCACHUA
na60paT0pH0r0 HCIIbITaHUA

5. PexomeHngaimm 1 3aKIIIOUCHUS
Pexomenpanmm
3akioueHHe

IIpumeyanue:

*K oTueTy o pe3ynbTaTrax mpOBEACHUS Ja00paTOPHOTO UCIBITAHUS HEOOXO0IUMO
NPUJIOKUTH KOMHUI0 cepTudukaTta aHanuza W (WIM) MPOTOKOJA HUCIBITAHUM Ha
MPOIYKINIO JTabOpaTOpUH KOHTPOJS KadyecTBa MPOW3BOAUTENSI WM KOHTPAKTHOM
1abopaTopuu, UCIIOIL3YEMOM pou3BoIUuTEIEM. Bee MPUIIOKEHHUS K OTUETY SBIISIOTCS
HEOTHEMJIEMOM €0 YacThIO.

PykoBoagurens KOMUCCHUH:
(moamuch) damuius, UMs, OTYECTBO (MPU HAJTUYUHM), TOJKHOCTh
Y JI € H bl KOMMUCCHUH:
(moamnucs) damunus, UuMsi, 0OTYECTBO (MPU HAIMYUH), TOHKHOCTh
(moamuch) damuiusi, UMs, OTYECTBO (MPU HAJTUYUM), TOJKHOCTh
" n 20 T

CormacoBaHoOoO

(moMKHOCTH) (MOIIKCH) damunus, uMs, OTYECTBO (IIPU HATUYUM)
(10KHOCTH) (TIOJIIUCH) damMunus, uMsi, OTYECTBO (IIPU HATUYMH)
IIpunoxenue 11

k IIpaBunam npoBeneHus
9KCTIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB

3akmogenne 0 6e30macHOCTH, 3P PEKTHBHOCTH H Ka9ECTBE JICKApPCTBEHHOT'O
CPEICTBa, 3aABJICHHOT'O Ha SKCIIEPTH3Y

1. PecniyOnukaHckoe ToCcyJapCTBEHHOE MPEANPUSATHAE Ha MPaBE XO3IMUCTBEHHOTO
BeAeHUs "HanuoHanbHBIM LEHTP SKCIEPTU3bI JEKAPCTBEHHBIX CPEJICTB, U3MCIUN



MEIHWIIMHCKOTO Ha3HAYeHHWs] MW MEIUIIMHCKOM TexHuku" MuHHucTepcTBa
3npaBooxpanenus PecryOnuku Kazaxcran cooOmaer pe3ynabTaThl dKCIEPTH3BI Ha
6e30macHOCTh, 3((PEKTUBHOCTH M KAYECTBO JIEKAPCTBEHHOTO CPECTBRA!

Howmep u nara 3asBku

ToproBoe Ha3BaHHME JIEKapCTBEHHOI'O CpeAcTBa (C yKa3aHHEM JIEKapCTBEHHOW (OpMBI, TO3MPOBKH,
KOHLICHTPAIIK ¥ 00beMa 3all0THEHNS, KOIUIECTBA 103 B YNIAKOBKE - IS JIEKAPCTBEHHOTO TIpeTapaTa)

OpFaHI/I3aHI/I$I-Hp01/I3BO)II/ITeJ'IL, CTpaHa-npoOnu3BOAUTECIIb

3aKkiTroYeHNEe HAYalbHOM AKCIEePTU3bl (BalWAalHs PETUCTPAIMOHHOTO M0Che) (TIOJMOKUTEIBHOE WIIH
OTPHIIATEIIEHOE)

3aKII0UYeHUE UCIIBITATEILHOM J'Ia60paTOpI/II/IZ JaTra u Ne IpoTOKOJIa, (HOJ'IO)KI/ITGJ'II)HOC nim OTpI/IHaTeJ'II)HOC)
3axIrtoYeHNE CTICITUATN3UPOBAHHOM SKCIIEPTU3HI (TIOIOKUTEIEHOE MIIH OTPHULIATEIIFHOE)

2. 3axmmovyeHue (MoJ0XKUTeNbHOE): MaTepuaibl U JOKYMEHTBI PETHCTPALIUOHHOTO
JI0Che Ha JIEKapCTBEHHOE CPENICTBO (TOProBOE Ha3BaHUE JICKAPCTBEHHOTO CPECTBA C
yKa3aHHeM JIEKapCTBEHHOU (POPMBI, TO3UPOBKHU, KOHIIEHTPAIIMN U 00beMa 3all0JIHEHHUS],
KOJIMYECTBA 703 B YIMAKOBKE), MPEIOCTaBICHHBIC IS IKCIEPTH3bI, COOTBETCTBYIOT
YCTAHOBJICHHBIM TpeOOBaHUSIM, 0€30MacHOCTh, JP(YEKTUBHOCTH M KayeCTBO
JEKapCTBEHHOTO CPEJCTBA MOATBEP)KAEHBI COOTBETCTBYIOIIMMH MaTepuajaMu |
IPOBEICHHBIMU UCTIBITAHHUSIMHU.

3akmroueHue (oTpuuarenbHoe): Marepuanbl U JOKYMEHTBI PErUCTPALIMOHHOTO
JI0Che Ha JIEKapCTBEHHOE CPENICTBO (TOProBOE Ha3BaHUE JICKAPCTBEHHOTO CPEICTBA C
yKa3aHHeM JIEKapCTBEHHOM (POPMBI, TO3UPOBKHU, KOHIIEHTPAIIMU U 00beMa 3arl0JIHEHHUS,
KOJIMYECTBA JI03 B YIAKOBKE), IPEIOCTABICHHBIC JJI KCIIEPTU3bI, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpeOOBaHUSM, 0€30MacHOCTh, JP(YEKTUBHOCTH M KayeCTBO
JIEKapCTBEHHOT'O CPEJICTBAa HE MOATBEPKIACHBI COOTBETCTBYIOIIMMH MaTepHalaMu H
IPOBEJICHHBIMU UCTIBITAHHUSIMHU.
PykoBoaurenp rocynapCTBEHHOM OKCIEPTHOM OpTraHU3alUU:

MOJINNCH damunius, UMs, OTYECTBO (IIPU €ro HAJTUUYUH)
larTa
MecTo neuatu

IIpunoxenue 12
k [IpaBunam nposeaeHus
9KCHEPTU3BI JIEKAPCTBEHHBIX CPENICTB

®dopma

3aximodeHue 0 6e3omacHOCTH 3 EKTHBHOCTH M Ka9ECTBE JIEKAPCTBEHHOT'O
CPEICTBAa 3aiABIICHHOTO Ha 3KCIIEPTH3Y H3MEHCHHH, BHOCHMBIX B
PETUCTPALIMOHHOE JOCHE



1. Pecny0OnmkaHckoe rocyJapcTBEHHOE MPEANpUATHE Ha MPaBe X039iCTBEHHOTO
BeneHusl "HanmoHanpHBIM LEHTP SKCHEPTHU3bl JEKAPCTBEHHBIX CPEACTB, HU3IEIUN
MEIMUMHCKOTO Ha3HA4€HHs M MEIUIMHCKOW TexHUuKu' MuHucTepcTBa
3npaBooxpaHeHus PecnyOmuku Kazaxcran cooOmiaet pesyibTaThl 3KCIEPTHU3BI O
BJIMSHUM BHOCHMBIX HM3MEHEHUU B PETHCTPALMOHHOE J0ChE Ha 0€30MacHOCTb,
3¢ ()EKTUBHOCTH U KaYECTBO JIEKAPCTBEHHOT'O CPEJICTRA!

HOMep H gaTa 3asiBKHU

ToproBoe HavMeHOBaHHE JICKAPCTBEHHOTO CPEICTBAa (C yKa3aHHWEM JIEKapCTBEHHON (OPMBI, TO3HPOBKH,
KOHLIEHTPAIK ¥ 00beMa 3aIl0JHEHHs, KOJIMYECTBa /103 B YIIAKOBKE - JIJIs JIEKAPCTBEHHOTO TIpernapaTa)

Opranusanys IpOU3BOJUTENb, CTPAHA-IPOU3BOIUTEIDL
BHocumble n3meHenus otHeceHsl K Tumy 1 A, tuny I b, Tamy 11

3aKkIoucHHe HavYalIbHOM OKCHCPTU3BI (BaJ’II/IHaHI/II/I PErucTpalluoOHHOro I[OCI)G) JICKAPpCTBCHHOT'O CpCACTBA (
IIOJIOKUTECIBbHOC UIIN OTpI/I]_IaTCJ'IbHoe)

3axIIFoYeHre UCIIbITaTeNIbHON TabopaTtopun: 1ata U Ne mpoTokoa, (TI0JI0KUTETFHOE HITH OTpUIAaTEeIbHOE)
3aKITIOYeHHE CIICIUANTN3HPOBAHHOM SKCIIEPTU3HI (TTOIOKUTEIBHOE WITH OTPHUIATENBHOE)

2. 3akmoueHue (MoJ0XKUTENbHOE): MaTtepralbl U JOKYMEHTHI, PEI0CTABICHHBIC
Ha S9KCIICPTUIY HSMCHCHHﬁ, BHOCHUMBIX B PETUCTPALIMOHHOC JOCHE JICKAPCTBCHHOI'O
cpcacTBa, (TOpFOBOG Ha3BaHHUC JICKAPCTBCHHOIO Cp€aACTBa C YKAa3aHHCM
H@KapCTBCHHOﬁ (bOpMBI, HJO3UPOBKH, KOHUCHTpALHUU U o0beMa 3aII0JIHCHMU A,
KOJIM4YeCTBAa 103 B YHaKOBKe), COOTBCTCTBYIOT YCTAHOBJICHHBIM TpC6OBaHI/I$IM, BIIMSAHHUC
Ha 6C3OHaCHOCTB, 3(1)(1)€KTI/IBHOCTI> N Ka4uCCTBO JICKAPCTBCHHOI'O CpCACTBa
IMOATBCPKACHBI COOTBECTCTBYIOIIMMHU MAaTCPUAJIaMH U ITPOBCACHHBIMHA UCIIBITAHHUAMMU.

3akmroueHue (OTpUIaTeNibHOE): Matepuanbl U JOKYMEHTHI, IPEIOCTAaBIEHHBIE Ha
OKCIICPTU3Y PI3MCHCHHI>1, BHOCHMMELBIX B PCTUCTPALIMOHHOC AO0OCHC JICKAPCTBCHHOTIO
cpcacTBa, (TOpFOBOC Ha3BaHHUC JICKAPCTBCHHOIO Cp€aACTBAa C YKa3aHHCM
JeKapCTBEHHON (OpPMBI, JO3UPOBKMU, KOHIICHTpAIlMM U OOBEeMa 3aroJTHEHWUS,
KOJIN4eCcTBa 103 B ynaKOBKe), HC COOTBCTCTBYIOT YCTAHOBJICHHBIM TpC6OBaHI/IHM,
BJIMSTHHUC Ha 6630HaCHOCTI), 3(1)(1)CKTI/IBHOCTB N Ka4CCTBO JICKAPCTBCHHOT'O CPCACTBA HC
IMOATBCPKACHBI COOTBETCTBYIOIIIMMHU MAaTCPUAJIaMH U ITPOBCACHHBIMHA UCIIBITAHHUAMMU.

PykoBoauTens TroCygapCTBEHHOM OKCHEPTHOW OpPraHU3alUU:

NOAIUCH damunusg, UMs, OTYECTBO (MPU €ro HAJIUYUM)

Jlata

MecTto neuatu

ITpunoxenune 13
k IIpaBunam nmposeneHus
9KCIIEPTU3bI JIEKAPCTBCHHBIX CPEICTB

®dopmMma
Jara Mecto neyatu



Kazakcran PecnyOnukacel Jlencaynblk cakray  PecrmyOiukaHCKoe rocynapCTBEHHOE MpENIpUsITHE Ha
MUHHCTPIIriHIH "J[opiiik 3arTapipl, MEAWIUHAJIBIK IpaBe XO3IHCTBEHHOTO BeaeHHs "HannoHanbHBIH HEHTp
MakcaTTarbl OyHbBIMIapAbl JKOHE MEOWIIMHA  DKCIEPTH3Bl JIEKAPCTBEHHBIX CPEJCTB, W3JCIHN

TeXHUKACBIH capanrtay YJITTBIK  OpTaibIFbl" MEIUIMHCKOTO HA3HAYCHHS M MEIUIIMHCKON TeXHUKH"
HIAPYaIIbUIBIK JKYPTi3y KYKBIFBIHAAFBI pecnyOiIukaiplk MUHHCTEpCTBA  3[paBooXpaHeHus PecnyOiauku
MEMJIEKETTIK KOCITOPHBI Kazaxcran

CBoaasIii oTgeT o 6e30macHOCTH, 3)PEKTUBHOCTH U KAYECTBY
JIEKapCTBEHHOTO IIpemapara

"HaumenoBanue npenapara', MpOU3BOAUTEND, CTPAHA
W3 oTyera yaaneHa KoHpuaAeHIMATbHAs HHPOpMaLUs
1. CnpaBouHast uH(MOpMAITUS O MPOIIEAYPE
1.1. [Tomaya perucTpanOHHOTO JOCHE
2. Hayunoe obcyxnenue
2.1 AcrniekThl KauecTBa
2.1.1 AxrtuBHas (¢papmaneBTHUECKass CyOCTaHIMS: aHaJlW3 CBEAEHUM O
IIPOUCXOK/ICHUH, KaYECTBE U BBIBOJIBI O BO3MOKHOCTH MCIOJIB30BAHMS CyOCTaHIIUU
2.1.2 . BcnoMmorartenbHbIE BEIISCTBA: aHAJIM3 CBEJICHUM O KaueCTBE, KOJIUUECTBE C
BBIBOJIJAMHU O JOIYCTUMOCTH UCIIOJIb30BAHUS
2.1.3 JlekapcTBeHHBIN MpenapaT 3aKJIOYeHHE O MPOU3BOJCTBE CreuduKaius
KauyecTBa CTAOMIBHOCTh
2.2. JIOKIMHUYECKHUE aCIICKThI
2.3 KnuHU4eCcKue acreKThl
2.4 OueHka 1noJib3a-pruckK
2.5 ®apmakonangzop Onucanue cuctemsl papmakoHanzopa [lnan ynpaBieHus
pucKamu

2.6 YcnoBus oTIrycKa

ITpunoxenue 14
k [IpaBunam mpoBefeHUs SKCIEPTU3E
JIEKapCTBEHHBIX CPEACTB

HHdopmaius 0 BCIIOMOTaTeIHHBIX BEMECTBAX, HOMHHAILHOM HX COZICPKAHUHI
B JIEKAPCTBEHHEIX IPENapaTax, a TakoKe OrPaHHICHAA IPIMECHEHHSA
JIEKapCTBEHHOTO IpenapaTa

Undopmanus,
moJurexanias

Jonyctumsle
OTpaXEeHUIO B
Ne npeensl
HaumenoBaHue HHCTPYKIUH  TIO s
I ITyTs BBEACHUA Kommenra-pun

BCIIOMOT'aTCJIbHBIX BCIICCTB



coJiepKaHus MEAUIMHCKOMY
BCIIOMOTATEIFHBIX TPUMCHEHUIO
BEIIECTB

1 2 3 4 5 6

['unep4yyBCTBUTENBHOCTD
1. AmpoTuHUH MectHoe * AIu cepbe3Has
aJulepruyueckas peakius

IIpotuBomoKa3zaHbl OuunieHHoe
MecTHOE®, .
* JUIaM C aJUIEPTUIECKON  apaxmcoBOE MacCIIC
2. ApaxucoBoe mMaciio nepopajibHoe, N
peaxIeil Ha Opexu WU MOXKET COJACPIKATE
MapEeHTEPATBEHOE
COI0 6emok
Conmepxur
o b MoxeT HaHecTH
CHUJIAJIAHUH
3. Acmnapram (E951) [TepopanbHoe * ’ Bpel IHIaM ¢
MIPOTUBOIIOKA3aH JIFOISIM .
N (beHmIKeTORY pHUeH
¢ (peHMIKETOHy pHel
A30KpacHuTenu:
1) E 102 Taptpa3un
2) E 110 XKenTsrii 3akat (FCF
)) ( E 102, E 110, E
122 - 3amperieHsl
3) E 122 AsopyGum, P
" Aepruvyeckue K MPUMCHCHHUIO B
4. KapMousuH [TepopanbHOe
CaKIIH JIeKapCTBEHHBIX
4) E 124 Tomco 4R ( P P
. mpemaparax s
myHiossll 4R), Komenuns P . P
neTen
KpacHas A
5) E 151 BpuminaHTOBEIH
yepHbiil BN, uepnsiit PN
npemapar  HEJb3s 3ampelleH K
HAa3HAYaTh U MPUMCHATh IMPUMCHCHHUIO B
5. Dpurposun (E127) [TepopanbHoe 0-0,1 mr/kr nagueHTaM c JIEKapCTBEHHBIX
MmaTojJoTruei mpemapartax s
IIATOBUIHOMN JKEJIE3BI neren
. Bo3MOXHBI KOXHBIE
6. IlepyaHckwmii 6amp3am MectHoe *
peaxun
Bo3moxHBI HPUTHI;
n3beratb KOHTAKTa C
MATKUMHU KOHTAKTHBIMH
JTUH3aMU;
benzankonus
YAAIUTh KOHTAKTHBIC
XJITOPHUL
OdrampMonornuecKue JTUH3BI nepen
x obecuBeunBaeT
JIeKapCTBEHHEIE MpUMEHEHUEeM |
o |5 |MATKHE
OpPMBI BBEDKJIATh HE MCHEe
7. BeH3aIKOHUS XJIOPHL p KOHTAKTHEIC
MHUHYT mociue
JIUH3BI
3aKarnbIBaHMs Tpernapara
5
HE TIPUMEHSCTCA Y AeTeH
o 8 jet
MectHoe * Kosxuble peakuun
HuransnunonHoe 10 mxr/B 1 mo3e  Bponxocmasm
Pazgpaxenuss Koxwu,
Kucnora OeH3oiiHas u  MecTHOE * ri1la3 M CIU3UCTHIX

O0eH30aTHL: 000J104eK



8. 1) E210 xucnora OeH3olHas
HaTpus OecH30ar

9.

0
Macno 6epramota bepranten

14

2) E211
3) E212 kanus 6eH3oar

Bben3unoselit cnupT

Bponomnon

Bytunrunpoxcuanuzon E320

Bytunrunpoxcuronyon E321

Macno KacToOpoBOE
MOJIM3TOKCHIIMPOBAHHOE;
Macio KacTopoBoOe€
MOJUATOKCUIIMPOBAHHOE

TUAPOTCHU3UPOBAHHOC

[TapenrepanbHoe

[TapenTtepanbHoe

MectHoe

MectHoe

MectHoe

MectHoe

[TapentepanbHoe

[IepopansHoe

MectHoe

[Ipu noze menee
90 Mr/kr/cyT

IIpu moze 90 mr/
KI/CyT

IIpoTuBonokaszaHo
HOBOPOXJICHHBIM ACTAM

IIpoTuBomnoka3zano
HEIOHOMICHHBIM,
HOBOPOXICHHBEIM U
IeTsasM 0 3 JeT;
no0O4YHOE HEHCTBHE -
aHaQUIAKTOUTHBIC
pPeCaKIuu;
KOJHUYECTBO
OCH3WJIOBOTO CIIHPTa B
mperapare (Mr/MI1)

IIpoTuBonokaszaHo
HE/JOHOIIEHHBIM,
HOBOPOXICHHBIM U
neTaM g0 3
MpH  TNPUMEHEHUH
OCH3MJIOBOTO CIUPTa B
nozax 90 mr/kr/cyt u
BBILIE ITOBBIIIACTCS PHCK
baTaapHBIX
TOKCHYECKHMX PEaKIIUH

JIeT;

IToBbimiaercs
YYBCTBUTEIBHOCTh K
yIBTPO(HOIETOBBIM
nydam (kKak K
HaTypaJbHBIM, TaK H
HCKYCCTBEHHBIM JIy4aMm)

MecTHBIE  KOXHBIE
peakiyuu (KOHTaKTHBIE
JIEpPMaTHTHI)

MecTHBIE  KOKHBIE
peakiuu (KOHTaKTHBIE
JEepMaTHUTHI),

pa3apakeHus riua3 u

CIU3HCTHIX 000JI0UEK

MecTHbIE  KOXHBIE
peakuuu (KOHTaKTHbIE
JepMaTHUTEHL),

pa3apakeHus ria3 Hu

CIU3HCTHIX 000JI0UCK

Cepbe3Hble
AJICPTHYCCKIE PEAKIIUU

Hapymenus
KEITYZJOYHO-KUIIEIHOTO
TpaKTa U Juapest

Koxurie pcakuu

Bricokuil puck
Pa3BHUTHSA
KENTYyXU §y
HOBOPOXKIICHHBIX

Bo3MOXHBI
ciaydau
TOKCHYCCKHX U
aJUIePTUICCKUX
peakuuil y gereit
1o 3 jer

He ucnons3syercs
Opu  HATUYHH
OepramTeHa B
Macie



15 Cnupr

18

19

CIIupT LICTPIJ'IOBLIfI

6
Xiopkpeson

Jumetnncynbdokreu

DTaHon

dopmanbierus

LleTocTeapu-ioBbd; MecTHoe

MecTtHOE
[TapentepanbHoe

MectHoe

[Iepopansnoe
MapeHTEpAIbHOE

[lepopansnoe
MapeHTepaIbHOE

MectHOE

IlepopansHoe

IlepopanbHoe

u

n

ConepxaHue
3TaHoda B
pa3oBOi go3e
menee 100 mr

or 100 Mr mo 3 r
3TaHoOJla B
pa3oBoit 103e

3 r B pa3oBoil
JI03€ TIpenapaTa

MectHbie
peakiuu (KOHTaKTHbIE
JIEpPMaTHTHI)

KOXHBIC

Anneprudeckue
peakiuu

Paznpaxxenus koxu

IIpenapat coxpepx)ur

HU3KHH  YpOBEHb
STaHoJNA
IIporuBOnoOKa3aHo:

JUIS JIML CTPaJaroLIuX
aJIKOTOJIU3MOM,
SNUJICTICUEH,
OepeMEeHHBIM u
KOPMSIIIIUM >KCHIIIMHAM,
00NBHBIM c

ICTSIM,

3a00JIEBAHUSAMHU IIEYEHU

[IpoTuBoOMOKa3aHO:
IUTSL JTAT CTPATArOIINX
aJKOTOJIU3MOM,
SMUIICTICUEH, JETSM,
OepeMCHHBIM u
KOPMSIIITUM JKCHITUHAM U
O0O0OIBHEIM c
3a00JIeBaHUSMH TICUYCHH;
BJIMSIET Ha CIIOCOOHOCTH
yInpaBlIeHUS
TPaHCIOPTHBIMHU
CPEACTBAMH WU
OHMaCHBIMH
MEXaHM3MaMH; BIUSIET U
NEeHCTBUSA
JIPYTUX JEKapCTB

HU3MCHACT

Bo3MoxHBI  ciydyau
MECTHBIX  KOJKHBIX
peaxiuii (KOHTaKTHbIC
JCPMaTHTHI)

Hapymenus
HKEITy JOUHO-KUIIEYHOTO
TpaKTa u [uapest

Ilepen nHa3HaueHUEM
npenaparoB  Cleayer
YCTAaHOBUTH
MEePEHOCUMOCTD
GpPYKTO3H;
MPOTUBOMOKA3aHO
60JNBbHBIM c
HacJeJACTBEHHOU
HEMEePEHOCUMOCTHIO

($pPyKTO3BI

Copepxaniue
9TaHOJIa, MEHee
100 mr B pazoBoii
zo3e

KoamuectBO
STHJIOBOTO CIHPTE
ITHUX
JIEKapCTBEHHBIX
npenaparax
MOXET BIHATH U
H3MEHSITH
JIEUCTBUS IPYTUX
JIEKapCTB



20 dpyxrosa

T"amakTo3a

I'mroko3a

[TapentepanbHoe

Kuagxue
JIeKapCTBEHHbIE
GbopMBI I TpueMa
BHYTpb, TaOJCTKH
JKeBaTCIIbHBIE

[TapenrepanbHoe

IlepopansHoe

IlepopanbHoOE
ITapenTepanbHoe

IIepopansHoe

IlepopanbHoe
ITapenTepanbHoe

PactBops! U1 npuema
BHYTphs CocaTenbHbIe
JKeBaTeNlbHBIE
TabiIeTKu

KommuectBo GpykTO3HI B
r B pa3oBOil [103e
npemnapara;

He Ha3HavYaTh
MAIUCHTaM C CaXxapHBIM
nradeTom

Hanocsr Bpen 3yoam

IIpoTuBonokaszaHo
TuLaMm c
HacJeJICTBECHHOM
HETNEPEHOCHUMOCTBIO
rajJakKTO3Bbl,
rajakTo3emMHuei

IIpoTuBomnoka3zano
AU aM c
HacIeJICTBEHHON
HETIEpEHOCHMOCTBIO
rajakToO3Hl,
rajJlakTo3eMHEeNd UJHU
MaibabcopoIueit
TJIFOKO30TaJIaKTO3bI

KonnuecTBo ramakTo3sl
B I' B pa3oBOil 1o03e
npemnapara;
OCTOpPO’KHO Ha3HauyaThb
OONBHBIM C CaXapHBIM
nradeTom

IIpoTuBonokaszaHo
IUIaM c
MaipabcopoIueit
TJTFOKO3BI-TaIaKTO3bI

KonuuecTBo TI1I0K03BI B
I B pa3oBOd [J03¢
npemnapara;
OCTOPOXXHO Ha3HadaTh
OONBHBIM C CaxapHBIM
radeToM

Okas3wpIBacT
MMOBpEXKIatoIIee
ZeicTBre Ha 3yObl

[MoOouHbIE peaKiuu:
roJIoBHAs 00IIb,

[Ipu gnurensHOM
HCIIOJIb30BaHUU B
TEYCHUE IBYX HIIW
0oJjee HeaeNb

Jlannas
nHpopmManus
BKJIIOYACTCSA B
HHCTPYKIIHIO, TIPH
IUTATEIFHOM
MIPUMEHEHHH (I1BE
u OoJee HeJeNb)



23 I'nmunepon [epopanbHoe 10 /B 1 noze

PekransHoe Ir
4 lemapun (B KkauecTBe
BCIIOMOTaTeNIbHOTO BemecTsa [lapeHTepansHoe *
*
Cupon
25 TUOpPOTEHU3UPOBAHHOM
IlepopansHoe
[JIIOKO3bl (MM MaJbTUT
KUIKUN)
10T
IlepopansHoe
Caxap WHBEpTHBIN
S5t

PactBops! U1 npuema
BHYTpb; cocaTeIbHbIE
XKCBATCIbHBIC
TabieTKu

*

27
Jlaktut E 966 [TepopanbHoe

10T

HapyleHHUS
KEITYOYHO-KUIIEYHOTO
TpakTa, Auapest

TTocnabasromee
neiicTBre

Anneprudyeckue
pEeaKkIHH, CHIDKEHHE
CBEpPTHIBAEMOCTH KPOBH:
IPOTHBOTIOKA3aHO
JHLAM C aJUIepPTrHYecKOoi
peakuueil Ha renapuH

IIpoTuBOTIOKA3aHO
AU aM c
HacJeJICTBCHHOM
HENEPEHOCUMOCThIO

(bpyKTO3HI

YMepeHHOE
nociaabsoIee
JICHCTBHE; YKa3bIBACTCS
KalOpUHUHOCTH
THAPOTCHU3UPOBAHHON
TIIFOKO3BI - 2,3 KKaj/T

IIpoTuBonokaszaHo
TUIaM c
HacJIeACTBEHHOU
HEIIePEHOCUMOCTHIO
GpYyKTO3HI 178)071
ManababcopbOruei
TJIIOKO3bI-I'aJIaKTO3bI

KonnyecTBo IITIOKO3BI U
(pYKTO3HI B T B pa30BOi
no3e npernapara;
OCTOPOXKHO Ha3HaYaTh
OOJNIBHBIM C CaxapHbIM
nrabeToM

Okas3beIBaceT
MMOBpEXKIatoIIee
neiicTBre Ha 3yObl

IIpoTuBomnokaszaHno
TAIaM c
HacJIeICTBEHHOM
HETePEeHOCUMOCTBIO
(PYKTO3BI, TaJaKTO3HI,
rajJlakTo3eMHEeNd UJU
Mairsabcopoiueit
TTIOKO3BI-TaJIAKTO3BI

YMepeHHOE
nociabinsomee

[Ipu gnureasHOM
MIpUMEHEHNH (IBE
u 0oJiee HeJeNn)



JlakTo3a

IlepopansHoe

Jlanonmn (lepcrsiHoit sxup) MectHoe
E 965 ManbTHuT;
0 E 953 HWzomanbTuTON;
Manbtut xunkuidi (cupon IlepopambHoe
TUAPOTCHU3UPOBAHHON
TITIOKO3bI)
31
Mannuron (Manuut) E421 IlepopansHoe
O¢roapManorHuecKue
JIeKapCTBEHHBIC
Opranmyeckie COCAMHEHHA  (hopmbl
PTYyTH:
321) THOMEpCal
2) ¢eHun-pTyTd HUTpaT MecTHOE
3) ¢enun-prytn  amerat
4) ¢penmn-prytu bopat
ITapenTepanbHoe

IMaparuapoxcubensoatsl u ux IlepopanbsHoe;

SPUPEH:
1 )

O(i)TOJ'H)MaJ'IOFI/I‘IeCKI/IC
JICKAPpCTBCH-HBIC

STHIapa-TUApokcrdenH3oatr ( G o p Ml ;
E 2 1 4 ) mectHOE

2) NpOoNuJI-naparuj-

10T

10r

JICHCTBHE; YKa3bIBACTCS
KaJOPUHHOCTD JIAKTHTA -
2,3 KKaj/T

IIpoTuBonokaszaHo
TuIam c
HacJeACTBEHHOU
HEMEPEHOCUMOCTHIO
(PYKTO3BI, OePUIHTOM
tdbepmenta Lapp (JIATIIT)
-71aKTa3®bl,
ManpadcopoIueit
TIIIOKO3BI-T'aJIaKTO3bI

VYxka3piBaeTCs
KOJIMYCCTBO JIAKTO3HbI B T’
B pa3oBOH J03¢
npemnapara;
OCTOpPO’KHO Ha3HayaThb
OONBHBIM C CaxapHBIM
radeTomM

MecTHBIE  KOXHBIE
peakiuy (KOHTAKTHBIN
JIepMaTHT)

IIpoTuBOTIOKa3aHO
AU aM c
HacJeJCTBECHHOM
HENEPEHOCUMOCThIO

(bpyKTO3HI

YMepeHHOE
nociaabdsoIee
JICHCTBHE; YKa3bIBACTCS
KalOpUHUHOCTH
THUAPOTCHU3UPOBAHHON
TIIFOKO3BI - 2,3 KKaj/T

YMmepeHHOE
mociabdasioiee
JNIEUCTBHE

Anneprudyeckue
peaknuu

MecTHBIE  KOJKHBIE
peakiuu (KOHTaKTHBIN
JIepMaTHT), HapylLICHUE

IMUIrMCHTAIUN KOXKHU

Anneprudyeckue
peaknuu

Anneprudeckue
peaKkuuu 3aMeUIEHHOTO
THITA



pokcubenzoar (E  216)

333 ) HaTpu4
' HpOHI/IJIHapaFI/IHPOKCH6eH303T AHHCpFHqCCKHe
E 217 ITapenTepanbHoe;
( ) peakuyu 3aMeICHHOTO
4 HHTAJIAITMOHHOE *
) THUIA, OPOHXOCTIA3M

METHJI-NIaparuipoKcuOeH30at

(E 218)
5) HaTpus
METHIIaparuIpoKCHOCH30aT
(E 219)
MecTHOE, IIpoTuBomokaszaHno
deHnnanaHuH nmepopaibHoOE, * AU aM c
MapeHTePAITEHOE (heHMITKETOHY pUCH
B wuHCcTpykuuu
nHdopmamus
OTHOCHUTEJIBHO
coJlepKaHUS
Kallus
OCHOBBIBA€TCS Ha
obmem
colepKaHuHU
Kanus B
mpemapare;
ConepxaHue Vka3elBaeTcs meHee 1 MMoOab (
Kanus MeHee | KommdecTBO Kamms B 39 Mr) B pa3oBoit
ITapenTepanbHoe N
MMOJIb B pa30BOH MMOIb (HJIM MT) B JI03€, CUHTAIOTCS
Jo3e pa30Boii 03¢ Mpenapara mpernapaTaMmu
CBOOOIHBIMH OT
KaJlist; 0COOEHHO
BaXHO, TIpH
MPUMCHCHUH B
Kanui eauaTpUIeCcKou
MpaKkTUKe, TIe
Ha3HAYAKOTCS
npemnapaTrsl ¢
HU3KUM YPOBHEM
KaJus
Yka3siBaeTcs
KOJUYCCTBO KalHus B
MMOJb (WJIM MT) B
pa3oBoOi 03¢ mpenapara
CopepxaHue ; OCTOPOXXKHO Ha3HAYaTh
ITapentepanbHOE o
Kanus | MMOIJIb B JIMIIaM CO CHIDKEHHOM
IlepopansHoe . .
pa30Boii 03¢ (byHKIMEH TIoYeK UIu y
KOTOPBIX
KOHTPOJIMPYETCS
MOCTYIUICHUE Kalus ¢
AN
BryTpusennoe 30 MMOJIB/TT Boib B MecTe HHBEKITUHU
BBEJICHHE

MectHOE * Pazppaxenue koxu



36 IlponuyieH-TIUKOJIb U €ro
3¢pUpHI

Macno KyHXyTHOE

Harpuii

39 Kucnora copbuHoBasi n ee
comu

40
CopOuron E420

ITepopanbHOe
[TapenrepanbHoe

400 Mr/kr - mis

KT - JUIs TeTeH

Bce nyTtu BBeneHus

ConepxaHue

HaTpus MeHee 1
ITapenTepanbHoe .

MMOJIb B pa30BOi

Jl03€ TpemnapaTa

ConepxaHue
[TapenTepanbHoOE;

HaTpus | MMoOJIb B
HepopagbHOe N

pa3oBoii 103e
MecrHoe *
ITepopanbHOE "
[TapenrepanbHoe

DddexTh, mog00HBIC

B3pocibix 200 Mr/ JIEUCTBUIO alKOTOJs

Penkue ciyuyau
Cepbe3HBIX
ANJIePrUYeCKUX peaKIuii

B wuHCcTpyKuuu
nHpOpMAIUL
OTHOCHUTEJIBHO
cozepxKaHus
HaTpus
OCHOBBIBAETCS Ha
obmem
COJEpXKaHUH
HaTpHs B
npemnapare;
npenaparsl
coJeprkamue
HaTtpusi MeHee 1
MMOJb (23 MT) B
pa3oBoil go3e,
CUUTAIOTCS

Vxka3piBaeTcs
KOJMYECTBO HATPHUSI B
MMOJIb (WK MT) B
pa30Boii 03¢ mpenapara
npemnapaTamu
CBOOOIHBIMH OT
HaTpus;
OcobeHHO 3TO
BaXHO, TIpH
NPUMEHECHUU B
NeAaTpUIeCcKOn
rae
Ha3HaYarTCs
mpemnapaTsl  C
HU3KUM YpPOBHEM
HaATpHUs

MpaKTUKE,

Yka3siBaeTcs
KOJIMYECTBO HATpPHUS B
MMOJIb (WK MT) B
pa3oBoii [103e mpenapara
;  OCTOpPOXHO TMpH
HAa3HAYCHUHU JIMIIAM,
COOTI0Ta0 UM
GecconeByio AueTy

MecTHBIE  KOJKHBIE
peakiuu (KOHTaKTHBIN

JepMaTHT)

[IpoTuBOTOKa3aHBI
namueHTaM c
HACJIeACTBEHHON
HENEPEHOCUMOCTBIO
(bpyKTO3BI

YMmepeHHOE
nociabasiouniee



IMepopanbHoe 10r neWictBue;
yKa3bIBaeTCs
KaJOpUUHOCTh
copburona - 2,6 Kkau/t

Macino coeBoe, MecTHBIE  KOXHBIC
Macno coeBoe Bce mytu BBemeHnst ¥ peaknuy (KOHTaKTHBIN
THPOTCHU3UPOBAHHOE JIEpMATHT)

MecTHBIE  KOJXKHBIE
CreapuIioBbIif CIIUPT MectHoe * peakiuu (KOHTaKTHBIH
JepMaTHT)

IIpoTuBonokaszaHo
TUIaM c
HACJIeCTBEHHOU
HEIEePEHOCUMOCTHIO

* GpPYyKTO3HI,
Mairpabcopoiueit
TJIIOKO3BI-TAIaKTO3bl,
nepumuToM QepMeHTa

TepopareHoe CYKPa3bl-H30MaJIbTa3bl
VYka3biBaeTcs
KOJIMYECTBO CYKpa3bl B
rpaMMax B pa3oBOW 103€
5t npemnapara;
Cykpo3a OCTOPOXKHO Ha3HAYaTh
' GONILHBIM C CaxapHBIM
IrabeToM
Jlaauas
nHpopmanus
BKJIIOYAETCS B
PactBops! mi1st mprema WHCTPYKIHIO,
BHYTPbS; Kormga
YTpE: N IToBpexnarouiee N
cocaTelbHBIC, N JIeKapCTBEHHBIH
JielicTBHE Ha 3yObl
KeBaTeJbHbIE npemapart
TalJeTKn IpeIHa3HayeH JUls
JIUTUTEIBHOTO
NIpUMeHEHHs (1B
n OoJee Heeb)
Cynbpbutel,  BKIOYas
MeTabuCynbQUTHI:
1) cepwst guoxkcun E 220
2) Hatpusa cynpdpur E 221
) P yabk [TepopansHOE; CepbesHbIe
44 3) marpus Oucynspur E 222 *
napeHTepalbHOE; QJUIEPTUYECKHe PeaKI|H
4) marpus metabucynspur E
HHTJSIIIMOHHOE u OpoHXOCTa3zM
2 2 3
5) xanus metadbucynspur E
2 2 4
6) xanus oucynbdut E 228
IIporuBonokazan muuaMm IlmeHuYHBII
N N C QUIEPTHYECKUMH  Kpaxmal MOXKeT
[MieHUYHBIHA Kpaxman IepopanbHoe

peakuusamMu Ha COJ/IEpKATh
NIIEHUYHBINA Kpaxman  ['mroTeH (ciensn)



YMmepeHHOE

46 mociabasioniee

Kenmuron [lepopanbHoe 10r neiicTBHE;

yKa3blBaeTCs
KaJOpUHHOCTh
KCHJIMTOMA - 2,4 KKaJl/T

Hcnonb3yeMble COKpaIEHUS:
MT — MIJUTUTPaMM;

KI' — KMJIOTpaMM;

MKI — MUKPOTPaMM;

I — rpamm;

KKaJl — KUJIOKaJIOPHA;

MMOJIb — MUJIMMOJIb;

1 — JIATP.

[Ipumeuanue:

* He3aBUCHMO OT KOJIMYECTBEHHOT'O COJIEpP>KaHUSI BCIIOMOTATENIbHBIX BEIIECTB,
uH(popMaIus, ykasaHHas B KOJIOHKE 5, OTpaXXaeTcsl B MHCTPYKLMH IO MEAUIIUHCKOMY
IPUMEHEHHUIO.

** Mupopmanus, ykazaHHas B KOJOHKE 6, MpeJHa3HaYeHa JJid SKCIEPTOB MpPH
POBEJACHUH CIIEUAIU3UPOBAHHON HKCIIEPTU3BI JIEKAPCTBEHHOT'O CPE/ICTBA.

IIpunoxenue 15
K [IpaBunam sxcriepTU3bI
JICKapCTBCHHBIX CPEIACTB

IlepegeHs N3MEHEHHI, BHOCHMEIX B PETHCTPAIHOHHOE AOCHE JIEKAPCTBEHHOTO
CpeacTBa

A. AIMUHUCTpATUBHBIC U3MECHEHUS

A.1 V3amenenue Ha3BaHMsA U (MJIM) ajipeca JepXKaTellsi perucTpanuoHHOTO JIoKyMeHTHI 1

VYcnoBus IIpouenypa
YAOCTOBEPEHUS JTAaHHEIC

1 1,2 A

Y ¢ a1 o B u 1

1. lep>xaTeneM perucTpaioHHOTO YIOCTOBEPEHUS SBISICTCS FOPUANIECKOE JIUIIO.

J oKy MeHT auuw s

1. JIoKyMeHT OT COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOIO OpraHa (Hampumep, HaJoroBOro OpraHa), B KOTOPOM
yKa3zaHO HOBOC Ha3BaHHUC 19187t anpec.
2. [lepecmoTperHas nHPOPMAIIHS O JCKAPCTBCHHOM Iperapare.

JIoKyMeHTHI U

A. 2 VI3meHeHne (TOProBOr0) HANMEHOBAHUS JICKAPCTBEHHOTO Iperapara | Y CIIOBHSA IIpouenypa
JTaHHbIC

a) JlekapCTBEHHBIE TIpEIapaTHI - 1 1B

Ycnosus

JdoxyMeHT aUu™s
1. TlepecmoTpenHast uHGOPMAIIHS O JIEKAPCTBEHHOM Ipenapare.



A.3 l3MmeHeHHe HaNMMEHOBaHUS akTUBHOW (apmaneBTuueckoil  YcmoBus Jlokyments! u Ilpouenypa
CyOCTaHIIMM MJIM BCIIOMOTaTeJIbHOTO BEIIECTBA JTaHHBIC

1 1,2 A

Y ¢ 1 o B uU 4
1. dapmarieBTHYECKAsT CYOCTAHIIHS/BCIIOMOTaTeIbHOE BEIECTBO HE U3MEHSETCS.

JokyMeHT auuw s

1. CBugerenbcTBo BeemupHO# opranuzauuu 3apaBooxpaHenus (nanee — BO3) 00 yTBep)KIeHHUH WM KOS
nepedyHss MexyHapoJHOTO HeMaTeHTOBAaHHOIO0 HauMeHOBaHMs. Eciu nmpuMeHNMo, MOATBEP)KICHHE TOTO, YTO
M3MEHEeHHEe cooTBeTcTBYyeT [ocynmapctBenHoit ®apmaxonee Pecrmybmukm Kazaxcran. [lexkmapanms, 4To
HaVMEHOBAaHWE PACTHTENBHBIX JICKAPCTBEHHBIX IPENApaTOB PACTHTENHHOTO MPOMCXO0XKICHUS COOTBETCTBYET
JOKYyMEHTaM Pecnyb6nuku KaszaxcraHn.
2. IlepecmoTpenHas HH(GOPMAIHSA O JIEKapCTBEHHOM IIperapaTe.

A. 4 3meHeHue Ha3BaHMs M (MJIM) ajgpeca: MPOU3BOAWTENS (BKIIOYAs,
€CIIM MPUMEHHUMO, TUIOLIAZO0K 10 KOHTPOJIO KAauyecTBa), UM JeprKaTens
MacTtep- (aiima aKkTUBHOH (apMmaneBTHUECKON cyOcTaHmmm (manee-
MOA®C), nnm noCTaBIINKA aKTUBHOW (hapMarieBTUIeCcKOi cyOCTaHINH,

HNCXOOHBIX MAaTCpPpHUATIOB, PCAKTHBOB WJIHN HNPOMEKYTOUYHBIX ITPOJAYKTOB, ZIOKyMeHTBI u

N . YcioBus IIpouenypa
UCIOJB3YEMBIX B TPOM3BOJACTBE aKTUBHOH (hapMaleBTHYECKOM JTaHHbIC
cyOcraHuum (eciM YyKa3aHO B TEXHHYECKOM JIOChe), €CIH B
PETUCTPALMOHHOM JIOChE OTCYTCTBYIOT cepTHU(HKAThl cooTBeTCTBHs Ph.
Eur., wim npon3BoanTeNsT HOBOTO BCIIOMOTATENIFHOTO BEIIECTBA (ECin
YKa3aHO B TEXHUYECKOM JI0ChE)
1 1,2,3 IA

Y ¢ m1 o B m 4
1. ITpon3BoCTBEHHAS TUTOMIAIKA M HA OJJHA U3 IPOM3BOICTBEHHBIX OMEPAII HE H3MEHSIETCS.

JdoxywmMeHT aumws

1. OdunmranbHBINA TOKYMEHT OT YIIOJTHOMOYEHHOTO OpraHa (HarpuMep, HaJIorOBOI'O OpraHa), B KOTOPOM yKa3aHo
HOBOE Ha3BaHHUE u (umm) agpec.
2. [Mompaska K COOTBETCTBYOMEMY(HM) pasgeny(am) IOCheE.
3. IIpu n3menennu HazBaHus aepxkatenss MOADC — obGHOBICHHOE ""pa3pelieHre Ha JOCTy' .

A. 5 l3menenue Ha3BaHMs W (WJIM) aapeca IPOU3BOJIUTENS
JIoKyMeHTBI U

JIEKapCTBEHHOTO Ipenapara, BKIIOYas BBIMTYCKAIONINE IUIOIMAJKA KU Y CIOBHSA Iponenypa
JIaHHBIE

IUIOINAAKH 110 KOHTPOIIIO Ka4ecTBa

a) /[leiicTBus, 3a KOTOpBHIE OTBEYAaeT MPOU3BOAUTENL/UMIIOPTEP, HE | 12 IA
b

BKJIIOYAIOT BBIITYCK cepnﬁ

Y ¢ m1 o B m 4
1. Her m3MeHeHHs B IPOM3BOJCTBEHHOM IIporiecce, (PaKTUIECKOM MECTE PACHOJOKEHHUS IUIOMAIKH, B
HOPMAaTHBHOM JIOKYMEHTE 110 KOHTPOJIIO KauecTBa M 0€30MaCHOCTH JICKAPCTBEHHOTO CPEACTBA.

JdoxyMeHT aUuus

1. Konusl McnpaBieHHOTO pa3penieHust Ha MPOU3BOJCTBO (IIPU HAMYUM) WM OQHIMAIBHBINA TOKYMEHT OT
COOTBETCTBYIOILETO YIOJIHOMOYEHHOTO OpraHa, B KOTOPOM YNOMHHAeTCsi HOBOE Ha3BaHME W (WJIHM) ajpec.
2. Ecnim mprMeHHMO, TIOIMpaBKa K COOTBETCTBYIOMIEMY(MM) pasneny(aM) AOChe, BKIIOYAs TMEPECMOTPEHHYIO
nH(OPMAILIUIO O JIEKAPCTBEHHOM Tpernapare.

V3MeHeHHe Koa aHaTOMO-TepaneBTHYeCKO-XUMUIeckoi (manee - ATX Tpebyemass Bun
St

. YcaoBu
6 ) kiaccuduranuu JIOKYMEHTaLMsl TPOLEeayPbI

1 1,2 A

Y ¢ m1 o B m 4
1. I3meHeHune BeneACTBHE yTBep K IeHHs mwin u3MeHenns BO3 koma ATX.



JokyMeHT auum s
1. CsuzmerensctBo  BO3 00  yrBepxiaeHum  uiaM  Komus  mepeyHs  komoB  ATX.
2. IlepecmoTpenHas HHGOPMALHS O JICKAPCTBEHHOM IIpenapare.

Hckimoyenne MPOM3BOJACTBEHHON IUIOMWAAKH (B TOM YHCIE IS
AKTUBHOW (apMalleBTHUECKOH CyOCTaHLUHU, TPOMEKYTOUHBIX
MPOJIYKTOB, JIEKAPCTBEHHOT'O Tperapara, yrnaKkoBIIHUKa, HpOI/IBBOL[UI/ITeII)I, VenoBis Tpebyemass Bun
OTBETCTBEHHOTO 3a BBIIYCK CEPUH, KOHTPOJS KauyecTBa CEpUH HWIIU JOKyMEHTAIHs TIPOLEeTy Pl
MOCTABIIMKA UCXOJHOTO MaTepuaia, PeakTUBa WM BCIIOMOTaTEIbHOTO

BEIIIeCTBA (€CII YKa3aHbI B JOCKE)
1,2 1,2 IA

YV ¢ 1 o B ®H 4

1. Ocraercs HE MeHee OJHOW paHee OJOOPEHHOW TPOM3BOIACTBEHHON ILTOMIAIKH/TIPOU3BOIUTENIS,
OCYIICCTBIAIONINX T€ XK€ (DYHKIWH, YTO W MOMJeKalie HckmodeHnio. Ecnu npumennmo, B PecmyOnnke
KazaxcTtan ocraercs, 1o MeHbIICH Mepe, OJUH IMPOM3BOAUTENb, OTBEUAIOIINH 3a BBITYCK CEPUH, CIOCOOHBIN
cepTU(UIIMPOBATH UCIHBITAHUE TMPOAYKTa B IeNAX BBIycka cepuii B Pecmybnmke KasaxcraH.
2. UckitoueHue He ABIISETCS CIEICTBUEM KPUTHUUECKUX HEIOCTATKOB MIPOU3BOJICTBA.

JdoxyMeHT aUnmqs

1. B dhopme 3asBicHHS O BHECCHHH M3MEHEHUI HEOOXOIMMO YeTKO 0003HaYMTh "TeKynmx" u "mpemraraeMoix"
HpOH3BO[[HTeJ'[CI>i, NEPCUNUCICHHBIX B 3asBJICHHU U (6] perucTpanuu.
2. TompaBka K COOTBETCTBYMOIIEMY(UM) paszzaeny(aM) M0chbe, BKIIOYAs MEPECMOTPEHHYI HWH(MOPMAIUIO O
JICKApCTBEHHOM IIperapare.

A. 8 H3menenust JaTel aynuTa s BEpHPUKAIHH COOTBETCTBHS Tre6 B
. N eOyemas U
MPOU3BOANTES aKTHBHON (papMalleBTHUCCKOW CyOCTaHIIMK TpaBuiIaM Y CIOBUS pedy

N . JIOKYMEHTAIHSI TIPOLESYPbI
HAJIJICKAIICH MPOU3BOACTBEHHON MPAKTHKU

- 1 IA

JokyMeHT auuw s

1. IluceMeHHOE MOATBEPX ACHUE NPOU3BOAMUTENS JEKAPCTBEHHOIO Ipemnapara, CoAepkallee yKa3aHHe O
BepH(HKAalMU COOTBETCTBUSI IPOU3BOAMTENS AaKTHBHOHW QapmaneBTudeckoll cyOctanuuu IlpaBuimam
HaJUIeXalei Mpon3BoACTBeHHON npakTuku Pecyoimkn Kazaxcra.

b. 3meHenus kauectBa
b.I AktuBHas dapMaiieBTHYeCKas CyOCTaHIUs
b.1. a) [Tpou3BocTBO

b.l.a.1 UW3meHeHue NPOU3BOIUTENS HCXOIHOTO
MaTepHaia/peakTHBa/MPOMEXKYTOYHOTO TIPOJYKTa,
UCTIONIb3yEMOT0 B TIPOLIECCE MMPOU3BOCTBA AKTUBHOM
(hapMmareBTHIECKOH CyOCTaHIIMKM WM HW3MEHEHHE
MPOU3BOAMUTENS AaKTUBHOH (apMameBTHIECKON Venosis Tpebyemas Bun
cyOcraHuuu (BKIJIIOYAsi, €CIIM MPUMEHUMO, TUIOLIA KU JIOKYMEHTAIHSI MPOLIEAYPHI
no KOHTPOJIIO KayecTBa) aKTHUBHOM

¢apmaneBTuueckoli  cyOcTaHmMHM, €CId B

PETUCTPAlMOHHOM JIOChE OTCYTCTBYET cepTHdHKar

cootBercTBUsl EBponeiickoit @apmakonu.

a) I[Ipeanaraemsplii MPOU3BOIUTENh MPUHAMIEKHUT K

TOW ke (apMaleBTHUECCKONW Tpymme, dro u 1,2,3 1,2,3,4,5,6,7 1A
0JI0OPECHHBIN POU3BOUTEIH

0) BHeceHme HOBOTO MPOU3BOAWUTENS AKTUBHOM

(apmaneBTHyeckoi cyOCTaHIIMM, OOOCHOBAHHOW - - II
M®OADC

B) I[Ipennaraemslii MpOU3BOANTENH UCIIONB3YET PE3KO
OTIMYAIONIUICS CHOCO0 CHHTE3a WM yCIOBUS



MIPOM3BOJICTBA, KOTOPHIC MEHSIOT Ba)KHBIE TIOKA3aTEIN
KauecTBa aKTHBHOW (hapMalleBTHYECKOH CyOCTaHINH,
TaKhe KaKk KaueCTBEHHBIA M (WJIM) KOJMYECTBEHHBIH
mpoMIb IpUMecel, TPeOYIOUTHA KBATU(UKAIIH, W
(U3UKO-XMMUYECKHE CBOWCTBA, BIUAIOIINE Ha
OMOIOCTYITHOCTh

r) HoBelii pon3BoauTens MaTepuana, TPeOyIOIero
OIICHKM BHUPYCHOW Oe3omacHOCTH W (WIHM) pHCKa
TpancmuccuBHON TyOUaTOl 3HIE(DATONATHH (aee —
TID)

n) H3Mmenenme 3arparuBaeT OMOJIOTHYECKYIO
aKTHBHYIO (hapMaleBTHYECKYIO CyOCTaHIIMIO HIIH
HUCXOOHBIA  MaTepHall/peakTHUB/IIPOMEKYTOUHBINA
NPOAYKT, WCHONB3YIOUIUMHCSI B INPOU3BOJCTBE
0MOJIOTUYECKOI0/UMMYHOIOTHIECKOTO
JIeKapCTBEHHOI'O IIpernapaTa

¢) 3MeHeHue mopsiaka KOHTPOIIS KadyecTBa aKTHBHON
(hapManeBTHYECKON CyOCTaHIIMM: CMEHa WU
Jo0aBiieHUe TUIONIAAKH, HA KOTOPOH OCYIECTBIIAETCS
KOHTPOJIB/UCIIBITAHUE CEPUit

k) BHeceHHe HOBOTO MPOM3BOAUTEINST AKTUBHOM

(hapmaneBTHYECKON CyOCTaHIIMH, HE WMEoIen

MOADC u Tpebyromiei CyecTBeHHOTO OOHOBICHHS - - I
COOTBETCTBYIOIErO paszjiesia JI0Che 10 aKTHBHOM

(hapmaneBTHYECKOH CyOCTaHIIN

3) BkitoueHne ambTepHATUBHON IUIOMAAKH I10
CTepUIM3AlMd  aKTUBHON  (apManeBTHIECKON

cyOCTaHIIMM C  UCHOJb30BAaHHUEM  METOjJa - 1,2,4,5,8 1B
locynapcrBennoit  ®dapmakonen Pecnybnukn

Kazaxcran

1) BHeceHne HOBOII IJIOMIA KN TT0 MEKPOHHU3AIINH 2,5 1,4,5,6 1A

K) M3MeHeHHs COTJAlleHUHd MO HUCIBITAHUSM IIO

KOHTPOJIO KauyecTBa OHOJIOTHYECKOH aKTUBHOU

(hapMareBTHUECKOW CyOCTAaHIIMU: 3aMEHa WU

BKJIIOUEHHE TUIOIIAJIKY, HA KOTOPOH OCYILECTBISETCS - - 11
KOHTPOJB/UCTIBITAHUS cepwi, BKJIIOYas

OHOJIOTHYECKHIT/ HMMYHOJIOTHICCKHUMA/

HMMYHO-XUMUYECKUNA METO/

J'I) Hosas miomaaka 1mo XpaHCHHUIO T'JIaBHOT'O OaHKa

- 1,5 1B
KJIIETOK ¥ (W1n) pabounx OaHKOB KIETOK

Y ¢ a1 o B u 1

1. Cneuudukaniy UCXOAHBIX MAaTEPHUAIOB U PEAKTUBOB (BKIII0YAs! BHY TPUITPOU3BOICTBEHHBIE KOHTPOIIN, METOJIBI
aHajgM3a BCEX MaTepHalloB) HJACHTHYHB paHee ono0peHHbIM. Crnenudukanuu (BKIIOUas
BHYTPUIIPON3BOJICTBEHHBIH KOHTPOJIb, METO/IBI aHAIN3a BCEX MAaTEPHAJIOB), CIOCOOBI IPUTOTOBIICHUS (BKIIIOYAs
pa3Mep cepum) U MOIPOOHBIN CIIOCO0 CHHTE3a MPOMEXYTOUHBIX MPOTYKTOB M aKTHBHBEIX (DapMameBTUYECKIX
cybctannui UIEHTHWYHBI paHee ONOOpEHHBIM.
2. AxtuBHas (apmaneBTHUeCKas CyOCTaHIMs He SIBISETCS OWOJOTMYECKOW/ HMMMYHOJOTHYECKOH WIN
CcCTepwuhaThb H O U

3. Ecim B npoliecce Mpon3BOCTBA HCIOIB3YIOTCS MaTepralibl YeIOBEYECKOTO WIIN )KUBOTHOTO ITPOMCXOXKICHUS,
MIPOM3BOJNTENb HE HCIIOIB3YEeT HOBOTO ITOCTAaBIIMKA, B OTHOIIEHHH KOTOPOTO TpPeOyeTcsl OLeHKa BUPYCHOH
Oe3omacHocTH U cooTBeTcTBHE ['0ocynapcTeenHoit @apmakornee Pecryonmkn KasaxcTan mo MUHIMH3ALAN pUCKa



nepeAayn areHToB rybyaroil sHue(anonaTudl >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IPENaparoB JUIs
MEJULHHCKOTO " BETEPHUHAPHOTO NPpUMCHCHHS.
4. Tpanchep MeToma €O CcTapod Ha  HOBYK  IUIOMAAKY  HPOM3BEISH  YCIIEIIHO.
5. Cnenudwukanus Ha pa3Mep YacTHI] aKTHBHOH (papmareBTHYEeCKOH CYOCTaHIIMM W COOTBETCTBYIOIIUIN
aHAJUTHYCCKHI METOA HC U3MCHSIOTCA.

JdoxyMeHT aUu™s

1. Ecan MPUMEHUMO, TornpaBKa K COOTBETCTBYIOIIEMY(UM) pazneny(am) J0Che.
2. Jlexnaparusi AepyKaTens perucTpalnoHHOro yaocroseperns wim nepxareiast MOADPC cooTBETCTBEHHO, UTO
MPOLEAYPBl KOHTPOJS KauecTBa CIOco0a CHHTe3a (WM AJSl PacTUTENbHBIX JIGKAPCTBEHHBIX IpEnaparoB (
COOTBETCTBEHHO): METOJla MPUTOTOBJICHHUS, Treorpauyeckoro HCTOYHWKA, MPOM3BOJCTBA PACTUTEILHOU
(hapMarnieBTHUECKON CyOCTaHIMKM M Mpolecca MPOU3BOACTBA) U CIEUU(PHUKALUN aKTUBHON (apMaleBTHYECKOH
CyOCTaHIIMM W HMCXOJHOTO MaTepHaja/peakTHBa/IPOMEXYyTOUYHOTO MPOAYKTa B IIpOIecce HPOHM3BOJCTBA
AKTUBHOH (hapMaleBTHYECKONH cyOcTaHIMM (ecay NPUMEHHMMO) HE OTIMYAIOTCS OT paHee OJ00PEHHBIX.
3. JIubo ceptudukar coorBercTBUs EBpormeiickoit @apmakonen mo TI'D mis m000r0 HOBOTO HCTOYHHKA
MaTepuana, Jubo (eciu NMPUMEHHUMO) JOKYMEHTAJIbHOE MOATBEPKACHUE TOTO, YTO HCTOYHHK MaTepuaa,
nmoJBep>keHHBIH pucky TI'D, paHee mccnenoBaics YHMOJTHOMOYEHHBIM OPraHOM; M OBUIO TMOATBEPXKACHO €ro
coorBercTBue ['ocynapcrBenHoi ®apmaxonee PecryOnmkn KaszaxcraH 1o MUHMMH3alMM pUCKa Nepeladd
areHToB T'y04aTol >HIE(ATONaTHH KUBOTHBIX OCPEJICTBOM JIEKAPCTBEHHBIX MTPENapaToB /sl MEAUIIUHCKOTO 1
BETEPHHAPHOTO NprMeHeHus. HeoOXoauMo npecTaBuTh CIIeIyIONINe CBEJCHUS: Ha3BaHUE IIPON3BOIUTEINS; BUA
JKUBOTHBIX M TKaHH, U3 KOTOPBIX IOJlyYeH MaTepuall; CTpaHa MPOUCXO0XK/ICHNS )KUBOTHBIX, IO HCITOJIb30BAaHUE U
NPpHUEMIEMOCTSH B NPOMIOM.
4. Jlannbplc aHanu3a cepuil (B opMare CpaBHUTEILHON TaOIHIIBI), IO MEHBIIICH Mepe, IBYX CepHid (110 MEHbIIEH
Mepe, ONBITHO-NPOMBINIJICHHBIX) aKTUBHON (hapMaleBTHUECKONW CyOCTAaHIIMM OT TEKYIIMX M IpelJiaraeMbIX
NPpOU3BOAUTENEH/MIOMagOK.

5. B ¢opme 3asBreHns1 0 BHECCHNH U3MEHEHUH HEOOXOIMMO YETKO 0003HAUNTh "TeKymux" u "mpeanaraeMbix”
NpOU3BONUTENCH, Kax yKa3aHo B pasnene 2.5 tdhopMmI 3asIBICHHUS.
6. Ecin akTrBHAs (hapmaneBTHUYECKas CyOCTaHIHS MCIIONb3YEeTCs B KAUECTBE HCXOJHOTO MaTepHaa, JeKIapamus
KBATH(UIIMPOBAHHOTO JIMIA KaXKJOTO JepKaTelis JIMIEH3UN Ha NPOU3BOJICTBO, YKA3aHHOTO B 3asBICHHH, H
KBAJTH(DUIUPOBAHHOTO JIMIA KKAOTO JiepXKares JIMLIEH3UH Ha MPOU3BOJICTBO, YKa3aHHOTO B 3asBICHUH B
Ka4yecTBE OTBETCTBEHHOI'O 3a BBHINMYCK cepuil. B mekiapanusx HeoOXOQMMO yKas3aTh, YTO IPOWU3BOAUTEIH(H)
aKTHBHOMW (hapMalleBTHYECKOW CyOCTaHINH, YKa3aHHBIN(€) B 3asIBJICHUH, OCYLIECTBISAET(I0T) CBOIO JIESTENEHOCTD
B cooTBeTcTBHH ¢ [IpaBmiiamm Hauiexalei mpon3BoACTBEHHOH npakTuky Pecryonnkn Kasaxcran B oTHOIIEHUH
MCXOJHBIX MaTepHanoB. IIpu onpeneneHHbIX 00CTOSTENBCTBAX AOMYCKAECTCs MIPEACTABIATh OJHY JCKIapanuio (
cM. MpUMEYaHUeE K H3MEHEHHUIO B.11.6.1).
7. Tapanrtuiinoe nmucbMo (IIpH HEOOXOTUMOCTH) MPOM3BOJUTENS aKTHBHOW (hapMaleBTHUECKON CyOCTaHIUH
OIOBELIATh JIEPXKATeNsl PErHCTPAlMOHHOTO YIOCTOBEPEHHUS O JIIOOBIX M3MEHEHMsX Mpoliecca MPOU3BOJCTBA,
cneuuduKanquii M AHAJUTUYECKUX  METOAMK  aKTUBHOW  (apMmaleBTHYECKOW  cyOCTaHLMH.
8. IloaTBepkaeHUe TOTO, YTO IMpeiaraeMas IUTOIAAKa JOJDKHBIM 00pa3oM JIMIIEH3WpOBaHA B OTHOIICHHWH
paccMaTpruBaeMoi JIEKapCTBEHHOH (JOPMBI, JIEKapCTBEHHOTO MpeTiapaTa Hilk MPOU3BOICTBEHHON OIEparliH.

b.l.a.2 M3menenus mporecca Mpon3BOACTBA aKTUBHON v Tpebyemas Bun
CIIOBUSA

apMaleBTHYECKOH CyOCTaHIIUK JIOKyMEHTALUS IIPOLIE Ly PbI
p Yy y p yp

a) Hesnaunmoe n3MeHeHne rnponecca mMpou3BoOJACTBaA

N N 1,2,3,4,5,6,7 1,2,3 1A
aKTUBHOU (hapMaIleBTHYIECKO CyOCTaHIINN

0) 3HaunmMoe HM3MEHEHHe Ipoliecca MPOU3BOACTBA

aKTHBHOM (hapMaleBTUUECKON CyOCTaHIMH, KOTOpOE

MOXKET OKa3aTh CYLICCTBEHHOE BIIUSHUE Ha Ka4eCTBO, - - I
Oe3omacHOCTh WIH YPPEKTHBHOCTH JEKAPCTBEHHOTO

npernapara

B) l3meHeHHe 3arparuBaeT OHOJOTHYECKYIO/

UMMYHOJIOTHYECKYIO cyOCTaHIUIO WK

UCIIONIb30BAHUE JPYrOro BEIIECTBA, MOIYyYEHHOTO

OyTeM XHMHYECKOTO CHHTE3a, NPU IMPOHM3BOJICTBE

OHOIOrMYECKOTO/UMMYHOIOTHIECKOTO - I



JIEKapCTBEHHOTO TIperapaTa, KOTOpoe MOXKET OKa3aTh -
CYIIECTBEHHOE BIIMSHUE Ha KauecTBO, OE30MacHOCTb

i 3G PEKTHBHOCTD JICKAPCTBEHHOTO IIpeTiapara 1 He

CBSI3aHO C IIPOTOKOJIOM

r) U3MmeHeHue 3arparuBaeT pacTUTEIbHBIN

JIeKapCTBEHHBIH  mpemapar, a  HMMEHHO: I
reorpauuecKuii UCTOYHUK, CIIOCOO TMPOU3BOJCTBA

WA IPATOTOBIICHHS

1) Heznaunmoe nzmenenue 3akpbitoit yactu MOADC - 1,2,3,4 1B

Y ¢ o1 o B u 1

1. HexenaTenbHOe W3MEHEHHE KA4ECTBEHHOTO MJIM KOJWYECTBEHHOTO TPOQMIs NpHUMecedl uiIu
GHU3UKO-XUMHUECKUX CBOHCTB OTCYTCTBYET.
2. Cnocob cuHTe3a OCTaeTcsl TeM K€, TO €CTh MPOMEKYTOUHbIE MPOAYKThI HE M3MEHSIOTCS U B IpoIlecCc HE
BBOJISITCSI HOBBIE PEAKTUBBI, KaTalW3aTOPbl WK pacTBopuTenu. ['eorpaduuecknii KICTOYHMK, MPUTOTOBIICHUE
PacTUTEIBHOTO CBHIPbS M CHOCOO NMPOM3BOJCTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENapaToB HE HU3MEHSIOTCS.
3. Cneun¢ukanny akTUBHOH (papMarieBTHYeCKOH CyOCTaHIIMM M MPOMEKYTOUYHBIX IPOAYKTOB HE M3MEHSIOTCS.
4. VIaMeHeHre TIOTHOCTBIO OTHCHIBAETCS B OTKPHITOH dacTu (dactu "3asButensi") MOADC (ecnmu mpuMEHUMO).
5. AxtuBHas (apmaneBTHUecKas CyOCTaHINS HE ABISACTCS OMOJIOTHMYECKOW/ MMMYHOJOTHUECKOW cyOcTaHIueH.
6. VM3MeHeHue He 3arparuBact reorpadM4ecKHii UCTOYHHK, CIIOCOO MPOM3BOJCTBA WIIM IPUTOTOBJICHHUS
JEKapCTBEHHOTO PacTHTENBHOTO npemnapara.
7. 3MeHenue He 3aTparuBaet 3akpbIToi uactu MOADC.

JdoxyMeHT aUnus

1. ITonpaBka K COOTBETCTBYIOMEMY(KMM) pasneny(am) I0Che, BKIIOYAs MPSMOE CPaBHEHUE TEKYIIETO U HOBOTO
oI p oI ecc o B

2. JlaHHbIe aHanmM3a cepuii (B opMaTe CpaBHUTEIBHOM TaOIMIIBI), IO MEHBLIEH Mepe, ABYX cepuid (110 MeHbIIeH
Mepe, OIBITHO-TIPOMBIIIICHHBIX), MPOU3BEACHHBIX C IOMOIIBI0 OJZOOPEHHOTO M IPeIIaraéMoro IMpoLEecCoB.
3. Konun YTBEPKIECHHBIX crienupuKammit AKTHUBHOM (hapmaneBTHYECKOH cyOCTaHITNH.
4. Jlexmapamus qepKateis perucTPalHoOHHOTO yaocToBepeHus wim nepxatenss MOADC cooTBETCTBEHHO, UTO
W3MEHEHNE KadeCTBEHHOTO M KOJIMYECTBEHHOTO Mpodmiisi mpuMecedl MM (PU3NKO-XMMHYECKHX CBOWCTB

OTCYTCTBYET, Crioco0 CHHTE3a, crieuduKaniuy akTHBHOW (hapMaleBTHYECKOH CyOCTaHIIMU M MPOMEXKYTOUHBIX
MIPOAYKTOB HE U3MEHSIOTCSI.

k b.l.a.2.6) Ilog B3HAYUTENbHBIMH HW3MCHCHUSMH
aKTUBHBIX  (hapMaleBTHUYECKHX  CyOCTaHIHH,
MOJIydYEeHHBIX IIYTEM XHMMHMUYECKOTO CHHTE3a,
MOJPa3yMeBalOTCsl M3MEHEHUs cloco0a CHHTE3a HIIH
YCIIOBUH TPOW3BOJICTBA, KOTOPHIE COCOOHBI M3MEHUTH

[Mpumeuanue Ba)XXHBbIE  IIOKa3aTelM  KayecTBa  AKTUBHOM
(apmaneBTHUEeCKOW  cyOCTaHIIMM, TakWe Kak
KaueCTBEHHBIH W (WJIM) KOJHYECTBEHHBIA MPOQIIIH
npuMeceii, TpeOyromuii KBanTuDHUKALIWH, WIH
(PM3UKO-XMMUYECKUE CBOWCTBA, BIHUSIONUME HA
OHMOIOCTYITHOCTB.

b.l.a.3 W3meHeHme pa3mepa cepuu (BKIIOYAs

Juama3oHbBl  pa3Mepa  Cepuu)  aKTHBHOH

dbapmameBTHYESCKOU cybcTaHIIUU WITH Veosis Tpebyemas Bun
MPOMEXYTOYHOTO TPOAYKTa, HCIOIB3YyEeMOTO B JIOKYMEHTAIUs IIpOIIe Ty pPHI
npoiecce NpOU3BOJICTBA AKTUBHOMU

(hapmaneBTHYECKOH CyOCTaHIINH

a) YBennueHne pasMepa cepud BIUIOTH A0 10 pa3 mo

1,2,3,4,5,6,7,8 1,2,5 1A
CPaBHEHHIO C 3apPETUCTPHPOBAHHBIM Pa3MEPOM

6) 10-xpaTHOE pa3yKpyIHEHHE 1,2,3,4,5 1,2,5 1A



B) l3meHenue TpeOyeT aHaigM3a CONOCTaBUMOCTH - - I
OMOJIOrMYECKOW/MMMYHOIOTHYECKOH — aKTHUBHOM
(hapMareBTHIECKON CyOCTaHITHH

r) YBenuuenue pasmepa cepuu O6oznee 10 pa3 mo
CPaBHEHUIO C 3aPETUCTPUPOBAHHBIM Pa3MEPOM

- 1,2,3,4 1B

) YBenuueHne/yMeHbIICHIE macmrraba

MPOU3BOACTBA OHMOIOTHYECKON/MMMYHOJIOTHYECKOM

aKTHBHOW (papMaieBTHUECKON cyOcraHiuu 0e3 - 1,2,3,4 1B
W3MEHEHHs TIpolecca IMPOU3BOJACTBA (HANpUMep,

JyONMpOBaHUE JTMHUH )

YV ¢ 1 o B ©w 1

1. Bce u3MeHeHHS METOAOB MPOM3BOJCTBA 3aTPAarvBalOT JIUIIb HEOOXOAWMBIC IS YKPYIMHEHUS WIH
pa3syKpyInHEHUS, HaTmpuMep, HUCIIOJIb30BaHKE obopynoBaHue JIPYToTo pasmepa.
2. HeoOxomuMo TpEICTaBUTh PE3YJIbTAThl MUCIBITAHUN COTJIACHO CHCIU(PHUKAIUAM HE MEHES JBYX CepHid
npenjiaraeMoro pasMmepa cepuu.
3. PaccMarpuBaeMblii JICKapCTBEHHBIH TIIpemapar He SBISIETCS OHOIOTHYSCKUM/MMMYHOIOTHIECKUM
TEeKapCTBEHHB M mpemaparom.
4. V3MmeHeHHWe HE BIHICT HEXelaTeAbHBIM 00pa3oM Ha  BOCHPOHW3BOJIMMOCTH  IIpOIlecca.
5. I/ISMGHCHI/IC HC OOJI’KHO 6BITI) CJICACTBUCM Hel'[peI[BI/IZ[eHHBIX CI/ITyaLII/II‘/‘I, BO3HUKIIUX B XOI€ l'[pOI/I3BOJICTBa,

i HapymeHHU4 CTa0HUIBHOCTH.
6. Crenudukanuy akTUBHON (apManeBTHYECKOH CyOCTaHIMH/TIPOMEKYTOUHBIX MPOJYKTOB HE HU3MEHSIOTCS.
7. AXTHUBHAA ¢apmaneBTHUecKas cybcTaHIuA HE SIBISIETCS CTEPUIIBHON.

8. Pazmep cepum Haxozmsrcs B mpenene 10-kpaTHOro nuamasoHa pa3Mepa CEpHH, MPEIyCMOTPEHHOTO IpH
pETHCTpaIMU Wi HOCIIE TOCTIEAYIOIETr0 H3MEHEHNS, He SIBIISBILET0Cs N3MeHeHueM [A Tuma.

JdoxymMeHT aums

1. IMonpaBka K COOTBETCTBYIOIEMY (M) pasneny(am) J0Che.
2. Howmepa cepuit HCIBITAaHHBIX cepuit HMEIOT npeniaraeMbli pa3Mmep cepuu.
3. lanHbIe aHanm3a cepuii (B opMaTe CpaBHHUTEINBHOM TaOJHIIBI), IO MEHBIIEH Mepe, OAHOM MPOMBIIUICHHON
Ccepuu AaKTHBHON (papmManeBTHUECKON CyOCTaHIMM WJIM IPOMEXKYTOYHOI'O MPOAYKTa COOTBETCTBEHHO,
MIPOM3BEJICHHOM B YTBEP)KACHHOM M IpeasiaraeMoM paszmepe. [1o 3anpocy He0OX0qMMO MTPeCTaBUTh JaHHbIE MO
CJIEAYIOIIMM JIBYM TIOJIHBIM IIPOMBINIJIEHHBIM CEPHSIM; AeprKaTesb 0053aH COOOLINTH, €CIIN PE3yJIbTaThl aHAIH3a

He yKJIaJbIBalOTCS B cnenuduranuio u NpPEeAT0XKUTH IJ1aH JneHcTBUI.
4. Kommu onoOpeHHBIX crenuuKanuid aKTHBHOW (apManeBTHYECKOH cyOcTaHIMH (M HPOMEKYTOUHBIX
NPOOYKTOB, ecnu MIPUMEHHUMO).

5. Jexmapamus aepkaTelsi perucTpaiioHHOro yaocToBepeHus win aepxarens MOADC cooTBETCTBEHHO, YTO

BCE U3MEHEHHs METOJIOB IIPOM3BOJICTBA 3aTPArHBAIOT JIUIIb HEOOXOAUMBIE JUI YKPYIHEHHsI WU pa3yKpyIHEHHs,
HaIlpuMep, UCIIOJIb30BaHIe 000pYAOBaHHUE PYTOro pa3Mepa; N3MEHEHUE He BIUSET HexenaTelnbHbBIM 00pa3oM Ha
BOCIIPOU3BOAUMOCTB IPOLIECCa; U3MEHEHHE He SIBIIETCS CIeICTBHEM HEMPEABUCHHBIX CUTyallui, BOSHUKIINX B

XO7ie IPON3BOJICTBA, WIIM HAPYIICHHS CTAOMIbHOCTH; ClIel(UKay akTHBHOHN (apMarieBTHIecKoii cyocTaHumm/
MIPOME)KYTOYHBIX IPOAYKTOB HE M3MEHSIOTCS.

b.l.a4 U3meHeHne BHYTPHUIIPOM3BOJICTBEHHBIX
UCNBITAHUH WIM KPUTEPUEB IPHUEMIEMOCTH, v Tpebyemas Bun

N CJIOBHUS
UCIOJIB3YIOIUXCS HpPHU TPOU3BOJACTBE AKTUBHOMU JIOKYMEHTaIUs IpOLEe Ty Pl

(hapmaneBTHYECKOH CyOCTaHIINH

a) YKeCcTOUeHHE BHYTPUIIPOU3BOJCTBEHHBIX

1,2,3,4 1,2 1A
KPHUTEPUEB MPUEMIIEMOCTH
0) I[O6aBJ:I’€HI/Ie HOBBIX BHYTPHUIIPOU3BOJICTBEHHBIX 1.2,5.6 1,2,3.4.6 A
WCTIBITaHUH WM KPUTEPHEB IPHEMIIEMOCTH
u
B) CKJIIOUECHUE HE3Ha4yuMoro 1.2.7 1.2.5 IA

BHYTPHUIIPOU3BOJACTBCHHOT'O UCIIBITAHUA



r) Pacmupenue 0I0OpEHHBIX I
BHYTPUIIPOU3BOJICTBEHHBIX KPUTEPUEB IIPHEMIIEMOCTH
, KOTOpBIE CYIIECTBEHHO BIHSIOT Ha COBOKYITHOE

Ka4y€CTBO aKTHBHOC (I)apMaL[eBTI/I‘ICCKOﬁ Cy6CTaH]_II/II/I

n) HckimroueHne  BHYTPHUIPOU3BOACTBEHHOTO
HCIBITAHUS, KOTOPOE MOXKET CYLECTBEHHO IIOBIUATH I
Ha COBOKYIIHO€ Ka4eCTBO AKTUBHOMU

(hapMareBTHYECKON CyOCTaHITHH

e) HobaBneHnue U 3aMeHa
BHYTPUIIPOU3BOJICTBEHHOTO  HCIBITAHUA U3 1,2,3,4,6 1B
CO00paXkeHM OE30MACHOCTH WJIM Ka4eCTBa

YV ¢ 1 o B ®w 4

1. M3MeHeHue He SBISIETCA CIEICTBHEM KaKOTO-THOO 00s3aTENbCTBA, MPUHATOTO MO pe3yjbTaTaM paHee

MPOBEJICHHBIX JKCIEPTH3 C IEIbI0 aHAW3a KPUTEPUEB MPHEMIIEMOCTH crenudukanuu (Hampumep, B X01e

perucTpanuu HIU BHECEHUS H3MEeHECHHUH 11 THUIA).
2. U3meHeHue He SBISIETCSl CIENCTBUEM HEMPEABUACHHBIX CHUTYallMil, BOBHUKIIMX B XOJE NMPOU3BOJICTBA,

HaIIpUMep, HOBas HEKBATH(UIMPOBAHHAS TPUMECh, M3MCHCHHE MPEICIOB COJCPXKAHMS CYMMBI IpHMECEH.
3. JIroboe n3MeHeHHe TOIDKHO YKIIAIbIBATECS B THATIA30H JACHCTBYIOMINX OIOOPEHHBIX KPHTEPHEB IPUEMIIEMOCTH

4. AHanuTu4eckas METOAUKA HE U3MEHsEeTCS HIIU H3MEHsETCS HE3HAYUTEIBHO.
5. Hu ovH HOBBIM METOJ UCTIBITAHHMS HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOJIOJIOTMU WJIM CTaHIapTHOM
METONOJOTHH, UCNONb3yeMOH MO-HOBOMY.
6. HoBbIlf MeTOJ MCHBITaHUS HE SBISAETCA OMOJIOrMYECKHM/MMMYHOIOTHYECKUM/MMMYHOXUMHUYECKUM HITH
METOZIOM, B KOTOPOM HCITONB3YETCsl ONOIOTHIECKUI PEaKTHB [T OMOIIOTHIECKON aKTUBHOU (hapMaIleBTHYCCKOH
cyOcrannmmu (32 HWCKIIOYEGHHEM CTaHAAPTHBIX (apMaKOMEWHBIX MHUKPOOMOJIOTHYECKHX METOIOB).
7. Mapamerp cnenuduKauy He 3aTparvBaeT KPUTHUYECKHH Mapamerp, Hampumep, JIIOOOH M3 ClelyroluX:
KOJHMYECTBEHHOE OIlpe/ielieHHe, NMpUMECH (eClU TOJBKO OIpEeNIeHHBI pacTBOPUTENb OJHO3HAYHO HE
UCIIONIb3YETCSl B TMPOU3BOJICTBE aKTHBHOW (hapManeBTHYECKOH cyOCTaHIMK), Mro0asi KpuTHdeckas (pu3nuecKas
XapaKTEepUCTHKA, HAIPUMED, pa3MEpP YacTHUIl, HACBIIIHAS IUIOTHOCTh A0 M MOCI]E YIUIOTHEHUS, UCIBITAHUE HA
MIOJUTHHHOCTH, BOJI, JIFO00H 3ampoc Ha N3MEHEHHUE YaCTOTHI UCTIHITAHUH.

J oKy MeHT auuw s

1. I[TonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.
2. CpaBHuTEnpHas Tabnuuma TEKYNIMX M Ipe;laraeMblX BHYTPUIPOU3BOICTBEHHBIX HCIIBITAHHMN.
3. TlogpoOHoe ommcaHue HOBOTO He(apMaKONEHHOM aHAJUTHYECKOW METOMUKH W JaHHBIE MEPBUYHOMN
3KCHEepPTHU3bI(B COOTBETCTBYIONUX caydasx).
4. JlaHHBIC aHaANW3a JBYX NPOMBINUICHHBIX CepHi (11 OMOJIOTMYECKMX AKTHBHBIX (DapMareBTHUECKUX
cyOCTaHIM, B OTCYTCTBHE MOJDKHBIX OOOCHOBaHMH, — TPH IPOMBIIIICHHBIE CEPUH) AKTHBHOU
(dhapmaneBTHYECKOH cyOcTaH UM mno BCEM napaMmeTpam cnenupUKaLu.
5. ObocHOBaHUE/OIIEHKA PUCKOB CO CTOPOHBI Jiep)KaTellsl PEernCTPAlOHHOTO yIOCTOBEPEHHS MM JiepyKaTels
M®A®PC CcOOTBETCTBEHHO, MOATBEPXKIAIOMINE, YTO BHYTPHUIIPOM3BOJICTBEHHBIE IapaMeTphl SIBISIOTCA
HE3HaYUMBIMHU nIu yCTapeBIMHUMH.
6. ObocHOBaHHE CO CTOPOHBI JAepiKaTelsl PEeTHCTPANHOHHOTO yAOcTOBepeHWs wiu aepxkarenss MOADC
COOTBETCTBEHHO HOBBIX BHYTPUIIPON3BOJICTBEHHBIX HCIBITAHUH U IIPEAETIOB.

b.l.a.5 V3meHeHune akTUBHOW (hapMalleBTHYECKOI

N . Tpebyemas Bun
CyOCTaHIIMM CE30HHOW, NpEeHaHIeMHYECKOW WM  YCIoBUS
. JIOKYMEHTAIUs IIPOIIEe Ty PBI
MaHJEMUYECKON BaKIMHBI IS TPOGMIAKTHKN TPUIIITA
a) 3ameHa mrTaMMa(oB) CE30HHOH, MPENaHAeMUYECKON
WIN TIAHJIEMHYECKON BaKIMHBI JUIsI MPOMUIAKTUKU II

rpummna

b.1. 6) KouTpomns kauecTBa akTHBHOW (papMarieBTUIECKON CyOCTaHITIN

b.1.6.1 U3menenune mapameTpoB crnenupuKanud W (HWIH) KpUTEpUEB
MPUEMJIEMOCTH aKTHBHOW (hapMaleBTHYECKOH CyOCTaHIMH, MCXOJHOTO



MaTepHajia/IpoMeXyTOYHOTO TPOJYKTa/peakTuBa, HCIONb3yeMbIX B  YcioBus Tpebyemas Bu g
Ipolecce MPOU3BOJICTBA AKTUBHOM (hapManeBTHIECKOH CyOCTaHIINH JOKYMEHTAIHs TIPOLeyPbI

a) VYIKECTOYCHHE KPHUTCPHEB IPHEMIIEMOCTH CHCIU(UKAIIUN
JICKapCTBEHHBIX IMpenapaTtoB, MOJJEKAIIUX BBIIYCKY CEpUi 1,2,3,4 1,2 IAHY
Oo(HIUATEHBIM KOHTPOJIBHBIM OPraHOM

0) YxecTodeHHE KPUTEPUEB MPHUEMIIEMOCTH CHICIH(DUKAITIH 1,2,3,4 1,2 IA

B) JloGaBmenue B cnenuduKamuoo HOBOro mapamerpa u  1,2,5,6

1,2,3,4,7 1A
COOTBETCTBYIOIETO €My METO/a UCIIBITAHUS , 7

r) Uckirouenne He3HAYUTENBHOTO MapaMeTpa CrienupuKaiy (HarpuMep,

,2,8 1,2,6 1A
HCKITFOYCHHE YCTAPEBIIIETO MapaMeTpa)

n) MHckmodyenwe mapamerpa crnenu@uKanud, KOTOPBIH MOXKET
CYIIECTBEHHO TMIOBIHMATH Ha COBOKYITHOE€ KadecTBO aKTHBHOMU II
(hapmareBTHYECKON CyOCTaHIINH U (WJIH) JIEKAPCTBEHHOTO IIperapara

e) l3meHeHue, BBIXOJslee 3a OJOOPEHHBIH IUANa30H KPUTEPUEB
MPUEMJIEMOCTH  cHeruUKanuii aKTUBHOM  (apManeBTHYECKON II
cyOcTaHIun

g) Pacmmpenne oqo0peHHBIX KPUTEPUEB MPUEMIEMOCTH CIICIIU(UKAIIH
Ha HCXOJHBIC MaTepI/IaJTI)I/HpOMe)KyTO‘{HBIe IMPOAYKTBI, KOTOPBIC I
CYIIECTBEHHO BJHUSIOT HAa COBOKYIIHOE€ KaueCTBO aKTHBHOU

(hapmaneBTHYECKOM CyOCTaHIIUH U (MITH) JIEKAPCTBEHHOTO ITpenapara

h) JloGaBmenme wnm 3aMeHa (HCKIOYas OWONOTHYECKYI0 H
HMMYHOJIOTHYECKYI0 CyOCTaHIIMIO) IapaMerpa crenupuxanuu u
COOTBETCTBYIOIIIETO €My MeTOJa MCIBITAHUS M3 COOOpakeHUi
0€3011acHOCTH WJIM Ka4ecTBa

1,2,3,4,5,7 1B

i) Ecmm Ha akTuBHYIO (papMareBTHUECKYIO CYOCTaHIIUIO OTCYTCTBYET
cratesi [ocymapctBenHoii ®apmakomee Pecnybnukm Kazaxcran,
U3MEHEHHE COOCTBEHHBIX [aHHBIX CcHenupUKalud Ha JaHHbIE
HeopHIManbHO (hapmakonen K hapMaKonen TPETheil CTpaHbl

1,2,3,4,5,7 IB

Y ¢ 1 o B u 1

1. V3MeHeHue He SBISAETCS CIEACTBHEM JIO00TO 00s3aTeNbCTBA, NMPHUHATOTO MO pe3yiabTaTaM paHee

MIPOBEJCHHBIX HKCIIEPTU3 C LENbI0 MEPECMOTPa KPUTEPUEB NIPUEMIIEMOCTH clielu(uKanuy (HanpuMep, B XoJe
perucTpauuu JIEKapCTBEHHOTO npenapara 1581851 BHECECHUU N3MEHEHUM II THIIA).
2. "3MeHeHue He SBIAETCA CIEACTBHEM HENPEABHACHHBIX CUTyallui, BO3HHMKIIMX B XOAE IPOU3BOACTBA,

HanpuMep, HOBOW HEKBaIH(UIIMPOBAHHON MpPUMECH, W3MEHEHHUS IPEIENIOB COAEP)KaHMS CyMMBI IpUMeceii.
3. JIioboe M3MeHEHHEe IOJDKHO YKJIaIblBaThCS B AMANa30H TEKYIIMX OJOOPEHHBIX KPUTEPHEB IPHEMIIEMOCTH.

4. AHanuTH4YeCKas METOJIMKA HE H3MEHIETCS U H3MEHSIETCS HE3HAYHUTENBHO.
5. Hu onvH HOBBIM METOA HUCIIBITAHUS HE OCHOBAaH HAa HOBOM HECTAHIAPTHOW METONOJIOTMH WM CTaHAAPTHOU
METOHOJIOTHUH, UCTONb3yeMOH MO-HOBOMY.

6. HoBrrit METOJ, UCIIbITAHUSA HC SABJIACTCA 6I/IOHOFI/I‘-ICCKI/IM/ I/IMMyHOJ'IOFI/I‘-ICCKI/IM/ HUMMYHOXUMHWYCCKHUM WJIN
METOJIOM, B KOTOPOM HCHOJIB3YETCs] OMOJIOTHUECKUI PEaKTUB JUIsl ONOJIOrMYecKol aKTUBHOM (papMalieBTHYEeCKOi
cyOcTtaHnmum (32 HWCKIIOYEHHEM CTaHAApTHBHIX (apMaKONEHHBIX MHKPOOHMOJIOTHYECKHX METOJIOB).
7. N3meHenue moboro mMarepuaiga HE 3aTparnBacT T'€HOTOKCHYHYIO INpHMech. Ecim BOBJeYeHa aKTHBHAS
(apmaneBTHUeckas CyOCTaHIMSA, 3a HMCKJIIOUYCHHEM OCTATOYHBIX PACTBOPHUTENEH, KOTOPHIE JOJDKHBEI

COOTBETCTBOBATH IpeJiesiaM COOTBETCTBYIOMIIEH crathe I'ocymapcTBenHolt @apmakonee Pecyonuku Kazaxcraw,
KOHTPOJIb JII0O0OH HOBOI mpuMecH JOJDKEH COOTBETCTBOBaTh locynmapcrBenHoit dapmakomnee PecnyOnuku
K a3 ax crTaHH

8. INapamerp cnenmduKanuy HE 3aTparvBaeT KPUTHUYECKHH NapameTp, Halmpumep, JIIOOOH M3 CIelyroNuX:

KOJINUECTBEHHOE OIIpe/ieJIeHNe, MpHUMecH (ECIHM TOJBKO ONPEAEICHHBIH pacTBOPUTENb OJHO3HAYHO HE

HCTIOJIB3YeTCsl B MPOM3BOJICTBE aKTUBHOHN (hapMarieBTHUECKOW cyOCTaHIHMM), TF00ast KpUTHIecKass (hru3udeckas
XapaKTepHCTHKA, HAIIPUMEP, Pa3Mep 4YacTHUI, HACBITHAA MIOTHOCTH JIO M TOCIE YIUIOTHEHHs, UCTIBITAHUE Ha
MOJUTMHHOCTH, BO/IA, JIFO0O0H 3ampoc Ha MPOMYCK UCTIHITAHUS.



JdoxyMeHT aUums

I. [Momparka K COOTBETCTBYHOMEMY(HM) pasgeny(am) JOCheE.
2. CpaBHUTENbHAA Tabnuma TEKYIIHX u mpeiaraeMbIX crenupuKanui.
3. IogpobHoe ommcanue 000 HOBOH aHATHTHYECKOM METOIMKH W JAaHHBIC MEPBUYHON SKCIIEPTH3HI (B
COOTBETCTBYIOIHX cayuasax).
4. JlaHHbIe aHAJIN3a JBYX NMPOMBIIIJICHHBIX CEpU (B OTCYTCTBHE 00OCHOBaHMs OOpaTHOTrO Ui OMOIOTHYECKUX
AKTHUBHOM (hapMalleBTHYECKHX CYOCTAaHIMH — TPU CEPUH) COOTBETCTBYIOIIEH aKTUBHOH (hapManeBTHUECKOH
cybcTaHnuH mno BCEM nmapaMmeTpam cnenupUKaIUH.
5. B cOOTBeTCTBYIOIIMX CIy4asXx JaHHBIE TE€CTa CPAaBHUTEIbHOW KHHETHKH PACTBOPEHHS JICKAPCTBEHHOTO
IpemnapaTa, COAEPXKALIETO AaKTHBHYIO (DapMaleBTHUECKYyl0 CyOCTaHIMIO, IO MEHBIIEH Mepe, U3
OIIBITHO-IIPOMBIIIUIEHHON CEpUH, COOTBETCTBYIOLIYIO JEHCTBYIOIMM M IpeAjaraeMplM crenudukanusm. B
OTHOUICHUH JIEKAPCTBEHHBIX PACTUTEJIBbHBIX MPENapaToB JOCTATOYHBI AaHHBIE CPABHUTEIBHOW PaclaJaeMOCTH.
6. ObocHOBaHNE/OIIEHKAa PUCKOB CO CTOPOHBI JIepKaTellsl PErHCTPAlMOHHOTO YI0CTOBEPEHUS WIIH JIepKaTels
M®ADC cooTBETCTBEHHO, TIOATBEPKIAIOLINE, YTO BHYTPUIIPOU3BOICTBEHHBIH ITapaMeTp SBIISICTCS HE3HAUMMBIM
uau ycTapeBIl UM
7. ObOocHOBaHHE CO CTOPOHBI JAepiKaTelsl PEeTHCTPANHOHHOTO yAOCTOBepeHWs wiu aepxkarenss MOADC
COOTBETCTBEHHO HOBBIX MapaMeTpa crienu(pUKanui U KpUTEPUEB IIPHEMIIEMOCTH.

b.1.6.2 H3MeHeHHMEe aHAIUTHYECKOM  METOAMKHA aKTUBHOU

(hapManeBTHYCCKOH  CyOCTaHIIMM WM  HCXOTHOTO  MaTepuana/ v Tpebyemas Bun
CIIOBUS

MPOMEXYTOYHOTO TPOAYKTa/ PEakTHBA, HCIIONB3YEeMEBIX B IIpoIecce JOKYMEHTAITUS TIPOIICTyPBI

MIPOU3BOJICTBA aKTUBHOW (hapMaIleBTHIECKON CyOCTaHIINN
a) He3HaunMble U3MeHECHUS 0JJOOPEHHON aHATUTUYCCKON METOIMKHI 1,2,3,4 1,2 1A

0) UckroueHne aHATMTHYECKOW METOANKH aKTUBHOU (hapMarieBTHYECKON
cyOCTaHIIMM WM MCXOJHOTO MaTepHala/IPOMEXYTOUYHOTO MPOIyKTa/

7 1 1A
p€aKkTHBa, €CJIU aJIbTCPHATHBHAA €W aHaJIUTUYCCKAsA METOJUKaA YIKE
ono0peHa
B) [Ipourie M3MEHEHNUs AHATUTHYECKON METOMUKH (BKIIFOYAS 3aMEHY HITH L1235
J00aBJIEHHE) PEAKTUBA, KOTOPas HE OKasbIBAET 3HAYUMOIrO BIHMSHMA Ha ’6 TTL2 1A
b

COBOKYITHOE Ka4eCTBO aKTUBHOM (hapManeBTHIECKOH CyOCTaHIINN

r) CymecTBeHHOe W3MEHEHHE WJIM 3aMEeHa OHOJOTHYECKOTro/
UMMYHOJOTHYeCKOT0/UMMYHOXHMHYECKOTO METOJa HCIBITAHUS WU
MeTo/a, B KOTOPOM HCIOJNB3YyeTCS OHOJIOTHYSCKUH pPEaKTUB JUIs
OmoNoTNYeCKOi aKTUBHOW (hapMareBTHUECKON CyOCTaHITHH

II

1) IIpoune n3MeHeHus aHaTUTHYECKON METOUKH (BKIIIOYasi 10OaBiIeHne
WJIN 3aMEeHYy) aKTMBHOW (papMalleBTHYEeCKOH CyOCTaHIIMH MM UCXOHOTO 1,2 IB
Marepuaa/mpoMesKyTOYHOTO IIPOAYKTa

Y ¢ o1 o B u 4

1. IIpoBeaeHa HeoOXoMMMas MEPBUYHAS IKCIIEPTH3A, MOATBEPIKAAONIAs] TO, YTO OOHOBJICHHAS aHATUTHYCCKAsS
METOoIuKa, mno MEeHBbIIeH Mmepe, SKBUBAJICHTHA npeab AyneH.
2. Ipenensl conmepaHusi CyMMBI IpHMeced HE W3MEHMJINCH, HOBBIE HEKBATH(DHUIMPOBAHHBIE NMPHUMECH HE
00 Hapy X eH H

3. Meroz aHanu3a He H3MEHWICS (HampuMep, N3MEHEHHE AIMHBI KOJIOHKH MM TEMIICpaTypsl, HO HE IPYTOH BUA
KON OHEKH U MeTOond).
4, MCTO}] HUCIIBITAHUA HE SABJIACTCA 6I/IOJ'[OFI/I‘-ICCKI/IM/I/IMMyHOJ'IOFI/I‘IeCKI/IM/I/IMMyHOXI/IMI/I‘-ICCKI/IM HUJIn MCTOJA0M, B
KOTOPOM HCIIOJIb3YeTCsI OWOJOTMYECKHH peakTHB JUIsi OHOJOTMYECKOW aKTUBHOW (hapMaleBTHUECKON
cyOcTtaHnmuu (32 HUCKIIOYEHHEM CTaHAApTHBHIX (apMaKoONEeHHBIX MHKPOOMOJOTHYECKHX  METOJIOB).
5. Hu onuH HOBBIM METOJA HCHBITaHUS HE OCHOBAaH HAa HOBBIX HECTAHAAPTHBIX METOJaxX WJIM CTaHIapTHBIX
MeTOoIax, HCHOJNB3YyEMBIX MO-HOBOMY.
6. AxTtuBHasg (QapmaneBTHUecKas CyOCTaHIHA HE ABISICTCS OHOJIOTHYECKOW/ HMMMYHOJIOTHYECKOI.
7. AnbTepHaTHBHAS aHAIUTHYECKas METOJMKA JUIs TapaMeTpa creuuprKaluy yxe oJo0peHa, Mpyu dTOM Takas
METOJIMKa He OblIa BKIIIOYEHA MOCPEACTBOM [A-yBeqomiieHusI.



JokyMeHT auum s

1. TTonpaBka k cOOTBETCTBYIOMEMY(MM) pa3ieny(am) JOCke, BKIFOYAs OMMCAHUE aHATHUTUICCKON METOI0JIOTHH,
pe3toMe TaHHBIX MEPBUYHON JKCIIEPTH3HI, MIEPECMOTPCHHBIC CHEIM(HUKAIIMA Ha TMPUMECH (€CITU MPUMEHHMO).
2. CpaBHUTENBHBIC PE3yIbTAThl TEPBUYHON IKCHEPTU3BI WM, MPH HAJHYAH OOOCHOBAHWS, CPaBHHUTEIHHBIC
pe3yIbTaThl aHANN3a, TOATBEP K IAIOIINE, UTO TEKYyIIee U MpeaaraeMoe HCIbITaHNe SKBUBAJICHTHRL. HacTosiee
TpeOOBaHNE HE IPUMEHSETCS, €ClU J00aBIseTCs HOBask aHAJTUTUYECKAs METOANKA.

b.I. B) YmakoBo4HO-yKynopouHas cucreMa

b.I.B.1 M3MeHeHne mepBUYHON yIMaKOBKH aKTHBHOM (papMameBTHIECKON Tpebyemass Bun

VYcnosus
cyOcTaHIum JIOKYMEHTAITUS TTPOICIYPBI
a) KauecTBeHHBIH ¥ (M) KOJIMYCCTBEHHBIN COCTAB 1,2,3 1,2,3,4,6 1A
6) KauecTBeHHBIN 1 (MITH) KOJTMYECTBEHHBIN COCTaB ISl CTEPIIIBHBIX FITH
HE3aMOPOXCHHBIX  OHOJIOTHYSCKUX/UMMYHOJIOTHUECKUX  aKTHBHBIX II
(hapMaleBTHUCCKUX CYyOCTaHITHI
B) JKujkue akTUBHBIC (hapMaIleBTHUECKIE CyOCTaHITNH (HECTEPHIIHHEIC) 1,2,3,5,6 IB

YV ¢ 1 o B ®H 14

1. ITo COOTBETCTBYIOIIMM CBOMCTBAM IMpeIaraeMblil YITAKOBOUHBIA MaTepHal IOJKEH, II0 MEHBIIICH Mepe, OBITh
SKBHBAJTEHTHB M OnNoOOpEeHHOMY.
2. HagaTel COOTBETCTBYIOIINE MCCICIOBAHUS CTAOMIEHOCTH B COOTBETCTBHH C YCTAaHOBIICHHBIMH TPEOOBAHUSIMHU
W 3agBUTEIIEM HAa MOMEHT BBCICHHS HW3MCHCHHHA IPOAHATU3UPOBAHBI COOTBETCTBYIOUINE ITapaMETpPHI
CTAaOMJIBHOCTH HE MEHee 4YeM Ha ABYX OIBITHO-IPOMBIIIJICHHBIX WM TMPOMBINUIEHHBIX CEpPUSAX, B €ro
PaACIOPSDKEHUH HAaXOSITCS yIOBJIETBOPUTEIBHBIC PE3yJbTAaThl, [0 MEHBIICH Mepe, 3-MECIYHOIO H3YUYCHHS
crabunpHOCTH. OTHAKO, CCITU MpeyiaracMasi yrakoBka 0oJiee yCTOHYMBA M0 CPABHEHHIO C 3aPETUCTPHUPOBAHHONM,
TO TPEXMECSYHBIC NAHHBIC MO CTAOWIBHOCTH HE TpeOyrorcs. [1o 3aBeplicHUM TaKUX HMCCICIOBAHU, €CIU
pe3yNbTaThl HE YKIAABIBAIOTCS B CHCIM(DUKANNA WIM MOTCHINATBHO HE YKIAABIBAIOTCS B cHenu(uUKanuy Ha
KOHEI[ CpOoKa TOIHOCTH/TIEPHOJa IMOBTOPHOTO WCHBITAHUSA, WX HEOOXOOUMO HEMEIJICHHO IPEACTABUTH
YIIOTHOMOYEHHOMY oprany HapAay c peiaraeMbIM IJIaHOM ICHCTBUA.
3. Hckmioyasi CTepuiibHBIC, JKUJIKAE M OHOJOTHYEeCKHE/MMMYHOJIOTHYECKUE aKTUBHBIC (hapMaleBTHUECKUE
CyOCTaHITUH.

JdoxyMeHT aUuus

I. [MompaBka K COOTBETCTBYWOIMEMY(HM) pasgeny(am) IOChE.
2. Heobxonumble NaHHBIE O HOBOW yNaKoBKE (HAIpUMeEp, CPAaBHUTEIbHBIC NaHHBIE IO IMPOHHIIAEMOCTH,

HanpuMmep, aasa 02, CO2, Bnaru u T.1.), BKIIoYas MOATBEPKIACHHE TOTO, YTO MaTepHall COOTBETCTBYET

COOTBETCTBYIOUINM (hapMaKOIEHHBIM TPEOOBAHHUSM O IJIACTHYECKUX MaTepHaaX U 00bEKTaX, KOHTAKTHPYIOIIUX
c DUO €BBMH NPOAYKTaMH.
3. B cooTBeTCTBYIONMX CIy4YasX HEOOXOIMMO IPEJICTaBUThH MOATBEPKACHIE TOTO, YTO B3aUMO/ICHCTBHE MEXKIY
CONICPKMMBIM M YMAaKOBOYHBIM MAaTE€pHaJOM HE IPOUCXOAWT (HAIpPHUMEpP, OTCYTCTBYET IE€peMelIeHne

KOMITOHEHTOB NpEAJIaracMoro MaTepHaia B €ro COAEPKHMOE, KOMIIOHEHTHI JICKapCTBEHHOTO Mpernapara He

MEPeXOIsT B YIAKOBKY), BKJIIOUasl MOJATBEPXKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM

(hapMakorneiHbIM TPeOOBaHHUSIM O TUIACTHMYECKHX MaTepHalaxX M OOBEKTaX, KOHTAKTHUPYIOUIMX C MUIIEBBIMH

0 poagyKTaMH

4. Jlexmapanusi AepkaTeisl perucTpalMoOHHOTO yaoctoBepeHus wuim jepxarenss MOADC, uto Tpebyemble

MCCIIEJOBAaHNs CTAOMIIBHOCTH Ha4aThl B COOTBETCTBUY C YCTaHOBJIEHHBIMH TPEOOBaHUAMH (C yKa3aHHEM HOMEPOB
cepuif); ¥ 4TO (B COOTBETCTBYIOIIMX CJIydasx) HA MOMEHT BBEACHHUS HM3MEHEHHI B €ro pacHoOpsDKEHUH

HaXOJWINCh TpeOyeMble MUHUMAIbHBIC yJOBIETBOPUTEIBHBIE JAHHBIE 10 CTAOMIBHOCTH; U YTO MMEIOIIUECS
JTAaHHBIC HE CBUAETENBCTBOBAIN O KakoW-1nbo mpobieme. Heo6xoauMo Taxke MpeicTaBUTh HMOATBEPKACHUE
TOTO, YTO MCCIIEIOBaHUS OyIyT 3aBEPLICHBI, U YTO €CJIM PE3yJIbTaThl HE OyIyT YKIAABIBATHCS B CrieNU(UKanuu
WIN TIOTEHIMAJbHO HE YKJIaAbIBaThCsl B CIEHU(HKAINU Ha KOHEI CPOKa TOJHOCTH/TIEPHOAA IOBTOPHOTO

UCTIBITAHMSI, X HEMEUICHHO IIPEACTABST YIIOJHOMOUYCHHOMY OpraHy Hapsity ¢ IpelaraeMbIM IUIAaHOM JeHCTBUN

5. Pe3ynbTathl ncciue0BaHU CTAOMIBHOCTH, MPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBICHHBIMH TPEOOBaHUIMH,
10 3HaYMMBIM NTapaMeTpaM CTaOMIEHOCTH He MEHee YeM Ha JIBYX OIIBITHO-TIIPOMBIIIIEHHBIX WM MPOMBIIUICHHBIX
CepusIX, OXBaTHIBAIOLIMX HE MEHEE TPEX MECSIIEB, U MOTBEPKACHHE TOTO, YTO YKa3aHHbIE UCCIIEJOBAaHUS OyayT



3aBEpIICHBI, U €CIIM PE3YJIBTAaThl HE OYAYT YKJIQJBIBATHCS B CIIEHU(HUKAIIMH WU MTOTEHIMAIBFHO HE YKIIa/IbIBAThCs
B crienu(uKaniy Ha KOHEI CpOKa T'OJHOCTH/IIEPHO/Ia TOBTOPHOTO HCIBITAHUS, MX HEMEIUIEHHO IPEICTaBsT
YIOJTHOMOYEHHOMY opraHy Hapsay c npexiaraeMbeM IIIaHOM OeHCTBUH.
6. CpaBHEHHE IEHCTBYIOMHNX U IpeiaraeMbIX CIeH(pUKanil IepBIYHON YIIAKOBKH (€CIH IPUMEHHUMO).

b.I.B. 2 M3MmeHeHue napameTrpoB criequ(UKanuu U (WIH) KpUTEPHUEB
MIPUEMJIEMOCTH TIEPBUYHOM YNAaKOBKM AaKTHBHOW (hapMalneBTHUecKoi YcioBus
cyOcTaHIUN

Tpebyemass Bun
JOKYMEHTAal¥s MPOLENYPhI

a) YKecTOYCHHE KPUTEPHUEB IPUEMIIEMOCTH CIie(HUKaun 1,2,3,4 1,2 IA

6) [HoGaBmenne B cnenuduKanuio HOBOTO TMapamMeTrpa H

. 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOLEMY €MY METO/1a UCIBITAHUH

B) McKitoueHrEe HECYIIECTBEHHOTO MTapaMeTpa crieiiudukanuu (Hampumep,

1,2 1,2,5 IA
HCKIIIOYEHHE YCTapeBIIEro apaMerpa)

r) Jlo6aBneHre WK 3aMEHa IapaMeTpa Cenn()pUKauu U3 CoOOpaskeHUH

1,2,3,4,6 1B
0€30IaCHOCTH HIJIH Ka4yeCcTBa

Y ¢ a1 o B wu #

1. VM3MeHeHUe He SBISICTCS CIEICTBHEM KaKOrO-THOO 00s3aTENIbCTBA, MPUHATOTO MO pe3ylbTaTaM paHee
MPOBEJICHHBIX SKCIIEPTH3 C IMEThI0 aHAIM3a KPUTEPUEB MPHEMIIEMOCTH cruenudukanuu (Hampumep, B X0Ie
pEeTHCTpaluy JEKapCTBEHHOTO TpemnapaTta WM BHeceHHs m3MeHeHmid Il Twma), ecnu TONBKO OHO paHee He
paccMoTpeHo " onoOpeHo B Ka4yecTBeE MEpEI MOCJEeAYyIOIEero HaOJIIOICHHS.
2. V3MeHeHHe He SIBISETCS CIEICTBUEM HENPEABUIEHHBIX CUTYyallui, BO3HUKIIMX B XOJ€ MPOU3BOJICTBA
YIMaKOBOYHOTO MaTepuaja WIH TpPUH XPAaHCHHM aKTUBHOW  (apMaleBTUYCCKOW  CyOCTaHIUH.
3. JIroboe M3MEHEHHE JOJDKHO YKIAJBIBATHCS B JHMANA30H TEKYNIUX OJOOPEHHBIX KPUTCPUEB MPUSMIEMOCTH.
4. AHanuTuueckas METOJHNKa HE H3MEHIECTCH U H3MEHIETCS HE3HAYHUTEIbHO.
5. Hu onvH HOBBIM METOA HCIBITAHUSI HE OCHOBAaH Ha HOBOM HECTAHIAPTHOW METOOJIOTMHU WM CTaHAApTHOU
METOZOJIOTHH, HCIIOTIB3yEeMOU MTO-HOBOMY.

JdoxywmMeHT aumws

1. IMonpaska K COOTBETCTBYIOIEMY (M) pasneny(am) J0Che.
2. CpaBHHTeNnbHAS Tabnuna TEKYIIUX u MpeanaraeMbIx crienupuKannii.
3. IlogpobHoe ommcanme tO00W HOBOH aHATMTHYECKOW METOIMKH W JAaHHBIC MEePBUYHON SKCIIEPTH3HI (B
COOTBETCTBYIOIUX caydasax).
4. JlaHHble aHanmW3a [BYX CEpPHIl YNaKOBOYHOTO MaTepuana II0 BCEM IapamerpaMm CHelu(HUKaIiy.
5. ObocHOBaHUE/OIIEHKA PUCKOB CO CTOPOHBI JiepiKaTellsl PEernCTPAlOHHOTO yIOCTOBEPEHHS MM JiepyKaTels
M®ADC cooTBETCTBEHHO, TIOATBEPKIAIONINE, YTO BHYTPUITPOU3BOICTBEHHBIH ITapaMeTp SBIISETCS HE3HAUMMBIM
uau ycTapeBIl UM
6. O6ocHOBaHME cO cTOpoHHBI aepxartens PY wmmn nepxatenss MOADC cooTBeTCTBEHHO HOBBIX IapameTpa
crenu(UKaIK 1 KPUTEPUEB TPUEMIIEMOCTH.

Bb.I.B. 3 3MeHeHue aHaIUTUYECKOW METOAMKH HCIBITAaHUS MEPBHYHOM Tpebyemass Bun

. . YcnoBus
YIaKOBKH aKTUBHOU (hapMaIleBTHICCKON CyOCTaHIIUN JIOKYMEHTAITUS TIPOIICTYPBI
a) HesHaunTenbHBIC M3MEHEHUS YTBEPKACHHON aHATTMTUYIECKOH MeToIuKu 1, 2, 3 1,2 1A
0) IIpoune n3MeHeHNs aHATUTHYECKOI METOIUKH (BKIIIOYasi 1OoOaBIeHNE
1,3,4 1,2 1A
WU 3aMEHY)
B) HckimioueHne aHaINTHYECKOM METOIWMKH, €CIU aJbTepHATHBHAS € 5 | IA

METOJIMKA YK€ YTBEPKIACHA

Y ¢ o1 o B u 1

1. CornacHo COOTBETCTBYIOIIMM JOKyMeHTaM PecryOnuku KasaxcraH, mpoBeieHa HEoOXOoquMasi MepBUYHAS
IKCHEPTU3a, MOATBEPXKIAIOIIAs TO, YTO OOHOBJICGHHAs AaHATUTHYECKass METOJAMKA, [0 MEHbUICH Mepe,

PKBHUBAJCHTHa npeab AyUei.
2. MeTop aHanu3a He U3MEHWICA (HalpuMep, U3MEHEHHE JUINHBI KOJIOHKH WM TeMIepaTyphl, HO He APYTrod BU
KOJNTOHEKH Uau MEeTOona).
3. Hu oauH HOBBIM METOJ| MCIBITAHWKA HE OCHOBAaH HAa HOBBIX HECTAHJAPTHBIX METOAAX MM CTaHIAPTHBIX
MeTOoIax, HCHMOJNb3YeMBIX MO-HOBOMY.



4. AxrtuBHas (apmareBTHUCCKas CyOCTaHIUS/ICKAPCTBCHHBIA MpenapaT HE SBJISIOTCS OHONIOTHYCCKUMU/
MMMYHOITOTHUYECKHUMU.

5. B oTHoIIeHHH apaMeTpa creliuUKaliyd COXPAHASTCsl aHATUTHYECKas METOIUKA, [TPU ITOM TaKas METOANKA
He OplIa J00aBiieHa mocpeacTBOM [A/yBezoMITeH .

JdoxyMeHT aums

1. TTonpaBka k COOTBETCTBYIOMEMY(HM) pa3ieny(am) JOCke, BKIOYAs OMMMCAHNE aHATHUTUICCKOH METOI0JIOTHH,
pe3ome JlaHHBIX NEepBUYHOU DKCTMEePTHU3HI.
2. CpaBHHUTENbHBIC PE3YJIbTATH MEPBUYHON IKCIEPTHU3BI WK, MPU HATUYUK OOOCHOBAHUS, CPABHUTEIbHBIC
pe3yabTaThl aHanu3a, MOATBEPXKIAIOIIME TO, YTO TEKyllee U INpealiaraeMoe HUCIBITAHUE JKBUBAJICHTHBI.
Hacrositee TpeboBaHne He IPUMEHSETCS, €CIU 100aBIISIeTCs] HOBAsl aHAIMTHYECKAs! METO/IMKA.

B.1. r) CtabuiabHOCTH

B.Lr. 1 3MeHeHne meproa MOBTOPHOTO UCIBITAHUS/TIEPUOIA XPAHCHHS

WJIA YCIIOBUM XpaHEHMs aKTUBHON (hapMalleBTUUYECKON CyOCTaHLIMK, €CIIA
‘ P Pap 4 ’ Tpebyemas Bun

B PErucCTpaliuOHHOM JIO0CbE OTCYTCTBYCT CepTI/I(l)I/IKaT COOTBETCTBHUSA Y CIOBHS
JOKYMEHTaIUA IPOLEaYpPhI

EBponeiickoit ®dapmakoneu, OXBaTbIBAIOIIMI MEpHOJ TOBTOPHOIO
HCIBITAHUS

a) Ilepuon MMOBTOPHOTO HUCTIBITAHUS/TIEPUOJ] XpaHEHUs
1 1,2,3 1A
1. Coxparenue

2. YBenmn4eHne Meproaa OBTOPHOTO UCTIBITAHUS ITyTEM SKCTPATOISIIH
JaHHBIX TIO0 CTa0WIHLHOCTH, HE COOTBETCTBYIOIIEH JOKYMEHTaM 1I
Pecny6nuku Kazaxcran (*)

3. YBenuueHne TepHosia XpaHeHHsT OMOJIOrHYECKOH/MMMYHOIOTHYECKON
AKTUBHOH (papManeBTHYECKOH CyOCTaHIMHM, HE COOTBETCTBYIOIINE II
0JI00pEHHON TTpOrpaMMe H3yUeHHS CTAOMIIBHOCTH

4. VBenuueHUe WK BBEJCHHE MMEPHOIa MOBTOPHOI'O UCIBITAHUS/TIEPUOIA

1,2,3 IB
XpaHEeHHUs, TOATBEPKACHHOTO JAHHBIMU €CTECTBEHHOI0 XpaHEHUS 7
0) YcmoBus XxpaHeHUS
1. H3MeHeHue yCIIOBMI XpaHEHHsI aKTHBHOE (hapMaleBTHUECKOM | 12,3 IA
cyOcTaHuu Ha 6ojiee CTPOrue »7
2. V3MeHeHme yCIOBHA XpaHEHHS OMOJIOTHYECKUX/MMMYHOJIOTHIECKUX
aKTUBHBIX ()apMaleBTUYECKUX CyOCTaHIMH, €CIM HCCIEAOBaHUS I
CTaOHIILHOCTH ITPOBEJCHBI HE B COOTBETCTBHHU C TEKYIIUM YTBEPKICHHBIM
MIPOTOKOJIOM CTaOUIBHOCTU
3. H3MmeHeHHWe YCIOBHII XpaHCGHHS AaKTUBHOH (hapMaleBTUYCCKOM 1.2.3 B
cyOcTaHIuu *
B) VI3MeHeHme yTBep K IeHHON MPOrpaMMbl H3Y4EHHsI CTAOUITBHOCTH 1,2 1,4 IA

YV ¢ 1 o B ®H 1

1. 3MeHeHne He ABISAIOTCS CIEICTBHEM HEMPEIBUACHHBIX CHUTYallli, BOSHUKIINX B XOJI€ MPOU3BOICTBA, MIIH
H3MEHCHHUS CTaOMABHOCTH.
2. I3meHeHus He IPUBOJAT K PACIIUPEHUIO KPUTEPUEB MPUEMIIEMOCTH UCTIBITYEMBIX TApaMeTPOB, UCKITIOUCHHUIO
napameTpa CTaOMIbHOCTH W CHHYKCHUIO YaCTOTHI UCTIBITAHUH.

JdoxyMeHT aUu™s

1. TlompaBka K COOTBETCTByMOIIEMYy(HMM) pazmeny(am) mocke. HeoOXoammo NpeaCTaBUTH PpPE3yIbTaTHI

COOTBETCTBYIOLIMX HCCIIEJIOBAaHUN CTAOMJIBHOCTH B PEajJbHOM BPEMEHH, MPOBEICHHBIX B COOTBETCTBHH C

COOTBETCTBYIOIIMMH PYKOBOJACTBAMH 110 CTAOMJIBHOCTH HE MEHee 4YeM Ha JBYX (i OMOJIOTHYecKuX

JIEKapCTBEHHBIX IMpENapaToB — TPeX) ONBITHO-IIPOMBINUICHHBIX WM MPOMBIIUIEHHBIX CEPHIX aKTHBHOM

(hapmaneBTHYECKOM CyOCTaHIINY, YITAKOBAHHOM C IIOMOIIBIO 3aPETrHCTPUPOBAHHOTO YIIAKOBOYHOT'O MaTepHaia, 1
OXBaThIBAIOLINX BECh MpEAJaracMblii EPHOA MOBTOPHOTO HCIIBITAHUS WM TIpE/UIaraéMble YCIOBHS XpaHEHHUS.
2. IloaTBepxaeHNE TOTO, YTO HCCIEAOBAHUS CTaOMIBHOCTH IIPOBEAEHBI B COOTBETCTBUH C TEKYILEH 0100peHHON
nporpaMMoi. PesynpTaThl HcclenoBaHMS MOJDKHBI IOINTBEP)KAATb, YTO COOTBETCTBYIOIIME OIOOpEHHbIE



cueuuPUKaNuu NPOAOIXKAKT cobnmogaThcs.
3. Komum yTBepkJIEHHbIX creuudukanmuil Ha aKTUBHYIO (apMaleBTHYECKYI0 CyOCTaHIHUIO.
4. O60ocHOBaHUE MpeTaraeMbIX H3MEHEHUI.

MEepUOJ] TIOBTOPHOTO WCIBITAHUS HE
NpUMEHUM K  OuoJormdeckum/
NMMYHOJIOTUYECKUM  aKTHBHBIM
(hapMaIeBTHYECKIM CyOCTaHIIUSAM

(*) [Ipumeuanue

b.1. n) [IpoexTHOE MOJI€ ¥ MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHU

b.I.n.1 BBeaeHue HOBOro MNPOEKTHOrO TMOJS WM paclIUPEHHUE
OOOPEHHOTO TPOEKTHOTO TONS AaKTUBHOH (apMaleBTHUECKOW Y CIOBHUS
cyOCTaHITNH, 3aTparuBaroee

Tpebyemass Bun
JIOKYMEHTAIHsI TIPOLE LY PhI

a) OJHY OIEPALIMOHHYIO E€IUHMIly Mpolecca MPOU3BOACTBA AKTUBHOMH
(apmaneBTHUECKOM  CyOCTaHIIMM, BKJIIOYas COOTBETCTBYIOIINE 1,2,3 II
BHYTPUIIPON3BOJICTBEHHbIE KOHTPOJIH U (MJIN) aHAIUTHYECKNE METOANKI

0) aHaTMTHYECKHUE METOJMKH HMCXOJAHBIX MaTepHaliOB/IIPOMEIKYTOYHBIX 123 I
TPOIYKTOB U (MJIM) aKTUBHOM (hapMarieBTUIECKOM CyOCTaHITHH >
JdoxyMmMeHT aUn™s

1. IIpoekTHOe moNIe OBIIO pa3pabOTaHO HAa OCHOBAHWU COOTBETCTBYIOIIMX YCTAHOBIICHHBIX TPEOOBaHHHA H
MEXIYHapOIHBIX HAyYHBIX PYKOBOACTB. Pe3ynbTaTel mMccieqoBaHUM pa3pabOTKM MPOAYKTa, Mpolecca U
AHAJIMTHYECKOW METOJI0JIOrHK (HampuMep, B3aUMOACHCTBUE Ppas3IMUYHBIX I[1apameTpoB, (OPMHUPYIOLIMX
MoJyIeKallee W3y4eHUIO IPOEKTHOE IIoJie, BKIIIOYas OLEHKY PHCKOB M MHOTOMEpHBIE HCCIEJOBaHUs
COOTBETCTBEHHO), B COOTBETCTBYIOIIUX CIIy4asXx IOATBEPXKJIAIOIIUE TO, YTO JOCTUTHYTO IIEJIOCTHOE
MEXaHHCTHYECKOe MOHMMaHHE TOoKa3aTelell KadecTBa MaTepHalioB M MapaMeTpoB Ipoliecca Ha KPUTHUYECKHE

NnoKa3aTesH KayecTBa aKTHBHOM bapManeBTHICCKON cybGcTaH M.
2. Omucanne IPOeKTHOTO MO B TAONWYIHOM BHUE, BKIIOUAs IIepeMeHHbIe (CBOIICTBa MaTepHAIIOB M ITapaMeTpPhI
npouecca IpPOU3BOICTBA) u ux npepiaraeMsie JHana30HBl.

3. [TonpaBka K COOTBETCTBYIOIIEMY(UM) pa3aeny(amM) 10Che.

b.I.n.2 BBeneHue NOCTPErHCTPALMOHHOTO MPOTOKOJIA YIpaBICHUS
W3MEHCHWSIMH, 3aTparuBalOIMMH aKTHBHYIO (apMaleBTHYECKyI0 Y CIIOBHA
CyOCTaHITHIO

Tpebyemass Bun
JIOKYMEHTAIHsI POy PhI

1,2,3 1l

JdoxyMmMeHT aUns

1. ITonpoGHOE OTHMCaHUuE npeaiaraeMoro W3MECHEHHUS.
2. IlpoTokon ympaBieHHS HW3MCHCHUSMH, 3aTPArvBalOIIAMU aKTHBHYIO (hapMaleBTUYCCKYIO CyOCTaHIIHIO.
3. [TompaBka K COOTBETCTBYIOIIEMY(HUM) pa3zieiny(aM) 1oche.

b.I.n. 3 HcknroueHne noCTperucTpalluoOHHOrO IMPOTOKOJIA YIpPaBiICHUS
W3MEHEHWSIMH, 3aTparuBalOlIMMU aKTHBHYIO (apMaleBTHYECKyIO0  YCIIOBHSA
cyOCTaHIUIO

Tpebyemass Bun
JIOKYMEHTAIHSI TIPOIETYPhI

1 1,2 1A

YV ¢ 1 o B ©H 14

1. I/ICKHIO‘IQHI/IC HOCTpCFI/ICTpaHI/IOHHOFO l'lpOTOKOJ'Ia ynpaBneHI/m U3MCHCHUSAMU, SanaFI/IBaIOH_II/IMI/I aKTI/IBHyIO
(hapManeBTHYECKYIO CYOCTaHIIMIO, HE SIBJISICTCS CICACTBUEM HENPEABUACHHBIX CUTYAIlUi MM HECOOTBETCTBUS
cnienuUKanyy B X0/I¢ BBEICHUS U3MCHCHHI, ONIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HAa YTBEPKICHHBIC
CBEJICHUS], BKIIIOUEHHBIE B PETUCTPALIMOHHOE JI0ChE.

JdoxyMmMeHT anqs
1. Ob6ocHOBaHUE npenjaraeMoro UCKIIOUYEHUS.
2. [TompaBka K COOTBETCTBYIOIIEMY(HUM) pa3zeiny(am) 1oche.

b.I.n. 4 N3MmeHeHHs YTBEpPKACHHOTO MPOTOKOJA YIpaBIeHUSA v Tpebyemass Bun
CJIOBHS
U3MEHEHHUAMHU JOKYMEHTAIHs TIPOLETyPbl



a) 3HaYNMbIC U3MCHECHUS MPOTOKOJIAa YIIPaBJICHUS U3MCHCHUSAMUA 1I

6) He3naummble W3MEHEHHs NPOTOKOJIA YNPABIECHUS W3MEHEHUSIMH,
KOTOpBIE HE H3MEHSIOT CTPATETHIO, OIIMCAHHYIO B TIPOTOKOJIE

JdoxyMeHT aUuus

1. leknapanus, 4to J1000€ M3MEHEHHE MOJDKHO YKJIaIbIBATHCS B JAMANA30H JCHCTBYIOIIUX YTBEPIKACHHBIX
KPUTEpUEB IMpUEMIIEMOCTH. I[lOMHMO 93TOTO, JeKjapanusi TOTr0, 4YTO B OTHOUICHUH OWOJOTHYECKHX/
MMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB He TpeOyeTcs OLeHKa COMIOCTABUMOCTH.

B.I.xn. 5 Peanusanusg u3MeHeHUH, NpPeIyCMOTPEHHBIX YTBEP)KJIECHHBIM v Tpebyemass Bun
CJIOBUSA
IPOTOKOJIOM yTPaBJIECHUS H3MEHEHUSIMH JOKYMEHTaIus MpoLexypshl

a) Peammsamusa wu3MeHeHuss He TpeOyeT IOMOTHUTEIBHBIX
BCIIOMOTATENIbHBIX JJAHHBIX

1 1,2,4 1A

6) Peanmaunﬂ HU3MCHCHUA Tpe6yeT JOIIOJITHUTCIIBHBIX BCIIOMOTI'aTCIIbHBIX
JaHHBIX

1,2,3,4 B

B) Peamuzanus u3MeHEHUsT OMOJIOTMYECKOTO/ MMMYHOJIOTHMYECKOTO
JIEKapCTBEHHOTO TpemnapaTa

1,2,3,4,5 IB

Y ¢ m1 o B m 4
1. IIpennoxxeHHOE M3MEHEHHE OCYIISCTBICHO B IIOJHOM COOTBETCTBHH C YTBEPKICHHBIM IPOTOKOJIOM
praBHeHI/ISI NU3MCHCHUIAMU.

JdoxyMeHT aUu™s

1. Ccrlika Ha YTBEPXKIACHHBIH MPOTOKOI yHpaBlIeHUS U3MCHCHUSAMU.
2. Jlexnapanys, 4To U3MEHEHHE COOTBETCTBYET YTBEPIKACHHOMY IPOTOKONY YIPABJICHUS W3MEHEHUSMH U YTO

Pe3yIbTaThl UCCIEAOBAHMS YIOBICTBOPSIOT KPUTEPUSAM IPHEMIIEMOCTH, OTOBOPEHHBIE B IPOTOKOJIe. [loMumMo

9TOro, ACKjapamnus Toro, YTo B OTHOIICHUN 6I/IOJ'IOFI/I‘ICCKI/IX/I/IMMyHOJ'[OFI/I‘IeCKI/IX JICKapCTBCHHBLIX MTPEIapaToB HE
TpebyeTcs OIlEHKA CONOCTaBHUMOCTH.
3. Pe3ynbrarhl Hcciieq0BaHMMA, MPOBEICHHBIX B COOTBETCTBHHM C YTBEP)KICHHBIM HPOTOKOJIOM YIIPaBIICHHMS

M 3M®e€eHEHH SIMH

4. [Mompaska K COOTBETCTBYIOMEMY(HM) pasgeny(am) IOCheE.
5. Komust yTBep K IeHHBIX crienu(uKanui Ha aKTUBHYIO (GapMaleBTHYECKYIO CyOCTaHIIHIO.

b.II JIekapcTBEeHHBIN Ipeniapar
b.11. a) BHeuinuii Bug u coctan

b.Il.a. 1 V3MeHeHne uiau N0OaBICHUE OTTUCKOB, TPABUPOBKU WIIU
WHBIX 3HAKOB, BKJIOYas 3aMeHy WM JM00aBleHHE YEpHWJ, YCIOBUS
UCTIONB3YEMBIX TIPH ITPOU3BO/ICTBE JIEKAPCTBEHHOTO ITperapara

Tpebyemas Buna
JOKYMEHTALA IIPOLELYPBI

a) MI3MeHeHus! OTTUCKOB, TPABUPOBKH UM HHBIX 3HAKOB 1,2,3,4 1,2 1A

0) V3MeHeHWe pPHUCOK/MHMHUI pa3ioMa, IMpeTHa3HAuYeHHBIX IS
pa3eneHns Ha paBHbIE JO3bI

1,2,3 B

Y ¢ m1 o B u 4
1. Cnenudukaiyu JIEKapCTBEHHOTO Ipernapara Ha BBITYCK U Ha KOHEI[ CpOKa TOJHOCTH HE M3MEHSOTCA (3a

NHCKIIUYCHHUCM BHCIIHCTO an[a).
2. Bce YCepHUWIAa OOJDKHBI COOTBETCTBOBATH HCﬁCTByIOIHeMy (l)apMaHeBTI/I‘ICCKOMy 3aKOHOAATCIbCTBY.
3. Pucku/nuann pas3jiomMma, HC npeaHa3Ha4YCHbI Ha pa3aciceHue Ha paBHBIC JO3EI.

4. 3HaK¥ JEKapCTBEHHOTO MpenapaTa, HCHOIb3yeMbIe U Pa3IHICHUS JO3UPOBOK, ITOJTHOCTHIO HE YAAICHHI.

JokyMeHT auum s

1. TlompaBka K COOTBETCTBYIOIIeMYy(MM) pa3ieny(amM) IOChe, BKIIOUYas MOAPOOHOe Trpaduyueckoe wiH

MMOBECTBOBATEIbHOE OMKMCAHME TEKYIIEro U HOBOTO BHEIIHEro BUIA, a TaKXKE COOTBETCTBYIOIIUN MEPECMOTP
nHPpOopMamUN 0 JTEKapCTBEHHOM nmpemapare.
2. B COOTBETCTBYIOIINX cIryqasx 00pa3smb JIeKapCTBEHHOTO mpemapara.
3. Pe3ynbTaThl COOTBETCTBYIOIUX HCHBITaHWA 1o [ocymapctBennoit @apmakonee Pecnybnuku Kazaxcraw,

TMOATBCPKAAIOIINE DKBUBAJICHTHOCTD CBOﬁCTB/HpaBHHBHOCTB JO3UpPOBAHUA.



b.Il.a. 2 VI3meHeHune hopMbI Wil pa3MepoB JISKapCTBEHHOH (GopMbl Y cIoBUS Tpebyemas Bun
JIOKYMEHTAIsI TIPOLEyPbI

a) TabneTku, Kancyssl, CyNMO3UTOPUH U TIECCAPUH ¢ HEMEJICHHBIM
1,2,3,4 1,4 IA

BBICBOOOXKICHUEM

0) JlekapcTBeHHBIE (POPMBI C OTCPOYCHHBIM, MOTUBHUIIIPOBAHHBIM

WA TPOJIOHTUPOBAHHBIM BEICBOOOXKICHNEM U TAaOJIETKU C PHUCKOM, 1,2,3,4,5 1B

MpeAHa3HAYECHHON JUIs pa3AeIeHNs Ha PABHBIE J103bI

B) JloGaBiieHne HOBOro Habopa s paauodapManeBTHICCKOTO

II
JICKapCTBCHHOT'O ITpeIiapaTa ¢ Apyrum 00BbEMOM 3aII0JIHEHUS

Y ¢ o1 o B un 14

1. [Tpodmnp pacTBOpEHHS N3MEHEHHOTO JIEKAPCTBEHHOTO Mpenapara COOCTaBUM CO CTapbIM, €CIIU IPUMEHHMO.

IIpu HEBO3MOXKHOCTH MPOBEACHHUS HCIBITAHUS PACTBOPEHMS BpeMs PAclagaeMOCTH HOBOTO JIEKapCTBEHHOIO

npemnapara B CpPaBHEHHU co HEU3MEHEHHBIM.
2. Crnenudukanny JIeKapcTBEHHOTO Ipernapara Ha BBITYCK M Ha KOHEIl CPOKa IOJHOCTH HE M3MEHWIHCH (3a

HCKIIOYEHAEM pa3MepoB JeKapCTBEHHON bopMBI).
3. KauecTBeHHBIH M  KOJMYECTBEHHBII CcOCTaB W  CpegHAs Macca HE  H3MEHHIHCH.
4. V3mMeHeHue He 3aTparuBaeT TaOJETKU C PUCKOM, MpeHa3HAuYEHHOH JUTs pa3esIeHus JIeKapCTBeHHOU (hopMbl

Ha paBHBIE JI03BI.

JdoxyMmMeHT aUn™s

1. ITompaBka K COOTBETCTBYIOLIEMY(MM) pa3neny(aM) Ioche, BKIOYas moapodHoe rpadudeckoe oToOpakeHne
TEKYyIIETO M MPEATIaraeMoro MOJIOKEHHs, a TaKXe IepecMoTp HMH(OpManuu O JIEKapCTBEHHOM Mpemnapare

COOTBETCTBGEHHDO

2. CpaBHUTENbHBIEC TaHHBIE PACTBOPEHUS HE MEHEEe YeM OJHON ONBITHO-IPOMBIIIJICHHOMN Cepuu ¢ TeKyIIUMHU U
IpeAjiaraeMbIMi pa3MepaMy (OTCYTCTBHE 3HAYMTENIBHBIX PA3JIMUMi C TOUYKH 3PEHHSI COMOCTABUMOCTH — CM.

[TpaBwiia mpoBeneHHsT MCCIICAOBaHNN OMOKBHBAIEHTHOCTH JIEKapCTBEHHBIX IpernapaToB (manee — [IpaBuira
MIPOBEJCHNUS HCCIIEOBAHNH OMOKBHBAIEHTHOCTH). B OTHOIIEHMH J€KapCTBEHHBIX PACTHTENBHBIX MPEIapaToB
MpHUEMIIEMBI JaHHBIC CPaBHHUTEIBHOMU pacmagaeMocCTH.
3. OOoCHOBaHHUsI HEIPEJCTABICHUSI PE3yJIbTATOB HOBOTO HCCIIEJOBAaHUS OMOIKBHUBAJIEHTHOCTH COTJIACHO

IIpaBunam MpOBEACHUS UCCIe0OBaHUM OMOPKBUBAJIECHTHOCTH.
4. B COOTBETCTBYIOIIUX clydasx 00pasubl JIEKapCTBEHHOTO npemnapara.
5. Pe3ynpTaThl COOTBETCTBYIONIMX HCIBITaHUN 10 'ocynapctBennoir ®apmakonee PecryOnmkn Kazaxcras,

MOATBEPKIAIOIINE SKBUBAJICHTHOCTh CBOMCTB/IPABUIIBHOCTD JO3UPOBAHMUSL.

n

Hns B.l.a. 2.B), moboe H3MEHEHUE
JI03UPOBKK" JIEKAPCTBEHHOTO Tpenapara

(*) llpumeuanne
TpeOyeT moauu 3asBJICHUS O PACIIHPCHUN

pEerUCTpaIHH.
b.Il.a. 3 H3meneHnue cocTtaBa (BCIIOMOTATEIbHBIX BEIIECTB) v Tpebyemass Bupg
CIIOBHUS

JIEKapCTBEHHOTO TIpernapaTa JIOKyMEHTAIHsI TIPOLETYPbI
a) M3MeHeHne cocTaBa BKYCOBEIX J00aBOK (apOMaTH3aTOPOB) WIIH
KpacuTtenen

1,2,3,4,5,6
1. JloGaBieHne, NCKITIOYECHNE WM 3aMEHa 7’ 9’ T T,2,4,5,6 1A

b
2. YBenn4eHHe WK YMEHBIICHUE CONEpKaHH 1,2,3,4 1,2,4 1A

0) IIpoune BcrioMoraresbHble BEIIECTBA

1. JIrobas He3HAUMTENbHAS KOPPEKIUs KOJIMYSCTBEHHOTO coctaBa 1, 2, 4, 8, 9,

1,2,7 1A
BCIIOMOTATE/bHBIX BELIECTB JIEKAPCTBEHHOTO Mpenapara 10 7
2. Ka4yecTBEHHBIE MM KOJNMYECTBEHHBIE M3MEHEHUS OJHOTO WJIH
GoJiee BCIIOMOTATENBHBIX BEIIECTB, CYIIECTBEHHO BIMSIOIIHE HA I

Ka4yecTBO, 0€30MaCHOCTh HJIH S(PPEKTUBHOCTH JIEKAPCTBEHHOT'O
npernapara



3. W3menenue, 3aTparuBaollee OuoJIorndecKuii/ II
MMMYHOJIOTHYECKHUH ITpenapar

4. JIroboe HOBOE BCIIOMOTATEIBHOE BEIIECTBO, MPEAIOJIaramniee
UCIIONIb30BAHUE MAaTEpUaliOB YEIOBEYECKOTO WIIM KHBOTHOTO

. II
MPOUCXOXKICHUS, TPEOYIOINX OLEHKH JaHHBIX BHUPYCHOH
6e3omnacHocTy u (nm) pucka TI'D
5. H3menenue, 0OOCHOBAaHHOE pE3yJIbTaTaMH HCCICIOBAHUS I

OHMOPKBHUBAJIEHTHOCTH

6. 3amMeHa OJHOTO BCIIOMOTaTENbHOTO BEIECTBA CXOJHBIM L3.4.5 6.7
BCIIOMOT'aTeIbHBIM BELIECTBOM C TEMH K€ (DYHKIMOHAIbHBIMH 8, 9’ T 1B
XapaKTEPHCTUKAMH B aHAJIOTHIHOM KOJIMIECTBE ’

Y ¢ a1 o B u 1

1. 3MeHeHUs (YyHKIMOHATBHBIX XapaKTEPUCTHK JICKAPCTBCHHOW (POPMEI, HAITpUMEP, BPEMECHU PacIiaaeMOCTH,
npopuns pacTBOpEeHHS OTCYTCTBYIOT.
2. BesiKyro He3HAUHTENBHYIO KOPPEKIHIO COCTaBa Ui MO KaHus 00IIeH Macchl HEOOXOIMMO OCYIIECTBISATh
BCIIOMOTATENbHBIM BEHIECTBOM, COCTABIISIOIIAM B HACTOSIIEE BPEMs OCHOBHYIO YacTh JIEKaPCTBEHHOTO
o0 pemTapaT a

3. Crnenudukanus JICKapCTBEHHOr0 Mpernapara OOHOBJICHA B YacTH BHEIIHErO BHUa/3armaxa/BKyca M, IpU
HEOOXOIUMOCTH, HCKIIIOUYEHO HUCIIBITAHUE Ha MOJAJIUHHOCTS.
4. HagaTbl COOTBETCTBYIOIINE UCCIIETOBAHHS CTAOMIBPHOCTH B COOTBETCTBHU C YCTAHOBIICHHBIMHU TPEOOBAHUSAMU
(c ykazaHMEeM HOMEPOB CEpHii); MPOAHATH3UPOBAHBI COOTBETCTBYIOIIHE MApaMETPBI CTAOMIIEHOCTH HE MCHEE YeM
Ha JIBYX ONBITHO-TIPOMBIIUICHHBIX WA TPOMBIIUICHHBIX CEPHUSIX; B PACIOPSKECHUH 3asABUTENS HAXOAATCA
YAOBJIETBOPHUTEIbHBIE PE3YyIbTAaThl, 10 MEHBIIEH Mepe, 3-MEeCIYHOTO HM3Y4YeHHs CTaOMIBHOCTH (HA MOMEHT
BBEIICHUS M3MCHEHUU A Tuma W yBemomieHHS 00 m3MeHeHHsX IB Tuma); mpoduib CTaOMIBHOCTH CXOX C
YTBEPIK/ICHHBIM B HacTosiiiee Bpems npoduieM. [lonTBepikaeHue Toro, YTo UCCiieToBaHus OyIyT 3aBEpIICHBI, 1
YTO €CJIM Pe3yJbTaThl Ha KOHEIl CPOKa TOJHOCTH HE OYAYT YKIAABIBAThCS B CHCHU(DUKANUN WK MOTCHIUAIBEHO
HE YKJIaIbIBaThCA B CHEMU(PUKANNN, WX HEMEIJICHHO IPEICTAaBAT YIOJHOMOYCHHOMY OpTaHy HapsAxy C
mpenjaraeMbM IUTAHOM JOelcTBhi. Kpome TOro, B COOTBETCTBYIOMIMX CIydasx HEOOXOIWMO MPOBECTH
HCHOBITAaHUEC boTocTabOUIBHOCTH.
5. Bce HOBbIE KOMIIOHEHTBI JI0JKHBI yJIOBJIETBOPSITH TPEOOBaHHUSM COOTBETCTBYIOIINX JOKYMEHTOB PecryOiuku
Kazaxcran, kacaromuxcsi KpacHuTellei, UCIIONb3yeMbIX B MUILEBON MPOMBIIIIEHHOCTH, U BKYCOBBIX J00aBOK.
6. Hu oiuH HOBBIN KOMIIOHEHT HE MPEINoJiaraeT UCIOJIb30BaHUE MaTEpPHANIOB YEJIOBEUECKOTO WM KHUBOTHOT'O
MPOUCXOKICHUS, TPEOYIOMMUX OIECHKH TAaHHBIX BHPYCHOH O€30MacHOCTH WM COOTBETCTBHS JICHCTBYIOIUM
TpeboBanmaM ['ocymapctBennoit @apmakonee PecmyOmmku KazaxcTaH mo MHHHMH3aLMK pPUCKa Ieperadd
areHToB ry09aToil 3HIe(AIONIAaTHH KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENapaToB I MEIUIIMHCKOTO U
BETEpPUHAPHOTO OpUMEHECHHS .
7.B COOTBCTCTBYIOIIIUX CIy4dasdX U3MCHCHUA HC BJIMAIOT HA pa3IMvuuig MCEKAY AO3UPOBKAMHU W HE OKa3bIBAIOT
HETraTUBHOTO BJIMSHUSI Ha BKYCOBBIE CBOMCTBA JIEKAPCTBEHHBIX MpeNaparoB, MpeIHA3HAUYCHHBIX ISl JIeTeH.
8. Ilpodmip pacTBOpeHHsI HE MEHEE YeM IBYX OIBITHO-TIPOMBINLICHHBIX CEPHil HOBOTO JICKAPCTBEHHOTO
mpemnapara CONOCTaBHMM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAYUTENBHBIX PAa3IH4YHid C TOYKH 3pPCHUS
COTIOCTaBUMOCTH — cM. [IpaBmia mpoBeneHUs HCCIeIOBaHW OMOAKBHUBaJICHTHOCTH). [IpH HEBO3MOKHOCTH
MIPOBEACHUS UCTIBITAHUS PACTBOPEHHUS C JIEKAPCTBEHHBIMU PACTUTEIHHBIMHE IIPETapaTaMi BpeMs paciaiaeMOCTH
HOBOTO JIEKapCTBEHHOTO npemnapara COMOCTAaBUMO co HEU3MEHEHHBIM.
9. I3MeHeHue He SBISETCS CIIEICTBUEM HECTaOMIBHOCTH U (WJIN) He IOJDKHO CKa3bIBaThCsl Ha OE30I1aCHOCTH, T.€.
pa3inuyusx MEeXay JO3UPOBKAMU.
10. PaccmaTpuBaeMmblii JICKApCTBCHHBIH TIperapar HE SBIACTCI OUOJIOTHICCKUM/HUMMYHOJIOTHICCKUM
JIEKapCTBEHHBIM IIPETIapaToM.

JokyMeHT amuum s

1. [TompaBka K COOTBETCTBYIOMIEMY(MM) pa3aenry(aM) 10Che, BKITFOUAsk METOIbI UCIIBITAHHS Ha TOJTMHHOCTD BCEX
HOBBIX KpacHTEleH (eclM MPUMEHHMO), a TaKXke IepecMOTp MH(OpPMAIWU O JCKApPCTBCHHOM IIpemapare

COOTBETCTBEHHDO

2. Jlexiapanusi, 4TO HavaThl TpeOyeMble HCCIICAOBaHUS CTAOMIBHOCTH B COOTBETCTBHU C YCTAHOBJICHHBIMH

TpeOoBaHMAMHE (C YKa3aHHEM HOMEpPOB CEpHii); M 9TO (B COOTBETCTBYIOUIMX CIydasx) HA MOMEHT BBEICHHSA



W3MEHEHHUH B €ro pacrnopspKeHUH HaxXOIWIHCh TpeOyeMble MUHHMAJbHBIC YAOBIECTBOPUTEILHBIC TaHHBIE I10
CTaOMIIBHOCTH; M YTO MMEIOLIMECS JaHHBIC HE CBUCTEIBCTBOBAIIN O Kakoi-1100 nmpobneme. Heodxomumo takxe
MIPEACTaBUTh HMOATBEPKACHHE TOTO, YTO MCCIEAOBAaHHUSA OyAyT 3aBEpIICHBI, M YTO €CIH PE3yNbTaThl HE OyIyT
YKJIagpIBaThCA B CIEIU(DHUKALUN WIN TMOTCHIMAIbHO HE YKIAIbIBAThCS B CHEHU(HUKAINK Ha KOHEI CPOKa
TOAHOCTHU, UX HEMEAJICHHO MPEACTABAT YIIOJHOMOYCHHOMY OpTraHy HapsAady € nNpe€ajiaracMbIM IJIAHOM HeﬁCTBHﬁ.
3. Pe3ysbTaThl HCCIIEIOBaHUIA CTAOMIBHOCTH, TPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMBIM TTapaMeTpaM CTaOMIBHOCTH He MEHee YeM Ha JABYX OIBITHO-ITPOMBIIUICHHBIX WM TIPOMBIIIIIEHHBIX
CepusiX, OXBaTHIBAIOIINX HE MeHee 3 MeECSIEB, M MOJATBEPKACHUE TOTO, YTO YKa3aHHBIC MCCIIEAOBaHUS OyIyT
3aBEpIICHBI, U €CIIM PE3YJIBTAaThl HE OYAYT YKJIQABIBATHCS B CIECHM(HUKAIINN WIIH MTOTEHIMAIBFHO HE yKIIaIbIBAThCS
B crenn(UKanuy Ha KOHEIl CPOKa TOAHOCTH, UX HEMEIUICHHO IPEACTABAT yIOJTHOMOYEHHOMY OpraHy Hapsay
npenjiaraeMbl M NJIaHOM JecTBUH.
4. B COOTBETCTBYIOIINX caydasix 00pa3ubl HOBOTO JE€KapCTBEHHOTO npermnapara.
5. JIu6o cepruduxar coorserctBus EBporneiickoit @apmakornen nmo TI'D Ha mo060ii HOBBIN HCTOYHUK MaTepHala,
100 (ecay MPUMEHHMO) OKYMEHTAJIbHOE MOATBEPXKIAECHHE TOTO, YTO MCTOYHUK MaTepHaia, NOJBEpP KEHHBIH
pucky TI'D, panee mpoBepeH YIOJTHOMOYECHHBIM OPTaHOM; M OBIJIO IOATBEP)KICHO €ro COOTBETCTBHE
nmericTByromeit cratee ['ocymapcrBennoit ®@apmakoree PecryOmmkn KazaxcraH mo MUHUMH3AIUU PHCKa
NepeAayn areHToB ry0uaToi sHue(anonaTudl >KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENApaToB IS
MEIUIIMHCKOTO M BETEPHHAPHOTO NpUMeHeHUs. JJIsl Ka)KI0ro Takoro pojia Marepruasia Heo0X0IUMO MPEICTaBUTh
CIIEAyIOIINE CBEJCHUS: Ha3BaHWE MPOU3BOANTENS; BUJ KUBOTHBIX M TKaHH, U3 KOTOPBIX MOJYyYeH MaTepual;
cTpaHa MPOMCXOKIACHUS KHUBOTHBIX u ero HUCIOJb30BaHHUE.
6. B cooTBeTCTBYIOMMX CIy4asx JaHHbBIE, ITOJITBEP)KJAIONINE TO, YTO HOBOE BCIIOMOTATEIbHOE BEUIECTBO HE
B3aMMOACHCTBYET C AaHAIUTHUYECKHMH METOAMKAMHM CHEIU(UKAIUH JEKapCTBEHHOTO IIperapaTa.
7. HeoOxoanMo mocpeacTBoM Haajekamei (hapMareBTHIeCKo pa3paboTKu (BKIIFOYAst BOIIPOCH CTaOMIBHOCTH
U MPOTHBOMHKPOOHOIO KOHCEPBHPOBAHHS, €CIM MPUMEHHMO) IPEACTaBHTh OOOCHOBAHHME CMEHBI/BBIOOpa
BCIIOMOTAaTCIbHBIX BE€UIE€ECTB u T.I.
8. CpaBHHTENbHBIC JTaHHBIE MPOMUIS PACTBOPEHUS TBEPABIX JICKAPCTBEHHBIX (JOPM HE MEHEE 4eM Ha JBYX
OTIBITHO-IIPOMBIIUIEHHBIX CEPHSX JIEKAPCTBEHHOTO IIperapara HOBOI'O M CTaporo COCTaBOB. B oTHomeHWn
JIEKapCTBEHHBIX PACTUTENBHBIX MPENapaToB IOCTAaTOYHBI JaHHBIE CPaBHUTEIBHOW paclaJaeMOCTH.
9. O60CHOBaHMS HETPEACTABICHHUS PE3YIFTaTOB HOBOTO UCCIICAOBAHMS OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[TpaBunamMu MpoBeAEHNS UCCIEN0BaHNI OMO3KBUBAIEHTHOCTH.

b.Il.a. 4 V3menenue macchl 000JIOYKH JISKApPCTBEHHBIX (opM st v Tpebyemas Bun
CIIOBHS

mpreMa BHYTPb WM H3MEHEHHE MACCHI 000JIOUKH KaIlCyJIbI JIOKYMEHTAITUS TIPOIICTyPBI
a) TBep/bie TekapcTBEHHBIC (POPMBI IS IpHeMa BHYTPh 1,2,3,4 1,2 1A

6) JlexapcTBeHHBIE (POPMBI C OTCPOUEHHBIM, MOAN(DHUINPOBAHHBIM
WM TIPOJIOHTHPOBAHHBIM BBICBOOOXICHHEM, B KOTOPBIX 000JI0YKA I
SIBIISICTCS KIIFOYEBBIM (DaKTOPOM BHICBOOOXKICHHUS

Y ¢ a1 o B um 1

1. Ipodunas pacTBOpEeHUS HE MEHEE YEM JBYX OIBITHO-IPOMBIIUICHHBIX CEPUIl HOBOTO JIEKAPCTBECHHOIO
mpemnapara CONOCTaBUM CO CTapbiM. [Ipm HEBO3MOXXHOCTH MPOBEICHHUS WCIBITAHUS PACTBOPEHUS C
JIEKapCTBEHHBIMU PACTUTEIHHBIMU TIPEapaTaMyu BpeMs pacraaeMOCTH HOBOTO JIEKAPCTBEHHOIO Mperapara B
CpaBHEHHUH co CTapBbB M.
2. O6omouka HE SIBIISIETCS KJIIOYEBBIM dhakTopom MexXaHHu3Ma BBICBOOOXKICHUSI.
3. Crenudukaiiyst IeKapCTBEHHOI'O IpenapaTa 0OHOBJICHA JIUIIIb B YaCTH MAcChl M pa3MepoB (eCIi MPUMEHUMO).
4. HayaTbl COOTBETCTBYIOIINE UCCIICIOBAHMS CTAOMIBHOCTH B COOTBETCTBUU C YCTAHOBJICHHBIMHU TPEOOBAHUSIMU
HE MEHEE YeM Ha JIBYX OIMBITHO-MPOMBINUICHHBIX WX MPOMBIIUICHHBIX CEPUSIX; B PACIIOPSIKCHUHN 3assBUTEIS HA
MOMEHT BBECHUSI M3MEHEHUN HAXOMSATCS YAOBJIECTBOPHUTEIbHbBIC, 10 MEHBINCH Mepe, 3-MeCsuHbIe JaHHBIC MO
CTAaOUJIBHOCTH, TMOATBEPKJICHHE TOTO, YTO HCCIeIOBaHHWs OYIyT 3aBepilieHbl. Eciau pe3ynbTaThl HE
YKJIJbIBAIOTCS B CHenu(UKAIMA WK TOTCHIUAIBHO HE YKIAIbIBAThCS B CIEHU(HUKAINN HAa KOHEI CpOKa
TOJHOCTHU, UX HEMCIJICHHO NPCACTABAT YIIOJTHOMOYCHHOMY Oprany Hapsaay ¢ npeajiara€MbiM IJIaHOM ﬂeﬁCTBHﬁ.

JdoxyMeHT aUu™s

I. [MompaBka K COOTBETCTBYHOIMEMY(HM) pasgeny(am) JOChE.
2. Jlexiapanusi, 4TO HavaThl TpeOyeMble HCCIICAOBaHUS CTAOMIBHOCTH B COOTBETCTBHU C YCTAHOBJICHHBIMH
TpeOoBaHMAMHE (C YKa3aHHEM HOMEpPOB CEpHii); M 9TO (B COOTBETCTBYIOUIMX CIydasx) HA MOMEHT BBEICHHSA



W3MEHEHHUH B €ro pacrnopspKeHUH HaxXOIWIHCh TpeOyeMble MUHHMAJbHBIC YAOBIECTBOPUTEILHBIC TaHHBIE I10

CTaOMIIBHOCTH; M YTO MMEIOLIMECS JaHHBIC HE CBUCTEIBCTBOBAIIN O Kakoi-1100 nmpobneme. Heodxomumo takxe
MIPEACTaBUTh HMOATBEPKACHHE TOTO, YTO MCCIEAOBAaHHUSA OyAyT 3aBEpIICHBI, M YTO €CIH PE3yNbTaThl HE OyIyT

YKJIagpIBaThCA B CIEIU(DHUKALUN WIN TMOTCHIMAIbHO HE YKIAIbIBAThCS B CHEHU(HUKAINK Ha KOHEI CPOKa

TOJHOCTH, UX HEMEAJICHHO MPEAICTaBAT YIIOJTHOMOUYECHHOMY OpraHy Hapsay ¢ IpeajiaraéMbIM IUIaHOM JIeHCTBUI.

Kpome Toro, B COOTBETCTBYIOIUX CIy4asik HEOOXOANMO IIPOBECTH UCHBITAHHE (POTOCTAOUIBHOCTH.

b.ll.a. 5 V3MeHeHue KOHLEHTpPAUHUU OJHOJO3HOIO, MOJHOCTHIO

BBOJMMOIO TAapeHTEPaIbHOTO JIEKAPCTBEHHOTO IperapaTa MpH Vestosus Tpebyemas Bun
HEM3MEHHOCTH COJEp)KaHWsl aKTHBHOW (apMarieBTHIEeCKO JIOKYMEHTAIUS MIPOIeTyPhI
cyOCTaHIIMM Ha eAMHUILY J03bI (T.€. JO3UPOBKH)

11
B.Il.a. 6 MckiaoueHne KOHTEHHEpa ¢ pacTBOPUTEIeM/pa3daBuTeIeM v Tpebyemass Bupg
CIIOBHUS
M3 YIIaKOBKH JOKYMEHTAIus IPOLEnyphI

1,2 B

JokyMeHT auum s

1. OGocHOBaHME HCKIIIOUEHHS, BKJIIOYAs yKa3aHHE Ha ajJbTEPHATHBHBIC CHOCOOBI TOJNyYeHHs PAacTBOPHUTEINs/
pa3zbaBuTenss B 1enix OezomacHoro W 3(QeKTUBHOrO NpPHMEHEHUs JIEKapCTBEHHOrO Iperapara.
2. IlepecmoTperHast ”HGOPMAIHS O JIEKAPCTBEHHOM IIpenapare.

b.11. 6) IIpousBoacTBO

B.I1.0. 1 3aMeHa

MIPOU3BOJICTBCHHOH TUTOMIAKH JUTS

YaCTH WU BCEX IMPOIECCOB  YCIOBUS Tpebyemast TOKyMEHTAIHs Bua npoueaypsi
MPOU3BOJICTBA JIEKAPCTBEHHOI'O

mpernapara

a) [lnmomanka 1o BTOPUYHOM
YIaKOBKe

1,2 1,3,8 IA

6) Ilmomagka mO mEepPBUYHON 1.2,3.4.5 1,2,3,4.8.9 A
yIaKOBKe

B) Ilmomamka, Ha KOTOpPOWH

OCYIIECTBIISIOTCS

MIPOMU3BO/ICTBEHHBIC ONEPALINH AJIS

Omonoruueckux/

HUMMYHOJOTHYECKHUX

JIEKapCTBEHHBIX NpEenapaToB WIH

JIEKapCTBEHHBIX dopwm, II
MPOU3BEACHHBIX C IIOMOIIBIO

CIIOXKHBIX IPOM3BOACTBEHHBIX

MPOIECCOB, 3a MCKIIOYCHHEM

BBIIIyCKA CEpUM, KOHTPOJ

KauecTBa CepUd M BTOPUUYHOU

YIaKOBKH

r) Ilmomanka, TpeOytomas
[IpOBECHUsl IEPBUYHOU HIHU
NPOOYKT crienqupUIHON

WHCIIEKINN

II

n) Ilmomanka, Ha KOTOpOH

OCYIIECTBISIOTCS nro0bIe

MIPOU3BOJICTBEHHBIE OTIEpaIIUU IS

HECTCPUIIBHBIX JICKAPCTBEHHBIX

[penapaToB, 3a HCKJIIOUYEHUEM 1B



BBINIyCKa CEpPUl, KOHTPOJIS CEpUid, 1,2,3,4,5,6,7,8,9
NEepBUYHOM U  BTOPUYHOH
YIaKOBKH

e) Ilmomanka, Ha KOTOpOW
OCYILIECTBIISIIOTCS n00bIe
MIPOM3BOCTBEHHBIE OIEpPaluU CO
CTEPUIBHBIMU JIEKAPCTBEHHBIMHU
TpenapaTamMu, IPON3BOIAIIIMHUCS
C HCTIOJIb30BAaHUEM aCENITUIECKUX
METOJOB (uckmiovas 1,2,3,4,5,7,8 1B
buonoruueckue/
HMMYHOJIOTHYECKUE
JIEKapCTBCHHBIC TIperaparhl), 3a
HCKITIOYCHNEM BBIMTyCKa CEpHH,
KOHTpPOJISI KayecTBa CEpUil H
BTOPUYHOM yIIaKOBKHU

YV ¢ 1 o B ®H 4
1. Hanmane ceptudmkata Haajexkamend mpon3BoAcTBeHHOW mpakTuku (GMP) mpon3BOACTBEHHON IUTOMAAKH

nepenamuen u NpUHUMAIO L EH CTOPOHBHI.
2. IInomazaxa MMIEH3UPOBaHA B YCTAHOBJICHHOM MOPSAKE (AT IPOU3BOACTBA PACCMAaTPUBAEMON JIEKAPCTBEHHOM
bopMBI HI1u JEeKapCTBEHHOTO npemapara).
3. PaccmaTtpuBaemslii JeKapCTBEHHBII npemnapar HE SIBIISETCS CTEPHIBHBIM.

4. B COOTBETCTBYIOIMX CIlydasX, HANpUMEpP, B OTHOLIEHUM CYCIEH3UIl WM AMYJIbCHI, MMeEeTcs cXema
MEPBUYHON SKCHEPTU3Bl WM B COOTBETCTBUM C TEKYLIMM HPOTOKOJIOM YCICIIHO HpPOBEAEHa IEepPBHYHAS
SKCIEpTH3a HOBOW TMJIOIMAJAKM C HE MEHEee YeM TpeMs MPOMBIIUICHHBIMH  CEPHSIMH.
5. PaccMaTpuBaeMblii IeKapCTBEHHBIH MIpenapar He SBISAeTCS OMOTOTHIeCKUM/ IMMYHOIOTHIECKHM.

JdoxyMeHT aums

1. IoaTBepxkaeHUEe TOro, YTO IpejaraeMas IUIOMAAKa JUIEH3UPOBAHA B YCTAHOBIEHHOM MOpAJKE AJIS
MPOU3BOJICTBA  JIEKAPCTBEHHOW  (OpPMBI WJIM  paccMaTpHBAaeMOro  JEKAapCTBEHHOTO  Ipemapara.
2. B cOOTBETCTBYIONIMX CIy4YasX HEOOXOIMMO yKa3aThb HOMEpa CEpHii, COOTBETCTBYIOIINE Pa3Mep CEPHH U AATY
MPOU3BOJCTBA cepuil (3), MCHONB30BaHHBIE B BAIMJALMOHHOM HCCICIOBAHWU, U TPEICTABUTH JaHHBIC
MEePBUYHOM OKCHEePTHU3Bl HIM MPOTOKON (CXeMy) MEepBUYHOM HKCIEPTH3Bl, IMOJIeKAIUi Tmojade.
3. B ¢dopme 3asiBneHHss 0 BHECEHUHM M3MEHEHHH HEO0OXOIMMO YeTKO yka3arh "Tekymux" u "mpeiaraembix"
MPOU3BOJAMTENEH  JIEKapCTBEHHOrO  mpemaparta (coriiacHo  pasueny 2.5  QoOpMBI  3asiBICHHS).
4. Kommu yTBep>KACHHBIX cHelM(UKanIuid Ha BBIIYCK M KOHEI CpPOKa TOAHOCTH (€CIM NPUMEHHMO).
5. JlaHHbIE aHaNM3a OJHOM MPOMBILUIEHHOW CEPUM U JIBYX ONBITHO-IPOMBILUIEHHBIX CEPUH, HMUTHPYIOIINX
IpoIiecCc MPOM3BOACTBA (MJIM JBE NPOMBIIIJICHHBIE CEPHH) U CPABHHUTENBHBIE JAHHBIE C TPEMS CEPHAMH,
MPOU3BEICHHBIMU Ha MPEIBIAYIICH MPOU3BOACTBEHHON momaake. 1o 3ampocy HE0OXOAMMO MPEACTABHTH
JIAaHHBIC TIO CJICAYIOIIUM JIByM IOJHBIM ITPOMBIIUIEHHBIM CEPHUSIM; HEOOXOAMMO COOOLIMTH, €CIIM PE3YJIbTaThI
aHalW3a  HE  yKJIajAbIBalOTCA B cHenuHKamuioo, ©  NIPEIIOKHTh  IIaH  JCHCTBUH.
6. COOTBETCTBYIOIINE JaHHBIE IEPBUYHON IKCIEPTU3BI, BKIIIOYAs Pe3yJIbTaThl MUKPOCKOIIUU PACIPEEICHHS 110
pasMepaM 4acTHIl ¥ UX MOP(OIOTHH MATKUX U KHJKUX JICKApCTBEHHBIX (pOpM, B KOTOPHIX (hapManeBTHIECKas
cybcTaHOUA HaXOJIUTCHA B HEPaCTBOPEHHOM COCTOSHHH.
7. Eciin Ha HOBOIl NPOM3BOJACTBEHHOM IUIOIIAAKK B KA4eCTBE MCXOJHOIO MaTepHalia MCIIOJIb3YETCs aKTHBHAS
(apmaneBTHUeckass cyOCTaHIUsl, — JeKIapanusi YIOJIHOMOYEHHOTO JIMIA IUIOLIA KK, OTBETCTBEHHOI'O 3a
BBIITYCK CEpUif, 4TO aKTHBHAas (apmaleBTHYecKas CyOCTaHIMs NMPOU3BEACHA B COOTBETCTBHU c [IpaBmiamu
HaJuIeXKalel Npou3BOJACTBEHHOHW mpakTuke Pecrnybnmukm Kazaxctan [uiss HMCXOJHBIX — MaTEpHalIoB.
8. [MompaBka K COOTBETCTBYIOMEMY(HM) pasgeny(am) JOCheE.
9. Ecnu mpon3BOACTBEHHAs IIIOMIAJKa M IUIOMIAAKA, Ha KOTOPOH OCYIIECTBIISIETCS IEpPBUYHAs yNAaKOBKA,
pasnudaroTcs, HeoOXOOUMO OmHcaTh M BAIUAMPOBATh YCIOBHS TPAHCIOPTHPOBKM W  XPaHEHHS
HepacdacoBanHoro npenapara (bulk).

HpI/I W3MCHCHUH WM HOBOHU HpOH3BO,HCTB€HHOI7[ mjiomanake B CTpAaHE 3a
npeaciaMmn PeCHy6J'II/IKI/I K, C KOTOpOﬁ HE 3aKJII4YCHO COTrjIalll€HHUC O



[Ipumeuanus:

Bb.11.6.2 W3menenme ummoprepa,
COIJIALIEHUI O BBIYCKE CEpPUM U
HUCIBITAHUH 1O  KOHTPOJIIO
KayecTBa  JIEKapCTBEHHOTO
mpemnapara

a) 3amMena wiM no0aBJIeHHE
IIOIalIKU, Ha  KOTOpOH
OCYIECTBIACTCS  KOHTPOJIb
Ka4yeCTBA/UCTIBITAHUE CCPHIA

0) 3ameHa wiau mgoOaBiIcHHE
MPOU3BOAMTENSI, OTBETCTBEHHOTO
3a BBIIYCK CEPHl OMOIOTHYECKOTO
/ HMMYHOJOTHYECKOTO

JIEKapCTBCHHOTO TIperapara M
MIO0BIX METOAOB MCIBITAHUMN,
OCYIIECTBISIEMbIX Ha IJIOMIAJKE,
SIBIAIOINAXCI OMOJIOTMYECKUM/
HMMYHOJIOTHYECKHUM METOI0M

B) 3ameHa wiM Jo0aBlieHHE
MIPOU3BOAMTEIS, OTBETCTBEHHOTO
3a BBIYCK Cepuit

1. 3a uckIIOYEHHEM KOHTpPOJIA
Ka4yecTBa/ MCIIBITAHUE CEPUit

2. Bxurouass KOHTpOIb KadecTBa/
HCIBITaHUE Cepuit

B3auMHOM TnpuzHanun GMP, nepxarensm 10 momauu yBeJOMIICHUS

PEKOMEHIYeTCsl MPOKOHCYIBTHPOBATECSA C YIOJIHOMOYCHHBIM OPTraHOM H

MIPEICTaBUTh CBENICHHSI O BCEX MPEABITYIINX WHCIIEKIHAX 32 IMOCIeaHne 2—3
roga W (WIM) BCEX 3aIUIaHHPOBAHHBIX WHCIEKIMIX, BKIIOYAs IaTHI

MHCIEKLUN, KATETOPUM UHCIIEKTUPYEMBIX ITPOLYKTOB, HAJ30PHOE BEAOMCTBO
Y mpoyre cBeeHus. Jlexnapaiuy yrnoJlHOMOYEHHOTO JIUIa, 3aTparuBaroniue
aKTUBHYIO dbapManeBTUUCCKY IO cyOCTaHIHIO.
JepxaTenu TUICH3UI Ha MPOW3BOJICTBO O0S3aHBI B KAUYECTBE HCXOTHBIX
MaTEepHAIIOB HCIIONB30BaTh HCKIIOYUTEIBHO aKTHBHEIC (papMalreBTHIeCKHe
cyOcTannmy, mpousBeneHHbIe B cooTBeTcTBHH ¢ GMP, mosTOMYy Ka)mblit
JleprKaTeNb JUIEH3UN Ha TIPOU3BOACTBO 00s3aH MPOIEKIApUPOBaTh, YTO OH B
Ka4eCTBE MCXOJHOTO MaTepUaa UCIOJIb3yeT aKTUBHYIO (papMalreBTHUYECKYIO
cyOcraHIuio, npousBelcHHy0 B coorBerctBuu ¢ GMP. Kpome Toro,

MOCKOJIBKY YIOJHOMOYEHHOE JIMIO, OTBETCTBEHHOE 3a CEPTH(HUKAIUIO

cepun, OepeT Ha ceOs OOIIYI0 OTBETCTBEHHOCTH 33 KKIYIO CEPHIO, SCIH
TUIOMIA/IKa, BBITYCKAIOM[As CEPHI0, OTIMYAeTCS OT YKa3aHHOW BEIIIE,

YHOJIHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 32 CEPTU(HUKAINIO CEPHUH, TOIHKHO
npeaCcTaBUTh JOTTOTHUTENIbHYIO JIeKJIapaluio.
Bo MmHOTHX clly4asix BOBJIEUEH JMIIb OJHUH JepKaTelb JIMIEH3UH Ha

MPOU3BOJCTBO, MO3TOMY MOTPeOyeTCs JIUIIb OfHa nekiaparus. OgHako,

€CIIM BOBJICYEHBl HECKOJBKO BIIAJIEIBLEB JIMIIEH3UH Ha MPOU3BOJACTBO,

BMECTO TOJAYM HECKOJNBKHX JACKJIapaluil IOMMyCKaeTCs IOAaTh OJHY

JeKJIapamuio, MOJIUCAaHHYI0 OJHUM YIIOJTHOMOYEHHBIM JIHIOM. OTO

JIOMMYCTUMO npu YCIIOBUHU TOTO, 4TO:
B JeKJapaluy 4YeTKO yKa3aHO, YTO OHa TMOJAMHCaHa OT JHUIa BCeX

BOBJICUEHHBIX YITOJTHOMOYEHHBIX JIMII.

YcnoBus Tpebyemast ToKyMeHTAIU Bun npouenypst
1,2,3 1,2,5 1A
I
1,3 1,2,3,4 1A
1,2,3, 1,2,3,4 1A



3. Bkitouass KOHTpOJIb KauecTBa/

HCIILITAaHUE OHoI0oTHYECKOro/

HMMYHOJOTHYECKOTO

JIEKAPCTBEHHOTO Mpernapara u I
OAWH M3 METOJOB WCIBLITAHHUIH,

OCYIIIECTBISAEMBIA Ha TUIOMIAIKE

SIBIIETCS ~ OHMOJOTHYECKHM/

HMMYHOJOTHYECKUM/

HMMYHOXUMUYIECKUM

YV ¢ 1 o B ©w 1

1. [Inomanka JUIEH3UpPOBaHAa B YCTaHOBIEHHOM nopsagke.
2. JlekapcTBEHHBIH Ipenapar He SIBISETCS OMOJIOTHYECKHMM/UMMYHOJIOTHUECKHM JICKAPCTBEHHBIM ITPErapaToM.
3. TpaHcdep TEXHOIOTH CO CTApOi HA HOBYIO IJIONIAIKY WM HOBYIO UCIBITATEIBHYIO JIAOOPATOPHUIO IPOU3BEICH
YCHEIIHO.

JoxyMmMeHT anqs

1. Konwus ymnien3uii Ha IpOU3BOACTBO WM B UX OTCYyTCTBHE — cepTudukar GMP, BeliaHHBIH B TeueHHE TpeX
HOCIEeJHUX aet COOTBETCTBYIO UM YIMOJIHOMOYEHHBIM OpraHoOM.
2. B ¢opme 3asBneHHs O BHECEHHMHM HM3MEHEHHH HEo0X0AMMO YKaszarh "Tekymux" W "mpeniaraembix"
MPOM3BOANTENCH  JIEKapCTBEHHOrO  mpemapara (coriiacHo pasuneny 2.5  QoOpMBI  3asiBICHHS).
3. Jlexmaparys yroJIHOMOYSHHOTO JINIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH yKa3bIBaeTCA, YTO
MPOU3BOUTENH(HM) aKTHBHOM (papMarieBTHIecKoil cyOcTaHINH, YKa3aHHO! B PETHCTPALIMOHHOM J0Cke, paboTaeT
B cooTBeTcTBUHU C [IpaBuiamu Haanexaiied NpOM3BOJCTBEHHOW mnpakTuku PecnyOmuku Kazaxcran s
MCXOJHBIX MaTepHaioB. [Ipu onpeneneHHbIX 00CTOSITENBCTBAX AOIMYCKACTCs MPEACTABISATh OJHY JeKIapauuio (
cM. NpUMedYaHUue K H3MEHEHHUIO B.I1.6.1).
4. ITonpaBka K COOTBETCTBYIONIEMY(MM) pa3zeny(am) 1ocke, BKIoYast HHPOpManny o JEeKapcTBEHHOM ITIperapaTe

Bb.11.6.3 W3MmeneHue mpoluecca
MIPOM3BOJICTBA JIEKAPCTBEHHOI'O
npemapara, BKJIIOYAs
MPOMEXKYTOUYHBIH  MPOIYKT,
UCTIONIb3YEMBIIl B MPOU3BOJCTBE
JIEKapCTBEHHOTO TpernapaTa

YcnoBus Tpebyemast ToKyMeHTaIUs Bun npouenypst

a) He3nauuMmble U3MCHCHUS
npolrecca IMpOor3BOJICTBA

1,2,3,4,5,6,7 1,3,4,5,6,7,8 1A

6) 3HaumMple U3MEHECHUS
mpoiiecca  NMPOU3BOJACTBA,
OKa3bIBalOIlME CYIIECTBEHHOE 1
BIMSIHAE Ha  KavecTBo,

6e3omacHoCTh M 3()(HEKTUBHOCTD

JIEKapCTBEHHOTO TIperapaTa

B) JlekapcTBeHHBIH mpemapaT
SIBISCTCS OHOIOTUYECKHUM/ I
HMMYHOJIOTHYCCKUM, H H3MCHCHUE

Tpe6yeT OLCHKH COIIOCTaBHUMOCTHU

r) BBemenuwe HecTaHAAPTHOTO
TEePMHHAJIBHOTO MeToja II
CTEPHIIH3ALUH

) BBemenme wim yBedxHUeHHE
n30BITKA, WCIOIB3yeMOTO B
OTHOIIEHUHU aKTHUBHOH

(hapMaIleBTHUECKON CYyOCTAHITUH

II



¢) Hesnaummoe wu3MeHCHUE 1,2,4,6,7,8 1B
mporecca MPOU3BOJCTBA BOIHOM
CyCIIeH3UH [UIA TIpreMa BHYTPb

Y ¢ a1 o B um 1

1. V3MeHeHus! KaueCTBEHHOTO MJIM KOJIMYECTBEHHOTO MPOQHIIS MpUMeceid min (U3NKO-XUMHUYECKHX CBOMCTB
OTCYTCTBYTIOT

2. V3MeHeHHe KacaeTcsl TBEpAOH JICKapCTBEHHOM (hOpMBI U1l MpHeMa BHYTPb/pacTBopa Ui IpHeMa BHYTPb C
HEMEUICHHBIM BBICBOOOKICHHEM M pacCMaTpHBaeMBbIll JIEKapCTBEHHBII Npenapar He sBIsSeTcss OMOIOrHYecKum/
UMMYHOJIOTHYECKUM U U PAaCTUTENBHBIM.
3. IlpuHIMI NPOW3BOJACTBA, BKIIOYAs OTICIbHBIC €0 IJTallbl, HE H3MEHSIOTCS, Hampumep, oO0paboTka
MIPOMEXXYTOUHBIX MPOYKTOB, OTCYTCTBYIOT U3MEHEHHUS KaKHX-JTMOO0 PacTBOPUTENIECH, HCIIOIB3YEMBIX B ITPOIIECCEe
I poHM3BOICTSBa

4. 3aperucTpupoBaHHBIH B  HAcTOfANEEe BpeMs TMpOIECC IPOU3BOACTBA KOHTPOJIUPYETCS
BHYTPHIIPOM3BOACTBEHHBIMU KOHTPOJIIMH, M U3MEHEHHE TaKMX KOHTpPOJIeH (paclinpeHHe WM HCKIIOYCHHE
KPHUTEpHUEB NPUEMIEMOCTH) HE TpebyerTcs.
5. Crneunduxanuu JIeKapCTBEHHOIO0 IperapaTta HWIM MPOMEXKYTOYHBIX IPOAYKTOB HE HM3MEHSIIOTCS.
6. ITo pe3ynbraTaM HOBOTO Ipoliecca JIOJDKEH 00pa30BBIBATHCS MJCHTUYHBIA C TOUKU 3PEHHUSI BCEX aclEKTOB
KayecTBa, O6e3omacHOCTH u s dexTuBHOCTH J€KapCTBEHHOTO npemnapara.
7. CoryacHO COOTBETCTBYIOIINM JOKyMeHTaM PecryOniku Kazaxcran HauaTbl COOTBETCTBYIOIIHE UCCIIECIOBAHHS
CTaOWIBHOCTH HE MEHEee YeM Ha OJHOH ONBITHOW WJIM NPOMBILUICHHOH CEPUH; B PACIIOPSDKCHUH 3asBHTEIS
HaXOMATCS YIOBIICTBOPUTEIBHBIE PE3YyJIbTaThl, 10 MEHbLICH Mepe, 3-MECSYHOro HM3yYeHHS CTaOMIBHOCTH.
[ToaTBep)xaeHHe TOTO, YTO MCCIIEAOBAaHHSA OyIyT 3aBEpILICHBI, U €CIM Pe3yJbTaThl He OyAyT yKIagbIBaThCS B
CHCHI/I(I)I/IKaL[I/II/I Wi TOTCHIUAJIBbHO HE YKJIaJAbIBATHCA B CHCHI/I(i)I/IKaHI/II/I Ha KOHC€I CpoOKa roaHOCTH, HX
HEMEJICHHO TIPEJICTaBAT YIIOJTHOMOYEHHOMY OpraHy Hapsity C IpeAaraéMbIM IJIaHOM JICHCTBHA.

JdoxyMeHT aUu™s

I. [MTompaBka K COOTBETCTBYOIEMY(HM) pasgeny(am) JOCheE.
2. B OTHOIIEHNU MATKHX U )KUAKHX JIEKAPCTBEHHBIX (hOPM, B KOTOPBIX aKTHBHas (hapMalieBTHIeCcKas cyOcTaHIIus
HaXOJUTCsI B HEPACTBOPEHHOM COCTOSHMHU: HaJyIeXkallas IepBHYHAs SKCIEepTH3a H3MEHEHHUs, BKIOYas
MHUKPOCKOITMIO YaCTHIl B IIEISAX MPOBEPKH BHIMMBIX H3MEHEHHH MOPQOIOTHUHU; CPaBHUTEIbHBIE NaHHBIE O
pacupeneNeHHH 10  pa3Mepy 4YacTHL  (AMCIIEPCHOCTH), MOJYyYEHHBIE HAUICKAIIUM  CIIOCOOOM.
3. B oTHOmIECHNN TBEpPABIX JEKAPCTBEHHBIX (OPM: JAaHHBIE MPOQIIS PACTBOPEHHUS OTHOW PENpe3eHTAaTHBHON
MIPOMBIIIICHHOW CEpHM M CPaBHHUTENBHBIC JaHHbIE TPEX IOCIEAHUX CEPHH, NMPOU3BEACHHBIX C MOMOIIBIO
npensaymero mpouecca. 1lo 3ampocy He0OXOAMMO INPENCTaBUTh JaHHBIE MO CIEAYIOMIMM IBYM IOJHBIM
MPOMBIIIICHHBIM CEPHSIM WIIM COOOIIHTh, €CIIM PE3YJIbTAaThl HE YKIIAABIBAIOTCS B CIICHM(UKAIINIO U TIPEIUIOKUTh
IUTaH AeHCTBUI. B OTHOIIEHUN JIeKapCTBEHHBIX PACTUTENIBHBIX IIPENAapaTOB JOCTATOYHBI JaHHBIE CPAaBHUTEIBHOM
pacmnagaeMOCTH

4. O6ocHOBaHUS HENPEACTABICHNUS PE3yIbTaTOB HOBOTO MCCIIEIOBAHHS OMOIKBHBAIEHTHOCTH B COOTBETCTBHH C
[IpaBunamu NPOBEACHUS HCCIIeJOBaHUN OMODKBHUBAJIEHTHOCTH PK.
5. Ilpn u3MeHeHnu mapameTpa(oB) Mpolecca, KOTOPBIE CUMTAIOTCA HE OKa3bIBAIOIIMMHE BIMSIHUE HAa Ka4eCTBO
JIEKapCTBEHHOTO Ipenapara, IeKJiapalys, 4To 3TO JJOCTUTHYTO B XOJIe paHee MPOBEIECHHOH 0JI00PEHHON OLIEHKH
p U ¢ K O B

6. Konuu cnenudukanuit Ha BBINYCK u KOHeEll cpoka TOJHOCTH.
7. Jlannple aHanmm3a cepuil (B ¢opmare CpaBHHTEIBHOH TaONHIBI), IO MEHBIIEH Mepe, OIHOW cepuH,
MIPOM3BEJCHHON C TIOMOIIBIO 0JI00OPEHHOTO M IIpesaraeMoro nporecca. [1o 3ampocy HeoOXoanMO MTPEACTaBUTh
JTAHHBIE T10 CJICAYIONIMM ABYM IOJHBIM POMBIIIIEHHBIM CEPHSIM; CIELyeT COOOINTb, €CIH PE3yIbTaThl aHATN3a
HE yKIaABIBaOTCS B cnenudukanuio u NPEI0XKUTh IJ1aH nercTBuil.
8. Jlexnmapanusi, 4To HayaThl COOTBETCTBYIOLIME MCCIIEIOBAHUS CTaOMIBHOCTH B COOTBETCTBUH C JOKYMEHTaMH
PecnyOnukn KazaxcraH (c yka3aHneM HOMEPOB CEpHii) M U3y4YeHbI HEOOXOAUMBIE MTapaMeTphbl CTaOMIIBHOCTH, 110
MEHbILEH Mepe, Ha OJHOW ONBITHO-MIPOMBIIUIEHHON WM MPOMBIIUIEHHON CEpHH U Ha MOMEHT yBEJOMIICHHS B
pacIopsDKEHUH 3asiBUTEINST HAXOAWINCH YIOBICTBOPUTENbHBIE PE3yNITATHI, 0 MEHBLIEH Mepe, 3-MEecsIHOTO
W3yYCHHS CTaOMIBHOCTH; M MPO(HIs CTAOMIFHOCTH aHAJOTHYECH TEKyIIEeH 3aperucTpHpOBAHHON CHUTyalnu.
[TpencraBneHO MOATBEPKAECHUE TOTO, YTO MCCIEAOBAaHMA OyIyT 3aBEPIICHBI, U YTO €CIIU PE3yJIbTAaThl HE OyIoyT



YKIaAbIBaThCA B CHCHI/Iq)I/IKaIII/II/I WJIN MOTCHUHAJBbHO HC YKJIAJbIBATHLCA B CHCHI/I(i)I/IKaHI/II/I Ha KOHCI CpOKa
TOAHOCTHU, UX HEMCIJICHHO MPCACTABAT YIHOJJHOMOYCHHOMY OpraHy HapsaAy € npeajgaracMbiM INIAaHOM ﬂeﬁCTBHﬁ.

b.I1.6.4 W3menenue pasmepa
cepur (BKJIIOYasl JWANa30HbI
pasmepa cepuH) JIEKapCTBEHHOTO
npenapara

Ycenosus Tpebyemast TOKyMEeHTAIUS Bun npouenypst

a) YkpynHerue BIiIoTh 10 10 pa3

1,2,3,4,5,7 1,4 IA
10 CPaBHEHHIO C 0JI00PEHHBIM

0) Paszykpynuenue mo 10 pas 1,2,3,4,5,6 1,4 1A

B) U3menenne tpebOyer aHammza

COTIOCTaBUMOCTH OHMOJIOTHYECKOTO/

HMMYHOJIOTHYECKOTO

JICKapCTBCHHOTO TpernapaTta WiIH II
W3MCHEHUE pa3Mepa Cepuu

TpeOyeT HOBOTO HCCIIEI0BaAHUS

OHMO3KBUBAJICHTHOCTH

r) M3meHeHne 3aTparuBaeTr Bce

OCTaJbHBIE  JIEKAPCTBEHHBIE

(hOpMBI, TMPOUZBOAAIINECT C II
MTOMOIIBIO KOMIIEKCHBIX

MPOLIECCOB MTPOU3BOACTBA

r) YkpynHenue 6onee 10 pas mo
CPaBHEHHIO C OJOOpPCHHBIM
pasMepoM CepuH JIeKapCTBEHHBIX
dbopM ¢  HEMeIICHHBIM
BBICBOOOXKIeHHEeM (I Tpuema
BHYTPb)

n) Macmrab mpous3BOACTBA
OHMOJOTHUYECKOTO/

1,2,3,4,5,6 1B

UMMYHOJOTHYECKOT0
JeKapCcTBEHHOrO  IIperapara
YBEJIMYWICS/YMEHBIIWIICS ~ Oe3
U3MCHEHHUS npouecca
NpPOU3BOJCTBA  (Hampumep,
IyONMMpOBaHME JTHHUH)

172’3’4, 5’6 IB

Y ¢ a1 o B um 4

1. I3MeHeHHe He BIMSET HA BOCIPOU3BOJMMOCTD M (MIJIM) MOCTOSIHCTBO KayecTBa JICKAPCTBEHHOT'O Iperapara.
2. V3MeHeHne 3aTparvBaeT CTaHAAPTHHIE JIEKapCTBEHHBIE ()OPMBI ISl MpHEMa BHYTPb C HEMEIJICHHBIM

BBICBOOOXACHUEM 17891 HECTEPHUIIbHEIE KUITKHE JEeKapCTBEHHBIE (dhopMBI.
3. JIroOble M3MEHEHHsI METOJOB MPOU3BOACTBA M (WJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOIUMBI

JUIIb A7 W3MEHEHHA pa3Mepa CEepuH, HalpHMep, MHCIOIb30BaHHE O00OpyAOBaHHE IPYroro pasMepa.
4. Umeercst cxema HepBI/I‘{HOf/'I OKCIIECPTU3BI UJIIK B COOTBETCTBUU C TEKYHIUM ITPOTOKOJIOM YCICIIHO IMPOBEACHA
MepBUYHAs SKCIEPTH3a MPOU3BOJCTBA HE MEHEE YeM Ha TPEX NMPOMBIIUICHHBIX CEpUsX C HOBBIM pa3MepoM B
COOTBETCTBHH c NPUMEHUMBIMHU TpeOOBaHUSIMU.
5. PaccmarpuBaeMblii JIeKapcTBEHHBIH Npenapar He SBISIETCS OHMOJIOTHYECKHM/ HMMMYHOJIOTHYECKHM.
6. M3MeHeHNne He JOIDKHO OBITh CIIEICTBHEM HENPEABHUACHHBIX CHTYyallWil, BOSHUKIINX B XOZAE MPOHU3BOACTBA,
U U U3MEHEHUS CTaOUIBHOCTH.
7. Pasmep cepun yxianeiBaeTcsi B 10-KpaTHBIN quamnaszoH, MPeAyCMOTPEHHBINH MPU PETUCTPAIMH, WA TIOCIe

TMOCICAYIOMIETO0 UBMCHCHMS, HC SABJIABHICTOCA U3MCHCHHUEM IA Tuna.

JdoxyMmMeHT aUn™s
I. [Mompaska K COOTBETCTBYOMEMY(HM) pasgeny(am) IOCheE.



2. Jlannble ananm3za cepuii (B Gpopmare cpaBHUTEIBHON TAaOJIMIBI), 10 MEHBIIEH Mepe, OJJHOH MPOMBIIUICHHOH
cepuu, NMPOM3BEACHHOW B 3aperHCTPUPOBAHHOM W IpejuiaraeMoM pasmepax. [lo 3ampocy HeoOxoaumo
MIPEACTaBUTh JaHHBIE 1TO CIEAYIONIMM ABYM MOJIHBIM IIPOMBIIIICHHBIM CEpHsIM; Aepkaresns PY 00s3aH cooOmmTh
, €CIM pe3ylbTaThl aHaJINW3a HE YKJIAIbIBAIOTCA B CHENU(HUKANNIO, W MPEUIOKHTH IUIaH ACHCTBHH.
3. Konun 0JI00PEHHBIX cnenupuKamun Ha BBINYCK " KOHEI[ cpoka TOJHOCTH.
4. B COOTBETCTBYIOIIMX ClTy4yasix HEOOXOJUMO yKa3aTh HOMEpa CEpHid, COOTBETCTBYIOIIME Pa3Mepy CEPHHU U JaTe
UX MIPOU3BOACTBA (3), HCIOIB30BaHHBIX B BaJIMJAIIMOHHOM HCCIIEIOBaHNH, WIN MPEACTaBUTh IPOTOKOI (CXeMy)
HEepPBHUYHOU SKCHOEpPTH3BH.
5. Heob6xonumo NMpEeICTABUTH pe3yIbTaTHI MEePBUYHON 9KCHEPTH3HI.
6. Pe3ynpTaTsl HCCIenOBaHNI CTaOMIBHOCTH, IPOBEACHHBIE B COOTBETCTBHH C JokyMeHTaMmu PK, mo 3HaYnMbIM
napamerpam CTabUIBLHOCTH, IO MEHBIIIEH Mepe, Ha OJTHOM OIBITHON WJIM MPOMBINIJIEHHONW CEPHUH, OXBATHIBAIOIEH
, IO MEHBIIIEH Mepe, TPU MecsI1a; MOATBEPIKACHUE TOT0, YTO TAKHE HCCIIEIOBaHUs OYAyT 3aBEpIICHBI, U YTO €CIIN
pe3ynbTaThl He OyIyT yKJIQAbIBaThCS B CHEUM(pHUKALMK MU NOTCHINAILHO HE YKJIabIBaThCs B CrieluduKayum
Ha KOHELl CPOKA TOAHOCTH, UX HEMENJIEHHO MPEACTaBAT YIOJIHOMOYEHHOMY OpPraHy Hapsiy ¢ MpeiaraéMbIM
IUTAHOM JeWcTBUHM. B oTHOImEHNMN OHMOMOTHYECKUX/UMMYHOIOTHYECKUX CPENCTB: AEKIapalys, 4TO OIEHKa
COIIOCTaBUMOCTH He TpedyeTcsl.

b.11.6. 5 H3meHeHue

BHYTPUINIPOU3BOACTBEHHBIX

UCNBITAHUM MJIM KPUTEPHUEB
Ycnosus Tpebyemast ToKkyMeHTaIUs Bun npouenypst

MIPUEMIIEMOCTH, HCTIONB3YIOMIUXCS

npu MPOU3BOACTBE

JIEKapCTBEHHOTO TIperapaTa

a) VYxecTtoueHue
BHYTPUIIPOU3BOICTBEHHBIX 1,2,3,4 1,2 IA
KPHUTEPUEB MPUEMIIEMOCTH

0) JloGaBneHne HOBBIX MCIBITAHHIA
WJIH KPUTEPUEB MPUEMIIEMOCTH

1,2,5,6 1,2,3,4,5,7 1A

B) MckitoueHre HeCyeCTBEHHOTO
BHYTPHUIIPOU3BOICTBEHHOTO 1,2,7 1,2,6 1A
UCIIBITAHUS

r) Ucknwouenue
BHYTPHUIIPOU3BOJACTBEHHOI'O
UCIBITAHUS, KOTOPOE MOXET
CyIIECTBEHHO TIIOBJIHUATH Ha
COBOKYITHOE Ka4yecTBO
JIEKapCTBEHHOTO TIperapaTa

II

n) Pacmupenme omoOpeHHBIX
BHYTPHIIPOU3BO/ICTBEHHBIX
KPUTEPHEB  IPHEMIEMOCTH, 1
KOTOpI)Ie CyIHeCTBeHHO BJIIUAKOT HA

COBOKYITHO® Ka4eCTBO

JICKapCTBCHHOT'O ITpeIiapaTa

e) JloGaBneHwe WM 3aMeHa
BHYTPHUIIPOU3BOJACTBEHHOTO
UCIBITAaHUS W3 COOOpaKCHUU
0e30MaCHOCTH WJIH Ka4eCTBa

1,2,3,4,5,7 B

Y ¢ o1 o B u 4

1. MI3MeHeHHe He SIBIAETCS CIEACTBUEM KaKOro-mu0o 00s3aTenbCTBa, NMPHHATOTO IO pe3yibTaTaM paHee
MPOBEIEHHBIX DKCIEPTU3 C IIeJbI0 aHANINM3a KPUTEPUEB MPUEMIIEMOCTH ClieUU(HUKaluU (HanpuMmep, B XOJe
perucrtpanguu HIIu BHECECHUS H3MEHEeHUH IT THIIA).
2. W3MeHeHue He SBIAETCS CIEACTBHEM HENPEABHACHHBIX CUTyallMi, BO3HHUKIIMX B XOAE IPOU3BOACTBA,
HalpuMep, HOBas HEKBAIU(HUIMPOBaHHAS NPHUMECh, N3MEHEHHE IIPENIENIOB COACP)KaHMSA CYMMBI IPHMECEH.



3. JIroboe M3MeHEHHEe OJDKHO YKJIaJIblBaThCs B AMANa3oH TEKYIIMX OJOOPEHHBIX KPUTEPHEB NMPHEMIIEMOCTH.
4. AHanuTudeckas METOHKA HE U3MCHSIETCS 178101 HU3MCHSIETCS HE3HAYHUTEIBHO.
5. Hu onvH HOBBIM METOA HCIIBITAaHUS HE OCHOBAaH Ha HOBOM HECTAHIAPTHOW METOIOJIOTMH WM CTaHAApTHOU
METOXONOTHH, HCTHONIb3yeMOH MO-HOBOMY.
6. HoBrlit METOJ UCHIBITAHUSA HE SABIISICTCA 6I/IOHOFI/I‘IGCKI/IM/ I/IMMyHOJ'IOFI/I'-IeCKI/IM/ HUMMYHOXUMHUYCCKHUM HIIN
METOJIOM, B KOTOPOM HCHOJIB3YETCsl OMOJIOTHUECKUI PEaKTUB JUIs OMOJIOIMYeCKOl aKTUBHOM (papMalieBTHUEeCKOi
cyOcTtaHnmuu (32 HWCKIIOYEHHEM CTaHAApTHBHIX (apMaKONEeHHBIX MHUKPOOMOJOTHYECKHX METOJIOB).
7. BHyTpHUIpOU3BOACTBEHHOE HCHBITAHUE HE 3aTPArMBAcT KOHTPOJIb KPUTHUECKOTO MapaMmeTpa, HampHuMep:
KOTHYECTBEHHO®C OmMpenAceIcCHHUE
npuMecH (€ci TONBKO OMpPENelICHHBI pPacTBOPUTENb OJHO3HAYHO HE HCIONB3YeTCSd B IPOU3BOJICTBE)
00y KpUTHYECKYI0 (PHU3MYECKyI0 XapaKTepHCTUKY (pa3Mep YacTHIl, HACHIMHYIO IUIOTHOCTBIO JIO U IIOCIE
y I 1 0THEHUHS)

UCNBITAHME Ha  MOJIMHHOCTH (B  OTCYTCTBHE  NOAXOJALIET0  aJIbTEPHATUBHOTO  KOHTPOJIS)
MHUKpPOOHOIOTNYECKHI KOHTPOJIb (€CIH TOJIBKO OH HE TpeOyeTcs B OTHOLICHUH OIPEETICHHON JIeKapCTBEHHOM
thopmeI)

JokyMeHT auuw s

1. I[TonpaBka K COOTBETCTBYOMEMY(HM) pasneny(am) noche.
2. CpaBHHTENIbHAs TaOMUIA TEKYNIMX W HpeAjaracMblX BHYTPUIIPOM3BOACTBEHHBIX WCIBITAHUH U KPUTEPUEB
OpHUEMIEMOTCTH

3. TlogpoGHoe ommcaHWE HOBOW aHATUTHYECKONM METONMKA U JaHHBIE TICPBUYHONH JKCIEPTU3HI(B
COOTBETCTBY IO I HX canydasax).
4. laaHble aHANM3a ABYX NMPOMBIIUICHHBIX CepHUil (B OTCYTCTBHE IOJDKHBIX 0OOCHOBAaHUH JUISI OMOJIOTMYECKUX
AKTHBHBIX (hapMalleBTHUECKHX CYOCTaHIUI — TpPU CEpPHH) JIEKAPCTBEHHOTO Mpemnapara 1o BCeM Napamerpam
cmenuduUAKAaQINUAU

5. B cOOTBETCTBYIONIMX CIIy4asX CpaBHUTEIbHbIE JaHHbBIC NPO(UIST pacTBOPEHHUS JIEKAPCTBEHHOTO ITpenapara He
MeHee 4eM Ha OJHOU OIBITHO-IPOMBIIUIEHHOW CEpHH, MMPOU3BEICHHON C MCMOIB30BAaHUEM TEKYITNX U HOBBIX
BHYTPHUIIPOU3BOACTBEHHBIX HCIIBITAHUNA. B OTHOIIEHNH JIeKapCTBEHHBIX PACTUTEIHHBIX MPETIapaToB TOCTATOYHEI
JTaHHEBIC CPaBHUTENBHOH pacmagaeMoOCTH.
6. OGOCHOBaHUE/OIICHKA PUCKOB, MOATBEPXKIAIOIINE, YTO BHYTPUIPOHM3BOIACTBEHHOE HCIIBITAHUE SIBIISETCS
HECyU[eCTBEHHB M niIu ycTapeno.
7. OGocHOBaHKE HOBOTO BHYTPUIIPON3BOJICTBEHHOT'O UCIIBITAHNS M KPUTEPHEB IPUEMIIEMOCTH.

B.11. B) KoHTpob KauecTBa BCIIOMOTATEIbHBIX BEIIIECTB

b.11.s.1 H3meHeHue mapamMerpoB cHenuPUKAMKA U (HIH) KPUTEPHUEB Tpebyemas Bu
pameTp undukan (umm) xpurep Venopns 1PEY A

MIPUEMIIEMOCTH BCIIOMOTaTeJIbHOTO BEIIECTBA JOKyMEHTAIHs TIPOLEeTypbl
a) YKecToueHHe KPUTEPHEB IPUEMIIEMOCTH CIIEIII(PUKAIINN 1,2,3,4 1,2 IA

0) JobaBieHnue B crenuUKauo HOBOrO mapamerpa crnenudukamua u 1,2, 5, 6

. 1,2,3,4,6,8 1A
COOTBETCTBYIOLIETO €My METOJa UCIBITAHUIN , 7

B) VckimoueHne HeCyIeCTBEHHOTO TapaMeTpa ClieluuKanuu (Hampumep,

1,2 1,2,7 1A
HCKITIOYEHHE YCTapPEBIIEro Mapamerpa)

1") I/I3MGH€HI/I€, BBIXOJAIICC 3a O,H06peHHBIe KpUTEprUUu NpUEMIIEMOCTHU

. II
cnenuuKaIui

n) Hckmodenue mapamerpa crneuuduKanui, KOTOPBIA MOXKET

CYLIECTBEHHO MOBIUATh Ha COBOKYIHOE KayeCTBO JIEKapCTBEHHOI'O II
npenapara

e) JloGaBmenme wnam 3aMeHa (WCKIOYas OWOJOTHMYSCKUHA U

MMMYHOJIOTUYECKHM TIpemapar) mapaMmeTpa cHelupuKaiua | 1,2,3,4,5,6, B
COOTBETCTBYIOIIETO €My MeTOJa HCIBITAHUH U3 CO0OpakeHui 8

0€3011acHOCTH MJIM Ka4ecTBa

g) Ecam Ha BcmnoMorartenpHOE BEIIECTBO OTCYTCTBYET CTaThs
Tl'ocynapcteennoit ®apmakonee PK, m3meneHne B COOCTBEHHBIX TaHHBIX

IB



cnennuKanyy Ha HEOPUIUAIBHYIO (hapMakonero Win (apMakorero 1,2,3,4,5,6,
TPEThEN CTpaHbl 8

Y ¢ o1 o B u 14

1. M3MeHeHHMe He SIBIAETCS CIEACTBHEM KaKOTo-Ii00 0053aTeNnbCTBA, NMPHHSATOTO 10 pe3yjbTaTaM paHee

MIPOBEJICHHBIX DKCIIEPTU3 C IIETbI0 aHAIM3a KPUTEPUEB MPUEMIIEMOCTH ClieUu(HUKauuy (HaupuMmep, B XOJe

perucrpanuu JIEKapCTBEHHOTO npemnapara nnu BHECECHHUH U3MEHECHUH 11 THIA).
2. I3MeHeHHMe He SBISETCS CIEICTBHEM HEMPEIBHICHHBIX CHUTYAIMH, BO3HUKIINX B XOJE NPOW3BOACTBA,

HanpuMep, HOBOWH HEKBaTH(UIIMPOBAHHON MPUMECH, W3MEHEHHUS IPEIENIOB COACPKaHMS CyMMBI IPUMECEH.
3. JIroboe M3MeHEHHEe IOJDKHO YKIIaAblBaThCA B AMANA30H TEKYLIMX OJOOPEHHBIX KPUTEPHEB NMPHEMIIEMOCTH.
4, AHanuTHyecKas MCTOOHUKA HC U3MCHACTCA njin U3MCHACTCA HC3HAYUTCIBbHO.
5. Hu onuH HOBBIM METOJ MCIBITaHUS HE OCHOBAH Ha HOBOM HECTaHIAPTHOM METOJOJIOTHH WM CTaHAApPTHOU
METONOJNOTHH, HUCTHONIb3yeMOH MO-HOBOMY.
6. HoBBIif MeTOJ MCTIBITAaHUS HE SBISIETCS OMOJIOTMYECKUM/ MUMMYHOJIOTHYECKUM/ UMMYHOXUMHUYECKHM HITH

METOZIOM, B KOTOPOM HCIIONB3yeTCsl OMOIOTHIECKUH PEaKTHB U OMOIIOTHIECKOH aKTUBHOW (hapMarleBTHIECKOH
cyObcrannmuu (32 HWCKIIOYEGHHEM CTaHAAPTHHIX (apMaKOMEWHBIX MUKPOOMOJIOTHYECKHX METOJOB).
7. I3MeHeHne He KacaeTcsi FEHOTOKCUYHON IIPUMECH.

JdoxyMeHT aUu™s

I. [Momparka K COOTBETCTBYHOMEMY(HM) pasgeny(am) JOChE.
2. CpaBHUTENbHAA Tabnuma TEKYIIHX u mpeiaraeMbIX crenuPpuKanui.
3. IlogpobHOE omumcaHue TOOOTO HOBOM aHATUTHYECKOW METOIWKH W JaHHBIC MEPBUYHON JKCIEPTH3HI (B

COOTBETCTBYIOIHUX cayuasax).

4. JlanHbple aHaIM3a ABYX NPOMBILNUICHHBIX CEpUl (B OTCYTCTBHE JOJDKHBIX 00OCHOBAaHHMN /ISl OMOJIOTMYECKUX
AKTUBHBIX (DapMaleBTUYECKUX CyOCTaHIIMN — TPHU CEPHUU) BCIIOMOTATEIBHOTO BEIIECTBA 10 BCEM ITapaMeTpam
cmenuduAKaNDUAU

5. B COOTBETCTBYIOMMX CIy4asX MAaHHBIE TECTa CPAaBHUTEIHHON KHHETHKH PACTBOPEHHUS JIEKaPCTBEHHOTO

mpenapara, MO MEHbIIEW Mepe, OOHOW ONBITHO-IPOMBIIUIEHHON CEPHUH, COJAEpIKalledl BCIOMOIaTeIbHOE

BEIIICCTBO, COOTBETCTBYIOIIECIO TEKYIICH M MpeaiaraeMoi creruukainusaM. B OTHOIICHHH JIEKaPCTBEHHBIX

PaCTUTEIbHBIX npemnaparoB JOCTAaTOYHBbI JAaHHBIC CpaBHI/ITeﬂbHOﬁ pacnmagacMoOCTH.
6. O00CHOBaHSI HEMPEICTABIEHUS Pe3yIbTaTOB HOBOTO MCCIIEAOBaHNSI ONOIPKBUBAICHTHOCTH B COOTBETCTBUH C
[IpaBunamu MpOBEIECHUS Hucclie10BaHUM OMOPKBUBAICHTHOCTH PK.
7. O60ocHOBaHUE/OIICHKA PUCKOB, MTOATBEPKIAIONINE TO, YTO MTAPaMETP SABJICTCSA HECYIIECTBCHHBIM HJIH yCTaped.
8. ObocHOBaHME HOBOTO MTapaMeTpa CTICU(PHKAINN U KPUTSPUEB MPHEMIIEMOCTH.

B.IL.B. 2 M3MeHeHHe aHATUTUYECKONH METOJUKH AJIS BCIIOMOTAaTENbHOTO v Tpebyemass Bun

CIIOBUS
BElIEeCTBa JOKYMEHTAaIUs MPOLeTyphl
a) HesnaunMele u3MeHeHNs 0JJOOpEHHON aHATUTHIECKOH METOIIKHI 1,2,3,4 1,2 1A
0) VckiroueHne aHaTUTHYECKON METOJVKH, €CIM ajlbTepHATHBHAs i 5 | A
METOJIMKA yKe 0J00peHa
B) 3aMeHa OHOIIOTHYECKOTO/MMMYHOJIOTHIECKOT0/ HIMMYHOXHMUIECKOTO
METOAA MCHBITAHUW MIM METO0Na, B KOTOPOM HCIOJIb3YETC II
OMOJIOrMYECKHil peaKTHB
r) IIpoune M3MeHeHNsI aHATUTUIECKOW METOIHUKH (BKIIIOYas 100aBlIeHNE L2 B

b

WJIH 3aMeHY)

Y ¢ a1 o B uU #

1. CornmacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHHI HEOOXOIMMEIC BaUIANMOHHBIC HCCIICIOBAHHMS,
MOATBEPIKIAIONINE TO, YTO OOHOBICHHAS AHAIMTHYCCKAs METOAWKA, MO MCHBIICH Mepe, SKBHUBAJICHTHA
o0 peJg B Oy Wl € i

2. Ilpenensl comepaHUsT CYMMBI IIpUMeceil He M3MEHWINCh, HOBBIE HEKBAIH(UIIMPOBAHHBIC NPHUMECH HE
0 0 H apy X e H B

3. MeTtoa aHanu3a He U3MEHWICA (HapuMep, U3MEHEHHE JUITMHBI KOJIOHKH WM TeMIIepaTyphl, HO He APYTrod BUJ
KOJNTOHEKH Hau METOJmI).
4. HoBpIif METON WCHBITAHWS HE SBISACTCS OMOIOTHYCCKHM/ UMMYHOIIOTHYCCKIM/ UMMYHOXUMHUYECCKAM WIIH
METOJIOM, B KOTOPOM HCHOJIB3yeTCs] OMOIIOTHIECKUN PEaKTHB (32 UCKIIOUCHUEM CTaHIAPTHBIX (hapMaKOIeHHBIX



MUKPOOHMONOTHUYECCKHX METOJOB).
5. AnpTepHaTHBHAS aHATUTHYCCKAass METOAMKA IS TapaMeTpa cuenu(uKanuu yke oJo0peHa, P 3TOM Takas
MeTOZMKa ObUTa BKITIOYEHA HE C IIOMOMIBI0 [A/-yBemoMITeH .

JokyMeHT auum s

1. TTonpaBka k cOOTBETCTBYIOMIEMY(MM) pa3zeny(am) J0Cke, BKIOYAs OMMCAHNE aHATUTUYCCKON METOI0JIOTHH,
pe3toMe TaHHBIX MEPBUYHON JKCIIEPTH3HI, MIEPECMOTPEHHBIC CHEIM(HUKAIIMA Ha TMPUMECH (€CITU MPUMEHHMO).
2. CpaBHUTENBHBIC PEe3yIbTAThHl TEPBUYHON IKCHEPTU3BI WM, MPH HAJHYAH OOOCHOBAHWS, CPaBHHUTEIHHBIC
pe3yIpTaTHl aHaJM3a, TOATBEP)KIAIOIINE TO, YTO TEKyIIee U IpeiaraéMoe HCITBITaHNe SKBUBAJICHTHEI. J[aHHOE
TpeOOBaHNE HE IPUMEHSIETCS, €CIIH J00aBIAeTCS HOBAs aHAJUTUIECKAs METOANKA.

B.IL.B. 3 3MeHeHNe NCTOYHHKA MTOTYyYSHHS BCIIOMOTaTEJIEHOTO BEeCTBa v Tpebyemass Bun
CIIOBUS
WK peakTusa ¢ puckom TI'D JOKYMEHTaIus MpOLeTyphl

a) W3 marepmana ¢ puckom TI'D Ha maTepuan pacTUTENBHOTO HIIH
CUHTCTUYECKOI'O IMPOUCXOKICHUA

1. Jlna BcrioMOTaTENbHBIX BEIIECTB MIIM PEaKTUBOB, HE UCIIOJIB3YEMBIX B
MPOU3BOACTBE  OMOJIOTHYECKOW/MMMYHOJIOTHYSCKOH  aKTHBHOM

1 1A
(hapmaneBTHIECKON cyOcTaHIun 1i8)01 6uonorngeckoro/
MMMYHOJIOTHYECKOT0 JIEKapCTBEHHOTO IIperapara
2. Jlns BCIIOMOTATENBHBIX BENIECTB WIIM PEAKTHBOB, HCIIOJIB3YEMBIX B
NPOM3BOJACTBE  OMOJOTHYECKON/MMMYHOIOTHYECKOH  aKTHBHOM L2 B
b

(hapmareBTHICCKON cyOcTaHIun AIH O6uonorngeckoro/
MMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO IIperiapara

0) M3ameHeHne uiny BBeleHHE Marepuaia ¢ puckom TI'D wim 3amena
MaTepuana ¢ puckom TI'D Ha apyroil matepuan ¢ puckom TI'O, He II
uMeromuit ceprudukar coorsercTBus mo TI'D

YV ¢ n1 o B u 4
1. Cnenudukaiuy Ha BBITYCK U KOHEI[ CPOKa T'OJHOCTH BCIIOMOTATEIBHOTO BEIICCTBA U JICKAPCTBEHHOTO
npenapaTa He U3MEHSIIOTCSI.

JdoxyMmMeHT ans

1. Jlekmaparusi TpOU3BOAMTENS WU JIEPXKATENsl PETUCTPAIMOHHOTO YJAOCTOBEPEHUS MaTepuayia, 4To OHHU
MOJIHOCTBIO pPacTUTEIbHOTO AU CHHTETHYECKOTO MPOUCXOXKICHUS.
2. UccnenoBanue SKBUBAJIEHTHOCTH MaTE€pHUalIOB U BIMSHUE HA MPOU3BOACTBO TOTOBOI'O MaTepuasa U BIHUSHUE
HA XapaKTEePUCTUKH (HAIPUMED, XapaKTePUCTHKH PACTBOPEHISI) JIKAPCTBEHHOTO TIpenapara.

b.Il.B. 4 V3MmeHeHue cUHTE3a WIH NOJY4YCHHs He(apMaKomnenHOro
BCIIOMOTATEILHOTO BEIECTBA (€CIIM OMHCAH B PETHUCTPAIIMOHHOM J0Che) Y CIOBUS
WJIM HOBOTO BCIIOMOT'aTENIbHOTO BEIECTBA

Tpebyemass Bun
JOKYMEHTAIHS IIPOLEYPhI

a) He3Haunmoe n3MeHEHNE CHHTE3a WM TOJTyYeHUs! HeapMaKOIIeHHOTO
BCIIOMOT'aTEIHHOTO BEIIECTBA MIIM HOBOTO BCIIOMOTaTEIbHOTO BEIIECTBA

1,2 1,2,3,4 1A

6) WsMmeHnsioTcs CHeIII/I(i)I/IKaHI/II/I nin HMCCTCA HU3MCHCHUC
(bHSHKO-XI/IMI/I‘ICCKI/IX CBOICTB BCIIOMOTaTEIbHOI'O BCIIECTBA, KOTOPLIC 1I
BJIMSIIOT HAa KaUCCTBO JICKAPCTBECHHOT'O IIperiapaTa

B) BcromorarensHOe BeIecTBO — OHOIOTHYECKOE/HMMYHOIOTHYECKOE I
BEILECTBO

YV ¢ 1 o B W 4

1. Crioco6 cuHTe3a U CrieU(UKAINNA HACHTUIHBI 1 OTCYTCTBYIOT Ka4e€CTBEHHBIC W KOJIMYECTBCHHBIC H3MEHEHUS
npobwuis npumeceil (UCKIIOYas OCTATOYHBIE PACTBOPHUTEIHM, IPU YCJIOBUHM TOTO, YTO HMX KOHTPOJb
OCYIIIECTBIISIETCS B COOTBETCTBUM C TPENEIbHBIM COJEpKaHHEM, yKa3aHHbIM B JokyMeHTax PK) wumm
GU3UKO-XUMHUUYECCKHUX CBOMCTB.
2. Mckmrodas aqblOBaHThI.

JoxyMmMeHT aUns
1. I[TonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.



2. JlaHHbIe aHaMHM3a cepuii (B popMaTe CpaBHUTEIBHOM TaOIMIIBI), 10 MEHBIIEH Mepe, ABYX cepHil (110 MEeHbIIeH
Mepe, OTBITHO-IIPOMBIIIJICHHBIX ) BCIIOMOTaTEIbHOTO BELIECTBA, IPOU3BEICHHBIX C TOMOIIBIO CTApPOT0 U HOBOTO
oI p oo ecc o B

3. B COOTBETCTBYIOIIMX CiIydasX JaHHBIE TeCTa CPAaBHUTEIbHON KHHETHKH PAcCTBOPEHHsS JIEKAPCTBEHHOTO
mpemnapara, 0 MeHbIIeH Mepe, IByX cepuil (10 MeHbIIeH Mepe, ONBITHO-IPOMBIIUICHHHIX). B oTHOmeEHnn
JIEKapCTBEHHBIX PACTUTEIBHBIX MpenapaToB JOCTATOYHBI JaHHBIE CPABHUTEIBHONH pacrnagaeMOCTH.
4. Komnust o1oOpeHHO 1 HOBOH (€ciIM TPUMEHUMO) CTiel(hUKaKi BCIOMOTaTeIbHOTO BEIIECTBA.

B.II. ) KonTponp kadecTBa J1€KapCTBEHHOTO Mpernapara

B.Il.r. 1 U/3MeHeHue mnapamMeTpoB
cienupukanuu u (WIH) KPUTEPUEB Y CIOBUS Tpebyemas mokymeHrtanus Bux mporenyps
MIPUEMIIEMOCTH JIEKAPCTBEHHOIO Mpernapara

a) YKecTo4eHHe KPUTEPHUEB NPHEMIIEMOCTH

1,2,3,4 1,2 IA
cnenuduKanuu
0) YxecroueHne KpUTCPUCB TIPUEMIEMOCTH
crienu(pUKAIUK JTIEKAPCTBEHHBIX MPENapaToB 1,2.3.4 1.2 IA

, TOJJeXalmuX BBIMYCKY CEpUH
oduIHaNbHBEIM KOHTPOJIBHBIM OPTraHOM

B) /loGaByieHre B crienu(HUKannuio HOBOTO
rnapaMeTpa M COOTBETCTByromero emy 1,2,5,6,7 1,2,3,4,5,7 1A
METOJA UCTIBITAaHUH

r) HckinrodeHne HecyleCTBEHHOTO
napameTpa crneuudukanuu (Hampumep, 1,2 1,2,6 IA
WCKITIOYEHHE YCTapEBIIETro MapamMeTpa)

1) 3meHeHue, BBIXOASIIEE 32 ON00pEHHbBIE

o II
KPUTEPUH MPUEMIIEMOCTH CHIeUU(PHUKALUIA

¢) Hckirouenne nmapamerpa criennpuKaniy,
KOTOPBIH MOXKET CyIIECTBEHHO MTOBIIHATH HA
COBOKYIIHO€ KadecTBO JIEKapCTBEHHOTO
mpenapara

II

k) JlobGaBienue wiau 3amMeHa (MCKIIOYas
OHONIOTHYECKHIA ¥ HMMMYHOJOTHYECKHUI

mperapaT) mapameTpa CHernupuKanud U

COOTBETCTBYIOIIET0 €My METOJa MCIbITaHUH
U3 CcooOpakeHW Oe30MacHOCTH WU

KavyecTBa

1,2,3,4,5,7 1B

3) OOHOBJEHHE JOChE C IEIbIO

COOTBETCTBHS IIOJIOKECHUSIM OOHOBICHHON

obmeir  cratbum  ['ocymapcTBeHHOU 1,2,3,4,7,8 1,2 1A
®dapmaxomniee PecnyOnuku Kazaxcran na

JIeKapcTBEHHBIN npemnapat (*)

n) Bmommtcs crates [ocymapcTBeHHOU
®apmakonen Pecrmyonuku Kazaxcran
OIHOPOMHOCTh NTO3WPOBAaHUA" B IENAX
3aMEHBl TEKYILEro 3aperHCTPUPOBAHHOTO
MeToza, JIOo craThsi ['ocynapcTBEHHOMH
®dapmakonen Pecnybnukn Kazaxcran
OIHOPOTHOCTH macchr", oo
OmHOPOIHOCTE COAEPKUMOTO"

"

1,2,10 1,2,4 IA

"

"

YV ¢ 1 o B HuU 4
1. M3MeHeHue He SBISICTCS CIEICTBHCM KaKOTO-THOO 00s3aTENIbCTBA, MPUHATOTO MO pe3ylbTaTaM paHee



MIPOBEJICHHBIX HKCIIEPTU3 C LENBbI0 MEPECMOTpa KPUTEPHUEB MPUEMIIEMOCTH crieluduKanuy (Hanpumep, B XoJe
perucTpaliy JICKAPCTBEHHOTO IperapaTa Wik BHeceHHH n3MeHeHn# 11 tuma), ecnm Tosbko 000CHOBBIBAIOIIAS
JOKyMEeHTanus He Obuta paHee TIpOBEpeHAa M yTBEpXKAEGHa B paMKax Jpyroil MNpoIEeAYpHI.
2. I3MeHeHHNe He SBISETCA CIECICTBHEM HEMPEIBHICHHBIX CHUTYaIlMi, BO3HUKIINX B XOJE NMPOU3BOACTBA,
HaIpuMep, HOBOIM HEKBaTU(UIIMPOBAHHON IMPHMECH, MU3MEHEHHUS IPEAETIOB COMACPXKAHHS CYMMBI MpHUMEceH.
3. JIroboe M3MeHeHHe NOJDKHO YKJIaJIblBaThCs B JAMANa3oH TEKYLIMX OJOOPEHHBIX KPUTEPHEB NMPHEMIIEMOCTH.

4. AHanuTHyeckas MCTOOHKaA HC U3MCHACTCA 40104 U3MCHACTCA HC3HAYUTCIBbHO.
5. Hu OJIMH HOBBIH METOA HMCHBITAHHUA HC OCHOBAH Ha HOBOH HeCTaHL[apTHOﬁ METOA0JIOTUH WUJIN CTaHI[apTHOﬁ
METOOOJIOIUHU, HCHOHLSyeMOﬁ NHO-HOBOMY.

6. HoBpIif MeTON MCHBITAHUA HE SBISETCS OMOJOTHYECKHM/ MMMYHOJOTHYECKHM/ WMMYHOXHMHUYECKAM WA
METOIOM, B KOTOPOM HCITOJIB3YETCsl OMOIOTHUECKUI PEaKTHB [Tk OMOJIOTHYECKOM aKTUBHOU (hapMarleBTHICCKOM
cyOctaHnuu (32 HWCKIIOYCHHEM CTaHAApTHBHIX  (apMaKONEeHHBIX MHUKPOOMOJOTHYECKHX  METOJIOB).
7. V3MmeHeHne He 3arparuBaeT Kakue-nuOO mpuMecH (BKIOYash TEHOTOKCHUYHBIC) WIIM pPacTBOpPEHHE.
8. 3menenue 3aTparuBaeT 0OHOBJIEHUE KPUTEPHEB IIPUEMIIEMOCTH MUKPOOHOJIOTHYECKHX KOHTPOJICH B LIENISX
cooTBeTcTBHs JciicTByromelr @dapmakomee, a 3aperHCTPUPOBAHHBIC HBIHE KPUTEPHH NPHUEMIEMOCTH

MHKPOOHOJIOTHIECKUX KOHTPOJIEH HE BKIIOYAIOT KaKWe-INOO IOTOJTHHUTEIhHBIE KOHTPOJH, BKIIOUECHHBIC B
cnenuduKanuio, MOMIMO (hapMaKoNeHHBIX TpeOOBAaHMI B OTHOIIEHUH OIPEIEICHHON JIEKapCTBEHHOW (POPMBI

9. Ilapamerp  cneumdukanum  He  3aTparuBaeT  KPUTHYECKHH  mapaMerp,  HalpuMep:
KOJTHUUYECTBEHHOE ompegeneHue
npuMecH (€Clii TOJNBKO OIpEeNeNeHHBI pacTBOPHUTENb OJHO3HAYHO HE HCIIOJNB3YEeTCS B IPOU3BOJICTBE
TEKapCTBEHHOTO npemapara)
TO0YI0 KPUTHYECKYIO (H3HUYECKYI0 XapaKTePHCTHKY (IPOYHOCTh WM XPYIKOCTh TaOJETOK, HE MOKPBITBHIX
o6bomouxkoi, pasMepEsH)
n1000# 3ampoc Ha OPONYCK UCHBITAHUSA

10. Ilpemnaraemplif KOHTPOJIb TOJHOCTBIO COOTBETCTBYET Tabiuile ctatbu [ocymapcrBeHHoil ®apmakornee
PecriyOnmkn Kazaxcran u He BKIIIOYAET aJIbTEPHATHBHBIC TIPEIUIOKEHUST HCIIBITAHUS OJTHOPOIHOCTH JI03UPOBAHHMS
C IOMOUIBIO BapHALMU MACCHI WX OJHOPOAHOCTHU COAEP KaHUs, €CIIU IOCIeJHUE YKa3aHbl B CTaThe.

JdoxyMmMeHT anqs

1. ITonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) noChe.
2. CpaBHUTeNbHAS Tabnuia TEKYI[HUX u mpeiaraeMbIX crenupuKanui.
3. TlogpoOHOE omucaHue JTFOOOTO HOBOM aHATUTHYCCKON METOIAMKH M JaHHBIC MEPBUYHOM 3KCIEPTU3HI (B

COOTBETCTBY I IIHX cnydgasx).

4. JlaHHbple aHamM3a ABYX HPOMBIIUICHHBIX CEpHUil (B OTCYTCTBHE JOHKHBIX 00OCHOBAHHM JIJIsl OHMOIOTHUYSCKUX
AKTHBHBIX (hapMaleBTHUECKHX CYOCTAHIUI — TPU CEpHH) JIEKAPCTBEHHOTO Mpenapara mo BCeM Mapamerpam

cmenudUAKAaQINUAHU

5. B COOTBeTCTByIOL[II/IX cnyqaﬂx JAHHBIC TECTa CpaBHHTeHLHOﬁ KHUHCTHUKU paCTBOpeHHH J'IeKapCTBEHHOFO

mpernaparta, M0 MCHBIICH Mepe, OJHOW OINBITHO-IPOMBIIUICHHON CEpHH, COOTBETCTBYIOIIME TEKYHICH U

mpejyiaraeMoi cnenuukanusaM. B OTHOIIEHUH JTeKapCTBEHHBIX PACTHTENBHBIX IPEIAPATOB JIOCTATOYHBI TaHHBIE
CPaBHUTENbHOH pacmagaeMOoOCTH.
6. OOocHOBaHHE/OIEHKAa PHCKOB, MOATBEPKIAIOMIME, YTO IMapaMeTp SBISACTCS HE3HAYUMBIM.
7. Ob0ocHOBaHKME HOBOTO IapaMeTpa Crieu(pHKALMA U KPUTCPUCB MPHUEMIICMOCTH.

€CJIM B JIOChE 3apETUCTPUPOBAHHOIO JEKAapCTBEHHOIO Ipemnapara
yIoMuHaeTcs "TeKyuiee u3gaHue” HeoOX0qUMOCTh B yBEJOMIICHHN
YIOJIHOMOYEHHBIX OpraHoB 00 OOHOBIEHHOH cTaThe
T'ocynapcrBennoit ®apmaxkonee PK. B cBs3u ¢ 3tum Takoe
U3MEHEHUE TIPUMEHSETCS MPU OTCYTCTBHHM YIOMHHAHMS
OOHOBJICHHOW (hapMaKoONeHHOH CTaThU B TEXHUYECKOM JIOChE, a
U3MEHEHHUE OCYIIECTBJIAETCA B LENSIX BKIIOUCHUS YNOMMHAHUS
OOHOBIIEHHOW BEPCHH.

(*) [Ipumeuanue

b.Il.r.2 W3MeHeHHE aHATUTHYECKOH
Ycnosus Tpedyemas noxymenrtamus Bun npouenypst
METOIMKH JIEKapCTBEHHOTO IIpernapara

a) He3nauutennHeie NU3MCHCHUA

. N 1,2,3,4 1,2 1A
yTBep)K,E[CHHOI/I AHAJTIUTHYCCKOU METOAUKHU



0) HckimoucHrEe aHATUTUYECKON METOIUKH,
€Clid anbTepHATHBHAS € METOAMKA YiKe 4 1 IA
onobpeHa

B) /3meHeHue (3ameHa) OMOIOTHYECKOro/

MMMYHOJIOTHYECKOT0/ UMMYHOXUMHYECKOTO

UCIBITAHUS WM METOoAa, B KOTOPOM

HCTIOJTB3YETCS OMOIIOTHICCKUAN PEaKTHUB, WM II
3aMEeHa OWMOJOTHYECKOro Ipemapara

CPaBHEHUS], HE OXBAYEHHOTO YTBEPKACHHBIM

IIPOTOKOJIOM

r) Ilpoume wW3MEHEHUS aHATUTHYCCKOU
METOJIMKH (BKJIIOYas J00aBiIeHUE WIIH 1,2 1B
3aMeHy)

1) OOHOBIICHHE aHATUTUYICCKON METOIUKH B
LIENISIX COOTBETCTBUSI OOHOBJICHHOW oOmIeH
cratbe ['ocynapctBeHHoM PDapMmakomnee
Pecrry6nmuku Kazaxcran

2,3,4,5 1 1A

e) B memsx oTpakeHHs COOTBETCTBUS

I'ocynapcrBenHoit ®apmaxonee Pecryonuku

Kazaxctan u wuckimoueHus ynoMuHanus 2,3,4,5 1 1A
ycTapeBIIeld COOCTBCHHOI aHaTMTUYCCKON

METOIMKH U ee Homepa (*)

Y ¢ n1 o B u 4
1. CornmacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBCACHHI HEOOXOIMMEIC BaUIANMOHHBIC HCCIICIOBAHHMS,
MOITBEP K NAIOIINE, YTO OOHOBIICHHAS aHATTUTHICCKAass METOAMKA, TI0 MCHBIIICH Mepe, SKBUBAJICHTHA TPEABLTYIICH

2. Tlpenensl comepaHuss CyMMbl NMPHUMECEeH HE W3MEHHJINCh, HOBbIE HEKBAaTH(DHUIMPOBAHHBIC MPUMECH HE
00 Hapy X eH b

3. Metoa aHanu3a He U3MEHWICA (HanpuMep, U3MEHEHHE JUINHBI KOJIOHKH WM TeMIepaTyphl, HO He APYrod BUJ
KONTOHKH U U METOmI).
4. HoBBIif METON WCHBITAHWS HE SBISACTCS OMOIOTHYCCKHM/ UMMYHOIIOTHYCCKIM/ UMMYHOXUMHUYECCKAM WIIH
METOJIOM, B KOTOPOM HCIOJIb3YETCsI OMONIOTHUECKHI PEAKTHB (32 UCKITIOYCHUEM CTaHAPTHBIX (papMaKOmeHHbIX
MHUKPOOHMONOTHYECKHX METOHDOB).
5. 3aperucTpupoBaHHAs aHAIWTHYECKAass METOMWKA Y)KE CChUIAETCS Ha OONIyI0 CTaThio ['0CymapCTBEHHOM
dapmakoriee PK, a imo0ble n3MeHEHHS SBISIOTCS HE3HAYUMBIMH U TPEOYIOT OOHOBIICHHSI TEXHUYECKOTO JTOChE.

JdoxyMeHT aUuus

1. TTonpaBka K COOTBETCTBYIOMEMY(HM) pa3aeny(am) JOCke, BKITIOYAs OMMMCAHNE aHATHTHIECKON METON0JIOTHH,
pe3oMe JaHHbBIX MIEPBUYHON IKCIEPTH3BI, IEPECMOTPEHHBIE CHenN(UKANINU Ha MpUMecH (€CIH HMPUMEHHUMO).
2. CpaBHI/ITeHBHBIe PE3YIbTATHI HepBH‘IHOﬁ OKCIIEPTU3BI WIIW, NPU HAITUYUHN O6OCHOBaHI/I$[, CPaBHUTCIIbHBIC

pe3yabTaThl aHanW3a, MOATBEPXKIAIOIIME TO, YTO TEKyllee W IpeajiaraeMoe HUCIBITAHUE DKBUBAJICHTHBI.

Hacrositiee TpeboBanne He IPUMEHSETCS, €CIN 100aBIISIeTCs] HOBAsl aHAIMTHYECKAs! METOINKA.

€CII B JI0ChE 3apErHCTPHPOBAHHOTO JIEKAPCTBEHHOTO Iperapara
yHnoMHuHaeTcs "TeKymiee n3aHue" HeoOXOIMMOCTh B YBEIOMIICHHH

(*) [lpumeyanue YIOJIHOMOYEHHBIX OpraHoB 00 OOHOBIEHHOH cTaThe
lNocynapctBennoit ®apmakomnee Pecny6nuku Ka3zaxcran
OTCYTCTBYET.

B.Il.r.3 U3meHeHue, 3aTparmBaromiee
BBEICHHE BBIIMYCKa B PCalbHOM BPEMCHH
WM  BBIIyCKa [0 IHapamMeTpaM IMpH
MPOU3BOJICTBE JICKAPCTBCHHOTO Mperapara

Ycenosus Tpebyemas moxymeHTtamuss Bux mporenypst

II



B.II. 1) YmakoBoYHO-yKynopo4Hasi cucrema

N Tpebyemas Bung

B.II.1.1 M3MeHeHne nepBUYHON yIaKOBKH JIEKApPCTBEHHOTO IIpenapara Y CIOBUS
JIOKyMEHTAaIUs MIPOLEAYPHI

a) KauecTBeHHBII 1 KOJTMYECTBEHHBIH COCTaB

1. TBepaple TeKapCTBEHHBIE (DOPMBI 1,2,3 1,2,3,4,6 1A

2. Msrkue M HeCTepIIIbHBIE KUAKHIE JCKapCTBCHHBIE ()OPMBI 1,2,3,5,6 IB

3. CrepuibHble JI€eKapcTBEHHBIE Ipenaparsl W Ouojoruueckue/ I
HUMMYHOJIOTHUECKHUE JIEKapCTBEHHbIE ITPenapaThl

4. VI3MeHeHHE 3aTparvBaeT YMAKOBKY, OOJaJalolyl0 MEHBIINMHU
3aIIUTHBIMU CBOMCTBAaM IIPU OJHOBPEMEHHBIX U3MEHEHHUAX YCIOBHUH II
XpaHeHHUs U (WIN) COKPALIEHUH CPOKa FOJHOCTH

0) MzMeHenne Bua KOHTEITHEpa WK J0OaBlIeHIE HOBOTO KOHTEHEpa

1. TBepaple, MATKHE U HECTEPUIIBHBIC KHUIKUE JICKAPCTBEHHBIC (DOPMBI 1,2,3,5,6,7 IB
2. CrepunbHble JI€KapCTBEHHBIE Tpenaparsl W Ouojormueckne/ 1
HUMMYHOJIOTHYECKHUE JIEKApPCTBEHHBIE TPENapaThl

3. HckmioyeHne KOHTeHHepa MEpPBUYHON YHNAKOBKH, KOTOpPOE HE

MPUBOAUT K MOJHOMY UCKIIOUEHHUIO JO3UPOBKHU HJIU JIEKAPCTBEHHOH 4 1,8 1A

thopmbl

Y ¢ o1 o B uU 1

1. 3MeHeHue 3aTparuBacT TOJLKO OJHMH U TOT K€ BHJ[ YIIAKOBKH/KOHTEHHepa (HarpuMep, OucTep Ha Onuctep).
2. Tlo 3HaYMMBIM CBOWCTBaM IpejjaraeMblii yHaKOBOUYHBIM MaTepual 10 MEHbIIEH Mepe SKBHUBAJICHTEH

o1 0O0OpPeHHOMY

3. Hauyatbl COOTBETCTBYIOIIHNE HCCIIEIOBaHNS CTAOMIBHOCTH B COOTBETCTBHH C YCTAaHOBJICHHBIMH TPEOOBaHUSIMH
W 3agBUTEIIEM HAa MOMEHT BBCICHUS HW3MCHCHHHA IPOAHATU3UPOBAHBI COOTBETCTBYIONINE ITapaMETpPHI

CTaOMJIBHOCTH HE MEHee 4YeM Ha ABYX OIBITHO-IPOMBIIIJICHHBIX WM MPOMBINUICHHBIX CEPUAX, B €ro

PacCTIOpsDKEHUH HAXOISITCS yIOBIETBOPUTENBHBIE PE3yJbTAaThl, MO MEHBIIEH Mepe, 3-MeCSYHOTO H3YUYCHHS

crabunpHocTH. OHAKO, €CITU MpeJiaraemMas ynakoBka OoJjiee yCTOWYMBA 10 CPAaBHEHUIO C OJOOPEHHOM, TO
TpEeXMECSIUHbIE JJAHHBIE TI0 CTA0MIBHOCTH He TpeOyroTcs. MccnenoBanust 3aBepIaroTcsl, ClIM UX Pe3yIbTaThl He
VKJIQJBIBAIOTCS B CHCIHM(HUKAIMA WM IMOTCHIIMAIBFHO HE YKIAIBIBATHECS B CICHU(BUKAIMU HAa KOHEI[ CPOKa
TOMHOCTH, UX HEOOXOIUMO HEMEIJICHHO IPEACTABUTH YIOTHOMOYECHHOMY OpraHy HapsAay ¢ IpeaiiaraeMbIM
HJ1aHoM ieucTBUH

4. OcraBmasi(ue)cs ¢opma(bl) BBITyCKa JEKApCTBEHHOTO Mperapara MoikHa(bI) ObITH JocTaTodHa(bl) I

BBITIOJTHEHUSI PEKOMEHIAIMI 10 JO03MPOBAHHIO M TPOJOJDKUTEIBHOCTH JICUCHMS, YKa3aHHBIX B 0OImel

XapaKTepUCTHKE JIEKapCTBEHHOI0 IpenapaTa.

JdoxyMmMeHT aUu™s

I. [Mompaska K COOTBETCTBYIOIMEMY(HM) pasgeny(am) JOCheE.
2. HeobOxonumMble AaHHBIE O HOBOH YIIAaKOBKE (HAIlpUMep, CPaBHHUTENIBHBIE TAaHHBIE [0 IMPOHHIAEMOCTH,
HampuUMeEp, TS 02, CO2, BIATH u T.O.).

3. B cooTBeTCTBYIOMIMX CIy4YasX HEOOXOIUMO MPEJICTaBUTh MOATBEPKACHHE TOTO, YTO B3aUMO/ICHCTBUE MEXKIY
COJICPKUMBIM M YNAaKOBOYHBIM MaTe€pHajOM HE IPOUCXOIMUT (HAaIpHUMeEp, OTCYTCTBYET IE€peMelleHne

KOMITOHEHTOB TpEeAaraeMoro MaTepHaia B €ro COAEPXKMMOe, KOMIIOHEHTHI JICKapCTBEHHOTO Ipernapara He
MEPeXOIsIT B YIAKOBKY), BKJIIOUYasl MOJATBEPXKICHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIINM
(hapmakoneHHBIM TPeOOBAHUAM MM 3aKOHOAATENbCTBY PecnyOnuku Kasaxcran o ruiacTudeckux marepuanax u
o0BbeKTaM, KOHTaKTHPYIO UM c MUIIEBBIMH NpPOAyKTaMHU.
4. Jleknapanusi, 4TO Ha4yaThl TpeOyeMble HCCIEOBAaHHUS CTAOMJIBHOCTH B COOTBETCTBHH C YCTaHOBJICHHBIMHU
TpeOOBaHMSIMU (C yKa3aHMEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOIIMX CIIydasx) Ha MOMEHT BBEJCHHUS
M3MEHEHHH B PacTOpsDKEHUHN 3asBUTEISI HAXOAWINCH TpeOyeMble MUHUMAIbHbBIC YAOBICTBOPUTEIbHEIC JaHHBIC
M0 CTaOMIBHOCTH; M YTO MMEIOLINECS JaHHBIE HE CBHJCTEIbCTBOBAIN O KakoW-nmbo mpobieme. Heobxonumo
TaKXKe MPEACTaBUTh MOATBEPXKIECHUE TOTO, YTO MCCIIEAOBAHUSA OyIyT 3aBEpIIEHBI, U YTO €CJIN PEe3yJbTaThl HE
OyIyT YKIaAbIBaThCS B CHENU(DUKAINK WIN ITOTEHIHATIBHO HE YKJIAIbIBAThCA B CIEM(HUKALMN Ha KOHEIl CPOKa



TOZHOCTH, MX HEME/JICHHO MPEACTaBST YIIOJIHOMOYCHHOMY OpraHy Hapsiay ¢ INpeaiaraeéMbIM IUIAHOM JICHCTBUIA.
5. Pe3ynbrathl nccieoBaHui CTAOMIBHOCTH, IPOBEJCHHBIX B COOTBETCTBUH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHEe YeM Ha ABYX OIBITHO-ITPOMBIIUICHHBIX WM TIPOMBIIIIIIEHHBIX
CepUsiX, OXBATHIBAIOIINX HE MeHee 3 MECSLEB, M MOATBEPKACHUE TOTO, YTO YKa3aHHBIC MCCIIEAOBAHUA OyIyT
3aBCPUICHBI, U €CJIN PE3YJIbTAThI HE 6y}IyT YKIIaaAbIBATGECA B CHGHH(bHKaHPIPI WK MOTCHIHAJIIBHO HE YKIIaJIbIBaTbCA
B CIIeIU(UKAIIMH HA KOHEI[ CPOKA FOJHOCTH, MX HEMEIJICHHO NPE/CTABAT YIIOJTHOMOYCHHOMY OpraHy Hapsay C
npeninaraeMbl M NI1aHOM HEeENCTBUH.
6. CpaBHEHHME TEKyIIMX W TPEAJAaraeMbIX CHEeHU(UKANN TMEepBUYHON YIIAKOBKH (€CIM TPUMEHHMO).
7. B COOTBETCTBYIOIINX ciydasx 00pa3nsl HOBOTO KOHTEHHepa/yKynopKH.
8. Hexmapamusi, 4Tto ocTraBmmuii(e)cs pa3mep(bl) YHAaKOBKH COOTBETCTBYE(IO)T PEXHMY JO3HPOBAHUS H
MPOJIOJKUTENBHOCTH JICUEHUS M IOCTATOYHBI IS BHIIIOJIHEHHST PEKOMEH Al 110 103UPOBaHUIO, TIPHUBEIEHHBIX
B 0011[eli XapaKTepHCTHKE JIEKapCTBEHHOT'O Mperapara.

Hnsa B.ILLJ[.1.0) — ecinu W3MeHEHHE
MpUBOAUT K "0Opa3oBaHUIO HOBOHU

[Tpumeuanne JIeKapcTBeHHOH ¢(opmBl", TO Takoe
W3MEHEHHE TpeOyeT Mojgaun 3asBICHUS
O PacCLIMPEHUN PETUCTPALIUH.

B.Il.n.2 U3meHeHne mapamMeTpoB CIICUPHUKAINH U (WIH) KPUTEPUCB v Tpebyemas Bun
N CIIOBUS

MPUEMIIEMOCTH NEPBUYHON yIIaKOBKH JIEKaPCTBEHHOTO MpeTapara JTIOKyMEHTAIUs MIPOLEAYPHI

a) YKeCcTOuCHHEe KPUTEPHUEB IPUEMIIEMOCTH CIICIH(PHUKAIIAN 1,2,3,4 1,2 IA

6 obaBieHne B cHenuUKANUI0O HOBOTO IapamMerpa H

) A 3 uicaris panetp 1,2,5 1,2,3,4,6 1A

COOTBETCTBYIOIIEH EMY aHATUTHIECKOH METOIUKH

B) MckioueHne HeCyIIECTBEHHOTO MapaMerpa crnenupukanun ( 12 125 A

HarpuMep, HCKITIOYEHUE YCTapeBIIero apaMeTpa) ’ 7

r o0aBleHHWe WIM 3aMeHa IapaMerpa CHenu(puKanuud u3

) A paMeTp ¢ 1,2,3.4,6 B

cooOpakeHu# 6€30MaCHOCTH WIIH KauecTBa

Y ¢ o1 o B u 4

1. VI3MeHeHHe He SBISETCS CIEICTBHEM KaKOTo-THOO 00513aTenbCTBA, NMPHHATOTO IO pe3ybTaTaM paHee
MIPOBEIEHHBIX AKCIEPTU3 C IIETbI0 aHAIM3a KPUTEPHEB MPUEMIIEMOCTH CIeHU(HUKanuy (HaIpuMep, B XOIe
perucTpanuu JIEKapCTBEHHOI O npemnapara 781078 BHECECHUU W3MEHEHU U II THIIA).
2. U3meHeHnne He SBISETCS CICACTBUEM HCTPCABUIACHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IMPOU3BOJCTBA.
3. JIroboe M3MeHeHHe NOJDKHO YKJIaIblBaThCs B AMANa3oH TEKYNIMX OJOOPEHHBIX KPUTEPHEB NPHEMIIEMOCTH.
4. Ananutudeckas METOJUKA HE HU3MEHseTCs i010 1 HU3MEHseTCs HE3HAUUTEIBHO.
5. Hu onuH HOBBII METOJ MCIBITAaHUS HE OCHOBAaH Ha HOBOM HECTaHIAPTHON METOJOJIOTHH WM CTaHAAPTHOU
METO/I0JIOT MU, UCTIOIb3YEMOI1 [T0-HOBOMY.

J oKy MeHT auuw s

1. I[MompaBka K COOTBETCTBYWOMEMY(HM) pasgeny(am) JIOCheE.
2. CpaBHUTebHAS Tabnuia TEKYLIUX " npeniaraeMbix creuupuKaui.
3. TlompoOHoe omucaHWe HOBOI aHAJUTHYECKOH METONMKH W JaHHBIE IEPBHYHON JKCHEPTH3HI(B
COOTBETCTBYIOIHX crygasx).
4. JlaHHbIC aHANH3a IBYX CEpPHU yIIaKOBOYHOTO MaTepHalia o BCeM MapameTpam (ITOKa3aTelsiM) CIIeIH(HKAIIHH.
5. OOocHOBaHHME/OLIEHKA pPHCKOB, TMOJATBEPXKIAIOLIME, 4YTO IapameTp SBISICTCS HE3HAYUMBIM.
6. OGocHOBaHKE HOBOTO MapameTpa crenupUKanul U KpUTEPHEB IIPHUEMIIEMOCTH.

b.Il.n.3 UM3MmeHeHue aHAIUTHYECKOM METOIUKH [Js1 TEPBUYHOU v Tpebyemas Bun
CIIOBHS
YIaKOBKH JIEKapCTBEHHOTO TIpemapara JTOKYMEHTALIUS MIPOIIE Ty PBI
a) He3HaunMble U3MEHEHHUS 0JJOOPEHHON aHATUTHYECKON METOIUKH 1,2,3 1,2 IA
0) IIpoune M3MEHEHHS aHATUTHYICCKONH METOIMKH (BKIIOYAs 3aMEHY
1,3,4 1,2 1A
WM 100aBIIeHHE)
B) MckitoueHune aHaTUTUUECKONH METOAMKH, €CIIU aJbTepHATUBHAS el | A

METOJIMKA yKe 0J00peHa



Y ¢ o1 o B u 1

1. CormacHO COOTBETCTBYIOIIMM JOKYMCHTaM, IpOBEICHHAs HeoOXoauMmasi TEepBUYHAs OKCIIEPTH3a,
MOJTBEPXKIAIOIIas TO, 4TO OOHOBJCHHAS AHAIUTHUYECKAs METOJMKA, MO MEHbIICH Mepe, SKBHBaJCHTHA
o0 pe g B Oy Wl € i

2. Meron aHann3a HE W3MEHWICS (HAIpUMeEp, U3MEHEHHUE JJIUHBI KOJOHKH WIIM TEMIEPaTyphl, HO HE apyras
KOJOHEKa Uaou MEeTOond).
3. Hu oauH HOBBIN METOJ UCHBITAHHUS HE OCHOBAaH Ha HOBOW HECTAHAAPTHON METOJMOJIOTHHU WU CTaHAAPTHOMN
METONONOTHH, HCTONIb3yeMOH MO-HOBOMY.
4. AxrtuBHas (QapmaineBTHUYECKasi CyOCTaHIIMS/JICKAPCTBEHHBIN MOpenapaT HE SBJSIFOTCS OHOJIOTHYECKUMHE/
MMMYHOITOTHYECKHUMUH.

5. AnbTepHaTHBHAs aHAIUTHYECKas METOJMKA JIIs TapaMeTpa creuupHrKanuy yxe oJo0peHa, Mpyu dTOM Takas
METO/IMKa ObLIa BKIIOYCHA HE C MOMONIBI0 [A/-yBe1oMITCHHSL.

JdoxyMeHT aUuus

I. [Mompaska K COOTBETCTBYIOMEMY(HM) pasgeny(am) IOCheE.
2. CpaBHUTENBHBIE PE3YIbTATH MEPBUYHON SKCIEPTU3BI WM, NIPU HATUYUN OOOCHOBAHUS, CPABHUTEIHHBIC

pe3yabTaThl aHanu3a, MOATBEPXKIAIOIIME TO, YTO TEKyllee W INpeasiaraeMoe HUCIBITAHUE JKBUBAJICHTHBI.

Hacrositee TpeboBanue He IPUMEHSETCS, €CIU 100aBIISIeTCs] HOBAsl aHAIMTHYECKAsi METO/IMKA.

B.IL.1. 4 3meHenne (GOpMBI WIIH pa3MepOB TIEPBUIHON YIAKOBKH HITH v Tpebyemas Bun
. CIIOBUS
YKYTOPKH (TIEPBUYHON YIIaKOBKH) JIOKYMEHTALUs IIPOLETYPBI
a) HectepuibHbie JiekapcTBEHHBIE MPEapaThl 1,2,3 1,2,4 IA
6) Hsmenenuwe QopMBl WIM pPa3MEpPOB 3aTPArMBacT KIIOYEBHIC
MOKa3aTeId YyIaKOBOYHOTO MaTepHalla, KOTOPBIE CYIECTBEHHO BIIUSIOT I
Ha JIOCTaBKy, IpUMEHEHHME, O€30MacHOCTb MU CTAaOUIBHOCTh
JICKapCTBEHHOTO Npernapara
B) CrepuiibHbIC JIEKapCTBECHHBIE MIPETIapaThl 1,2,3,4 1B
Y ¢ o1 o B u 4
1. KadecTBeHHBIM ¥  KOJMYECTBEHHBIH COCTAaB MEpPBHYHONH  yMNAaKOBKM HE  HM3MEHHUIICS.

2. I3MeHeHMe He 3aTparuBaeT KJII0YeBbIC TI0KAa3aTeNN KauyecTBa YIIaKOBOUHOTO MaTepuaa, KOTOpbIe BIUSIOT Ha
JIOCTaBKy, HpHUMeHeHHe, 0e30macHOCTh MM CTAaOWJIBHOCTH  JIEKapCTBEHHOTO  IIpemapara.
3. Ilpm wn3MeHEHMH CBOOOAHOTO TPOCTPAHCTBA MJIM OTHOIIEGHUS IOBEPXHOCTH/OOBEM COTJIACHO
COOTBETCTBYIOIINM JOKyMeHTaM PecmyOnmkn KazaxctaH mo cTaOMIBHOCTH HAdaThl COOTBETCTBYIOLIHE
UCCIIEOBaHNS CTAa0MIBHOCTH; IPOAHATN3HPOBAHbI COOTBETCTBYIOIINE TApaMETPhl CTAOMIBHOCTH HE MEHEE YeM
Ha JIByX ONBITHO-NPOMBINUIEHHBIX (7151 OMOJOTMYECKUX/UMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX MPEnapaToB —
TpeX CepusX) WIM IMPOMBIIUIEHHBIX CEpUsAX; B PACIOPSKEHUM 3asBUTENS HAXOIATCS YIOBICTBOPHUTEIbHBIE
pe3ynbTaThl, IO MEHBIIEH Mepe, 3-MECSYHOro M3y4YeHHUs CTa0MWIBHOCTH (s OMOJOTHYECKUX/
MMMYHOJIOTHYECKHUX JICKApCTBEHHBIX IpEenapaToB — IIECTHUMECAYHOro). lloAaTBepikIeHHEe TOro, 4YTO
uccinenoBaHus OyIyT 3aBEpIICHBI, M UTO €CIIM PEe3yNbTaThl HE OyIOyT YKIagbIBaThCS B CIECHU(PHUKAINN HIH
MOTEHINAIBHO HE YKIaIbIBaThCA B CHEUM(UKAIMK Ha KOHEIl CPOKA TOJHOCTH, UX HEMEIUIEHHO IMpPEICTaBsAT
YHOJIHOMOYEHHOMY OpraHy Hapsay ¢ IpeiiaraéMbIM IUIaHOM JIeHCTBHH.

JdoxyMeHT aUu™s

1. ITonpaBKa K COOTBETCTBYIOLIEMY(MM) pazzeiny(am) A0ocke, BKIOYAs OMUCAHKE, MOJPOOHBII YepTeX U COCTaB
Marepuana KOHTEHHepa WM YKYNOPKH, a TakXke IepecMOTp MH(OPMAIMH O JEKapCTBEHHOM IIperapare.
2. B COOTBETCTBYIOIINX clydasx 00pasms HOBOTO KOHTeHHEepa/yKyImOpKH.
3. HpOBeZ{CHI:-I MIOBTOPHBLIC BaJIMJAIIMOHHBIEC HCCICAOBAHUA CTCPUIIBHBIX IIpE€rapaToB, MOJABCPIrarolIUXCs
TEPMHUHAIBHON cTepuiau3aluu. B COOTBETCTBYIOHNIMX CllydasX HEOOXOIMMO YyKa3aThb HOMepa Cepuil,
NCHONB30BaHHBIX B BaJUAanHOHHBIX UCCIENOBAHUAX.
4. Ilpu U3MEHEHHH CBOOOIHOTO MPOCTPAHCTBA WIIH OTHOIICHUS OBEPXHOCTH K 00beMy ACK/Iapalus, 4YTO HayaThl
TpeOyeMble MCCIIeIOBaHUS CTa0MIFHOCTH B COOTBETCTBHH C YCTAHOBIICHHBIMH TpeOOBaHWSIMH (C yKa3zaHHEM
HOMEPOB CepHii); U 4TO (B COOTBETCTBYIOIINX CIIyYask) HA MOMEHT pealn3aliil yBeAOMIICHUS 00 m3MeHeHnn [A
TUIIA U TTOJa4YN YBCIOMIICHUSA 00 m3menennu IB Thma B ero PacCopsAKEHUU HAXOOATCA YAOBJICTBOPUTCIILHBIC
PE3YIAbTATHI U3YUYCHUA CTa6I/lJ'lI)HOCTl/I; 1 4YTO MMCIOIHNECA NJaHHBIC HC YKa3bIBAIOT Ha KaKI/le-ﬂH60 Hp06ﬂeMl)l.
Heo0xoauMo Takxe MpeacTaBUTh HMOATBEPKAEHUE TOTO, YTO HCCIIEIOBaHMs OyIyT 3aBeplleHbl, U YTO €CIU



pe3yabTaThl He OYIYT YKIAaIbIBATHCA B CHCHU(DUKAMY WIH TOTCHIIMAIBHO HE YKJIABIBATHCS B CHCHU(DUKAIITU
Ha KOHEI[ CPOKa TOJAHOCTH, UX HEMEIJICHHO MPEACTABAT YIIOIHOMOYCHHOMY OpraHy HapsIy ¢ MpeiaracMbIM
IJIAaHOM JEUCTBHI.

Tpebyemas Bun

B.II.n.5 U3menenue pazmepa ynakoBKH JEKapCTBEHHOTO Ipernapara VYenoBust
JIOKYMEHTalusi  NPOLEAYpPbI

a) VI3MeHeHne KOMMYECTBa CIMHHII JICKapCTBEHHOM (OPMBI (HaripuMep
, TabJICTOK, aMITyJI ¥ T.JI.) B YIIAKOBKE

1. M3MeHeHue yKIaabIBacTCs B OJOOPCHHBIN TUANa30H pa3MepoB

1,2 1,3 IA
YIIaKOBOK
2. V3meHeHne He yKJIaIbpIBAaeTCs B OZOOPEHHBIN AHMANa30H pa3MepoB 123 B
YIIaKOBOK 9~
6) N3menenne pa3mepa(oB) ynakoBKH(OK) 3 1,2 1A
B) lM3MeHeHHe HOMHHAJIBLHOM MAacChl/HOMHHAIBHOTO OO0beMa
CTEpUJIBHBIX MHOTOMO3HBIX (MJIM OJHOJO3HBIX C YacCTHYHBIM
W3BJICUEHUEM) NapeHTEePAIbHBIX JICKapCTBEHHBIX MPENapaTtoB M 11
OHMOJIOTMYECKUX/MMMYHOJIOTHYECKIX MHOTOJIO3HBIX IapeHTepabHBIX
JICKapCTBEHHEIX IPEnapaToB
r) l3meHeHWe HOMHHAJIbHOW MAacCChI/HOMHHAIBLHOIO 00beMa
HeMapeHTepadbHbIX MHOTOJIO3HBIX (WJIM OAHOJO3HBIX C YaCTHYHBIM 1,2,3 IB

I/I3BJ'I€‘-IeHI/IeM) JICKapCTBCHHLIX IpCIIapaToB

YV ¢ 1 o B ®w 4

1. HoBbIif pa3Mep ymakoBKH JOJDKEH COOTBETCTBOBATH PEXKHUMY JO3WPOBAHUS U MPOJOKUTEIFHOCTH JICUSHHS,

yKa3aHHBIM B obOmei XapaKTePHUCTHKE JIEKAapCTBEHHOTO npemnapara.
2. MaTtepuan NepBUYHOU yMmaKOBKHU HE H3MEHSIETCA.
3. Ocrapmuecst (hOPMBI BBITYCKA MO3BOJIIOT BBITOIHUTH PEKOMEHIAIHNU 10 JTO3UPOBAHHUIO U JUTHTCIBHOCTH

JICYCHUSI, yKa3aHHEIC B O0MICH XapaKTepUCTUKE JIEKapPCTBEHHOTO TIperapara.

J oKy MeHT auuw s

1. TlompaBka K COOTBETCTBYyIOUIeMYy(MM) pa3maeiay(aM) 10Che, BKIKOYas MEPECMOTP HH(OpPMAIUU O

JEKapCTBECHHOM npemnapare.
2. O06ocHOBaHHE, YTO HOBAs/OCTAIONIUECS pa3MEphl YIAKOBOK COOTBETCTBYIOT PEKHMY O3UPOBaHUS H

MPOTOIDKUTEIBPHOCTH JICUCHHS, YKa3aHHBIM B 0OmEeHd XapakTEepHCTHKE JICKapCTBEHHOTO IIperapara.
3. Jlexmapanusi, 9T0O €CIId OKHUAASTCS BIUSHIE Ha CTAOMIBHOCTD, COTIIACHO COOTBETCTBYIOIINM YCTaHOBIICHHBIM
TpeboBaHMsIM OyAyT HadaThl HCClIeIoBaHHUS cTaOuiabHOCTH. JlaHHBIE HEOOXOIWMO MPEACTaBUTH (C

npeajiara€MbIM IIJIAHOM HeﬁCTBHﬁ), JIMIb €CJIM OHU HE YKJIaJbIBalOTCA B CHGHI/I(I)I/IKaLII/II/I.

Hns B.I1.1.5.8) 1 T) — ecnu U3MEHEHHE
MPUBOTUT K W3MEHEHHIO "ITO3MPOBKH"

[Mpumeuanue: JIEKapCTBEHHOI'0 Mpernapara, TO Takoe
H3MEHEHHe TpeOyeT Moaayun 3asBICHUS
0 pacCUINPCHHH.

B.Il.o. 6 U3meHeHme KakoW-muMOO cCOCTaBISIONICH (NMEPBUYHOIN)

YIIaKOBKH, HETTOCPEICTBEHHO HE COMPUKACAOIICHCS C JIEKAPCTBEHHBIM
npenaparoM (Harpumep, [BET ChbEMHBIX KOJIMAYKOB, IBETHbIC KOJOBbIC Y CIIOBHS
KOJbIIa Ha aMIlyjaX, M3MCHCHHE KOJIIayka, 3allMIAoIIero Uriay (
HCIOJIB30BaHUE IPYTOTO IJIACTHKA))

Tpebyemas Bun
NOKYMEHTAlMsl  IPOLEIYPHI

a) M3meHnenue, 3arparuBaromiee HHPOPMAIHMIO O JICKAPCTBEHHOM
npernapare

1 1 IA

6) W3meHeHue, He 3aTparuBaroniee MHGOPMAIUIO O JEKapCTBEHHOM
mpemnapare



YV ¢ 1 o B u 1
1. 3MeHeHHe He 3aTparuBaeT YacTH YMAKOBOYHOI'O MaTepHalia, KOTOpbIe BIUSIOT Ha JIOCTaBKY, IPUMEHEHHUE,
0e30IaCHOCTh W CTaOMIIEHOCTH JIGKAPCTBEHHOTO TIpernapara.

JdoxyMmMeHT anqs
1. TlompaBka K COOTBETCTBYyIOIIeMYy(MM) pasmeiay(aM) 1oche, BKIKOYAas IEPECMOTP HH(POpPMAIUU O
JICKApCTBEHHOM IIperapare.

B.Il.n.7 M3MeHeHue nNOCTaBLUIMKA KOMIOHEHTOB YNAaKOBKU WU v Tpebyemas Bun
. CIIOBUS
YCTpOWCTBA (€CITH YKa3aHO B JOCKE) JTOKYMEHTAIUS MIPOIIE Ty PBI
a) MckiroueHue mocTaBIyuKa 1 1 IA
0) 3ameHa HTM 100aBIIEHNE TIOCTABITHKA 1,2,3,4 1,2,3 1A
B) Jltoboe H3MEHEHHE IOCTABIIMKOB CIICHCEPOB TO3UPOBAHHBIX I
HHTAJSITOPOB
Y ¢ m1 o B m 4
1. HUcknoyenune KOMIIOHEHTA YIaKOBKH 781971 A3eaus HE MPOUCXOIUT.

2. KauecTBeHHBIN M KOJIHMYECTBEHHBIM COCTAaB KOMIIOHEHTOB yHaKOBKI/I/ n3aciausa u cneumbvmauvm 9CKH3a HEC
n 3 M € H A4 KO T C 4

3. CHCI_[I/IqJI/IKaHI/II/I n MCTOABI KOHTpPOJIA Ka4dycCTBa, 1o MEHBIIECH Mepe, OKBHUBAJICHTHBI.
4, MCTOH CTCPUIIN3AllNU U €€ YCIIOBUS HEC U3MCHAIOTCAH (ecnn HpI/IMGHI/IMO).

J oKy MeHT auuw s

1. I[TonpaBka K COOTBETCTBYIOIEMY(UM) pasneny(am) nocChe.
2. [MonTBepxkAEHUE PETUCTPAIMH MEIUIIMHCKOTO U3enus B PeciyOnmuke KazaxcraH B OTHOIICHUU METUIIMHCKAX
U3nenui, MpuJIaraeMbIX K JNEKaAPCTBEHHOMY npemnapary.

3. CpaBHHTENbHAS Ta0NIUIA TEKYIINX U TIPEAIaraeMbIX crienn(UKaIii (€cIu MPIMEHNUMO).

B.IL.o. 8 M3smenenue nn3aiiHa MapKUPOBKH MEPBUYHONW M BTOPUYHON v Tpedyemas Bun
CIIOBUS
YIIAKOBKH JIOKyMEHTALUs IIPOLIE Ly PbI
1 1,2 IA

Y ¢ 1 o B u 1
1.KauecTBeHHBIN U KOJMYCCTBCHHBIN COCTAaB KOMIIOHCHTOB YITAKOBKH/ W3JENIUSA M CICNU(UKANNN ICKU3a HE
HA3MEHSIOTCS.

JdoxyMeHT aUns
1. I[TonpaBka K COOTBETCTBYIOMEMY(UM) pasneny(am) nocChe.
2. MakeTsl yakoBOK B CTapoM JU3aiHe.

B.II. e) CtabunsHOCTH

B.Il.e. 1 H3meHeHHe Cpoka TOAHOCTH WU YCIOBHH XpaHEHUS v Tpebyemas Bun
CIIOBHS
JICKApCTBEHHOTO Mpermapara JIOKYMEHTAIIUSI  MPOIEAYPHI
a) CokpareHne cpoka roJHOCTH JICKapCTBEHHOTO TIperapara
1. YmakoBaHHOTO B KOMMEPUYECKYIO yIIaKOBKY 1 1,2,3 IA
2. [Tocne nmepBOro BCKPBHITH 1 1,2,3 1A
3. ITocie pa3BeneHNs WM BOCCTAHOBJICHHUS 1 1,2,3 1A
0) YBenmnueHne cpoka TOJHOCTH JIGKAPCTBEHHOTO TIpenapaTa
1. YmakoBaHHOTO B KOMMEPUYECKYIO YIAaKOBKY (MTOATBEP>KIECHHOE 123 B
JAHHBEIMU B PEAJEHOM BPEMEHH) T
2. ITocie mepBOro BCKPBITUS (TIOATBEPKICHHOE JAHHBIMU B PEATEHOM 123 B
BPEMEHH) T
3. Ilocne pasBeAeHUs WJIM BOCCTAHOBICHUs (TOATBEPKICHHOE 123 B
b b

JTAaHHBIMU B peabHOM BPEMEHN)



4. YBenuueHHe Cpoka TOAHOCTH MyTEeM 3KCTPANOJAUM JaHHBIX IO 1I
CTaOMIBHOCTH, HE COOTBETCTBYIOLIEH IOKyMeHTaM PecryOiuku
Kazaxcran (*)

5. YBenuueHue nepuoaa XpaHEHMUs OMO0JIOTHYECKOTO0/
MMMYHOJIOTHYECKOI'0 JIEKAPCTBEHHOI'O Ipenapara B COOTBETCTBUU C 1,2,3 IB
0JI0OPEHHOM POTrPaMMOi U3yUCHHsI CTAOMITBHOCTH

B) MI3MeHeHune ycnoBuil XpaHEHUs] OMOIOTHUECKUX/MMMYHOIOTHIECKIX
JIEKapCTBEHHBIX IIPENaparoB, €CIH HCCIEI0BAHUS CTAaOMIBHOCTH

11
MIPOBEACHBI HE B COOTBETCTBHH C TEKYIIEH 0JJ0OPEHHOM MporpamMmoit
N3Yy4YCHUA CTaGI/IHLHOCTI/I
r) V3MeHeHne yCIIOBHI XpaHEHHUs JIEKAPCTBEHHOTO Mpernaparta Hiu 123 B
JIEKapCTBEHHOTO TpernapaTa Mociie pa3Be/IeHHUs/BOCCTAHOBICHHS >
1) 3MeHeHue 0100pEHHOr0 IPOTOKOJIA CTA0MIBHOCTH 1,2 1,4 IA

YV ¢ 1 o B W 4

1. V3MeHeHmne He AOIDKHO OBITH CIIEACTBHEM HETIPEIBHIACHHBIX CHUTYAIlMi, BO3HUKIINX B XOJ€ IMPOM3BOJICTBA,

HIHU H3MEHCHHUS CTaOHMIBHOCTH.
2. I3meHeHus He IPUBOJAT K PaCIIUPEHUIO KPUTEPUEB MTPUEMIIEMOCTH UCTIBITYEMBIX TTApaMeTPOB, UCKITIOUCHHUIO
napamMmeTpa CTaOMIBbHOCTH, HITH CHUYKCHUIO YaCTOTHI UCTIBITAHUH.

JdoxyMeHT aUu™s

1. TlompaBka K coOOTBeTCTByOIEeMYy(M) paszmeny(am) mgocke. OHa [JODKHA COAEpPXKATh PE3YNbTATHI
COOTBETCTBYIOLIUX HCCIEJOBAaHUN CTAOMIBHOCTH B pealbHOM BPEMEHHU (OXBATBIBAIOIIUX BECh CPOK T'OAHOCTH),
MPOBECHHBIX COTJIACHO COOTBETCTByIOIIMM jJokymeHTam PK, mo wmeHpmeid Mepe, Ha JBYX

OTIBITHO-IIPOMBINUICHHBIX ~ cepusix(1l) JexkapcTBEHHOro Ipemnapara, YHNakOBaHHOTO C  ITOMOUIbIO

3apeTUCTPUPOBAHHOTO YIIAKOBOYHOI'O MaTepHajia M (MJIM) COOTBETCTBEHHO IOCJIE IEPBOTO BCKPBITHS HIIN
pasBeieHNsI; B COOTBETCTBYIONIMX CIydasx HEOOXOAMMO IPEIACTaBUTH PE3yIbTaThl MHKPOOHMOIOTHMYECKHX

u C II bBI T a H U H

2. ITepecmoTpeHHas nHbpopManus o JEKApCTBEHHOM npemapare.
3. Konuu yTBep K/IeHHbIX crieliuduKaui Ha KOHEI| CPOKa FOJJHOCTH H, €CIIH IPUMEHUMO, clieln(UKALNY 1T0CTIe
pa3BeneHHsI/BOCCTaHOBICHHUS 11001 mocie MEepPBOTO BCKPBITHS.

4. ObocHOBaHME Npe]yIaracMbIX H3MEHEHHUH.

B OTHOILIEHUH Onoaornyeckoro/
N HMMYHOJIOTHYECKOTO JIEKAPCTBEHHOTO
(*) llpumeuanwue:

npemnapara SKCTPAMOJIAIHS

HCIIpUMCHUMA.

I[Ipu Hanwuum  00s3aTeNnbCTBA
MpPOBEPUTh CPOK TOJHOCTH Ha
MIPOMBIIUICHHBIX CEPHSX JOIyCTHUMBI

)
OIIBITHO-IIPOMBINIJICHHBIC CEPUHU.

B.IL. x) ITpoekTHOE 10JIe ¥ MPOTOKOI NOCTPErUCTPALMOHHBIX U3MEHEHHI

B.Il.x. 1 BBemeHue HOBOTO MPOEKTHOTO TOJSI WIIM pacUIMpeHue
OI0OPEHHOTO TIPOCKTHOTO TIOJs JIEKAPCTBEHHOTO IpemapaTta (3a  YcioBus
UCKJTFOUCHHEM OHOJIOTHYECKOTO), 3aTparuBaromiee:

Tpebyemass Bun
JOKYMEHTAIHS IIPOLEyPhI

a) Omay wimm Ooisiee OTHEIBHBIC OMEpaIlldy IpoIlecca IPOM3BOJICTBA
JIEKapCTBEHHOI'0  TIpemapaTra,  BKJIIOYas  COOTBETCTBYIOIIHE 1,2,3 I
BHYTPHIIPOU3BOACTBEHHBIC KOHTPOJIH U (MJIM) aHATUTHYECKHE METOAUKH

06) AHanmWTHYECKHE METOIWKH I BCIOMOTAaTEIbHBIX BENIeCTB/ 123 1
MIPOMEXKYTOYHBIX MPOAYKTOB U (MJIH) JIEKAPCTBEHHOTO TIpeTapaTa T

JokyMeHT auum s
1. PesynbraThl uccieoBaHuil pa3pabOTKH Mpemapara U mporecca (BKJIIOUYas ONEHKY PUCKOB M MHOTOMEPHBIE
HCCIICTOBAHMS COOTBETCTBCHHO), TOITBEPKIAIONINE TO, YTO JOCTHUTHYTO IEIOCTHOC MEXaHUCTHYECKOE



IMOHMMAaHME MOKa3aTelIe KauecTBa MAaTCpUaJIOB U MAapaMETPOB NPOLCCCa HA KPUTHUCCKUC MTapaMETPhbl Ka4CeCTBa

TEKapCTBEHHOTO npenapara.
2. Omucanne IPOEKTHOTO MO B TAONWIHOM BUIE, BKIIIOUAs ITepeMeHHbIe (CBOIICTBa MaTepHAIIOB M ITapaMeTpPhI
npouecca NpPOU3BOICTBA) u ux npepiaraeMbie IHana30HHl.

3. [TonpaBka K COOTBETCTBYIOIIEMY(MM) pa3aeny(amM) T0Che.

B.Il.x. 2 BBeneHue MOCTPErHCTPallMOHHOTO NPOTOKONA YIPABJICHUS Tpebyemass Bun

. Ycnosus

N3MEHEHHSMH, 3aTParuBaloONIMMH JIEKAPCTBEHHBIN IpenapaT JOKYMEHTAIHS TIPOLEey Pl
1,2,3 II

JdoxyMeHT aUuus
1. ITonpoGHoe ONMHCaHUE MpeasaraeMoro N3MCHECHHUS.
2. IlpoTokonm  ympaBiieHHss  W3MEHEHHSMH,  3aTPArMBalOIIMMK  JIEKAPCTBEHHBIH  Ipemapar.
3. [TonpaBka K COOTBETCTBYIOIIEMY(MM) pa3aeny(aM) T0Che.
B.Il.x. 3 MHcxiroueHue yTBEpKIEHHOIO MPOTOKOJNA YIPaBICHUS y Tpebyemass Bun

. CIIOBUS
WN3MEHEHHSMH, 3aTParuBaloIMMH JIEKAPCTBEHHBIN IpenapaT JOKYMEHTAIHs TIPOLeypbl

1 1 IA

YV ¢ 1 o B ®H 4

1. HWckiroueHre TMOCTPErHCTPAIIMOHHOIO MPOTOKOJA YIPABICHUS W3MCHEHUSIMHU, 3aTPardBaiOINMU
JICKapCTBEHHBIH Mpenapar, He SsBISETCS CIEJACTBUEM HEMPEJBUICHHBIX CUTYAl[Mil WM HECOOTBETCTBUS
creuu(purKalul B X0/i¢ BBEJACHUS U3MEHEHHH, OMTUCAHHBIX B IIPOTOKOJIE, M HUKAK HE BIMSET Ha YTBEPIKICHHBIC
CBCICHMA, BKIIFOYCHHBIC B 1OCKHE.

JdoxyMeHT aUu™s

1. Ob6ocHOBaHHE npenraraeMoro HCKIIOYECHUSA.

2.

B.Il.x. 4 U3MeHeHUs YTBEpXKACHHOTO IPOTOKOJNA YIpaBICHUSA v Tpebyemass Bun
CIIOBUS

HU3MEHEHUSIMU JIOKyMEHTalus IPOLEaypPbl

a) 3HaunMble U3MEHEHHS IIPOTOKOJIA YIIPABICHUS H3MEHEHUSIMU II

6) He3naunMele u3MeHEHMS IMMPOTOKOJIa YIIPAaBJICHUA HU3MCHCHUAMU, 1 IB
KOTOPbIC HC UBMCHAIOT CTPATCTUIO, OITMCAHHYIO B IPOTOKOJIC

JdoxyMmMeHT ans

1. Jlexmaparusi, 4To Jd1000€ M3MEHEHHE JOJKHO YKIIAIbIBAThCSA B JIMAINA30H JEHCTBYIONMUX YTBEPKICHHBIX
KPUTEPHEB MpHeMaeMOoCcTH. [IoMHUMO 3TOTO, AeKIapaliysi, YT0 B OTHOUICHUN OMOJIOTHYCCKAX/MMMYHOJIOTUYCCKUX
JICKApCTBEHHBIX TPErapaToB He TPEOYETCs OIICHKA COMMOCTaBUMOCTH.

B.Il.x. 5 Peanuzauus M3MEHEHUH, NPEIYyCMOTPEHHBIX YTBEPIKIECHHBIM v Tpebyemass Bun
CJIOBHS
MIPOTOKOJIOM YIIPABJICHUSI N3MEHEHUAMHI JOKYMEHTAIHs TIPOLETyPbI

a) PeaJ'II/I3aHI/I$I U3MCHCHUA HEC Tpe6yeT JOIIOJTHUTCIIbHBIX
BCIIOMOT'aTCJIbHBIX JaHHBIX

1 1,2,4 A

0) Peanm3zanus n3aMeHeHus: TpeOyeT AOMOTHUTEIBHBIX BCIIOMOTATENbHBIX
JaHHBIX

1,2,3,4 B

B) Peamuzanus wu3MeHeHHs OHOJOrMYECKOro/ HUMMYHOJIOTHYECKOTO
JIEKapCTBEHHOT'O IIpernapaTa

1,2,3,4,5 IB

YV ¢ n1 o B u 1
1. TlpennoxeHHOE W3MEHEHHE OCYUIECTBJIEHO B IOJHOM COOTBETCTBHUU C YTBEPKACHHBIM IMPOTOKOJIOM
YIpaBJICHUS H3MCHEHUSMH, TPEOyIOIiee HEMENICHHOTO YBEAOMIICHHS ITOCIIE €TI0 peaTn3aiiy.

JdoxyMmMeHT anqs

1. Ccholaka Ha YTBEPKACHHBII MPOTOKOJI yHOpaBleHUs H3MEHEHUSIMH.
2. Hexnapaiusi, 4TO U3BMEHEHHE COOTBETCTBYET YTBEPKACHHOMY MPOTOKOIY YNpPaBIEHUS U3MEHEHUSMU U YTO
pe3yibTaThl UCCIEIOBAHUS yAOBIETBOPSIOT KPUTEPUSIM MPUEMIIEMOCTH, OTOBOPEHHBIE B MpoTokoje. [lomumo
3TOTO, ACKIAPAIHs TOTO, YTO B OTHOIICHUN OHOJIOTUICCKUX/IMMYHOJIIOTHICCKAX JICKAPCTBEHHBIX MPEMapaToB HE
TpebOyeTcs OLlCHKA CONOCTAaBHUMOCTH.



3. Pe3ynbrarhl HccieqOBaHMMA, MPOBEICHHBIX B COOTBETCTBHHM C YTBEP)KICHHBIM HPOTOKOJIOM YIIPaBIICHHS
U3 M®EeHG®EeEHHSIMH

4. [MompaBka K COOTBETCTBYIOMEMY(HM) pasgeny(am) IOCheE.
5. Komnst yTBepKACHHBIX crieru(uKannii Ha JeKapCTBEHHBIN IIpernapar.

b.11. 3 be3omacHOCTh B OTHOILLIEHUH [IOCTOPOHHUX areHTOB

B.11.3.1 O6noB1eHNE HHOpMaIH "OneHka 6€30MacHOCTH OTHOCHTEIBHO Tpebyemass Bun

" VYcenosust
MMOCTOPOHHUX areHToB" (pasnmen 3.2.A.2 perucTpanruoOHHOTO 0ChE) JOKYMEHTAITUS TPOIIeTyPHI
a) MccnenoBanus, 3aTparuBaroiiye Mpou3BOICTBEHHBIE ATAIIbI, H3yUCHHBIE I
BIICPBEIC Ha IPEMET OJHOTO I 00JIee TOCTOPOHHUX arcHTOB
6) 3aMeHa yCTapeBIIMX  HCCIEAOBAaHHUH, 3aTParuBarONINX
ITPOU3BOACTBECHHLBIC OTallbl 1 TOCTOPOHHUE ar€HThI, paHEC BKIIOYCHHBIC B
JIOChE
1. ¢ UBMEHEHUEM OLIEHKH PUCKOB 11
2. 6e3 UBMEHEHHUS OIICHKU PHUCKOB 1,2,3 IB

JdoxyMeHT aUu™s

1. TlompaBka K coOTBeTCTBYyIOmEeMY(MM) pasnmeny(aM) HOChe, BKIIOYAas BBEICHHE HOBBIX HCCICIOBAaHUM,
HaNpaBJICHHBIX HAa HM3y4YEHHE CIOCOOHOCTH MPOM3BOJACTBEHHBIX ATAllOB HHAKTHBUPOBATH/3TMMHUHHPOBATH
MOCTOPOHHUEC arc¢HTBHI.
2. OGocHoBaHHE TOTO, 49TO UCCIIeOBAaHUS HE U3MEHSAIOT OLICHKY PHUCKOB.
3. IlonpaBka k MH(GOPMALIUK O JIEKAPCTBEHHOM Iperiapare (€Ciid IPUMEHNMO).

B.III Ceptudukar coorserctBus EBponetickoit ®apmakonee (CEP) (mpu Hammunn)
/TI"3/cTaTbu

B.III.1 TTogadya HOBOTO WMIIM OOHOBJICHHOTO CEPTHU(UKATA COOTBETCTBHS
Tpebyemass Bun

EBpomneiickoit @apmakorniee Wil HCKIIOYCHAE CEPTUPHUKATa COOTBETCTBUS | Y CIIOBHUS
JOKYMEHTaIUs MpoLexyphl

EBponeiickoit ®apmakoriee

Ha bapManeBTHYECKY O cyOcTaHIIHIO
Ha wcxomueli  MaTepual/peakTUB/IIPOMEXKYTOYHBIA  TPOIYKT,
HCTIOJIB3YEMBIN B TIPOIECC MPOU3BOACTBA (DapMaleBTHUECKOW CyOCTaHIINN
Ha BcriomorareipHO€E BEECTBO

a) Ceprudukar coorBercTBUs EBpomeiickoit  ®apmakornee
COOTBETCTBYMOMIEH cTaThe EBponelickoil ®apmakonen

1,2,3,4
1. HoBrrit cepTuduKaT OT panee 0JJ0OPEHHOTO POU3BOIUTEIS ’5 ’6 ’9 1,2,3,4,5 1A

1,2,3,4
2. OGHOBJIEHHBII CepTU(HKAT OT paHee 0J00PEHHOTO POU3BOTUTENS ,6 > 1,2,3,4,5 IA

>

3. HoBwlii cepTHdHUKAT OT HOBOrO MNpOW3BOAUTENs (3ameHa wimu 1,2,3,4

nobGasieHue) 5.6.9 1,2,3,4,5 1A

4. MHckmrouenue cepruukaroB (ecim K MaTepualy MNPHJIATaINCh

8 3 1A
HECKOJIBKO CEpTU(HHUKATOB)

5. HoBelii cepTuduKaT Ha HECTEPUIIBHYIO aKTHBHYIO (hapMalleBTHYECKYIO

cyOCTaHLMIO, TOMNJIEKANIYI0 HCIONb30BAHUIO B  CTEPUIBLHOM

JIEKApCTBEHHOM IIpernapare, NpU HCIOJIb30BAHUM BOJBI HAa MOCIEIHEM 1,2,3,4,5 1B
JTarne CHHTE3a, a B OTHOLICHUH MaTepralla He 3asBJICHO OTCYTCTBUE B HEM

SHJOTOKCHHOB

0) Ceptudukar coorBerctBus EBpomneiickoit @apmakonen mo TI'D Ha
aKTUBHYI0 (apMaleBTHUECKYI0 CyOCTaHIMIO/MCXOAHBIH Marepuan/
PEaKTUB/TIPOMEKYTOYHBIN IPOAYKT/ BCIOMOTaTEIbHOE BEIIECTBO



1. HoBslit cepTudukar Ha akTHBHYIO (hapManeBTHYecKyto cyOcTanimio ot 3,5,9  1,2,3,4,5 IA
HOBOT'O WJTH paHee 0J0OPEHHOTO IPOU3BOIUTEIS

2. HoBblil ceprudukar Ha (hapManeBTHUCCKYIO CYOCTAHIIUIO/UCXOTHbIH
MaTepua/peakTuB/ TMPOMEXKYTOUHBIM  MOpPOAYKT/BCromoraTtenbHoe 3,6,7 1,2,3,4,5 IA
BEILIECTBO OT HOBOT'O MJIM paHee 0Z00pPEHHOT0 MTPOU3BOANTEIIS

3. OOHOBIIEHHBIH cepTH(UKAT OT paHee 0JJOOPEHHOTO TPOU3BOJUTENS 7 1,2,3,4,5 IA

4. Hckirouenue ceprudukaroB (eciim K MaTepualy MpPHIAraluch

3 1A
HECKOJIBKO CEepTH(UKATOB)

5. HoBrlit/0OHOBNEHHBIH cepTH(HUKAT OT paHee OZOOPEHHOTO/HOBOTO

IPOMU3BOAUTENS], MCHONB3YIOIET0 MaTepHabl YEIOBEYECKOTO HIIH

JKHBOTHOTO MPOUCXOXKICHHS, B OTHOIICHHH KOTOPBIX TPeOyeTcs OleHKa II
Ha TpeAMeT pHUCKa MOTCHUUAIbHOW KOHTaMWHAIMKM TOCTOPOHHUMH

areHTaMu

Y ¢ o1 o B u 4

1. Cneundukanuy Ha BBITYCK U Ha KOHEIl CPOKa TOAHOCTH JIEKApPCTBEHHOI'O Iperapara HE HW3MEHSIOTCS.
2. Heu3meHnenHsble (MCKiIIOUas y)kecToueHue) aonoaHuTenbHble (k ['ocynapcrBennoit ®Gapmakonee PecryOnnkn
Kazaxcran) cienupukanyy Ha nmpuMecu (MCKII0Yas OCTaTOYHBIE PACTBOPHUTEINH, IIPH YCIOBUH X COOTBETCTBHS
TpeboBanusaM PecnyOmukm Kazaxcran) mpoaykT-cnennduyuHble TpeOoBaHMS (HampuMep, MPoGMINn pa3MepoB

JacTHI, nonumMoppHBIE bopMEI), ecnu MPUMEHUMO.
3. Ilpomecc mpoM3BOACTBa AKTUBHOW (papMaleBTHYECKOH CyOCTaHIIMH, MCXOJHOTO MaTepuaina/ peakThBa/
MPOMEKYTOUYHOTO IMPOAYKTa HE BKIIOYAET HCIIOJIB30BAaHHE MAaTEPUAJIOB YEIOBEYECKOTO MM XKHBOTHOTO

MPOUCXOXKJCHHS, IUIsl KOTOPBIX TpeOyeTcs INpoaHaIu3UpOBaTh MJaHHbIE O BHPYCHOW O€30IacCHOCTH.
4. VlckmrounTenbHO AUl aKTHBHOW (papManeBTHUecKoi cyOcTaHIMu: oHa OyJeT MCIBbITaHa HEeIoCpPEeICTBEHHO

nepes MCIOIb30BAHUEM, €CIIM NEPHOJl MOBTOPHOTO WCHBITAHHS HE BKIIOYEH B CEPTU(HKAT COOTBETCTBUS

EBporneiickoit @apmakoriee nin JaHHbIE, 000CHOBBIBAIOIIIE IEPHO/I HIOBTOPHOTO MCIIBITAHUS, YK€ HE BKIIIOYEHBI

B I o ¢ b e
5. AxtuBHas (apmaneBTHUECKas CyOCTaHIMS/MCXOMHBIM MaTephal/peakTUB/TIPOMEKYTOUHBIN MPOIYKT/
BCIOMOTaTelbHOE BEU[ECTBO HECTEPHUJIBbHBI.

6. PacturenbHble (apMaleBTHUECKUE CyOCTaHIMHU: CIOCOO IPOU3BOACTBA, (PHU3MUECKOE COCTOSHUE,
OKCTPATHPYIOLIMHA PACTBOPHUTENIb U KOIP(UIMEHT DKCTPAKIMK JICKAPCTBEHHOTO CPENCTBA HE H3MEHSIOTCS.
7. Ecnu cocraBe NeKapCTBEHHOTO Mpemnapara i HapeHTepalbHOTO BBEICHHUS HCIOJIB3YEeTCS JKENTaTHH,
MPOU3BEICHHBIN M3 KOCTEHl, €ro MpoOM3BOJACTBO JIODKHO OCYIIECTBIISATHCS MCKIFOYHTEIBHO B COOTBETCTBHH C
TpeOOBaHUAMHU COOTBETCTBYIOLIEH CTpaHBHI.
8. B nmocee ocraercs, MmO MeHbIICH Mepe, OIWH MPOU3BOAUTEIL OTOW  CyOCTaHIUH.
9. Ecnu aktuBHas (apMaieBTHYECKas CyOCTaHIMsS HECTepHIbHA, HO OyIeT HCIONB30BATHCSI B COCTABE
CTEPUIILHOTO JICKapCTBEHHOTO Mpemnapara, Toraa, B cootserctin ¢ CEP, Ha mocnenneM sTane cHHTE3a HENb3s
HCIONb30BATh BOAY WJIM, €CIH TaKOe MPOHCXOIUT, HEOOXOAMMO 00ECHEUYHTh OTCYTCTBHE OaKTEpHAIbHBIX
9HJOTOKCHHOB B aKTUBHOW (papMalieBTHUECKON CyOCTaHIHN.

JokyMeHT auum s

1. Komms geiictBytomero (oOHOBIEHHOro) cepTuduKaTa CcoOTBeTCTBHA EBpomeiickoii ®dapmakonee.
2. Ilpu 1o6GaBIEHUH TPOU3BOACTBEHHOH IIOMAAKA — B (hopMe 3asIBJICHHS] O BHECEHHU M3MEHEHUI He00X0MMO
YeTKO 0003HAaYMTh "3apeTrMCTPUPOBAHHBIX" M "MpemiaraeMblX" MPOM3BOAMTEINEH, Kak yKa3aHO B paszerne 2.5
b opwmH 3a4BI€EHUSH
3. I[MompaBka K COOTBETCTBYWOIMEMY(HM) pasgeny(am) JOCheE.
4. Ecnu npuMeHNUMO, TOKYMEHT, COJIepKalliuii CBEJCHHUs O BCEX MaTepHaiaX, BXOIAMHX B chepy IPHUMEHEHUSA
crateu ['ocynmapctBenHoit ®Papmakonee PecrnyOnuku KazaxcTaH mo MUHHMH3allMK pUCKa Mepefadyd areHTOB
rybouaTodl sHIedaIonaTHd JKUBOTHBIX MOCPEJICTBOM JICKAPCTBEHHBIX IPENapaTroB Ui MEIUIIMHCKOTO M
BETEPUHAPHOIO IPHMEHEHHs, BKIIOYas HCIOJb3yeMble B IIPOM3BOJICTBE AaKTHBHBIC (papMaleBTHUECKOH
CyOCTaHIIMN/BCIIOMOTaTeNBHOTO BemecTBa. s KaXI0ro Takoro pojaa MaTepuana HeoOXOIUMO HpPEACTaBHThH
CIEIYyIOIUE CBEACHUS: HA3BAHME MTPOU3BOAMTENS; BUJ KUBOTHBIX M TKaHHU, U3 KOTOPBIX MOJIY4YEeH MaTepHal;
CTpaHa NPOUCXOKAECHUS JKUBOTHBIX u ero UCIOJIBb30BaHUE.
5. B oTHOLIEHNN aKTHBHOW (papManeBTHYECKOH CyOCTaHIMH: NEKIapaius YIOJTHOMOYEHHOTO JIMIA KaKI0To



JIMLIEH3MPOBAHHOTO MTPOM3BOAMTENS, YKA3aHHOTO B 3asIBJIICHHH, HCIIOJIB3YIOIIEI0 aKTUBHYIO (hapMaleBTHIECKYTO
CyOCTaHIMIO B KA4eCTBE HCXOJHOrO MaTepHasia, M YHNOJIHOMOYECHHOTO JIMIAa KaXIOrO JHIEH3WPOBAHHOIO
MPOU3BOJUTEINS, YKAa3aHHOTO B 3asfBJICHHHM B KauecTBE OTBETCTBEHHOTO 32 BBINYCK CepHil. B nmexmapammsx
HEOOXOIMMO yKa3aTh, YTO NPOU3BOAUTENH(HM) aKTHBHON (DapMaleBTHYECKOW CyOCTaHIINH, yKa3aHHBIH(e) B
3a5BJICHUH, OCYILECTBJISICT(IOT) CBOKO JIATEIBHOCTh B COOTBETCTBMHM ¢ IlpaBuiiaMu Hajaiexamien
MPOU3BOACTBEHHON mnpakTuku PecnyOnuku KazaxcTaH B OTHOIIEHMHM MCXOJIHBIX MarepuayioB. Ilpu
OTIpEJIETICHHBIX 00CTOSITENBCTBAX JIOMYCKACTCS IIPEJICTABIATE OAHY JeKJIapaluio (CM. IpuMedaHne K U3MEHEHHIO
B.11.6.1). Ecim 3arparuBarorcss kakue-nmu0O0 OOHOBIICHHS cepTH(HKATOB Ha aKTHBHBIC (hapMaleBTHUECKHUE
CyOCTaHIIMH M MIPOMEKYTOYHBIE MPOIYKTHI, OT MIPOU3BOIMUTEICH IPOMEKYTOYHBIX MPOIYKTOB TaKxkKe TpedyeTcs
JEKIIapalys YIOJTHOMOYESHHOTO JIMIA; JeKIapalys YIOJIHOMOYSHHOTO JIMIA HYXKHA, JIUIIb €CIIH [0 CPAaBHEHHIO C
paHee 3aperiuCTPUPOBAHHON BepcHeil cepTUdHKaTa MMEeTCs H3MEHEHHe NeHCTBYIOIINX, BKIIOYEHHBIX B
nepeueHb MPOU3BOJICTBEHHBIX IJIOIIAIOK.

B.II1.2 M3meHnenus B 1ensax cooTBeTcTBUs ['ocygapcTBenHoi dapmakomnee Tpebyemass Bun

VYcnoBus
Pecrry6nmuku Kazaxcran JIOKyMEHTalUsl IpOLEaypbI
a) Msmenenue cnenudukanuu(ii) panee HeapMaKoneiHHONH cyOCTaHIIMK B
Henstx CooTBeTcTBUs [ocymapctBeHHO#t ®apmakornee PecmyOnuku
Kazaxcran
N . 1,2,3,4
1. AxTUBHO# (papMarieBTHIECKOl cyOCTaHIINN 5 1,2,3,4 1A
9
2. BcmomoraTenpHOTO BEMIECTBA/MICXOMHOTO MaTephaia aKTHBHOTO
; P 1,2,4 1,2,3,4 IA
(hapMareBTHIECKON CyOCTaHITHH
0) 3MeHeHUs B IENAX COOTBETCTBHS OOHOBJICHHOW COOTBETCTBYIOIICH 1.2.4.51.2.3.4 IA
cratbe ['ocymapctBenHoi @apmakornee Pecnybauku Kaszaxcran »T T
B) M3menenune crnenuduxkanuii ¢ l'ocymapcrBeHHon ®dapmaxoriee
) ¢ yAap P 1,4,5 1,2,3,4 1A

Pecrry6nuku Kazaxcran

YV ¢ a1 o B u 1

1. I3MeHeHne OCyIIECTBISIETCS HCKIIIOYUTENFHO B LIEJISIX MOJTHOTO COOTBETCTBUS (hapmakorniee. Bee ncnbiranus B
crenuuKanuy JTO0DKHBI COOTBETCTBOBATh (papMakoNeiHOMY CTaHAAPTY ITOCIEe M3MEHEHHMS, 332 UCKIIOYEHUEM
n100BIX JOTOMHUTEIbHBIX BCIIOMOTATEIbHBIX HUCTBITAHUH.
2. JlomonHUTENbHBIE K (hapMakoliee Crenu(uKanuyd Ha MPOAYKT-CIenu(UIHBIE CBOWCTBAa HE M3MEHSIOTCA (
Hanpumep, npoduin pa3MepoB vacTuil, noaumopdHas dGopma WM, K IpUMeEpy, OHOIOTHYECKUE METOAUKH,
a r perarT B )

3. 3HayMMble HM3MEHEHHUS KAdeCTBEHHOTO M KOJIHMYECTBEHHOro Ipoduied HpuMeced OTCYyTCTBYIOT (3a
HCKIIOYECHUEM YyKEeCTOUYEeHUS cnenupUKanui).
4. JlonomHAUTENbHAS TIEPBUYHAS SKCIIEPTH3a HOBOW MM M3MEHEHHOU (papMakoImeifHON METOIUKH HE TpedyeTcs.
5. PacturenpHbie hapMarieBTHYECKIE CyOCTaHIINH: CITOCO0 MTPOU3BOACTBA, (PU3UUECKOe COCTOSHIE, SKCTPATeHT U
K03(h(UIMEHT 3KCTPAKIMH JIEKAPCTBEHHOTO CPEACTBA HE N3MEHSIOTCH.

JdoxyMeHT aUuus

I. [MompaBka K COOTBETCTBYIOMEMY(HM) pasgeny(am) JOCheE.
2. CpaBHUTENbHAA Tabnuma TEKYIIHX u mpeiaraeMbIX crenupuKanui.
3. Hannble aHanmmu3a cepuii (B opmaTe CpaBHUTEIHHON TaONHIBI), IO MEHBIIEH Mepe, IBYX MPOMBIIUICHHBIX
CepHil COOTBETCTBYIOIICH cyOCTaHmmMKM (BEHIECTBA) IO BCEM HCIBITAHUSIM HOBOW cCHelUPUKAIMHA U,
JIOTIOJTHUTENFHO, €CIIM NMPUMEHHMO, Pe3yJIbTaThl TECTa CPABHUTEIBHON KUHETUKH PACTBOPEHHS, MO0 MEHbIIEH
Mepe, OJHOW OIBITHO-IIPOMBIIUIEHHONW CEpPHH JIEKApCTBEHHOIO Ipernapara. B OTHOIIEHHM JIeKapCTBEHHBIX
pPacTHTENbHBIX npenaparon JIOCTATOYHBI JAaHHBIE CPaBHHUTEIBHOMN pacrmanaemMocTH.
4. lanHble, NOATBEPKIAIOIINE TPUTOXHOCTD CTaThH Ul KOHTPOJIS KadecTBa cyOCTaHINM, HAIIPUMED, CPaBHEHHUE
MOTEHIHATIBHBIX IPUMECEH C IPIMEYaHHeM IIPO3PAYHOCTH CTaThH (transparencynoteofthemonograph).

b. IV MenunmuHckue u3neims

B.IV.1 N3MeHeHue U3MEPSIOMIEr0 U3AEIUs UIU U3Aeus Tpebyemas Bun
YcnoBus

JUISL BBEJICHUS JOKyMEHTAIHS MPOLEAYPHI



a) I[O6aBJ'[€HI/Ie WK 3aMCHa HM3ACJIHA, HC ABJIAIOLICTOCA
4aCTbIO HCpBH‘IHOﬁ YIaKOBKH

1. MeaunuHCKUe u3Aeus, 3apeructpupoannbie B PK 1,2,3,5,6 1,2,3 1A

2. Coelicepbl JO3UPYIOIIMX HHTAIATOPOB MU JPYroro
YCTPOHCTBA, KOTOPBI MOXKET OKa3aTh CYIIECTBEHHOE

. I
BJIMSIHUE Ha JIOCTaBKY (papMaleBTHUECKON CyOCTaHIUH
mpemnapara (Hampumep, HeOymaizep)
0) HcknroueHne u3aemust 4 1,4 IA
B) JloOaBneHHWe wiIM 3aMeHa W3JCIHS, SBISIOMIETOCS I

4aCTbIO HepBPI‘-IHOﬁ YIIaKOBKH

YV ¢ 1 o B HuU 4
1. IIpenmaracMoe U3MepsIIOIIEe U3CITUE JTOJDKHO TOYHO OTMEPUBATh HEOOXOTUMYIO JTO3Y paccMaTpHBAEMOTO
JIEKApCTBEHHOTO Mperapara COrJIACHO 0JI00pPEHHOMY CHOCO0Y MPUMEHEHUSI, CIIeAyeT MPEJICTaBUTh Pe3yIbTaThl

Tak"X HCCIEeTOBaHUHU.
2. Hosoe HU3aene COBMECTHUMO c JIeKapCTBEHHBIM npemapaTom.
3. M3MecHeHHE HE TOJIKHO MPHBOJUTH K 3HAUMMOMY H3MEHCHHIO MHGOpPMAIMK O JICKAPCTBEHHOM Mpermapare.
4. JlekapcTBeHHBIH npemnapar MOXHO NpoJI0JKaTh TOYHO JIO3UPOBATH.

5. MGHI/IHI/IHCKOG HU3CJIMe€ HE HUCHOJB3YCTCSA B KAYCCTBC PACTBOPUTCIIA JICKAPCTBCHHOTO IIpeliapara.
6. Ecou npeaycMoTpeHa U3MEPUTCIIbHAA q)yHKL[I/ISI, OHa JOJDKHa OBITh BKIIIOUEHA B JOCBhEC TAKOIro nu3aciins.

JokyMeHT auuw s
1. IlonpaBka Kk COOTBETCTBYMOLEMY(MM) pasieny(aM) qocke, BKIIOYasi MOAPOOHBIA ACKU3 U COCTaB MaTepHaia
W3JIeTUsl W TOCTaBIIUKA, €CIM MPUMEHUMO, a TaKXKe COOTBETCTBYIOIIUN IMepecMOTp HH(OpMAIUu o

JEKapCTBEHHOM npemaparTte.
2. IlonTBepxaenue perucTpanuu MEIULIUHCKOTO U3EIUs B Pecmry6nuke KazaxcraHn.
3. OO6pa3ms HOBOTO U3nenus, ecnu MPUMEHHMO.

4. O00CHOBaHHE UCKIIIOYEHMS U3IEIH.

"

Hnsa B.IV.1.B) — eciau M3MEHEHHE NPUBOAUT K
00pa30BaHMI0 HOBOH JIeKapCcTBEHHOW (opMBI", TO
TaKo€ M3MEHEHHE TpeOyeT MomayM 3asBICHUSA O
pacIIMpEeHNH PETUCTPALUH.

ITpumeuanue:

b. V Buecenust uaMeHeHHI B perUCTPAIIMOHHOE 10ChE, O0YCIOBICHHBIE HHBIMU
PEryIATOPHBIMU IIPOLIEAYPAMHU
b.V.a) MOII/M®BA

b.V.a.l BxirodeHne HOBOTO, OOHOBICHHOTO WJIH WCIPaBICHHOTO
Tpebyemass Bun

Mmactep-(aiina TuIa3Mbl B PETHUCTPAIIMOHHOE [OCHE JIEKAPCTBEHHOTO Y CIIOBHSA
JOKYMEHTaIUs MpOoLexyphl

npenaparta (npoueaypa M®II 2-ro sramna)

a) IlepBoe BKIIOYEeHHE HOBOTO MacTep-(aiiyia Mia3Mbl, BIUSIOIIETO Ha

II
CBOI{CTBA JISKAPCTBEHHOTO IpenapaTa
6) IlepBoe BKJIIOUEHNE HOBOTO MacTep-(haiiia Tia3mbl, He BIUSIONIETO Ha 12,34 B
CBOWCTBA JIEKAPCTBEHHOTO MpenapaTa T
B) BrurroueHrne 0OHOBICHHOTO/UCIIPABICHHOTO MacTep-(aiia mia3Mel: 1234 B
U3MEHEHNS BIMAIOT Ha CBOWCTBA JIEKAPCTBEHHOIO Npenapara T
r) Brirodyenne 0GHOBICHHOTO/MCIPABICHHOTO MacTep-(aiia MIa3Mbl: | 1234 A
b b bl

HW3MEHEHHUS HE BIMSIIOT HAa CBOMCTBA JICKaApCTBCHHOT'O IIpeIriapara

Y ¢ m1 o B m 4
1. Ha o6HOBNeHHBIH nin n3MeHeHHBIH M®II BeiaH cepTuduKaT COOTBETCTBHUS 3aKOHOAATENBCTBY PecryOnmku
Kasaxcran.

JdoxyMeHT aUuus
1. Jexmapanus, uto ceptudurar MOII 1 3KCIEPTHBIN OTYET MOTHOCTHIO TPUMEHUMEI K 3apETUCTPHUPOBAHHOMY



JICKapCTBEHHOMY Tpenapary, aepxkarenb MOII npencrasun nepxkarento PY (ecmu nepxxarens PY u nepxarens
MO®II He SBISIOTCS OTHUM H TeM ke Jurnom) cepruduxar MOII, sxcnepTHBI oT49eT U gocke Ha MOII,

ceprupuxar MOII u 3KCHEpTHHIH OTYET 3aMEHSIOT HPEABIAYIIyI0 HoKyMmeHTanuto Ha MO®II mis manHOTO

TEeKapCTBEHHOTO mpemaparTa.
2. Ceptuduxkar M®II u SKCHEepPTHBHI I OTYET.
3. Jlexmapaiisi SKcIiepTa, XapakTepH3yrolllas BCE BBOJUMBIC C IMOMOIIbIO cepruduuupoBanHoro MOII

HU3MEHEHUs U OLIEHUBAIOIIAsl UX MOTEHIUAJIbHOE BIMSHME Ha JEKapCTBEHHBbIE NpenapaThl, BKIHOYas OLIEHKU

NPOAYKT-cHenu$HIHBIX PHUCKOB.
4. B ¢popme 3asBieHHs 0 BHECEHUN H3MEHEHUH HEOOXOAMMO YETKO OTPa3uTh "AeUCTBYOMMA" U "ipeiaraeMbIi
" ceprudukar MOPII (HOMep Koma) B pEerHCTPAIlMOHHOM Jaocke. Eciam mpumeHmMO, B (opMe 3asBICHUS O

BHECEHUH H3MEHEHUN TakKKe CclielyeT YeTKO MepeuuciauTh Bce npoune MOPII, Ha koTopble cchuiaeTcs

JICKapCTBEHHBIH MIpenapar, Jaxke eClIM OHU He SIBIISIOTCS MPEIMETOM 3asiBICHUSL.

b.V.a. 2 BxiroueHrne HOBOTO, OOHOBJICHHOTO WU HCIIPABICHHOTO

MacTep-¢aiila BakOMHHOTO aHTUTeHa (mamee - MOBA)B y Tpebyemass Bun
CIIOBUS
PETHCTPAIIIOHHOE JOChE JIEKapCTBEHHOTO TIpemnapara (npoueaypa MOBA JOKYMEHTAIHs TIPOLETyPbI
2-ro 9Tana)
a) [TepBoe BKIIIOUEHHE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUT€Ha II
0) Brurtouernne 0OHOBIEHHOTO/MCTIPABIEHHOTO MacTep-(haiiina BaKIIHHHOTO 1234 B
AHTHUIeHA: U3MEHEHUS BIMSIOT Ha CBOMCTBA JIEKAPCTBEHHOIO ITPENapaTa T
B) Brimrouenne oOHOBIEHHOTO/MCIIPABIEHHOT0 MacTep-(aiina BaKIHHHOTO 1234 A
b b b

aHTUTCHA: M3MCHEHHS HE BIIMSIIOT HA CBOMCTBA JICKapCTBCHHOT'O ITpeIiapaTa

YV ¢ n1 o B u 4
1.

JdoxyMeHT aUu™s

1. dexnaparus, yto ceptudurar MOBA u SKcnepTHBIH OTYET HOTHOCTHIO IPUMEHUMEBI K 3apETUCTPHPOBAHHOMY
JIEKapCTBEHHOMY IIpernapary, aepxkarens MOBA npencTaBui AepKaTeno perncTpallioOHHOTO yI0CTOBEPEHHS (
€CJIM JIeprKaTeNb PErUCTPAIIMOHHOTO YI0CTOBEpEeHUS U JepxkaTelib MOBA He SBJISIOTCS OTHUM U TEM Ke JIUILIOM)
ceprupukar MOPBA, skcrieptHbiii oTueT U gocke Ha M®BA, ceprupuxar MOBA u skcnepTHbI oTdeT
3aMEHSI0T MNpeAbplayIlylo JokyMeHTanuio Ha M®OBA 1ns pgaHHOro JIeKapCTBEHHOIO IIpemnapara.
2. Ceprtuduxar M®BA u 9KCHEPTHH U OTYET.
3. [Jexmaparusi 3KCHepTa, XapaKTepu3ylolmas BCE BBOAWMBEIC C MOMOMIBIO cepTHduImpoBanHoro MOBA
WU3MECHEHUS U OLICHUBAIOIAs UX TMOTCHUUAIbHOEC BIMSHUE HA JIGKAPCTBEHHbIE IPEMapaTthl, BKIIOYAs OLEHKH
NPOAYKT-cHnenuudHBIX PHUCKOB.
4. B hopme 3asiBieHHs 0 BHECEHUH N3MEHEHHI HEOOX0AMMO YETKO OTPa3uTh "NelcTByIomuil" 1 "npearaeMplii
" ceprupuxkar MOBA (HOMep Kona) B perucTpanilmoHHOM Jocke. Ecnu mpumennmo, B ¢opMe 3asBICHUS O
BHECEHHN HM3MCHEHHUH TaKXKe CIIeAyeT YeTKO IepeduciuTh Bce mpoune M®PBA, Ha KoTOphIe CChuIaeTCS
JIEKapCTBEHHBIN MpenapaT, AaXKe €CIH OHHU HE SBIISIOTCS TPEAMETOM 3asBICHHUSL.

b.V. 6) OGpamnienue B 5KCIEPTHBIA KOMUTET

B.V.06.1 O6HOBNIEHNE TOCHE TTO KAUYECTBY, HAIIPABICHHOE Ha peali3annio v
CIIOBUS
3aKJIFOYCHHUS SKCIEPTHOTO KOMHUTETa JOKYMEHTAIHS TIPOIETyPhI

Tpebyemass Bun

a) M3aMeHeHune peanusyer 3aKII0ueHUe IKCIIEPTHOTO KOMHUTETA 1 1,2 IA

6) rapMOHI/ISaLII/IFI JAO0CBEC IO KAaYCCTBY HE ABJISJIACH YACTHIO 3aKJIHOYCHUA I
OKCTIEPTHOTO KOMUTETA, U OOHOBIICHHE HampaBJICHO Ha €r0 rapMOHU3AUIO

Y ¢ 1 o B uU 4
1. PesynbTat He TpeOyeT nanbHEHIIeH IKCIIePTU3EL.

JdoxyMeHT aUnus

1. TlpunokeHHOE K CONPOBOAMTEIHLHOMY WHCHMY 3asBICHHs O BHECEHWHM H3MEHEHWW: CChUIKAa Ha

paccMaTpuBaeMoe 3aKJIIOUYCHUEC AKCIEPTHOTO KOMUTETA.
2. B nmocee HE0OXOAUMO YETKO O0O3HAYUTh M3MCHCHHS, BHECCHHBIC B XOJE IMPOILEAYpPhl OOpalicHUsS B

9KCIEPTHBIA KOMUTET.



B. U3menenue 6e3omacHocty, 3¢ HEeKTUBHOCTH U (papMakoHaa30pa
B.I JIekapcTBeHHBIE NIpeniapaTsl 1Sl MEAULIUHCKOTO TPUMEHECHUS

B.I.1 U3menenue olmell XapakTepHUCTHKU
JIEKapCTBEHHOTO IIpenapaTa, MapKHPOBKH,
HaIIpaBJICHHBIC HA PEAN3aLUI0 3aKII0UCHUSL
9KCIIEPTHOTO KOMHTETA

VYemoBust  TpeOyemast JOKyMEHTAIHS Bun npouenypsl

a) JlexkapCTBEHHBIN TIpemapaT OXBadCH
mpouexypoil obpameHuss B JKCHEPTHBINH | 1,2,3 IA
KOMUTCT

6) JlexapcTBeHHBII IpenapaT He OXBaueH
porenypoil oOpameHust B 3KCHEPTHBIH
KOMHUTET, HO H3MEHEHHUs peaausyer 12,3 B
3aKJII0YEHHE HKCIIEPTHOIO KOMHTETa, HOBBIE
JIOIIOJIHUTENbHBIE JaHHBIE JepxareiieM PY

HC MPEACTABJICHBI

B) JlekapcTBeHHBIH Tpemapar HE OXBadeH
mpouenypoil oOpamieHuss B SKCHEPTHHIN
KOMHTET, HO W3MEHEHHS pealnu3yer 13 I
3aKJIIOUYEHHE OJKCIIEPTHOIO KOMHUTETA,
nepxkatens PY mpenctaBunm  HOBBIE

JOIIOJTHUTCIIBHBIC JJaHHBIC

Y ¢ o1 o B un 1
1. U3menenue peanusyeT GOpMyIHpPOBKY, 3aTPEOOBAHHYIO YITOJHOMOUYEHHBIM OPraHOM, M He TpeOyeT mojaaun
JIOTIOJTHUTEJIBHBIX CBEICHUH U (MJIN) JalbHEHIIEeH AKCTIEPTH3HI.

JdoxyMeHT aUu™s

1. TlpunokxeHHOE K CONPOBOIWUTEIHPHOMY IIMCBMY 3asBICHUS O BHECEHWHM HW3MEHEHHWI: CCBUIKa Ha
paccMaTpuBaeMoOe 3aKII0YEHHE DJKCIEPTHOTO0 KOMHUTETa C TMPUOOIIEHHON 0O0IIell XapaKTepuCTHKON
JIEKapCTBEHHOTO TMpernapara, MapKAPOBKOM WJIM HMHCTPYKUHMEH 1O MEAUIIMHCKOMY MPUMEHEHHUIO.
2. Jleknmapamnus, 4TO COOTBETCTBYIOIIME Pa3JeNbl MpEIIaracMbiX OOIICH XapaKTCPUCTHKHU JICKAPCTBEHHOTO
mpemapaTta, MapKHPOBKH U HACHTHYHBI TPHOOMICHHBIM K 3aKIIOYCHHUIO JSKCIEPTHOTO KOMHTETA.
3. [lepecmoTperHas nHMOPMAIIHS O JEKAPCTBCHHOM IIperapare.

B.I.2 3meHenue oOmeil XapaKTePHCTUKU
JIEKApCTBEHHOTO TMpenapara, MapKHPOBKH
BOCIPOU3BEJICHHOTO/ THOPUIHOTO/
OH0aHaJIOTHYHOI0 JIEKapCTBEHHOTO
npenapara rnocjie OUEHKH TOr0 e U3MCHEHHS
pedepeHTHOrO JIeKapCTBEHHOT 0 Mpernapara

VYenosust  Tpebyemast JOKyMeHTaIus Bun npouenypst

a) Peanuzanus nusmenenus(it), B OTHOILICHUU

KOTOPOTO0(BIX) oT JepxaTens

PETUCTPALIMOHHOTO YIOCTOBEPEHUSI HE 1,2 IB
TpebyeTcst  TMpPEeACTaBIAThH  HOBBIC

JIOTIOJTHUTETIbHBIC JTaHHBIC

0) Peanuszanus m3menenwusi(it), TpeOyrommx

MpeJCTaBIeHUus Jepxkatenem PY HOBBIX

IOMOJHUTENbHBIX TaHHBIX, II
00OCHOBBIBAIONIUX TakWe W3MEHEHUus (

HaIpuMep, COMTOCTABUMOCTH )

JdoxyMeHT aUuuws
1. TIpuitoskeHHOE K COMPOBOAUTEIHHOMY MUCHMY 3asBICHUS O BHECEHHU M3MEHEHHI: 3alpOC HAIHOHAIBHOTO



YOOTHOMOYEHHOTO oprana (ecnum MIPUMEHHUMO).
2. IlepecmoTpeHnHast ”HGOPMALHS O JIEKAPCTBEHHOM IIpenapare.

B.1.3 U3menenue(s) oOmieit XxapaKTepUCTUKH
JIEKQpCTBEHHOr'0 Ipenapara, MapKHPOBKH
JIEKapCTBEHHOTO  Ipemnapara s
MEJULIIHCKOTO MPUMEHEHU, HAMPaBICHHOE(
BI¢) Ha pean3aluIo pe3ysbTaTa MpOLeIypbl,
3aTparuBatomeit I10b 17801
HOCTPErHCTPALMOHHOE  HCCIIEAOBAHHE
Oe3omacHOCTH

VYenoust  TpeOyemast JOKyMEHTAIIHS Bup npouenypst

a) Baecenne GpopMyaMpoBKH, COTIIACOBAaHHOM
YIIOJIHOMOYEHHBIM OPTaHOM

1 1,2 1A

0) BHecenune wu3MeHeHM, TpeOyOMUX
npejcTaBleHus: jaepxkareneMm PY HOBBIX
JONOJHUTENbHBIX JIAaHHBIX,
000CHOBBIBAIOMINX TaKAE M3MCHECHUS

Y ¢ 1 o B u 1
3. U3meHenue peanusyeT GOpMyIUPOBKY, 3aTPCOOBAHHYIO YITOJTHOMOYCHHBIM OPraHOM, M HE TpeOyeT mojauu
JTOTIOTHUTEIHHBIX CBEICHUH U (MJIH) JadbHEUIICH IKCIIEPTH3HI.

JdoxyMmMeHT aUns

1. TlpuiioxkeHHOE K COMPOBOANTEIbHOMY MHUChbMY 3asBJICHUS O BHECEHHM M3MEHEHHI: CChUIKA Ha CorlialieHue/
OLEHKY YOIOTHOMOYEHHOTO oprasna.
2. [lepecmoTpenHas uHpOpPMAIHS O JCKAPCTBCHHOM Ipernapare.

B.I.4 W3mMmeHeHHsa, 3akiIOUYalOmIMecs B
3HAYNMOM W3MEHEHUU obmeit
XapaKTePUCTUKU JIEKAPCTBEHHOTO Mpemnapara

VYemoeust  TpeOyemast JOKyMEHTAIHS Bun npouenypsl
BCJICAACTBHE HOBBIX JJAaHHBIX IO KadecTBY,
JIOKJIMHUYECKUM, KIIMHUUECKUM JTaHHBIM WU
JTaHHBIM (papMakoHa30pa
II

9TO U3MEHEHHE He MPUMEHSETCsI, €CJIM HOBbIE JJAHHBIE TIOJIaHbI B
cooTBeTcTBUU ¢ u3MeHeHueM B.1.13. B Takux ciayuasx usmMeHeHue

IIpumeuanne: oOmieit  XapakTepHUCTHKH JIEKapCTBEHHOTO  Iperapara,
MapKHpPOBKH U MOMagaeT mnoj chepy npuMeHeHus: n3meneHus B.1
13.

B.I.5 MW3meHeHue ycinoBUH OTHyCKa
Yenosusi  TpeOyemasi ToKyMeHTaLuUs Bun npouenypst

JIEKapCTBEHHOTO TIperapaTa

a) Bocnpou3sBeneHHBIX/THOPU THBIX/

6MOaHalOrHYHBIX JIEKapCTBEHHBIX

MpernapaToB IMOCJe HW3MEHEHUs YCIOBUH 1,2 1B

oTIycKa pe(epeHTHOTO JIEKapCTBEHHOI'O

npenapara

0) UMuble mpUuYMHBI M3MEHEHHUS YCIOBUH I

OTITyCKa

JdoxyMmMeHT aUums

1. IToaTBepx)IeHNE U3MEHEHHS YCIOBHH OTITyCKa PeepeHTHOTO JEKapCTBEHHOTO Iperapara, IpHUIoKeHHOe K
COMPOBOAUTEIBLHOMY MUChMY 3asIBJICHH S o BHECCHUU W3MCHCHHH.
2. IlepecmoTpenHas nHpOpMaIHs O JCKAPCTBCHHOM Ipenapare.

B.I. 6 HW3menenume(s) mokazaHus(i) K

Venosus  TpeOyemas [OKyMeHTALUsA Bun nponenypbl
TIPEMEHEHHIO peby HOKY A mpoueayp



a) BkirodueHue HOBOTO IOKa3aHHUS K

I
NPUMEHEHHIO WJIM W3MCHEHHE paHee
010OpPEHHOTO
6) VckmroueHne noka3aHus K IpUMEHEHUIO 1B

Ecnu noGaBiieHne winm M3MEHEHHE MOKa3aHUS K NPUMEHEHHIO
MIPOMCXOANT BCIECACTBUE PEATTM3alNH 3aKII0UYEHHS SKCIIEPTHOTO
KOMHUTETa MM H3MEHEHHH HH(OpMaIMH O JIEKapCTBEHHOM
[Mpumeyanue npenapare BOCIPOU3BEACHHOTO/THOPUIHOTO/ OMOaHAIOTMYHOTO
JIEKapCTBEHHOI'0 IIpermapaTa MocIe JKCIEPTH3bl TOTO XKe
U3MEHEHUs1 pedepeHTHOro JIeKapCTBEHHOTO IIperapara,
npuMeHsitoTcs n3MeHenus B.1.1 u B.1.2 cootBeTcTBEHHO.

B.1.7 Uckintouenue: VYcaoBust  TpebGyemast TOKyMEHTAIIUS [Iponenypa
a) JIeKapCTBEHHOH (popMbI 1,2 1B
0) DO3UPOBKH 1,2 1B

JdoxymMeHT aumws

1. dexnapanusi, 4yto ocraBmasi(ue)cs ¢popma(bl) BBITycKa JOCTaTOYHA(BI) ISl BHIIOJIHEHHUS PEKOMEHAAINHA 1O
JO3UPOBAaHHIO M JUTUTENHFHOCTH JICUCHHS, ONMMCAHHBIX B OOIICi XapaKTepHCTHKE JEKapCTBEHHOrO Ipernapara.
2. [lepecmoTperHas nHpOPMALHS O JEKAPCTBEHHOM ITpernapare.

Ecnu paccmarpuBaemas JiekapcTBeHHas (popma MK JO3HPOBKA
ObUTa 3apETHUCTPUPOBAHA B BHJC OTICIBHOTO JICKAPCTBEHHOTO

[Mpumeuanue mperapara, TO UCKIIOYCHUE TaKOW JEKapCTBEHHOU (DOPMEI MK
JIO3UPOBKU OYyJIET CUYMTATHCS HE BHECCHHEM H3MCHCHHUH, a
H3BATHEM U3 OOpaIieHus.

B.I. 8 BBenenue uinu U3MEHEHHE DPE3IOME
CUCTEMEBI (hapMaKOHAI30pa JICKAPCTBEHHOTO
mpernapara Il MEAUIUHCKOTO PUMEHEHUS (
*)

a) Bsemenwme pe3oMe  CUCTEMBI
tdhapmakoHanzopa, W3MEHEHU U
KBATU(UIHPOBAHHOTO auna no
(dhapmakoHam3opy (BKIIOYAass KOHTAKTHYIO IA

Yenoust  TpeOyemast JOKyMEHTAIIHS Bua npouenypst

nHQopManum) W (WIH) H3IMCHEHHE
MECTOpacHOIOKeH s MacTep-(aiiia CUCTEMbI
(hapmakoHaa3opa (naee - MOCD)

JdoxyMeHT aUuus

1. Pestome cucrtembl (apMakoHaa30pa WM OOHOBICHHE 3HAYUMBIX JJIEMEHTOB (COOTBETCTBEHHO):
[MoaTBepxkAEeHUE TOTO, YTO 3aIBUTEIb UMEET B CBOEM PACIOPSHKEHUH KBATHM(DUIIMPOBAHHOE JIUIIO, OTBETCTBEHHO
3a (hapMaKoOHAA30p, U YTBEP)KACHHUE, MOINMMCAHHOE 3asABUTENIEM, YTO 3asABUTEIb 00JamaeT HEOOXOIMMBIMHU

croco0amMu BBITIOJHEHHUS 3a7ad W O00S3aHHOCTEH B COOTBETCTBHU C YCTAHOBICHHBIMH TPCOOBAHHSIMH

JIEHCTBYIOMIETO 3aKOHOJATEIbCTBA B chepe oOpamieHus JIEKapCTBEHHBIX CpEICTB.
KonTakTHast nHbOpMaIys kKBamuUIIMpoBaHHOTO Jnia mo (apmakonanzopy PK, B KoTopeIX pacmonaraercs
KBATM(UIIMPOBAHHOE JHUIO0 MO (apMaKOHA30PY W BEIIONHSICT cBOW 3amaunm Mectopacmnonoxerane MOCD
2. Homep MOC® (ipm HaTHIUH)

JlanHOoe n3MeHeHue oxBaThiBaeT BBejneHHe MPCD HezaBUCHMO
OT HAllUYUsl B TEXHUYECKOM YacCTU PETUCTPAIMOHHOIO JOChE
I[oapo6HOTO OINMMCaHUS CHCTEMBI (hapmakoHag3mopa.
V3MeHeHusT KOHTAKTHOTO JIHIa 1o (hapMaKOHAA30pY, BKIHOUAS
KOHTaKTHYI0 HH(popManuio (HoMepa TenepoHOB U (HaKCOB,
MOYTOBBIA agpec M aApec AIEKTPOHHOW MOYTHI) U M3MEHEHHS
Mectopacnonoxenus MOCD (ynuira, ropoa, UHIEKC, CTpaHa)
Tpuvedanue: JIOITyCKaeTCss OOHOBIISTh MCKIIOYMTEBHO MOCPEACTBOM Peectpa



Pecnybnuku Kaszaxcran (0e3 HEOOXOIMMOCTH BHECEHHS
H3MEHEHUIN).

Ecnm nepkatenb perucTpaiioHHOTO yIOCTOBEPEHHS MPUOEraeT K
BO3MOXXHOCTH OOHOBICHHS YIOMSHYTON BBIIIe HH(pOpMannuu
nocpeactBoM Peectpa PecnyOmuku Kazaxcran, oH JOkeH
yKazaTb B PETUCTPALlMOHHOM JIOChE, 4YTO OOHOBJICHHAs
nH(OpManys 3THX JTaHHBIX BKIoueHa B Peectp PK.

B.I. 9 N3MmeHeHHne CymecTBYIOUICH CHCTEMBI
(hapmakoHaI30pa COIVIACHO TOAPOOHOMY
OIMCaHUIO CHCTEMBI (hapMaKoHaa30pa (nanee
- [IOC®D)

VYcnoBuss  TpeOyemast moOKyMeHTamus Bun npouenypst

a) V3MeHeHnEe KBaMM(pUIIMPOBAHHOTO JIHIA
mo QapMakoHam30py, U (WIM) KOHTAKTHOHN
undopmanuu, © (MIU) TPOLEAYPHI
pe3epBUPOBAHHUS

0) M3meHeHue 6a3bl TaHHBIX O€30IMaCHOCTH H
(17T1) OCHOBHBIX KOHTPAKTHBIX COTJIAIICHUH B
LENAX BBINOMHEHHUS (DapMaKkoHaJA30PHBIX
00s13aTeNIbCTB U (MJIM) H3MEHEHHE MeECTa
MPOBEACHUS dhapmakoHa30pHOM
JIeATEITBHOCTH

1,2,3 1 1A

B) Unbie m3menenus [IOCD, He Baustomme

Ha  (GYHKIHOHHPOBAHHUE  CHCTEMBI

dhapmakonanzopa (Hampumep, H3McHeHHE | 1 IA
MECTOTIOJIOKEHUSI TJABHOTO  XpaHMIUIIa/

apXuBa, aIMUHUCTPATUBHBIC U3MCHEHHS)

r) Buecenne wusmenenuii B IIOCD mo
pesyabpTatam skcneptussl [IOCD apyroro

1,2 IA
JIGKapCTBEHHOTO Ipemapara TOTO e
nepxarens PY
Y ¢ o1 o B uU 1
1. Cama cCHCTeMa dbapmakoHanm3opa HE H3MEHSIeTCH.
2. Cuctema  6a3pl  JaHHBIX  Npollia  MEPBUYHYIO  DKCIOEpTH3y  (ecau  TPUMEHHUMO).

3. [IlepeHoc pmaHHBIX U3 JApYrUX CcUCTeM 0a3 JaHHBIX BalUAMPOBaH (EClM IMPUMEHHMO).
4. Te xe nuzmenenus B [IOCD BBeneHs! A BCEX JIGKAPCTBEHHBIX IPENapaTroB TOTO ke aepkatens PY (
onnMHaKoBas okoH4aTenbHas Bepcust [IOCD).

J oKy MeHT auuw s

1. Iocnennss Bepcust [IOCD u, ecnu MPUMEHNUMO, MOCIEIHSS BEepCcHs Npenapar-crnelu(uyHoro J0MOITHEHNS.
OHHM JOJDKHBI B OTHOILEHUH U3MEHEHUsI KBIM(UIIMPOBAHHOTO JIMIIA IO ()apMaKOHaA30py BKIIIOYATh a) KPaTKYIO
6uorpaduio HOBOTO KBaJM(HUIMPOBAHHOTO JHIA IO (hapMakOHAA30py, 0) HOBOE IIOJIOKEHHE AEpKaTels U
KBaM(UIMPOBAHHOTO JIAIA 110 (PapMaKOHAA30py 00 UX CIIOCOOHOCTH M IyTSAX YBEIOMIICHHS O HEXeIaTelbHBIX
peaKusx, MOANMCAHHOE HOBBIM KBAJU(HUIMPOBAHHBIM JHUIO MO (apMaKOHAA30py M JAepKaTeneM, H

OTpaxkalolllee OCTAJIbHBIC BBITCKAIOUINE W3MECHECHMS, HAmpuMep, B OPraHU3alMOHHOM  CXEMe.
Ecnu kBanudunupoBanHoe Juio mo GapMakoHan3opy U (MiM) KOHTaKTHas HHGOPMaIKs KBaIH(QUIIMPOBAHHOTO
quia mo ¢apMakoHaA30py U3HadYanbHO He ObuM BKIOYeHBI B [IOC® mmu [TIOCO He cymiecTByeT, mojada
nepecMoTrpenHoro [IOC® wne TpebOyeTcs, HE0OXOOUMO NPEACTaBUTh TOJNBKO (OpMYy 3asBICHHS.
2. CchlKa Ha 3asBJICHHUE/TIPOLIEAYPY M JICKApCTBEHHBIH IIpenapar, B OTHOIICHUH KOTOPOTO M3MEHEHHs ObLIN
0T0OpEHBL.



B.I. 10 N3meHeHne 4acToThl M (WIM) AAThI

NMOJAYH TEPHOAMUECKOTO OTHETa IO VYcnoBust  TpeOyemast moKyMeHTamus Bun npouenypst
6eszomacHoct  (IIOB) mexapcTBEeHHBIX
MPenaparToB AJIsl MEAUIIMHCKOTO IPUMEHEHUS

1 1,2 1A

Y ¢ o1 o B u 14
1. 3menenne gactoTsl U (n) aatsl noxaun [10b cormacoBaHo HAIMOHAIBHBIM YIIOJTHOMOYEHHBIM OPTaHOM.

JdoxyMmMeHT aums

1. [IpunoxeHHOE K COMPOBOJUTEIHLHOMY MUCHMY 3asBICHHS O BHECCHHH W3MCHCHWIA: CChIIKA HA COTJIANICHUC
YOOTHOMOYEHHOTO opraHa.
2. [lepecmoTpenHas yactora u (nnn) nata mogaau 110b.

JTAHHOC MU3MEHEHHE MPUMEHSICTC s, TUIb eciu 1k [10B ykaszaH B
PETHCTPAIMOHHOM JOChE CHOCO0AMU, OTIIMYHBIMU OT YKa3aHHUS

CCBUIKM Ha MepevYeHb OTUETHBIX [aT, U MPH HEOOXOAUMOCTH

nogauu [10B.

IIpumeuanue

B.I.11 BsBegenume wuau HU3MEHEHHUS
00s13aTeIbCTB W YCIIOBUH peructpanuu, YcioBus TpeOyemas JOKyMEHTAIHS Bun npouenypst
BKJIIOYAs TJIaH YIPABIECHUS! PUCKaAMU

a) Peanuzanus hopMynHpPOBKH,

1 1,2 1A
COTJIACOBAHHOM C YIOJHOMOYEHHBIM OPraHOM ’
6) Peanmzanms wu3MeHeHHH, TpeOyrommx
npeAcTaBleHUs JaepxkareneM PY HOBBIX 1

JIOTIOJTHATENbHBIX JAHHBIX, HYXKIAIOIINUXCS B
9KCIEPTH3E YIOJTHOMOYCHHBIM OpraHoM (*)

YV ¢ n1 o B u 4
1. 3MeHeHHE peanu3yeT NeHCTBHE, 3aTpeOOBaHHOE YIIOJHOMOYCHHBIM OpPTaHOM, M HE TpeOyeT Mmomadu
JTOTIOTHUTEHFHBIX CBEICHUH 1 (MJIH) JadbHEUIIe SKCTIePTH3HI.

JokKkyMeHT aumsd

1. TlpunokeHHOE K COMNPOBOAMUTEIHLHOMY MHUCHbMY 3asBJICHHUS O BHECEHMHM HM3MEHEHUN: CChUIKAa Ha
COOTBETCTBYIOIIEE pelmieHue YIOJIHOMOYEHHOTO oprasa.
2. [lepecmoTperHas nHPOPMAIIHS O JEKAPCTBCHHOM Ipernapare.

9TO W3MEHEHHE OXBATHIBACT JIUIIb CHUTYaIHI0, B KOTOPOH
BBOJINMOE M3MEHEHHE 3aTparuBaeT MCKIIOUUTEIbHO YCIOBHS U (
ITpumeuanue i) o0s3aTeNbCTBa PETUCTPaNNK, BKIIIOYAs IUIaH YIpPaBICHHS
pUCKaMu M YCIIOBHS M (MJIM) 00S3aTENbCTBA PETHCTPAIM TIPH
UCKJIIOYHTENLHBIX 00CTOSTEIBCTBAX M YCIOBHOW PErHCTPaLN.

BBEJICHUE IUIaHA YNpaBJICHHWsS pHUCKaMHu, 3aTpeOOoBaHHOE
*) YIIOJIHOMOYEHHBIM OpTaHOM, Bcerjga TpeOyeT CyIIeCTBEHHOM
9KCTIEPTHU3BI.

B.I. 12 BxirodyeHHe HIA MCKIIOYEHHE
qepHoro CHUMBOJIa HWJIU IIOACHUTCIBHBIX
yKa3aH1/1i/'1 B OTHOLICHHUH J'IeKapCTBeHH])IX

VYemosust  Tpebyemast JOKyMEHTAIHS Bun npouenypsl
IpenapaToB, BXOASIIMX B MepeyeHb
JIEKapPCTBEHHBIX MPENaparoB, MOJUIEkKAIINUX
JIOTIOJTHUTEIIBHOMY MOHUTOPHHTY

1 1,2 1A

Y ¢ n1 o B HuH 4
1. JlekapcTBEHHBIH Mpenapar BKIOYEH WM UCKITIOYCH U3 MEepPeUHs JIEKAPCTBEHHBIX MPENapaToB, MOIICKAIINX
JIOTIOJTHUTEIIBHOMY MOHHUTOPHHTY (COOTBETCTBEHHO).



JokyMeHT auum s

1. IIpunoxkeHHOE K COMPOBOIUTENHLHOMY MUCHMY 3asiBIIEHUSI O BHECEHHHM HW3MEHEHUH: CChUJIKAa Ha IepeyeHb
JIeKapCTBEHHBIX npenaparos, MoAJIeXKalux JNOTOJIHUTEIbHOMY MOHHUTOPHHTY.
2. IlepecmoTperHas nHPOPMAIIHS O JCKAPCTBCHHOM Ipernapare.

JAHHO€ H3MEHEHHME OXBaThIBAE€T CHUTYalMI0, IIPU KOTOPOil
BKJIIOYEHHE WJIM MCKJIIOYCHHE YEPHOTO CHMBOJA WIIHU
MOSICHUTENIBHBIX yKa3aHWH He MPOM3BOAMTCS B paMKax ApPYroi
PEryJIATOPHON Npouenypbl (HampuMmep, MPOLEAYypPbl MPOIICHHS
WM U3MEHEHUs], 3aTparuBaonieil nHGopMaImio o IeKapcTBEHHOM
mpernapare).

IIpumeuanue

B.1. 13 [Ipouue u3MeHeHus1, HE ONMKMCAHHbIE B
JIpYyTHUX pa3fenax Hacrosmero /lomonHenus,
BKJTIOYAIONIUX TI0Jady HCCIICIOBaHUI
YIOJIHOMOYEHHOMY oprany (*)

VYenoust  TpeOyemast JOKyMEHTAIIHS Bua npouenypst

II

€CIIH 9KCIIEPTH3a YIOTHOMOUYCHHBIM OPTaHOM ITOJIaHHBIX JTAHHBIX
MIPUBOJUT K M3MEHEHHUIO 00IIeH XapaKTepHCTHKH JIEKapCTBEHHOTO

ITpumeuanue IpenapaTa, MapKHpPOBKH, JTaHHBIM H3MEHEHHEM OXBaThIBAIOTCS
COOTBETCTBYIOIIME TONPAaBKH K OOLIeH XapaKTepHCTUKE
JIEKapCTBEHHOTO Npernapara, MapKUpPOBKE.

JlaHHOE W3MEHEHHWE HE NMPHUMEHSACTCS K M3MEHCHHSAM, KOTOpbIC
NpUHATHl B KadecTBe U3MeHeHud IB Tuma mo yMmona4aHuio B

*
) COOTBETCTBHHM C JIOOBIM JAPYTHM pa3iesioM HacCTOSIIEro
JlononHeHus.
I MOII/M®BA
I'. 1 V3menenue Ha3zBaHus W (WJHM) ajgpeca Aepikartelss ceprudukarta Venonis Tpebyemass Bun
M®BA JOKYMEHTAaIus MPOLEIyphl
1 1 IA

Y ¢ a1 o B um 1
1. lepxatens ceptudrkara MOBA 10KEeH 0CTaBaThCS TEM KE FOPUIAICCKAM JIUI[OM.

JdoxyMeHT aUu™s
1. O¢dunmansHBIi JOKYyMEHT OT COOTBETCTBYIONIETO YIOTHOMOYEHHOTO OpraHa (HalpuMep, HaJoroBOTO OpraHa),
B KOTOPOM yKa3aHO HOBOE Ha3BaHUE WIU ajpec.

Tpebyemass Bun
JTOKYMEHTALHS TIPOLEIYPHI

1 1 IA

I'. 2 I3meHenue Ha3BaHus U (1K) aapeca nepxkatens ceprudukara MOIT  Yenosus

Y ¢ 1 o B U 1
1. depxatens ceptudurara MOII momkeH 0CTaBaThCSA TEM K€ IOPHINISCKUAM JTUIIOM.

JokyMeHT auuw s
1. OdurnmansHbIi JOKYMEHT OT COOTBETCTBYIOMIETO YIIOJHOMOYCHHOTO OpraHa (HarmpuMep, HaJoroBOro opraHa),
B KOTOPOM YKa3aHO HOBOE€ Ha3BaHME WJIH aJipec.

I'. 3 3menenne win TpaHcdep TEKymero aepxkarens ceprudukara MOIT
HOBOMY Jnepxareiio cepTudukara MOII — T.e. Apyromy IOpUIHYECCKOMY Y CIIOBHUS
JIMIY

Tpebyemass Bun
JIOKYMEHTALHS TIPOLEIYPHI

1,2,3,4,5,6 1A

J oKy MeHT auuw s

1. lokymeHT, BKITt0Yas uacHTU(UKAIUIO (Ha3BaHUE U ajapec) Texyiero aepxkartens MOII (mpaBooTuyskaaTens)
1 uaeHTUUKauoo (Ha3BaHUE W aapec) JIMIa, MpUHUMaroIero tpanchep (mpaBornproOpeTaTens), a TaKKe
npeanaracMyro naTy CIIENIKH, MOIMACAHHOMN obenMu KOMITAaHUSIMH.



2. Komust mocneaneit crpanuisl ceprudukara MOIT IoareepkaeHne perucTpauyi HOBOTO JiepKaTels (BBIMTICKa
U3 peecTpa IOPUAMYECKHX JIMII M IIEPEBOJ €€ Ha PYCCKHH S3BIK), MOMMHUCAHHOE OOCHMMM KOMITAaHUSIMH.
3. TlomtBepxknenume TpaHcdepa Bcedt nmokymeHtanmu MOPII ¢ mepBoit ceprudukammun MOII
npaBompuoOperaTenio, MONNUCAaHHOE obeumu KOMIAaHUSMH.
4. JloBepeHHOCTb, BKIII04Yass KOHTAKTHbBIC CBEICHHUS JIMIA, OTBETCTBEHHOTO 32 CBSA3U MEXIY YNOJIHOMOYEHHBIM
OpraHom 51 fepxareineM M®II, MOANUCAaHHAS npaBompuoOpeTaTeIeM.
5. TInceMo-0053aTENLCTBO BBIMOJIHEHNST BCEX OTKPBITBIX M OCTAaBIIMXCS 00s3aTEeNbCTB (P HAIWYHH),
TIOJINTMCaHHOE TIPaBOIpHOOpETaTeneM.

I'. 4 3menenne Ha3BaHus U (WIH) afipeca YIPSKICHUH KPOBH, BKIIIOUAS Tpebyemass Bun

YcmoBus

IIEHTPOB IO COOPY KPOBH/TIIIA3MBI JIOKyMEHTaIUsl TPOIeTyPhI
1,2 1,2,3 1A

Y ¢ m1 o B u 4

1. YupexaeHue KpPOBH IOIKHO 0oCcTaBaThbCsd TEM Ke IOPUIUIECKUM JIALOM.

2. V3MeHeHue ODKHO OBITh aJMMHUCTPATUBHBIM (HANpHMeEp, CIUSHHE, TOTJIOMICHNE); U3MEHEHHE Ha3BaHMs
YUpEXJICHUS! KPOBH/IIEHTPA 110 cOOpY, IPH HEM3MEHHOCTH YUPEXKCHUS KPOBH.

JdoxyMmMeHT anqs

1. IlonnmucanHas Aexgapanus TOro, YTO M3MEHEHHE HEe BKIIOYAET M3MEHEHHE CHCTEMBI KaueCTBA YUPEKICHUSI
K p O B H

2. TlopamucaHHas Jekjapanus TOTO, YTO W3MEHEHHsI IepedyHs LEeHTpoB cOopa HE TPOUCXOMAHMT.
3. OGHOBIIEHHBIE COOTBETCTBYIOIINE PA3/IEINbl M OTIOJIHEHHUS K Jocke M®II.

I'. 5 3amena nnu no6aBiIeHUE LEHTpPa 10 cOOPY KPOBHW/IIA3Mbl B paMKax v Tpebyemass Bun
CIIOBHS
Y4peXAECHUs KPOBY, BKIHOYEHHOT0 B MDII JOKYMEHTalMs MPOLENYPhI

1,2,3 B

J oKy MeHT auuuw s

1. DnuaeMuoIorHyeckue aHHbIE O BHPYCHBIX MapKepax, 3aTpardBarollfe IIeHTP Mo cOOpy KPOBHW/IUIa3MBl,
OXBAaTBIBAKOIIUE 3 TO/Aa. B OTHONICHNH BHOBH OTKPBHITOrO(bIX) IIEHTPA(OB) WX B CIIy4ae OTCYTCTBHUS JAHHBIX,
JEKIIapanus TOTO, YTO SHUACMHOJOTHYECKHE ITaHHBIC OYIYT NPEICTaBICHBI B OYEPEIHOM E€XKETOIHOM
00O HOBIEHTHH

2. VYka3zaH#e, 4TO UEHTP (QYHKIIMOHHPYET B TeX K€ YCIOBHAX, UYTO M OPYTHE IEHTPHI, IPHUHAICKAIINE
YUPEXKACHUIO KPOBH, COTIACHO IOJIOKCHHUSIM CTaHIAPTHOTO JOTOBOpAa MEXIY YUPEKICHHEM KPOBH H
I epxXaTemaem M O II
3. OGHOBJIEHHBIE COOTBETCTBYIOIINE Pa3/IENbl U TOMOIHEHUS K Tocke MODII.

I 6 Hckmrouenne wid w3MeHeHHE cTaTyca ((QyHKIHOHUPYIOIIUii/

He(pYHKIINOHUPYIOIIHIA ) yupexaenusi(ii) KpoBu/1ieHTpa(oB), Veosis Tpebyemass Bun
UCIIONB3YEMBIX JUIA cOOpa KPOBH/IIa3MBbl WM U1 UCTIBITAHUS KPOBO- U JOKYMEHTAIHs TIPOLeTypbl
IU1a3MOJiad U IIyJIOB IIa3Mbl

1,2 1 1A

Y ¢ o1 o B u 4

1. TlpuuuHBl MCKIIOYCHUS WM W3MEHEHHUsl cTaTyca He OO0YCIIOBJIEHBI mpoOiiemMamH, cBsi3aHHbIMH ¢ GMP.
2. Yupexnenue(s)/neHTp(bl) T0KHBI COOTBETCTBOBATh MHCIIEKIIMOHHOMY 3aKOHOJATEIbCTBY ITPH M3MEHEHHH
cTaryca ¢ He()yHKIIMOHUPYIOIMX Ha (PYHKIIMOHUPYIOIIHE.

JdoxyMmMeHT anqs
1. OGHOBJIEHHBIE COOTBETCTBYIOIIHE Pa3/IENbl M TOMOIHEHHS K Joche MDIT.

I'. 7 BxiloueHne HOBOTO YYpEeXJIEHHs KpOBH B IeNsX cOopa KpoBu/ y Tpebyemass Bun
CIIOBUS

IUIa3MBl, He BKIIFoYeHHOro B MOI1 JIOKYMEHTAITUS TIPOIIeTyPBI
IT

I'. 8 3amMeHa WM BKIFOUYSHHE HOBOTO LICHTPA KPOBHU B LIENIAX HCIBITAHUS
Tpebyemass Bun

JIOHAMH KPOBH U IIa3Mbl U (MJIM) IIyJIOB IUIa3MBI B PaMKaXx yUPEKICHUS, Y CIOBHA
JIOKYMEHTAIUs MPOLeTyphl

BKIIIOYeHHOTO B MDIT



1,2 B

JdoxyMmMeHT anqs
1. YkazaHue, yTO UCTIBITAHUS MIPOBOJATCS COTIACHO TeM ke yTBepkaeHHbBIM COIl u (mnn) MeToamM UCTIBITaHUi.
2. OGHOBJIEHHBIE COOTBETCTBYIOIINE Pa3/IENbl U TOMOIHEHUS K Tocke MODII.

I'. 9 BxitoueHne HOBOTO YUpPEXACHUS KPOBU ISl UCIIBITAHUMA JTOHALUK Tpebyemas Bun

Ycnosus
KPOBH U TIJIa3Mbl U (WJIN) MYJIOB IUIa3MBbl, HE BKIIOYEHHBIX B MOIT JOKYMEHTAIHS TIPOLETyPhI
II
I'. 10 3amena i BKJIIOYEHHE HOBOTO yUPEXKICHUS KPOBH HIIH LIEHTPa(OB) VeoBis Tpebyemass Bun
, B KOTOPOM(BIX) XpaHUTCS IIa3Ma JOKYMEHTAIHs TIPOLETyPhI

1,2 B

JdoxyMmMeHT aUums

1. VkazaHre, 4TO ICHTP XpaHEHUS (QYHKIHOHUPYET B COOTBETCTBHH ¢ TeM ke COIl, yTBepKICHHBHIM B
y 4 pe X O e HHH

2. OGHOBJIEHHBIE COOTBETCTBYIOIINE Pa3/IENbl U TOMOIHEHUS K Tochke MODII.

I'. 11 UckmroueHne y4IpexIeHUS KPOBH WU IEHTPa(0B), B KOTOPOM(BIX) VenoBHA Tpebyemass Bun

XpaHHUTCS T1a3Ma JOKYMEHTAIHS TIPOIETyPhI
1 1 1A

Y ¢ o1 o B u 1
1. [TprumHa UCKITIOYEHHS HE JOJDKHA OBITH 00YyCIIOBIEHA TpodieMaMi, cBsi3aHHBIMU ¢ GMP.

J oxyMeHT anmus
1. OGHOBIIEHHBIE COOTBETCTBYIOIINE PA3JIENbl M AOTIOJIHEHHUS K Jocke MOII.

I 12 3amena wnmm BKIIOYCHHE OPTAHW3allMH, BOBJICUYCHHOW B N Tpebyemass Bun
CIIOBHUS

TPAHCHOPTHPOBKY ILIA3MBI JOKYMEHTAaLUs ITPOLETypBI
1 IB

JdoxyMeHT aUnus

1. OOHOBNIEHHBIE COOTBETCTBYIOIINE Pa3/ieibl U JomodHeHud K Jocke M®II, BKitoyas Bce yUpeKICHUS KPOBH,
MOJIB3YIONTUECS 3TOW TPAaHCIOPTHOW OpraHU3alMel, pe3toMe IeHCTBYIONEH CHUCTeMBbI, OOecleynuBarolei
TPAHCIIOPTUPOBKY B HAICIKANIMX YCIOBHIX (BpeMs, Temreparypa u coorBercTBie GMP) u moarBepxaeHue
TOT'0, YTO YCJIOBUSI TPAHCIIOPTUPOBKH BAJIUIUPOBAHBI.

I'. 13 HckmroueHne OpraHM3allii, BOBJIECYEHHOH B TPAaHCIOPTHUPOBKY v Tpebyemass Bun
CIIOBHUS
IUIa3MBbI JIOKYMEHTAIUs IIPOLETyPEI

1 1 IA

Y ¢ o1 o B u 14
1. IlprurHa MCKITFOYEHNUS HE IOJDKHA OBITh 00YCIIOBJIeHA ITpodiieMaMu, cBsi3aHHbIMU ¢ GMP.

JdoxyMeHT aUu™s
1. OOGHOBIIEHHBIE COOTBETCTBYIOIINE Pa3/IeNbl U IOTONHEHHS K 1ocke MOIT.

I'. 14 BkiioueHHe TECT-CHCTEMBI, 3aperucTpHpoBaHHON B Pecmybiuke
Kaszaxcran B kauecTBe MEIMIIMHCKOIO H3IENUs, B LENSIX HUCIBITAHUA Y CIOBUS
OT/IEJIBHBIX JOHAIUI KPOBH U MJIa3Mbl B KAUE€CTBE HOBOM TE€CT-CUCTEMBI

Tpebyemass Bun
JOKYMEHTAIHS IIPOLEYPhI

1 1,2 IA

YV ¢ 1 o B HuU 4
1. HoBas Tect-cructema 3apeructpupoBana B PecryOnrke Ka3axcTaH B Ka4eCcTBE MEIUIIMHCKOTO U3/ICITHS.

JoxyMmMeHT aUns

1. TIlepeyeHb  HCHBITATENBHBIX  IIOIIAZA0K, B  KOTOPBIX  HCIOJB3YeTCS  TECT-CHCTEMA.
2. OOHOBIICHHBIC COOTBETCTBYIOIIME Pa3Aeibl U JOMOHEHHS K 1ocbe M®II, BKIrO4ass OOHOBJICHHBIC CBECHHUS
00 UCMBITAHUSX B COOTBETCTBHH TpeboBaHusMu Pecryomuku Kazaxcran mo cocraienuto MOII.



I'. 15 BKiIIOYEHHE TECT-CUCTEMBI, HE 3apETHCTPUPOBaHHON B Pecry6nuke YcmoBust Tpebyemas Bwun
Kazaxctan B kadecTBE MEAMIIMHCKOTO HU3NIENUS, B LIENAX HCIBITAHUS AOKYMCHTAIMA IIPOUCAYPbI
OTJENIBHBIX JOHAIUI KPOBH U MJIa3Mbl B KAUECTBE HOBOM TE€CT-CUCTEMBI

a) HoBas ucneiTarenbHas cucteMa panee He Obuia ogoopeHa B M®II Hu

. II
JJI4 OAHOI'O HEHTPA KPOBU B HEIAX UCHBITAHUA JOHAIIMK KPOBU U IJIa3MbI

6) HoBas ncnbiTarensHas cucrema Obuta onodpeHa B MOII anst npyrux

1,2 IA
LEHTPOB KPOBH B LEJIAX UCIIBITAHUSA JOHAIIMU KPOBU U TIa3MbI ’

J oKy MeHT auuw s

1. IlepeyeHp UCHBITATENBHBIX LIEHTPOB, B KOTOPBIX HCIIOJIB3YETCSI TECT-CUCTEMA, M NMEpPEeUeHb UCIBITaTEIbHBIX
LEHTPOB, B KOTOPBIX OHa Oynet HCHOIb30BaThCA.
2. OOGHOBIICHHBIE COOTBETCTBYIOIIHE pa3Aeibl M AOMOMHEHN K Jocke M®II, BKiodas 0OHOBIEHHbBIE CBEICHUS
00 UCTIBITaHUSAX B COOTBETCTBHH TpeOoBaHmsAMH PecryOonukn Kazaxcran mo cocraBinennio MOIT.

I'. 16 M3meHeHNE UCTIBITATEILHON CHCTEMBI/METO/1a, UCIIOJIB3YEMOTO IS
UCIBITAHUS IyJOB (UCHBITAHWE HAa AaHTHTENa, AHTUTCHBl WU Y CIOBUS
aMIUTH(UKAIHS HyKJICHHOBBIX KUCIIOT)

Tpebyemass Bun
JOKYMEHTAIHS IIPOLEyPbI

II

Tpebyemass Bun
JIOKYMEHTAIHSI TIPOLESTYPhI

1 1 1A

I'. 17 Brenenue nnu paciMpeHre Npoueaypbl KApaHTUHHOTO XPaHEHUS YcenoBus

Y ¢ o1 o B u 4
1. [lpouenypa KapaHTUHHOTO XPaHEHUsI sBIsieTCS Oojiee CTPOro (HampuMep, BBITYCK JIMIIb ITOCIE MOBTOPHOM
TIPOBEPKH JOHOPOB).

JokyMeHT auum s

1. OOHOBJICHHBIC COOTBETCTBYIOIIHME Pa3/Ieibl U JOMOMHEHHS K Joche M®DII, BKiTFoUasi OCHOBAHUS BBEICHUS HITH
paclIMpeHusl Mpouenypbl KapaHTUHHOTO XPaHEHHWs, IUIOLIAJKH, B KOTOPBIX OCYIIECTBISIETCS KapaHTUHHOE
XpaHEHHEe U H3MEHEHUS MIPOIEAYPHL, IEPEBO PEIICHHUH, BKITIOYast HOBBIC YCIIOBHSL.

I'. 18 HckmroueHne nepuoaa KapaHTHHHOTO XPAaHCHMS WM COKpPAalICHHE Tpebyemass Bun

VYcenosus
€ro MPOJI0JKUTEIBHOCTH JOKYMEHTAIHs TIPOLEy Pl
1 1B
J oKy MeHT auuw s
1. OGHOBIIEHHBIE COOTBETCTBYIOIINE pa3ieiibl jocke MOTI.
I'. 19 3amena wim moOaBiieHWE KOHTEHHEPOB IS KPOBH (HAmpumep, y Tpebyemass Bun
CIIOBUS
MEIIKOB, (pJIaKOHOB) JOKYMEHTAITUS MPOIeTyPHI
a) HoBble KoHTElHepHl Ui KPOBH 3aperucTpupoBaHbl B PecmyOmmke 1.2 | IA

KasaxcraH B kauecTBe MCIUIIMHCKHUX I/ISI[CJ'II/Iﬁ

6) HoBrle KOHTEIHEPHI A7 KPOBU HE 3apeTHCTPUPOBaHHl B PecmyOnmke

II
Kazaxcran B kauecTBe MEAUIIMHCKHUX H3/ACTHN

Y ¢ 1 o B u 4
1. Komnteitnep 3apeructpupoBan B PecnyOmmke KazaxcraH B kadecTBe MEIUIIMHCKOTO H3JEIHSA.
2. Kputepnn kadecTBa KpOBH, 3aKIIOYCHHONW B KOHTEHHEDP, HE M3MEHSIIOTCS.

JokyMeHT auum s

1. OOHOBICHHBIC COOTBETCTBYIONIUE pa3eiibl U JOMONHEHUS K nocbe MOII, BKiIrOYass HauMEHOBaHHE
KOHTCIHEpa, MPOU3BOANUTENS, CHCHH(DHUKAIMIO PacTBOpa AHTHKOATYISIHTA, MMOATBEPIKICHUE PETUCTPAIIUU B
Pecrry6nuke Kazaxcran u Ha3BaHHE yUpEkKACHUSI KPOBH, B KOTOPOM HUCIOIB3YeTCs KOHTCHHED.

Tpebyemass Bun

I'. 20 M3menenune XpaHeHHs/ TPAHCITIOPTHPOBKH VYcenous
JOKyMEHTAIHs TIPOLETyPbI

a) yCIIOBHIA XpaHEeHUS U (MIIH) TPAaHCIOPTUPOBKH 1 1 1A

0) MakCUMaJIbHOTO CPOKa XpaHEeHHUsI MIIa3Mbl 1,2 1 IA



Y ¢ o1 o B u 4

1. Vi3MeHeHne TOIDKHO Y)KECTOYaTh YCIIOBHS M COOTBETCTBOBATh TpeboBaHmsAM I'ocynapcTBenHoi dDapmakoree
Pecnyomukm  KazaxcraH, mpenbsBaseMbIM K  IJa3Me  deJoBeKa I (ppaKIMOHMPOBAHHA.
2. MaxkcuMaIbHEIH CPOK XpaHEHUS! KOpOUe MPEIbIIYIIEro.

JdoxyMeHT aums

1. OOHOBNICHHBIE COOTBETCTBYIOIINE pa3/ieibl U JONOJIHEHUs K n1ocke M®II, Bkiodas moapoOHOE OomHcaHue
HOBBIX YCJIOBHH, IIOATBEPXKICHUE MEPBUYHOM SKCIEPTH3bI YCIOBUI XpaHEHHs/TPAHCIIOPTHPOBKH U Ha3BaHHE
yapexaeHus(if) KpoBH, B KOTOPBIX MPOMCXOIUT U3MEHEHUE (©CII IPUMEHHUMO).

I'. 21 BBeneHue ucnbpITaHUS Ha BUPYCHBIE MapKephl, €CIIM TaKOe BBEJCHUE v Tpebyemas Bun
CJIOBHSA

OKaXXCT 3HAYMMOC BJIMSTHUC HA OLICHKY BUPYCHBIX PUCKOB JOKYMCHTalus NpOoUCaAyphI
II

I'. 22 V3MeHeHHWe NMPHUTOTOBIICHHS ITyJa IJIa3Mbl (HalpuMep, MeToja v Tpebyemass Bun
CJIOBHSA

MMpOU3BOACTBA, pa3sMepa I1yJjia, XpaHCHU 06pa3u013 myJia HJ'IaSMBI) JOKYMCHTalMs NPOLCAYPhI
1 IB

JoxyMeHT anmus
1. OGHOBIIEHHBIE COOTBETCTBYIOIINE pa3ieiibl jocke MOII.

I'. 23 H3meHeHue wMep, NPUHUMAEMBIX MPH PETPOCHEKTUBHOM
p, 1P pu petp Tpebyemass Bun

0o0Hapy>KeHUH, YTO JOHALUU KPOBHU U IIA3MBI MOJIEKAT UCKIIOUECHHUIO 3 Y CIIOBUS
JOKYMEHTAIHs TIPOLEyPbI

00paboTkH (TMpoleaypa PeTPOCIEKTUBHOTO aHATN3a)
11

ITpunoxenue 2
K puKa3sy MuHHCTpa 3/[paBOOXPaHEHNUS
Pecny6mmkn Kazaxcran
ot 15 nrousa 2018 roma Ne 374

YTBepKIEHbI
MpUKa30M MHHHUCTpA 3APaBOOXPAHEHUS
Pecny6nuku Kazaxcran
ot 18 Hos6ps 2009 roma Ne 736

IIpaBuia OpoBeACHHUA SKCICPTH3HI H3ACIMM MEIUIMHCKOTO HA3HAYCHUA 1
MEIUIIMHCKOMN TEXHUKH

I'maBa 1. O0mue monoxeHus

1. Hacrossmue IIpaBuia mpoBeaeHUs 3KCOEPTU3bI U3ACIUNA MEIUIIUHCKOTO
Ha3HAYeHUs W MEIUIMHCKOW TexHuku (manee - IlpaBuma) paspaboraHbl B
cootBeTcTBUU co cTaThel 63 Konekca Pecyonuku Kazaxcran ot 18 centsiops 2009
roga "O 3m0poBbe Hapoaa U cucteme 31paBooxpaHeHusa" (manee — Kogekc) u
OTIPEIEIIAIOT MOPSAAOK MPOBEJACHUS KCIIEPTU3BI U3JETUN METUIIMHCKOTO HA3HAYCHUS U
MEIUINHCKOW TEXHUKH.

2. DKcnepTu3a W3S MEJUIIMHCKOTO Ha3HAYCHUS U MEAUIIMHCKON TEXHUKH B
COOTBETCTBUHU C MyHKTOM 2 cTtaThu 63 Komekca mpoBOAUTCA peCyOTMKaHCKUM
roCyapCTBEHHBIM MPEANPUATHEM Ha IMpaBe XO3SUCTBEHHOTO BEICHUs (najee —
rocyJapCcTBEHHas AKCTEepTHAS opraHusanus), OCYIIECTBISIONIUM
MIPOM3BOICTBEHHO-XO035IUCTBEHHYIO JIEATEIbHOCTh B O0JACTHU 3JIPABOOXPAHCHHS I10



obecrneueHuro 0e301macHOCTH, YPHEKTUBHOCTH W Ka4ecTBa MU3JCIUN MEIUIIMHCKOTO
HA3HAYCHUS U METUITUHCKON TEXHUKH.

3. DkcrnepTH3e Mo JIekKaT MpousBecHHbIe B Pecmybnuke Ka3zaxcraH, a Takxke
BBO3UMBIC Ha €€ TCPPUTOPUIO U3JICTUs MCAMIIMHCKOTO Ha3HAYEHUS M MEIUITMHCKAs
TEXHUKA.

4. Jlo moja4yu 3asiBICHUS HA KCIEPTH3Y M3MIETHUS MEIUIIMHCKOTO Ha3HAYCHUS U
MEIUIMHCKOW TEXHUKHU 3asBUTEIh 10 JKEJTAHUIO TOJYyYaeT B TOCYAapCTBEHHOM
AKCTIEPTHOW OpraHMU3allMd HAYYHYI0 U TMPEAPETrUCTPANMOHHYI0 KOHCYJbTAIMIO Ha
JIOTOBOPHOW OCHOBE IT0 BOIPOCAM, CBSI3AHHBIM C MPOBEICHUEM DKCIIEPTU3BI U3ICTHI
MEUITTHCKOTO HAa3HAYCHUS U METUIIMHCKOU TEXHUKH.

5. Jlns mpoBeneHUs SKCIEPTHU3bl M3JCIHH MEIUIMHCKOTO Ha3HAYCHHS U
MEIUITMHCKON TEXHUKHU, TPUMEHSIEMBIX B CITY>KO€ KPOBH TOCYJapCTBEHHAS DKCIIEPTHAS
OpraHM3anusl TPHUBJICKACT CIHENHATNCTOB W3 NPO(WIBHBIX OpraHU3aIHi,
OCYULIECTBJISIOIIUX I€ATEIbHOCTh B c(hepe CIIyKObl KPOBH.

6. B Hactosmux [IpaBmiiax HCIONB3yIOTCS CISAYIONINE TEPMUHBI U OTIPEICTICHHUS

1) w3aenust MeTUITMHCKOTO HAa3HAYCHUSI/MEAUITUHCKASI TEXHUKA JIJIST TUarHOCTHKU
invitro (MH BUTPO)- HHCTPYMEHTHI, aliapathl, IpUOOPsI, 000pyI0BaHNE, MAaTEpUAIbI,
peareHThl, KAIMOPaTOPhl, KOHTPOJIbHBIC MaTEPUAJIbl M TIPOYHE U3/IETHS, TIPHUMEHIEMBIC
B MEJUIIMHCKUX IEJISAX OTACIBHO MM B COYETAaHUU MEXKTYy COOOH, a TaKKe BMECTE C
NPUHAIIEKHOCTSIMU, HEOOXOJAMMBIMU 7l MPUMEHEHUS YKa3aHHBIX HU3JIETUH 10
Ha3HA4YeHHWIO (BKJIOYAas COENHAJbHOE MpOoTpaMMHOE oOecredeHue), u
npeIHa3HauYeHHBIC MTPOU3BOIUTENEM JUIsI IPUMEHEHHS MPU HCCIEAOBAHMUIX invitro (
WHBUTPO) 0O0pa3loB OMOJOTMYECKUX MATEpPUAIOB YeJIOBEKA ISl TOMYy4YECHUS
uH(OpPMAIMU OTHOCUTENHHO (U3HOJOTHUUECKOTO WM MATOJIOTHYECKOTO COCTOSHHS,
BPOJKJICHHOH IMAaTOJIOTHH, MPEIPACTIONOKEHHOCTH K ONMPEIEICHHOMY KINHUYECKOMY
COCTOSIHUIO WJIM 0O0JIE3HU, COBMECTUMOCTH TKaHEH C MOTEHIMAIBLHBIM PEIUITUEHTOM,
NPOTHO3MPOBAHUS pEaKIMi Ha TeparneBTUYECKHE BO3ACHCTBHSA, BBIOOpA
TEPaANeBTUICCKUX CPEICTB U (WIJIM) KOHTPOJIS JICUCHUS,

2) HaMMEHOBaHUE U3/ICIHIA MEUITMHCKOTO Ha3HAUYCHUS U MEIUIIMHCKON TEXHUKU —
CIIOBECHOE 0003HAYEHHWE W3JSIUN MEIUIIMHCKOTO Ha3HAYCHUS W MEIUITMHCKOU
TEXHUKH, OTIPEICIISIONIEe MOJIENb, PA3HOBHIHOCTD, MOIU(DUKAIIHIO, THUII;

3) KOMIUIEKTYIOIIee K U3ICTUIM MEIUIIMHCKOTO Ha3HAYCHHS W MEIUITUHCKOM
TEXHUKE — U3JCNHE, HE SBISIONICECS HU3JCIMeM MEIUIMHCKOTO Ha3HAYCHHS U
MEUITMHCKOW TEXHUKHW WU TMPUHAUICKHOCTHIO K HMM, B TOM YHCJIEe OJIOKH, YacTH,
AIIEMEHTHI U3JIeTNsI, MaTEePHAIIbI, 3aMlaCHbIC YaCTH, TIPEAHA3HAYCHHBIC TPOU3BOIUTEIICM
U3JIEHS] MEIUITMHCKOTO Ha3HAYEHUS W MEIUIIMHCKON TeXHUKU I NPUMCHECHHS B
COCTaBE WJIM COBMECTHO C HUMH,

4) MpUHAUIC)KHOCTh K H3ICIHUSIM MEAWIIMHCKOTO HA3HAYCHUS W MEIUIIMHCKOM
TEXHUKU — W3JEIUe, HE SBIISIIONICECS W3ACIMEM MEIUIIMHCKOTO Ha3HAYCHUS WJIU



MEIULIMHCKON TEXHUKOW, IMPEJHA3HAYEHHOE MPOU3BOAUTEIEM JISI COBMECTHOIO
OPUMEHEHUS C OJJHUM WUJIM HECKOJBbKUMU U3AEIUIMH MEAUIIMHCKOTO Ha3HAYEHUS UITU
MEIUITTHCKON TEXHUKOM JIJIST UCTIOJIb30BaHUS B COOTBETCTBHUH C UX HA3HAUCHUEM;

5) 6e30nmacHOCTb U3ETNI MEAUIIMHCKOTO Ha3HAYeHHS M MEAUIIMHCKON TEXHUKU —
OTCYTCTBHE HEAOIYCTUMOI'O PUCKA, CBA3aHHOIO C BO3MOYKHOCTBIO HAHECEHUs Bpela
KU3HHU, 3I0POBBIO YEJIOBEKA U OKPY KAIOIIeH cpefe;

6) 3akitoueHue o 0e30macHOCTH, dP(HEKTUBHOCTU U KA4YECTBE H3ACIUU
MEJUIIMHCKOTO HA3HAYECHHUS U MEIUIMHCKONW TEXHHUKU — JOKYMEHT, COJEp Kallluii
pe3yJIbTaThl JKCIEPTHU3bl 3aSABICHHBIX M3JEIUA MEJAUIMHCKOTO Ha3HAYeHUS U
MEJIMIMHCKON TEXHUKHU;

7) pacXOHBIN MaTepuall K U3AEIUSIM MEIUIMHCKOTO HA3HAYSHUS U METUIIMHCKON
TeXHUKU — W3JETUS W MaTepHaibl, PACXOAYEMbI€ MPHU WCIOJH30BAHUU H3JICIIHMA
MEIUIMHCKOTO Ha3HAYEHUSI U MEIMIIMHCKOM TEXHUKH, 00ECIIeYUBAIOIINE MPOBEICHUE
MaHUOYJSIUUA B COOTBETCTBUHM C (PYHKIIMOHAJIbHBIM Ha3HAYEHUEM H3JEIUM
MEIUITMHCKOTO HAa3HAUCHUS U METUITMHCKON TEXHUKU;

8) mpou3BOAUTENb (M3TOTOBUTEND) H3CINN MEIUIMHCKOTO HAa3HAUYCHUS U
MEJMIMHCKON TEXHUKHU — IOPUINYECKOE WK (PU3UUECKOE JTUI0, 3apPErUCTPUPOBAHHOE
B KayeCTBE MHIMBUIYATbHOTO MPEANPUHUMATENS, OTBETCTBEHHOE 3a pa3pabOTKy U
MPOU3BOACTBO U3JEIUS MEAUIUHCKOTO HA3HAYEHHS M MEIUIMHCKON TEXHUKHU, U
JIEJIaloIIee ero TOCTYMHBIM ISl UCTIOIB30BaHUS OT CBOETO UMEHHU, HE3aBUCUMO OT TOT'O
, paspabotaHo W (WIHM) TPOU3BEACHO (M3TOTOBICHO) H3MEIHE MEIUIIUHCKOTO
HA3HAYEHUS U MEAUIIMHCKAs TEXHUKA 3TUM JIMIIOM HJIA OT €r0 UMEHH JAPYTUM JIUIIOM (
JUIAMU ), HECYILIEE€ OTBETCTBEHHOCTh 3a €ro 0€30MacHOCTb, Ka4eCTBO, 3(PPEKTUBHOCTD
U Ha MMS KOTOPOIrO BBIJAETCA PErHCTPAallMOHHOE yaocToBepeHue PecmyOnuku
Kazaxcran;

9) KayecTBO M3JENUI MEIUIIMHCKOTO HAa3HAYCHHS U MEAMIIMHCKOW TEXHUKU —
CTENEeHb COOTBETCTBHUS COBOKYIMHOCTH CBOMCTB M XapaKTEPUCTUK H3JEIIHS
MEIULMHCKOIO Ha3HAYECHHS M1 MEAUIIMHCKON TEXHHUKH, BIUSIOIINX HA UX CIIOCOOHOCTh
JIEUCTBOBATH MO HA3HAYEHUIO;

10) 3¢ dpekTuBHOCTh M3AETUNA MEIMIIMHCKOTO Ha3HAYEHUS U MEIUIMHCKOU
TEXHUKH — COBOKYMHOCTb XapaKTepPHUCTUK, OOECIeUrBAIONUX JOCTHKEHUE
IPOPUIAKTUYECKOTO, TUATHOCTUYECKOT0, JIeYeOHOro U (W) peaduIuTalruoOHHOTO
s dexra;

11) HOpMaTUBHBIA AOKYMEHT MO KOHTPOJIO 32 Ka4eCTBOM M 0€30MacHOCTHIO
U3JIeTUI METUITMHCKOTO Ha3HAaYeHUs (Jjaiee — HOPMATUBHBIN JJOKYMEHT) — IOKYMEHT,
YCTAHABJIMBAIOIINN KOMIUIEKC TpPeOOBaHUU K KAuyeCTBY H3ACIMN MEIUIMHCKOTO
Ha3HAuYCHMUS, a TAaK)KE€ METOJMKAM €ro OmpeAeieHUs, O00eCHeYMBAIOIHUX HUX
OJINHAKOBBIE MapaMeTpbl O€30MaCHOCTH U KauecTBa;



12) DkcrniepTHBI COBET TOCYJIapCTBEHHOW 3KCHEPTHOM OpraHu3auuu (panee —
DOKCIEpPTHBIN COBET) — KOJUJIErHMalbHBIM OpraH, cO3JaBaeMblil B roCyJapCTBEHHOU
AKCIEPTHOW OpraHu3alld MO PACCMOTPEHUIO CIIOPHBIX BOIPOCOB B pe3yJibTaTax
AKCIEPTU3bl, OCHOBAaHUM (MPUYMH) BBIJIAYM OTPUIATEIIHHBIX 3aKJIIOUCHUN TI0
3¢ exTuBHOCTH, OE30MaCHOCTH M KadeCTBY JIEKAPCTBEHHBIX CPEICTB, H3ACIUN
MEIULMHCKOTO HAa3HAYEHUSI U MEAUIMHCKON TEXHUKHU U MPUHATHIO OKOHYATEIbHOTO
pelieHus;

13) monens - OykBeHHOE, 1TM(poBOE WM OYKBEHHO-ITU(POBOE 0003HAUCHHE OTHOM
€UHULIBI U3/IeNIUS MEAUIIMHCKOTO HA3HAYCHUS U MEITUIIMHCKON TEXHUKH;

14) momudwukanus — pa3HOBUIHOCTH, BapUAHT HCIIOJHEHUS HU3ACITUN
MEIUMUIMHCKOTO Ha3HAYeHUs M MEIUIMHCKOW TEXHUKH, pa3paboTaHHbIX Ha 0ase
OCHOBHOTO H3JeJus C IeNbl0 YCOBEPUICHCTBOBAHUS, pACIIMPEHUs JHO0
CrelMaiu3alud MPUMEHEHUs] B MEIUIMHCKUX IeIsiAX M UuMeromas ooume
KOHCTPYKTHBHBIE TPU3HAKU C OCHOBHBIM U3/CIIHEM;

15) npon3BOICTBEHHAS TIJIOMIAIKA — TEPPUTOPHATHHO 000COOIEHHBIN KOMILIEKC,
npeJHa3HAYEHHbIH JUIs BBIMIOJIHEHHS] BCEro IIpoliecca MPOU3BOACTBA H3JETUS
MEIUIUHCKOTO Ha3HAYEHUS U MEAUIIMHCKON TEXHUKU UIIU €r0 ONPEIEICHHBIX CTaIHil;

16) ynoJHOMOYEHHBIA MPEACTABUTENb MPOU3BOJIUTEN — IOPUIUYECKOE HIIH
du3nueckoe JIMIO, 3aperUCTPUPOBAHHOE B KA4YECTBE WHAWUBHUAYaTbHOTO
npeanpuHuMaTens, sABiswmouieecs pesuaeHtom  Pecny6nukum  Kaszaxcraw,
YIOJTHOMOYEHHOE JOBEPEHHOCTBIO IPOU3BOJAUTENSI M3JIEIUSI MEIULHUHCKOTO
Ha3HAYCHHUS U MEOUUMHCKOM TEXHUKHU IPEACTABIATh €r0 MHTEPECHI IO BOIPOCAM
oOparmieHusT U3AeNuss MEAUIMHCKOTO HAa3HAYEHUS M MEIUIIMHCKOW TEXHUKH Ha
tepputopun  PecnyOnukum KazaxcraH B COOTBETCTBHH C JACHCTBYIOIIUM
3akoHoaTenbCcTBOM PecnyOnuku Kazaxctan B 001acTH 3JpaBOOXpaHEHHS;

17) 3asBUTENb — MPOU3ZBOAUTENH (M3rOTOBUTEINb) WM UX HPEACTABUTEND,
YIOJIHOMOYEHHOE T0/1aBaTh 3asBJIEHUE, JOKYMEHTHl U MaTepuajbl Ha MPOBEJICHHE
AKCIEPTU3bl U3ACIUNA MEJAUIMHCKOTO HA3HAYCHUS U MEAULMHCKOM TEXHUKHU s
perucTpanuu, NepeperucTpalui, BHECEHUE U3MEHEHUN B PETUCTPALlMOHHOE JOChE;

18) TunopasMepHbI psig — psia U3ACAUN C €AMHOM KOHCTPYKIUEH, 00IIuM
TEXHOJOTUYECKUM  MPOIECCOM, U3 OJHOPOJHOTO Marepuana, OOIUM
(GYHKIIMOHAIBHBIM Ha3HAYCHUEM, OTJIMYAIOIIUXCS pa3MepaMu, AuaMeTpaMu, r1yOuHON
, BecoMm, 00beMOM, IIBETOM U (hOPMOI;

19) peructpaliluoHHOE OOChE — KOMIUIEKT JTOKYMEHTOB M MaTepuaioB
YCTaHOBJIEHHOT'O COJIEPKaHUs, MPEICTABIISIEMbII K 3asBJIICHUIO HA SKCIIEPTU3Y U3IECITUI
MEIULIHUHCKOIO HA3HAYEHUSI 1 MEAULMHCKON TEXHUKH;

20) BHECEHUE U3MEHEHHI B PETMCTPALMOHHOE JI0ChE€ — U3MEHEHHUS, BHOCUMBIE
3asBUTEJIEM B PETUCTPALMOHHOE JI0Ch€ B TEUEHUE NIEMCTBUS PETrUCTPALMOHHOIO
YIOCTOBEPEHMS, HE BIMSIONIME Ha 0€30MACHOCTh, 3P (HEKTUBHOCTh M KAYECTBO M3IEIIHMA



MCANIIMHCKOI'O HAa3HAYCHUA U MGI[HHHHCKOﬁ TCXHUKH U ITOMJICIKAIIUC SKCIICPTU3C B
COOTBCTCTBHUHU C HACTOAIIIUMHU HpaBI/IJIaMI/I.

I'maBa 2. ITopamok mpegoCTaBiICHAA PErACTPAIIMOHHOIO JOChE LA IPOBEACHAA
SKCIIEPTH3HI M3EINi MEIUIIMHCKOIO HA3HAYCHUS M MEIUITMHCKON TEXHUKA

7. Jus mpoBeneHUs DKCIEPTU3bl M3AEIUNA MEAULMHCKOrO HA3HAYEHUS U
MEIHUIMHCKON TEXHUKHM 3asBUTEIb 3aKJIKOYAEeT C TOCYJAPCTBEHHOM JKCIEPTHOU
OpraHu3alueil JOroBOp Ha IMPOBEACHUE SKCHEPTU3bl M mIpenoctasisier B LleHTp
o0cy>)KMBaHUsl 3asiBUTENIEd TOCYyJAapCTBEHHON SKCHEPTHOW OopraHu3anuu (naigee —
[HO3) cnenyromiye 10OKyMEHTHI:

1) 3asiBlieHHE Ha IPOBEACHHE IKCIIEPTU3BI U3/ACNIU MEAUIIMHCKOTO Ha3HAYEHUS U
MEIUITMHCKON TEXHUKH 10 (popme coriacHo nmpuioxeHuto | k Hactosimmm [IpaBumam;

2) perucTpalMoOHHOE J0Chbe, COJepXkallee IMepeueHb JOKYMEHTOB
PEruCTPAllMOHHOTO JOChE I DKCHEPTU3bl M3AEIUHA MEAULIMHCKOIO HA3HAYECHUS U
MEIUIUHCKON TEXHUKH COTJIACHO IMPHIOKEHUIO 2 K HacTosmuM [IpaBunam;

3) oOpa3upl U3IEIUN MEAUIMHCKOIO Ha3HA4Y€HMs, CTaHJApTHbIE OOpasibl
XMMHUYECKUX BEHIECTB, TECT-IITAMMOB MHKPOOPTraHU3MOB, KYJIbTYp KIETOK,
crenu(@UYecKux peareHToB, PpACXOJHbIX MAaTEpUaIOB, HEOOXOAUMBIX IS
BOCITPOM3BOJIUMOCTH METOAMK JTA0OPATOPHBIX UCHBITAHUN W3ETUS MEIUIIMHCKOTO
HAa3HAYEHHUS B KOJIMYECTBAX, JOCTATOYHBIX [J TPEXKPATHBIX HCIBITAHUN C
OCTaTOYHBIM CPOKOM I'OJTHOCTH HE MEHEE IIECTH MECALIEB;

4) KOMHUIO JOKYMEHTA, MOJTBEPXKAAIONIET0 OIUIaTy 3asBUTEIEM CYMMBbI IS
IPOBEACHUS DKCIIEPTU3bl HA PACUETHBIM CUET TOCYJApCTBEHHOM JKCHEPTHOU
OpraHU3aluu.

8. ®opMUpOBaHHUE 3asBJICHUS HA POBEICHHUE DKCIIEPTU3BI U3AETUN MEIUIIMHCKOTO
HAa3HAYECHUS W MEJUIMHCKONW TEXHUKU C MPUIIOKEHUEM IMEepEeUHsl JTOKYMEHTOB
PErUCTPAIMOHHOTO JOChE ISl DKCHEPTU3bl U3JAEIUNA MEAUIMHCKOIO HA3HAYECHUS U
MEIUIIMHCKON TEXHUKH COrJAaCHO NPUWIOXKEHUIO 2 K Hactosmum [IpaBuiam
OCYILIECTBJISICTCS B HMH(POPMAIMOHHOW CHCTEME TOCYJAapCTBEHHOM 3SKCIEPTHOU
opraHuzanuu (nainee — HGOpMaIMOHHAS CUCTEMA) IO UHAUBUIyaTbHOMY MapoJIIo.

9. Cnenmanuct 1{O3 nociie mpueMa JOKYMEHTOB, MIPEyCMOTPEHHBIX ITYHKTOM 7
HacTosiux I[IpaBun B TeueHne ogHOro padboyero AHs:

1) ocyIecTBISIET PETUCTPAIINIO 3asIBICHHS B MH(GOPMAIIHOHHON CUCTEME;

2) OCyUIECTBJSIET 3arpy3Ky 3JEKTPOHHOI'O PErUCTPAIMOHHOTO JIOChE B
UH(OPMAIIMOHHYIO CUCTEMY;

3) npoBepsieT OCTATOYHBIA CPOK T'OJHOCTU OOPa3IOB M3ACIUN METUIIUHCKOTO
Ha3HAYCHUS, CTAHIAPTHBIX O0O0pa3lOB XHUMHUYECKHX BEHIECTB, TECT-IITAMMOB
MUKPOOPraHU3MOB, KYJIbTYp KIETOK, CHEeNU(PUUECKUX PEareéHTOB, PaCXOJHBIX



MaTepHaoB, HEOOXOIMMBIX JUIsI BOCIHPOMU3BOAMMOCTH METOAMK JIaOOPaTOPHBIX
UCMBITAHUN W3JENHs MEIULMHCKOTO HAa3HAYEeHUs M BHOCHUT JaHHbIE B
UH(OPMAIIIOHHYIO CUCTEMY.

s coOnmroieHust yclIoBUM XpaHEHUs (TeMIlepaTypHBIM peKUM, BIIaKHOCTD)
o0pa3ubl H3AEIUA MEIULMHCKOTO Ha3HA4Y€HUs NPEJOCTaBIISIIOTCS HAPOYHO
HEMOCPEJICTBEHHO B UCIIBITATENBHYIO J1a00paTOpHIO.

10. ITpyn ogHOBpEMEHHOW MOAAaYe Ha 3KCIEPTHU3Y HECKOJBKUX MOAM(PUKAIUN
U3JIeJINA MEIMIMHCKOrO HA3HA4Y€HUsS W MEIMIMHCKOW TEXHHUKH, OTHOCSUIUXCS K
OJIHOMY BHUJY H3J€IUsl MEJUUHUHCKOrO Ha3HAYeHUS M MEIULUMUHCKOW TEXHHKHU,
U3TOTOBJIEHHBIX OJHUM IPOHU3BOAUTENEM, OTIHYAKOMHKUXCS APYr OT Apyra
U3MEHEHUSMU KOMIUIEKTAUMU U (MJIM) TEXHUYECKUX MapaMeTpoB, HE BIMSIOUIUMU HA
OPUHLIUI paboOThl U (PYHKIIMOHAJIBbHOE HAa3HAUYE€HHE, OTHOCAUIMXCS K OJTHOMY KJIaccy
NOTEHIIMATBHOTO PUCKA MPUMEHEHUS, 3asIBUTEb MPEACTABISET OJHO 3asiBIICHUE U
OJIHO PETUCTPALIMOHHOE J0CHE.

11. B ciyuasx mpeacTaBieHUs 3agBUTEIEM HEMOJHOTO IMaKeTa JOKYMEHTOB, a
TaK)K€ HE COOJIOJICHUS YCIOBHM, MPEAYCMOTPEHHBIX TYHKTOM 7 HacTosmux [IpaBun
crnennanuct 11O3 oTka3bIBaeT B IpueMe 3asiBJICHHUS.

I'naBa 3. ITopamok mpoBeIeHNA SKCOEPTH3H] H3IECIMA MEAUITMHCKOTO
Ha3HA4YCHHUS M MEIUIIMHCKON TEXHUKHU

IMaparpa¢ 1. Sransr npoBeACHNA SKCIEPTH3HI H3ASINH MEIUIHTHCKOTO
Ha3HA9YCHUS U METUIIMHCKON TeXHUKA

12. DxcnepTr3a U3aeauil MEIUIIMHCKOTO Ha3HAYEHUS WIIM MEAUIUHCKON TEXHUKHU
COCTOUT U3 CJIEAYIOIINX 3TAMOB:

1) HauanpHas 3KcHiepTH3a (BaIuAgaus PErUCTPAMOHHOTO JOCKE);

2) nabopaTopHbIE UCTILITAHUS HA U3JIETUS MEIUIIMHCKOTO HA3HAYCHHUS;

3) crnenanu3upoBaHHAs HKCIEPTHU3A.

13. DkcnepTusa MpoBOAUTCS C UCIOJIb30BaHUEM HMH(DOPMALIMOHHOW CUCTEMBbI
rOCy/IapCTBEHHOM 3KCIEPTHOW OpraHu3aluu "IJKCIepTU3a JEKAPCTBEHHBIX CPEJICTB,
U3JIETIUN MEIMIIMHCKOTO Ha3HAYCHUS] U MEAUIIMHCKON TeXHUKH', HHTETPUPOBAHHOM C
eauHol 6a3oi nanubix "Cuctema ynpaBieHUs JIeKapCTBEHHOro o0ecneueHus”" EnuHoit
UH(OPMAIIMOHHON CUCTEMBI 3IPaBOOXPAHEHUSI.

ITaparpad 2. ITopsanok npoBeneHNs Ha9aIbHON SKCIEPTH3H (BATHIAIAN
PETHCTPAMOHHOTO JJOCHE) H3AEIHMA MEAUIIMHCKOTO Ha3HAYCHHUS
MEIUIUHCKON TEXHUKH



14. Tlocne mpueMa 3asBJIEHUS YKCHEPTOM MPOBOAUTCS HayaldbHas dKcHepTUsa (
BallMJALUsI PETUCTPALIMOHHOTO JOChE€) HW3AENHS MEIUIMHCKOrO0 Ha3HA4YeHUsS WU
MEUIMHCKON TEXHUKHU B CPOKH, IPEAYCMOTPEHHbIE I1aBoi 6 HacTosimux [IpaBu.

15. Ilpu HavyanbHOM dKCHepTH3E (BAIUIALMN PETUCTPAIIMOHHOTO JOChE) U3IETUS
MEIMLIHMHCKOIO0 HA3HAYECHUS WMJIM MEIUIIMHCKOW TEXHUKH MPOBOJINUTCS OLICHKA MOJHOTHI
, KOMIUIEKTHOCTH W TPABUIBHOCTU O(OpPMIICHHS JOKYMEHTOB, NpPEJACTaBICHHBIX
3asIBUTEJIEM B PETUCTPAMOHHOM JIOChE B OTHOLIEHUU JI0Ka3aTEIbCTB O€30MaCHOCTH,
7 (PEKTUBHOCTH U KayecTBa M3JIENHUS MEIUIIMHCKOTO Ha3HAYCHUS WJIM MEIUIIMHCKOM
TEXHUKH, a TaK)Ke NPOBEPKH OOpa3LOB M3AEIUM MEIUIMHCKOTO Ha3HAYeHHS U
CTaHJIapPTHBIX 00pa3LIOB JJis IPOBEICHUS J1aOOPATOPHBIX UCTIBITAHUI Ha COOTBETCTBUE
YCIOBHSM, NPEABSIBISIEMbIM K 00pa3laM H3AeIuid MEIULIMHCKOTO Ha3HAYeHUs IS
1a00paTOPHBIX UCTIBITAHUI COTJIACHO MPHIIOXKEHHUIO 3 K HacTosmmM [IpaBunam.

16. B cnywyae Hanuuus 3aM€UaHU B PETUCTPALMOHHOM JOCHE 3asBUTEIIIO
HaIpaBJseTcs MUCbMO C YKa3aHUEM BBISIBICHHBIX 3aME€YaHUN U HEOOXOJIMMOCTU HUX
YCTPaHEHUS B CPOK, HE MPEBBIIAIONINN ECThACCAT KAJICHIAPHBIX THEH.

17. Ilpn HE ycTpaHEHUH 3aMEYAHUI U HETIPEICTABICHUU OTBETA B YCTAHOBJIEHHBIE
CPOKH, IpeayCMOTpeHHbIE NyHKTOM 16 Hacrosmmx IIpaBui, rocynapcTBeHHas
AKCHEpPTHAs] OpraHu3alus HapaBiseT 3asBUTENIO yBEJOMIIEHHE (B MPOU3BOJBHOU
dopmMe) O MpeKpaueHUU SKCHEPTU3bl H3ACIUS MEIULUUHCKOTO HAa3HAUYCHHs WM
MEJIUIIMHCKON TEXHUKH.

18. Ilo pe3ynpTaTaM Ha4aJIbHOM AKCHEPTHU3bI (BAMIALHUH PETHCTPALMOHHOTO
JI0OChE) COCTABIIACTCS OTYET HAYAIBHOW AKCHEPTU3bI (BAIMIALUKA PETUCTPALIMOHHOTO
0ChE) H3JEIUsl MEIUIMHCKOIO0 Ha3HAYEHHS WM MEIMIMHCKOW TEXHUKH,
IPEICTABICHHBIX HA dKCIEPTU3Y COIVIACHO NMPHIIOKEHUIO 4 K HacTosmmM [IpaBunam
WIM OTYET HAYaJIbHOW SKCHEPTU3BI (BAIUJALMN PETUCTPALIMOHHOTO JOChE) M3MEHEHU
, BHOCUMBIX B PETUCTPALMOHHOE AOCHE M3IEIUs MEIUIMHCKOTO HA3HAYECHHUs WU
MEIULIMHCKOW TEXHUKHU COTJIACHO MPUIIOKEHUIO 5 K HacToAmmuM [IpaBunam.

IMTaparpa¢ 3. ITopsaok mpoBencHNs 1a00PaTOPHEIX MCIIBITAHUH W3/1€IIHH
MEJUIMHCKOr0 Ha3HAYeHN

19. B ciydae MOJIOKUTENBHOIO OTYETA HAYaIbHOW SKCIEPTHU3bI (BalUAAIUU
PETUCTPALIMOHHOTO JOCHE) MPOBOAATCS JIaDOPATOPHBIE UCTIBITAHUS 00PA3II0B U3AEIHMA
MEIUIMHCKOTO HA3HAYEHHS B CPOKH, IPEAYCMOTPEHHbIE Ir1aBoi 6 Hactoamux [IpaBun

20. JIabopaTopHbIe UCIBITAHUS 0OPA3IOB U3CIIHN MEIUIIMHCKOTO Ha3HAYCHHMS
OCYIIIECTBIISIOTCS B HMCHBITATEIBHBIX JTA00PATOPUSIX TOCYJIAPCTBEHHOW 3KCIIEPTHOM



OpraHM3alMy B LIENSAX MOJITBEP)KIECHUS COOTBETCTBUS IMOKazaTeseil 0e30MacHOCTH U
Ka4eCcTBa M3JEJIUS MEIUIMHCKOrNO HA3HAYEHHS 3asBJICHHBIM B HOPMAaTHBHOM
JOKYMEHTE IPOU3BOAUTEINS U BKIIFOYAIOT:

1) ucnibiTanust 0Opa3OB U3IETUN MEAUIIMHCKOTO HA3HAYEHUS;

2) onpeneneHue BOCIPOU3BOIMMOCTH METOIUK aHAIIN3A.

HcnpiTanuss 00pa3ioB U3AENMM MEAUIIMHCKOTO Ha3HAYEHMsI OCYLIECTBISIOTCA
NyTeM NPOBeAEHUs (PU3UKO-XUMHUECKUX, OMOJIOTMUYECKUX U TEXHUYECKUX HCTIBITAHUN
B LEIAX MOJITBEPXKIACHUS COOTBETCTBHUS IOKa3aTeneil 0e30macHOCTH M KadecTBa
U3JIENINS. MEAULMHCKOTO Ha3HAYEHUSI.

[Tpu ucnbiTaHUU 00pa3LOB U3AEIHS MEIULMHCKOTO Ha3HAUYECHUS OMpeNessieTcs
Ounonoruyeckasi 6e30MacHOCTb WJIA OLIEHKA OMOJIOTUYECKOTO IEUCTBUS, (U3HMUECKUE U
MEXaHUYECKUE MOKa3aTenH, (PyHKIMOHAIbHBIE, TEXHUYECKHE U (PU3UKO-XUMUYECKUE
[OKa3aTeIM, MOATBEPKAAIOIINE OE30MACHOCTh U KaueCTBO M3/AEIUN MEIULHUHCKOIO
Ha3HA4YECHUSI.

Onpenenenre BOCIPOU3BOAUMOCTH METOAMK AHAIN3a 110 KOHTPOJO KayecTBa
U3JIENINS MEJULIUHCKOTO HA3HAYEHUS OCYIIECTBISAETCS B LENAX MOATBEPKACHUSA HX
COOTBETCTBHS, IPENYCMOTPEHHBIX HOPMATUBHBIM JOKYMEHTOM ITPOU3BOUTEIIA.

21. JIaGopaTtopHble UCIBITaHUSI HE MPOBOAATCS MPU MPOJJIEHUU CPOKA JEHCTBUS
PETUCTPAIMOHHOTO yJOCTOBEPEHUS B Clydae IMPHUCYTCTBUS Ha (apMalieBTUYECKOM
pbiHKe PecnyOnnku Kazaxcran n3nenuii MEIMIMHCKOTO Ha3HAYEHMs], IPOU3BEAECHHBIX
B ycioBusx [SO (MCO) 13485 unu GMP ([JxudwmlIn), He menee gecaru Jjetr 6e3
pekiIaManuii Ha ero 0e30MacHOCTh, 3PPEKTUBHOCTD U KaYECTBO.

22. B ciayuae BBIABICHHS 3aMEYaHUI MO pe3yJibTaTaM JIa0OPaTOPHBIX UCIIBITAHUI
3aBUTEJI0 HAIPABJISAETCS IHCBMO C YKAa3aHUEM BBIABJIECHHBIX 3aMEUaHUuil U
HEO0OXOIMMOCTH UX YCTPAHEHUS B CPOK, HE MPEBBIIAIOIINNA IEBIHOCTA KAJIEHJAPHBIX
JTHEH.

23. IIpu He mpeaoCTaBICHUU 3asBUTEIIEM OTBETA HA BBICTABIICHHBIE B MUCHME
rOCyJapCTBEHHOM JKCHEPTHOM OpPraHU3alM{ 3aMEYaHUs B YCTAHOBJICHHBIM CPOK,
IPELYCMOTPEHHBIA MyHKTOM 22 Hacrosuux [IpaBWil M OTpULIaTENBHBIX pe3yibTaTax
1a00paTOPHBIX HCIBITAHUM, MaTepHallbl HAMPABISIIOTCA B DKCIEPTHBIA COBET s
OPUHATHS pelleHus: 00 OTKa3e U MPEKPALEHUs SKCIEPTU3bl U3AEINNH MEAUIIMHCKOTO
Ha3HA4YCHUSI.

24. Ilo pesynpraraM 1abOOpPAaTOPHBIX HMCHBITAHUM H3AENHS MEIUIHMHCKOIO
HA3HAYEHUSI UCIBITATENIbHON JTAOOpaTOpHe COCTABISIETCS MPOTOKOJ MCIBITAHUN IO
¢dopme cornacHo NpuiIokeHuro 6 kK Hactosuum [IpaBunam.

25. lns oOpa3LoB U3Aeanii MEIULIUHCKOTO Ha3HAYeHUs, TPEOYIOUX 0COOBIX
YCIOBUM TPAHCIOPTHUPOBKM M IPOBEIECHUS HCHBITAHUNW C MCIOJb30BAHUEM
cnenuduueckoro o0OpyJOBaHUS U BCIIOMOTaTENIbHBIX CPEJICTB J1abOopaTOpHbIE
UCIIBITaHUSL MPOBOJATCA B JIaDOPATOPUU KOHTPOJIS KA4eCTBAa MPOU3BOAMUTEINS WU B



KOHTPAKTHOW J1abOpaToOpuu, HCIOIb3YEMON MPOU3BOAUTEIEM B TPUCYTCTBUU
MPEICTABUTEIIEN TOCYAAPCTBEHHON SKCIIEPTHOW OPraHU3alIUY.

[To pe3ynbTaraM HCHBITAHUN COCTABJISIETCS OTYET O PE3YJIbTATAX MPOBEACHUS
71a60paTOPHOTO MCIIBITAHUS B JA00OPAaTOPUU KOHTPOJIS KaueCTBA MIPOU3BOIUTENIS WU B
KOHTPAKTHOH J1ab0paTOprH, UCIIOIB3YEMOM MTPOU3BOAUTEIIEM COTIACHO TPHIIOKCHHIO
7 x HacTosuM [ IpaBuiam.

ITaparpad 4. ITopsnok npoBeaeHNs CIIEMUAATN3UPOBaHHOMN S3KCIIEPTU3H
H3ACIHMHA MEIUIUHCKOr0 HA3HAYCHUA ¥ MEAUIIMHCKON TEXHUKHU

26. B ciydae TOJOXHUTEIRHOTO pe3yJibTaTa JIaOOPAaTOPHBIX HUCIBITAHUM
MIPOBOJIMUTCS CIICIMATIM3UPOBAHHAS IKCIIEPTU3A U3/IETUS MEAUIIMHCKOTO Ha3HAUCHUS U
MEIMIIMHCKON TEXHUKH B CPOKH, PEAYCMOTPEHHBIE r1aBor 6 HacTosmux [IpaBuo.

27. Cnenmanu3upoBaHHas dKCIEPTH3a MPOBOJAUTCS MYTEM U3YUEHHS JOKYMEHTOB
PErUCTPALIMOHHOTO A0ChE Ha IMpEeAMET UX 0e30MacHOCTH, IP(HEKTUBHOCTH, KAUECTBA,
BKJTFOYAIOIIIAS:

1) ouenky 6e3omacHOCTH, F3(HPEKTUBHOCTH U KaYeCTBA U3CIUN MEIUIIMHCKOTO
HA3HAYCHUS U MEJIUIIMHCKON TEXHUKH;

2) OLEHKY BIMSHHSI BHOCHUMBIX B PETUCTPALlMOHHOE JOChE€ U3MEHEHHH Ha
0e30macHOCTh, YP(EKTUBHOCTh M KAYECTBO HM3JCIHI MEIUIIMHCKOTO HA3HAYCHUS H
MEIUIMHCKON TEXHUKHU;

3) aHanu3 MaHHBIX O pa3pabOTKE U NMPOU3BOJACTBE HM3IAEIUS MEIULIUHCKOIO
HA3HAYCHUS] U MEJAUIIMHCKON TEXHUKH (CXEMBbI MPOIECCOB MPOU3BOJICTBA, OCHOBHBIX
CTaJuii MPOU3BOJACTBA, YHNAKOBKH, UCIBITAHUNA W TPOIEAYPHl BHITyCKAa KOHEYHOTO
IPOJIYKTa);

4) aHanu3 OTYETOB IO Pe3yJbTaTaM OLIEHKU YCIOBUM MPOU3BOJCTBA U CUCTEMBI
oOecrieueHrs KavuecTBa MPU TOCYJAPCTBEHHON PETUCTpAIlUU U3ETUs MEIUITMHCKOTO
Ha3HAYCHUS U MEJIUIIMHCKON TEXHUKH;

5) aHanmu3 OHOJOTHYECKOI 0€30IMacHOCTH M3ACIHSA MEIUIIMHCKOTrO Ha3HAUYSHHS Ha
OCHOBE aHAJIM3a BCEX MaTepUaJIOB KUBOTHOTO HJIM YEJIOBEUECKOTO MPOUCXOXKICHUS,
BXOASIIUX B U3JIENIUSI MEAUIIMHCKOTO Ha3HAYEHHUsI, a TaKxke MHPopMaIuu o mojadope
UCTOYHUKOB (JJOHOPOB), 0TOOpE MaTepHuaa, MPOILECCUHTe, XPAHECHUH, TECTUPOBAHUH,
NEPBUYHOM AKCIEPTU3BI MPOIEAYp TECTUPOBAHUS, a TaKkKe OOpalleHusl ¢ TKaHSIMU,
KJIETKaMH, CyOCTaHUIMSIMU >KUBOTHOTO WIIM YEJIOBEYECKOTO MPOUCXOXKIACHUS,
KyJbTypaMu MUKPOOPTaHU3MOB U BUPYCOB,;

6) aHaU3 OTYETA KIMHUYECKUX UCIBITAHUMN, ONbITa IPUMEHEHHS B KIMHUYECKON
NPaKTUKE U3ACNIUA METMIIMHCKOTO Ha3HAYEHUSI U MEUIIMHCKON TEXHUKHU Kitacca 20 (¢
MOBBIIIEHHOW CTENEHBIO PUCKA), Ki1acca 3 (C BBICOKOW CTEMEHBIO PUCKA), U3ACIUI
MEUIMHCKOTO0 HA3HAYCHHUS, TPEeIHa3HAUCHHBIX JJIs1 3a00pa, XpaHEHUs, epeTuBaHUs



KPOBU M €€ KOMIIOHCHTOB, KJIWHUKO-T1a00paTOPHBIX HWCHBITAHUN W3ACTUM
MEIUIIMHCKOTO HAa3HAYEHHUS U MEIMUIIMHCKOW TEeXHUKHU IS in Vitro (MH BUTPO)
JIMarHOCTUKH HE3aBUCUMO OT KJlacca pHUCKa;

7) aHanu3 3asBJICHHOW B PETrUCTPAIlUOHHOM JIOChE CTAOMIBHOCTH H3JICIIHS
MEJIMIIMHCKOTO Ha3HAYeHUS U (WJIK) JIEKApCTBEHHOI'O CPEJCTBA, BXOAIIETO B COCTAB
U3JICJIUA MEIUITUHCKOTO HA3HAYCHUS;

8) sKCIepTU3y COOTBETCTBUS MOKa3aTenel 0€30MacHOCTH U KauecTBa, YKa3aHHBIX B
HOPMATHUBHOM JOKYMEHTE OpraHU3alMU-TTPOU3BOAUTEN, CTaHIapTaM (HallMOHAIbLHBIM
, PETHOHAIBHBIM, MEXYHAPOHBIM);

9) aHaNMM3 MPOTOKOJIA UCIBITATEIBHON Ja00paTOpHH, OIEHKY pPe3yIbTaTOB
71a00paTOPHBIX UCTIHITAHUM;

10) m3yueHrue BaJIMIHOCTH MPOTPAMMHOTO OOECTIeYeHUsI Ha OCHOBE aHAIW3a
JAHHBIX O €r0 BepU(UKALNKU U TIEPBUYHON DKCIIEPTU3BI, B TOM UHCIIe HHPOpMAITMHU O
ero pa3paboTKe M TECTHUPOBAHUU Ha MPEANPUATHU U TPU MYJIbTUIIEHTPOBBIX
WCCIIEIOBAHUSX, JAHHBIX 00 UACHTU(PUKAIIMN U MAPKUPOBKE OTMIEPAITMOHHON CUCTEMBI;

11) ananu3 mpoueaypbl U METOJ0B CTEPUIIU3AMU U3JEIUS MEAUIUHCKOTO
Ha3HAYCHUS, MAaTEPHAIOB, 0OOCHOBBIBAIOIINX CIIOCO0 CTEPHIIM3AIINH, MPEIIaraeMbIX
METOJIOB KOHTPOJISI Ka4eCTBa M OMNpPEEICHUS OCTaTKOB CTEPUIIM3YIOIIETO BEIEeCTBa
IIPU TPUMEHCHHH XUMHYECKOT'0 CII0c00a CTEPUITN3AIINH;

12) ananu3 6e30macHoCcTH ¥ 3 (PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA B COCTABE
U37eUsl MEAUIIMHCKOTO Ha3HAYCHUS M MEIMIIMHCKONW TEeXHHUKH, €ro BIMSHHUS Ha
(GYHKITMOHATBLHOCTD M3JIEUs MEJAUIIMHCKOTO Ha3HAUYCHUS U MEIUIIMHCKYIO TEXHUKY,
COBMECTUMOCTH JIEKAPCTBEHHOT'O CPEJICTBA C U3JCIUEM MEAUIMHCKOTO HA3HAUYCHUS U
MEIUIIMHCKON TEXHHKON (32 MCKIIOUCHHEM H3JICIIMH MEIUIIMHCKOTO0 HAa3HAYCHUS U
MEUIMHCKON TEXHUKH JJI TMarHOCTUKH 1n Vitro (MH BUTPO);

13) olleHKY JOCTOBEPHOCTH JaHHBIX, YKa3aHHBIX B 3asBJICHUHM M JIOKYMEHTax
PETUCTPAIIMOHHOTO JOChE, OTHOCHUTEIbHO KJlacca B 3aBUCUMOCTH OT CTETEHHU
MOTCHIIMAJIPHOTO pPHCKAa MNPUMEHEHUS W3ACIMM MEIUIIMHCKOTO Ha3HAYeHUs |
MEJUIIMHCKON TEXHUKH;

14) ananu3 COOTBETCTBHUSI TEKCTAa MPOEKTa MHCTPYKIHUU MO MEIULIMHCKOMY
NPUMEHEHHUIO M3JICNIUS MEAMIIMHCKOTO Ha3HAUYCHUS OPUTHHATY HWHCTPYKIHH OT
OpraHU3alUU-TIPOU3BOAUTENS U OPOPMIICHHS TTPOEKTA UHCTPYKIIUU B COOTBETCTBUU C
IIpaBunamMu cocTaBiaeHUsS U O(QOPMICHUS WMHCTPYKIHH ITI0 MEIUIIMHCKOMY
NPUMEHEHHIO JIEKAPCTBEHHBIX CPEICTB U M3JCIUN MEIUIIMHCKOTO Ha3HA4YeHWS,
YTBEPKJACHHBIMU MpPUKa30M MUHHUCTpa 3ApaBOOXPAHEHUS U COIMAIBHOTO Pa3BUTHS
Pecny6nuku Kazaxcran ot 29 mas 2015 romga Ne 414 (3apeructpupoBan B Peectpe
HOPMAaTHBHBIX MPaBOBbIX akTOB 1o Ne 11495) (nanee — npuxaz Ne 414);

15) omnenky mHpoOpMaLKK, CoAepKaIIeHcs] B AKCIUTyaTallHOHHOM JOKYMEHTE
MEIMITUHCKON TeXHHKU,



16) ananu3 wHbOpManKK, cojaepiKaiercss Ha oOpas3ax MaKeTOB yMaKOBKH,
AOTUKETOK, CTHUKEPOB H3JACIUM MEIUIMHCKOTO HA3HAYEHHUS B COOTBETCTBUHU C
TpeOoBaHUSIMU 3akoHOnaTenbcTBa PecnyOnmku Kazaxcran B cdepe obOpamenus
JIEKapCTBEHHBIX CPEACTB, M3AECIUNA MEIMUIMHCKOIO HA3HAYEHUS U MEIUIMHCKOU
TEXHUKHU;

17) ananu3 mpeacTaBICHHBIX MPOU3BOAMUTENEM CBEIACHUN O HAJTUYUU WU 00
OTCYTCTBHM COOOIIEHUN O HECYACTHBIX CIy4asX M OT3bIBAX C PBIHKA HU3JEIIHS
MEUITMHCKOTO Ha3HAYCHUS U MEJIUIIMHCKOM TEXHUKH, O HEKETATEIbHBIX COOBITUSAX U
(MJIM) HECYACTHBIX CIy4asX, CBSI3aHHBIX C MCIOJb30BAaHUEM HW3JENHUS MEIULIMHCKOTO
HAa3HAYCHUS W MEJUIIMHCKON TEXHHUKH, yBEIOMJICHUU 1O O€30MacHOCTH HU3JEIUs
MEIMLIUHCKOTO HA3HAYECHUS U MEIUIIMHCKOW TEXHUKH, MOJX0/1a K PACCMOTPEHHUIO ITUX
npoOJieM U UX PElIeHUsl MPOU3BOJUTENSAMHU B KaXJOM U3 TaKUX CIy4aeB, ONMHCAHUSA
KOPPEKTUPYIOIIMX JACHCTBUM, TPEANPUHATHIX B OTBET HA YKa3aHHBIE CIIy4yau, a TaKkKe
COOTHOILIEHHUS YPOBHS MPOJAX U KOJUYECTBA HECUACTHBIX CIIy4aeB U OT3bIBOB U3JEIIHI
MEIUITMHCKOTO Ha3HAUYCHUS U METUIIMHCKON TEXHUKU U3 00pallleHHUS.

28. B nepuon npoBeneHUs CIEUAIN3UPOBAHHON DKCIEPTU3bl NPU HATUYUU
3aMEeYaHUi 3asBUTEIII0 HAIMIPABIISETCS MUChMO C YKa3aHUEM BBISIBIICHHBIX 3aMEUYaHUI U
HEO0OXOIMMOCTHU UX YCTPAHEHUS B CPOK, HE MPEBBIIIAIONINI IECThIECAT KaJIECHIapHBIX
JTHEH.

29. B cinyyae BO3HUKHOBEHHUS JOTOJHUTEIBbHBIX BOITPOCOB, KACAIOUIUXCS CBEICHUMN
, IPEICTABJICHHBIX 3asBUTEJIEM B OTBETE HA MPEAIIECTBYIOIINN 3aIIPOC, 3asIBUTEID B
TEUEHHE TPUAUATHU KaJCHIAPHBIX JTHEW C MOMEHTA IMOJYy4YEHUs 3alpoca HalpaBIIeT
OTBET M HEOOXOJMMbIE MaTepuajbl Ha JOMOJHUTEIBHBIN 3alpOC rOCYIapCTBEHHOM
SKCIIEPTHOW OpraHU3alHU.

30. IIpu HE mpenOCTABIEHNH 3asBUTEIEM OTBETOB Ha IMCHMO IOCYAapCTBEHHOU
AKCIIEPTHOW OpraHu3allli, a TaKXe MPEeJOCTABICHUM HEMOJIHOr0 OTBETa U
HEOOXOJMMBIX MAaTE€pHUAlOB B CPOKH, MNPEAYCMOTpPEHHbIE MyHKTamMu 28 u 29,
MaTepHalbl CIEHIUATM3UPOBAHHON SKCIEPTU3bl HAIIPABIISIIOTCA B DKCIEPTHBIA COBET
U1l TPUHATUS pelieHuss 00 OTKa3e M NpeKpalleHHs SDKCIEePTU3bl U3ACTUi
MEUIMHCKOTO Ha3HAYEHUS U MEAUIIUMHCKON TEXHUKHU.

OKCIEPTHBIN COBET paccMaTPUBAET MOCTYNUBIINE MAaTEPUAIIbl €KEMECAYHO U
pe3ynbTaThl PEIIEHUS TOCYyAapCTBEHHAs JKCIEPTHAs OpraHu3alys HaIpaBiseT
3asIBUTEIIIO B TEYEHUE JECATH KaJeHIAPHBIX JHEH.

31. B ciay4ae MOJIOKHMTEIBHOTO OTUETA CHEHUAIM3UPOBAHHOM JKCIIEPTU3BI
COCTaBJISIETCS DKCHEPTHBIA OTYET CHEUHATU3UPOBAHHON OSKCIEPTU3BI HU3ACIUA
MEIULIMHCKOTO HAa3HAYECHUS U MEIMUIIMHCKON TEXHUKHU COTJIACHO MPUJIOKEHUI0 8 K
HactosiuM [IpaBunaM Wi 3KCIEPTHBIM OTYET CNENUAIIM3UPOBAHHON 3KCHEPTU3BI O



BIUSHUU BHOCHMBIX HM3MEHEHUW B PETUCTPAIIMOHHOE J0Che Ha 0e30MacHOCTb,
3(PEeKTUBHOCTh W KAYECTBO M3JIENUSI MEIUIMHCKOTO HAa3HAYEHUS U MEIMIIUHCKOUN
TEXHUKHU 0 opMe, COTTACHO MPUIIOKEHUI0 9 Kk HacTosmM [IpaBumam.

I'naBa 4. ITopsamokx popMupOBaHHA PE3yIHTATOB MPOBEACHHON SKCIICPTH3EI
W3IeHi METUIMHCKOr0 Ha3HA9CHNUA ¥ MEAUITMHCKON TEXHUKHU

32. I1o OKOHYaHUU SKCNIEPTU3BI 3aBUTENIbL B TEUCHUE TPUALATH KaJIEHIAPHBIX
JHEW, HE BXOIIIIUX B CPOK IMPOBEACHUS OKCHEPTU3Bl COIJIACOBBIBAET C
rOCy/IapCTBEHHOM JKCIEPTHOM OpraHu3alueil cBeAeHus 00 M3JIeIUU METUIIMHCKOTO
Ha3HAYEHHS] WM MEIUIIMHCKON TEXHUKH W UTOTOBBIE JOKYMEHTHI (HOpPMAaTHBHBIN
JIOKYMEHT I10 Ka4€CTBY, HHCTPYKIIMIO 110 MEIUIIMHCKOMY TTPUMEHEHHUIO U MapKUPOBKHU
MaKETOB YaKOBKHU, ’TUKETOK, CTUKEPOB).

CornacoBaHue OCYHIECTBIISIETCS B JIEKTPOHHOM BHUJIE MO MHAWBUAYAIBHOMY
MapoJII0 Yepe3 JIMUHbIA KAOMHET WU yTeM NMPEAOCTABICHUS JTUCTA COTJIACOBAHUSI.

33. Ilo pe3yinbTaraM MNPOBEICHHOW SKCHEPTU3bI U3LEIUS MEIUIUHCKOTO
HA3HAYCHUS U MEJUIIMHCKOW TEXHUKH TOCYJAPCTBEHHAS AKCIEPTHAs OpTraHU3alus
COCTaBIISIET 3aKJII0YeHHue 0 0e30macHOCTH, dPGEeKTUBHOCTH M KauyeCTBE W3JIENUN
MEIMIIMHCKOTO Ha3HAYCHUSI U MEIMIIMHCKOW TEXHUKH, 3aBJICHHBIX HA SKCIIEPTU3Y 110
dopme cormacao mpuioxkeHuto 10 k HactosmuMm I[lpaBwiam u 3akiO4YeHHE O
6e3onacHOCTH ((PEKTUBHOCTH U KAYECTBE W3JENIUS MEAMIIMHCKOrO0 Ha3HAYeHUs U
MEJIULINHCKOW TEXHUKW NPU WU3MEHCHUW, BHOCHUMBIX B PETUCTPALMOHHOE IOCHE
coryiacHO npuiioxeHnto 11 k HactosimuMm [IpaBunam, noanucaHHOE PyKOBOJIUTEIEM
roCyAapCTBEHHOM SKCIIEPTHOW OPraHU3aLNU WU YIIOTHOMOYEHHBIM JIMIIOM.

34. I'ocynapcTBeHHas SKCIEPTHAs] OpTaHU3alMs HAIIPABIIAET B 3JIEKTPOHHOM BUJE
B I'OCYJapCTBEHHBIN OpraH:

1) 3akmoueHue o Oe3zomacHOCTH, Y(HPEKTUBHOCTU M KAYECTBE H3JETUS
MEUIIMHCKOT'0 Ha3HAYCHUS U MEAUIIMHCKON TEXHUKH,

2) UHCTPYKIHUIO MO MEIUIMHCKOMY MPUMEHEHUIO W3NS MEIUIIMHCKOTO
HA3HAYEHMSI HA Ka3aXCKOM U PYCCKOM sI3bIKax, pa3padaTbiBaeéMyl0 B COOTBETCTBHH C
npuka3oMm Ne 414 1 cornacoBaHHYIO SKCIEPTHOM OpPraHU3ALUAECH;

3) MakeThbl YIaKOBOK, STUKETOK, CTUKEPOB U3JEINN MEIUIIMHCKOTO HA3HAUYCHMUS,
COIJIACOBAHHBIX TOCYJIAPCTBEHHON SKCIEPTHOM OpraHu3aluedl Ha Ka3axXCKOM U
PYCCKOM SI3bIKAX.

35. Ilo pe3ynbTaraM >KCIEPTU3bI TOCYAAPCTBEHHAS AKCIIEPTHAST OpraHu3alus
dbopMUPYET CBOAHBIN OTUET MO O€30MacHOCTH, Y3P(HEKTUBHOCTH U KAUYECTBY H3ICIIHS
MEIMLIHUHCKOIO HA3HAYEHUSI U MEAULIMHCKON TEXHUKH B COOTBETCTBHH C MPHUIIOKEHUEM
12 x nacrosmum IIpaBunaM, 4acTb KOTOPOrO pa3MeNIaeT HAa HHTEPHET-pecypce
roCyJIapCTBEHHOU 3KCIIEPTHOM OpraHU3alnH.



36. 3akmtoueHne o 0e30macHOCTH, 3Q(PEKTUBHOCTU U KAUYECTBE H3EIUS
MEJUIMHCKOTO Ha3HAYEHUS! U MEIUIIMHCKON TEXHUKHU JEUCTBUTENHHO B TEUEHUE CTa
BOCBMUJIECSITU KaJIEHIAPHBIX JHEW. B ciyyae ncredenus cpoka JeUCTBUS 3aKITIOUCHUS
0 6e3omacHoCcTH, 3(PPEKTUBHOCTH U KaY€CTBE M3/ENUs MEIUIIMHCKOTO Ha3HAYCHUS U
MEIULIHUHCKON TEXHHUKH, 3asBUTEIb IMOBTOPHO MOAAET 3asBJICHHE, HOKYMEHTHI U
MaTepHalIbl JIsl TPOBEICHUSI SKCIIEPTU3BI B COOTBETCTBUU € HacTosiuMHu [IpaBuiamu.

37. OTpunaTeiabHOE 3aKII0YEHUE O 0€30MACHOCTH, 3(PPEKTUBHOCTH U KAYECTBE
U3JICTUST MEAUIIMHCKOTO HA3HAYCHHU S, METUITUHCKON TEXHUKHU BBIACTCS B CIIydasiX:

1) HenpeAcTaBIeHUE MOJTHOTO KOMIUIEKTA PETUCTPALMOHHOTO JI0CHE MOCIIE BbIIAuH
3aMEYaHHUN 3asBUTEIIO B IPOLIECCE TPOBENCHUSI SKCIIEPTU3bI B CPOKH, YCTAHOBJIEHHbBIE
HacrosmuMu [Ipasuiiamuy;

2) npeACTaBJICHMS 3asBUTEJIEM HEJJOCTOBEPHBIX CBEJICHU;

3) OGonee HuU3KOM Oe3omacHOCTH, dPHEKTUBHOCTU M KayecTBa H3JEIIHS
MEIULMHCKOr0 Ha3HAY€HUs W MEIULMHCKOW TEXHHUKUM IO CPAaBHEHHIO C paHee
3aperucTPUPOBAHHBIMU aHAJIOTaMU;

4) OTpULATEIBHOTO 3aKJIIOUEHUSI O 0€30MaCHOCTH, S(PPEKTUBHOCTU U KAUECTBE
U3JeNusl MEQULUMHCKOTO Ha3HAYEHHUs W MEIULMHCKON TEXHHKH MO pe3yJibTaTaMm
JTH000T0 3Tarna 3KCIePTU3bL;

5) HECOOTBETCTBUS (PaKTUUECKUX YCIOBUH MPOU3BOJCTBA U CUCTEMbI OOeCTIeUeHUs
KauyecTBa yCJIOBUSAM, 00€CIIEUMBAIOIINM 3aBJICHHYIO0 0€30MacHOCTh, 3)PEKTUBHOCTD U
KA4eCTBO M3JEIUA MEIULUHCKOrO Ha3HA4YeHUs M MEJAULUUHCKOW TEXHUKH, 10
pe3yibTaTaM OLIEHKM TIPOU3BOJICTBA M CHUCTEMBI OO€CleueHUs KauecTBa
IPOU3BOAUTENS (TIPEANPUATUSA-U3TOTOBUTENIS) PETUCTPALUY;

6) oTKa3a 3asgBUTENs OT OpraHU3alHUU TOCEUIEHUs HNpeanpuaTus (
IPOU3BOACTBEHHOM MJIOMIA/IKU) C LEIbI0 OLEHKH YCJIOBHM MPOU3BOJCTBA U CUCTEMBI
oOecredyeHus] KauecTBa, B COOTBETCTBUHU C TPEeOOBaHUSIMHU 3aKOHOJIATEIbHBIX aKTOB
Pecny6nuku Ka3zaxcras.

38. B ciyuasx oTpHIaTENIbHOTO 3aKIIIOUYCHHS 0 0€301macHOCTH, Y3((HEKTUBHOCTH U
KauecTBe M3JIEJUsl MEIUIIMHCKOTO Ha3HAYEHUs, MEIUIIMHCKON TEXHUKH WM OT3hIBa
3asBUTEJIEM 3asBJICHHMS] Ha 3KCIEPTHU3y IOCJIE Hayaja IMPOBEICHUS SKCIEPTHU3bI,
CTOMMOCTD MPOBEACHHS SKCIIEPTHBIX padOT 3asBUTEIIO HE BO3BPAIAIOTCS.

39. Ilocne 3aBepieHUs NPOUEAYPHl IKCIIEPTU3BI TOCYIaAPCTBEHHAS AKCIIEPTHAS
opranuzaiusi GOpMHUPYET SIEKTPOHHBIN apXUBHBINA SK3EMIUIAP PETUCTPAIMOHHOTO
J0Cbe, COIEpX,allhuil JOKYMEHTbl M MaTepualbl pe3yibTara »SKCHEepTU3bl (
JOMOJIHUTENIbHBIE MaTepHuaibl, MPEACTABICHHbIE 3asBUTEIEM MO 3alpocy
roCyJJapCTBEHHON 3KCHEPTHOM OpraHu3aluu, 3aKJIIOUYEHHS MEPBUYHON IKCIEPTHU3HI,
CHEUHUATU3UPOBAHHOM JKCIEPTHU3bI, MPOTOKOJBl HCIBITATEIBHON J1a0OpPaTOPHH),
3aKio4eHne o 0Oe3omacHoCcTH, 3G()EKTUBHOCTH M Ka4yeCTBE, YTBEPKICHHYIO
UHCTPYKIUIO 110 MEAUIMHCKOMY NPUMEHEHUIO W3/eNid MEIULIUHCKOTO Ha3HAYEHUS,



YTBEPKICHHBIE MAKEThI YIIAKOBOK, 3TUKETOK, CTUKEPOB U XPAHILIUNCS B JIEKTPOHHOM
apXuBe.

Bo Bpems neucTBUs PETUCTPALMOHHOIO YIOCTOBEPEHUS APXHUBHOE
PETUCTPALMOHHOE JIOChE, TOMOJHIETCA KOMUSIMU PETUCTPAITMOHHBIX YAOCTOBEPEHUH O
BHECEHHU HW3MEHEHHUM CO BCEMHU MPUIOKCHHBIMU JOKYMEHTAMH 3asiBUTENS B
3JIEKTPOHHOM BUJIE.

PerucrpanmonHoe 10cbe XpaHUTCA B 3JIEKTPOHHOM apXUBE C COONIOJEHUEM
TpeOOBaHMIT KOHPUACHIIMAIBHOCTH HE3aBUCUMO OT PE3yJIbTaTOB HKCIIEPTHUHI.
PerucrpanimoHHoe 10Che U3IENIHUS MEAULIMHCKOTO HA3HAYECHUS U MEAUIIMHCKOMN
TEXHHUKH Ha JIEKTPOHHOM HOCHUTEJIE XPAHUTCS JIECSTH JIET.

I'naBa 5. OcoO€HHOCTH IIPOBEACHUS SKCIIEPTH3EI H3EIHi METUITHHCKOT'O
Ha3HAYCHUA M MEIUIIMHCKON TEXHAKHU

40. Pa3bsaAcHeHHUS WM YTOYHEHHS, BO3ZHHUKAIONIME B IMEPUOJ NMPOBEACHUS
AKCIEPTU3Bl MEXKJY TOCYJapCTBEHHOW SKCIEPTHOW OpraHu3alved U 3asiBUTEIIEM,
ocymecTBisoTes yepe3 1103 nmyreMm popmupoBaHus 3IEKTPOHHOTO JOKYMEHTa IO
WHIUBUAYATLHOMY MApoJII0 3asBUTENS dYepe3 HH(POPMAIMOHHYI CHCTEMY C
AIEKTPOHHO-IM(PPOBOI MOANUCHIO 3aABUTENS W TOCYJAPCTBEHHOM SKCHEPTHOMN
OpraHM3aIliy WM Ha OyMaXKHBIX HOCHTEIISX.

41. Ilpu npOBENEHUM SKCUEPTU3BI U3ICITUNA MEIUIIMHCKOTO HA3HAYECHUS U
MEIUIMHCKOW TEXHUKU TOCYAAapCTBEHHAS DKCIIEPTHAs OPraHU3alMsl yCTAHABIMBAET
COOTBETCTBUE 3asIBJICHHOTO KJIacCa B 3aBUCUMOCTH OT CTEIEHU MOTEHIIMAIBHOTO PUCKa
npuMeHeHus B cooTBeTcTBUU [lpaBunamu kinaccudukanuu 0€30MacHOCTH U3ACIHI
MEIUIIMHCKOTO HA3HAYEHHUS M MEIULIMHCKOW TEXHUKH, YTBEPKICHHBIMH IMPHUKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 24 Hosi6psa 2009 roga Ne 764
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpaliii HOpMaTUBHBIX MPaBOBBIX
akToB 1o Ne 5936).

42. B oTHOIIEHUH U3ACINI MEAUIIMHCKOrO Ha3HAUYCHUSI 1 MEAUIIMHCKON TEXHUKHU,
UMEIOMKUX OEeCCpoOYHOE PEruCTPAIllMOHHOE YJAOCTOBEpEHHUE, TOCYyJapCTBEHHOM
SKCIIEPTHOM OpPraHu3alHedl OCYHIECTBISETCS MEPUOANYECKAsT OLEHKA COOTHOIIEHHUS
10JIh3a/pPUCK Ha OCHOBAHUH HETPEPHIBHOI'O MOHUTOPUHTA 0€30TaCHOCTH C €KETOJHBIM
BO3MEIIICHUEM 3asBUTEIIEM PACcXO0J0B Ha OCHOBAHUU JOTOBOPA MEXAY 3asBUTEJIEM U
roCyapCTBEHHOM SKCIIEPTHOW OPraHU3alUEN.

43. DkcnepTr3a MPUHAICKHOCTH MPOAYKIUUA K H3JACIHUSAM MEIUIMHCKOTO
Ha3HAUYCHUS W MEIUIMHCKOM TEXHUKH U HEOOXOAUMOCTH €€ TOCYJIapCTBEHHOM
peructpauuu B Pecnybnmke KazaxcTtaH ocCymecTBIsieTcss TOCYyJIapCTBEHHOU
SKCIIEPTHOM OPraHU3alel B COOTBETCTBHM C JOTOBOPOM, 3aKJIIFOUEHHBIM MEXIY
3asiBUTEJIEM U TOCYJIAPCTBEHHOM 3KCIIEPTHON OpraHu3aiyuei.



44. DOkcneptuza HU3MEHEHHH, BHOCHMBIX B PETHUCTPALMOHHOE J0ChHE,
OCYILECTBIISETCA HA U3JAEIUS MEAULIMHCKOTO HA3HAYEHUS U MEIULIMHCKYIO TEXHUKY B
NepuoA ASHCTBUS PETUCTPALIMOHHOTO yIOCTOBEPEHUS U HE CHUXKAET O€30MacHOCTh U
KAueCTBO M3JEIUN MEIULIUHCKOIO HaA3HAYEHNS U MEAUIIUHCKON TEXHHUKHU.

45. VI3MeHeHus KiI1acCU(pUUUPYIOTCS B COOTBETCTBUU C MEPEYHEM H3MEHEHMIA,
BHOCHUMBIX B PETHUCTPAIIMOHHOE JI0ChE M3JENHS MEIUIIMHCKOTO Ha3HAYeHUS U (UJIN)
MEIHUIMHCKON TEXHUKM B NEPUOJ NEUCTBUSA PETUCTPALMOHHOTO YAOCTOBEPECHUS
coryiacHoO npuioxkeHuto 13 k HactosimuM IIpaBuiiam. I3MeHeHus1, HE BKIIFOYEHHBIE B
YKa3aHHBIN IEPEYEHb, ITOJIEKAT HOBOM PETUCTPALlMU B COOTBETCTBUU C HACTOSLIMMHU
[IpaBunamu.

46. 3asgBUTENb B TEUYEHHUE JIBYX MECALEB IOCJIE YTBEPKICHUS BHOCHUMBIX
W3MEHEHUW IPOU3BONUTEIIEM OAET 3asIBJICHNE HAa ITPOBEACHNUE DKCIIEPTU3BI U3IEIINS
MEJIUIIMHCKOTO Ha3HAUYeHUs U MEIULUMHCKON TEXHUKH 10 ¢GopMe COTJIACHO
npuiokeHnto | k Hacrosamum [Ipasunam.

47. K 3a4BJ€HUI0 O BHECEHHH U3MEHEHUN B PETHUCTPALIMOHHOE JOChE WU3IECIUS
MEIULIMHCKOTO HAa3HAYECHUS U MEIMIIMHCKON TEXHUKHU IPUJIAraroTCs JOKYMEHTBHI U
MaTepHalibl, HeOOXOIUMBbIE ISl BHECEHUsI M3MEHEHHM, corytacHo [lepeuHio n3MeHeHui
, BHOCUMBIX B PETMCTPALIMOHHOE JI0ChE U3JEIUS MEAUIIMHCKOIO HAa3HAUYCHUS U (WJIN)
MEIHUIMHCKON TEXHUKUM B NEPUOJ INEUCTBUSA PETMCTPALMOHHOIO YAOCTOBEPEHUS
COTJIACHO MpuiokeHuto 13 k Hactosmum [IpaBunam.

48. T'ocymapcTBEHHAs JKCHEPTHAsi OPraHU3alus Ha OCHOBAHWM DPE3YJbTATOB
AKCIEPTU3bl COCTABIIAET 3KCHEPTHBIA OTYET CHEUUAIM3UPOBAHHOW SKCIEPTU3BI O
BJIMSHUM BHOCHUMBIX HM3MEHEHUU B PETHCTPALMOHHOE J0Che Ha 0€30MacHOCTb,
3¢ (HEKTUBHOCTh U KAu€CTBO M3JEIMM MEIUIMHCKOIO HAa3HAUEHUS U MEAMIIMHCKOU
TEXHUKHU MO (pOpMe COTJIaCHO MPUIIOKEHHUIO 9 K HacTosuM [IpaBuinam, noanvcaHHbINA
PYKOBOIUTENIEM CTPYKTYPHOI'O MOAPA3AEIECHUS M JKCIEPTOM, IPOBOAUBIIUM
DKCHEPTU3Y.

49. Tlpou3BoauTenp WIM YIOJHOMOYEHHBIM NMPEACTABUTEND MPOU3BOIUTEIS
U3JIENINS MEAUIIMHCKOTO Ha3HAYEHUS WM MEJUINHCKON TEXHUKU BHOCUT U3MEHEHUS B
PErUCTPAllMOHHOE J0Ch€ HA OCHOBAaHMM YBEIOMJIEHHMH B IPOU3BOJIBHON (hopme
rOCyJapCTBEHHOM OJKCIEPTHOM OpraHu3alvd, OCHOBAaHHOW Ha CBEACHUSIX W3
MEXTYHAPOIHBIX UCTOYHUKOB U PE3yJIbTaTaX MOHUTOPUHIAa O€30MaCHOCTH.

['ocynapcTBeHHas dKcnepTHas OpraHW3alus NPU BBISABICHUHA OCHOBAaHMUM IO
MEXTYHApPOIHBIM UCTOYHHMKAM U pe3yjbTaTaM MOHUTOpPUHIA O€30MaCHOCTH M3BEIAET
yepe3 MH(OpPMAIMOHHBIE PECYpChl BCEX MPOU3BOAMUTENCH M YIMOJTHOMOYEHHBIX
npejacTaBUTENeH MPOU3BOJUTENST O HEOOXOJMMOCTH BHECEHHUS COOTBETCTBYIOIIUX
WU3MEHEHUH B MHCTPYKLHUIO 10 MEAULMHCKOMY IIPUMEHEHUIO WIH JKCIUTYaTallMOHHBIN
JOKYMEHT 4epe3 NpOLEAypy BHECEHUS HM3MEHEHHI B PETrMCTPALMOHHOE JIOChE B
TE€YEHHNE JIEBSIHOCTA KAJICHIAPHBIX THEM.



50. ITpu HEBBITIOTHEHUH YCIOBUS, YKa3aHHOTO B MyHKTE 49 Hactosmux [IpaBun
roCyJJapCTBEHHAsl SKCIEPTHAsl OpraHu3alus yBeAOMJISET (B MPOU3BOJBbHOU (hopme)
roCyJapCTBEHHBIH OpraH B cepe oOpalleHus JIEKapCTBEHHBIX CPEACTB, M3JETUMN
MEIMIIMHCKOTO HAa3HA4YeHUs] W MEIUUMHCKONW TEXHUKM O HEeOOXOJUMOCTH
IPUOCTAHOBJIEHUS ACHCTBUS PETUCTPALMOHHOTO YOCTOBEPEHUSI.

I'maBa 6. Cpoku IpoBeACHHS SKCIIEPTH3HI H3ISIMM MEIUIMHCKOTO HA3HAYCHUSA
M MEIUITHHCKOM TEXHHUKHA

51. Cpoku mpoBeJeHHs] SKCIEPTU3bl U3ACIUS MEAUIIMHCKOTO HAa3HAYCHUS U
MEIUIUHCKON TEXHUKH COCTABJISIIOT:

1) npu sKcnepTr3e U3ACIUM METUIIMHCKOTO Ha3HAaueHus kiacca 1 u kiacca 2a B
CPOKH, HE MIPEBBIIIAIOIINE JIEBIHOCTA KAJICHIAPHBIX THEH, B TOM YHCIIE:

HayajbHas JKCIepTu3a (Baaugalus PErucTPAllMOHHOTO JOChE) - JIECSTh

KQICHIAPHBIX JTHEW;
1ab0paTOpHbIE UCTIBITAHUS - TPUILATH KaJlCHIAPHBIX THEH;

CrieliMaIu3upPOBaHHAsl DKCIEPTU3A - COPOK KaJEHJApPHBIX JHEH (B TOM 4HCIE,
NOATBEPKACHUE AyTEHTUYHOCTU WIJIM TEPEBOJ HA Ka3axXCKUW SI3bIK MapKUPOBKH
MaKE€TOB YIMAaKOBOK, JTHUKETOK, CTHUKEpPOB, HHCTPYKIUU IO MEIUIUHCKOMY
PUMEHEHUIO, B TEUCHHE JIECSITH KaJICHIapHBIX JTHEW);

dbopmMupoBaHUe 3aKIOUECHHS O 0€30MacHOCTH, F(PPEKTUBHOCTU U KAYECTBE -
JECATh KaJIEHIAPHBIX JHEW;

2) mpu dKCHEepTU3E H3JeNUs MEAUIMHCKOTrO Ha3HadeHHs kiacca 20 (c
MOBBIIIIEHHOM CTEMEHbIO PUCKA) U Kj1acca 3 (C BBICOKOM CTENIEHBIO PUCKA) - B CPOKU, HE
MPEBBINIAIOININE CTA IIECTUIECITH KaJIEHIaPHBIX THEW, B TOM YHUCIIE:

HavyalibHas JKCIepTu3a (BauAalus PEerucTpPalluOHHOTO JOChe) - JABAAIATH
KaJICHIAPHBIX JHEM;
Ja00paTOPHBIC UCTIBITAHUS - IIIECTHIAECAT KaJCHAAPHBIX THEH;
CIICIMAIM3UPOBAHHAS SKCIIEPTHU3A - CEMBJAECAT KaJEHJAPHBIX AHEH (B TOM YUCIE,
NOATBEPKACHUE AYTEHTUYHOCTH WJIM TNEPEBOJ HA Ka3axCKUW SI3bIK MapKHUPOBKH
MaKE€TOB YIMAaKOBOK, JTUKETOK, CTUKEPOB, HHCTPYKIUU MO MEIUIMHCKOMY
NPUMEHEHUIO, B TEUCHHUE JIECATH KaJICHIAPHBIX JHEH);

dbopMupoBaHUEe 3aKJIIOYEHHUSI 0 0e30macHOCTH, 23 (PEKTUBHOCTU U KAUECTBE -
JECATh KAICHIAPHBIX THEW;

3) BHECEHUE U3MEHEHUU B PETUCTPAIMOHHOE JOChE U3JEIUsI MEIUIIMHCKOTO
Ha3HAYEHUS U MEIUIIMHCKOW TeXHUKH (0e3 mpoBeaeHus Ja00paTOPHBIX UCTIHITAHUHN) B
CPOKH, HE MIPEBBIIIAIOIINE MIECTUIECITH KAJICHIAPHBIX THEH, B TOM YHCIIE:

HayaJbHas JKCIepTu3a (Bajdulalus PEruCTPAllUOHHOTO JOChE) - JECSITh
KaJICH/IapHBIX JTHEW;



CIeliMaIu3upOBaHHAsl SKCIEPTU3A - COPOK KaJEHJApHBIX JHEH (B TOM 4YHCIE,
MOJTBEPKJACHUE AyTEHTUYHOCTH WJIM TIEPEBOJ Ha Ka3axCKUU SI3bIK MapKUPOBKHU
MaKETOB YIMAaKOBOK, JTHUKETOK, CTUKEpPOB, HHCTPYKIUHU MO MEIUIMHCKOMY
MPUMEHEHHIO, B TCUCHUE JICCSITH KaJleHIapHBIX JTHEH;

dbopmMupoBaHUe 3aKIIOUCHHS O 0e30macHOCTH, Y(HPEKTUBHOCTH M KAYECTBE -
JIECSITh KalleHIapHbBIX JTHEH.

4) BHECEHUE U3MEHEHMI THIA | B pErucTpaliMOHHOE A0ChE U3/1ENUs MEIULUHCKOTO
Ha3HauYeHus (C MPOBEICHUEM JIA0OPATOPHBIX HCTBITAHUI) B CPOKH, HE TIPEBBIIIAIOIINE
BOCBMUJICCSITH KAJICHIAPHBIX JTHEH, B TOM YHCIIE:

HayaJlbHasl J3KCIepTu3a (Bajdualus PErucTPallUOHHOTO JOChE) - AECITh
KaJICHIAPHBIX JHEWU;

71a00paTOpHbIE UCTIBITAHUS - ABAIATh KaJCHIAPHBIX JTHEH;

CHelUaIu3upPOBaHHas IKCIEPTHU3a - COPOK KaJIeHIapHbIX AHEH (B TOM YuUCIE,
NOATBEPKACHUE AyTEHTUYHOCTU WJIM TEPEBOJ Ha Ka3axXCKUU SI3bIK MapKUPOBKHU
MaKeTOB YIAaKOBOK, OTHUKETOK, CTHUKEPOB, HHCTPYKUHMH IO MEIUIIUHCKOMY
MPUMEHEHUIO, B TCUCHHE JIECSITH KaJleHIapHbIX JTHE);

dbopMHUpOBaHUE 3aKIIOYCHHS O 0€30macHOCTH, 23 (PEKTUBHOCTH M KAUeCTBE -
JECATh KAICHIAPHBIX THEW;

5) sKcnepTU3a MEAUIMHCKON TEXHUKH (HE3aBUCUMO OT KJIAacca) OCYIIECTBISETCS B
CPOKH, HE MPEBBIIIAIONINE JIEBIHOCTA KAJICHJAPHBIX JTHEH, B TOM YHCIIE:

HayaJbHas JKCIepTu3a (Bajdulalus PEruCTPAllUOHHOTO JOChE) - AECSITh
KaJICeHJapHbIX JTHEH;

CHeUAIM3UPOBAHHAS SKCIIEPTU3A - CEMBAECAT KAJICHIAPHBIX JTHEH;

dbopMHUpoBaHUE 3aKJIIOYEHHS O 0e30macHOCTH, 23 (PEKTUBHOCTH M KAuyeCTBE -
JECATh KaJeHIAPHBIX THEH.

52. B cpoku mpoBeAEHHUS SKCIEPTU3bl U3JETUsS MEIUIMHCKOTO HAa3HAYEHHS U
MEJUIIMHCKON TEXHUKHU HE BXOJISIT:

1) BpeMsi BOCIIOTHEHUSI HEKOMILJIEKTHOCTH PETUCTPALIMOHHOTO JIOCKE;

2) BpeMsl PEJOCTABJICHHUE 3asIBUTEIEM JOKYMEHTOB U MaT€pPUAJIOB I10 3a1pocy Mpu
MPOBECHUHN SKCIIEPTU3bI B YCTAHOBIICHHBIE CPOKU;

3) BpeMsi MOATOTOBKH U OLICHKH yCIIOBUW MTPOU3BOJICTBA;

4) coriacoBaHUE 3asBUTEJIEM UTOTOBBIX JOKYMEHTOB;

5) opranu3zaius ¥ IpoBeAeHUE DKCIIEPTHOTO COBETA.

[Ipunoxenue 1
k IIpaBunam npoBeneHus
SKCHEPTU3bI U3ETUI
MCIUIMHCKOI'O Ha3HA4YCHUA U
MEAULUHCKON TEXHUKU

®dopmMma



3asBicHHE Ha MIPOBEICHUE SKCIIEPTH3HI H3ACIHA MCAUIIMHCKOTO Ha3HAYCHUA
MEIUIMHCKOA TEXHUKH*

I/I?)ZICJ'II/IG MCIUITMHCKOI'O Ha3HAYCHUA
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1. Twum (He06XOAUMOE OTMETHUTH)
Menunuackast TEXHUKA
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Toprosoe Ha Ka3aXCKOM S3BIKE
HauMCHOBAHUC Ha PYCCKOM SI3BbIKE
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Knacc 2a - co cpenHen CTENEHBIO p!
9. NOTEHIHMAlTbHOTO pHUCKAa HpUMEHEeHHs  ( .
Knacce 26 - c MOBBIIIEHHOU CTENEHbIO p

HE00X0IUMOE OTMETHTh .
) Kiracc 3 - ¢ BBICOKO# CTEMEHBIO pUCKa

CpencTBo u3MepeHus
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CrepmiibHOE
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H3znenre MEAWIIMHCKOTO Ha3HAYEHHS WIIH bank

MEIUIIMHCKAs TEXHUKA ABISIETCS (HEOOX0qMMOe ]
OTMETHTBD)
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HSI[GHI/I@ MCIUIMHCKOI'O Ha3HAYCHUA UJIN MCIUIIMHCKAasA TCXHUKA IJIA

JUarHOCTHKH

[

Ha
]

B cocraBe umeercs JICKapCTBECHHOEC CPEACTBO H
€T
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KOMHJ’ICKTaHI/IH n3aciang MCIUIUHCKOTI'O HaAa3HAYCHUA U Me}lHHHHCKOﬁ TCXHUKH

HaumenoBanue Mogenb [IpouzBonurens

OcHOBHOM 070K (TIpY HAJIIYNH )

2. TlpuHamiexHOCTH (IPH HAIWYIHHN)
3 JlonomHUTENbHBIE KOMIUIEKTYIOIHNE (TIpH
" Hann4uu)
4 [Iporpammuoe obecneuenue (mpH
" HAIMYHH)
5. Pacxonnsie MaTepuaisl (IpH HATUIHAN)
13
VYnakoBka
Bun (mepBuunas
Ne HaumenoBanue Pasmep O6bem
WM BTOpUYHAS) YIIaKOBKE
1. IlepBuunas
2. Bropuunas
Cpok xpaHeHust (Uit W3JENHS
14 MeIuIIMHCKOIO Ha3HAYCHU)/
o Jl1st exapcTBEHHBIX CPEZICTB: CEpUs, CPOKH
[apanTHHHBINA CPOK IKCIUTyaTaluu
(711 METMIIMHCKON TEXHUKH )
YcnoBus TpaHCTIOPTHPOBAHUS
VYcnoBus XxpaHeHUS
Peructpanus B cTpaHe-npou3BOANUTENE U IPYTUX CTPAHAX
Ne  peructpaunonHoro
1. Hazpanue cTpansl YAOCTOBEPEHUS ( Hara Beigaumn
YKa3bIBAETCs IPH HAIUIHUHN)
[onHOCTHIO HA TAHHOM IIPON3BOJICTBE
YacTU4HO Ha JaHHOM ITPOM3BOCTBE
18 =]

IIpoussoacTso

IToaHOCTBIO HA IPYTOM IIPOU3BOJCTBE
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KomunuectBo enqunun B KpaTr

OITucCar

Cpok neiicTBus
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[powusBoauTtens (M) U3AETUI MEAUIWHCKOTO HA3HAYCHUS W MEIUIIMHCKOW TEXHHWKH M YYacTOK (¥) MPOU3BOACTBA (
YYacTKU MPOU3BOJICTBA JTIOOOTO KOMITOHEHTA, KOTOPBIH SBISAETCS YaCTHIO M3MIENHS MEIUIIMHCKOTO Ha3HAYCHHS M MEI¥
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PecnyO6nuku
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IIpousBoxacTBeHHas
IUIOIAIKa

Janusie 1o
JIOBEPEHHOCTH

3asiBUTEIND

Ne PEruCTpallMOHHOI0 YIAOCTOBCPCHHA BBIJAHHOTIO B Pecnyﬁnuke Kazaxcran ( npu MnOpoAJICHUU CpoKa I
PErucCTpalinoOHHOIO yIIOCTOBepCHI/ISI)

W3meHeHMsl, BHOCHMBIE B PETHUCTPAIIMIOHHOE J0OChE (3aIMOIHSIOTCS MIPU TUIIE 33asBKU — BHECEHHUE U3MEHEHUIT) (YKa3aTh B
U3MECHEHUS)

PCHaKHI/Iﬂ J0 BHCCCHUSA H3MEHEHHMN BHocuMbIC n3MeHEeHUS

Z[aHHI)Ie IO JOTrOBOPY HAa NPOBCACHUE OKCIICPTU3BL

No noroBopa
JHara 3axiroueHust

Cpoxk nelicTBus
CyObeKT, OCyLIECTBISIIOIINI OIJIaTy 3a MPOBEICHUE KCIIEPTH3bI

HaumMeHoBaHue OpUANYECKOTO
Jmua

Crpana



3. HOpunuueckuit anpec
4. ®akTuyeckuil axpec

dammnus, UMsg, 0T4ECTBO (TIpH
HaJIWIUN)

6. Tenedon
7. ®axkc
8. DIeKTpoHHBIN azpec

9 busnec-uneHTHGUKAITNOHHBII
" HOMEp

10 UaauBunyanbHbIi
UICHTU(UKAIIMOHHBII HOMEp

11
Bbank

PacueTHbIi cuet

BamotHbIi cyer

14 Kox

15 BaHKOBCKHI WACHTHU(PUKAIIMOHHEBII
KOJI

Pl a T a

Gamvmunus, UMs, OTYECTBO (npwm HallUYHH)
3 a 9 B U T € I 4

[Monmuck, neyaTh (TIpU HATIYUH )

[Ipumeyanue:

* JlanHas Gopma 3asBIICHUS MPEIOCTABISICTCS TaK)Ke MPHU MPOJJICHUU CPpOKa
JIEUCTBUSI PETUCTPAIIMOHHOTO YJOCTOBEPEHUS, BBIJABAEMOTO YIOJIHOMOYEHHBIM
opraHoMm B o0jacTH 3apaBooxpaHeHust PecnyOnmku KazaxcTtaH B COOTBETCTBUU C
[IpaBunaMu TOCYIAapCTBEHHOW pPETUCTPAlMH, TEPEPETUCTPAIMA W BHECCHUS
U3MCHEHUH B PETHCTPAIIMOHHOE JO0ChE JIEKAPCTBEHHOI'O CPEJICTBA, W3JCIHN
MEJUITMHCKOTO HA3HAYCHHSI M MEJAWIIMHCKONW TEXHUKH, YTBEPKICHHBIMHU TPHKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 18 Hosiops 2009 roga Ne 735
(3aperucTpupoBaH B PeecTpe rocyapcTBEHHOM pEruCTpaliiid HOPMATHBHBIX TTPABOBBIX

akToB noJ1 Ne 5935) v npu U3MEHEHUSAX, BHOCUMBIX B PETHCTPALIMOHHOE JIOCHE.
[Ipunoxenue 2
k IIpaBunam npoBeneHus
SKCIEPTU3bI U3ETUI
MCIUIIMHCKOI'O HAa3HAYCHUS
n MeI[HHHHCKOﬁ TEXHUKHU

IlepeueHb JOKYMEHTOB PETHCTPAIMOHHOTO XOCHE JUIA SKCIICPTH3EI H31CIIHiA
MEIUIMHCKOTO Ha3HAUYEHNU i METUIIMHCKON TEXHUKU*
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Kinacca
MOTEHIUATEHOTO
pucka
TIPUMEHEHHS)

7

IIpumeuanue

B cooTtBercTBUM €
MEXTyHapOTHBIMU
HOpMaMH
3aBEPECHUS WIIH
HOpMaMHu
3aBepeHHs
YCTaHOBJICHHBIMHU
B PecnyOnuxe
KazaxcTan
dopmat: "pdf" (
izhivzeli))

B cootBeTcTBHM C
MEXKTyHapOIHBIMH
HOpMaMH
3aBEpCHUS] WU
HOpMaMHu
3aBepeHUs
YCTaHOBJICHHBIMU
B Pecnybnuke
Kazaxcran
dopmat: "pdf" (
muang)

3aBepsercs
MIPOU3BOTUTEIIEM
UIU ero
YIIOJIHOMOYCHHBIM
HpeACTaBUTE JeM
dopmat: "pdf" (
uizhivzeli))



Konuu cepruduxaro Ha
CHCTEMY MEHEIKMEHTa

Ka4yeCTBa MPOU3BOANUTECIIA (KpOMe

(kpome
CTEPUIbHBIX

CTEPHIIbHBIX )

MEAUIIMHCKAX M31enuil (
ISO) (UCO) 13485, GMP
(JxudwmlIn)
COOTBETCTBYIOUIUN
perHOHANBHBIA WU
HalMOHAIBHBIN CTaHAAPT)

oo

Hexnapanus 0
COOTBETCTBHUU
TpeOOBaHUAM
0e301acHOCTH "

3¢ (EKTUBHOCTH H3ICITHA
MEIHUIMHCKOTO
Ha3HAYCHUS "
MEJMLIUHCKOW TEXHUKH
UIW  DKBUBAJCHTHBIN
JIOKYMEHT (TIpY HAJTHYHH)

JoxyMeHT,

MOATBEPKAAOLINI Ki1acc

B 3aBUCUMOCTHU oT

CTCIICHU INOTCHUUAJIBHOI'O

pucka npumMeneHus ( + +
Hexnapauus

COOTBETCTBH;

MMHCbMO-000CHOBAHUE OT
TIPOU3BOIUTEIIS)

Hdaunusie 0
JIeKapCTBEHHBIX
CpeACTBaxX B COCTaBe
HU3CNUS MEIUIIMHCKOTO
Ha3HAYEHHUS  U/UIH

MEIUIMHCKOH TEXHUKH (

COCTaB JIEKapCTBEHHOTO

cpeacTBa, KOIMYECTBO, + +
JTAHHBIE O COBMECTUMOCTH
JIEKapCTBEHHOTO CPE/ICTBA

c MEAUIMHCKUM

U3JeIuEM,
MOATBEPKAAIOIIU N
KayecTBO JIEKapCTBEHHOTO
BEIIECTBA)

JIOKYMEHT,

Otuer  (IPOTOKOII)
TOKCUKOJIOTUUECKUX U
TUTUEHUYECKHUX
HCOBITAHUU c

+ +
AyTEHTHYHBIM IIE€PEBOJIOM
Ha PYCCKHUH  S3BIK
pe3yIbTaTOB U BBIBOJOB

HUCIBITAaHUI

dopmat: "pdf" (

+ + + o)

¢dopmat: "pdf" (
)

3aBepsercs
MPOU3BOUTENEM
UIH ero
YIIOJTHOMOYEHHBIM
MIpECTaBUTEIIEM
dopmat: "pdf" (
o)

3aBepsercs
MPOU3BOJHUTEIIEM
HITHU ero
YIIOJTHOMOYEHHBIM
MPECTaBUTEIIEM
dopmat: "pdf" (
muandd)

3aBepsercs
TIPOU3BOIUTEIEM
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11

12

13

Otuer (MPOTOKOJ) O

TCXHHUYCCKUX UCIIBITAHUAX +

c AyTEHTHYHBIM
MIEPEBOIOM Ha PYCCKHUI
SI3BIK  PE3yIbTAaTOB U
BBIBO/IOB UCTIBITAHUN

OTyeT HCHOBITAHUN Ha
CIENU(PUIHOCTh U
9yBCTBUTEIBHOCTH
U3JEeNNI MEIUIIMHCKOTO
Ha3HAYCHUS AJIA in Vitro (
WH BUTPO) THATHOCTUKH, B
TOM YHUCJIE BXOMSIINX B
KOMIIJIEKTAIH IO
MEIUIUHCKOW TEXHHKH
UL in vitro (MH BHUTPO)
JTUATHOCTUKH 3aKPBITOTO
THIIA

Otuyer 00 HucciieT0BaHUAX
CTaOHUIBHOCTH,
000CHOBBIBAIOIINIA CPOK
XpaHeHus (I u3enuit
MEAUIMHCKOTO
Ha3HA4eHUs, B TOM 4HCIe
BXOJAIIMX B COCTaB
MEANUIUHCKONH TEXHUKH,
CTEPHIBHBIX
KOMIIJIEKTYIOLIUX
U3EIUNA MEJUIUHCKOIO
Ha3Ha4YeHUs u
MEIUIMHCKON TEXHUKH), C
AyTEeHTHYHBIM TI€PEBOJIOM
Ha PYCCKHUH  S3BIK
pe3yIbTaTOB U BBIBOJIOB
UCTIBITAHUI

Otuyer 00 uccileT0BaHUAX
CTaOUIBHOCTH  Ha
peareHThl U pacxXoIHbIN
MaTepHal BXOIAIIUX B
KOMIJICKTAI U0
MEAMLIUHCKOW TEXHUKH
Ui in vitro (MH BHTpO)
JMarHOCTHKU 3aKPBITOTO
THITA

JlaHHbIE 0 KIMHHUYECKUX (
KIIMHUKO-J1a00paTOPHBIX)
HCTBITAHUAX (
HCCIEOBAaHUAX) C
AyTEHTHYHBIM TIEPEBOIOM
Ha PYCCKHH  SI3BIK
pe3yJabTaTOB U BBIBOJIOB
HCTBITAHUMN uiau
HMEIOLINECS KIMHUYECKHE

+ (IpH HATTHYUH
JIEKapCTBEHHOTO +
cpencTaa)

HIIU ero
YIIOTHOMOYESHHBIM
MIpeACTaBUTENIEM
dopmat: "pdf" (
nuang)

3aBepsaercs
TIPOU3BOIUTEIEM
HIH ero
YIIOJTHOMOYEHHBIM
npecTaBUTeIeM
dopmat: "pdf" (
izhivzeli))

3aBepsercs
MIPOU3BOTUTEIIEM
UIU ero
YIIOJIHOMOYCHHBIM
npeacTaBuTeNIeM
dbopmat: "pdf" (
uizhivzeli))

3aBepsercs
IIPOHU3BOUTEIIEM
UIH ero
YIIOJIHOMOYEHHBIM
NpeACcTaBUTEIEM
¢dopmat: "pdf" (
)

3aBepsercs
MPOU3BOAUTEIICM
HITHU ero
YHOJTHOMOYCHHBIM
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15

JaHHBIC (TIPUMCHEHUE,
OT3BIBbI, HAy4YHbIE
Iy OIMKanmmn)

Nudopmanus 0
MOHUTOPHUHTE
HEONMArONPUSITHBIX |
HEXXEJIATeTbHBIX COOBITHIA
(nadopmanus  He
MPENOCTABISACTCS IS
BHOBb pa3pabOTaHHBIX U
CHPOEKTUPOBAHHBIX
W3JETUI MEIUIIMHCKOTO
Ha3HAYCHUS "
MEIUIUHCKON TEXHUKH):
1) CIIUCOK
HEXeJIaTeabHBIX COOBITHI
/HECYaCTHBIX CIly4aes,
CBS3aHHBIX c
HCIIOJIb30BAHUEM W3EIHS
, U yKa3zaHue Mepuoja
COOBITHI;

2) xpaTkue 0030phI MO +

KaXXJoMy H3 THUIIOB
COOBITMH M yKa3aTh
obmiee  KOJIHUYECTBO
COOBITHI KaXKIOTO THIIA, O
KOTOPBIX TOCTYyTaIH
OT4eTH (TIpH HATUYUHU
00JIBIIOTO KOJHYECTBA);
3) CHUCOK OTO3BaHHBIX
U3MIEIHA MEIUIIMHCKOTO
Ha3Ha4YCHUSA u
MEIUIUHCKON TEXHUKH W/
WA TOSICHUTEIHHBIX
YBEIOMJIEHUH c
MPEI0CTaBICHUEM
aHanu3a
KOPPEKTUPYIOIIUX
JEeUCTBUH U MIPHUHATHIX
Mepax

HopMmatuBHBIM TOKYMEHT:
CTaHAaprT
MEXIYHapOJHBIH,
HaIMOHAJBbHBIA  HIIH
OpTraHU3alHuu (
TEXHUYECKHE YCIOBUS,

cnenuduKanys METOA0B +

KOHTpPOJIE TOTOBOTO
MponyKTa) c
AyTEeHTUYHBIM I1EPEBOAOM
Ha PYCCKHUH  S3BIK
crenuGUKauu U
METOJIMK UCIIhITAHUIN

MIpeCTaBUTENIEM
dopmat: "pdf" (
o)

3aBepsercs
MIPOM3BOTUTEIIEM
HIH ero
YIIOJTHOMOYEHHBIM
npeACcTaBUTeIeM
dopmat: "pdf" (
uanad)

3aBepsercs
IIPOHU3BOTUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
HpeACTaBUTEIEM
¢dopmat: "pdf" (
)
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17

18

19

20

21

22

Nuadopmanus 0
CIenUaIbHOM
IIpOrpaMMHOM
oOecriedeHnu (IpHU ero
HaJINIUN)

CmpaBka ¢ OmHCaHHEM
00IacTH TIPUMEHEHUS,
HAa3HAYCHMS, KpaTKOi
XapaKTEePUCTUKHU U3JIENUH
MEJIHUIHMHCKOTO
Ha3Ha4YeHUS u
MEANUIUHCKON TEXHHKH,
BapHaHTaMH HCIIOJIHEHUS
1 KOMIUICKTYIOIUMHA (HO

hopwme)

DKcmyaTaluOHHbIN
JOKYMEHT METUITIHCKON
TEXHHUKHN HA Ka3aXCKOM H
PYCCKOM SI3BIKaX

NHcTpyknus o
NIPUMEHEHUIO U31eIus
MEJULUHCKOTO
Ha3HAa4Y€HHUs,
YTBEpKACHHAS B
CTpaHe-IIPOU3BOAUTENE C
AyTEHTHYHBIM IIEPEBOJIOM
Ha PyCCKUU A3BIK

IIpoekt uHCTpYKIMH IO
MEJHIHHCKOMY
MIPUMEHEHUIO W3AETHs
MEIHUIHHCKOTO
Ha3HA4YEHUS Ha Ka3aXCKOM
U PYCCKOM SI3BIKax

O6pa3usl  m3aeIUA

MEIULIUHCKOTO
Ha3HAuCHMs/ PACXOIHBIX
MaTepHanoB u

KOMIUJICKTYIOINX K
MEIUIIMHCKON TEXHHKE,
SIBJIFOIIMXCS U3IEITUSIMHU
MEIUIUHCKOTO
Ha3HAYCHUS

Crannaprtaele 00pasubl (
npu ykKasaHuu o0 Hx
NpUMEHECHUH B
HOPMAaTUBHOM JIOKYMEHTE

)

3aBepsercs
MIPOHU3BOTUTEIIEM
HITH ero
YIIOJTHOMOYEHHBIM
npecTaBUTeIeM
dopmat: "pdf" (
hzhizelig)

3aBepsercs
MPOU3BOUTENIEM
UITH ero
YIIOJTHOMOYEHHBIM
MPEICTaBUTEIIEM
dopmat: "pdf" (
muanad), doc (mok
), Xis (MKcuc)

3aBepsercs
MIPOMU3BOTUTEIIEM
UIH ero
YIIOJIHOMOYEHHBIM
NpeACcTaBUTEIEM
¢dopmat: "pdf" (
)

3aBepsercs
IIPOHU3BOIUTEIIEM
UIH ero
YIIOJIHOMOYEHHBIM
NpeACcTaBUTEIEM
¢dopmat: "pdf" (
)

3aBepsercs
3asiBUTENIEM
¢dopmat: "pdf" (
muam¢), doc (mok

),
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24

25

26

I'padugeckoe
n300pakeHue spiblka Ha +
MEIULUHCKYIO TEXHUKY

Omnucanme YIMaKkoOBKH
U3JENUsT MEIULMHCKOTO
Ha3Ha4YeHHUS (
Nupopmanus o6
yHakoBKe, BKJIOYas,
MIepPBUYHYI0, BTOPHYHYIO,
TPYHNIOBYIO,
TPaHCHOPTHYIO,
IIPOMEKYTOUYHY IO
YIaKOBKH; MPEAOCTABUTH
nHpopManmio (Hanpumep, +
MaTepHal, COCTaB, pasMep
) JOKyMeHTHI,
perylaMeHTHpYIoIne
Ka4yecTBO YMAKOBOYHBIX
MaTepuajoB U3IeNuil
MEIUIHHCKOTO
Ha3Ha4yYeHHUs (
crienuQuKaIys KauecTsa,
cepruduKaT aHaNM3a Ha
MIEPBUYHYIO YTIaKOBKY)

doro  (orobpaxaer
BHEIIHUN BUJ H3/ENus,
KOMILJIEKTYIOIIHX,
PacXOIHBIX MaTEPHAJIOB)

liBeTHEIC MaKeTHhI
YIaKOBOK M STHUKETOK (Ha
NIEPBUYHYI0, BTOPUYHYIO
YyHIaKOBKY) oT
MPOU3BOAMTENS  Ha
U3JeNUsT METUIIMHCKOTO
Ha3HA4YCHHUS WJIU €ro
COCTaBHbIE 4YacTU TPH
HEOOXOIUMOCTH (
npeaocTaBisieTcs B
pa3BEepHYTOM  BHJE
paspaborka wmakera T
YIMaKOBKH).

[pu Hammauu GOIBIIOTO
KOJIUYECTBA
TUIIOPa3MEPOB, LIBETOBOI
raMMbl  JTOIyCKaeTCs
NpeaoCTaBICHUE

3aBepsercs
MIPOHU3BOTUTEIIEM
HITH ero
YIIOJTHOMOYEHHBIM
npecTaBUTeIeM
dopmat: "pdf" (
hzhizelig)

3aBepsercs
MPOU3BOUTENEM
UIH ero
YIIOJITHOMOYEHHBIM
MIpECTaBUTENIEM
dopmat: "pdf" (
o)

3aBepsercs
MIPOU3BOTUTEIIEM
AU ero
YHOTHOMOYEHBIM
IpeICcTaBUTENIEM
dopmar:  jpeg(
JUKUIIET)

3aBepsercs
MPOU3BOIUTE JIEM
WM €T0 YIIOJIHOMO
YEeHHBIM
MIpeJCTaBUTE JIEM
dopmat: "pdf" (
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28

29

30

31

THIIOBOTO MaKeTa Ha OJUH
U3 pa3MepoB, mBeT (B

cllydae eClid MaKeThl

HAJICHTHYHBI)

IIpoexT Tekcra Makera
YHaKOBKH, 3THKETKH,
CTHKEpa  HM3AeHusd
MEIHUIMHCKOTO
Ha3HAYCHUs Ha Ka3aXCKOM
U PYCCKOM s3BIKax (B
ciydae  0OonbIIOro
KOJIMUECTBA
THUIIOPa3MepOB, IBETOBOH
raMMBbl  JTOIIyCKaeTCs
YTBEPKICHHE OJHOTO
MakKkeTa c
HCIOJIb30BaHUEM
ab0peBHuaTypbl)

Konwus
PErUCTPALHOHHOTO
yIOCTOBEpPEHHST B
Pecny6nke Kazaxcran (
TIPY TIePEPEruCTpaLnm)

ITuceMo — 00OCHOBaHHE O
TUIE MEIUIMHCKON
TEXHUKHU (OTKPBITAsT WU
3aKpBITasi CHCTEMA)

Hdaunusie o
OUOJIOTHYECKOH
6e3zonacHoctn  (TIpH
HaJIHYNHN)

Hdanubie o mporenype
CTepUIIM3AINN, BKITIOYAst
nHPOpPMAIHIO 0
NIEPBUYHON DKCIIEPTU3bI
mpouecca, pe3yJbTaThl
TECTHPOBaHMUs  Ha
colepXaHHeE
MHKPOOPTaHN3MOB (
CTETIeHb OMOJOTHYECKON
Harpy3KH), MUPOTEHHOCTH
, CTepHJIBHOCTH (IIpHU
HEOOXOIUMOCTH) C
yKa3zaHHEM METOJ0B
MIPOBEACHNUS UCTIBITAHUN U
JaHHBlE O MEPBUYHOU
SKCIEPTU3BI YIIAKOBKH.

+

+

+

+

+

(xpome 1 xiacca

)

muandd),  jpeg(
JUOKHIIET)

3aBepsercs
IPOU3BOJUTENIEM
nin €ro
YIIOJIHOMOYEHHBIM
MIpeCTaBUTENIEM
dopmat: "pdf" (
muama¢), doc (mok
), Jpeg(mvxumer)

dopmat: "pdf" (
g G)

3aBepsercs
MPOU3BOUTENEM
UIH ero
YIIOJIHOMOYEHHBIM
TIpeCTaBUTENIEM
dopmat: "pdf" (
o)

3aBepsercs
MIPOU3BOTUTEIIEM
HITU ero
YIIOJIHOMOYCHHBIM
MIPeICTaBUTENIEM
dopmat: "pdf" (
izhivzeli))

3aBepsercs
MPOU3BOUTENEM
UIH ero
YIIOJITHOMOYEHHBIM
MIpeCTaBUTENIEM
dopmat: "pdf" (
o)
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33

CBegeHus 0

NPOU3BOJUTEE:
HamMEHOBaHUE, BUJ
NeATeIbHOCTH,

IOpUJIMYECKU  ajpec,

¢dbopMa COOCTBEHHOCTH,

nepedeHb MOoApa3IeieH
U JIOUEPHUX KOMITAHHHU C
yKa3aHWEM MX CTaryca H

TMOJTHOMOYHH

Nudopmanus 0
pa3paboTke u

MMPpOU3BOACTBE: CXCMbI

IIPOLIECCOB MPOU3BOACTBA,

OCHOBHBIX cTaguin

NIPOU3BOJICTBA, YIIAKOBKH,
HCIBITAHUN U IPOLELYPBI

BBIIYCKA KOHEYHOTO
MIPOJYKTa

34 Onuce  JOKYMEHTOB

35

36

37 Otuer 00 aHaM3e PUCKOB

38

PETUCTPAIIIOHHOTO 10ChE

IlepeueHp cTaHAapTOB,
KOTOPBIM COOTBETCTBYET
U3JENUsT MEIUIMHCKOTO

Ha3Ha4YCHUA n

METUITTHCKON TEXHUKH (C
yKa3aHUEeM CBEJIEHUN O

HUX)

[Inan cbopa m aHamm3a
MAHHBIX 10 0€30IIaCHOCTH

u

H3I[el'[PIﬁ MCIUIIMHCKOT'O

s dexTuBHOCTH

Ha3Ha4YCHUA u

Me,[[PIL[PIHCKOﬁ TCXHHUKH Ha

MTOCTPETUCTPALTHOHHOM
nepuoze

(pu HaTHYMH)

Nudopmanus 0

MapKeTHHTe (HCTOPHS ITpH

ycnoBuHu  oOpamieHus

U3JEeNUil MEIUIIMHCKOTO

Ha3HaA4YCHUA u

MEIUIMHCKON TEXHUKHU Ha
puIHKE Oostee 2 jer) (mpu

HaJIHY1H)

CocraBienue CIIpaBKKM Ha MCAHUIOHWHCKYIO TCXHHKY H H3ACINC MCIAUIHNHCKOI'O

HazHadyeHusa™**

+

+
(kpome
1 xmacca)

+
(kpome
1 u 2a Ki1ac-coB)

3aBepsercs
MIPOU3BOTUTEIIEM
HITU ero
YIIOJIHOMOYCHHBIM
MPeICTaBUTENIEM
dbopmat: "pdf" (
izhivzeli))

3aBepsercs
MIPOU3BOTUTEIIEM
HIU ero
YIIOJIHOMOYESHHBIM
TpeICTABUTETICM
dopmat: "pdf" (
uizhivzeli))

dopmat: "pdf" (
nizhvzeli))

3aBepseTCs
TIPOM3BOANTENEM (
eT o
YIIOJIHOMOYEHHBIM
MPEJCTaBUTENIEM)

3aBepseTCs
TIPOM3BOAUTENEM (
eT o
YIIOJIHOMOYEHHBIM
Ipe/ICTaBUTEIIEM)

3aBepseTcs
npou3BoauTeNeM (
ero
YIIOJIHOMOYCHHBIM
MIPEICTAaBUTEIIEM )

3aBepsaeTcs
pou3BoauTENeM (
eT o

YIIOJTHOMOYEHHBIM
MIPEJCTaBUTEIIEM )



KommiekTHOCTE

HanmMeHnoBaHne
COCTaBHBIX Monens IIponssogurens Ctpana

qacTen
IMpomsBonurens (

M3TOTOBUTEID), OcHoBHol 610K (
cTpaHa TP HAJINIHHN)
OO6macTh
IIponsBonCTBEeHHAS [[pyHaIeKHOCTH S — KpaTtkas
HaumeHoBanue IuIomaznxa, CTPaHa (mpu HaTHIuK) TEeXHUYECKast
YT0oTHOMOYEHHBIH ’ XapaKTEepPHUCTHKA
KOMITIEKTYIOIIHE Ha3Ha4YeHUE
MpENCTaBUTEIb
(TIpy HATMYWH)
MPOU3BOAUTETS,
cTpaHa Pacxonurie
MaTepHaibl (TpH
HaJIMY1H)
IIporpamMmmuoe
obecneuenue  (
MIPU HAJTUYHH)
[Ipumeuanue:

* JlaHHBIA MepeYeHb MPEIOCTABISAETCS TAKKE MPH MPOJICHHH CPOKA JICHCTBUS
PETUCTPAITMOHHOTO YJOCTOBEPEHUS, BBIIABAEMOTO YIIOJTHOMOUYECHHBIM OpPraHOM B
obnactu 3apaBooxpaHeHus PecnyOnuku Kaszaxcran B coorBercTBum ¢ [lpaBumamu
TOCY/IapCTBEHHOW PETUCTpalllM, TMEPEpEeTHCTpAllid W BHECEHUS HW3MCHEHUHA B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO CPENCTBA, H3JEIUA MEIUIIMHCKOTO
Ha3HAYCHUS W MEIUIMHCKOW TEXHHKH, YTBEPKICHHBIMH MpUKa3zoM MwuHHUCTpa
3napaBooxpanenus PecnyOnuku Kazaxcran ot 18 wosiOps 2009 roma Ne 735 (
3aperucTpupoBaH B PeecTpe rocyapcTBEHHOM pErUCTpallii HOPMATUBHBIX MMPABOBBIX
akToB 1o Ne 5935).

**JlanHas (opma 3amOTHSAETCS JOMOJIHUTEIBHO MPHU IKCIEPTHU3E MEIUIIUMHCKON
TEXHUKHU.

[punoxenue 3
k IIpaBunam npoBeneHus
SKCIIEPTU3bI U3ETHUI
MEOUITMHCKOTO0 HAa3HAUCHHUS
1 MEIUIIMHCKON TEXHUKH

®opma

YcinoBus, npeabABIIeMble K 00pa3naM U3AeiIiii MEJUITMHCKOI0 Ha3HA9eHU
1 1a00paTOPHBIX HCIBITAHUHA

1. 3agBuTens OO0 MOJauM 3asBJICHUSI HAa 3KCHEPTU3Y OCYILIECTBISET pacueT
KOJIM4YeCcTBa 00pa3IoB, HEOOXOAUMBIX JJIsi TIPOBEJCHUS TPEXKPATHOTO aHAIM3a MPHU
71a060paTOPHBIX UCTIBITAHUSIX.

2. KonnaecTBo 00pa3ioB U3AeIUi MEAUIIMHCKOTO Ha3HAYEHUS, IPEIOCTABIIIEMbIX
JUISl IPOBEJICHUST TA0OPATOPHBIX HUCTIBITAHUM, OMpPEAEISETCS COTJIACHO TpeOOBaHUSIM



HOPMATUBHBIX JOKYMEHTOB, HA COOTBETCTBUE KOTOPBIM ILUIAHUPYETCS MPOBEICHUE
WCTIBITAaHUM.

3. Ilpu ompeneneHur KOJTUYECTBA 3alpalIUBAEMbIX OOPa3I[OB yUUTHIBACTCS
OJHOPOJIHOCTH 3asIBJICHHOW MNPOAYKIMH, HOPEICTABUTEIBHOCTh IO COCTaBy H
KOJIMYECTBY, COOTBETCTBUE 00Pa3IOB WACHTU(DUKAITMOHHBIM MMPU3HAKAM PO TYKIIHH,
OTPAKAOUIUM €r0 KaYECTBEHHBIE XapAKTEPUCTUKH.

4. KonnyecTBO MPEAOCTABISAEMBIX 00pa3I[0OB MO COCTABY OTPAKAET BCIO
COBOKYITHOCTb OJJHOPOJHOW 3asiBJICHHOW MNPOAYKLHH, C YYETOM pPa3JIMuusl CBOWCTB
OT/ICJIbHBIX TUIIOB (MapOK, MOJIeJIei) TaKOW COBOKYITHOCTH.

5. Jluist oAHOPOAHOM MPOAYKIMH, OTINYAOIIENCS TOIBKO TUIIOPA3MEPHBIM PSIOM,
MPEIOCTABIISIOTCS O00pas3ilbl CaMOro KPYIMHOTO, CPEIHEro M C€aMoro Majoro
MIPEICTABUTEIIS Psiaa.

6. [Ipu OTAMYMM OTIAEIBHBIX BUAOB 3aSBJICHHOrO M3JEJIHS MEIUIMHCKOIO
Ha3HAYCHMS TOJBKO IO I[BETOBOM ramme, JIOCTAaTOYHO MpPEJOCTaBIeHUE 00pas3loB
OJHOM IIBETOBOU raMMBEI.

7. O6pa3ipbl u3aeauil MEIUIIMHCKOTO Ha3HAUYCHUS TIOCII€ TIPOBEACHUS UCIIBITAHUM
HE BO3BpAILAIOTCH.

[punoxenne 4
k [IpaBunam npoBeneHus
SKCHEPTU3bI U3ETUI
MCIUIMHCKOI'O Ha3HAYCHUA
U MEUIMHCKOHN TeXHUKU

®dopmMma

OTtueTr Ha9aTbHOM SKCIIEPTH3H (BaMAAINH PETHCTPAUOHHOTO JOCHE)
M3JEJIUS MEAUIMHCKOTO Ha3HAYESHUS W MEAUIMHCKON TEXHUKH,
IIPEACTABICHHBIX HA SKCIIEPTU3Y

[IpoBeaeHa HauanbHasd SKcHepTH3a (BalIWAalus PETUCTPALUOHHOTO J0ChE)
n3aciindad MEAUIIMHCKOI'O Ha3HAYCHUA HUIIU MGHHHHHCKOﬁ TEXHHUKU (HY)KHOC YKaSaTB)
IMPCAOCTABJICHHBIX HAa OKCIICPTU3Y
1. ®amwumnus, uMs, 0TYECTBO (IIPU HATMYMHN) SKCIepTa
Ne 3asgBKU U fgarta
JlaTta mocTyIuIeHus TOKYMEHTOB Ha Ha4aJIbHYIO 3KCIIEPTU3Y
ToproBoe HanMeHOBaHHE U3/ENNS MEAUIIMHCKOTO HA3HAUCHHS MITH MEIUIIMHCKON TEXHUKH
Hasnauenue u3nenus MEIUIMHCKOTO Ha3HAYEHHS MIIH MEIUIIMHCKON TeXHUKH
O6nacTp npUMEHEHHUS

Knacc B 3aBHCHMOCTH OT CTEIIEHH ITOTCHITHAIBHOTO puCKa MpUMEHEHUA

XN || B RN

3asiBUTEIND

JlaHHBIE O MPOU3BOAUTENE:



Ne Tun opraHuzanuy UM y4acTOK IPOU3BOJCTBA HaumenoBanue Ctpana FOpugmueckuil
OpTaHM3aINA azpec

1. TIpousBomutenb
IIpousBoacTBEHHAS TUIOLIAIKA

VYI10JIHOMOYEHHBIN IPEICTABUTEIND TPOU3BOIUTEIS

EEPRES

Y1akoBIIUK (IpY HEOOXOJUMOCTH)

KoHTakTHBIC NaHHBIE YHNOJIHOMOYEHHOTO JIHLA 110 MOHUTOPUHTY
5 HeOmarompusATHBIX COOBITUH (MHIHIEHTOB) HA TEPPUTOPUHU
Pecny6onuku Kazaxcran

1. HavanpHasg sKcnepTH3a KOMIUIEKTHOCTH PETUCTPALUOHHOTO JOChE M
MPaBWILHOCTH O(POPMIICHHS MIPEACTABICHHBIX JOKYMEHTOB (YKa3bIBAIOTCS 3aMEUYaHUs
110 HEKOMILUIEKTHOCTH J0ChE€ U HEMPABUILHOCTU O(DOPMIICHHUS IOKYMEHTOR).

2. Perucrpanus B cTpaHe-nmpon3BouTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:

Ne Crpana Ne 10KyMeHTa, yZOCTOBEPSIOLIETO PETUCTPALHIO Jara Beiaun  [Ipumeuanue skcrepra

3. CooTBeTCTBHE KJIacca I/IS,Z[GJ'II/Iﬁ MCAMIMHCKOI'O Ha3HAYCHUA B 3aBUCUMOCTH OT
CTCIICHU IMOTCHIHUAJIBHOTO pPUCKA IMMPHMCHCHHA, YKA3aHHOTO B 3a4BJICHHHU U
AOKYMCHTAaX PEruCTpairOHHOTO JOCHEC:

Knacc B Kmnacc B coorBerctBuM ¢ HamMeHoBaHume JOKyMeHTa B
[Ipumeuanne

Ne COOTBETCTBUU ¢  JIOKYMEHTAaMH PETHUCTPAIMOHHOTO PETUCTPAMOHHOM J0Che 00 yKa3zaHUU
JKCIIepTa

3asBJIICHUEM J0CBE KJ1accCa

4. CooTBETCTBHE MPEACTABICHHBIX 00Pa31OB /1Jis1 Ja00PATOPHBIX UCTIBITAHUIA:

HaumeHnoBanmue KonuuecrtBo OcTtaTo4HbIi
VYcnoBus xpaHeHUs

obpasmoB  (c MpenCcTaBICHHBIX CpOK

Cpoxk YnakoBka
yKa3zaHHEM Cepus 00pa3uoB (B eIWHHLAX TOJHOCTH

TOZHOCTH TPaHCIIOPTUPOBaHUS (TUI)
00bEeMOB, U3MEpeHUs: (IAKOHBI, o0pasmoB )
pa3mepoB) IITYKH, YITAKOBKH) MPOAYKITUI

3. OHGHKa TCKCTAa MAPKHUPOBKH ITPOCKTOB MAKCTOB YIITAKOBKHU, 9TUKCTOK, CTUKCPOB
Ha COOTBCTCTBUC Tpe60BaHI/I$IM 3aKOHOOATC/JIbCTBA.

6. CoOTBETCTBHE MPEJCTABICHHBIX CTAaHIAPTHBIX 00PA3I0B HOPMATUBHBIM
JOKYMEHTaM TMPOU3BOAUTENS (TpH yKa3aHWUU 00 WX NMPUMEHEHHH B HOPMATHBHOM
JIOKYMEHTE):

q KonuuectBo mpeacTaBIeHHBIX OctaTouHblii  YcJIOBUS XpaHEHHS
auMECHOBAHHE

cTaHAapTHEIX obOpasmoB (B Cpok CPOK TOJHOCTH  ( YnakoBka
CTaHJIaPTHBIX
5 SIMHAILIAX W3MEpeHUs: (PIakoHBI, TOMHOCTH 00pa3IoOB TPaHCIIOPTUPOBAHUS (THIT)
00pas31oB

IITYKH, YIIAKOBKH) TIPOAYKIUU )



7. 3aKIIro4YeHueE:

OTka3aTh B JabHEHICH SKcnepTH3e (C 000CHOBAaHUECM)

HpOIIOJ'DKI/ITL OKCHEPTUIY U3AEIINA MEAUIMHCKOIO HA3HAUYCHUS NI MeI[PILIHHCKOﬁ TCXHHUKH

JlaTa

PykoBoauTenb CTpyKTYypHOTO MOApa3aeieHus

noanuch GamMunus, UMs, 0T4€CTBO (MIPU HATIUYUH)

MOJIKUCH damunausi, UMsi, OTYECTBO (NIPU HATUYUH)

[punoxenue 5
K IIpaBunam npoBeneHus SKCIIEPTU3HI
W3S MEIUITMHCKOTO0 Ha3HAUSHUS
U MEIUIIMHCKON TEXHUKH

®opma

Otger HagaTLHOM HKCIIEPTH3H (BAIMAANH PETUCTPALMOHHOTO JOChHE)
A3MEHCHHH, BHOCHMBIX B PETUCTPAHOHHOE AOCHE U3NEIHIA MEAUIUHCKOTO
Ha3HAYCHHUS WA METUIMHCKOH TEXHUKH

[IpoBeaeHa HauanbHasg SKcHepTH3a (BaIWAalUsl PETUCTPAIMOHHOTO J0ChE)

N31CJIA MCANTTMHCKOI'O HAa3HAYCHUA HJIN MCIIHHHHCKOfI TCXHUKHN (HY)KHOG YKa?)aTI))

MpCAOCTABJICHHBIX Ha 3KCIICPTHU3Y IIPH BHCCCHHUU U3MEHCHUM B pPETUCTPAIMOHHOC
JOCBC

1.

Ne Tum opraHu3aIiuyl WM y4acCTOK IPOU3BOJCTBA

EEPRES

2
3
4
5.
6
7
8

damunust, M1, 0TYECTBO (TTPU HATMYIHMHN) HKCIIEpTa

Ne 3asBku u nara

Jara rmocTyruieHnst JOKYMEHTOB Ha HaYaJIbHYIO SKCIIEPTU3Y

ToproBoe HaMMEHOBaHHE M3CIIHS MEIUIMHCKOTO HA3HAUYCHUS WIIH MEJULIHCKOM TEXHUKH
Haznauyenue n3nenus MEIMIUHCKOTO Ha3HAYEHHS WIIM METUIIMHCKON TEXHUKH

OO6nacTp IpUMEHEHHUS

Knacc B 3aBUCHMOCTH OT CTENEHH MOTEHIUAIBHOTO PUCKA TPUMEHEHHUS

3asBUTENb

JlaHHBIE O MPOU3BOAUTENE:

HanmenoBanune IOpunnueckuit
Ctpana
OpTaHU3aINH azapec

IIpousBoaurens

IIpousBoacTBEHHAS TUIOLIAIKA

YTIOTHOMOYEHHBIH MIPECTaBUTENh IPOU3BOIUTENS (TIPU HAJIIIUH )
YnakoBIuK (pu HEOOXOIUMOCTH )

KoHTakTHBIC NaHHBIE YHNOJIHOMOYEHHOTO JIHLA 110 MOHUTOPUHTY
HEONMArONpHUATHBIX COOBITHH (MHIUIACHTOB) HAa TEPPUTOPHH
Pecny6onuku Kazaxcran



1. HauanpHas OKCIICPTHU3a KOMINUICKTHOCTH PCrUCTPAlMOHHOI'O OOCHEC H
IMPaBUJIBHOCTH O(l)OpM.HeHI/ISI MpeACTaBJICHHBIX JOKYMCHTOB (YKaSBIBaIOTCSI 3aMCUYaHUs
110 HCKOMIIJICKTHOCTH OOCHC, HCO6XOI[I/IMOCTI/I MpcaoCTaBICHUA O6p33HOB I/ISI[CJ'H/Iﬁ
MCINIMHCKOI'O Ha3HAYCHUA U IIPaBUJIbHOCTH Oq)OpMJ'IeHI/IH JIOKYMGHTOB).

2. Perucrparus B cTpaHe-nmpon3BouTeNe (M3rOTOBUTEINE) U APYTUX CTPAHAX:

Ne CTpaHa Ne JAOKYMECHTA, YIOCTOBECPAIOUICTO PETUCTPALIUIO I[aTa BblJauu HpI/IMe‘laHI/Ie OKCIICPTa

3. CooTBeTCTBHE Kacca U3AEINM MEJUIMHCKOTO Ha3HAYECHHS B 3aBUCUMOCTH OT
CTENEHH NOTEHLIUAJIbHOIO pPHUCKA NPUMEHEHMS, YKA3aHHOTO B 3asBICHUU MU
JOKYMEHTaX PEruCTPalMOHHOTO JI0ChE:

Knacc B Kmacc B coorBerctBUM ¢ HamMeHoBaHume JOKyMeHTa B i
UMEYaHNe
Ne cooTBeTCTBUM €  JTOKYMEHTaMH PETHCTPALIOHHOTO PETMCTPAllMOHHOM J0Che 00 yKa3zaHWU P
JKCIIepTa
3as1BJICHHEM JI0ChE KJacca P

4. CoOTBETCTBHE MPEACTABICHHBIX 00Pa3LOB I JA0OPATOPHBIX UCIIBITAHUM:

HaumenoBanue KonunuectBo OcTaTo4HbIil
VYcnoBus xpaHeHUs

obpasnoB (¢ MpEeACTaBICHHBIX CpOK

Cpox ( YmnakoBka
yKazaHHEM Cepus 00pa3noB (B exuWHHUIAX TOAHOCTH

TOHOCTH TPaHCHIOPTUPOBAHUS (THIT)
00BEeMOB, U3MEpeHUs: (IaKOHBI, o0pasmoB )
pa3mepoB) MITYKH, YITAKOBKH) MPOAYKITUI

5. OHGHKa TCKCTAa MAPKHUPOBKH IIPOCKTOB MAKCTOB YIIAKOBKHU, 9TUKCTOK, CTUKCPOB
Ha COOTBETCTBHUC Tp€6OBaHI/I}IM 3aKOHOAATCJIIbCTBA.

6. TuIr BHOCUMBIX U3MEHEHUN

Peaaxunﬂ J10 BHCCCHUSA U3MCHCHU S Pe[[aKHI/IH IOCJIe BHECEHUS U3MEHEHUM

7. COOTBETCTBHE MPEACTABIECHHBIX CTAaHIAPTHBIX 00Pa3l0B HOPMATUBHBIM

JOKyMEHTaM MPOU3BOAUTENS (MpH yKazaHUM 00 UX MPUMEHEHHH B HOPMATHBHOM
JIOKYMEHTE):

KonnuectBo nmpeacTaBlIeHHBIX OcraTtouyHbelif  YCJIOBHS XpaHEHUS
HaumenoBanue
cranmapTHeix oOpasnoB (B Cpok CPOK TOTHOCTH ( YnakoBka
CTaHAAPTHBIX
5 P eIMHUIIAX W3MepeHUs: (IaKOHBI, TOJHOCTH 00pa3IoB TPaHCIIOPTUPOBaHUS (THI)
00pasmoB
P IITYKH, YIaKOBKH) MPOAYKIUHI )

8. 3aKIIIOUYECHHE:!
OTka3ath B JajbHeilmel skcriepTuse (¢ 000CHOBaHUEM)

[TpoIOKUTE 3KCIIEPTH3Y



PykoBoauTenb CTPYKTYPHOIO TOAPA3ICIICHUS

noanuchk @amMuiius, UMs, OT4ECTBO (MPU HATTUYUH)

MNOJATUCH damunus, uMs, OTYECTBO (MPU HAITUYUHN)

IIpunoxenue 6
k [IpaBunaM npoBeaeHMs SKCTIEPTU3BI
U3JICNTIA MEIUIIMHCKOTO Ha3HAYCHHUS
Y MEULMHCKOHN TEXHUKH

®opma

MunncrepcTBo 3apaBooxpaseHua Pecy6mikxu Kasaxcran

HammenoBanne rocynapCTBEHHOW JKCIEPTHOW OpraHU3alMHU

ATTecTaT akKpeIuTalluy UCTbITaTeNbHON JabopaTopuu (Ne, cpok aeiicTBus

Anpec, TenedoH SKCIEPTHON OpraHU3aNuy (MCIIBITATEIbHON 1a00paTopun)

IIporokon ucrerranuii Ne or" " rojga

Crpanura /
KonuyectBo nucToB

3asBUTENb (IS FOPUAMYECKOTO Jinia (HAaMMEeHOBaHUe)/ UIsl PU3MUECKOTO JINIa
O.1N.0. (npwm HAaJIU4YUU) u aapec):

HaumenoBanue npoaykuuu:

Bun ucnblTanuii:

OcHOBaHUE:

(DI/IpMa HBFOTOBI/ITGJIB/HpOI/IBBOI[I/ITGJIL, CTpaHa:




Cepust, mapTusi: JlaTa npou3BoJICTBA: Cpoxk rogHoCTH:

I{&Ta Ha4daJla 1 JaTa OKOHYaHUA HUCIIBITAHUM:

KonuuectBo 00pasiios:

OO6o3HaueHMe HOPMATHUBHOTO JOKYMEHTa TI0 Ka4ecTBY Ha MPOAYKIHUIO:

O6o03HaueHMe HOPMATUBHOI'O JOKYMEHTa MO KayeCcTBY Ha METOJbl HCHIBITAHUM:

Pe3ynpTarsl HCibITaHUM

HaumeHoBanue TpeboBanus HopMmatuBHoro @aktuuecku mnoiydeHHble TOC u BirakHOCTB (
MoKasareseit JIOKYMEHTa pe3yJIbTaThl %)
1 2 3 4

3akmrouenue: [IpeacraBienHbie 00pasibl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHMUSIM HOPMATHUBHBIX JIOKYMEHTOB W METOJHMKH BOCIPOU3BOJISTCS/HE
BOCIIPOM3BOATCS (YKa3bIBaTh Mpu Heobxoaumoctn). (HykHoe moq4epkHyTh)
Metoauku He BOCIIPOU3BOSITCS 110 CISAYIOIIUM MOKa3aTelsIM

[Tognucwu YyINOJTHOMOUYEHHBIX THUIT
(_I[O_JIXZH(;C’I;)_(HBI[;H/IEB)_ B (Pamunus, uMst 0T4ECTBO (IIPU HAJIUYUM)
(_I[O_JDI:H(;C”;,)_(H?)I[;H/I;L)_ - (Pamunus, UM OTUYECTBO (MPU HAIMYWH)
(_I[O_JDI:H(:CI;)_(H:)II;II/I;B)_ - (Pammnus, UMsE OTYECTBO (MPHU HATUYWHN)

Mecto ni1a neuatu

ITpunoxenune 7
k [IpaBunaM npoBeaeHMs SKCTIEPTU3BI
W3CNUIA MEAUIIMHCKOTO Ha3HAYCHHS,
Y MEULMHCKOM TEXHUKH

®opma



OT4er 0 pe3ynbTaTrax mNpoBeACHHA J1a00PaTOPHOr0 HCIBITAHUA B TabopaTopHu
KOHTPOJIA Ka4eCTBa IIPOU3BOAUTEINS WM B KOHTPAKTHO#H J1abopaTopum,
HCIOJIb3yeMO# mpou3BoAuTEIeM*

1. Pe3rome
HaI/IMCHOBaHI/Ie n3aciInsg MEAUITUHCKOI'O HAa3HAYCHU A
HaumeHnoBanue, afpec peKBU3UTHI TPOU3BOICTBEHHOM IJIOIIAIKT

HaunmenoBanue, anpec, peKBU3UTHI 1aOOPAaTOPUU KOHTPOJISI KadecTBa 1/
WJIN KOHTPAaKTHOHN J1TabopaTopuy KOHTPOJISI Ka4eCTBa

OcHoBaHHe MPOBENCHUS J1a00PaTOPHOTO HCIIBITAHS

Homepa nuuensum (npu HalIW4YuM), CEPTHPHUKATOB, 3asBOK Ha

IKCIIEPTU3Y
[IpoBenenue 1a60PaTOPHBIX
HUCTIBITAaHUN

Pesrome mesrensHOCTH TabopaTOPHK KOHTPOJIS KadecTBa BrImyck B peanuzanuio cepuu u3aeius

MEIUIMHCKOTO Ha3HAYCHUS
HHoe (HeoOxoaumMo yKas3atb)

Jara(s1) mpoBeeHUS JTAOOPATOPHOTO MCTIHITAHUS

@®.11.0. (mpu HATMYUH) SKCIEPTOB (WIEHOB KOMHUCCHH), TOJDKHOCTh

2. BBognas uadopmanus

Kparkoe onrcanue 1adbopaTopun KOHTPOJISI Ka4eCTBa

Hanmume 10KyMeHTHPOBaHHBIX IIPOLEYP MPOBEICHUS UCTIBITAHUN

BeimonaeHne TpeOOBaHMNA JOKYMEHTHPOBAHHBIX MPOLEAYP HPOBEACHHUS UCTIBITAHUI

Llens mpoBeneHuns 1a00PaTOPHOTO UCTILITAHHS

OOBEKTH UCTIBITAHUS

[Mepconan 1ab0paTopruu KOHTPOJISI KaueCcTBa, yYaCTBYIOUIMH B IPOBEICHUH JTA00OPATOPHOT'O HCIIBITAHUSI

I[OKyMeHTBI, INOJaHHBIC OpFaHHSaHHGﬁ—HpOI/IBBO,Z[I/ITGJ'IeM W/Uinu na6opaT0pHeI71 KOHTPOJIA KadeCTBa 10
IIPOBEACHUS OLICHKN yCJIOBI/Iﬁ TIPON3BOICTBA U CUCTEMBI obecreyeHus KauecTBa

3. HaGnrogenus u pe3yabTaThl MPOBEACHUS JTa00OPATOPHOTO UCTIHITAHUS
CchplIKa Ha HOpMaTI/IBHLII\/'I JAOKYMCHT
Homep cepun, nara mpou3BoacTBa

TpeboBanust HOpMaTHBHOTO JToKyMeHTa DakTHueckue T, CooTBercTByeT/ HE
10 Ka4eCTBY Ppe3yIbTaThl BIIAXXHOCTh COOTBETCTBYET

IToka3zarenn

4. ITpunoxxeHust

HOKyMeHTI)I (HepBH‘IHLIe JaHHBIC, MPOTOKOJbI PICHI)ITaHPII;‘I) n 06pa311])1, 0TO6paHHLIe B XOIC MPOBEACHUSA
Jla60paT0pH0r0 UCIIbITaHUA

5. 3akiaroueHue
[TonoxxurensrHoe

OtpunarensHoe ( ¢ 000CHOBaHHEM )

[Tpumeuanue



*K otueTy o pe3yipTaTax IpoBEACHUS JaOOPaTOPHOTO MCHBITAHUS MpUJIaraeTcs
Konus cepTudukara aHanusza M (WIM) OPOTOKOJIA MCHBITAHUM HAa MPOIYKIIUIO
nabopaTopuy KOHTPOJIS KadyecTBa MPOU3BOJAUTENS WM KOHTPAKTHOM jJabopaTtopui,
UCIIOJIb3YeMOM TMpou3BoaUTENEeM. Bce mnpuinoxeHuss K OTYETY SBISIOTCS
HEOTBEMIIEMOH €T0 YaCThIO.

PykoBonuTens koMuccuu

(moamucs) (®amunusi, UMsI OTYECTBO (MIPU HAITUYUM)
YJIeHbl KOMHUCCHHU:
(monmucs) (Pamunusi, ©MsI OTUYECTBO (MIPU HAITUYUM)
(moamuch) (®amunusi, UM OTUYECTBO (OPU HAJTUYUM)
" " 20 I.

CormacoBBaHoOoO

(mOMKHOCTH) (MOAIHUCH) @amunusi, UM OTYECTBO (MPU HAITUYUM)

(107KHOCTH) (TTOJIITUCH ) daMumrs, UM OTYECTBO (MPU HAJTUYWH)

[punoxenne 8
K [IpaBuiam npoBesieHUs SKCIIEPTU3bI
M3eINH MEAUIHCKOTO Ha3HAUYEHHS
Y MEJUIIMHCKON TEXHUKH

dopma

OKCIIEPTHBINM OTIET CIICHHAIM3HPOBAHAON YKCIICPTH3EI H3EIA
MEIUIMHCKOr0 HA3HAYCHUA U MEIUIIMHCKON TEXHUKH

—_—

Damumust, UMs, 0TIECTBO (IIPU HATTMUUH )IKCIIepTa

Y4eHas CTENeHb, 3BaHNUE

Ne 3asBKku 1 gata

JlaTa nocTyIIeHus: JOKyMEHTOB Ha CHEIUaI3HPOBAHHYIO SKCIEPTU3Y

ToproBoe HaMEHOBaHHE U3IEINIT MEIUIIMHCKOTO Ha3HAYCHH/MEULIMHCKON TEXHUKH
Kox GMDN (Jlxudm/IudH) (ipy Hanu4nm)

Kon Homerknatypsl MegunuHCKuX u3nennii Pecnyonmkn Kazaxcran

Texuuueckas XapaKTCpUCTHUKa U3IETUNA MEIUITUHCKOTO Ha3Ha‘IeHHH/MeL{HHI/IHCKOﬁ TCXHUKH

| X ||| BN

Haznauenne I/ISI[GJII/Iﬁ MCIHUIIMHCKOI'O HaSHa‘IeHI/Iﬂ/MeHI/IHI/IHCKOI\/‘I TCXHUKHA

_.
e

O6nacTh IpUMEHEHUS



[IpoBenena »skcnepTu3a JOKYMEHTOB PETUCTPAIMOHHOTO [OChE,
XapaKTepU3ywIux 0e30MacHOCTh, A(PGHEKTUBHOCTL W KA4yeCTBO HU3JEIUHN
MEIUITTHCKOTO HAa3HAYCHUS/METUIIMHCKON TEXHUKH.

1. JlanHbIE 0 MPOU3BOAUTENE U3ACITUI MEIUIIMHCKOTO Ha3HAYCHUSI/METUIIMHCKON
TEXHHUKH, B TOM YHUCIIE€ PACXOJHBIX MATEPUAIOB U KOMIUIEKTYIOIIUX, SBJISIOIINXCS
U3JICTUSIMU MEUIIMHCKOTO Ha3HAYCHHUSI

HanmenoBanune C IOpupnueckuit
Tpa
OpraHU3aINH azapec

Ne Tun OpraHu3anuu Ujin y4aCToOK IIPOU3BOJACTBA

1. TIpousBonutens

2. IlpousBoacTBeHHas IIOLIAIKA

3 YnonHOMOYEHHBIN MpeACTaBUTEh IPOU3BOANUTENS (TIPH HATUYIHH)
4. YnaxkoBOIWK (ITpH HEOOXOTUMOCTH)

KoHTakTHBIE HaHHBIE YMOJHOMOYEHHOTO JHIA MO MOHUTOPHHTY
5 HeONarompusATHBIX COOBITUH (MHLIMIEHTOB) Ha TEPPUTOPUHU
Pecny6nuku Kazaxcran

2. Peructpanus B cCTpaHe-MpoU3BOAUTENE (M3TOTOBUTENISA) U APYTHX CTPAHAX
No Ctpana No mokyMeHTa, yIOCTOBEPSIONIETO PETUCTPAIIUIO Jara Beimaun  [Ipumedanue sxcriepta
1

3. OneHka JOCTOBEPHOCTHM YKa3aHHOTO B 3asBJICHUU U JOKYMEHTAaX

PETUCTPALIMOHHOTO A0CBE KJlacca HSIICJIHP'I MEOAUINHCKOI'O Ha3HAYCHUA U
MGI[HHHHCKOﬁ TCXHUKH B 3aBHCHMOCTH OT CTCIICHHM IIOTCHLHAJIBHOIO pPHCKa
IMPpUMCHCHHUA, B COOTBCTCTBUU C Tp€6OBaHI/I$IMI/I 3dKOHOAATCJIbCTBA PCCHY6HI/IKI/I
Kazaxcran B cepe oOpamieHHs JIEKapCTBEHHBIX CPEACTB, M3ACIUN MEIHITMHCKOTO
Ha3HaLICHI/IH/MCIlI/IHI/IHCKOI‘;1 TEXHUKU:

Krnacc B Kmacc B coorBerctBum ¢ COOTBETCTBHE 3asBIAEMOTO  Kiacca

ITpumeuanue
COOTBETCTBHM C JOKYMEHTaMH TpeboBaHHUAM 3aKOHOJATENbCTBA

JKCIepTa
3as1BJICHUEM PETUCTPAIMOHHOTO J10ChE Pecny6nukn Kazaxcran P

4. XapaKTepUCTUKH CUCTEMbI MOKa3zaTeseil, onpeaestonux 0e30MacHOCTb,
3(pPEeKTUBHOCTD U KAYECTBO M3JCJIHUS MEIUIIMHCKOTO0 Ha3HAYEHUs/MEIUIIMHCKON
TEXHUKH, B TOM YHUCJE PACXOJHBIX MATEPUATIOB M KOMIUIEKTYIOIIUX, SBIISIOIINXCS
U3JICNIUSIMU MEUIIMHCKOTO Ha3HAYCHUS:

1) cucrema ynpaBienus kadectBom ISO (MCO), GMP (dxudwmlln)
OpPraHU3alUuu-MPOU3BOAUTENSA, B TOM UHCI€ PACXOJHBIX MaTepuajIoB U

KOMILUICKTYIOIIHUX K MGI[PII.[HHCKOﬁ TCXHUKEC, ABJIAOIMNXCA U3ACIHAMN MCINITHMHCKOI'O
Ha3HA4YCHMUA .

Ne 'HammeHoBaHue nokyMeHTa  Ne TOKyMEHTa U JaTa BblIayu Cpok neiictust  [Ipumeuanue sxcnepTa

2) Ka4eCcTBO M3JICTUN METUIIMHCKOTO Ha3HAYEHUs/MEIUIIMHCKOW TEXHUKHU, B TOM
YUCJIE PACXOJHBIX MATEPUAIOB W KOMIUIEKTYIOUIUX, SABISIOMIUXCS W3ACTUSIMHU
MEIMITUHCKOT0 Ha3HAYEHHUSI (TEXHUYECKUE YCIOBUS, CTAHIapT OPraHu3alim):



No 'HammeHnoBaHue JokyMeHTa  Ne TOKyMeHTa W JaTa BblIayu Cpoxk nevicteus  [Ipumeuanue skcrepTa

3) moaTBepkKAEHUE COOTBETCTBUS M3JCIUN MEIUIMHCKOTO Ha3Ha4YeHUs/
MEIUIMHCKON TEXHUKU TpeOOBAHMUSIM HALMOHAJIBHBIX WIH MEXIYHapOJAHBIX
HOPMAaTHUBHBIX JTOKYMEHTOB (Jlexnapanus coorBeTcTBUs; CepTU(PHUKAT COOTBETCTBHUS):

No 'HammeHoBaHme JokyMeHTa  Ne TOKyMEHTa W jJaTa BblIadu Cpox gevictBus  [IpumMedanne skcriepTa

4) aHanu3 NpPeACTaBICHHBIX JaHHBIX, OJYYEHHBIX B X0J1€ MPOBEACHUS UCIIBITAHUM
(TOKCHKOJIOTMYECKUX, TEXHUUECKUX, KIMHUYECKUX) B CTPAHE MPOU3BOAUTENE (OTUYETHI,
3aKJIFOUEHHUS) U B XO0J1€ MPOBEACHUS NPEIBIIYIINX 3TANOB SKCIepTU3sl B PecryOinnke
Kazaxcran (nmepBuyHas sKCrepTu3a, 1a00paToOpHbIE UCTIBITAHUSA):

N HaumenoBanue Ilpumeuanue
()

° AHanm3 MOJIHOTHI U KauecTBa HHPOPMANH B JOKYMEHTE
JIOKYMEHTa JKCIepTa

5) 3akiauYeHHEe O CTAOMIBHOCTH H3JCIHNA MEIUIIMHCKOTO Ha3HAYCHHUS,
000CHOBAHHOCTH 3asIBJICHHOTO CPOKA XPaHEHUS:

Ne 3asBiICHHBIN CPOK XpaHCHUL Amnanmu3 MnNpeACTaBJICHHOIO OTYETAa O CTa0UIBLHOCTH HpI/IMe‘IaHI/Ie JKCIICPTa

6) OOCHKAa IMPOCKTa MHCTPYKOUU IO MCAWMIHUHCKOMY IPHUMCHCHUIO H3ACIUA
MCIAUIMUHCKOI'O HA3HAYCHHA, B TOM YHCJIC pACXOAHBIX MATCPHUAJIOB U KOMINICKTYIOIIHUX
K MGI[HHHHCKOﬁ TCXHUKC, ABJIAOINHNUXCA HU3ACIHUAMHU MEIHUIHMHCKOIO HA3HAYCHUA H
OKCILTYyaTalluOHHOI'O JOKYMCHTA MGI[I/IHI/IHCKOﬁ TCXHHUKH

OueHka
No Ananus !
JKCIIepTa
1. ITomnora COACPIKaAHUA TEKCTA NPOCKTAa MHCTPYKIIUN Ha U3ACTINA MCIUITMHCKOTO HAa3HAYCHU A
2. CoOTBeTCTBHE TEKCTA MPOCKTA OPUTHHATY MHCTPYKIUHU OT MIPOU3BOIUTEIIS
3 CootBercTBUe O(OpPMIIEHHSI TEKCTa MPOEKTa HWHCTPYKLIUU TPeOOBaHMSM 3aKOHOATENbCTBA
" Pecny6muku Kaszaxcran B cepe obpamienus 1eKapCTBEHHBIX CPEICTB
4 Hudopmarnus, comepikamascs B SKCIUTYaTallMOHHOM JOKYMEHTE M0 MIPUMEHEHHIO METUIIITHCKON
" TEXHHKH
7) Onenka 0(1)0pMJIeHI/I}I MAaK€TOB YIIAKOBOK M 3TUKETOK
Onenka
No Ananus b
JKCIIepTa

CootBeTcTBHE O(GOpPMIICHHS TEKCTa MakeTa MapKHPOBKH TpPeOOBaHHMSAM 3aKOHOMATENLCTBA
1. PecnyOmuku Kazaxcran B cdepe oOpalieHus JeKapCTBEHHBIX CPEICTB, U3AEIHH MEIUIIMHCKOTO
HA3HAYCHUS U MEIUIIUHCKON TEXHUKH

I/IZ[CHTI/I‘{HOCTB yKaBaHI/Iﬁ yCHOBI/II\/'I XpaHCHUS U TPAHCIIOPTUPOBAHUS, YKA3aHHBIX B JOKYMEHTE 110
2. CTaHJgapTru3alu U3ACIusd MCIUIIMHCKOTO HAa3HAYCHUA U MPOCKTEC MHCTPYKIHUU IO MCIUITUHCKOMY
MPUMECHCHHUIO

8) AHanu3 AaHHBIX O pa3pabOTKe U MPOU3BOACTBE U3ACIUS MEIULIMHCKOTO
Ha3HAYCHUS ¥ MEIUIIMHCKON TEXHUKH (CXEMBI MPOIIECCOB MPOU3BOJICTBA, OCHOBHBIX



CTaIuii MPOU3BOJACTBA, YHNAKOBKH, UCIBITAHUNA M MPOLEAYPHl BBITYCKAa KOHEYHOTO
IPOJYKTA). 3aKII0YEHHE O COOTBETCTBUU Pa3pabOTKHU, TEXHOJOTMYECKOI0 MpoIecca u
KOHTPOJISl KaueCTBa MPOU3BOACTBY 0€30MaCHON M Ka4ECTBEHHOM MPOIYKITUU

O1neHKa
JKCIIepTa

Ne Ananus
O1leHKa MPEICTaBICHHBIX 3asSBUTENEM JaHHBIX O pa3paboTKe U MPOM3BOJCTBE, BKIIOYAs aHAIIN3
0T4YeTa MHCIIEKTUPOBAHMS IIPOM3BOJICTRA (TIPH HAJIMYHUH);

3aKII04YeHNe 0 COOTBETCTBHH Pa3pabOTKH, TEXHOJOTHYECKOTO IIpoliecca M KOHTPOJIS KayecTBa
TIPOU3BOACTBY O€30MIaCHON M Ka4eCTBEHHOI MPOTyKINHT

9) Ananu3 OMOJIOTHUECKON OE30MTaCHOCTH M3/ICTUs MEIUITMHCKOTO Ha3HAYCHUS Ha
OCHOBE aHaJiu3a BCEX MATEPHUAJIOB >KMBOTHOI'O WJIM YEJIOBEUECKOTO MPOUCXOXKICHHUS,
BXOJISIINUX B U3JICTUSI MEAUIIMHCKOTO Ha3HAUCHUS, a TaKkKe HHPOPMAIMH O TI0100pe
HMCTOYHUKOB (JOHOPOB), 0TOOpE MaTepuaa, MPOIECCUHre, XPaHCHUH, TECTUPOBAHUH,
NEPBUYHON AKCIEPTU3BI MPOILEAYp TECTUPOBAHUS, a TAKKE OOpalleHUsl ¢ TKaHSIMU,
KJIETKaMU, CYOCTaHIIMSIMU J>KMBOTHOTO WM 4YEJIOBEYECKOT'0 IPOMCXOXKICHUS,
KyJbTypaMu MUKPOOPTaHU3MOB U BUPYCOB (IPH HATHMYUH )

No ' Ananuz OreHka sKcnepTa
1. O]_[CHKa MMPEACTAaBJICHHBIX 3asIBUTCIIEM JAaHHBIX 1O aHAJIU3Y OHOJIOrMYECKON 0€30ITaCHOCTH

10) M3ydyenue nepBUYHOM SKCIEPTU3BI MPOrPAMMHOTO 0OECIIeUeHUs Ha OCHOBE
aHaJlu3a JaHHBIX O €ro Bepu(PUKAIMM U TEPBUYHOU DKCIEPTU3BI, B TOM YHUCIIC
uHpopMalMu O €ro pa3paboTKe M TECTUPOBAHWU HA NPEANPHUATHH U TIPpHU
MYJIBTUIICHTPOBBIX MCCJIEJOBAHUAX, JaHHBIX 00 HICHTU(DUKAIUKU U MaApPKUPOBKE
OIEPAIMOHHON CHUCTEMBI
Ne  Amnamus OreHka sKcnepra
1. OHCHKa OpEeACTAaBJIICHHBIX 3asABUTCIIEM AaHHBIX

11) Ananu3 nmpoueaypsl U1 METOJIOB CTEPUIIM3ALMNU U3AECIUS MEIULMHCKOTO

Ha3HAYEHUs, MAaTEPHUAIOB, 0OOCHOBBIBAIOIIUX CIIOCO0 CTEPHIIM3ALINM, MPETIaraeMbIX
METOJI0OB KOHTPOJISI KQUeCTBAa M OMpPEIEIEHUS OCTATKOB CTEPUIIM3YIOLIErO BEIIECTBA
IPU TPUMEHEHUH XUMHUYECKOT0 CIoco0a CTepuiIn3aiuu
Ne  Anamms OreHka dKcnepra
1. OHeHKa MPCACTABJICHHBIX 3asABUTCIIEM JaHHBIX

12) Ananu3 6e3onacHOCTU U 3PHEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJICTBA B COCTaBE
U3JEUsl MEIUIUMHCKOTO HA3HAYC€HUS M MEIMIUHCKONW TEXHUKH, €ro BIMSHHUS Ha
(GYHKIIMOHATBLHOCTD U3JICTUsI MEAUIIMHCKOTO Ha3HAYCHUS] U MEIUIIMHCKYIO TEXHUKY,
COBMECTUMOCTH JIEKAPCTBEHHOT'O CPEJCTBA C U3JAEIUEM MEAUIMHCKOTO HA3HAUYCHUS U
MEJIUIIMHCKON TEXHHUKOU (32 MCKIIOUCHUEM HU3JCJIMU MEIUIIMHCKOTO HAa3HAUYCHUS U
MEIHMIIMHCKOM TEXHUKHW JIS JHArHOCTHKH in vitro (uH BuTpo). MHbDOpManus o
perucTpauu JEKapCTBEHHOTO CPEJCTBAB TOCYJAapCTBE — TMPOU3BOJIUTENE
JIEKApCTBEHHOTO CPEJICTBA

No  Anamus OrneHka sKcnepra



1. OHCHK& OpeACTAaBJICHHBIX 3aABUTCJIEM JTaHHBIX
13) AHanu3 mpeacTaBICHHBIX IMPOU3BOAUTEIICM CBEACHUM O HAMYMHM WA 00
OTCYTCTBUM COOONIEHUH O HECUACTHBIX CJIydasXx M OT3hIBaX C PBIHKA W3JCIUs
MEIMITMHCKOTO0 Ha3HAYCHHUS M MEIUITMHCKON TEXHUKH, O HEXKEIaTEIbHBIX COOBITUAX U
(WJIM) HECYACTHBIX CIIy4asX, CBS3aHHBIX C MCIIOJIb30BAaHUEM H3JICTUS MEIUIIMHCKOTO
Ha3HAYCHUS U MEIMIIMHCKONW TEXHHUKU, YBEAOMJICHUU MO O€30MaCHOCTH H3JENIHS
MEIMIIMHCKOTO0 Ha3HAYCHUS U MEUIIMHCKON TEXHUKH, OJAX0/Ia K PACCMOTPEHUIO ITUX
npo0JieM U UX PEIICHUs MPOU3BOJUTEIIMHU B KaXXJIOM U3 TaKUX CJIy4aeB, ONMMCAHUS
KOPPEKTUPYIOIUX ACUCTBUM, TPEANPUHSITHIX B OTBET HA YKa3aHHBIE CIydau, a TAKXKE
COOTHOUIEHHUS YPOBHS MPOJIAXK U KOJIMYECTBA HECUACTHBIX CIIy4aeB U OT3bIBOB MU3CITUN
MEIMUITMHCKOT0 Ha3HAYEHHUS M MEIUITUHCKON TEXHUKU U3 00paIieHust
No  Ananus OrneHka sKcnepra
1. OHCHKa OpEACTAaBJIICHHBIX 3aABUTCIICM AaHHBIX
14) Ouenka [lnana cOopa u aHanu3a JaHHBIX 1O 6€30MaCHOCTH U YPHEKTUBHOCTH
W3AEIUA MEIUIUHCKOTO HAa3HAYCHUS U MEIUIIMHCKOM TEXHUKHA HA MOCTIPOJIAKHOM
JTare U oT4eTa 00 aHaJIM3e PUCKOB
No  Ananus OueHka sKcnepra
L. OreHKa MpeICTaBICHHBIX 3aSBUTENIEM JaHHBIX
5. 3akIroueHue FKCcrepra
1. [MonmoxurenpHOE
2. OtpurarensHoe (C 000CHOBAaHUEM)
Bce naHnble, mpUBENEHHBIE B 3KCHEPTHOM 3aKJIIOYEHHUHU, JTOCTOBEPHBI U
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPEOOBAHUSAM, YTO MOITBEPIK/IAI0 JIMYHON TTOIITHUCHIO
PykoBoauTENb CTPYKTYPHOTO OAPA3ICITCHUS

NOJIMUCH damuiius, UMs, OTYECTBO
(Ipu HAaIUYUHU)

DKcnepT
MOJAIHUCH damunus, uMs, OT4ECTBO (MPU HAITUYUH)
Alata

MecTto neuaru

[punoxenne 9
k [IpaBunam npoBeneHus SKCIIEPTU3HI
W3S MEIUITMHCKOTO0 Ha3HAUCHUS
U MEIUIMHCKON TEXHUKH

®opma

OKCIEePTHEI OTYET CIENATM3UPOBAHHOM SKCIIEPTH3EL O BIIMAHAN BHOCHMEIX
U3MEHEHMIi B PETUCTPAIMOHHOE JOChe Ha 0€30MacHOCTD, 3 (eKTHBHOCTE U
Ka49eCTBO W31 MEAUIIMHCKOrO Ha3HAYCHUA M MEIUIIMHCKON TEXHUKU



1. ®amunms, IMs, OTIECTBO (TIPH HAJMYUH) IKCTIEPTa
VYueHasi cTeneHb, 3BaHKe
Ne 3asgBKU U garta

JaTa nocTtynueHus 1OKyMEHTOB Ha CIIELIMAIU3UPOBAHHYIO SKCIIEPTU3Y

N I Il

TOpFOBOe HaMMCHOBAHHEC U3CIINA MCIUIITMHCKOIO Ha3HAYCHUA U MC,HI/IIIPIHCKOﬁ TEXHHUKU

[IpoBenena »skcnepTu3a JOKYMEHTOB PETUCTPAIMOHHOTO [OChE,
XapaKTepU3YyIOUIUX BIUSHUE HA 0€30MacHOCTh, 3OPEKTUBHOCTh U Ka4€CTBO BHOCUMBIX
U3MEHEHUN B PETHCTPAIMOHHOE JI0ChE, Ha W3JEJINE MEIUIIMHCKOTO Ha3HAYEeHUs U
MEUIIMHCKON TEXHUKH.
B xo1e npoBeaeHus1 SKCIEPTU3bI yCTAHOBJIEHO:

Ne Penakums no BHeCeHUSI N3MEHEHUI Bnocumoe nzmMeHnenue

Bnusinve BHOCUMBIX M3MEHEHUM Ha 0€30MacHOCTh, d3P(HEKTUBHOCTh U KAYECTBO
U3JIeNIUS. MEAUIIMHCKOTO HA3HAYEHUS U MEIUIIMHCKOW TEXHUKHU:

AHanus (Bnuser/He BIUSET)

Ne W3menenmue (ykas3aTb HyXKHOE)
[Tpn oTpHLATETHLHOM 3aKITIIOYEHUH YKa3bIBaETCS 000CHOBaHHUE

3akioueHHe dKCIepTa:
1. IlonoxurenprHOE

2. OtpunatenbHOe (¢ 000CHOBaHUEM)
Bce nannnle, IIPUBCACHHBIC B OKCICPTHOM 3aKIHOYCHHH, JOCTOBCPHBI H
COOTBCTCTBYIOT YCTAaHOBJICHHBIM TpC6OBaHI/IHM, 4TO IMOATBCPIKAAI0 JINYHOU IIOAIINCBHIO
PykoBoauTenb CTPYKTYPHOIO IOAPA3ICIICHUS

NOANKCH d®amunusg, UM, OTYECTBO
(OIpu HAaNTHUUYUH)

MOJAMNHCH damMunus, uMs, OT4eCTBO (MPU HAJIUYUM)

data

Mecto neyatu
ITpunoxenue 10
k [IpaBunam nmpoBeneHUsI
9KCIIEPTU3BI U3ICITHI
MEIULIHCKOTO Ha3HAYCHUS
Y MEULMHCKOHN TEXHUKH

®opma

3akmodeHue o 6e30macHOCTH, 3¢ PEKTHBHOCTH B Ka9€CTBE U3ECIIHM
MEIUIIMHCKOTO Ha3HAYCHHUA ¥ MEAUITMHCKOH TEXHHUKH, 3aABJICHHEIX HA

SKCIEPTH3Y



1. Pecnybnnkanckoe ToCyJapCTBEHHOE MPEANPUITHE HA TIPaBE XO3SIMCTBEHHOTO
BeneHus "HamumonaneHblid LleHTp sKcnepTU3bl JEKApCTBEHHBIX CPENCTB, U3ACIHUI
MEIUIIUHCKOTO HAa3HAYEHUs W MEIUUMHCKOW TeXHUKU" MUHHUCTEpCTBA
3npaBooxpaneHus: PecryOmmku Kazaxcran cooOmaetr pe3ynbTaThl IKCIEPTU3BI Ha
6e30nmacHOCTh, 3((HEKTUBHOCTh U KAU€CTBO M3JENUS MEIUIMHCKOTO HAa3HAYCHUS U
MEIUIIUHCKON TEXHUKH:

TOpFOBOC HAaHMMCEHOBAHHNEC U3ACJIINUA MCAUIIMHCKOI'O HAa3HAYCHUS UIN Me):[PIIlHHCKOfI TEXHUKHN
OpFaHI/I3aIII/ISI—HpOI/BBO,HI/ITeJ'H:, CTpaHa-poOnU3BOAUTCIIb

[IpousBoicTBeHHAs TUIOLIAKA, CTpaHa

V1o1HOMOYEHHEIN OpeaACTaBUTCIIb, CTpaHa

Tun (I/IS,Z[eHI/IC MCECOAUIMHCKOI'O Ha3HAYCHU UJIN MCIUIIMHCKAs TCXHHUKA

BI/I)I OKCIICPTU3BL

Kiacc B 3aBHCHMOCTH OT CTEICHH TIOTCHIIUAJIBHOT'O PHCKAa MPUMCHEHU A

Kon Homenknatypbl MenmuumHcekux uaenuii Pecriyonuku Kazaxcran

Komriekraiusi u3ienuss MeJAUIIMHCKOTO Ha3HAYEHUS/MEIUIMHCKON TEXHUKH (IPU HATUYUU — KOJMYECTBO
KoMmIutekTyronmx) (Tabmmma)

3axIIoueHre Ha4yaJIbHOM AKCIIePTU3HI (BaIUIAIIMH PETHCTPALIMOHHOTO JOChe) (TION0XKUTENIBHOE, OTPULIATETILHOE)
3aKIt0YeHAE UCIIBITaTeIFHON JTabopaTopun: nata U Ne mpoTokoa (TI0I0KHATEIEHOE, OTPUIIATEITHHOE )

3akitoueHre CrenUalIi3uPOBaHHON SKCIEPTH3bl (PEKOMEHI0BATh/HE PEKOMEHI0BATh M3/ENIUEe MEJAUIIMHCKOTO
Ha3HAYEeHUsI/MEIUIIMHCKYIO TEXHUKY )

Tabnuia
KOMHJ’ICKT&HI/IH n3aACINA MCIUIIMHCKOT'O HA3BHAYCHUA U MGI[HHHHCKOﬁ TCXHUKHU

HaunmenoBanue Mogenb [IpousBonurens Crpana

2. 3akIroucHuE:

(monoxkurenbHoe) Matepuaibl U JOKYMEHTHl PETUCTPALlMOHHOTO JOChE Ha
U3JIeJINe MEIMIIMHCKOTO Ha3HAYCHUS/MEIUIIMHCKYI0 TEXHUKY, MPEOCTAaBICHHbBIC Ha
AKCIEPTHU3Y, COOTBETCTBYIOT YCTAHOBJIEHHBIM TpeOOBaHUSIM IO O€30MaCHOCTH,
3(pPEeKTUBHOCTH W KA4ECTBY H3JEIUS MEIUIIMHCKOTO Ha3HAYEHMS/MEIUITMHCKON
TEXHUKH, TOATBEPKACHbI COOTBETCTBYIOIIUMHU MaTepualiaMd MU TPOBEICHHBIMU
VCHBITAHUSMU.

(oTpunarenbHoe) Marepualibl U JOKYMEHTHI PETUCTPAIIMOHHOTO J0ChE Ha U3JIENNe
MEIUIIMHCKOTO Ha3HAYEHUS/MEAUIIMHCKYI0 TEXHHUKY, TMPEIOCTaBICHHBIC Ha
AKCIEPTU3Y, HE COOTBETCTBYIOT YCTAHOBJICHHBIM TPEOOBaHMSIM IO O€30MaCHOCTH,
3(pPEeKTUBHOCTH M KA4YEeCTBY H3JEIUS MEAUIMHCKOrO Ha3HAYEHUS/MEIUIIMHCKON
TeXHHKH, TOJTBEPKJACHbI COOTBETCTBYIOIIMMHU MaTepUalaMUd M TPOBEJACHHBIMU
HCHBITAHUSMU.

PykoBoauTtens rocyaapcTBEHHOW SKCIEPTHON oOpraHuizanuu (Uiu
YyOOJTHOMOYEHHOE AULO)




NOAMNHUCH damMunusg, UM, OTUYECTBO (IPU HAJIUYUH)

Jlata

MecTto neuatu

ITpunoxenne 11
k IIpaBunaM npoBeneHHs IKCIEPTH3BI
U3Jenuil MeAULIIMHCKOTO Ha3HAUEHUS
U MEIULIMHCKOM TEXHUKU

®dopma

3akimodcHue 0 0€30IaCHOCTH 3(1)(1)CK’IT[BHOC'ITI H Ka9€CTBC H3CIINA
MCIUNIHCKOrO HA3HAYCHAA ¥ MCIUIMHCKON TCXHUAKH opu I/IBMeHeBI/]fI,
BHOCHMBIX B PETHCTPAITNOHHOC 1OCHE

1. Pecnybnnkanckoe Tocy1apcTBEHHOE MPEANPUATHE HA TIPaBE XO3SMCTBEHHOTO
BeneHus "HauumonaneHblld LleHTp 3KCIEpTU3BI JEKAPCTBEHHBIX CPENCTB, U3ACIUI
MEIUIMHCKOTO HA3HAYEHUs U MEIUIUHCKOW TexHUKu' MuHucTepcTBa
3npaBooxpaHeHus Pecnyonuku Kazaxcran cooOmiaet pesysibTaThl 3KCIEPTHU3BI O
BIMSHUM BHOCHUMBIX H3MCHCHHM B PETUCTPALIMOHHOC JOCBC HaA 6e3OHaCHOCTB,
3(1)(1)€KTI/IBHOCTB N KauCcCTBO MH3ACIHUA MCIUIHNHCKOI'O HaSHa‘ICHI/IH/MeI[I/IHI/IHCKOI\;I
TCXHUKU:

Toprooe HauMeHOBaHUE U3IENUS METUIIMHCKOTO Ha3HAYEeHUS (MEAUIIMHCKON TEXHUKH)
OpraHu3anus NPOU3BOAUTENb, CTPaHA-IIPOU3BOAUTEIIH

[TponsBoACTBEHHAs IIIOIAKA, CTPaHa

YII0MTHOMOYEHHBIH IPEACTaBUTEIb, CTPaHa

BHocuMBbIE H3MEHEHUSA

3aKil0YeHne HadaJbHOW OKCIEpTU3bl (BIMAALMK PETUCTPALIOHHOTO JI0che) (TOJO0XKHUTENbHOE WIN
OTpHIATENIFHOE)

3aKIr0YeHne UCTIBITATENbHOM JTabopaTopuu: Aata U Ne mpoToKoJa (TMOJ0KUTEILHOE UIH OTPHUIIATEIHHOE)

3akioueHre CreHaIu3uPOBAHHOM IKCIEPTU3bI (PEKOMEHI0BAHO/HE PEKOMEHIOBAHO BHECEHUE M3MEHEHUH B
PETUCTPAIIOHHOE JTOCHE)

2. 3aKiIroueHue:

(monmokuTenbHOE) Marepuaiabl U JOKYMEHTHI Ha HW3JIEJIME MEIUIMHCKOTO
Ha3HAYCHHS (MEIUITUMHCKON TEXHUKH), TTPEIOCTABIICHHBIC JIJI1 BHECSHUS N3MCHCHHI B
PETUCTPAIIMOHHOE JJOChE, COOTBETCTBYIOT YCTAHOBJICHHBIM TPEOOBAHUSM, BIUSHHUE Ha
6e30macHOCTh, 2P(HEKTUBHOCTh W KAUECTBO HU3MEIUS MEIUIIMHCKOTO Ha3HA4YCHHS (
MEIMIIMHCKOW TEXHHMKH) TOATBEPKICHBI COOTBETCTBYIONIMMH MaTepUaaMH U
IPOBEJCHHBIMU HCITBITAHUSIMH.

BHOCHMEBIE M3MEHEHHUS 3aperUCTPUPOBAHBI C BbIadei (0e3 BbIIauyu) HOBOTO
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS.



(orpuuarenbHoe) Marepuaibl U JTOKYMEHTBl HAa M3JE€IUE MEIUIIMHCKOTO
Ha3Ha4YeHUs (MEAUIIMHCKON TEXHUKH), TPEAOCTABICHHBIE JJIs BHECEHUS] N3MEHEHU B
PETUCTPAlIMOHHOE JIOChE, HE COOTBETCTBYIOT YCTAaHOBJEHHBIM TpeOOBAHUSM,
OKa3bIBAIOT OTPHUIATEIbHOE BIUSHUE Ha 0€30MacHOCTb, 3P(HEKTUBHOCTh U KaueCTBO
U3JIeNIMS. MEAUIMHCKOTO Ha3HAYeHUs (METUIIMHCKON TEXHUKH).

BHOCHMBIE UI3BMEHEHUS HE 3aPETUCTPUPOBAHBI.
PykoBoauTens rocyaapCcTBEHHOW SKCHEPTHON opraHusanuu (uiu

YyOOJIHOMOYEHHOE AU O)
MOJIMUCH damunus, UM, OT4YECTBO (IIPU HAJIUYHH)
JlaTa

MecTo neuatu

ITpunoxenne 12
k IIpaBunam nmposeneHust
SKCHEPTU3bl U3ETUil
MEAULUHCKOr0 Ha3HAUEHHUS
U MEIULIMHCKOM TEXHUKU
®opma

Kazakcran Pecny6nukacel Jlencaynblk cakray  PecmyOiukaHCkoe rocynapCTBEHHOE MpenpUsITHE Ha
MUHHCTPIIriHIH "J[opidik 3arTapipl, MEAWIUHAIBIK IpaBe X03IHCTBEHHOTO BeieHHs "HannoHanbHbIH HEHTp
MakcaTTarbl OyHbBIMIapabl JK9HE MEJUIMHA JKCIEpPTU3bl JIEKApPCTBEHHBIX CPEACTB, H3AEIUi

TEXHHKAChlH capanrtay YITTBIK OpTAJbIFbl" MEIULIUHCKOTO Ha3HAYCHUS U MEITULUHCKONW TEXHUKH"
IIAPYaIIBUIBIK KYPri3y KYKBIFBIHAAFE pecyOnuKkanslK MHHUCTEPCTBa — 31paBooXpaHeHus PecnyOnuku
MEMIIEKETTIK KOCITOPHBI Kazaxcran

CBoaHslii oTueT N0 6e30macHOCTH, 3 OEKTUBHOCTH M KA9ECTBY U3IEIAL
METUIMHCKOTO Ha3HA4YECHHUA U MEIUIIMHCKOHN TEXHUKH

"HanmeHoBaHME MEIUIIMHCKOTO U3/I€NHS", IPOU3BOAUTEND, CTPAHA
U3 otyera yganena koHpuaeHnaaIbHas nHGopMaIus
Conepxanue

. O6nmacTh MPUMEHEHUSI METUIIMHCKOTO H3JICITHSI

. HazHaueHrne MeTMIIMHCKOTO U3eIus

. Kpatkas TexHuueckas xapakTepuCTHKa MEIUIIMHCKOTO U3/IETus
. Kitacc 6e3onacnoctu

. Uudopmarus o mpousBoautene

. Pemienue (3akntoueHue)

. Uudopmanus no peructpanuu

0O 1 N L B W N —

. YcnoBus xpanenus aisa [VD (AiiBuan)

IIpunoxenue 13
k IIpaBunam npoBeneHus



OKCIICPTU3BL PI3,H€J'IPII7[
MEIUIIMHCKOI'O Ha3HAYCHUA
n MCHHHHHCKOﬁ TCXHHUKHU

IlepegeHb H3MEHEHH, BHOCHMBIX B PETHCTPAIMOHHOE JOCHE H3CITHA
MEIUIMHCKOTO Ha3HAYCHUA U (W) MEIUIUHCKON TEXHUKH B IIEPHOL
IEHCTBAA PErHCTPAMOHHOT0 YAOCTOBECPCHHUS

N3menenne

1.13Menenne cBeaeHH O

npoussonurene/

MIPOU3BOJICTBEHHOH TLTOIIAIKE

nu3aciaunus MECIUIIMHCKOTO

Ha3HavyeHus/ MEIMIIMHCKOM

TCXHHUKH

2.3MmeHeHue cBeneHuii o0

YOOJHOMOYCHHOM

npeacraBuTesie, BKIOYasd

CBCJCHUA O pCOpraHu3anumn

IOPpUOANYCCKOTO JIhua,

00

VcnoBus/3ameyanust

2

OcCHOBHOE yCIOBHE -
HOBas JIMLEH3US Ha

MPOU3BOJCTBO
BEITAHHAas
YIOJHOMOYEHHBIM

opraHom

CTpaHbl

MPOU3BOIUTEIS
HU3TOTOBUTENA)

MecTto nmpousBoACTBa
HE W3MCHHIIOCH.
Her wu3meHenuii B

IMPONU3BOJACTBCHHOM

npoiecce

crenupuKanusix,

BKJIrO4asa
HUCHbITAHUA.

BHecenne n3MeHeHUM
B PCEruCTpalluoOHHOC

nin

MCTOABI

YAOCTOBEPCHUEC

BINACT

Ha

HE

HepequL JAOKYMCHTOB U MATCpHAJIOB, HCO6XOZ[I/IMBIX
JJIs1 BHCCCHUA H3MCHEHHMN

3

1. JIOKyMEeHT, yIOCTOBEPSAIOUIUN PErucTpaluo

MEAWIMHCKOW TEXHUKH/ W3NS MEIUIMHCKOT0

Ha3HauYeHUsT B  CTpaHe  mpousBogurtene  (
PETUCTPAIMOHHOE YJOCTOBEPEHHE, HOTapHUAIbHO

3acBuzieTeNbCcTBOBaHHbI  CepTudukar cBOoOOJHOMN

nponaxu (FreeSale) (®puCoiin), Ceprudukar Ha
9KCIOPT) C BHECEHHBIMU U3MEHEHUAMU

2. JIokyMeHT, TOATBEPKIAIONINY BHECCHHE N3MEHCHHUN
(c ykazaHumeMm JaThl BHECEHUsS H3MEHEHHS) OT
YIOJHOMOYEHHOTO OpraHa CTPaHbI— MPOM3BOTUTEIS

3. HorapmanbHO 3aCBHICTEIHCTBOBAHHBIA IOKYMEHT,
MOATBEPK AN I COOTBETCTBHE yCIIOBUH
MIPOU3BOJICTBA HAIMOHAIBHBIM H/HIIH MEXIYHAPOTHBIM
crargapram GMP (xudwmlIn); ISO (MCO)

4. HorapnaipHO 3aCBHIETENbCTBOBAHHBIA TOKYMEHT,
TOATBEPXKIAIONIMNA  COOTBETCTBHE MEIHIUHCKOM
TEXHUKH HAIMOHAIBHBIM MM MEXIYHapOIHBIM
HOPMaTUBHBIM JOKYMEHTaM, KJIacC B 3aBHCUMOCTH OT
CTEMEeHH TNOTEHIHAJIBHOIO0 pHCKAa NpUMEHEHHS (
Jexnapanus cootBetcTBusl; CepTU(UKAT COOTBETCTBHSA)

5. Komms perucTpanmoHHOTO YIOCTOBEPCHUS
BbITaHHOTO B PecmyOmuke Kazaxcran

6. TlucbMO MPOU3BOIUTENS, YJAOCTOBEPAIOIIEE, YTO
[IPOU3BOJICTBEHHBIN MPOLIECC U KOHTPOJIb 32 KAUECTBOM
1 0e30MacHOCTHI0 TOTOBOTO MPOAYKTa OCTAlOTCs 0e3
W3MEHEHUH, C YKa3aHUEM J1aThl BHECEHUSI U3MEHEHU I

7.1IpoeKkTsl MHCTPYKLMI IO IPUMEHEHUIO U3JeIui
MEIUIIMHCKOTO Ha3HaudeHus/ pPYKOBOACTBO IIO
SKCIIyaTallid Ha MEAWNHMHCKYI0O TEXHHMKY (Ha
anekrporHOM Hocuteae CD (C) B popmate doc (mok)

8.Maket MapkupoBKH (Ha 37eKTpoHHOM Hocutese CD (
CJl) B opmare jpeg (mxwurer)
9. Onuck JOKYMEHTOB

1. Konust moxymMeHTa, MOATBEPIKAAIOIIETO TTOJTHOMOYHS
YIOJHOMOYEHHOT'O MPEICTaBUTEISI POU3BOIUTENS

2. Komust perucTpaiioHHOTO YA0CTOBEPEHHS

3. I[OKyMeHTbI, MOATBCPKAAIOUINE U3MCHCHU A



W3MCHCHHH €TO HaUMEHOBaHUS d(PPCKTUBHOCTh H
, I3MEHEeHNH (HaMUIIUU, UMEHH, 0€30MaCHOCTh H3/CITHsI
oTduecTBa (IIPH HATWYUHN)
azjpeca MecTa JKUTEIbCTBA

HHAWUBUAYAJIBHOTO

METUIIUHCKOTO
Ha3Ha4YeHU s/
Me}II/IHI/IHCKOI\/’I TCXHUKU
Hpe[ll'[pl/IHI/IMaTeJ'IH

MoTHBUPOBaHHOE
o0oCcHOBaHHE
HEOOXOIMMOCTH
NU3MCHCHUA
HaMMEHOBaHMS
H3JEIHuSs
MEIUIUHCKOTO
Ha3HAYe€HUS W/ UIH

3.M3MeHeHne HaMMEHOBAaHUSI
A37EIUsS  MEIUIMHCKOTO
Ha3HaYeHUs u/unu

MEIUIIMHCKONU TEXHUKHU .
MEIUIIMHCKON TEXHUKH

, HE BIUSIOUIETO Ha
(yHKIMOHANBHBIE U
TEXHUYECKHUE
XapaKTEePUCTHKU

4 3MmeHeHue  cocTaBa OTCcyTCTBUE BIIHSHUSA

MpHUHAIe)KHOCTeH M (Win) Ha (QyHKIMOHAIBHBIC

KOMIUICKTYIOIUX W (WIM) XapaKTepUCTHKH

4. Onuch JOKyMEHTOB

1. 3asgBreHMe Ha BHECEHHE W3MEHCHHH IIO
yTBepkIeHHOH Gopme (Ha anmekTpoHHOM Hocutene CD (

CII) B hopmare doc (m0K)

2. HortapuanbHO 3aCBHIETENBECTBOBAHHBIH TOKYMEHT,
YAOCTOBEPSIONINA  PEruCTpalfio  MEAMIMHCKOMN
TEXHHUKHW/ M3IENNsI MEIULNHCKOT0 Ha3HAYCHHS B CTpaHe
NPOU3BOIUTENE (PETHCTPALMOHHOE YIOCTOBEPEHHE,
(FreeSale) (
OpuCoiin), Ceprudukar Ha IKCIOPT) C BHECEHHBIMH
N3MEHEHHUSIMHU

Ceprudurar CcBOOOIHOW MPOdAKH

3. Komms perucTpanmoHHOTO yIOCTOBEPEHUS

BbITaHHOTO B PecrybOnuke Kazaxcran.

4. TIlucemMo mpowu3BomuTeNs (M3rOTOBUTENSA),
colepkamee MOTHBHPOBAaHHOE 00OCHOBaHHE
HEOOXOAMMOCTH W3MEHEHNsS HAaUMEHOBAHUS H3JENHs
MEIUIIMHCKOTO Ha3HAa4YeHUs W(WIH) METUIIMHCKOMN
TeXHUKH, HE BJIHUSIONICTO Ha (PYHKI[MOHAIBHBIC H
TCXHHUYCCKHUC XapaKTepI/ICTI/IKI/I NU3ACJINSI MCOAUITUHCKOI'O
Ha3HAYECHUS/METUIIMHCKON TEXHUKU

5. IIpOeKThl MHCTPYKLUHI MO MPUMEHEHHUIO W3AEIUH
MEAMIMHCKOr0 Ha3HA4eHUs!/ 3SKCIUTyaTallMOHHBIH
JIOKYMEHT Ha MEJUIMHCKYIO TEXHUKY (Ha 3JICKTPOHHOM
nocutenie CD (C/I) B hopmare doc (10K)

6. Maket MapkupoBKH (Ha 35ekTpoHHOM Hocutene CD (
Cl) B hopmare jpeg (mxumer)

7 . ®otorpaduueckue nzobpaxkeHHs OOILETO BUAA
M3JEeNUsl MEAWIUHCKOrO Ha3HA4YeHUs/METUIIMHCKON
TEeXHHUKH BMECTE€ C  HPHUHAJJICKHOCTAMH,
HEOOXOIUMBIMH JUIA NPHMEHEHUS 10 Ha3HAYCHHIO (
pa3mepom He MeHee 18 x 24 caHTUMeTpa)

8. Onuch JOKyMEHTOB

1. 3asBneHne Ha BHECEHHE W3MEHEHHU IO
yTBepkIeHHOH Gopme (Ha 3nmekTpoHHOM Hocutene CD (

ClI) B hopmare doc (10K)

2. Kommusa pPEerucTpaiuoOHHOTO  YAOCTOBEPCHUA
BBIJAHHOI'O B Pecr[y6nm<e Kazaxcran

3. IluceMo mTpPOU3BOAUTENSA
colepxallee  MOTHBHPOBaHHOE  00OCHOBaHHE

HEOOXOAMMOCTH  H3MEHEHHs B  COCTaBe

KOMIUIEKTYIOIIMX M YKa3aHHEM HOBOTO MEpeyHs
KOMIUICKTYIOLIMX, IOATBEPKIAIOMIUX OTCYTCTBHE
BIMAHUS Ha (YHKIMOHAIBHBIE XapaKTEPHCTHKH
U3AeNUIl MEAUIIMHCKOTO Ha3sHAYEeHHs U MEIMIIMHCKON
TEXHUKH (BKIIIOYasi pacCIIUPEeHHE CIEKTPA BBISBIISEMBIX
AQHAJINTOB M3ACIUI MEIUIUHCKOI0 Ha3HAYCHHUS WU

(m3roToBUTENA),



pacxoaHbIX MaTepHraios,

A30E€IHuH

OOHOBIIEHHE (YCTaHOBKa HOBOI1 MCAUIIUHCKOTO

BEpCHH) MIPOTPaMMHOTO
obecrieueHHs

5. N3mMenenue nokasaHuil 1o
NPUMCHCHHIO,  00JacTu
NpUMCHCHHUS;
MPOTHBOMOKA3aHUIA;
MOOOYHBIX AP PEKTOB

6. CmeHa mpou3BogUTENEH
KOMIICKTYIOIIUX,
NpUHAAJIECKHOCTEH,
PacXoHBIX MaTePHATIOB

Ha3HA4YCHUA n

Me,[IPILlHHCKOIZ TCXHHUKHU

be3omnacHocTh

MPUMCHCHUA U3OCTUA

MCAOAUIIUHCKOTO

Ha3HAYCHUS H /WU

MEIUIIMHCKOH TEXHUKH

JOJDKHA COXPAHATHCS
IIOATBEPKAATHCA
JaHHBIMH
KIUHHYECKHX
HCCIIEOBaHUN 110
0e30macHOCTH |
3¢ PEKTHBHOCTH

Texauueckue
XapaKTEPUCTUKU U
KOHTpOJb KadyecTBa
KOMIUIEKTYIOIIHAX
WM  PAacXOIHBIX
MaTepuajoB  He
IOJKHBI CHHXKATh
KadyecTBO TOTOBOTO
MpOAyKTa

u

u/

MEIUIMHCKOW TEeXHUKH I in Vitro (MH BHUTPO)
JIMATHOCTHKN ).

4. IIpoexThl MHCTPYKIMH MO NMPUMEHEHHMIO H3ICIUN
MEJMIMHCKOTO Ha3HAuYeHUs /IKCIUTyaTallMOHHBIH
JIOKYMEHT Ha Ka3aXCKOM U PYCCKOM SI3bIKE

5. OGHOBJICHHAS CIICIU(PHUKAINA C YKa3aHUEM MEPEUHS
KOMILIEKTYIOIIUX M PacXOJHBIX MaTepHalioB II0
YTBEPIKACHHOI (hopme

6. Onuch JOKyMEHTOB

7. B cmydae pnob6aBieHHS KOMIIJIEKTYIOIIETO,
SABIAOIICTOCA U3CIINEM MCIUIIMHCKOT'O HA3HAYCHUA —
oOpa3ipl M3IeNui METUIIMHCKOTO Ha3Ha4yeHHs (B
Cllyyae CTEpHIILHOTO MPEAOCTABIAETCS BECh KOMILJIEKT)
1 HOPMATUBHBIA JTOKYMEHT

1. 3asgBneHWe Ha BHECEHHE W3MEHEHHH TI0
YTBEpKIeHHOH (opme (Ha anexTpoHHOM HocuTene CD (
CH) B hopmare Word (Bop)

2. Komms perucTpamoHHOTO YIOCTOBEPEHUS
BbITaHHOTO B Pecry6muke Kazaxcran

ITucemMo mpoumsBojguTenss (M3TOTOBUTENS),
cojepkamiee MOTHBHPOBaHHOE 0OOCHOBaHHE
HEOOXOAMMOCTH H3MEHEHHs MOKa3aHWUH 1O
MIPUMEHEHHIO

4. IIpoexThl MHCTPYKIHUH MO NMPUMEHEHHUIO H3eNuit
MEAHULUHCKOI0 Ha3HAUEHMsI COTIACHO YCTaHOBICHHOMY
3aKOHOZATEIbCTBY (Ha nekTpoHHOM Hocurese CD (C/]
) B popmate doc (oK)

5. PaHee yTBepKI€HHAs UHCTPYKLUS

6. 1]BeTHBIC MaKeThl yMAaKOBOK, 3THKETOK, CTHKEPOB (
pu HeoOxoamMocTH) (Ha 3nekTpoHHOM HocuTene CD (
ClI) B hopmare jpeg (mxumer)

7. Pe3ynbTaThl KIMHHYECKUX UCTIBITAHUHN, OTPaXKarOIIUe
BHOCHMBbIE U3MEHEHHUS

8. Onmch TOKyMEHTOB

1. 3asBneHMe Ha BHECEHHME U3MEHEHUH IO
YTBEp>KIeHHOH (opme (Ha anekTpoHHOM HocuTesne CD (
CH) B hopmare doc (1ok)

2. HortapuainbHO 3aCBHIETENLCTBOBAHHBIM TOKYMEHT,
MOATBEPKIAIONUNA  COOTBETCTBHE  YCIIOBUU
MPOM3BOJICTBA HAIIMOHAIBHBIM H/HIH MEXKIYHAPOIHBIM
cragmapram GMP (Dxudwmlln); ISO (MUCO)
KOMIUTEKTYFOIINX H/MIM PACXOTHBIX MAaTEPHATIOB

3. Komms perucrpaniMOHHOrO YIOCTOBEPECHHS
BeIJaHHOTO B PecryOnnke Kazaxcran

4. TlucpMO TPOW3BOAWTENS, YOOCTOBEpSIOIIECE, UTO
MMPOU3BOJICTBEHHBIN MPOLIECC U KOHTPOJIb 32 KAYECTBOM
1 0€30MacHOCThI0 TOTOBOIO MPOAYKTa OCTAIOTCS 0e3
HW3MEHCHUI



7. YBenuueHue/ yMeHblleHHe MOTHBUPOBaHHOE

CpOKa XpaHCHHUA U3ACIUA
MCIUIIMHCKOI'O Ha3HAYCHUA

8.M3menenune
XpaHCHUS

yCJI0BHUH

000CHOBaHUE
M3MEHEHHS CPOKa

MoTuBUpOBaHHOE
o0oCcHOBaHME
U3MEHEHHs YCIOBHM
XpaHeHHs

5. IIpoekTel MHCTPYKUUH 10 NPUMEHEHUIO HU3JENUS
MEIUIIMHCKOTO Ha3Ha4deHus (Ipu HeoOxoanMocTH) (Ha
anextponHoM Hocutene CD (CH) B popmare doc (10K)

6. Och TOKyMEHTOB

1. 3asBneHue Ha BHECEHHME U3MEHEHUH IO
YTBEp>KIeHHOH (opme (Ha anekTpoHHOM HocuTesne CD (
CH) B hopmare doc (1ok)

2. Komus perucTpalyioHHOTO YJIOCTOBEPEHUS
BbIJaHHOTO B PecryOnuke Kazaxcran

3. TIuceMo TPOM3BOIUTENS, yAOCTOBEPSIOIIEE, UTO
MIPOU3BOICTBEHHBIH MPOIECC U KOHTPOJIb 32 KAUeCTBOM
1 0e30MacHOCTHIO TOTOBOTO TPOAYKTa OCTaloTcst 0e3
HU3MEHEHU!

4. JlanHBIE TIO0 CTAOMIBHOCTH (I W3ACIUM
MEIUIIMHCKOTO Ha3HA4YeHHSI) HE MEHEee 4YeM Ha Tpex
cepusix) (oT4eT 000CHOBBIBAIOIIUI CPOK TOTHOCTH)

5. TIpoekT WHCTPYKIMH O HPUMEHEHUIO W3JCIUS
MEIUIIMHCKOT'0 Ha3HAYCHUS (IIpH He0OXOAUMOCTH): (Ha
anekrpoHHOM Hocutene CD (C) B popmate doc(mox)

6. LIBeTHBIC MaKeTHl YIIAaKOBOK, ITUKETOK, CTUKEPOB (Ha
anektpoHHOM Hocutene CD (CH) B ¢opmare jpeg (
JOKUTIET)

7. OnHuch TOKyMEHTOB

1. 3asBneHue Ha BHECEHHME U3MEHEHUH IO
YTBEpKIeHHOH (opme (Ha anekTpoHHOM HocuTesne CD (
CIl) B popmare doc (oK)

2. Komms perucTpamioHHOTO YJIOCTOBEPECHUS
BbIJaHHOTO B PecryOnnke Kazaxcran

3.  Ilucemo-obocHoBaHme  mpousBoauTens  (
W3TOTOBUTEINSA) 00 M3MEHEHHH yCIIOBHH XpaHCHHS Ha
bupMeHHOM OnaHKe MPOM3BOJUTENS COIJIACHO
YCTaHOBJIEHHOMY 3aKOHOJATENILCTBY

4. JlanHble TIO CTAOMIBHOCTH (I W3ACIUM
MEIUIIMHCKOTO Ha3HAYeHHSI) HE MEHee 4YeM Ha Tpex
Cepusx)

5. TIpoekT WHCTPYKIHMM IO HPUMEHEHHIO H3JEIHS
MEIUIIMHCKOTO Ha3HaueHHs (TIpH He0OX0aUMOCTH); (Ha
anexTponHoM Hocutene CD (CH) B popmare doc (oK)

6. LIBeTHBIC MaKeTHl YIIAKOBOK, ITUKETOK, CTUKEPOB (Ha
anektpoHHOM Hocutene CD (CH) B ¢opmare jpeg (
JOKUTIET)

7. Onmch JOKyMEHTOB

1. 3asBneHue Ha BHECEHHME U3MEHEHUH IO
YTBEpK/IeHHOH (opme (Ha anexTpoHHOM HocuTesne CD (
CIl) B popmare Word (Bopn))

2. Komusg perucTpalluOHHOTO YIOCTOBEPEHUS
BbIZIaHHOTO B PecnyOnuke Kazaxcran



9. U3MeHeHue B mpoueaype
KOHTPOJI KadecTBa TOTOBOTO
NpOAYyKTa U3EeIns
MEIUIUHCKOTO Ha3HAYCHHS

10. HM3meHeHHe yHmaKOBKHU
U3Aenuss  MEAUIUHCKOTO
Ha3HA4YCHUSA:

MEPBUYHOHN YITAKOBKH M3ACITHS
MEIUIUHCKOTO  HAa3HA4EHUS;
BTOPUYHOIN /WM T'PYMITOBOI
YHAaKOBKH, TPaHCIOPTHOH,
IPOMEKYTOUHOU

11. M3meHeHHE OTTHCKOB,
TPYHTOBKH MJIM JIPYTHX
MapKHpPOBOK, IITAMIIOB H
HaAIMuCeH, BKJIIOYas

J00aBIIEHHE WM H3MEHCHUS
KPacKH, HCHOIb3yEeMbIX s
MapKUPOBKHU H3IEeTns

MEIUITMHCKOTO Ha3HAYEHUSI.

MoTuBUpOBaHHOE
obocHoBaHME
H3MEHEHHUS B

nporeaype KOHTPOJIS
KavyecTBa

MoTuBUpOBaHHOE
000OCHOBaHHE O
BIIMSIHUY/ HE BIUSHUN
M3MEHEHUS! YIaKOBKHU
Ha CTaOMIBHOCTD,
KauyeCcTBO H3ICIHS
MEIUITUHCKOTO
Ha3HaYEeHU,
B3aUMOJICHCTBHSA
yIaKoBKa- H3Jeue
MEIUIUHCKOTO
Ha3HAYCHUS

MoTuBUpPOBaHHOE
000CHOBaHUE
BHECEHHUS U3MEHEHHUH B
MapKUPOBKY

3. TIuceMo mpoM3BOAUTENS, yAOCTOBEPSIOLIEE, UTO
IIPOM3BOICTBEHHBIH Mpoliecc ocTaeTcs 0e3 U3MEHEHNH

4. TIuckMO TNPOU3BOAUTENS, YJOCTOBEPSIOIIEE, UTO
3asiBJIGHHAsI IPOLIe/Iypa KOHTPOJIS HE CHIDKAET KaueCTBO
1 0e30MacHOCTb TOTOBOTO MPOAYKTa

5. HopMmaruBHas [IOKyMEHTalUsT C BHECEHHBIMH
W3MEHEHUSAMH, pETIaMEHTHPYIOIas
KOHEYHOTO NpONYKTa,
3aCBHJICTEILCTBOBAHHBIA CEpTU(UKAT aHaIH3a u
METOIUKH KOHTPOJISI KOHEYHOTO MPOAYKTa

KadecTBO
HOTapHaJbHO

6. OGpasnpl, CTaHTAPTHBIE 00pa3Ubl IS MIPOBEACHUS
J1a00PaTOPHBIX UCIIBITAHUH (TIPU HEOOXOTUMOCTH)

7. Onuch JOKyMEHTOB

1. 3asBneHne Ha BHECEHHE W3MEHEHHH IO
yTBepKIeHHOH Gopme (Ha 3nmekTpoHHOM Hocutene CD (

Cl) B hopmare doc (10K)

2. Komus perucTpanvoHHOTO yAOCTOBEPEHHUS

BbITaHHOTO B PecmyOmmke Kazaxcran

3. IIuceMo mpPOM3BOAUTENS, YAOCTOBEPSIOIIEE O TOM,
YTO BHOCHUMbIE U3MEHEHUS, OTHOCUTENIHO TIEPBUYHOMN
YIAKOBKU BJIUSIOT/HE BIHAIOT Ha CTaOWMIBHOCTH,
Ka4eCTBO M3JICNHS MEIUIITHCKOTO Ha3HAUCHUS

4, HOpMaTI/IBHaH JOKyMCHTalusA, C BHECCHHBIMH
N3MCHCHHUAIMU

5. 1lBeTHBIE MaKeThl YHaKOBOK, 3THKETOK, CTHKEPOB
HOBOT'O U CTaporo obpasma (Ha JIeKTPOHHOM HOCHTEIE
CD (CH) B popmare jpeg (mxurer)

6. ©oTO I MEAUIIMHCKON TEXHUKHU

7. O6pa3ipsl I CTEPUIBHBIX W3JEIHH METUINHCKOTO
HA3HAYCHHUS, CTAaHAAPTHBIC 00pa3Ibl AJIS MPOBEACHHUS
71a00paTOPHBIX UCIBITAHUH IPY U3MEHEHUH TIEPBUYHOM
YIaKOBKH (TIpH HEOOXOANMOCTH)

8. Ommch TOKyMEHTOB

1. 3asBneHue Ha BHECEHHME U3MEHEHUH IO
YTBEpK/IeHHOH (opme (Ha anekTpoHHOM HocuTese CD (
Cl) B hopmare Word (Bop)

2. Komums peructpalluOHHOTO

BbIZIaHHOTO B PecnyOnuke Kazaxcran

YIOCTOBEPECHHS

3. IIuceMo-000CHOBaHKE IPOU3BOAUTEIISA O BHOCHUMBIX
N3MCHCHUAX

4. IIBeTHBIC MaKeThl yIMAaKOBOK, STHKETOK, CTHKEPOB
CTaporo U HOBOTO 00paslia (Ha SIEKTPOHHOM HOCHTEIE
CD (CH) B popmare jpeg (mxwurer)

5. ®oTo 1T METUIIMHCKON TEXHUKHU

6. Onuch JOKyMEHTOB
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