O BHeceHUM uameHeHul B npuka3s MuHuctpa sagpaBooxpaHeHus Pecny6nuku KazaxctaH ot 18 Hos6ps 2009 roga
Ne 736 "O6 yTBepxaeHuu NpaBun npoBeaeHUsi IKCNepTU3bl NeKapcTBEHHbIX CPeACTB, u3aenun MeauLuHCKOro
Ha3Ha4YeHus1 U MeAULIMHCKOW TeXHUKKN"

Mpuka3 MuHucTpa 3gpaBooxpaHeHus Pecnybnukm KasaxctaH ot 15 nioHs 2018 roga Ne 374. 3apernctpmpoBaH B
MunnctepctBe toctuumm Pecnybnuku KasaxcraH 12 nionsa 2018 rona Ne 17185

B cooTtBeTCcTBUMM CO cTaTbaMK 63 Kogekca Pecnybnuku KasaxctaH ot 18 ceHtabpsa 2009 roga "O 3gopoBbe Hapoda u
cucteme 3gpaBooxpaHeHus”, NMPUKASBIBALO:

1. BHecTn B npukas MuHuncTpa 3gpasooxpaHeHns Pecnybnukn KasaxctaHn ot 18 Hosbps 2009 roga Ne 736 "O6
yTBEpXXAeHUN [paBnn NpoBeAeHUS 3KCNEPTU3bI NEKapCTBEHHbIX CPEeACTB, U3AENNA MEONLIMHCKOTO Ha3HaYeHUs 1
MeOWLIMHCKON TeXHUKW" (3aperncTpupoBaH B PeecTpe rocyaapCTBEHHON pernctpaumMm HopMaTUBHbBIX NPaBOBbIX aKTOB Moz,
Ne 5926, onybnukoBaH B CobpaHnn akToB LeHTPanbHbIX MCMOMHUTENbHbBIX U UHBIX LIEHTPanbHbIX roCyAapCTBEHHbIX
opraHoB Pecny6nukun KasaxcraH, Ne 5, 2010 roga) cneayowime namMeHeHus:

[paBuna npoBefeHnsa aKkcnepTU3bl NekapCTBEHHbIX CPEACTB, yTBEpXKAEHHbIE YKa3aHHbIM NPUKa30M, U3JNTOXUTb B
HOBOW peJaKumm CornacHo Npunoxexuto 1 K HacTodlleMy npukasy,

[MpaBuna npoBeaeHNs 3KCNepTU3bl N30ENUA MEAULIMHCKOTO Ha3HAaYEHUST U MEAVLMHCKON TEXHUKMU, YTBEPXKAEHHbIE
YyKa3aHHbIM NPUKa30M, U3NOXUTb B HOBON pedaKkLumn COrmacHO NPUOXEHUIO 2 K HAacTosILLeMY NpuKasy.

2. KomuteTy hapmaumm MuHncTepcTBa 3gpaBooxpaHeHus Pecnybnuku KasaxctaH B yCTaHOBNEHHOM
3akoHogaTenbcTBoM Pecnybnuku KasaxcrtaH nopsgke obecneunTs:

1) rocyoapCcTBEHHy0 permcTpaumio HacTosiLero npmkasa B MuHuctepctee ioctuumm Pecny6nvkmn Kasaxcrah;

2) B TeYeHne OeCSTU KaneHaapHbIX OHEN CO AHSA rOCYLapCTBEHHOW perncTpauuy HacTosALWEro npukasa HanpasneHue
€ro Konuun B GyMaxxHOM 1 3NEKTPOHHOM BUAE Ha Ka3axCKOM M pyCCKOM fA3blkax B PecnybnukaHckoe rocygapcTBeHHOe
npeanpusaTe Ha npaBe X039WCTBEHHOrO BeaeHus "PecnybnvkaHckuii LeHTp npaBoBoy uHdopmMaumn" ans odulmanbHoro
onybnvkoBaHWA 1 BKIIOYEHUS B OTaNOHHbIN KOHTPOIbHbIN 6aHK HOpMaTMBHLIX NPaBOBbIX akToB Pecnybnvkn KasaxcraH;

3) B TeyeHve gecaTn kaneHaapHbIX AHEN nocne rocyaapCTBEHHON perncTpauum HacToSALWEero npukasa HanpaeneHne
€ro Konuu Ha odmumansHoe onybnnkoBaHne B NepUoAMYECKNe NevYaTHble U3aHus;

4) pasmelLieHMe HaCTOosLLEero np1kasa Ha MHTepHeT-pecypce MuHucTepcTBa 3gpaBooxpaHeHunst PecnyGnvkm
KaszaxcTaH nocne ero oguumansHoro onyonmnkoBaHms;

5) B TeueHne gecatn paboyumx gHen nocne rocyaapCTBEHHOW permcTpaumm HacTosILLEero npMkasa npeacraBneHne B
OenapTameHT opugnyeckor crnyx6sl MuHuctepcTa 3apaBooxpaHeHus Pecnybnvkn KasaxctaH cBegeHuii 06
MCMOMHEHUN MEPOMPUATUIA, NPEAYCMOTPEHHbIX NognyHkTamu 1), 2), 3) n 4) HaCcTOALLEro NyHKTa.

3. KoHTponb 3a ncnonHeHnem HacTosLLEero npvkasa Bo3noXuTb Ha BULIe-MUHUCTPa 3apaBooxpaHeHuns Pecnybnukm
KasaxctaH Llon A.B.

4. HacTosawwmi npyka3 BBOAUTCS B AEACTBUE MO UCTEYEHUM OECATU KaneHaapHbIX AHEN Nocne OHsl ero nepeoro
odmumansHoro onybnmMkoBaHus.

MuHucmp 30pasooxpaHeHusi

E. BupmaHos
Pecnybnuku KazaxcmaH P



MpunoxeHwne 1

K npuka3y MuHucTpa 3gpaBooxpaHeHust
Pecnybnukn KasaxcTtaH

oT 15 ntoHa 2018 roga Ne 374

YTBEpPXAEHDI
npvkasom MuHuCTpa 3apaBoOXpaHeHUst
Pecny6nukn KasaxcrtaH
oT 18 Hos6pst 2009 roga Ne 736
MpaBuna npoBeaeHUsi IKCNepPTU3bl NeKapCTBEHHbIX CPeAcTB
nasa 1. O6wWume nonoxeHus

1. HacToswwme MNpaBuna npoBeaeHns SKCNepTusbl nekapcTBeHHbIX cpeacTs (fanee — MNMpasuna) paspaboTaHbl B
COOTBETCTBUM CO cTaTbel 63 Kogekca Pecnybnukm KasaxctaH ot 18 ceHTA6ps 2009 roga "O 3qopoBbe Hapoaa v
cucteme 3apaBooxpaHeHus” (danee — Kogekc) n onpeaensoT NOpsSAOoK NPOBEAEHUS IKCNepTU3bl nekapcTBEHHOro
cpencTBa.

2. 3kcnepTun3a nekapCcTBEHHbIX CPEACTB B COOTBETCTBUM C NYHKTOM 2 cTaTtbn 63 Kogekca npoBoamTca
pecny6rmMKaHCKUM rocygapCcTBEHHbIM NPeAnpuUATUEM Ha NpaBe XO3AWCTBEHHOro BeAeHUa (ganee — rocygapCcTBeHHas
3KCNepTHas opraHn3auusi), OCyLLECTBNASIOWMUM MPOU3BOACTBEHHO-X03ANCTBEHHYHO AEATENBHOCTL B 06nacTu
3[4 paBOOXpaHeHMs No obecneyeHnto 6e3onacHoCcTH, 3hPPEKTUBHOCTM U KayeCcTBa NEKAaPCTBEHHbIX CPEACTB.

3. OkcnepTtuse nognexar nponsseaeHHbIe B Pecnybnvke KasaxctaH, a Takke BBO3MMbIE HA €€ TEpPUTOPUI0
NeKkapcTBEHHbIE CPeaCTBa.

4. JkcnepTr3a He NPOBOAUTCA HA NleKapCTBEHHbIE CPEeACTBA MO OOHUM HaMMEHOBaHWEM, MEIOLLMM Pa3Hbli COCTaB
aKTMBHbIX BELLECTB. JKCMNepTU3a Ha NekapCcTBEHHbIE CPeACcTBa, Npon3BeaeHHble B Pecnybnuke KasaxctaH ans akcrnopra
nNpoBOAUTCA MO peLleHnto npomssoanTenen Pecnybnuku KasaxcraH.

5. [lo nogaym 3asiBneHns Ha akcnepTu3y 3asiBUTENb NOMy4aeT B rOCYy4apCTBEHHONW 3KCNEPTHOW OpraHn3aumm HayyHyo
1 NpeaperncTpaLmMoHHy0 KOHCYNbTaLMI0 Ha AOrOBOPHOW OCHOBE MO BONPOCaM, CBA3aHHbIM C NPOBEAEHNEM 3KCNEPTU3bI.

6. [1na npoBeAeHMs 3KCNepPTU3bl NIEKAPCTBEHHbIX NPenapaToB KPOBU 1 KOMIMOHEHTOB KPOBY roOCyAapCTBEHHAA
3KCNepTHasa opraHn3auusi NpuBreKaeT CneumMannucToB U3 NPodUbHbLIX OpraHn3aLuii, OCYLLECTBASIOWLNX AEATENBHOCTb B
chepe cnyx6Gbl KPOBMU.

7. B HacTosiwmx MNpaBunax ncnonb3ytTcs criegyowmne TEpMUHbI 1 onpeaeneHns:

1) BMOAOCTYMHOCTb — CKOPOCTb U CTENEHb, C KOTOPOW aKTMBHOE BELLECTBO BCACbIBAETCH M3 NIEKapCTBEHHOW DOPMbI 1
CTaHOBUTCS AOCTYMHbLIM B MECTE AENCTBUS;

2) buonoruyeckas 3KBMBaneHTHOCTb (BMO3KBMBANEHTHOCTb) — OTCYTCTBUE 3HAYMMBbIX Pa3NnYniA Mo CKOPOCTU U
CTeneHn, C KOTOPbIMU AEUCTBYHOLLIEE BELLECTBO UITM aKTUBHAS YacTb MOMEKYIbl AEACTBYHOLLIEro BELEeCTBa
hapMauEeBTUYECKUX IKBUBANEHTOB MNU hapMaLeBTUYECKUX anbTepHaATNB CTaHOBATCA JOCTYMNHLIMW B MECTE CBOETO
OEenCcTBUSA Npu BBEAEHMM B OAMHAKOBOW MOMSIPHOM 03€ B CXOXMX YCIOBUSX B MCCNEAOBAHNM C HAAMEXALLMM AN3ANHOM;

3) 6Guocmunsap - GUOTEXHONOIMYECKUIA NEKAPCTBEHHBIN Npenapart, Nogo0HbIA C NPON3BEAEHHBIM BNEpPBbIE
(opvrMHanbeHbIM) NIEKapCTBEHHBIM MpenapaTom Nno kavyecTtBy, 6e3onacHoCTU, 3PHEKTUBHOCTU 1 NPeACTABEHHbIM Ha
perncTpaumio nocne UCTeHYEHUs Cpoka AEUCTBUSA NAaTEHTA OPUIMHANbHOrO JIEKapCTBEHHOMO NpenapaTa;

4) buochbapmaLieBTNHECKas cuctema knaccmdukauum (oanee - BCK) — HayyHas cuctema knaccudmkaumm akTUBHbIX
BELLECTB HA OCHOBE UX paCTBOPMMOCTM B Cpefax C onpeaeneHHbIM nokasarenem KucnotHoctu/wenovHoctu (pH) n
CTeneHN NPOHUKAHWSA Yepes3 CTEHKY KULLIEYHUKA;

5) opurnHanbHoe nekapcTBEHHOE CPEACTBO — NIEKAPCTBEHHOE CPEACTBO, NpeAcTaBnsoLLee cobon nnu cogepxatlee
HOBblE aKTUBHbIE BeLLecTBa, 3IPHEKTUBHOCTb M 6E30MACHOCTL KOTOPOro NoATBEPXKAEHA pe3ynbTaTaMmn AOKITMHUYECKUX U
KINMHUYECKMX UCCNEAOBaHUI, U 3aperMcTpMpoBaHHOE HAa OCHOBaHUM NOSIHOTO JOCHE;

6) rmbpuaHbIv NeKapCcTBEHHbIV NpenapaT - NeKapCTBEHHbIV NpenapaT, He NoanagatroLlLmin nog onpeaenexHve
BOCMPOM3BEAEHHOIO NIeKapCTBEHHOMO NpenapaTta npy HEBO3MOXXHOCTY NOATBEPXKAEHUS er0 BUO3KBMBANEHTHOCTU C
NMOMOLLIbIO MCCreaoBaHUn 6GMOOOCTYNHOCTY, @ TaKKe B Cyvae, eCnuv B JaHHOM npenapaTe NpousoLnn N3MeHeHus
[OeNCTBYIOLLErO BeLLeCcTBa (BELLECTB), NOKa3aHU K NPUMEHEHUIO, [O3MPOBKM, NNEKAPCTBEHHON (POPMbI UMK NYTU BBEAEHUS
Mo CPaBHEHMIO C OPUTMHANbHbLIM NpenapaToM;

7) romeonaTuyeckue npenapaTbl - IEKAPCTBEHHbIE CPeACTBA, COAEPXKALLME BELLECTBA NPUPOLHOrO NPOUCXOXAEHMS B
Marnblx 403aX 1 NPOM3BEAEHHbIE MO CNeunanbHON TEXHOMNOMN;

8) nekapCTBEHHOE CpeacTBO - CPeACTBa, NpeAcTaBnaLWmne cobor unu cogepxaline apmakonormyeckn akTUBHbIE
BELLEeCTBa, BCTYNarLLMe B KOHTAKT C OPraHn3MOM YerloBEKa MM MPOHMKAaIOLLME B €ro opraHbl U TKaHu, NpeaHasHavyeHHble
ONsi NPOUNakTUKK, ANArHOCTUKA U NeveHmnst 3aboneBaHnii, a Takke N3MEHEHNSI COCTOSIHUS U (PYHKLIMIA opraHu3ma:
nekapcTBeHHas cybCcTaHUmMs, NeKapCTBEHHOE Cbipbe, Bank-NpoAyKTbl NIEKAapPCTBEHHBLIX CPEACTB, NIEKAPCTBEHHbIE
npenaparbi;

9) 3akntoyeHne o 6e3onacHoCTU, 3PHEKTUBHOCTU N KAYECTBE NIEKAPCTBEHHOIO CpeacTBa — LOKYMEHT, COAepKaLLMM
pe3ynbTaTbl 3KCNepPTM3bl 3asIBITIEHHONO NIEKAPCTBEHHOIO CPeaCcTBa;



10) HepauwmoHanbHas KOMOMHaLUUsi cocTaBa flekapCTBEHHbIX CPEACTB — COCTaB NeKapCTBEHHOrO CPeAcTBa, He
COOTBETCTBYIOLLMIA NpeanonaraeMbiM hapmMakonorniyeckvm CBOWCTBaM 1 AENCTBUIO;

11) MHCTPYKUMSA NO MEAMLMHCKOMY NPUMEHEHUIO NTeKapCTBEHHOIO CPEACTBa — AOKYMEHT, codepxalinii nHdopMaumio
Ans notpebuTens 1 conpoBOXAALLMIN NEKAPCTBEHHBIN NpenapaT B yNakoBKe;

12) HOpMaTMBHBIN OKYMEHT NO KOHTPOSIO 3a Ka4eCTBOM 1 6e30MacHOCTLI0 CPeacTB (fanee - HOpMaTUBHBIN JOKYMEHT
Nno Ka4yecTBy) - AOKYMEHT, YCTaHaBNMBaOLLMIN KOMMNNeKC TpeboBaHM K ka4ecTBy NeKapCTBEHHOrO CpeacTBa, a Takke
MeToAMKaM ero onpeaenexHns, obecneunsaoLmx MX OANHAKOBbLIE NapaMeTpbl 6e30NacHOCTU N KavecTBa;

13) nekapcTBeHHas cybcTaHUmUs — BELLEeCTBO UM CMECh BELLLECTB, BHE 3aBUCMMOCTU OT NPUPOAbl MPOUCXOXAEHWS,
obnapatoLme onpegeneHHon hapMakonornyeckon akTMBHOCTLIO, MPeAHa3HavYeHHble AN MPOM3BOACTBA U U3rOTOBMIEHUS
rlekapCTBEHHbIX Mpenaparos;

14) ctaHgapTHble obpasLbl nekapcTBEHHbIX CyBCTaHUMIN 1 X NPUMECEN — BeLLecTBa CPaBHEHWS, UCNOMb3yeMble npu
NPOBEAEHUN IKCMEePTU3bl UCTIbITYEMbIX NIEKAPCTBEHHBLIX CPEACTB;

15) opraHusaums-npon3BoanTenb NEKApCTBEHHOIO CpeacTBa — MHAMBUAYanbHbIV NpeanpuHMMaTenb unm
ropuanyecKoe nnLo, OCyLLeCTBASIOLLEee NPOU3BOACTBO, UMW OAHY, UM HECKOMNBbKO CTaauni MPOM3BOACTBA;

16) nekapcTBeHHOE PacTUTENbHOE Chbipbe — CBEXMNE UMW BbICYLLEHHbIE PACTEHNS UMW UX YaCTK, UCNOMNb3yeMble Ans
Npon3BOACTBA UMM U3FOTOBIEHNSA NEKapCTBEHHbIX CPeaCTB;

17) XOpoLOo n3y4yeHHoe MeaNLMHCKOe NPUMEHeHNe — MeanLMHCKOe NPYMEHEHWe akTVBHOIO BeLLEeCTBa, BXOASLLEro B
COCTaB NeKkapCTBEHHOro CpeAcTBa, apHEKTUBHOCTb KOTOPOrO XOPOLLIO N3ydeHa, Npu3HaHa, cteneHb 6e3onacHoCcTm
npuemMnema v noaTeepxaeHa noapobHeIMu Gubnmorpadmyeckummy ccoinkamm Ha onybrnmMkoBaHHble 4aHHblE MO
nocrneperncTpaLnoHHbIM, ANMAEMUONOTNMYECKUM NCCNEeA0oBaHMAM, U NPOLLNO He MeHee 15 neT ¢ aaTbl NepBoro
CUCTEMATNYECKOrO U JOKYMEHTUPOBAHHOIO NPUMEHEHUS NEeKapCTBEHHOIO CPEeACTRa;

18) nmmyHoBHonornyeckue npenapartsl - NpenapaTtbl AN cneunduyeckon NpodunakTkn, ANAarHOCTUKU 1 fieYeHns
MHAEKLMOHHBIX 1 UMMYHHBIX 3aboneBaHui (BKNoYas annepriyeckne) npyu noMoLLM MMMYHOMOMMYECKUX METOA0B ApYrnX
3aboneBaHuin 1 pr3MoNOrM4YeCcKMX COCTOAHNIA, CPeACTBA ANS NHANKALMN UHPEKLNOHHBIX areHTOB U UX aHTUreHOB B
obbekTax BHELUHEN cpeabl, npenapaTtbl KpOBK (HE3aBUCUMO OT cnocoba nonyyeHus), a Takke npenaparbl, OKkasblBaloLime
neyebHbIN 1 NpodUnakTM4eckun apdekTbl Yepes MMMYHHYIO CUCTEMY;

19) BocnpounsBeaeHHOe nekapCTBEHHOE CPeCTBO (FreHepuK) — NiekapCTBEHHbIN Npenapart, MAEHTUYHBbIN
OpWUrMHanNbLHOMY NeKapCTBEHHOMY CPeACTBY MO COCTaBy aKTUBHbLIX CybCTaHUMIA, NekapCTBEHHON hopme, nokasaTensam
KavecTBa, 6e3onacHocTH, aPMEKTUBHOCTH, BbiMyCKaeMblil pa3HbIMU NPON3BOAUTENAMM;

20) nnaH ynpasneH1s puckamu — nogpobHoe onncaHne cMcTeMbl ynpaBreHnus puckamu;

21) nepuogunyeckuii ot4eT no 6esonacHocTv — hopma 1 CoaepXKaHne oTyeTa Ans NpeacTaBieHns OLeHKN
COOTHOLLIEHMS MONb3a-pPUCK NeKapCTBEHHOrO Npenapara AepXxarernem perMcTpauvoHHOro YA0CTOBEPEHUS B
onpeaeneHHble Neproabl BpEMEHU B TEYEHUe NOCTPErMCTPaLMOHHOro aTana nekapcTBEHHOro npenapara;

22) cTpaHbl pervoHa MexayHapogHoOW KoHdepeHLUM No rapMoHM3aLUmm TeXHUYecknux TpeboBaHui K pervctpaumm
neKkapCTBEHHbIX NpenapaToB ANg MeguumHckoro npumeHenns (ICH) (AnCndny) — rocygapcTea, perynsaTopHble OpraHbl
KOTOPbIX BXOAAT B COCTaB ydpeauTenen u (Mnu) NocTosiHHbIX YneHoB ICH (cTpaHbl EBponerickoro coto3a, CoegnHeHHble
LWratel Amepukn, Anonwns, LWeenuapus, KaHaga) (nanee — ctpaHbl pernoHa ICH (AnCundiy));

23) OKCnepTHbIN COBET rocyJapCTBEHHOW 3KCMEPTHOM OpraHn3aummn (aanee — OKCNepPTHbIN COBET) — KOMrervanbHbIN
opraH, co3gaBaeMmblil B rocy4apCTBEHHON 3KCNEPTHOW OpraHM3aumum No pacCMOTPEHMUIO CMOPHBLIX BOMPOCOB B pe3yrnbTaTtax
9KCNEepTU3bl, OCHOBAHUI (MPUYUH) BblAa4M oTpuLaTENbHbIX 3aKMoYeHun No apdeKTMBHOCTM, 6e30MacHOCTM N KavecTBy
rnieKapCTBEHHbIX CPeACTB, U3AeNNA MeAULIMHCKOrO HasHa4YeHUsa 1 MeQULMHCKON TEXHUKU N MPUHATUIO OKOHYaTeNbHOro
peLueHus.

24) ophaHHble NekapCTBEHHbIE NpenapaThl - Npenapatbl AN AMarHOCTUKU M NAaTOreHEeTUYECKOro NieveHnst opcpaHHbIxX
(penkmnx) 3aboneBaHwui;

25) npounsBoaCcTBEHHAs NNoLLazka — TeppUTOpuansHo 060COONEHHbIN KOMMMEKC, NpeAHa3HAYeHHbIN A5
BbIMOSIHEHUSI BCETO MpoLecca NpoM3BOACTBA NEKapCTBEHHOIO CPeACcTBa, N3Aenns MeanLMHCKOro Ha3HaveHns u
MEONLIMHCKOWN TEXHWKM NN ero onpegeneHHbIX CTaaum;

26) 3asBuTenNb — paspaboTumnk, opraHM3aumns-Npon3BoANTENb, AepXKaTenb PErMCTPALMOHHOTO YAOCTOBEPEHNS NN UX
[OBepPeHHOEe NNL0, YNOITHOMOYEHHOE NofaBaTh 3asiBreHne, JOKYMEHTbl U MaTepuarns! U BbINONHATbL AeNCTBUS,
npeaycMOTPEHHbIE JOBEPEHHOCTLIO JOBEPUTENS Ha MPOBEAEHME IKCNEPTU3bI MPU perucTpauun, nepeperncTpaumm n
BHECEHWMN U3MEHEHWI B PErMCTPaLMOHHOE A0Che NeKapCTBEHHbIX CPeaCTB;

27) pedepeHTHbIN NekapCTBEHHbIV NpenapaTt — NeKapCTBEHHbIN Mpenapat, KOTOPbIN NCMONb3yeTcs B KayecTBe
npenapaTta CpaBHEHUS 1 ABNSETCA 3TanoHOM, N0 KOTOPOMY onpeaensTcs (HOPMMPYIOTCS1) CBOMNCTBA NlIeKapCTBEHHOIO
npenapaTa;

28) permcTpaumoHHoe 4oCbe — KOMMNIEKT JOKYMEHTOB M MaTepmnarnoB YCTaHOBMNEHHOIO COAEpXaHus,
npeacTaBnseMblii K 3asiBIEHUIO HA 9KCNepTU3y;

29) BHECEHME U3MEHEHMIN B PErMCTPaLMOHHOE A0Cbe — UBMEHEHUS, BHOCUMbIE 3aABUTENEM B PErCTpaLMoOHHOE
[OCbe B TeveHue AelCTBUSI PerMcTpaLMoHHOro YA0CTOBEPEHUS, He BNusiioLwye oTpuuaTensHo Ha 6e3onacHocTb,



3P HEKTUBHOCTL U KAYECTBO NEKAPCTBEHHOIO CPEACTBA U NoAJSiexallme 3KCnepTu3e B COOTBETCTBMU C HACTOSALLMMMU
Mpasunamu;

30) Hapnexallas npon3BOACTBEHHAsA NPaKTMKa — COCTaBHas 4acTb CUCTEMbl 0BecrneyeHns ka4ecTBa, rapaHTupytoLias
NPON3BOACTBO M KOHTPOIb Ka4yecTBa NekapCTBEHHbLIX CPEACTB NO CTaHAapTaM B COOTBETCTBUM C UX NpeAHas3HaYeHnem n
TpeboBaHUSIMU PEMMCTPALMOHHOTO JOCLE;

31) Aepxartenb perncTpaumoHHOro yA0CTOBEPEHUS — OpraHn3auuns-nponsBoAnTENb, OpraHM3aums, umetoLas
OOKYMEHT OT NPOU3BOAMTENS Ha BriageHne perncTpaumMoHHbIM Y4OCTOBEPEHMEM;

32) nccnepnosaHve aKBUBaANEHTHOCTN — UCCrefoBaHne, KOTopoe onpeaenseT 3KBUBANEHTHOCTb MEXAY reHEePUKOM 1
OpUrMHanNbHbLIM NEKapCTBEHHbIM CPeACTBOM MPU UCNOMb30BaHNM UCCIEA0BAHUIA MH-BUBO (BHYTPUW opraHuama) u (Mnm) uH-
BUTPO (BHE OpraHn3ma);

33) npoueaypa "6uoserisep" — npoueaypa, B COOTBETCTBUM C KOTOPON ONpefeneHne 3KkBUBaneHTHOCTH
BOCMPOM3BEOEHHOIO NIeKapCTBEHHOrO CpefcTBa (reHepyrka) MPOBOANTCA HA OCHOBaHWUM BrodapmaLeBTUHECKON CUCTEMBI
Knaccudmkaummn n pesynbTaToB CPaBHUTENbHbLIX UCCNEA0BaHWIN BHE OpraHnamMa (MH-BUTPO) C MCMONb30BaHUEM
ucnblTaHus "PacTBopeHue” n npyuMeHseTcs Ans TBepAblX IeKapCTBEHHbIX hOpM HeMeaneHHoro BeicBoboxaeHus (1 1 3
Knacc no 6modhapmaLeBTUYECKOW cUCTEME KnaccudmKkaumm).

naBsa 2. Nopaaok npepocTaBneHUA permcTpaLuMoHHOro Aocke ANA NPoBeAEHUA IKCNepPTU3bl IeKaPCTBEHHbIX
cpeacTB

8. [ins npoBeAeHus aKCnepTM3bl NEKAapCTBEHHOIO CPEeACTBa 3asBUTENb 3aKIYaeT C rocyaapCTBEHHOW 9KCMEepTHOM
opraHusaumen JoroBop Ha NpoBeAEHNE IKCNePTM3bl U NpedocTaBnseT B LieHTp obcnyxnBaHus 3asBuTtenen
rocyapCTBEHHON aKcnepTHOM opraHm3aumnm (ganee — LLO3) cnegytowime AOKyMEHTbI:

1) 3agBneHne Ha NpoBeAeHNe AKCNepTU3bl NTEKAapPCTBEHHOIO CPeACTBa (fanee — 3asBneHve) no hopme CornacHo
npunoxexuto 1 kK HactoAwwmm NpaBunam;

2) permcTpaLmoHHOe AOCbEe Ha NEKTPOHHOM HocuTene:

nepeyeHb JOKYMEHTOB, NPeAOCTaBNSAEMbIX A58 3KCNepTU3bl nponssoautensamun Pecnybnukm KazaxctaH no cdopme
COrMacHoO NPUoXeHuo 2 Kk HacToAwmmM MNpaBunam;

nepeyeHb JOKYMEHTOB, NPeAoCTaBNseMbIX ANA 9KCNepTn3bl 3apybexxHbIMU NpomM3BoauTENSMM No opme CornacHo
npunoxeHuto 3 Kk HactoAwmm Npasunam;

3) obpa3subl NekapCTBEHHbLIX CPeACTB, CTaHAAPTHBIE 0OpasLbl XMMUYECKMX BELLECTB, CTaHAapTHbIe obpasLbl
6uonornyeckmx npenapartos, TECT-LUTAMMbl MUKPOOPraHW3MOB, KyrbTypbl KNETOK, B KONUYECTBax, AOCTATOYHbIX A11S
TPexXKpaTHbIX NabopaTopHbLIX UCMbITAHWI C OCTAaTOYHLIM CPOKOM FOAHOCTN HE MEHee LLeCTU MeCsLEB;

4) cneundunyeckue peareHTbl, pacxofHble MaTepuarnbl, NPUMEHsSIEMbIE NPY NPOBeAeHNM NabopaTopHbIX UCTIbITaHWUIA
NeKapCTBEHHbIX CPEeACTB;

5) konuio oKyMeHTa, NoATBEPXKAAOLLEro onnarty 3asBMTenemM CyMMbl Ans NPOBELEHUS IKCNEePTU3bl HA pacHeTHbIN
CYeT rocyJapCTBEHHOWN 3KCNEPTHON OpraH13aLuu.

dopmMmupoBaHue 3asBNeHUst Ha NPOBEAEHNE IKCMEPTM3bl NNEKAPCTBEHHBLIX CPEACTB C NPUITOXEHNEM NEPEYHS
[OOKYMEHTOB, NpeoCcTaBnseMbIX Afsi 3KCNepTM3bl npoussoamTensamu Pecnybnuku KasaxctaH, cornacHo npunoxeHuio 2 K
HacToAwwmm [NpaBnnam unu nepeyHs 4OKYMEHTOB, NPeaoCTaBNseMbIX ANA 9KCNePTU3bl 3apybexxHbIMU MPOM3BOAUTENAMU
COrMacHoO NpUnoXxeHuto 3 Kk HacToswWwmM NpaBunam ocyLlecTBnseTcsa 3asaBmTeNnemM B MHPOPMALMOHHON cucteme
rocyjapCTBEHHOWN 3KCNEPTHOM OpraHM3aLnmn no MHANBUAYyanLHOMY Naporto.

9. MaTtepwarnbl perMcTpaumoHHOro A0Ckbe NeKapCTBEHHOro CPeAcTBa, NPeaoCTaBnsemMoro Ans aKCnepTunsb
3apybexxHbIMU MPOU3BOAUTENSAMY COOTBETCTBYIOT NpunoxeHuto 1 MpaBun perncTpaumm n akCnepTU3bl NeKapcTBEHHbIX
CPeACTB 4118 MeQULMHCKOrO NPUMEHeHUs, yTeepxaeHHbIM PewwweHnem CoeTta EBpasniickon 3KOHOMMUYECKON KOMUCCUM OT
3 Hos16psa 2016 roga Ne 78.

10. Cneuuanuct LLO3 B TeueHne ogHoro pabo4yero AHs nocne npvema LOKYMEHTOB, NPeAYCMOTPEHHBIX MYHKTOM 8
HacToAwwmx MNpaswn:

1) ocyLlecTBNsieT perucTpaLmio 3asBeHus B NporpaMMHOM obecrneyeHuny;

2) pasmellaeT MHopmaLuo Ha odmLmanbHOM canTe rocyAapCTBEHHOW SKCNEPTHOW OpraHn3auny o NogaHHbIX Ha
3KCNEepPTU3y NeKapCTBEHHbIX CpeacTBax (TOProBoe HaMMEHOBaHWNE, MEXAYHapO4HOE HENaTEHTOBAaHHOE HaVMEHOBaHMe,
nekapcTBeHHas oopmMa, 403UPOBKA, KOHLEHTPaLIMS, OpraHn3aLmsa-NpoM3BoauTEnb, CTpaHa);

3) NnpoBepseT 0CTaTOYHbIN CPOK FOAHOCTU 0OpasLIOB NeKapCTBEHHbIX CPEACTB, CTaHAAPTHbLIX 06Pa3sL 0B XMMNYECKUX
BELLECTB, CTaHAapTHbIX 06pa3uoB Gronormiyecknx npenapaTos, TECT-LUTAMMOB MUKPOOPraHU3MOB, KyNbTyp KMETOK,
crneundunyeckux peareHToB, pacxoHbIX MaTepuarnoB, HE0OX0AUMbIX 4119 BOCMPOM3BOAUMOCTU METOAMK NabopaTopHbIX
MCMbITaHUI NEeKapCTBEHHOIO CPEACTBA U BHOCUT AaHHbIE B MporpammHoe obecneyeHue.

[nsi cobnogeHns ycnoBuii xpaHeHus (TeMnepaTypHbIA PEXUM, BAXHOCTb) 06pasLbl NEKAPCTBEHHbLIX CPEACTB, B TOM
yncrne HapKOTUYECKMX CPEACTB, NCUXOTPOMHBIX BELLECTB U MPEKYPCOPOB MPeAOCTaBIATCA HEMOCPEACTBEHHO B
ucnbelTaTensHyo nabopaToputo.

11. Ha akcnepTn3y pasnunyHbiX NekapcTBEHHbLIX (hOPM OAHOMO U TOro XKe NeKapCTBEHHOro npenapara 3asBuTenb
NpeacTaBnsieT 3asiBNEHUS M PEMMCTPaLMOHHBbIE JOCbE Ha KaXayl NekapCcTBEHHYO hopmy.



12. MNpw ycnoBruM 0AHOBPEMEHHON NOJAYMN Ha 3KCNEPTU3Y NeKapCTBEHHOIO Npenaparta B OAHOW NekapCTBEHHOW
dopme, C pa3nnyHON JO3NPOBKOW, KOHLIEHTpaunen, 06 beMOM 3amnofHeHUS 3a9BUTENb NPeaCcTaBNsaeT O4HO 3asiBleHne U1
perncTpaLmoHHOe JOCke C NPUMOXEHNEM MaKeTOB YNakoBOK U 3TUKETOK Ha Kaxayto AO3MPOBKY, KOHLEHTpauuio, o6bem
3anosiHEHUS U KONNYECTBO 03 B yNaKoBKe, a Takke HOPMaTUBHOIO AOKYMEHTa No KayecTBy B Cnyvae pasnuyvs B
MEeTOAUKaX KOHTPONS.

13. B cnyyae npegocTaBneHns BOCNPOU3BEAEHHOIO NekapCcTBEHHOrO npenaparta oTe4eCTBEHHbIM MPOU3BOAUTENEM
Ha aKcnepTnsy 6e3 faHHbIX UCCreoBaHWN 3KBUBANEHTHOCTH, 3asiBUTENb B PEMMCTPaLMOHHOM A0Ckbe NpefocTaBnseT
NPOEKT NPOTOKOMa 1 rapaHTMNHOE MMCbLMO B NPON3BOSIbHON (POPME O NPeAOCTaBEHNN OTHETa KIMHNYECKMX
nccrnenosaHuii. [py aToM CpoK NpoBeAEeHNS UCCNeA0BaHNA HE BXOAMT B CPOK MPOBEAEHUSI 3KCMEPTM3bl NPU perncrpaumm.

14. MNpwn akcnepTM3e opdaHHbIX NTeKapCTBEHHbIX NPenapaToB 3asiBUTENb NpeAoCTaBnseT NporpaMmmy UCCneaoBaHum,
pesynbTaThl KOTOPbIX OYAYT ABNATLCS OCHOBaHMEM A8 NEPEOLIEHKN COOTHOLLEHNS "nonb3a-puck”, ¢ cobnogeHnem
NPVYMEeHEHNst NeKapCTBEHHOIO NpenapaTa nof CTporum HabnaeHem Bpaya 1 HeMef ieHHbIM NpefoCcTaBieHneM KapT-
Cco06LLeHMIN 0 NOBOYHBIX AENCTBUSX, CEPbE3HLIX MOBOYHBIX AENCTBUSAX N 06 OTCYTCTBMU APAPEKTUBHOCTU NEKapCTBEHHOIO
npenaparta B rocyJapCTBEHHbI opraH no opmMe, npeycMoTpeHHbIMM MNpaBunamu nposeaeHus chapmMakoHazsopa
NeKapCTBEHHbIX CPEACTB M MOHUTOPMHIa NOBOYHBLIX AENCTBUIA NEKapCTBEHHbIX CPEACTB, N3nenunii MeaNLIMHCKOro
Ha3Ha4YeHUs N MeANLIMHCKOWN TEXHWUKM, YTBEPXKAEHHbIMU Npuka3oM MUHUCTpa 30paBOOXpaHEHUs U CoLMansHOro passuTus
Pecny6nukn KasaxctaHn ot 29 mas 2015 roga Ne 421 (3apervctpyupoBaH B PeecTpe rocyiapCTBEHHOW permctpauum
HOpMaTMBHbIX NPaBoBbIX akToB noa Ne 11485).

15. B cnyyasx npeacTaBneHus 3asiBUTENEM HEMOJHOMO NakeTa JOKYMEHTOB, a Takke He CODMoAeHNs yCIOBUN,
npeaycMOTPEHHbIX NyHKTOM 8 HacTosawux Mpasun cneumanuct LLO3 oTkasbiBaeT B npueme 3asBneHus.
nasa 3. Nopsaaok npoBeAeHUA 3KCNEePTU3bl IEKapCTBEHHbLIX CPEACTB
Maparpad 1. ATanbl NnpoBeAeHUs1 IKCNepPTU3bl NeKapCcTBEHHbIX CpeacTB

16. OkcnepTr3a NekapCcTBEHHOrO CPEACTBA COCTOUT U3 CNeayroLLMX 3Tanos:

1) HavanbHas akcnepTu3a (Banugauusi PermcTpaumoHHOro 4OChE);

2) cneumanuamMpoBaHHasi 3KCNepTun3a;

3) nabopaTopHbIe UCTMbITAHUS.

17. 3kcnepTu3a NpoBOAUTCS C UCMONb30BaAHWEM 3NIEKTPOHHOW NPOrpaMmmMbl rocy4apCTBEHHOWM 3KCNEPTHON
opraHusauum "3kcnepTnsa NekapCTBEHHbIX CPEACTB, M30eNnnii MeANLUMHCKOrO Ha3Ha4YeHns U MeANLMHCKOW TEXHUKKN",
MHTErpMpoBaHHON C eanHow 6a3on AaHHbIX "CucTtema ynpaBneHus nekapcteseHHoro obecneyeHusa” EguHon
MHAOPMAaLMOHHON CUCTEMbI 30PaBOOXPAHEHNS.

Maparpad 2. MNopsiaok npoBeAeHUss HaYanNbHOW 3KCNepTU3bl (Banvaauuu permcTpalMoHHOro Aoche)
neKkapcTBEHHOro cpeacTBa

18. MNMocne npuema 3aaBNeHNs 3KCNEPTOM MPOBOAMTCA HayanbHasa aKcnepTnsa (Banngaumsi perMcTpauuoHHOro 4ocke)
NeKapCcTBEHHOrO cpeacTBa B CPOKU, NPeAYyCMOTPEHHbIE rnaBo 6 HacToswwmx Mpasun.

19. Mpwn HavanbHOM 3KcnepTu3e (Banvaauumn permcTpaumoHHOro 4OChE) NEKapCTBEHHOMO CPeACTBa NMPOBOANTCS
OLeHKa NOSMHOThI, KOMMMEKTHOCTU 1 NPaBUbHOCTU OPOPMIIEHUS JOKYMEHTOB, NPEACTABIEHHbIX 3asiBUTENEM B
perncTpaLmMoHHOM AOCbe B OTHOLLEHUWN AoKasaTenbCcTB 6e3onacHOCTH, 3PdEKTUBHOCTM U KavyecTBa NeKkapCTBEHHOro
cpencTsa.

20. B cnyyae Hanuuus 3ameyaHuii K JOKyMEHTaM perncTpaLmMoHHOro JOCke 3asBUTENO HanpaBnsieTcs NMCbMO C
yKa3aHWeM BbISIBNIEHHbIX 3aMeYaHWi U HE06X0OMMOCTM UX YCTPAHEHMS B CPOK, HE NPEBbLILIAKLNIA LIECTBAECAT
KaneHaapHbIX OHEN.

21. MNpwn He yCcTpaHeHWn 3aMeYvaHnin rocyaapCTBEeHHas IKCNepTHas OpraHM3aums HanpasrnseT 3asaBuTernto
yBegoMIeHne (B NPON3BOSIbHON (hopMe) O MpeKpaLLeHnM SKCNepTM3bl NIEKAapCTBEHHOTO CpeacTBa.

22. Mo pe3ynbTaTaMm HavarnbHON 3KCNepTU3bl (Banvaaummn perncTpaumoHHOro OChe) NEKAapCTBEHHOIO CPEeACTBaA C
Y4YETOM BbICTaBMEHHbIX 3aMeYaHWIn COCTaBMNSETCS OTYET HayanbHOW SKCNepTM3bl (Bannaauum permcTpaumoHHOro 4ocke)
NeKapCTBEHHOrO CpeACcTBa COrnacHo NpUIoXeHuto 4 k HacTosawwmM MNpaBunam nnu oTYeT HavanbHOW 3KCNEePTU3bI
(Banupauun permcTpaLuoHHOro A0Ckbe) N3MEHEHNA, BHOCUMBbIX B PErMCTpaLMoOHHOE A0Che NeKapCTBEHHOrO CpeacTBa
cornacHo npunoxeHuto 5 k Hactosimm Mpasunam.

Maparpad 3. Mopsaok npoBeAeHUs cneuvanu3MpoBaHHON 3KCNEPTU3bl NIeKapCTBEHHbIX CpeaAcTB

23. NonoxutenbHbIA pesynbTaT HavanbHON 9KCNepTu3bl (Banuaaumm perncTpaumoHHOro OChe) NeKapCTBEHHOrO
cpencTBa SIBNSIETCS OCHOBaHUEM A1 NPOBEAEHNS CNELNAnM3npoOBaHHON 3KCNEPTU3bl NeKapCTBEHHOTO CPEACTBA B
CpOKU, MpeayCMOTPEeHHbIe rMaBo 6 HacTosawwmx Mpaswun.

24. CneuunanuanpoBaHHas 3KCNepTM3a NekapCTBEHHOrO CPEACTBA BKIHOYAET U3yYeHUe LOKYMEHTOB
pervcTpaLmoHHOro Aocke Ha npeamMeT 6e3onacHocTH, 3heKTUBHOCTM 1 KAYeCTBa NEKapCTBEHHOIO CPEACTBA NyTeM
OLEHKMN MaTepuarnoB AOKNMHNYECKNX (HEKITUHUYECKUNX), KITMHUYECKUX UCCNefoBaHui, NCMbITAHUIA Ha
OGUO3KBMBaANEHTHOCTb, aHanM3a AaHHbIX N0 KA4YeCTBY NEKAPCTBEHHOIO CPEACTBA, B TOM YMCHE OLIEHKY
hapMaKOKMHETUYECKOTO 1 (Mnn) hapMaKkOAMHAMUYECKOrO B3aMMOAENCTBUS HA NpeaMeT COOTBETCTBUSA NepeyHto
HepaumoHarnbHbIX KOMOUHALMIA NEKAPCTBEHHbLIX CPEACTB COrMacHO NpUoXeHuto 6 k Hactoswum MNpasunam.



25. CneuunanuanpoBaHHas 3KCrNepTM3a fekapCTBEHHOrO CPEACTBA OCYLLECTBISETCS rPynnoi 3KCnepToB
rocyapCTBEHHOWN 3KCNEPTHOM OpraHM3aLmn ¢ npueneyeHnemM (npu HeobxoauMOCTM) BHELUTATHbBIX NPOMUIBHBIX
3KCNEepTOB.

26. Mo pe3ynbTatam n3yyeHuss OKYMEHTOB PErmcTpauUMOHHOro 4OChe Ha dTane cneunannampoBaHHOW SKCNepTU3bI
3a8BUTENIO HaMpaBIAeTCA CBOAHbIV 3anpoc (B Npou3BorbHoN hopme) no 6esonacHocTu, 3eKTMBHOCTU U Ka4ecTBy
nekapcTBEHHOro cpefcTaa.

27. 3asBuTenNb B TEYEHNE LLIECTUAECATU KaneHaapHbIX AHEN HanpaBnsieT OTBET U Heobxoaumble matepuarnsl Ha
3anpoc rocyfapCTBEHHOW IKCNEPTHOW OpraHn3auun.

B cnyyae BO3HWKHOBEHUSI [OMONHUTENBHBIX BOMPOCOB, KAcaloLNXCS CBEAEHWI, MPeACTaBMNeHHbIX 3agBUTENEM B
OTBEeTe Ha NPeALIECTBYIOLLMI 3anpoc, 3asBUTENb B TEHYEHNE TpuauaTth KaneHaapHbIX AHEW ¢ MOMEHTa NosyYeHus
3anpoca HanpasnseT OTBET K HeobxoAnMble MaTepumarnbl Ha JOMONHUTENbHBIW 3aNPOC rocy4apCTBEHHON 3KCMEPTHOM
opraHusauuu.

28. MNpu He NnpegocTaBneHnn 3asBuUTenemM OTBETOB Ha 3anpoC roCyAapCTBEHHOW IKCNEPTHOW OpraHusaumm B
YCTaHOBIEHHBIN CPOK COrNacHo NyHKTY 27 HacToAwwmx MpaBun, a Takke NpegocTaBNeHny HEMNOMHOMo oTBeTa U
HeobXxoaAMMbIX MaTepranoB COCTaBNSETCS OTpULLATENbHBIN CBOAHbIA OTYET IKCMIEPTOB MO OLEHKE NEKapCTBEHHOTO
npenapata u Mmatepuarbsl HanpaBnalTCA B AKCNEPTHLIN COBET AN NMPUHATUSA pelleHus 06 oTkase 1 npekpaLleHnm
3KCNepTU3bl NIEKapCTBEHHOrO CpeacTBa.

OKCnepTHLIV COBET paccMaTpmBaeT NOCTYNUBLLME MaTepuarnbl eXeMeCA4YHO U pedyrnbTaThl PeLleHns HanpaBnaTCcs
3a9BUTENIO B TEYEHWNE AECATU KaneH4apHbIX LHEN.

29. Mo pesynbTaTam cneumann3mpoBaHHOW 3KCNepTn3bl cocTaBnseTcs CBOAHbLIN OTYET 9KCMEPTOB NO OLEHKe
nekapcTBEHHOro npenapara no oopme cornacHo NpunoXeHuto 7 k Hactoswmm MNpasunam n CBOOHbIM OTHET 9KCNEpPTOB
No OLEHKe NeKapCTBEHHOrO Npenapara npyu M3MeHEHWsX, BHOCUMbIX B PETMCTPaLMOHHOE IOChE COMMacHO NPUMNOXEHUIO 8
K HacTosAwwmMm lMpaBunam. B oTyeTe akCnepToB MO OLIEHKE NIeKapCTBEHHOrO npenapaTta oTpaxaloTCcs BCe acnekThbl
6e3onacHocTn, adhEKTUBHOCTU 1 Ka4eCcTBa NeKapCTBEHHOIO NpenapaTa.

Maparpac 4. NMopsigok npoBeaeHUs NabopaTopHbIX UCNbITAHUNA NIEKAPCTBEHHbIX CPeACTB

30. B cny4ae nonoxuTensLHOro otyeTa cneLuanm3npoBaHHOW SKCNepTn3bl NPOBOAATCS NabopaTtopHbie UCMbITaHNS
NeKapCcTBEHHOrO cpeAcTBa B CPOKW, NPefyCMOTPEHHbIE rnaBow 6 HacTosiwmx Mpasun.

31. JTabopaTopHble UCNbITaHWS NTEKaPCTBEHHOIO CPEACTBA OCYLLECTBIAIOTCS B UCMbITATENbHbLIX TabopaTtopusix
rocyjapCTBEHHOWN 3KCMNEPTHOM OpraHM3aLmnn B Liensx NoATBEPXKAEHNSA COOTBETCTBUSA Noka3aTenen 6e3onacHoCcTy n
KayecTBa NekapCTBEHHOro CPeACTBa U BKITHOYAIOT:

1) ncnbiTaHme o6pasLoB NEKApPCTBEHHOIO CPeACTBa;

2) onpefgeneHne BOCNpoM3BOANMOCTU METOAMK aHanmaa.

WcnbiTaHne 06pasuoB NekapCTBEHHbIX CPEACTB C UCTONb30BaHMEM KOMMeKca U3NKO-XMMUYECKNX, Bruonornyeckmx
nccrneaoBaHUn HanpaBeHo Ha onpeaeneHne KONMYECTBEHHOTO U KAYECTBEHHOIO CoAepXXaHUs AeNCTBYOLWUX U
BCMOMOraTesbHbIX BELLECTB, MPMMECEN, a TakkKe CTeneHn duonornyeckon 6esonacHocTn (MMKpoburonornyeckas YmcToTa,
TOKCMYHOCTb, MUPOrEHHOCTD).

OnpepeneHne BOCNPOM3BOANMOCTN METOAMK aHanM3a no KOHTPO0 Ka4YecTBa NeKkapCTBEHHOIo CpeacTea
OCYLLECTBNSETCH B LIeNax NOATBEPXKAEHUS X COOTBETCTBUS, NPeayCMOTPEHHbIX HOPMaTUBHBIM JOKYMEHTOM MO
KayecTBy.

32. NNabopaTtopHble UCnbITaHNs He NPOBOAATCS Mpu:

1) npoaneHnn cpoka AeNCTBUSt PErMCTPaLMOHHOIO YI0CTOBEPEHNS NIEKAPCTBEHHOIO CPeacTBa (B Cny4vyae OTCyTCTBUSA
peknamaumin Ha Ka4ecTBO NeKapCTBEHHOro CpeacTBa M no pesynbtatam papmakoHagsopa Ha 6e3onacHoOCTb
JNleKapCTBEHHOIro CpeACcTBa), NPOM3BEAEHHOIO B YCIOBUAX Haanexallen npou3BoaCTBEHHON MPAKTUKA U
NpUCYTCTBYOLLEro Ha dhapMaLeBTUYECKOM pbiHke Pecnybnvkn KasaxctaH He MeHee BOCbMM NeET;

2) aKcnepTuse neKkapCTBEHHOIO CPeACTBa, MPOM3BEAEHHOrO B cTpaHax permoHa ICH (AnCundny);

3) aKkcnepTM3e nekapCcTBEHHbIX CPeACTB, NpekBanuduumnpoBaHHbIX BcemupHoi opraHunsaumen 3apaBooXpaHeHunst;

4) NpoAneHnn cpoka AeNCTBUS PErmcTpaLmoHHOro yA0CTOBEPEHNS NEKapCTBEHHOIO CpeacTBa, NPOM3BELEHHOIO B
Pecny6nuke KasaxcTaH.

33. B cny4ae BbISIBMEHNA 3aMeYvaHunin Mo pedynbTatam NnabopaTopHbIX UCTIbITaHUIA 3asiBATENO HAaNpaBnseTcst MMCbMO
C yKasaHneM BbISIBNIEHHbIX 3aMeYaHnii 1 He0b6XOAMMOCTM UX YCTPaAHEHNSI B CPOK, HE MPEeBbILLAOLLNIA OEBAHOCTA
KaneHaapHbIX OHEN.

34. lNpwn He NpefoCTaBneHn 3asiBMTENEM OTBETOB BbICTaBMNEHHbIE B MUCbME rOCYAapCTBEHHOW IKCMEPTHOWN
opraHusauum 3amMmedaHusi B YCTaHOBMEHHbIA CPOK COrnacHo NyHkTy 33 HacTosawwmx MNpaBun 1 oTpuuaTtenbHbiX
pesynbTaTax nabopaTopHbIX UCMbITAHUIA MaTepuarbl HAaNPaBNSATCA B OKCNEPTHLIN COBET AN NPUHATUSI peLleHnsi 06
OTKa3e 1 NpekpaLleHn IKCNepTN3bl NeKapCcTBEHHOrO CPEACTBA.

35. Mo pesynbTatam nabopaTopHbIX UCNbITAHUIA NEKapCTBEHHOrO CPEACTBA UCMbITaTeENbHOM nabopatopuei
COCTaBnsAETCsl NPOTOKOM UCMbITaHU MO hOpMeE COrnacHo NpunoxeHuto 9 kK HactoAwmm Mpasunam.



36. B cny4yasix HEBO3MOXHOCTM NpoBeAeHUst nabopaTopHbIX UCMbITaHWI 0Opa3L0B NEKAPCTBEHHbLIX CPEACTB B
ucnbelTatensHon nabopaTopmmn rocyaapCTBEHHOW IKCMEPTHOW OpraHu3aLun, B TOM YMCIIe NPU UX OTHECEHWM K KaTeropum
ophaHHbIX, HAPKOTUYECKMX, MCUXOTPOMHBIX UMW NpeAHa3HavYeHHbIX ANs NeYeHns BbICOKO3aTPaTHbIX HO30110rui
BCNEACTBME NX BbICOKON CTOMMOCTU, HEBO3MOXHOCTW COBNIOAEHNS YCNOBUI TPAHCNOPTUPOBKM YKasaHHbIX 06pa3LoB Ha
TeppuToputo Pecnybnukm KaszaxctaH u (Mnu) nx xpaHeHum, oTCyTCTBUM crieumansHoro o6opyaoBaHns 1 pacxogHbiX
maTepuarnoB B 3KCNEPTHOW OpraHnsaumm 1 B criydasx, ecrim HOpMaTUBHLIMU JOKYMEHTaMM NO KavecTBYy NpoayKuun
YCTaHOBIEHbI UCMbITAHUSA, CBSI3aHHbIE C OOMNbLUMMMK 3aTpaTtamMy CpeacTB NPON3BOAMTENS, JOPOroBMU3HON 06pasLoB, C
obpasuamu, TpebyroLwmmn 0cobbIX YCNOBUIA TPAHCMOPTUPOBKM, cneundmryeckoro 060pyaoBaHMs 1 BCNoMoraTernbHbIX
cpencTB nabopaTopHble UCTIbITAaHNUS MPOBOAATCA B MPUCYTCTBUM NpeacTaBUTENel IKCNepTHOW opraHnsaumm B
nabopaTopuun KOHTPOSst Ka4ecTBa NPON3BOAMUTENS UMK B KOHTPaKTHOM nabopatopuu, NCnonb3yeMon Npou3BOAUTENEM.

Mo pesynbTatam nabopaTopHbIX UCTbITaHNA cocTasnsaeTca OTyeT 0 pesynbTaTtax nposeaeHnsa nabopaTopHoOro
ncnblTaHus B nabopaTopun KOHTPONSA KayecTBa NpOU3BOAUTENS UMW B KOHTPAKTHOW NnabopaTopuu, UCNOoNb3yeMoi
npoussoanTeneM cornacHo npunoxexuto 10 k HacTosawmm Mpasunam.

naBa 4. NMopsagok hopMmupoBaHUs pe3ynbLTaToB NPOBeAEeHHOW 3KCNepTU3bl IeKapCTBEHHbIX CPeAcTB

37. o okoHYaHMK IKCNEPTU3bI (Ha4anbHOW 3KCNepTU3bl (Bannaauum perncTpaumMoHHOro JOCke),
crneumanuaMpoBaHHOW 3KCNEePTM3bl U NabopaTopHbIX UCTbITAHWI) 3asSBUTENb B TEYEHME TpUaLaT KaneHaapHblX AHEN, He
BXOZSALLMX B CPOK NPOBEAEHMS 3KCNEPTU3bI COrNacoBbIBAET C roCy4apCTBEHHOMW 3KCMEPTHOW opraHu3aumen obwme
(agMuHMCTpaTMBHBIE) CBEAEHNS O NeKapCcTBEHHOM npenapaTe, MTOroBble AOKYMEHTbl (HOPMaTUBHbLIA JOKYMEHT No
KayecTBY, MHCTPYKLUMIO MO MEAULIMHCKOMY NMPUMEHEHMWIO 1 MAPKUPOBKU MaKeTOB YNaKkoBKW, 3TUKETOK, CTUKEPOB).

CornacoBaHune OCyLLEeCTBNSETCH B 9NEKTPOHHOM BUAE N0 UHAMBKAYaNbHOMY Maponto Yepes NUYHbIN kabuHeT unm
nyTem npegocTaBrneHnst NMcTa cornacoBaHums.

38. Mo pesynbTataM NpoBeeHHOW 3KCNEPTU3bl NTEKapCTBEHHOIO CPeACTBa rocy4apCTBEHHAs aKcnepTHas
opraHusaunsi cocTaBnsieT 3aknoyeHre o 6e3onacHocTy, APMEKTUBHOCTU N Ka4eCTBE NEKapCTBEHHOIO CpeacTaa,
3asBIIEHHOIO Ha 3KCMEepTM3y cornacHo npunoxeHuto 11 k HacTosiwmm MpaBunam u 3aknioyeHne o 6e3onacHoOCTy
3P PEKTUBHOCTM M Ka4YeCTBE NEeKapCTBEHHOro CpeacTBa 3aABIEHHOIO Ha 9KCMepTM3y U3MEHEHWI, BHOCUMbIX B
perncTpaLmoHHOe JOCbe COrnacHoO NpunoxeHuto 12 k Hactoawmm MNpasunam.

39. l'ocypapcTBeHHas aKkcnepTHas opraHusauns HanpaenseT B 31EKTPOHHOM BUAE C 3MEKTPOHHO-LMpoBoi
NOANUCHIO pyKoBOAUTENS (MM YNONHOMOYEHHOMO NMua) 1 OTBETCTBEHHBIX NLL, NMPOBOAMBLLMX 3KCNEPTU3Y, B
rocy4apCTBEHHbIV OpraH:

3akntoyeHne o 6esonacHoCTn, 3pPEKTUBHOCTU N KAYECTBE NEKApPCTBEHHOIO CPeacTBa;

HOPMAaTMBHbIV JOKYMEHT MO KayecTBY, YTBEPXAEHHbIN 3asBUTENEM U COrMacoBaHHbIA 3KCNEPTHOW OpraHn3aunen;

WHCTPYKLMIO MO MEAMLMHCKOMY NPUMEHEHUIO NTEKAapCTBEHHOIO NMpenapara Ha Ka3axCKoM U PYCCKOM A3blKax,
paspabaTbiBaemyto B cOOTBETCTBUM C [1paBunammn coctaBneHms n opopMmneHnss MHCTPYKLUN N0 MEANLMHCKOMY
NPVYMEHEHUIO NEKAPCTBEHHbIX CPEACTB U U3AENUA MEQULIMHCKOTO Ha3HaYeHUsl, yTBEPXAEeHHbIMU npukazom MuHucTpa
30paBoOOXpaHeHns 1 coumanbHoro passutusa Pecnybnvkm KazaxctaH ot 29 mas 2015 roga Ne 414 (3apernctpupoBaH B
PeecTpe rocynapctBeHHON perncTpaumm HopMaTUBHbIX NpaBoBbix akToB noa Ne 11495) u cornacoBaHHy0 3KCNepTHON
opraHusauuen;

MaKeTbl yNakoBOK, 3TUKETOK, CTUKEPOB NEKapCTBEHHOIO CPeacTBa, Ha Ka3axCKoOM M PYCCKOM 5i3blKax, COrnacoBaHHbIe
3KCNepTHOM opraHmsaumnen.

40. 3akntoueHne o 6e3onacHOCTH, 3PPEKTUBHOCTU U KAYECTBE NEKAPCTBEHHOIO CpeacTBa AENCTBUTENBHO CTO
BOCEMbJECAT KarneHaapHbIX AHEN. B cnyyae ucteyeHusi cpoka AeNCTBUS 3aKMHOYEHWS, 3asiBUTENb NOBTOPHO NofaeT
3agBneHue, JOKYMEHTbl 1 MaTepuanbl Ha NpoBeAeHUe IKCNePTM3bl NNEKAPCTBEHHOTO CPEACTBA, NPeayCMOTPEHHbIX B
nyHkte 8 HacToswwmx Mpasun.

41. [Ina nekapcTBEHHbIX CPeACTB OTEYECTBEHHOIO NPOM3BOACTBA, NPOM3BOAMMbIX Af1si 9KCMOPTa U BHYTPEHHErO
pblHKa CTpaHbl NOA Pa3HbIMU TOPrOBbIMU Ha3BaHUAMW, SKCNEPTM3a NPOBOAMTCH C Bblgayen O4HOro 3aKIoveHns o
6e3onacHocTn, ahEKTUBHOCTU 1 KaYecTBe.

42. OcHOBaHUSAMM BblAauyn OTPULATENBHOrO 3aKryeHns 0 6e3onacHocTu, 3PEKTUBHOCTM U KayecTBe
NeKkapCcTBEHHOrO cpecTBa SIBMAITCA:

1) HenpepacTaBneHMe NOIHOIO KOMMIEKTa PEMMCTPALIMOHHOIO A0CkE NMOCIEe Bblgayn 3ameyaHunin 3asiBUTENIO B
npouecce NpoBeAeHNs IKCMepTU3bl B CPOKU, YCTAHOBMNEHHbIE HacTosAwmmn NpaBunamu;

2) npefcTaBneHve 3asiBUTENEM HeJOCTOBEPHbLIX CBEAEHWIA;

3) 6onee Hu3kne 6e3onacHOCTb U APDEKTUBHOCTE MO CPABHEHMIO C paHee 3aperncTpUpoBaHHbLIMK aHanoramu;

4) bonee HM3KMe NokasaTenu kavecTsa u 6e30nacHOCTU, pernaMmeHTMpoBaHHble MocynapCcTBEHHON hapmakoneei
Pecny6nukn KasaxctaH nnv gpapmakonesiMu, NnpuaHaHHbIMU AEACTBYOLLMMU Ha TeppuTopun Pecnybnuvkm KaszaxctaH, nnm
B CPaBHEHWW C paHee 3aperMcTpmMpoBaHHbIMM aHanoramu;

5) Hanu4yMe B cocTaBe NEKapCTBEHHONO CPEACTBA BELLECTB U MaTEPUAIoB, 3anpeLLeHHbIX K MPUMEHEHWIO B
Pecnybnuke KasaxcTar;

6) nonyyeHne oTpuLaTENbHbIX Pe3yNbTaToB OAHOMO M3 3TarnoB 3KCNepTU3bl;



7) HecooTBeTCTBME (haKTUYECKMX YCNOBUIA NPON3BOACTBA N CUCTEMbl O6ecneyeHns ka4ecTBa yCroBusiM,
obecneyrBaoLLMM 3asBIeHHYI0 6e30macHOCTb, 3EKTUBHOCTL 1 KAYECTBO MO pe3ynbTaTtam OLEeHKM MPOM3BOACTBA M1
cuctembl obecneyveHns KayecTsa;

8) oTka3 3asBUTENs OT OpraHM3auun noceLleHnsa npegnpuaTusa (NPOM3BOACTBEHHON NMOLWAAKM) C LEenblo OLEHKN
yCMoBUiA NPOM3BOACTBA M CUCTEMbI OBecneyeHns kayecTsa, B COOTBETCTBUM C TpeboBaHMSAMU 3akoHOAaTeNbCTBa
Pecnybnukn KasaxcraH.

43. B cnyyasix oTpuuaTenbHOro 3akntoveHunst o 6eaonacHocTy, aeKTUBHOCTU U KaYecTBe f1eKapCTBEHHOMo
CcpefacTsa Unu oT3biBa 3asBUTENEM 3asBMNEHNS Ha IKCNepTM3y nocrne Havana npoBeaeHns aKenepTusbl, CTOUMOCTb
NpoBeAeHNs 3KCMepTHbIX PaboT 3asBuTento He Bo3BpaLlaeTcs.

44. To pesynbTatam 3KCNepTU3bl FOCYAAPCTBEHHAsA 3KCMepTHasA opraHu3aums dopMmMpyeT CBOAHBIN OTHET Mo
6e3onacHoCcTU, 3h(PEKTUBHOCTM U Ka4eCTBY NeKapCTBEHHOrO npenapaTa B COOTBETCTBMM C npunoxeHnem 13 k
HacToAwwmmMm [Mpasunnam, YacTb KOTOPOrO pa3MeLLaeT Ha MHTEPHET-Pecypce rocyAapCTBEHHOW SKCMEPTHOM OpraHu3aumu.

45. MNocne 3aBepLUeHNs NpoLeaypbl KCNepTU3bl rocy4apcTBEHHAsA aKcnepTHasa opraHunsaums dpopmupyeT
3MEKTPOHHbIN apXMBHbIN 3K3EMNISAP PErMCTPALMOHHOMO AOCke, CoAepXalLmii AOKYMEHTbI U MaTepuarnsl pedynbraTta
3KCMepTU3bl (AONONHUTENbHbIE MaTepuansl, NpeAcTaBlieHHbIe 3asBUTENeM Mo 3anpocy rocyaapCTBEHHOW SKCNepTHOWM
opraHusauum, oT4eT No Banuaaunmn perucTpaLmMoHHOro 4OCke, 3aKMIOYUTENbHbIA CBOAHbLIN OTHET 3KCNEPTOB MO
KPUTNYECKOW OLIeHKe NeKkapCTBEHHOTo npenapara, NPOoTOKOSbl UCMNblTaTenbHON nabopatopum), 3akmnoveHne o
6e3onacHoCcTH, 3MEKTUBHOCTU U KaYeCTBe, YTBEPXKAEHHYIO NHCTPYKLMIO N0 MEANLMHCKOMY NPUMEHEHUI0, HOPMAaTUBHbIN
AOKYMEHT MO Ka4eCTBY NeKapCTBEHHbIX CPEACTB C NPUCBOEHHLIM HOMEPOM, YTBEPXKAEHHbIE MaKeTbl YNaKOBOK, 3TUKETOK,
CTMKEPOB, XpaHsILLMECs B 9NEKTPOHHOM apXxumBe.

Bo Bpems aencTBus pernctpaumoHHOro yaoCTOBEPEHNS apXMBHOE PErMcTpaLMoHHOE A0Cke, AONOMHAETCH
perncTpaumoHHbIM JOCbe, MOAaHHBIM HA BHECEHME U3MEHEHWUIA, coaepXXallyM AOKYMEHTbI U MaTepuansl pe3ynbTaTtoB
3KCNEepTU3bI.

PernctpaunoHHoe 4oCbe XpaHUTCSA B ANEKTPOHHOM apXvMBe Ha 3NeKTPOHHOM HOCUTENe B TeYeHue AecaTu NneT.
naBa 5. Oco6eHHOCTM NPOBeAEHUA IKCNEPTU3bI JIEKAPCTBEHHOrO cCpeacTBa

46. Pa3bACHEeHNsa nny yTOYHEHWS, BO3HUKaoLWMe B Nepuos NpoBeAeHNs 3KCNepTu3bl MeXay rocyaapCTBEHHON
3KCMepTHOWN opraHm3auven n 3assuTenem, ocyllectensoTcs yepes LIO3 nytem dopmMmpoBaHns 311eKTPOHHOIO
OOKYMEHTa Mo MHAMBUAYyanbHOMY Naposto 3asBuUTens Yepes MHPOPMaLMOHHYHO CUCTEMY C 3NEKTPOHHO-LMpoBOWA
NOAMNMWCLIO 3asiBUTENSA U rOCYAapCTBEHHOW IKCMEPTHOW OpraHn3aumm nm Ha 6yMadkHbIX HOCUTENSX.

Ha Bpemsi npegocTtaBneHns 3asBuTenem 3anpalumBaemblX JOKYMEHTOB 3KCNepTnsa NpnuocTaHaBnMeaeTcs.

47. B pamkax aKcrnepTusbl rocy4apCTBEHHas SKCMepTHas opraHnsaumns ocyLLecTBRsAeT NPOBEPKY ayTEHTUYHOCTU
nepeBoOAa Ha Ka3axCKvi A3blK MHCTPYKLMIA MO MEAULIMHCKOMY NMPUMEHEHWNIO, MapKUPOBKM MaKeTOB YNaKoBKW, STUKETOK,
CTUKEPOB.

48. ViHcbopmaumsi B MHCTPYKLMKN NO MEAVLIMHCKOMY NPUMEHEHWIO OPUMMHArIbHOTO NleKapCTBEHHOrO Npenapara,
npepnaraemon Ana Pecnybnukm Ka3axctaH cOOTBETCTBYET MHPOPMALIMK, N3NOXEHHON B OOLLEV XapakTepucTmke
rnieKapCcTBEHHOro npenapara.

B MHCTpyKUMM NO MEONLIMHCKOMY NMPUMEHEHMWIO NIEKapCTBEHHOrO nNpenaparta oTpaxaeTcs uHdopMaums o
BCMOMOraTenbHbIX BeLecTBaxX, HOMUHaNbHOM VX COOEPXXaHUU B NNEKapCTBEHHbIX Npenaparax, a Takke orpaHnyeHns
NPUMEHEHNs NekapCTBEHHOro npenapaTa CornacHo Npunoxexuto 14 k HacToswmm MNpasunam.

49. NHCTpYKUMSA N0 MEAMLMHCKOMY NPYMEHEHUI0 BOCNPOM3BEAEHHOIO NekapCTBEHHOro npenapata u buocumunsapa
COOTBETCTBYET 06LLel XapakTep1cTKe OPpUrMHanbHOro fiekapCcTBEHHOro npenapara. B criyyae oTnmMums B MHCTPYKLMM NO
MeONLIMHCKOMY NMPUMEHEHMWIO BOCNPON3BEAEHHOTO NIEKapCTBEHHOIO Npenapara 1 Guocumunspa oT OpUrMHanbHOro
npenaparta no nNokasaHusM K MPUMEHEHMIO B CTOPOHY PaCLUUPEHWS, UMK PeXuma A403VPOBaHUSA UK NyTU BBEAEHWS
npeaocTaBnAloTCA pesyfbTaTbl COOTBETCTBYIOLLMX KIIMHUYECKNX NCCNeA0BaHUN.

50. fepxaTenb perMcTpaumMoHHOro yaoCTOBEPEHMSA OPUIMHANbBHOrO Npenaparta nogaeT 3asBreHe Ha BHECEHUe
N3MEHEHWI B MHCTPYKLMIO MO MEAULMHCKOMY MPUMEHEHUIO B Te4YeHWe AeBAHOCTa KaneHaapHbIX AHeln nocne obHoBneHns
o6LLen xapaKTepuCTKKN NeKapCTBEHHOTO nNpenapaTa B CTpaHe NpoM3BOAUTENSA UMW AepXKaTens perncTpaLyuoHHOro
YAOCTOBEPEHUS.

51. NlocypapcTBeHHast akcnepTHas opraHM3aums Nocrne BHECEHNSA M3MEHEHUI B MHCTPYKLMIO OPUrMHaNbHOMo
NeKapCTBEHHOrO npenapaTta uUnu nNpv BeIABMEHUN MO MEXAYHapPOAHbLIM NCTOYHMKAM U pe3ynbTaTam dapMakoHaasopa ob
N3MeHeHMsX B obLLen xapakTepmcTKe OpUrMHanbHOro NIekapCTBEHHOrO Npenapara u3seLaeT Yepe3 MHOPMaLNOHHbIE
pecypcbl BCeX AepaTernen perMcTpaumoHHbIX YAOCTOBEPEHWIN TEeHEPMYECKMX NpenapaToB 0 He0H6XOAMMOCTH BHECEHWS
COOTBETCTBYIOLLMX U3MEHEHWUI B UHCTPYKLIMIO MO MEANLIMHCKOMY NMPUMEHEHWIO Yepes npoueaypy BHECEHUS UBMEHEHWUI B
perncTpaumoHHoe JoCbe B TeYeHue AeBAHOCTa KaneHaapHbIX AHEN Nocne BHECEHUS U3MEHEHWI B MHCTPYKLMIO
OpUrMHanNbLHOro Npenapara nHdopmMaumm no 6e3onNacHOCTM 1 B TeYeHUW ABEeHaaLaTV MECALEB B OCTarbHbIX CyYasX.
[epxaTenb perMcTpaLmMoHHOro YA0CTOBEPEHNS OPUTMHANBHOrO npenapata BHOCUT U3MEHEHUSI B UHCTPYKLIMIO NO
MEeOULUHCKOMY MPUMEHEHMWIO Ha OCHOBaHUN yBEAOMIIEHUS (B NPOUN3BOSbHOM (hOpMeE) rocyapCTBEHHOW 3KCMEPTHOM



opraHusauum no HeCOOTBETCTBUAM, BbISIBNIEHHBIM B pesynbTaTe dhapmakoHagsopa v no opuumnanbHbiM MexXayHapoaHbIM
MCTOYHMKaM B TeYeHne AeBSHOCTa KaneHaapHbIX QHEen.

52. MNpun HeBbINONHEHUW YCNOBUS, yka3aHHOro B nyHkTax 50 n 51 HacTtoswmx Mpasun, rocyaapcTBeHHas aKkcnepTHas
opraHusauus ysegomnsieT (B Npon3BonbHON hopmMe) rocyaapCTBEHHbIV OpraH B cdepe obpalleHnst nekapCcTBEHHbIX
CpeacTs, N3nenuii MeAMLMHCKOTO Ha3HAYeHNs U MEAMLIMHCKON TEXHUKM (4anee — rocyAapCTBEHHbIV opraH) o
HeobXxoAMMOCTU NPUOCTAHOBNEHNSA AENCTBUSA PETMCTPALIMOHHOIO YOOCTOBEPEHMS.

53. Ha nekapcTtBeHHble cpeAcTsa, MmetoLme 6eccpoyHoe perncTpaLroHHoe yA0CTOBEPEHNE rocyAapCTBeHHas
3KCNepTHas opraHnsauunsi ocyLeCcTBASET NEPUOANYECKYIO OLIEHKY COOTHOLLEHMS MOMNb3bl UMW pUcCka Ha OCHOBaHUU
hapmakoHa3opa ¢ BO3MELLEHNEM PACXOA0B roCcyapCTBEHHOM 3KCMEPTHOW OpraHn3aLmumn Ha OCHOBaHWUKM Jorosopa
MexXay 3asBUTeNeM U rocyapCTBEHHOW 3KCNEePTHON opraHnsaumnen.

54. DkcnepTr3a N3MEHEHWI, BHOCUMbIX B PErMCTPaLMOHHOE J0Cbe, OCYLLIECTBIAETCA Ha NIekapCTBEHHOEe CPeacTBO B
nepuof AencTBunst perncTpaumoHHOro YJ0CTOBEPEHNS N HE OKasbiBaeT OTPULATENIbHOrO BIIMSIHUS HA COOTHOLLEHWE
nonb3a-pucK nekapcTBEHHOro npenapara.

55. VlaMeHeHus knaccuduumnpyoTcs B COOTBETCTBUM C NepeyHeM n3MeHeHnin, BHOCUMBbIX B permcTpaunoHHoe Aocke
NeKapcTBEHHOro cpeAcTBa CornacHo nNpunoXeHuno 15 k Hactoswmm Mpasunav Ha:

1) nameHeHus Tuna A - He TpebyioLme HOBOWM perncTpaumnmn (HeaHauymTenbHbIE U3MEHEHWS, KOTOPbIE OKasbiBaloT
He3HauuTenbHOe BMSHNE UMW HE OKa3blBalOT BNUSHUS Ha kavyecTBO, 6e30nacHOCTb U 3PdEKTUBHOCTL f1eKapCTBEHHOIO
npenapara, » kacaloTCq BHECEHUSA NOMPaBOK B COAEPXKaHne maTepmnanos perncTpaunmoHHOro 40Cbe, NOAAHHbIX B Neprog,
AEeNCTBUA PerMcTpaLmoHHOro yA0CTOBEPEHNS NekapCTBEHHOIO npenapara);

2) nameHeHus Tuna Ib - He TpebytoLme HoBOW perncTpaunm (He3HaunTernbHbIE UBMEHEHUS, KOTOPbIE HE ABMAIOTCS
nm3meHeHuamu Tuna IA v tuna ll);

3) nameHenns tuna Il - nobble N3MEHEHNs K MaTepuanaM permcTpaunoHHOro gocke, He TpebytoLme HoBON
permcTpauumn nekapcTBEHHOro npenapara U KOTopble MOryT OKa3blBaTb 3HAYMTENbHOE BIIUSIHNE Ha ero KayecTso,
6e3onacHOCTb M 3 EKTUBHOCTb;

4) cpoYHble N3MeHeHus, kacarwmecs 6e30nacHOCTU NekapCcTBEHHOrO CPEACTBa - CPOYHbIE BPEMEHHbBIE OrpaHnYeHuns,
CBSi3aHHble ¢ 6e30MacHOCTbIO NCMONb30BaHNSA NeKapCTBEHHOMO npenapaTta, KOTopbie BHEAPSAIOTCA 3asBUTENeM B criydae
BbISIBMIEHWSA pyCKa A5 OOLEeCTBEHHOrO 340POBbSA MPY NMPUMEHEHWNN 3aperncTpMpOBaHHOIO (MepeperncTpMpoBaHHOIo)
nekapcTBEHHOro npenapata. [lepxartens permcTpaLymoHHOro yaoCTOBEPEHNS B TeYeHMe ABaLaTh YeTbipex YacoB
yBeAOMNAET O BBOAMMbIX UM OrpaHUYeHuAX rocyAapCTBEHHbIN opraH. Ecnu B TedeHve ABaauaTt YeTbipex YacoB nocre
nony4yeHns 3Ton nHpopmaLmmn OT roCyAapCTBEHHOIO OpraHa He MOCTYNWIO BO3PaXXEHUI, SKCTPEHHbIE OrpaHNYeHNs,
CBfi3aHHble ¢ 6e30MacHOCTbIO, CHMTAOTCA NPUHATLIMU. CPOKU peanuaaummn orpaHMYeHnii oroBapmBatoTCs AepXaTenem
perncTpaLmoHHOro yaoCTOBEPEHNS U FOCYAapCTBEHHLIM OPraHoM.

OKCTPEHHbIE OrpaHNYeHns, CBsi3aHHble ¢ 6e30MacHOCTBIO MHULIMMPYIOTCA FOCYAapCTBEHHBIM OPraHOM NPW HanM4uMu
puycka Ans XXn3HW 1 300pOBbs YenoBeka.

3asBneHne Ha BHECEHNE N3MEHEHUI, KaCcatoLLMXCA BBEAEHMS 9KCTPEHHbIX OrpaHNYeHni (MHULMMPOBAHHbIX
AepxaTenem permcTpaunoHHOro yaAoCTOBEPEHUS UNW rocyAapCTBEHHBIM OpraHoM), ModaeTcs Aepxarenem
pPEerncTpaLmoHHOro yAoCTOBEPEHUSI HA PACCMOTPEHME HE MO3AHEee, YEM B TEYEHME LIeCTMAECATU KaneH4apHbIX AHEN C
MOMEHTa YBEAOMITEHMS.

56. JkcnepTn3e NOANEXUT KaXaoe KOHKPETHOEe U3MEHeHWe, Aaxe Npu YCrioBMM OGHOBPEMEHHOIO NX BHECEHUS.

57. B cny4ae BHeCEHNs UBMEHEHNsI, KOTOPOEe He KnaccnuuumMpoBaHO B HACTOALMX NpaBunax, 3assuTenb
obpallaeTcs B rocyAapCTBEHHYO 3KCNEPTHYIO OpraHn3aumio Yepes npoLeaypy KOHCYNbTaumm ¢ Lienbio NonyvyeHns
pekomeHAaumMm no KnaccmgmKaumm N3meHeHus.

locynapcTBeHHas aKcnepTHasi opraHvM3aums B TeYeHne TpuauaTti KaneHaapHbIX AHeW nocne nonyyYeHns sanpoca
HanpaBsnseT OTBET 3asABUTENIO B 3MEKTPOHHOM W (Mnn) GymakHOM Buge.

58. MNMpu BHeECEHNN M3MeHeHUN Tuna IA:

1) nameHeHus Tuna |A nognexaT OLeHKe rocyAapCTBEHHOW aKCnepTHOW opraHnsaumelt 6e3 nposegeHns
crneuvanuaMpoBaHHOW 3KCNepTu3bl. 3agBuTenb NpeacTaBnaeT 3asBneHne no oopmMe CorracHo NpUIoXeHuno 1 K
HacTosAwwmM Npasunamu 1 JOKYMEHTbI, NOATBEPXAAOLLME BHECEHHbIE N3MEHEHNS B TeYeHWe ABeHaaLaTn Mecsues C
AaTbl BHECEHUSA COOTBETCTBYIOLLNX U3MEHEHUI B COOTBETCTBUN C NpunoxeHmem 15 k Hactosawmm MNpasunam;

2) 3asBMTENDb U3BELLAET rOCYAapCTBEHHYIO SKCNEPTHYH OpraHM3aumio B criydae nameHeHun tuna IA, Tpebyioulee
HeMe[TEHHOrO U3BELLEHMNS C LieNblo HENPEPLIBHOTO KOHTPONS NeKapCTBEHHOrO CPEACTBa;

3) oepxaTenb perMcTpaLmMoHHOro yAOCTOBEPEHUS B paMKaxX OAHOIO 3asiBMEHNS yKa3biBaeT O HECKOMbKMX
He3HaunTenNbHbIX N3MEHEHUsX Tuna A, KacaloLmxcs O4HOro PErmcTPaLoHHOro YA0CTOBEPEHWS;

4) rocygapcTBEHHas 3KCnepTHasa opraHu3aums B TedeHve TpuauaTti KaneHaapHelX ¢ MOMEHTa NOCTYNNeHns onnartsl
NPOBOAMT OLEHKY M3MeHeHu Tuna |A n ysegomnsieT gepxaTens permcTpaumoHHOro yAOCTOBEPEHNS O CBOEM
3aknoyeHn o 6esonacHocTn ahHEKTUBHOCTU M KaYeCcTBE NeKapCTBEHHOrO CPpeacTBa 3asiBNIEHHOro Ha IKCNepTu3y Ans
Lernen BHECEHNsSI UBMEHEHUI B PErMCTPaLMOHHOE AOCbe NO hOpMe COrnacHo npunoxeHuto 11 k HacToswmm MNMpasunam;



5) B cnyyae BHeCeHUs U3MeHeHUI, TPEDYIOLNX M3MEHEHWS AaHHbIX PErMCTPaLMOHHOIO YO0CTOBEPEHUS],
rocygapCTBEHHbIM OpraHOM BblAaeTCs HOBOE PermcTpaumoHHOe yAoCTOBEPEHUE Nog MPEXHUM HOMEPOM Ha OCTaTOYHbIN
CpOK AeNCTBUS PErMcTpaumoHHOro YA0CTOBEPEHNS.

59. Npu BHeCeHUN nameHeHun Tuna Ib:

1) 3asaBuTENb NPEACTaBNAET 3asBNeHNe No opMe COrnacHo NPUNOXKeHnto 1 K HacToAWwmMm NpaBunam 1 4OKYMEHTbI
cornacHo npunoxeHuto 15 k Hactoswmm Npasunawm;

2) gepxxaTenu permcTpaumoHHOro yAOCTOBEPEHUS B paMKax OOHOTO 3asBfIeHNs MOTyT yBEAOMUTb O HECKOMbKUX
n3MeHeHunsax Tuna 1B, kacarowmxcsa 0gHOro perncTpaumoHHOro YA0CTOBEPEHUS, UK CrPYNNMpoBaTh OAHO UM HECKOMbKO
n3MeHeHun Tvna Ib ¢ Apyrumn nameHeHusamu tmna |A, cBI3aHHLIMW C OAHUM PErMCTPaLIMOHHBIM YA0CTOBEPEHNEM, NPK
yCMoBUW, YTO Takas rpynnmMpoBKa COOTBETCTBYET YCNOBUAM, NepPeymCrieHHbIM B npunoxeHnn 15 k Hactoswwmm lMpasunam;

3) B crnyyae BHECEHMWS U3MEHEHUI TPebYOLNX U3MEHEHUS AaHHbBIX PErMCTPaLMOHHOIO YAOCTOBEPEHNS,
rocygapCTBEHHbIM OpraHOM BblAAETCS HOBOE PErmcTpaLmoHHOE yA0CTOBEPEHNE Mo NPEXHUM HOMEPOM Ha OCTaTOYHbIN
CpOK AeNCTBUS PErMcTpaumoHHOro YA0CTOBEPEHNS.

60. B cnyyae BHeceHns nameHeHus tuna Ib, Bnekyero 3a cobon gpyrme nocrnegosaTenbHble M3MeHeHns Tuna |A n
Tvna |b, nogaeTcs ogHo 3asBneHne, cogepxallee Bce nocrnegoBaTenbHble uaMeHeHus Tvuna |.

61. B cnyyae BHeceHMs1 3HaYUTENbHbIX U3MeHeHU Tuna Il:

1) 3aaBuTENb NPEACTaBNAET 3asBMneHne No PopMe COrnacHoO NPUoXKeHNo 1 K HacToAWwmMM NpaBunam 1 AOKYMEHTbI
cornacHo npunoxeHuto 15 k Hactoswmm MNpasunaw;

2) 3asBneHne CoaepXXuT ogHO n3aMeHeHne Tuna ll. B cnyyae BHeCeHWss HECKOMNbKUX n3MeHeHui Tuna |, otaensHoe
3asgBneHne NogaeTcsd OTHOCUTENBHO KaXaoro N3MEHeHWs, Kaxaoe 3asBreHne COAEePXNT CChINKN Ha Apyroe 3asBreHune;

3) B cnyyae ecnu nameHeHue tuna |l npuBoauT K ApYruM nocrnefoBaTernbHbIM U3MeHeHVAM Tuna |l, ogHo 3aaBneHue
BKJIO4aeT BCe NnocrnefoBaTenbHble M3MEHEeHWs BMECTe C ONCaHMeM COOTBETCTBUI MeXAy TakvuMu nocnegoBaTernbHbIMN
n3MeHeHuamu tuna ll.

locyaapcTBeHHas akcnepTHasi opraHn3auust Npy BHECEHNN U3MEHeHWI Tuna |l B TeyeHne AeBAHOCTa KaneH4apHbIX
OHen nocne NpUHATUA 3asBNEeHNst NPOBOAUT SKCNEPTU3Y JOKYMEHTOB.

62. CBOAHbBIN OTYET NO OLEHKE BHOCMMbIX M3MEHEHMWI NeKapCTBEHHOro npenapaTa npu 3MeHeHNsiX, BHOCUMbIX B
pernctpaumoHHoe gocbke Tvna | u ll, He TpebyloLwmx HOBON perncTpaummn cocTaBnseTcs no opme CornacHo NPUMOXEHMIO
8 k HacTosAwwmm MNpasunam.

63. Mo pesynbTaTtam NpoBeAeHHON 9KCNepTM3bl FOCyAapCTBEHHAsA SKCMepTHas OpraHnsaumns CocTaBnsaeT 3akiodeHme
0 6e3onacHoCTM ahMEKTUBHOCTU 1 KaYeCTBE NEKAaPCTBEHHOIO CPEACTBA 3asABMEHHOMO Ha SKCNepTU3y N3MEHEHUN,
BHOCHMbIX B PEMMCTPaLMOHHOE 40Cbe Mo hopMe COrfacHo NpunoxeHuto 12 kK HacToswmm MNpasunam.

naBa 6. Cpoku npoBeneHUs1 IKCNepTU3bl fieKapcTBEHHOro cpeAcTBa

64. SkcnepTnsa NekapCTBEHHOIO CpeacTBa, 3a NCKIIYEHNEM NeKapCTBEHHbIX CPeacTB, MPON3BEAEHHbIX B
Pecnybnuke KazaxctaH unu ctpaHax permoHa ICH (ACn3ny), NpoBOAUTCA B CPOK, HE NPEBbLILLAIOLLMIA ABYXCOT AECATU
KaneHAapHbIX OHEN, B TOM Yucre:

1) HayanbHasa akcnepTu3a (BanuMaaums perncTpaunoHHOro AoCke) fekapCTBEHHOro cpeacTsa - TpuauaTb
KaneHaapHbIX AHEN;

2) cneumanuamMpoBaHHas 9KCNepTu3a - AEBSHOCTO KaneHaapHbIX AHel (B TOM YMcne, MpoBepka ayTEHTUYHOCTU UIn
nepeBOoA, Ha Ka3axCKUi A3bIK MHCTPYKLMKW MO MEAULMHCKOMY NPUMEHEHMNIO, MapKUPOBKM MAKeTOB YNaKoBKWU, 3TUKETOK,
CTMKEpPOB, B TeYeHne ABaALaTh KaneHaapHbIX AHewn);

3) nabopaTopHble UCMbITaHUS - CEMbAECAT KaneHAapHbIX HeN;

4) cbopmupoBaHMe 3aknyeHns o 6e3onacHoCTH, 3PMEKTUBHOCTA N KavyecTBe — ABaAUaTh KaneH4apHbIX OHEN.

65. SkcnepTnsa nekapCTBEHHOrO cpeacTsa Npu NPOANEHMN Cpoka AeNCTBUS PErMCTPaLMOHHOIO YAOCTOBEPEHNS
NpoBOAMTCS B Te4eHWe cTa ABajuaTy KaneHaapHbIX AHeR, B TOM yucne:

1) HavanbHaga akcnepTn3a (Banugaunsi PErMcTpaLMoHHOrO A0CkE) NeKapCTBEHHOIO CPeACTBa - ABaAUaTb
KaneHgapHbIX AHENR;

2) cneumanusmMpoBaHHas 9KCnepTu3a - AeBSHOCTa KaneHaapHbIX AHEW, B TOM Yncne nabopatopHbie ucnoitaHus (B
TOM yuncrne, NOATBEPXAEHNE ayTEHTUYHOCTM UMM NEPEBO Ha Ka3axCKWUM s3blK MHCTPYKLMK MO MEANLIMHCKOMY
NPUMEHEHNIO, MaKeTOB MapPKUPOBKW YNaKoBKW, 9TUKETOK, CTUKEPOB, B TeYeHWe NATHaaLaTV KaneHgapHbIxX AHeR);

3) opmupoBaHMe 3aknoyeHuss 0 6e3onacHoOCTU, IPEKTMBHOCTM U KaYeCcTBe — AECATb KaneHOapHbIX OHEN.

66. JkcnepTn3a N3MeHeHU, BHOCMMBbIX B permcTpaumoHHoe gocke Tuna |A npoBoauTcs B CPOK, He NPeBbILLAoLLMNA
TpuauaTb KaneHaapHbIX AHEWN U3 HUX:

1) HayanbHasa akcnepTu3a (Banvaaums perncTpaumoHHOro 4OCke) NleKapCTBEHHOrO CpeacTBa — AeCAThb KaneHaapHbIX
OHen;

2) noaTeepXaeHne ayTEHTUYHOCTY UIN MEPEBOA, HA Ka3axCKUIM S3bIK MHCTPYKUMW NO MEAULIMHCKOMY NMPUMEHEHNIO,
MakeTOB MapKMPOBKMN YNaKOBKU, 3TUKETOK, CTUKEPOB — AeCHATb KarneHaapHbIX OHEeN;

3) opmupoBaHMe 3aknoyeHuss 0 6e3onacHoOCTU, 3MPEKTMBHOCTM U KaYecTBe — AECATb KaneHOapHbIX OHEWN.



67. JkcnepTu3a N3MeHeHu, BHOCUMbIX B permctpaumnoHHoe gocbe tvna Ib 1 Tuna Il npoBoguTcs B CPoK, He
npeBbILLALLNA 4EBAHOCTO KaneHAapHbIX HEN C 3TanoM NpoBeAeHusi NnabopaTopHbIX UCTbITAHUIA, B TOM YUCTE:

1) HayanbHag akcnepTM3a (Banugauus perncTpaLMoHHOro AoCke) NekapCTBEHHOro cpeacTea — NATHaguaThb
KaneHaapHbIX AHEN;

2) cneuyanuaMpoBaHHas 3KCNepTu3a — LWEeCTbAECHT NATb kaneHaapHbIX AHEN, B TOM Yncne nabopatopHble
ncnbiTaHna (B TOM YMche, NoATBEPXKAEHNE ayTEHTUYHOCTU NN NEPEBOL Ha Ka3axXCKUM SA3bIK UHCTPYKLMKU MO
MEeONLIMHCKOMY NMPUMEHEHMWIO, MaKeTOB MapKMPOBKW YMaKOBKW, 3TUKETOK, CTUKEPOB — AEeCATb KaneHaapHbIX AHEW);

3) dopmupoBaHue 3aknoyeHns o 6esonacHOCTU, IPMEKTUBHOCTM U KaYecTBe — AeCATb KaneH4apHbIX OHEN.

68. SkcnepTnsa n3MeHeHU, BHOCMMbIX B pErMcTpaumoHHoe gocke tuna Ib n Trna Il npoBoaMTCS B CPOK He
NpeBbILLALLUIA LLIECTUAECATY KaneHaapHbix AHen 6e3 aTana npoBeAeHnst NabopaTopHbIX UCNbITAHUIA, B TOM YUCTE:

1) HavanbHas akcnepTM3a (Banuaauus permcTpaumoHHOro 4OoCke) NekapCTBEHHOro CpeacTBa — AECATb KaneHaapHbIX
OHen;

2) cneumanuaMpoBaHHas 9KCnepTu3a — COpoK KaneHaapHbIX AHEN (B TOM Yncne, NOATBEPXAEHNE ayTEHTUYHOCTU UNn
nepeBop Ha Ka3axCKUi A3blK MHCTPYKLMU MO MEAMNLUHCKOMY NPUMEHEHMNIO, MAKETOB MapKMPOBKM YNaKoBKW, STUKETOK,
CTMKEPOB, B TeYEHUE AECATU KaneHaapHbIX HEN);

3) dopmupoBaHue 3aknoyeHns o 6esonacHOCTU, 3IMEKTUBHOCTM U KayecTBe — AeCATb KaneH4apHbIX OHEN.

69. SkcnepTusa nekapCcTBEHHOrO cpeacTBa, Npom3BeaeHHoro B Pecnybnvke KaszaxcTtaH, mpoBoanTcs B TeYEHMe cTa
BOCbMUAECATU KaneHaapHbIX OHEW, B TOM Yucrne:

1) HavanbHas akcnepTM3a (Banuaauusi permcTpaunoHHOro 0Che) NeKapCcTBEHHOrO CpeAcTBa — ABaAuaTh
KaneHaapHbIX AHEN;

2) cneumanusmMpoBaHHas 3KCnepTu3a — AeBAHOCTa NATb KaneHaapHbIX AHeN (B TOM Yncre, NpoBepKa ayTeHTUYHOCTH
UINN NepeBof, Ha Ka3axCKUM s13blK MHCTPYKLUMW MO MEOULIMHCKOMY NMPUMEHEHMWIO, MapKUPOBKM MaKeTOB YNaKoOBKW, 3TUKETOK,
CTMKEpPOB B Te4eHUe ABaALaTV KanenaapHbIX AHEN);

3) nabopaTopHble UCTbITaHNSt — NATbAECAT KaneHgapHbIX OHEW;

4) cbopmupoBaHme 3aknoyeHns o 6e3onacHoCTh, 3PMEKTUBHOCTA 1 KavyecTBe — NATHAAUATb KaneH4apHbIX OHEN.

70. OkcnepTnsa nekapcTBEHHOro cpeacTBa, npom3sedeHHoro B Pecnybnuke KasaxcraH, npyu npoaneHun cpoka
OEeNCTBMN PErncTpaLmMoHHOMO YAOCTOBEPEHMS MPOBOANTCS B TEYEHME CTa KaneHAapHbIX AHEW, B TOM Yucne:

1) HayanbHaga akcnepTU3a (Banugauusi perMcTpaLMoHHOro A0Cke) NeKkapCTBEHHOro cpeacTsa — NATHagUaTh
KaneHaapHbIX OHEN;

2) cneumanuamMpoBaHHas 9KCnepTu3a — CEMbOECAT KaneHaapHbIX AHel (B TOM Yucne NoaTBEPXKAEHNE ayTEeHTUYHOCTU
UINN NEepeBOZ, Ha Ka3axCKUM 3bIK MHCTPYKLUMM NO MEONLIMHCKOMY NMPUMEHEHWIO, MaKeTOB MapKUPOBKW YMaKOBKW, 3TUKETOK,
CTMKEPOB B TeYEHUE NATHAALATU KaneHaapHbIX AHER);

3) dopmupoBaHue 3aknoyeHns o 6e3onacHoOCTU, 3MPEKTUBHOCTM U Ka4ecTBe — NSATHaALATb KaneHa4apHbIX AHEN.

71. DkcnepTn3a N3MEHEHUI, BHOCUMbIX B pErMCTpaLMoHHOE Aocbe Tuna IA ons nekapcTBEHHOro CpeacTsa,
nponsseneHHoro B Pecnybnuke KasaxcrtaH, NpoBoauTCS B CPOK, HE MPEBLILLALLNI TPUALATL KaneHaapHbIX AHEN U3 HUX:

1) HavanbHas aKkcnepTM3a (Banuaauusi permcTpaLoHHOro A0ChE) NIeKapCTBEHHOIO CPeACcTBa — AECATb KaneHaapHbIX
aHen;

2) chopmupoBaHue 3aknoyeHnsa o 6esonacHocT, ahHEKTMBHOCTY 1 Ka4ecTBe (B TOM YnicCe, NOATBEPXKAEHNE
ayTEHTUYHOCTU UMW NEPEBOS Ha Ka3axCKUM A3bIK MHCTPYKLUM NO MEAULMHCKOMY NPUMEHEHNI0, MaKeTOB MapKUPOBKH
YMaKoBKW, 3TUKETOK, CTUKEPOB) — ABaALaTb KaneHaapHbIX AHEN.

72. JkcnepTnsa N3MeHeHu, BHOCUMBIX B permcTpaumnoHHoe gocke tuna Ib 1 tuna Il gns nekapcTBeHHOro cpeacTsa,
npounssegeHHoro B Pecnybnuke KasaxctaH, npoBoaMTCH B Te4eHVe OEBAHOCTO KaneHgapHbIX QHEN C 3Tanom npoBeaeHns
nabopaTopHbIX UCTIbITAHUA, B TOM YnCne:

1) HavanbHas aKkcnepTM3a (Banuaauusi PermcTpaumoHHOro OChe) NeKapCcTBEHHOMO CPEACTBA — NSATHaALATb
KaneHaapHbIX AHEN;

2) cneumanuaMpoBaHHas 3KCNepTu3a — LWeCTbAECST KaneHaapHbIX AHEN, B TOM Yncne nabopatopHble ucnbiTaHust (B
TOM 4ncrne, NOATBEPKAEHNE ayTEHTUYHOCTM UNN NEPEBOA HA Ka3axCKUA A3bIK UHCTPYKLUKU MO MEOULUHCKOMY
NPYMEHEHNIO, MaKETOB MapKMPOBKM YNaKOBKU, 3TUKETOK, CTUKEPOB, B TEYEHUE AECATU KaneHaapHbIX AHER);

3) hopmupoBaHue 3akniodeHusi o 6esonacHocT, AIPAPEKTUBHOCTU U KAYECTBE — NATHAALATb KaneH4apHbIX AHEN.

73. AKcnepTusa M3MEeHeHWI, BHOCMMbIX B permcTpaumoHHoe gocbke tvna Ib v Tuna |l gns nekapcTBeHHOro CpeacTea,
npou3sseaeHHoro B Pecnybnuke KasaxcraH, NnpoBoaMTCS B TEYEHNE LLIECTUAECATU KaneHaapHbIX AHen 6e3 atana
npoBefeHns NabopaTopHbIX UCTIBITaHUIA, B TOM YNCHE:

1) HavanbHas aKkcrnepTM3a (Banuaauusi PermcTpaumoHHOro OChe) NeKapCTBEHHOMO CPEACTBA — AECATb KaneHAapHbIX
OHen;

2) cneumanuamMpoBaHHas 9KCnepTu3a — COPOK KaneHaapHbIX AHEN (B TOM Yncne, NOATBEPXKAEHNE ayTEHTUYHOCTY UNn
nepeBo Ha Ka3axCKUi A3blK MHCTPYKLMU MO MEANLUHCKOMY NPUMEHEHMNIO, MAKETOB MapKMPOBKM YNaKoBKU, STUKETOK,
CTMKEPOB B TeYeHUe AECATN KaneHaapHbIX AHEN);

3) hopmupoBaHme 3akntodeHust o 6esonacHocT, apEKTUBHOCTU U Ka4eCcTBe — AECATb KaneHaapHbIX AHEN.



74. JkcnepTnsa nekapcTBEeHHbIX CPeacTB, NPON3BeAeHHbIX B cTpaHax permoHa ICH (AnCndny) npoBoaunTcs B
TeYeHVe CTa BOCbMWUAECATU KaneHgapHbIX AHEN, B TOM YUCTe:

1) HayanbHaga akcnepTn3a (Banugauus perncTpaLMoHHOro AoCke) NekapCTBEHHOro cpeacTea — TpuauaTtb
KaneHaapHbIX AHEN;

2) cneuyanuamMpoBaHHas 3KCnepTu3a — CTO ABaALaTh KarneHaapHbIX AHeN (B TOM Yucre, NpoBepka ayTEHTUYHOCTH
UNN NepeBoAa Ha Ka3axCKuii A3blK UHCTPYKLMU MO MEAULIMHCKOMY MPUMEHEHWIO, MapKUPOBKM MaKETOB YNaKOBKW,
3TMKETOK, CTUKEPOB, B TEYEHUE ABaaLaTV KaneHaapHbIX AHEN);

3) dopmupoBaHue 3aknodeHus o 6esonacHoOCTU, 3P PEKTUBHOCTM U KayecTBe — TpuaLaTb KaneHaapHbIX AHEN.

75. DkcnepTr3a nekapcTBEHHbIX CPeacTB, NMPOU3BEeAEHHbIX B CTpaHax pervoHa ICH (AnCudny), npy npoaneHun
CpoKa [efcTBUSA PerncTpauyoHHOro yaqoCcTOBEPEHMS NPOBOAMTCA B TEYEHME CTa KaneHAapHbIX AHEN, B TOM YuMChe:

1) HayanbHaga akcnepTM3a (Banugaumsi perMcTpaLmMoHHOro A0Cke) NeKkapCTBEHHOro cpeacTsa — ABaauaTtb
KaneHaapHbIX OHEN;

2) cneumanuanMpoBaHHas aKCnepTu3a — CeMbOECAT KaneHaapHbIX AHeN (B TOM Yucne, NoATBEPXKAEHNE ayTEHTUYHOCTY
UNN NepeBoa Ha Ka3axCKUi A3bIK MHCTPYKLMU MO MEAWNLMHCKOMY MPUMEHEHMIO, MaKeTOB MapKMPOBKM YNaKOBKW,
3TMKETOK, CTUKEPOB, B TEYEHUE NATHAALATU KarneHa4apHbIX OHEN);

3) dopmupoBaHue 3aknoyeHns o 6esonacHOCTU, 3IMEKTUBHOCTM U KayecTBe — AeCATb KaneH4apHbIX OHEN.

76. DkcnepTr3a N3MEHeHW, BHOCUMBbIX B permcTpaumnoHHoe gocbe Tuna IA ans nekapcTBeHHbIX CpeacTs,
nponsBedeHHbIX B cTpaHax pernoHa ICH (AnCudiid) npoBoanTcs B TeYeHMEe TpUaLaTu KaneHaapHbIX AHEN, U3 HUX:

1) HavanbHas aKkcnepTM3a (Banuaauusi PermcTpaumoHHOro 4OChe) NeKapCTBEHHOMO CPEACTBA — AECATb KaneHAapHbIX
aHen;

2) Bblgava 3akn4eHns o 6esonacHocTy, IMEKTUBHOCTU 1 KayecTBe (B TOM Yncre, NOATBEPXKAEHNE ayTEHTUYHOCTH
UINN NepeBof, Ha KasaxCcKui s13blK MHCTPYKLUMM N0 MEAULIMHCKOMY NMPUMEHEHMWIO, MaKeTOB MapKUPOBKU YMaKOBKU, 3TUKETOK,
CTVKepOB) — ABauaTh KaneHa4apHbIX AHEN.

77. JkcnepTn3a N3MEHeHUI, BHOCUMbIX B permcTpaumnoHHoe gocbe Tuna Ib v Tnna Il gns nekapcTBeHHbIX CPeaCTB,
npoun3seeHHbIX B cTpaHax pervoHa ICH (AnCu3ny), npoBoAMTCA B TEHEHWe LWeCTUAECATU KaneHaapHbIX AHer 6es aTtana
npoBefeHns nabopaTopHbIX UCTIbITaHUIA, B TOM YnChe:

1) HavanbHas aKkcnepTM3a (Banuaauusi PermcTpaumoHHOro 4oCke) NekapCcTBEHHOIO CpeacTBa — AeCATb KaneHaapHbIX
aHen;

2) cneumanuaMpoBaHHas 3KCnepTu3a — COPOoK KaneHAapHbIX AHEN (B TOM Yncne, NOATBEPXKAEHNE ayTEHTUYHOCTU NN
nepeBo Ha Ka3axCKui 3blK MHCTPYKLMKU MO MEANLMHCKOMY MPUMEHEHMNIO, MAKETOB MapKNPOBKM YNAaKOBKU, 3TUKETOK,
CTMKEPOB, B TEYEHUE OECATU KarneHaapHbIX HEN);

3) dhopmupoBaHme 3akntodeHust o 6esonacHocT, APAEKTUBHOCTU U KAa4YECTBE — AECATb KaneHaapHbIX AHEN.

78. B cpokun npoBeAeHns 9KCnepTu3bl NIekapCTBEHHOMO cpeacTBa He BXOAUT:

1) BpeMs BOCMOMHEHUS HEKOMMIEKTHOCTW PEMMCTPALMOHHOIO JOCLE;

2) BpeMs npegocTaBrieHns 3asiBuTenemM JOKYMEHTOB M MaTepuarnos Mo 3anpocy Ha nobom 13 9TanoB IKCNepTU3bl;

3) Bpems opraHusaumm npoBefeHNs OLEHKM YCNOBWI NMPOM3BOACTBA M CUCTEMBbI 0DecneyeHnsi KayecTsa opraHn3aumm-
npon3BoAnNTENS, YCIOBUIN NPOBEAEHNS OOKITMHNYECKUX U (UNN) KITMHUYECKUX MCCNefoBaHuin, cuctemsl hapmakoHagsopa
aepxarens perMcTpaLmoHHOro yaoCTOBEPEHUS;

4) CpoKM NpefoCcTaBneHns oT4eTa KNMHUYECKMX UCCNEAOBaHUIA Npy cCOBNOAEHNM YCIOBUIA, ONpeaeneHHbIX MyHKTOM
13 HacTosawwmx Mpaewun. MNpu 3TOM CPOKM NpegoCTaBNEHNs OTHETA HE NPEBbLILLAIOT CTa ABaALaTH KaneH4apHbIX OHEWN C
MOMEHTa Hayana cneuvannaupoBaHHON 3KCNepTU3bl;

5) opraHusaumsa 1 npoeeaeHne JKCNEePTHOro COBETA;

6) cornacoBaHus 3asiBUTENEM UTOTOBbIX JOKYMEHTOB.

Mpunoxexwne 1
k MNpaBunam nposeneHus
3KCNEepPTU3bl NeKapCTBEHHbIX CPeacTB

dopma
3asiBneHue Ha NpoBeAeHNe 3KCNepTU3bl NieKapCTBEHHOro cpeacTBa®

Ha Ka3axCKOM A3blke
1. ToproBoe Ha3BaHue Ha PYCCKOM A3blKe

Ha aHrNMNCKOM A3blKe

Toprosoe Ha3BaHue Ha 3KcnopT Ha Ka3axckoMm si3blke Ha PYCCKOM A13blKE Ha aHrMMINCKOM S3blke  CTpaHa
2. (@ns oTe4yecTBEHHbIX
npovssoauTenemn)



1)

2)

Ha Ka3axCKOM A3blKe

MexayHapogHoe

Ha PYCCKOM A3blKe
HenaTteHToBaHHOE Ha3BaHWe

Ha aHrMUINCKOM A3blke
Ha Ka3axCckoM SA3blke

JlekapcTBeHHas opma
Ha PYCCKOM s13blKe

KoHueHTpauusa
[o3npoBka/ kKOHUEHTpauus yKka3blBaeTcs Ansi
(3anonHseTcsa npu Hannuuw. KNOKUX, MATKUX U

O6beM 3anonHaeTcs B yNakoBke) razoobpasHbIX
neKkapcTBEHHbIX hopM

Kopg
AHaTOMO-TepaneBTUYECKO- HanmeHoBaHue Ha
XMMUYeckas knaccudukauusi Ka3axCKoM si3blke

HanmeHoBaHue Ha
PYCCKOM 53blIKe

Twun nekapcTBEHHOIo cpeacTea (SGHOHHﬂeTCH 05a COOTBETCTBYHOLLEro nekapCTtBeHHOro npenapaTa)

O OpurMHanbHbIV NekapcTBEHHbIN npenapat

O OQHOKOMMNOHEHTHbIN 0 MHOroKoOMMnoOHEHTHbIN

[0 Guonormvyecknin NekapcTBEHHbIN nNpenapar O Bank-npogykt

O AkTBHas cdapmMaueBTnyeckasi cybcTaHums, nponsseaeHHas He B ycnosusax GMP nnu nekapcteeHHoe
pacTUTErbHOE Cbipbe

[0 BocnponsBeneHHbI NeKapCTBEHHbIN Npenapat

O OQHOKOMMNOHEHTHbIN O MHOroKOMMNOHEHTHbIN
O Bank-npogykt

Opur1MHanbHbI NieKapcTBEHHbIN Npenapar:

HaVMeHOBaHMe NekapCTBEHHOrO npenapara,
[03MPOBKa, NekapcTBeHHas ¢opMa

Jepxarerb PermcTpaLyoHHOro YO0CTOBEPeHUs
(KkoMnaHUs, Ha UMSI KOTOPOW BblAAHO PerMcTpaLmMoHHoe
yOocToBepeHue), aaTta peructpauum, Homep
PerMcTpaumMoHHOro YA0CTOBEPEHUs!, FrOCyAapcTBo, rae
3aperycTpupoBaH OpUrMHambHbIN NeKapCTBEHHbI
npenapat

PedepeHTHbIN NekapCTBEHHbIN NpenapaTt A4S 0TEYECTBEHHOIO NPOUN3BOAMTENS, KOTOPbIA MCMONbL30Barics B

nccrnenoBaHNaX SKBUBANIEHTHOCTU (ECNU TAKOBblE NPOBOAMIUCH):

HaVMeHOBaHMWe NekapCTBEHHOro npenaparTa,
[031pOBKa, fiekapcTBeHHast hopma

Jepxarternb permcTpaumMoHHOro yaoctToBepeHus
(kOMMaHWs1, Ha MMsT KOTOPOW BblAAHO PETUCTPALMOHHOE
yAOCTOBEpPEHNE), AaTa permctpauum, Homep
perMcTpaunoHHOro yaoCcToBepeHusl, rocyaapcTeo, rae
3aperncTpmpoBaH pedepeHTHbIN NTEKaPCTBEHHbIN



3)

4)

npenapat
npuBecTn 060CHOBAHMS UCMOMNb30BaHUA

pedepeHTHOro Npenapara npu ero oTinYun OT
OpUrMHarnbHOro npenapara

MpumeyaHue. Pazgen Heo6xoauMO 3anonHATb ANs KaXaoro fekapCTBEHHOro npenapaTa, KoTopbI UCMOoNb30oBarncs

B UccneagoBaHunAx aKkBMBaneHTHOCTU.

O Bronogo6HbI nekapcTBeHHbIN npenapaT (bnoaHarnor)

OO0 bank-npoaykt

OpurmHanbHbI BUONOrMYecKnin NekapcTBEHHbLIV Npenapar:

HaVMeHOBaHMWe NnekapcTBEHHOro npenapara,
[03MPOBKa, NekapcTBeHHas opMa

JepxaTerb PerMcTpaLyMoHHOro YaoCToBEepeHUs
(KoMnaHus, Ha UMSI KOTOPOW BbIAAHO PErMCTPaLMOHHOe
yOooCTOBepeHue), AaTa pernctpauum, Homep
PEermcTpaLmoHHOTO YA0CTOBEPEHUs!, rOCYAapcTBo, rae
3aperycTpUpoBaH OpUrMHarbHbI NIeKapCTBEHHbI
npenapat

PedepeHTHbIN Bronornyeckunii nekapCTBeHHbIN npenapart:

HaMMeHOBaHWe NnekapCcTBEHHOro nNpenapara,
[031pOBKa, NekapcTBeHHas popma
JepxaTtenb permcTpaLuoHHOro y10CTOBEPEHUS, AaTa
perucTpauumn, Homep permcTpaunoHHOro
yOOCTOBEPEHMS, rOCyAapCTBO, Ae 3aperMcTpupoBaH
pedepeHTHLIN NeKapCTBEHHbIN NpenapaTt
0 pasnuunsi B UICXOQHOM MaTtepwuarne;
O pas3nuunsa B Npon3BOACTBEHHOM MPOLIECCE;
O gpyrve nokasaHus K MPUMEHEHWIO;
O pa3nuunsa B nekapcTBeHHON hopme;
pasnuuusi No cpaBHEHUIO C pedPEPEHTHBIM O apyras 0O3MPOBKa;
B1onornyecknm nekapcTBEHHbIM NpenapaToMm (ecrnu [ (KONMYECTBEHHbIE U3MEHEHIS aKTUBHOM
TaKoBble MMEIOTCA): chapmaLeBTUYecKol cyBcTaHLmMm);
O ppyrow cnoco® BBeAEHUS;
O gpyrve otnnyms

O MBpurAaHbIn NekapcTBEHHbIM Npenapart

[0 OAHOKOMMNOHEHTHbIN [0 MHOroKOMMOHEHTHbIN

O Bank-npogykr

OpurMHanbeHbI NeKapCTBEHHbIN Npenapar:

HaVMeHOBaHMWe NekapCTBEHHOro npenaparTa,
[031pOBKa, fiekapcTBeHHast hopma

JAepxaTenb PerMcTpaumMoHHOro YAoCToBepeHus, aarta
permcTpaumm, Homep pPerucTpaLmroHHOro
YOOCTOBEpEeHUsl, roCyaapcTBo, rae 3aperMcTpupoBaH
OpUrMHarbHbI NekapcTBEHHbIN Npenapar

Pasnuuuns no cpaBHEHMIO C OPUTMHANbHBIM O nameHeHns akTMBHONM hapmaueBTnYeckon cybcTaHumm;



NeKapCTBEeHHbIM nNpenapaTom: O gpyras nekapctBeHHasa opMma;
O ppyras(ve) nosvposka(u) (KONMYeCTBEHHbIE UBMEHEHNS
aKTMBHOW hapmaLeBTMYeCKON cybcTaHummn);
O gpyrow (ne) cnoco6(bl) BBEOEHNUS;
O apyras dapmakokuHeTnKa (BKrovas gpyryto
61oa0CTYNHOCTD);
O gpyroe nokasaHue K MpUMEHEHWIO;
O gpyrve otnu4ums

5) 0O KomGMHMpOBaHHbI NeKapCTBEHHbIN NpenapaT

O nsBectHas komGuHaums O HoBass kKOMBMHaLMA
OO0 bank-npoaykt

OpurMHanbHbIM NekapCcTBEHHbIN npenapart (B cnyvae n3BecTHOW koMbuHaumm)
HaMMeHOBaHWe nekapcTBEHHOro npenapara,
[03MpOBKa, NekapcTBeHHas dopma

Aepxartenb permcTpaLuoHHOro yaoCcToBepeHns, aata
perucTpauuv, HoMep perncTpPaLmoHHOro
YAOCTOBEPEHWS, rOCYAapCTBO, rAe 3aperncTpupoBaH
OpUrMHanbHbIV NeKapCTBEHHbIVM npenapar

6) [ JlekapcTBEHHbIN NpenapaT ¢ XOPOLLO U3Y4YEeHHbIM MEAULUHCKAM MPYMEHEHNEM
O Bank-npogykt

HaVMeHOBaHMWe NlekapCTBEHHOrO NpenaparTa,
[03MPOBKa, NekapcTBeHHas opmMa

JepxaTerb PerMcTpaLyoHHOro YaoCcToBepeHus, garta
permcTpaumm, Homep PerucTpaumoHHOro
YOOCTOBEpEeHUS.

7) O PagunodhapmaueBTUHECKUIA NIEKapCTBEHHbIN Npenapat

O Bank-npogykT
O papuodapmaueBTnyeckuii Habop

O npekypcop paavoHyknuaa

WCTOYHWK PagnoHyknuaa (NepBuYHbIA 1 BTOPUYHBINA)
(mpw Hannuun)

reHepaTtop

8) [ NomeonaTuyeckuin NekapcTBEHHbI Npenapat

00 romeonaTunyeckuin npenapar, BKITOYEHHbLIN B

[0 HoBbIV roMeonaTMyeckuin npenapat
dapmakonen u MoHorpadum

9) O PacTtutenbHbIli NEKAPCTBEHHbI NpenapaT

BGUHOMMHanNbLHOEe Hay4HOe HasBaHue pacteHus (pog,
BU, Pa3HOBUOHOCTb)

WCTOYHUK NPOUCXOXAOEHMS Cbipbs (NabopaTopHbIN KOf)

4YacTu npounssoadLllero pacteHna



10

10

11

12

Ha3sBaHuve (onpegeneHune) cybcTaHUMn pacTUTenbHOro
MPOUCXOXAEHNS U ApYyrne HasBaHUsA (CUHOHUMBI,
ykasaHHble B Papmakonesix)

O OpdaHHbIN AekapCTBEHHbIV Npenapat

MpucBOEH N NekapcTBEHHOMY NpenapaTy cTaTyc opdaHHOro NekapcTBeHHOro npenaparta B Pecny6nuvke KasaxcrtaH

O

Het

O

B npouecce paccMoTpeHus
O

Oa

[ata

HOMEep PervcTpaLnoHHOro YA0CTOBEPEHMSI OpdhaHHOro
nekapcTBeHHoro npenapara

OTKasaHo B MPUCBOEHUMN CTaTyca opdaHHOro NIeKapcTBEHHOrO npenapara

HaTta

Howmep pelueHus

3aaBneHue Ha npucBoeHne ctatyca OTo3BaHO: AaTa

dopma oTnycka B cTpaHe Mo peuenTy Bpaya
3aaBuTens Bes peuenTa Bpaya

CnocoObl BBEAEHMUS

WHdopmaumsa no ycrponcream
BBOAA

YnakoBka (3anonHaeTcs CnMcoK 3Ha4YeHni)

Pasmep (npu O6bem (npu Kon-Bo egnHny KpaTtkoe
Bua (nepBuyHas wunu BTopnyHas) HaumeHoBaHne

HanmM4mu) Hanm4mn) B yraKoBKe onucaHve
MepBuyHas
BTopuyHas

LUTpux-kog BTOPUYHON YNAKOBKU
(GTIN) (OxunTnH)

MonHbIN KAYECTBEHHBIN U KONIMYECTBEHHBIN COCTaB (3aMOSHAETCS CNINCOK 3HAYEHWI)

HopmatusHbl [ponssoant KoHTponup
W [IOKYMEHT, erlb, CTpaHa yeTcs

Tun Konudecr ernameHTnp v agpec Hanwnuune
mMexayHa
BellecTBa BO Ha P N P P KAyHap
ytoLmn NPOU3BOACTB OAHbLIM A00BUTBIX
(akTnBHOE HavmeHo eguHuuy .
Ka4yecTBO U eHHOU KOMUTETOM BeELLECTB
nnn BaHune nekapctee
- dapmakones nnowagkn  no (oTmevaeTcs
BcromoraTte HHOW
C ykasaHvem (ans KOHTPOMO  MPW Hanu4nm)
NbHOE) dopMbI
roga aKTUBHbIX 3a

n3gaHuna BeLIJ,eCTB) HapKOTUKa

YkasaTb LUTPUX-KOA ANs KaXaoW A03UPOBKU/KOHLIEHTpaLMm

OukopacTty [NpusHak
llee unn  Yenoseye
KyNbTUBUP CKOro Unu

yemoe XXMBOTHOT
(ans o]
rnekapcTBe MPONCXOX
HHOrO AeHus
pactuTens (oTMevaet
Horo csa npu



MU Cbipbsl) U HaNU4uK)

(oTmMevaet MecTo
cs npu npouspact
Hanu4un) aHus
Il ab. 1 cnncok
1. AKTMBHOEe Il Tab. 2 chnCoK
IV Tab.
Bcnomorate
NbHoe
3 . .
HaumeHoBaHVe akTVBHON hapMaLeBTUYECKOW CyOCTaHLMK
npeanaraembii CpoK XpaHeHUs
14 Cpok xpaHeHusi npegnaraembiin nepyog npuMeHeHus (nocrne nepBoro

NeKapCTBeHHOro cpeacTtea BCKpHTMHKOHTeﬂHepa)

npegnaraemsbiin nepvon npuMeHeHus (nocne pacTBOpeHns unm
pas3BefeHus)

15 Ycnosus
TpaHCNOpPTUPOBaHUS

16 npeanaraemMble YCroBusi XpaHeHUs
YcnoBusa xpaHeHus
npeanaraemMble YCIOBUS XpaHEHWUs MOCIE NEePBOro BCKPbITUS

ynakoBKu

17
Pernctpauus B cTpaHe-npov3sBoamTene u Apyrux crpaHax

Ne perncrpaumoHHOro ygoctoBepeHus (ykasoiBaetcs Jata

1. HassaHune cTpaHbl Cpok gencreus

npu Hanu4um) Bblgauu
2.
18 o
Hannune oxpaHHOro JOKyMEHTa Ha U306peTeHne 1y NonesHy Moaerb, TOBAPHbIV 3HAK
HasBaHune oxpaHHoro Oarta
Ne oxpaHHOro 4OoKymeHTa Cpok Bblgaun
OOKyMeHTa Bblgaun
19 1) MonHocTblo Ha JaHHOM NPOM3BOACTBE
MpownsBoacTeo 2) YacTnyHO Ha faHHOM MPOVN3BOACTBE
3) MonHocThI0 Ha APYroM NPoU3BOACTBE
20 MpoussoguTens (1) NekapcTBEHHOrO NpenapaTa 1 y4acTok (M) Mpou3BoACcTBa (BKITHOYAsA y4acTKu NPpou3BoacTBa

NtoBoro KOMMNoOHeHTa (B TOM YMCIie pacTBOPUTENS NIEKAPCTBEHHOW (POPMbI), KOTOPbLIN ABMSIETCS YaCTbIO
JNleKapCTBEHHOro npenapara)

damunus
HanmeHoB , UMS,
aHue, Ne, nata n 0TYECTBO
cTpaHa CpPOK Tene (npu damunus, ums,
Ne Tuin npoussoauTens (Ha aencreus tOpI/I,EI,I/Il-IeCKVI ¢?KTI/IH€CK POH, Hanuuum) oT4eCcTBO (Npu
KasaxckoM paspeLumTen 1 agpec wih agpec  dakc, HanMunm), 4OMMKHOCTb
, PYCCKOM, BbHOro e-mail JomKHOC KOHTaKTHOro nuua
AHITMMNCKO LOKYMEHTa Tb
M S3blKax) pykoBOAM
Tens

1) MNpownsBoauTernb



2)

3)

4)

5)

6)

21

22

23

24

25

[aHHble no
NNLEH3NN Ha

Npou3BOACTB
0, BblgaHHasi
norHomoue
Oepxatens nuueH3nm y
HHbIM
opraHom
CTpaHbl
npoussoanTe
ns
HepxaTenb
perncTpaumoHHoro
YAOCTOBEPEHNS
MpeanpusTtne-
yMNaKoBLUUK
aHHble Mo
3aaBuTens unum A
O0BEpPEHHOCT
NpeacTaBUTENLCTBO h

YNonHOMOY€EHHOE N1LOo
MO OCYLLECTBIEHMIO
cdapmakoHaa3opa B
Pecny6nuke KasaxctaH

NabopaTopus cTpaHbl-NPON3BOAMUTENS NO KOHTPOSIO KayecTBa NpenapaToB KPOBU M BaKLUWH, OTBETCTBEHHAs 3a
KOHTPOnb KayecTBa/BbiNyck cepum

HanmeHoBaHwue nabopatopum

afpec MecTa OCYLLECTBIEHMS
AedaTernbHOCTU

cTpaHa
TenedoH/dakc

ONEeKTPOHHadA noyta

Ne perncTpaumoHHOro yaoctoBepeHus BbigaHHoro B Pecnybnvke KasaxctaH (npu npoaneHnn cpoka AencTBus
perncTpaumoHHOro yA0CTOBEPEHMS)

N3MeHeHus, BHOCHMbIE B pErMcTpaLmoHHOe 40Cke NeKapCTBEHHOIo CpeacTBa (yka3aTb BHOCUMbIE U3MEHEHUST)

Tun nameHeHuns Pepakuma 0o BHeECEHUSA N3MeHeHNN BHocrMble n3ameHeHust

[aHHble No JOroBopy Ha NPOBEAEHNE IKCNEPTU3bI NTEKAPCTBEHHbLIX CPEACTB
Ne noroeopa

[aTta 3aknoyeHus

Cpok gencreus

CybbeKT, OCYLLECTBNSIOWMIA onnaTty 3a NpoBeAeHNe 3KCNepTU3bl

HaumeHoBaHue



2. CtpaHa
3. KOpuanyecknii agpec

4. dakTnyeckun agpec

damnnusa, MMs, 0T4ECTBO (NPU HanNuuum),
OOMKHOCTb PyKOBOAUTENS

6. TenecoH
7. ®dakc
8. e-mail

9. Bu3Hec-naeHTUHUKALMOHHBIN HOMEpP

10 MHamBugyanbHbI nAeHTUUKALNOHHbIN
Homep

11 BaHk

12 .
PacyeTHbIn cueT

13 .
BantoTHbIN cyeT

14 Kon

15 . .
BaHKOBCKMI MAEHTUMDUKALIMOHHBIN KOf

[ata

damnnusa, MMs, 0TYECTBO (NMPU HaNU4YUNn) n
AOMKHOCTb OTBETCTBEHHOTO Nuua 3assuTens

[Nognuce, neyatb

MpumevaHmne:

* NaHHasi hopma 3asiBNEeHNsi NpeJoCTaBNsETCA Takke Npu NpoArieHNn cpoka AENCTBUS PerncTpaumMoHHOro
yOOCTOBEPEHMS, BbIAABAEMOrO YNOJTHOMOYEHHLIM OPraHoOM B 06nacTtu 3gpaBooxpaHeHunst Pecnybnuvkmn KasaxctaH B
cooTBeTCcTBUM C MpaBunamu rocyaapcTBEHHOW perucTpauum, nepeperncTpaumm n BHECEHNUS N3MEHEHNI B
pPEerncTpaLmoHHOe JOChe NEKAPCTBEHHOMO CPEACTBA, U3AENUA MEANLIMHCKOrO Ha3HAYeHUs U MEAULIMHCKOM TEXHUKM,
yTBEPXAEHHbIMU Npuka3oM MuHucTpa 3apaBooxpaHeHust Pecnybnukm Kasaxctan ot 18 Hosibpst 2009 roga Ne 735
(3aperncTtprpoBaH B PeecTpe rocyaapCTBEHHOM perMcTpauum HopMaTUBHbBIX NpaBoBbix akToB nog Ne 5935) u npu
M3MEHEHMSX, BHOCUMbIX B PEMMCTPALIMOHHOE JOChE.

MpunoxeHue 2
k MNpaBunam npoBeneHus
3KCMEPTU3bl NIEKAPCTBEHHbBIX CPEACTB
MepeyeHb 4OKYMEHTOB, NpeAoCTaBAsAeMbIX AN 3KCNepTU3bl nponssoautensamm Pecny6nukn KaszaxctaH
Ne n/n HavmeHoBaHue AOKyMeHTOB

1 2
YacTtb | O6Lwan aokymeHTaums*

CepTudpukat GMP (c ykasaHuMeM AaTbl U pe3ynbTaToB nocregHemn MHenekumum

IAT.
HOTapuanbHO 3aCBMAETENbCTBOBAHHbLIE) NPY HANMNYMK

| A2. Konunsa rocygapcTBeHHON NuLEeH3un Ha hapMaLeBTUYECKYI0 AeATeNbHOCTb



I AS.

| Ad.

| AS.

| AG-1

| A6-2

| A7.

| A8.

[A9.

I A10.

[.B.1.

1.B.2

1.B.3

IMA

A1

A2
NA3
1B
B 1
B2

(HOTapVIaJ'IbHO 3aCBVI,EleTeJ'IbCTBOBaHHbIe)

MpunoxeHne K NMUEH3nN (ANs pacTUTENbHOTO Chipbs - pa3peLLeHne Ha 3aroToBKY Ans
OTEeYEeCTBEHHbIX MPON3BOAMTENEN)

Ecnu B npon3BoACTBEHHOM NpoLiecce y4acTBYET HECKOMbKO MPON3BOAMTENEN
AokymeHTbl nyHKTOB IA2, 1A3, IA4 NnpegocTaBnaloTCs Ha BCEX Y4aCTHUKOB NMPOV3BOACTBA

JIMueH3noHHbIV foroBop (cornalleHne) Ha NpaBo NPOU3BOACTBA (A0 UCTEYEHUS CpoKa
OencTBuA NaTeHTa Ha opuUrMHanbHbIN Npenapar)

HOTapuanbHO 3acBMAETeNbCTBOBAHHAS KOMWUS OXPaHHOIO AOKYMEHTa Ha M3obpeTeHue
WK NonesHyo Moaenb OpUrMHanbLHOro NekapcTBEHHOro cpeacTaa (npeJocrasnseTcs
naTeHTooGnagaTenemM oxpaHHOro JOKyMeHTa);

rapaHTmﬁHoe NMNCbMO O HEeHapyLleHUN NCKINMIYNTENbHbIX NpaB TpeTbMMU NUamMn Ha
M306peTeHme nnn nones3Hyw mMmoaesb (I'Ipe,D,OCTaBJ'IﬂeTCH npu aKkcnepTunse
reHepu4yecKkoro nekapcTtBeHHoro npenapaTa)

[okymeHT, noaTBepXaaoLLnii Ka4eCTBO akTUBHOIO BellecTea (cepTudukaT aHanumaa
cybcTaHumMu OT Npomn3BOAMTENS, cepTUdMKaT COOTBETCTBMA MOHOrpadun EBponenckon
dapmakoneun, NPOTOKON aHanu3a, aHanUTU4eCcKUin NacnopT)

[oKyMeHT, noaTeepxaatoLLnii Ka4eCcTBO rOTOBOro NPOAyKTa TPeX NPOMBbILLIEHHbIX
cepwuii (cepTudmkaTt aHanu3a, NPOTOKON aHanusa), ogHa cepus KOTOPOro coBnagaeTt ¢
cepwveli obpasLia NnekapCTBEHHOro CcpecTBa, MOAaHHOro Ha perncTpauuo

[lokyMeHT 0 Np1oHOBOI 6E30MacHOCTM Ha BELLLECTBA XXMBOTHOIO NMPOUCXOXAEHMS OT
npounssoauTens

Konus - pernctpaumoHHoro yaoctoBepeHusi Pecnybnuku KaszaxctaH (npy npognexHun
CpoKa AenCTBMSA PermMcTpaLmMoHHOro yaoCToBEpeHUs)

MpPOEeKT MHCTPYKLMM MO MeANLMHCKOMY MPUMEHEHWIO B 3EKTPOHHOM BuAe B hopmaTe
"doc (mok)"

TeKCT MapKMpOBKY AN NePBUYHON N BTOPUYHON YNAKOBOK, CTUKEPOB, 3TUKETOK Ha
Ka3axCKoOM W PyCCKOM S3blKax

LiBeTHble MakeTbl MOTPEOUTENBCKUX YNAKOBOK, 3TUKETOK, CTUKEPOB B 311IEKTPOHHOM
BuAae B popmare "jpeg (gxuner)"

KpaTkas xapakTepucTuka cuctembl hapmakoHaasopa Agepxartenst permcTpaLuoHHOro
YyAOCTOBEPEHUS BKIHOYAET:

MHGOPMAaLUIO O TOM, YTO AepXKaTeNb PErMcTpauMoOHHOro yaoOCTOBEPEHNSI UMEET B
CBOEM PacnopsiKeHUN OTBETCTBEHHOE NULIO 3a rnobanbHbIv hapmakoHaas3op;
KOHTAKTHbIE JaHHblIe OTBETCTBEHHOIO Nuua 3a rnobanbHbIi hapMakoHaa3op;
Jeknapauuio, NoANMCaHHy AepXaTenem perncTpaumoHHOro YA40CTOBEPEHMS O TOM,
4YTO OH UMeEeT cncTemy cbapmakoHaa3opa 4518 BbINOMHEHUs 3aaay U ob6si3aHHOCTEN No
NOCTPErMcTpaLUMOHHOMY KOHTPOM 6e30MacHOCTU NeKapCTBEHHbIX CPEeACTB;

CChIJIKY Ha MecTo (agpec), rae XxpaHuTcst mactep-caiin cucteMsl hapmakoHaa3opa.

[okyMeHT, noaTBEPXKAAIOLWMNA O HAaNUYUM KBann@ULMPOBaAHHOIO NnLa, OTBETCTBEHHOTO
3a hapmakoHaasop Ansa cbopa u perncTpaumm NoboYHbIX peakLnii, BbISBMAEMbIX Ha
TeppuTopun Pecnybnukn KaszaxcTtaH

YacTb || XuMunyeckasi, hapmaueBTMyeckast U Guonormyeckast 4OKyMeHTaums*

CogaepxxaHue
Coctas

KauecTBeHHbIN 1 KONMYECTBEHHbI COCTaB NeKkapCcTBEHHOro npenapaTa (akTUBHbIE,
BCMomoraTenbHble BeLecTBa, COCTaB 060104KM TabneTku unv Kopryca kancyrbi)

OnvcaHue ynakoBku

dapmaueBTUyeckas paspaboTka (o6ocHoBaHMeE BbIGOpa cocTaBa, NEPBUYHON YNAKOBKM)
CBefeHusi 0 Npon3BOACTBE:

NpOV3BOACTBEHHAs hopmyna

onvcaHne TEXHONorMmM NPon3BoaCTBa



B3
1B 4
INc

Nc1
NcC1.1
Nc2
I1C2.1
Ncs3

I1C 3.1
1D

IE

INE1

INE 2

IIF

NG
IIH
MK

L
M.

I A.

I B.
I cC.
I D.
I E.
I F.

I G.

" H.

Q.

IV A.

KOHTPOIb B NpoLiecce Npovn3BoACTBa (ONepaLMOHHbIN KOHTPOIb)
nepBMYHas aKkcnepTu3a NPOM3BOACTBEHHbLIX NPOLECCOB

MeTOAbl KOHTPOMS MCXOAHBIX MaTepuanos

akTuBHas cybctaHums

cepTudukaTbl Ka4ecTBa Ha aKTUBHbIE BeLLeCTBa
BCMOMoOraTenbHble BeLlecTsa

cepTudmKaThl Ka4ecTBa Ha BCoMoraTesbHble BelecTsa
yNakoBOYHbLIA MaTepunan (nepeBrnyHas 1 BTOPMYHasA ynakoBka)

cepTudmKaTbl KayecTBa yNakoBOYHOro Matepumana ¢ npunoXXeHnem OOKYMEHTOB,
pernaMmeHTUpyrLwnx nx Ka4ecTeo

MeTObl KOHTPOMS KayecTBa NPOMEXYTOYHbIX MPOAYKTOB (NpY HEOBXOAMMOCTH)

cneundmrkaLma KayecTsa U METOLMKN KOHTPOMS rOTOBOrO NPOAYyKTa C AYTEHTUYHbIM
nepeBooOM C A3blka npoun3soanTensd Ha pyCCKVII7I A3bIK

HOPMaTWBHbIN AOKYMEHT NPOM3BOAUTENS MO KOHTPOSIO kayecTBa M Be3onacHoCTM
neKapcTBEHHOrO CpeAcTBa B 3NEKTPOHHOM BuAae B popmarte "doc (Aok)",
NOSICHUTENbHASA 3anucka K Hemy

nepBuYHas 3KcnepT3a METOAMK UCTbITAHUIA NEKapCTBEHHOro npenapaTa (KpoMe
dbapmakoneiHbIX METOAUK) (NpY NepeperncTpaumny AoNoNIHUTENBHO KON
HOPMAaTWBHOIO AOKYMEHTa Mo KayecTBy, YTBEpXKAeHHbIN B PecnyGnivke KaszaxctaH)

pes3ynbTaTtbl UCNbITAHUA CTabunbHOCTM HE MeHee YeM Ha TpeX NPOMBbILLMEHHbIX NN
ONbITHO-MPOMbILLJTIEHHbIX (I'IMJ'IOTHbIX) cepuax

cBefeHuns o npodune pacTBopeHus (4Ns TBepAbIX A03UPOBaHHbIX NEeKapCTBEHHbIX
chopm)
AaHHble KOHTpOJ‘Iﬂ Ha XNBOTHbIX

JaHHbIEe MO BEPOATHOM ONacHOCTU Ans Opr)Ka}OLLI,eVI cpeabl And npenapartos,
coaepxauwmnx reHetm4eckn USMeHeHHble opraHn3mbl

nepuoanyeckunii 0GHOBNAEMbI OTYET Mo GesonacHoCTH (Npy NepeperucTpaLmm)

JononHuTenbHasa MHopmaLuus, NoATBepXaatoLLasa kavecTBo (Mpn HeobxoaMMocCTH)
Yactb Ill. dapmakonornyeckas n TOKCMKoNorndeckas 4oKymeHTaums

CogaepxxaHue

[laHHble MO TOKCUYHOCTH (OCTPOW U XPOHUYECKOW), (MEONLIMHCKUIA
MMMYHOBMOMOrMYeckuii npenapar - TOKCUYHOCTb NMPU OQHOKPATHOM BBEAEHWN U
BBEAEHUV NOBTOPHBIX A03)

BnuvsHne Ha penpoayKTuBHY0 OyHKLMIO

[aHHble N0 SMOPUOTOKCUYHOCTU N TEPATOrEHHOCTH

[aHHble No MyTareHHoCTH

[laHHble MO KaHLEepOreHHoCTH

$PapmakogmHaMmumka (MeauLMHCKMI reHeobnonormyeckuin npenapar - peakToreHHOCTb)

dapmakokuHeTnka (MeguLMHCKMIA MMMyHOBMonornyecknin npenapart - cneumdunyeckas
aKTUBHOCTb)

[laHHble 0 MecTHO-pasapaxatoLleM OEUCTBUM (MEQULIMHCKMIA MMMYHOBMONOrnyeckuii
npenapar - UMMYHOFE€HHOCTb 41151 BaKLWH)

HononHuTenbHaa nHdopmauus, noaTeepxaatolias 6es3onacHocTb (npu
HeoOx0aMMOoCTK)

YacTtb IV. KnuHnyeckas gokymeHTaums

CopepxaHue

[aHHble no knuHU4eckon dapmakonorun (bapmakogmHammka, hapmakokuHeTrka),
nccrnenoBaHns OMOIKBMBANIEHTHOCTY A5 TeHEPUKOB



IV B
IV C
IV D
IVD 1
IV Q

Mpumeyvanue:

KnnHnyeckas, nmmyHonornyeckas apekTmBHOCTb
HwnarHoctnyeckasa adhdPeKTMBHOCTb

PesynbTaThbl KNMTMHUYECKUX UCNBITAHUIA, HAayYHble NyGnukauum, oTyeTbl
[laHHble NOCTperncTpaumMoHHOro onbITa (NPY HanM4MK)

[ononHuTtenbHasa nHgopmaums, nogTeepxaaroas ahPeKTUBHOCTb

* [Mpwn npoaneHnn cpoka AeNCTBUSA PEMMCTPALIMOHHOIO YAOCTOBEPEHUS, BblAABAEMOrO YNIOMHOMOYEHHBIM OpraHoM B
obnactu 3agpaBooxpaHeHusa Pecnybnukn KasaxctaH B cooTBeTcTBMM C MpaBunamm rocyaapCTBEHHOW pernctpauum,
nepeperncTpaumm n BHECEHNS N3MEHEHWI B PErMCTpaLMOHHOE [OChe NEeKapCTBEHHOIO CpeAcTBa, U3nenvn
MEONLIMHCKOTO Ha3Ha4YeHUs N MeANLUHCKOW TEXHUKM, YTBEPXKAEHHBIMU NpuKa3oM MnHucTpa 3gpaBooXpaHeHus
Pecny6bnukn KasaxctaH ot 18 Hosi6pst 2009 roga Ne 735 (3apernctpupoBaH B PeecTpe rocyaapCTBeHHON permcrpauum
HOpMaTMBHBIX NpaBoBbIX akToB nog Ne 5935) npegoctaBnstorcs yactv | v 1l gaHHOro nepeyHs.

MpunoxeHve 3
k MpaBunam npoeeneHns
9KCMepTU3bl NEKaPCTBEHHbIX CPEACTB

Hepequb AOKYMEHTOB, npeaocTaBfidseMbiX ANA IKCNepTU3bl 3apy69)KHbIMVI npoussoguTenamu

Ne n/n

1.1.
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1.2.2.

1.2.3.

1.2.4.

1.3.

1.3.1.

1.3.2.

1.3.3.

134

1.35.

1.4.
1.4.1.
1.4.2.
1.4.3.
1.5.
1.6.

HavnmeHoBaHWe JOKYMEHTOB
Yactb 1.*

Obwasa pokymeHTaums

CepTndmkat Ha hapMaLeBTUYECKUIA NPOAYKT COrnacHo pekomeHgauun BecemmnpHoi
opraHuMsauun 3apaBooxXpaHeHus (HoOTapuanbHO 3acBUAETENbCTBOBAHHBIN).

Mpwn OTCYTCTBUM NPenoCTaBNATCA:

CepTndumkat (pernctTpaumoHHoe yaoCTOBEPEHNE) O perncTpaumm B cTpaHe-
npou3soauTene (HoTapuanbHO 3aCBUAETENbCTBOBAHHbIN)

Ceptudmkat GMP (c ykazaHuem gaTbl U pe3ynbTaToB NOCNeAHEeN NHCNEeKUn)
(HoTapuanbHO 3acBUAETENBLCTBOBAHHbIN)

CepTudumkaT, paspeLuatoimn cBo60aHy Npoaaxy (3KCnopT)
CepTudukat npomcxoxaeHust Topapa (45151 0Te4eCTBEHHbIX MPOM3BOAUTENEN)

JIMLLEH3MOHHBIN JOroBOpP (COrnalleHne) Ha NpaBo NPOM3BOACTBA (40 UCTEYEHUsT CpokKa
OEenCcTBMSA NaTeHTa Ha OpUrMHarbHbIN Npenapar)

CBefleHusi 0 perMcTpaumm NekapcTBEHHOro CPEACTBA B APYrMX CTpaHax C ykasaHueM
HOMepa 1 AaTbl PErMcTpauMoHHOrO yAOCTOBEPEHUS (UM KOMUK cepTudmkaTa unm
PerMcTpaLmMoHHOro Y 0CTOBEPEHUST)

KpaTkas xapakTepucTrka nekapCTBEHHOro npenapara, MapkmpoBka (LBETHbIE MakeTbl) U
WHCTPYKLUMS MO MEANLIMHCKOMY NMPUMEHEHMIO

KpaTkasi xapakTepucTuka fiekapCTBEHHOTO Npenapar ¢ 4aTol nocrefHero nepecMoTpa

YTBEpKAEHHAsA MHCTPYKLUMSA MO MEAULMHCKOMY MPUMEHEHMWIO NEKapCTBEHHOrO CpeacTBa
(ansa opraHmnsauun-nponssoguTtenen ctpaH Cogpyxecrtea HesaBucumeix MocygapcTs),
3aBepeHHas opraHv3aumen-npon3BoamTenem

MpoekT MHCTPYKUMN NO MEeOULMNHCKOMY NPUMEHEHUI0 NeKapCTBEHHOro cpeacrtea

TekcT MapKnpoBKn I'IGpBVNHOI;I n BTOpI/I‘-IHOI7I YNaKoBOK, 3TUKETOK, CTUKEPOB Ha Ka3aXCKOM
N PYCCKOM A3blKax

LiBeTHbIe MakeTbl MOTPEOUTENBCKNX YNAKOBOK, 3TUKETOK, CTUKEPOB B 3NEKTPOHHOM BuAe
B chopmarte jpeg (axuner) B macwtabe 1:1

WHdpopmaumsa o6 akcneprax

WHdopmaumsi 06 akcnepTe No kayecTsy

WHdpopmaumsa 06 akcnepTte No AOKNMHUYECKMM OaHHBIM
WHdopmaumst 06 akcnepTe No KMMHUYECKUM AaHHbBIM
CreuwnanbHble TpeboBaHMA K pa3HbIM TUNam 3asiBreHnn

OueHka NoTeHUmManbHON oNacHOCTM ANs OKpY»KatoLlen cpeabl



16.1

1.7.

171

1.7.2

2.1.
2.2.
2.3.
2.4.
2.5.
2.6.
2.6.1.
2.6.2.
2.6.3.
2.6.4.
2.6.5.
2.6.6.
2.7.

2.7.1.

2.7.2.
2.7.3.
2.7.4.
2.7.5.
2.7.6.

3.1
3.2.

3.2.S.

3.2.8.1.

3.25.1.1.
3.2.5.1.2.
3.2.5.1.3.

NekapcTBeHHbIE NpenapaTbl, CoaepXKallne Unm nonyvyeHHbIe 13
reHoMoANULMPOBAHHBIX OPraHN3mMoB

WHdopmaumsa oTHocuTenbHO hapmakoHaasopa 3aasutens B Pecnybnvke KasaxctaH

KpaTkas xapaktepucTuka cuctembl hapmakoHagsopa gepxarens perncTpaumoHHOro
YAOCTOBEPEHUS BKINIOYAET:

[0Ka3aTenbCTBO TOrO, YTO AepxaTeflb PerMcTpaLmMoHHOro YA0CTOBEPEHUS UMeeT B
CBOEM pacnopsiKeHMN OTBETCTBEHHOE NULO 3a rnobanbHbIv dhapmakoHaa3op;
KOHTaKTHble AaHHble OTBETCTBEHHOIO nunua 3a rmobanbHbln dhapmakoHaasop;
Aeknapauuio, NOANNCaHHYI0 AepXaTenem perncTpaLroHHOro Y40CTOBEPEHUS O TOM, YTO
OH nMeeT cucTemy dapMakoHaasopa AN BbiNOfHeHUs 3adad n ob6sa3aHHOCTEN No
NOCTPErncTpaLmMoHHOMY KOHTPOIo 6e30NacHOCTY NekapCTBEHHbIX CPEACTB;

CCbINIKY Ha MeCTo (aapec), rae XpaHuTcst macTtep-cann cucteMsl hbapmakoHaasopa.

[loKyMeHT, noaTBepXAatoLLMiA, YTO 3asBUTENb MMEET OTBETCTBEHHOE NULIO 3a
dapmakoHaasop Ha TeppuTopun Pecnybnukm KasaxctaH

YacTtb 2.*

Pestome 06L1ero TexHN4eckoro JOKyMeHTa

CogaepxxaHue yacten 2.3.4.5

BeeneHuve B 06N TEXHUYECKUIA LOKYMEHT

OO6LUMI OTYET MO KayecTBy

0O630p AOKMMHUYECKUX AaHHbIX

0O0630p KMMHUYECKUX OAHHBIX

OTYeT OOKNMUHUYECKNX AaHHbIX

OT4eT hapMakonormyeckmx 4aHHbIX B TEKCTOBOM dhopmarte
OT4eT hapmakonornyeckmx AaHHblx B BUuae tabnuy

OT4eT hapMakoKMHETUYECKMNX AaHHbIX B TEKCTOBOM cdhopmaTte
OT4eT hapMakoKMHETUYECKMX AaHHbIX B BUAE Tabnuy,
OT4YET TOKCMKONOTMYECKMX AaHHbIX B TEKCTOBOM dhopmaTte
OTYET TOKCUKOMNOTMYECKUX AaHHbIX B BUAE Tabnuy,

OTYET KIMMHUYECKMX AaHHbIX

OTt4yeT GuochapmMaLeBTMHECKUX UCCIEA0BAHMIN U CBA3AHHBLIX C HUMW aHANUTUYECKNX
MeToa0B

OTueT nccnenoBaHWn Mo KIMHWYECKOW hapmakonorum
OT4YeT NO KIMHUYEecKon achEKTUBHOCTH

OTueT no knuHu4eckomn 6esonacHoOCTM

Konusi ncnonb3oBaHHbIX MMTEpPaTYpPHbIX MCTOYHMKOB

KopoTkne 0630pbl MHAMBUAYaNbHBIX UCTIbITaHWUIA
YacTtb 3. KayectBo*

CopaepxxaHue
OCHOBHbI€ AaHHble

JlekapcTBeHHas cybcTaHums (Ans nekapcTBeHHbIX MpenapaToB, KOTOpble coaepXaT
Honee 04HOro0 aKTMBHOIO BelLecTBa, MHhopMaumsa NpeaocTaBnseTcs B NOIHOM obbeme
OTHOCMTENbHO KaXXOo0ro 13 HMX)**

O6was nHpopmaumsa™
HassaHne™*
CtpykTtypa™®

O6Lwwue ceBoncTBa™



3.2.5.2. MponssoacTeo

3.2.5.2.1. MpownssogunTens™™

3.2.5.2.2. OnucaHne Npon3BoACTBEHHOIO NpoLecca U ero KOHTPOIb
3.2.5.2.3. KoHTpornb ncxoaHbIx MaTepmanos

3.2.5.2.4. KOHTpOrb KpUTUYECKMX 3TanoB 1 NPOMEXYTOYHON NPOAYKLMK
3.2.5.2.5. MepBunyHas akcnepTM3a npoLecca u/mnm ero oueHka
3.2.5.2.6. Pa3paboTka Nnpon3BOACTBEHHOIO Npouecca

3.2.8.3. XapaktepucTtuka**

3.2.5.3.1. [okasaTenbCTBO CTPYKTYPbl U XapaKTEePUCTUKN

3.2.8.3.2. Mpumecn*™

3.2.5.4. KoHTponb akTMBHOro Belwectsa**

3.2.5.4.1. Cneumndukaumna™™

3.2.54.2. AHanuTu4yeckme MetToankn™*

3.2.5.4.3. MepBuYHas akcnepTM3a aHanMTUYECKUX METOANK
3.2.5.4.4. AHanmabl cepuin**

3.2.5.4.5. Ob6ocHoBaHMe cneundukalmm

3.2.S.5. CraHgapTHble obpasubl nnm BeLLecTea

3.2.S.6. Cunctema ynakoBka/ykynopka**

3.2.8.7. CtabunbHoCcTb™

3.2.5.7.1. Pesiome oTHocuTenbHO cTabunbHOCTM U BbIBOALI*

[MpoTOKON NOCTPErMCTPALIMOHHOIO U3y4eHUss CTabunbHOCTM U 0bsi3aTensbcTea

32512 OTHOCUTENBHO CTaBUNBHOCTW™™

3.2.5.7.3. [aHHble 0 ctabunbHOCTU™*

3.2.P. JlekapcTBEHHbIV NpenapaT

3.2.P.1. OnucaHue 1 cocTaB nekapcTBEHHOro npenapara
3.2.P.2. dapmaueBTUieckas paspaboTka

3.2.P.21. CocTaBHble BeLeCcTBa NIeKapCTBEHHOMO npenapaTa
3.2.P.21.1. JlekapcTBeHHasi cybcTaHuust

3.2.P.21.2. BcnomoraTtenbHble BellecTsa

3.2.P.2.2. JlekapcTBeHHbIV NpenapaT

3.2.P.2.21. PaspaboTka coctaBa

3.2.P.22.2. ManuLku

3.2.P.2.2.3. Punsnko-xmmmnyeckmne n BMonormyeckne CBoNCTBa
3.2.P.2.3. Pa3paboTka Nnpon3BoACTBEHHOIO Npouecca
3.2.P.24. Cuctema ynakoBka/ykynopka

3.2.P.25. Mukpoburonormyeckme xapakTepucTrkn

3.2.P.26. CoBMeCcTMMOCTb

3.2.P.3. MponssoacTeo

3.2.P.3.1. Mpownssogutens (1)

3.2.P.3.2. CocTaB Ha cepuio

3.2.P.3.3. OnucaHne Npon3BoACTBEHHOIO NpoLiecca U KOHTPONA npouecca
3.2.P.34. KOHTpOrb KpUTUYECKMX 3TAnoB 1 NPOMEXYTOYHON NPOAYKLUN
3.2.P.3.5. MepBuyHas akcnepTM3a npouecca u/mnm ero oueHka
3.2.P.4. KoHTponb BcnomoratenbHbIX BELLECTB

3.2P4.1. Cneumndukaumm

3.2.P4.2. AHanUTU4yeckne MetToaukm



3.2.P43. [MepBrYHaga akcnepTn3a aHaNUTUYECKUX METOONK

3.2.P44. Ob6ocHoBaHMe cneundukaLmn

3.2.P.45. BcnomoraTtenbHble BelecTBa YeNoBEYECKOro U XXMBOTHOTO NPOUCXOXOEHUS
3.2.P46. HoBble BcnomoraTenbHble BellecTsa

3.2.P.5. KoHTpornb nekapcTtBeHHOro npenapara

3.2.P.5.1. Cneundwmkaums (1)

3.2.P.5.2. AHanUTU4Yeckne MeToaunkm

YTBEpPXAEHHbI HOPMaTVBHBIN JOKYMEHT NO KOHTPOMIO KavecTBa 1 6e3onacHoCcTy B
3MNeKTPOHHOM Buae B hopmaTte doc (npy nepepernctpaumm AONONHUTENLHO KOMUIO
YyTBEPXXAEHHOrO HOPMaTUBHOIO AOKyMeHTa B Pecny6nvike KasaxcTtaH)

3.2.P.53. MepBuYHas akcnepTM3a aHanMTUYECKUX METOANK
3.2.P.54. AHanuabl cepun
3.2.P.55. Xapakrepuctuka npmmecem
3.2.P.5.6. O6ocHoBaHus cneumdmkaumun(in)
3.2.P.6. CraHgapTHble obpasupl 1 BellecTea
3.2.P.7. Cuctema ynakoBka/ykyrnopka
3.2.P.8. C1abunbHOCTb
3.2.P.8.1. Pesiome 1 BbiBOA 0 cTabunbHOCTH
32P82. [MpoTOKON NOCTPErMCTPALIMOHHOIO U3y4eHUss CTabubHOCTM U 0bsi3aTensbcTea
OTHOCMTENbHO CTabUNBHOCTK
3.2.P.8.3. [laHHble 0 cTabunbHOCTH
3.2.A. [ononHeHus
3.2.A1. TexHnyeckne cpenctea 1 obopyagoBaHue
3.2.A2. OueHka 6e30nacHOCTY OTHOCUTENBHO MOCTOPOHHUX MUKPOOPraHW3MOB
3.2.A.3. HoBble BcnomoraTenbHble BellecTsa
3.2.R. PernonanbHas nHdopmawms
3.3. Konnsi ncnonb3oBaHHbIX NMUTEPATYPHbIX UCTOYHMKOB
YacTb 4. OTYeTbl O JOKMUHUYECKUX (HEKIMMHUYECKMX) UCCreoBaHUsAX
4.1. CopaepxxaHue
4.2. OtyeTbl 06 nccnegoBaHmMm
4.2.1. dapmakonorus
4.2.1.1. MepBunyHas chapmakoguHamumka
4.2.1.2. BTopuyHas dpapmakogmHamumka
4.2.1.3. dapmakonorusa 6e3onacHOCTH
4.2.1.4. dapmakognHamMn4eckme nekapcTBEHHbIE B3aUMOAENCTBUSA
4.2.2. dapmakoKnMHeTUKa
42.2.1. AHanuTuyeckme MeToabl N OTYET OTHOCUTENBHO UX NEPBUYHON IKCNEPTU3bI
4.2.2.2. BcacbiBaHue
4.2.2.3. Pacnpenenexue
4.2.2.4. MeTtabonuam
4.2.2.5. BbiBegeHue
42.2.6. dPapmaKkoknHeTUYECKNE NEKapCTBEHHbIE B3aMMOAENCTBUSA (JOKIMHUYECKME)
4.2.2.7. Opyrne dapmakoknHeTU4ecKkne nccrneaoBaHums
4.2.3. Tokcukonorus
4.2.3.1. TOKCUMYHOCTb Npu BBEAEHUN OAHOKPATHOW 03bl

4.2.3.2. TOKCUYHOCTbL NpY BBEAEHUW NOBTOPHBIX 403



4.2.3.3. eHOTOKCUYHOCTb (MH-BUTPO; UH-BUBO, TOKCUKOKMHETUYECKYH) OLIEHKY)

KaHLI,epOFeHHOCTb (JJ,OJ'IFOCpO‘-leIe ncecnenoBaHud; KpaTtkoCpoYHble U cpeaHecpoYHblie

4.2.3.4.
nccneaoBaHust)
PenpoaykTnBHasa 1 oHTOreHeTM4eckast TOKCUYHOCTb: CMNOCOBHOCTL K BOCNPOM3BEAEHUIO
4235, NoTOMCTBa U paHHee aMBpuoHanbHOe pa3BuTUE; pa3BuUTUE 3apoabllla Nnoaa;
BHYTPUYTPOGHOE 1 MOCNepoaoBoe pa3BUTHE; UCCNefoBaHMs, B KOTOPbIX MOTOMKaM
(pacTyLume X1BOTHbIE) AaBanu onpeaeneHHyo 403y /My oueHnBanu B fanbHenLeM.
4.2.3.6. MecTHasa nepeHoCUMOCTb
4237 [Opyrne nccnegoBaHnsi TOKCUYHOCTU: @HTUIEHHOCTb; UMMYHOTOKCUYHOCTb; MEXaHN4eckune
NCcCcrneaoBaHus; 3aBUCUMOCTb; METaboNNTLI; MPUMECH.
4.3. Konnsi ncnonb3oBaHHbIX NMTEPATYPHbIX UCTOYHMKOB
YacTb 5. OTYeTbI O KIMHUYECKUX UCCNEAOBaHNSX U (UNK) NCNbITAHUSAX
5.1. CogaepxaHue
5.2. lMepeyeHb Bcex KNMHMYECKMX UCMbITaHUA B BUae Tabnuy,
5.3. OT4YETbI O KITMHNYECKNX UCTIbITAHMUAX
OT4eTbl 0 BMohapMaLeBTUYECKMX MCCNEOOBAHNSIX: OTYET NCCregoBaHUN no
531 61OA0CTYNHOCTH; OTYET CPABHUTENBHBLIX UCCNIEA0BaHNIA N0 BUOLOCTNYHOCTY U
OGMO3KBMBANEHTHOCTU; OTYET MO KOPPENAUUN UCCNeaoBaHUi MH-BUTPO MH-BUMBO; OTYET MO
OMoaHanNMTUYECKUM U aHanUTUYECKUM MeToadaM;
OT4eTbl UccrieqoBaHUn Mo hapMakoKMHETMKE MPU UCMOSb30BaHNM BMoMaTepuanos
5392 yenoseka: OTHET UCCrefoBaHUN CBA3bIBaHWS C Benkamm; oT4eT nccrnenoBaHuin

neyeHo4YHoro metabonmama u B3anMogenCcTBU; OTYET MO UCCIEAOBaHNSM C
ncnonb3oBaHMeM 6momaTepmanoa yernoBeka.

OT4eTbl 0 hapMaKOKMHETUYECKMX NCCNEAOBAHUSIX Y YEeIoBeKa: OTYET UCCnenoBaHNi
hapMaKOKMHETUKM Y 300POBbLIX 40OPOBONBLEB N UCCNEAOBAHNIO NEPBUYHON
NepeHOCUMOCTI; OTHET UCCNegoBaHNN (PapMakoKMHETUKN Y NALMEHTOB U UCCNEef0BaHNI0

5.3.3. nepBUYHON NEPEHOCUMOCTU; OTYET UCCNeoBaHUn BHYTPEHHEro dhaktopa
hapMaKkOKMHETUYECKNX UCCre0BaHNIN; OTYET MCCrnefoBaHNN BHELLHEro dakTopa
hapMaKOKMHETUYECKNX UCCreoBaHWIi; OTHET UccnefoBaHuin hapMakoKMHETUKN B
pasnuyHbIX NONYyNSAUMSX;

OT4eTbl 0 chapMakogUHAMUYECKMX UCCNEAOBAHUSIX Y YeroBeKa: OTYET NUCCIefoBaHNN
dapMakogMHaMUKM 1 hapMaKoKUHETUKW/hapMakogNHaMMUKA Y 300POBbIX
[o6poBonbLEB; OTYET UCCNEeA0BaHWI hapMakogNHaAMUKA 1
bapMakoKnHeTKK/dhapmMakognHaMNKKN Y NaLUEHTOB;

5.3.4.

OT1yeTbl 06 uccrnegoBaHmn apPeKTUBHOCTU 1 6E30MacHOCTM: OTHET KOHTPONMPYEMBbIX
KNUHUYECKNX UCCneaoBaHnini No 3asiBNEeHHbIM NOKa3aHUSAM; OTHET HEKOHTPONMPYEeMbIX
5.3.5. KNMUHUYECKUX UCCIEeNoBaHNI; OTYeTbl aHanmM3a gaHHbIX 6bonee Yyem oaHOro
nccregoBaHus, BktoYas nobble opmMarnbHble MHTErPUPOBaHHbIE aHanM3bI,
MeTaaHanu3bl U NepeKkpecTHble aHanu3sbl; 0TYeThl N0 APYrMM UCCNeaoBaHUAM

5.3.6. OT4eTbl 0 NOCTPErNCTPALIMOHHOM OMNbITE NPUMEHEHNS
537, Ob6pasupbl UHAMBMAYaNbHbLIX PEMMCTPALIMOHHBIX POPM 1 MHAMBUAYAMbHBIE CINCKA
nauneHToB
5.4. Konuns ncnonb3oBaHHbIX NUTepaTypHbIX MCTOYHMKOB
Mpumeyanue:

* Mpwn npoaneHnn cpoka AeNCTBUS PEMMCTPALIMOHHOIO YAOCTOBEPEHUS, BblAABAEMOTO YNOMHOMOYEHHBIM OpraHoM B
obnactu 3agpaBooxpaHeHusa Pecnybnvkn KasaxctaH B cooTBeTcTBMM C [paBunamm rocyiapCTBEHHOW perncTpauum,
nepeperncTpaumm n BHECEHNS U3MEHEHWI B PETMCTPALIMOHHOE [JOCbE NIEKAPCTBEHHOIO CpeacTBa, U3nenun
MEeOULUHCKOro HasHa4YeHNst 1 MeOULMHCKON TEXHUKN, YTBEPXKAEHHBIMU NMpuKkaszomMm MyuHUCTpa 3a4paBoOXpaHeHus
Pecnybnukn KasaxctaH ot 18 Hos6pst 2009 roga Ne 735 (3apernctpmpoBaH B PeecTpe rocyaapCTBEHHOM permctpauum
HOopMaTMBHbIX NpaBoBbix akToB nofd Ne 5935) npegoctasnsatoTcsa yactu |-l gaHHOro nepeyHs.

*MuHMManbHbI 06bEM CBeAEHMI, HEOOXOAMMBIN AN NpeacTaBneHus B pasgene 3.2.S.

Ecnu oTaenbHble YacTu AOKYMEHTALMKN HE BKIOYEHbI B I0CbE, B COOTBETCTBYHOLLEM pa3gene Heobxoanmo
npeacTaBuTb 060CHOBaHUeE.



[lns npenapaToB XMBOTHOIO NpoucxoxaeHus B pasgene 3.2.S HeoGXo4MMO NpeacTaBUTL crieayome
JOMNonHUTENbHblE CBeAeHWUS: aHHble OTHOCUTENbLHO BUAa, BO3pACTa, paLMoHa XUBOTHBIX, OT KOTOPbIX MNOMYYeHO ChIpbe;
JAaHHble 0 XapakTepe (kaTeropun) TkaHu, U3 KOTOPOK NOMy4eHO Chipbe ANS NPOM3BOACTBA NTeKapCTBEHHOro npenapaTa, ¢
TOYKMN 3PEHNS €0 OMACHOCTM OTHOCUTENBHO COAEPXKaHNSA NPUOHOB; TEXHOMOIMYeckas cxema o6paboTku Chipbs C
yKa3aHMeM 3KCTPareHToB M TEXHOINOMMYECKUX NapaMeTpoB; MeToAbl KOHTPONSA KayecTBa Cbipbs, BKMHOYas MeToabl

BbISIBMIEHWS NMPUOHOB B NleKapCcTBEHHOM npenapare (Mpy HeobxoanMocTh).

[HonyckaeTcsa npegocTasneHve JokyMmeHToB Yacten 3, 4, 5 Ha aHIMUINCKOM s3blke C NepeBOAOM Ha Ka3axckun u
pycckui A3bIkn cnegytowmx pasgenos Yactu 3: cneundpmkauum (3.2.P.5.1.), aHanutnyeckne metoguku (3.2.P.5.2.),

obocHoBaHue cneumdukaumni (3.2.P.5.6.).

Mpunoxexwve 4
k Mpasunam nposegeHns

OKCMNepTu3bl NIeKapCTBEHHbIX CpeacTB

dopma

OTyeT HayanbHOM JKCNepTu3lbl (Banu.qauuu perncTtpaumoHHOro ,D,OCbe) NleKapCcTBeHHOro cpeancrtBa

1. NpoBeaeHa HavanbHas aKkcnepTUsa (Banuaaunsa perMcTpaLmnoHHOro 40Cke) NEKapCTBEHHOrO CpeacTBa

1) damunus, nMsa, 0THECTBO (NPU HaNU4YUK) akcnepTa

2) [ormkHOCTb aKcnepTa
2. NudbopmaLrms o nekapcTBEHHOM CpefacTBe

1) Homep n paTta 3asBku

2) ToproBoe HavMeHOBaHWe npenapara

3) MexgyHapoaHoe HenaTeHTOBaHHOe Ha3BaHue (ganee — MHH)
4) JIlekapcTBeHHas dopma

5) [osuposka

6) KoHueHTpauus

7) Cnocob BBeneHusi

3. YnakoBka

Ne HanmeHoBaHue ynakoBku

1)

2)
4. aHHble 0 npousBoauTene

Ne Twn opraHu3auum unu y4acTok Nnpov3BoaCcTBa
1) 3agasutenb

2) Tlpoussoautens

3) YnakoBLuK

4) [epxaTternb perncTpaunoHHOro yaocToBepeHmnst

Bug ynakoBku Konnyectso

(nepBuyHas, O6bem eguHuL B

BTOPWYHas) yrnakoBke

HanmeHoBaHve KOpuanyeckui
CTtpaHa

opraHusaumm agpec



5. MNopsagok otnycka

Ycnosusa oTnycka: O no peuenty
(Heobxoanmoe 0TMeTUTb) O 6e3 pelienTa

6. B Pecnybnvke KasaxctaH nog ykasaHHbIM TOProBbIM HauMeHOBaHWEM paHee 3aperucTpupoBaH Apyron
NieKapCTBEHHbIN Npenapar ¢ ApYrMM COCTaBOM aKTUBHbIX BELLECTB

1) Onxet O pa

7. OueHKa MonHoTbI, KOMMMEKTHOCTU PErMCTPALIMOHHOTO AOChE Y NPaBUIIbHOCTM OChOPMIEHUS NpeaCTaBNeHHbIX
[OKYMEHTOB

Jocbe cchopmupoBaHo Mo pasaenam, CTpaHuLbl NPOHYMepPOBaHbl, ONUCb AoKyMeHToB [ HeT

1
) cocTaBneHa O pa
O HeT
2) KomnnekT OKyMEHTOB COOTBETCTBYET YTBEPXKAEHHOMY NEPEYHIO O
na
Hanuune uBeTHbIX MakeTOB YNakoBOK U (DaKT 3aBepeHns X NeyaTbio 3asaBuUTens,
COOTBETCTBME YNAKOBKM NekapCTBEHHOro npenapata NpaBvnam MapKnpoBKu
NeKapCTBEHHbIX CPEACTB, N3AENUN MEAULMHCKOrO HasHa4YeHNss 1 MEONLNHCKON O wet
3) TexHwku, yTBEPXAEHHbIM Npuka3oM MnHUCTpa 34paBOOXpaHEHUS U COLManbHOro 0
na

passuTtus Pecnybnukm Kasaxctan ot 16 anpensa 2015 roga Ne 227 (3apermctpyposaH
B PeecTpe rocyaapcTBeHHOM perucTpaumm HopMaTMBHBIX MPaBOBbIX akToB nog Ne
11088) (nanee — lNMpukas Ne 227)

TekCT MapKMpoBKM o6pa3uos MaKeTOB yNnakOBKWU, 3TUKETOK, CTUKEPOB COOTBETCTBYET O HeT

4) Mpukasy Ne 227 O pa

8. OueHka cocTaBa NekapCTBEHHOro npenaparta

Hanunune B cocTaBe nekapcTBEHHOro Npenapara 3anpeLueHHbIX kpacuteneii u gpyrux [ HeT

1
) BCMOMOraTesibHbIX BELLECTB O pa
2) Hanuvuue B cocTaBe nekapCTBeHHOro NpenapaTa BeLecTB, NonyyYeHHbIX 13 kposu, [ HeT
OpraHoB U TKaHeW YeroBeka 1 XXUBOTHbBIX O pa
3) Harnwvuue B cocTaBe HapKOTUYECKUX CPEACTB, NCUXOTPOMHBIX BELLECTB 1 O Her
NpeKypcopoB (MpW HanuMuum ykasaTb Tabnuuy, no3uuuto) O pa

9. OueHka Ha3BaHus NeKapCTBEHHOro npenaparta Ha npegMmeT OTCYTCTBUA B HEM!

CXOZICTBO C paHee 3aperncTpupoBaHHLIMY NIeKapCTBEHHbIMY Npenapatamu u crnos ¢ LI HeT

1
) HebNaro3By4YHbIMU BbIPXEHUAMMN O ga
2) CNocoBHOCTU BBECTM B 3abnyXaeHNe 0THOCUTENBHO UCTUHHOIO cocTaBa v Aencteus [ HeT
npenapara O pa
3) cxoactBa MHH u/vnun cxogHble ¢ HUMK Ha3BaHWUS AN NekapCTBEHHOro npenapara O Het
APYroro XMMm4eckoro coctasa unm 4encTems O pa

10. OueHka cBegeHu 0 hapMakonorMyeckom OenCTBMM NEKapCTBEHHOMO NpenapaTta

CooTBeTCTBME CTPYKTYPbI 1 OCPOPMIIEHUSI MHCTPYKLIMU MO MEAULMHCKOMY
NPUMEHEHNI0 NekapCTBEHHOro npenapata [NpaBunam coctaBneHus n opopmneHns
WHCTPYKLIMU MO MEAMNLMHCKOMY NPUMEHEHMIO NEKAaPCTBEHHbIX CPEACTB U U3OeNni

1) MeaMUMHCKOro Ha3HavyeHwus!, yTBEPXXAEHHbIM Nprkazom MuHMCTpa 30paBooXpaHeHns
1 coumnaneHoro pas3sutua Pecny6nvkm Kaszaxctan ot 29 masa 2015 roga Ne 414
(3apeructpupoBaH B PeecTpe rocyaapCTBEHHHOW permcTpauum HopMaTUBHBLIX
npaBoBbix akToB nog Ne 11495)

11. 3aknioyeHus:

1) oTkasaTb B AanbHewwen akcneptuse (C 060cHOBaHNEM)

2) NPOAOMKUTL IKCNEpPTU3y



PykoBoauTens CTpyKTypHOro nogpasgeneHus
noAn1chL damunus, nms,
OTYECTBO (MPU HanNU4um)

OkcnepTt
noanuch damnnus, UMs, 0TY4ECTBO (MPU HANNYNK)
[ata
MecTo nevatu

MpunoxeHne 5
k Mpasunam nposegeHns
3KCNEepTU3bl NeKapcTBEHHbIX CPeacTs

dopma
OT4yeT HayanbHOW 3KCNepPTU3bl (Bannaauum perucTpauMoHHOro AoCLe) U3MEeHeHW, BHOCMMbIX B
perncTpauvoHHoe [oCbe NeKapCTBEHHOro cpeAcTBa

1. lNpoBegeHa HavanbHasa akcnepTuaa (BaJ'IVI,EI,aLI,VIFI perncTpaumoHHOro }J,OCbe) N3MEHEHUIN, BHOCUMbIX B
perncrtpaunMoHHOe OoCbe NekapCTBEHHOro cpeancTea

1) Pamunus, MMs, 0TY4ECTBO (MPU HANM4KMK) aKcnepTa

2) [omkHoCTb aKkcnepTa
2. 3asiBNeHHbIE M3MEHEHMWS ABMNAIOTCA:

Tmna l: Tuna l A, Tuna | B Yka3aTb BHOCUMblE U3MEHEHMUS

Tmna ll YKasaTb BHOCMMblE U3MEHEHUSA

3. NHhopmauusa o nekapCTBEHHOM CpeacTee

1) Homep v gata 3asBku

2) ToproBoe HavMeHOBaHue npenapaTa

3) MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHmne

4) JlekapcTBeHHasa bopma

5) Hosuposka

6) KoHueHTpauus

7) Cnoco6 BBegeHus

8) OpraHunsaunsi-npon3BoanTENb

9) Ne perncTpaunoHHOro y10CTOBEPEHNS

4. YnakoBka
Bup ynakoBku (nepBuyHas, KonuuyecTtso eamHu

Ne HaumeHoBaHVe ynakoBKku Ay (nep Ob6bem AVHIL
BTOPUYHas!) B YMaKOBKe

1)

2)

5. laHHble 0 NpousBoguTene

Twn opraHmsaumn unu KOpuamndeckun
Ne P 4 HavnmeHoBaHne opraHusauum CtpaHa prA

y4acTOK NPOU3BOACTBA agpec



1) 3aasutensb
2) MpoussoguTenb

3) YnakoBLymk

6. NepeveHb BHOCUMbIX U3MEHEHUI

Hosas

1 HaumeHoBaHue gokymeHta CTtapasi pegakuus
) AOKY pas peaakLy penakLys

7. OueHKa MonHoTbI, KOMMMEKTHOCTU PErMCTPALIMOHHOTO AOChE Y NPaBUIIbHOCTM OChOPMIEHUS NpeaCTaBNeHHbIX
[OKYMEHTOB

Jocbe cchopmmpoBaHo No pasgenam, CTpaHuLbl IpoHymepoBaHbl, [ HeT

1

) OMMCb JOKYMEHTOB COCTaBlieHa O pa

O Het
2) KoMnnekT 4OKyMEeHTOB COOTBETCTBYET YTBEPXKAEHHOMY MEPEYHIo O
aa

8. 3akntoueHue:
1) 0TKa3aTb B JanbHewLen akcnepTuae (c obocHoBaHMEM)
2) NPOAOIKNTL IKCNEepTU3y

PykoBoguTens CTpyKTypHOro nogpasgeneHns
noanunce Pamunus, nms,
OTYECTBO (MpPU HaNU4um)

OkcnepTt
noanuch damunnus, ums, 0TY4ECTBO (MPU HANNYNUK)
[ata
MecTo nevatu

MpunoxeHune 6
k MNpaBnnam nposegeHns
3KCMepTU3bl NekapCTBEHHbIX CPEACTB
MNMepeyeHb HepaLuMOHanNbHbIX KOMOMHALMI NeKapCTBEHHbIX CPEeACTB

Ne HasBaHune nekapcTBEHHOrO CPeAcTBa, NX KOMOUHALMK

1. durKcHpoBaHHbIe KOMOMHALMM BUTAMUHOB C TPaHKBUNN3aTopamm

5 PukcrMpoBaHHbIe KOMOMHALMW aTPONMHa/aTPONMHONOAOOHbIX NTEKAPCTBEHHbIX BELLIECTB C
aHanbreTMkamMm U aHTUNMPeTUKaMm
durKCUMpOBaHHbIE KOMOMHALMM NOXUMOUHA C TECTOCTEPOHOM M BUTaMUHAMM
durKcupoBaHHbIE KOMOMHALMM Xenesa ¢ MOXMMOMHOM

5 DurKCUPOBAHHbIE KOMOMHALMM aHTUTMCTAMUHHBIX JTEKAPCTBEHHbIX CPEACTB C aHTUANAPENHbIMU
nekapcTBEHHbIMU cpeacTBamm

6. ®PukcrMpoBaHHbIe KOMOMHALMW NEHNLMITIIMHOB € CynbgoHaMmmuaamm

7 ®ukcrpoBaHHbIe KOMOUHALMM BUTAMUHOB C aHanbreTmkamMu (3a UCKIMYeHneM napawertamorna ¢

' BUTaMmmHom C, aueTnncanmumnnoBon KUCNOTbl ¢ BuUTaMmmHom C)

8 DurKCUMPOBaHHbLIE KOMOMHALMM XMHOSTOHOB C JNHOOBLIMW APYrMMUM NTEKaPCTBEHHBIMU CPeACTBaMMU, 3a
UCKIMOYEHNEM NpenapaToB A HAPY)KHOr0 NPUMEHEHNS

9 durKCUpPOBaHHbLIE KOMOMHALMM KOPTUKOCTEPOUOOB C MOOLIMU APYTMMW NIEKAPCTBEHHBIMU CpeacTBaMm
Ansi npuema BHyTpb

10. durKCUpoBaHHbIE KOMOMHALMK XropamMmdeHrKona ¢ NnobbiMM PYrMMKN NEKAaPCTBEHHBIMK CPeaACTBaMMU

ana npuema BHyTpb

11. dukcrpoBaHHble KOMOUHaLMM BUTAMUHOB C MPOTUBOTYGEPKYNE3HbIMY NpenapaTtamu, 3a UCKITIoYEHNEM



12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

M30HMasuga ¢ NMPUOOKCUH rMapOXNIopuaoM (BuTamMmmHom B6)
KomGBrHaumm cteponaHbix aHabonMKOB ¢ ApYrMMU NeKapCTBEHHbIMU CpeACcTBaMm

cDVIKCVIpOBaHHbIe KoMBuHauum Ce,CI,aTI/IBHbIX/CHOTBOpHbIX/aHKCVIOJ'IVITVILIeCKVIX NeKapCTBeHHbIX CpeacTB C
aHaJ'IbFeTVIKaMI/I-aHTVIFII/IpeTVIKaMVI/ HecTeponaHbIMKU NpOoTUBOBOCNANUTENbHbIMU CpeacTBaMu

durKCUMpoBaHHbIE KOMOMHALMM @HTAaroHNCTOB H2-rmctammHopeLenTopoB/MHIMOUTOPOB NPOTOHHOMN
nomMbl C aHTaumMgamm

dukcupoBaHHble kKOMOMHaUMK, coaepxallme 6onee Yem ogHO aHTUIMCTAaMUHHOE NeKapCTBEHHOE
BELLECTBO

durKCUpoBaHHbIE KOMOMHALMM aHTUreNbMUHTHBIX NEKAPCTBEHHbBIX CPEACTB CO criabutenbHbIMU

cI)VIKCVIpOBaHHbIe KOMBUHaLMm leKapcTB C 6pOHXOpaCLIJVIpF|I'OLU,VIM Oenctesnem c npoTUBOKALUEeBbIMA
NeKapCTBeHHbIMK cpeacTBamMu LEeHTparnbHOro OencTBus N/Mnm aHTUrMcCTamMmHHbLIMU cpeacrteamm

cDVIKCVIpOBaHHI::Ie KoMOGuHauum MyKOJ'IVITVIKOB/OTxapKVIBaIOLU,VIX cpeacTB C NpOoTUBOKaLUeBbIMU
NeKapCcTBeHHbIMW cpeacTteamMu n/MnNn aHTUrNCTaMUHHBIMN cpeacrteamumn

®urkcMpoBaHHbIE KOMBUHaLMK CnabuTenbHbIX /WY CNasMOoNMTUYECKUX NEKapCTBEHHbIX CPEACTB C
hepMeHTHbIMK NpenapaTamm

DUKCNPOBaHHbIE KoMbuHauum NPOTUBOPBOTHbLIX NNEKAPCTBEHHbIX CpenCcTB MHFM6VITODOB O0MNaMnHOBbIX
peuenTopoB C nekapCTBeHHbIMU BelecTBaMu, MUMeLWNMN CUCTEMHYHO a6cop6u,mo

q)I/IKCVIpOBaHHbIe KoMBuHauum NPOTUBOKaLUNEBbIX NNEKAPCTBEHHbIX CPeACcTB LieHTparibHOro OencTBus ¢
AHTUTMCTaMNHHbBIMU NNEKapCTBEHHbIMU CpeacTBaMu

durKCUpOoBaHHbIE KOMOMHALMK, COAEPXKALLME NEKTUH U/UNN KAOSNUH C NoObIMU NEKapCTBEHHBIMMN
BELLeCTBaMM, KOTOPbIE BCACbIBAOTCHA B CUCTEMHBIN KPOBOTOK U3 XENyA04YHO-KMLLEYHOro TpakTa, 3a
UCKINIOYEHNEM KOMOMHALMIA NEKTUHA U/UNN KAONUHA C NIeKapCTBEHHbIMUW BeLecTBaMu 63 CUCTEMHOM
abcopbuum

d)I/IKCI/IpOBaHHbIe KOMOMHaLmm I'IpOTI/IBOAI/IapeVIHbIX NleKapCTBEHHbIX CPeACTB C 3fieKTpoSinTamun

durKcMpoBaHHbIE KOMBMHALMK OKcUeHBYTasoHa Unu oeHnnByTasoHa ¢ nbbIMU ApyriMmn
nekapcTBamu

q)VIKCVIpOBaHHbIe KOM6VIHaLWIVI aHanbrnmHa ¢ nbbiMn ApyrmMmn nekapcTtBeHHbIMU cpeacTBamMu

dukcrpoBaHHble KOMOUHALMM HECTEPOUOHBIX MPOTUBOBOCNANUTENBHbIX NEKapCTBEHHbIX
cpeacTte/napaueTamonal/aHansrmHa ¢ aTponMHONOA0OHBIMY NEeKapPCTBEHHBbIMU
cpeacTBamu/cnasMonuTMKamMm

d)I/IKCI/IpOBaHHbIe KoMGuHauum HeCTepongHbIX MPOTUBOBOCNANUTENbHbIX NNEKapCTBEHHbIX
cpeACTB/napaueTamona/aHanbrMHa C ONMMoAHbIMK aHanbreTMkamu/onMoaHbIMU-HEONMOAHBIMM
aHanbreTukamu

®ukcnpoBaHHble KOMBMHaLMK ABYX 1 Gonee HecTepOMAHbBIX NPOTUBOBOCTNANMUTENBHbIX
neKkapCcTBeHHbIX CpeCcTB

®ukcmpoBaHHble koMBHaumm napaueTamona ¢ 6apbutypatamu, TpPaHKBUIM3aTopamMmn 1 ApyruMu
nekapcTBeHHbIMU CpeacTBaMu, MHAYKTOPaMn (depMEHTOB LIUTOXPOMHOM CUCTEMbI NEYEHN.

®ukcmpoBaHHble kombruHaumm napaueTtamona (Bbiwe 200 munurpamm B pasoBon Jo3e) C
HecTepoMaHbIMM MPOTUBOBOCNANUTENbHLIMW NIEKapCTBEHHBIMU CPEACTBaMM, 3@ UCKIIO4YEHNEM
NeKapCTBEHHbIX NpenapaToB KpaTKoOBPEMEHHOIo NpUMeHeHns

PukcnpoBaHHble KOMBVMHALMW NEHNLMNIMHOB CO CTPENTOMULIMHOM B NapeHTepanbHbIX
nekapcTBeHHbIX hopmax

durKcMpoBaHHbIE KOMBMHAaLMK NaHKpeaTMHa UK Nakpeanunasbl, cCogepXxallyx amunasy, npoteasy u
nunasy, ¢ NoBbIMK ApYruMu hepMeHTamu, B TOM UiChe Bblubeit Xenybto, reMULEnionoson

dukcupoBaHHble KOMBUHALMK HUTPODYPaHTOMHA U TPUMETONpUMa

PDUKCNPOBaHHbIE KoMBuHauum 6ap6VITypaTOB C Apyrmmun nekapcTtBeHHbIMU cpeacTteamu, 3a
WCKIMIOYEeHNEM pacTUTENbHOIo NPoONCXoXaeHna

dukcrpoBaHHble KOMOUHALMM NEKAPCTBEHHbLIX CPEACTB, YrHETAOLMX LIEeHTParnbHY0 HEPBHY CUCTEMY
CO CTUMYNATOPaMW LEeHTPanbHON HEPBHOW CUCTEMbI

durKcMpoBaHHbIE KOMBMHaLMKM 6apBUTYPaTOB C MMOCLMaMUHOM W/UNK TMOCLUMHOM, GennagoHHOM 1
[PYrMMKM aTPONMHONOA0GHLIMM NEKaPCTBEHHbIMM CPEACTBaMMU



37.

38.

39.
40.

41.

42.

43.

durKkcupoBaHHble KOMOUHaALMK GapbuTypaToB C 3ProTaMUHOM

(DI/IKCVIpOBaHHbIe KOM6VIHaLI,VIVI ranonepuaona c no6bIMK AHTUXONMNHEPIrn4eCKMMU nekapCTBeHHbIMA

cpeancrteamun

dukcupoBaHHblE KOMOUHALMM aHTUBaKTepuanbHbIX U aHTUMPOTO30MHbIX NEKapCTBEHHbIX CPeACTB

durKcMpoBaHHbIE KOMBMHaLMK Jlonepammaa ruapoxnopuaa ¢ dypasonmaoHoM

duKcupoBaHHble KOMOMHaLUMK aHTUBaKTepurarnbHbIX NEKapCTBEHHbIX CPEACTB U NPOBMOTHKOB,

npebuoTtukos

CDVIKCVIpOBaHHbIe KoMBuHauum unnporentagnHa c JIM3MHOM UM NEeNnTOHOM

dukcmpoBaHHble KOMOUHALMM HECTEPOUOHBLIX MPOTMBOBOCNANUTENBHBLIX
cpeAcTe/nNapaueTamonal/aueTuncanuumiioBoi KUCNOTbl U aHTaumaos/H2-6nokatopos/MHriMbmnTopos

NPOTOHHOM NOMIMbI

Mpunoxenue 7
k MNpaBunam nposegeHns
3KCMepTU3bl NekapCTBEHHbIX CPEACTB

®opma

CBOAHbBIN OTYET IKCMEePTOB MO OLeHKe JleKapCTBEHHOro npenapara
1. MpoBeaeHa akcnepTM3a permcTpaLmnoHHOro A0Che NeKapCTBEHHOro CpeacTBa

damunusa, nMs, 0THECTBO (NPU HaNUYUn) n
AOIMKHOCTb 3KCMepTOB

YyeHas cTeneHb, 3BaHne

Ne 3aaBku

HaTta

ToproBoe HaMmeHoOBaHWe npenaparta

MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHWe
(nanee - MHH)

JlekapcTBeHHbI Npenapar ABnseTcs

O OpurnHanbHbIN NekapcTBEHHbLIM Npenapart

[0 BocnponseeneHHbI NekapCTBEHHbIN nNpenapart
[0 Bruonoao6HbIl NieKapCTBEHHbIV NpenapaTt
(Buocrmunsp)

O M'bpuaHbI NekapCTBEHHbIV NpenapaT

[0 Buonornvyecknin nekapcTBEHHbIN npenapar

[0 KomGUHMpOBaHHbIV NekapCTBEHHbIV NpenapaT
[0 NekapcTBeHHbIM Npenapar ¢ XOpoLLUOo
N3y4YEeHHbIM MEANLIMHCKUM MPUMEHEHNEM

[0 PagnodapmaueBTUHECKUI NEKapCTBEHHLIN
npenapar unm npexkypcop

[0 N'omeonaTuyecknii nekapcTBEHHbIN NpenapaT
[0 PactutenbHbIN NekapcTBEHHbIN nNpenapart

[0 OpdraHHbI NekapCTBEHHbIN NpenapaT

O AkTnBHas chapmaueBTUYeckasi cyocTaHLms,
npounssegeHHas He B ycnosuax GMP

[ JlekapcTBeHHbI Gank-npoaykT

O Buonoruyecknin 6ank-npoaykT

O NlekapcTBeHHOE NPUPOAHOE Cbipbe (He
dapmakonenHoe)

VMccnenoBaHus BOOHbIX pacTBOPOB reHepPUYECKUX
npenapaToB NH-BUTPO

BHeapeHune TpaHcdepa NponsBoACTBEHHbIX 1



TEXHONOrm4yeCckmx npoueccos
Ona reHepuka ykasaTb Ha3BaHne opurnHasrnbHoro

8. nekapcTBeHHOro npenapara

9. JlekapcTBeHHasn dopma

10. Ho3upoBka

11. KoHueHTpauus

12. dapmakoTepaneBTuyeckas rpynna

Kog B cooTBeTCTBUM C aHAaTOMO-TepaneBTUYECKO-
13. XMMUWYeCKoM Knaccudmkaumen (aanee - AHaToMo-
TepaneBTUYECKO- XMMUYeCKas)
14. dopma oTnycka [ no peuenty 6e3 peuenTa
2. YnakoBka

HaumeHoBaHue Bupg ynakoBku (nepBuyHas, KonuyecTtso eanHu KpaTkoe
Ay (nep Pasvep OG6bem AvRId P

Ne
yNaKkoBKU BTOpPUYHaS) B ynaKkoBKe onucaHue

3. OaHHble 0 nponsBoguTene

No Tvn opraHn3aummn unm y4acTok HaumeHoBaHne Croana Opuanyeckuin
B nponssoacTea opraHusaumm P agpec
1. 3asasuTternsb
2. MpownssoauTens
3. YnakoBLUMK
4, YyacTok Npon3BoAcTBa

Jepxartenb pernctpaumoHHOro
YAOCTOBEPEHUS

4. Peructpauus B cTpaHe-npoussBoanTene u Apyrmx crpaHax

Ne perncrpaumoHHOro

Ne HasBaHuve cTpaHbl
YAOCTOBEpPEHUS

[aTa Bblgauun Cpok gencreus

5. B pesynbTate NnpoBeAEeHHON 3KCNEepPTU3bl YCTAaHOBIEHO:

1) CocTaB nekapCTBEHHOrO CPEACTBA U 3aKIMOYEHNE O Ero paumMoHanbHOCTU U COBMECTUMOCTU MHIPEaNEHTOB
(ykasaTb nekapcTBeHHble CybCcTaHumm 1 BCroMoraTernbHble BELeCcTBa, BKITYas KOHCEPBaHTbI, COCTaBHbIE BeLLEeCcTBa
060n04KM NpenapaToB):

HopMaTuBHLIN AOKYMEHT MO KOHTPOSO KavyecTsa u

KonuyecTtBo Ha
6e30MacHOCTM NeKapCTBEHHbIX CPEACTB, UNK

eauHmn
Ne HanmeHoBaHue J'IeKaﬂCTB::HOIZ locynapcTBeHHas dapmakonesa Pecnyonvku KaszaxcrtaH,
(EO b 3apybexHble hapMakoneu, NpusHaHHble AEACTBYOLLMMU Ha
P TeppuTopun Pecnybnukn KazaxctaH
JlekapcTtBeHHas(bie)

cybcTaHums (n):



BcrnomoratenbHble
BeLlecTBa:

CocTaB 0605104KkM TabneTkn
Unn Kkopnyca Kancynbil:
2) ins NekapCTBEHHOrO pacTUTENBHOIO Cbipbs
HopmaTuBHbIN JOKYMEHT MO KOHTPOIIO KayecTsa 1

BortaHuueckne 6e3onacHOCTV NnekapCTBEHHbIX CPEACTB, UIn
[ukopacTywee
No naTuMHCK1e Ha3BaHuA l"ocynapcTBeHHas dapmakones Pecny6nuvkm T MecTto
"~ pacTeHui, BXoaAWMX B KasaxcTaH n 3apybexHble dhapmakonewu, VAL TUBIDYEMOE npouspactaHusi
cocTaB cbopa Npu3HaHHbIE AEeNCTBYIOLWUMN Ha TeppuTOpUn y Py
Pecny6nukn KasaxcrtaH
1.
2.
6. MpomnsBoamTenn akTMBHbIX CybCTaHUMI, BXOOALWMUX B COCTaB NIeKapCTBEHHOrO cpeacTBa
HanmeHoBaHue -
HaunmeHoBaHue BellecTBa, Agpec Nnpon3BOACTBEHHON
npovsBoanTens Ha .
Ne BXOASLLEro B COCTaB _ CrtpaHa nnoLwankm Ha pycckom u
PYCCKOM W @HIIIMACKOM -
NekapcTBEHHOrO cpeacTBa aHIMMNCKOM S3blKax
AA3blkax
1.
2.

7. B cnyyae Hanuuus B cocTaBe NEKapCTBEHHOIO CpeAcTBa BeLLeCcTBa, NoAfiexallero KOHTPOoIio B COOTBETCTBUN
¢ 3akoHom Pecnybnuku Kasaxctan ot 10 utona 1998 roga "O HapkoTM4ecknx cpeacTaBax, NCMXOTPOMHbIX BELLLECTBaX, NX
aHanorax u npeKkypcopax u mepax npoTMBOAENCTBUSI UX HE3aKOHHOMY 060pOTY 1 3noynoTpebneHunto umn':
3aknoyeHne o NpUHaAANEXHOCTM K NOAKOHTPONbHbLIM BELLECTBAM (Ha OCHOBAHUN U3Y4EHUS MEXAYHAapOOHOro
HenaTeHTOBaHHOIO HaVMEHOBaHUs, TOProBOro Ha3BaHWs, XMMUYECKOTr0o Ha3BaHWs, CTPYKTYPHON chopmMynbl O
NPUHAANEXHOCTU K MOAKOHTPOSIbHBIM BelecTBaM C ykasaHuem nosuumm Tabnuy Cnucka, seBnsieTcs N
BELLLECTBO CTEPEOM3OMEPOM HApKOTMYECKNX cpeacTB Tabnuubl Il, B Tex cnyyasix, Koraa cyLecTBoBaHME Takmx
N30MepPOB BO3MOXHO B paMKax AaHHOIO KOHKPETHOr0 XMMNUYeCKOoro 00603HauYeHnst (ecnm TakoBble ONpeaeneHHo
HE UCKIMOYEHbI), CONbo BCEX HAPKOTUYECKNX CPEACTB, NepeyncrneHHblx B Tabnuue I, Bkntoyas conv naoMepos,
Kak NpelyCMOTPEHO BbiLLE, BO BCEX CIy4asix, KOraa CyLecTBOBaHNE TakUX CONnen BO3MOXHO;
COMb0 MCUXOTPOMNHbIX BelecTB Tabnuubl |l n Tabnuuel lll, koraa cylwecTBoBaHUE Taknx Conent BO3MOXHO

1

Hay4HO-060CHOBaHHOE onpeaerieHne CTENEHN pUCKa 3110ynoTPebneHns: BbICOKMIA pUCK 3noynoTpebneHus, unu
pUCK 3roynoTpeGrieHnst OTCYTCTBYET, UMW SIBNSETCS HE3HAYUTENbHBIM;

onpeferneHne MakcumanbHO JOMYCTUMOrO CoOAepPXXaHNs HAPKOTUYECKUX CPeCTB, NCUXOTPOMHbIX BELLECTB U
NPEeKYpPCOpPOB B JIEKAPCTBEHHbLIX CPEACTBAX;

2)

3aKno4eHneo BO3MOXXHOCTU UM HEBO3MOXXHOCTU U3BlevYeHUa NerkogoCTynHbIM crnocobom NOAKOHTPOJIbHOIo

3
) BelleCTBa B KOnn4yecTBax, 4OCTATOYHbIX ANnA 3noyn0Tpe6neHV|;|
4) 3akKrn4yeHne B TOM, HYTO B OTHOLLEHNN nNpenapaTa CHATblI HEKOTOPbIE Mepbl KOHTPOJ1A

8. AHanus ceefeHuin 0 mponcxoxaeHun, peructpaumm B Pecnybnuke KasaxctaH, kayecTse v BbIBOAbl O BO3MOXHOCTYU
MCnonbL30BaHnsa cybcTaHumm (mpu oTcyTCTBUM cepTudmkata GMP)

9. AHanua cBefeHnIn 0 Ka4eCcTBe, KONMYECTBE C BbIBO4AMU O 00nyCTUMOCTKU NCNONb30BaHUA NCNOJTb3YyEeMbIX
BCNoMoraTesibHbIX BELLECTB

10. 3akntoyeHne 0 NPOM3BOACTBE (NMPOM3BOACTBEHHAA hopMyna, onncaHue TEXHONOMUM NMPOU3BOACTBA, KOHTPOMb B
npoLiecce NpPon3BoACTBa, NEPBUYHANA IKCNepPTM3a NPOM3BOACTBEHHBLIX NPOLECCOB)

11. XapakTepucTrka roToBoro npoaykTa (COOTBETCTBME NpeAcTaBleHHbIX MapaMeTpoB B cepTudmKkaTe kayecTBa Ha
roTOBYIO MPOAYKLMIO UM B NAacnopTe opraHn3aLum-nponM3BOAUTENS ONMCaHHBIM METOAMKAaM KOHTPOSS KavecTsa B



HOpPMaTMBHOM OKYMEHTaLMWU, COOTBETCTBME Cepuii NpeACcTaBNeHHbIX 06pa3LoB cepusiM, ykasdaHHbIM B cepTudukaTe)

12. 3aknioyeHne 0 MapkMpoBKe M YNakoBke Ha NpegmMeT ux AoCTaTOYHOCTU ANA o6ecnedyeHns coxpaHeHns kKayectea
NeKapcTBEHHOro cpecTBa BO BPEMS XpaHEHUS U TPAHCMOPTUPOBKM, (HEOBXOAMMOCTL AOMOMHUTENbHBLIX HAgANUCeN),
Hanuumne cneumduKkaLmin Ha NEPBUYHYIO Y BTOPUYHYIO YNAKOBKY. MMIrMeHnyeckoe 3aknioyeHre Ha ynakoBky (Ans
OTeYeCTBEHHbIX MPON3BOAUTENEN)

13. 3aknoyeHne 0 HanM4MKn UM OTCYTCTBMU B HAa3BaHWMM NIEKAPCTBEHHOIO CpeacTBa:

1) rpacduyeckmx CXoACTB C paHee 3aperMcTppoBaHHbIMY NIEKAapCTBEHHBIMM NpenapaTaMu 1 CIoB C
Hebnaro3By4YHbIMU BbIpaXXEHUSMU;

2) cnocobHOCTM BBECTM B 3abnyXAeHNe OTHOCUTENBHO UCTUHHOIO CocTaBa M AeNCTBUS nNpenapara;

3) cxogctBa MHH n/unun cxogHble ¢ HAMK Ha3BaHWA ANS NIEKAPCTBEHHOIO CPeACcTBa APYroro XMMUYeCKoro coctasa
nnn gencTeums.

14. Cneuudmkaumsi rotoBoro npoaykra

15. 3akno4eHre 0 JaHHbIX XMMU4ecKkon, hapmaLleBTUYeCcKkon 1 B1onornyeckomn (MH BUTPO) SKBMBANEHTHOCTH,
npeacTaBneHHbIX PUPMON Ha NekapCcTBEHHOE CPeacTBO

16. 3akntoyeHne o cTabunbHOCTH JleKapCTBEHHOro cpeactea, 060CHOBaAHHOCTL 3asiBNIEHHOMO CpOKa XpaHeHuA

17. AHanu3 n oueHka MNPOEKTOB UMHCTPYKUNX NO MEOAULIMHCKOMY NPUMEHEHUIO N1IeKapCTBEHHOIO CpeaAcTBa, MakeToB
YNakoOBOK U 3TUKETOK, NpoBepka Ha MOEHTUYHOCTb yKaaan?l yCJ'IOBVII;I XpaHeHNA U TpaHCNOPTUPOBAaHUA, YKa3aHHbIX B
npoeKkTe HOpMaTUBHOIO IOKYMEHTa No KOHTPOJ10 KavyecTBa U 6e3onacHoCTH JleKapCTBEHHOro cpenctea n
BbllLE€YyKa3aHHbIX MPOeKTax

18. 3aknioyeHne 06 yCrioBMAX XpaHeHs 1 TPaHCNOPTUPOBaHNS NEKapCTBEHHOMO cpeacTBa U Heo6XxoanMOCTb
BBEeAEHNS JONOMHUTENbHBIX TpeboBaHWI C Lenbio obecneyeHns CoXxpaHeHns kayecTBa nekapCTBEHHOro cpeacTaa

19. AHanus HOPMAaTMBHOIoO AOKYMEHTa Npon3BoAUTENA MO KOHTPOIO KavYecTBa U 6Ge3onacHocTH NeKkapCTBeHHOro
cpencTtea n MeToAMK KOHTPOIA Ka4yeCcTBa roTtoBOro npoaykra

20. CpaBHeHWe c aHanoramu, 3aperucTprpoBaHHbiMu B PecnyGnuke KaszaxctaH. CpaBHUTeNbHas XxapakTepucTuka
OCHOBHbIX MoKasaTernen kayecTsa

21. AHanns AOCTOBEPHOCTU Ka4eCTBEHHOIO N KOJNTMYECTBEHHOIO COCTaBa aKTUBHbIX N BCOMOraTesibHbIX BeLWeCcTB,
YKa3aHHbIX B UHCTPYKUMN NO MeaAUUNHCKOMY NpUMEHEHUI0, CpaBHUBasA C 3adBJIEHHbIM COCTaBOM B 3adABJIEHUN,
aHannMTn4ecKkoMm HoOpMaTUBHOM JOKYMEHTE N MaKeTe YNaKOBKU

22. OueHka dapMakonorm4eckom COBMECTUMOCTU KOMMOHEHTOB, B cny4yae perncrtpaunn socnpounsseneHHoro
NeKapCTBeHHOro cpeacrtsa NpoBeCcT CpaBHEHUE C COCTaBOM OpPUrMHalNbHOIo npenaparta

23. * AHann3 OKyMeHTaLumn No AOKIMHUYECKMM UCCNedoBaHNsM: TOKCUYHOCTM (OCTpas, xpoHudeckas, LD50, LD100),
KaHLIEPOreHHOCTUN, 3MOPUOTOKCUYHOCTN, TEPATOr€HHOCTW, MyTareHHOCTU, MECTHO-Pa3ApaXKaloLLIEro AENCTBUS, BITUSHUSA
Ha UMMYHHYIO cucTemy, cneumduyeckor hapmakonormyeckon (6Monorm4eckoin) akTuBHOCTH.

MprMeydaHme: npu aKkcnepTuse BMOCMMUIIAPOB yKa3aTb NpenapaT CPaBHEHMS, UCMOMNb30BaHHbIN HA BCEX dTanax
CpaBHUTENbHbIX UCCreaoBaHui (0T hapMaLeBTUYECKOM pa3paboTku A0 KIMHUYECKUX NCCINEeA0BaHNIA): Ha3BaHue,
aKTMBHOE BELLECTBO, MPON3BOANTENb, CTPaHa-NPoOU3BOaUTENb, CEPUsi, CPOK rOOHOCTH

24.* AHanu3 JOKyMEHTaLMWN KITMHUYECKNX UccrnenoBaHui (dasbl KIMMHUYECKMX UCCNEea0BaHUA, NOCTMaPKETUHIOBbIE
nccrnenoBaHns, NPOTOKOMbI Y OTHYEThI, 3aKMYeHs ATnyeckon kommccum). Mpn aTom HeobxoaMMo yka3aTb MecTo, Aary,
CroHcopa NpoBeAEeHUS UCCneaoBaHns, Lenb, AM3aiH, ANMTEeNbHOCTb UCCNeaoBaHNs, KONMYEeCTBO, NOM BO3pacT
UCMbITYEMbIX, PEXUM A031POBaHWA npenapaTa, MOHUTOPUHI NOBOYHbIX 4EWCTBUIA B NpOLECCe NPOBEAEHNS KITMHUYECKUX
nccnepoBaHui, COOTBETCTBME OTYETA NPOTOKONY, 3aKIYEHNe O COOTHOLLEHMM "nonb3a-puck”.

MpumeyaHue: Npu akcnepTuse GMOCMMUNSAPOB yKa3aTbhnpenapaT-CpaBHEHWS, UCMONb30BaHHbIA HA BCEX 3Tanax
CpaBHUTENbHBIX UCCNeAOBaHWI (OT hapMaLeBTUYECKON pa3paboTku OO KIMMHUYECKUX UCCref0BaHUN): Ha3BaHue,
aKTUBHOE BeLLEeCTBO, NPON3BOANTENb, CTpaHa-Npon3BoauTenb, Cepusi, CPOK rogqHOCTU.

25. B cootBeTCTBUU C TpeboBaHNsAMMU HacTosLWwmx [paBun B perMcTpaLuoHHOM AOCbe NpeAcTaBreH:



OTYET CpaBHUTENbHbIX (*)apMaKOKVIHeTMLIeCKMX nccnegoBaHumn (VICCJ'IeD.OBaHMﬂ 6I/I03KBI/IBaJ'IeHTHOCTVI)

OTYEeT CpaBHUTENbHbIX (*)apMaKOJJ,VIHaMVI‘-leCKVIX KIMUHN4YeCKNX I/ICCJ'Ie,D,OBaHI/II7I

OTYET CPaBHUTENbBHbLIX UCCeA0BaHUIN TepaneBTUYECKON 3KBMBANIEHTHOCTMU

OTYeT CPaBHUTENbBHbLIX MH-BUTPO UCCEA0BaHUN

1) OT 3asBUTENSA, UMEIOLLErO AOKYMEHT, NOATBEPXKAAIOLLMIA COOTBETCTBIE NPOVU3BOACTBA HaZnexallei
NPOW3BOACTBEHHOW NPaKTUKK CTpaH-permoHoB ICH, PIC/S, Pecny6nuku KaszaxcTaH, He TpebyeTcsa npefocTaBrieHue
OTYETOB WUCCIe0BaHMN 9KBUBANEHTHOCTU UH-BMBO

2) B cnyyae pa3nuunii B COCTaBe BCNIOMOraTernbHbIX BELLECTB 3asBUTENb AOMKEH A0Ka3aTb, YTO MpK X
MCMOosb30BaHNN He npeanonaraeTcs BAMAHNe Ha 6e3onacHOCTb U/unm apdeKTMBHOCTL NEKapCTBEHHOIO CPeACTBa; B
cnyyae, Korga 3asiBUTeNb He MOXET NPedoCcTaBUTb TaKyto MHAOPMALIMIO U HE MMeeT AOCTyMNa K COOTBETCTBYOLLMM
AaHHbIM, OH JOMMKEH NPOBECTM COOTBETCTBYHOLLME UCCneaoBaHns (hapmaLleBTuYeckme nnm AOKNNHNYECKue nnu
KMWHWYecKne) Ansa AokasaTenbCTBa OTCYTCTBUSA BAUSHUS Pa3nnyHbIX BCOMOraTebHbIX BELLECTB UM BCMOMOraTenbHbIX
YCTPOWCTB Ha 6e30nacHOCTb M/unu adhpekTUBHOCTb NIEKapCTBEHHOIO CPEeACTBa

3) Ot 3asBUTENA TpebyeTcsa NpeAocTaBreHe Aoka3aTenbCTBa SKBMBANEHTHOCTY MH-BMBO B Criyyae, koraa
CYLLECTBYET PUCK TOTO, YTO BO3MOXHbIE pa3nnyus B GMOOOCTYMHOCTU NPUMBOAAT K TepaneBTUYECKON HEIKBMBANIEHTHOCTU
reHepuka pedepeHTHOro npenapary (B COOTBETCTBUM C TPEGOBaHUSIMU HACTOSILLETO NpUKa3sa)

4) ins reHepuKoB B TBEPAbIX NTIEKAPCTBEHHbIX hopMax HeMeAIEHHOTO BbICBOOOXAEHMS ANS MPUEMa BHYTPb U
KOHLIEHTpaLMsa akTMBHOMO BELLECTBA, KOTOPbIX MOXET OblTb M3MepeHa B BMONOrM4ecknx XnakocTax opraHnama (nnasma
KPOBW, MOYa) NPeAOCTaBNATCS AaHHbIE NCCrefoBaHUN GUOIKBUBANIEHTHOCTMW.

[ns reHepurKoB B TBEPAbIX NTEKAPCTBEHHbIX (hOpMax HeMeAIEHHOTO BbICBOOOXAEHMS ANA NpUeMa BHYTPb,
KOHLIEHTPaLMIO aKTMBHOMO BELLECTBA KOTOPbIX HEBO3MOXHO U3MEPUTb B OMONOMMUYECKNX XUAKOCTAX OpraHn3ma,
NpefoCTaBNSTCS AaHHbIE CPaBHUTENbHBLIX (dapMaKoANHAMUYECKUX KITMHUYECKUX UCCreoBaHun UM uccneaoBaHni
CpaBHUTENbHOM TepaneBTUYECKON SKBUBANEHTHOCTM

5) insi reHepuKOB 3asiBNEHHbIX MO Npolieaype GuoseBep

6) Mpwn akcnepT3e NpenapaToB-reHeprKoB, MPOM3BOAMMBIX OTe4eCTBEHHLIMY MPOMU3BOANTENSAMMN HA OCHOBE MOSHOIO
nepeHoca (TpaHcdepa) Npon3BOACTBEHHBIX M TEXHOMOMMYECKMX NPOLECCOB, B PEMMCTPaLMOHHOM 40ChE MPeAcTaBneHb!
NOATBEPXKAEHMS TOro, YTO YCMOBUSI MPOM3BOACTBA Ha NPON3BOACTBEHHOW Nnowaake B Pecnybnuke KasaxcTtaH
NOMHOCTLIO COOTBETCTBYIOT YCIOBUSAM NPOU3BOACTBA Nnowaaku BHe Ka3axctaHa:

1) poroBop O NepeHoce NPOU3BOACTBEHHbBIX U TEXHOMOMMYECKNX MPOLIECCOB C NPaBOM NOMb30BaHNSA BCEMU
AOKYMEHTaMu 1 permcTpaumoHHbIM JOCbe, B TOM YWCHE M AaHHBIMU UCCreaoBaHN BUOIKBUBANEHTHOCTM, KITMHUYECKNX
nccrnenoBaHnn Mexay oTe4ecTBEHHbIM NPoM3BoauTENeEM 1 3apybexHbiM Npom3BoanTenem

2) pesynbTaTbl U NEPUOSNYHOCTb ayauTa yCrioBui NPOM3BOACTBA HA OTEYECTBEHHOW NPOU3BOACTBEHHOM NMOLaaKe
3apybexxHbIM NponsBoanTeEnem, NnepeaarLwum CBON NPOU3BOACTBEHHbBIE N TEXHOMOrMYeCcKne NpoLecehbl

3) nepBMYHasa 3KCNepTU3a NPOM3BOACTBEHHbLIX NPOLIECCOB HA OTEYECTBEHHOM NPOM3BOACTBEHHON Nrowanke

4) NnoATBEPXKAEHUE TOrO, YTO KAYECTBO MCXOAHOIO Chipbs (AaKTMBHOW CyOCTaHUuKM, BCNOMOraTenbHbIX BELLECTB U Ap.),
MCMNOMb3yeMoro Ha 0TeYECTBEHHON MIOLLAAKE He BNUAET Ha NPOLECC UMK rOTOBbIA NPOOYKT

5) kOHTpOnb kavyecTBa NpenapaToB, MPOU3BOAMMbIX Ha OTEYECTBEHHOW MPON3BOACTBEHHOM NIOLWAAKe, N NpenapaToB
3apybexxHOro Npov3BOAUTENS OCYLLECTBSIETCS MO OA4HOM cneuundukauum (0gMHaKoBbIi Npoduns NpuMecen,
hapMaKOKMHETUYECKUIA NPOhUIb pacTBOPeHUSs (415 TBEPAbIX NEKapCTBEHHbLIX hOPM), U APYrne UH-BUTPO
nccneaoBaHus)

6) oTYeTbl NccregoBaHni BUOSKBMBANEHTHOCTU, KITMHUYECKUX UCCe0BaHUIN fiekapCTBEHHbIX CPeacTB,
npoun3BeAeHHbIX Ha NPOU3BOACTBEHHbIX Mollaakax BHe KasaxcraHa;




7) OTYET UHCMNEKLMMN YNONTHOMOYEHHbLIM OPraHOM OTEYECTBEHHOM NPOVU3BOACTBEHHOMN NIOWAAKN U NPOU3BOACTBEHHOM
nnowaaku 3apybexxHoro NpousBoOAUTENS, MOATBEPXKAAOLNIA YCroBUs cobntoaeHnst TpaHcdepa

8) * AHanu3 gaHHbIX MO 3KBMBANEHTHOCTU NH-BMBO UCCNEAOBaHUA (MPOTOKOIbI M OTHETbI, 3aKMNOYEHNs1 QTUYECKON
komuccum). Mpu aTom HeobxoaMMO ykasaTb MeCTo, AaTy, CMOHCOpa NPOBEAEHNS UCCNEA0BaHWS, Lenb, ANUTENbLHOCTb
nccnepoBaHus, TecT-npenapar, pedepeHTHbIM Npenapart, yka3aTb NekapCTBEHHY0 OpMY, PEXUM JO3MPOBAHUS, MYTb
BBEEHUS Npenapara, KONMYeCcTBO UCTbITYeMbIX, MOJ1, BO3pacT, MOHUTOPUHI NOOOYHbIX AENCTBUIA, COOTBETCTBME OTYETA
npoTtokony, GuoaHanuTUyeckMe MeToabl UCCNeA0BaHWs, BHYTPEHHUI CTaHAapT, MHAMBUAYanNbHbIE XpOMaTorpaMMbl,
hbapMaKoKNMHETUYECKNE KPUBLIE, CTaTUYECKME AaHHbIE N0 (hapMaKOKMHETMYECKM napameTpam (B Buae Tabnuu),
3akrntoveHne o brmoakeuaneTHocTn. COOTBETCTBUE MUCCNE0BaHU OMO3KBUBANEHTHOCTH TpeboBaHnam Pecnybnuku
KasaxcraH.

MpumeyaHue: npy NpegocTaBneHnn NCCneaoBaHnii 3KBMBaNEHTHOCTU MH-BMBO (hapMakoguHaMUYecKux unm
TepaneBTUYECKOW SKBUBANEHTHOCTN): Uenb, AM3aiH, ANMTEeNbHOCTb MCCNEeAOBaHUA, KONNMYECTBO, NON BO3pacT
MCMNbITYEMbIX, PEXUM O03MPOBaHNS Npenapata, MOHUTOPUHT NOBOYHbIX AEACTBUI B NpoLlecce NpoBeaeHUst KIMHUYECKMX
nccrnefoBaHun, COOTBETCTBME OTYETa NPOTOKONY, 3aKM4YeHre O ConocTaBMmMon addeKkTMBHOCTM 1 Be3onacHocTu
reHepuka ¢ pedepeHTHbIM-NpenapaTom.

26. * OTgenbHble BUAbI IeKapCTBEHHbIX MpenapaToB:

1) Onsa akcnepTusbl NEeKapCTBEHHbIX NpenapaToB PacTUTENbHOIMO NPOUCXOXAEHNUSI NPEAOCTaBNATCS pe3ynbTaThl
COOTBETCTBYOLLNX (DAPMaKOOrMYECKNX, TOKCUKONOTMYECKUX U KMUHUYECKUX nccnefoBaHnii. MaTepuansl U JOKYMEHTbI
No AOKMMHUYECKUM (HEKNMHUYECKUM) U (MNN) KNMMHUYECKUM UCCNeAOBaHNAM OOIDKHbI BKIOYATb:

maTtepwvansl AOKITMHUYECKUX (HEKNMHUYECKMX) UCCNefoBaHMin cneumngnieckon akTMBHOCTH

MaTtepuanbl UccrneaooBaHmA OCTpOVI n XpOHI/I‘-IGCKOVI TOKCUYHOCTU

[aHHble O MECTHO-pasapaxatoLemM AeiCTBUm

OaHHble 00 anneprunpyromnx cBoncTBax

OMbIT KITMHUYECKOro NPUMEHEHNS B CTpaHe-NpousBoanTene unmn Apyrmx ctpaHax.

[ns c6opoB nekapCTBEHHOro PacTUTENBLHOTO Chipbs, (PMTO-4aeB NpedocTaBnseTcs 0630p Hay4YHOWN nuTepaTypbl MO
rniekapCcTBEHHbIM pacTeHWAM, BXOAALLMX B X COCTaB.

2) Ans akcnepTu3bl NekapCTBEHHbIX CPeACTB, CoAepXKallnx BUTaMUHbI U (Mnn) NpeacTaBnsAoWwmx cobon Komnneke
BUTaMWMHOB U (UNW) BUTGMUHOB 1 MMHEpPAroB, 3asBUTENb NpeAcTaBnseT OAUH U3 HUXKecneayLWwmnx JOKYMEHTOB U
mMaTepuarnos:

Gubnuorpadmyecknii 0630p AaHHbLIX N0 6e30MacHOCTU NekapCcTBEHHbIX CPeacTB, BMECTE C OTYETOM 3KCnepTa,
BKIt04asA MHdopmaumio o6 akcnepte

Hay4Hble nybnvkaummn Ha 3asBnseMbIvi npenapar ;
AaHHble NccreaoBaHWin OCTPOM U (M) XPOHUYECKOW TOKCUYHOCTH

3) [Ina akcnepTu3bl roMmeonaTyecknx NpenapaTos 3asBUTeNb NpeAcTaBnseT AOKYMEHTbI U MaTepuansl, BKIoYaloLme
cnepgytoLyto nHcopmMaumio no Yactam 4 n 5 unu yactam 3 n 4 MNepeyns:

ANs nNpenapaTtoB, MMEILLMX MHOTOMETHUI ONbIT MPUMEHEHWSA: 0630p AaHHbIX HAYYHON NuTepaTypbl 06
adhpekTMBHOCTU 1 Be3onacHOCT! roMmeonaTMyYeckoro npenaparta B 3asBNseMon obnacTn NnpyuMeHeHns

ANsi HOBbIX rOMeonaTUYeckMx NpenapaTtos, He YNoMUHaeMbIX B doapmakonesx 1 MoHorpadusx: AaHHble
TOKCMKOJIOTMYECKMX MCCrenoBaHuii, 060CHOBaHVe noabopa pasnuyHbIX MOTEHLMIA, OaHHbIE KITMHUYECKOro OnbiTa
npuMeHeHns ;

WHCTPYKLMIO MO MEANLIMHCKOMY NPUMEHEHWIO C YKa3aHWeM, YTO NIEKapCTBEHHOE CPeaCTBO ABMAETCS
roMeonaTu4eckum rnpenapaTom .

4) [ins nekapCTBEHHbIX CPEACTB, aKTMBHOE BELLECTBO KOTOPbLIX XOPOLLO M3y4YeHO B MEAMLIMHCKOM NPUMEHEHUM
npeacTaBneHb! Creayolme AaHHbIe:

1) cbakTopbl, KOTOPLIE HEOBXOAMMO YYUTLIBATL NPY ONPEAENEeHNN XOPOLLO U3YHEHHOrO MEANLIMHCKOrO NPpUMeHeHUs
KOMTMOHEHTOB NeKapCTBEHHbIX CPEACTB:

BPeMsi, B TeYEHME KOTOPOro UCMONb3YeTCs akTMBHOE BELLECTBO B MEOMLIMHCKON NPaKTUKe

KONMn4YeCcTBeHHbIe acnekTbl NCMOoNIb30BaHNA aKTUBHOIO BeLleCTBa




cTeneHb Hay4YHOro nHTepeca 1 aktyasribHOCTU B NCMNOJIb30BaHNN aKTUBHOIO BeLleCcTBa B nocriegHne 5 net pgo nogauun
3adaBneHna (CO CCbIJTKOW Ha 0I'Iy6J'IVIKOBaHHbIe Hay4Hble VICTO‘-IHVIKVI)

nocrnefoBaTenbHOCTb Hay4YHbIX OLEHOK

[ina onpegeneHns XopoLLo U3yYEHHOTO MPUMEHEHNS PasNNYHbIX aKTUBHbBIX BELLECTB MOXET NoOHagobuTbCA oueHka 3a
pasnuyHble Nepunoabl Bpemeru. MNeprog BpeMeHn, HeobxoanMbIN ANa onpeaeneHns XopoLo N3y4eHHOro MeanLMHCKOro
NPUMEHEHN aKTUBHOIO BeLLEeCTBa, AOMMKEeH ObiTb He MeHee 15 neT ¢ 4aTbl NepBOro CUCTEMATUYECKOIO U
OOKYMEHTUPOBAHHOIO MCNOMb30BaHNS 3TOr0 akTUBHOMO BELLECTBA KaK NekapCTBEHHOro cpeacTaa.

2) maTepuansl perMcTpaLmnoHHOro 4ocke, NPeAoCTaBneHHble 3asBMTeneM, JOMKHbI BKIOYaTb BCE acMeKTbl OLEHKM
6e3onacHoCTn 1 3pHEKTUBHOCTH, CoAep)aTb UM AaBaTb CCbINKY Ha 0630p COOTBETCTBYIOLLEN NUuTepaTypbl C y4eTOM
npea v nocneperncTpaumMoHHbIX ccrnefoBaHnn 1 onybrnmMkoBaHHON Hay4YHOW nMTepaTypbl OTHOCUMTENLHO Pe3ynbTaToB
3NNAEeMNONOrNYECKNX NCCIIEA0BAHNIA N OCOBEHHO CPaBHUTENMbHbBIX 3MMAEMUOSIOTMYECKNX NCCIIeA0BaHNI, BCIO
OOKYMEHTALMIO, KaK NOMOXUTENbHYI0, Tak 1 oTpuuaTtensHyto. "brubnuorpadudeckas ceoinka" Ha gpyrme NCTOYHUKN
AoKkasaTenbCTB (nocneperncTpaumoHHble NCCie[oBaHNs, ANNAEMNONOornyeckne NCCrneaoBaHmns), KPOMe AaHHbIX,
KacatoLLMxcs MeTOA0B KOHTPOMSA W UCNbITaHWN, MOXeT ObITb AoKasaTenbcTBoM 6e3onacHOCTV 1 3hEKTUBHOCTH
NeKapcTBEHHOro cpefcTsa Npu YCNoBmK, YTO B MaTepumanax permcTpaLoHHOro 4ocbe YeTko 06bACHEHO U 060CHOBaHO
MCMOSIb30BaHNE 3TUX UCTOYHMKOB MHGOPMaLnm ;

3) Heob6xoaMMo obocHOBaThL, NOYEMY MOXET CHMTaATLCHA AOKa3aHHbIM NpUMeMIeMbI ypoBeHb 6e3onacHoCT n/unm
3 DEKTUBHOCTU, HECMOTPS Ha OTCYTCTBME HEKOTOPbLIX NCCEeA0BaHNN

4) B BOKINMHUYECKMX N/UNKN KMUHUYECKNX 0630pax HEOBXOAMMO OO BACHNTL 3HaYMMOCTb NIOObLIX NpeacTaBneHHbIX
AaHHbIX, KacaloLMXCS yXKe 3aperncTpMpoBaHHOIo NekapCTBEHHOro CpeacTsa, OTIMYHOIo OT TOro, KOTOPbIA NpeanaraeTcs
K nepepermctpauun. Heobxogmmo npegoctaBuTb 060CHOBaHME MO MOBOAY TOro, MOXHO NN 3aABNIEHHOE NeKapCTBEHHOE
CpeacTBO cunTaTh NOAOOHBIM YKe 3aperncTpupoBaHHOMY NlekapCTBEHHOMY CPeACTBY, HECMOTPS Ha CyLLEeCTBYOLMEe
pasHornacus ;

5) nocneperncTpaumoHHbIA ONbIT NCMOMNB30BaHUSA MOXET codepaTb MHPOPMAaLMI0 O UCNONb30BaHUN APYruX
rleKapCTBEHHbIX CPeACTB, COAEpXalLMX Te e KOMMNOHEHTbI;

6) nepuoanyecknii oGHOBMSIEMbIV OTHET NO Ge30MacHOCTY NeKapCTBEHHOro nNpenapara 3a nocrnegHue 5 net oo
noAaun 3asBneHns 1 NoaTBepXaeHNe MHTEHCMBHOIO NPUMEHEHWS ero B CTpaHe-npoussognTene 3a nocrnegxHue 5 net go
nogayv 3asBneHus (4n9 MHOCTPaHHbLIX NPOn3BoAMTENEN)

27. OueHKa UCTOYHUKA NpoucxoxgeHmna (KpOBb, opraHbl U TKaHN 4YernoBeka n )KVIBOTHbIX) n CI'IELI,VI(bVILIeCKOVI
aKTMBHOCTU OAnNA VIMMyHO6VIOJ'IOFI/I‘-IeCKI/|X npenapartoB

28. * OueHka 6e3onacHOCTV 1 3PHEKTUBHOCTU NEKaPCTBEHHOTO CPeACTBa NO pe3ynbTaTam KIMHUYECKUX
MccnefoBaHni B OTHOLLEHUN 3asiBIIEHHbIX BO3PACTHbIX rpynn 60mnbHbIX, 060CHOBaHHOCTM BbiGOpa NokasaHui K
NPYMEHEHNI0, NPOTMBOMNOKa3aHWI, NPeaoCTEPEXEHNIN MPU NPUMEHEHUN npenapara, Nnpoduns No6oYHbIX 4ENCTBUN

29. 3anonHaeTcs TOMbKO Npy noJaye Ha 3asBNeHNs roCy1apCTBEHHYIO NepepercTpaLyio NekapcTBEHHOro
npenapara

OueHka 6e3onacHoOCTU N 3PHEKTUBHOCTM NTIEKAPCTBEHHOIO CPEACTBA Ha OCHOBE AAHHbLIX MEPUOaUNYECKU
0OHOBNsIEMbIX OTYETOB O 6€30MacHOCTM - aHanu3 npodunst 6e3o0nacHOCTU, BHECEHNM HOBbIX MOBOYHbIX AENCTBUN,
NPOTUBOMOKa3aHU B KPATKY XapakTEPUCTUKY NeKapCTBEHHOro npenaparta u MHCTPYKUMIO N0 MEAULIMHCKOMY
NPUMEHEHUIO NN OTKa3e B NepeperncTpaumm npenapara, UsMeHeHusi B permcTpaumnoHHOM cTaTyce npenapaTta B Opyrnx
CcTpaHax, OOHOBMNEHHbIE AaHHbIE O Mepax, MPUHSITLIX PErYNATOPHbLIM OPraHoM WU NPOU3BOAUTENEM MO COOBPaKeHNAM
6e3onacHOCTU, N3MEHEHNsT B MHGpopMaLumm no 6e3onacHOCTU npenaparta, o6bemM Nnpoaax, KonmyecTso NauneHTOB,
nony4YmBLLMX Npenapar 3a OTYETHbIN Nepuos, N3y4eHne onmcaHusl MHANBUAYanbHbIX Cly4aeB 1 NepeyvHs NoBOYHbIX
OENCTBUIN N CBOAHbIX Tabnuy, nHanBuAyanbsHbIX Cly4yaeB NposiBNEHUs NOOOYHbIX 4EVNCTBUIA BbISBNIEHHbBIX AEPXaTENem
PErncTpaLMoOHHOro yOOCTOBEPEHNS, XapaKTep U KONMYECTBO CEPbE3HbIX MOOOYHBIX AEACTBUA N paHee He
3aperncTpupoBaHHbIx komnanunen. ObLasi oueHka 6e30MacHOCTM Ha OCHOBE AaHHbIX NEpPUOANYECKN 0BHOBNSIEMbIX
0OT4YETOB O 6E30MACHOCTU U 3aKIOYEHNE O COXPAHEHUN NN U3MEHEHMM Npodunsa 6e30NacHOCTU, BHECEHUUN HOBbIX
NnoboYHbIX AENCTBUIA, NPOTUBOMNOKA3aHUIA B MHCTPYKLMIO MO MEAULVHCKOMY NMPUMEHEHUIO MW OTKa3e B NepeperucTpauum
npenapara.

MprMedaHune: NpoBeaeHNe IKCNEPTU3bI MpenapaToB-OMOCUMUNSPOB B COOTBETCTBMM C TPeOOBaHMAMMU:

Ha akcnepTu3y npu rocygapCTBEHHON NepeperucTpanmm 6Monormiyeckoro nekapcTBEHHOro CPEACTBA, B TOM Ynche
Guocumunsapa, npegocraenstotcs Yactu 1-3 MNMepeyHs, ns Yactu 5:



1) nepuogn4eckm 0oBHOBMsIeMbIN OTYET No 6e3onacHOCTU Unn I'IepMODM‘-IeCKI/IVI oT4yeT

2) pesynbTaTbl MOHUTOPUHra NnaHa ynpasneHus puckaMmm i MUHUMU3aLMn pucka, UMMYHOTEHHOCTM, Mpu
npYMeHeHnn BUoNornMYeckoro NekapCcTBEHHOIo CpeacTaa, B ToM yncne B Pecnybnuke KasaxcraH, NonyyYeHHbIX B
pesynbraTe:

NoCTperncTpaLmoHHbIX HabnoaaTenbHbIX UccneaoBaHuin 6e3onacHoCT 1 3PPEKTUBHOCTU NEKAPCTBEHHOO
cpeacTsa (METOAOM aKTMBHOMO MOHUTOPUHIA, METOAOM Cily4aln KOHTPOSb UMN KOrOPTHBIX PETPOCMEKTUBHBIX U/Mnn
NPOCNEKTUBHBLIX UCCEA0BaHNN)

aHanusa PerncTpoB naumeHToB, NONyYaoLWmnX fneveHne onpeaeneHHbiM 61onorMyeckum nekapcTBeHHbIM cpeacTBam

NMOCTMapKETMHIOBbIX KIMHUYECKUX NCCrefoBaHnn

npoBefeHUs 06y4aLLnX MepPONpUATUIA MO NOBbLILLEHNIO NHCOPMUPOBAHHOCTU Bpayel, (hapmaLeBTOB U NaLMEHTOB C
LLeNnbio CHKEHUS PUCKOB, CBSAA3aHHbIX C NPUMEHeHneM B1onormyeckoro nekapcTBeHHoro cpeactea B Pecnybnvke
KasaxcrtaH.

30. OueHka 6e3onacHoOCTV U 3pHEKTUBHOCTU NEKAPCTBEHHOIO CPEACTBA C Y4E€TOM COOTHOLLEHMS "nonb3a-puck” -
NpOTMBOMOKa3aHus, NpeaynpexaeHns n NpeaocTepexeHus npu npuMeHeHnn npenapara. Tpebyetca obpatnte ocoboe
BHMMaHWe Ha AEeTCKWUIA BO3pacT, 6epeMEHHbIX 1 KOPMSALLMX XKEHLLMH, NOXMITON BO3pacT, NaUMeHTOB C NOYEYHON 1
nevYeHOYHOM HeJOCTaTOYHOCThIO

31. DkcnepTr3a MHCTPYKUMM NO MEQULIMHCKOMY NMPUMEHEHMIO NPOBOANTCS B CPABHEHUW C KPaTKOWM XapakTepuUCTUKON
nekapcTBeHHOro npenapata. [lenaeTcs 3aknioyeHne 0 COOTBETCTBUM MU HECOOTBETCTBUM NOKa3aHW K NPUMEHEHNIO,
No6oYHbIX ENCTBUIA, MPOTUBOMNOKa3aHW, 0CobbIX yKasaHWi, nekapCTBEHHbIX B3aMMOAECTBUIA, Nepeso3npoBKY,
yKa3aHHbIX B MHCTPYKLUM NO MEAULMHCKOMY NPYMEHEHUIO NEKapCTBEHHOrO CPeacTBa, KpaTKoN XxapakTepucTuke
rleKkapCcTBEHHOro npenapaTa

32. 3aknoyeHne 0 HanM4nm U OTCYTCTBUM B HA3BaHWUMN NEKapCTBEHHOMO CPeacTBea:
1) rpadoMyecknx CXOACTB C paHee 3apercTpUpPoBaHHbIMU NIeKapCTBEHHbIMM NpenapaTaMmi U CroB ¢
Hebnaro3By4HbIMM BblpaKEHUAMU

2) cnocobHOCTN BBECTU B 3abnyxaeHne 0THOCUTENbHO UCTUHHOMO COoCTaBa U AeNCTBUA
npenaparta

3) cxogctBa MHH n/unun cxogHble ¢ HAMK Ha3BaHWA AN NIEKAPCTBEHHOIO CPeACTBa APYroro XMMUYeCcKoro coctasa
nnun gencTens

33. OueHka NpaBnNbLHOCTY NPUCBOEHNS koaa AHaTOMO-TepaneBTUYecKo-XxnuMnyeckon (ganee — ATX) knaccndukaumm,
COOTBETCTBUS hapmakoTepaneBTudeckon rpynnel kogy ATX knaccudvkaumm, dapmakonornyeckomy encTsmio,
nokasaHusm K npumeHeHuto. B cnyyae HenpaBunbHO 3asBreHHbIXx ATX koga v hapMakoTepaneBTUYeCcKON rpynmbl,
TpebyeTcH ykazaTb peKOMeHAyeMble KCNePTOM

34. MNpoBepka afeKkBaTHOCTM 3a8BIEHHbIX 403 U PeXrma 403UPOBaHNS COrmacHoO (hapMaKOKMHETUYECKUM
napameTpam (nepuopaa nonysBbIBEAEHUS, CTENeHN CBA3bIBaHNSA ¢ 6enkaMmn nnasmel KPOBU, BUSIHWE HA aKTUBHOCTb
neYeHoYHbIX hepMeHTOB, BpeMsi COXpaHeHust bakTepmocTaTnyeckon/6akTepnumaHoOn KOHLEHTpaumm B cnyyae
aHTnbakTepmanbHbix NpenapartoB). TpebyeTca obpaTtuTe 0coboe BHMMAHME HA A03bl, PEKOMEHAYEMbIE OETSM, NOXUIbIM,
60MbHBIM C HapyLUEHNSAMMN OYHKLIMN NOYEK N NeYeHn

35. MpoBepka coOTBETCTBUS 3asIBNIEHHOIO CPOKa XPaHEHUs!, yKa3aHHOro B 3asiBNEHNM, B KPATKOW XapakTepUCTUKe
NneKapCTBEeHHOro npenaparta, MUHCTPYKUMn No MeOAULUMHCKOMY NMPUMEHEHUID, MakeTaX YNakKoOBKM CO CPOKOM XpaHeHUA,
yKa3aHHbIM B HOPMATUBHOM JOKYMEHTE

36. CooTBETCTBME NPEACTaBIEHHON UHCTPYKLUN MO MEAULIMHCKOMY NPUMEHEHUIO AENCTBYIOLLEMY 3aKOHO4ATENbCTBY
Pecnybnukn KasaxcraH.

37. OeTanbHoe onvcaHne cucteMbl hapMakoHaa3opa U ynpaBreHusl puckamu:

1) KpaTkas xapaktepucTtuka cuctembl hapmakoHaa3opa gepxatensi permcTpaumoHHOro yaooCTOBEPEHMS JOIDKHA
BKIHOYATb CNeayoLme anemMeHThl:

[oKa3aTenbCTBO TOro, YTO AepXKaTernb perncTpauMoHHOro yaoCTOBEPEHMS UMEET B CBOEM PACMOPSHKEHNUN
OTBETCTBEHHOE NULIO 3a rMnobanbHbIi hapMakoHaa3op

KOHTaKTHbIE JaHHbIE OTBETCTBEHHOIO NuLa 3a rnobanbHbI dhapMakoHaasop



Jeknapauus, nognvcaHHas aepXkaTtenem permcTpaumoHHOro YAOCTOBEPEHNS O TOM, YTO OH UMEET CUCTEMY
hapmakoHaa3opa AN BbINOMHEHMS 3a4ay 1 06553aHHOCTEN Mo MOCTPErncTpaumMoHHOMY KOHTPOMo 6e30nacHoCTM
NeKapCTBEHHbIX CPEACTB

CCbinka Ha MecTo (agpec), rae xpaHuTca mactep-gann cuctemsl chapmakoHaasopa

2) OTBETCTBEHHOE NULO 3a NoKarnbHbIA dhapmakoHaasop B Pecnybnvke KasaxcraH:

OOKYMEHT, NOATBEPXAaLWNA Ha3HayYeHe OTBETCTBEHHOro nuua 3a chapmakoHaasop B Pecnybnuvke KasaxcrtaH

KOHTaKTHble JaHHble OTBETCTBEHHOIO Nuua 3a chapmakoHaasop B Pecnybnuke KaszaxctaH

3) MNnaH ynpaBneHns puckamu Npyu MEAULIMHCKOM NMPUMEHEHWN NTeKapCTBEHHOIO CPeACcTBa, 3asBNEHHOro Ha
permcTpauuo/nepeperncTpaumio Unv BHeCEHNe N3MeHeHu (ans opuriuHanbHbIX npenapartos, GUOCMMUNSAPOB, BaKLUH,
npenapaToB KPOBW, reHepnyeckum npenapartam TpebytoLiero ocoboro KOHTPons)

3akntoyeHne:
NonoXxuTenbHoOe oTpulaTensHoe
(c obocHoBaHneM)
Mpumeyvanwue:
OTMeYeHHble * pasgensl
3anonHATCA NpY NPOANEeHUU
Cpoka aencTaus
perncTpaumnoHHOro yaoCToOBEpeHNs
[arta noctynnenus
[OKYMEHTOB 3KCMNepTy
[lata 3aBepLueHns IKCNepTn3bl 4OKYMEHTOB

Bce gaHHble, NpuBeAeHHbIE B 9KCMEPTHOM 3aKmioYeHnn, JOCTOBEPHBI M COOTBETCTBYHOT COBPEMEHHbLIM TpeboBaHusM,

4YTO NOATBEPXAA NNYHOW NOAMUCHIO.
damnnus, nMs, 0T4ECTBO
(Npw Hanuumm), aKcnepToB

MNMognuck

HaTta
Mpunoxexue 8
k MNpaBnnam npoBegeHns
3KCMepTU3bl NekapCTBEHHbIX CPEACTB

dopma
CBOAHbIN OTYET IKCNEPTOB MO OLeHKe fieKapCTBEHHOrO npenapara NpyM U3MeHeHUsX, BHOCMMbIX B
pernctpalmoHHoe focbe
damunus, nMs, 0THECTBO (NPU HaNUYUN) n

1.
OOMKHOCTb 3KcnepTa

2. Y4yeHas cTeneHb, 3BaHve

3. Ne 3asBku

4, Hata

5. Toprosoe HavMeHoOBaHuWe npenapaTta

6 MexayHapoaHoe HenaTeHToBaHHOE

’ HasBaHue
O OpwurvHaneHbI NeKkapcTBEHHbIV nNpenapar
O Bocnpoun3BeaeHHbIN NekapcTBEHHbIN npenapar
. O Brionogo6HbIN NekapcTBEHHbIN Npenapat
7. JlekapcTBeHHbIN NpenapaTt

(Buocumunsap)
O MNBpuraHbI NekapCcTBEHHbIV NpenapaTt
0 Bronormyeckun nekapcTBEHHbIN nNpenapar



0 KomOGuHMpOBaHHbIV NekapCTBEHHbIV NpenapaTt
O JlekapcTBeHHbIN Npenapar ¢ XOpOoLLO N3YyYEHHbIM
MeAMULMHCKAM NMpUMEHeHnem

O PaauodapMaueBTUYeCKUii iekapcTBeHHbIN npenapar
UK nNpexkypcop

O M'omeonaTnyecknin nekapcTBEHHbIN npenapar

O PacTtutenbHbIN NekapcTBEHHbIN npenapat

0 OpdhaHHbI NekapCTBEHHbIV NpenapaTt

O AkTuBHasa dapMaueBTnyeckas cybcTaHums,
npoussegeHHas He B ycnosuax GMP

O JlekapcTBeHHbIN 6ank-npoaykT

O Buonoruyeckun 6ank-npogykT

O JlekapcTBeHHOE NPUPOAHOE Chipbe (He
dapmakoneriHoe)

nccneaoBaHvs BOAHbLIX paCTBOPOB rEHEPUYeCcKnX
npenaparToB MH-BUTPO

BHepeHue TpaHcdepa NPOU3BOACTBEHHbIX U
TEXHOMOMMYECKUX NMpPOLEeCcCcoB

[na BocnponsBeaeHHOro fiekapCTBEHHOMO
npenapat unu 6VIOCVIMVIJ'IFIpa yKa3aTtb

8.
Ha3BaHWe OPUrMHANBHOIO NIEKAPCTBEHHOIO
npenapara
9. JlekapcTBeHHas hopma
10. [oanpoBka
11. KoHueHTpaums
12. dapmakoTepaneBTUyeckas rpynna
Kop B cooTBETCTBUM C aHAaTOMO-
13. TepaneBTUYECKO-XMMNYECKOMN
Knaccudukaumemn
14. dopma oTnycka O no peuenty [J 6e3 peuenTta
2. YnakoBka
HanmeHoBaHue Bug ynakoBku (nepBuyHas, KonuuecTtBo eamHuy B
Ne Ay (nep Pasvep O6bem AvAIL
ynaKkoBKu BTOpMYHas) ynakoBke
1.

3. [laHHble 0 npousBoguTene

No Tvin opraHn3auumn unm y4acTok HaumeHoBaHne Crpana Opuanyeckuin
a npou3BoACTBa opraHusauum P agpec
1. 3asButenb
2. MponssoaunTtens
3. YnakoBLUMK
4, YyacTok npon3BoacTBa

[epxaTenb perncTpaumoHHoOro
YOOCTOBEpEeHMs



4. PerucTtpauusi B cTpaHe-npousBoauTerne u Apyrux cTpaHax

Ne permctpaumoHHOro .
Ne HasBaHue cTpaHbl P pau [aTa Bblgauun Cpok gencreus
yOoCTOBEpEHNS

5. 1) CocTaB nekapcTBeHHOro cpefcTea (ykasaTb NekapCTBEHHblE CybCTaHUMKM 1 BCnoOMoraTernbHble BELLECTBa,
BKITlOYas KOHCEPBaHTbI, COCTaBHble BellecTBa 0B0MoYKM NpenapaToB):

HopmaTuBHbIN JOKYMEHT MO KOHTPOIIO KavecTsa 1

KonuyectBo Ha
©6e30MacHOCTM NeKapCTBEHHbIX CPEACTB, UMK

eavHu
Ne HaumeHoBaHve ﬂeKaACTB::HOVI locynapctBeHHas dpapmakones Pecnybnukm KasaxcraH,
dF))O Vb 3apybexHble hapmakonen, NpusHaHHble 4eNCTBYIOWUMY Ha
P TeppuTopun Pecnybnukn KasaxctaH
1 JlekapcTtBeHHas(bie)
’ cybcTaHums (m):
5 BcnomorateneHble
' BelllecTBa:
3 CoctaB 060no4ku TabneTtkm

Unn Kopnyca Kancynbil:
2) Ana nekapCTBEHHOrO pacTUTENbHOrO Chlpbd
HopmaTtuBHbIN JOKYMEHT MO KOHTPOIIO kKayecTsa u

BoTaHu4yeckne 6e30MacHOCTM NeKkapCTBEHHbIX CPEACTB, NN
OukopacTywee
No naTVHCKue Ha3BaHus locyaapcTeeHHas dpapmakones Pecnybnuku i MecTto
"~ pacTeHuit, BXOAALMX B KasaxcTaH n 3apybexHble hapmakonewu, R — npovspacTaHus
cocrtas cbopa NPU3HaHHbIe AENCTBYIOLLUMMN Ha TEPPUTOPUM ¥ 4

Pecny6nukn KasaxcrtaH

6. Npoun3BoanTeENN aKTUBHbIX Cy6CTaHL|,Ml71, BXOOALWKMX B COCTaB J1IeKapCTBEHHOIo cpeactea

HavnmeHoBaHue .
HanmeHoBaHwue BellecTBa, Agpec npon3BoaCcTBEHHOM
npov3BoanTENs Ha N
Ne BXOASLLErO B COCTaB . CtpaHa naoLwankm Ha pycckom u
PYCCKOM W @HIIIMACKOM .
NeKapcTBEHHOro CpeAcTBa aHrMUNCKOM si3blkax
A3blkax
1.
2.

7. 1) CocTaB nekapCTBEHHOro cpefcTBa (ykasaTb NekapCTBEHHblE CybCTaHUMM U BCoMoraTenbHble BELLECTBa,
BKItO4asi KOHCEPBaHTbI, COCTaBHble BellecTBa 060M04kM NpenapaToBs):

HopmaTtusHbIn OOKYMEHT NO KOHTPOJ1H0 Ka4vecTBa U

KonuyectBo Ha
©6e30MacHOCTM NeKapCTBEHHbIX CPEACTB, UNu

eaunHun
Ne HanmeHoBaHune ﬂeKanCTB;:HOﬁ locynapctBeHHas papmakonesi Pecny6nukm KasaxcraH,
;))0 bl 3apybexHble hapMakonem, NpusHaHHble AENCTBYIOLMMMN Ha
P TeppuTopun Pecnybnukn KazaxctaH

1 JlekapcTBeHHasd(bie)

' cybeTaHums (n):
5 BcnomorateneHele

' BellecTsa:
3 CoctaB 06004k TabneTkm

UIN Kopnyca Kancyrbi:
2) Ina nekapCTBEHHOro PacTUTENbHOMO ChbipbA



HopmaTuBHbIN AOKYMEHT MO KOHTPOSIHO KavyecTBa 1

BoTtaHuyeckme 6e3onacHOCTW nekapCTBEHHbIX CPEACTB, 1IN
OukopacTtyiee
No naTuMHCK1e Ha3BaHuA ocynapcTBeHHas dapmakones Pecny6nuvkm wnm MecTto
"~ pacTeHwi, BXOAALMX B KasaxcTaH u 3apybexHble dapmakonewm, KyRbTUBUDYEMOe npovspactaHus
cocrtas cbopa Npu3HaHHbIE AENCTBYIOWLUMN Ha TeppuTopun Y 4

Pecny6nukn KasaxctaH

8. MNMpoussoguTenu akTMBHbIX CyOCTaHLMN, BXOASALLIMX B COCTaB NlekapCTBEHHOro cpeacTaa

HanmeHoBaHve .
HaunmeHoBaHue BellecTBa, Agpec Nnpon3BoACTBEHHON
npov3sBoanTens Ha .
Ne BXOAsLLEro B cocTas . CtpaHa nroLwazKkv Ha pycCcKoMm 1
PYCCKOM W @HFNNACKOM .
nekapcTBEHHOro cpefcTaa aHrMMNCKOM SA3blKax
A3blKax
1.
2.

9. Tun n3aMeHeHun

o BHOCKMble Crapas HoBsas
1) TMN M3MEHEeHWI B COOTBETCTBUM C NpunoxeHnem 17
n3MeHeHus penakums penakums
10. OueHka permcTpaLuoHHOro Aocke No acnektam kayecTsa, 6esonacHoOCTU n
3 PeKTMBHOCTHU
PekomeHnpaumn:
3asBneHHble U3BMEHEHUs TUNa (yka3aTb TVN) He OKa3blBaOT BNUSHNSA Ha Ka4ecTBO, 6e30MacHOCTb 1
1) 3P PEKTUBHOCTb NEKAPCTBEHHBLIX CPEACTB. 3aABNEeHHOE U3MEHEHME MOXET ObITb PEKOMEHAOBaHO K
peructpauun. CobniogeHsl yCnoBus Ansi BHECEHUSA U3MEHEHMWI NO 3asBIEHHOMY TUMY U3MEHEHUN.
3asBneHHble UBMEHEHUs TUNa (yka3aTb TMN) Oka3biBalOT BMMSHME HA KA4eCcTBo,
2) 6e3onacHOCTb M 3PHEKTUBHOCTL NEKAPCTBEHHbIX CPeacTB. 3asBeHHOe U3MEHEHUE HE MOXET ObiTb

pekomMeHOoBaHO K perncrtpauun.

B cooTBeTCTBMM C 3asiBNIEHHLIMU U3MEHEHUSMY HE NPEeLOCTaBMNEHbl AOKYMEHTbI PEMMCTPALMOHHOIO JOCHE B
3) NorHoM o6beme cornacHo NpUNoXeHnto 17 unu He cobnogeHbl YCNoBUSA ANst BHECEHNUS U3BMEHEHWI N0
3aABNEHHOMY TUMy U3MeHeHu. HeobxoamMMo paccMoTpeTb AOKYMEHTbI MOBTOPHO MOCHe NpeaoCTaBneHus
[OMOMHUTENbBHBIX MaTepuarnos no 3anpocy 3KcrnepTa:
[ata noctynneHus JOKYMEHTOB 3KCNepTy
[aTta 3aBepLUeHns SKCNepTM3bl JOKYMEHTOB
Bce paHHble, npuBefeHHble B 3KCNEePTHOM 3aKo4eHMM, JOCTOBEPHbI U
COOTBETCTBYIOT COBPEMEHHBIM TPEOOBaHMAM, YTO MOATBEPKAAI0 JIMHHON MOANUCHIO.
damunus, ums, oT4ECTBO (MPU HANNYUK), IKCNEPTOB
Moanuck
Data

MpunoxeHne 9
k Mpasunam nposegeHns
9KCMEepTU3bl NEKAPCTBEHHBIX CPEACTB
dopma
MuHucTepcTBO 3apaBooxpaHeHusi Pecnybnuku KasaxctaH

HanmeHoBaHue rocygapCTBEHHOW 3KCNEPTHOW opraHm3aunm

ATTecTaT akkpeguTaummn ncneitatensHown nabopatopumn (Ne, Cpok AericTBums)

Agpec, TenedoH 3KCNepTHOW opraHM3auum (UcneiTaTensHOM nabopaTtopun)
MpoTokon ucnbitTaHunm Ne ot" " roga

CrtpaHuua



/KonnyecTBo NUCTOB __

3asasutens (HanmeHoBaHwe, agpec):
HaumeHoBaHue npoaykuum:
Bug nenbitanui:

OcHoBaHue:
durpma n3rotToBUTENL/NPON3BOANTEND, CTPaHAa:
Cepus, napTus: [arta npoussoacTea: Cpok rogHocCTu:

[JaTta Hayana » AaTa OKOHYaHUS UCTbITaHUIA:
Konnyecteo o6pa3suoB:
O603HaveHne HOpMaTMBHOTO AOKYMEHTA MO Ka4eCcTBY Ha NPOAYKLIMIO:
O603HayeHe HOpMAaTMBHOIO JOKYMEHTA MO KavyecTBY Ha MeToAbl UCMbITaHWIA:
Pe3ynbTaTbl UCNbITaHWM

TpeboBaHus dakTnyeckm
HaumeHoBaHue o
. HOpPMaTMBHOTO JOKYMEHTa  MOSyYeHHbIe 0C v BnaxHocTb (%)
nokasatenen
no KayecTBy pesynbTaThl
1 2 3 4

3akntoyenune: MNMpeacraBneHHbIe 06pa3sLbl COOTBETCTBYHOT/HE COOTBETCTBYIOT TpEHOBaHMAM HOPMaTUBHBIX
[OKYMEHTOB 1 METOAMKM BOCMPOU3BOAATCSH/HE BOCMPOM3BOAATCS (YKasbiBaTb Npy HeobxoanmocTu). (HyxHoe
NoAYepKHYTb)
MeToamkn He BOCMIPOM3BOAATCA NO CrieayoWwmuM nokasarensam
Moanucm ynonHOMOYeHHbIX L,

(momkHOCTBL) (nognuce) damnnus, UMs, 0T4ECTBO (NMPU HANUYUK)
(momkHOCTBL) (nognuce) damnnus, UMs, 0TY4ECTBO (NPU HANUYUK)
(momkHOCTBL) (nognuce) Pamnnus, nms, 0TY4ECTBO (MNP HaNN4NK)

MecTo Ans nevaTtn
Mpunoxenune 10
k MNpaBunam npoBeneHus
3KCMEPTU3bl NIEKAPCTBEHHBIX CPEACTB
dopma

OTy4eT 0 pe3ynbTaTax NpoBeAeHUss NabopaTopHOro UcnbiTaHUsA B NabopaTopun KOHTPOIS KayecTBa
npousBoauTessi UM B KOHTPaAKTHOM NlabopaTtopum, UCMONb3yeMoMn NPoOU3BoOaUTENEM

1. Pesiome

HanmeHoBaHve nekapCTBEHHOrO cpeacTaa

HanmeHoBaHve, agpec pekBu3nTbl MPOM3BOACTBEHHOW NMOLLaAKM

HaumeHoBaHue, agpec, pekBU3UTbI NabopaTopun KOHTPOSSA KavecTea U/unm
KOHTpaKTHOW naGopaTopumn KOHTPONs kayecTsa

OcHoBaHuve nposeaeHnsa na6opaTopHoro ncnblTaHNA

Homepa nuueHsum (Npu Hanuuum), cepTUdMKaTOB, 3asIBOK Ha SKCMEPTU3Y Npu
rocyaapCTBEHHOW perucTpaumm

MpoBeneHue nabopaTopHbIX
ncnbITaHU

Bbinyck B peanuaauuio cepun

Pestome gestenbHOCTM na6opaTopvw1 KOHTPOIA Ka4ecTBa
JleKapCTBEHHOro cpeactea

MHoe (Heobxoaumo ykasaTb)

Oata(bl) npoBeaeHusi nabopaTopHOro UCMbITaHUst



®.M.0. (Npy HanU4mKn) aKCNepToB (YIEHOB KOMUCCUM), OOSMKHOCTb
2. BeoagHas nHdopmaumsa

KpaTkoe onuncaHne nabopaTopumn KOHTPONS KayecTsa

Hanuune oKyMeHTMPOBaHHbIX NpoLledyp NpoBeAeHUs NCTbITaHNN

BbinonHeHne TpeboBaHnii 4OKYMEHTMPOBAHHbLIX Npoueayp NPOBeAeHNs UCTbITaHWI
Llenb npoBeaeHns nabopaTopHOro NcnbITaHWs

O6bekTbl UcnbiTaHnA

MepcoHan nabopaTopun KOHTPONS Ka4yecTBa, y4acTBYOLWUIA B NPOBEAEHNM NabopaTopHOro UCTbITaHUs

[okymeHTbI, nogaHHble opraHn3auuen-nponssoantTenemM n/unu nabopatopmen KOHTPONs kavyecTsa A0 NpoBeAeHUs
OLIEHKM YCINOBMWI NPOM3BOACTBA U CUCTEMBI 06ecneyeHms kKayecTea

3. HabnopeHusa v pesynbTtathl npoBedeHns nabopaTopHOro ucnbiTaHns

Ccbinka Ha HOpMaTUBHbBIA JOKYMEHT

Homep cepuu, aaTa nponssoacTea

TpeGoBaHWA HOPMATUBHOIO dakTnyeckme CooTtBeTcTBYET/HE
C, BnaxHocTb
OOKyMeHTa pesynbTaThbl COOTBETCTBYET

[NokasaTenb

4. MpunoxeHus
[oKkyMeHTbI (NepBUYHbIE AaHHbIE, MPOTOKOMbI UCMbITAHWIA) M 06pasLbl, 0TOBpaHHbIe B XO4e NPOBeAeHUS
nabopaTopHOro UcnbITaHNs

5. PekomeHngaumm n 3akrntoveHunst

PekomeHpgaunn

3akrno4yeHne

MpumevaHmne:

*K oT4eTy 0 pesynbTatax npoBeaeHunst nabopaTopHOro UCMbITAaHNSE HEO6XOANMO NPUNOXKUTL KONUKO cepTudmrkara
aHanu3a 1 (Mnu) NPoToKona NCMbITAaHWI Ha NPOAYKLMI0 NabopaTopun KOHTPOIS kavyecTBa NPON3BOAMTENS UMK
KOHTpakTHou nabopatopuum, NCnonb3yemon NnponssoamTenem. Bce npunoxeHns K oT4eTy ABMAIOTCA HEOTHLEMIEMOW ero
YacTblo.

PykoBoguTerns KoMUCCUK:

(nognucs) damnnus, ums, 0TY4ECTBO (MPU HANUYNK), AOIMKHOCTb
YneHbl KOMUCCUN:

(nognuce) Pamnnusa, umsa, 0TY4ECTBO (MPU HANUYMK), AOIMKHOCTb
(moanuce) damunus, ums, oT4eCTBO (MPU HanNMYMK), AOMKHOCTb
" " 20 r.

CornacoBaHo:
(BomxkHocTb) (mognucek) damunus, nmsi, oT4ecTBO (MPU HaNMYUK)
(BomxkHocTb) (mognucek) damunus, nmsi, oT4ecTBO (MPU HaNMYUK)

Mpunoxenwne 11
k MNpaBnnam npoBeneHns



3KCNEepPTU3bl NeKapCTBEHHbIX CPeaCcTB
3akntoyeHune o 6esonacHocTn, 3 HeKTUBHOCTU U KauyecTBe fleKapCTBEHHOro CpeACcTBa, 3aABfIEHHOIO Ha
aKcnepTusy
1. PecnybnukaHckoe rocygapCTBEHHOE NpeanpusTne Ha npase X03anCTBEHHOro BeAeHns "HaunoHanbHbIn LeHTp
3KCNEePTU3bl NEKapCTBEHHbIX CPEeACTB, U3AEeNUA MEQULMHCKOTO Ha3HAYeHUs U MEOULIMHCKOW TeXHMKN" MuHMCTepcTBa
3apaBooxpaHeHus Pecnybnukm KasaxctaH coobliaeTt pe3ynbTaTbl 9KCNepTnsbl Ha 6e3onacHoCTb, 3PHEKTUBHOCTL U
Ka4yecTBO NekapCTBEHHOrO CpeAcTBa:

Homep n paTa 3asaBku

ToproBoe HasBaHWe nekapcTBEHHOrO CPeACcTBa (C ykazaHWeM nekapCTBEHHON hopMbl, AO3NPOBKNU, KOHLEHTPaLUN U
obbema 3anonHeHus, KonnyecTsa 403 B YNaKOBKe - AN NIeKapCTBEHHOro npenapara)

Opl'aHl/I3aLl,VIF|-I'IpOVI3BO,lJ,VITeJ'Ib, CTpaHa-npoun3soguTeslb
3akntoveHne HayanbHom 9KCNepTuabl (Banmuau,m perncTpaumoHHOro }:l,OCbe) (nonox(MTeanoe mnm OTpVILl,aTeJ'IbHOG)
3akntoueHne ncnblTatenbHON naGopaTopMM: pata un Ne npoTokona, (nono»(MTeanoe mnnn OTpVILI,aTeJ'IbHOG)

3akntoveHune cneumnannanpoBaHHON aKCNePTU3bI (nonomwTeanoe nnm OTpVILI,aTeJ'IbHOG)

2. 3akntoveHvie (nonoxuternbsHoe): MaTepuarbl U JOKYMEHTbI PEMMCTPALMOHHOIO 10Che Ha NekapCTBEHHOE CPEACTBO
(ToproBoe Ha3BaHWe NeKapCTBEHHOro CPeACTBa C ykasaHeM J1eKapCTBEHHON YOPMbI, LO3UPOBKU, KOHLEHTPALMM 1
ob6bemMa 3anonHeHwsl, KONMYECTBa 403 B YNaKoBKe), NPeAoCTaBMNeHHbIE AN 9KCNepTU3bl, COOTBETCTBYIOT YCTaHOBMNEHHbBIM
Tpe6oBaHusM, Ge3onacHoCTb, 3PPEKTUBHOCTL U KAYECTBO NEKAPCTBEHHOTO CPEACTBa NOATBEPXKAEHbI
COOTBETCTBYIOLLMMU MaTepuanaMmu 1 NpoBeAEHHLIMU UCTIbITaHUAMM.

3aknioueHne (oTpuuaTtensHoe): MaTtepuansl U JOKYMEHTbI PErMcTPaLMOHHOIO OChE Ha NIeKapCTBEHHOE CPELCTBO
(ToproBoe Ha3BaHWe NeKapCTBEHHOro CPEACTBa C yKasaHUeM JIeKapCTBEHHON POPMbI, JO3UPOBKM, KOHLEHTPaLMK 1
ob6bemMa 3anonHeHus, KONMYecTBa 403 B YNaKoBKe), NPeaoCTaBMNeHHbIE AN 9KCNepTUsbl, He COOTBETCTBYIOT
YCTaHOBMEHHbIM TpeboBaHWsIM, 6e30MacHOCTb, 3EKTUBHOCTb U KAYECTBO NEKAPCTBEHHOTO CPEACTBA He
noATBepXAeHbl COOTBETCTBYIOLLMMU MaTepuanamm u NpoBeAeHHbIMU UCTbITAaHUSMU.

PykoBoaMTENb rocyaapCTBEHHOW 3KCMEPTHOW OpraHU3aLmu:

noanuce Pamunusa, ums, 0T4ECTBO (NPU ero Hanuynm)
Data
MecTo nevatu
Mpunoxenne 12
k Mpasunam nposegeHns
3KCMepTU3bl NeKapCTBEHHbIX CPEACTB
dopma
3akntoyeHue o 6e3onacHOCTU IPPEKTUBHOCTU U KaueCTBe JIEKapCTBEHHOIO CpeAcTBa 3asiBIIEHHOIO Ha
3KCnepTU3y NU3MEHEHUW, BHOCMMbIX B permcTpauMoHHOe A0Cbe
1. PecnybnukaHckoe rocygapCTBEHHOE NpeanpusiTue Ha npaee X03anCTBEHHOrO BeAeHns "HaunoHanbHbIn LeHTp
3KCMepTU3bl NTEKapCTBEHHbIX CPEACTB, U3OEeNUi MEANLMHCKOrO Ha3HaYeHNs U MeAULIMHCKON TeXHMKN" MuHucTepcTBa
3npaBooxpaHeHus Pecnybnuku KasaxcrtaH coobuiaeT pe3ynbTaTtbl 9KCNepTu3bl O BIMAHUA BHOCUMbIX MU3MEHEHUI B
permcTpaumoHHoe gocke Ha 6e30nacHOCTb, 3EKTUBHOCTL U Ka4eCTBO NEKapCTBEHHOIO CpeacTaa:

Homep n nata 3asBku

Toproeoe HavMeHOBaHMWe NeKapCTBEHHOro CPeACTBa (C ykasaHueM fekapcTBEHHON (hOpMbI, AO3UPOBKM,
KOHLIEHTpaLuy 1 o6bema 3anonHeHusl, KONUYecTBa 03 B YNakoBKe - NS NekapCTBeHHOro npenapara)

OpFaHI/I3aLlVIF| npounssoaunTenb, CTpaHa-npon3soanTesb

BHocuMble nuameHeHus otHeceHbl kK Tuny | A, Tuny | B, Tuny Il

3aknoyeHrie HavarnbHON aKCNepTM3bl (Banuaaumy PErMcTPaLMoOHHOTO 4OChe) NEeKapCTBEHHOro CPpeacTea
(nonoxuTtensHoe uUnu oTpulaTensHoe)

3akntoveHune ncnbiTatensHom nabopatopun: gata n Ne npoTtokona, (NonoXUTensHoe Unn oTpuLaTenbHOE)



3akntoyeHne crneunanuanpoBaHHON 3KCNEPTU3bI (I'IOJ'IO)KVITeJ'IbHOG mnm 0Tp|/|uaTeanoe)

2. 3akntoyeHve (nonoxutensHoe): MaTtepuansl n JOKyMEHTbI, MPeAOoCTaBMEeHHbIE Ha SKCNEPTU3Y N3MEHEHW,
BHOCUMBbIX B PEMMCTPaLMOHHOE 0Cbe NIeKapCTBEHHOrO CpeAcTBa, (TOProBoe Ha3BaHUe NeKapCTBEHHOTO CpefcTBa C
yKasaHveM nekapcTBeHHOW opMbl, JO3MPOBKU, KOHLEHTPaUMM n obbema 3anonHeHus, Konmyectsa 03 B YNakoBKe),
COOTBETCTBYIOT YCTAHOBMIEHHbIM TpeboBaHWAM, BUsSiHWE Ha 6e30nacHOCTb, 3MEKTUBHOCTb U Ka4E€CTBO NEKapCTBEHHOTO
cpeacTBa NoATBEPXAEHbI COOTBETCTBYOLWNMI MaTepuanamu 1 NpoBeAEeHHbLIMU UCTIbITaHNSMU.

3aknioyeHne (oTpuuartensHoe): MaTepuansl 1 AOKYMEHTbI, MPEeAOCTaBNEHHbIE Ha SKCMEePTU3Y U3MEHEHWI, BHOCUMBbIX
B PerncTpaLmoHHOe AOCbe NeKapCTBEHHOIO CPeACTBa, (TOProBOe Ha3BaHWe NeKapCTBEHHOIO CPeACTBa C yKa3aHnem
nekapcTBeHHOW OpMbl, JO3UPOBKU, KOHLIEHTpaLmMM n obbema 3anonHeHus1, KonMyecTBa 403 B YNaKOBKE), He
COOTBETCTBYIOT YCTAHOBMIEHHbIM TpeboBaHWAM, BUsiHWE Ha 6e30macHOCTb, 3MEKTUBHOCTL Y Ka4e€CTBO NEKapCTBEHHOTO
cpefacTsa He NoATBEPXAeHblI COOTBETCTBYOWMUMIN MaTepranaMmm n NpoBeAeHHbIMA UCTIbITaHNSMM.

PykoBoauTenb rocy4apCTBEHHOW 3KCMEPTHOW OpraHn3aumu:

noanvcb damunnus, MMs, OTY4ECTBO (MPU €ro Hanu4nm)
[ata
MecTo nevatu
Mpunoxenwve 13
k MNpaBunam nposegeHns
3KCMepTU3bl NTleKapCTBEHHbIX CPEACTB
dopma
HaTta MecTo nevatu
Kasakctan Pecnybnukacel [leHcaynblk cakray
MUHMCTPAIriHIK "Oopinik 3aTtTapal,
MeauUMHanbIKk MakcaTTarbl OyibiIMaapabl xaHe
MeauLMHa TEXHUKaCkIH capanTtay ynTTblK
opTanbifbl" LapyallblbIK XYPridy KyKblfblHAaFbI
pecnybnukanbik MEMMAEKETTIK KSCINMOPHbI

PecnybnukaHckoe rocygapcTBeHHOE npeanpuaTne Ha npase
X03ANCTBEHHOIO BefeHus "HaumoHanbHbIN LEHTP 3KCNepTu3bl
NEeKapCTBEHHbIX CPEACTB, U3AeNUn MeOULNHCKOTO HasHaYeHns 1
MeOMLUMHCKON TexXHUKN" MUH1CTepcTBa 34paBoOXpaHeHNst
Pecny6nukn KasaxcraH

CBoAHbIN oT4eT Nno 6e3onacHocTU, I HeKTMBHOCTU U Ka4yeCcTBY NleKapCTBEHHOro npenapara

"HanmeHoBaHue npenaparta”, NnpoM3BOAUTENb, CTPaHa

M3 oTyeTa yaaneHa koHduaeHunanbHasa nHpopmaums

1. CnpaBoyHasi uHcbopmauus o npouenype

1.1. Mogaya perncTpaumoHHOro 4ocke

2. Hay4Hoe obcyxaeHune

2.1 AcnekTbl kayecTBa

2.1.1 AkTuBHas cpapmarieBTnYeckas cybcTaHUMA: aHanm3 CBeAEHUA O MPOUCXOXKAEHUUN, KAYECTBE U BbIBOObI O
BO3MOXHOCTW MCNOMNb30BaHNs cybcTaHumm

2.1.2 . BcnomoraTenbHbIE BELLLECTBA: aHanNn3 CBeAEHWI O Ka4eCcTBe, KONMMYECTBE C BbiIBOAAMM O LOMNYCTUMOCTH
MCMNOMNb30BaHUs

2.1.3 IlekapCTBEHHbIV NpenapaT 3akro4eHre 0 NPoM3BOACTBE crneundrKaumsa kKayecTsa cTabnnbHOCTb

2.2. JoknnHn4eckne acnekTbl

2.3 KnuHnyeckne acnekTbl

2.4 OueHka nonb3a-pu1ck

2.5 dapmakoHaasop OnucaHue cuctembl hapmakoHansopa [naH ynpaBneHns puckamm

2.6 Ycnosus oTnycka

Mpunoxenwve 14
k MNpaBunam npoBeaeHUs1 aKCNepTU3bl
neKapCTBEHHbIX CPEACTB

UHdopmaumsa o BcnomoraTenbHbIX BellecTBax, HOMMHaNbHOM UX cCoAepXXaHMU B fleKapCcTBeHHbIX Nnpenaparax, a
TaKXKe orpaHM4YeHusi NPUMEHeHUs1 IeKapCTBEHHOro nNpenapara

Ne HanmeHoBaHue MyTb BBEOEHNS Honyctnmble WHdopmauums, KommeHTa-pmumn**



n/n BCcnoMoraTesnbHbIX BELLECTB

ANpPOTUHMH

ApaxuncoBoe Macrio

AcnapTtam (E951)

Asokpacutenu:

1) E 102 TapTpasuH

2) E 110 XKenTbin 3akat
(FCF)

3) E 122 A3opy6wH,
KapmownsuH

4) E 124 MoHco 4R
(nyHuoBbIn 4R), KoweHunb
KpacHas A

5) E 151 BpunnuaHToBbIN
YepHbIn BN, yepHbin PN

SputposnH (E127)

MepyaHckuii 6ansb3am

7. bBeH3ankoHusa xnopug

Kucnota 6eH3onHas n

8. OeH3oaTbl:

1) E210 kncnota 6eH3oHas

MecTHoe

MecTHoOE,
nepopanbsHoe,
napeHTepanbHoe

MepopanbHoe

MepopankHoe

MepopanbHoe

MecTHoe

OdbTansmonornyecku

€ NeKapCTBEHHbIE
dopmbI

MecTHoe

WHransiumoHHoe

MecTtHoe

npenensl
coaepxaHus
BCMoOMOraTesibHbl
X BeLLecTs

0-0,1 mr/kr

*

10 mkr/B 1 gose

noanexawias
OTpaXKeHuio B
WHCTPYKLMK NO
MeaNLUHCKOMY
NPUMEHEHI0

5

'MnepuyBCTBUTENBHOCT

b NN Cepbe3Had

annepruyeckaa peakyma

[poTnBonokasaHbl

OunLieHHoe

nvuaM c annepruyeckon apaxmcoBoe
peakumen Ha Opexy UnNn macro MoxeT

Ccoro

Copepxut
deHunanaHuH,

npoTnBONoOKasaH ngav

C heHUNKeToHypuen

Anneprunyeckue
peakuuu

npenapart Henb3qA

Ha3Ha4daTb U NPUMEHATb

nauneHTam c
natonornen
LUNTOBUAHOM XXenesbl

Bo3MOXHbI KOXHblEe
peakumu

B0o3MOXHbI NpUTbI;
n3beraTb KOHTaKTa C
MSITKUMMW KOHTaKTHbIMM
nH3amu;

yOanuTb KOHTaKTHbIE
NWH3bI Nepen
NPYMEHEHNEM n
BblXOaTb He MeHee 15
MWHYT nocne
3aKanbiBaHus
npenapara;

He MpUMeHsieTcs y
neten oo 8 netr

KoxHble peakumm

BpoHxocnaam

PasgpaxeHuns koxu,
rnas v crmancTbIX
obonouvek

coaepxartb 6enok

MoxeT HaHecTn
Bpea nuuam ¢
deHnnKeToHypne
n

E 102, E110,E
122 - 3anpetyeHbl
K MPUMEHEHUIO B
JNeKapCTBEHHbIX
npenaparax ans
peten

3anpeLyeH K
NPUMEHEHNIO B
NeKapCTBEHHbIX
npenapartax ans
neten

BbeH3ankoHus
xrnopva
obecLBeuymBaeT
MArkue
KOHTaKTHble
TINH3bI



2) E211 HaTtpusa 6eH3oaT
3) E212 kanusa 6eHsoat

9. beHaunosbI cnnpT

10 Macno 6epramoTa
bepranteH

11 BpoHonon

12 Bytunrungpokcmanmson E320

13 ByTunrugpokcutonyon E321

Macno kactopoBoe
NONMN3TOKCUITNPOBAHHOE;
Macro KacTtopoBoe
NOoNMMaTOKCUNMpoBaHHoe
rmaporeHn3npoBaHHoOe

14

15 CnupT LeTocTeapu-noBsblii;
CMVPT LETUNOBbIN

16 Xnopkpeson

MapeHTepanbHoe

MapeHTepanbHoe

MecTHoe

MecTHoe

MecTHoOE

MecTHoe

MapeHTepanbHoe

MepopanbHoe

MecTtHoe

MecTHoe

MecTtHoe

*

Mpn fo3e meHee
90 mr/kr/cyT

Mpu gose 90
mr/kr/cyT

lMpoTuBonokasaHo
HOBOPOXAEHHbIM AeTAM

lMpoTuBonokasaHo
HEe[IOHOLLUEHHbIM,
HOBOPOXAEHHBIM U
geTtam go 3 ner;
noboyHoe gewncTeue -
aHadumnakTougHble
peakuumu;

KOMnn4ecTBo
6eH3unoBoro cnvpTa B
npenapare (Mr/mn)

MpoTtuBonokasaHo
HEOOHOLLEHHbIM,
HOBOPOXOEHHbIM U
neTtam go 3 ner;

npu NpUMeEHEHUN
©eH3nnoBoro cnupTa B
posax 90 mr/kr/cyT un
BblLLIE NOBLILLIAETCSA
puck daTanbHbIX
TOKCUMYECKNX peakuni

MNoBbIwaeTcs
YyBCTBUTENbHOCTL K
yNnbTpohroneToBbIM
nyyam (Kak K
HaTypanbHbIM, TaK U1
WCKYCCTBEHHbIM JTy4am)

MecTHble KOXHble
peakummn (KOHTaKTHble
aepMaTtuTbl)

MecTHble KOXHble
peakummn (KOHTaKTHble
aepMaTuThl),
pasapaxeHus rnas u
CNU3NCTLIX 060I04EK

MecTHble KOXHble
peakummn (KOHTaKTHble
aepMaTuThl),
pasapaxeHus rnas u
CNn3nCTbIX 060NoYeK

CepbesHble
annepruyeckme
peakuum

HapyweHus
XEenyaoYHO-KULLEYHOrO
TpakTa u aunapest

KoxHble peakuumn

MecCTHble KOXHble
peakuumn (KOHTaKTHble
aepMaTtuTbl)

Anneprunyeckue

Bbicokuin puck
pasBuTUa
KEenTyxu y
HOBOPOXOEHHbIX

Bo3MOXHbI
cnydau
TOKCUYECKUX U
annepruiecknx
peakumn y npeten
no 3 net

He ncnonb3yetcs
npv HanM4Mm
GepranTteHa B
macne



MapeHTepanbHoe

7
JumeTnncynbdokens MecTHoe

MepopanbHoe 1
napeHTepanbHoe

8 OTaHon

MepopankHoe 1

napeHTeparnsHoe
MecTtHoe
9
dopmanbaerng
MepopankHoe
MepopankHoe
0
dpykTO3a
MapeHTepanbHoe

CopaepxaHue
3TaHona B

pasoBou fose
meHee 100 mr

oT100mMrgo 3r
3TaHona B
pasoBou fose

3 r B pa3oBowm
[03e npenapara

5r

peakunmn

PasgpaxeHus koxu

Mpenapat cogepxut
HU3KUA YpOBEHb
3TaHona

MpoTrBONOKasaHo:
ONs nuy cTpajaroLumx
ankoronnamom,
anunencuen, geTam,
bepeMeHHbIM U
KOPMSILLUM KEeHLLUHaM,
00onbHbIM C

3aboneBaHUAMN NeYeHn

lMpoTuBonokasaHo:
ONS nuy cTpagaroLumx
ankoronuamom,
anunencuen, oeTam,
6epeMeHHbIM U

Copepxawue
aTaHona, meHee
100 mr B pasoBon
pose

Konuyectso

KOPMALLNM XEeHLINHaM U 3TUIoBoro cnmpta

0OonbHbLIM C
3aboneBaHuaAMM
neYeHu; BNUSET Ha
CMocoBHOCTb
ynpaBneHus
TPaHCNOPTHbLIMU
cpeacTeamu unm
onacHbIMu
MexaHn3MaMu; BNusieT
N U3MeHsIeT oencTens
Opyrux nekapcrs

Bo3moxHbI criyyan
MECTHbIX KOXHbIX
peakumin (KOHTaKTHbIe
aepMaTtuTbl)

HapyweHus
XKernyAo4HO-KMLLEYHOTrO
TpakTa v gnapes

Mepepn Ha3HavyeHneM
npenapartoB crnegyeT
YCTaHOBUTb
NnepeHoCUMOCTb
PPYKTO3bI;
NpOTMBOMNOKa3aHo
0OonbHbLIM C
HacneacTBeHHOM
HENepPeHOCNMOCThLIO
PpPYKTO3bI

KonnyectBo dpyKTO3bl
B I B pa3oBoW Jo3e
npenapara;

He Ha3Ha4aTb
naumneHTam c caxapHbim
nnabeTtom

B 3TUX
NEeKapCTBEHHbIX
npenaparax
MOXET BNUATb U
M3MEHSATb
OencTBusa apyrux
nekapcTs



Kugkuve

neKkapcTBEHHbIE

dopMbl Ana npuema  * HaHocsaT Bpeq 3ybam
BHYTpb, TabneTkn

XeBaTernbHble

Mpn anuTensbHoOM
MCnonb30BaHMn B
TeyeHve AByX unm
bonee Hegenb

MpoTtuBonokasaHo
nuuam ¢
HacneacTBEHHOM
HENepeHOCNMOCThLIO
ranaxrosbl,
ranakrosemuen

MapeHTepanbHoe *

lMpoTuBonokasaHo
niuam c
HacneacTBeHHOM
HENepeHOCNMOCThLIO
ranakrtosbl,
ranakrosemuen unu
Manbabcopbumen
rMIOKO30ranakTosbl

1
[anakTosa MepopanbHoe *

KonunyecTBo ranaktosbi
B I B pa3oBou Jo3e
MepopansHoe 5¢ npenapara;
MapeHTepanbHoe OCTOPOXHO HasHayaTb
60nbHBIM C caxapHbIM
anabeTtom

MpoTuBonokasaHo
nvuam c
mManbabcopbumen
MOKO3bI-ranakrto3bl

MepopanbHoe *

KonunyecTtBo rnioko3sbl B
r B pa3oBon gose
MepopanbHoe 5 npenapara;
5 MapeHTepansHoe OCTOPOXHO Ha3Ha4aTb
nioko3a GonbHbIM C caxapHbIM
anabeTtom

[aHHas
PacTteopsbl ans MHdopmMaums
npvema BHyTpb OkasbiBaeT BKIMOYAETCS B
CocatenbHble * noepexagatoee WHCTPYKLMIO, Npn
XeBaTernbHble nencTeme Ha 3yObl ONNTENbHOM
TabneTkn npvMeHeHun (aBe

n bonee Hepenb)

Mo6oyHble peakumm:
rornoBHas 6onb,
MepopankHoe 10 r/B 1 go3se HapyLUEHWSs XenygouHO-
23 muuepon KMLLEYHOro TpakTa,
' anapes

[MNocnabnsatoLee

PektanbHoe 1r N
nencTeue

Annepruyeckune
peakuun, CHUXeHne
CBEpPTbIBAEMOCTU KPOBU:
NpoTMBONOKa3aHo
nuuam ¢ anneprudeckomn
peakuunen Ha renapuH

lenapuH (B kavecTBe
BCMOMOraTenbHoro MapeHTepansHoe *
BellecTsa)



Cwupon

25 rmpporeHn3nMpoBaHHOM
rAOKO3bl (MU MansbTUT

XKUOKNIA)

6 .
Caxap UHBEPTHBI

27 JlaktnT E 966

8
JlakTto3a

MepopanbHoe

MepopanbHoe

PacTtBopsbl ans
npuema BHyTpb;
cocarerbHble
XeBaTtesbHble
TabneTkn

MepopankHoe

MepopanbHoe

10r

10r

MpoTrBONOKasaHo
niuam ¢
HacneacTBeHHOM
HenepeHoCMMOCTbIO
DpyKTO3bI

YMepeHHoe
nocnadnswwee
OelicTBMe; yKasblBaeTCs
KanopuUNHOCTb
rMAPOreHN3MpPoBaHHOM
rMoKo3bl - 2,3 Kkan/r

lMpoTuBonokasaHo
nviuam c
HacneacTBeHHOM
HenepeHoCMMOCTbIO
OPYKTO3bI UMK
mManbabcopbumen
rMOKO3bI-ranakTo3sbl

KonuyecTtBo rmoko3bl n
PPYKTO3bl B I B pa30BOW
[o3e npenapara;
OCTOPOXHO Ha3HayaTb
60onbHBIM C caxapHbIM
anabeTtom

OkasbiBaeT
nospexaatoLlee
fAevicteme Ha 3y6Obl

MpoTnBONOKasaHo
niugam c
HacneacTBEHHON
HenepeHOCMMOCTbIO
hpyKTO3bl, FANaKTO3bl,
ranakTosemMuern unm
Manbabcopbumen
[1OKO3bI-ranakTo3bl

YMepeHHoe
nocnaénswLwee
JencTeume; ykasbiBaeTca
KarlopuMMHOCTb NakTuTa -
2,3 kkan/r

MpoTuBonokasaHo
nvuam c
HacneacTBeHHOM
HenepeHoCMMOCTbI0
dpykTO3bI, 4EDULNTOM
depmeHTa Lapp
(JTAMM)-nakTassbl,
Manbabcopbumen
rMOKO3bI-ranakTo3sbl

YkasbiBaeTcs
KONMYEeCTBO NaKTo3bl B I
B pa3oBou Jo3e
npenapara;

OCTOPOXHO Ha3Ha4aTb

Mpu anuTensHoM
npuMeHeHun (ase
n 6onee Hegenu)



o JTaHonuH (LWepcTsiHow xup)

30

31

32

33

E 965 ManbTuT;

E 953 N3omanbTtuTon;
ManbTuT xngkmn (cmpon
rMAPOreHN3npoBaHHON
rIOKO3bl)

MaHHuTOon (MaHHWT) E421

OpraHunyeckme coeguHeHns
pTYTU:

1) Tvomepcan

2) deHun-pTyTn HUTpaT

3) dbeHun-pTyTh aueTar

4) deHun-pTyTH GopaT

MaparugpokcmbeHsoatsl U UxX

adupbl:

1) atunnapa-
rmapokcnbensoar (E 214)
2) nponun-naparng-
pokcubeHsoaT (E 216)

3) HaTpus

nponunnaparnapokcubeHsoa

T (E 217)

4) metun-
naparugpokcubensoat (E
218)

5) HaTpusi

MeTunnaparngpokcmbeHsoar

(E 219)

deHunanaHuH

Kanun

MecTHoe *

MepopanbHoe

10r

MepopanbHoe 10r

Odpronbmanoruyecku
€ NneKkapcTBeHHble *

dopMbl

MecTHoe *

MapeHTepanbHoe *

MepopanbHoe;
odpronbmanormyeckme
nekapcTBeH-Hble *
dopMbl;

MeCTHOe

MapeHTepansHoe;
MHranauyoHHoe

MecTHoOE,
nepopansHoe, *
napeHTepansHoe

CogaepxxaHue
kanuma meHee 1
MMOJSb B pa3oBou

MapeHTepanbHoe

nose

GonbHLIM C caxapHbIM
nnabeTtom

MecCTHble KOXHble
peakummn (KOHTaKTHbIN
aepmatuT)

MpoTrBONOKasaHo
niuam ¢
HacneacTBEHHON
HenepeHoCMOCTbI0
DpyKTO3bI

YMepeHHoe
nocnadnswuwee
OelicTBuMe; yKasblBaeTcs
KanopumnHOCTb
rMAPOreHN3MpoBaHHOM
rNIoKO3bl - 2,3 kkan/r

YMepeHHoe
nocnaénswLwee
nencrene

Anneprunyeckue
peakumu

MecCTHble KOXHble
peakummn (KOHTaKTHbIN
OepMaTuT), HapyLueHne
NUrMeHTaLnn KOXmn

Anneprunyeckue
peakuuu

Anneprunyeckue
peakuum 3ameanieHHoro
™Mna

Annepruyeckune
peakummn 3amenrnieHHoro
Tuna, 6poHxocnasm

MpoTmBONOKazaHo
niuam ¢
eHunKeToHypuen

YkasblBaeTcs
KONMYecTBO Kanvs B
MMOnb (Mnu Mr) B
pasoBou fo3e
npenapara

B nHcTpyKuun
nHdopmMaums
OTHOCUTENBHO
coaepxaHus
Kanus
OCHOBbIBaeTCH Ha
obem
copepXaHun
Kanus B



npenapare;
MeHee 1 Mmonb
(39 mr) B pasoBon
[o3e, cuntaroTes
npenapatamu
cBOOOAHbIMYU OT
Kanusi; o.cobeHHO
Ba)kHO, Npu
nNpUMeHeHU B
neavaTpu4eckon
npakTuke, rge
Ha3Ha4valTCcA
npenapartbl ¢
HU3KNM YPOBHEM

Kanus
Yka3sbiBaeTcs
KONMYECTBO Kanus B
MMOnb (Mnu Mr) B
pa3oBow gose
CopepxaHue npenapara; OCTOPOXHO
MapeHTepanbHoe Aep penap P
Kanusa 1 MMorb B HasHavaTb nvuam co
MepopanbHoe . . .
pasoBow fose CHWXKEHHON (byHKLmMewn
NoYeK UM y KOTOPbIX
KOHTponupyeTcs
NoCTynrieHne Kanus ¢
nuLen
BHyTpurBEHHOE
yTp 30 mmMonb/n Bornb B MecTe nHbekuunmn
BBeEeHune
MecTHOE * PasgpaxeHune koxu
36 [lNponuneH-rnukonb n ero 400 mr/
MI/KT - Ans
3dmpsl MepopanbHoe AddekTbl, NOAo6HbIE
Pop B3pocnbix 200 beb A
MapeHTepansHoe [OENCTBUIO ankorons

MI/KT - ANs geTen

37 Pegkve cnyyau
Macno kyHxyTHoe Bce nytv BBEeaeHus CepbesHbIX
' annepruyeckmx peakumn

B vHCTpyKUnmn
MHdOpMaLms
OTHOCUTENBLHO
copepxaHus
HaTpus
OCHOBbIBaeTCH Ha
obwem
cofepxaHum
Yka3sblBaeTcs Aep
CopepxaHne HaTpus B
KONMM4ecTBO HaTpus B
HaTpus meHee 1 npenapare;
_ MMOfb (UNu Mr) B
MMOIb B Pa3oBOM N npenaparbl
pas3oBon fo3e
Jo3e npenapaTta copepxalune
npenapara
HaTpusa meHee 1
MMornb (23 mr) B
pasoBow ose,
cunTalTcs
npenapatamu
cBo6OAHBIMK OT
HaTpus;
OcobeHHo aTo

38 Hatpun MapeHTepansHoe



39 Kucnota copbuHoBas 1 ee
conu

40 Cop6buton E420

Macno coesoe,
41
Macno coeBoe

rmaporeHn3npoBaHHoe

42 .
CTteapwvnosbi cnupT

43 Cykposa

MapeHTepanbHoe;
nepoparbsHoe

MecTHoe

MepopankHoe
MapeHTeparnbHoe

MepopanbHoe

Bce nyTn BBEOEHUA

MecTHoOE

MepopankHoe

PacTteopbl ans
npuema BHyTpb;
cocaTernbHble,

XeBaTellbHble

CopepxaHue
HaTpusa 1 MMornb
B pa3oBou Jo3e

10r

Ba)HO, Npu
npuMeHeHun B
negnaTpuyeckon
npakTuke, rge
Ha3Ha4valTCcA
npenapartbl ¢
HU3KUM YPOBHEM
HaTpus

YkasblBaeTcs
KONMM4ecTBO HaTpusi B
MMOnb (Mnu Mr) B
pa3oBoW gose
npenapara; 0CTOPOXHO
npu HasHa4YeHUn nuuam,
cobntogatoLmnm
Hecconesyto ety

MecTHble KOXHble
peakummn (KOHTaKTHbIN
aepmatuT)

MpoTtuBoONOKasaHbl
naumeHTam c
HacneacTBeHHOM
HenepeHoCNMOCThLI0
hpyKTO3bI
YMepeHHoe
nocnabnstwuiee
OencTBue;
yKasbliBaeTcq
KanopumnHOCTb
copbuTona - 2,6 kkan/r

MecTHble KOXHble
peakummn (KOHTaKTHbIN
aepmatuT)

MecCTHbIe KOXHble
peakuun (KOHTaKTHbIN
aepmatuT)

MpoTrBONOKazaHo
niuam ¢
HacneacTBEHHON
HENepeHOCNMOCTLIO
PPYKTO3Hbl,
Manbabcopbumen
TTHOKO3bl-ranakTo3sbl,
aeduuntom pepmeHTa
CYKpa3sbl-n3oManbTasbl
YkasblBaeTcs
KONMYeCcTBO Cykpasbl B
rpaMmMax B pa3oBoW
[o3e npenapaTa;
OCTOPOXHO Ha3Ha4aTb
60onbHBIM C caxapHbIM
nnabeTtom

[aHHasa
MHpopmaLma
BKIOYaeTCs B
WHCTPYKLMIO,

MospexgatoLwee
fevicteme Ha 3ybbl



TabneTkn Koraa
NeKapCTBEHHbIN
npenapar
npegHasHayeH
ONst ANUTenbHoro
npYMeHeHust (oBe
n 6onee Hedenb)

CynbcuTbl, BKNoYas

mMeTabucynbduTbl:
1) cepbl gnokemng E 220

2) Hatpus cynbcuTt E 221 CepbesHble
MepopankHoe;
44 3) HaTpusa bucynecut E 222 N annepruyeckue
napeHTepansHoe;
4) HaTpusa meTabucynbhut E peakuuun n
WHransumoHHoe
223 OpoHxocnasm
5) kanusa metabucynbput E
224
6) kanusa 6ucynbcut E 228
[MpoTtuBonokasaH nuuam lMNweHNnYHbIN
5 . . C annepruyeckumm Kpaxman MoxeT
MweHnYHbIN Kpaxman MepopankHoe
peakuMsamn Ha copepxaTb
MWeEeHUYHbIN Kpaxman  [noTeH (cnegpl)
YMepeHHoe
nocnaénswLee
6 encTeue;
Kevnuton MepopanbHoe 10r A
yKa3blBaeTcs
KanopumnHOCTb

Kevnutona - 2,4 kkan/r
Mcnonb3yemble cokpalleHus:
Ml — MUNUFPaMM;
KF — Kurorpamm;
MK — MUKpOrpamm;
r — rpamm;
KKaI — Kunokanopuim;
MMOJb — MUITUMONb;
n—nuTp.
Mpumeyanue:
* He3aBMCUMO OT KONMYECTBEHHOIO COAEPXKaHWsi BCOMOraTernbHbIX BELLECTB, MHpopMaLms, ykazaHHas B KOJOHKe 5,
OTpaXkaeTcsi B MHCTPYKLUM MO MEAULMHCKOMY NMPUMEHEHMIO.
** indbopmauus, ykazaHHas B KONOHKe 6, npeHa3HavyeHa ANns SKCnepToB Npy NPOBEAEHMMN CNELNAnM3NpoOBaHHON
3KCMEPTU3bl NIEKAPCTBEHHOrO CPeacTBa.
Mpunoxenue 15
k MNpaBunam akcnepTusbl
neKkapcTBEHHbIX CPeaCcTB
MepeyeHb N3MEHEHU, BHOCUMBIX B PermcTpauMoHHOEe [OChLe JIeKapCTBEHHOro cpeacTBa
A. ADBMWHUCTPATUBHbIE N3MEHEHNS
A.1 ViameHeHne Ha3BaHusa v (Unn) agpeca AepXaTens perncTpaLMoHHOro Venosus [oKyMeHTbI 1

YAOCTOBEpPEHUS [OaHHble Mpouenypa

1 1,2 IA

Ycnosusi

1. depxxaTenem perncTpaumMoHHOro yaqoCTOBEPEHUS ABMNSETCA puanyeckoe nuuo.

JokymeHTauus

1. [JOKyMEHT OT COOTBETCTBYHOLLENO YNONTHOMOYEHHOIO OpraHa (Hanpumep, HarnoroBoro opraHa), B KOTOpOM yka3aHo
HOBOE Ha3BaHWe Unun agpec.

2. NepecmoTpeHHasn nHdopmaums 0 NiekapcTBEHHOM npenaparTe.

A. 2 VlameHeHue (TOProBoro) HaMMeHOBaHWUS NIeKapCTBEHHOrO npenapaTta  YcnoBust  [JOKyMEHTbI 1 Mpouenypa



OaHHble
a) JlekapcTBeHHble NpenapaTbl - 1 B
Ycnosus

JokymeHTauus
1. MepecmoTpeHHas nHgopmaLmMs 0 NekapCTBEHHOM Npenapare.

A.3 ViameHeHne HaMmeHOoBaHWNS akTUBHON hapmaLeBTUYeckon cybctaHumm Venosus [okymMeHTbI 1

MNpoue a
nnuy BcnomMoraTeribHOro BewectBsa AaHHble poueayp

1 1,2 IA

Ycnosus
1. dapmaueBTnyeckasi cybcTaHumsi/BCrnomMmoraTenbHOe BELLECTBO HE N3MEHSETCS.

[okymeHTauns

1. Ceupetenscteo BcemupHon opraHusauum sagpasooxpaHerus (ganee — BO3) 06 yTBepxaeHnn unm Konus nepeyHs
MexayHapogHoro HenaTeHTOBaHHOrO HavMeHoBaHus. Ecnv npyMeHMmo, NoATBEpXAeHUe TOro, YTO U3MeHeHne
cooTtBeTcTBYeT [[locynapctBeHHon ®apmakonee Pecnybnukm KasaxcraH. [eknapaumsi, 4To HaMMeHoBaHue
pacTuTeNbHbIX NIeKapCTBEHHbIX MPenapaToB PacTUTENBLHOrO NPOUCXOXAEHNS COOTBETCTBYET AOKyMeHTaMm Pecnybnuku
KasaxcrtaH.

2. MNepecmoTpeHHas nHopmaumsa 0 nekapCTBEHHOM npenapare.

A. 4 \ameHeHne Ha3BaHusa 1 (Mnn) agpeca: Npou3BoaMTENs (BKMoyas,
€eCcnu NPUMEHNMO, NIOLLIAA0K MO KOHTPOSO KAa4yecTBa), Unun gepxarens
macTep- darna akTMBHOWM hapMaLeBTUYeCcKor cybcTaHumm (nanee-

M®ADC), unm noctaBLmKa akTUBHOM dbapmMaLLeBTUYECKON cybcTaHLuK,
) n apmay y 4 [loKkyMeHTbI 1

NCXOAHBIX MaTepuaros, PeaKTVBOB UMW NMPOMEXYTOUHbIX MPOOYKTOB, Ycnosus Mpouenypa
MCnonb3yeMbIX B NPOM3BOACTBE aKTUBHOW hapMaLleBTUYeCcKon cybcTaHumm AanHele
(ecnu ykasaHo B TEXHUYECKOM [1OCbe), €CNU B PEMMCTPALIMOHHOM J0Che
OTCYTCTBYIOT cepTudmkaTbl cooTBeTCTBUSA Ph. EUr., unv nponssogutens
HOBOrO BCMOMOraTeslbHOro BelecTBa (ecrnm ykasaHo B TEXHUYECKOM 0ChE)
1 1,2,3 1A

Ycnosus
1. MNponsBoacTBEHHas NnoLwaaka 1 HM 0gHa U3 NPOU3BOACTBEHHbBIX ONepaumni He N3MEHSAETCS.

JokymeHTauns

1. OdmuManbHBIN JOKYMEHT OT YNOMHOMOYEHHOrO opraHa (Hanpvmep, HanoroBoro opraHa), B KOTOPOM yKasaHo HOBOe
HasBaHue u (1nu) agpec.

2. MonpaBka Kk COOTBETCTBYOLLEMY(MM) pa3geny(am) 4ocbe.

3. MNpwn nameHeHun HassaHna gepxatens MPADC — obHoBneHHOe "paspelueHue Ha gocTtyn".

A. 5 ViameHeHue Ha3BaHus 1 (Mnn) agpeca nponssoauTens
[oKyMeHTbI n

NleKapCTBEHHOro npenapara, BKI4Yas BbinycKatoLwue nrowanki n Ycnosusi naHbie Mpoueaypa
NMoLazKn No KOHTPOI KayecTBa
a) dewncteus, 3a KOTOpbIE OTBEYAET NPOM3BOAMTENB/MMMNOPTEP, HE 1 192 A

BKIHO4AIOT BbIMYCK CEPUN

Ycnosus
1. HeT nameHeHuns B NnponsBoaCcTBEHHOM npouecce, hakTM4eckoM MecTe pacnosioXeH s nrnowanki, B HOpMaTUBHOM
JOKYMEHTE MO KOHTPOJ0 KadyecTBa 1 6@30nacHOCTY NekapCTBEHHOIO CPeACTBa.

HokymeHTaums

1. Konua ncnpaBneHHOro paspeLueHus Ha NpovM3BOACTBO (NpW HanuMumMm) nnu ocuumanbHbln JOKYMEHT OT
COOTBETCTBYIOLLErO YNOSTHOMOYEHHOrO OpraHa, B KOTOPOM YNOMMHAETCA HOBOE Ha3BaHue 1 (unn) agpec.
2. Ecnv npymeHMMO, nornpaeka K COOTBETCTBYOLEMY(MM) pasgeny(amMm) AoCbe, BKIIYas NepecMOTPEHHYHO
NHOpPMaLWMIO O NekapCTBEHHOM npenapare.

N3meHeHVe koga aHaToMO-TepaneBTUYECKO-XMMMYECKor (ganee - VCroBUS Tpebyemas Bug

A6 ATX) knaccudukaumu OOKyMeHTauus npoueaypbl

1 1,2 IA



Ycnosus
1. ameHeHue BcneacTeue yTeepxaeHus unu nameHennss BO3 koga ATX.

[okymeHTauns
1. Ceupgetenscteo BO3 06 yTBEpXAEHUM UNK KONWsi NnepeyHs kogos ATX.
2. MNepecmoTpeHHasa nHopmaLus 0 nekapCTBEHHOM npenapare.

WckntoveHne Nnpon3BoACTBEHHOM MOWaak/ (B TOM Yyucne Ans
aKTMBHOW (hapMaLEeBTUHECKOW CyBCTaHLMM, NPOMEXYTOYHbIX
NPOAYKTOB, fleKapCTBEHHOro npenapaTa, ynakoBLUMKa,
A7 Npou3BoAMTENS, OTBETCTBEHHOIO 3a BbIMYCK CEPUMN, KOHTPONS Ycnosus
KayecTBa cepuvin Unu NocTasLLMKa MCXOOHOro MaTepuana,
peakTvBa Unm BCMOMOraTesnibHOro BeLecTsa (eCcnm ykasaHbl B
nocbe)

Tpebyemas Bun
JOKyMeHTaums  npoueaypbl

1,2 1,2 IA

Ycnosus

1. OcTaeTcsa He MeHee 0AHON paHee o406peHHOV NPON3BOACTBEHHONM NNOLLaAKU/Mpon3BoauTensi, OCyLLIECTBNSALWUX Te
e yHKUMK, YTO 1 noanexalume ucknoveHnto. Ecnv npumennmo, B Pecnybnuke KasaxctaH octaeTcsi, O MeHbLUEN
Mepe, OAMH NPOM3BOAUTENb, OTBEYAIOLLMI 33 BbIMYCK CEPUN, CMOCOBHLIV CepTMdMLMPOBaTL UCTbITaHNE NPOAYKTa B
uensx Bbinycka cepui B Pecnybnvke KasaxctaH.

2. WcknioyeHne He sBRSeTCs CreAcTBUEM KPUTUYECKMX He4OCTaTKOB NPOM3BOACTBA.

HokymeHTaums

1. B bopme 3asBneHNsi 0 BHECEHUN N3MEHEHWI HEOBXOAMMO YeTKO 0603Ha4YMTL "Tekywmx" n "npegnaraembix”
Npov3BOANTENEN, NEPEUYNCTIEHHBIX B 3a8BNEHUN O perncTpaluu.

2. MonpaBka K COOTBETCTBYOLLEMY(MM) pasaeny(am) 4ocbe, BKIOYas NepecMOTPEHHY0 NHopMaLuumio o
nekapcTBEHHOM npenapare.

A. 8 N'ameHeHua gatbl ayauta Ansa sepudurkaunm cooTBeTCTBUS
Npou3BOANTENS aKTUBHOW hapMaLeBTU4ecKon cybcTaHumm npasunam Ycnosus
Hagnexaien npon3BoaCTBEHHOW MPaKTUKK

Tpebyemas Bun
JOKyMeHTaums  npoueaypbl

- 1 IA

JokymeHTauns

1. MucbMeHHoe noaTBepXXAeHVE NPON3BOAMTENS NEeKapCTBEHHOrO nNpenapara, coaepXxallee ykasaHue 0 Bepndukaumm
COOTBETCTBUSI NPOM3BOAMTENS aKTUBHOM hapmaLeBTnyeckon cybcTaHumm MNpaBunam Hagnexatien Nnpou3BoACTBEHHON
npaktukm Pecnybnuku KasaxcraH.

B. lameHeHns kadecTBa
B.| AktuBHas papmaueBTuyeckas cybcraHums
B.l. a) MpownsBoacTeo
B.l.a.1 MIameHeHne npon3BoanTENsS NCXOOHOrO
maTepwana/peakTnBa/npoMexxyTo4HOro NpoayKTa,
MCMNonb3yemMoro B NpoLecce NpovM3BOACTBa
aKTMBHOW (hapMaLEeBTUYECKOW CyOCTaHLMN UK
N3MEHEHNe Npou3BoauTENst akKTMBHOMN Bua
N Ycnosus Tpebyemas gokymeHTaums
chapmaueBTUYECKON cybcTaHUmmM (BKNOYas, ecnm npouenypbl
NPUMEHMMO, NNOLLAAKN MO KOHTPOSO Ka4yecTBa)
aKTMBHOW hbapmaueBTUYECKO CybCcTaHUmm, ecnv B
perucTpaumoHHOM JOCbe OTCYTCTBYET cepTudmkat
cooTBeTcTBMA EBponerickon ®apmakonu.

a) MNMpegnaraembln NPOM3BOAUTEND NPUHAANEXMUT K

TOW e bapMaueBTUYECKON rpynne, YTo 1 1,2,3 1,2,3,4,5,6,7 1A
OA0OpEHHbIN Npou3BoanTenb

6) BHeceHne HOBOro Npon3BOAMTENS aKTUBHOMN

chapmaueBTUYECKO cybcTaHUmMM, 0O0CHOBAHHON - - Il
M®ADC

B) MNpeanaraemMbivi NpousBoanTENb NCMONb3yeT
pes3ko oTMnMYaloLLmMiics cnocob crHTesa nnm



yCMOBUSI NPOM3BOACTBA, KOTOPbIE MEHSIOT BaXHble
nokasaTenu ka4yecTBa aKkTUBHOW
hapmaLeBTUYECKON CybCTaHUMM, Takme Kak
Ka4eCTBEHHbIV 1 (MNN) KONUYECTBEHHBIN Npodunb
npumecen, Tpebyownii KBanudrkaumm, nnm
PU3NKO-XMMUYECKNE CBOWCTBA, BNMSIOLLNE Ha
B1oOoCTYNHOCTb

r) HoBbIi npon3BoanTens matepuana,
TpebyloLLero oLeHkn BUpYCcHoW 6esonacHocTu
n (unn) pucka TpaHCMUCCMBHOW rybyaTon
aHuedanonaTum (ganee — TII)

n) N'ameHeHue 3aTparnsaeTt 61MOnornyeckyto
aKTUBHYIO hapmaLeBTUYECKYI0 CyBCcTaHLmMIo nnn
NCXOAHbIN MaTepunan/peakTue/NPOMeXXyTOYHbIN
MPOAYKT, NCNOMb3YIOLUMINCS B MPON3BOACTBE
6r1onorn4eckoro/MMMyHOI0MMYECKoro
nekapcTBEHHOro npenapaTta

e) ViameHeHne nopsgka KOHTPONs kayecTsa
aKTMBHOW hapMaLeBTUYECKOW CyOCTaHLMN: CMeHa
nnu gobaeneHve NnoLaak1, Ha KOTopou
OCYLLECTBNSAETCH KOHTPONb/UCMbITaHNE cepun

) BHeceHve HOBOro Npon3BoanTeNs akTMBHOW

dapmaueBTUYECKOW CyOCTaHLMK, HE NMEIOLLEN

M®PADC n TpebytoLuen cyLLecTBEeHHOro - - Il
06HOBNEHNSA COOTBETCTBYIOLLIErO pasgena Aocke

Mo aKTMBHOW hapmaLleBTUYEeCKon cybcTaHumm

3) BknioyeHve anbTepHaTUBHOW NOLWAAKN MO

cTepunusauumn akTMBHOM dapmaLeBTUHECKON

cybcTaHUmMK ¢ ncnosnb3oBaHMeM MeToaa - 1,2,4,5,8 1B
ocynapcteeHHon ®apmakonen Pecny6nuku

KasaxcTaH

1) BHeceHne HOoBO NoLaakv Mo MUKpoHusauum 2

(&)

1,456 IA

K) \ameHeHunsa cornatieHunin no ucnbiTaHusaM no

KOHTPOJIO Ka4yecTBa GUMOMNOrMYecKon akTUBHOW

dapmaueBTUYECKON CybCTaHUMK: 3aMeHa unu

BKIOYEHME NIIOLAaKN, Ha KOTOPOWN - - Il
OCYLLECTBNSIETCH KOHTPONb/UCMbITAaHUSI CEpUN,

BKITHO4as Guonormyeckmin/ MMmyHonormydeckmin/

UMMYHO-XMMUYECKUA MeToq

n) Hoeas nnowagka no xpaHeHuto rmasHoro 6aHka

- 1,5 1B
KneTok un (unu) pabounx 6GaHKoB KNeTok

Ycnosus

1. Cneundmkaumm NCXO4HbIX MaTeEPUAnoB U peakTUBOB (BKMHOYas BHYTPUMNPOMU3BOACTBEHHbIE KOHTPOMNN, METOAbI
aHanu3a Bcex MatepuvarnoB) MOEHTUYHbI paHee oao6peHHbIM. Cneumndurkaumm (BKNoYas BHyTPUNPOU3BOLACTBEHHbIN
KOHTpOIb, METOAbI aHanu3a BCex maTepuanos), cnocobbl MPUroToBneHuns (Bkn4vasa pasmep cepun) n nogpobHbI
cnocob CMHTE3a NPOMEXYTOUHbIX MPOAYKTOB M aKTUBHBLIX (hapMaLeBTUYECKMX CyOCTaHUUA MOEHTUYHBI paHee
OA0OpPEHHbIM.

2. AkTnBHas chapmaueBTUYeckas cybcTaHUmMs He siBNsieTCcsl G1Monornyeckon/ UMMYHONOrMYECKON U CTEPUIBHON.

3. Ecnu B npouecce npon3BoacTBa MCMONb3YTCA MaTepuraribl YeNTOBEYECKOrO UK XXMBOTHOMO NMPOUCXOXAEHUS,
NpPOV3BOANTESb HE UCMONb3yeT HOBOIO MOCTaBLLMKA, B OTHOLLUEHUN KOTOPOro TpedyeTcs oueHKa BUPYCHON
6e3onacHocTn 1 cooTBeTCcTBUE "OCcyaapcTBeHHon Papmakonee Pecnybnvku KasaxctaH no MUHMMK3aLMK pycka
nepefayv areHToB rybyaton sHuedanonaTnm XMBOTHbIX MOCPEACTBOM JIEKAPCTBEHHbLIX NpenapaToB 4115 MEAULMHCKOTO
N BETEPUHAPHOTO NPUMEHEHNS.

4. TpaHcdhep MeToaa co CTapon Ha HOBYIO MIOLWAAKY NPon3BeaeH YCrneLHo.

5. Cneuudpvkaums Ha pasmep YacTul, akTUBHOWM hapMaLeBTUYECKOWN CyOCTaHLUMM U COOTBETCTBYHOLLNIA aHaNUTUYECKUIA



MeTo[ HEe U3MEHAKTCA.

JokymeHTauus

1. Ecnu npymeHnmMo, nonpaeka k COOTBETCTBYOLEMY(MM) pasgeny(am) 4oCbe.

2. [leknapauusi gepxatens perMcTpaumMoHHoro yagoctoBeperus nnu gepxatens MOADPC cooTBETCTBEHHO, YTO
npoueaypbl KOHTPONS kavecTsa cnocoba cuHTesa (Mnun Ans pacTUTENbHbIX NIEKapCTBEHHbIX NpenapaTos
(cooTBETCTBEHHO): MeTOAA NPUrOTOBIEHNS, reorpad4eckoro MCTOYHMKA, NPOU3BOACTBA PACTUTENBHOW
dapmaueBTnyeckon cybcTaHLmMmn 1 npouecca NPoM3BOACTBa) U cneumndukaLmm akTMBHON hapMaLleBTUYecKon
cybcTaHUmMKn 1 UCXOOHOro MaTepuana/peakTuBa/MpoMeXXyTOYHOro NpoAayKTa B NpoLiecce NpoM3BOACTBA akTUBHON
dapmaueBTUYECKO cyOcTaHLMK (ECN NPUMEHNMO) HE OTNINYATCA OT paHee 0A06PEHHBIX.

3. JInbo cepTndmkat cootBeTcTBusA EBponenckon ®apmakoneun no TIS ans nioboro HOBOro NCTOYHUKA MaTepuana,
nnbo (ecnu NPUMEHNMO) AOKYMEHTaNnbHOE NOATBEPXKAEHME TOro, YTO UCTOYHWK MaTepuana, NoABEPXeHHbI pucky T3,
paHee nccrnenosarncs ynomHOMOYEHHbIM OpraHoMm; 1 6bIno NoATBEPXKAEHO ero cooTBeTCcTBME [TOCyaapCTBEHHOM
dapmakonee Pecnybnukm KaszaxctaH no MmHUMmn3auuy pucka nepefaym areHToB rybyaton aHuedanonaTm XnBOTHbIX
nocpeacTBOM fneKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOrO 1 BETEPUHAPHOIo npuMmeHeHus. Heobxoammo
npeacTaBnTb CneayroLlne CBeAEHNs: Ha3BaHNe NPon3BOAUTENS; BUA XMUBOTHBIX W TKaHW, U3 KOTOPbIX NOMyYeH
martepwar; cTpaHa NPOUCXOXAEHNS XNBOTHbIX, €0 UCMONb30BaHWE Y NPUEMIIEMOCTb B MPOLLIOM.

4. [laHHble aHanusa cepuit (B popmate cpaBHUTENLHOW Tabnuubl), O MeHbLUEN Mepe, ABYX CEPUN (MO MeHbLLEN Mepe,
OMNbITHO-MPOMBILLIEHHBIX) aKTUBHOWN hapMaLeBTUYECKON CyOCTaHLMKN OT TEKYLLUX U Npeanaraembix
npovssoanTenen/nnoLwanox.

5. B popme 3asiBneHns 0 BHECEHUM U3MEHEHUIN HEOOXOAMMO YEeTKO 0003HaUnTh "Tekywmx" n "npegnaraembix”
npousBoauTenen, kak ykasaHo B pasgene 2.5 opMbl 3adBreHus.

6. Ecnn aktmBHas dpapmaueBTuyeckasn cybctaHumsa ncnonb3yeTcs B ka4ecTBe NCXOAHOro Matepuana, geknapaums
KBanuuLMpOBaHHOIO N1La KaXaoro gepxarens nMUeH3nn Ha NPpou3BOACTBO, YKasaHHOro B 3asiBNEHNUM, U
KBanuuLMPOBAHHOIO NnLa Kaxaoro gepxarens nuueH3ny Ha Npon3BoACTBO, YKa3aHHOTO B 3asiBNIEHUN B Ka4ecTBe
OTBETCTBEHHOIO 32 BbINYCK cepuii. B aeknapaumnsax Heo6xoanmo ykasaTb, YTO NPOU3BOAUTENb(M) aKTUBHOM
dhapmaueBTUYECKOW CyOCTaHLMK, yka3zaHHbIV(e) B 3asiBNEHNM, OCYLLECTBNSAET(I0T) CBOK AEATENbHOCTL B COOTBETCTBUN
¢ NpaBunamu Hagnexatlen NPon3BoACTBEHHOM NpakTukM Pecnybnukm KasaxctaH B OTHOLLIEHUN NCXOOHBIX
maTtepwuanos. [Mpu onpeaeneHHbIx 06cToATENBCTBAX AOMYCKAETCA NPEACTaBNATbL O4HY AeKknapauuio (CM. NpumMeYaHme K
nameHenuto b.11.6.1).

7. FapaHTMinHoe nMcbMo (Npy HEO6XO0AMMOCTU) NPON3BOANTENS aKTUBHOM hapmaLieBTu4eckon cybcraHumm onoseLlaTb
Aepxartens perMcTpaLuMoHHOro yaocToBepeHus o Niobbix M3AMEHEeHNAX npouecca Npou3BoACTBa, cneumdukaumin n
aHanMTUYecKMx MeToauK akTMBHOM hapmaLieBTU4ECKon cybcTaHumm.

8. MoaTBepxxaeHWe Toro, YTo NpeanaraeMas nnoLaaka AomkHeIM 06pa3oM NULEH3NPoBaHa B OTHOLLEHNM
paccMaTpvBaeMoW NiekapCTBEHHOM hOpPMbl, JIEKapCTBEHHOrO Npenaparta v NpovM3BOACTBEHHON onepaunn.

b.l.a.2 lameHeHuns npouecca npon3BoacTBa Bupg
. . Ycnosusa Tpebyemas [okymeHTauums
aKTMBHOW (hapmaueBTUYECKon cybcTaHUmm npoueaypsl
a) HesHaunmoe nameHeHve npouecca
NpOV3BOACTBA aKkTUBHOW hapmMaLeBTUYECKON 1,2,3,4,5,6,7 1,2,3 1A

cybcTaHumm

6) 3HaunMmoe n3mMeHeHme npoLecca Npon3BoOACTBA

aKTUBHOW hapmaueBTUYECKOM cybcTaHLmu,

KOTOpPOE MOXET OKa3aTb CYLLECTBEHHOE BMUSHWE - - Il
Ha Ka4yecTBO, 6€30MacHOCTb NN 3PPEKTUBHOCTb

nekapcTBEHHOro npenapara

B) ameHeHune 3aTparnBaet Guonormnyeckyto/
UMMYHOIOTMYECKYI0 CybCcTaHumIo nnm
NCrnonbL3oBaHWe Apyroro BeLecTsa, Nnory4eHHoro
nyTem XMMUYECKOro CUHTE3a, NMPU NPOM3BOACTBE
61onorn4eckoro/MMMyHONOrMYecKoro
NekapCTBEHHOroO npenapaTa, KOTopoe MOXeT
oKasaTb CyLLEeCTBEHHOE BINUSIHWE HA Ka4eCcTBo,
6e3onacHOCTb MK 3 PEKTUBHOCTb
NeKapCTBEHHOrO npenapaTa u He CBA3aHo C
NPOTOKONOM

r) UameHeHne 3aTparmBaeT pacTuTenbHbIii
1ieKapCTBEHHbIN Npenapart, a UMeHHO:



reorpacnyeckuii UICTOYHMK, cnocoG NpPousBoACTBa
UMK NPUrOTOBNEHUS

A) HesHaunmmoe nsmeHeHune 3akpbITON YacTu
M®ADC

Ycnosus

1. HexxenatenbHoe nsmeHeHne Ka4eCTBEHHOIO U KONMYECTBEHHOIo NPoduns npuMmeceit nnm Musnko-XMmMmmnyYecKmx
CBOWNCTB OTCYTCTBYET.

2. Cnocob cnHTe3a ocTaeTcsl TeM Xe, TO eCTb MPOMEXYTOYHbIE NPOAYKTLl HE U3MEHSIIOTCS M B MPOLECC He BBOAATCA
HOBblE peaKTuBbl, KaTanu3aTopbl Unu pacTeoputenu. Meorpadmnyecknin UICTOYHKK, MPUrOTOBIIEHNE PACTUTENBHOIO
CbIpbsi M cNOCO6 NPOM3BOACTBA NIEKAPCTBEHHBLIX PACTUTENbHBIX NPenapaToB HE N3MEHSIOTCS.

3. Cneumdukaummn akTMBHOM hapmaLieBTUHECKON CybCTaHLMM 1 MPOMEXYTOYHBIX NPOAYKTOB HE U3MEHSIIOTCS.

4. N'ameHeHre NONHOCTLIO OMUCLIBAETCH B OTKPLITOW YacTu (YacTu "3aasutens”) MOADC (ecnu npyMeHnMo).

5. AkTnBHas dapmaueBTuyeckas cybctaHuma He aBnseTcs Guonornyeckon/ UMMYHOMOTMYECKoW cybGCcTaHumen.

6. lameHeHne He 3aTparmBaeT reorpadmyeckuini UICTOYHMK, cnocob Npon3BoACTBa UMW NPUrOTOBIIEHUS NEKapPCTBEHHOIO
pacTuTenbHOro npenapaTa.

7. lameHeHne He 3aTparmBaeT 3akpbiTon Yactn MOADC.

- 1,2,8, 4 1B

HokymeHTaums

1. MonpagBka k cooTBeTCTBYOLWEMY(MM) pa3aeny(aM) AOCbe, BKIOYasi MPSMOE CPaBHEHME TEKYLLETo U HOBOTO
npoLeccoB.

2. [laHHble aHanunsa cepuii (B hopmarte cpaBHUTENbHOWM Tabnuubl), MO MEHbLUEN Mepe, ABYX CEPUN (MO MeHbLLEN Mepe,
ONbITHO-NMPOMBILLUIEHHbIX), MPON3BEAEHHbIX C MOMOLLbI0 0A0OPEHHOIO 1M NpeanaraeMoro npoLeccoB.

3. Konuun yTBEpxaeHHbIX cneundukaumni akTuBHOM papmaueBTu4eckon cybctaHumm.

4. [leknapauusi oepxaTterns perMcTpaumMoHHoro yagoctoBeperus unu aepxarensd MOAPC cooTBETCTBEHHO, YTO
N3MEHEHNE KAa4YEeCTBEHHOIO 1 KONMMYECTBEHHOrO Npodunsa npumecen nnm uU3nKo-XMMmn4ecknx CBONCTB OTCYTCTBYET,
cnocob cuHTe3a, cneuundmrkaLmm akTUBHOM hapmaLeBTUHEeCKON CyOCTaHLMM U MPOMEXYTOYHBIX MPOAYKTOB HE
N3MEHSIOTCS.

k b.1.a.2.6) MNopg 3Ha4YMTENbHLIMU U3MEHEHUSAMMW aKTUBHBIX
hapmMaueBTUHECKNX CybCTaHUMIN, MONYYEHHbIX NyTEM XMMUYECKOro
CMHTe3a, nogpasdymMeBaloTcsa n3MeHeHus cnocoba cuHTesa unu
YCMOBUIA NPOM3BOACTBA, KOTOPbIE CMOCOOHbLI M3MEHUTL BaXKHbIE
rnokasaTenu kavecTBa akTUBHON dhapMaLeBTUYeckon cybcTaHumm,
Takue Kak Ka4eCTBEHHbIN 1 (M) KONIMYECTBEHHbIA NPodnb
npumecew, Tpedyowmin kBanudukaumm, nnu MUsnKo-xmmMmm4eckme
CBOWNCTBA, BNUsilOLLME HA BUOAOCTYMHOCTb.

MpumeyvaHune

B.l.a.3 N3ameHeHue pa3mepa cepuu (BKrovas

AnanasoHbl pa3vepa cepun) akTMBHOWN

hapmaueBTUYECKOW CyOCTaHLMKN UK Venosus Tpebyemas fokyMeHTaLMS Bua
NMPOMEXYTOYHOro NPoAyKTa, NCMOMb3yemMoro B npoueaypbl
npouecce Npou3BoACTBa aKTUBHOM

thapmaueBTUYECKOWN CybCcTaHUMmM

a) YBenuueHuve pasvepa cepun BrnnoTb Ao 10 pas
MO CPaBHEHUIO C 3aperncTPUPOBaHHbLIM Pa3MepoMm

[EnY

,2,3,4,5,6,7,8 1,2,5 1A

0) 10-kpaTHOE pasyKkpynHeHue 1,2,3,4,5 1,2,5 1A

B) VIameHeHune TpebyeT aHannsa conoctaBuMocCT
61onorMyeckon/MMMyHONOrMYECKON akTUBHOWM - - Il
hapmaueBTUYECKON cybCcTaHLMK

r) YBenuyeHue pasmepa cepum 6onee 10 pas no
CpaBHEHMIO C 3apErMCTPUPOBaHHBLIM pasmMepoM

- 1,2,3,4 1B

4) YBenuyeHune/ymeHblueHre macliTaba
npou3BoAcTBa 6GUONOrMYECKON/ MMMYHOMNOMMYECKON
aKTMBHOW (hapMaLeBTMYeCKol cybcTaHuum 6es
N3MeHEeHUs npoLecca Npon3BoacTBa (Hanpumep,
aybnupoBaHve NuHUK)

1,234 1B

Ycnosus
1. Bce nsmeHeHUst METO40B NPOM3BOACTBA 3aTParvBatoT Nulb Heo6XxoauMble AN YKPYNHEHUS U pasyKpynHEHMs,



Hanpumep, ncnonb3oBaHne obopyaoBaHue Apyroro pasmepa.

2. Heobxoammo npeactaBuTb pe3ynbTaThbl MCNbITAHUIA COrnacHo cneuudukaunsam He MeHee ABYX cepun
npeanaraeMoro pasmepa cepum.

3. PaccmaTpuBaembiin nekapCcTBEHHBIN NpenapaT He ABnseTcs 6Monormyeckum/MMmMyHONOMMYECKUM NIeKapCTBEHHBIM
npenaparTom.

4. 'ameHeHWe He BNMsieT HexenaTenbHbIM 06pa3om Ha BOCNPOM3BOAMMOCTL npoLiecca.

5. N3ameHeHne He JOoMmKHO BbITb CneacTBMEM HenpeaBMAEHHbBIX CUTYaL M, BOSHUKLLMX B XO4€ NPOM3BOACTBA, UK
HapyLLUeHWsa cTabuneHOCTU.

6. Cneundmkaumm akTuBHON hapmaLeBTU4eCKon CybCTaHUMU/MPOMEXXYTOYHBIX NPOAYKTOB HE N3MEHSIIOTCS.

7. AkTBHas dapmMaueBTnyeckasi CybcTaHLUmMS He ABMNSETCA CTEPUbHON.

8. Pasmep cepun Haxogatcsa B npegene 10-kpaTHOro gvanasoHa pasmepa cepvun, NpedyCMOTPEHHOro Npu pervcTpaumm
Uny nocrne NocneaymrLero N3MeHeHus, He ABnaBLUEerocs uameHexHuem IA Tuna.

[okymeHTauns

1. Monpaeka k cooTBeTCTBYOWEMY(MM) pasgeny(am) 4ocke.

2. Homepa cepuin UCnbITaHHbIX CEPUIN UMEIOT NpeanaraemMbii pasmep cepun.

3. JaHHble aHanu3a cepuii (B hopmaTe cpaBHUTENbHOW Tabnuupl), MO MEHbLUEN Mepe, OAHOW NPOMbILLIIEHHON Cepun
aKTMBHOW (hapMaLeBTUYECKOM CYOCTaHLMM NN NPOMEXYTOYHOIO NPOAYKTa COOTBETCTBEHHO, NPOM3BEOEHHON B
YTBEPXAEHHOM M NpegnaraemMomM pasmMepe. o 3anpocy Heo6xoaAMMOo NpeacTaBUTb AaHHbIE MO CNeAYLMM ABYM
MOSTHBIM NMPOMBILLUMEHHBIM CEPUSAM; AepxaTenb 0683aH coobLWmUTb, eCnu pe3ynbTaThl aHanv3a He yknagbiBalTcs B
crneuundmkaumio 1 NPeanoXuTb NNaH AeACTBUNA.

4. Konun ogobpeHHbIX cneumdmkaLmin akTuBHON dhapMaLeBTUYECKON CyOCcTaHLMKU (M MPOMEXYTOYHbIX MPOAYKTOB, €Cnun
NPUMEHMMO).

5. Oeknapauusa gepxartens peructpauumoHHoro yaoctosepeHus unu gepxarens MOADPC cooTBeTCTBEHHO, YTO BCe
N3MeHeHnss MeTOA40B NPOU3BOACTBA 3aTparMBaloT NyLLb Heobxoanmble ANs YKPYNHEHUS Unu pasykpynHeHus,
HanpvMep, ucnonb3oBaHne obopyagoBaHVe Apyroro pasmepa; U3BMEHEHUE He BNUSIET HeXenaTenbHbIM 06pa3om Ha
BOCNPOU3BOAMMOCTb NPOLECCa; UBMEHEHUE HE SBMAETCSA CNEACTBUEM HENPEABUAEHHbIX CUTYaLMIA, BO3HUKLLUMX B XO4e
NPON3BOACTBA, UMW HapYLLEHNs CTabunbHOCTK; cneundukaumm akTMBHON hapmaLleBTUYecKon
CcyOCcTaHUMN/MPOMEXKYTOYHBIX MPOAYKTOB HE U3MEHSIHOTCSI.

B.l.a.4 N'ameHeHne BHYTPMNPON3BOACTBEHHbIX

UCNbITaHUA UK KpUTEPUEB MPUEMITEMOCTH, Bua
. Ycnosusa Tpebyemas [okymeHTauums

NCMONb3YHLMXCS NPU NPOM3BOACTBE akTUBHOW npoueaypbl
chapmaueBTUYECKOW cybcTaHUmMm
a) YkecToyeHne BHYTPUNPOM3BOACTBEHHbIX

) yTPUnponsson 1,2,3, 4 1,2 IA
KpUTEPUERB NPUEMIEMOCTM
0) [loGaBneHne HOBbIX BHYTPUMPOMU3BOACTBEHHbLIX

) Roasne yTPUNpon3son 1,2,5,6 1,2,3,4,6 IA
UCMbITaHWUIA UNWN KPUTEPUER NPUEMIIEMOCTM
B) McknoyeHne He3HauYnMmMoro

) 1,2,7 1,2,5 1A

BHYTPUNPOMN3BOACTBEHHOIO UCNbITaHUA

r) PaclwumpeHne oao6peHHbIX

BHYTPUMNPOU3BOACTBEHHbLIX KpUTEPUEB

NPUEMNEMOCTM, KOTOPbIE CYLLECTBEHHO BIMSIIOT Ha Il
COBOKYMHOE Ka4yeCcTBO aKTMBHOE

thapmaueBTUYECKO CybCcTaHUmMmM

4) VcknoyeHne BHYTPMNPOU3BOACTBEHHOMO
UCMbITaHNS!, KOTOPOE MOXET CYLLLECTBEHHO
NOBMUSITb HA COBOKYMHOE Ka4eCTBO aKTUBHOW
thapmaueBTUYECKO CybCcTaHUmMmM

e) [lobaBneHve nnm sameHa
BHYTPUMNPOM3BOLCTBEHHOIO UCMbITAHUA U3 1,2,3,4,6 1B
coobpaxeHuin 6e3onacHOCTU UK KayecTBa

Ycnosus

1. lameHeHwne He aBnsieTcsa cneacTBMeM kakoro-nubo obs3aTtenscTea, MPUHATOrO Mo pe3ynbTaTam paHee NpoBeAeHHbIX
3KCMEepTU3 C LieNblo aHannsa KputepueB NpremrnemMoctu cneundukauum (Hanpumep, B xoge permcTpauum unm BHeCeHust
nameHenun |l Tuna).

2. \ameHeHne He ABnsAeTca cnegcTBMEM HenpeaBUOEHHbIX CUTYaLuii, BOSHUKLLUX B XO4€e NPOU3BOACTBA, Hanpumep,
HoBas HekBanMUUMpoBaHHas NPUMECh, U3MEHeHVe NPeaenoB COAepKaHUs CyMMbl NPUMeECEeN.



3. IToboe nameHeHne OOMKHO yKNaabiBaTbCH B AMana3oH AeCTBYOLLMX OA00PEHHbBIX KpUTEPMEB NPUEMIIEMOCTH.

4. AHanutnyeckas MeToanka He U3MEHSIETCS NN U3MEHSAETCA He3HaYMTENbHO.

5. H1 ogunH HOBbIV MeTOA UCMbITAHMSA HE OCHOBAH Ha HOBOW HECTaHAApTHOM METOO0MNOMMU UNU CTaHAapTHOWM
MEeTOL0I0TUN, UCTIONb3YEMOW NO-HOBOMY.

6. HoBbIn MeToA UCNbITaHWS HE siIBNAETCS B1Uonornyeckum/MMMyHONOrM4eCckUM/MMMyHOXMMUYECKUM NN METOA0M, B
KOTOPOM MCMonb3yeTcs Bronormyecknii peaktue Ans OMONormyeckon akTMBHOM hapMaueBTUYECKON cybcTaHLun (3a
NCKIIOYEeHeM CTaHOapTHbIX (hbapmakoneHbiX MUKPOBMONornyecknx MeToaos).

7. MNapameTp cneuudpmkaunm He 3aTparmeaeT KPUTUHECKMIN NapameTp, Hanpumep, nobon 13 cnegyrLwmx:
KONM4ecTBEHHOE onpeaeneHne, npumecy (ecny TONbKO OnpeaeneHHbI pacTBOPUTENb OAHO3HAYHO HE UCMOMb3yeTCcs B
NpOV3BOACTBE aKTUBHOW (hapmaueBTMYEeCKon cybcTaHumm), nobas Kputudeckas usnyeckas xapakrepucrumka,
HanpvMep, pa3Mep YacTuL, HacbiNHas MNIOTHOCTb A0 W NOCe YNIOTHEHWS, UCMbITaHWe Ha NOAJIMHHOCTbL, BoAa, Nobon
3anpoc Ha U3MeHeHMe HYacToTbl UCNbITAHWUNA.

[okymeHTauns

1. Monpaeka k cooTBeTCTBYOWEMY(MM) pasgeny(am) 4ocke.

2. CpaBHuTenbHas Tabnuua TekyLwmx 1 npeanaraeMbiX BHYTPUNPON3BOACTBEHHBIX UCMbITAHWN.

3. Nogpo6GHoe onucaHne HOBOro HedhapMaKonerHOW aHanUTUYEeCKoN METOAUKN U [aHHbIE NEPBUYHON 3KCNepTu3bI(B
COOTBETCTBYIOLUMX CryYasnx).

4. laHHble aHanmn3a ABYX NMPOMBbILLMEHHbIX cepuii (4N GUonornyecknx akTMBHbIX papMaLeBTUYeckux cybecTaHumm, B
OTCYTCTBME AOIMKHLIX 0O0CHOBAHUIA, — TPW NPOMBbILLINIEHHbIE CEPUN) aKTUBHON hapmaLeBTnyeckon cybcTtaHumm no
BCEM MapameTpaM crneyundmkaumm.

5. OB6ocHoBaHuWe/oLeHka PUCKOB CO CTOPOHBI AepXKaTensa permcTpaLnoHHoro yaoctosepenust unu aepxarens MOA®SC
COOTBETCTBEHHO, MOATBEPXAAOLMNE, YTO BHYTPUMPON3BOACTBEHHbIE NapameTpbl ABNATCA HE3HAYNUM bIMU UNN
yCcTapeBLLIMMU.

6. OBocHOBaHMeE CO CTOPOHbI AepXaTens perncTpaunmoHHoro yagoctoeepermsa unu gepxatend MOADPC cooTBeTCTBEHHO
HOBbIX BHYTPUNPOU3BOACTBEHHbIX UCMBITAHUIA U NPEeaenoB.

B.l.a.5 MIameHeHne akTnBHOW (hapmaLeBTUYECKOM
cybGcTaHumMm Ce30HHONM, NpenaHaeMMYeckon unm Bu

Y 4 N P A Ycnosusa Tpebyemas JoKkyMeHTauums A
naHAeMMUYECKON BaKUMHBI ANsi NpodUnakTnkm npoueaypbl
rpynna

a) 3ameHa WwTamma(oB) CE30HHOM,
npenaHaeMmn4eckon unm NnaHaoeMmyYeckon BakUMHbI Il
ONst NpodoMnakTuKK rpunna
B.l. 6) KoHTponb kayecTBa akTMBHOW hapmMaLeBTUYEeCKOn cybcTaHuum
B.1.6.1 N3ameHeHne napameTpoB cnewumndmkaLmm n (Mnu) Kputepmues
NpMemMneMocTy akTUBHOM dapmaLueBTU4ecKon cybcTaHumm,
MCXOAHOro MaTepuana/npoMexXyTOYHOro NpoaykTa/peakTuea, Ycnosusi
NCMNonb3yembiX B NpoLecce NpoM3BOACTBa akTMBHON
hapMaueBTUYECKOW CyOCTaHLMN

Tpebyemas Bug
[OKyMeHTaums npoweanypsl

a) YXecTtoyeHue KpuTepreB NpUemMeMocT crneumdukaumum
nekapcTBEHHbIX NpenapaToB, NoAnexalyux Bbinycky cepui 1,2,3,4 1,2 IAHY
oduumanbHbIM KOHTPOSTbHLIM OPraHoOM

0) YxecTto4yeHne KpuTepmeB NPUEMIIEMOCTM crieLmdmkauum 1,2,3,4 1,2 IA
B) [JobaBneHue B cneundmkaLmo HOBOro napameTpa u 12567 1.2.3.4.7 IA
COOTBETCTBYIOLLEro eMy MeTofa UCMbITaHUs

r) VickntoueHne HeaHauMTENbHOrO NapameTpa cneumdukaLmm 128 1.2.6 IA

(HanpumMep, NCKNoYeHne ycTapesLIero napameTpa)

n) VcknioyeHne napameTpa cneumdukaLmm, KOTopbln MoXeT
CYLLECTBEHHO MOBMUSATb HA COBOKYMHOE Ka4eCTBO akTUBHON
bapmaueBTUYECKO cybCcTaHLMK 1 (MNK) NeKapCTBEHHOIO
npenapara

€) NameHeHue, BbixoasLlee 3a 0400peHHbIN AnanasoH KpuTepues
NpPUeMIeMocTu cneumdukaLnin akTMBHON apmaueBTU4ECKON 1]
cybcTaHumm

g) PacwupeHune ogoBpeHHbIX KpUTEpPUEB NPUMEMIIEMOCTH
crneumdUKaLmn Ha UCXOAHbIE MaTepuarnbl/MPOMeEXyTOYHbIE



NPOAYKTbI, KOTOPblE CYLLECTBEHHO BNNAIOT HA COBOKYNHOE
Ka4yecTBO aKTMBHOMN hapmaLeBTnyeckon cybctaHumm n (unwm)
nieKapcTBEHHOro npenapara

h) Jo6aBneHne unn 3ameHa (Uckno4as GUONOrMYecKyto n
NMMYHOOrMYeckyto cybcTaHumio) napameTpa cneumdukaumm n
COOTBETCTBYIOLLErO €My METOAA UCMbITaHNS U3 COOBPaXKeHNI
6es3onacHoOCTM NN KavecTsa

1,2,38,4,57 1B

i) Ecnn Ha akTuBHYt0 chapMaueBTMYECKyto cybcTaHumIo

oTcyTCTBYET cTaThs [[ocyaapctBeHHon ®apmakonee Pecnybnukum

KasaxcTaH, usmeHeHne cobCTBEeHHbIX AaHHbIX cneundukaumm Ha 1,2,3,4,5,7 1B
JaHHble HeodmLmanbHon hapmakonen nnm papmakoneun TpeTben

CTpaHbl

Ycnosus

1. IlameHeHwue He aBnsieTca cneactevem noboro obsasatenscTea, NPUHATOrO Mo pesynbTaTtam paHee NpoBeaeHHbIX
3KCNEepPTU3 C LeNbio NepecMoTpa KpUTepres NpMeMNEMOCTU cneundukaumm (Hanpumep, B Xo4e peructpauum
NnekapcTBEHHOro npenapara unu BHeceHun nameHexun |l tmna).

2. NIameHeHune He ABnseTca cneacTBMeM HenpeaBuaeHHbIX CUTYaL M, BO3HUKLIMX B XO4€e NPOM3BOACTBA, Hanpuvep,
HOBOW HeKBanUMULMPOBaHHOW NPUMECU, U3MEHEHWS NPEAENOB CoAePXXaHNsA CYyMMbl MPUMECEN.

3. Jlloboe nameHeHme JOMKHO yknaabiBaTbCs B AnanasoH TEKYLUX 0400pEHHbIX KpUTEPUEB NPUEMIEMOCTU.

4. AHanutnyeckas MeToauka He U3MEHSETCS UM UBMEHSAETCH HE3HAUYUTENBHO.

5. Hu ogunH HOBbIVM MeTOA UCMbITAHWSA HE OCHOBAH Ha HOBOW HECTaAHAAPTHOWM METOOO0MNOMMU UNU CTaHAapPTHOWM
MEeTOoA0M0orMmn, UCNonb3yemMon No-HOBOMY.

6. HoBbIi MeTOA MCMbITaHUS He ABRSETCA OMonormyeckum/ UMMyHONOrMYeckUM/ UMMYHOXMMUYECKUM UMM METOZIOM, B
KOTOPOM MCMNONb3yeTcs BMoNornyecknii peakTue Anst GUONOrMYeckon akTMBHON hapMaLeBTUYECKON cyGcTaHumn (3a
UCKIMIOYEeHeM CTaHOapTHbIX (hapmakoneiHbiXx MUKpOBMONorMyecknx MeToaoB).

7. ameHeHne noboro matepuana He 3aTparmBaeT reHOTOKCUMYHYIO Npumech. Ecnn BoBneyeHa akTMBHas
apmaueBTUYeckasi cybcTaHLus, 3a UCKIMHOYEHNEM OCTaTOYHbIX pacTBOPUTENEN, KOTOPbIE AOMKHbI COOTBETCTBOBaTL
npegenamM cooTBETCTBYHOLLEN cTaTbe ocyaapcTBeHHon ®apmakonee Pecnybnvkn KasaxctaH, KOHTponb ntoboi HoBOM
npumecu JormKeH cooTBeTCTBOBaTb ocyaapcTBeHHon ®apmakonee Pecnybnvkn KasaxctaH.

8. MapameTp cneuudmrkauum He 3aTparvBaeT KPUTUHECKMIN MapaMeTp, HanpuMmep, ntobor 13 cregyrLmx:
KONMYeCTBEHHOE onpeaeneHne, NpuMecu (ecrnm TonbKo onpeaeneHHbI pacTBOpUTENb OQHO3HAYHO HE NCMOMNb3yeTCs B
NPOU3BOACTBE aKTUBHOM hapmaLeBTM4ecKon cybcTaHumm), nobas Kputndeckas uanyeckasi xapakTepucTuka,
HanpvMep, pa3Mep YacTuL, HacbiNHas NIOTHOCTb A0 M Nocne YNNOoTHEHNS, UCNbITaHWe Ha NOAJIMHHOCTbL, BoAa, Ntobon
3anpoc Ha NPOMyCcK UCTbITAHUS.

JokymeHTauns

1. MNonpaBka k cooTBETCTBYOLWEMY(UM) pa3geny(am) gocbe.

2. CpaBHuTenbHas Tabnuua TekyLmx 1 npeanaraemMbix cneumdukaumn.

3. NogpobHoe onuncaHue nobor HOBOW aHaNMUTMYECKON METOANKN 1 AAaHHbIE NEPBUYHOW 3KCNePTM3bl (B
COOTBETCTBYHLLMX Cry4asx).

4. laHHble aHanun3a ABYX NPOMBbILLUMEHHBIX CEPUI (B OTCYTCTBME 060CHOBaHMS 06paTHOro Anst G1Uonornyecknx akTMBHOM
hapmaueBTUYECKUX CyOCTaHUMA — TPy CEPUU) COOTBETCTBYIOLLIEN aKTUBHOW hapMaLeBTUYECKON CyGCTaHUMM No BCEM
napameTpam cneumdukaumu.

5. B cOOTBETCTBYIOLMX CryYasx AaHHblEe TeCTa CPaBHUTENbHOW KMHETUKM PacTBOPEHWS NekapCTBEHHOro npenapara,
cofepKaLllero akTUBHY hapMaLeBTUYECKYH0 CybCTaHLUmMIo, MO MEHbLUEN MePE, U3 OMbITHO-NPOMbILLIIEHHON cepuu,
COOTBETCTBYIOLLYIO AENCTBYOLWUM 1 NpeanaraembiM cneumpukaumsamM. B oTHOLEHNM NEKAPCTBEHHbBIX PACTUTENbHbIX
npenapaToB AOCTaTOYHbI AaHHbIE CPaBHUTENBHOW pacnagaeMocTy.

6. O6ocHOBaHKe/OLIEHKA PUCKOB CO CTOPOHbI AepXXaTens perMcTpaLmMoHHOro yaoctoBepeHus unu gepxarens MOAPC
COOTBETCTBEHHO, MOATBEPXKAAIOLLME, YTO BHYTPUNPOM3BOACTBEHHbIV NapameTp ABMASETCA HE3HAYUMbBIM UM
yCTapeBLUUM.

7. OBoCcHOBaHME CO CTOPOHBI AepXaTens perMcTpaumoHHOro yaoctoBepeHus nnu gepxarenss MOAD®C cooTBETCTBEHHO
HOBbIX MapameTpa crneundmrKaumm n KpUuTepmeB NPMEMIIEMOCTH.

B.1.6.2 'ameHeHne aHanUTU4eckon MeToauK1 akTUBHOMN

hapmaneBTNYeCcKon CyOCcTaHLMU UM UCXOAHOTO
MaTepuana/npoMexXyTo4HOro npoaykra/ peaktuea, UCnonb3yemblX YCnoBus
B Npouecce NPpon3BOACTBA aKTUBHOW hapMaLeBTUYECKON

cybcTaHumm

Tpebyemas Bun
OOKyMeHTaums npoueaypbl



a) HesHaunMble M3MeHeHUs1 of0BPEHHON aHaNUTUYECKON

1,2,3,4 1,2 IA
MeToANKM

6) VickntoueHne aHanUTU4eCKon MeTOANKN aKTUBHOW
chapmaueBTUYECKOM CybCTaHUMM UM NCXOOHOTO
MaTepuana/npoMeXxyTo4HOro npoaykra/ peaktuea, ecnu
anbTepHaTMBHasA el aHanuTuyeckas MeToamvka yxxe ogobpeHa

B) MNpoyne nsmeHeHnss aHanMTUYECKOM METOAUKM (BKIOYas
3ameHy nnv gobasneHne) peakTnea, KOTOpas He okasbiBaeT
3HaYMMOro BNNSIHNS HA COBOKYNHOE Ka4eCTBO akTUBHON
hapmaveBTUYECKON cybcTaHumMm

1,2,3,56 1,2 IA

r) CyLiecTBeHHOE N3MEHEHNE Unn 3amMeHa

Bronornyeckoro/MMmMyHoONorM4eCcKoro/MMMyHOXUMUYECKOro MeToaa

UCMbITaHNSI UNN METOAA, B KOTOPOM UCNonb3yeTcs Guonornveckuin Il
peakTnB Ans 6uonornyeckon akTMBHON dapMaLeBTUYeCKon

cybcTaHumm

A) Mpoyne nameHeHna aHanMTUYECKon MeToamku (BkoYas
pobaBneHve N 3ameHy) akTMBHOWM dhapmaLeBTUHECKON
cyGCTaHLUMM NN UCXOLHOTO MaTepuana/npomMexyTo4YHOro
npogykra

1,2 1B

Ycnosus

1. NpoBegeHa Heobxoanmas nepBMYHAsa KCNepTn3a, NoaTeepXxaarLas 1o, YTo 06HOBNEHHAA aHanMTU4ecKas
MeToAMKa, No MeHbLUeN Mepe, 3KBUBANeHTHa NpeabliayLuen.

2. Mpepenbl cogepXaHns CyMmbl NpUMecen He M3MEHUNNCb, HOBblE HEKBaNM@ULMPOBaHHbIE NPUMECU He OBHapYXeHbI.
3. MeTtog aHanusa He uameHuncs (Hanpumep, N3MeHeHNe ANUHBLI KONOHKW UNn TemMnepaTypbl, HO He APYron Bug,
KOJNOHKM Unun mMeTon).

4. MeTog ucnblTaHns He ABnseTca 6MONOrMYeCKMM/MMMYHONOrMYECKUM/MMMYHOXMMNYECKAM MNTN METOAOM, B KOTOPOM
ncnonb3yeTcs Guonormieckuii peakTne Ans Gruonormyeckon akTMBHON dapmaueBTM4ecKon cybcTaHuum (3a
UCKIMIOYEeHeM CTaHgapTHbIX (hapmakoneiHbiX MUKPOBMONornyecknx MeToaos).

5. Hv oaWH HOBBIV MeTOA UCMbITAHUSE HE OCHOBAH Ha HOBbIX HECTaHAAPTHbLIX MEeTOA4ax Unn cTaHAapTHbIX MeToaax,
NCMoMb3yeMbIX NO-HOBOMY.

6. AkTnBHas chapmaueBTUyeckas cybcTaHumsa He sBnseTcs 61onornyeckon/ UMMyHONOrMYECKON.

7. AnbTepHaTMBHaa aHanuTMyeckas MeToAuka AN napameTpa cneundukauum yxxe ogobpeHa, npy 9Tom Takast
mMeToauka He bbina BKMYeHa nocpeacTsom |IA-yBefoMneHus.

JokymeHTauns

1. MonpagBka k cooTBETCTBYOWEMY(MM) pasaeny(am) AOCbe, BKIOYAs OnucaHne aHanMTnyYeckon MeTogonorum, pesiome
OaHHbIX NEPBUYHOW 3KCNEPTU3bl, NEPECMOTPEHHbBIE cneuudukaunm Ha NpuMecu (eCnun NPYMEHNMO).

2. CpaBHuTeNbHbIE pe3ynbTaTbl NEPBUYHON IKCMEPTU3bI UMK, NPW HAaNN4YMM 060CHOBAaHNSA, CPaBHUTENbHbIE pe3yrbTaTbl
aHanu3a, NoATBepXKAaLme, YTO TeKyLlee 1 Npeanaraemoe ucnbiTaHne aKkBmBaneHTHbl. Hactoswee TpeboBaHne He
npuMeHsieTcs, ecnu JobaBnseTca HoBas aHanUTUYeckas MeToauka.

B.l. B) YnakoBo4YHO-yKynopo4Hasi cuctema

B.1.8.1 lameHeHne nepB1YHOM YNakoBKW akTUBHOM Bug
o Ycnosus Tpebyemas gokymeHTaums
dapmaveBTMYecKon cybcTaHumm npoueaypbl

a) KauecTBeHHbI 1 (MNK) KONUYECTBEHHBIN cocTaB 1, 2, 3 1,2,3,4,6 IA

6) KauecTBeHHbIN U (MNN) KONNYECTBEHHBIN COCTaB
ONS CTEPUIbHBIX UMM HE3AaMOPOXKEHHbIX
BMONOrnMYeCcKNX/MMMYHONOrMYECKMX aKTUBHbIX
bapmaueBTUYeCKUX cybCcTaHUmM

B) Kugkne aktmBHble hapmaueBTudeckme

1,2,3,56 IB
cybcTaHumm (HecTepunbHbIE)

Ycnosuda

1. Mo cooTBETCTBYIOLWMM CBONCTBAM NpeanaraeMblii yNakoBOYHbIN MaTepuan AOMKeH, N0 MeHbLUEN Mepe, ObiTb
3KBMBANEHTHbIM 0006pPEHHOMY.

2. HauyaTbl COOTBETCTBYIOLLME NCCIIEA0BAHUSA CTAOUITBbHOCTM B COOTBETCTBUN C YCTAHOBMEHHLIMU TPEOOBAHMAMU U
3as89BUTENEM HA MOMEHT BBEEHUSI M3MEHEHMWI NPOaHaNM3npPoBaHbl COOTBETCTBYHOLLME NapamMmeTpbl CTabUNbHOCTU He
MEeHee YeM Ha [ABYX OMNbITHO-NMPOMBbILUIIEHHBIX UM MPOMBILLIIEHHBIX CEPUSIX, B €0 PACMOPSIKEHNN HAX0OATCS



YAOBNETBOPUTENbHbIE Pe3ynbTaThl, MO MeHbLUen Mepe, 3-MEeCAYHOro nsyveHust ctabunbHoctn. OgHako, ecnm
npegnaraemas ynakoska 6onee yctonymsa no CpaBHEHWIO C 3aperMcTppoBaHHON, TO TPEXMECSYHbIE AaHHbIE MO
cTabunbHOCTN He TpebytoTcs. 1o 3aBepLUeHnn Taknux UCCnefoBaHUIN, eCcrnn pesynbTaTthl He YKNaabiBaloTCs B
cneundvKkauum Unm NOTEHLManNbHO He yKnaabiBalTCs B cneumdurkaumm Ha KoHew, cpoka rogHoCTu/nepuoga NoBTOPHOIO
UCNbITaHNs, NX HeOBXoANMO HEMELNEHHO NPeACcTaBUTb YNOMTHOMOYEHHOMY OpraHy HapsAy € npeanaraembsiM niaHoM
[OENCTBUN.

3. Nckntovasa ctepunbHble, Xugkue n brnonornyeckne/MmmyHonornyeckne aktuBHele hapmaueBTnyeckue cybctaHumm.

[okymeHTauns

1. MonpagBka k cooTBeTCTBYOLWEMY(MM) pa3geny(am) Jocbe.

2. Heobxoanmble gaHHbIE O HOBOW ynakoBke (Hanpumep, CpaBHUTENbHbIE AaHHbIE NO NPOHULAEMOCTK, Hanpumep, Ang
02, CO2, Bnaru u T.4.), BKMNoYas NoATBEPXAEHME TOrO, YTO MaTepuan COOTBETCTBYET COOTBETCTBYHOLLUM
dapmakonerHbiM TpeboBaHMAM O NNacTUYeCKMX maTtepuanax n o6bekTax, KOHTaKTUPYHOLLMX C NULLEBLIMU MPOAYKTaMMU.
3. B cooTBeTCTBYIOLNX Cy4Yasx He0bXoAMMO NpeacTaBnUTb NOATBEPXKAEHNE TOro, YTO B3aUMOAENCTBUE MeXAy
COAEPXKMMbBIM 1 YNaKOBOYHbLIM MaTepmanoM He NPoMCXoauT (Hanpumep, OTCYTCTBYET NepemMeLLeHne KOMNOHEHTOB
npegnaraemMoro Mmarepuana B ero CoAepXmmoe, KOMNOHEHTbI NTeKapCTBEHHOIO Npenaparta He NepexoasT B YNakoBKy),
BKItOYasi MOATBEPXKAEHNE TOro, YTO MaTepuar CoOOTBETCTBYET COOTBETCTBYOLMM (hapMaKonenHbiM TpeboBaHnsaM o
nnacTu4eckmx matepuanax n obbekTax, KOHTaKTUPYOLWMUX C NULLEBBLIMW NPOAYKTaMW.

4. [leknapaunsi oepxaTtens perMcTpaumMoHHoro ygoctoBeperus unu gepxarensd MOAPC, yto Tpebyemble
ncecnegoBaHns cTabunbHOCTU HaYaTbl B COOTBETCTBUM C YCTAHOBMEHHbIMY TpeboBaHMAMM (C yka3aHMeM HOMepoB
Cepun); U 4To (B COOTBETCTBYHLLMX CIydasix) Ha MOMEHT BBEAEHNSI UBMEHEHUIN B €ro pacnopsiXeHUn Haxogmnmcb
TpebyeMble MUHMMAarbHbIE YOOBNETBOPUTENbHBIE AAHHbBIE MO CTAOUNBHOCTU; Y YTO MMEILLMECS AAaHHbIE HE
cBUOeTenbCTBOBaNM O kakon-nnbo npobneme. Heobxoammo Takke NnpeacTaBUTb NOATBEPXKAEHME TOrO, YTO
nuccnefoBaHusi byayT 3aBepLUEHbI, M YTO eCnin pe3ynbTaTthbl He OyayT yknaabiBaTbCcs B crnieundukaumm unm
noTeHUManbHO He yKnaabiBaTbCH B creumndunkanmm Ha KOHeL, Cpoka rogHocTu/nepmnoga noBTOPHOIO UCMbITaHWSA, UX
HeMe[eHHO NPeACTaBAT YNONHOMOYEHHOMY OpraHy Hapsay ¢ npeararaembiM NiaHoM AeNCTBUN.

5. PesynbTathl MccnegoBaHuin cTabunbHOCTU, MPOBEAEHHBIX B COOTBETCTBMU C YCTaHOBMNEHHbIMU TpeboBaHUsiMM, Mo
3Ha4YMMbIM NapaMeTpaM CTabunbHOCTM HE MEHee YeM Ha ABYX OMbITHO-NPOMBILLIEHHBIX NN MPOMBILLIIEHHBIX CEPUSX,
OXBaTbIBAKLLMX HE MEHEE TPEX MeCALIEB, U MOATBEPXKAEHNE TOTO, YTO YKa3aHHble nccnenoBaHns 6yayT 3aBepLUeHbI, 1
ecnu pesynbTatbl He 6yayT yknaabiBaTbCs B cneumndukaumm nnm noTeHumanbHO He yKnaabiBaTbCcs B cneundunkaumm Ha
KOHeL, cpoka rogHocTu/neprnoaa NoOBTOPHOIO UCMbITAHUSA, UX HEMEAIEHHO NPEACTaBAT YNONIHOMOYEHHOMY OpraHy
Hapsgy ¢ npegnaraeMbiM NnaHoOM AENCTBUN.

6. CpaBHeHWe AeNCTBYOWUX 1 Npeanaraemblx cneumdurKaumnin NepBNUYHON ynakoBKu (€CN NPUMEHUMO).

b.1.B. 2 lameHeHne napameTpoB cneundukaumm n

(vnn) KpUTEPMEB NPUEMNEMOCTY NEPBUYHON Bug
N . Ycnosusa Tpebyemas gokymeHTaums

YNaKOBKWU aKTMBHOW (hapMaLeBTUYECKON npoueaypbl
cybcTaHumm
a) YkecToyeHne Kputepues NpueMnemocTm

) pvTepues np 1,2,3,4 1,2 IA
cneuundmkaumm
6) Job6aBneHune B cneuudukaumio HOBOro
napameTpa n COOTBETCTBYIOLLIEMY eMy MeToAa 1,2,5 1,2,3,4,6 1A

ncnbITaHUN

B) VcknioyeHune HecyLecTBEHHOro napameTpa
crneuudmkaumm (Hanpumep, UCKIKYEHne 1,2 1,2,5 1A
ycTapeBLLEero napameTpa)

r) Jo6aBneHne nnu 3ameHa napameTpa
cneuundmkaumm n3 coobpaxeHuii 6es3onacHoOCTU 1,2,3,4,6 1B
nUnn Ka4yecTtea

Ycnosus

1. 'ameHeHne He saBnsAeTca creacTBreM kakoro-nnbo o6a3atenbcTea, NPUHATOrO No pe3dynbTatam paHee NpoBeAeHHbIX
3KCMEepPTU3 C LieNblo aHanusa KpuTepmeB NpremnemMoctu cneuudukaumm (Hanpumep, B Xoae permcrpauum
1leKapCTBEHHOro npenapara Uy BHeCeHUs M3MeHeHun |l Tuna), ecnu Tonbko OHO paHee He PacCMOTPEHO M 0J06peHo B
KayecTBe Mepbl NocrneayoLero HabnogeHus.

2. '3meHeHWe He ABNsieTCa cneacTBMEM HenpeaBUAEHHbIX CUTYaLMA, BOSHUKLLUX B XO4e NPOM3BOACTBA YNakOBOYHOIO
maTtepuarna unu npu xpaHeHuu akTUBHOW hbapmMaLieBTUYeCckon cybctaHumm.

3. IToboe nameHeHne OOMKHO yKNaabiBaTbCA B AMana3oH TeKyLnX OA06pEeHHbIX KpUTEpPUEB NPUEMITEMOCTM.

4. AHanuTnyeckasi METOAMKA He N3MEHSIETCH NN U3MEHSIETCS He3HaUYUTENbHO.



5. Hu 0WH HOBbLIN METOA, UCTLITAHKSA HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOAONOMMN UNW CTaHAAPTHOM
MeTOZO0NOormu, UCNOMb3yeMOWN No-HOBOMY.

[okymeHTauns

1. MonpagBka k COOTBETCTBYOLWEMY(MM) pa3feny(am) 4OCbe.

2. CpaBHuTenbHasa Tabnuua Tekywux u npegnaraembix cneyndumkaumi.

3. Mogpo6Hoe onucaHue nobor HOBOM aHaNMUTUYECKON METOANKU U AaHHbIE NEPBUYHOW 3KCNEPTM3bI (B
COOTBETCTBYIOLUMX CryYasx).

4. [laHHble aHanun3a AByX CEPUI yNakOBOYHOIO MaTepuana no BCEM napameTpam cneumdukalmn.

5. OBbocHoBaHMe/oLeHKa PUCKOB CO CTOPOHbI AepXXaTensl perMcTpaLmoHHOro yaoctoseperms unun gepxatens MOAPC
COOTBETCTBEHHO, MOATBEPXAAIOLLME, YTO BHYTPUNPOM3BOACTBEHHbIV NapamMeTp SBMASETCA He3HAYUMbIM UNn
yCTapeBLUUM.

6. O6ocHoBaHWe co CTOPOHbI AepxaTensa PY nnu gepxatens MOADPC cooTBETCTBEHHO HOBbLIX NapameTpa
crneuundmrKaumm n KpUuTepMEB NPUEMIIEMOCTH.

B.1.B. 3 lameHeHMe aHanMTM4YecKkon MeToaukn

NCMbITaHNA NEPBUYHON YMAKOBKN aKTUBHOWN Ycnosusa Tpebyemasn gokymeHTaums S;Ionuep,ypbl
chapmaueBTUYECKON cybcTaHUmMm

a) HeSHa‘-II/ITeJ'IvabIe N3MEHEeHUs YTBEPXAEHHON 1,23 1,2 IA
aHanuTU4YecKon MeTOANKN

6) MNpoyre nameHeHNs aHaNUTUYECKON MEeTOANKN 134 12 IA
(Bkntoyan nobaBneHve Unnu saMeHy) T '

B) VicknoueHne aHanMTu4eckon MeToamuKn, ecrnmv 1 A

anbTepHaTUBHas en MeToamka yXe yTBepXxaeHa

Ycnosus

1. CornacHo cooTBeTCTBYOLWMM AoKyMeHTam Pecnybnukn KasaxctaH, npoBedeHa Heobxoavmas nepeuyHas
aKcrnepTu3a, NoaTBePXAatoLWwas 1o, 4To OGHOBMEHHasa aHanUTUYeckas MeToAauka, Mo MeHbLUER Mepe, 3KBUBaNeHTHa
npeablayLlen.

2. MeTop aHanusa He U3MeHuscs (Hanpumep, M3MeHeHVe AnWHbI KONTOHKM UK TemnepaTtyphbl, HO He APYyrov BUA
KOMOHKW Unn meTon).

3. Hv oavH HOBBIM MeTOA UCMbITaHUA HE OCHOBAH Ha HOBbIX HECTAaHAAPTHBIX METOAAX UMW CTaHAAPTHBIX MeToAax,
NCNonb3yeMbIX NO-HOBOMY.

4. AktnBHas chapmaueBTUyeckas cybcTaHumsa/nekapcTBEHHbIN Npenapar He ABNSATCA
6ronornyeckMMmM/MMMyHONOrMYECKUMM.

5. B oTHOLIEHUM NapamMeTpa creunduKaLmm COXpaHaeTCs aHanuTuyeckasi MeToAmMKa, Npy 3TOM Takasi MeTOAMKa He
6bina pobaBneHa nocpeacteom IA/yBegoMneHus.

HokymeHTaums

1. MNonpaBka k cooTBETCTBYOLEMY(MM) pa3geny(am) Aockbe, BKIOYas OnvcaHne aHanmMTM4eckon MeToaonorum, pesome
[AaHHbIX NEePBUYHON IKCNEPTU3bI.

2. CpaBHUTENbHbIE Pe3ynbTaTbl NEPBUYHOM SKCNEPTU3bI UMK, NPU HaNM4YMM 060CHOBaHWS, CPaBHUTENbHbIE Pe3yrnbTaTbl
aHanusa, noaTeepXxAaloLLmMe To, YTO TeKyLlee U npeasiaraeMoe MUCTbITaHWe 3KBMBareHTHbl. HacToswee TpeGoBaHmue He
npuMeHsieTcsl, ecnu JobaBnsieTcs HOBas aHanUTUYeckas Metoauka.

B.l. r) CtabunbHoCcTb

B.l.r. 1 U3ameHeHVe neproga NOBTOPHOMO UCMbITaHUs/Nepnoaa
XpaHeHWs1 NN YCNoBUIA XPaHEHUS aKTUBHOW

. Tpebyemas Bun
thapmaueBTUYECKOWN CybCTaHUMK, €CNn B PEMMCTPALMOHHOM Ycnosuga
o AOKyMeHTauns npoueaypbl
[OCbe OTCYTCTBYET cepTudmkaT cooTBETCTBUSI EBponeickoi
dapmakonen, oxeaTbiBaKOLLUI Nepro NOBTOPHOMO UCMbITaHUSA
a) MNepuroa NOBTOPHOIO UCNbITAHUS/NEPUNOS XPAHEHNS 1 123 A

1. CokpawieHne

2. YBenuueHue nepuoaa noBTOPHOro UCMbITaHWUSA NyTeM
3KCTPanonsAUMm AaHHbLIX MO CTabUITbHOCTU, He Il
COOTBETCTBYMOLLEN JOKYyMeHTam Pecnybnukm KasaxctaH (*)

3. YBenuueHue nepunoaa xpaHeHus
BMONOrNYecKoN/MMMYHONOTMYECKON aKTUBHOM
bapmaueBTUYECKO cybCTaHLMK, HE COOTBETCTBYOLLNE
OA00OpEHHON NporpamMmme n3yvyeHnsi CTabunbHOCTH



4. YBenuyeHve nnvn BeegeHue nepnoga noBTOPHOIO
ucnbiTaHnsi/nepuoga XxpaHeHus, NOATBEPKAEHHOro AaHHbIMU 1,2,3 1B
€CTECTBEHHOIo XpaHeHus

6) Ycnosus xpaHeHus

1. 'ameHeHune ycrnoBuin XpaHeHUs akTuBHOe dhapmaLieBTUHECKON 1

1,2,3 1A
cybcTaHumm Ha bonee cTporve

2. 'ameHeHune ycnoBui XxpaHeHus

BMoNornyeckNx/MMMyHONOrMYeCKMX akTUBHbIX

dapmaueBTNYeckux cybcTaHumi, ecnv nccrneoBaHus I
CTabunbHOCTN NPOBEAEHbI HE B COOTBETCTBUN C TEKYLLIM

YTBEPXKAEHHBIM NMPOTOKONOM CTabUNbHOCTH

3. ameHeHune ycnosuii xpaHeHWs akTUBHOW dhapMaLeBTUYEeCKon

1,2,3 B
cybcTaHumm

B) MlameHeHe yTBepXKaeHHOM NporpamMmmMbl U3yYeHs

1,2 1,4 1A
cTabunbHOCTU

Ycnosus

1. 'ameHeHue He aABNSOTCA cneacTBMEM HenpeaBUAEHHbIX CUTYaUMiA, BO3HUKLIMX B XO4€ NPOU3BOACTBA, Unn
N3MEHeHUs CTabunbHOCTML.

2. NIameHeHns He NpMBOASAT K PaCLUMPEHUIO KPUTEPMEB NPUEMIIEMOCTU UCTMbITYEMbIX NAapPaMeTPOB, UCKIMIOYEHUIO
napameTpa CTaburbHOCTM UMM CHUXXEHUIO YacTOThbl UCTIbITAHWIA.

JokymeHTauns

1. MNonpaeka k cooTBeTCTBYOLWEMY(MM) pa3geny(am) gocbe. Heobxoammo npeactaBuTb pesynbTaTbl COOTBETCTBYOLLNX
nccnefoBaHuii cTabunbHOCTY B peanbHOM BpEMEHU, NPOBEAEHHbIX B COOTBETCTBMMN C COOTBETCTBYOLLUMN
pyKoBOACTBaMM No CTabUNbHOCTM HE MeHee YeM Ha ABYX (4Nst GBUONOrMYecKMxX NekapCTBEHHbIX MpenapaTtoB — TPeX)
ONbITHO-MPOMBILLIIEHHBIX UM NPOMBILLIIEHHbBIX CEPUAX aKTUBHON dhapMaLeBTUYECKON cybcTaHL MK, ynakoBaHHOM C
MOMOLLIbIO 3aperncTPUPOBaHHOIO YNakoBOYHOrO Matepwmana, u oxsaTbiBaloLWMX BECb Npeanaraembiin nepuog,
NMOBTOPHOrO UCMbITAHUS UMK NpeanaraeMble YCIOBUS XPaHEHUS.

2. MopTBEPXAEHME TOrO, YTO UCCNELOBAHNSA CTAOMNBHOCTM NPOBEAEHbI B COOTBETCTBUM C TEKYLLEN 0400peHHON
nporpammon. Pe3ynbTaTthbl nccrieqoBaHUs OOIMKHbI NOATBEPXKAATb, YTO COOTBETCTBYHOLLME 0000peHHbIE cneuudrkaumm
npogorkarT cobnoaaTses.

3. Konuun yTBEpxaeHHbIX cneundukaumi Ha akTUBHY hapMaLeBTUYECKYI0 CybCcTaHumIo.

4. ObocHoBaHWe npegaraeMbiX U3MEHEHUIA.

nepvog NOBTOPHOIO UCMbITAHUS HE MPUMEHUM K
(*) Npumeyanue BronornyeckMmM/MMMYHONOTMYECKNUM aKTUBHBIM
dapmaveBTMHeCKUM CyGCTaHUMAM
B.l. o) MpoekTHOE None 1 NPOTOKON NOCTPErMCTPaLMOHHBIX U3MEHEHNI
b.l.a.1 BBegeHve HOBOro NPOEKTHOro MoMst Unu
paclumpeHne o4o6peHHOro NPOEKTHOro Mons
aKTUBHOW (hapmaLieBTUYECKON cybcTaHLmum,
3aTparvBatoLlee

Ycnosusa Tpebyemas [okymeHTauums Bug npoueaypsl

a) o4Hy onepauMoHHY0 eAuHULY npoLiecca

NPON3BOACTBA aKTUBHOWN hapmaLieBTU4ECKON

cybcTaHumMK, BKMoYas COOTBETCTBYHOLLME 1,2,3 Il
BHYTPMNPOU3BOACTBEHHbIE KOHTPOMMU U (UNnn)

aHanuTu4yeckne MeToamkn

0) aHanMTU4ecKne MeToauKN MCXOLHbIX
MaTepranoB/MPOMEXyTOYHbIX MPOAYKTOB U (M) 1,2,3 1]
aKTMBHOW (hapMaLeBTUYECKON cyGcTaHLum

[okymeHTaums

1. MpoekTHOE none 6bI10 pa3paboTaHO Ha OCHOBAHMU COOTBETCTBYIOLLMX YCTAHOBINEHHbLIX TpeboBaHWi 1
MeXayHapOAHbIX HayYHbIX PYKOBOACTB. Pe3dynbTaThl MCcCneaoBaHuii pa3paboTky NpoayKTa, npouecca U aHanmMTU4eckom
mMeTogonorum (Hanpumep, B3anMoA4eNCTBNE PasnUYHbIX NapameTpoB, (DOPMUPYOLLNX Noasexallee u3y4yeHuo
NPOEKTHOE MOone, BKIYas OLEHKY PUCKOB U MHOTOMEPHbIE NCCef0BaHUSA COOTBETCTBEHHO), B COOTBETCTBYHOLLIMX
cny4yasx NoATBepXXAAKLWMe TO, YTO AOCTUrHYTO LIENOCTHOE MEXaHMUCTMYECKOE NOHMMaHWe nokasaTernen KayecTsa



maTtepuarnos ¥ napaMeTpoB NpoLiecca Ha KpUTUYeCKne nokasaTenu KayecTsa akTUBHOW hapMaLeBTUYeCcKon
cybcTaHumu.

2. OnucaHue NpoeKkTHOro nons B TabnuMyHoM Buae, BKNoYas nepeMeHHble (CBONCTBa MaTepnanos 1 napameTpsl
npoLiecca Npou3BOACTBA) U UX NpeanaraemMble AManasoHbl.

3. Monpaeka k cooTBeTCTBYIOWEMY(MM) pa3geny(am) gocee.

b.1.0.2 BeegeHune noctpernctpaumMoHHOro NpoTokona
yrnpasneHus n3MeHeHnsiMy, 3aTparmsaoLnmm Ycnosua  Tpebyemas fokymeHTaums Bua npouenypesl
aKTUBHYIO hapmaLeBTUYECKYH0 CybCTaHumio

1,23 I

JokymeHTauus

1. NMoapo6Hoe onvcaHne npeanaraemMoro U3MeHeHMs.

2. MpoTokon ynpaBneHusi U3BMEHEHUSIMU, 3aTParvBatoLLMMM akTUBHYO dapMaLeBTUYECKYO CyGCTaHLmo.
3. Monpaeka k cooTBeTCTBYIOWEMY(MM) pa3geny(am) gocee.

B.1.a. 3 WckntoyeHne nocTperncTpaumoHHoOro
NpoTOKONa ynpaBneHns N3MeHeHnsMU,

T B
3aTparvBalLLMMM akTUBHYO hapMaLeBTUYECKYIO Yenosus pebyemas AokymMeHTaLys VA Npoueaype!
cybcTaHumio

1 1,2 1A
Ycnosus

1. Uckniouerne NOCTperncTpaumMoHHOro npoTokona ynpaesieHna nsMeHeHnamMu, 3atTparmesaroliuMmmn akTUBHYO
anpmaueBTquCKyro Cy6CTaHLl,I/IIO, He ABndAeTCAa cneactenemM HenpenBnaeHHbIX cmyaumﬁ nnn HecooTBeTCTBUA
CI'IELI,VIq)VIKaLI,VIVI B X04€e BBEAEHNS N3MEHEHWI, ONMUCAHHbIX B NPOTOKONE, N HUKaK He BINUAET Ha yTBEepPXOEHHbIe
cBeleHuA, BKIMYeHHble B permcTpaumoHHoe gochbe.

JokymeHTauns
1. O6ocHOBaHME NpefnaraemMoro UCKMIYEHNS.
2. MNMonpaBka kK COOTBETCTBYOLLEMY(MM) pasfeny(am) Locbe.

B.l.a. 4 'ameHeHns yTBEpPXXAEHHOro NpoToKOoNa

YNIPABNEHIS M3MEHEHUAMM Ycnosua  Tpebyemas goKyMeHTaums Bua npouenypesl

a) 3HauMMble N3MeHeHUS NpPOTOKONa ynpaBrieHUA
N3MEHEHNAMN

6) HesHauynMble M3MeHEHMsA NpoToKoNa ynpaBneHus
N3MEHEHUAMUN, KOTOPbIE HE U3MEHSAIOT CTpaTeruio, 1 1B
OnNUCaHHyIo B NpoTOKOmne

HokymeHTaums

1. Jeknapauusi, 4To Noboe nameHeHue JOMKHO yKNaablBaTbCs B AManas3oH AENCTBYOLLMX YTBEPXKAEHHbLIX KpUTEPUEB
npuemnemocTtu. NoMUMo 3TOro, Aeknapaums Toro, YTo B OTHOLLEHUM BUONOrMYECKUX/MMMYHOMOMMYECKUX
1leKapCTBEHHbIX MpenapaToB He TpebyeTcs OLeHka CONoCcTaBUMMOCTH.

B.l.a. 5 Peanusauusa nameHeHuni, npeaycMOTPEHHbIX

yTBEPXAEHHbLIM NMPOTOKOMOM YyrpaBreHus Ycnosna  Tpebyemas gokymeHTauus Bua npouenypel
N3MEHEeHUsIMN
a) Peannsauusa nsmeHeHus He Tpebyet 1 124 A
AOMNONHUTENbHBIX BCOMOraTesnbHbIX AaHHbIX e
6) Peanusauus nameHeHns Tpebyet 1234 B
[OMNONHUTENbHBIX BCOMOraTesnbHbIX aHHbIX T
B) Peanusauns nameHexuns uonornyeckoro/

) 4 1,2,3,4,5 B

MMMYHOJSIOMMYECKOro fIeKapCTBEHHOro npenapara

Ycnosus
1. NpeanoXeHHOe N3MEHEHME OCYLLECTBEHO B NMOSTHOM COOTBETCTBUM C YTBEPXKAEHHBLIM NPOTOKOSIOM YrNpaBeHus
N3MEHEHUAMMU.

[okymeHTaums

1. Ccblirka Ha YTBEPXKAEHHbIN NPOTOKON yNpaBrieHUsi U3MEeHEHUsIMU.
2. leknapauusi, 4TO M3MEHEHME COOTBETCTBYET YTBEPKAEHHOMY NPOTOKONY YNPaBNeHUs U3MEHEHUSIMU U YTO



pe3ynbTaTbl MICCNeAoBaHUS YOO0BNETBOPSAOT KPUTEPUAM NPUEMIEeMOCTH, OrOBOPEHHbIE B NpoTokone. NMomumo aToro,
Aeknapaumsi Toro, 4To B OTHOLLEHUN BMONOrMYEeCKUX/MMMYHONOMMYECKUX NeKkapcTBEHHbIX NpenapaToB He TpebyeTcs
oLeHKa ConocTaBMMOCTMU.
3. PesynbTathl nccnefoBaHuin, NpoBeAEHHbIX B COOTBETCTBUM C YTBEPXKAEHHBIM NMPOTOKOMOM yNpaBfeHus
N3MEHEHUSIMU.
4. MNMonpaBka K COOTBETCTBYOLLEMY(MM) pasfeny(am) 4OCbe.
5. Konus yTBepxaeHHbIX cneundukaumin Ha akTMBHY dapMaLeBTUYeCKyto cybcTaHumIo.

B.1l JllekapcTBeHHbIN NpenapaT

B.Il. a) BHewHun Bua n coctas

B.ll.a. 1 3ameHeHne unu pobasneHne
OTTUCKOB, rPaBNPOBKM UIN UHBbIX 3HAKOB,

Bu
BKIIOYasi 3aMeHy unm gobaBneHne YepHun, Ycnosus Tpebyemas gokymeHTauums q ou,e/}::ll o
NCNonb3yemblX Npu NPOn3BOACTBE P P
nekapcTBEHHOroO npenapaTa

a) 'ameHeHns OTTUCKOB, rPaBNPOBKN UNK

) pasvp 1,2,3,4 1,2 IA
WHbIX 3HAKOB
6) VIameHeHue pucok/nNuHMIN pasnoma,
npeaHasHavYeHHbIX ANA pasgeneHvs Ha 1,2,3 1B
paBHble 403bl
Ycnosus
1. Cneundmkaumm nekapcTBEHHOrO Npenaparta Ha BbiMyCK U Ha KOHEeL, Cpoka roAHOCTU He U3MeHSTCA (3a
WCKITIOYEHEM BHELLHEro Bnaa).
2. Bce yepHuna gomkHbl COOTBETCTBOBATL AENCTBYOLEMY (hapMaLeBTUYECKOMY 3aKOHO4ATENbLCTBY.
3. Puckn/nmHnm pasnoma, He npegHasHayeHbl Ha pa3feneHne Ha paBHbIE JO3bI.
4. 3Hakun nekapCTBEHHOrO nNpenapara, Ucnosb3yemMble AN pa3nMyeHns JO3MPOBOK, MOMHOCTLIO HE yaarneHsbl.
JokymeHTauns
1. MNMonpagka K cooTBeTCTBYOLEMY(MM) pasaeny(am) Aocke, BKNoYas nogpobHoe rpaduyeckoe nnm
NMoBeCTBOBAaTENbHOE OMMCaHME TEKYLLEro Y HOBOTO BHELLHETO BUAA, a Takke COOTBETCTBYIOLLUIA NEpecMoTp
nHOpMaLMM O NekapcTBEHHOM npenapare.
2. B cooTBeTCTBYIOLMX CryYasax obpasupbl NekapCTBEHHOro npenapara.
3. PesynbTaTtbl COOTBETCTBYIOLIMX UCTbITaHUIA No MocynapcTeeHHon ®apmakonee Pecnybnvkn KasaxcTaH,
NOATBEPXAaloLLMe IKBNBANEHTHOCTb CBONCTB/MPaBUNbHOCTb AO3MPOBaHMS.
B.ll.a. 2 N3ameHeHne copMbl unmn pasmepos Bu

. ®op P P Ycnosusa Tpebyemas gokyMeHTaums A

nekapcTBEHHON hopMbl npoueaypsbl
a) TabneTku, kancynbl, Cynno3nuTopum u

) ynbl, cy P 1,2,3,4 1,4 IA

neccapun ¢ HemeaneHHbIM BbICBOGOXAEHNEM

6) NlekapcTBeHHbIE (OPMbI C OTCPOYEHHBIM,

MOANULMPOBAHHBIM MM NMPONOHIMPOBAHHBLIM

BbICBOGOXXAEHMEM U TabneTKn C PUCKOW, 1,2,3,4,5 1B
npeaHasHa4YeHHON s pasfeneHns Ha

paBHble A03bl

B) Jo6aBneHne HoBoro Habopa ans
pagnodapmaLeBTUYECKOro NTEKapCTBEHHOMO 1]
npenapara ¢ Apyrum o6beMOM 3amnofHeHWs!

Ycnosus

1. Mpodunb pacTBOpeHMA N3MEHEHHOTO NEKAPCTBEHHOIO NpenapaTa ConocTaBuUM CO CTapbiM, €Cnv NpUMeHMO. MNpwn
HEBO3MOXHOCTW NPOBEAEHNSA UCMbITAHWUSA PacTBOPEHNS BPEMS pacnagaeMoCTy HOBOIO NeKkapCTBEHHOMO npenapaTta B
CpaBHEHUN CO HEM3MEHEHHDIM.

2. Cneumdukaummn nekapcTBEHHOro nNpenapara Ha BbIMyCK W Ha KOHEeL, Cpoka roAHOCTU He M3MEHWUNUCH (3a
UCKITIOYEeHEeM pasmMepoB feKapCTBEHHOW hOpMbI).

3. KayecTBEHHbIV 1 KONMMYECTBEHHBIN COCTaB U CPEAHASt Macca He U3MEHUIUCh.

4. 3meHeHune He 3aTparnBaeT TabneTkn C pUCKOW, NpeAHa3HavYeHHON Ans pasgeneHns nekapcTBeHHoN hopmMbl Ha
paBHble 4O03bl.

JokymeHTauus
1. MNonpaBka K COOTBETCTBYOLLEMY(MM) pasgeny(am) gocke, BKNtoyasa nogpobHoe rpadouyeckoe 0TobpaxxeHne TekyLero



1 npefnaraemoro NorfoXeHus, a Takke NepecmMoTp MHPOPMaLMmM O NNeKapCcTBEHHOM MpenapaTe COOTBETCTBEHHO.

2. CpaBHuTENbHbIE AaHHbIE PACTBOPEHUS HE MEeHee YeM OOHON OMNbITHO-NPOMBILLNIEHHON CEPUN C TEKYLLMMU U
npegnaraembiMu pasmvepamu (OTCYTCTBUE 3HAYUTENBHBIX PA3NNYUA C TOYKM 3PEHNSI COMOCTaBUMOCTU — cM. [pasuna
npoBeAeHNs uccreoBaHnin GMO3KBMBANEHTHOCTY NeKapCTBEHHbIX NpenapaTos (danee — lNpasuna nposeaeHns
ncecnegoBaHnii GUOIKBMBANEHTHOCTM). B OTHOLLEHUN NeKapCTBEHHbIX pacTUTENbHbBIX NpenapaToB NpueMnemMbl AaHHble
CpaBHUTENbHON pacnagaemocTy.

3. O6ocHoBaHWA HenpeacTaBneHns pesynbTaTtoB HOBOMO UCCNeAoBaHUS BUO3KBMBANEHTHOCTM cornacHo Npasunam
npoBegeHns nccnegoBaHun GMoaKBUBANEHTHOCTH.

4. B cooTBETCTBYIOLLMX Cryyasx obpasLibl nekapCcTBEHHOro npenapaTa.

5. PesynbTaTtbl COOTBETCTBYIOLMX UCNbITaHUIA No MocyaapcteeHHon ®apmakonee Pecnybnvkn KasaxcTa,
noaTBepXadatoLLMe 3KBMBANIEHTHOCTL CBOVCTB/MPaBUbHOCTb JO3NPOBAHUS.

Ona B.1l.a. 2.8), nto6oe nameHeHve "0o3npoBKn" NekapcTBEHHOro

(*) NMpumeyanue
npenapata TpebyeT nogayn 3asBieHns O pacLUMPEHUn perncTpauum.

B.ll.a. 3 'ameHeHne cocTaBa

Bn
(BCnomoraTenbHbIX BELLECTB) NIEKAaPCTBEHHOMO | YCroBus Tpebyemas gokymeHTauums q O'D' envDbI
npenapara poueayp
a) lameHeHune cocTaBa BKYCOBbIX 400aBOK
(apomatusaTopoB) unu Kpacutenemn
1. JobaBneHue, UCKITOYEHNE NN 3ameHa 1,2,3,4,56,7,9 1,2,4,56 1A
2. YBenuueHue nnu ymeHblUeHe cogepxanns 1, 2, 3, 4 1,2,4 1A

6) [poyne BcnomoraTtenbHble BellecTsa

1. No6as He3HauMTenbHasA Koppekuns
KONMYecTBEHHOro coctaBa BcriomoraTenbHbix 1, 2, 4, 8,9, 10 1,2,7 1A
BELLECTB NeKapCTBEHHOrO npenapaTa

2. KayecTBEHHbIE UINN KONMYECTBEHHBIE

N3MEHEeHUs ogHoro unu Gonee

BCMOMOraTenbHbIX BELLECTB, CyLLECTBEHHO I
BMUSOLLMNE Ha KayecTBO, 6e30MacHOCTb Unu

3(pEeKTMBHOCTb NEKAPCTBEHHOrO Npenapara

3. NameHeHue, 3aTparuBatoLLee
Buonornyecknin/ UMMyHOOrMYECKUIA Npenapar

4. JTroboe HoBOe BCriomoraTerbHOe BELLECTBO,

npeanonaratoLlee UCronb3oBaHve

MaTepuanoB YenoBEYECKOro UMM XKUBOTHOMO I
NPOUCXOXKAEHUS, TPEBYIOLLNX OLLEHKN AaHHbIX

BMpPYCHOM Ge3donacHocTu n (unn) pucka Trd

5. NlameHeHne, o6ocHoBaHHOE pesynbTatamu
nccnefoBaHus GUO3KBUBANIEHTHOCTU

6. 3ameHa oaHOro BcromMoraTenbHOro

BeLecTBa CXO04HbIM BCNOMOraTesibHbIM

BELLECTBOM C TeMM e (PYHKLMOHANbHbIMU 1,3,4,5,6,7,8,9 1B
XapaKTepUCTUKaMn B aHanorm4Hom

KonmyecTee

Ycnosus

1. laMeHeHnst pyHKUMOHAarbHbIX XapaKTepUCTUK NeKapCcTBEHHOW (hOPMbI, HAaNPUMeEp, BPEMEHW pacnagaeMocTy,
nNpodunsa pacTBOPEHNS OTCYTCTBYIOT.

2. Bcakyto He3HauMTENbHYH KOPPEKLIMIO COCTaBa Ans NoAAep)aHus obLlen maccbl He06X0AMMO OCYLLECTBATb
BCMoOMoraTerbHbIM BELLECTBOM, COCTaBNSAOLLMM B HACTOSILLEE BPEMS OCHOBHYIO YacTb JleKapCTBEHHOrO npenapara.

3. Cneumndukaums nekapcTBEHHOro nNpenapara o6HOBMEHa B YacTu BHELLHEro Buaa/3anaxa/Bkyca 1, npu
HeoBX0AMMOCTH, UCKIMIOYEHO MUCTbITAHUE Ha MOAJIMHHOCTb.

4. HayaTbl COOTBETCTBYIOLLME UCCIIEA0BaHUS CTabUMBHOCTU B COOTBETCTBUW C YCTAaHOBMNEHHbIMU TpeboBaHnamu (¢
ykaszaHneM HOMEepPOB Cepuit); MPoaHanM3npoBaHbl COOTBETCTBYIOLLME NapamMeTpbl CTabunbHOCT HE MEHee YeM Ha OBYX
OMbITHO-MPOMBILLIIEHHBIX U NPOMBILLINIEHHbLIX CEPUAX; B PACMOPSIKEHUN 3asiBUTENS HAXOAATCS YOOBNETBOPUTENbHbIE
pe3ynbTaTbl, N0 MEHbLUEW Mepe, 3-MeCSAYHOro n3yyYeHns cTabunbHOCTH (Ha MOMEHT BBEAEHUS nameHeHui I1A Tuna un



yBegomreHns 06 nameHeHusx 1B tuna); npodunb cTabunbHOCTH CXOX C YTBEPXKAEHHBLIM B HAacTosLLee BPeMs
npodunem. NoareepxaeHne Toro, 4To uccrnefosaHnsa OyayT 3aBepLUeHbl, 1 YTO ecrnu pesynbTaTbl Ha KOHeL, Cpoka
rOAHOCTM He ByAyT yKknagbiBaTbCs B cneumdukaummn nunm noTeHumanbHO He yKnaabiBaTbCs B cneumdukaumm, nx
HeMeaneHHO NpeacTaBsAT YNONHOMOYEHHOMY OpraHy Hapsgy ¢ npeanaraembslM nnaHoM gencTenii. Kpome Toro, B
COOTBETCTBYIOLLMX Cry4asax He0bXoAMMO NPOBECTU UCTbITaHne PoToCTabnnbHOCTH.

5. Bce HoBble KOMMOHEHTbI AOMKHbI YA0BNETBOPATL TPEOOBaHNAM COOTBETCTBYIOLMX AOKYMEHTOB Pecny6nvku
KasaxcTaH, kacatowmxcs KpacuTenen, Ucnonb3yemMblX B NULLEBOW NPOMbILLNEHHOCTH, N BKYCOBbIX [00aBOK.

6. Hn oanH HOBBIN KOMMOHEHT He NpeanonaraeT UCMoNb30BaHWE MaTeprarosB YernoBEYEeCKOro 1nm XXMBOTHOTO
MPOVCXOXAEHUS, TPEDYIOLLMX OLLEHKN AaHHbIX BUPYCHOWM 6€30MacHOCTV U COOTBETCTBUSA AeNCTBYIOWMUM TpeboBaHnAM
locynapcTtBeHHon Papmakonee Pecnybnuku KazaxctaH no MMHUMU3aLmMM pucka nepeaaym areHToB rybyaTom
3HUedanonaTum X1BOTHbIX NOCPEACTBOM fEKapCTBEHHbIX NPenapaToB AnA MEAULMHCKOTO Y BETEPUHAPHOTO
NPUMEHEeHs.

7. B COOTBETCTBYIOLLMX CIyYasnX M3MEHEHNS HE BIMSAIOT Ha pasnuynsa Mexay A03MPOBKaMU U He OKasbiBaloT
HeraTVBHOIO BNNSIHWSA HA BKyCOBble CBOMCTBA JlIeKapCTBEHHbIX MpenapaToB, MPeAHa3HavYeHHbIX 4N AeTeN.

8. MNpodunb pacTBOPEHNSI HE MEHEE YeM ABYX OMbITHO-NPOMbILLIIEHHBIX CEPUIN HOBOMO fleKapCTBEHHOrO nNpenapara
COMOCTaBUM CO HEM3MEHEHHBIM (OTCYTCTBME 3HAYMTENbHBIX PA3NNYNIA C TOYKN 3PEHNS CONMOCTaBUMOCTN — CM.
MpaBuna nposeaeHus ncenegoBaHuin GnoaksmBaneHTHOCTH). Mpr HEBO3MOXXHOCTU NMPOBEAEHUS UCTIbITaHNS
pacTBOPEHUS C fleKapCTBEHHBIMU pacTUTENbHLIMU NMpenapaTtaMm BpemMsi pacnagaemMoCcT HOBOTO fIeKapCTBEHHOMO
npenapara CornocTaBnuMO CO HEM3MEHEHHbIM.

9. N3ameHeHne He aBNseTCcs crneacTBUeM HeCTabunbHOCTU 1 (MNU) He AOIMKHO CKa3biBaTbCa Ha 6esonacHocTH, T.e.
pasnuunsax Mexagy 403VpPOBKaMu.

10. PaccmaTpurBaembivi NnekapCTBEHHBIN NpenapaT He SBNsSeTcs b1nonormyeckum/MMMyHONOrMYeCKMM NekapCTBEHHBIM
npenapaTom.

HokymeHTaums

1. MonpagBka k cooTBeTCTBYOLWEMY(MM) pa3aeny(am) Aocbe, BKIOYasi METOAbI UCTIbITAHWUS HA NMOAMMHHOCTE BCEX HOBbIX
Kpacutenew (ecnv NpMMEHMMO), @ Takke NepecMoTp MHGOPMaLMK O NIeKapCTBEHHOM MpenapaTe COOTBETCTBEHHO.

2. eknapauus, 4To HavaTbl Tpebyemble nccneaoBaHWs CTabunbHOCTN B COOTBETCTBMMN C YCTAHOBIEHHBIMM
TpeboBaHUsIMU (C YKazaHWEM HOMEPOB CEPUIA); U YTO (B COOTBETCTBYHOLLMX CIy4asix) HA MOMEHT BBEAEHNUS U3MEHEHUIA
B €ro pacnopsiXeHUn Haxoamnmcb Tpebyemblie MUHUMAanbHbIE YAOBNETBOPUTENbHbIE AaHHbIE MO CTabUITbHOCTM; U YTO
nMetloLLMecs faHHble He CBUAETENLCTBOBANM 0 Kakon-nmbo npobneme. Heobxoanmo Takke npeactaBuUTb
noAaTBepXaeHue Toro, YTo uccrefoBaHms 6yayT 3aBepLUeHbl, U YTO eCnn pe3ynbTaThl He OyayT yknaabiBaTbCs B
crneuundmrkaumm nnm NoTeHUMarnbHO He yknaapiBaTbCa B cneuudurkaumm Ha KOHeL, Cpoka roaHoCTU, X HEMeANEHHO
npeacTaBsaT yNoNHOMOYEHHOMY OpraHy Hapsiay ¢ npeanaraemelM nNnaHoM AeNCTBUNA.

3. Pe3ynbTaTthl uccnenoBaHuin CTabunbHOCTU, MPOBEAEHHBIX B COOTBETCTBMU C YCTAHOBIEHHLIMU TpeboBaHUAMU, NO
3HaYMMbIM NapamMeTpaM CTabuUNbHOCTM HE MEHEE YEeM Ha ABYX OMbITHO-NPOMBILLIEHHBIX UIN NPOMBILLIEHHbIX CEPUSX,
OXBaTbIBAKOLWUX HE MeHee 3 MecCsLEB, Y NOATBEPXAEHNE TOr0, YTO YKa3aHHbIE UCCeaoBaHns OyayT 3aBepLUEHbI, U
ecnu pesynbTaThl He OyayT yknagbiBaTbCs B CneuuduKkaumm unm noTeHLUManbHO He YKNaabiBaTbCs B cneumdukaummn Ha
KOHEeL|, CpoKa roHOCTU, UX HEMELANEHHO NPeACTaBaT YNONHOMOYEHHOMY OpraHy Hapsay ¢ npeanaraeMbiM nraHoM
OEencTBUN.

4. B cooTBeTCTBYOLMX Cryyasix 06pasLbl HOBOro NekapcTBEHHOro npenapara.

5. NIn6o ceptudpmkat cooteetcTeusi EBponenckon Papmakonen no T Ha nobOV HOBLIN UCTOYHMK MaTepuana, nMnbo
(ecnv NpMMEHMMO) JOKYMEHTanbHoe NOATBEPXKAEHNE TOro, YTO UCTOYHUK MaTepuana, NoABepXXeHHbI pucky TI3,
paHee NpoBepPEH YNOMHOMOYEHHbLIM OpraHoM; 1 GbIN0 NOATBEPXKAEHO €ro COOTBETCTBME AENCTBYHOLLEN CTaTbe
locynapctBeHHon Papmakonee Pecnybnuvku KazaxctaH no MMHUMU3aUmMy pucka nepeaaym areHToB rybyaTom
3HUedanonaTnm X1BOTHLIX NOCPEACTBOM fIEKaPCTBEHHbIX NpenapaToB ANst MEAULIMHCKOTO U BETEPUHAPHOTO
npuMeHeHus. [ns Kaxgoro Takoro poga marepuana Heobxoaumo nNpeacTaBuTh crieQylolumne CBeAeHNs: Ha3BaHe
NPOU3BOANTENS; BU KMBOTHBIX U TKAHW, U3 KOTOPbIX MONy4YeH Matepuan; CTtpaHa NpoNCXOXOEHUS XUBOTHBIX U ero
NCMNonb30BaHue.

6. B coOTBETCTBYIOLMX CryYasax AaHHble, NOATBEPXKAAoLWMe TO, YTO HOBOE BCMOMOraTefibHOE BELLECTBO HE
B3aVMOLENCTBYET C aHaNUTUYECKUMM METOAUKaMU crieumnduKaLmMm NekapcTBEHHOMO npenapara.

7. Heob6xooMmMo nocpeacTBOM Haanexawen dapmaueBTU4eCcKon pa3paboTky (BKIHo4as BONPOCkl CTabUNbHOCTU U
NPOTUBOMMKPOBHOIO KOHCEPBUPOBaHUSI, ECIM NPUMEHMMO) NpeacTaBnTb 060CHOBaHNE CMeHbI/BbIGopa
BCMOMOraTesbHbIX BELLECTB U T.4.

8. CpaBHuTENbHbIE AaHHbIE NPOGUNA PAaCTBOPEHUS TBEPAbIX JIEKAPCTBEHHbIX (POPM HE MEHEE YEM Ha OBYX OMbITHO-
NPOMBILLMEHHBIX CEPUSIX NTEKAaPCTBEHHOIO NpenapaTta HOBOrO M CTaporo COCTaBoOB. B OTHOLLEHUN NekapCTBEHHbIX
pacTUTENbHBLIX MPenapaToB AOCTAaTOYHbI AaHHbIE CPaBHUTENBHON pacnagaeMocTu.

9. O60oCHOBaHMWSA HEMpeACTaBMNEeHNs pe3ynbTaToB HOBOTO UCCNeAOoBaHUS] GBUO3KBMBANEHTHOCTM B COOTBETCTBUM C
MpaBunamn npoBeaeHnst MCcrneaoBaHnii GUO3KBMBANEHTHOCTM.



B.ll.a. 4 UameHeHne maccbl 060M04KM
nekapcTBeHHbIX OPM ANs npuema BHYTPb Ycnosus Tpebyemas gokymeHTaums
UNN U3MEeHEeHne maccbl 060N0YKM Kancynol

Buno
npoueaypsl

a) Teepable NekapcTBeHHble (opMbl A4S

1,234 1,2 IA
npuema BHyTPb

6) NekapcTBeHHbIE POPMbI C OTCPOYEHHBIM,

MOANULMPOBAHHBIM UM NPONOHIMPOBAHHBIM

BbICBOOOXXAEHMEM, B KOTOPbIX 060M104Ka Il
SIBNSAETCA KMNoYeBbIM hakTopom

BbICBOOOXOEHNS

Ycnosus

1. Mpodunb pacTBOpeHNs He MeHee YeM ABYX OMNbITHO-MPOMBILLINIEHHBIX CEPUIA HOBOTO NleKapCTBEHHOrO npenapaTta
COMOCTaBMM CO cTapbiM. [1py HEBO3MOXXHOCTM MPOBEAEHNS UCMNbITaHWNSA PACTBOPEHNS C NMEKapCTBEHHbIMU
pacTuTenbHbLIMY NpenapaTtamMmn BpeMs pacnagaemocTi HOBOrO NekapcTBEHHOro npenaparta B CPaBHEHUW CO CTapbIM.
2. Obonoyka He SiBNAETCS KMoYeBbiM DAKTOPOM MexaHn3ma BblCBOBOXKAEHUS.

3. Cneuudmrkauus nekapCTBEHHOro npenapaTta 06HOBMEHA MULLL B YacTW Macchl U pasmepoB (ecrnv NPMMEHNMO).

4. HavaTbl COOTBETCTBYHOLLME MCCNeaoBaHNsA CTabnNbHOCTN B COOTBETCTBUM C YCTAHOBMEHHbIMY TpeboBaHNAMN He
MeHee YeM Ha ABYX OMbITHO-NMPOMBILLNIEHHBIX UM MPOMBILLIIEHHBIX CEPUSIX; B PACMOPSHXKEHWUN 3asiBUTENSA HA MOMEHT
BBEAEHWNS UBMEHEHU HAXOAATCS YAOBMEeTBOPUTENbHbIE, MO MEHbLUE Mepe, 3-MeCAYHble AaHHble No CTabnnbHOCTY;
noaTBepXaeHne Toro, YTo uccnegoBaHus 6yayT 3aBeplueHbl. Ecnv pedynbTaTthl He yknagbiBaloTcs B crieumndmkaumm
UnNy NOTeHUManbHO He yknaabiBaTbCs B cneundukaumm Ha KOHeL, Cpoka rogHOCTU, UX HEeMeANEHHO npeacTaBaT
YNONHOMOYEHHOMY OpraHy Hapsay ¢ npegnaraemMbiM NnaHoMm AeVCTBUN.

[JokymeHTauns

1. MNonpaBka k cooTBETCTBYOLLEMY(UM) pa3geny(am) gocbe.

2. [eknapauusi, 4To HayaTbl TpebyeMble uccrneoBaHUs CTabuUbHOCTU B COOTBETCTBUM C YCTAaHOBIEHHBIMU
TpeboBaHUAMYM (C yka3zaHMEM HOMEPOB CEPUN); U YTO (B COOTBETCTBYHLLMX CIlydasix) HA MOMEHT BBEOEHUS U3MEHEHUN
B €ro pacnopsPKEHUN HaXoaWUnMChb Tpebyemble MUHUMarbHbIE YAOBNETBOPUTENBbHbIE AaHHbIE MO CTaBUNBHOCTU; U YTO
umerLLmecs AaHHble He CBUAETENbCTBOBANM O Kakon-nmbo npobneme. Heobxoammo Takke NpeacTaBnTb
noaTBepXaeHme Toro, YTo uccrefoBaHms 6yayT 3aBepLUeHbl, U YTO eCnn pesynbTaThl He OyayT yknaabiBaTbCs B
cneumdurKaummn Unm NoTeHUMansHO He yKnaabiBaTbCsl B cneumdurKaLmm Ha KOHeL, cpoka rogHoOCTW, X HeMeAIEHHO
NpeacTaBAT YNOIHOMOYEHHOMY OpraHy Hapsay ¢ npeanaraembivM nnaHom genctamin. Kpome Toro, B COOTBETCTBYHOLLUX
cnyyasx HeobXxoaAMMO NPOBECTU UCTbITaHNE hOTOCTabUNBHOCTU.

B.ll.a. 5 NameHeHune KoHLEeHTpaLmm
OAHOA03HOro, NOMHOCTLIO BBOAUMOTO

napeHTeparnbHOro nekapcTBeHHOro npenaparta Bua

o Ycnosus Tpebyemas gokymeHTaums
Npy HEM3MEHHOCTUN COAEPXKaHUSA aKTUBHOWM npoueaypbl
bapmMaueBTUYECKOW CyOCTaHLMN HA €ANHNLY
[o3bl (T.€. 4O3UPOBKN)

1]
B.1l.a. 6 VckntoveHne KoHTerHepa ¢ Bun
Ycnosus Tpebyemas gokymeHTaums
pacTBoputenem/pa3baButenem U3 ynakoBKku npouenypbl
1,2 1B

JokymeHTauus
1. O60CHOBaHME UCKIIOYEHWS, BKITKOYAS yKa3aHWe Ha anbTepHaTUBHbIE CMOCOOLI MONyYeHus
pacTBoputens/paszbaButens B Lensx 6e3onacHoro 1 3deKTMBHOrO NPUMEHEHUS NeKapCTBEHHOIO Npenapara.
2. NepecmoTpeHHasn nHdopmaums o fiekapcTBEHHOM Mnpenapare.
B.Il. 6) MpownsBoacTeo
B.11.6. 1 3ameHa npon3BoaCTBEHHOM

nnoLagkv Ans YacTv unm Bcex NpoLeccoB Ycnosusi Tpebyemas [okymeHTauums I'IpOLBI,eMEypr
Npou3BOACTBA NEKapCTBEHHOrO Npenapara

a) MNnowaaka Nno BTOPMYHOM ynakoBke 1,2 1,3,8 1A

0) MNnowaaka No NepBMYHON YNakoBKe 1,2,3,4,5 1,2,3,4,8,9 1A

B) MNnowaaka, Ha KOTOPOM OCyLLECTBASIOTCA Il



NPOM3BOACTBEHHbIE ONepaummn Ans
Bronornyecknx/MMMyHONOrM4ECKNX
nekapCTBEHHbIX MpenapaTos unu
niekapcTBEHHbIX (POpM, MPOM3BEAEHHbIX C
MOMOLLIbIO CIIOXHBIX MPOU3BOACTBEHHbIX
MPOLIECCOB, 3@ UCKIIOYEHNeM Bblinycka
Cepuii, KOHTPONS KayecTsa cepun n
BTOPWYHOW YNaKOBKN

r) MNnowagaka, TpebytoLas nposeaeHus
NEePBUYHOW UNWN NPOAYKT CneumdnyHONn Il
MHCNeKunn

4) MNnowaaka, Ha KOTOPOW OCYLLLECTBNATCA
nobble NPON3BOACTBEHHbBIE Onepauuy Ans
HeCTepUIbHbIX NEKapCTBEHHbIX
npenapartoB, 3a UCKMYEHNEM BbIMycKa
CepUi, KOHTPOSIS CEpPUI, NEPBUYHON U
BTOPVYHOW YNaKOBKN

1,2,3,4,56,7,8,9 B

e) lNMnowagaka, Ha KOTOPOW OCYLLECTBAAIOTCA
nobble NPON3BOACTBEHHbIE ONepaLun co
CTepUnbHbIMU NeKapCTBEHHbIMU
npenapatamu, NPOU3BOASALLMMUCS C
MCnonb3oBaHWEM acenTUYecknx MeToaoB
(nckniovast Guonornyeckue/
VMMMYHOMOTMYECKNe NeKapcTBEHHbIE
npenaparbl), 3a UCKIIOYEHNEM Bbinycka
cepwii, KOHTPONS KayecTBa cepun n
BTOPUYHOW YNaKoBKu

1,2,3,4,57,8 IB

Ycnosus

1. Hanuumne cepTtudmkata Hagnexatlien nponsBoAcTBeHHON npakTukn (GMP) npon3soacTBeHHOW NnoLwaaku
nepepatoLLen U NPUHMMALOLLE CTOPOHBI.

2. MNnowagka nNMueH3npoBaHa B yCTaHOBNEHHOM nopsiake (4515 Npou3BOACTBA paccMaTpMBaeMom NeKapCTBEHHOMN
opMbl AN NEeKapCcTBEHHOIO NpenapaTa).

3. PaccmaTpurBaembiin NekapCTBEHHbIV NpenapaTt He SBNSeTCS CTEPUNbHBIM.

4. B cooTBeTCTBYIOLMNX CryYasix, HAaNpMMep, B OTHOLLEHUW CYCNEH3NA UNN 3MyINbCUN, UMEETCA CXeMa NepBUYHON
3KCMepTU3bl N B COOTBETCTBUM C TEKYLLMM MPOTOKONIOM YCMNELLHO NpoBeAeHa NepBMYHas akcnepTn3a HOBOW
NMNOLWaaKN C He MeHee YeM TPeMS NPOMbILLIIEHHBIMU CEPUSMMU.

5. PaccmaTpuBaeMblin iekapCTBEHHbIN NpenapaT He ABnseTcs 6Monormyeckum/ MIMMYHONOTMYECKUM.

HokymeHTaums

1. MNoaTBepxaeHve Toro, YTO NpeanaraemMas nroLwaaka NMUeH3npoBaHa B YCTaHOBEHHOM Mopsake Ans NpoM3BoACTBa
nekapcTBeHHOW POPMbI UM paccCMaTpMBAEMOrO NIEKapCTBEHHOMO Npenapara.

2. B cOOTBETCTBYIOLMX Cry4asx He0OXoauMO ykasaTb HOMepa Cepuii, COOTBETCTBYHOLLME pa3mMep Cepumn u aarty
npousBoAcTBa cepuii (3), UICNONb3oBaHHbIE B BanMaaLMOHHOM UCCNEeAoBaHUA, Y NPeACTaBUTb AaHHbIE NEPBUYHOM
9KCNEepPTU3bI UM MPOTOKOI (CXeMy) MEPBUYHON KCMEPTU3bl, MOANEXalLmn nogaye.

3. B dopme 3asBneHns 0 BHECEHUM M3MEHEHUI HEOOXOAUMO YETKO yKasaTb "Tekylmx" n "npegnaraembix”
Npo13BOAMTENEN NEKAPCTBEHHOIO Npenapara (cornacHo pasgeny 2.5 opmbl 3asiBneHunst).

4. Konun yTBEpXXAEHHbIX cneumndmrkaumnin Ha BbIMyCcK U KOHEL, CPOKa rogHOCTU (€CNMN NPUMEHVMO).

5. [aHHble aHann3a 04HON NPOMBbILLIIEHHON CepUn 1 ABYX OMNbITHO-MPOMbILLNEHHbLIX CEPUA, UMUTUPYIOLLIMX NPOLIECC
NPOV3BOACTBA (MW ABE NPOMbILUIIEHHbIE CEPUM) U CPABHUTESbHbIE AaHHbIE C TPEMS CEPUSMM, NPOM3BEAEHHBIMU Ha
npeablayLiern Npon3BoACTBEHHON nnowaake. Mo 3anpocy Heo6xoaAMMO NpeAcTaBuUTb AaHHbIE MO CreayLwum ABYyM
NOSHLIM NMPOMBILLMIEHHBIM CEPUSIM; HEOOXOAMMO COOBLLMTL, €CNK pe3ynbTaTbl aHanNM3a He yKnagbliBaTcs B
cneundmrkaumio, 1 NPEANIOXNTb NNaH JENCTBUN.

6. CooTBeTCTBYIOLLME AaHHbIE NEePBUYHOWN 3KCMEPTU3bI, BKNOYasA pe3ynbTaTbl MMKPOCKONUU pacnpeneneHuns no
pa3Mepam 4acTuL, U X MopcONOrMmN MSITKUX U XXMOKUX NIEKAaPCTBEHHBIX POPM, B KOTOPLIX (hapMaueBTU4eckas
cybCcTaHUmMs HaXoaMTCS B HEPaCTBOPEHHOM COCTOSTHUN.

7. Ecnu Ha HOBOW NPOU3BOACTBEHHOM NIOLWAAKN B KAYECTBE MCXOLHOMo Matepuana UCnosnb3yeTcs akTuBHas
bapmaueBTUYeckasi cybcTaHuusi, — Aeknapauus ynofiHOMOYEHHOro NuLa NnoLaakM, OTBETCTBEHHOTO 3a BbiNyck
cepwi, YTO aKTMBHas hapmaueBTuieckas cybcTaHumsa nponssegeHa B COOTBETCTBUM C [MpaBunamu Hagnexatlemn



NpoV3BOACTBEHHOM NpakTuke Pecnybnuku KaszaxctaH Ansi UCX04HbIX MaTepuanos.

8. MNMonpaBka k cooTBeTCTBYIOWEMY(MM) pasgeny(am) aocee.

9. Ecnu npon3BoacTBeHHas nnoLiaaka v nrnowaaka, Ha KOTOpOKn OCYLLECTBNSETCHA NepBUYHAsA yNakoBKa, pas3nuyaroTcs,
HeobxoaMMOo onucaTtb U BanmamMpoBaTh YCIOBUS TPAHCNOPTUPOBKN U XpaHeHUst HepacdacoBaHHoro npenaparta (bulk).

MpumevaHus:

B.11.6.2 N3ameHeHne nmnopTepa,
cornalleHuin o BbIMyCke Cepuii U UCNbITaHU
MO KOHTPOJTIO KayeCTBa JIEKapCTBEHHOIO
npenapara

a) 3ameHa nnu gobasneHue NnoLagkun, Ha
KOTOPOW OCYLLECTBNSETCS KOHTPOIb
KayecTBa/McnbITaHne cepui

0) 3ameHa nnu gobasneHne
NpoM3BOANTENS, OTBETCTBEHHOIO 3a BbIMYCK
cepun Guonormndeckoro/
MMMYHOOMMYECKOro fieKapCTBEHHOIO
npenapara v nobbiXx METOAOB UCMLITAHNIA,
OCYLLECTBNSIEMbIX Ha nnowagke,
aBnsowmxcs Guonormdeckmm/
UMMYHOJTOTMYECKUM METOAOM

B) 3ameHa nnu gobasneHve
NPOV3BOANTENS, OTBETCTBEHHOIO 3a BbIMYCK
cepun

1. 3a ncknoyeHnem KOHTpons kavecTtsa/
ucnbiTaHNe cepun

2. Bknoyas KOHTpOnb KayecTBa/ucnbiTaHne
cepun

3. Bknoyas KOHTpOnb KayecTBa/ucnbiTaHne

Mpn n3ameHeHUn NN HOBOM NPOM3BOLACTBEHHON NMoLWaaKe B CTpaHe 3a
npeaenamu Pecny6nuvkm K, ¢ KOTOpPOI He 3aKoyYeHOo cornalleHne o
B3aMMHOM npusHaHum GMP, gepxartenam 0o nogadv yBegoMIieHnst
pekomeHayeTCst MPOKOHCYNbTUPOBATLCS C YNONTHOMOYEHHBIM OPraHoOM 1
npeacTaBUTb CBEAEHUS O BCEX NPeAbIAYLLMX MHCMEKLUUSX 3a NocneaHue
2-3 roga u (Mnun) Bcex 3annaHupoBaHHbIX MHCMEKUUSAX, BKNoYasa Aathbl
WHCMEKLMI, KaTeropum MHCMEKTUPYEMbIX NPOAYKTOB, HAA30pHOE
BEJOMCTBO U Npoyne cBedeHus. [leknapaunm ynonHOMOYEHHOro nuua,
3aTparvBaloLLme akTUBHYH hapmaLeBTUYECKY0 CyOCTaHLMIo.
Oepxatenu nuueH3un Ha NPoM3BOACTBO 06s13aHbl B KA4YECTBE MCXOAHbIX
MaTepuanoB NCMNOMb30BaTh UCKMIOYNTENBHO aKTUBHbIE
apmMaueBTMYeECKne cybCcTaHLUN, NPOM3BeAEHHbIE B COOTBETCTBUM C
GMP, noaTtomMy kaxapblvi AepxxaTtenb NULEH3UN Ha NPOM3BOACTBO 0653aH
npoAeKnaprpoBaTb, YTO OH B KAYECTBE MCXOOHOrO MaTepuana ucrnonb3yeT
aKTUBHYI0 (hbapMaLeBTMYECKYHO CyOCTaHUu0, NPON3BEaEHHYHO B
cooTBeTcTBUM ¢ GMP. Kpome Toro, nockornbKy yNnorHOMOYEHHOe Nnuo,
OTBETCTBEHHOE 3a cepTudmKaLuuio cepun, 6epeTt Ha cebs obLuyto
OTBETCTBEHHOCTb 3a KaXXaylo Cepuio, eCnu NnoLlaaka, BbinyckawoLwasa
ceputo, OTNMYaEeTCs OT yYKasaHHOW BblLLe, YNTONTHOMOYEHHOE UL,
OTBETCTBEHHOE 3a cepTudmkaumo cepum, 4OMKHO NPeacTaBUTb
OONOMNHUTENbHYIO AeKnapauumio.

Bo MHOrMx criy4asx BOBNeYeH NuLlb OAWH AepXaTenb NULEH3MN Ha
npon3BOACTBO, NO3TOMY NoTpebyeTcs nuwb ogHa geknapaumnsa. OgHako,
€Cny BOBeYeHbl HECKOIbKO BrafenbLeB NMUEH3MI HAa NPOU3BOACTBO,
BMECTO MOAAa4M HECKOMbKMX AeKnapaumi 4onycKaeTcs noaaTtb O4HY
Aeknapaumio, NognMcaHHyo OAHUM YNONTHOMOYEHHbLIM ULOM. 3TO
O0MyCTUMO NpU YCroBUM TOTO, YTO:

B AeKnapaunm 4eTKo yKa3aHo, YTO OHa nognucaHa oT nuua Bcex
BOBJIEYEHHbIX YMONTHOMOYEHHbIX MKL,.

Bua
Ycnosus Tpebyemas gokyMmeHTauus npoueaypbI
1,23 1,2,5 IA

Il
1,3 1,2,34 A
1,2,3, 1,2,3,4 1A



B1oNorM4ecKoro/MMMyHOIOMMYeCKoro
nekapcTBEHHOro npenapara u oauH 13
MEeTOAO0B UCMbITaHWIA, OCYLLEeCTBMSEMbIA Ha
nnowagke sensaetca buonormyeckum/
UMMYHOSOMMYECKNUM/ UMMYHOXUMUYECKUM

Ycnosus

1. MNnowaaka nuueH3npoBaHa B yCTaHOBNEHHOM NOpsiaKe.

2. JlekapcTBeHHbIV Npenapar He ABMseTcs 6onorM4ecknM/MMMYHONOMMYECKUM NIEKapCTBEHHBIM NpenapaToM.
3. TpaHcdep TexHonorM co CTapoi Ha HOBYH NIOLWAAKY UMK HOBYHO UCMbITaTENbHYO nabopaTtopuio NponsBeaeH
yCMEeLLUHO.

[HokymeHTauns

1. Konua nuueHsnii Ha npou3BoACTBO UMK B UX OTCYTCTBUE — cepTudmkat GMP, BbiaHHbIN B TeYeHNe Tpex
nocnefHyX NeT COOTBETCTBYOLLMM YMOSIHOMOYEHHBIM OpraHoM.

2. B dhopme 3aaBneHns 0 BHECEHUN U3MEHEHUIN HeOBX0AMMO yka3aTb "Tekywmx" n "npeanaraemsix" nponssoanTenen
rlekapcTBEHHOro npenaparta (cornacHo pasgeny 2.5 dhopmbl 3asBreHns).

3. feknapaumnsi ynonHOMOYEHHOIo n1ua, OTBETCTBEHHOIO 3a cepTudnKaLmio cepun, B KOTOPOW yKasblBaeTCs, 4YTO
npounsBoanTENb(M) aKTUBHOW hapmaLeBTU4eCKON cybCcTaHumm, ykasaHHON B permcTpaLumoHHOM Aocke, paboTaeT B
cooTtBeTCcTBUM C MpaBunamm Hagnexallen NponssBoaCcTBEHHON NpakTukn Pecnybnvkm KasaxctaH Ans McxogHbix
maTtepwuanos. Mpu onpeaeneHHbIx 06CcToATENBCTBAaX AOMYCKaeTCA NPEACTaBNATbL OAHY Aeknapauumio (CM. npumMeYaHue K
nameHenuto b.11.6.1).

4. MNonpaBska k cooTBeTCTBYOLWEMY(MM) pasgeny(am) Aocbe, BKOYas nHopmaumm o nekapCTBEHHOM npenapare.

B.11.6.3 NameHeHne npouecca
NpPOM3BOACTBA NIEKAPCTBEHHOIO Npenapara,

o Bu
BKITIO4asA NPOMEXYTOUHbIV NPOAYKT, Ycnosus Tpebyemas gokymeHTaums 0 on e0VDbI
ncnonb3yemblii B NPON3BOACTBE poLieayp
nekapcTBEHHOro npenapaTta
a) HesHaunMble nsmeHeHus npouecca
) pou 1,2,3,4,5,6,7 1,3,4,5,6,7,8 IA

npon3BOACTBa

6) 3Haunmble N3MeHeHUst Npolecca

NpOV3BOACTBA, OKa3blBaloLne

CyLL,eCTBEHHOE BriYsiHNE Ha KavecTBo, Il
6e3onacHOCTb M 3 PEKTUBHOCTD

NekapCTBEHHOro npenapara

B) JlekapcTBeHHbIV Npenapar sBnseTcs
BMONornMYecKNM/MMMYHONOIMYECKIM, U
n3MeHeHune TpebyeT oLeHKn
COnocTaBMMOCTHU

r) BeegeHve HecTaHOAPTHOMO
TepMUHanbLHOro MeToaa cTepunusauum

A) BeegeHne nnun ysenuyeHne n3bbiTka,
MCMOMb3yeMOro B OTHOLLEHWUWN aKTUBHOW I
thapmaueBTUYECKO CcybCcTaHUmMm

e) HesHaunmoe nsmeHeHve npouecca

Npon3BOACTBA BOAHOW CycneH3un Ans 1,2,4,6,7,8 1B

npuema BHyTPb

Ycnosus

1. 'ameHeHns kayeCTBEHHOTO Ui KONMMYECTBEHHOTO Npoduns npumecen nnm usamko-XMMmnyecknx CBOMCTB
OTCYTCTBYIOT.

2. NIameHeHne kacaeTcsa TBEPAON NeKapCTBEHHON hopMbl NS Npuema BHyTpb/pacTBopa Anst NpyueMa BHYTPb C
HemeaNeHHbIM BbICBOOOXAEHNEM N paccMaTpUBaEeMbI NeKapCTBEHHbIN npenapar He siBNsSieTcst
61oNorM4eCKUM/MMMYHONOMMYECKAM UINN PaCTUTENBHBLIM.

3. MpuHUKMN nponsBoaACTBa, BKIHOYAsA OTAENbHbIE €r0 3Tanbl, HE NU3MEHSIIOTCSA, Hanpumep, obpaboTka NPOMEXYTOUHbIX
NpPOAYKTOB, OTCYTCTBYHOT M3MEHEHUS KaKUX-NOO pacTBOpPUTENEN, UCMONb3YEMbIX B NpoLecce NpoM3BoACTBa.

4. 3aperncTpmpoBaHHbIf B HacTosiLLiee BpeMs MPOoLEecC NPOM3BOACTBA KOHTPOMNMPYETCS BHYTPUMPON3BOLACTBEHHbLIMU
KOHTPONSIMU, N UBMEHEHME TaKUX KOHTPOIEW (pacLuMpeHne Unm UCKINYeHne KpUTEPMEB NPpUEMNeEMocTur) He TpebyeTcs.



5. CneumndukaLumm nekapcTBEHHOro Npenapara UM NPOMeXyTOYHbIX MPOAYKTOB HEe N3MEHSIIOTCS.

6. No pesynbTaTam HOBOro NpoLecca AomKeH 06pa3oBbIBATbCA MAEHTUYHBIN C TOUKWU 3pEHUS] BCEX acMeKTOB kayecTBa,
6e3onacHoCTV N apHEKTUBHOCTN NEKapCTBEHHOro npenapara.

7. CornacHo cooTBeTCTBYOLWMM AokyMeHTaMm Pecnybnuku KasaxctaH HavaTbl COOTBETCTBYHOLLME MCCIIe0BaHUS
CTabunbHOCTM He MeHee YeM Ha OAHOW OMbITHON U NPOMBILLIIEHHOW Cepuu; B PacnopshikeHnn 3asiBUTENS HAaXoanaTcs
YAOBNETBOPUTESbHbIE Pe3ynbTaTbl, N0 MEHbLLEN Mepe, 3-MeCSYHOro usyyeHust ctabuneHocTw. MoaTBepkaeHue Toro,
4YTO MccreaoBaHus ByayT 3aBepLUeHbl, U ecnn pe3ynbTaTtel He ByayT yknaabiBaTeCcs B cneuudukaumm unm
NoTeHLUManbHO He yKnagplBaTbCsi B cneumduKaLmm Ha KOHEL, Cpoka roAHOCTH, UX HEMEANEHHO nNpeacTaBsAT
YNONMHOMOYEHHOMY OpraHy Hapsiay C npeanaraeMbIM MnaHom AecTBUN.

JokymeHTauus

1. MonpagBka k COOTBETCTBYOLWEMY(MM) pa3feny(am) 4OCbe.
2. B OTHOLIEHWNM MAMKNX M XUOKUX NeKapCTBEHHbIX (hOPM, B KOTOPbIX aKkTUBHasA hapmaleBTnyeckas cybcrtaHums
HaxoAMTCs B HepPacTBOPEHHOM COCTOSIHWW: HaAexallas nepBuYHas aKkCnepTn3a N3MeHeHus, BKNoYas MUKPOCKOMMIO
YacTuy B Lensx NpoBepKn BUANMBIX U3MEHEHNIA MOPAONIOrnK; CpaBHUTENbHbIE AaHHbIE O pacnpeaeneHun no pasvepy
YacTuy (AUCNEPCHOCTH), MOSyYEHHbIE Haanexalmm cnocobom.

3. B oTHOLEHUN TBEPAbIX NIeKapCTBEHHbIX POPM: AaHHbIE NPOMUIA PaCTBOPEHNSA OOHOW penpe3eHTaTUBHON
NPOMBILLMEHHON CEPUN U CPaBHUTENbHbIE AaHHbIE TPEX NOCNEeAHNX CEPUA, NPON3BEAEHHBIX C MOMOLLBIO NpeablayLLero
npouecca. Mo 3anpocy HeobxoAMMO NpeAcTaBWTb AaHHbIE NO CrieayoWwuM ABYM MOMHLIM NPOMBILLIIEHHBIM CEPUSM UMK
COoO0LWNTb, ecnn pe3ynbTaTbl HE YKNaabiBaoTCA B CNeUMdUuKaumnio 1 npeanoxuntb nnaH genctasmin. B otHoweHun
NeKapCTBEHHbIX PacTUTENbHbIX NpenapaToB AOCTATOMHbI AAaHHbIE CPaBHUTENBHON pacnagaemocTy.

4. ObocHOBaHMS HenpeacTaBeHNs pe3ynbTaToB HOBOMO UCCreaoBaHNsA GMO3KBMBANEHTHOCTU B COOTBETCTBUM C
MpaBunamu npoBefeHuns nccneaoBaHuin GuoakemeaneHTHocTn PK.

5. MNpu n3meHeHn napameTpa(oB) NpoLecca, KOTOpble CYUTAIOTCH HE OKa3bIBAOLWMMMN BNNSHUE Ha Ka4eCTBO
nekapCcTBEHHOro npenapaTa, AeKnapauus, YTo 370 JOCTUIHYTO B XoA4e paHee NPoBeAeHHON Of06PEHHON OLIEHKN
PWCKOB.

6. Konun cneuudmkaumin Ha BbIMYCK U KOHEL, Cpoka rogHOCTU.

7. JaHHble aHanu3a cepuii (B hopmaTe cpaBHUTENbHOW Tabnumupl), N0 MEHbLUEN Mepe, OOHON cepuu, NPOM3BEeLEHHON C
nomoLLbio 0406peHHoro 1 NpeanaraeMoro npouecca. o 3anpocy Heo6xoAMMOo NpeacTaBuUTb AaHHbIE MO CEeAYIOLWUM
OBYM MOMHBLIM NPOMBbILLIIEHHBIM CEPUAM; criegyeT coobLwuTb, ecnn pesdynbTaThl aHanu3a He yknaablBatoTcs B
cneundmrKkaumio 1 NPeaoXnTb NNaH JENCTBUNA.

8. [leknapaums, 4TO Ha4YaTbl COOTBETCTBYHOLUME NCCNEAO0BaHNS CTabUNbHOCTM B COOTBETCTBUN C AOKYMEHTaMu1
Pecny6nukn KasaxcTaH (C ykazaHuem HOMEPOB Cepuii) 1 ndy4eHbl Heobxoanmble napameTpbl CTabunbHOCTH, NO
MeHbLUEeW Mepe, Ha OAHOW ONbITHO-NMPOMBILLIIEHHOW UM MPOMbILLIEHHOW CEPUM U HA MOMEHT yBEAOMIIEHUS B
pacrnopsKeHUn 3asBUTENS HAXOOUNWCh YAOBNETBOPUTENbHbIE Pe3yrnbTaThl, MO MEHbLUEN Mepe, 3-MECAYHOrO N3y4eHus
CcTabunbHOCTW; 1 NpoduIb CTabNMBLHOCTU aHanorMyeH TekyLUen saperncTpupoBaHHon cuTtyaumu. NpegcrasneHo
NOATBEPXAEHNE TOro, YTO uccneaoBaHus OyayT 3aBepLUEHbI, U YTO ecnu pesynbTaTthl He ByayT yknaabiBaTbCs B
cneumdurKaummn Unm NOTEHUManbsHO He yKnaabiBaTbCs B cneumurKaumm Ha KOHeL, cpoka rogHOCTW, X HeMeaIeHHO
NpeacTaBsaT YNONHOMOYEHHOMY OpraHy HapsAy ¢ npegnaraeMbiM NnaHoOM AeNCTBUN.
B.11.6.4 NameHeHune pasmepa cepum

(BKNtoYas AnanasoHbl pasvepa cepum) Ycnosus Tpebyemas gokyMeHTaums
nekapcTBeHHoro npenapara

Bun
npoueaypbl

a) YkpynHeHwue Bnnotb Ao 10 pas no
CpaBHEHUIO C 0006pEHHBIM

6) PasykpynHenue go 10 pas 1,2,3,4,5,6 1,4 1A

B) lameHeHne TpebyeTt aHanusa
COMoOCTaBMMOCTH
61ONOrMYeCcKoro/MMMyHOOTMYECKOro
1IeKapCTBEHHOrO Npenapara unv usMeHeHue
pa3mepa cepun TpebyeT HOBOro
nccnenoBaHnsi GUO3KBMBANEHTHOCTU

1,2,3,4,57 1,4 IA

r) NameHeHwe 3aTparuBaeT Bce ocTasbHble
nekapcTBEeHHblE (DOPMbI, MPOU3BOASILLMECS
C NMOMOLLIbI0 KOMMIEKCHbIX MPOLECCOB
npou3BoacTBa

r) YkpynHeHue 6onee 10 pa3 no cpaBHEHWIO

1,2,3,4,5,6 B
C 040GPEHHBIM pasMepoM cepun



rieKkapCTBEHHbIX (POPM C HEMeAEHHbIM
BbICBOOOXAEHVEM (4118 npruema BHYTpb)

A) Macwtab npousBoacTea
6uonormyeckoro/ MIMMyHONOIM4ECKOrO
NeKkapCTBEHHOro npenapaTa
yBenuuunca/ymeHbLwnncs 6e3 usMeHeHust
npoLecca npou3soacTBa (Hanpumep,
aybnupoBaHve NuHUM)

1,2,3,4,5,6 1B

Ycnosus

1. \ameHeHue He BNUsieT Ha BOCNPOM3BOAMMOCTb U (M) NOCTOSIHCTBO KayecTBa NekapCTBEHHOro npenapara.

2. iameHeHne 3aTparuBaeT cTaHOapTHbIE NekapcTBEeHHbIe (hOpMbI A NPYEMa BHYTPb C HEMEANEHHbIM
BbICBOGOXAEHMEM UNN HECTEPUIBbHBIE XUOKNE NeKapCTBEHHbIE (POPMBbI.

3. JTiobble n3ameHeHnss METO0B NPOU3BOACTBA U (UNN) BHYTPUNPON3BOACTBEHHBIX KOHTPONEN HEOOXOANMBI NULLL AN
U3MEHEeHUsa pa3mepa cepuu, Hanpumep, Ucnonb3oBaHne obopyaoBaHWe OPYroro pa3mepa.

4. ImeeTcsa cxema NepBUYHON 3KCNEPTU3bI MU B COOTBETCTBUM C TEKYLLMM NPOTOKOSIOM YCMNELLHO NpoBeAeHa
nepBuYHas 3KCNepTM3a NPOM3BOACTBA HE MEHEE YEM Ha TPEX NMPOMBILLIIEHHBIX CEPUAX C HOBBIM pa3mMepoMm B
COOTBETCTBUM C NPUMEHUMbIMU TPebOBaHMAMM.

5. PaccmaTpurBaeMmblii NEKapCTBEHHbLIV NpenapaTt He siBNsieTcst B1onornyecknm/ MUMMYHOMOTMYECKUM.

6. MIameHeHne He JomKHO ObiTb CNeACTBUMEM HENPEABMAEHHbLIX CUTYaLUi, BO3HUKLLMX B XO4€e NPOU3BOACTBA, Unn
N3MeHeHUs1 CTabubHOCTU.

7. Pasamep cepuu yknagbiBaetcs B 10-kpaTHbIA AnanasoH, NpeayCMOTPEHHbIN Npy perncrTpauun, unu nocrne
nocneayLLero N3MeHeHus1, He sIBNABLLUErocs nameHeHnem |A Tuna.

JokymeHTauns

1. MNonpaBka k cooTBEeTCTBYOLWEMY(UM) pa3geny(am) gocke.

2. [aHHble aHanun3a cepuii (B hopmaTte cpaBHUTENbHON Tabnubl), N0 MEHbLUEN MEPE, OAHOW NPOMbILLIIEHHON Cepuu,
Npov3BEeAEHHON B 3apermcTpupoBaHHOM U npegnaraemMom pasmepax. o 3anpocy Heob6xoanmo npeacTaBuTb AaHHbIE
no criegyoLwum ABYM MOMHbIM NPOMBILLNEHHBIM cepusaM; aepxaTtenb PY 06a3aH cooblmTs, ecnv pesynbTaThl aHanmaa
He yKnaablBaloTcs B crieLmdmrkaLmio, u Npeanoxutb nnaH 4eNCTBUN.

3. Konnn ogobpeHHbIX cneumdmkauuin Ha BbiNMyCK 1 KOHEL, CpoKa rO4HOCTW.

4. B cooTBeTCTBYOLUX CryYasix HEO6X0AMMO yKasaTb HOMepa CepUi, COOTBETCTBYIOLLME pasmepy CEpyM 1 AaTe ux
npoussoacTtea (3), MCNONb30BaHHbLIX B BanuaaLlMOHHOM UCCNeA0BaHNM, UK NpeacTaBuTb NPOTOKOM (CXeMy) NepBUYHOWN
3KCNEpPTU3bI.

5. Heobxogumo npeactaButb pesyrnbTaThbl NEPBUYHON 3KCNEPTU3bI.

6. Pe3ynbTtaThl MCCneaoBaHnii CTabuUnbHOCTY, MPOBEAEHHBIE B COOTBETCTBMU C OKyMeHTamu PK, no 3HauumbIv
napameTpam cTabunbHOCTW, NO MEHbLLEN Mepe, Ha OOHOM ONbITHON UM NPOMbILLIIEHHON CEPUN, OXBaTbIBAIOLLEN, MO
MeHbLUE Mepe, TpM MecsaLa; NoATBEPKAEHNE TOro, YTO TakMe UccrneaoBaHus OyayT 3aBepLUEHbl, U YTO ecrnu
pesynbTaTtbl He ByayT yknaaeliBaTbCsa B cneuudmkauum unm noTeHumMansHo He yknaabiBaTbes B cneuundmkaumm Ha
KOHeL, CpoKa rogHOCTU, UX HEMEASIEHHO NPEeACTaBAT YNOJTHOMOYEHHOMY OpraHy Hapsay ¢ npeanaraembiM MiaHom
nencTeun. B oTHOLWEHNN BMONOrMYeCcKNX/MMMYHONOIMYECKMX CPEACTB: AeKnapauusi, YTO oLeHKa CONoCTaBUMOCTU He
TpebyeTcs.

B.1.6. 5 NameHeHne
BHYTPUNPOU3BOACTBEHHbLIX UCTbITAHWUIA UNA

Bun

KpuUTepues nNpuemMrnemMocTy, Ycnosus Tpebyemas gokymeHTaums -
MCMOMb3YIOLLMXCA NPY NPOM3BOACTBE poueayp
rleKkapCcTBEHHOro npenapaTa
a) YkecTo4eHve BHYTPMNpOn3BOACTBEHHbIX 1,2.3,4 1,2 A
KpUTEpMeB NpPMeMNemMocT
6) [lob6aBneHne HOBbIX MCMbITAHUIA UK 1.2.5 6 1,2.3.4,5 7 A
KpUTEpMEB NPUEMNEMOCTH

n
B) VIcknioyeHne HecyLLeCTBEHHOro 1,27 126 A

BHYTPUNPOMN3BOACTBEHHOIO UCMNbITaHUA

r) icknoyeHne BHYTPUNPOU3BOACTBEHHOTO
UCMbITAaHNSA, KOTOPOE MOXET CyLLECTBEHHO
NOBMUATL HA COBOKYMHOE KayecTBO
NeKapCTBEHHOTrO npenapara



) PaclwumpeHune ogobpeHHbIX

BHYTPUNPON3BOACTBEHHBIX KpUTEPUEB

NPUemMnemMocTi, KOTopble CyLLIeCTBEHHO Il
BMUSIIOT HA COBOKYMHOE Ka4ecTBO

neKapCTBEHHOro npenapara

€) [lobaBneHve nnm 3aameHa
BHYTPUMNPON3BOLCTBEHHOIO UCMbITAHNA U3 1,2,3,4,5,7 1B
coobpaeHuin 6e3onacHOCT UK KavecTBa

Ycnosus

1. lameHeHwue He aBnsieTcs crneacTBMeM kakoro-nubo obssatenscrsa, MPUHATOrO No pesynbTraTaM paHee NpPoBeAEeHHbIX
3KCNEepPTU3 C LieNblo aHanmsa KpuTepmeB NpMeEMINEMOoCTH cneumdmKkaummu (HanpuMep, B XO4e perncTpaumm unv BHeCeHus
nameHenun Il Tuna).

2. \ameHeHne He sBnseTca cneacTBMEM HenpeaBUOEHHbBIX CUTYaLUiA, BOSHUKLLUX B X04e NPpOM3BOACTBa, Hanpuvep,
HoBas HekBanuMduUMpoBaHHas NPUMECh, U3MEHEHUE NPEeaerioB COAEPXXaHUsi CyMMbI MpUMecen.

3. ITloboe nameHeHne OOMKHO yKNaabiBaTbCH B AMana3oH TeKYLUX 0f0OpEHHbIX KpUTEPUEB NPUEMITEMOCTH.

4. AHanuTnyeckas MeToanka He U3MEHSIETCS UM U3MEHSIETCA He3HAYMTENbHO.

5. Hn oguH HOBBIV MeTOA UCMbITAHWSA HE OCHOBAH Ha HOBOW HECTAHAAPTHOW METOAONOMN U CTaHO4aPTHON
MEeTOL0I0TUN, UCTIONb3YEeMOW NO-HOBOMY.

6. HoBbI MeTOq UCNbITAHNS HE siIBNAETCS B1uonorndeckum/ MIMMYHONOrMYeCKUM/ UMMYHOXMMUYECKUM U METOLOM, B
KOTOPOM Mcnonb3yeTcs Gronornyecknii peaktue Ans OMonornyeckon akTMBHoN dapMaueBTUYECKON cybcTaHumm (3a
UCKIMIOYEeHEeM CTaHOapTHbIX (hapMakoneiHbiXx MUKpOBMONornyecknx MeToaoB).

7. BHyTpMnNpon3BoACTBEHHOE UCMbITaHNE HE 3aTparMBaeT KOHTPOISb KPUTUYECKOTO NapameTpa, Hanpumep:
KONM4YecTBEeHHOEe onpeaeneHne

npuMecu (ecnu TONbKO ONpeaerneHHbIN pacTBOPUTENb OQHO3HAYHO HE UCMONb3YeTCs B NPOM3BOACTBE)

NOBYI0 KPUTUYECKYI0 (DU3NYECKYIO XapaKTePUCTUKY (pasmep 4acTull, HacbIMHYH MIOTHOCTLIO 10 U MOCE YNIOTHEHWS)
UCNbITaHWE Ha NOAMMHHOCTL (B OTCYTCTBME NOAXOASLLErO anbTEPHATUBHOrO KOHTPONS)

MUKPOBMONOrM4ecKkmin KOHTPOMb (€CNN TONBbKO OH He TpebyeTcsa B OTHOLLEHWUM onpeaeneHHoN nekapcTBEHHON hopMbl)

JokymeHTauns

1. MNonpaBka k cooTBETCTBYOLLEMY(UM) pa3geny(am) gocke.

2. CpaBHuTenbHas Tabnuua TekyLwmx 1 npegnaraemblX BHYTPUNPON3BOACTBEHHbIX UCMbITAHUIA U KpUTEPUEB
npnMemMnemMocTu.

3. MNoppobHoe onncaHne HOBOW aHaNUTUYECKON METOAVKM U AaHHbIE NEPBUYHON 3KCMEPTU3bI(B COOTBETCTBYIOLLIMX
cnyyasx).

4. [laHHble aHanmn3a ABYX MPOMBbILLMEHHBIX CEPUIA (B OTCYTCTBME AOMKHBIX 060CHOBaHMI AN BUONOrMYeCcKNX akTUBHBIX
hapmaLeBTU4eCKX CybCTaHUMM — TpY cepun) NekapcTBEHHOroO NpenapaTta no BceM napameTpam creumdukaumn.

5. B COOTBETCTBYIOLMX Cry4Yasx CpaBHUTENbHbIE AaHHbIE NPOdUIA PacTBOPEHNS NEKAapCTBEHHOrO npenapaTa He
MeHee YeM Ha OZHOW ONbITHO-NPOMBILLIIEHHOW CEPUN, MPOM3BEAEHHON C UCNOMNb30BaHNEM TEKYLLMX U HOBbIX
BHYTPUNPOU3BOACTBEHHbIX UCMbITAHWNIA. B OTHOLLEHNM NekapCTBEHHbIX PaCTUTENbHbIX NpenapaToB AOCTATOYHbI AaHHbIE
CpaBHUTENBLHOW pacnagaeMocTy.

6. ObocHoBaHMWe/oLleHKa PUCKOB, NOATBEPXAaoLLMe, YTO BHYTPUMNPOM3BOACTBEHHOE UCNbITaHWe ABRsSeTCs
HeCyLeCTBEHHbIM UM yCTapero.

7. OBbocHOBaHMe HOBOrO BHYTPUNPON3BOACTBEHHOIO UCTbITAHNS U KpUTEPUEB MPUEMIIEMOCTMN.

B.Il. B) KoHTponb ka4yecTBa BCnoMoraTenbHbIX BELLECTB

B.1.8.1 ameHeHve napameTpoB cneundukaumm n (Mnm) Bug
Ycnosus Tpebyemasi [OKyMeHTauus
KpUTEPUEB MPUEMIEMOCTM BCMOMOraTeNnbLHOro BeLecTsa npoueaypsbl
a) Y)xecTo4eHune Kputepmes NpMemnemocTu

1,234 1,2 1A
cneuundmkaumm

6) Jlob6aBneHune B cneuudukaumio HOBOro napameTpa

cneundmrkaLmm n COOTBETCTBYIOLLErO eMy MeToaa 1,2,5,6,7 1,2,3,4,6,8 1A
ncnbITaHUn

B) VIcknoueHne HecyLLLeCTBEHHOMO NapameTpa

cneuudmkaumm (HanpuMmep, UCKNIYEeHNe ycTapeBLLero 1,2 1,2, 7 1A
napameTpa)

r) UameHeHune, BbixogsiLee 3a 0foOpeHHbIe KpUTepun
npuemnemocTu cneuudunkaumm



n) VcknioyeHne napameTpa cneumdmkauum, KoTopbIi
MOXET CYLLECTBEHHO NOBMMATL HA COBOKYMHOE KayeCcTBO Il
nekapcTBEHHOro npenapaTta

€) [lobaBneHue nnu 3ameHa (Mcknoyas Gronornyeckunii n
UMMYHOMOrMYeCcknii Npenapar) napameTpa cneundukaumm

. 1,2,3,4,5,6,8 B
N COOTBETCTBYIOLLErO EMY METOAA UCMbITAaHWUIA U3
coobpaxeHuin 6e3onacHOCT UK KayecTea
g) Ecnu Ha BcnomoraTtensHoe BELLECTBO OTCYTCTBYET
ctaTtbsa FocynapcTBeHHon Papmakonee PK, nameHeHve B
ynap P 1,2,3,4,5,6,8 1B

COBCTBEHHbIX AaHHbIX cneundukaumm Ha HeoduLmanbHyo
hapmakoner unm papmakonero TpeTbeN CTpaHbl

Ycnosus

1. 'ameHeHune He sSiBNSeTCs CNeacTBUEM Kakoro-nmbo o6a3aTtenscTBa, NPUHATOro Mo pedynbTatam paHee NpoBefeHHbIX
3KCMEePTU3 C Lienbio aHanuaa Kputepues NpuemMnemocTu cneundukaumm (Hanpuvep, B Xoae perncrpaumu
NeKapCTBEHHOrO npenapaTa U BHECEHNU uaMeHeHui |l Tuna).

2. lameHeHne He aBnsieTcst CNeACcTBUEM HeNnpeaBMAEHHbIX CUTyaLUuii, BO3HUKLLMX B X04e NPOU3BOACTBa, Hanpumep,
HOBOW HekBannUUMPOBaHHOW NPUMECU, U3MEHEHWS NPeaenoB CoAepXaHnsa CyMMbl MpUMecen.

3. Tloboe nameHeHne OOMKHO yKNaabiBaTbCs B AMana3oH TEKYLUX 0f0OpEHHBIX KPUTEPUEB NPUEMIIEMOCTMN.

4. AHanuTnyeckas MeToanka He U3MEHSIETCSA NN U3MEHSAETCA He3HaYMTENbHO.

5. H1 ogunH HOBbIM MeToA UCMbITaHWS HE OCHOBAH Ha HOBOW HECTaAHAAPTHOM METOO0NOMMU UNU CTaHAaPTHOWM
MEeTOoA0MorMmn, UCNosnb3yemMon No-HOBOMY.

6. HoBbI MeTOq UCNbITAHNS HE SIBNAETCS BUONOrMyecknum/ MUMMYHONOrM4eCckUM/ UMMYHOXUMUYECKUM UM METOLAOM, B
KOTOPOM Mcnonb3yeTcs Gronorniyecknii peaktus Ans OMONormyeckon akTMBHOWM hapMaLneBTMYecKon cybcTaHuum (3a
NCKIMIOYEeHeM CTaHgapTHbIX (hapmakoneriHbiX MUKPOBMONornyecknx MeToaos).

7. \ameHeHne He KacaeTcs reHOTOKCUYHOW MpUMECH.

HokymeHTaums

1. MonpaBka k COOTBETCTBYOLEMY(MM) pa3geny(am) 4OCbe.

2. CpaBHuTenbHasa Tabnuua Tekywux u npegnaraembix cneyndumkaumi.

3. Nogpo6Hoe onucaHue noboro HOBON aHANUTUYECKON METOANKN U AaHHbIE NePBUYHOW IKCNepTu3bl (B
COOTBETCTBYHOLLUMX Cryvasix).

4. [laHHble aHanmn3a ABYX NMPOMBbILLMEHHBIX CEpUiA (B OTCYTCTBME AOMKHBIX 060CHOBaHWI AN BUONOrMYeCKNX akTUBHBIX
dapmaLeBTU4eCcKX CybCTaHUmMM — TpW cepum) BCMOMOraTenbHOro BeLecTBa No BCem napameTpam cneuudukauum.

5. B cOOTBETCTBYIOLIMX CMyYasx AaHHblE TECTa CPaBHUTENBHOW KMHETUKM PAcTBOPEHWS NeKkapCcTBEHHOro npenapara, no
MeHbLUE Mepe, OAHON OMbITHO-NMPOMBILLIIEHHOW CEpuUK, CoaepKallen BCnomoraTesnibHoe BELLECTBO, COOTBETCTBYHLLENO
TekyLlen 1 npegnaraemon cneumdukaumam. B oTHOLWEHWMM nekapCTBEHHbIX pacTUTENbHbIX NpenapaToB AOCTaTOUHbI
AaHHble CpaBHUTENbHOWM pacnagaeMocTu.

6. ObocHoBaHMSI HenpeacTaBneHNs pesynbTaToB HOBOMO UCCreaoBaHNs GMO3KBMBANEHTHOCTM B COOTBETCTBUM C
MpaBunamu npoBeaeHUst nccneaoBaHuin 6uoakemBaneHTHocTH PK.

7. ObocHoBaHMe/oLeHKa pMUCKOB, MOATBEPXAaoLLMe TO, YTO NapaMeTp ABNSAETCA HECYLLEeCTBEHHbIM UNu ycTapern.

8. ObocHoBaHWe HOBOTrO NapameTpa creumdmrKkaLmm 1 KpuTepues NPMEMIEMOCTY.

B.1l.B. 2 Ai3MeHeHMe aHanMTMYeCcKon MeToauKn aAns Bua
Ycnosus Tpebyemas [okymeHTauums

BCNomoraTeribHOro BellecTsa npoueaypbl
a) He3Haummble n3MeHeHust 0400pPEeHHON aHaNUTUYECKON

) Aoop 1,2,3, 4 1,2 IA
METOANKMN
0) NckntoueHne aHanmMTn4eckon MeToauk1, ecnm 5 1 A
anbTepHaTMBHas el MeToauka yxe ofobpeHa
B) 3ameHa 61Monorn4yeckoro/uMmmyHonornyeckoro/
UMMYHOXUMUYECKOTO METOAA UCMbITaHUIA Unn MeToaa, B 1l
KOTOPOM MCMonb3yeTcs Buonorniyecknii peaktus
r) Mpoune n3mMeHeHus aHanMTUYeCKo MeTOOUKN 12 B

(Bkntovasn gobasneHve nnu 3ameHy)

Ycnosuga

1. CornacHo cooTBETCTBYHOLLMM JOKYMEHTaM, NPOBEAEHbI HEOOX0AMMbIE BanvaaLMOHHbIE UCCIEA0BaHUS,
noaTeepXxaaroLme 1o, YTo OGHOBNEHHAs aHanMTU4eckasi METoAuKa, No MeHbLUEN Mepe, SKBMBANEHTHA NpeablayLuen.
2. Mpepenbl cogepXaHns CyMMbl NPUMECEN HE U3MEHUITUCH, HOBbIE HEKBANUULMPOBaHHbLIE NPUMECU HEe OOHApYXEHbI.



3. MeToq aHanmsa He U3MeHWUNCs (HanpuMep, N3MEHEHNEe ANVHbI KOJTIOHKK U TemnepaTypbl, HO He OPYrov Bug,
KOMOHKWN Unn meTon).

4. HoBbIn MeTOA UCNbITAHNS HE siBNAETCst Bruonornyeckum/ UMMYHONOrMYeCKUM/ MUMMYHOXMMUYECKUM U METOAOM, B
KOTOPOM MCMonb3yeTcs Bonornyecknii peakTus (3a NCKIIYEHNEM CTaHAAPTHbIX (hapMaKkonenHbiX
MUKPOBMONOrMyecknx MeToaoB).

5. AnbTepHaTBHasa aHanMTUYecKkas MeToavka Ans napameTpa cneundukaumm yxxe ogobpeHa, npu aToM Takasi
MeToamka Gbina BKMYeHa He C MOMOLLbIO |A/-yBegoMIEHNUs.

[okymeHTauns

1. MNonpaBgka k cooTBeTCTBYIOWEMY(MM) pasgeny(am) 4OCbe, BKMOYAs ONUCaHWe aHanMTUYeCcKo MeTogonormm, pestome
AaHHbIX NEPBUYHOW 3KCNEPTU3bl, NEPECMOTPEHHbIE cneuudukaunm Ha NpUuMecK (ecnn NPYUMEHNMO).

2. CpaBHuTeNbHbIE pe3ynbTaThl NEPBUYHON IKCMEPTU3b! UMK, NPU HAaNMYMNM 060CHOBaHWSA, CPaBHUTESNbHbIE pe3ynbTaThbl
aHanu3a, noaTeepXaalLume To, YTO TeKyLlee u npeanaraeMoe ucnblTaHne akBMBaneHTHol. [laHHoe TpeboBaHue He
npuMeHsieTcs, ecnu JobaBnseTca HoBas aHanUTUYeckas MeToavka.

B.Il.B. 3 NameHeHWe ncTovHnKa nonyvyeHns
BCNOMOraTenbHOro BeLLecTBa Unm peaktmea C pUckom Ycnosus Tpebyemasn gokymeHTauus
T3

a) N3 maTtepuana c puckom TI'S Ha maTepuan
pPacTUTENbHOIO MU CUHTETUYECKOTO NPOUCXOXAEHMS

Bua
npoueaypsl

1. ina BcnomoraTtenbHbIX BELLECTB MW PEaKTUBOB, He
MCnonb3yeMblX B NPOU3BOACTBE
B1onorm4eckon/MMMyHONOrMYECKON akTUBHOWM
dapmaLeBTU4ecKon cybcTaHLMm nnu
6ronornyeckoro/MMmMyHOIOrMYECKOro fiekapCcTBEHHOMO
npenapara

2. ina BcnomoraTerbHbIX BELLECTB UMW peakTUBOB,
NCNonb3yembiX B NPOM3BOACTBE
61onorn4eckon/MMMyHONOrMYECKON aKTUBHOW
capmaueBTUYECKON CybCTaHUMM Unu
6r1onormyeckoro/MMMyHOIONMYECKOro NeKapCTBEHHOMO
npenapara

1,2 1B

0) NameHeHne unun BBegeHme matepumana ¢ puckom T
unu 3ameHa matepuana c puckom TI'O Ha apyron
martepwan ¢ puckom TI'9, He umetowu cepTudmkaT
cootBeTcTBMA o T

Ycnosus
1. CneundmkaLmm Ha BbINyCK U KOHEL, Cpoka rofHOCTU BCNOMOraTenbHOro BELLECTBA M JIEKapCTBEHHOMO Npenapara He
N3MEHSAI0TCS.

HokymeHTaums

1. Jeknapaumsi npou3BoaMTENs UNW AepxaTens PerMcTpauMoHHOro YA0CTOBEPEHUst MaTepuana, YTo OHU NMONHOCTLIO
pPacTUTENbHOIO UM CUHTETUYECKOTO MPOUCXOXAEHMS.

2. ViccnenoBaHve 3KBUBaNIEHTHOCTY MaTepyanos W BMSHAE Ha MPOU3BOACTBO rOTOBOrO Matepuana v BRvsiHUe Ha
XapaKTePUCTUKM (HanpuMep, XxapakTepUCTUKN PaCTBOPEHMS) NeKapCTBEHHOro npenapaTa.

B.Il.B. 4 \ameHeHne cuHTe3a unm nonyyeHus

HedbapmakoneHoro BCnomoraTenbHOro BeLlecTsa (ecnm Bua
Ycnosus Tpebyemas JoKymeHTaums

OonncaH B perncTpaumoHHOM AOCLE) UM HOBOTO npoueaypbl

BCNOMOraTenbHOro BelecTsa

a) HesHauumoe nsmeHeHne cMHTesa unu nonyyvyeHnst
HedhapmakonernHoro BCnomMoraTenbHOro BellecTsa nunm 1,2 1,2,3,4 1A
HOBOro BCMOMOraTenbHOro BellecTsa

6) NameHsitoTcs cneumdmkaummn unm nMeeTcst UBMeHeHue
(PU3MKO-XMMUYECKNX CBONCTB BCNOMOraTesIbHOro
BeLLeCTBa, KOTOPbIE BIIMAIOT Ha Ka4eCTBO JIeKapCTBEHHOIO
npenapara

B) BcnomoratensHoe BeLecTBo —
6uonornyeckoe/MMMyHONOrMYeCKoe BELLECTBO



Ycnosus

1. Cnocob cuHTe3a u cneundurkaumm MOEHTUYHbI U OTCYTCTBYIOT KA4ECTBEHHbIE N KONMYECTBEHHbIE U3MEHEHMS
npodunsa npumecen (UCKNoYasa 0CTaTOYHbIE pacTBOPUTENY, NPU YCIOBMM TOrO, YTO UX KOHTPOSb OCYLLECTBNSAETCH B
COOTBETCTBMM C NMPEeAENbHbIM COAEPKaHNeM, yKa3aHHbIM B JOKyMeHTax PK) unun dunsmko-xmmmyecknx cBomcTB.

2. Nckntoyas agbloBaHTbI.

[HokymeHTauns

1. Monpaeka k cooTBeTCTBYOWEMY(MM) pasfeny(am) 4ocke.

2. [laHHble aHanusa cepuii (B hopmarte cpaBHUTENbHOWM Tabnuubl), MO MEHbLUEN Mepe, ABYX CEPUN (MO MeHbLLEN Mepe,
OMbITHO-MPOMBILLIIEHHBIX) BCTIOMOraTeNbHOro BeLLecTBa, NPOM3BEAEHHbIX C MOMOLLIbIO CTApOro U HOBOTO MPOLIECCOB.

3. B cooTBeTCTBYIOLWNX Criyyasix AaHHble TeCTa CPaBHUTENbHON KMHETUKM PacTBOPEHMS NEKapCTBEHHOrO npenapara, no
MeHbLLEN Mepe, OBYX Cepuii (MO MEHbLLEN Mepe, OMNbITHO-MPOMBILLIEHHbIX). B OTHOLEHMN NekapCTBEHHbIX
pacTUTenbHbIX NpenapaToB AOCTaTOYHbl AaHHbIE CPaBHUTENBHON pacnagaemMocTu.

4. Konus ogobpeHHO 1 HOBOW (€CNU NPUMEHNMO) crieunduKaLmin BCNoMoraTenbHOro BellecTsa.

B.Il. r) KoHTponb kayecTBa nekapcTBEHHOro npenapaTta

B.Il.r. 1 N3ameHeHne napameTpoB
cneundvkaummn n (Mnu) Kputepues

Ycnosusa Tpebyemas AoKymeHTauus Bug npoue bl
NPUEMIIEMOCTM NeKapCTBEHHOTO pevy Aoky o A nipoueayp
npenapara
a) Y>KecTo4eHne Kputepnes 1.2.3.4 1.2 A

npuemnemMocTu cneumdukaumm

6) YxxecTtoueHve kputepues

npuemrneMocT cneunduKaumm

IlekapCTBEHHbIX NpenapaTos, 1,2,3,4 1,2 1A
noanexallux BbinycKy cepui

odmmanbHbIM KOHTPOSbHBIM OpraHoM

B) [lo6aBneHve B cneumdmrkaLmio
HOBOro napameTpa u
COOTBETCTBYHLLEINO EMy MeTofa
ncnblTaHUn

1,2,56,7 1,2,3,45,7 1A

r) icknioyeHne HecyLLleCTBEHHOTo
napameTpa cneundukaumm (Hanpumep, 1, 2 1,2,6 1A
UCKIIOYEHME yCTapeBLLEero napameTpa)

A) NaveHeHwe, Bbixoasilee 3a
0A06pEHHbIE KpUTEPUI NPUEMITEMOCTU 1l
cneundmrkaummn

e) UckntoueHne napameTpa
cneundmrkalmm, KOTopbin MOXeT
CYLLECTBEHHO MOBMNUSITH HA COBOKYMHOE
KayeCTBO JIEKapCTBEHHOrO npenapara

x) obaBneHne unn 3ameHa

(ncknoyas Gruonornyecknii u

WMMYHOIOrM4Yeckuii npenapar)

napameTpa cneumdukauum n 1,2,3,4,5 7 IB
COOTBETCTBYIOLLENO eMy MeToaa

UCNbITaHWU U3 cCoobpaxeHni

6e3onacHOCTV uUnn ka4ecTea

3) OGHOBNEHME JOCbE C LiENbI0
COOTBETCTBUS MONOXEHUAM
oBHOBEHHOW 00LLen cTaTbu
ocypnapctBeHHo dapmakonee
Pecnybnukn KasaxcTtaH Ha
nekapcTBeHHbI npenapar (*)

1,2,3,4,7,8 1,2 1A

n) Beogutcsa ctatbsa [ocygapcTBeHHON
dapmakoneun Pecny6nukm Kasaxctan 1, 2, 10 1,2,4 1A
"OQHOPOAHOCTb A03MPOBaHUA" B LiEeNsiX



3aMeHbl TeKyLLero
3aperncTpmMpoBaHHOro metoaa, nmbo
ctatbs ['ocyaapcTBeHHON Papmakonen
Pecnybnukn KasaxcTtaH
"OpgHopoaHoCTb Macchl”, Mbo
"OpQHOPOAHOCTL coaepKMmoro”

Ycnosus

1. lameHeHwne He ABnsieTcs cneacTBMeM Kakoro-nubo obsisatenscTea, MPUHATOrO Mo pe3ynbTaTaMm paHee NpoBeAEeHHbIX
3KCNEepTU3 C LieNbio NepecMoTpa KpUTepres NpMeMNEMOoCTu cneundukaumm (Hanpumep, B Xo4e peructpauum
neKkapcTBEHHOro npenapara unu BHeceHun nameHeHun Il Tmna), ecnv Tonbko 060CHOBBLIBaKOLLLAS OKYMEHTaLUSA He
6bina paHee NpoBepeHa W yTBEPXKAEeHa B paMKax APYron npoueaypbl.

2. NameHeHne He sBnseTcs cneacTBMeM HenpeaBuOEHHbIX CUTYaLuin, BOSHUKLLUX B XO4e NPpOM3BOACTBa, Hanpuvep,
HOBOW HeKBannUUMPOBaHHOW NPYMECU, U3MEHEHWS NPEAENOoB CoAePXaHNA CyMMbl MPUMECEN.

3. IToboe nsameHeHne [OMKHO yKNaabiBaTbCA B AManasoH TeKyLUX Of0OPEHHbIX KpUTEpUEB NPUEMIEMOCTH.

4. AHanutnyeckas meToamka He U3MEHSETCH UMM U3MEHSAETCH HE3HAUYUTENBHO.

5. Hu ogmH HOBbLIV METOA UCMbITAHWSA HE OCHOBaH Ha HOBOW HeCTaH4APTHOW METOLO0MNOMMN UNU CTaHaapTHON
MEeTOA0M0MMK, NCMNOSb3YEeMOW NO-HOBOMY.

6. HoBbIi MeTOA MCNbITaHUS He ABMSieTCs BMonornyeckm/ UMMyHONOrMYECKUM/ UMMYHOXMMUYECKUM UM METOAOM, B
KOTOPOM MCNOMNb3yeTcs BMonornyecknii peakTue Anst GUONOrMyeckon akTMBHON hapMaLeBTUYECKON cyGcTaHumn (3a
UCKIMIOYEeHeM CTaHgapTHbIX (hapMakoneHbIX MUKPOONONOrnyecknx MeToaos).

7. \ameHeHune He 3aTparnBaeT Kakvue-nmbo npuMeck (BKoYasi reHOTOKCUYHBIE) UMW PaCTBOPEHME.

8. N3ameHeHune 3aTparvBaeT 0OHOBNEHME KPUTEPMEB NPUEMIIEMOCTN MUKPOBNONOTMYECKUX KOHTPOMEN B Lensx
COOTBETCTBUSA AeUCTBYOLLEeN Papmakornee, a 3aperMcTpMpoBaHHbIE€ HbIHE KpUTEPUM NPUEMIIEMOCTU
MUKPOBMONOrM4ecKMx KOHTPONEN He BKITHOYaloT Kakne-nnbo AoNoNHUTENbHbIE KOHTPOMNN, BKIIOYEHHbIE B
cneuundmkaumio, NOoMnMmMo dapmakonenHbIX TpeboBaHMI B OTHOLLEHWM ONpPeaeneHHo NekapCTBEHHON hopMbl

9. MapameTp cneuucmrkauum He 3aTparnBaeT KPUTUHECKUIA NapaMeTp, Hanpuvep:

KOnM4ecTBeHHOe onpeaerneHne

npumecw (ecnv TONbKO ONPeAEeNeHHbIN pacTBOPUTENb OJAHO3HAYHO HE UCNOSb3YETCS B MPOU3BOACTBE NIEKAPCTBEHHOIO
npenapara)

NOOYI0 KPUTUYECKYI0 (DU3NYECKYHO XapaKTePUCTUKY (MPOYHOCTb UIN XPYMNKOCTb TabMneToK, He MOKPbITbIX 060N0YKON,
pa3mepbl)

nobon 3anpoc Ha NPOMNyCK NCMbITaHWSA

10. MNpeanaraemMblii KOHTPOIb NOMHOCTLIO COOTBETCTBYET Tabnuue ctatby FocyaapcTeeHHon Papmakonee Pecny6nuku
KazaxcTaH un He BKMoYaeT anbTepHaTUBHbIE NPEASIOXKEHNS UCTbITAHUS OAHOPOAHOCTU A03MPOBAHNA C MOMOLLbIO
BapuaLum Maccbl UM OAHOPOOHOCTU COAEPXKaHUS, ECNN NOCMNEHNE YKa3aHbl B CTaTbe.

HokymeHTaums

1. MonpaBka k COOTBETCTBYOLEMY(MM) pa3aeny(am) 4OCbe.

2. CpaBHuTenbHas Tabnuua TekyLwmnx u npeanaraemblx cneumdukaumn.

3. Noapo6GHoe onucaHue nbOro HOBOM aHaNUTUYECKOW METOANKU U AaHHbIE NEPBUYHON SKCNepTussb (B
COOTBETCTBYHOLLMX Cryvasix).

4. [laHHble aHanmn3a ABYX MPOMBbILLMEHHBIX CEPUIA (B OTCYTCTBME AOMKHBIX 060CHOBaHMI AN GUONOrMYeCcKNX akTUBHBIX
hapmaLeBTU4eCKX CybCTaHUmMM — TpY cepun) NekapcTBEHHOTO NpenapaTta no BceM napameTpam crneundukaumm.

5. B cOOTBETCTBYIOLIMX CMyYasx AaHHblEe TeCTa CPaBHUTENbHOW KMHETMKM PacTBOPEHMS NekapCTBEHHOro npenapara, no
MeHbLUEN Mepe, OAHON OMbITHO-NMPOMBILLIIEHHOW CEepUM, COOTBETCTBYHLLME TEKYLLIEN U Npeararaemon cneundurkaumsiM.
B oTHOLLEHMM NekapCTBEHHbIX PacTUTENbHbIX MPenapaToB AOCTAaTOYHbI AaHHbIE CPaBHUTENBHOW pacnagaeMocTu.

6. ObocHoBaHMe/OLleHKa pMCKOB, NOATBEPXAAoLLMe, YTO NapameTp ABASEeTCA HE3HAYNMbIM.

7. ObocHoBaHWe HOBOTO NapameTpa creumduKkaLmm 1 KpuTepues NPMEMIEMOCTY.

€CNnn B 40Cbe 3aperMcTpupoBaHHOIO fIeKapCTBEHHOrO npenapara yrnomMmmHaeTcs
"TekyLee n3gaHme" HeobxoaAMMOCTb B YBEAOMITEHWUUN YNONTHOMOYEHHbIX
opraHoB 06 06HoBMNeHHoN cTaTtbe MocynapcTeeHHon ®apmakonee PK. B cessn
C 3TM TaKoe M3MEHeHMEe NPUMEHAETCS NPU OTCYTCTBMM YNOMUHAHUS
06GHOBNEHHOM hapMakonenHon cTaTbn B TEXHUYECKOM [0ChE, a8 UBMEHEHNE
OCYLLIECTBNSAETCS B LIENsiX BKMOYEHMS YNIOMUHAHUSA OOHOBMNEHHOW BEPCUN.

(*) NMpumeyanue

B.1l.r.2 NameHeHne aHanuTn4eckon

Ycnosus Tpebyemas aokymeHTauus Bua npoue bl
MEeTOAMKM NeKapCTBEHHOrO npenaparta pevy Aoky H A npoueayp

a) HesHauuTenbHble U3MeHeHUs

o , 1,234 1,2 IA
yTBEPXKAEHHOW aHanMTUYeckom



MEeTOANKN

0) UckntoueHne aHanuTnyeckom
METOAVKM, ecnn anbTepHaTnBHas en 4 1 1A
MeToauKa yxxe ogobpeHa

B) lameHeHune (3ameHa)
H6uonornyeckoro/ UMMyHornorn4eckoro/
UMMYHOXUMWYECKOTO UCTIbITaHUS UNn
MeTofa, B KOTOPOM MCNOSb3yeTcs
Buonornyecknin peakTue, UnNn 3ameHa
Buonornyeckoro npenapara
CpaBHEHUSA, HE OXBA4€HHOIO
YTBEPXKAEHHBIM NPOTOKOSIOM

r) Mpoune n3ameHeHns aHanMTUYECKOWN
MeToauKM (BKnoyasa gobasneHue nnm 1,2 1B
3aMeHy)

) O6HoBNEHNE aHanMTUYecKon

METOOMKM B LLENSX COOTBETCTBUS

o6BHOBIEHHOW 00LLEen cTaTbe 2,3,4,5 1 1A
ocynapctBeHHon dapmakonee

Pecny6nukn KasaxctaH

e) B uensix otpaxeHunsi COOTBETCTBUSA
ocypnapcTtBeHHon ®apmakonee
Pecnybnukn KasaxctaH 1 ucknioveHunsi
YNOMWHaHNS ycTapeBLle CO6CTBEHHON
aHanuTU4Yeckon MeTOAUKN N ee HoMepa
*

Ycnosus

1. CornacHo cooTBETCTBYIOLMUM AOKYMEHTaM, NPOBeAeHbl HeOOXoAMMbIe BanMaaLuMOHHbIE UCCrea0BaHNs,
nogTeepxJatLume, YTo 06HOBNEHHasA aHanUTUYeckas MeToarka, Mo MeHbLUEeNn Mepe, 9KBMBaneHTHa npebiayLuen.

2. Mpepenbl cogepXaHns CyMmbl NPUMEcen He U3MEHUNNCh, HOBblE HEKBANMMULMPOBaHHbIE NPUMECU He OBHapYXeHbI.
3. MeTtog aHanusa He uameHuncs (Hanpumep, N3MeHeHNe ANUHbLI KONOHKW U TemMnepaTypbl, HO He APYron Bug,
KOJNOHKM Unun meTon).

4. HoBbIi MeTOA, UCMIbITAHNST HE ABNSIETCS BUONOrMYeckUM/ UMMYHONOrMYECKUM/ UMMYHOXUMUYECKUM UM METOLOM, B
KOTOPOM Mcnonb3yeTcs Gruonornyeckunii peakTme (3a UCKITIOYEHNeM CTaHAapTHBIX hapMaKkonenHbIX
MUKPOBMONOrM4ecKMx MeToaoB).

5. 3apernctpupoBaHHasa aHanUTMYeCckass METOAMKA yXKe CCbinaeTcs Ha o6Lwyto ctaTbio [ocyaapcTBeHHoW Papmakonee
PK, a ntobble nsmeHeHusi sBNAOTCA HE3HAYMMBIMU U TPEBYIOT OBHOBNEHUSI TEXHUYECKOTO 4OChE.

2,3,4,5 1 IA

HokymeHTaums

1. MNonpagka k cooTBeTCTBYIOWEMY(MM) pasgeny(am) 4ocbe, BKMOYas ONucaHue aHanuTM4eckon MeToAaonorMu, pesiome
OaHHbIX NEPBUYHOW IKCNEPTU3bl, NEPECMOTPEHHBIE cneuudmrKkauum Ha NprMecK (eCnu NPYUMEHNMO).

2. CpaBHuTENbHbIE pe3ynbTaTbl NEPBUYHON IKCMEPTU3bI UK, NPU HaNU4YMnM 060CHOBaHWSA, CPaBHUTENbHbIE pe3ynbTaThbl
aHanu3a, NoATBepXKAaLLMe To, YTO TeKyLLee 1 NpeanaraemMoe ucnbiTaHne akBuBaneHTHbl. Hactosiee TpeboBaHue He
npumeHsieTcs, ecnm obaBnseTcs HOBas aHanuTUYecKkas MeToamKka.

€CInn B JOCbE 3aperncTpupoBaHHOroO fieKapCcTBEHHOrO npenapara ynoMUHaeTcs
"Tekywee n3gaHue" Heob6xoanMoCTb B yBEAOMITEHUN YMOITHOMOYEHHbIX
opraHoB 06 06HoBNeHHoN cTaTtbe FocyaapcTeeHHon Papmakonee Pecny6nuku
KasaxcTaH oTcyTtcTByeT.

(*) Mpyumeyanne

B.11.r.3 UameHeHune, 3aTparneatoiee

BBEJEHME BbiNycka B pearibHOM

BPEMEHU U BbINyCKa NO NapaMmeTpam YCrnoBusi Tpebyemasi [OKyMeHTauus Bug npouenypbl
npv NPOM3BOACTBE NeKapCTBEHHOrO

npenapara

B.Il. ) YnakoBo4YHO-yKynopoyHas cuctema



B.Il.a.1 N'ameHeHne nepBMYHON YyNakoBKM NIEKapCTBEHHOMO Tpebyemasi Bua

npenapara yenosus OOKyMeHTauus npoueaypsbl
a) KayecTBeHHbIV 1 KONMYECTBEHHBIN COCTaB
1. Teepable nekapcTBeHHbIe hOpMbI 1,2,3 1,2,3,4,6 1A
2. Msrkne n HecTepurbHble XUAKMe NekapcTBEHHbIE hOPMbI 1,2,3,5,6 1B

3. CTepunbHble NekapcTBEHHbIE Npenaparsbl U
6ronornyeckme/MMMyHOOrM4eckme neKkapCcTBEHHbIE I
npenapartbl

4. 'ameHeHune 3aTparnsaeT ynakosky, 06nagatoLyto
MEHbLUMMM 3aLLUMTHBIMU CBOMCTBaM NpU OJHOBPEMEHHbIX
N3MEHEHUSIX YCMOBUIN XpaHeHUs 1 (Mnn) CoKpaLLeHUn cpoka
rogHoOCTU

6) VIameHeHue Bnaa KoHTenHepa unu gobasneHne HOBOro
KOHTenHepa

1. TBepable, MATKME U HECTEPUIIbHBIE XUAKME

1,2,3,56,7 B
neKkapcTBeHHble (opMbl

2. CTepunbHble NekapcTBeHHble npenaparbl U
G1onormyeckme/MMMyHOSIOTMYECKME NEKAaPCTBEHHbIE I
npenapartbl

3. NcknioyeHne KoHTenHepa NepBNYHON ynakoBKKU, KOTOPOe
He NPUBOAUT K NONHOMY UCKIIOYEHUIO [O3MPOBKN UMK 4 1,8 1A
nekapcTBEHHON hopMbl

Ycnosus

1. lameHeHwve 3aTparmBaeT TOMNbKO OAMH U TOT Xe BUA ynakoBku/KoHTeHepa (Hanpumep, 6bnmuctep Ha bnimcTep).

2. Mo 3Ha4umbIM CBOMCTBaM npeanaraeMblil ynakoBOYHbIN Matepuman no MeHbLUEeN Mepe dKBMBaneHTeH o4obpeHHOMY.
3. HayaTbl cooTBeTCTBYIOLME UCCIIEA0BAHNSA CTAabUNBHOCT B COOTBETCTBUM C YCTAaHOBMEHHLIMW TPeboBaHUSAMU 1
3a9BUTENEM HA MOMEHT BBEAEHUS U3MEHEHNI NPOaHanM3npoBaHbl COOTBETCTBYOLLME NapameTpbl CTabunbHOCTU He
MeHee YeM Ha ABYX OMbITHO-NMPOMBILLIEHHBIX UM MPOMBILLIIEHHBIX CEPUSIX, B €r0 PACNOPsHKEHUN HaxoaaTcs
YOOBMNETBOPUTENbHbIE Pe3yNnbTaThbl, MO MEHbLUEN Mepe, 3-MeCAYHOro n3ydeHuss ctabunbHocTu. OgHako, ecnm
npegnaraemas ynakoska 6onee yctonumsa no CpaBHEHWIO C 0A0OPEHHON, TO TpeXMeCHYHble AaHHbIe MO CTabunbHOCTH
He TpebytoTca. ViccnegoBaHusa 3aBepLUaloTCsl, €CNN UX pe3ynbTaTthl He yKnaablBaloTcs B crieumdmKaumnm nnm
noTeHUManbHO He yKnaabiBaTbCA B cneundukaumm Ha KOHeL, Cpoka rogHOCTU, UX HE0BX0ANMO HEMEeATEHHO
npeacTaBuTb YNONMHOMOYEHHOMY OpraHy Hapsgy ¢ npeanaraeMbiM NaHoM AeNCTBUNA.

4. OctaBwas(vne)cs popma(bl) Bbinycka nekapCTBEHHOrO npenapaTta JormkHa(bl) 6biTe JocTaTouHA(bI) ANSA BbINONHEHNS
pekomMeH4auuni No A03MPOBaHNIO Y MPOAOIIKUTENBHOCTU NEYEHNS, yKasaHHbIX B 06LLEe XxapakTepucTuke
rnekapcTBEHHOro npenapaTa.

HokymeHTaums

1. MonpaBka k COOTBETCTBYOLEMY(MM) pa3aeny(am) 4OCbe.

2. Heobxoammble gaHHbIE O HOBOW ynakoBKe (Hanpumep, CpaBHUTENbHbIE AaHHbIE MO MPOHULL@EMOCTH, HanpumMep, Ans
02, C0O2, Bnarmn t.4.).

3. B cooTBeTCTBYIOWMX Criyyasix Heob6xoanmMo NpeAcTaBUTb NOATBEPXKAEHNE TOrO, YTO B3aMMOAENCTBNE MEXAY
COAEPXKMMbIM 1 YNaKOBOYHbLIM MatepmanomM He NpoMcxoauT (Hanpumep, OTCYTCTBYET NepeMeLLieHNne KOMMOHEHTOB
npeanaraemMoro matepuarna B ero CoaepXXumoe, KOMNOHEHTbI NIeKkapCTBEHHOMO Npenaparta He NepexoasT B YNakoBKy),
BKItOYasi MOATBEPXAEHNE TOro, YTO MaTepmarn COOTBETCTBYET COOTBETCTBYIOLLMM (hapMaKkonenHbiM TpeboBaHnsamM unm
3akoHogaTenbcTBy Pecnybnukn KazaxcrtaH o nnactuyecknx matepuanax u o6bektam, KOHTaKTUPYIOLWMM C NULLEBLIMU
npogykramu.

4. Neknapaumsi, 4To HavyaTbl TpebyemMble nccnenoBaHNsa CTabuNbHOCTM B COOTBETCTBUM C YCTAHOBIEHHLIMMU
TpeboBaHNAMM (C yKasaHnem HOMEePOB CEpUiA); U YTO (B COOTBETCTBYIOLLMX CIy4asix) HA MOMEHT BBEAEHUSA U3MEHEHWN
B PACMOPSPKEHUN 3aABUTENSA HAXOAUNNCE Tpebyemble MYHUMarbHbIE YAOBNETBOPUTENbHBLIE AAaHHbIE MO CTabUMBLHOCTY;
1 4YTO MMeloLLMeCs AaHHble He CBUAETENbCTBOBANM O kakon-nmbo npobneme. Heobxoaumo Takke npeacraBuTb
NoATBEpPXAEHNEe TOro, YTO uccneaoBaHus 6yayT 3aBepLUeHbl, U YTO ecnuv pesynbTaTthl He byayT yknaabiBaTbCs B
cneumdmKauum Nnm NOTeHUManbHO He yKnaabiBaTbcs B cneumdukaumm Ha KoHeL, Cpoka rogHOCTU, X HEMeASIEHHO
NpeacTaBsaT YNONHOMOYEHHOMY OpraHy Haps4y ¢ npegnaraeMbiM NnaHoM AeNCTBUN.



5. PesynbTaThl nccnefosaHuin ctabunbHOCTH, MPOBEAEHHbIX B COOTBETCTBUM C YCTAHOBIIEHHLIMW TPeboBaHUSAMMU, MO
3Ha4YMMbIM NapameTpam CTabuIbHOCTM HE MEHee YeM Ha ABYX OMNbITHO-NMPOMBILLIIEHHBIX UM MPOMBILLIIEHHbIX CEPUSIX,
OXBaTbIBAKLLMX HE MeHee 3 MeCALEB, Y NOATBEPXAEHNE TOro, YTO yKasaHHble nccnegosaHns OyayT 3aBepLueHbl, 1
ecnu pesynbTaTbl He ByayT yknaapiBaTbCs B crieumndyKaumm U noTeHumnansHo He yknaabiBateCs B cneundunkauum Ha
KOHeL, Cpoka roAHOCTU, X HEMeASIEHHO NPEeACTaBAT YNONHOMOYEHHOMY OpraHy Hapsigy C npeafiaraemblM MiaHoM
[OENCTBUN.

6. CpaBHeHuWe TeKyLMX 1 npeanaraemblix cneuudukauui NnepBMYHON yNnakoBku (€Cnm NpMMEHUMO).

7. B cooTBeTCTBYIOLWMX Cry4asx obpasLbl HOBOrO KOHTeMHepa/yKynopKu.

8. deknapauus, 4To ocTtaBLmii(e)ca pa3mep(bl) yNakoBKU COOTBETCTBYE(IO)T peXNMY A03NPOBaHUSA U
NPOAOIMKMTENBHOCTH NEYEHNS M JOCTATOYHbI AMNS BbIMONHEHUS] peKOMeHAaLMA No A03UPOBaHWIO, NPUBEAEHHbIX B
obLel xapakTepycTrKe nekapcTBEHHOroO npenapara.

Ona B.11.0.1.6) — ecnu nameHeHne npnBoauT K
"06pa3oBaHUIO HOBOW fiekapCTBEHHOM hopMbI”, TO Takoe

MpumevaHne
n3MmeHeHue TpebyeT Nnogaun 3asBrNeHNs O pacLuMpeHnm
perucrpauuu.
B.1l.4.2 NameHeHne napameTpoB cneumdukaumum n (unu
A P P Ll tukau (un) Tpebyemas Bug
KpUTEPUEB NPUEMMEMOCTM NEPBUYHON YNAKOBKM Ycnosus
OOKyMeHTaums npoueaypsbl
nekapcTBEHHOro npenapaTa
a) YXecTtoyeHue Kkputepmes npuemnemocTu cneuudpmkaumm 1, 2, 3, 4 1,2 IA
6) Job6aBneHne B cneuudukaumio HOBOro napameTpa u
)A cneumduka ro napamerp 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOLLEN €My aHaNUTUYECKON METOANKU
B) VcknioyeHne HecyLecTBEHHOro napameTpa
cneumdukaummn (Hanpumep, UCKMYeHne ycTapesLuero 1,2 1,2,5 IA
napameTpa)
r) Do6aBneHne unv 3ameHa napamMeTpa cneuudukaumm ns
) A pameTp undukatl 12,346 B

coobpaxeHuin 6e3onacHOCTM UK KayecTea

Ycnosus

1. lameHeHwne He aBnsieTcs crneacTBmMeM kakoro-nubo obssatenscTea, MPUHATOrO No pesynbTaTaM paHee NPoBeAEeHHbIX
3KCMepTU3 C Lienblo aHanusa Kputepmes nNpremnemMoctu cneumdukaumm (HanpuMep, B Xoge permctpaumm
NeKkapcTBEHHOro npenapara unu BHeCceHun nameHenun |l tmna).

2. ameHeHne He sBnseTcsa cneacTBMeM HenpeaBuaEHHbIX CUTYaLuii, BOSHUKLLWX B XO4e NPpOM3BOACTBa.

3. Nioboe nameHeHne JOMKHO yKNaabIBaTbCA B AMANasoH TeKyLUMX 0A0OpeHHbIX KpUTEPUEB NPUEMITIEMOCTY.

4. AHanutnyeckas MeTogMka He U3MEHSETCH UMM U3MEHSAETCH HE3HAUYUTENBHO.

5. Hv oavH HOBBIV MeTOA UCMbITaHUSI HE OCHOBAH Ha HOBOW HECTaHAAPTHON MEeTOAO0NOMMU UNWN CTaHO4aPTHOM
MEeTOA0MOMMK, NCTIONb3YEMOW NO-HOBOMY.

JokymeHTauns

1. MNonpaBka k cooTBEeTCTBYIOLEMY(MM) pa3geny(am) gocbe.

2. CpaBHuTenbHas Tabnvua Tekywux u npegnaraembix cneundumkaumi.

3. Moapo6GHoe onucaHne HOBOW aHaNUTUYECKOW METOAMKM U [laHHbIE NEPBUYHON 3KCNEPTU3bI(B COOTBETCTBYHOLLMX
cnyyasx).

4. laHHble aHanun3a ABYyX CEPUI yNaKOBOYHOIO MaTepuana no Bcem napameTtpam (nokasatensam) cneuudukaumm.
5. O6ocHoBaHMe/oLleHKa pUCKOB, MOATBEPXKAAOLME, YTO NapaMeTp ABMSETCH HE3HAYMMBbIM.

6. O6ocHoBaHVe HOBOro NapameTpa cneundukaunm n KpUTepmMeB NPMEMIIEMOCTH.

B.1l.0.3 ameHeHne aHanuTu4eckom MeToanku Ans Venosus Tpebyemas Bun
NepBUYHOW YNaKOBKW NIEKAapCTBEHHOro npenapara OOKyMeHTauus npoueaypbl
a) HesHaunmble nameHeHns ogobpeHHON aHaNUTUYECKON

1,2,3 1,2 1A
METOANKMN
6) MNpouyre n3ameHeHNs aHaNUTUYECKON MeToaMKN (BKIoYas 134 19 A
3ameHy unu goGasneHve) Y '
B) VicknioueHne aHanMTu4eckon MeToamnku, ecnuv 5 1 A

anbTepHaTMBHas el MeToauMKa yxe ofobpeHa

Ycnosusi

1. CornacHo COOTBETCTBYOLLMM AOKYMEHTaM, NpoBeAeHHas HeobxoamMMas nepBuYHasi SKkCnepTraa, NoaTBEPKAAoLLasn
TO, YTO OOHOBMEHHAsA aHanMTUYeckass MeToauka, No MeHbLUEN Mepe, SKBUBASNEHTHA NpeabiayLLen.

2. MeTog aHanu3a He u3mMeHuncs (Hanpumep, U3MeHeHUe AMUHbI KONOHKM MU TeMnepaTypbl, HO HE Apyrasi KONoHKa



Unn mMeToa).

3. H1 oauH HOBbIM MeToA UCMbITAHWSA HE OCHOBAH Ha HOBOW HECTaHAApTHOWM MEeTO40MNOMMU UNU CTaHAapTHOWM
MeTOoA0MnorMmn, UCNonb3yemMon No-HOBOMY.

4. AktnBHas cpapmaveBTUYeCKas cybcTaHUmMsA/NekapCTBEHHbIN Npenapar He SABMSATCA
BronornyeckMMmn/MMMyHONOrMYECKUMM.

5. AnbTepHaTBHasa aHanMTUYecKkas MeToavka Ans napameTpa cneundukaumm yxxe ogobpeHa, npu aToM Takasi
mMeToamka Gbina BKkMYeHa He ¢ noMoLbto |1A/-yBegomneHus.

[okymeHTauns

1. MonpagBka k cOOTBETCTBYOLWEMY(MM) pa3feny(am) 4OCbe.

2. CpaBHUTENbHbIE pe3ynbTaTbl NEPBUYHON IKCMEPTU3bI UMK, NPU HaNU4YMM 060CHOBaHWS, CPaBHUTENbHbIE Pe3ynbTaThbl
aHanusa, NoATBepXAaloLWwme To, YTO TeKyLLee 1 npeanaraemoe UcnblTaHne aKkBMBaneHTHol. Hactosiwee TpebosaHue He
npumMeHsieTcsl, ecnu JobaBnsieTcs HoBas aHanUTUYeckas Metoguvka.

B.1.a. 4 'ameHeHne popmbl nnn pasamepoB NepBu4HON Y enoBus Tpebyemas Bua
YNaKoBKU UMK YKYNOPKM (MEePBUYHON YNaKOBKM) OOKyMeHTauus npoueaypsbl

a) HectepunbHble nekapcTBeHHbIE Npenapartsl 1,2,3 1,2,4 1A

6) VIameHeHue chopMbl N pa3mepoB 3aTparmsaeT

KrroYeBble NokasaTenu ynakoBOYHOro MaTepuana, Kotopble

CYLLIECTBEHHO BNUSAIOT HA AOCTaBKy, NPMMEHeHNe, I
6e30nacHOCTb UNu CTabunbHOCTb NIeKapCTBEHHOMO

npenapara

B) CTepunbHble NnekapcTBEHHbIE Npenaparhbl 1,234 1B

Ycnosusi

1. KayecTBEHHbIN 1 KONNYECTBEHHbIA COCTaB MEPBUYHOMN YNAKOBKN HE U3MEHUICS.

2. NIameHeHune He 3aTparnBaeT KIlo4eBble NoKa3aTenm KayecTBa ynakoBOYHOro MaTepuana, KoTopble BNMAT Ha
[OCTaBKy, MpUMeHeHne, 6e3onacHOCTb Unn cTabubHOCTb NEKapCTBEHHOrO Npenapara.

3. MNpwu n3ameHeHMn cBob6OLHOrO NPOCTPAHCTBA MIN OTHOLLEHWSI MOBEPXHOCTL/06HEM COrMacHO COOTBETCTBYHOLLIMM
JokymeHTam Pecny6nukn KasaxctaH no ctabunbHOCTM HavaTbl COOTBETCTBYHOLLME UCCIEA0BaHMS CTabnnbHOCTY;
npoaHanuaMpoBaHbl COOTBETCTBYHOLLME NapaMeTpbl CTabUNbHOCTU HE MEHEE YEM Ha [ABYX OMbITHO-MPOMbILLIEHHbIX
(ansa 6nonornvyecknx/MMMyHONOrMYECKMX NEKAPCTBEHHbIX MPenapaTtoB — TPEX CepUsiX) UMM MPOMbILLIIEHHbIX CEPUsIX; B
pacrnopsKeHUn 3asiBUTENSI HAXOAATCS YAOBNETBOPUTENbHbIE pe3ynbTaThl, MO MEHbLUEN MEPE, 3-MECHYHOIO U3yYeHUs
cTtabunbHoCcTY (ANst GUONOrMYECKNUX/MMMYHOMNOMMYECKMX NEKAPCTBEHHBIX NpenapaToB — LUECTUMECSYHOTO).
MoaTteepxaeHue TOro, YTo NccrnenoBaHusa OyayT 3aBepLUeHb!, U YTO eCnn pe3yrnbTaTbl He OyayT yknaabiBaThCs B
cneumdmrKaumMmn nnm NoTeHUManbHO He yKnaabiBaTbCsi B cneumdurKaumm Ha KOHeL, cpoka rogHOCTU, X HeMeaIEHHO
NpeacTaBAT YNOIHOMOYEHHOMY OpraHy Hapsay C NnpeanaraembiM MaHoM OEeNCTBUN.

JokymeHTauns

1. MNonpaBka K cOOTBETCTBYOLEMY(MM) pa3geny(am) 4ocbe, BKMYas onnucaHve, NogpobHbIN YepTeX U COCTaB
maTepwuarna KoOHTenHepa unm yKyrnopku, a Takke nepecMoTp UHopMaumm o fiekapcTBEHHOM npenapare.

2. B cooTBeTCTBYtOWMX Cryyasix 06pasLibl HOBOrO KOHTEHEpPa/yKyNOpKU.

3. MpoBeaeHbl NOBTOPHbIE BanvAaLMOHHbIE NCCIIEN0BAHUS CTEPUIBbHBIX MpenapaToB, NOABEPratoLLMXCs TEPMUHATBbHOMN
cTepunusauun. B cooTBeTCTBYHOLWMX CNyvasix HEOOX0AUMO yka3aTb HOMepa Cepuii, NCMOMb30BaHHbIX B BanvMaaLMOHHbIX
nccnegoBaHUsX.

4. Mpu n3meHeHM cBOGOAHOIO NPOCTPAHCTBA UMW OTHOLLEHUSI MOBEPXHOCTM K 06beMy Aeknapauusi, YTo HavyaTbl
TpebyeMble nccrnegoBaHus cTabunbHOCT B COOTBETCTBUM C YCTAHOBIEHHbIMY TpeboBaHMAMMN (C yka3daHMEM HOMEPOB
Cepun); n 4To (B COOTBETCTBYHLLMX CIydasix) Ha MOMEHT peanu3auum ysegomneHns o6 nameHeHun |A Tuna n nogayu
yBegoMneHunsi o6 nameHeHun IB Tuna B ero pacnopsikeHnM HaxoaaTcst yaoBNeTBOpUTENbHbIE pe3ynbTaTbl N3yYeHUst
CTabunbHOCTU; N YTO MMELLNECH AaHHbIE HE YKa3bIBalOT Ha Kakue-nmbo npobnemel. Heobxoanmo Takke npeactaBuTb
NoATBEpPXAEHNE TOro, YTO UccneaoBaHust byayT 3aBepLUEHbI, U YTO ecnin pe3ynbTaTtbl He OyayT yknaabiBaTbCs B
crneuundmKaumm v NOTEHUManbHO He yKnaapiBaTbCsa B cneuudmrkaumm Ha KOHeL, Cpoka roaHOCTU, UX HEMEANEHHO
NPeAcTaBAT YNOSTHOMOYEHHOMY OpraHy Hapsay C NpeanaraembiM MaHoM OEeNCTBUN.

B.1l.4.5 N3meHeHne pa3mepa ynakoBKu fiekapCTBEHHOro Y enosus Tpebyemas Bua
npenapara OOKyMeHTauus npoueaypbl

a) lameHeHue konnyecTBa eanHUL, ekapCTBEHHON POpMbI
(Hanpumep, TabneTok, amnyn v T.4.) B yNakoBke

1. N3meHeHue yknagbiBaeTcsl B 0400peHHbIN AnanasoH 1,2 1,3 1A



pa3aMepoB YrnaKoBOK

2. lameHeHne He yknaabliBaeTcs B 0400peHHbIV Anana3oH

1,2,3 1B
pa3MepoB ynakoBOK T

6) NameHeHne pa3mepa(oB) ynakoBku(oK) 3 1,2 IA

B) VIaMeHeHne HOMUHANbHON Maccbl/HOMUHaNbLHOro obbema
CTepPUIbHBbIX MHOTOA03HbIX (UMW OAHOAO3HBIX C YAaCTUYHBIM
n3BreYeHneMm) napeHTepanbHbIX NeKapCTBEHHbIX
npenapaToB 1 GMONOrMYeCKUX/MMMYHOOTMYECKUX
MHOrOZ03HbIX NapeHTeparbHbIX NeKapCTBEHHbIX
npenapaToB

r) UameHeHne HOMMHanbLHOM Maccbl/HOMUHaNbLHOro obbema
HenapeHTepanbHbIX MHOro403HbIX (MY OAHOAO03HBIX C 1,2,3 1B
YaCTMYHBIM M3BIEYEHMEM) NTIEKAPCTBEHHbBIX NpenapaTos

Ycnosusi

1. HoBbI pa3amep ynakoBKM AOMKEH COOTBETCTBOBATL PEXMMY [O3MPOBAHMUSA U NPOAOIKUTENBHOCTU NEYeHNs,
yKa3aHHbIM B 00LLEe XxapakTepUCTUKE NeKapCTBEHHOMO npenaparTa.

2. MaTtepuan nepBnYHOM yNakoBK/ HEe N3MEHSETCH.

3. OcTaBLmecs opmbl Bbinycka NO3BOMSHOT BbIMNOMHUTE PEKOMEHAAUUN MO JO3UPOBAHMIO U ANUTENBbHOCTY NeYeHus,
yKa3aHHble B 06LLEN XxapaKTepUCTMKe NEKAPCTBEHHOrO npenapara.

JokymeHTauns

1. MNonpaBka k cooTBETCTBYOLWEMY(UM) pa3geny(am) 4ocbe, BKMOYast NepecMoTp UHopMauum O nekapCTBEHHOM
npenapare.

2. O6ocHoBaHWe, 4TO HoBas/ocTalLmMecs pa3Mepbl yNakoBOK COOTBETCTBYIOT PEXMMY JO3MPOBaHMA U
NPOJOIMKUTENBHOCTU NEYEHNS, yKa3aHHbIM B 0DLLEN XapaKTepUCTUKe NEKapCTBEHHOIO NpenaparTa.

3. deknapauus, 4To ecnu oXuaaeTcs BNMSHWE Ha CTabUNbHOCTb, COMNMAacHO COOTBETCTBYOLLUM YCTaHOBIEHHBIM
TpeboBaHuaM ByayT HayaTbl uccnefoBaHMs cTabunbHOCTU. [JaHHbIe HE06X0AMMO NPeACTaBnUTb (C NpeanaraeMbimM
nnaHoMm AeNCTBUIA), N1LLb ECMN OHU He YKNaabiBaloTCA B creundukaumm.

Onsa B.11.a.5.8) u r) — ecnu nameHeHue NpMBOANT K
N3MEHEHUNIO "003NPOBKN" NEKAapPCTBEHHOrO nNpenapaTa, 1o
Takoe n3meHeHve TpebyeT Nnogaym 3asBreHus o
pacwmpeHun.

MpumeyvaHwne:

B.1l.a. 6 NameHeHune kakoi-nmbo cocTasnsatoLwemn

(nepBuYHOI) yNakoBKW1, HEMOCPEACTBEHHO He

conpuKacaloLLencs C iekapcTBeHHbIM NpenapaTom VenoBus Tpebyemas Bug
(Hanpumep, UBET CbEMHbIX KONMa4KoB, LBETHbIE KOAOBbIE AOKyMeHTaums npoueaypsbl
KonbLa Ha aMmnynax, MU3MeHeHVe Konnayka, 3alumLiatoLLero

urny (ncnonb3oBaHMe Apyroro NnacTuka))

a) NameHeHwue, 3aTparneatoLlee MHPOpMaLmio o
rnekapcTBeHHOM npenapaTe

0) NameHeHune, He 3aTparmeatoLlee nHopMaLmio o
nekapcTBEHHOM npenapaTe

Ycnosus
1. ameHeHne He 3aTparneBaeT 4acTu ynakoBOYHOrO Matepuarna, kKoTopble BIMSIOT Ha 4OCTaBKY, NPUMEHeHue,
6e30nacHOCTb UM cTabunbHOCTb IeKapCTBEHHOO npenapara.

JokymeHTauns

1. MNonpaBka k COOTBETCTBYOLLEMY(MM) pasgeny(am) 4ocbe, BKNoYasa NepecMoTp MHpopMaLmm O nekapCTBEHHOM
npenapare.

B.1l.a.7 N3ameHeHne nocTaBLyuKa KOMMNOHEHTOB YNaKOBKM Y enosus Tpebyemas Bug

UK YCTPOWCTBA (€CMNM YKa3aHo B 4OCbLE) OOKyMeHTauus npoueaypbl
a) UcknioyeHne nocrtasLumka 1 1 1A

0) 3ameHa vnu gobaeneHne nocTaBLiuKa 1,2,3,4 1,2, 3 1A

B) JTlo6oe n3amMeHeHMe NOCTaBLUUKOB CNeENCepoB
[03MPOBaHHbIX MHTansTopoB



Ycnosus

1. NcknioyeHne KOMMNOHEHTa YNakoBK/ UMW U3gennsi He MPoUCXoauT.

2. KayeCTBEHHbIN 1 KONNYECTBEHHbIA COCTaB KOMMOHEHTOB YNakoBKW/ M3genusa u cneuyndurkaumm ackmsa He
N3MEHSI0TCS.

3. Cneuudpmkaumm n MmeToabl KOHTPONS KavyecTBa, NO MEHbLLEN Mepe, SKBUBANEHTHbI.

4. MeTog cTepunusauum 1 ee ycrioBus He U3MEHSIOTCS (€CNN NPUMEHNMO).

JokymeHTauus

1. MonpagBka k cOOTBETCTBYOLWEMY(MM) pa3feny(am) 4OCbe.

2. MoaTeepxaeHne pernctpaunm MmeguumHckoro nsgenus B Pecnybnuke KasaxctaH B OTHOLIEHUN MEAULIMHCKUX
n3genuin, npunaraemblx K iekapcTBEHHOMY npenapary.

3. CpaBHuTenbHasi Tabnuua TeKyLmMx U npeanaraembix creumdukaumin (ecnv NpUMEHNMO).

B.Il.a. 8 lameHeHne an3anHa MapKkUpPOBKU NEPBUYHON U N Tpebyemas Bug
BTOPUYHOW YNaKoBKu AOKyMeHTaums npoueaypbl
1 1,2 IA

YcnoBus
1.KayecTBEHHbIN U KONMYECTBEHHbI COCTAB KOMMOHEHTOB YNaKoBKW/ n3genus n cneumdukalmm ackmsa He
N3MEHSIOTCA.

JokymeHTauns
1. MonpagBka k cooTBeTCTBYHOLLEMY(MM) pa3aeny(am) Aocbe.
2. MakeTbl ynakoBOK B CTapoM Au3aiiHe.

B.Il. e) CtabunbHocTb

B.ll.e. 1 N3ameHeHWe cpoka rogHOCTU UK YCroBui Tpebyemas
Ycnosus

Bua npoue bl
XpaHeHus NekapCTBEHHOro npenapaTa OOKyMeHTauua A npoueayp

a) CokpallieHue cpoka roflHoCTM NeKapcTBEHHOro
npenapara

1. YnakoBaHHOro B KOMMEpPYECKYI0 YNaKkoBKy 1 1,2,3 IA
2. MNMocne nepBoro BCKpbITUA 1 1,2,3 1A
3. lNocne pa3BegeHus nnu BOCCTaHOBNEHNUS 1 1,2,3 1A

0) YBenuueHne cpoka rogHoOCTV NeKkapCTBEHHOro
npenapara

1. YnakoBaHHOro B KOMMeEPYECKY0 ynakoBKY

1,2,3 B
(nopoTBEPXAEHHOE AaHHBLIMY B pearnbHOM BpEMEHMU)

2. [Nocne nepBoro BCKpbITUA (I'IO,EI,TBep)K,D,eHHOG AaHHbIMU B

1,23 IB
peanbHOM BPEMEHW)

3. lNocne pa3BegeHus nnnm BOCCTaHOBNEHNS

1,23 1B
(noaoTBEpPXAEHHOE AaHHBLIMY B pearnibHOM BpeMEHM)

4. YBenuyeHve cpoka rogHOCTV NyTeM 3KCTpanonaumm
OaHHbIX MO CTabMIbHOCTW, HE COOTBETCTBYHOLLIEN Il
nokymeHTam Pecny6nuku KasaxctaH (*)

5. YBenuueHue nepuoaa xpaHeHus
B1OoNorMYecKoro/MMMyHOIOMMYECKOro NIEKapCTBEHHOMO
npenaparta B COOTBETCTBUMN C 0OA40OpPEHHOI NporpammMoi
N3y4yeHnst CTabunbHOCTU

1,23 IB

B) VIameHeHne ycnoBumn xpaHeHns

61oNorMYeCcKNX/MMMyHONOrMYECKNX NTEKapPCTBEHHbIX

npenapartoB, eCnu UccnefoBaHns CTabunbHOCTU I
npoBefeHbl He B COOTBETCTBUM C TeKyLleln ofobpeHHon

NporpamMmmoi N3y4yeHus cTabunbHOCTU

r) \ameHeHne ycnoBui XpaHeHUs riekapcTBEHHOro
npenapara unu rekapcTBeHHOro npenapara nocne 1,2,3 1B
pas3BeaeHns/BOCCTaHOBIEHUS

) NameHeHne ogobpeHHOro NnpoTokona ctabuneHoCcTn 1,2 1,4 1A



Ycnosus

1. 'ameHeHue He fomkHO BbiTb cneacTBMeM HenpeaBuaeHHbIX CUTYaL M, BO3HUKLUMX B Xo4e NPpOM3BOACTBA, Unn
N3MEHEHUs CTabnnbHOCTH.

2. VIameHeHns1 He NPMBOAST K PACLUMPEHUNIO KPUTEPMEB NPUEMIIEMOCTM UCTbITYEMbIX MApaMeTPOB, UCKITHYEHNIO
napameTpa cTabunbHOCTU, UNN CHUXKEHUIO YACTOThbl UCTIbITAHUA.

[HokymeHTauns

1. MNonpagska k cooTBeTCTBYOLWEMY(UM) pa3geny(am) gocbe. OHa JOMMKHA coaepXxaTb pe3ynbTaTbl COOTBETCTBYOLLMX
nccnefoBaHuii cTabnnbHOCTY B pearibHOM BpeMEHM (OXBaTbIBaOLLMX BECb CPOK FOAHOCTH), MPOBEAEHHbIX COrNacHo
COOTBETCTBYIOLIMM foKyMeHTaMm PK, no MeHbLueln mepe, Ha ABYX OMbITHO-NPOMbILLIEHHbBIX cepusax(1) nekapcTBEHHOro
npenapara, ynakoBaHHOro ¢ NOMOLLIbIO 3aperncTpMpoBaHHOrO ynakoBOYHOro Matepumana u (Unu) COOTBETCTBEHHO nocne
NMepBOro BCKPbITUSI NN pa3BefeHnsl; B COOTBETCTBYHOLLMX CIly4asx HE0OX0aUMO NpeacTaBUTb pesynbTaThl
MUKPOBMONOrM4ecKmMX NCbITaHW.

2. MNepecmoTpeHHas nHgopmaLumsa 0 NekapcTBEHHOM npenapare.

3. Konuu yTBepXaeHHbIX cneundukauuin Ha KoHeL, cpoka rogHoCTM 1, eCnun NpUMeHnMo, cneuudurkayum nocne
pa3BeneHns/BOCCTaHOBMNEHMS UK MOCIE NepBOro BCKPbITUSI.

4. O6ocHoBaHWe nNpeanaraeMbiX USMEHEHNA.

B oTHOWEHUN B1onormyeckoro/MMMyHONOrM4ecKkoro

(*) MpumeyvaHue:
nNekapcTBEHHOTro Npenapara 3KCTpanonsuus HenpuMeHumMa.

Mpu Hannuuun obsiI3aTenbCcTBa NPOBEPUTL CPOK MOAHOCTM Ha
Q) NPOMBILLUMEHHBIX CEPUAX AOMNYCTUMbI OMNbITHO-
NPOMbILLUMEHHbIE CEPUMN.
B.Il. ) MNMpoekTHOE None 1 NPOTOKON MOCTPErMCTPALMOHHBLIX MU3MEHEHWI
B.ll.x. 1 BBegeHne HOBOro NPOEKTHOro Nons unm
acLupeHne ogobpeHHOro NPOeKTHOro Nonsi Bn
P P Acop P Ycnosus Tpebyemas gokymeHTaums A
nekapcTBEHHOro npenapara (3a UCKNIYeHnem npoueaypsl
6uonornyeckoro), saaTparveatoLLee:

a) OgHy unu 6onee oTaenbHbIE ONepaLmu npouecca
NPOn3BOACTBA fIEKapCTBEHHOMO NpenapaTa, BKYas
COOTBETCTBYIOLME BHYTPUNPOU3BOLACTBEHHbIE KOHTPOISN
n (UNn) aHanNUTUYeCKMe MeToanKN

1,23 I

6) AHanuTnyeckne MeTOANKN AN BCNOMOraTesbHbIX
BELLECTB/MPOMEXYTOYHbIX NPOAYKTOB 1 (Mrn) 1,2,3 Il
rleKkapCcTBEHHOro npenapaTa

HokymeHTaums

1. Pe3synbTaTthl uccnegosaHuii pa3paboTku npenapaTa n npolecca (BKtoyas OLEeHKY PUCKOB U MHOTOMEpPHbIe
nccneaoBaHnst COOTBETCTBEHHO), NMOATBEPXAAIOLME TO, YTO JOCTUIHYTO LIeNOCTHOE MEXaHUCTUYECKOEe NOHUMaHNe
nokasarternew kKa4ecTBa MaTepnanoB 1 NapaMmeTpoB NMpoLecca Ha KpUTUYECKne napameTpbl Ka4ecTBa NekapCTBEHHOIO
npenapara.

2. On1caHve NpoeKTHOro Nons B TabnMyHOM Buae, BKIOYas nepeMeHHble (CBONCTBa MaTepuarnos 1 napameTpbl
npoLiecca nNpouns3BoACTBa) U UX MpeAnaraemMble AUanasoHbl.

3. Monpaeka k cooTBeTCTBYIOWEMY(MM) pa3geny(am) aocee.

B.1l.x. 2 BBegeHne noctperncTpaumoHHOro npoTokona

Bn
ynpaBneHus UAMEHEHVAMM, 3aTparmBaroLLMMm YcnoBuss  Tpebyemas okyMeHTauums q onuen o
nekapCTBEHHbIV npenapaT P yp

1,23 Il

JokymeHTauus
1. NMogpobHoe onucaHne npeanaraeMoro USMeHeHus.
2. MpoTokon ynpaBneHns UaMeHeHNsIMU, 3aTparnBaroLLMMM NEKapCTBEHHbIV Npenapar.
3. Monpaeka k cooTBeTCTBYIOWEMY(MM) pa3geny(am) aocee.
B.Il.x. 3 VicknioueHne yTBepxaeHHOro npotokona Bun
yrpaBneHns U3MeHeHUsIMK, 3aTparnBaoLLMm Ycnosusa  Tpebyemas JOKyMeHTauust

npoueaypsl

neKapcTBeHHbI Npenapat

1 1 1A



Ycnosus

1. NckntoueHne nocTperncTpaumoHHOro NpoToKona yrnpasneHus UsSMeHeHUsiM1, 3aTparnBaloLLMMy NeKapCTBEHHbIN
npenapar, He SIBNAETCA CrneacTBUEM HeNpeaBUAEHHbIX CUTYaL M NN HECOOTBETCTBUSA cneundukaummn B xoae
BBEAEHWNSI UBMEHEHUI, OMUCAHHbIX B MPOTOKOIE, U HUKaK He BIUSIET Ha YTBEPXKAEHHbIE CBEAEHNS, BKIOYEHHbIE B
Jocbe.

[HokymeHTauns

1. O6ocHOBaHWE NpeanaraemMoro UCKNIYEHNS.

2.

B.ll.x. 4 lameHeHns yTBepXAeHHOro npoTokona Bua
Ycnosua  Tpebyemas AoKymeHTaums

ynpasneHns U3MeHeHnAMn npoueaypbl

a) 3HaunMMble N3MeHeHUS NpPOTOKONa ynpaBrieHnA
N3MEeHeHNAMN

6) HesHaunMble M3MeHEHW NpOToKoNa ynpaBneHus
U3MEHEHUAMN, KOTOPbIE HE U3MEHSAIOT CTpaTeruio, 1 IB
OnUcaHHyIo B NpOTOKOMe

JokymeHTauus

1. Oeknapauus, 4to ntoboe n3MeHeHne LOSMKHO yKnaablBaTbCA B AMana3oH OENCTBYIOLLMX YTBEPXKAEHHbIX KpUTEPUEB
npuemnemocTu. lMoMMMO 3TOro, AeKnapauus, YTo B OTHOLLEHUN BGUOMOrMYECKUX/MMMYHONOMMYECKNX NeKapCTBEHHbIX
npenapaToB He TpebyeTcs oueHKa CONOCTaBUMOCTM.

B.Il.x. 5 Peanusaumnsa nsmeHeHnn, npeaycMOTPEHHbIX Bupg
Ycnosua  Tpebyemas gokymeHTaums

YTBEPXKAEHHLIM NMPOTOKOSIOM YNpaBneHnsi U3MeHeHUsIMM npoueaypbl
a) Peanusauusa nsmeHeHus He Tpebyet 1 124 A
[OMNOMHUTENbHbIX BCNOMOraTenbHbIX JaHHbIX T
6) Peanusauuns nameHeHns TpebyeTt 4ONONHUTENBHBLIX 1234 B
BCNOMOraTesbHbIX AaHHbIX B
B) Peanunsauns nameHeHust buonormyeckoro/

) 4 1,2,3,4,5 B

MMMYHOTOrMYECKOro NeKapcTBEHHOro npenapara

Ycnosus
1. MpeanoxeHHoOe N3MEHEHWE OCYLLECTBIIEHO B NMOMTHOM COOTBETCTBUM C YTBEPXKAEHHBLIM MPOTOKOIIOM yNpaBeHus
n3MeHeHuamun, TpebyroLlee HeMeaneHHoro yBe4OMIEHNS Nocne ero peanusauun.

JokymeHTauns

1. Ccbinka Ha yTBepXXAEHHbIV NPOTOKON YyNpaBneHns N3MEHEHNAMU.

2. leknapauusi, YTO M3BMEHEHME COOTBETCTBYET YTBEPXKAEHHOMY NPOTOKONY YNpaBneHns U3BMEHEHUSMN U YTO
pesynbTaTbl UCCNEeA0BaHNS yOOBNETBOPSAIOT KPUTEPUAM NMPUEMIEMOCTH, OFTOBOPEHHbIE B MpoTokone. MNomunmo aToro,
Aeknapauusi Toro, Y4To B OTHOLLEHMMN BMONOrM4EeCKUX/MMMYHONOMMYECKUX NeKkapCcTBEHHbIX MpenapaToB He TpebyeTcs
OLeHKa CONnoCcTaBMMOCTMW.

3. PesynbTathl MccnegoBaHun, NPOBEAEHHbBIX B COOTBETCTBUN C YTBEPXKAEHHBIM NMPOTOKONOM yrNpaBneHns
N3MEHEHUSIMU.

4. MNonpaBka k cOOTBETCTBYOLLEMY(UM) pa3geny(am) gocbe.

5. Konusa ytBepXXaeHHbIX cneundukaumni Ha nekapcTBEHHbIN npenapar.

B.Il. 3 Be3onacHOCTb B OTHOLLEHUM MOCTOPOHHUX areHToB

B.11.3.1 O6HoBRNEHNe nHdopmaumm "OueHka 6esonacHoCTH
OTHOCMTENbHO NOCTOPOHHMX areHToB" (pasgen 3.2.A.2 Ycnosus
permcTpaLnoHHOro 40oChe)

Tpebyemas Bug
[OKyMeHTaums npoueaypbl

a) VccnepoBanus, 3aTparnBaroLLmMe NpOM3BOACTBEHHbIE 3Tarbl,
N3y4eHHble BepBble Ha NpeaMeT o4HOro Unmn 6oriee NOCTOPOHHMX Il
areHToB

6) 3ameHa ycTapeBLmMX UCcredoBaHUiA, 3aTparmBaloLwmnx
NMPOV3BOACTBEHHbIE 3Tambl U NOCTOPOHHUE areHThl, paHee
BKIIOYEHHbIE B JOChE

1. ¢ U3MeHeHMEeM OLIEHKM PUCKOB Il

2. 6€e3 3MEHEHMS OLIEHKUN PUCKOB 1,2,3 1B



[okymeHTaums

1. Monpaeka k cooTBeTCTBYIOWEMY(MM) pasaeny(am) AOCbe, BKNOYAs BBEAEHWE HOBbIX MCCNEAO0BaHUA, HanpaBneHHbIX

Ha U3ydyeHne cnocobHOCTM NPOM3BOACTBEHHbIX 3TANOB UHAKTUBMPOBATL/ANMMUHMPOBATL MOCTOPOHHUE areHThl.

2. O6ocHoBaHWe TOro, YTO UCCNEA0BaHUS HE UBMEHSAIOT OLIEHKY PUCKOB.

3. MNMonpaBka k uHopmaLuy 0 NnekapCTBEHHOM Npenapare (ecnv NPUMEHUMO).

B.lll Ceptudumkat cootBeTcTBUS EBponenckon dapmakonee (CEP) (npy Hannummn)/TI3/cTatbn
B.11l.1 Mopaya HoBOro UnNM 0GHOBMNEHHOIO
cepTudumkaTa cooTBeTCTBUS EBponenckoin Venosus Tpebyemas Bug
dapmakonee nnm UCKNOYEHNe ceptTudumkaTa OOKyMeHTauus npoueaypsl

cooTtBeTCcTBUSI EBponeickon Papmakonee

Ha dapmaueBTnyeckyto cybcTaHumo

Ha ncxoaHbli maTtepuan/peakTue/NpoMeXyTOYHbIN
NpOAYKT, UCMOMb3yeMbli B MpOLEeCcC NpoM3BoACTBa
cdapmaueBTUYECKO cybcTaHUmMm

Ha BcnomoratensHoe BeLLECTBO

a) CeptudmkaTt cooTBeTcTBMA EBponerickon
dapmakonee coOTBETCTBYIOLLEN cTaTbe EBponerickon
dapmakonen

1. HoBbilh cepTudukaT oT paHee 040BPEHHOIO
npovsBoanTens

1,2,3,4,56,9 1,2,3,4,5 IA

2. OBGHOBIEHHbIN cepTndUKaT OT paHee 0406PEHHOrO

1,2,3,4,6 1,2,3,4,5 IA
npoussoauTens

3. HoBbIi cepTudmkaT OT HOBOIO NPON3BOLAUTENS

1,2,3,4,56,9 1,2,34,5 1A
(3ameHa unn gobasnexune)

4. VickntoyeHne cepTudunKaToB (ecrn K MaTepuany
npunaranmncb HecKosbKO CepTUdMKaTOB)

5. HoBbIi cepTudmkaT Ha HECTEPUIBHYIO aKTUBHYIO
dapmaLeBTU4eCKyt0 CybCTaHLmMIO, NoANexXaLlyto
NCMONb30BaHWIO B CTEPUIIBHOM NeKapCTBEHHOM
npenapare, Np1 UCNOMb30BaHWM BOAbI HA NocrneaHeM
JTane CMHTe3a, a B OTHOLLEHUN MaTepuana He
3as9BMNEHO OTCYTCTBME B HEM 39HAOTOKCMHOB

1,2,3,4,5 B

6) CepTndukat cooTBeTcTBMSA EBpOneiickon
®apmakoneun no T3 Ha aKTUBHYIO
dhapmaLeBTUHECKYI0 CYOCTaHLUMIO/MCXOAHBIN
maTtepwan/peakTuB/MpoMEXyTOYHbIN NPOAYKT/
BCNoMoraTenbHoe BeLLecTBO

1. HoBbiln cepTudmkaT Ha aKTUBHYIO
bapmaueBTUYECKYHO CyBCTaHLMIO OT HOBOIO 1n 3,59 1,2,3,4,5 1A
paHee 040OpPEHHOro NPoM3BOANTENS

2. HoBbii cepTudpmkat Ha pbapmaLeBTUYeckyto
cybcTaHumo/McxoaHbIn MaTepuan/peakTuns/

NPOMEXYTOYHbIA NPOAYKT/BCNOMOraTenbHoe 3,6,7 1,2,3,4,5 1A
BELLLECTBO OT HOBOIO Unu paHee ogobpeHHoro
npov3BoanNTEnNS
3. OGHOBMEHHbIV cepTUdMKaT OT paHee ogoOpeHHOro

prvc P Aoop 7 1,2,3,4,5 IA
npovssoanTens
4. VickntoyeHne cepTudmkatos (ecnv Kk matepuany 8 3 A

npunaranmncb HecKosbKO CepTUdMKaTOB)

5. HoBbI/OBGHOBEHHEIN CepTUdUKAT OT paHee

04,06pEHHOrO/HOBOIO NPOU3BOANTENS,

NCMNONb3yHLWEro MaTepuanbl YenoBeYeCcKoro nnm Il
XMBOTHOIO MPOUNCXOXAEHMS, B OTHOLLEHUW KOTOPbIX

TpebyeTcs oLeHKa Ha NpeaMeT pucka NoTeHLMansHoOm



KOHTaMuHauun noCToOpoOHHUMU areHTamMmun

Ycnosus

1. CneundumKaLumm Ha BbINYCK U Ha KOHEL, CpoKa roAHOCTY NeKapCTBEHHOro nNpenapaTta He U3MEHSIIOTCS.

2. HenameHeHHbIe (Uckntoyas y)xecTodeHne) gononHnTensHble (K FocyaapcteeHHon Papmakonee Pecnybnuku
KasaxcTaH) cneundukaumm Ha npumecy (MCKnioyas octaTouHbIe pacTBOPUTENU, NMPU YCNOBUM UX COOTBETCTBUS
TpebosaHunam Pecnybnvkv KasaxctaH) npogykr-cneundmnyHele TpeboBaHusa (Hanpumep, npodunm pa3aMmepos HacTull,
nonmmopdHble hOpMbI), €CAIM MPUMEHUMO.

3. MNpouecc Npon3BOACTBa aKTUBHOW hapMaLeBTUYeckon cybcTaHumm, MCXxogHoro matepvana/
peakTVBa/MpOMEeXyTOYHOTO MPOAYKTa He BKINIOYAET UCMONb30BaHME MaTEPManoB YeroBEe4YECKOro U XXUBOTHOTO
NPOUCXOXAEHMSA, ANs KOTOpbIX TpebyeTcsa npoaHanmanpoBaTh AaHHbIE O BUPYCHOW Be3onacHoOCTK.

4. VckniounTenbHO AN akTUBHOW hapmMaueBTnyeckon cybctaHumm: oHa byaeT ucneiTaHa HeNnocpeACTBEHHO nepes
NCMNONb30BaHWEM, €CMN NEePNoA NOBTOPHOMO UCMbITAHUS HE BKIIOYEH B cepTudMKaT COOTBETCTBUA EBponenckon
dapmakonee nnu gaHHele, 060CHOBLIBAIOLLME NEPMOS NOBTOPHOIO UCTLITAHUS, YXKe He BKIIOYEHbI B 4OCHE.

5. AkTnBHas cdapmMaueBTnyeckasi CybCcTaHUmMSA/MCXOOHbIN MaTepuan/peakTna/MPoOMeXyTOUHbIN
npoayKT/BcnomoraTernbHOe BELLECTBO HECTEPUIIBbHDI.

6. PacTuTenbHble dhapmavueBTuyeckune cybctaHumm: cnocob Npon3BoACTBa, hranyeckoe CoCTOSIHWE, SKCTParupyroLwmni
pacTBopuTenb N KOS MDULIMEHT SKCTPaKLMKN NeKapCTBEHHOTO CPeACcTBa He N3MEHSIIOTCS.

7. Ecnu cocTtaBe nekapCTBEHHOro npenapaTta A5 NapeHTeparibHOro BBeAEHNS NCNOMb3yeTCs XenaTuH,
NPOu3BeAEHHbIN N3 KOCTEN, ero NPOM3BOACTBO AOMMKHO OCYLLECTBASATLCA UCKIIOYUTENBHO B COOTBETCTBUM C
TpeboBaHNSIMM COOTBETCTBYIOLLEN CTPaHbI.

8. B gocbe octaeTcs, N0 MeHbLUEN Mepe, OQNH NMPOM3BOAUTENb 3TOW CyGCTaHLUMN.

9. Ecnun aktuBHas hapmaveBTnyeckasa cybctaHUmsa HecTepuribHa, HO ByaeT MCnonb3oBaTbCA B COCTaBE CTEPUIBHOMO
rlekapcTBEHHOro npenapara, Toraa, B cootBeTcTBum ¢ CEP, Ha nocnegHem aTane cMHTe3a Henmb3s UCMoNb30BaTh BOAY
Unu, ecnmn Takoe npomcxoauT, Heobxoammo obecneynTb oTCyTCTBME BakTepunanbHbIX S3HAOTOKCUHOB B aKTUBHOW
dhapmaueBTUYECKOW CyOCTaHLMN.

HokymeHTaums
1. Konuna gencreytowero (06HoBneHHoro) ceptudmkarta coorsetctems EBponerickon ®apmakonee.

2. Npwn po6asneHUn NPON3BOACTBEHHON NNoLaakm — B hopme 3asiBlieHNs 0 BHECEHUN 3MEHEeHMI HeOOX0ANMO YETKO
0603HauunTbL "3aperncTpupoBaHHbIX” 1 "npeanaraemMbixX”" NponsBoanTenen, kak ykasaHo B pasgene 2.5 dopmbl
3asBMeHns.

3. Monpaeka k cooTBeTCTBYIOWEMY(MM) pa3geny(am) gocee.

4. Ecnun npyMeHnMo, AOKYMEHT, coaepalluunii CBeAeHNs 0 BCex MaTepuanax, BXogdWwmx B cepy NpuMeHeHns ctaTbu
locynapcTtBeHHon Papmakonee Pecnybnuku KazaxctaH no MMHMMM3aumMmn pucka nepegaydun areHToB rybyaTon
3HUedhanonaTm X1BOTHBIX NOCPEACTBOM NlEeKapCTBEHHbLIX NpenapaToB AN MEAULMHCKOIO U BETEPUHAPHOIo
NPUMEHEHWS, BKIOYas UCMosb3yeMble B NPOU3BOACTBE aKkTMBHblE dhapmaLeBTMYeckol cybcTaHum/BcrnomoraTernibHoOro
BellecTsa. [1ns Kaxxgoro Takoro poga Marepuana Heobxoanmo nNpeacTaBuTb CneayroLlme CBeeHUs: Ha3BaHe
NPOM3BOAMTENS; BUA XXUBOTHBIX U TKaHW, U3 KOTOPbIX MOMyYeH MaTepuan; CTpaHa NMpPOVCXOXAEHNUS XMBOTHbBIX 1 ero
ncnonb3oBaHue.

5. B oTHOWEHUN aKTUBHON hapmaueBTUYECKOW CybCTaHUMMK: AeKnapauus yNnomHOMOYEHHOrO Nua KaXaoro
NMLEH3MPOBaHHOIO MPON3BOAMUTENS, YKa3aHHOro B 3asiBIIEHUM, UCNOMb3YIOLLEro akTUBHYIO dhapMaLeBTUYECKyo
cybCcTaHLmMI0 B Ka4eCTBE NCXOAHOro MaTepwmana, U yrnorHOMOYEHHOrOo n1ua Kaxaoro nMueH3npoBaHHOro
Npov3BoAMTENs, YKa3aHHOro B 3asiBNEHUN B Ka4eCcTBe OTBETCTBEHHOTO 3a BbiNyck cepuii. B geknapauusix Heobxoammo
yKasaTtb, YTO Npou3BOAMTENb(M) aKTUBHON hapMaLeBTUYECKON CyOCTaHLUK, yKa3aHHbIN(e) B 3asiBNEHNM,
OCYLLECTBNSET(I0T) CBOI AEATENbHOCTL B COOTBETCTBUM C [paBunamv Hagnexailewn npou3BoACTBEHHOW NPaKTUKN
Pecnybnunkn KasaxctaH B OTHOLLEHNM UCXOOHbIX MaTepnanos. Npu onpegeneHHbIX 06CTOATENbCTBAxX AoNycKkaeTcs
npeacTaBnATb O4HY Aeknapaumio (CM. npumeyaHue k nameHennio b.11.6.1). Ecnu 3atparusatotcs kakve-nnbo
06HOBEHUst cepTUdMKaTOB Ha aKkTUBHblE (hapmaLeBTMYeckne cybcTaHLMm U NPOMEXYTOYHbIE NPOAYKTbI, OT
nNpou3BoAMTENEN MPOMEXYTOUHBLIX MPOAYKTOB Takke TpebyeTcs Aeknapaunsi yrnorHOMOYEHHOro nNuua; Aeknapaums
YMONTHOMOYEHHOTO NULA HYXXHa, NLWb CNY MO CPaBHEHUIO C paHee 3aperncTpupoBaHHON Bepcuen ceptudukara
MMeeTCs N3MeHeHVe AeCTBYIOLMX, BKIMIOYEHHBIX B MepeyveHb Npon3BOACTBEHHbIX MIOLWaaoK.

B.111.2 'ameHeHns B Liensix COOTBETCTBUS

ocynapcteeHHon apmakonee Pecny6nuku Ycnosus
KasaxctaH

Tpebyemas Bun
[OKyMeHTaums npoueaypbl

a) ameHeHue cneundukaumm(n) paHee
HedbapmMakonemnHon cyocTaHumm B Lensax
cooTBeTCcTBUS [OCcynapcTBeHHOM Papmakonee
Pecny6nukn KasaxctaH



1. AKTUBHOI (hapmMaLeBTUYECKOWN CyGCTaHUMN 1,2,3,4,5 1,2,3,4 1A

2. BcnomoraTtensHOro BelecTBa/McxogHoro
MaTtepuana akTMBHOro oapmMaLeBTU4eCcKom 1,2,4 1,2,3,4 1A
cybcTaHumn

0) ameHeHusa B Liensx cooTBETCTBMSA OGHOBNEHHON
COOTBETCTBYIOLLEN cTaTbe [TocyaapCTBEHHON 1,2,4,5 1,2,3, 4 1A
dapmakonee Pecnybnuku KaszaxctaH

B) NameHeHune cneundukaunii ¢ FocygapcTBeHHOM

dapmakonee Pecnybnuku KazaxctaH 145 1,234 A

Ycnosus

1. '3ameHeHue ocyLLeCTBNAETCS UCKIMIOUMTENBHO B LiIeNsAX MNOMHOrO COOTBETCTBUS chapmakonee. Bee ncneitaHus B
cneumdurKaumMmn JOMKHbI COOTBETCTBOBATL (hapMakonerHoMy CTaHgapTy Nocne U3MEHEHWs, 3a UCKINI0YEHNEM MoBbIX
OOMNOJNHUTENbHBIX BCTIOMOraTenbHbIX UCMbITaHWA.

2. fononHuTenbHble K hapMakonee cneuudmrkauum Ha NPoAyKT-cneumduyHbIE CBOMCTBA HE N3MEHSI0TCS (Hanpumep,
npocmnu pa3amepoB YacTuL, nonmmopdHas dopmMa unu, K npumepy, buonornyeckne METOAMKN, arperartbl).

3. 3Ha4yMMble U3MEHEHUS KAYECTBEHHOIO U KONMYECTBEHHOTO Npodunen npyuMecein OTCYTCTBYIOT (3a UCKINIOYEHNEM
YXKeCTo4YeHuns crneumdukalmn).

4. [lononHuTenbHasa NepBMYHas aKCnepTn3a HOBOW UMM U3MEHEHHON hbapMaKkonenHon meToanku He TpebyeTcs.

5. PactutenbHble hapmaueBTudeckme cybectaHumm: cnocob Nnpom3BoACTBa, PU3NYECKOE COCTOSIHUE, SKCTPAreHT n
KO3 (PUUMEHT IKCTPaKLMM NEKAPCTBEHHOIO CpeaCcTBa HE N3MEHSIIOTCS.

HokymeHTaums

1. MonpagBka k cooTBeTCTBYOLWEMY(MM) pa3aeny(am) Jocbe.

2. CpaBHuTenbHasa Tabnuua Tekywux u npegnaraembix cneundumkaumi.

3. JaHHble aHanu3a cepuii (B hopmaTe CpaBHUTENbHOW Tabnumupl), N0 MEHbLUEN Mepe, ABYX MPOMBbILLMEHHBIX CEpuii
cooTBEeTCTBYHOLLEN cybcTaHLmmM (BeLlecTBa) Mo BCEM UCNbITaHWAM HOBOWM crieumndukaumm 1, ONONHNUTENBHO, ecin
NPUMEHNMO, pe3ynbTaTbl TECTa CPaBHUTENbLHON KUHETUKN PACTBOPEHNS, MO MEHbLUEN Mepe, OAHOW OMbITHO-
MPOMBILLMEHHON Cepun NeKapCcTBEHHOTO nNpenapara. B oTHoLeHNW nekapcTBEHHbIX PacTUTENbHbIX NpenapaTos
[OCTaTOYHbI AaHHbIe CPaBHUTENBHOW pacnagaemMocTy.

4. JaHHble, noaTBEPXKAAMOLWME NPUrOAHOCTL CTaTbk ANSA KOHTPOMSA KayecTBa CyGCcTaHumMm, Hanpumep, cpaBHeHne
noTeHuManbHbIX MPUMecel C NpMMeYaHnem npo3pavHocTu ctaTte (transparencynoteofthemonograph).

B. IV MeanumnHckmne nsgenus
B.IV.1 N3ameHeHne namepsiowero nsgenus Y erioBus Tpebyemas Bug
Vnu n3genus ons BBegeHns AOKyMeHTaumns npoueaypsl

a) JobaeneHne nnu 3ameHa n3genus, He
ABNSAOLLErOCs YacTbio NEPBUYHOIA
yMaKoBKU

1. MegvumnHckue nsoenus,

1,2,3,5,6 1,2,3 1A
3aperucTpmpoBaHHbie B PK

2. Cnelicepbl 4O3UPYHOLLMX UHFANSTOPOB

UNn Apyroro ycTponcTaa, KOTOPbIN MOXET

OKasaTtb CyLLEeCTBEHHOE BrnsHNe Ha Il
JocTtaBky hbapmaLeBTUYeckon cybcTaHLmm

npenapara (Hanpumep, Hebynansep)

6) VickntoueHnne usgenusi 4 1,4 1A

B) [JoGaBneHne nnu 3ameHa usgenus,
SABMSOLWErocs 4YacTblo NEPBUYHON Il
ynaKkoBKu

Ycnosus

1. Mpeanaraemoe n3mepsitoLLEee M3Jenme A0MKHO TOYHO OTMepMBaTb HEODXoaUMYO 03y paccMaTpMBaEeMoro
TNeKapCTBEHHOrO npenapaTa cornacHo ogobpeHHOMY crocoby NpuUMeEHeHUs!, creayeT NPeAcTaBUTb Pe3ynbTaThbl TaKMX
nccnenoBaHuni.

2. HoBoe nsgenve CoBMECTMMO C fleKapCTBEHHBIM NpenapaToMm.

3. lameHeHne He JOMmMKHO NPMBOAUTE K 3HAYMMOMY M3MEHEHMIO MHCDOpMaLUM O NeKapCTBEHHOM npenapare.



4. lekapCTBEHHbIV NpenapaTt MOXHO NPoAoMKaTe TOYHO A03NPOBaTh.
5. MeaunumHckoe nsgenue He Ucnonb3yeTcs B Ka4ecTBe pacTBOpPUTENS NeKkapCTBEHHOro npenapara.
6. Ecnn npegycMoTpeHa uameputensHas (oyHKUNUS, OHa A0MKHa ObITb BKNOYEHa B JOCbE Takoro naaenust.

[okymeHTauns

1. Monpaeka k cooTBeTCTBYOWEMY(MM) pasaeny(am) Aocbe, BKNoYas NOAPOOHbBIN 3CKU3 1 COCTaB MaTepuana usaenus
1 NOCTaBLUMKa, eCv NMPUMEHMMO, @ TaKKe COOTBETCTBYHOLLMI NEpPecMoTp MHAPOPMaLUM O NIekapCTBEHHOM npenapare.
2. lNoaTteepxaeHue peructpaunm MmeguumHckoro nsgenua B Pecnybnuke KasaxcraH.

3. OB6pasubl HOBOro M3aenus, ecnv NPUMEHNMO.

4. ObocHOBaHME UCKMIOYEHNS N3aenus.

Ons B.IV.1.8) — ecnu nsmeHeHve npuBoguT K "obpasoBaHuto HoBOW
MpumeyvaHue: nekapcTBeHHON opMbl”, TO Takoe U3MeEHeHWe TpebyeT nofayvmn 3asBneHms
0 pacLuMpeHun perncTpaumu.
B. V BHeceHus nameHeHuin B perMcTpaLuoHHoOe Jocke, 00YCrOBEHHbIE UHBIMW PErYNSATOPHBIMU NpoLeaypamm
B.V. a) M®I/M®BA
B.V.a.1 BkntoyeHne HoBOro, 0OGHOBMEHHOIO UMM UCTIPAaBEHHOMO
macTep-garina nna3mbl B perucTpaunoHHoe 4oCbe Ycnosus
nekapcTBeHHoro npenapata (npoueaypa M®I1 2-ro atana)

Tpebyemas Bug
OOKyMeHTaums npoLeaypsbl

a) MNepBoe BkNoYeHNe HOBOro MacTep-anna nnasmbl,
BNUSIIOLLENO Ha CBOMCTBA NEKAPCTBEHHOTO Npenapara

0) MNepBoe BKMOYEHNE HOBOrO MacTep-gaina nnasmbl, He

. 1,234 1B
BMUAIOLLEro Ha CBOMCTBA NekapcTBEHHOro npenapara

B) BkntoyeHne ob6HOBREHHOro/McnpaBneHHoro macTtep-canna
nnasmbl: UIAMEHEHWNSA BUSIOT HA CBOMCTBA JIEKAPCTBEHHOIO 1,2,3,4 1B
npenapara

r) BkntovyeHre obHOBREHHOro/McnpaBneHHoro mactep-garina
nnasmbl: UBMEHEHWNS HE BAMSIOT HA CBONCTBA NIEKapCTBEHHOIO 1 1,2,3,4 1A
npenapara

Ycnosus
1. Ha o6HOBREHHbIN unn nameHeHHbIn MOTT BbigaH cepTudumkaT COOTBETCTBUA 3aKOHOAaTenbCTBY Pecnybnuku
KaszaxcTaH.

HokymeHTaums

1. Jeknapaums, 4yto ceptucunkat M®PI1 1 akcnepTHbIN OTYET NOMHOCTLI0 MPUMEHUMBI K 3aperncTpupoBaHHOMY
nekapcTBEHHOMY npenaparty, gepxatens MOl npeacrasun gepxatento PY (ecnu gepxatens PY n gepxatens MOr
He ABMATCA OAHUM M TEM e nruuom) ceptudpmkat MOI, akcnepTHbIM OTYET 1 gocke Ha MOT1, cepTndmkat MO n
3KCNEPTHBIN OTYET 3aMEHSIOT NpeablayLUyo JOKyMeHTauuo Ha MO ans gaHHOro nekapcTBEHHOro NpenapaTa.

2. Ceptudpmkat MPIT n akcnepTHbIN OTYeT.

3. deknapauus akcnepTa, xapakTepusytLas Bce BBOAMMbIE C MOMOLLbIO cepTuduumpoBaHHoro MO nameHeHus n
OLleHMBaloLLLasi X NOTEHUManbHOE BNUSHME HA NeKapCTBEHHbIE NpenapaThl, BKYasi OLEHKU NPOAYKT-CNeundUYHbIX
PUCKOB.

4. B dhopme 3aaBneHns 0 BHECEHUN U3MEHEHWIA HEOOXOAMMO YETKO OTpasuTh "AencTByOWMA" 1 "npegnaraembiin”
ceptucpmkat MOl (Homep Koaa) B permctpaumMoHHOM aocke. Ecnu npumennmo, B hopMe 3asiBNeHnsi 0 BHECEHUN
N3MEHEHUI Takxke cnegyeT YeTKo nepeuncnutb Bce npoyne M®I1, Ha koTopkle ccbinaeTcs nekapcTBEHHbIV Npenapar,
Jaxe ecnv OHU He ABNSTCA NpeaMeToM 3asiBreHus!.

b.V.a. 2 BkntoyeHne HoBoro, 06HOBNEHHOMO MW UCNpPaBEHHOro

macTep-anina BakUMHHOro aHTureHa (nanee - M®BA)B Venosus Tpebyemas Bupg
perMcTpauuoHHoe 40Ckbe NIEKapCTBEHHOrO npenapaTta OOKyMeHTauus npoueaypsl
(npouenypa M®BA 2-ro atana)

a) MNepBoe BKIOYEHNE HOBOrO MacTep-dalnna BakLUMHHOIO
aHTureHa

6) BkntoueHme ob6HOBNEHHOIO/MCNpaBNeHHOro Mactep-cdanna
BaKLMHHOIO aHTUreHa: U3MeHeHUs1 BNUAIOT Ha CBONCTBa 1,2,3,4 1B
JleKapCTBEHHOrO npenapara

B) BkntoueHne oGHOBNEHHOro/ncnpaBneHHoro macrep-garna

. 1,2,3,4 1A
BaKLUMHHOIO aHTUreHa: "AMeHeHnA He BITNAKT Ha CBOUCTBa



JNIeKapCTBEHHOIo npenaparta

Ycnosus
1.

JokymeHTauus

1. Qeknapauus, 4yto cepTudmkat MPBA 1 akcnepTHbIV OTYET NOMHOCTLIO NPUMEHVMbI K 3aperncTpupoBaHHOMY
nekapcTBEHHOMY npenapary, agepxatens MOBA npeacraBun gepxartento permcTpaLyoHHOro yaoCTOBEPEHNS (ecrnu
Aepxartenb permcTpaLuuoHHOro yaoctosepeHns u aepxarens MOBA He aBnst0Tca ogHUM 1 TeM Xe nuuoMm) ceptudmkat
M®BA, akcnepTHbIn oT4eT 1 gocke Ha MPBA, ceptudmkat MOBA 1 3kCnepTHbIN OTHET 3aMEHSAIOT NpeablayLuyto
JokymeHTauuto Ha MOBA anga gaHHOro nekapcTBeHHOro npenapara.

2. Ceptudpmkat MPBA 1 akcnepTHbIN OTYeET.

3. Jeknapauus akcnepTa, xapakTepusylLlas Bce BBOAMMbIE C MOMOLLbIO cepTuduumnpoBaHHoro MOBA nameHeHust u
oLeHuBatoLLast X NoTeHUManeHoe BrusiHME Ha NekapCTBeHHble npenapaTthl, BKMoYast OLEHKU NPOAYKT-CrneunduYHbIX
PWCKOB.

4. B chopme 3asBneHNss 0 BHECEHUU U3MEHEHUI HEOOXOAMMO YETKO OTpa3nuTb "AencTByOWMIA" 1 "npeanaraemMblin”
ceptudumkat MPBA (HoMep koga) B permcTpaumoHHoM aocke. Ecnv npumeHumo, B hopme 3asBneHns 0 BHECEHWU
N3MEHEHU Takke cnefyeT YeTKo nepeuncnutb Bee npoune MPBA, Ha KOTOpble CCbINaeTcs NekapCTBEHHBIM Npenapar,
Jaxe ecnv OHU He ABNSTCA NpeaMeToM 3asiBrneHus.

B.V. 6) O6palleHne B akCNePTHbIA KOMUTET

B.V.6.1 O6HOBNEHME AOCbLE NO Ka4YecTBy, HaMpaBreHHOE Ha Tpebyemas
YcnoBsusa Bug npoueaypsl
peanusauuio 3aKnoYeHnst IKCNEPTHOIO KomuTeTa OOKyMeHTaums
a) IameHeHne peanuayeT 3aknioyeHne 3KCNEPTHOrO 1 12 A

KoMuteTa

6) "apmMoHM3aumnsa gocbe no Ka4yeCTBY He ABndnacb 4acTblo
3aKIo4eHnAa 3KCNepTHOro kKoMnTeTa, u o6HoBNEHNE 1]
Hanpas/ieHO Ha ero rapMmoHun3auuto

Ycnosus
1. PesynbTtaT He TpebyeT AanbHenLen akcnepTunasl.

JokymeHTauns

1. MNpunoxeHHoe K CONPOBOANTENBHOMY MUCbMY 3asBIIEHNSI O BHECEHUWN N3MEHEHWIA: CChbINIKa Ha paccmMaTpnBaemoe
3aKItoYeHne IKCNepTHOro KoMUTeTa.

2. B pocbe Heob6x0aMMO YeTko 0603HAYNTbL NBMEHEHWS, BHECEHHBIE B XOA€E Npoueaypbl 06paLleHnst B 3KCNEPTHbI
KomMuTeT.

B. MameHeHune 6e3onacHocTh, 3¢hdeKTMBHOCTU 1 hbapmakoHaa3opa
B.I NekapcTBeHHbIE NpenapaThbl 4NA MeQULMHCKOro NPYMEHEHNS
B.I.1 lameHeHwne obLei xapakTepucTmkm
neKkapCTBEHHOro npenapaTa, MapKMpoBKy, Venosus Tpebyemas
HanpaBneHHble Ha peanu3auunio 3aKkniyeHns OOKyMeHTaums
9KCNEepPTHOro KomnTeTa

Bug npoueaypsl

a) JlekapcTBeHHbIN NpenapaT oxBayeH npoLeaypon

M 1 1,2,3 1A
obpalLeHnsi B 9KCMEPTHbIA KOMUTET

6) JlekapCTBEHHbIN NpenapaT He OXBa4yeH Npoueaypon

obpalleHns B SKCNEPTHbIA KOMUTET, HO NU3SMEHEHNSI

peanuayeT 3akniveHne 3KCNepTHOro KommTeTa, HoBble 1,2,3 1B
[ONOoMHUTENbHbIE AaHHble aepxartenem PY He

npeacrasBreHsbl

B) JlekapcTBEHHbIV NpenapaTt He OXBaYeH MpoLeaypoi

obpalleHns B SKCNEPTHbIA KOMUTET, HO U3SMEHEHNSI

peanuayeTt 3aknioveHne 3KCNepTHOro KOMUTETa, 1,3 Il
aepxatenb PY npeacrasun HOBble LONOSTHUTESNbHbIE

OaHHble

Ycnosusa
1. UlameHeHne peanusyeT hopMynmpoBKy, 3aTpeboBaHHy0 YNONHOMOYEHHBIM OPraHoM, U He TpebyeT noaaun
OOMNOMHUTENbHbIX CBeAEeHUN 1 (MNn) fanbHenwWwen akcnepTusbl.

HokymeHTauus



1. MpunoxeHHoe K CONPOBOANTENBHOMY NUCbMY 3asIBMIEHNS O BHECEHWUN U3MEHEHWIA: CChINKa Ha paccMaTpuBaemoe
3aKntoYeHne IKCNepTHOro KoMmTeTa ¢ NPUOBLLEHHONM O6LLIEN XapaKTepUCTMKOW NekapCTBEHHOroO npenapara,
MapKMPOBKOWN UM MHCTPYKUMEN MO MEAULIMHCKOMY NMPUMEHEHMIO.

2. [leknapauusi, 4TO COOTBETCTBYIOLLME pa3aenbl NpeanaraeMbix 06LLENn XxapakTepPUCTUKN NEKapCTBEHHOTO npenapara,
MapKMPOBKN N MAEHTUYHBI NPUOBLLEHHBIM K 3aKNIOYEHWNIO SKCMEePTHOro KOMUTETA.

3. NepecMoTpeHHasa MHopMaLuusi 0 NeKapCTBEHHOM npenapare.

B.I.2 NameHeHne obLuel xapakTepucTukm
rleKkapCTBEHHOro npenapaTa, MapKMpoBK/

Tpebyemas
BOCNpon3BeAeHHOro/ rmbpuaHoro/ GuoaHanormyHoro Ycnosus nOKyMeHTaLWS Bua npoueaypsbl
neKkapcTBEHHOro npenapara nocrne OLeHKN TOro xe
n3mMeHeHusi pedhepeHTHOro NekapcTBEHHOro npenapara
a) Peanusauusa nsmeHeHus(1), B OTHOLLEHWN
koToporo(blx) OT AepXaTens perncTpaumoHHOro 12 B

ynocToBepeHust He TpeGyeTcs NpeAcTaBnATh HOBbIE
[OMOMNHUTENbHbIE JaHHbIE

6) Peanusaumsa nameHeHus(1n), Tpedyrowmx
npeacraBneHus gepxarenem PY HOBbIX
OOMNOSNHUTENbHbBIX AaHHbIX, 06OCHOBLIBAIOLLMX TaKNe
n3MeHeHus (Hanpumep, CONOCTaBUMOCTb)

JokymeHTauns

1. MNpunoxeHHoe Kk CONPOBOANUTENBHOMY MUCbMY 3asBIIEHNSI O BHECEHUN U3MEHEHMWIN: 3anpoC HALMOHANBHOMO
YNONTHOMOYEHHOTrO OpraHa (ecrnv NpUMeHUMO).

2. NepecmoTpeHHasn nHdopmaums o NekapcTBEHHOM npenapaTe.

B.I.3 UameHeHne(a) obLuen xapakTepucTmkm

rleKapCTBEHHOro npenapaTa, MapKUpoBK/

NeKkapcTBEHHOro npenapara Ans MeguumHCKoro Y enoBus Tpebyemasi
NPUMEHeHWs, HanpasneHHoe(ble) Ha peanuaaunto AOKyMeHTaumns
pesynbTarta npoueaypsl, 3atparvsatowien NOb nnu

nocTperncTpaumoHHoe uccrnegosaHne 6esonacHocTu

Bua npoueaypbl

a) BHeceHune hopmynmpoBku, cornacoBaHHON
YMNONTHOMOY€HHbIM OpraHoM

6) BHeceHue nameHeHun, Tpebytowmx NnpeacTaBneHms
aepxarenem PY HOBbIX 4ONOMHUTENbHbIX AAHHbIX, 2 1l
060CHOBbIBaKOLLNX TakNe N3MEHEHUS

Ycnosus
3. ViameHeHune peanusyeT hopMynMpoBKy, 3aTpeboBaHHy0 yNONHOMOYEHHbIM OpraHoM, 1 He TpebyeT nogaun
OOMONHUTENbBHBLIX CBEAEHUI U (MNKN) AanbHENLEen 3KCnepTusbI.

JokymeHTauus

1. MpunoxeHHOE K CONPOBOANUTENBHOMY NUCbMY 3asIBMIEHNS O BHECEHWUN U3MEHEHWIA: CCbIfKa Ha cornalleHne/oLeHKy
YMOMHOMOYEHHOr0 OpraHa.

2. NepecmoTpeHHas nHdopmaums o NekapcTBEHHOM npenapaTe.

B.l.4 lameHeHus, 3aknioyaoLmecs B 3Ha4YMMOM
N3MeHeHUn obLen xapakTepUCTUKM NeKapCTBEHHOMO

Tpebyemas
npenapara BCNeacTBNE HOBbIX AaHHbIX MO Ka4yecTBy, Ycnosus OKVMEHTALS Bua npoueaypel
OOKIMUHUYECKUM, KIUHUYECKUM AaHHbIM UMW AaHHbIM AOKY 4
thapmakoHaa3sopa

3TO M3MEHEHME HE MPUMEHSIETCS, €CINN HOBbIE JAaHHbIE
nogaHbl B COOTBETCTBUM C n3aMeHeHnem B.1.13. B Takux
MpumeyaHue: cny4vasx uaMeHeHue obLen xapakTepuUCTUKM NEKapCTBEHHOMO
npenapara, MapkMpoBK/ U nonagaeT nog cpepy npuMeHeHust
nameHeHus B.1.13.

B.1.5 N3ameHeHune ycrnoBuii oTnycka nekapCTBEHHOMO Tpebyemas
Ycnosus

Bua npoue bl
npenapara OOKyMeHTaums A npoueayp



a) BocnpounaBeneHHbIX/rmbpnaHbIx/6noaHanormyHbIxX
NeKapCTBEHHbIX MPenapaToB NOCne N3MEeHEHNs YCroBUii 1,2 1B
oTnycka peepeHTHOro NiekapcTBEHHOrO npenapara

6) VIHble NpUYMHBI 3MEHEHNS YCNOBUI OTNycKa Il

JokymeHTauus

1. MNoaTteepxaeHne n3aMeHeHus YCrnoBui oTnycka pedepeHTHOro NekapCTBEHHOro npenapaTa, NPUNoXeHHoe K
COMPOBOAUTENBHOMY MNCbMY 3asiBIIEHUSI O BHECEHWUN N3MEHEHWIA.

2. MNMepecmoTpeHHas nHgopmaumsa 0 nekapCTBEHHOM npenapare.

y Tpebyemas
B.l. 6 NameHeHune(a) nokasaHus() K NPUMEHEHNIO Ycnosus Peby Bua npouenypbl
[OKyMeHTaumns
a) BknoyeHve HOBOro nokasaHusi K IPUMEHEHUI0 Unn "
n3MeHeHue paHee ogobpeHHOro
6) NckniouyeHne nokasaHus K NPUMEHEHWIO 1B

Ecnu gobasneHvne nnu n3amMeHeHve nokasaHusi K MpUMeHeH o
NPOUCXOAMT BCreaCcTBME peann3auun 3aKoveHns
9KCNEpPTHOro KOMUTETa NN N3MEHEHNI NHpopMaLIMK O
nekapcTBEHHOM MnpenapaTte BocnpoussegeHHoro/rmbpuaHoro/

MpumeyvaHune
O1oaHanorMyHoro fiekapCcTBEHHOro npenapara nocne
3KCNEPTU3bI TOTO Xe U3MEHEHUSA pedhepeHTHOro
nekapcTBEHHOro npenapara, NPMMeHATCA n3ameHeHus B.1.1
n B.1.2 cooTBeTCTBEHHO.
Tpebyemas
B.1.7 UckntoveHue: Ycnosus peby Mpouenypa
OOKyMeHTauus
a) nekapcTBeHHOW hopMbl 1,2 1B
0) 003MPOBKU 1,2 1B
JokymeHTauns

1. Qeknapauus, 4to octaBlasa(ne)ca dopma(bl) Bbinycka goctaToyHa(bl) ANA BbIMOMHEHNS peKoMeHAaLumnin no
[03VPOBaHNIO 1 ANUTENBHOCTU NEYEHUSs], ONMCaHHbIX B 06LLEV XapakTepncTuke nekapcTBEHHOro npenapara.
2. MNepecmoTpeHHas nHpopmaumsa 0 nekapCTBEHHOM npenapare.

Ecnu paccmaTtpuBaemasi nekapcTBeHHasi popma unm
[031poBKa Oblna 3aperMcTpMpoBaHa B BUAE OTAENBHOMo
MpumeyvaHve rnekapcTBEHHOro npenapara, TO UCKITYeHNe Takomn
nekapcTBEHHON hOpMbI UK A03UPOBKU ByaeT cumTaTbes He
BHECEHUEM U3MEHEHUI, a U3bATUEM M3 obpaLleHus.

B.l. 8 BBegeHue unm nameHeHue pestome CUCTEMbI
¢apmakoHa30pa NekapCTBEHHOrO npenapaTa ans YcnoBus
MEeANLIMHCKOrO NpuMeHeHust (*)

Tpebyemasi

B
OOKyMeHTaums VA NpoLeAype!

a) BeegeHue pestome cuctembl hapmakoHaasopa,

N3MEHEHUIA KBanMULIMPOBaAHHOIO fnuia no

hapmakoHag3opy (BKrovasi KOHTAKTHYIO MHGOPMaLnIo) 1A
1 (UNn) N3MEHEHNe MECTOPACNONIOXEHNS macTep-danna

cucTtembl hbapmakoHaasopa (aanee - MOCO)

[okymeHTaums

1. Pesiome cuctembl hapmakoHaasopa unn obHoBNeHNe 3HaYMMbIX ANIEMEHTOB (COOTBETCTBEHHO):

I'Io,qTBepx,qume TOro, 4YTO 3adABUTENIb UMEET B CBOEM pacnopsaXXeHumn KB&J‘II/I(*)I/ILLVIpOBaHHOG nnuo, OTBETCTBEHHO 3a
dapmakoHagsop, 1 yTBepXaeHue, nognucaHHoe 3asaBuTeneM, 4To 3asBuTens obnagaet HeobxoanMbIMK cnocobamm
BbINOMHEHNs 3a4a4y U 06513aHHOCTEN B COOTBETCTBMU C YCTAHOBIIEHHBIMU TPe6oBaHNSAMU AENACTBYIOLLErO
3aKkoHoAaTenbCTBa B cdhepe obpalleHns nekapCTBEHHbIX CPeaCTB.

KoHTakTHas nHdopmaums ksanudmumpoaHHoro nuua no dapmakoHagsopy PK, B koTopbix pacnonaraetcs
KBanuuLumMpoBaHHOe NnLo No hapmakoHA30pY 1 BbINONHAET cBon 3agayvn Mectopacnonoxenne MOCO

2. Homep M®CO (npu Hannuum)



[laHHOe nameHeHne oxeaTtbiBaeT BBegeHne MOCo
HEe3aBMCUMO OT HaNMuus B TEXHUYECKOM YacTun
pervcTpauuoHHoro gocke MogpobHoro onucaHus cucTembl
dapmakoHazsgopa.
VI3MeHeHns1 KOHTaKTHOro nuua no hapmakoHaa3opy, BKoyast
KOHTaKTHyt0 MHpopmaumio (HoMepa TenedOHOB 1 (haKCcoB,
NOYTOBLIV agpec N aapec ANEKTPOHHOM MOYTLI) U U3MEHEHMNS
mecTtopacnonoxeHus MOC® (ynuua, ropoa, NHAEKC, CTpaHa)
MpumeyvaHue: ponyckaeTca 06HOBMNSATE UCKIMKOYMTENBHO NOCPEACTBOM
Peectpa Pecny6nukn KaszaxctaH (6e3 Heo6xogMmocTu
BHECEHUSA U3MEHEHUN).
Ecnu gepxatenb pernctpaumoHHOro yaocToBepeHus
npuberaeTt K BO3MOXHOCTN OGHOBMNEHUS] YNIOMSIHYTON BbiLLe
nHdbopmauum nocpeacteom Peectpa Pecny6nuku KasaxcrtaH,
OH JOJIDKEH yKa3aTb B permcTpaumMoHHOM A0Ckbe, YTO
obHOoBNEHHas nHdopMaumsa 3TMX AaHHbIX BKItoYeHa B Peectp
PK.

B.l. 9 NameHeHue cyliecTBylOLLEN CUCTEMBI
capmakoHag3opa cornacHo nogpobHOMy onmMcaHuto Ycnosus
cuctembl hapmakoHagsopa (ganee - NMOCP)

Tpebyemas

B
OOKyMeHTaums ViR NPoLeAype!

a) MilsmeHeHue kBannduLMpoBaHHOro nvua no
dapmakoHaasopy, 1 (Mnun) KOHTaKTHOM UHGOpMaLuK, 1 1 1A
n (Mnu) Npoueaypbl pe3epBMpoBaHUS

6) MiameHeHune 6a3bl AaHHbIX 6e3onacHoCcTh 1 (Mnwu)

OCHOBHbIX KOHTPaKTHbIX COrMalLeHni B Liensax

BbIMONHEHUs hapmakoHaa30pHbIX oba3atenscTs u (unu) 1, 2, 3 1 1A
n3MeHeHne mecTta npoBedeHns dhapMakoHaa30pHON

AeATenbHOCTU

B) VIHble nameHeHus NMOCY, He BnuaoLwmne Ha
PYHKUMOHUPOBaHNE cMCTEMbI (hapMaKkoHaa3opa
(Hanpumep, N3MEHEHMNE MECTOMONOXEHNS FMAaBHOMO
XpaHunuiia/apxmea, aaMUHUCTPATUBHbIE UBMEHEHUS)

r) BHeceHne nameHeHun B NNOC® no pesynbtatam
akcnepTtusbl NOC® apyroro nekapcTBeHHOro npenaparta 4 1,2 1A
TOro xe gepxatensa PY

Ycnosus

1. Cama cuctema chapmakoHaasopa He U3MeHsieTCs.

2. Cuctema 6asbl AaHHbLIX MPOLLIA NEPBUYHYIO IKCMEPTM3Y (€CNN NPUMEHNMO).

3. MepeHoc AaHHbIX M3 ApYrMx cucteM 6a3 AaHHbIX BaNMAMpoBaH (ecnu NpUMeHNMO).

4. Te xe uameHeHus B NOC® BBeaeHbl ANS BCEX NIEKapCTBEHHbIX NpenapaToB TOro xe Aepxatens PY (ognHakosas
oKkoH4aTenbHas Bepcus [NOCO).

HokymeHTaums

1. MocnegHsasa sBepcusa NOC n, ecnn npyMeHNMO, NOCneaHAs Bepcus npenapar-cneumduyHoro gononHeHns. Oxm
OOIMKHbI B OTHOLLEHWUN M3MEHEHMS KBanud1LMpoBaHHOTO Nuua no dpapmakoHag3opy BKYaTh a) Kpatkyto 6uorpaduto
HOBOro KBanunumpoBaHHOro nuua no dapMakoHaasopy, 6) HoBoe NonoXxeHne aepXxartens n KBanuuumpoBaHHOTO
nvua no papmakoHaasopy 06 Ux CNOCOBGHOCTM M NYTAX YBEAOMIIEHUS O HeXenaTernbHbIX peakumsx, NognMcaHHoe
HOBbIM KBanMuLMPOBaHHLIM NNLIO N0 PapMakoHaA30py 1 AepxaTenem, 1 oTpaxatoliee ocTarnbHble BbITEKalowme
N3MEHEHUs1, HanpyMep, B OPraHN3aunoHHON CXeMe.

Ecnu kBanudunumpoBaHHoe N1Lo No hapMakoHaa3opy 1 (Mnr) KOHTaKkTHas nHdopmaums KBanmuumpoBaHHOro nuua
no dapmakoHaa3opy usHavanbHo He 6biny BkntoyeHbl B MOCP unn MNOCS He cyulecTByeT, nogaya nepecMOTPEHHOTo
MOC® He TpebyeTcs, HEOGXOAMMO NPeaCTaBUTb TONBKO hOPMY 3asiBIEHMS.

2. Cchbinka Ha 3asBrieHve/npoueaypy v nekapcTBEHHbIN Npenapar, B OTHOLLEHUN KOTOPOro n3mMeHeHns 6binn ogobpeHsi.



B.I. 10 N3meHeHune YacToTbl 1 (Mnn) AaTbl Nogauu

nepuoguyeckoro ot4yeta no 6esonacHocTtu (MOB) Tpebyemas
Ycnosus Bua npoueaypbl
NeKapCTBEHHbIX NPenapaToB AN MeANLIMHCKOro OOKyMeHTaums
NpUMEHEHNS
1 1,2 1A
Ycnosus

1. N3ameHeHune YacToTbl U (VIJ'II/I) natbl nogayn NOB cornacoBaHO HaLMOHAsbHBIM YNOJTHOMOY€HHbIM OpraHom.

JokymeHTauus

1. MpunoxeHHoe K CONPOBOANTENBHOMY NUCbMY 3asiBIEHNSI O BHECEHWUM U3MEHEHWIA: CCbiflka Ha cornalleHune
YMNOSTHOMOYEHHOTO OpraHa.

2. MNepecmoTpeHHas yactoTa u (unn) aata nogaym MNOB.

JaHHOe M3MeHeHue npumensieTcs, nuwb ecnu umkn NMNOb
yKasaH B permcTpaumoHHOM Jocke cnocobamu, OTINYHBIMU OT
yKa3aHWs CCbISIKU Ha NepeYeHb OTYETHBIX AaT, 1 Npu
HeobxogmumocTu nogayn MNOB.

MpumevaHne

B.l.11 BBeageHune unu nameHeHns oba3aTensecTs U

CINOBUN pernctpauum, BKIoYas nnaH ynpasreHus Ycnosus Tpebyemas Bua npoue bl
Y p pauuwm, ynp [OKyMeHTaLMs O npouenyp
puckamu

a) Peannsauus ¢opmynupoBku, COrnacoBaHHOM C 1 19 A

YNOJIHOMOY€HHbIM OpraHoMm

6) Peanusaums namexeHnni, TpebyoLmnx npeacTaBneHms

aepxarenem PY HOBbIX 4ONOMHUTENbHbIX AAHHbIX,

HY>XOaKLLMXCS B 9KCMEepPTU3E YNONHOMOYEHHbIM OpraHoM

*

Ycnosus

1. 'ameHeHue peanuayeT gencteune, 3aTpeboBaHHOE YyNONMHOMOYEHHBIM OpraHoM, U He TpebyeT nogaun
OOMNONHUTENbHBLIX CBEAEHUI U (MNN) fanNbHENLLEN 3KCNePTU3bI.

HokymeHTaums

1. MpunoxeHHOe K CONPOBOANTENBHOMY NCbMY 3aSBMEHNS O BHECEHWUN N3MEHEHWIA: CCbINIka Ha COOTBETCTBYHOLLEE
peLueHne ynonHOMOYEHHOro opraHa.

2. MNepecmoTpeHHas nHpopmaumsa 0 nekapCTBEHHOM npenapare.

3TO M3MEHeHMe OXBaTbIBAET MULLbL CUTYaLMIO, B KOTOPOM
BBOAMMOE U3MEHEHME 3aTparnBaeT UCKMOYMTENBHO YCIOBUS
n (unn) obsizaTenbCTBa perucTpaumu, BKovas nnaH

MpumevaHne
ynpaBneHns puckamu 1 ycnoeus un (unu) obasatenscrea
perucTpauui Npy UCKIMIYMTENbHBLIX 06CTOATENbCTBAX U
YCMOBHON perucTpaumu.
BBEJEHWE NrnaHa ynpasneHus puckamu, satpebosaHHoe

* yNOMHOMOYEHHbLIM OpraHoMm, Bceraa TpebyeT cyLlecTBeHHON

3KCNepTn3bI.

B.l. 12 BkntodeHne nnm NCKNYeHMe YepHOro cumMBeona
WU NOSICHUTENbHBIX YKa3aHUM B OTHOLLEHUMN

Tpebyemasi
JleKapCcTBEHHbIX NpenapaToBs, BXOAALMUX B NepeveHb Ycnosus oKyMeHTaLus Bua npouenypesl
1leKapCTBEHHbIX MpenapaTos, noanexatymx y
OOMNOJSTHUTENIbHOMY MOHUTOPUHTY
1 1,2 1A

Ycnosus
1. JlekapCTBEHHbIV NpenapaT BKIOYEH UM UCKITKOYEH 13 NEePEYHs NTeKapCTBEHHbIX MpenapaToB, noasnexatmx
OONONHUTENBHOMY MOHUTOPUHIY (COOTBETCTBEHHO).

HokymeHTauus



1. MNpurnoxeHHoe K conpoBOANUTENBHOMY MUCbMY 3asIBNIEHNS O BHECEHWUU U3MEHEHWI: CCbINKa Ha nepeyeHb
NeKapCTBEHHBIX NpenapaTos, Nognexalumx JONONHUTENbHOMY MOHUTOPUHTY.
2. MNMepecmoTpeHHas nHgopmalmsa 0 nekapCTBEHHOM npenapare.

AaHHOe U3MEeHeHMe OXBaTbIBaeT CUTYaLMIO, MPU KOTOPOW
BKIIOYEHWE UIN UCKIIOYEHME YEPHOIro CUMBOIA NN
MOSACHUTENbHbIX YKa3aHWn He MPOM3BOAUTCS B paMKax Apyrov
perynaTopHon npoueaypsl (Hanpumep, npoueaypbl
NPOANEHNs UNU N3MEHeHNs, 3aTparnsatoLLe nHdopmaumio o
nekapcTBeHHOM npenapare).

MpumevaHne

B.I. 13 MNpoyne nameHeHns, He onUcaHHbIe B APYrnX
pasgenax HacTtosLero [JononHeHus, BKOYaoLLMX Ycnosus
nogavy uccrnefoBaHnin ynonHOMoYeHHoMY opraHy (*)

Tpebyemas

OOKyMeHTaums Bua npoueaypb!

€Cnu 3KCnepTn3a YronHOMOYEHHBIM OPraHOM MogaHHbIX
AaHHbIX NpUBOANUT K UBMEHEHNIO o6|.u,e|7| XapaKkTepucTukn
nekapcTBEHHOro npenapaTa, MapkUpOBKMW, AaHHbIM
M3MeHeHneM OxXBaTbliBalOTCA COOTBETCTBYHOLME NMONpaBkn K
obLulen xapakTepmMCcTUKe NekapCcTBEHHOrO npenaparTa,
MapKMpPOBKeE.

MpumevaHne

[laHHOEe n3meHeHne He NPUMEHSAETCS K MU3MEHEHNSIM, KOTOpbIe
NPUHSITBI B KAYECTBE M3MEeHeHU IB Tvna no ymonyaxuio B
COOTBETCTBUM C NoObIM APYrMM pa3aenomM HacTosALWEero
[JononHeHus.

)

. Mer/MeBA
. 1 NameHeHne Ha3BaHuA 1 (Mnun) agpeca gepxartens Bug
cepTucmkata MOBA Ycnosua  Tpebyemas goKymMeHTauus npoLienypb
1 1 1A

Ycnosus
1. DepxaTenb ceptudmkata MOBA formkeH ocTaBaTbCs TEM Xe IPUANYECKUM FMLOM.
JokymeHTaums

1. OduymnanbHbIi JOKYMEHT OT COOTBETCTBYHOLLENO YNOJTHOMOYEHHOrO OpraHa (Hanpumep, HanoroBoro opraxHa), B
KOTOPOM yKa3aHO HOBOE Ha3BaHWe WU agpec.

I. 2 N3ameHeHne Ha3BaHuA 1 (Mnn) agpeca gepxartens Venosus ToeBvemas AoKVMEHTALMS Bug
ceptucmkata MOr peby Aoky 4 npoueaypsl
1 1 1A

Ycnosus

1. Oepxatenb ceptudpmkata MOl gomkeH octaBaTbCa TEM XKe HOPULANHECKUM FIULIOM.

HokymeHTaums

1. OduymnanbHbIi JOKYMEHT OT COOTBETCTBYHOLLENO YNOSTHOMOYEHHOrO OpraHa (Hanpumep, HanoroBoro opraxHa), B
KOTOPOM yKa3aHO HOBOE Ha3BaHWe U agpec.

. 3 'ameHeHne nnu TpaHcdep TekyLlero aepxarens

ceptudpumkata MOl HoBoMy aepxaTento ceptudukata MOl — Ycnosus Tpebyemas gokymeHTaums EMO'D‘ envoL!
T.€. OpPYromy puanyeckomy nuuy poueayp
1,2,3,4,56 IA

JokymeHTauus

1. [lokyMeHT, BKnoyasa naeHTndukaumio (HasgaHue n agpec) tekyulero aepxarena MOl (npaBooTtuyxgatens) u
naeHTuduKaumio (Ha3BaHue U agpec) nuua, NpuHMMatoLLero TpaHcdep (NnpasonpuobpeTaTtens), a Takke
npegnaraemyto AaTy caernkv, NoAnnucaHHon obenmm KoMnaHusaMun.

2. Konua nocnepHen ctpannubl ceptndukata M®I MNoareepxxaeHne pervctpaumm HOBOro AepXaTens (Bbinvicka u3
peecTpa PUANYECKMX NULL M NEPEBOS €€ Ha PYCCKUI s13bIK), MOANMCAaHHOE 06eNMU KOMNAHUSIMMU.



3. MoaTteepxaeHue TpaHcdepa Bcen AokyMeHTaumm MOI ¢ nepeoin ceptudukaumm MOI npaBonpuobpetaTtento,
noanncaHHoe o6enmMmn KoMnaHUsIMu.

4. [loBepeHHOCTb, BKINIOYAsA KOHTaKTHble CBeAEHUS NuLa, OTBETCTBEHHOIO 3a CBS3U MexXay YNONHOMOYEHHbIM OpraHoMm
n gepxarenem MOI1, nognucaHHas npaBonpuobpeTaTenem.

5. MnucbmMo-06a3aTenbCTBO BbINOMHEHUSA BCEX OTKPLITLIX U OCTaBLUMXCSl 0683aTenbCTB (Npy HanmumMm), NoanMcaHHoe
npasonpuobpeTaTtenem.

r.4um " B
3MEHeHVe Ha3BaHusa 1 (Mnn) agpeca yupexxaeHun Kposu, Venosus TpeByeman AoKyMeHTaLIMR na
BKIOYas LLIEeHTPOB Mo cbopy KpoBw/nnasmbl npoueaypsl
1,2 1,23 IA

Ycnosusi

1. YupexaeHne KpoBM JOJMKHO OCTABaTbCA TEM e PUANYECKAM FINLIOM.

2. NameHeHne JOoMmKHO ObITb agMUHMUCTPATUBHBIM (Hanpumep, CInsiHWe, NOrfoLweHne); U3MEHEHVE Ha3BaHWs
yupexaeHus Kposu/LeHTpa no cbopy, Npu HEU3MEHHOCTY YUYpEXAEHUS KPOBMU.

[HokymeHTauns

1. MoanucaHHas aeknapauums Toro, YTo U3MEHEHWE He BKIIOYAET UBMEHEHME CUCTEMbI Ka4ecTBa YUpEXOEHNsI KPOBU.
2. MNoanucaHHas geknapaums Toro, YTo U3SMEHEHWs NepeyHs LeHTpoB cbopa He NPoOUCXoaunT.

3. OGHOBMEHHbIE COOTBETCTBYOLME pa3gerbl 1 A0NONHeHUs K gocbe M.

I". 5 BameHa vnu pobasneHne LeHTpa no cbopy KpoBu/Nnasmel Bua
YcnoBsusa Tpebyemas gokymeHTaums
B paMKax yupexaeHus KpoBu, BKMoYeHHoro B MOr npoueaypbl
1,23 1B

JokymeHTauns

1. Snuaemmnonornyeckne AaHHbIE O BUPYCHbIX MapKepax, 3aTparmsatoLume LeHTp no cbopy kposu/mnasmel,
oxBaTbiBawLwwme 3 roga. B oTHoWeHUn BHOBb OTKPBLITOrO(bIX) LIEHTPa(0B) UK B Crly4ae OTCYTCTBUSA AaHHbIX,
Aeknapauus Toro, 4To anuaemuonornyeckne gaHHole OyayT npeacTaBneHbl B 04epeaHOM eXerogHoM OOHOBMEHUN.
2. YkazaHue, 4TO LeHTP DYHKLMOHUPYET B TEX XX YCNOBUSIX, YTO U APYre LEHTPbI, NpUHaanexalime y4pexaeHuno
KPOBW, COrNacHO NOMOXeHWAM CTaHAapTHOro A4oroBopa Mexay y4pexaeHneM Kposu u gepxartenem MOrl.

3. OGHOBIEHHbIE COOTBETCTBYOLME pa3gernbl U A0NONHeHUs K gocbe MO,

. 6 VcknioyeHne nnu nameHeHne cratyca

HKLIMOHWNPYHOLLIMIN/HEDYHKLIMOHUPYIOLLINIA) yupexxaeHus (i Bu
(cbyriy pyroLl byHKY PYIOLIM#t) y4pexa () Ycnosus Tpebyemas gokymeHTaums A
KpoBwu/LeHTpa(oB), Ncnonb3yembix Ansi coopa KpoBu/nnasmbl npouenypbl
UnNu 4ns UcnbiTaHWs KPOBO- M NNasmMoaad v nynos nnasmel

1,2 1 1A

Ycnosus

1. MNPYYMHBI UCKMIOYEHUSt NN M3MEHEHNA cTaTyca He 0bycrnoBneHbl Nnpobnemamu, cBsidaHHbIMM ¢ GMP.

2. YypexpgeHune(a)/ueHTp(bl) AOMKHLI COOTBETCTBOBATL MHCMEKUMOHHOMY 3aKOHOAAaTENbCTBY NPU 3MEHEeHUn ctaTyca ¢
HeYHKLMOHMPYIOLLMX Ha YHKLMOHUPYOLLME.

HokymeHTaums
1. O6HOBNEHHbIE COOTBETCTBYIOLLME pasaensl U AOMONHeHns K gocke MOT1.
I". 7 BknioYeHne HOBOIo yUpeXxaeHnst KpoBu B Liensix cbopa Bu

yipexa i 4 P Ycnosus Tpebyemas gokymeHTaums A
KpoBu/nna3mebl, He BkNoYeHHoro B Ml npoueaypsl

Il
. 8 3ameHa unu BKNOYEHNE HOBOIO LIEHTPA KPOBM B LIENSX Bua
UCNbITaHWNS1 OHALMIA KPOBU M Mia3mbl 1 (Mnn) NynoB nnasmbl B YCnosus Tpebyemasi [OKyMeHTauus -
pamkax yupexaeHus, BknioveHHoro B Ml P yp
1,2 1B

[okymeHTaums
1. YkasaHue, 4TO UCnbITaHNS NPOBOAATCH COrfacHo TeM xe yTeepxaeHHbiM COlM n (unn) metogam ncnbiTaHUN.
2. OBHOBMNEHHbIE COOTBETCTBYOLME pa3ferbl U A0NOSHEHMS K focbe M.

I". 9 BkntoyeHne HOBOro yUpeXaeHUs KPOBU A1 UCMbITaHWN Ycnosusa Tpebyemas gokymeHTaums Bupg



OOHaLUMI KpOBW 1 Nnasmbl U (A1) NysrioB Nnasmbl, He npoueaypsl
BKINOYEHHbIX B MOT

I". 10 3ameHa nnn BKNOYEHNE HOBOTO YYpEeXaeHNUst KPOBU UK Bug
Ycnosusa Tpebyemas gokymeHTaums
ueHTpa(oB), B KOTOPOM(bIX) XPaHUTCS Nnasma npoueaypsl
1,2 1B

[HokymeHTauns
1. Yka3aHwue, 4TO LeHTp XpaHeHUs yHKLMOHNPYET B COOTBETCTBUM € TeM e COI, yTBep)KAEHHbIM B Y4YpPEXOEHUN.
2. OBHOBMNEHHbIE COOTBETCTBYIOLLME pa3fernbl U AoNoNHeHMs K gocbe M.

. 11 NckniouyeHne yupexxaeHnsa Kposu unm ueHTtpa(os), B Bu
yapexa P LeTpa(os), Ycnosus Tpebyemas gokymeHTaums A
KOTOpPOM(bIX) XpaHUTCA nna3ma npoueaypsbl
1 1 1A
Ycnosus
1. MpuymnHa ucknoveHns He JomxHa bbiTb 06ycnosneHa npobnemamu, ceadaHHbIMu ¢ GMP.
[JokymeHTauns
1. O6HOBNEHHbIE COOTBETCTBYIOLLME pasaenbl U JoMoNHeHns K gocke MOT1.
. 12 3ameHa nnu BKNtOYEHNE opraHM3aunm, BOBEYEHHOW B Bupg
YcnoBsusa Tpebyemas gokymeHTaums
TPaAHCMOPTUPOBKY NiasMbl npoueaypsl
1 1B

JokymeHTauns

1. O6HOBNEHHbIE COOTBETCTBYIOLLME pa3aenbl U AOMONHeHWs K gocbe MOT1, Bkntovas BCe y4pexaeHms KpoBw,
Nonb3yHLLMECs: 3TON TPAHCNOPTHOW OpraHu3auuen, pestome AeNCTBYIOLLEN CMCTEMbI, obecneymBatoLlen
TPaHCNOPTUPOBKY B HAaANEXaLunx ycroBusix (Bpems, Temnepartypa u cootsetctsue GMP) n noaresepxaeHue Toro, 4to
YCIOBWSI TPAHCMOPTMPOBKM BannanpoBaHbl.

I". 13 VckntoveHne opraHnsaumm, BOBIIEYEHHOM B Bupg
Ycnosusa Tpebyemas gokymeHTaums

TPaAHCMOPTUPOBKY NiasMbl npoueaypsl
1 1 1A

Ycnosus

1. MpuymnHa ncknoveHns He JomkHa bbiTb 06ycnosneHa npobnemamu, cBadaHHbIMu ¢ GMP.

JokymeHTauus

1. O6HOBNEHHbIE COOTBETCTBYIOLLME pa3aenbl U JOMONHeHns K gocke MOT1.

I". 14 BkntoyeHne TecT-CUCTEMbI, 3apPErMCTPUPOBAHHON B

Pecny6nuke KaszaxcTtaH B kKauecTBe MeOWULIMHCKOrO U3aenus, B Bug

. Ycnosusi Tpebyemasi [OKyMeHTaLms
Lensix UCMbITaHUst OTAENbHbIX JOHAUMIA KPOBM U NasMbl B npoueaypbl

KayecTBe HOBOW TECT-CUCTEMbI
1 1,2 1A

Ycnosus
1. HoBas TecT-cuctema 3apeructpupoBaHa B Pecnybnuke KasaxctaH B kauecTBe MEAMLMHCKOMO U34enus.

[okymeHTaums

1. MNepeyeHb ncnbiTaTenbHbIX MIOLWAA0K, B KOTOPbIX UCMONb3YeTCs TeCT-cucTema.

2. O6HOBMNEHHbIE COOTBETCTBYIOLIME pa3aenbl U A0NOMHeHUs K gocbe MOT1, Bkrtovyas 0GHOBMNEHHbIE cBeaeHUs 06
UCMbITAaHNAX B COOTBETCTBUUN TpeboBaHusmmu Pecnybnuku KasaxcraH no coctaBnenunio M®I.

I". 15 BkntoyeHne TecT-CMCTEMbI, HE 3apEerMcTpMpoBaHHONM B
Pecnybnuke KasaxctaH B kKayecTBe MEQULMHCKOro usaenuvs, B Bun
. Ycnosusa Tpebyemas gokymeHTauums
Lensix UcnblTaHWs OTAENbHbLIX AOHALMIA KPOBU U MNasmbl B npoueaypbl
KayecTBe HOBOW TECT-CUCTEMbI

a) Hoeasi ucneiTatensHas cuctema paHee He 6bina ogobpeHa B Il



M®M HM ANa ogHOro LEHTpa KPOoBU B LIENAX UCTbITaHWSA
[AOHAaLMIA KPOBM 1 MNasmbl

6) HoBasi ucneitatensHasa cuctema 6bina onobpeqa B MPI1
ONS APYrUX LEHTPOB KPOBU B LIENSAX UCMbITAHWSA A0HALMI KPOBU 1,2 1A
1 nnasmbl

[okymeHTauns

1. MNepeyeHb ncnblTaTenbHbIX LEHTPOB, B KOTOPbLIX MCMONb3YETCS TECT-CUCTEMA, U NepPeYveHb UCMbITaTeNbHbIX LIEHTPOB,
B KOTOPbIX OHa OyaeT ncnonb3oBaThCs.

2. OBHOBMNEHHbIE COOTBETCTBYIOLLME pa3aernbl 1 AononHeHus k gocbe MO, Bkntoyas 06HOBNEHHbIE cBeAeHMS 06
UCNbITaHNAX B COOTBETCTBUU TpeboBaHusammn Pecnybnuku KasaxctaH no coctasneHvio M®I1.

. 16 IameHeHue ncnbiTaTenbHOM cUcTeMbl/MeToaa,

NCNonb3yemMoro Ans UCNbITaHUSA NynoB (MCNbITaHWe Ha Bua
Ycnosusa Tpebyemas gokymeHTauus
aHTUTEna, aHTUreHbl N amnanduKaums HyKNeMHOBbIX npoueaypsl
KMCnoT)
1l
[". 17 BBegeHue nnu paclumpeHune npoLe, bl KAPAHTUHHOIO Bu
a P P poueayp P YcnoBsusa Tpebyemas gokymeHTauums A
XpaHeHusi npoueaypsl
1 1 1A

Ycnosus

1. Mpoueaypa kapaHTUHHOIO XpaHeHus ABnaeTca 6bonee cTporon (HanpuMep, BbIMYCK MNUWLLb NOCNEe NOBTOPHOMN
NPOBEPKN JOHOPOB).

HokymeHTaums

1. O6HOBNEHHbIE COOTBETCTBYIOLLME pa3aensl U AOMOMHeHns K gocbe MOI, BknoyYas 0CHOBaHWSI BBEAEHUS UIK
paclumpeHus npoLeaypbl KapaHTUHHOTO XpaHEeHUs, NINOLWAAKN, B KOTOPbIX OCYLLECTBISAETCA KapaHTUHHOE XpaHEHNE U
N3MEHeHUa npoueaypbl, 4EPEBO PELLEHUIA, BKITHOYAs HOBbIE YCIOBMS.

I". 18 NckntoveHne nepnoga KapaHTUHHOIO XpaHEeHNs Unu Bug
YcnoBsusa Tpebyemas gokymeHTauums
COKpaLLeHune ero NpogosKUTENbHOCTH npoueaypsl
1 1B

JokymeHTaums
1. OBHOBNEHHbIE COOTBETCTBYOLME pa3aensl Jocke MOTT.
. 19 3ameHa nnn nobaBneHne KOHTENHEPOB ANS KPOBU Bu

a poB A P Ycnosusa Tpebyemas gokymeHTaums A
(Hanpumep, MeLKoB, PNakoHOB) npoueaypsl
a) HoBble KOHTeHepbl ANs KpOBW 3apervcTpupoBaHbl B 12 1 A

Pecnybnuke KasaxcTtaH B ka4yecTBe MeOULMHCKUX U3aenuim

6) HoBble koHTeHepbl AN KPOBM HE 3aperncTpupoBaHbl B
Pecnybnuke KazaxctaH B kayecTBe MeAMLMHCKUX U3aenui

Ycnosus
1. KoHTenHep 3apernctpupoBaH B Pecnybnuke KaszaxctaH B kKa4ecTBe MeAMLMHCKOrO n3genus.
2. Kputepuu kavecTBa KpOBW, 3aKIOYEHHON B KOHTENHED, HE N3MEHSIIOTCS.

JokymeHTauns

1. O6HOBNEHHbIE COOTBETCTBYIOLLME pa3aensl U AOMONHeHUs K gocke MOT1, Bknovas HaMMeHOBaHMe KOHTeHepa,
npoussoauTens, cneundukaumio pactBopa aHTMKoarynsHTa, nogTeepxaeHve permctpaumm B Pecnybnvke KasaxctaH m
Ha3BaHWe y4pexaeHUsi KpoBM, B KOTOPOM UCMOSb3YEeTCs KOHTEWHEP.

I". 20 N'ameHeHne XxpaHeHnsa/TpaHCNOPTUPOBKM Ycnosusa Tpebyemas gokymeHTaums E;gue,qypbl
a) ycrnoBuii XxpaHeHus 1 (Mnm) TpaHCnopTUPOBKX 1 1 1A

6) MakcMarnbHOro cpoka XpaHeHus nnasmbl 1,2 1 1A
Ycnosus

1. 'ameHeHVe JoMKHO y)xecTo4aTb YCNOoBUS U COOTBETCTBOBaTL TpeboBaHusim "ocyaapcTBeHHown ®apmakonee
Pecnybnukn KasaxctaH, npegbaBnaemMbiM K nna3me Yernoeka ansg hpakuMoHMPOBaHUS.



2. MakcuMarbHbI CPOK XpaHEHUs! KOpoYe NpeablayLLero.

JokymeHTauus

1. OBHOBIEHHbIE COOTBETCTBYIOLUME pa3fenbl U AOMNONHeHWs kK focke MO, Bkrovas nogpobHoe onncaHne HoBbIX
YCNOBWiA, NOATBEPXKAEHNE NEPBUYHOW IKCMEPTU3bI YCIOBUIN XPaHEHUS/TPAHCNOPTUPOBKU U Ha3BaHWe yupexaeHus(i)
KPOBM, B KOTOPbIX NPOMCXOANUT U3MEHEHUE (ECIN NPUMEHMMO).

I". 21 BBegeHue ncnblTaHUs Ha BUPYCHbIE MapKepbl, ecrnn

Bu
Takoe BBEAEHNE OKaXeT 3HaYMMOe BIIMSHME Ha OLIEHKY Ycnosus Tpebyemas nokymeHTauus q O'El VDb
BMPYCHbIX PUCKOB poueayp
Il
. 22 'ameHeHne npurotoBneHus nyna nnasmel (HanpumMep, Bu
mMeToaa Npov3BOACTBa, pa3Mepa nyrna, XxpaHeHust obpasLos Ycnosus Tpebyemas gokymeHTaums q onuen o
nyna nnasmeoil) P P
1 1B
[okymeHTauns
1. O6HOBNEHHbIE COOTBETCTBYOLWME pasaensl Jocbe M.
I". 23 'ameHeHne Mep, NpMHMMaeMbIX NPU PETPOCMNEKTUBHOM
06Hapy>XeHun, 4YTo JOHaLUMM KPOBM 1 NnasMbl noanexat Bn
Py AoHaLAM kp A Ycnosus Tpebyemas gokymeHTaums A
UCKNtoYeHnto 13 obpaboTkm (Mpouenypa peTpoCneKTUBHOIO npoueaypsl

aHanusa)

Mpunoxexwne 2
K npukady MuHUCTpa 34paBooxpaHeHuns
Pecny6nukn KasaxcrtaH
oT 15 nioHa 2018 roga Ne 374

YTBEpXKAEHbI
npukasom MuHUCTpa 3gpaBoOOXpaHeHUs
Pecny6nukm KasaxcTaH
oT 18 Hos6pst 2009 roga Ne 736
MpaBuna npoBeaeHNA 3KCNepTU3bl U3gerIMin MeAULMHCKOro Ha3Ha4YeHUs U MeAULMHCKOW TEXHUKU
Mnasa 1. O0LwWme nonoxeHus

1. Hactoswwe lMpaBuna npoBeaeHNs aKCnepTn3bl N3AENMn MeOULMHCKOTO Ha3HAYeHNsT U MEOULIMHCKON TEXHUKN
(oanee - MNMpaBuna) paspaboTaHbl B cOOTBETCTBMU cO cTaTbel 63 Kogekca Pecny6nvkn KasaxctaH ot 18 ceHTabps 2009
roga "O 300poBbe Hapoda U cucTeme 3apaBooxpaHeHuns” (nanee — Kogekc) u onpeaensitoT Nopsiiok NpoBeaeHWs
3KCMEePTU3bl N3aenuin MegUUUHCKOro HasHaYeHNst U MeOULMHCKON TEXHUKN.

2. JkcnepTun3a u3genuini MeguLMHCKOro Ha3HavyeH s 1 MeAULIMHCKON TEXHWKM B COOTBETCTBUM C NMYHKTOM 2 cTaTby 63
Kopekca npoBoguTcsa pecnybnmkaHCKMM rocyapCTBEHHbIM NPeanpuaTUeM Ha npaBe X03ANCTBEHHOro BedeHus (qanee —
rocyfapCcTBeHHas 3KCMepTHas opraHmnsaLms), OCyLeCTBASIOWMM NPOU3BOLACTBEHHO-X03ANCTBEHHYIO AEATENbHOCTL B
obnacTtu 3gpaBooxpaHeHust no obecrnedeHunto 6eaonacHoCcTH, 3pPEKTUBHOCTM U KaYeCcTBa U3enuin MeguLMHCKOro
Ha3Ha4YeHUs N MeANLIMHCKOWN TEXHUKM.

3. OkcnepTtuse nognexar nponsseneHHble B Pecnybnvke KasaxctaH, a Takke BBO3UMbIE HA €€ TEPPUTOPUIO U3LeNns
MEeOULUHCKOro HasHa4YeHNst 1 MeOULUHCKAsa TEXHUKA.

4. [lo nopayn 3asaBNeHns Ha aKCNepTu3y U3nenus MeaMLUHCKOro Ha3HauYeHNst U MeQUUMHCKON TEXHWUKU 3asBUTENb MO
XKernaHuo Norny4aeT B rocy4apCTBEHHOM 3KCMEPTHOW OpraHn3aummn Hay4Hyto 1 NPeaperMcTpaLMoHHy0 KOHCYNbTauuio Ha
[JOrOBOPHOM OCHOBE MO BOMPOCaM, CBSI3aHHbLIM C NPOBEAEHNEM 3KCMEPTU3bl U3AeNnin MEAULUHCKOrO HasHauYeHns
MeOULNHCKON TEXHUKN.

5. Ins npoBeAeHUst 3KCNepTU3bl U30ENMN MEOULMHCKOTO Ha3HaYeHUs U MeQNLMHCKON TEXHUKU, NPUMEHSIEMbIX B
cnyx0be KpoBM rocyjapCTBEHHAsi 3KCMepTHasi OpraHM3aums NpUBEKAET CreLmManMcToB U3 NpodubHbIX OpraH1u3aLui,
OCYLLECTBNSOLWMX AESATENBHOCTbL B cdhepe cryObl KpOBMU.

6. B HacToswmx MNpaBumnax Mcnonb3yrTcsa crieqylolmne TePMUHbI U onpeaeneHns:

1) n3pgenua MeguUMHCKOro HasHaveHus/MeanMUUHCKas TexHMKa Ang AMarHoCTUKK invitro (MH BUTPO)- MHCTPYMEHTHI,
annapatbl, Npnbopkl, 000pyaoBaHWeE, MaTepuarnsl, peareHTbl, KannbpaTopbl, KOHTPOMbHbIE MaTepuanbl U Npoyne
n3genusi, NpMMeHsiemMble B MEANLMHCKUX LIENSX OTAENBHO UM B COMETaHMM Mexay coboi, a Takke BMecTe ¢
NPUHAANEXHOCTAMN, HEOBXOANMBIMY ANSt NPUMEHEHUST YKa3aHHbIX U3OENUI NO HasHa4YeHuto (BKIYas cneumanbHoe



nporpaMMHoe obecneyeHune), n NpegHa3Ha4YeHHbIE NPOM3BOAUTENEM ANsi TPUMEHEHMS NPY UCCreaoBaHUSX invitro
(vHBMTPO) 06pasuoB BronorMyecknx MaTepumarnos YernoBeka A NonyvyeHus nHpopmaLmm OTHOCUTENBLHO
PU13NONOrM4eckoro Nnm NaTonorM4eCcKoro COCTOSHNS, BPOXAEHHOW NaTonoruu, npeapacronoXeHHOCTH K onpeaeneHHoMy
KIUHUYECKOMY COCTOSIHUIO UK BOne3Hn, COBMECTUMOCTU TKaHEN C NoTeHUManbHbIM peLunMeHToM, NPorHO3npoBaHnst
peakuuii Ha TepaneBTUYECKME BO3AENCTBUS, Bbibopa TepaneBTUYECKNX CPeacTB U (M) KOHTPONS NeYeHus:;

2) HaMMeHoBaHue M3enuin MeaNLMHCKOrO Ha3HayYeHns 1 MeaULMHCKOW TEXHUKM — CrioBeCHOe 0603HayeHne nsaenuin
MeOULMNHCKOro HasHa4YeHst 1 MeOULMHCKON TEXHUKN, ONpeaensitolee MOAeNb, PasHOBUOHOCTb, MOAUMUKALMIO, TUM;

3) KOMNNeKTyoLLee K N3AenmamM MegUUNHCKOro HasHaYeHUs U MeQULMHCKON TEXHUKE — u3genue, He siBnsioLLeecs
n3genuem MeamuMHCKOro HasHayeHus U MeAULIMHCKON TEXHUKM I NPUHAASEXHOCTLIO K HUM, B TOM YMcre 6roku, 4acTu,
3NeMEHTbI U3Aenns, maTepuarnsbl, 3anacHble YacTu, NpegHa3HavYeHHble NPOM3BOANTENEM M3AENUS MEANLIMHCKOIO
Ha3Ha4YeHUs 1 MeANLIMHCKOW TEXHWKM NS NPUMEHEHUs1 B COCTaBe Ui COBMECTHO C HUMMU;

4) NpyHaaNeXHOCTb K N30enuamM MeAMLMHCKOrO Ha3HaYeHNst U MEAMUMHCKOM TEXHUKU — U3fenne, He ABnstLLeecs
n3genuem MeamuUMHCKOro Ha3HayeHus Unm MeanLUMHCKON TEXHUKOMW, NpeaHa3HavYeHHoe Npon3BoavTenem ans
COBMECTHOIO NPUMEHEHUS C OAHUM UITU HECKOSbKMMMW U3AENUAMM MEOULMHCKOTO HasHa4YeHUst Unu MeguumHCKon
TEXHUKOW OS5 UCMOSIb30BaHNSI B COOTBETCTBUM C X HA3HAYEHNEM;

5) 6e3onacHOCTb M34enuin MeAULIMHCKOrO Ha3HayYeHUs U MeQULMHCKON TEXHUKM — OTCYTCTBME HEAO0MYCTUMOro puUcKa,
CBSAI3aHHOIO C BO3MOXHOCTLIO HAHECEHWSI BPEAA KN3HW, 300POBbIO YENOBEKA M OKpYXXaloLLEn cpeae;

6) 3akntoveHne o 6esonacHoCTn, AIPHEKTUBHOCTM U KaYeCcTBe U3aenuin MegULUHCKOro HasHavYeHst 1 MegULNHCKON
TEXHVKM — JOKYMEHT, coAepXallunii pe3ynbTaThl 9KCNepTU3bl 3asiBIEHHbIX U3AENUIA MEANLMHCKOTO Ha3HavYeHns n
MEANLIMHCKON TEXHUKM;

7) pacxogHbli Matepuan K usgenusiM MeavLMHCKOro Ha3HavYeHUsa U MeAULIMHCKOM TEXHUKN — U3OEeNnUst U maTepuansl,
pacxofyeMble Npu UCMONb30BaHUN U30ENNA MEONLIMHCKOTO Ha3Ha4YeHUst 1 MEAMLMHCKOWM TEXHUKM, obecneynBatoLine
npoBefeHne MaHunynAumMi B COOTBETCTBUM C (DYHKLMOHAIbHLIM Ha3HAa4YeHEM U3genuii MeQMLUHCKOrO Ha3HavYeHnsa 1
MeOULNHCKON TEXHUKN;

8) npounsBoanTenb (M3roTOBUTENb) U3AENUA MEANLIMHCKOrO Ha3HaYeHUs 1 MeANLIMHCKOW TEXHUKM — IOPUANYECKOE MUIn
dusnyeckoe nuLo, 3aperncTpMpoBaHHOE B Ka4eCTBE UHAMBUAYANbHOIO NpeanpuHuMaTensi, OTBETCTBEHHOE 3a
pa3paboTKy 1 NPON3BOACTBO U3AENUS MEOANLIMHCKOTO Ha3HaYeHUS N MEAMLMHCKOW TEXHUKM, N AenatoLlee ero JOCTYNHbIM
AN NCNonb30BaHMsA OT CBOEro MMEHU, HE3ABMCKMMO OT TOro, pa3paboTaHo v (UnNu) NPoM3BeAEHO (M3roTOBNEHO) n3aenve
MEANLIMHCKOrO Ha3Ha4YeHUs N MeanUUHCKast TEXHUKA 3TUM NMLOM UMK OT ero MMEHN ApYrMM NMLUoM (nnuamu), Hecyllee
OTBETCTBEHHOCTb 3a ero 6e30nacHOCTb, kKa4ecTBO, 3PPEKTMBHOCTb M HA MMSA KOTOPOrO BbiAAETCS PerucTpaunoHHoe
yaocTtoBepeHune Pecnybnukm Kasaxcrah;

9) Ka4ecTBO U3AENUA MeQNLIMHCKOTO Ha3HaAYeHUS U MEOULIMHCKOWN TEXHUKM — CTENEHb COOTBETCTBUS COBOKYMHOCTH
CBOWCTB M XapaKTepUCTUK N3gennst MeAMLUHCKOro HasHavYeHNst 1 MeAULIMHCKOW TEXHMKU, BMSIOLLMX HA X CNOCOBHOCTb
OencTBOBaTb MO HA3HAYEHUIO;

10) achheKTUBHOCTb N3AENUI MEOULNHCKOIO Ha3HAYeHUsT U MEOULIMHCKON TEXHUKN — COBOKYMHOCTb XapaKTepPUCTUK,
obecneymBatoLLMX JOCTMKEHME NPOUNAKTUYECKOro, AMAarHOCTUYECKOro, ne4YebHoro n (unu) peabmnutayumoHHoro
achdekTa;

11) HOpMaTVBHBIV OKYMEHT NO KOHTPOIO 38 Ka4eCcTBOM U 6€30MacHOCTbIO N3AENUA MEANLIMHCKOTO Ha3HaYeHns
(Banee — HOpMaTUBHbIA OKYMEHT) — OKYMEHT, YCTaHaBMNMBAIOLLMI KOMMNNEKC TpeboBaHWUI K Ka4ecTBy n3genui
MEeOULMHCKOro HasHavyeHus1, a Takke MeToankam ero onpeaerneHnsi, 06ecneynBatoLLnx UX OAMHaKOBbIE NapaMeTpbl
6e30MacHOCTU 1 Ka4ecTBa;

12) OkcnepTHbIA COBET rOCYAapCTBEHHOW SKCMEPTHOW OpraHnsaumm (ganee — OKCNepTHbIV COBET) — KonnernanbsHbIn
opraH, co3faBaeMblll B roCyapCTBEHHOW 3KCNEPTHOM OpraHM3aumm No pacCMOTPEHUIO CMOPHbBIX BOMPOCOB B pe3ynbTaTax
3KCNEepPTU3bl, OCHOBAHUI (MPUYUH) BblAauM oTpuLaTenbHbIX 3aKMoYeHUin No adpgekTMBHOCTM, 6E€30MacHOCTM U Ka4ecTBy
JNleKapCTBEHHbIX CPEACTB, U3aenMin MeQMLUUHCKOrO HasHavYeHNst 1 MEOULNHCKON TEXHUKN Y MPUHSITUIO OKOHYaTENbHOMO
peLueHus:;

13) mogensb - 6ykBeHHOe, UMdpoBoe nnmn OykBeHHO-LUMPPOoBOE 0603HAYEHNE OLHOWN €AVHULBI U3OEeNUa MeANLIMHCKOrO
Ha3Ha4YeHUs 1 MeANLIMHCKON TEXHWUKM;

14) mogudukaums — pasHOBUOHOCTb, BapnaHT UCMOMHEHUS U3OEeNUA MEAMLUHCKOrO Ha3Ha4YeHUs 1 MEAULIMHCKOW
TEXHUKK, pa3paboTaHHbIX Ha 6a3e OCHOBHOIO U3Aenusi C Lernbi YCOBEPLLUEHCTBOBAHMS, pacumpeHuns nnbo
crneuvanusauum NpUMEHeEHNst B MEOULIMHCKMX Liensx 1 umetoLast obLume KOHCTPYKTUBHBLIE NPU3HAKN C OCHOBHbLIM
n3genuew;

15) npou3BoACTBEHHAs NnoLLafKka — TeppuTopransHO 060CO6NEHHbIN KOMMIEKC, NPeAHa3HAaYeHHbIN Ans
BbINOIHEHMS BCErO NpoLecca Npov3BOACTBa U3aenvs MeauUMHCKOro HasHa4YeHnst 1 MeauUMHCKON TEXHUKN UMK ero
onpeaeneHHbIX cTagunm;

16) yNnonHOMOYEHHbIN NpeacTaBUTENb NPOU3BOAUTENS — OPUANYECKOE UMK hU3NYeCKoe NULO, 3aperncTpupoBaHHoE
B Ka4yeCTBe MHAMBUAYANbHOIO NpeanpuHumaTens, aensioLleecs pesvaeHTom Pecnybnuku KazaxctaH, ynonHOMOYeHHoe
[0BEPEHHOCTbLIO NPOU3BOANTENSA U3AENNS MEOULNHCKOrO HasHaYeHUst U MeaULNMHCKON TEXHUKM NpeacTaBnsaTb ero



MHTEPECHI Mo Bonpocam obpalleHust 3genmst MeguLMHCKOro Ha3HavYeH s U1 MeULIMHCKON TEXHUKM Ha TeppuTopumn
Pecny6nukn KaszaxctaH B COOTBETCTBMU C AENCTBYHOLLMM 3aKkoHodaTenbctBoM Pecnybnuku KasaxcraH B obnactu
3[paBOOXpPaHEHMS;

17) 3aaBuTeEnsL — NPOM3BOANTENb (M3rOTOBUTEND) NN UX NPeACTaBUTENb, YNONHOMOYEHHOE NoAaBaTh 3asiBNeHue,
OOKYMEHTbI U MaTepuvarnsl Ha NPOBEAEHME KCMEePTU3bl N30ENUA MEOULIMHCKOTO Ha3HAYeHUS U MEANLMHCKOW TEXHUKM ONd
perncrpaumu, nepepermctpaumm, BHECEHME N3MEHEHWI B permcTpaumoHHOe A0Che;

18) Tnopa3smepHbIn psag — pAa U3OEenvn C eAMHON KOHCTPYKUMEN, OBLLIMM TEXHOMNOMMYECKMM NPOLIECCOM, U3
OAHOPOAHOro MaTepuana, obwum yHKLMOHANbHBIM Ha3HaYeHeM, OTNINYAIOLLMXCS pa3MepamMu, JuameTpamu,
rnyoGuHown, Becom, 06 beMomM, LBETOM U hopMoiA;

19) perMcTpaLmoHHOe JOCbe — KOMMIEKT AOKYMEHTOB 1 MaTepunarnoB yCTaHOBIIEHHOTO COAEpXKaHUs,
npeacTaBrnsieMbl K 3asiBNEHUI0 Ha SKCNepTU3y U3ennuini MeAULMHCKOrO Ha3HavYeHUs 1 MeAULIMHCKOM TEXHUKY;

20) BHECEHME U3MEHEHWI B PErMCTPaLMOHHOE A0ChEe — UBMEHEHUSI, BHOCUMbIE 3a8BUTENEM B PEMMCTPaLMOHHOE
[0Cbe B TedeHne OeNCTBMSA permcTpaumoHHOro YaoCTOBEPEHUs, He BNusoLmMe Ha 6e30nacHOCTb, 3PEKTUBHOCTb U
Ka4yecTBO U3AeNnin MeAULMHCKOTO Ha3HaYeH s 1 MEeQULIMHCKON TEXHVKM 1 NoAriexallmne aKcnepTm3e B COOTBETCTBUM C
HacTosAwwmmun MNpasunamu.
nasa 2. Nopaaok npepocTaBneHUA perMcTpaLmMoHHOro AoCke AN NpoBeAeHUsA IKCNepTU3bl U3aenun
MeAULMHCKOro Ha3Ha4YeHUs U MeAULIMHCKOW TEXHUKU

7. Ona npoBeAeHUs 3KCNEepTU3bl U3OENMN MEOULMHCKOIO Ha3HaYeHUst 1 MeOULIMHCKON TEXHMKN 3asBUTENb 3aKoyaeT
C rocyjapCTBEHHOW 3KCMEPTHOW OpraHM3aLumMen JoroBop Ha NPOBEAEHNE IKCNePTM3bl U NpeaocTaBnseT B LieHTp
obcnyxuBaHusa 3asBuTenen rocyqapCTBEHHON dKCnepTHOM opraHm3auun (ganee — LLIO3) cnegytowime AOKyMEHTBI:

1) 3asBneHVe Ha NpoBeAeHNe IKCNEPTU3bI N3AENUA MEQNLMHCKOIO Ha3HaYeHNs U MeQULIMHCKON TEXHUKM No chopme
cornacHo npunoxeHuto 1 k Hactoswwmm MNpasunawm;

2) perncTpaumMoHHOe 0OCbe, CoAepKalllee nepedeHb AOKYMEHTOB PErMCTPALNMOHHOIO 4OCkE AN 9KCNepTu3bl n3aenumn
MEANLIMHCKOTO Ha3Ha4YeHUst U MeAMLMHCKOM TEXHUKN COrMacHO NPUIoXeHuUto 2 K HacTosAwmm MNpasunam;

3) o6pasubl u3genuii MeAMLMHCKOro Ha3Ha4YeHUs, cTaHgapTHble 00pa3subl XMMUYECKMX BELLECTB, TECT-LUTaMMOB
MUWKPOOPraHM3MOB, KyrbTyp KIeTOK, CneunduIeckux peareHToB, pacxoaHblX MaTeprarnos, HeobxoaumbIX Ang
BOCMPOM3BOAUMOCTU METOAMK NabopaTopHbIX UCTIbITAHUIA U3AENUS MEOULIMHCKOIO Ha3HaYeHWs B KONM4ecTBax,
[O0CTaTOYHbIX A58 TPEXKPATHbIX UCMbITAHWUIA C OCTAaTOYHBIM CPOKOM FOAHOCTU HE MEHee LLECTU MeCSLEB;

4) xonuio OKYMeHTa, NOATBEPXKAAoLLEro onnaTy 3asiBUTENEM CyMMbl AN NPOBEAEHNS 3KCMEPTU3bl HA PaCYETHBIN
CcyeT rocyapCTBEHHON 3KCMEPTHON opraHm3aumu.

8. dopmupoBaHMe 3aABMNEHNS Ha NPOBEAEHUE IKCNIEPTU3bI U3AENUIA MEAULMHCKOrO HAa3HaYeHNS 1 MeOULIMHCKON
TEXHVKW C NPUMOXEHNEM NEPEYHS LOKYMEHTOB PErMCTPALIMOHHOIO JOCkE Afst 3KCMepTM3bl U3Aenuii MeauLMHCKOro
Ha3Ha4YeHUs N MeANLIMHCKOWN TEXHUKM COTNTAacHO MPUITOXEHMIo 2 K HacTosAwmMM NpaBunam ocyLecTBnseTcs B
MH(OPMAaLMOHHON CUCTEME FOCYLapCTBEHHOW 3KCMEPTHOWM OpraHu3aumm (ganee — MHQopMaLUMoHHas cuctema) no
MHOUBMAYaNbHOMY Naposio.

9. Cneuuanuct LJO3 nocne npuema 0OKYMEHTOB, NPeayCMOTPEHHbIX MYHKTOM 7 HacToswwmx NpaBun B TedeHne
OfHOro paboyero oHs:

1) ocywiecTBnseT perucTpaumio 3asBneHns B MHPOPMaLMOHHON CUCTEME;

2) ocyLLecTBASIET 3arpy3Ky 3MEeKTPOHHOrO PEMMCTPALMOHHOIO AOChE B MHOPMALMOHHYO CUCTEMY;

3) npoBepsieT OCTAaTOYHBIN CPOK rOAHOCTM 006pa3LIOB N3aenuii MeAMLMHCKOrO Ha3HavYeHus, CTaHaapTHbIX 06pasuoB
XMMUYECKMX BELLECTB, TECT-LUTAMMOB MUKPOOPraHN3MOB, KyNnbTyp KINETOK, CNeLnduIeckmx peareHToB, pacxogHbIX
MaTepuanoB, Heob6xoaNMbIX AN BOCNPOM3BOAMMOCTM METOAMK NTAabopaToOpHbIX UCTIBITAHUIA M3OeNUsa MeANLIMHCKOro
Ha3Ha4YeHUs N BHOCUT AaHHbIE B MHADOPMALIMOHHYIO CUCTEMY.

Ons cobniofeHnsa ycnosuii xpaHeHust (TeMnepaTypHbIA PEXUM, BIAXHOCTb) 06pasubl U3genuii MeguLMHCKOro
Ha3Ha4YeHus NpegoCcTaBnsTCA HAPOYHO HEMOCPEACTBEHHO B UCMbITATENbHYIO nabopaTtopuio.

10. MNpn ogHOBpeMEHHON NoJaye Ha 3KCNepTU3y HECKOMbKUX MOAUMUKaLMIN n3genmin MeguuuHCKOro HasHavyeHns 1
MEOVLUHCKON TEXHMKN, OTHOCALLMXCS K OAHOMY BUAY U3genvst MeOULUUHCKOro HasHauyeHUst 1 MeOULMHCKON TEXHUKN,
M3roTOBMEHHbLIX OAHUM NPOM3BOANTENEM, OTAINYAIOLLMXCA APYT OT APYra U3MEHEHUAMM KOMMneKTauum u (unm)
TEXHUYECKUX NapaMeTpoB, HE BNMAIOLWUMK Ha NPUHLUMN paboTbl 1 yHKLMOHANbHOE Ha3HaYeHWe, OTHOCSALLMXCS K OQHOMY
KIlaccy NoTeHLManbHOro pucka NpMMEHEHWs!, 3asiBUTENb NPeAcTaBnseT OAHO 3asiBNIEHWE U OOHO PerncTpaLmoHHoe
aocee.

11. B cnyyasix npeacTaBrneHus 3asBMTeNIeM HEMOJTHOrO NakeTa AOKYMEHTOB, a Takke He CObnoaeHNst yCnoBun,
nNpeayCcMOTPEHHbIX NYHKTOM 7 HacTosiux MNpaeun cneunanuct LIO3 oTka3biBaeT B NpueMe 3asBrneHus.
naBa 3. Mopsaaok npoBeAeHUsA 3KCNepTU3bl U3AENUA MeAULIMHCKOTO Ha3Ha4YeHUA U MeAULMHCKOW TeXHUKN
Maparpadc 1. Atanbl NpoBefeHUA IKCNEePTU3bl U3AeNUN MeAULMHCKOrO Ha3HaYeHUss U MeAULIMHCKON TeXHUKU

12. BkcnepTu3a u3genuin MeguUMHCKOro HasHavyeHns UM MeAULIMHCKON TEXHWUKM COCTOUT U3 CrieaytoLmux 3Tarnos:

1) HayanbHaga akcnepTM3a (Banuaaumsi PErmMcTPaLNoOHHOIO A0Cke);

2) nabopaTopHble UCNbITAHUS HA U3OENUS MEAMLUMHCKOTO Ha3HaYeHus:;



3) cneunanuanpoBaHHas aKcnepTmaa.

13. BkcnepTu3a NpoBOAUTCS C UCMONb30BaHNEM MHOPMALIMOHHOW CUCTEMbI FOCY1apCTBEHHOW 3KCNEPTHON
opraHusauum "3kcnepTnsa NnekapCTBEHHbIX CPEACTB, M30enuii MeaNLUMHCKOro Ha3HavYeHns U MeANLIMHCKOW TEXHUKKN",
MHTErpMpoBaHHOM ¢ eanHon 6a3on AaHHbIX "Cuctema ynpasneHms nekapcteeHHoro obecnedverHunsa” EquHon
MH(OPMAaLMOHHON CUCTEMbI 30PaBOOXPAHEHMS.

Maparpadc 2. MNopsaaok npoBeAeHNA HaYaNbLHOW 3KCNEePTU3bI (Banuaauum permcTpaumoHHOro Aocbe) ngenumn
MeAULMHCKOro Ha3Ha4YeHUs U MeAULIMHCKOW TEXHUKU

14. MNocne npuema 3asBNeHUs 3KCNEPTOM NMPOBOAMTCA HayanbHasa akcnepTnsa (Banvoaunsa permcTpaumMoHHOro OChe)
M3aenusa MeguLMHCKOTo Ha3HavyeH s UM MeanLMHCKOM TEXHUKM B CPOKM, MPeayCMOTPEHHbIE rMaBor 6 HacToALWmUX
Mpasun.

15. Mpwn HavanbHOM aKcnepTu3e (BanMaaumu permcTpaumoHHOro 4OCke) U3nenns MeAMLUUHCKOro Ha3HavyeHnsa unum
MEONLIMHCKON TEXHWKM NPOBOAUTCS OLEHKa NOMHOTLI, KOMMIEKTHOCTA U NPaBUIIbHOCTM 0POPMIIEHNS JOKYMEHTOB,
npeacTaBreHHbIX 3asiBUTENEM B PErMcTpaLyMoHHOM OOCbe B OTHOLLEHUM AoKa3aTenbCcTB 6e30nacHOCTH, 3pEKTUBHOCTU
1 KavyecTBa n3genuns MeaMLUHCKOro HasHa4YeHns unu MeauLUmMHCKON TEXHWKN, a Takke NpoBepkn obpasLoB n3genui
MEeNLIMHCKOrO Ha3Ha4YeHus 1 cTaHaapTHbIX 06pasLoB AnA NpoBeAeHNst nabopaTopHbIX UCNbITAHUIA HA COOTBETCTBUE
yCrnoBusaM, NpeabsaBnsemMbiM kK obpasuam nsgenuii MeAMLMHCKOro Ha3HavyeHus Anst nabopaTopHbIX UCMbITAHUA COrMacHo
npunoxexuto 3 Kk HactoAwwmm NpaBunam.

16. B cnyyae Hanuunsa 3ameyaHuii B permcTpaumoHHOM 0Chbe 3asiBUTENI0 HanpaBnsaeTcs MMCbMO C yKadaHuem
BbISIBIIEHHbIX 3aMeYaHni 1 He0BXOAMMOCTU UX YCTPAHEHWUSI B CPOK, HE NMPEBbILLAILLNIA LWECTbAECAT KaneHaapHbIX LHEN.

17. MNpwn He ycTpaHeHUn 3aMeyaHnin U HeNpeaCcTaBeHN OTBETA B YCTAHOBMNEHHbIE CPOKW, NPEAYCMOTPEHHbIE
NyHKTOM 16 HacToswmx [NpaBun, rocygapcTBEHHas akCcnepTHasa opraHn3auus HanpasnseT 3asBUTento ysegomreHne (B
Npoun3BosbHON hopme) 0 NpeKpaLLeHnM IKCNepTM3bl N3AENNS MEONLMHCKOTO Ha3HAaYeHUs UMM MEANLMHCKON TEXHUKM.

18. Mo pesynbTaTam HayanbHOWM 3KCNEPTU3bI (BanuaaumMm perMcTpauuoHHOro 40Cke) COCTABNAETCA OTYET HavanbHOM
aKCnepTU3sbl (Banuaaummn perncTpaLumMoHHOro oCke) U3AenNust MeANULIMHCKOTO Ha3HAYeHUS UMM MEOVLIMHCKON TEXHWKM,
npeacTaBreHHbIX HAa 3KCNEPTU3Y COrMacHO NPUNOXEHUIO 4 K HacToALWMM NpaBunam unu oTYeT HavyarbHOM SKCNEPTU3bI
(Banmpauum perncTpaumoHHOro OChe) U3MEHEHWUI, BHOCUMbIX B perMcTpaumoHHOEe 40Cke N3aenms MeguunuHCKoro
Ha3Ha4YeHUs UNN MEeAULMHCKON TEXHUKN COrMacHo NpUoXeHuto 5 k Hactosawwmm MNpasunam.

Maparpadc 3. Mopsigok npoBeaeHUs NabopaTopHbIX UCNbITAHUA U3[ENTUA MeAULUHCKOrO Ha3HaYeHus

19. B cnyyae nonoXxutenbHOro ot4eTa HavanbHON 3KCnepTu3sbl (Banuaaumm permcTpaumMoHHOro 4ocke) NpoBOASATCA
nabopaTtopHble ncnbiTaHMsa 06pasuoB U3genuin MeANLIMHCKOrO Ha3HayeHMs B CPOKN, NPeayCMOTPEHHbIE rnaBor 6
HacTosAwwmx MNpaswun.

20. JTabopaTopHble UcnbiTaHUst 06pa3LoB U3OENUIA MEAULMHCKOrO Ha3Ha4YEeHNsI OCYLLIECTBIIAOTCSA B UCMbITATENbHbIX
nabopaTtopusix rocyfapCTBEHHOW 3KCNEPTHOM OpraHM3aunmy B Liensx NnogTBEPKAEHNS] COOTBETCTBUSA NokasaTenemn
6e30nacHOCTM 1 KavyecTBa U3genus MeAMLUHCKOro Ha3Ha4YeHNs 3asiBMEHHbIM B HOPMAaTUBHOM [JOKYMEHTE NPOU3BOANTENS
1 BKITHOYAKOT:

1) ncnbiTaHnsa 06pa3LoB N3nENUIA MEANLIMHCKOTO Ha3Ha4YeHUs;

2) onpegeneHne BOCNPOM3BOAMMOCTU METOAMK aHanmaa.

VcnbiTaHmsa o6pasyoB M3genun MeanUMHCKOro Ha3HavyeHUsl OCYLLECTBIAOTCS NyTeMm nNpoBeaeHus uanko-
XMMUYECKMX, BUONOrMYEcKUX 1 TEXHUYECKNX UCTIbITaHUIA B LIENSX NOATBEPXKAEHMS COOTBETCTBUSA NoKasaTenem
6e30MacHOCTU 1 Ka4yecTBa U34enusa MeaNLMHCKOTO Ha3HayeHus.

Mpu ncnbiTaHUM 06pasLoB N3nennst MEAULIMHCKOTO Ha3HadYeHust onpegensetca buonoruyeckas 6e3onacHOCTb UnNn
OLeHKa Bronornyeckoro AencTeus, uUanyeckne n MexaHn4Yeckne nokasarenu, PyHKUMOHanbHbIE, TEXHUYECKME U
PUNKO-XMMUYECKME NOKasaTenu, noareepxaatome 6e30nacHOCTb N KA4eCTBO U3AENMIN MEQULMHCKOIO Ha3Ha4YeHus.

OnpepeneHne BOCNpoOM3BOANMMOCTU METOAMK aHanM3a no KOHTPO0 Ka4YecTBa N3genns MeAMLUHCKOrO HasHayYeHust
OCYLLIECTBNSAETCS B LIENAX NOATBEPXKAEHMS UX COOTBETCTBUS, NPEayCMOTPEHHbLIX HOPMaTUBHbLIM JOKYMEHTOM
npou3BoanTens.

21. JlabopaTopHbIe UCNbITAHWST HE MPOBOAATCS NPU NPOANEHUN CPOKA AENCTBUSA PEMMCTPALIMOHHOIO YOOCTOBEPEHNS B
crnyyae npucyTcTBUS Ha hapMaLeBTUYECKOM pbiHKe Pecnybnukm KaszaxctaH nsgenuii MeguumMHCKOro Ha3HaveHus,
npou3sseeHHbIx B ycrosusx ISO (MCO) 13485 nnm GMP (Oxu3dmln), He meHee aecaTu net 6e3 peknamaumn Ha ero
6e3onacHoCTb, 3PEKTUBHOCTL U Ka4eCTBO.

22. B cnyyae BbISIBNEHUsI 3aMeYvaHuiA No pesynbTatamM nabopaTtopHbIX UCNbITaHWIA 3asBUTENNIO HaMpaBnisieTcs NMCbMO
C yKa3aHneM BbIsIBNIEHHbIX 3aMeYaHnii 1 HEOOXOAMMOCTM UX YCTPAHEHMUS B CPOK, HE NMPEBbILLAOLLMIA EBAHOCTA
KaneHaapHbIX OHEN.

23. MNpwn He NnpegocTaBneHnn 3asiBATENEM OTBETA Ha BbICTABMNEHHbIE B MUCbME FOCYAapCTBEHHOW 3KCNEPTHOW
OpraHvM3auumn 3aMeyaHus B YCTaHOBIEHHBIN CPOK, NPEAYCMOTPEHHbIA MYHKTOM 22 HacTosAWmMX [NpaBun u oTpyuaTenbHbIX
pesynbTaTax nabopaTopHbIX UCMbITAHWUIA, MaTepuarnbl HaNPaBAsOTCS B DKCNEPTHLIV COBET ANsi NPUHSTUS peLueHnst ob
0OTKase U NpekpaLleHns IKCNepTu3bl 3ENUi MeANLMHCKOrO Ha3Ha4YeHUs.



24. Mo pe3ynbTaTtam nabopaTopHbIX UCMbITAHWUI N30EeNNs MEOULVHCKOrO Ha3Ha4YeHUsl ucnelTaTensHow nabopatopuen
COCTaBAeTCA MPOTOKON UCMbITaHMI MO (POPME COrfiacHoO NpUoXeHuto 6 Kk HacToAwmm MNpaBunam.

25. [ina obpasuoB n3aenuii MeauLIMHCKOro HasHaveHus, TpebytoLwmx ocobbiX yCnosuin TPaHCNOPTUPOBKA 1
NPOBEAEHNSA NCMbITaHWI C NCNOSb30BaHNEM cneumdrnyeckoro o6opyaoBaHMsa 1 BCNOMOraTenbHbIX CpeacTB
nabopaTtopHble UCMbITaHNA NPOBOASATCA B N1abopaTopum KOHTPOMS KavyecTBa NPOU3BOAUTENS UM B KOHTPaKTHOM
nabopartopuu, UCNOMb3yeMon NPoM3BOAUTENEM B MPUCYTCTBUM NpeacTaBuTenei rocy4apcTBEHHON 3KCNepPTHON
opraHusauuu.

Mo pesynbTatam UCMbITAHWIN COCTaBMSETCS OTYET O pesynbTaTax NpoBeAeHNs NabopaTtopHOro UcnbITaHns B
nabopaTopuu KOHTPOSA KavyecTBa NPON3BOAUTENS UMM B KOHTPaKTHOM nabopaTtopuu, NCMosfb3yeMOon Npou3BOAUTENEM
COrnacHo NpuIoXeHuto 7 Kk Hactosiwmm MNpasunam.

Maparpacp 4. Mopsgok npoBeaeHUs cneunanu3MpoBaHHOW 3KCNepPTU3bl U3fenuin MeguLMHCKOro Ha3HauyeHus u
MeAULMHCKOW TEXHUKMU

26. B crniyqae nonoxuTensHOro pesynbtaTta nabopaTopHbIX UCMbITAHWI NPOBOAUTCS Cneunanm3npoBaHHas
aKCnepTU3a U3gennst MEANLIMHCKOTO Ha3HaYeHUs U MEAMNLUHCKOW TEXHMKM B CPOKW, NPedyCMOTPEHHbIE rMaBon 6
HacTosAwwmx MNpaswun.

27. CneumnannanpoBaHHas aKcnepTu3a NPoBOAUTCHA NyTEM U3yYeHNs JOKYMEHTOB PerncTpaumMoHHOro AoCke Ha
npegmeT ux 6esonacHoCTH, apdEKTUBHOCTH, KAYECTBA, BKIOYAIOLLASNA:

1) oueHky 6e3onacHOCTU, 3PPEKTUBHOCTM U KAYEeCTBaA U3OENUN MEQULMHCKOIO Ha3HAYeHNS U MEeOULMHCKON TEXHUKM;

2) OUEHKY BNUSHUSI BHOCUMbIX B PEFMCTPaLMOHHOE JOCkE U3MEHEHMI Ha 6e30NacHOCTb, 3(EeKTUBHOCTb N KAYECTBO
n3aenuin MeguumMHCKOro Ha3HavYeHs 1 MeQULIMHCKON TEXHWKM;

3) aHanu3 faHHbIX 0 pa3paboTke 1 NPOM3BOACTBE M3Aennsa MEAULIMHCKOrO Ha3Ha4YeHns 1 MeQULIMHCKON TEXHUKN
(cxembl NpoLeccoB NPOM3BOACTBA, OCHOBHBLIX CTaui NPOM3BOACTBA, YNAKOBKW, UCTbITAHUIA U MpoLeaypbl Bbinycka
KOHEYHOro NpoaykTa);

4) aHanu3 oT4eTOB MO pe3ynbTaTam OLEHKN YCITOBUIA NPOM3BOACTBA U CUCTEMbI 06ecneveHns kadyecTsa npu
rocy4apCTBEHHON perncTpaummn n3genns MeauLUMHCKOro HasHauYeHNss 1 MeAULMHCKOW TEXHUKMK;

5) aHanus 6uonornyeckon 6€3onacHOCTU N3aenms MeguULMHCKOro Ha3HaYeHs Ha OCHOBE aHanu3a Bcex MaTepuarnos
)KMBOTHOIO MW YENOBEYECKOrO NMPOUCXOXAEHNS, BXOOAALNX B U3NENNSt MEOULIMHCKOTO Ha3Ha4YeHUs1, a Takke
MHdopMaLmm o nogbope NCTOYHMKOB (AOHOPOB), 0TOOpe MaTepunana, MPOLECCUHIe, XpaHeHnW, TECTUPOBaHUN,
NepBUYHON 3KCNEPTU3bI NpoLeayp TECTUPOBaHMWS, a Takke obpalleHns C TKaHAMU, KneTkaMmu, CybCcTaHUMs MU KMBOTHOTO
U 4ENOBEYECKOro NMPONCXOXAEHWS, KyNbTypaMm MUKPOOPraHNM3MOB 1 BUPYCOB;

6) aHanM3 oTyeTa KNMHUYECKMX UCMbITAHWUI, ONbITa MPUMEHEHUS B KITMHUYECKOW NpaKTUKe N3nenuii MeaULMHCKOro
HasHa4YeHUs N MEOULIMHCKOWN TEXHUKM Knacca 26 (C NoBbILLEHHOW CTEMEHbI0 pucka), knacca 3 (C BbICOKOW CTEMNEHbH0
pucka), usgenuii MeanUMHCKOro HasHaveHus, NpeaHasHayYeHHbIX Ang 3abopa, XxpaHeHus, nepenmBaHns KpoBu 1 ee
KOMMOHEHTOB, KINMHUKO-NabopaTopHbIX UCMbITAHWIA N30ennii MEAULIMHCKOTO Ha3HaYeHUS U MEANLIMHCKOW TEXHWKW AN in
vitro (VH BUTPO) ANarHOCTUKN HE3aBNCKMMO OT Krnacca puckKa;

7) aHanu3 3asiBNIEHHON B PErMcTpaunMoHHOM AOCbe CTabUNbHOCTU NU3NENNst MEOULMHCKOrO HasHadYeHust u (unwm)
NeKapCTBEHHOro CpeCcTBa, BXOASILLEro B COCTaB M3aenmin MeauLMHCKOro HasHavyeHus;

8) akcnepTM3y COOTBETCTBUS NokasaTernen 6e30nacHOCTV U Ka4yeCcTBa, ykadaHHbIX B HOPMATMBHOM JOKYMEHTE
OpraHn3aunn-nNpoun3BoOAUTENS, cTaHaapTaM (HaunoHamnbHbIM, PErMOoHanbHbIM, MEXAyHapoaHbIM);

9) aHanu3 NnpoTokona ucnbiTaTenbHON NabopaTopuu, OLEHKY pe3yrnbTaToB nabopaToOpHbIX UCTbITaHWI;

10) n3yyeHne BanuaHOCTM NPOrpaMMHOro obecrneyYeHnsi Ha OCHOBE aHanu3a AaHHbIX 0 ero Bepudukaummn n
NepBMYHON 3KCNEPTU3bI, B TOM Yncne nHpopmauum o ero paspaboTke 1 TECTUPOBAHUM Ha NPEANPUATAN 1 NPY
MYINbTULEHTPOBBIX MCCNEAOBaHNAX, AaHHbIX 006 MAeHTUMKaLum 1 MapknpoBKe onepaumoHHONW CUCTEMBI;

11) aHanu3 npouenypbl 1 METOAOB CTEPUNU3ALUN U3OENUSA MEOULMHCKOTO Ha3HavYeHnsl, MaTepuarnos,
060CHOBBIBaKOLLMX CNOCO6 CTepunM3aummn, npeanaraeMbiXx METOAOB KOHTPOIS KavyecTBa M onpeeneHns ocTaTkoB
CTEepUnM3yoLLEro BELLECTBa NPU NPUMEHEHUN XMMUYECKoro cnocoba ctepunusauuy;

12) aHanu3 6e3onacHoCTM 1 3hPEKTUBHOCTU NEKAPCTBEHHOIO CPeACTBa B COCTaBe U3Aenvs MeguumHCKOro
HasHa4YeHUs N MEANLIMHCKOWM TEXHUKM, Ero BMMSAHUSA Ha OYHKLUMOHANbHOCTb U3AENUSA MEQULIMHCKOTO Ha3HavyeHus v
MEANLIMHCKYIO TEXHWKY, COBMECTMMOCTY NEKapCTBEHHOIO CPEACTBA C U3AENUEM MEOMULIMHCKOTO Ha3Ha4YeHUs 1
MEONLIMHCKOWN TEXHMKON (3@ UCKIMOYEHNEM M3JEeNnIn MEAULMHCKOTO Ha3HavYeH s 1 MeQULMHCKON TEXHVKN OIS
ONarHocTukm in vitro (MH BUTPO);

13) oueHKy AOCTOBEPHOCTU AAHHbIX, YKa3aHHbIX B 3a8BNEHUN U JOKYMEHTaxX PermcTpaLmoHHOro 4OCbe, OTHOCUTENBHO
Krnacca B 3aBMCUMOCTM OT CTENEHM NOTEHLNANBLHOIO pUCKa NPUMEHEHMWS U3OENUIA MEAMLUHCKOrO HasHavyeHns u
MEONLIMHCKON TEXHWKN;

14) aHanu3 cOOTBETCTBMSA TEKCTA MPOEKTa UHCTPYKLMN MO MEANLMHCKOMY NPUMEHEHUIO U3AENNA MeQULMHCKOrOo
HasHa4YeHUss OpUrMHany UHCTPYKLMKU OT OpraH1M3aLun-npon3BoanTenst 1 oopMIIEHUs MPOEKTa MHCTPYKLUN B
cooTBeTCcTBUM C NMpaBunamm coctaBneHns n ohopMIEHNSA MHCTPYKLMM NO MEANLIMHCKOMY MPUMEHEHMIO NIEKapCTBEHHbIX
CpencTB U n3nenvini MeANLIMHCKOrO HasHauYeHust, yTBEPXKAEHHbIMY NprKka3oM MuUHMCTpa 30paBOOXpPaHEHMS! U COLMarnbHOro



pa3sutus Pecnybnukm KazaxctaH ot 29 masi 2015 roga Ne 414 (3apeructpupoBaH B PeecTpe HopMaTUBHbIX NPaBOBbIX
aktoB noa Ne 11495) (nanee — npukas Ne 414);

15) oueHKy nHdopmaumm, cogepallencs B 3KcniyaTaumoHHOM OOKYMEHTE MEeOULMHCKON TEXHUKN;

16) aHanu3 nHdpopmaumm, cogepxallienca Ha obpasLax MakeToB YNakoBKU, STUKETOK, CTUKEPOB U3aenunn
MEANLIMHCKOrO Ha3Ha4YeHust B COOTBETCTBUM C TpeboBaHusaMM 3akoHoaaTenscTBa Pecnybnukn KasaxcTtaH B cdepe
obpalleHnsa nekapcTBEHHbIX CPEACTB, U3AENUIN MeOULUHCKOrO Ha3HaYeHUs U MeQULMHCKON TEXHUKN;

17) aHanu3 npeAcTaBreHHbIX NPOM3BOANTENEM CBEAEHUIA O HANUYMKU UMK 00 OTCYTCTBMM COOOLLEHUIA O HECYACTHBIX
Cny4asx u oT3biBax C pblHKA U3Aennst MeAMLMHCKOro Ha3HauYeHNs 1 MeQULUHCKON TEXHUKN, O HeXenaTernbHbIX COObITUSIX
1 (UNN) HECYACTHBIX CIy4asXx, CBA3aHHbIX C UCNOMb30BaHNEM U3AENUS MEOULIMHCKOIO Ha3HaYeHNs U MEOULIMHCKOWN
TEXHVKW, YBELOMIIEHMI Mo 6e30nacHOCTN N3nenus MEAMLUHCKOrO Ha3HavYeHns 1 MeguLMHCKOW TEXHUKM, Moaxoaa K
paccMOTpeEHMIO 3TUX NPOBMeM 1 UX peLleHNss NPON3BOAUTENSMMN B KaXXOOM 13 TaKUX Cnyvaes, OnncaHunsi
KOPPEKTUPYIOLLUX AENCTBUIA, NPEANPUHATLIX B OTBET Ha yKa3aHHbIE Clyyaun, a Takke COOTHOLLEHWNSI YPOBHS MpoAax u
KONMYecTBa HeCYaCTHbIX CNy4YaeB U OT3bIBOB U3AENWMIN MEOULMHCKOrO Ha3HaYeHUst 1 MeQULIMHCKON TEXHUKM 13
obpalueHus.

28. B nepuoa npoBefeHVs cneumnanuavpoBaHHOM SKCNEPTU3bl NMPY HAaNM4Mmn 3ameyaHuin 3asiBUTENI0 HanpaBnaeTca
NUCbMO C yKa3aH/WeM BbISIBIIEHHbIX 3aMe4YaHun 1 He0BXOOUMOCTU NX YCTPAHEHWUS! B CPOK, HE MPEeBbILIAaoLLUIA WeCTbAeCAaT
KaneHaapHbIX OHEN.

29. B cnyyae BO3HMKHOBEHMS JOMOMHUTENBbHBIX BOMPOCOB, KACaLWNXCA CBEAEHUIA, NPeACTaBEHHbIX 3asiBUTENEM B
OTBEeTE Ha NPeALIECTBYIOLLMIA 3anpoc, 3asBUTENb B TEHYEHNe TpuauaTtu KaneHaapHbIX AHEW ¢ MOMEHTa NosyYeHus
3anpoca HanpaBsrnseT OTBET M HeobxoAnMble MaTepuarnbl Ha OMONHUTENbHBIN 3aNpoC roCcyAapCTBEHHON 3KCMEePTHOM
opraHusauum.

30. MNpu He NpegocTaBNeHNM 3asaBMTENEM OTBETOB Ha NMMCbMO roCyJapCTBEHHOW 3KCMEPTHOM opraHm3aumu, a Takke
npeAoCcTaBNeHny HEMOMHOro oTBeTa N HeobXoAUMbIX MaTepuarnos B CPOKW, NPeAyCMOTPEHHbIE NyHKTammn 28 n 29,
maTtepwuarnbl cneLMann3mpoBaHHON 3KCNePTU3bl HANPaBNSOTCS B DKCNEPTHbIV COBET ANs NPUHSTUS peLleHnst o6 oTkase u
npekpaLLeHns 3KCNepTn3bl N3AEeNUn MeOULNHCKOro HasHaYeHNs1 1 MEOULNHCKON TEXHUKMN.

OKCMepTHbIN COBET paccMaTpyBaeT NOCTYNMBLUME MaTepuMaribl €XXEMECSAYHO U pe3ynbTaThbl peLleHus
rocygapCTBEHHas 3KCNepTHas OpraHn3aunsi HanpaBnseT 3asBUTENIO B TEYEHWE AECSTU kaneHaapHbIX OHEN.

31. B cny4ae nonoXuTensHOro ot4yeTa cneunanmampoBaHHON SKCNEpPTM3bl COCTaBNAETCS SKCMNEPTHbIN OTYET
crneuvnanuavpoBaHHOW 3KCNEPTU3bl U3AENUS MEQULMHCKOIO Ha3HaYeHUS N MEOULIMHCKON TEXHUKM COMMacHO MPUIIOXEHMIO
8 Kk HacTosAwmMM [NpaBunam unm aKCNepPTHbIN OTYET CNeLMann3MpoBaHHON 3KCNEPTU3bI O BIIMSIHAM BHOCUMbIX U3MEHEHUN B
permcTpaLunoHHoe focke Ha 6e3onacHoCTb, 3EeKTUBHOCTb M Ka4eCTBO U3AENUst MEAULIMHCKOIO Ha3Ha4YeHUs 1
MENLIMHCKOWN TEXHUKM NO chopMe, CornacHo npunoxeHuto 9 k HacTosilwmM lMpasunam.
aga 4. Nopsapok popMupoBaHUA pe3ynbTaTOB NPOBeAECHHON 3KCNEePTU3bl U3AeNUA MeAULMHCKOro Ha3HaYeHus
M MeAULMUHCKON TeXHUKUN

32. o okoHYaHUM 3KCNEPTU3bI 3asBUTENb B TEYEHNE TPUALATK KaneHaapHbIX AHEN, He BXOASALWUNX B CPOK
NpOBeLEHNSA 3KCNEPTU3bI COrNacoBbIBAET C rOCYAapPCTBEHHON 3KCMEPTHOW OpraHnsauuen ceegeHus ob nsgenvm
MEOULUHCKOro HasHa4YeHNst U MeaULMHCKON TEXHUKN U UTOrOBble AOKYMEHTbI (HOPMATUBHBINA LOKYMEHT MO KayecTRy,
MHCTPYKLMIO MO MEANLIMHCKOMY NMPUMEHEHNIO U MapKMPOBKN MAKETOB YMAaKOBKW, STUKETOK, CTUKEPOB).

CornacoBaHune OCyLLECTBNSETCS B 3NEKTPOHHOM BUAE MO UHAMBUAYaNbHOMY MapOo Yepes NUYHbIA KaOWUHET nnm
nyTem nNpefocTaBrneHns nN1cTa CornacoBaHus.

33. Mo pesynbTataM NpoBeAEHHOW IKCNEPTU3bl U3AENUA MEOULIMHCKOTO Ha3HaYeHWs U MEAULIMHCKON TEXHUKM
rocyfapcTBeHHas 3KCMepTHas opraHmnsaLmsa CocTaBnsieT 3aknoyeHe o 6esonacHocTn, 3PHEKTUBHOCTU N KAYECTBE
M3genun MeaNLMHCKOrO Ha3HayYeH s U MEOULIMHCKOWN TEXHUKM, 3aaBITEHHBIX HA 3KCNepTU3y no hopMe CornacHo
npunoxenuto 10 k HacTosiwmm MpaBunam 1 3aknoyeHne o 6esonacHOCTU 3pHEKTUBHOCTU U Ka4eCcTBE N3Lenus
MEeOULUHCKOro HasHaYeHNst 1 MEOULMHCKON TEXHUKN NMPU N3MEHEHWIA, BHOCUMbIX B PErMcTpaumoHHOE JOChe COrfacHoO
npunoxeHuto 11 k HacTosilwmm Mpasunam, noannMcaHHoe pykoBOAUTENEM FOCYAapCTBEHHOM 3KCMEPTHOW OpraHu3aumm
WITN YNONTHOMOYEHHBIM JTULIOM.

34. l'ocypapcTBeHHas aKCnepTHas opraHn3aums HanpaBnseT B 3IEKTPOHHOM BUAE B roCy4apCTBEHHBIN OpraH:

1) 3akntoyeHune o 6esonacHoOCTU, 3PPEKTUBHOCTU U KAYECTBE U3OENUS MEAMLMHCKOTO HAa3HaAYeHUs 1 MeaULIMHCKON
TEXHUKM;

2) MIHCTPYKLMIO MO MEANLMHCKOMY MPUMEHEHMIO U3OENUS MEAMLMHCKOrO Ha3Ha4YeHNs Ha Ka3axCKoOM U pyCCKOM
s3blkax, paspabaTbiBaeMyto B COOTBETCTBMM C Npuka3om Ne 414 n cornacoBaHHy 3KCMEPTHOW OpraHu3aumen;

3) MakeTbl yNakoBOK, 3TUKETOK, CTUKEPOB U3AENUil MeQULIMHCKOTO Ha3HaYeHWs!, COrnacoBaHHbIX FOCyAapCTBEHHOW
3KCNEPTHOM opraHn3aLumneint Ha Ka3axckoM U PYCCKOM si3blKax.

35. Mo pesynbTaTtaM aKCNepTM3bl FOCYAapCTBEHHAs SKCNepTHasa opraHM3auns opMUPYeT CBOAHBIN OTYET Mo
6e3onacHocTn, 3hPEKTUBHOCTU 1 KAYECTBY U3ENNS MEANLMHCKOrO Ha3HauYeHNst U MEAULMHCKON TEXHWUKU B
COOTBETCTBUM C MpuroxxeHneM 12 k Hactoawmm MpaBunam, YacTb KOTOPOro pa3meLLaeT Ha UHTEPHET-pecypce
rocyjapCTBEHHOWN 3KCMNEPTHOM opraHM3aumu.



36. 3akntoyeHne o 6esonacHOCTU, 3PPEKTUBHOCTM U KAYECTBE M3OENUS MEAULMHCKOTO Ha3HaYeHUs 1 MeaULIMHCKON
TEXHVKM LEeNCTBUTENBHO B TEYEHNE CTa BOCbMUAECATU KaneHaapHbIX AHeN. B criydae ncreveHns cpoka gencreus
3akrnoYveHns o 6esonacHocTh, 3PMEKTUBHOCTU N KAYECTBE U3AENUA MEQULMHCKOIO Ha3HaYeHNs U MeONLIMHCKON TEXHUKN,
3a8BUTENb NOBTOPHO NOAAET 3asBMeHne, AOKYMEHTbI U MaTepuarnsl AN NpoBeAeHUS 3KCNepTU3bl B COOTBETCTBUM C
HacTosAwwmmun MNpasunamu.

37. OTpuuaTenbHoe 3aknoyeHne o 6e3onacHoCcTu, ApPEKTUBHOCTU U KAaYEeCTBE U3LAENUA MEAULMHCKOTO Ha3HayeHus,
MEeNLIMHCKOWN TEXHWKM BblOAETCS B CNyvasx:

1) HenpegcTaBneHne NOMHOro KOMMNMeKTa perncTpaumoHHOro 40Cke Nocne BbiAayn 3aMeyaHuii 3asBUTENio B
npouecce NpPoBeAeHNs IKCMEPTU3bl B CPOKM, YCTaHOBIEHHbIE HacTosWwmMM NpaBunamu;

2) npefcTaBreHns 3asBUTENEM HEJOCTOBEPHbIX CBEAEHUIA;

3) 6onee Hu3Kow 6e3onacHOCTU, 3PEKTUBHOCTY M KayecTBa U3gennss MeaMLUUHCKOro HasHavYeHnst 1 MeauLUHCKOMN
TEXHVKM NO CPaBHEHMIO C paHee 3aperMcTpMpoBaHHbIMK aHanoramu;

4) oTpuuaTensHOro 3aknioyeHns o 6esonacHoOCTH, 3PPEKTUBHOCTU U KaveCcTBE N3ennus MeaMLMHCKOrO HasHauYeHns v
MEeNLIMHCKOWM TEXHMKM NO pe3ynbTataM noboro atana akcnepTm3bl;

5) HecooTBETCTBMA (PaKTUYECKMX YCITOBUIA NPOM3BOACTBA M CUCTEMbI OBecneyYeHnst kKa4yecTBa yCroBUsaM,
obecneumBaroLLUM 3asiBNEHHYO 6e30nacHOCTb, 3PEKTUBHOCTb M KAY€CTBO U3Aenui MeaMLMHCKOro Ha3HavyeHns u
MENLIMHCKOWN TEXHWKM, MO pe3ynbTaTaM OLLEHKM NPON3BOACTBA U cUCTEMbI 0becneyeHmns kayecTBa NpoM3BoaANTENS
(NpeanpmaTNA-M3roTOBUTENS) perncTpaunm;

6) oTka3a 3asiBUTENS OT OpraHM3aLmn NoceLLeHns NpeanpmaTs (MPON3BOACTBEHHON MITOLLAAKM) C LIENbO OLIEHKM
yCrnoBuii NPON3BOACTBA N CUCTEMBbI OBecneYeHns kKa4yecTBa, B COOTBETCTBMM C TpeboBaHMAMM 3akoHOOATENbHbIX akTOB
Pecnybnukn KasaxcTaH.

38. B cny4asix oTpMuaTenbHOro 3aknioyeHns o 6esonacHocTu, acpeKTUBHOCTA 1 Ka4ecTBe N3nennst MeQULIMHCKOTO
HasHa4YeHus, MegULIMHCKON TEXHVKW UK OT3blBa 3asBUTENEM 3asBMNEHNS Ha 3KCMepTM3y nocne Havana npoBeAeHns
3KCNepPTU3bl, CTOMMOCTb NPOBEAEHMS 3KCNEPTHBLIX paboT 3asiBUTENIO HE BO3BPaLLalTCS.

39. MNocne 3aBepLUeHMs NpoLeaypbl IKCNepTM3bl rocyaapCTBEHHAs aKCnepTHas opraHu3aums dopmupyeT
3MNEKTPOHHbLIV apXMBHbIV 3K3EMNNAP PerncTpaumnoHHOro 40Cke, coaepXallni AOKYMEHTbl U MaTepuansl pesynbtaTa
3KCNepTU3bl (OOMONHUTENbHLIE MaTepuansbl, NPeACTaBeHHbIE 3asiBUTENEM MO 3anpocy rocy4apCTBEHHOW 3KCMEePTHOM
opraHusauum, 3aknioyeHns NepBUYHON SKCNEpPTU3bl, CNeLmanu3MpoBaHHON IKCNEPTU3bl, MPOTOKOSbI UCTIbITAaTENbHON
naboparopuu), 3akntoyeHne o 6esonacHocTU, APEKTUBHOCTM U KA4YECTBE, YTBEPXKAEHHYIO MHCTPYKLMIO NO
MeONLIMHCKOMY NMPUMEHEHWIO U3OENUS MEAVLMHCKOrO HasHavyeHus, yTBEePXXAEHHbIE MaKeTbl YNakoBOK, 3TUKETOK, CTUKEPOB
N XpaHSILLMIACA B 9MEKTPOHHOM apXxuBe.

Bo Bpemsl oencTBUS perMcTpaumoHHOro yaoCTOBEPEHNSI apXMBHOE PETMCTPALIMOHHOE AOChE, AOMNOMHAETCA KOMMAMU
perncTpaLmoHHbIX YGOCTOBEPEHUI O BHECEHWUN U3MEHEHWIN CO BCEMW NPUIOXKXEHHBbIMU AOKYMEHTaMu 3asBuTens B
3MNeKTPOHHOM BUE.

PernctpaunoHHoe Aocbe XpaHMTCH B ANEKTPOHHOM apxuBe ¢ cobnoeHvem TpeboBaHnii KOHMAEHUMaNbHOCTU
HEe3aBMCMMO OT pe3ynbTaToB 3KCMEPTU3bI.

PeructpaunoHHoe gocbe M3genms MeaMLMHCKOrO Ha3HavYeHns 1 MeQULMHCKON TEXHMKM Ha 3NEKTPOHHOM HocuTene
XpaHWTCHA AecATb neT.
naBa 5. Oco6eHHOCTM NpoBeAeHUA IKCNEePTU3bl U3aeNnun MegULUHCKOro Ha3Ha4YeHUsl U MeAULIMHCKOW TeXHUKMU

40. Pa3bsACHEeHNs nnv YTOYHEHWS, BO3HUKaOLWMNeE B Neprog NpoBeAeHUs IKCNepTu3bl Mexay rocyaapCTBEHHON
3KCNEPTHOWM opraHu3auuen u 3asasutenem, ocyllectensiotcs Yepes LIO3 nyteMm hopmMupoBaHnst areKTpOHHOIo
OOKYMEHTa Mo MHAMBUAYanbHOMY Naposto 3asBuUTens Yepes MHPOPMaLMOHHYHO CUCTEMY C 3NEKTPOHHO-LMpoBOWA
NOANUCHIO 3aABUTENSA U rOCYAapCTBEHHOW 3KCNEPTHON opraHu3auum unu Ha 6ymakHbIX HOCUTENSIX.

41. Npw NpoBeAEHMUN IKCMEPTU3bI N3[ENUIA MEONLIMHCKOTO HAa3HauYeHUst U MEAMLMHCKOM TEXHUKM roCcyAapCTBEHHast
9KCNepTHas opraHnsauus yctaHaBnmBaeT COOTBETCTBME 3aABIIEHHOIO Krnacca B 3aBMCUMOCTUN OT CTEMNeHu
NnoTeHLManbHOro pmucka NnpMMeHeHns B cooTBeTCTBUK [NpaBunamu knaccudukaumm 6e3onacHoCcTy nsgenui
MEANLIMHCKOTO Ha3Ha4YeHUs N MeAVNLMHCKOW TEXHUKK, YTBEPXAEHHBIMU Npuka3oM MnHucTpa 3gpaBooXpaHeHus
Pecny6nukn KasaxctaH ot 24 Hos6psi 2009 roga Ne 764 (3apeructpypoBaH B PeecTpe rocynapCTBEHHOW peructpaunm
HOpPMaTMBHbIX NPaBoOBbIX akToB noz Ne 5936).

42. B OTHOLLEHUWN N3OENNIA MEANLMHCKOrO Ha3Ha4YeHNst U MEAMLMHCKOW TEXHWKU, MMeLLmux 6eccpovHoe
pervcTpaLmoHHOe yaOoCTOBEPEHUE, TOCYAAPCTBEHHON 3KCMEPTHOM OpraHn3aumen ocyLLeCcTBNsieTCa nepuoamyeckas
OLeHKa COOTHOLLEHMS MONb3a/pUCK Ha OCHOBAHUM HEMPEPBLIBHOrO MOHUTOPWHIa 6€30NacHOCTM C eXerogHbIM
BO3MELLEHMEM 3asIBUTENEM PAcXo0OB Ha OCHOBaHWM 4OrOBOpa MexXay 3asiBUTENeM U rocyapCTBEHHON 3KCNEPTHOM
opraHusaumen.

43. SkcnepTusa NPUHAANEXHOCTV NPOAYKLMM K N3AENMAM MEeOULMHCKOrO Ha3HavyeH s U MeOULIMHCKON TEXHVKA 1
Heo6XxoaAMMOCTU ee rocyAapCcTBEHHOW perncTpauun B Pecnybnvke KasaxctaH ocyLLeCcTBNSIETCS rocyAapCTBEHHOM
9KCNEepPTHOM opraHn3auueln B COOTBETCTBMM C AOrOBOPOM, 3aKIMOYEHHBIM MEXAy 3asBUTENEM W rocy4apCTBEHHON
3KCNepTHOM opraHu3aumnen.



44. SkcnepTnsa N3MEeHEeHU, BHOCUMBbIX B PErMcTpaLuoHHOe A0Ckbe, OCYLLECTBNAETCS Ha U3Aenns MeauLMHCKOro
HasHa4YeHUss 1 MeJULIMHCKYIO TEXHUKY B NepUo AeNCTBUA PerncTpaLmoHHOro YA0CTOBEPEHNSA N HE CHUXaeT
6e30nacHOCTb 1 Ka4eCTBO M3AENNN MEANLMHCKOTO Ha3HavYeHs 1 MeQULIMHCKON TEXHUKN.

45. N3meHeHns knaccnuLmpyoTca B COOTBETCTBUN C NEPEYHEM U3MEHEHMWIN, BHOCUMbIX B PETUCTPALIMOHHOE [OChe
n3genvsa MeauLMHCKOro HasHaveHns v (Mnn) MeguuUMHCKON TEXHUKN B NepUo AENCTBUS PerncTpaLmMoHHOro
yOoOCTOBEpEHMs cornacHo npunoxeHuto 13 k HacToswmM Npasunam. iameHeHus, He BKMOYEHHbIE B YKa3aHHbIN
nepeveHb, NoasexaT HOBOW perncTpaummn B COOTBETCTBUM € HacTosAWwmnmMuy Mpasunamu.

46. 3aaBuTenb B TeYEHNE OBYX MECALIEB MOCIe YTBEPXKAEHNSA BHOCUMbIX MU3MEHEHUI NpoM3BOAUTENeM nogaeT
3asBfIeHNE Ha NMPOBEAEHNE SKCNEPTU3bl N3AENUA MeQULIMHCKOTO Ha3HaYeHns 1 MeaULMHCKOW TEXHUKM No dhopme
cornacHo npunoxeHuio 1 Kk HactoswwmMm MNpasunam.

47. K 3asiBNeHno 0 BHECEHNM U3MEHEHUI B PErMCTPaLMOHHOE [OChe U3Aenus MEAMLMHCKOro Ha3HavyeHus n
MeAMNLMHCKOW TEXHMKN MpunaratoTca 4OKYMEHTbI U Matepuansl, Heobxoanmmble AN BHECEHWUS N3MEHEHWIN, COrnacHo
[MepeyHio n3aMeHeHUin, BHOCUMbIX B perucTpaumoHHoe A0Cke U3aenus MeguuUHCKOro HasHauyeHust u (Mnu) MeauumMHCKOn
TEXHVKW B Nepuop, AeNCTBUSA PErMCTPALIMOHHOIO YAOCTOBEPEHUS COrNMacHo NpunoxeHuo13 K HacToawmm MNMpasunam.

48. [ocynapcTBeHHas aKkcnepTHas opraHn3auns Ha OCHOBaHUW Pe3ynbTaToB 3KCMepPTU3bl COCTABMAET SKCMEPTHLIN
OTYeT crneumannampoBaHHON 3KCNEPTM3bl O BINSHUM BHOCUMBIX U3MEHEHWNI B permcTpaumoHHoe focbe Ha 6e30nacHoCTb,
3PPEKTUBHOCTL N KAYECTBO M3AENUIN MEANLIMHCKOrO Ha3Ha4YeHUa 1 MeQULIMHCKON TEXHWKWN Mo POpMe COrfnacHo
npunoxexuto 9 Kk HactoAwmm Npasunam, NoANMCaHHbLIA PYKOBOAUTENEM CTPYKTYPHOrO NogpasgeneHns u aKkenepTom,
NPOBOAMBLUMM 3KCNEPTUSY.

49. MNpoussognTenb NNy yNnonHOMOYEHHbIN NpeacTaBuTeNb NPOM3BOAUTENS M3AENUA MEOULMHCKOro Ha3HavYeH1s nnm
MEeONLIMHCKON TEXHWUKM BHOCUT M3MEHEHMNS B PErnCTPaLMOHHOE [OCbEe Ha OCHOBaHUM YBEAOMITEHWUN B MPON3BOMLHON
dopmMe rocyapCTBEHHOW 3KCNEePTHOW OpraHun3aunM, OCHOBaHHOW Ha CBEAEHUAX U3 MEXAYHAPOAHbLIX NCTOYHUKOB U
pesynbTaTax MOHUTOpPUHra 6e3onacHoCTy.

[ocynapcTBeHHas aKcrnepTHas opraHuM3aums Npy BbISIBNEHUN OCHOBAHUI MO MEXAYHAPOAHbIM UCTOYHUKaM W
pesynbTaTaM MOHUTOpPWHra 6e3onacHoCTM usBeLlaeT Yepes MHpopMaLMOHHbIE PECYPChl BCEX MPON3BOAMTENEN U
YNONMHOMOYEHHbIX NPeAcTaBMTenen Npom3BoanTens o Heo6XoAMMOCTUN BHECEHMSA COOTBETCTBYIOLLUUX N3MEHEHNI B
WHCTPYKLMIO MO MEAMULIMHCKOMY MPUMEHEHMNIO UMK JKCMITyaTauNOHHBIN JOKYMEHT Yepes npoueaypy BHECEHUS UBMEHEHUN
B perncTpaumMoHHoe AOCbe B TeYeHNe AeBAHOCTa KaneHAapHbIX AHEN.

50. MNpwn HeBbINONHEHUW YCMNOBUSA, yKa3aHHOro B MyHKTe 49 HacToswmx MpaBun rocyaapcTBeHHas aKkcnepTHas
opraHusauusi yegomnseT (B Npon3BonbHOM hopme) rocyfapCTBEHHbIN opraH B cdepe obpalleHns nekapCTBEeHHbIX
CcpeacTs, U3enuii MeANLMHCKOTO Ha3HaYeHNs U MeANLIMHCKOW TEXHWMKM O He0BX0ANMOCTY MPUOCTaHOBMNEHWS AeCTBUS
perncTpaLmoHHOro yaoCTOBEPEHNS.
naBa 6. Cpokn npoBeaeHNA aKCNepTU3bl U3genun MegULUMHCKOro HasHa4yeHUs 1 MeAULMHCKON TEXHUKMN

51. Cpoku npoBefeHust akcnepTu3bl U3Oenust MeAULIMHCKOro HasHa4YeHs 1 MeQULIMHCKON TEXHUKN COCTaBNAIoT:

1) npu akcnepTn3e n3genvin MeauLMHCKOrO HasHayYeHus knacca 1 v knacca 2a B CpoKu, He MpeBbIalLLme AeBsHoCcTa
KaneHaapHbIX AHEN, B TOM Yucre:

HayarnbHasa aKkcnepTM3a (Banuaaums perMcTpaLmMoHHOro A0Cke) - AECATb KaneHAapHbIX OHEN;

nabopaTtopHbIe NCMbITaHWS - TPMALATL KaneH4apHbIX HEN;

crneumanusnpoBaHHas aKcnepTn3a - COPOoK KaneHAaapHbIX AHeN (B TOM Yucne, NOATBEPXAEHUE ayTEHTUYHOCTUN UK
nepeBo Ha Ka3axCKui A3blKk MApPKUPOBKU MaKeTOB YMaKOBOK, 3TUKETOK, CTUKEPOB, MHCTPYKLMM MO MEANLIMHCKOMY
NPUMEHEHWIO, B TeYEHNe AeCATU KaneHAapHbIX AHEN);

dopMmMpoBaHue 3aknoyeHns o 6e3onacHoCTH, IPDEKTUBHOCTU U KaYeCTBE - AECATb KaneHaapHbIX AHEW;

2) npu 3KCnepTu3e U3nenusa MeanUMHCKOro HasHayeHus knacca 26 (C NoBbILLEHHON CTENEHbIO pucka) un knacca 3 (¢
BbICOKOW CTEMEHbIO pUCKa) - B CPOKW, HE MPEBbILIAIOLLME CTa LWEeCTUAECATH KaneH4apHbIX AHEN, B TOM YKCre:

HavarnbHas aKkcnepTM3a (Banugaums permcTpauuoHHOro Aocke) - ABaALaTh kKaneHgapHbix HER;

nabopaTtopHble UCMbITaHUS - LIECTbAECAT KaneHAapHbIX AHEW;

cneuMannsMpoBaHHas aKCcnepTusa - CEMbAECAT kaneHAapHbIX HEN (B TOM Yucne, NoATBEPXKAEHUEe ayTeHTUYHOCTH
U NepeBOop, Ha KasdaxCKUM s3bIKk MapKUPOBKN MAKeTOB YNAKOBOK, 3TUKETOK, CTUKEPOB, MHCTPYKLIMKU MO MEeOULIMHCKOMY
NPUMEHEHWNIO, B TeYEHNe AeCATU KaneHAapHbIX AHEN);

dopMmMpoBaHue 3aknoyeHns o 6e30nacHoCTH, IPPEKTUBHOCTU U KaYeCTBE - AECATb KaneHaapHbIX AHEW;

3) BHECEHME NU3MEHEHUIN B PErMcCTpaLnoHHOe A0Ckbe U3Aennsa MEAULIMHCKOrO Ha3HavYeHs 1 MeQULIMHCKON TEXHUKU
(6e3 npoBeaeHus nabopaTopHbIX UCNbITAHWI) B CPOKW, HE NPEBbIIAIOLLME WECTUAECATN KaneHaapHbIX AHEW, B TOM
yucne:

HavanbHas aKkcnepTu3a (Banuaaumns perMcTpaLunmoHHOro 4ocke) - AeCATb KaneHaapHbIX AHER;

cneuvannsMpoBaHHas 3KCcnepTusa - COPOK KaneHaapHbIX AHEN (B TOM Ynicne, NOATBEPXKAEHNE ayTEeHTUYHOCTM Unm
nepeBo Ha Ka3axCKui A3blK MapKUPOBKN MaKeTOB YNakoBOK, 9TUKETOK, CTUKEPOB, MHCTPYKLMU MO MEAULMHCKOMY
NPVYMEHEHNIO, B TEYEHNE AEeCATU KaneHaapHbIX AHEN;

dopmrpoBaHue 3aknioyeHns o 6esonacHocTn, IPHEKTUBHOCTA N KAYeCcTBe - AeCATb KaneHaapHbIX AHEN.



4) BHeceHve uaMeHeHui Tvna | B pernctpaumMoHHoe 4oCke U3Nenust MeULIMHCKOrO HasHayYeHust (C NpoBeaeHNEM
nabopaTopHbIX UCTIbITAHUI) B CPOKU, HE MPEBbILIAIOLLIME BOCBMUAECATY KaneHaapHbIX AHEN, B TOM YuMChe:
HavyanbHas akcnepTmnsa (Banugauust perMcTpaLMoHHOro Aocke) - 4eCATb KaneHAapHbIX AHeN;
nabopaTopHble UCMbITaHUA - ABaALaTb KaneHaapHbIX AHEN;
cneuvannsMpoBaHHas 3KCcnepTu3a - COPOoK KaneHaapHbIX AHeW (B TOM Ynucne, NoaTBEPXKAEHVNE ayTEHTUYHOCTM UNnn
nepesoa Ha Ka3axCKuni a3blk MapKMpoOBKN MaKeTOB YMaKOBOK, 3TUKETOK, CTUKePOB, MHCTPYKUUK NO MeONLNHCKOMY
NPYMEHEHUIO, B TEYEHNE AECATU KaneHaapHbIX AHER);
dopmupoBaHue 3aknoyeHns o 6e30nacHOCTU, 3PEKTUBHOCTY M KaYecTBe - AECATb KaneHaapHbIX AHEN;
5) akcnepTr3a MeguUMHCKOM TEXHWKKU (HE3aBUCUMO OT KIlacca) OCyLLEeCTBISAETCA B CPOKW, HE NMpeBbILLaloLmne
OEeBAHOCTa KaneHaapHbIX AHEN, B TOM Yucre:
HavyanbHas akcnepTmn3a (Banugauusi perMcTpaLMoHHOro Aockbe) - 4eCATb KaneHAapHbIX AHeN;
cneuvannsupoBaHHas 3KCcnepTusa - CEMbAECAT KaneHaapHbIX OHEN;
dopmupoBaHue 3aknodeHns o 6e30nacHOCTU, 3DPEKTUBHOCTY M KaYecTBe - AECATb KaneHaapHbIX AHEN.
52. B cpoku npoBeAeHNs 3KCNepTU3bl N30ennst MEAULMHCKOTO Ha3HaYeHUst U MEAMLMHCKOW TEXHUKN HE BXOAAT:
1) BpeMs BOCMOMHEHUS HEKOMMIEKTHOCTU PErMcTpaLmoHHOrO LOCHE;
2) Bpems npegocTaBneHne 3assutenemM 4OKyMEHTOB U MaTepmnanos Nno 3anpocy npu NpoBeAeHnn aKCnepTu3bl B
YCTaHOBINEHHbIE CPOKW;
3) Bpems NoAroToBKM U OLEHKM YCIOBMI NPOM3BOACTBA;
4) cornacoBaHue 3asiBUTENEM UTOrOBbIX IOKYMEHTOB;
5) opraHu3saumsa 1 nposeaeHne AKCNepTHOro coseTa.
Mpunoxexwne 1
k MNpaBnnam nposegeHns
3KCNEepPTU3bl U30ENUN
MegnUNHCKOro Ha3Ha4yeHuna 1
MEANLNHCKOWN TEXHUKMN
dopma
3asiBneHuve Ha NpoBeAeHUe 3KCNepTU3bl U3genusa MeaULMHCKOro HasHa4YeHUs U MeaULMHCKON TeXHUKU®
N3penve MeamumuHCKOro HasHa4yeHuns

=]

1. Twn (Heo6xoaMMOEe OTMETUTB) MeauumHcKasa TexHuKa

=]

Ha Ka3axCKoM 5i3blKe
Toprosoe

HanMmeHoBaHue
Ha PYyCCKOM A3blKe

HomeHknatypHein kog MnobansHow
3. HOMEHKNnaTypbl MEAULIMHCKUX U3AeNui
(npu Hanu4un)
Kog HomeHknaTtypbl MEOUUMHCKUX U3aenni
Pecny6bnukn KasaxcTtaH

Ha Ka3aXCKOM si3blke
5. O6nacTtb npyMeHeHus
Ha PYCCKOM f13blKe

Ha Ka3aXCKOM A3blke
6. HasHauyeHue
Ha pPYyCCKOM A3blke

Tun megnunHcKon
7. TexHuku (Heobxoanmoe
yKkasaTb)

3akpbiTas cuctema: o6oCcHOBaHMe OoT Nnpou3sBoanTens (ykasaTb CTpaHuly
Oa perncTpauuoHHOro Aocse)



]
Het
]

KpaTkas TexHudeckas
xapaktepuctuka (npu
Hanuymum
nporpaMmmMHoro
obecneyveHuns
BKIOYAKOTCH AaHHblE
nporpaMmMHoOro
obecneyeHuns)

Ha Ka3axCKOM A3blKke

Ha PYCCKOM A3blKe

Knacc B 3aBMCUMOCTHM OT CTENEHM
9. noTeHUManbHOro pucka NpUMeHeHus
(Heobxogumoe oTMETUTD)

M3genve MeanumMHCKOro HasHa4YeHns unm
MeaMLMHCKas TexHuKa siBnseTcs (Heobxoaumoe
OTMETUTb)

10

11
B cocTtaBse nmeeTcs nekapcTBeHHOe CPeacTBo

12

Ne HawumeHoBaHue Mopenb

1. OcHoBHoW 650K (Npy HanM4KMK)

2. TpyvHagnexHocTn (Npy Hannuum)

JononHuTenbHbIe KOMNNEKTyoLWme (npu
Hannuun)

MporpammHoe obecneyeHune (npu
Hannuun)

Knacc 1 - ¢ HU3KOW CTeneHbIo pyucka

Knacc 2a - co cpefHel cTeneHblo pycka
Knacc 26 - ¢ NoBbILLEHHOW CTENEHbIO pUCKa
Knacc 3 - ¢ BbICOKOM CTENEHbIO pucka

CpeacTeo nsmepeHust

=]

CrepunbHoe

=]

bank

=]

M3penue MeamumMHCKOro HasHa4yeHust UM MeguumnHcKasa TeXHUKa

Ana nd BUTPO ANarHOCTUKN

=]

Oa
]
Het

=]

KOMI'IJ'IeKTaLLI/IFI nsgenna meguumHCKOro HasHaveHuma n Me}J.VIU,I/IHCKOIZ TEXHUKU

MponssoanTtens CtpaHa



14

15

16

17

PacxogHble MaTepuarsbl (Mpu Hanuymm)

YnakoBka

Bua (nepBuyHas HaumeHoBaHu

Pa3mep Obbem
unu BTOpuUYHasa) e

MepBuyHaga

BTopu4yHas

Cpok xpaHeHus (ons n3genvs
MeANLINHCKOro

KonnyecTtBo eguHuy, B KpaTkoe
onucaHue

ynakoBke

Ha3HadeHus )/ apaHTUNHBIA CPOK  [1na NnekapCcTBEHHbIX CPeAcTB: cepus, CPOKU

akcnnyartauuu (ans
MEeOULUHCKON TEXHUKN)

Ycnoeus TpaHCNOpTUPOBaHUS

Ycnosusa xpaHeHust

PervcTpauus B cTpaHe-npoussoauTene u Apyrmx crpaHax

Ne perncrtpaumoHHOro
YAOCTOBEpPEHUS
(ykasbiBaeTcs npu
HanmM4mm)

HassaHuve cTpaHbl

Jarta Bbigaun

lMonHocTbO Ha AaHHOM nponssoacTtee

=]

YacTnyHo Ha 4aHHOM MPOM3BOLCTBE

8
MponssoacTeo ‘:]

MonNHOCTLIO Ha OPYrom NPOV3BOACTBE

=]

Cpok gencraus

MpoussoguTens (M) n3genns MegULUHCKOro Ha3HaAYeHNst U MEeQULIMHCKON TEXHUKM U Y4acToK (1) npomM3BoacTBa
(BKNOYas yyacTku Npom3BoacTBa fNoGOro KOMMNOHEHTA, KOTOPLIN ABMNAETCS YacTbio U3Oenvs MeauLMHCKOro

Ha3Ha4yeHuda 1 Me}J,I/ILI.VIHCKOIZ TEXHUKU

HaumeHoBaHu
e, cTpaHa 1,2 Ne, gata un cpok
Twvin (Ha ka3axckom, AencTBus KOpuamndeck daktnyeck TenedoH,
NpOM3BOANTENSA  PYCCKOM, paspewmnTensHO Ui agpec v agpec  dakc, e-mail
aHrmUNCcKom ro OKyMeHTa
A3bIKax)
MponssoaunTtens
YNONHOMOYEHHbI

" npeacTaBuTernb

damunus,
nums,
0TYECTBO
(npwu ero
Hanuyuwm),
OOIMKHOCTb
pykoBoauTe
ns

damunus,
nms,
OT4ECTBO
(npw ero
Hanu4yun),
[OJMKHOCT

KOHTaKTHO
ro nuua



20

21

22

23

npoun3soaunTena

KoHTakTHble
OaHHble
YMNONTHOMOY€EHHOT
0 nuua no
MOHUTOPUHIY
HebnaronpusATHbI
X cobbITUN
(MHUMAEeHTOB) Ha
TeppuTopun
Pecnybnuku
KasaxctaH

MponssoacTBEHH
as nnowagka

[aHHble no
OOBEpPEHHOCTH

3aaBuTenb

Ne perMcTpaLnoHHOTo YAOCTOBEPEHMS BblaaHHOro B PecnyGrnvke KasaxcTaH ( npy NpoasieHn cpoka AencTBus!
PErmcTpPaLmoHHOrO YA0CTOBEPEHMS )

N3mMeHeHus, BHOCUMbIE B PETUCTPALMOHHOE A0CHE (3aMOMHSATCA NPU TUNE 3asiBKU — BHECEHWE U3MEHEHWI)
(ykasaTb BHOCMMbIE U3MEHEHNS)

Pepakuma 0o BHECEHUSA N3MEHEHUI BHocrmMble nameHeHus

[aHHble No JOroBopy Ha NPOBEAEHNE IKCNEPTU3bI
Ne norosopa

[ata 3aknoyeHus

Cpok gencraus

Cy6'beKT, OCYLLI,eCTBJ'IHPOLLI,VIVI onnarty 3a npoBeaeHne 3KCnepTu3bl

HavmeHoBaHue topranyeckoro
nvua

CtpaHa
Opuaundecknin appec

dakTnyecku agpec

damunus, nvsi, oT4ecTeo (Npu
Hannuun)

TenedoH
dakc

OneKTPOHHLIN agpec

BusHec-nageHTurKaunoHHbIN



HoMep

10 UHaomBmnayanbHbIv
NOEHTUPUKALMOHHBIN HOMEP

11 BaHk

12 .
PacyeTHbIn cueT

13 .
BantoTHbIN cyeT

14 Kon

15 BbaHkoBcKui
NOEHTUDUKALNOHHBIN KoL,

[ata

damnnus, UMs, 0TY4ECTBO (MPU HANNYNK)
3asaButens

Mopnuck, neyatb (Npu HanUuum)

Mpumeyanue:

* NaHHasi hopma 3asiBNEeHUsi NpeoCTaBsieTCst Takke Npu NpoaieHnn cpoka AENCTBUSA PETMCTPALMOHHOIO
yOOCTOBEPEHMS, BbAABAEMOrO YNOSTHOMOYEHHLIM OpraHoM B 06nacTtu 3gpaBooxpaHeHunst Pecnybnuvkmn KazaxctaH B
cooTBeTCcTBUM C MpaBunamu rocyaapcTBEHHON pernctpaumm, nepeperncTpaumnm u BHECEHNS N3MEHEHWI B
permcTpaLmoHHOe JOCbe NeKapCTBEHHOrO CPeACcTBa, U3AENUA MeAULIMHCKOIO Ha3HavYeHusa U MeaNLIMHCKON TEXHWKN,
yTBEPXKAEHHbIMU Npuka3oM MuHucTpa 3apasooxpaHeHns Pecnybnvkm Kaszaxctan ot 18 Hosi6psa 2009 roga Ne 735
(3apeructpupoBaH B PeecTpe rocygapCTBEHHOM perncrpaumm HopmaTuBHbIX NpaBoBbix akToB nog Ne 5935) n npu
N3MEHEHUAX, BHOCUMBbIX B PErMCTPALMOHHOE A0CHE.

MpunoxeHue 2
k MNpaBnnam nposegeHns
3KCNEepPTU3bl U3OENUN
MEeOMLIMHCKOrO Ha3Ha4YeHns
N MEAMLMHCKOM TEXHUKM
MepeyeHb 4OKYMEHTOB PErMcTpauMoOHHOIo A4OChe ANsl IKCNepTU3bl U3AENUN MEANLMHCKOrO Ha3HaYeHus 1
MeAULMUHCKOWN TeXHUKN*

MN3penus
MeANLNHCKOTO
Ha3Ha4YeHus n
MeanLUnHckas
TeXHUKa ans
Ne Knacc Knacc gmarHocTtukm in
HavmeHoBaHue gokymeHTa Knacc 1 Knacc 2a . MpymevaHne
n/n 26 3 vitro (WH BUTpO)
(He3aBncuMMoO oT
knacca
noTeHUManbHOro
pucka
NPUMEHEHNs)
1 2 3 4 5 6 7 8
OKYMEHT, yOOCTOBEPSAOLLNIA
Roky yA pAtoL B cooTBeTCTBMM C
perncTpauuio B cTpaHe
MeXayHapoaHbIMU
npovssoanTene unm
. HOpMamu 3aBepeHus
NPOV3BOACTBEHHON
WM HopMamu
nnowanke
1. + + + + + 3aBepeHus
(perucTpaumoHHoe
YCTaHOBIEHHbLIMU B
yAOCTOBEPEHUE,

Pecny6nuke
KasaxctaH popmar:
"pdf" (nuanad)

CepTtudmkaT cBobOHON
npogaxu (FreeSale)
(®pnCoann), Ceptudukat Ha



3KCMOPT) C ayTEHTUYHbIM
nepeBoAOM Ha PyCCKUiA
A3bIK, 3aBEPEHHbBIN
HOTapuanbHo (3a
WCKITIOMEeHNeM n3genumn
MeAMNLMHCKOro Ha3Ha4YeHms 1
MEAMNLMHCKOW TEXHMKM,
BNepBble NPOU3BEAEHHbIX B
Pecnybnuke KasaxcTaH)

B cooTtBeTcTBMM C
MeXayHapoAHbIMU
HOpMamu 3aBepeHUst

Konunsa paspeluntensHoro
UM HopMamm

AOKyMeHTa Ha npaBo

3aBepeHust
NPOn3BOACTBA B CTPaHe- + + + + +
YCTaHOBMEHHbLIMU B
npoussoauTene (npu
Pecnybnuke
HanmMumun) c NpunoxeHnem
KasaxctaH
dopmar: "pdf"
(Mmamnad)
3aBepsieTcs
npou3soanTenemM unm
Konusi pokymeHTa, ero
OCTOBEPSIOLLErO
ya pAtoL + + + + + YMNONTHOMOYEHHbIM
perucTpaumio B Apyrux
npeacTaBsute nem
CTpaHax (Mpw Hamm4mm) .
dopwmar: "pdf’
(Mmamnad)
Konuu ceptudukatoB Ha
CUCTEMY MEHEXKMEHTA
KayecTBa NPON3BOAMUTENS
mMeauumHckux nsgenui (ISO) - -
Al A (150) dpopmart: "pdf"
(MCO) 13485, GMP (kpome (kpome + + +
(nnamnad)
(dxmdmln) nnbo CTEPWIbHbIX) CTEPUITbHBIX)
COOTBETCTBYIOLLNI
pervoHanbHbIN Unu
HaLMoHanbHbIN CTaHaapT)
[eknapauus o COOTBETCTBUM
TpeboBaHusiMm 6e3onacHocTn
1 3¢pPEKTUBHOCTM M3aenuin
B A dopmar: "pdf"
MEONLIMHCKOTO Ha3HayYeHust u + + + + + (nanac)
MEONLIMHCKON TEXHUKM NN
3KBUBANEHTHbIV JOKYMEHT
(npw Hann4un)
OKYMEHT,
Roky . 3aBepsieTca
NOATBEPXAAMoLLMIA Knacc B
npoussoanTenemM unm
3aBMCUMOCTM OT CTEMEHU ero
noTeHUunarnbHOro pucka
+ + + + + YNONTHOMOYEHHbIM
npumeHeHns (Qeknapauus
npeacTaButenem
COOTBETCTBUSI; MUCbMO- . e
cdopmar: "pdf’
o6ocHoBaHue oT
(nnanad)
npovssoanTens)
[aHHble 0 NekapCTBEHHbIX 3aBepsieTcs

cpeacTeax B cocTaBe
n3nenns MeauLMHCKOro
HasHadeHns u/unu
MeOULNHCKON TEXHUKN
(cocTaB nekapcTBEHHOIO

npon3BOANTENEM UMK
ero
YNONTHOMOYEHHbIM
npeacTaBuTenem
cdopmar: "pdf"



10.

11.

12.

13.

cpencTea, Konm4ecTso,
AaHHble O COBMECTUMOCTU
NeKkapCTBEHHOIO cpeacTBa C
MeONLIMHCKUM 13aenvem,
OOKYMEHT,
NOATBEPXKOaoLLMIA KAa4YecTBO
neKkapcTBEHHOro BelLecTBa)

Otuet (npoTokon)
TOKCMKOOTMYECKUX U
TMIMEHNYECKNX UCTIbITaHUIA C
ayTEeHTUYHLIM NEePeBOAOM Ha
PYyCCKUiA S13bIK pe3ynbTaToB U1
BbIBOJOB UCMbITAHNNA

Otuet (MpoTokon) o

TEXHUYECKUX UCTIBITAHUSAX C

ayTEHTUYHbLIM NepPeBOAOM Ha + + +
PYCCKMiA S13bIK pe3yNbTaToB U

BbIBOAOB WUCMbITaHWN

OTyeT ucnbiTaHU Ha
cneunduryHoOCTb U
YyBCTBUTENBHOCTb U3AENUNA
MEeOULUHCKOro HasHa4veHust
Ans in vitro (MH BUTpO)
ONarHocTuKK, B TOM Yncne
BXOASLUNX B KOMMIEKTALNIO
MeANLMHCKON TEXHUKM Ans in
vitro (WH BUTPO) ANarHOCTUKM
3aKpbITOro TMNa

OtyeT 06 uccnegoBaHmnsax
CTabUNbHOCTHU,
060CHOBbIBaKOLLMIA CPOK
XpaHeHus (ansa usgenun
MeOMULNHCKOro HasHa4eHus,
B TOM 4YMCre BXOOSALLMX B
COCTaB MeaNLIMHCKOW
TEXHVKW, CTEPUITbHbIX
KOMMNIEKTYOLNX U3AENUin
MeOULMNHCKOro HasHa4YeHus u
MEeLMULNHCKOM TEXHUKM), C
ayTEHTUYHBbIM NEepPeBOAOM Ha
PYCCKUI S13bIK pe3ynbTaToB U
BbIBOAOB UCTMbITAHWI

OtyeT 06 uccnegoBaHmsax
CTabunbHOCTW Ha peareHThbI
N pacxodHhbIn maTepuan
BXOOSALLMX B KOMMNIEKTaLMIO
MeaAULIMHCKON TEXHUKM Ans in
vitro (WH BUTPO) ANarHOCTUKM
3aKpbITOro TUNa

[aHHbIe 0 KNUHMYECKNX

(knuHWKO-NabopaTopHbIX) + (Npv Hann4uK
UCMbITaHUSIX - NeKapcTBEHHOrO +
(nccnepoBaHusax) ¢ cpenctea)
ayTEHTUYHBLIM NEepPEBOAOM Ha

(nnanad)

3aBepsieTca
npovssoguTenem nnu
ero
YNOJIHOMOY€HHbIM
npeacraButenem
dopmar: "pdf"
(Mmavnad)

3aBepsieTcs
npoussoanTenem unm
ero
YNONTHOMOYEHHBIM
npeacTaButenem
dopwmar: "pdf"
(Mmamnad)

3aBepsieTcs
npounsBoanTeNnemM unm
ero
YNOMTHOMOYEHHBIM
npeacTaButenem
dopwmar: "pdf"
(Mmamnad)

3aBepsieTca
npounssoauTenem nUnu
ero
YNOMHOMOYEHHBIM
npeactaBuTenem
dopmart: "pdf"
(nnanad)
3aBepsieTca
npounssoauTenem Unu
ero
YNOMHOMOYEHHBIM
npeactaBuTenem



14.

15.

16.

17.

PYCCKUI S13blK pe3ynbTaToB U1
BbIBOJOB UCMbITAHWUIA UK
NUMeIoLLIMEecs KNMHUYecKune
AaHHble (MpUMeHeHne,
OT3bIBbI, HAYy4YHblE
nyénvkavumn)

WHdpopmaums o
MOHUTOPUHre
HebnaronpusiTHbIX 1
HexenaTenbHbIX COObITUI
(vHdpopmaums He
npeaocTaBnsaeTcsa AN BHOBb
pa3paboTaHHbIX 1
CMPOEKTUPOBAHHbIX N3aenun
MEeOULMNHCKOro HasHa4eHus u
MEONLIMHCKOWN TEXHUKM):

1) cnmcok HexenaTenbHbIX
COObITUIA/HECHACTHBIX
Crny4yaeB, CBA3aHHbIX C
MCNonb30BaHNEM n3aenus, n
ykasaHue nepuoga cobbITui;
2) kpaTkme 0630pbI NO
Ka)kgoMmy M3 TUNoB cobbITUI
n ykasaTb obLuee
KONMYEeCTBO COObLITUI
Ka)kaoro Tuna, o KOTopbIX
nocTynanu ot4yeTsl (Npu
Hanuuum 6onbLIoro
KOnuMyecTBa);

3) cnucok 0To3BaHHbIX
n3genuin MeguumMHCKoro
Ha3Ha4YeHUss 1 MEeLULNHCKOMN
TEeXHUKM n/unu
MOSICHUTENbHBIX
yBe4OMMEHU C
npeaocTaBneHMeM aHanmnsa
KOPPEKTMPYHOLLMX AEACTBUIA
N NPUHATBLIX Mepax

HopmaTtuBHbIN JOKYMEHT:
CTaH4apT MexayHapoaHbIN,
HaLUWOHanbHbIA UNn
opraHusauum (TexHm4eckune
ycrnosus, cneumgukaumus
MEeTOA0B KOHTPONSA roTOBOro
NpoayKTa) C ayTEHTUYHBIM
nepeBoAOM Ha PYCCKUIA A3bIK
cneuundmkaumm 1 MeToank
ncnbITaHUN

MHdopmaums o

cneunanbHOM nNporpaMmmMmHOM n

obecneyeHuu (Npu ero
Hanm4un)

CnpaBka ¢ onucaHmem
06nacTv NpUMeHeHus1,

dopwmar: "pdf"
(nnanad)

3aBepsieTca
npovssoguTenem unu
ero
YNONHOMOYEHHbBIM
npeacrasuTenem
dopmar: "pdf"
(Mmavnad)

3aBepsieTcs
npousBoauTeNeM nunu
ero
YMNOSTHOMOYEHHbIM
npeacraBuTenem
¢opmar: "pdf"
(Mmamnad)

3aBepsieTcs
npoussoanTenemM unm
ero
YNONTHOMOYEHHbIM
npeacTaBuTenem
cdopmar: "pdf"
(Muanacp)
3aBepsieTca
npoussoanTenemM unm



18.

19.

20.

21.

22.

23.

24,

Ha3Ha4yeHus, KpaTkomn

XapakTepucTukun n3genun
MeANLIMHCKOTO Ha3Ha4YeHUs 1

MEONLIMHCKON TeXHUKN,

BapuaHTamMun UCNOJTHEHNA U

KOMMMEKTYLWMMM (Mo
topwme)

OkcnnyaTauuoHHbIN

[OKYMEHT MeAULIMHCKOM
TEXHUKM Ha Ka3aXxCKOM U

PYCCKOM fA3blKax

MHcTpykums no
NPYMEHEHNI0 n3aenus

MeANLMHCKOro HasHaveHus,
yTBEPXAEHHas B CTpaHe-

npounssogutene c

AYTEeHTUYHbIM NepeBooM Ha

PYCCKUM AA3bIK

MpoekT MHCTPYKLUMK No

MeONUMHCKOMY NPUMEHEHUID

n3aenns MeamLMHCKOro

Ha3Ha4YeHNA Ha Ka3axCKoOM n

PYCCKOM fA3blKax

O6pasupl n3genus

MeOULMHCKOro HasHa4eHus/
pacxoAHbIX MaTepunarnos u

KOMMNIEKTYIOLLNX K
MEANLMHCKON TEXHUKE,

ABNAOLWNXCA n3genmammn
MeaOULMHCKOro HasHa4yeHua

CraHpgapTHble 06pa3subl (npu
ykasaHum 06 ux npumMeHeHun
B HOPMaTUBHOM [OKYMEHTE)

"paduueckoe n3obpaxeHme
SIPIiblIka Ha MEANLIMHCKYHO

TEeXHUKY

Onu1caHue ynakoBku
n3nenns MeamuLMHCKOro

HasHauveHusi (MHpopmauus

00 ynakoBke, BKoyasi,

NEePBUYHYI, BTOPUYHYHO,
rpynrnoByto, TPAHCMOPTHY!O,
MPOMEXKYTOYHYIO YaKOBKY;
npenocTaBuTb MHopMaLo

(Hanpumep, matepwarn,

coctas, pa3mep) [JokyMeHThbl,

pernamMeHTUpytoine
Ka4yeCTBO yNakOBOYHbIX
MaTepuanos usgenumn

+

ero
YNOMHOMOYEHHBIM
npegcraButenem
dopwmar: "pdf"
(nmamnad), doc (aok),
xis (ukcuc)

3aBepseTcs
npousBoauTENEM UNu
ero
YNOMHOMOYEHHBIM
npeacTaButenem
dopwmar: "pdf"
(nnamnad)
3aBepseTcs
npousBoauTENEM Unu
ero
YNONTHOMOYEHHBIM
npeacTaButenem
dopmar: "pdf"
(Mmavnad)

3aBepsieTcs
3agBuTenem opmar:
"pdf" (namnad), doc
(Aok),

3aBepsieTcs
npoussoanTenemM unm
ero
YMNOSTHOMOYEHHbIM
npeactaBuTenem
dopmar: "pdf"
(Mmamnad)

3aBepsieTca
npovsBoauTenem nnu
ero
YNONTHOMOYEHHbBIM
npeacraButenem
dopmart: "pdf"
(nnanad)



MeAMLMHCKOro Ha3Ha4yeHus
(cneundukaumsa kavecTsa,
ceptudmkat aHanmsa Ha
NepPBUYHYIO YNAKOBKY)

3aBepsieTcq
®oT0 (oTOOpakaeT BHELLHNIA nponsBoANTENEM UMK
BUA M3genus, . . . . . €ro ynosIHOMOY€EHbIM
" KOMMNEKTYIOLLMX, PACXOOHbIX npeacraButenem
maTepuaroB) dopmart:
jpeg(axwvner)
LiBeTHbIE MaKeTbl yNakoBOK U
3TMKETOK (Ha NepBUYHY!O,
BTOPWYHYHO YMakoBKy) OT
npov3BoaMTenNs Ha usgenus
MEOMLIMHCKOrO Ha3Ha4YeHns
UNnn ero CocTaBHblE YacTu
npu HeobxoammocTu 3aBepseTcH
(npepocTaBnseTcs B npoussoanTe nem
pa3BepHyTOM Buae Wnn ero ynornHoMo
. paspaboTka makeTa + + + + + YeHHbIM NpeacTaBuTe
yMaKoBKM). nem cpopmart: "pdf"
Mpwv Hanuyuu 6onbLuoro (nnamnad),
Konu4yecTBa TMNopasMepoB, jpeg(mxuner)
LBETOBOW raMmbl
ponyckaeTca
npegocTaBneHne TMNoBoro
MakeTa Ha OOUH 13
pa3mepoB, LBET (B crnyyae
€CINN MaKeTbl MAEHTUYHbI)
MpoekT TekcTa MakeTa
yNakoBKW, 3TUKETKM, CTUKepa
3aBepsieTca
n3genust MeaunLMHCKOro
npoussoanTenemM unm
Ha3Ha4YeHUst Ha Ka3axckoM U ero
PYCCKOM fA3blkax (B criyyae
YNONTHOMOYEHHbIM
. BonbLworo konu4yecTea
o npeacraButenem
TUNOpa3MepoB, LIBETOBOW .
dopmar: "pdf"
raMmMbl JonyckaeTcs
(Mmaunad), doc (gok),
yTBEPXOEHUE OQHOro MakeTa .
jpeg(mxuner)
C NCMONb30BaHNEM
abbpeBwnaTyphbl)
Konuns permctpaunoHHoro
yOOCTOBEPEHUS B + + N + N dopmar: "pdf"
" Pecnybnuke KasaxctaH (npu (nmanadp)
nepeperncrpauum)
3aBepsieTca
npoussoauTenem unu
Mucbmo — obocHoBaHWE o efo A
TMNe MeaULMHCKON TEXHWKN
. + + + + YNOMHOMOYEHHBIM
(oTKpbITas MNK 3akpbiTast
npeacTaButenem
cucrtema) . tem
dopmart: "pdf"
(nnanad)
3aBepsieTca
[aHHble o 6buonornyeckoi npousBoauTeENeM Unu
. besonacHocTu (npwu + + + + + ero
Hanu4nm) YNOMHOMOYEHHBIM

npeacrtaBuTenem



31.

32.

33.

34.

35.

36.

37.

38.

[HaHHble o npoueaype
cTepunuaauum, BKIoYas
NHOPMaLMIO O NEPBUYHON
3KCMepTU3bl NpoLiecca,
pe3ynbTaTbl TECTUPOBAHUS
Ha cofepxaHue
MWKPOOPraHn3moB (CTeneHb
fbuonornyeckon Harpyskm),  +
MUPOreHHOCTMH,
cTepunbHOCTY (Mpn
HeobxoaMMocTH) ¢
yKasaHneMm mMeTodoB
NpoBeAEHNS UCTbITaHUI U
AaHHbIEe O NepBUYHOW
3KCMEepTU3bl YNaKoBKW.

CsegeHunsi 0 nponssoguTene:
HanmeHoBaHwue, B1A,
AeATenbHOCTH,

topugmyeckuin agpec, opma +
COBCTBEHHOCTW, NepeyeHb
nogpasaeneHnin n JoYepHUX
KOMMNaHUi C yKkazaHuem nx
cTaTtyca 1 NofIHOMOYMNA

WHdopmaumsa o paspaboTke
1 NPOU3BOACTBE: CXEMbI
npoLieccoB NPOM3BOACTRA,
OCHOBHbIX CTaaumn
NpPOW3BOACTBA, YNaKOBKM,
UcnbITaHWi 1 Npoueaypbl
BbIMyCKa KOHEYHOro
npoaykra

Onnce JOKYMEHTOB
perncTpaumoHHOro 4ocke

MepeyeHb cTaHOApPTOB,
KOTOpbIM COOTBETCTBYET
n3genus MeaunLUmMHCKOro
Ha3Ha4YeHnst 1 Me4ULNHCKON
TEXHVKM (C yka3aHuem
CBEOEHU O HUX)

MnaH cbopa n aHanusa
OaHHbIX N0 6e30MacHOCTU U
ahPEKTMBHOCTU U3aennmn
MEeOULNHCKOro HasHa4yeHnst u +
MEONLIMHCKON TEXHUKM Ha
NoCTperncTpaunoHHOM
nepvone

OTtueT 06 aHannse p1cKoB
(Npu Hannuun)

WHdopmaumnsa o mapkeTuHre
(ncTopums npu ycnosum -
obpalleHus nsgenun

+

(kpome 1 knacca)

+
(kpome
1 knacca)

+
(kpome
1 1 2a knac-coB)

dopwmar: "pdf"
(nnanad)

3aBepsieTca
npovssoguTenem nnu
ero
YNOJIHOMOY€HHbIM
npeacraButenem
dopmar: "pdf"
(Mmavnad)

3aBepsieTcs
npoussoauTenem unu
ero
YMNOSTHOMOY€EHHbIM
npeactaBuTenem
dopmar: "pdf"
(Mmamnad)

3aBepsieTca
npouvsBoguTenem unu
ero
YNONHOMOYEHHbBIM
npeacraButenem
dopmar: "pdf"
(Mmavnad)

dopmart: "pdf"
(Mmavnad)

3aBepsieTcst
npoussoanTenem
(ero
YNOSTHOMOYEHHBIM
npeacTaBuTenem)

3aBepsieTcst
npovssoauTenem
(ero
YNOMTHOMOYEHHBIM
npeactaBuTenem)

3aBepsieTcst
npou3soaunTenem
(ero
YNONTHOMOYEHHbIM
npegcraButenem)

3aBepsieTcst
npoussoanTenem
(ero



MeaNUMHCKOro Ha3Ha4yeHunda n YNONTHOMOY€HHbIM

MeOULNHCKON TEXHUKN Ha npeacrasutenem)
pbiHke bonee 2 neT) (npwm
Hanm4mn)
CocTtaBneHue crnpaBku Ha MEAULMHCKYIO TEXHUKY U M3genue MeauumHCKoro HasHavyeHns ™™
KomnnekTHocTb
HavumeHoBaHue
COCTaBHbIX Mogenb lMNMpounssoamTtens CTpaHa
yacTemn
MponssoanTent  QOcuosHoit 6ok
(n3rotoBuTens), (Mpy Hanu4um)
cTpaHa
MpuHagnexHocTn
MpownssoacTBeHHas (DM HanMaMM) O6nactb Kpatkas
HaumeHoBaHve nnowaaka, cTpaHa NPUMEHEHNS, TEXHMUYEcKas
YnonHoMoueHHblin  KOMRNEeKTyoune HasHauYeHne XxapakTepucTuka
npeacrasuTesb (npu Hanuumn)
npousBoanTens, PacxogHble
cTpaHa maTtepwuansl (npu
HanmM4mm)
MporpammHoe
obecneyeHne

(npw Hannuun)

MpumevaHue:

* [laHHbIN NepeYeHb NPEeLOCTaBNSAETCH TakkKe Npy NPOASIEHUN CPpOKa OEVNCTBUSA PErMCTPaLMOHHOMO Y40CTOBEPEHMS,
BblaBaeMoro ynosiHOMOYeHHbIM OpraHom B ob6nacTtu 3gpaBooxpaHeHus Pecnybnukm KasaxctaH B COOTBETCTBMM C
MpaBunamu rocyaapcTBEHHON perncTpaumm, NnepeperncTpauum 1 BHECEHUS U3MEHEHUI B PErMcTpaLnoHHOE A0Che
NeKapCcTBEHHOro CpeacTBa, U3nenun MeguUMHCKOro Ha3HauYeHUs U MeaULMHCKON TEXHUKN, YTBEPXKAEHHBIMU MPUKa3oMm
MuHncTpa 3gpaBooxpaHeHns Pecnybnukm KasaxctaH ot 18 Hosbpsi 2009 roga Ne 735 (3apeructpupoBaH B PeecTpe
rocyapCTBEHHON perncTpaumm HopMaTUBHbIX NpaBoBbix akToB nog Ne 5935).

**[laHHasa dopma 3anonHsaeTCa AOMONTHUTENBHO NPU 3KCNEPTN3E MEAULNHCKON TEXHUKM.

MpunoxeHve 3
k MNpaBunam npoBeneHus
3KCNepTU3bl U3OENUN
MELMLUHCKOro HasHa4eHust
N MEAMLMHCKOW TEXHUKM
dopma
YcnoBus, npegbaABnsieMblie K o6pa3uam ngenmm MeaMUMHCKOro HasHayeHus Ans nabopaTopHbIX UCMbITAHUNA

1. BagBuTens 0o noaaym 3asiBNIEHUsI HA AKCMEPTM3Y OCYLLECTBISAET pacyeT konuyecTsa 06pasuoB, HeobxoanMbIX s
npoBeaeHNst TPEXKPATHOIO aHanm3a npu nabopaTopHbIX UCMbITAHUSAX.

2. KonuyectBo 00pa3uoB nsgenuii MEAMLIMHCKOrO HasHavYeHUs, NpeaocTaBnseMbix Ansi NpoBeaeHns nabopaTopHbIX
UCMbITaHUA, onpedensieTcs cornacHo TpeboBaHMAM HOPMATUBHBIX JOKYMEHTOB, Ha COOTBETCTBME KOTOPLIM NiaHnpyeTcst
npoBeaeHNe UCTMbITaHUN.

3. MNpwv onpegeneHnn KONUYECTBa 3anpallnBaeMbix 00pa3sL OB y4YUTbIBAETCH OOHOPOAHOCTL 3asiBNEHHOW NPOAYKLMM,
npeacTaBUTENBHOCTb MO COCTaBy U KONMMYECTBY, COOTBETCTBME 06pasLoB MAEHTUMUKALMOHHBIM NPU3HaKaM NpoayKLuu,
OTpaxatoLMM ero Ka4eCTBEHHbIE XapaKTEPUCTUKM.

4. KonnyecTtBo NpegocTaBnsieMbix 06pasL0oB No COCTaBy OTPaXaeT BCHO COBOKYMHOCTb OAHOPOAHON 3asiBNEHHOM
NPOAYKUMM, C y4ETOM Pasnnyuusi CBOMCTB OTAENbHbIX TUMOB (MapoK, MOAENeNn) Takon COBOKYMHOCTY.

5. [ins ogHOpOAHON NpoAyKLMK, OTNMYatoLLENCs TONbKO TMNopasMepHbIM PSAOM, NPeaoCcTaBnsoTcs o6pasLbl caMmoro
KPYMHOro, CPeAHEro n camoro Manoro npeacraBuTens psga.

6. Mpu oTNNYMM OTAENbHBIX BUAOB 3asiBNIEHHOIO M34envst MEAULMHCKOTO Ha3Ha4YeHns TONbKO No LIBETOBOW ramme,
[0CTaTOMHO NpefocTaBneHne o6pasLoB O4HON LIBETOBOM raMMbl.

7. Obpasubl n3genuii MegULMHCKOro HasHa4YeHNsi Nocne NPoBEeAEHUS UCMbITAHUI He BO3BPALLAIOTCS.

MpunoxeHue 4
k MNpaBunam npoBeaeHus
aKcnepTuU3bl U3genumn
MELMLUNHCKOro HasHa4eHust



N MEeONLIMHCKON TEXHUKN
dopma
OTyeT HayanbHOW 3KCNepPTU3bI (Banuaauumn permcTpauMoHHOro AOCke) U3nenua MeAULIMHCKOro Ha3HauYeHUsa unum
MeAULMHCKON TEXHUKKN, NPeACTaBIEeHHbIX Ha 9KCNepTu3y
MNpoBeaeHa HavyanbHasa aKkcnepTu3a (Banvaaumns perncTpauroHHOro 4oCke) U3henus MeAULIMHCKOrO HasHa4YeHns unm
MEeONLIMHCKOWN TEXHUKM (HY>KHOE yKa3aTb) NpefoCTaBNeHHbIX Ha 3KCnepTuay

1. Pamnnus, nMs, 0TY4ECTBO (NMPU HaNM4KMK) akcnepTa
2. Ne 3aaBku n gata
3. [aTta nocTynneHns JOKyMEHTOB Ha Ha4yarnbHYK 3KCNepTU3y
4 ToproBoe HaumeHoBaHWe U3gennst MeAULMHCKOro Ha3HavYeHUsa Unn MeanLMHCKOM
' TEeXHUKN
5. HasHauyeHue n3genus MeanumMHCKOro HasHauyeHms UN MeanUMHCKON TEXHUKM
6. Ob6nacTb NpMMeHeHus
7. Knacc B 3aBMCMMOCTU OT CTEMNEHM NOTEHUMANBHOTO pUcka NPUMEHEHMUs
8. 3asaBuTenb
[aHHble 0 npousBoauTene:
HanmeHoBaHue KOpuanyeckui
Ne Tvn opraH13aumu nnm y4acTok Npon3BOACTBa CtpaHa
opraHvsauum agpec
1. [Nponssoantens
2. [ponsBoacTBeHHas nnowlagka
3 YNONHOMOYEHHbIN NpeacTaBUTENb NPON3BOANTENS
4. YnakoBLUMK (Npn HeobxoaMmocTH)

KoHTaKTHble AaHHble YNONHOMOYEHHOIO N N0 MOHUTOPUHTY
5 HebnaronpuaTHbIX COOLITUIA (MHUMAEHTOB) HA TEPPUTOPUM
Pecny6nvkn KasaxctaH

1. HavanbHas KCNnepTmn3a KOMMNNEKTHOCTU PermcTpaumMoHHOro gocbe U nNpaBuUiibHOCTU Od)OpMJ'IeHVIﬂ npeacrtaBiieHHbIX
OOKYMEHTOB (yKa3bIBaPOTCF| 3amMedaHna No HEKOMMNJIEKTHOCTN OOCbe N HeNnpaBUI1IbHOCTU ocbopmneva ,EI,OKyMeHTOB).

2. PercTpauus B cTpaHe-npoussoautene (M3rotToBUTene) u Apyrux cTpaHax:

Ne nokymeHTa, yAOCTOBEPSAIOLLErO

Ne C1paHa
perucTpaumto

[aTa Bblgayumn MpumeyvaHne akcnepTta

3. CooTBeTCTBME KNacca n3gennin MeAUUMHCKOro Ha3Ha4YeHMs B 3aBMCUMOCTM OT CTENEHN NOTEHLMANbHOro pMucka
NPUMEHEeHNA, yKa3aHHOro B 3adaBTeHNUN U AOKYyMEHTaxX perncTtpaulMoHHOro goche:

Knacc B cooTBeTCTBUM C HaumeHoBaHve fokymeHTa B
Knacc B cooTBeTCTBUM C MpumeyaHue
Ne [AOKYMEHTaMU PermcTpaumoHHOro pervcTpaunoHHoM ocke 06
3asBreHneM akcnepTa
Jocbe yKasaHuu knacca

4. CooTBeTCTBME NPeAcTaBIeHHbIX 00pa3L0oB AN nabopaTopHbIX UCMbITAHWUIA:
HanveHoBaHne  Cepus Konnyectso Cpok  OcTaToyHbIl = YCRoBUS XpaHeHUs  YnakoBka



obpasuos (c npeacTaBneHHbIX 06pasyoB rogHOCTU CPOK rOAHOCTM (TPaHCMOPTUPOBAaHMS) (Tnn)
yka3aHnem o6bemos, (B eavHULAX 3MepeHns: o6pasuoB
pasmepos) NakoHbI, LUTYKW, YNAKOBKM) npoaykumm

5. OueHka TekcTa MapKMPOBKK MPOEKTOB MaKeToB YNaKOBKU, 3TUKETOK, CTUKEPOB Ha COOTBETCTBUE Tpe6OBaHVI$|M
3akoHo4aTersbCTBa:

6. CooTBeTCTBME NPEACTaBMNEHHbIX CTaHAAPTHLIX 06pa3L 0B HOPMaTMBHBIM AOKYMEHTaM npoussoauTens (npu
yKkaszaHuu 06 Mx NPUMEHEeHUN B HOPMATUBHOM JOKYMEHTE):

Konunuectso npeAacTaBneHHbIX OcTtaTo4HbIN
HanmeHoBaHve
CTaHAAPTHBIX CTaHAapTHbIX 06pa3uos (B eanHnuax Cpok  CpOK rogHOCTVM  YCNOBUWSA XpaHeHWs Ynakoska
o6 a:fuos N3MepeHns: nakoHsbl, LTYKK, rogHocTn o6pasuoB (TpaHcnopTupoBaHus) (Tnn)
P yNaKkoBKM) npoAayKumm

7. 3akntoyeHue:
OTkasaTb B AanbHewnwen akcneptmae (c obocHoBaHMEM)
[MpoAoMKNTL 3KCNEepPTU3y N3fenns MeaMLMHCKOrO Ha3HaYeHNs NN MeaULMHCKON TEXHWKU

PykoBoauTenb CTpyKTypHOro noApasneneHus
noanuce PaMunvsi, UMsi, OTYECTBO (NPU HaNMYumM)

OkcnepTt
noanuce damunus, Umsi, OTHECTBO (NPU HaNMYUK)
HaTa

MpunoxeHune 5
k MNpaBvnam npoBegeHUs aKCnepTU3bl
n3gennn MeanLMHCKOro HasHaveHus
N MEAMLMHCKOW TEXHUKM
dopma
OTyYyeT HayanbHOW 3KCNEepPTU3bI (BanMaauumn permcTpaumMoHHOro 4OCbE) U3IMEHEHUW, BHOCUMBIX B
perncTpaLmoHHoe foCbe U3AEeNUA MeAULMHCKOro Ha3Ha4YeHUs1 UM MeAULMHCKON TEXHUKMN
MpoBeaeHa HavanbHas akcnepTm3a (Banvaaunsi PermcTpaumoHHOro AOCke) M3aenmsa MeQULMHCKOrO HasHauYeHnst unm

MeAMNLMHCKON TEXHMKMN (HYXXHO€ yKa3aTb) MPefoCTaBeHHbIX Ha 9KCMePTU3y NPy BHECEHUN U3MEHEHWI B
permcTpauuoHHoe Jocke

1. Pamnnus, nMs, 0TY4ECTBO (MPU HaNMYMK) IKcnepTa

2. Ne 3aaBku 1 gata
3. [lata nocTynneHns AOKyMEHTOB Ha Ha4YanbHYK 3KCNepTu3y
4 ToproBoe HavMeHOBaHue M3aenusa MegULMHCKOro Ha3HavyeHus UM MeauLuHCKON

' TEXHUKU
5. HasHaveHve nsgenus MegnUMHCKOro Ha3HaYeHNs U MeOULMHCKON TEXHUKN
6. O6nacTb npuMeHeHus
7. Knacc B 3aBMCMMOCTM OT CTEMNEHN NOTEHUMANbHOro pyUcka NPUMeEHEHUs
8. 3assuTenb

[aHHble 0 npoussoguTene:

HanmeHoBaHue KOpuanyeckui
Ne Twvn opraHnsaumnm nnu y4actok NpomssBoacTea CrtpaHa
opraHvsauum agpec

1. MpoussoanTenb



2. [ponsBoacTBeHHas nnowlagka

YNONHOMOYEHHBIN NpeacTaBUTeNb NPON3BOANTENS (NPpK
Hanm4mu)

4, YnakoBLUMK (Mpy He0BX0AMMOCTH)

KoHTakTHble AaHHble YNONHOMOYEHHOIO N N0 MOHUTOPUHTY
5 HebraronpuaTHbIX COOLITUIA (MHUMAEHTOB) Ha TEPPUTOPUM
Pecny6nukn KasaxctaH

1. HayanbHasa akcnepTuaa KOMNNEKTHOCTU PErMcTPaLvoHHOro 10CkE U NPaBUbHOCTU OPOPMIEHUS NPeACTaBNeHHbIX
[OKYMEHTOB (YKasblBaloTCs 3amevaHunsi N0 HEKOMMMNEKTHOCTM A0Ckbe, HEe0BX0AMMOCTY NpeaocTaBneHns o6pasLos
n3genuii MeamuUMHCKOro HasHaueHusl U NpaBUbHOCTM ODOPMITEHUSt LOKYMEHTOB).

2. PerucTpauus B cTpaHe-npoussoauTene (M3roToBUTENE) U APYrUX cTpaHax:
Ne foKyMeHTa, yaoCTOBEpsItoLLEero

Ne CtpaHa
perucTpauuio

[aTa Bblgaym MpumevaHne akcnepTta

3. CooTBeETCTBME KNacca n3genuin MeguuuHCKOro HasHavyeHusi B 3aBUCUMOCTM OT CTEMNEHN NOTEHUManbHOro puUcKka
NpUMeHeHNA, yKa3aHHOro B 3adaBlieHUN N AOKyMeHTax pernctpauMoHHOro gochbe:

Knacc B cooTBeTCTBUM C HavmeHoBaHWe foKymMeHTa B
Knacc B cooTBeTCcTBUM C MpumeyaHve

Ne [OKYMEHTaMu permcTpaLmoHHOro perucTpaunoHHoM gocke 06

3asBreHnemM aKcnepTa
aocbe yKasaHum knacca
4. CooTBeTCTBME NPeAcTaBreHHbIX 06pa3LoB Ang nabopaTopHbIX UCMbITAHWA:
HanveHoBaHue Konnyectso OcTaTo4HbIN
obpasLos (c cons TPEACTABNEHHbIX obpasuyos  Cpok CPOK rogHOCTM YCROBWS XpaHeHus  YnakoBka
ykaszaHneM o6bemoB, P (B eavHULax uaMepeHusa: rogHocT obpasuoB  (TpaHCMOPTMPOBaHMUSA) (Tvn)

pasmepoB) NakoHbI, LUTYKW, YNAKOBKK) npoayKumm

5. OueHka TekcTa MapKMPOBKK MPOEKTOB MaKeToOB YNaKOBKU, 3TUKETOK, CTUKEPOB Ha COOTBETCTBUE Tpe6OBaHI/IFIM
3akoHoJaTerbCTBa:

6. Tvn BHOCUMbIX U3MEHEHWI
Pepakuus oo BHeCEHUS UBMEHEHUS Pepakuus nocne BHECEHUA U3MEHEHWNIN

7. CooTBeTCTBUE NPeCTaBMNEHHbIX CTaHAAPTHLIX 06pa3LoB HOPMATUBHLIM JOKYMEHTaM Npou3BoaUTENst (Npu
ykasaHum 06 Ux NpUMEHEHN B HOPMaTVBHOM JOKYMEHTE):

KonnyectBo npeacTaBneHHbIx OcTaTo4HbIN
HavmeHoBaHue
CTaHAAPTHBIX cTaHgapTHbIx obpa3uos (B eguHmuyax  Cpok | CpOK rogHOCTM | YCNoBUSI XpaHeHWs YnakoBka
06pasLoB N3MepeHUs: nakoHbl, LUTYKK, rogHocTn obpasuos (TpaHcnopTupoBaHus) (Tun)
P yNaKkoBKM) npoayKumm

8. 3akntoyeHue:
OTkasaTb B AanbHewweln akcneptuae (c o6ocHoOBaHMEM)
MpoaomxunTb aKcnepTusy

PykoBoguTens CTpyKTypHOro nogpasgeneHus
nognucb  Pamunus, UMs, 0TYECTBO (MPU HaNU4uM)




akenepT
noanucb damunus, ums, oT4ecTBO (MPKU HaNUYKK)
[ata

MpunoxeHune 6
k MNpaBunam npoBegeHUs aKCnepTU3bl
N3enuin MegULMHCKOrO Ha3HayeHus
N MEOULUHCKON TEXHUKN
dopma
MuHucTepcTBO 3apaBooxpaHeHus Pecny6nukn KazaxctaH

HavnmeHoBaHWe rocyfapCcTBEHHOW 3KCNEPTHOW OpraHu3aumm

ATTecTaT akkpeauTaummn ucnoitatensHon nabopatopum (N2, cpok AencTems)

Agpec, TenedoH 3KCNepTHOWM opraHnsaummn (McnelitatensHon naboparopun)
MpoTokon ncnbitaHnin Ne or" " ropa

CtpaHuua
/KonnyecTBo nUCToB ___
3asasuTtens (Ans lopuauyeckoro nuua (HammeHosaHwe) ansa dusmdeckoro nuua ®.M.0. (npy Hanuymmn) n agpec):

HanmeHoBaHue npoaykumm:
Bug ncnbitanum:

OcHoBaHue:
durpma n3rotToBUTENL/NPON3BOANTEND, CTPaHAa:
Cepwuis, naptus: [ata nponssoacTea: Cpok rogHoCTU:

[JaTa Havana u gaTta OKOHYaHWUsi UCNbITaHWA:
Konuyectso o6pas3uos:
O603HaYeHne HOPMaTUBHOIO AOKYMEHTA MO Ka4yeCTBY Ha NPOAYKLMIO:

O6o3HaueHne HOPMaTMBHOIoO AOKYyMEHTa No Ka4eCTBy Ha MeTobl UCnbITaHWUI:

PesynbTaTbl UCnbITaHWU

TpeboBaHus dakTnyeckm
HanmeHoBaHve o
. HOpPMaTMBHOIO nosny4eHHble TOC v BnaxHocTb (%)
nokasaTenem
[OKyMeHTa pe3ynbTaTbl
1 2 3 4

3akntoyeHne: MNMpeacraBneHHble 06pa3sLbl COOTBETCTBYIOT/HE COOTBETCTBYIOT TPEOOBAHUSAM HOPMAaTUBHBLIX
[OKYMEHTOB 1 METOAMKM BOCMPOU3BOAATCSA/HE BOCNPOM3BOAATCA (yKkasbiBaTk Npun HeobxogumocTu). (HyxHoe
NoAYEPKHYTb)

MeToamKkn He BOCMPOM3BOAATCA MO CrieayoWwmnm nokasaTensm
Moanucy ynonHOMOYEHHbIX Ny

(momkHOCTL) (NOANUCh) (Pamunus, nMa 0T4eCTBO (NPY HaNM4MK)
(momkHoCTL) (NOANUCH) (Pamunus, Ma 0T4EeCTBO (NPY HaNM4MK)
(BomkHOCTb) (Mognuce) (Pamunusa, umsa oT4ECTBO (NPY HANU4YMK)

MecTo Ansa neyatn
MpunoxeHune 7
k MNpaBunam npoBeaeHnst IKCNepTU3bl
N34enuii MeguLMHCKOTo Ha3HavyeHus,
N MEOVLUHCKON TEXHUKN

dopma



OTyeT 0 pe3ynbTaTax NpoBeAeHUs NabopaTopHOro UcNbITaHUs B NabopaTopuun KOHTPOIsS KayecTBa
Npou3BOAUTENSA UM B KOHTPAaKTHOW nabopatopum, ucnonb3yemMomn npovssogutenemMm*
1. Pesiome

HavmeHoBaHue nsgenusa MeguumMHCKOro HasHayYeHus

HaumeHoBaHve, agpec pekBu3nTbl NPON3BOACTBEHHON MOLLAaKM

HavnmeHoBaHune, agpec, pekBnsnTbl nabopaTopumn KOHTPOIS KayecTsa u/unm
KOHTpaKTHOM nabopaTopum KOHTPONs KadyecTsa

OcHoBaHve npoBeaeHust NabopaTopHOro UCTbITaHUS

Homepa nuueHsnu (Npu Hanuuum), cepTnduUKaTos, 3asBOK Ha 3KCNepTU3y

MposeneHne nabopaTopHbIX
UcnbITaHWU

BbII'IyCK B peann3auunto cepumn

Pesiome aestensHOCTY NabopaTopum KOHTPOS KayecTsa
U3nenus MeaULMHCKOro Ha3HaueHus

MHoe (Heobxoammo ykasaTb)

Hata(bl) npoBegeHns nabopaTopHOro NCrbITaHns

®.1.0. (npn Hanu4yun) akcnepToB (4NEHOB KOMUCCUK), AOMKHOCTb
2. BeogHas nHdopmaumns

KpaTkoe onucaHne nabopaTtopuy KOHTPOnS kayecTsa

Hanuune 4oKyMeHTMpOBaHHbIX Npoueayp NPOBEAEHNS UCMbITaHWN

BbinonHeHne TpeboBaHnii 4OKYMEHTMPOBAHHbLIX Npoueayp NPOBEAEHUS NCMbITaHWN
Llenb npoBeaeHns nabopaTopHOro NcnbITaHWs

O6bekTbl UCMbITaHWSA

MepcoHan na60paTopMV| KOHTpOIA Ka4vecTBa, y‘-laCTByIOLLI,VIVI B npoBegeHun na6opaTopHoro ncnbiTaHnA

[lokymeHTbI, NoJaHHbIe opraHu3auven-nponssogutenemM n/unyu naboparopven KOHTPONS KavyecTBa A0 NPOBeAEHWS
OLIEHKM YCMOBUWIA NPON3BOACTBA N CMCTeMbl obecneyeHns kayecTsa

3. HabnopeHusa v pesynbTtathl npoBeaeHns nabopaTopHOro ucnbiTaHns

Ccbinka Ha HOpMaTUBHbBIA JOKYMEHT

Homep cepuu, faTta nponssoacTea

TpeboBaHMs HOPMATMBHOIO dakTnyeckme CootBeTcTBYET/ HE
T, BNaXHoCTb
OOKYMEHTA MO KayecTBy pesynbTaThbl COOTBETCTBYET

[NokasaTenb

4. MpunoxeHns
[okymeHTbI (MepBUYHbIE AaHHbIE, MPOTOKONbI UCMbITaHWI) U 06pasLbl, 0TOOpaHHbIE B X04e NPOBEAEHNS
nabopaTopHOro McnbITaHUs

5. 3akntoyeHne



[MNonoxuTtensHoe

OtpuuartensHoe ( ¢ 060CHOBaHNEM)

MpumevaHue
*K oT4eTy 0 pesynbTaTtax npoBeaeHnss nabopaTopHOro UCNbITaHWs NpunaraeTcs konusa cepTudukaTa aHanmsa u
(vnn) npoTokona ncnbITaHUA Ha NPOAYKUMIO NabopaTopmn KOHTPONS Ka4ecTBa NPON3BOAMTENS MU KOHTPaKTHON
nabopatopuu, ncnons3yemMon nponssoauTenem. Bce npunoxeHus K oT4eTy SABMASIOTCA HEOTHEMIEMON €ro YacTbio.
PykoBoguTterns kommccum
(noanuce) (Pamunus, nMs 0TYECTBO (NPY HANM4YMK)

YrneHbl KOMUCCUN:

(noanuce) (Pamunus, nMs 0TYECTBO (NPY HaNUYKK)
(nopnucs) (Pamunusa, nMsa 0T4ECTBO (NPY HANM4YMK)
" " 20 r.
CornacoBaHo:
(momkHOCTL) (NOANWCH) Pamunus, Msa 0TY4ECTBO (MPU HaNU4YuK)
(momkHOCTL) (NOANMCH) Pamunus, Ma 0TY4ECTBO (NPU HanNU4um)

MpunoxeHune 8
k MNpaBunam npoBefeHns aKCnepTU3bl
N3enuin MegULMHCKOro Ha3HavyeHus
N MEOULUHCKON TEXHUKN
dopma
KCNepTHLIN OTYET Cneunanu3npoBaHHON IKCNEePTU3bI N3aeNusa MeAULMHCKOro Ha3Ha4YeHUs U MeAULIMHCKOMN
TeXHUKM

1. damnnus, uMs, 0T4ECTBO (NPU HANUYUK )akcnepTa

2. Y4eHas cTeneHb, 3BaHne

3. Ne 3aaBkM 1 gata

4, [aTta nocTynneHus JOKYMEHTOB Ha CNeLnanvM3upoBaHHY SKCNEPTU3y

5. ToproBoe HauMeHOBaHVE U3aennii MeAULIMHCKOrO Ha3Ha4YeHUSA/MeaNLIMHCKOM TEXHNKU

6. Kog GMDN (Ixn3mAn3H) (npu Hanm4umn)

7. Kon HomeHknatypbl MeguumnHckux nsgenunii Pecnybnukm KasaxctaH

8. TexHnyeckasi xapakTepucTka N3aenuin MegULUHCKOro HasHauyeHUsI/ MeaNLIMHCKOM TEXHUKU
9. HasHauyeHne n3genuin MeauumMHCKoro HasHauYeHus/MeauUNHCKON TEXHUKN

10. O6nacTb NpMMeHeHus

MpoBeaeHa akcnepTnsa JOKYMEHTOB PErMcTpaumoHHOro A0Che, XapakrepuaylLwmux 6esonacHocTb, 3p(eKTMBHOCTb 1
KayeCcTBO U3AENUn MeQULMHCKOIO Ha3HaYeHWs/MeaULMHCKON TEXHUKU.
1. [laHHble 0 npou3BoauTene u3genun MeauUMHCKOro Ha3Ha4YeHUs/MeanLMHCKON TEXHUKN, B TOM YMCIE pacXoaHbIX
MaTepuarnoB U KOMMMEKTYHOLLMX, SBMNSIOWMXCS U3OeNUsMU MEQULIMHCKOIO Ha3HaYeHus
HavnmeHoBaHune KOpuaunyeckni

Ne Twn opraHmnsaumm nnu y4acCTOK npon3BoacTBa CtpaHa
opraHusaumu agpec

1. [Nponssoantens



2. MponssoacTBeHHas nnoLlagka

YNONHOMOY€EHHbIN NPeAcTaBUTENb Npon3BoanTens (npu
Hanm4mu)

4, YnakoBLUMK (Mpy He06X0AMMOCTH)

KoHTakTHble AaHHble YNONTHOMOYEHHOTO LA N0 MOHUTOPUHIY
5 HebraronpuaTHLIX COOLITUIA (MHUMAEHTOB) Ha TEPPUTOPUM
Pecny6nukn KasaxctaH

2. Peructpauus B cTpaHe-npoussoauTene (M3rotoButens) n Apyrmx ctpaHax

Ne nokymeHTa, yAOCTOBEPSIOLLErO MpumeyvaHne
Aoky ya pAtoL [aTa Bblgauun P

Ne CrtpaHa
perucTpauuio 3KcnepTa

3. OueHka JOCTOBEPHOCTM YKa3aHHOro B 3asiBNIEHUN M JOKYMEHTaX PErMcTpauMoHHOro OCke Knacca usgenui
MEeOULUHCKOro HasHa4YeHnst 1 MeQULMHCKON TEXHUKM B 3aBUCMMOCTU OT CTEMNEHW NOTEHUMANBHOIO pUcka NpUMeHeHus1, B
COOTBETCTBUM C TpeboBaHMsAMM 3akoHoaaTenscTea Pecnybnukn KasaxcrtaH B cdhepe obpalleHust nekapCTBEHHbIX
CpeAcTB, usgenuin MegMuUUHCKOro HasHauyeHUSA/MeaNLMHCKON TEXHWUKM:

Knacc B cOOTBETCTBUM C CooTBeTCTBME 3aAABNAEMOro Krnacca
Knacc B cooTBeTCTBUM C MpumeyaHve
OOKYMEHTaMM permMcTpaunuoHHOro TpeboBaHMAM 3aKoHOAAaTENbCTBA
3asBneHnem akcnepTa
Jocbe Pecny6nukn KasaxcTaH

4. XapaKTepuCTMKM CUCTEMbI NoKasaTenen, onpegensomx 6e3onacHocTb, 3PMEKTUBHOCTb 1 Ka4eCTBO Usgenus
MeOMLMHCKOro Ha3Ha4YeHUs/MeAMLMHCKON TEXHUKW, B TOM YUCIIe pacXodHbIX MaTepuaros 1 KOMMIIEKTYOLWMX,
ABMSALLMXCH U3AENMUSMUN MEQULMHCKOTO Ha3HaYeHUs:

1) cuctema ynpasneHus kadectsom ISO (MCO), GMP (Oxu3mIn) opraHnsaunm-nponsBoaMTens, B TOM Y1Cre
pacxofHblX MaTePManoB 1 KOMMNMEKTYIOLMX K MEANLMHCKOW TEXHUKE, SIBMSIOLLUMXCS U3AENMAMU MEAULIMHCKOTO
Ha3HayeHus:

HaumeHoBaHne . MpumevaHune
Ne Ne gjokymeHTa n gaTta Bblgayu Cpok gencreus
AOKyMeHTa aKcnepTa

2) Ka4eCTBO U3AENUN MEOULMHCKOIO Ha3Ha4YeHUs/MeOULNHCKON TEXHMKN, B TOM YMCME PacXoOHbIX MaTtepuarnos u
KOMMMNEKTYIOLLMX, ABMSIOLUXCS U3OENUSAMN MEOULIMHCKOIO Ha3Ha4YeHUs (TEXHUYECKME YCINOBUS, CTaHa4apT opraHn3auun):
HavnmeHoBaHue MNpumevaHne

Ne Ne nokymeHTa 1 gaTa Bblgayun Cpok nencteus
OOKyMeHTa Aoky A a pok A akcnepTa

3) nogTBEpXKOEHME COOTBETCTBUS U3AENNI MEAULMHCKOrO HasHauYeHUs/MeaUUMHCKON TEXHUKN TpeGoBaHnAM
HaLMOHANbHBIX UMM MEXOYHAPOAHbLIX HOPMAaTUBHbLIX JOKYMeHTOB ([eknapauus cooteeTcTBus; Ceptudmkar
COOTBETCTBUS):

HaumeHoBaHne . MpumeyvaHune
Ne Ne fokymeHTa n gaTa Bblgayu Cpok gencreus
AOKYMeHTa aKcnepTa

4) aHanu3 NpeAcTaBneHHbIX AaHHbIX, MONYyYeHHbIX B XOA4Ee NPOBEeAEHNS UCTIbITaHUIA (TOKCUKONOrMYECKMX,
TEXHUYECKWX, KITMHUYECKNX) B CTpaHe Npou3BoauTene (0T4eThl, 3aknioyeHnsl) 1 B Xo4e NpoBeAeHUst MpeabiayLumMX 3Tanos
akcnepTusbl B Pecnybnuke KasaxctaH (nepBuyHas akcnepTmaa, nabopaTtopHble UCTbITaHUs):

HanmeHoBaHue MpumeyvaHve
Ne AHanu3 nonHoTLI 1 KayecTBa UHOPMaLUN B [OKYMEHTE
AOKyMeHTa aKcnepra



5) 3akntoyeHne o cTabunbHOCTN U3Oenuii MEAMLIMHCKOrO Ha3Ha4YeHusl, 060CHOBaHHOCTb 3asiBNIEHHOrO Cpoka
XpaHeHwus:
AHanus npeacTaBneHHoro otyeTa o

MpumeyaHue akcnepTa
cTabunbHOCTH

Ne 3asBneHHbIV CPOK XpaHEHUS

6) oLleHKa NPoeKTa MHCTPYKLUMM MO MEeAULMHCKOMY MPUMEHEHMUIO U3AENNS MEAULMHCKOTO Ha3HAYeHNs, B TOM YKcCne
pacxofHblX MaTeEPManoB N KOMMIEKTYIOLUMX K MEANLMHCKOW TEXHUKE, SIBMSIOLLUMXCS U3AENMSMU MEAULIMHCKOIO
Ha3Ha4YeHUs U 3KCMNyaTaLMOHHOIo AOKYMEHTa MeANLMHCKOW TEXHUKN

OueHka
akcnepTa

Ne AHanuns

MonHoTa coaepXxaHuna TekcTa nNpoekTa MHCTPYKUUK Ha n3genna meanunHcKoro
Ha3Ha4YeHusa

2. CooTBeTCTBME TEKCTA MPOEKTa OPUTMHANY MHCTPYKLMK OT NPoM3BOAMTENS

CooTBeTCcTBNE OPOPMIEHNs TEKCTa NPOEKTa MHCTPYKLMK TpeboBaHmaM
3. 3akoHopaTenbcTBa Pecnybnuku KasaxctaH B cdepe obpalyeHuns
nekapcTBEHHbIX CpeacTB

MHdopmaumsa, cogepxaluasncs B SKCnnyaTtauMoHHOM JOKYMEHTE no
NPUMEHEHNIO MEeANLIMHCKON TEXHWUKN
7) OueHka ohopmneHnss MakeToB yNakoBOK Y 3TUKETOK
OueHka
aKcnepTa

Ne AHanusa

CooTBeTcTBMNE 0DOPMIEHNS TEKCTa MakeTa MapkupoBku TpeboBaHNsaM
1. 3akoHopaTenbcTBa Pecnybnuvkm KasaxctaH B cdrepe obpalleHus nekapcTBeHHbIX
CpeacTs, n3genuii MeAMLIMHCKOrO Ha3HaYeHNs U MeAULMHCKON TEXHUKN

MAeHTUYHOCTb yKa3aHuii YCNOBWUIA XPaHEHUS U TPaHCMOPTUPOBAaHWS, YKa3aHHbIX B
2. AOKYMEeHTe No cTaHAapTu3aummn U3genus MeauLUMHCKOro HasHavyeHnst U NpoekTe
MHCTPYKUMM NO MeaNLUMHCKOMY NPpUMEHEHUI0
8) AHanu3 gaHHbIX 0 pa3paboTke 1 MPOM3BOACTBE M3AeNNs MeQULMHCKOrO HasHavYeHUst N MeAULMHCKON TEXHWKN
(cxembl MpoLeccoB NPOM3BOACTBA, OCHOBHbLIX CTaAMIN NMPOM3BOACTBA, YNAaKOBKU, MCMbITAHUIA U NpoLEeaypbl Bbinycka
KOHeYHOro npoaykTa). 3aknoyeHne o COOTBETCTBUN Pa3paboTku, TEXHOMOrMYECKOro NpoLecca U KOHTPOMS kayecTsa
npoun3soacTBy 6e30nacHON 1 kKa4eCTBEHHOW NPOAYKLMM

OueHka
Ne AHanus .
akcnepTa
1 OueHka npeacTaBneHHbIX 3asBUTENEM AaHHbIX 0 pa3paboTke 1 NPOU3BOACTBE,
' BKIIOYAsi aHanu3 oT4yeTa UHCNEKTUPOBaHNS NMPOU3BOACTBA (NPY HanMuuu);
5 3aknoyeHne o cCooTBETCTBUM pa3paboTky, TEXHOMOMMYECKOro NpoLecca U KOHTpons

KayecTBa Npou3BoACTBY 6e30MacHON 1 ka4eCTBEHHOW NPOayKLUN
9) AHanu3a 6uonoruyeckon 6esonacHOCTN U3OeNUS MEAMLMHCKOrO Ha3Ha4YeHns Ha OCHOBE aHanu3a BCEX MaTepuanos

JKMBOTHOIO MW Y€NT0BEYECKOrO NMPOUCXOXKAEHNS, BXOASLIMUX B U3AENNSt MEOULMHCKOrO Ha3Ha4YeHUs!, a Takke
MHdOopMaLum 0 nogdope NCTOYHMKOB (OOHOPOB), OTOOpe MaTepuana, MPOLECCUHIe, XpaHeHUn, TECTUPOBaHUH,
NepBUYHON 3KCNEPTU3bI NpoLeayp TECTUPOBAHMS, a Takke obpalLeHns C TKaHAMM, KNneTkamu, CybcTaHUMAMM KMBOTHOTO
UIN YENOBEYECKOrO NMPOUNCXOXKAEHMS, KyNbTypaMyM MUKPOOPraHM3MOB M BUPYCOB (MpWU Hanuymum)
Ne AHanua OueHka akcnepTta

OueHka NpeacTaBneHHbIX 3asBUTENEM AaHHbIX N0 aHanuay

6uonornyeckon 6esonacHocTn

10) UN3yyeHne nepBUYHON 3KCNEPTM3bLI NPOrpamMMHOr0 oGecneyeHns Ha OCHOBE aHanu3a AaHHbIX O ero Bepudukaumm
1 NepBUYHOI SKCNepTM3bl, B TOM Yncne nHdopmaumm o ero paspaboTke U TECTUPOBAHMMN Ha NpeanpuUsaTAM 1 Npu
MYNbTULEHTPOBLIX NCCNeaoBaHUAX, AaHHbIX 06 M,D,eHTI/I(*)I/IKaLLVIVI N MapKnpoBke Ol'lepaLl,VIOHHOI7I CUCTEMbI
Ne AHanuns OueHka akcnepTta

1. OueHKa npeacTaBfeHHbIX 3asBUTENEM LaHHbIX



11) AHanus npouenypbl 1 METOOOB CTepunmnsaunn n3genna MeauunHCKOro HasHa4yeHusa, matTepuanos,
000CHOBbIBaKOLWNX CNOcob cTepunusaunn, npeanaraemMblXx MeTo40B KOHTPOJ1A KavyeCcTBa 1 onpeaeneHna oCTaTkoB
CcTepunuayrouiero sewecrtsa npn npuMeHeHnmn XmMmmn4eckoro cnocoba cTepunusaunn

Ne AHanus OueHka akcnepTta
1. OueHka npeacTaBneHHbIX 3asBUTENEM AaHHbIX

12) Ananu3 6e3onacHoCTh 1 3 HEKTUBHOCTY NEKAPCTBEHHOTO CPeACTBa B COCTaBe M3Aenns MeaULIMHCKOro
Ha3HaYeHUss N MeANLMHCKON TEXHWKW, ero BNAHNS Ha (DYHKLIMOHANbHOCTb U3AEeNUs MeAULMHCKOTO HasHavYeHus n
MEONLIMHCKYIO TEXHWKY, COBMECTUMOCTW NeKapCTBEHHOrO CPEACTBA C U3AenmeM MeAMLMHCKOro HasHavyeHms 1
MeAMNLMHCKOW TEXHNKOW (3a UCKMIOYEeHNeM U3[ennini MeAMLMHCKOTO Ha3HaYeHN U MEAULIMHCKON TEXHUKN Ans
AMarHOCTUKK in vitro (MH BUTPO). NHdopMaLuus o pernctpaummn nekapcTBEHHOro cpeacTsaB rocyaapcTee —
npoussoauTene nekapCcTBEHHOro cpeacTaa

Ne AHanus OueHka akcnepTta
1. OueHka npeacTaBneHHbIX 3agBUTENEM AaHHbIX

13) AHanu3 npefcTaBneHHbIX MPou3BoaMTENEeM CBEAEHUA O HAaNU4Mm unmn o6 OTCyTCTBUM COOOLLEHUI O HECHACTHbIX
Cny4asx u oT3biBax C pblHKA U3aenus MeOULUHCKOrO HasHaYeHNst 1 MEAMLIMHCKOM TEXHMKU, O HEeXenaTenbHbIX COObITUSAX
1 (UNN) HECYACTHBIX CIy4asXx, CBA3aHHbIX C UCNOMb30BaHNEM U3AENUS MEOULIMHCKOIO Ha3HaYeHNs U MEAULIMHCKOWN
TEeXHUKX, yBeAOMIIEHNI No 6e30NacHOCTM U3aennst Me4MUUHCKOro HasHauYeHUst 1 MeOULNMHCKON TEXHMKM, Noaxona K
pacCcMOTPEHMIO 3TUX NPOBNEM M UX PELLEHUS NPOU3BOAUTENSAMU B KaXKAOM U3 TakUX Cry4yaes, OnncaHusi
KOPPEKTUPYHOLLNX OEUCTBUN, NPeanpuHATBIX B OTBET HA yKa3aHHbIe Criyyan, a Takke COOTHOLUEHMS YPOBHS Npogax n
KONMMYECTBA HECYACTHBIX CITy4aeB U OT3bIBOB U3OENWUIA MEANLMUHCKOTO Ha3Ha4YeH NS U MEOULIMHCKON TEXHUKA U3
obpalleHus

Ne AHanus OueHka akcnepTta

1. OueHka npeacTaBneHHbIX 3asBUTENEM AaHHbIX

14) OueHka NnaHa cbopa n aHanm3a gaHHbIX N0 6e3onacHOCTU U 3PPEKTUBHOCTM U3ZeNNiA MEAULMHCKOTO
HasHa4YeHUss 1 MedULIMHCKON TEXHUKM Ha NOCTNPOAaXXHOM aTarne 1 otyeta o6 aHanu3e puckoB

Ne AHanus OueHka akcnepTta
1. OueHka npeacTaBneHHbIX 3agBUTENEM AaHHbIX
5. 3akntoueHune akcnepTta

1. MNonoxuTtenbHoe

2. OTtpuuaTtensHoe (¢ o6ocHOBaHUEM)

Bce oaHHble, NprBeaeHHbIE B 3KCNEPTHOM 3aKIOYEHNUM, OCTOBEPHbI U COOTBETCTBYHOT YCTAaHOBMEHHbIM
TpeboBaHWAM, YTO NOATBEPXKAAK NIMYHON NOANUCHIO
PykoBoauTenb CTpyKTypHOro nofapasgeneHus
noanucb damunusa, ums, oTHECTBO
(npv Hannynm)

Okcnept
noanucb damunus, ums, oT4ecTBO (MPU HANUYKUK)

HaTa

MecTo nevatun

MpunoxeHwve 9
k MpaBunam npoBeaeHnst aKCNepTU3bl
n3genum MeguuUMHCKOro HasHavYeHus
1 MeOULNHCKON TEXHUKN
dopma

3KcnepTHbll7l oTyeT cneuuanuzupOBaHHoﬁ JKCnepTn3bl 0 BNIMAAHUN BHOCUMBbIX U3MEeHEeHUN B perncTtpaumoHHoe
Aocbe Ha 6e30NacHOCTb, 3P (heKTMBHOCTb U Ka4eCTBO U3Aenua MeAULIMHCKOro Ha3HaYeHUA U MeaULIMHCKOWN
TEXHUKH

1. damunus, nms, oT4ecTBo (MpU HaNMuMKM) aKkcnepTa



2. Y4yeHas cTeneHb, 3BaHne
3. Ne 3asaBkM 1 garta

4. [aTa nocTynneHns JOKYMEHTOB Ha CneLmnannm3MpoBaHHyo 3KCNepTusy

ToproBoe HauMeHoBaHWe U3OenNnst MEAULMHCKOrO Ha3HauYeHUs U MeAULNHCKOMN
TEXHUKMN
MpoBeaeHa akcnepTn3a JOKYMEHTOB PErMCTPaLMOHHOIO A0Che, XapaKTepusyoLwmx BNMsHMe Ha 6e3onacHoCTb,
3(pPEKTUBHOCTb N KAYECTBO BHOCUMbIX U3BMEHEHMI B PErMCTpaLUMOHHOE AOCbe, HAa u3aenne MeauMUUHCKOro HasHavyeHns n
MEeOULNHCKON TEXHUKN.
B xoae npoBeaeHUs akCnepTu3bl yCTaHOBNEHO:
Ne Pepakuus oo BHeCEHUSI NU3BMEHEHUI BHocrmoe nameHeHue

BrnvsiHne BHOCMMbIX M3MeHeHWI Ha 6e30nacHOCTb, 3MEKTUBHOCTb N KAYECTBO M3AeNnsA MEeANLMHCKOTO HasHaYeHns
N MeANLIMHCKON TEXHUKU:
AHanus (BnusieT/He BnuseT)
No N3meHeHne (ykasaTb HyXHOe) Mpu oTpyuaTenbLHOM 3aKkmnioyYeHnn ykasbiBaeTcs
obocHoBaHve

3aknoyeHne akecnepTa:

1. MonoxutenbHoe

2. OTtpuuaTtensHoe (¢ o6ocHOBaHUEM)

Bce gaHHble, NprvBeAeHHbIE B 3KCNEPTHOM 3aKIO4YEHWUN, JOCTOBEPHBI M COOTBETCTBYIOT YCTAHOBIEHHBIM
TpeboBaHWAM, YTO NOATBEPXKAAK NNYHON NOANUCHIO
PykoBoauTenb CTpyKTypHOro noapasgeneHus
noanucb damunusa, ums, oTHECTBO
(npv Hannynm)

OkcnepTt
noanucb damunus, ums, oT4ecTBO (MPU HANUYKUK)

HaTa

MecTo nevatu

Mpunoxenwne 10
k MpaBunam nposegeHns
3KCMepTU3bl n3genuin
MeAMLMHCKOro Ha3Ha4YeHus
N MEeOMLIMHCKON TEXHUKU
dopma
3aknroyeHue o 6e3onacHoCcTU, IPPEKTUBHOCTU U KauyecTBe U3gennum MeguLMHCKOro Ha3Ha4YeHus n
MeAWLMHCKOWN TEXHUKW, 3asiBNIEHHbIX Ha 3KCNepTusy
1. PecnybnmkaHckoe rocyfapCTBeHHOE NpeanpusaTue Ha npaBe X03anCcTBEeHHOro BeaeHns "HaunoHaneHbin LieHTp
3KCMepTU3bl NTEKapCTBEHHbIX CPEACTB, U3OENUi MEANLMHCKOrO Ha3HaYeHNs U MeAULMHCKON TeXHMKN" MuHucTepcTBa
3npaBooxpaHeHus Pecnybnuku KasaxcrtaH coobuiaeT pesynbraThl 3KCNepTM3bl Ha 6€30nacHoCTb, 3 EKTUBHOCTb U
Ka4yecTBO U3fenvs MeauMUMHCKOro Ha3HaYeHns U MeANLMHCKON TEXHUKN:

ToproBoe HaMMeHOBaHWe U3Lenms MEANLMHCKOrO Ha3Ha4YeHUst UM MEULMHCKON TEXHUKN
OpraHusauma-nponsBoguTerb, CTpaHa-nNpomM3BoanTeNb

Mpoun3BoacTBEHHasA Nnoluaaka, cTpaHa

YNOMHOMOYEHHBIN NpeacTaBuTeNb, CTpaHa



Tun (Ms,u,enme MeaUNLUMHCKOro HasHa4veHuna nnn MmeanunHcKaa TexXHUKa
Bug akcnepTusbl
Knacc B 3aBMCUMMOCTM OT CTENEHN NOTEHUMANBbHOIO pUcka NpUMeHeHNs

Koa HomeHknaTypbl MegmumnHcknx nagenun Pecnybnukmn KasaxctaH

Komnnekrauus nagenust MeanumMHCKOro HazHavyeHns/MeaMLMHCKOM TEXHUKM (NP HanmuymMm — KONM4YecTBO
koMnnekTyowmx) (Tabnuua)

3akntoveHne HayanbHom 9KCNepTuabl (Banmuau,mm perncTpaumoHHOro I,CI,OCI:e) (nonomMTeanoe, OTpVILI,aTeJ'IbHOG)

3akntoveHne ncnbiTatenbHON na6opaTopvw|: nata n Ne npoTokona (nonox(MTeanoe, OTpVILI,aTeJ'IbHOG)

3aknioyeHne crneumanv3vpoBaHHOW 3KCNepTH3bl (PEKOMeHA0BaTL/HEe pekoMeHA0BaTb U3Aenne MeguLMHCKOro
Ha3HayYeHns/MeaNLMHCKYI0 TEXHUKY)

Tabnuua
Komnnekrauusi usgennst Me4MLMHCKOro Ha3Ha4YeHUsa U MegUUNHCKON TEXHUKN
HavnmeHoBaHue Mogenb MpoussoguTens CtpaHa

2. 3akntoveHue:

(nonoxumTenbHoe) MaTepuansl 1 JOKYMEHTbI PerMcTpaumMoHHOro 4ocke Ha n3genne MeauLmMHCKOro
Ha3HaYeHUsI/MeaNLMHCKYIO TEXHWKY, NPefoCTaBNEeHHbIe Ha 3KCNepTM3y, COOTBETCTBYIOT YCTAHOBMEHHbIM TpeboBaHUSAM
no 6esonacHocTH, 3PPHEKTUBHOCTU U KAYECTBY U3LEeNNA MEANLIMHCKOrO Ha3HaYeHUA/MeQNLMHCKON TEXHUKN,
NnoATBePXKAEeHbl COOTBETCTBYHOLLMMM MaTepranamMv u NpoBeAeHHbIMU UCNbITAHUAMMU.

(oTpuuaTensHoe) MaTepunanbl U JOKYMEHTbI PerncTpaumMoHHOro 4oCke Ha n3fenve MeauumuHCKOro
HasHa4YeHUs/MeQULMHCKY0 TEXHUKY, NMPeoCTaBleHHbIe Ha 9KCMepTU3y, He COOTBETCTBYIOT YCTAHOBMEHHbLIM
TpeboBaHuaM no 6esonacHoCTn, 3PMEKTUBHOCTU U KAYECTBY U3AENNA MEANLMHCKOTO Ha3HaYeHNs/MeguLIMHCKON
TEXHVKW, NOATBEPXAEHbI COOTBETCTBYIOLLMMM MaTepyanamMv u npoBedeHHbIMU NCMbITAHUAMU.

PykoBoguTtens rocyqapCTBEHHON 3KCNEPTHOW opraHm3auun (Mnv ynonHOMOYeHHOe NuLo)

noanucb damnnus, ums, 0TY4ECTBO (MPU HANNYNUK)
Data
MecTo nevatu
MpunoxeHune 11
k MNpaBnnam npoBegeHUs aKCNepTn3bl
n3genun MeanLUMHCKOro HasHaveHns
1 MEAMLMHCKOW TEXHUKM
dopma
3akntoyeHne o 6e3onacHocTu 3¢hpHeKTUBHOCTU U KayecTBe M3AeNnusa MeAULIMHCKOro Ha3Ha4eHUsi 1 MeAULIMHCKON
TEXHUKMN NPU U3MeHEeHUW, BHOCUMbIX B permcTpauuoHHoe Aochbe
1. PecnybnukaHckoe rocygapCTBEHHOE NpeanpusiTue Ha npaee X03ancTBEHHOro BegeHns "HauuoHanbHbin LieHTp

3KCMepTU3bl NTeKapCTBEHHbIX CPEACTB, U3OENUi MEANLMHCKOrO Ha3HaYeHNs U MeAULMHCKON TeXHMKM" MuHucTepcTBa
3npaBooxpaHeHus Pecnybnuku KasaxcrtaH coobuiaeT pesynbTaTbl 9KCNepTU3bl O BIMAHUN BHOCUMbIX MU3MEHEHWI B
pernctpauuoHHoe gocbe Ha 6e3onacHoCTb, aPPEKTUBHOCTL U KAYECTBO M3AEeNNS MegULMHCKOro
Ha3HavyeHUsI/MeaNLMHCKOW TEXHWKN:

ToproBoe HaUMeHOBaHWE U3Aennst MEAMLUHCKOro HasHavyeHust (MeanUMHCKON TEXHUKM)

OpFaHI/I3aLlVIF| npounssoaunTernb, CTpaHa-npon3soanTesb

MpousBoaCTBEHHANA Nnowaaka, crpaHa



YNOMHOMOYEHHbIV NpeacTaBuTenb, cTpaHa

BHocKMble n3MeHeHus

3aknoueHre HavyanbHOM aKCNepTU3bl (Banuaaumm permcTpaLmoHHOro Aocke) (MONoXMTENBHOE UK
oTpuuaTensHoe)

3akntoveHne ncnblTatenbHON na60paTopvw|: nata n Ne npoTokona (nonox(MTeanoe nm OTpVILI,aTeJ'IbHOG)

3aknioyeHne cneumanM3vpoBaHHOM aKCNepPTU3bl (PEKOMEHAOBAHO/HE PEKOMEHAOBAHO BHECEHWE U3MEHEHNI B
pervcTpauuoHHoe 4ocke)

2. 3aknioyeHune:

(nonoxutensHoe) MaTepuanbl U JOKYMEHTbI Ha n3aenve MeauUUHCKOro HasHavyeHns (MeauuUmMHCKON TEXHUKK),
npefoCTaBlEHHbIE NS BHECEHUSI UBMEHEHUI B PErMCTpPaLMOHHOE LOCbE, COOTBETCTBYIOT YCTAHOBMNEHHBLIM TpeboBaHUSM,
BNusiHME Ha 6e30nacHOCTb, 3(EKTMBHOCTb 1 KAYECTBO U3AENUA MEQULIMHCKOrO Ha3HavyeHns (MegULMHCKON TEXHWKN)
noaTBepXKAeHbl COOTBETCTBYOLLUMU MaTepmanamu 1 npoBegeHHbIMN UCTIbITAHUSIMMU.

BHOCMMBIE N3MEHEHNS 3aperncTprMpoBaHbI C Bblgadven (6e3 Bbigayun) HOBOro permMcTpaLMoHHOro ya0CTOBEPEHUS.

(oTpuuartenbHoe) MaTepuanbl U JOKYMEHTbl Ha U34enve MeAULMHCKOro HasHavyeHns (MeauUMHCKON TEXHUKK),
npefocTaBliEHHbIE NSt BHECEHUSI UBMEHEHUIA B PErMCTPaLMOHHOE LOCbE, HE COOTBETCTBYHOT YCTAHOBMIEHHBIM
TpeboBaHUAM, OKa3blBaKT OTpULATENbHOE BrinAHME Ha 6€30MacHOCTb, 3PPEKTMBHOCTL 1 KAYECTBO M3aenns
MEeOULMNHCKOro HasHavyeHunst (MeauLMHCKON TEXHUKN).

BHoCKMbIe U3MEHEHUS HE 3aperncTpupoBaHbI.

PykoBoguTtens rocygapCTBEHHOWN 3KCNEPTHOM opraHn3auun (Mnv ynonHOMOYeHHOe NnLO)

noanucb Pamnnund, ums, oT4eCTBO (MPWU HaNMYMK)
HaTa
MecTo nevatu
MpunoxeHune 12
k MNpaBunam nposegeHns
3KCMepTU3bl N34ennn
MeAMLMHCKOrO Ha3Ha4YeHus
N MEANLMHCKOW TEXHUKM

dopma
KasakctaH Pecnybnvkacel [leHcaynblk caktay PecnybnukaHckoe rocygapctBeHHoe npeanpusitue Ha
MUHUCTpRIriHiH "dopinik 3aTTapabl, MeauumnHanbIK npaBe X035NCTBEHHOro BeaeHus "HaunoHanbHbIN LEHTP
MakcaTTafbl bynbiMaapabl XoHe MeauumHa TeEXHUKacbIH 9KCNEepTU3bl NeKapCTBEHHbIX CPeACTB, N3nenui
capanTay ynTTblK opTanbifbl" LWapyallblblK XXyprisy MeAMLMHCKOrO Ha3Ha4YeHNs U MeAULIMHCKON TeXHUKKN"
KYKbIFbIHAAFb! pecnybnukanbik MEMIEKETTIK K9CiNOPHbI MuHnctepcTBa 3gpaBooxpaHeHns Pecnybnuku KasaxcraH

CBoOAHbIN oTYeT Nno 6e3onacHocTH, 3P PEeKTMBHOCTU U KavyecTBY Usgenus MeauLMHCKOro HasHa4YeHus u

MeANLMHCKON TeXHUKMN
"HanmeHoBaHne MeguumnHCKoro nagenusa”, npomsBoguTenb, cTpaHa
M3 oTyeTa yaaneHa koHduaeHunanbHasa nHpopmaumns
CopaepxxaHue

. ObnacTb NpYMEHEeHNst MeQULUHCKOro n3aenums

. HasHaueHve meguuuHckoro nsgenus

. KpaTtkasi TexHn4eckas xapaktepucTnka MeauumuHCKoOro n3genums

. Knacc 6e3onacHocTn

. Mhdbopmaums o npoussoagntene

. PeweHue (3aknioueHne)

. MHdpopmauma no peructpauum

. Ycnosus xpaHeHus ans IVD (Ansugu)

O~NO O, WN -~

Mpunoxenue 13
K MNpaBunam nposefeHnst
3KCNepTU3bl U3Lenun
MEeAMLIMHCKOro Ha3Ha4YeHus



M MEANLIMHCKOWN TEXHUKMN
MepeyeHb N3MEHEHU, BHOCUMbIX B perucTpaLMoHHOe AOChbe U3aenus MegUuLMHCKOro HasHavyeHus u (unum)
MeAULMHCKOW TEXHUKU B Nepuopj AeACTBUS PermcTpauuoHHOro yaoCcToBEpPEHUSA

MN3ameHeHne

1

1.1ameHeHne cBeaeHun o

Ycnosusi/aamevaHus

2

OcHoBHoe ycrosue -
HOBas NULEH3Ns Ha
npon3BoACcTBO BblAaHHaA
YNOJIHOMOY€HHbIM
OopraHoMm cTpaHbl
npounssogunTensa

MepeyeHb AOKYMEHTOB U MaTepuarsnos,
HeobxoanMbIX AN BHECEHUSI UIBMEHEHUI

3

1. [lOKyMeHT, yAOCTOBEPSIOLNIA perncTpaumio
MEANLNHCKOWN TEXHUKW/ M30enns MeguumMHCKoro
Ha3Ha4yeHus1 B CTpaHe npousBoanTene
(perucTpaumoHHoe yaoCcToBepeHUe, HoTapmanbHO
3acBuaeTenbCTBOBaHHbI CepTudnkaT cBoOOLHON
npogaxu (FreeSale) (PpnCann), Ceptudukar Ha
3KCMOPT) C BHECEHHBLIMN N3MEHEHNAMM

2. [lokyMeHT, noaTBep>XaatoLLmnin BHeCEHNe
N3MeHeHUN (C yka3aHueM AaTbl BHECEHMS
N3MEHEHUS) OT YNONTHOMOYEHHOrO OpraHa CTpaHbl—
npovsBoanTens

3. HoTapunanbHO 3acBMAEeTENbCTBOBAHHbIN
OOKYMEHT, NoaTBepXaarLwuin COOTBETCTBUE
YCIOBWIA NPOM3BOACTBA HALUMOHANbHbIM U/Mnun
mexgyHapoaHbiM ctaHgaptam GMP (Dxn3mIn);
ISO (MCO)

4. HoTapuanbHO 3acBnaeTeNbCTBOBAHHbIN
OOKYMEHT, NnoaTBepXaatLwuin cooTBeTCTBME

(VI3I'OTOBMTeJ'I$|) MeanUMHCKON TeXHUKU HaunoHalbHbIM UM

MecTo NPOM3BOACTBA He MexayHapoaHbIM HOPMAaTUBHbBIM AOKYMEeHTaM, Krnacc
B 3aBUCUMOCTU OT CTENEHWN NoTeHUMnanbHOro pucka

npounseoanTene/Nnpon3BoACTBEHHOM
nnowiagke n3genus MeauumMHCKoro

Ha3HavYeHWns/ MEAULIMHCKOM TEXHWUKM  U3MEHWIOCh.
HeT M3MEeHeHui B npumMeHeHus (Jeknapaumnsi COOTBETCTBUS;
PON3BOACTBEHHOM CepTndukat COOTBETCTBMS)

npouecce unm 5. Konusi permctpaumnoHHOro yaocToBepeHuns
cneuundmrkauumsix, Bknoyasi BbligaHHoro B Pecny6nvke KasaxcraH

METOAb! NCMbITaHNA. 6. MucbMo Npon3soaUTensl, yAOCTOBEPSIOLLEe, YTO

NPOV3BOACTBEHHbIN NPOLECC U KOHTPOSb 3a
KayecTBOM M 6€30MacHOCTLIO FOTOBOrO NPOAyKTa
ocTalTcs 6e3 U3MEHEHWN, C ykazaHWeM AaThbl
BHECEHUS N3MEHEHWN

7.MpoeKTbl NHCTPYKUUIA MO NPUMEHEHUIO U3OeNnn
MEeOMLIMHCKOrO HasHa4YeHus/ pyKkoBOACTBO MO
aKcnnyaTtauum Ha MegULMHCKY TEXHUKY (Ha
anekTpoHHoM HocuTene CD (CH) B oopmate doc
(nok)

8.MakeT MapKnMpoBKM (Ha 3NEKTPOHHOM HOCUTEne
CD (CQl) B dopmare jpeg (axuner)

9. Onucb OKYMEHTOB

2./13meHeHne cBegeHun ob BHeceHune nameHeHuin B 1. Konus pokymeHTa, NoATBEPKAAOLLErO
yNONTHOMOYEHHOM NMpeacTaBuUTerne, perucTpaunoHHoe NOMTHOMOYXS YNONTHOMOYEHHOrO NPEeACTaBUTENS
BKITHOYAs CBEEHMS O peopraHn3aumMm yaoCTOBEpPeHME He BNUSET NPOM3BOAUTENS

topuanyeckoro nuua, o6 MamMeHeHUn  Ha 3PPEKTUBHOCTL U

€ro HaMMeHOBaHUsl, U3MEHEHUU 6e3onacHOCTb n3genus
cdamunum, nMmeHun, otyecTsa (Mpu MeANLINHCKOTO

Hanu4uun) agpeca MecTa XUTenbCcTBa  Has3Ha4YeHUs/MeaULMHCKON
WMHOMBUAOYANbHOIO NpeanpuHMMaTens TEeXHUKU

2. Konusa pernctpawmoHHOro yoocToBepeHusa

3. [lokymeHTbIl, NoATBepKAaLLNE U3MEHEHNSA
4. On1cb AOKYMEHTOB

1. 3asiBneHue Ha BHeECEeHUe N3MeHeHu no
YyTBEPXAEHHON hopMe (Ha SMEKTPOHHOM HocuUTene

3.MameHeHne HaumeHoBaHUA n3genns MoTMBMpOBaHHOE
MeOULMHCKOro HasHa4yeHns u/vunm o6GocHoBaHue



MEeANLIMHCKON TEXHUKM

4 V/13ameHeHue cocTaBa
NpUHaAnexHocTen n (unn)
KOMMNIEKTYOLNX U (UNN) PaCXOLHbIX
MaTepuanos, 0GHOBMNeHWe (yCTaHOBKa
HOBOW BEPCUW) MPOrpamMmMHOro
obecneyveHuns

HeobxoaMMoCTH
n3MeHeHus
HaVMeHOBaHWs n3genus
MeLMLMHCKOro
Ha3Ha4yeHus n/unm
MEeLMULNHCKOM TEXHUKN, HE
BNUSIIOLLLErO Ha
hyHKUMOHaMNbHbIE 1
TeXHU4eckue
XapaKkTepucTUKm

OTcyTCcTBMNE BNUSIHWA Ha
byHKUMOHaNbHbIE
XapaKkTepUCTUKN N3genui
MeONLIMHCKOTO
HasHayeHus un
MeAMNLMHCKON TEXHUKM

CD (CL) B popmarte doc (gok)

2. HoTapuanbHO 3acBnaeTensCTBOBaHHbLIN
OOKYMEHT, yA0CTOBEPSIOWNIA pernctpaumto
MEAMNLMHCKOW TEXHWKM/ N34enns MeauLMHCKOro
Ha3HayeHusi B CTpaHe npoussogutene
(peructpaumnoHHoe yaoctosepeHue, Ceptudumkat
csobopaHou npogaxu (FreeSale) (PpunCann),
CepTudukat Ha 3KCNOPT) C BHECEHHbLIMM
N3MEHEeHUsMN

3. Konwus pernctpaunoHHOro yaoctToBepeHuns
BblgaHHoro B Pecny6nuke KasaxcTtaH.

4. MNMnucbemo npounssoanTens (M3rotToBUTENS),
cofepxalliee MOTMBMPOBaHHOE 060CHOBaHNe
HeobXoAMMOCTH M3MEHEHUS HaVMEHOBaHNA
n3genusa MeamumMHCKOro HasHadeHns u(mnm)
MEeOMLIMHCKON TEXHUKW, HE BNUSIOLWLEro Ha
hyHKUMOHAMNbHbIE N TEXHNYECKNE XapaKTePUCTUKN
n3genusa MeamumMHCKOro Ha3HayeHns/MeanLMHCKON
TEXHWKN

5. MpoeKTbl MHCTPYKUWIA MO NPUMEHEHWIO N3aenui
MEeLMLNHCKOro HazHavyeHus/ sKcnnyaTaunoHHbIN
OOKYMEHT Ha MEeOULIMHCKYHO TEXHUKY (Ha
anekTpoHHoM HocuTene CD (CL) B dhopmaTte doc
(mok)

6. MakeT MapKMpOBKM (Ha 3NEKTPOHHOM HOCUTENEe
CD (CQl) B dopmare jpeg (axuner)

7 . doTorpaduyeckme n3obpaxeHuns obLiero Bmaa
n3genunst Me4MLMHCKOro HasHavyeHUs/MeanLMHCKOM
TEXHVKN BMECTE C NPUHAAIEXHOCTSIMM,
HeOoOX0AMMbIMM A5 NPUMEHEHMS MO HA3HAYEHUIO
(pasmepom He meHee 18 x 24 caHTMMeTpa)

8. Onucb goKyMeHToB

1. 3asiBneHne Ha BHECEHUE N3MEHEHUI No
yTBEPXAEHHOW hopMe (Ha SNMEeKTPOHHOM HocuTene
CD (CL) B ¢opmarte doc (aok)

2. Konusi permcTpaumoHHOro yaoCcToBEPEHNS
BblgaHHoro B Pecnybnuke KasaxctaH

3. MNcbMo npoussoauTens (M3rotoBuTens),
cofepxallee MOTUBMPOBaHHOe 060CHOBaHMe
Heo6X0AMMOCTU U3MEHEHMS B COCTaBe
KOMMMEKTYIOLLMX U yKa3aHWeM HOBOrO NnepeyHs
KOMMNMEKTYIOLLMX, NOATBEPXKAAIOLLMX OTCYTCTBME
BMUSIHWA Ha DYHKLMOHAMbHbIE XapaKTEPUCTUKM
N3Aenuii MeaULMHCKOIO Ha3HavyeHus v
MEeLMLNHCKOM TEXHUKN (BKMOYasi pacLuMpeHne
CneKTpa BbISIBMISIEMbIX aHaNMTOB U3Aenvn
MEOMLIMHCKOrO Ha3Ha4YeHUs 1 MeANLMHCKOW TEXHUKM
ans in vitro (MH BUTPO) ANArHOCTUKM).

4. TpoeKTbl UHCTPYKLMI NO NPUMEHEHWNIO U3AENNI
MEeANLIMHCKOTO HasHa4YeHus /akcnnyaTaumMoHHbIN
OOKYMEHT Ha Ka3axCKOM U PYCCKOM 5i3blke

5. O6HOoBREHHas cneundmrKaLums ¢ ykazaHuem
nepeYHsi KOMMNIEKTYOLINX U pacXogHbIX MaTtepuarnos
no yTBepXaeHHon hopme



BesonacHocTb
NPUMeEHEeHNs n3genusi
MeONLIMHCKOTO
Ha3Ha4yeHus u /unu
MeANLIMHCKON TEXHUKM
[OJKHA COXPaHATLCSA U
noaTeepXxaartbcs
AaHHbIMUN KIMUHUYECKUX
nccrneagoBaHuii no
6e3onacHocTu n
adhpeKTMBHOCTU

5. 'ameHeHne nokasaHumn no
NpYMeEHEeHNo; 06racT NPUMEHEHNS;
NPOTUBONOKa3aHWIA;

nNo6oYHbIX ahdekToB

TexHuyeckune
XapaKkTepuUCTUKA 1
KOHTPOIb KayecTBa
KOMMMEKTYLWMX n/mnm
pacxogHblX MaTepuanos
He OOSKHbl CHMXaTb
Ka4yecTBO roTOBOroO
npoaykra

6. CmeHa nponsBoauTenen
KOMMMEKTYIOLLMX, NPUHAANIEXHOCTEN,
pacxofHblX MaTepuanos

7. YBenuueHune/ ymeHblleHne cpoka  MoTuBmpoBaHHOe
XpaHeHWst 3genust MeauLmMHCKoro 060CHOBaHUE U3MEHEHMS
HasHa4yeHus cpoka

6. Onncb OKYMEHTOB

7. B cnyyae pobaBneHns KOMMMIeKTyLwero,
SABNSAOLWErocsa n3genmem meamumHCKoro
Ha3HaveHus — o6pasubl U3genuii MeanLMHCKOro
Ha3HayeHus (B cnyvae cTepurbHOro
npenocTaBnsaeTcsi BECb KOMMIEKT) U HOPMATUBHBIN
OOKYMEHT

1. 3asBneHne Ha BHECEHNE U3MEHEHUI MO
yTBEpPXAEHHON hopMe (Ha SNEeKTPOHHOM HocuTerne
CD (CL) B dopmate Word (Bopga)

2. Konusi permctpaumoHHOro yaocToBepPeHNs
BblgaHHoro B Pecnybnuke KasaxctaH

3. Mucbmo npoussoauTens (M3rotToBuTens),
coaepxalliee MOTMBMPOBaHHOE 060CHOBaHME
Heo6X0AMMOCTU U3MEHEHUSA MoKasaHWUii No
NPUMEHEHWIO

4. IpoeKTbl UHCTPYKLMI MO NPUMEHEHWUIO U3AENNI
MEeLMLNHCKOro Ha3Ha4yeHunsi CornacHo
YCTaHOBNEHHOMY 3aKOHOOATENbCTBY (Ha
anekTpoHHoM HocuTene CD (CL) B dhopmaTte doc
(Bok)

5. PaHee yTBepXaeHHast MHCTPYKLMSA

6. LiBeTHble MaKeTbl yNakoBOK, 3TUKETOK, CTUKEPOB
(npy HeobxoaMmMocTK) (Ha 3NEKTPOHHOM HOocuTene
CD (C[l) B dhopmare jpeg (axuner)

7. Pe3ynbTaThbl KNMHUYECKUX UCNbITAHWUIA,
oTpaxaroLine BHOCUMbIE U3MEHEHUS

8. Onucb 4OKYMEHTOB

1. 3asBneHne Ha BHeCeHNe N3MEeHeHUN No
yTBEPXOEHHON hopMe (Ha SNEKTPOHHOM HocuTene
CD (C[) B dhopmarte doc (nok)

2. HoTapuanbHO 3acBuaeTensCTBOBaHHbLIN
[OKYMEHT, MoATBEPXAAtoLLMIA COOTBETCTBME
YCIOBWIA NPOM3BOACTBA HALMOHANbHBbIM U/Unun
mexgyHapoaHbiM ctaHgaptam GMP (Oxn3mIn);
ISO (MCO) kOMNNEKTYHOLLMX N/UNN pacXoaHbIX
maTepuanos

3. Konusi peructpaumnoHHOro yaoctoBepeHuns
BblgaHHoro B Pecnybnuke KasaxctaH

4. M1cbMo NpousBoAUTENS, YOOCToBEpsiloLLee, YTo
MPOM3BOLACTBEHHbBIN MPOLIECC U KOHTPOIb 3a
Ka4ecTBOM 1 6e30MacHOCTLIO FOTOBOIO NMPOAYKTa
ocTatoTcs 6e3 usmeHeHui

5. MNpoeKTbl MHCTPYKUMIA MO NPUMEHEHWIO N3AENNs
MeOMLIMHCKOro HazHa4veHus (Mpu HeobxoaumocTm)
(Ha anekTpoHHOM HocuTene CD (CA) B hopmaTte
doc (gok)

6. Onucb 4OKYMEHTOB

1. 3asBneHne Ha BHECEHME U3MEHEHUI NO
yTBEPXAEHHON hopMe (Ha SMEKTPOHHOM HocuTene
CD (CL) B popmarte doc (aok)

2. Konusi permctpaLmoHHOro yaocToBepeHust
BblgaHHoro B Pecnybnuke KasaxctaH



8.M3meHeHne ycnosui xpaHeHns

9. MlameHeHue B npoLieaype KOHTPOss
Ka4yecTBa roToBOro NpPOoAyKTa usnenus
MeaMLMHCKOTO Ha3HauyeHus

MoTvBUpoBaHHOE
060CHOBaHNE U3MEHEHUsI
YCIOBUIA XpaHeHUs

MoTuBUpoBaHHOE
o60cHOBaHNE N3MEHEHWSI
B Npoueaype KOHTpons
KayecTBa

3. McbMo NpousBoauTens, yaocToBepsatolLee, YTo
NPON3BOACTBEHHbIN NPOLIECC U KOHTPOSIb 33
Ka4ecTBOM 1 6e30MacHOCTLI0 FOTOBOrO NPOAYKTa
ocTatoTcs 6e3 usMeHeHui

4. laHHble No cTabunbHOCTKM (Ans n3genui
MEeAMLIMHCKOTO Ha3Ha4YeHUs1) He MEHEe YeM Ha Tpex
cepusix) (oTyeT 060CHOBBLIBAOLLNIA CPOK FOAHOCTU)

5. MpoeKT NHCTPYKLMM NO MPUMEHEHMIO N3aenus
MeAMLIMHCKOrO HasHayeHus (Npu HeobxoanmocTn):
(Ha anekTpoHHOM HocuTene CD (CL) B hopmarte
doc(gok)

6. LiBeTHble MakeTbl yNakoBOK, 3TUKETOK, CTUKEPOB
(Ha anekTpoHHOM HocuTene CD (CL) B hopmarte
jpeg (mxwner)

7. Onncb AOKYMEHTOB

1. 3asiBneHve Ha BHECEHWE U3MEHEHUI MO
yTBEPXAEHHOW hopMe (Ha SNEeKTPOHHOM HocuTene
CD (CL) B dopmarte doc (aok)

2. Konus pernctpaumoHHOro yaocToBepeHnst
BblAaHHoro B Pecny6nuke KasaxcraH

3. Nucbmo-060cHOBaHNE NPON3BOAUTENS
(n3roToBUTENS) 06 M3MEHEHMW YCINOBUI XpaHEHNS
Ha dmpmeHHOM BnaHke NPon3BOAUTENS COrnacHo
yCTaHOBNEHHOMY 3aKOHOAATENbCTBY

4. [laHHble No cTabunbHOCTK (ans n3genui
MEeONLIMHCKOTO Ha3Ha4YeHUs1) He MEHEE YEM Ha TpexX
cepusx)

5. MpoeKT MHCTPYKLMM NO NPUMEHEHMIO U3aenus
MeAMLMHCKOro HasHaueHus (Npyu HeobXxoaMMoCTH);
(Ha anekTpoHHOM HocuTene CD (CL) B chopmarte
doc (gok)

6. LiBeTHble MakeTbl yNakoBOK, 3TUKETOK, CTUKEPOB
(Ha anekTpoHHOM HocuTene CD (CL) B hopmarte
jpeg (oxwner)

7. Onucb AOKYMEHTOB

1. 3asiBneHne Ha BHECEHUE U3MEHEHUI MO
yTBEPXOEHHON hopMe (Ha SNEKTPOHHOM HocuTene
CD (CQO) B dopmaTte Word (Bopz))

2. Konus permctpaumoHHOro yaoCcToBepeHus
BblgaHHoro B Pecny6nuke KasaxctaH

3. Mucemo npounsBoanTens, yaoCToBepsiloLLee, YTO
NPOV3BOACTBEHHbIN Npouecc ocTaeTcs 6e3
N3MEHEHUN

4. TlnceMo Npon3BoaNTENS, yOOCTOBEpPSAOLLEe, YTO
3asBneHHasi Npoueaypa KOHTPOMst HE CHUXaeT
KayecTBO 1 6e30MacHOCTb rOTOBOrO NPOAYyKTa

5. HopmaTunsHasa AoKyMeHTaums ¢ BHECEHHbLIMU
N3MEHEHUAMMN, pernameHTMpyloLLas Ka4yecTBo
KOHEYHOro NpoaykTa, HotapuansHO
3acBuaeTenbCTBOBAHHLIN cepTuUduKaT aHanumsa u
MEeTOAMKMN KOHTPOMS KOHEYHOro NpoayKTa

6. O6pasubl, cTaHAapTHble obpasLbl 4ns
npoBeaeHnsa nabopaTopHbIX UCMbITaHU (Mpu



HeoOX0AMMOCTH)
7. Onucb AOKYMEHTOB

1. 3asBneHne Ha BHECEHWNE U3MEHEHUI MO
yTBEPXOEHHON hopMe (Ha aNeKTPOHHOM HocuTerne
CD (CL) B dopmarte doc (aok)

2. Konus permctpaLmoHHOro yaocToBepeHust
BblgaHHoro B Pecnybnuke KasaxctaH

3. NucbMmo nponssoauTens, yaocTosepsioLee o
MoTuBMpoBaHHoe TOM, YTO BHOCUMbIE U3MEHEHUS, OTHOCUTENBHO
o6ocHoBaHve 0 BMAHWUW/  nepBMYHON YNaKOBKW BAMAIOT/HE BIMSIOT Ha

HE BIMUAHUN N3MEHEHNA TabUINbHOCTb, Ka4eCcTBO U3aenna MeanLMHCKOr
10. NiameHeHune ynakoBku nsgenus crab OCTb, KAUSCTBO N3AS CANLIRCKOTO
yrnakoBKW Ha Ha3Ha4eHus

MeOULIMHCKOro Ha3Ha4YeHus:
CTabMNbHOCTb, KAY4ECTBO

nepBVIl-IHOM ynakoBKWU nsgenus 4. HOpMaTVIBHaﬂ OOKyMeHTauud, C BHECEHHbIMA

n3genna megunumHCKoro
MeaNUMHCKOro Ha3Ha4veHu4; M3MEeHeHnAaAMN

. _ Ha3Ha4YeHus;
BTOPUYHOWM U/UNK TPyNNoBON YNakoBKu, .

p v py y I B3aUMOIENCTBIS 5. LiBeTHble MakeTbl yNakoBOK, 3TUKETOK, CTUKEPOB
TPaHCMNOPTHOW, NPOMEXYTOYHOMN HOBOrO 1 cTaporo obpasua (Ha 3NeKTPOHHOM

ynakoBka- usgenve X
ME/IMLIHCKOO HocuTene CD (C[) B dhopmare jpeg (mxuner)

Ha3HayYeHus 6. PoTo AN MEOULIMHCKON TEXHUKWN

7. O6pasubl AN CTEPUIbHBIX N3KEennin
MEeOMLIMHCKOrO Ha3Ha4YeHus, cTaHaapTHele obpasubl
Ans nposefeHns nabopaTopHbIX UCTbITaHWUIA NPy
N3MEHEeHUN NepBUYHON YNakoBku (Mpu
HeobxoaMMOocCTK)

8. Onucb JOKyMeHTOB

1. 3asiBneHne Ha BHECEHUEe N3MEHEHUI No
yTBEPXAEHHOW hopMe (Ha 3reKTPOHHOM HocuTene
CD (CL) B popmate Word (Bopga)

2. Konus permctpaumoHHoro yaoocTtoBepeHusa

11. 'ameHeHne OTTUCKOB, rPYHTOBKU
BblAaHHOro B Pecny6nuke KasaxcraH

WY ApYyrMx MapK1upoBOK, LUTAMMNOB U

- MoTuerpoBaHHoe
Haanucew, Bkniovas gobasneHve unm

3. Nucbmo-060cHOBaHNE NPON3BOAUTENS O
obocHOBaHue BHeECEHWS

N3MEHEHNSA Kpacku, UCMOMb3yeMblX . BHOCMMbIX USMEHEHUAX

N3MEHEHUI B MapKNpOBKY
ANs MapKUpoBKW n3fenus 4. LiBeTHble MakeTbl yNakoBOK, 3TUKETOK, CTUKEPOB
MEANLINHCKOro HasHa4eHus. CTaporo 1 HoBoro obpasLa (Ha 3NeKTPOHHOM

Hocutene CD (CL) B chopmare jpeg (oxuner)
5. ®oT10 AN MEOULIMHCKON TEXHUKUN

6. Onucb 4OKYMEHTOB
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