O BHeCeHUU U3MEeHEeHUHN U AONOJIHEeHUM B NpuKas
MuHucTpa 3apaBooxpaHeHusa Pecnybonuku KasaxcraH or
27 auBapa 2021 ropa Ne KP ICM-10 "OG yTBep>XaeHum
npaBun NpoBeaAeHUs 3KCNnepTusbl JieKapCTBEeHHbIX
cCpencTB U MEAULIMHCKUX uspenun”

Mpuka3, N3meHeHna, OononHeHns. MMHUCTEPCTBO 34paBooOXpaHeHmna Pecnybankm KasaxcTaH
(Obpa3oBaH Yka3oM lMpe3npgeHTa PK oT 25.01.2017 r. Ne 412; cTapoe Ha3BaHne: MUHUCTEPCTBO
30paBooxpaHeHnsa u coumanbHoro pa3suTusa PK; KomnteT 3gpaBooxpaHeHns MnHobpasosaHus,
KyJabTypbl M 34paBooxpaHeHnsa  PK; KomnteTr  3gpaBooxpaHeHUs  MUHWUCTEpCTBa
3paBooXpaHeHuns, obpa3oBaHus u crnopta PK; AreH-Bo PK no penam 3apaBooxp.). OT
25.08.2025. Ne 213615. pepakuuma ot 25.08.2025

TekcT
MPNKA3bLIBAIO:

MyukT 1

1. BHecTun B npukas MuHucTpa 3gpasooxpaHeHus Pecnybnmkn KasaxcTtaH oT 27 aHBapsa 2021
roga Ne KP OCM-10 "O6 yTBepXAeHuUn npaBua MPOBEAEHUS SKCMNepTU3bl NIE€KAaPCTBEHHbIX
cpeactB M MeOUuUUHCKMX un3genun" (3apeructpupoBaH B PeecTpe rocynoapCTBEHHOWN
perucTpauum HOPMaTUBHLIX MNpPaBoBbiXx akToB non Ne 22144) cnepywowme U3MEHEHUSA U
JonosiHeHns:

npeambyny N3NoXXUTb B CieAyoLlLen peaakunm:

"B cooTBeTCTBMM C NyHKTaMu 4 n 10 cTtaTtbn 23, NnyHKTOM 3 cTaTbu 239 Kogekca Pecnybnnkun
KasaxctaH "O 300poBbe Hapoda M cucTeMe 34paBooxpaHeHus", noanyHKToM 1) ctaTtbm 10
3akoHa Pecnybnunkm KaszaxcTtaH "O rocyfmapCTBeHHbIX ycayrax", 4acTblo nepBoM MNyHKTa 1
MpaBnn perncTpaunm n akcnepTusbl 6e3onacHoOCTn, Ka4ecTBa U 3PPEKTUBHOCTN MEONLIMHCKUX
n3nenuin, yteepxaeHHoix PeweHnem CoBeTa EBpa3minckon 3IkKoHoMuyeckonm Kommccum ot 12
teBpansg 2016 roga Ne 46, nyHKTOM 3 [lpaBus peructpaynm y 3KCNepTusbl JIeKapCTBEHHbIX
CpeAcTB ANs MeOVUUMHCKOro NpuMeHeHus, yTeBepXAeHHbiXx PelwleHvem CoBeTa EBpa3svnckon
3KOHOMMYECKON Komuccum oT 3 Hosbpsa 2016 roma Ne 78, a Takxe PeweHnem CoBeTa
EBpa3ninckon akoHomMmmyeckom komuccmm ot 10 nioHa 2022 roga Ne 96 "O BpeMeHHbIX Mepax Mo
yCTaHoBneHnio ocobeHHocTen obpalleHns nekapCTBEHHbIX CPeacTB AN MeAULMHCKOro
npumeHeHns", NMPUKA3bIBAIO: ;

B NMpaBuiax NnpoBeAeHNs SKCNepTM3bl JIEKAPCTBEHHbIX CPEACTB, YTBEPXKAEHHbIX MPUI0XKEHNEM
1 K yKa3aHHOMY MNpuKasy:

NYHKT 1 N3710)KUTb B C/iedyoLien pegakumnm:

"1. HacTosawme npasuia NpoBeLeHNs 3KCNepTu3bl IeKapCTBEHHbIX CpeacTB (fanee - Mpasuna)
pa3paboTaHbl B COOTBETCTBMM C MyHKTOM 3 [lpaBuna perucTtpaumm wn 3SKCNepTusbl
JleKapCTBEHHbIX CPeacTB A1 MeAULNHCKOro NpuMeHeHus, yTeepxaeHHbolx PeweHnem CoBeTa
EBpa3nnCcKom 3KOHOMUYECKON kKoMmccum oT 3 Hoabpsa 2016 roga Ne 78, a Takxe PeweHunem
CoBeTa EBpa3nnckonm sakoHomumyeckon kommccum ot 10 uioHa 2022 roga Ne 96 "O BpeMeHHbIX
Mepax No YycTaHoBaeHuio ocobeHHocTen obpaleHns feKapCcTBEHHbIX CPeacTB As



MeAULMHCKOro npuMeHeHus", ¢ nyHkTamu 4 n 10 ctaTbn 23, NyHKTOM 3 cTaTbn 239 Kopekca
Pecnybnnkn KaszaxctaH "O 300p0OBbe Hapoda U cucTeMe 3paBooxpaHeHuns"” (oanee - Kogekc),
noanyHkTom 1) ctaTbm 10 3akoHa Pecnybnmku KasaxcTaH "O rocypmapCTBEHHbIX ycayrax"
(manee - 3aKOH) 1 onpenensOT NOPSALAOK NMPOBEAEHNA SKCNEPTU3bl JIeKAaPCTBEHHbIX CPeacTs, B
TOM 4uCne N cTpaTeru4yeckn BaXKHbIX JIEKapCTBEHHbIX CPeAcCTB (Jaflee - sieKapCTBEHHble
CpenCcTBa), a TakXXe MopsfoK OKa3aHusa rocyfapCTBEHHOW ycayrum "Bblgada 3ak/oyeHus o
6e3onacHoOCTM, KayecTBe U 3PQPEKTUBHOCTU JIEKAPCTBEHHbLIX CPEACTB W  MeOUUMHCKUX
n3penun".";

NYHKT 17 U3N10XXNTb B CneayoLlen peaakumn:

"17. F'ocynapcTBEHHas 3KCNepTHas opraHusauus obecnedymBaeT BHeCEHME AaHHbIX O CTaAuu
OKa3aHWsa rocyOapCTBEHHOW yCayrn B WMHMOPMALMNOHHYI CUCTEMY MOHUTOPUHIa OKa3aHus
rocyapCTBEHHbIX YC/yr B COOTBETCTBMWU C MOAMYHKTOM 11) nyHKTa 2 cTaTbW 5 3akoHa U
HanpasBAsieT COOTBETCTBYOLLYIO NH(MOPMALIMIO B FOCYIapCTBEHHbIN opraH.";

MYHKT 23 U3I0KUTb B CiedyoLlen pegakumnn:

"23. Mpn HannyMn 3amMevyaHUn K OOKYMEHTaM pPerncTpaLMoHHOro AOCbe 3asABUTENO Yepes
WHPOPMALNOHHYIO CUCTEMY B "JINYHbIM KabuHeT" HanpaBnsieTcs 3anpoc (B MPOU3BOJIbLHON
opme), 3aBepeHHOe 3NEeKTPOHHOW uUMpPoOBOA MNOAMUCLIO, C YKas3aHMEM BbISBJIEHHbIX
3aMedyaHuin N HeobxoaMMOCTU UX YCTPAHEHUS B NOJIHOM 06beMe B CPOK, HE MpeBbIlWatowmnni 45
(copok naTb) paboyunx gHen.";

NYHKTbl 30 1 31 U310XXUTL B CefyoLllen pegakumn:

"30. 3asBuTesib B TeyeHume 45 (copok nATb) paboumx AHenm co AHA MNOJyYeHUss CBOAHOIO
3anpoca, YKasaHHOro B nyHktTe 29 HacTtoAwmx MpaBua, HanpaBasieT B NoJIHOM obbemMe oAuMH
CBOAHbIN OTBET N MaTepuasibl Ha 3aNpPoC rocy4apCTBEHHOW SKCNEPTHON OpraHM3auunn.

Mpy BO3HUKHOBEHUW AOMOJIHUTE/IbHbLIX BOMPOCOB, KacaloLWNUXCs CBeAEeHUN, npeacTaBiieHHbIX
3asdBUTeNIeM B OTBeTe Ha MpefllecTBYOWMNA 3anpoc, 3asaBuTenb B TedeHue 20 (ABaauaTh)
pabo4ynx gHenm c MOMeHTa NOoJIy4YeHMs 3anpoca HanpaBasSeT OAWH CBOAHbLIA OTBET U MaTepuabl
Ha AOMNOJIHNTEJIbHbIN 3aNpoC rocyAapCTBEHHOW SKCNEPTHOM OpraHmn3aunm.

MyHKT 31

31. Mo pe3ynbTaTaM 3acayluMBaHUA B TedyeHun 15 (nATHaguaTb) paboynmx oHen maTepuansl
HanpaB/AOTCA B DKCMEPTHbLIA COBET OJ19 MPUHATUS pelleHna 06 oTKa3e M NpekpalleHumn
3KCMepTu3bl JIEKAPCTBEHHOro cpenctea, mMbo O Bbigave 3ak/4yeHMa o BHesonacHoCTH,
KadyecTBe U 3pPeKTUBHOCTU JIEKAPCTBEHHbLIX CPenCcTB No popMaM CorsiacHO nNpuioxxeHunam 14 ,
15 K HacToAwmMM lMpasuniam.

JKCNepTHLIA COBET paccMaTpuBaeT MOCTYNMBLUME MaTepuasbl €XeMeCsA4YHO, U pe3yfbTaTbl
pelleHns C yKasaHUeM NPUYNH HanpaBasATCA 3aaBUTENO B TedeHue 8 (BoceMb) pabounx gHen
CO OHA NPUHATUSA peLlleHnsa."”;

MYHKT 36 U310)KUTb B CiedyoLlen pegakumnn:

"36. Mpu BbIABNEHUX 3aMeYaHW Npu nNpoBedeHUn nabopaTopHbIX WUCMbITAHUA 3asBUTENIO
yepe3 UHGPOPMALMOHHYIO CUCTEMY B "NNYHLIM KabuHeT" HampaBaseTca MUCbMO C YKa3aHWEM
BbISIBJIEHHbIX 3aMe4YaHun u HeO6XOJJ,VIMOCTVI nXx ycTtpaHeHuna B MOJIHOM obbeme B CPOK, He
npeBbIaLWmn 65 (wecTbaecaTt NaTb) paboynx gHen.";

MYHKT 41 U310XXUTb B CledyoLen pegakunn:



"41. Mo OKOHYaHMIO 3KCMepTU3bl (Ha4abHOM 3KCNEPTU3bI, CMEeLNaNN3NPOBaAHHON 3KCNEPTU3bI U
NabopaTopHbIX NCMbITaHW) 3as8BUTeNb B TeyeHne 20 (aBaauaTh) pabouynx aHen, He BXOAALLNX
B CPOK MpOBeOEeHMS 3SKCMepTM3bl COrJlacoBblBaeT C rOCYOapCTBEHHOM 3KCMepTHOM
OpraHm3aunen B 3/IEKTPOHHOM BUAE 4Yepe3 JINYHbIN KabuHeT obuwiuve (aAMUHUCTPATUBHLIE)
CBeeHNsa O JlIeKapCTBEHHOM rpenapaTe, UTOroBble LOKYMEHTbl (HOPMATMBHbLIA OOKYMEHT MO
Ka4yeCcTBY, MHCTPYKLUWUIO MO MEOUUWHCKOMY MPUMEHEHMNIO U MaKeTOB MapKMPOBKU YMaAKOBKW,
3TUKETOK, CTUKEPOB C MAapPKUPOBKOW), B TOM YMCJIE KOPPEKTHOCTb 3aHECEHHbIX AaHHbIX U NpWU
BbISIBJIEHWMN HECOOTBETCTBUSA OOHOBIEHNSA UTOMOBbLIX LOKYMEHTOB.

CornacoBaHue OCyLLeCTBNAETCA B 2JIEKTPOHHOM BUOe 4epes JINYHLIN KabuHeT.

Mpn OTCYTCTBUM COrslacoBaHMA 3adABuTeneMm no mcredeHum 20 (aBaguaTtb) paboymx gHen c
0aTbl OKOHYaHWSA 3KCNepTU3bl CBEAEHMN O JIeKapCTBEHHOM CpencTBe, 3akKJjloyeHne o
6e3onacHoCTK, KadYecTBe N 3PPEKTUBHOCTU JIeEKAPCTBEHHOIo cpencTea opmmpyeTca 6e3 ero
corslacoBaHus.";

NYHKT 44 U3N10XKNTb B CNeayollen peaakumn:

"44. 3aknioveHne o 6esonacHOCTU, KayecTBe U 3PGPEKTUBHOCTU JIEKAPCTBEHHOIO CpeacTBa
nencrteutenbHo 120 (cTto paBaguaTb) paboumx paHen. [pyn nUCTeYeHUM CpPoKa AeNcTBUSA
3aKJIl04YeHns, 3aaBUTENb MOBTOPHO rMojaeT 3asBsieHune, [OOKYMeHTbl U MaTepuasbl Ha
npoeBefeHne >3KCNepTu3bl JIeKAapCTBEHHONO cpencTBa, NpeayCMOTPEHHbIX B MNyHKTe 8
HacTosAwwmnx Mpasun.";

MYHKTbl 54 1 55 U310XXUTb B CnefyoLllen pegakumn:

"54. [epxaTenb perucTtpaumoHHOro YyAOCTOBEPEHUA OPUrMHANBHOrO nMnpenapaTta nogaeT
3asBJleHne Ha BHeCeHWe W3MEHEHUN B WHCTPYKUWUI MO MeAULUHCKOMY MPUMEHEHMIO
(nncTok-BkNagbilwl) B TedyeHne 60 (wecTbaecsaT) paboumx OHen nocne obHoBneHUs obuien
XapaKTepPUCTUKN JIeKapCTBEHHOro CpencTBa B CTpaHe MpoM3BOAMTENS WAW  Oep)XaTens
pPerncTpaLmnoHHOro yaocToBepeHus.

MyHKT 55

55. FocygapCTBeHHas 3KCNepTHas opraHM3auuns rnocsie BHECEHUS U3MEHEHUN B UHCTPYKLUIO
OPUIMHANbLHONO  NIeKapCTBEHHOro  npernapata WiavM, Npu  OTCYTCTBUM  perncrpauummu
OpurMHanbHOro npenapaTa B Pecny6svke KasaxcTaH, NpU BbISBJEHUN MO MeXAYHAapPOAHbIM
NCTOYHUKAM W pe3yfibTaTaM apMakoHan3opa o6 M3MeHeHusix B ob6Lelr XapakTepucTuke
OPUIMHANbLHOIrO J1IeKapCTBEHHOrO MpernapaTta W3BellaeT 4Yepe3 MHEPOPMALMOHHbIE pecypcChbl
BCEX Aep)xaTenel perucTpaumoHHbIX YAOCTOBEPEHUI TeHepuvyeckmx rnpenapaToB O
HeobXoaAMMOCTN BHECEeHMS COOTBETCTBYIOLLNX M3MEHEHWUA B MHCTPYKLUWUIO MO MeAULNHCKOMY
NPUMEHEHWIO (INCTOK-BKJIafblll) 1 06LLYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOIO0 CPeAcTBa yepes
npouenypy BHECEHMSI U3MEHEeHWA B perucTpaunmoHHoe [ocbe B TeyeHuMe 60 (wecTbaecsT)
paboymx pOHen nocne BHECEHUS W3MEHEeHWA B WHCTPYKLMIO OpUrvHasbHOrO rnpenapaTa
nHopmaumm no 6HesonacHOCTM C AaTbl pa3MelleHus WMHGOopMaLUuM Ha canTe SKCNepTHOWN
opraHmsauymu.

,El,epmaTenb pernctpaunoHHOro yAocToBepeHUA OpUrnMHanbHOIoO npenapaTa BHOCUT
N3MEHEHNA B WHCTPYKUMIO MO MeAUUMHCKOMY MNPUMEHEHWUD (INCTOK-BKAaAbiw) v obuiyto
XapaKTepuUCTUKy  JIeKapCTBEHHOro  CpeAacTBa Ha OCHOBaHUU pa3MeLLeHHOon Ha
MH(POPMALMOHHOM pecypce roCyOapCTBEHHOM 3KCMEPTHOM OpraHvsauum wuHdgopMaumm no
HECOOTBETCTBMAM, BbISIBJIEHHbIM B pe3ynbTaTe (apMakoHaz3opa M Mo oduunaibHbIM
MeXXAYyHapoAHbIM NCTOYHUKaM B TeyeHue 60 (wecTbaecaT) paboyunx oHen C aaThbl pa3MeLleHmns
MHpopMaL KN Ha canTe 3KCNEepPTHOM opraHu3auunn.



Jep>xaTenn perncTpaunoHHbIX yOO0CTOBEPEHMIN NOLAIOT 3asABJ/IeHMEe Ha BHECEeHUE U3MEHEHUI B
perucTtpaunoHHoe aocbe B TedyeHme 60 (wecTbaecaT) pabouynmx OHEN C AaThl pa3MeLleHus
rapMOHN3NPOBaHHOWN MHGopMaLnn Ha canTe 3KCNepTHON opraHusauum rno
3aperncTpupoBaHHbIM NNIEKAPCTBEHHbIM npenapaTtam B obuwen XapaKTepuctuke
JleKapCTBEeHHOro npenapaTta U UHCTPYKLUN MO MeAULUHCKOMY MPUMEHEHUIO IeEKapCTBEHHOI 0O
cpencTBa (NMMCcTok-BkNagbiw) (aanee - OXJIM n NHcTpykuma JIC) nekapCTBEHHLIX MpenapaTos C
OOHUM N TEM >XKE& MeXAYHapOAHbIM HenmaTEeHTOBaHHbLIM Ha3BaHUWEM UM C OOHUM KN TEM Xe
O0ENCTBYIOLMM BeLecTBOM.";

ab3ay TpeTnn noanyHKTa 4) NyHKTa 58 n3noxnTb B Cienylowen pegakunm:

"3asBneHne OS5 BHECEHUS W3MEHEHUN, KacCaloWMXCHd BBEAEHUS IKCTPEHHbIX OrpaHuUYeHun
(MHMUMMPOBaAHHLIX AepXaTesieM perncTpauyMoHHOro YyAOCTOBEPEHUA WU FOCYyAapPCTBEHHbIM
opraHom), rnogaeTca AeprkaTesieM perucTpaunoHHOro yooCTOBEPEHUS Ha pacCMOTpPeHune He
nosgHee, 4eMm B TeveHue 40 (copok) paboynx gHen c MOMeHTa yBegomaeHus.";

ab3aL BTOpoM NyHKTa 59 n3noxxuTb B cefyowen peaakumm:

"ToCyapCTBEHHAA 3KCMepTHas opraHu3aums B TevyeHue 20 (ABaguaTh) paboumx oHen nocne
nosly4YeHuUsl 3anpoca HanpaB/isSieT OTBET 3as8BUTEJIIO B 3JIEKTPOHHOM Buae.";

MYHKTbI 66 , 67 , 68, 68-1 1 69 N3N0XXNTb B CieAyloLlen pegakynn:

"66. DkcnepTn3a NeKapCTBEHHOIro CpencTBa Npu rocyaapCTBEHHOW perncrpaumnn, B TOM Yyucsae
BHeCeHne unsMeHeHun, Tpebywwmnx HOBOW perucTpaunm, nNpoBOAMTCA B CpPOK, He
npesbiwatmowmn 140 (cTo copok) pabovynx gHen, B TOM YuncCe:

MoanyHKT 1

1) HavanbHasa 3KCNepTM3a NeKapCcTBeHHOro cpeacTBa - 20 (aABaauaTh) pabouynx oHen;

MoanyHKT 2

2) cneuymanusnmpoBaHHaa 3Kcneptumda - 60 (wecTbaecAT) paboymx pHen (B TOM 4ucne,
MnpoBepka ayTEHTUYHOCTM WM T[epeBOf Ha Ka3axCKuM £A3blKk 0b6Wen XapaKTepucTuku
JIeEKapCTBEHHOr0 CpeacTBa M MHCTPYKLMU MO MEOULMHCKOMY MPUMEHEHUIO (TINCTOK-BKAaAbILW),
MapKMPOBKW MaKeTOB YMaKoOBKU, 3STUKETOK, CTUKEPOB);

MoanyHKT 3

3) nabopaTopHble ucnolTaHna - 50 (NnATbaecaT) paboynx gHen;

MoanyHKT 4

4) hopmMmpoBaHuMe 3aka4eHNa o 6esonacHOCTU, 3PPEKTUBHOCTN N KavecTBe - 10 (OoecaTthb)
pabounx oHen.

MyHKT 67

67. OKcCnepTM3a JIeKapCTBEHHOro CpeacTBa C  OENCTBYWOWMM  perncTpaumoHHbIM
yOOCTOBEPEHMEM Ha MOMEHT MoJayn 3asBJIEHUSA Ha 3KCMepTusy U Bxogsdwero B lNepeyeHb
CTpaTerm4yeckn Ba>KHbIX NEKAPCTBEHHbLIX CPEeACTB U MeONUUHCKUX N3LeNnin, YTBEPXKAEHHOIO
NMprUKa3oM ncrosiHaWwero obsa3aHHOCTM MUHMUCTpa 34paBooxpaHeHns oT 3 MapTa 2023 roga Ne
35 (3aperucTtpupoBaH B PeecTpe rocygapCTBEHHOW perucTpaunum HOPMaTUBHLIX MPaBOBbIX
akToB noa Ne 32025) (nanee - MNepeyvyeHb CTpPaTErM4eCckn BarKHbIX JIEKAPCTBEHHbLIX CPEACTB U



MeAULMHCKNX WU3OEeSIMA) U NIeKAapCTBEHHOro CpeacTBa Mpu nepeperucTpaunm npoBoauTcs B
TevyeHne 90 (oeBsiHOCTA) pabovnx AHEN, B TOM YUCHE:

MoanyHKT 1

1) HavaNbHaA 3KCNepTM3a NeKapCTBEHHOroO cpeacTBa - 15 (naTHaguaTh) paboynx aHen;

MoAanyHKT 2

2) cneumnanun3npoBaHHasa skKcnepTusa - 65 (wecTbhecaT NATb) paboynx oHen, (B ToOM 4vucne,
MOATBEPXAEHNE AaYyTEHTUYHOCTU UAW MNepeBol Ha Ka3axXCKUM A3blK obLLelr XapaKTepuCTUKu
JIeEKapCTBEHHOIr0 CpeacTBa M UHCTPYKLMKU MO MEOULMHCKOMY MPUMEHEHUIO (INCTOK-BKNaAbILL),
MaKeTOB MapKUPOBKW YNaKOBKMW, 3STUKETOK, CTUKEPOB);

MoanyHKT 3

3) cbopMupoBaHme 3akaoyeHns o 6e3onacHOCTU, SPPEKTUBHOCTM U KadvecTBe - 10 (mecsaTb)
pabounx oHen.

MyHKT 68

68. DKcnepTusa NeKapCTBEHHOro cpencTsa MNpuM BHECEHUN M3MEHEHUN B perncTpaumoHHoe
pocbe Tuna IA, Tuna 16 n Trvna Il ¢ npoBegeHneMm nabopaTopHbIX UCMbLITAaHUA NPOBOANTCS B
CpoK, He npesblwatownm 80 (BocembaecaT) paboynx gHen, B TOM Ynucne:

MoanyHKT 1

1) HaYanbHas 3KCcnepTU3a JIEKapCTBEHHOro cpeacTBa - 10 (aecsaThb) paboyunx oHem;

MoAanyHKT 2

2) cneumanusnpoBaHHas 3Kkcreptm3a - 40 (copok) paboumx naHewl, (B TOM 4ucne,
noaoTBepXAeHMe ayTEeHTUYHOCTU UM NepeBOf Ha Ka3axckuin a3blk OXJIM u UHcTpykumm JIC,
MaKeTOB MapKUPOBKW YNaKOBKU, STUKETOK, CTUKEPOB);

NMopanyHKT 3

3) nabopaTopHble ucnoitaHnsa - 20 (aeaguaTh) paboynx gHen;

MoanyHKT 4

4) hopmMmmpoBaHuMe 3aka4eHNa o 6esonacHOCTU, 3PPEKTUBHOCTN N KavecTBe - 10 (OoecaTsb)
pabounx oHen.

MyHKT 68-1

68-1. 9kcnepTmn3a NeKapCTBEHHOro CpeacTBa NpU BHECEHUMN WU3MEHEHUN B perncTpaumoHHoe
nocbe Tuna |A, He Tpebyowmnx oueHkn 6e30macHOCTU, KavecTBa U 3PPEKTUBHOCTU W
COOTHOLUEHNA MOJb3a-pUCK NeKapCTBEHHOr0 cpefcTBa (cneunann3nmpoBaHHas 3KCNepTu3a)
MPoOBOAUNTCSA B CPOK, He npeBbliwatowmnni 20 (oBaauaTb) paboynx gHen, B TOM 4Yucne:

MoanyHKT 1

1) Ha4YanbHasa 3KCcnepTU3a NeKapCTBEHHOro cpeacTBa - 10 (gecaTtb) paboynx gHen;



MoAanyHKT 2

2) dopmMmunpoBaHmne 3akaydeHns o 6HesonacHocTu, 3PPEKTUBHOCTM U KadecTBe =
noaoTBEP)XAEHME ayTEHTUYHOCTM WUAW MEePEBOS Ha Ka3axCKUM s13blK 0OLLEN XapaKTepucTUKu
JIEKapCTBEHHOIr0 CpeacTBa M UHCTPYKLMWU MO MEOULMHCKOMY MPUMEHEHUIO (TINCTOK-BKAaAbILL),
MaKeTOB MapKNPOBKW YMaKOBKN, 3TUKETOK, CTUKepPoB - 10 (aecaTb) pabounx gHen.

MyHKT 69

69. DKcnepTusa NIeKapCTBEHHOro cpencTsa MNpuM BHECEHUN M3MEHEHUN B perncTpaumoHHoe
nocbe Tuna IA, Tna |16 n Tuna |l 6e3 npoBeneHns nabopaTopHbIX UCMbITAHUA NPOBOOANTCS B
CPOK, He npeBbiwawmn 45 (copok naTeb) pabo4yunx gHen, B TOM Ynuchne:

MoanyHKT 1

1) HavanbHaA 3KCNepTM3a NEKAPCTBEHHOIO CpeacTBa - 8 (BoceMb) paboynx gHen;

MopanyHKT 2

2) cneuwnanunsupoBaHHas 3kcnepTtusa - 30 (TpumauaTb) paboynx ngHem (B TOM 4ucne,
MOATBEP)XAEHNE AyTEHTUYHOCTU WX NepeBOol Ha Ka3axXCKUM A3blK obLLelr XapaKTepuCTUKn
JIeKapCTBEHHOr0 CpeaAcTBa N UHCTPYKLMWU MO MEONLIMHCKOMY MPUMEHEHUIO (TINCTOK-BKAaAbILL),
MaKeTOB MapKMPOBKWN YMaKOBKMN, S TUKETOK, CTUKEPOB);

MoanyHKT 3

3) dopMupoBaHue 3aknoveHUs o 6e3omnacHOCTU, 3PPEKTUBHOCTM U KavecTBe - 7 (CeMb)
pabounx oHen.";

OONOJIHNTb NYHKTOM 69-1 cneayiowero cogep>XaHus:

"69-1. DKcnepTmM3a JIEKapCTBEHHOIr0 CpeacTBa NP BHECEHUN N3MEHEHUN B PErucTpaymoHHoe
0OCbe B 4YaCTu yTBEPXXOEHUA MeCTa HaHeCeHNs KOHTPOJIbHOro (MAeHTUPMKALMOHHOI0) 3HaKa
B MakKeTbl MapKMPOBKW YMNAKOBOK JIEKAPCTBEHHbIX CpPencTB MNpPoBOOAUTCA B CPOK, He
npesbiwamwmn 10 (oecats) paboynx gHen, B TOM 4ucne:

MoanyHKT 1

1) HaYanbHas 3KCnepTU3a JIEKAapCTBEHHOro CpeAcTBa - 5 (NATb) paboyunx AHe;

MopanyHKT 2

2) dopMupoBaHMe 3akj4deHus o H6e3onacHocTn, 3PPEKTUBHOCTU U KayecTBe - 5 (NATb)
pabounx gHen.";

NyHKTbl 70, 71 n 72 n3n0>XX1UTb B Cedyowen pegakunn:

"70. YckopeHHasi 23KCrepTm3a JieKapCTBEHHOro cpeacTBa TMPOBOAUTCA B CPOKWU, He
npesbiwakwmne 60 (wecTbaecsaT) paboymx AHEN, B TOM YUCNE:

MoanyHKT 1

1) HavanbHaAa a3KkcnepTmM3a - He bonee 10 (gecaTb) pabodnx oHen;

MoAanyHKT 2



2) cneuymanusnpoBaHHaa 3Kcreptuda - He 6onee 40 (copok) paboymx OHen, B TOM 4ucne
noaoTBEP)XKAEHME ayTEHTUYHOCTU MNepeBofJa MapPKUPOBKU MAKETOB YMNaKOBKMW, 3TUKETOK,
CTUKepoB, 0bWen XxapakTEPUCTUKN NEKAaPCTBEHHOIO CPeacTBa, MHCTPYKUUN MO MEAULNHCKOMY
MPUMEHEHNIO (NCTOK-BKNaabll);

MoanyHKT 3

3) dhopMumpoBaHMe 3akoyYeHns o 6e30nacHoOCTr, 3PPHEKTUBHOCTM N KaYeCTBe JIEKapPCTBEHHOIO
cpencTBa, NMPOEKTOB UTOrOBbIX AOKYMEHTOB 3KCMEPTU3bl IEKAPCTBEHHLIX CPEeACTB - He bonee
10 (necsTb) paboynx gHen.

MyHkT 71

71. 3KcnepTu3a JNIeKAapCTBEHHbLIX CPEACTB, Y4YacCTBYWOLWMX B Mpouenype COBMECTHON
nepekBaanpunkaumn BO3 npoBoanTCs B CPOKW, HE NpeBbilWakwwme 65 (wecTbhoecat nATh)
paboynx gHen, B TOM 4ucne:

MoanyHKT 1

1) HavanbHaa s3KcnepTmM3a - He bonee 10 (oecaTb) pabounx aoHen;

MopanyHKT 2

2) cneuvanm3npoBaHHasa skcnepTmnsa - He 6onee 45 (copok nNATb) pabo4ynx gHEN, B TOM 4ucne
noaoTBeEpPXAEHME ayTEHTUYHOCTM NepeBoda MapPKUPOBKU MaKeTOB YMNAaKOBKMW, ITUKETOK,
CTVKepoB, 06l el XapaKTePUCTKN JIEKAapPCTBEHHOI 0 CpeAcTBa, MHCTPYKLUUM N0 MEANLNHCKOMY
MPUMEHEHMI0 (NTNCTOK-BKNaObILL);

MoanyHKT 3

3) hopMmpoBaHMe 3aknodeHns o 6esonacHoCTU, SPPEKTUBHOCTU N KavyeCTBe JIEKAPCTBEHHOIO
CpencTBa, NMPOEKTOB UTOMOBbIX OOKYMEHTOB 3KCMEepTU3bl NeKapCTBEHHbIX CpencTs - He bonee
10 (mecsATb) paboynx gHen.

MyHKT 72

72. B CpoKN npoBefAeHnsa 3KCNepTU3bl JIEKAPCTBEHHOIO CpefcTBa HE BXOAUT:

MoanyHKT 1

1) BpeM4A BOCMOJIHEHUNA HEKOMIMJIEKTHOCTWN perncTtpaumMoHHOro oocbe,

MoAanyHKT 2

2) BpeMsi NpefoCTaB/eHNs 3asBUTeNIeM LOKYMEHTOB U MaTepuasoB no 3amnpocy Ha nbom u3
3TanoB 3KCMNepTUu3bI;

MoanyHKT 3
3) BpeMsa opraHmsaumn v npoeeneHnsa apMayeBTUYeCKON MHCNEKL NN,
3aaBuTenb B TedyeHue 30 (TpmauaTb) paboymx OHEN CO AHSA MOAYYEHUS YBEOOMJIEHUSA O

HeobxoanMocTn npoeeneHMA nHcnekymnmn npeanocTtaBndeT MMCbMO (0] cornacumm n
npeanocTtaBndeT B Q)apMaLleBTMHeCKMIZ MHCMNEeKTopaT 3adaBsieHne (o) npoeeneHmMn



hapMaLEeBTNHECKOW MHCNEKLNN.

MpoOo/KNTENBHOCTb OpraHMm3aumMm u npoBedeHns dapMaleBTUYECKON WHCNEKUUN He
npesBbillaeT 90 (oeBsHocTOo) paboymx OHel cCo AHSA Nodayn 3asBUTesieM 3asiBJIeHUS Ha
npoeegeHne hapMaLeBTUYECKON NHCMEKLNN.

MoanyHKT 4

4) CpoKM MpenocTaBNeHNS OTYETa KIMHUYECKMX uccnepoBaHunl npu cobnogeHun ycnioBun,
onpegesieHHbIX NyYHKTOM 11 HacTtoawwmx [lMpaswi. Mpn 3TOM CPOKW MpenocTaB/ieHUsA oT4YeTa
KJIMHWYECKOr0o MCCefoBaHnUa He npeBbiwatoT 120 (cTo ABapuaTb) paboynmx gHem C paThl
Havajla KJIMHNYEeCKOro NccnegoBaHus;

MoanyHKT 5

5) opraHmsauus 1 NpoBeAeHne DKCMEePTHOro COBEeTa, MPOAO/KUTENbHOCTL OpraHuM3aunum u
npoBegeHnss IKCNepTHOro coeeTa He npesbiwaeT 30 (TPUALATb) KaJlieHOAPHbIX OHEN Co OHS
yBe[OMJIEHUA 3asiBUTEJISt O BBIHECEHUN MAaTEPUAIOB Ha DKCNEPTHbIA COBET;

MoanyHKT 6

6) cornacoBaHunsa 3a89BUTENIEM NTOMOBbIX OOKYMEHTOB,

MoanyHKT 7

7) opraHu3zauusa v npoBeneHne NabopaTOPHbIX UCMbITAHUNA B MPUCYTCTBUM MNpeacTaBuTenemn
3KCMepTHOW opraHum3auum B nabopaTopum KOHTPONS KavecTBa MPOU3BOAUTENS WM B
KOHTpPaKTHON nabopaTopuun, NCNOSIb3YEMON NPON3BOANTENIEM, B TOM YMC/E C UCMOJIb30BaHUEM
CpencTB ANCTAHLMOHHOIO B3aUMOOENCTBIUS, BKJOYas ayano- Ui BUOEOCBS3b.

MpoLoMKUTENbHOCTL NabopaTOPHbIX NCALITAHUM B NPUCYTCTBMN NpeAcTaBuUTesIen 3KCNepTHOM
opraHmsaumm B sabopaTopum KOHTPOJIA KavecTBa MPOM3BOAUTENA WM B KOHTPaKTHOM
nabopaTtopuun, Mcnoab3yemon MNpousBoauTesieM, B TOM YKC/e C WCMOJIb30BaHMEM CpPeAcCTB
ONCTaHUMOHHOIO B3auMMOAENCTBUA, BKJKOYas ayaoumo- UAM BUAEOCBA3b He npesbiwaeT 85
(BocembmecaT nATb) paboymMx [OHEW COo AHA MONyYeHMs 3asBuMTesieM YBeAOMJIeHUS O
HeobXxoAMMOCTK ee NpoBefeHus.";

npunoxenma 5 , 14 , 15, 17 n 18 K yka3aHHbIM [lpaBuiaM M3/I0XKUTb B HOBOW pefakuuu
corsiacHo npunoxeHnam 1, 2, 3,4 n 5 K HacTosAWEMY NpUKa3y;

B NMpaBuiax NpoBeAeHNs 3KCNepTu3bl MEAULIMHCKUX U30eNNiA, YTBEPXKAEHHbLIX NMPUNOXKEHNEM 2
K YKa3aHHOMY MpuKasy:

NYHKT 1 N3710)KUTb B C/ledylollen pegakumnm:

"1l. HacToswme npaBuia NpoBeAeHUA 3KCMNEPTU3bl MeANUNHCKUX nigennin (ganee - MNpasuna)
pa3paboTaHbl B COOTBETCTBMW YacCTbio MepBon NyHKTa 1 MpaBua perncTpaunum n 3KCNepTusbl
6e3onacHoOCTM, KayectBa W 3PPEKTUBHOCTU MEAUUMHCKUX U3OENUNA, YTBEPXKOEHHbIX
PeweHnem CoseTa EBpa3ninckon dkoHoMu4eckon Kommccum ot 12 chespana 2016 roga Ne 46, ¢
nyHkTamm 4 n 10 ctaTtbn 23, nyHKTOM 3 cTaTbh 239 Kopekca Pecnybnukm KaszaxctaH "O
300pOBbE Hapoda W cCuUcTeMe 34paBooxpaHeHus", NoAnyHKTOM 1) cTaTtbm 10 3akoHa
Pecnybnnkn KaszaxcTaH "O rocygapCTBeHHbIX yCayrax" v onpenensioT NopsaaokK NpoBeneHums
3KCNepTU3bl MeAUUMHCKUX WN3LeNNn, B TOM 4uCSe CcTpaTernyeckm BaXKHbIX MeAULMUHCKUX
n3pnenun (panee - MeguUMHCKME U3LeNUs), a TakXe NOPSALOK OKa3aHUSA rocyaapCTBEHHOM



ycnyru "Bblgada 3aksoyeHnsa o 6e30nacHoOCTU, KayecTBe U 3PPEKTUBHOCTU JIEKAPCTBEHHbIX
cpeacTB U MeANUVHCKUX nusgennin';

MYHKTbI 6 N 7 N3JI0XKNTb B C/IEAYOWEN peaakumn:

"6. B HacToAwmx MNMpasnnax NCNonb3yoTCcAa cneayoume TepMnUHbl N onpeneneHns:

MoanyHKT 1

1) MeanuMHCKMe ngennsa ans in vitro AnarHOCTUKN OTKPLITOro TUMa - MeANULMHCKME n3aenuns
ONS ANArHOCTUKKM in Vitro, aKcnayaTaums KOTOPbIX B COOTBETCTBMU C UX (DYHKUMOHANbHLIM
Ha3Ha4YeHMEM BO3MOXXHa MNpPM MCMNONb30BaHUN peareHToB (peakTWUBOB) LUMPOKOro Kpyra
npousBoauNTeNen;

MoAanyHKT 2

2) nporpammHoe obecrneyeHune SABNSETCA MeAULMHCKUM U3OeNneM npu yCsioBUM COOTBETCTBUS
€ro BCeM C/ieflyoLLIVM KPUTEPUSAM:

npeacTtasnseT cobon nporpamMmmy ans 3BM nnm ee Mmoaynm BHe 3aBUCMMOCTM OT UCMOJIb3YEMON
annapaTHOM NIAaTHOPMbl, @ TakXe crnocoboB pa3MelleHUs nporpamMmHoro obecnevyeHust u
npefocTaB/ieHns AOCTyNa K HeEMY;

He ABNIAEeTCA COCTABHOM YacCTblo APYroro MeauLMHCKOro N3aenus;
npegHa3sHayeHo Npou3BoAgnNTeNIeM OJ18 OKAa3aHUA MegULMUHCKOWN MOMOLLM;

pe3ynbTaT [OEACTBMS NporpaMMHoro obecrneyeHus 3akl4YaeTcs B MHTeprnpeTauun B
aBTOMATUYECKOM peXxume, B TOM 4YUCAE C WCMOJIb30BAaHWEM TEXHOJIOrUA WCKYCCTBEHHOrO
UHTEeNNeKTa, WAM Mo 3afaHHbIM MeAMUUHCKUM pPaboTHMKOM MapameTpaM, BAUSAIOWMM Ha
MPUHATUE KIIMHUYECKUX pelleHnin, Habopa OaHHbIX, MOJYHYEHHbIX OT MeAULNHCKUX WU3OeNni,
DOMYyLIEHHbIX K obpalleHnto B YCTAHOBJIEHHOM TMOPSAKE WIN BBEAEHHbIX MeAULUHCKUMU
paboTHMKaMN B LeNaX OKa3aHus MeauLMHCKON MOMOLLK;

NMoanyHKT 3

3) pacxoHble MaTepuanbl K MEAULNHCKOMY U3Oenunto in vitro AnarHOCTUKN 3aKpbITOro Tuna -
pacxogHble MaTepuasnbl, obecrneyvBalollMe €ero MoJIHOLEHHOe (PYHKLMWOHMPOBaHME B
COOTBETCTBUM C 3a[laHHOWN LIENbIO W BKJIIOYEHHbLIE B €r0 KOMMJIEKTaUMo A UCM0Jb30BaHNSA C
DAaHHBbIM MeAUNLINHCKUM U3aeNnemM;

MoanyHKT 4

4) MeguuMHCKNe n3genns ans in vitro AMarHoCTUKN 3aKpbITOro TUMNa - MeauLUMHCKUE N3genns
ONS ANArHOCTUKM in vitro, 3KcnjyaTauus KOTOPbIX B COOTBETCTBUMU C WX Ha3HAYeHUEM
BO3MOXXHa  TOJIbKO  MNpPXM  WUCMNONb30BaHMW  CMNelMnasbHbIX  peareHToB  (peakTuBOB),
npeagycMOTPEHHbIX MPOU3BOAUTENIEM AN  AaHHOro MeAWULIMHCKOro u3gennss u  ero
MOOVMUKALINIA, BKJIIOYEHHbIX B €0 KOMMJIEKTALINIo;

MoanyHKT 5

5) mMeguuMHCKUe un3pgenusa ANs AMarHOCTUKM BHE XKUBOro opraHumsMma (in vitro) - nobble
WHCTPYMEHTbI, anmnapaTbl, npubopbl, obopynoBaHne, MaTepuasbl, peareHTbl, kanubpaTopsl,
KOHTPOJIbHbIE MaTepurasbl U NpoYne N3genns, NpUMeHsemMble B MeOULMHCKNX Llensax 0TAe/bHO
WAn B CcoYeTaHUM Mexnay coboi, a Takxe BMeCcTe C NpuHaANexXHoCTaMuU, HeobxoanmbeiMu s



MPUMEHEHNS YKa3aHHbIX MU3OENUA MO Ha3Ha4YeHWUlo, BKJIOYasa CheunasibHoe MnporpaMmmMHoe
obecnevyeHne, U1 npedHa3HavYeHHble MNpouM3BOAUTENIEM MEeAULWHCKOro wusgenns ans
MPUMEHEHNS NpUN NCCen0BaHNAX BHE XXMBOro opraHusMa (in vitro) obpasyoB 6uonormnyeckumx
MaTepunasioB 4esioBeKa OS5 MNoJiydeHUs MHGPOPMaLUM OTHOCUTENIbHO (OU3MOSIOrMYECKOro Uamn
MaTo/IONM4eCcKOro  COCTOSHUA,  BPOXAEHHOW  MNaTosoruM, NpeapacrnosioKEHHOCTN K
onpeneneHHoOMYy KJIMHUYECKOMY COCTOSAHUO wunu  6one3Hn, COBMECTUMOCTU TKaHEN C
MnoTeHUManbHbIM  PEUUNUEHTOM, MNPOrHO3MPOBaHUS  pPeakUuuin Ha  TepaneBTUYeckue
BO34eNCTBUA, BbibOopa TepaneBTUYECKNX CPEACTB N (M) KOHTPOA JIeYeHUS;

MoAanyHKT 6

6) MeguUNHCKME N3genmsa - n3geansa MeguuUMHCKOro HasHa4YeHns U MeguUNHCKasa TEXHUKA;

MoanyHKT 7

7) wv3penus MeAUUMHCKOro Ha3HavyeHusa - MaTepuanbl, WU3Oenusi, pPacTBOPbl, peareHThl,
KOMMIeKTbl, Habopbl, NCNOJb3yeMble OJ1S1 OKa3aHWs MeAULMHCKON MOMOLM B COOTBETCTBMU C
(PYHKUMOHANbHBIM Ha3HAYEHUEM U UHCTPYKLMEN NPON3BOANTENS;

MoanyHKT 8

8) MeguumMHCKas TexHUKa - arnnapaThl, I'Ipl/|60pbl, o6opy,£|,OBaH|/|e, KOMIMJ1eKCbl, CNCTEMbI,
npmnMmeHsaemsble oTAeJIbHO NN B COYEeTaHUN MeXxxay cobon ona okasaHUs MeaANLMHCKON NMOMOLLM
B COOTBETCTBUN C PYHKLMNOHANIbHbIM Ha3Ha4YeHnem “n KCM1yaTaunOHHbIMUA
XapaKTepnctnkamMmmn, yCtaHoBJIEHHbLIMU NMPON3BOOUNTEJIEM;

MoanyHKT 9

9) HaMMeHOoBaHME MeAULNHCKOIro u3gennsa - csosecHoe obosHavyeHne MeanuUnHCKOro ngenus,
onpegpenswolee ero PyHKLMNOHANIbHOE Ha3HavyeHne, Mofesb, PAa3HOBUAHOCTb, MoAUUKaLUWIO,
TIAM,

MoanyHkT 10

10) komnnekTyowee MeAULUUHCKOro W3Zennsa - 4YacTb MeaUuUMHCKOro W3fnenusl, He
SBNAIOWANACA CAMOCTOSATENbHBIM MEAVMLUUHCKUM U3fnenveM, B TOM uucne 6510Ku, YacTw,
3/IeMeHTbl M34enuns, MaTepuanbl, 3anacHble 4acTu, NpefyCcMOTPEHHbIe NMpousBoauTenemM Ans
NCMNONIb30BaHMUS B COOTBETCTBMU C (PYHKLUMOHANIbHLIM Ha3HA4YeHUeM, 3KCMayaTauMoHHbIMK
XapaKTepUCTMKaMUN, PYKOBOACTBOM MPOU3BOAUTESIS MO CEPBUCHOMY 06CTY XKMBAHUIO;

MoanyHkT 11

11) Habop (KOMMNEKT) MEeOUUMHCKUX WU3OEeNINA - COBOKYMHOCTb MeAUUWUHCKUX n3nenuvn,
obbeaAnHeHHbIX 06WMM PYHKLUMOHANbHBIM Ha3Ha4YeHUEM N 061aCTb0 NMPUMEHEHUS, MMEKLLAN
06Ly0 MapKUPOBKY C YKa3saHuUeM nepeyHs MeguunHCKUX n3gennin, Bxoaawmx B coctas Habopa
(komnnekTa), B COOTBETCTBUM C OOKYMEHTaUMEN Npon3BOANTENS;

MoanyHKT 12

12) NpUHAANEXHOCTb K MEeAMLWHCKUM U3Oennuam - usgesnve, He aBnstolleecs MeOuLUHCKUM
n3nenvem, rnpegHasHavyeHHoOe NMPoun3BoAUTENEM O COBMECTHOIr0 MPMMEHEHUS C OAHUM UK
HECKONIbKUMU  MEOUUUHCKUMU U3OeNnsMu O WUCNOSb30BaHUA B COOTBETCTBUM C  UX
Ha3HayeHuew;



MoanyHKT 13

13) 6e30MacHOCTb MEAULIMHCKOro wu3aennsa - OTCYTCTBME HeagonycTUMOro pucka npwu
NCMoJIb30BaHUN MeAULMHCKOrO U3aenuns, CBA3aHHOro C MPUYNHEHNEM Bpeda XXMWU3HU, 3[00P0BbI0
4esIoBEKA, a TakKXXe OKpyXKatloLen cpeae;

MoanyHKT 14

14) 3akntoyeHne o 6e30MacHOCTU, KayecTBe U 3PPEKTUBHOCTU MEAUUMHCKOro M3Oenus -
OOKYMEHT, CoOep XalllMin pe3synbTaTbl IKCMEepTU3bl 3a8BJIEHHbLIX Ha dKCMEePTM3Yy MeaAULUHCKNX
nsgenun;

MoanyHKT 15

15) pacxonHbI MaTepuan K MeguUMHCKUM U3OeNNsSM - U3Oesns U MaTepualbl, pacxodyeMble
NpY NCMNONb30BaHUN MEAULMHCKUX U3aenunii, obecneymBatoline npoBeaeHne MaHUnynsuuin B
COOTBETCTBUU C PYHKLMOHAbHbIM Ha3Ha4yeHneMm MeONLIMHCKOro n3penus,
3KCMJIyaTaLUNOHHBLIMM XapakKTEepPUCTUKAMN, PYKOBOACTBOM MO CEPBMCHOMY OOCIYXKUBAHUIO
npon3BoanNTEnNs;

MoanyHKT 16

16) cocTaBHas 4YaCTb MeOULMHCKOro umspennss - OCHoBHOWM 6710k (4aCTb) MegULIMHCKOro
n3genns, KoMMJeKkTyluee, MNPUHAANIEXHOCTb, pPacXo4HbIl  MaTepuas, peareHT K
MeAULNHCKOMY U3aesnto.

MoanyHKT 17

17) ocHOBHOM 610K MEAULIMHCKOWN TeXHUKU (annapaTos, npubopos, o60pyLoBaHNSA) - I/IEMEHT
(y3en) mMeOMUMHCKOW TeXHUKM (Npu  Hanmymu), nNpeayCcMOTPEHHbIA MPOU3BOAUTENEM,
ABNSAIOLWMACA HEOTbEMJIEMON YacCTblo MeAUUWHCKOM TexHuku, obecne4ymBaowmm ey
(PYHKUMOHNPOBaHNE B COOTBETCTBUM C Ha3HAYEHMEM W PYKOBOACTBOM MO 3KCAJyaTauum wu
CepBUCHOMY 06CY>X1MBaAHUIO MPOU3BOANTENS;

MoanyHKT 18

18) nponsBoanTenb MeAULMNHCKOro uspennsa - cybbekT B cepe obpalleHna nekapCTBEHHbIX
CpencTe M MeAUUMHCKUX W3AeNnin, OTBETCTBEHHbLIA 3a pa3paboTKy ” UN3roToBAeHUE
MeAVNLMHCKOro MU3aenus, genatownn ero OOCTYNHbIM ANS MCNO0JIb30BaHUA OT CBOEro VMMEHMU
He3aBUCUMO OT Toro, pa3paboTaHO U (MAN) M3rOTOBJIEHO 3TUM JINLLOM WKW OT ero UMeHU
OpyrmMm nmuom (nmuamu), U HeCcylMin OTBETCTBEHHOCTb 3a ero 6e30macHOCTb, KayecTBO W
3P PEKTUBHOCTb;

MoanyHkKT 19

19) KayecTBO MEAULMVHCKOro u3gesinag - cTerneHb COOTBETCTBUA COBOKYMHOCTW CBOWCTB WU
XapaKTepPMUCTUK MeOUNLMHCKOro N3nenns Lensm ero npeaHa3Ha4yeHHoro Ucrnosib30BaHuns;

MoanyHKT 20

20) OOKYMEHT MO Ka4yecTBy MeOMLUWHCKOro usnenus (Oanee - OOKYMEHT MO KayecTBy) -
OOKYMEHTbl (Me)XAyHapoAHble, pPervoHasbHble), HalMOHaJIbHble CTaHAapThl, CTaHOAPThI
opraHusauun, ycTaHaBAMBalOLIME KoMmMJiekc TpeboBaHUA K KayecTBy, 6e3omacHocTu,



MeTOAMKaM UCMbITaHNW, a TakXe TPaHCNopTMpPoOBKE N XpaHEHNIO MeONLNHCKNX nsgennn,

MoanyHKT 21

21) >hbPeKTUBHOCTL MEAULMHCKOro WU3aenma - COBOKYMHOCTb CBOWCTB M XapaKTepUCTUK
MeAUUMHCKOro  un3genusa, obecneymBawWmMXx  OOCTUIXKEHME  Ueseln  npepHasHavYeHus,
YCTAHOBJIEHHbIX Npou3BoanTeneM MeaAULMHCKOro N3genna N NoaTBep>XXAEHHbIX MPaKTUKOWN ero
MCNOJIb30BaHUS;

MoanyHKT 22

22) DKCMepTHbIM COBET rocydapCTBEHHOM 3KCMNEPTHOM opraHusaunm (ganee - DKCMepTHbIN
COBET) - KOJIIernasabHbI OpraH, Co34aBaeMbi B roCyAapCTBEHHON 3KCNEPTHON OpraHM3auunm
MO PaCCMOTPEHMIO CMOPHbLIX BOMPOCOB B pe3ysbTaTaX 3KCNepTu3bl, OCHOBAHWN (MPUYUH)
BblAa4yn OTpULATENbHbIX 3aklo4YeHUn o 6e30MacHOCTN, KavecTBe U 3PPEKTUBHOCTU
JIEKapCTBEHHbIX CPeacTB MEAULMHCKUX N3OENNN U MPUHATMIO OKOHYATENIbHOIMO peLUeHUs;

MoanyHKT 23

23) MoAMMUKALMA MEOULMHCKOro W3AenvMs - PasHOBMAHOCTb MEAULIMHCKOro u3aenuvs,
nmetowlan obLime ¢ OCHOBHbIM MeAULMHCKUM U3OeSINEM KOHCTPYKTUBHbIE, TEXHOJIOrMYeckme
npusHaky, paspaboTaHHble Ha Ga3e OCHOBHOIO M34e/NS C LeJiblo ero yCOBepLUeHCTBOBaHMS,
paclmnpeHns PyHKLUMOHaNbHOrO Ha3HavYeHNs, NpUMeHeHNs Mbo crneunanmsaunm npMMeHeHmns
B MeAVLVHCKUX Lensax;

MoanyHKT 24

24) Mopenb - CaMOCTOATesSIbHas eAuHuua MeAUUWHCKOro u3nenvsi, MAeHTUMOULMPOBAHHAS
NPoV3BOANTENIEM MEeOULUNHCKOro wusnenns onpepeneHHbiM O6yKBEHHbIM, LUGPOBbLIM KN
6yKBEHHO-LNMDPOBLIM 0603HaYeHNEM;

MoanyHKT 25

25) npou3BoACTBEHHas MJolWlagka - TeppuTopuasbHO  0060COBNEHHBbIA  KOMMIEKC
NPoOnN3BOANTENS MEAULIMHCKUX U3AeNNiA, NpelHa3HavYeHHbI 015 BbINOJIHEHMS BCEro npoLecca
NPOW3BOACTBA MEAULIMHCKMX U3AESINA UK ero onpeaesieHHbIX CTaaui;

MoanyHKT 26

26) yrnoJIHOMOY€EHHbIA NpeaCcTaBUTeNlb NPOM3BOAUTENS — OPUAMYECKOe NN U3nyeckoe NnLo,
3aperncTpMpoBaHHOe B KayecTBe MHAMBMAYaANbHOrO MpeanpuHMMaTens, sBAstolleecs
pesngeHToM Pecnybnukm KasaxcTaH, YMNOJHOMOYEHHble [OBEPEHHOCTbHI MPOV3BOAUTENS
MeaUNLMHCKOro n3aennsa npeAcTaBiaTh ero MHTepechl No Bonpocam obpalleHns MeauLNHCKOro
n3pgenvs Ha Tepputopum Pecnybnvkyn KasaxcTaH B COOTBETCTBUMM C  AENCTBYHOLMUM
3aKoHoAaTenbLCcTBOM Pecnybnnkm KasaxcTaH B 061acTu 34paBOOXpPaHEHNS;

MoanyHKT 27

27) 3aaBuUTENIb - NPOM3BOAUTENL (M3FrOTOBUTENb) UM UX NpencTaBuTesnb, YNOJHOMOYEHHOe
nofaBaTb 3asBJieHNE, OKYMEHTbl U MaTepuanbl Ha MpoBeAeHNEe dKCMepTM3bl MeOANLNHCKOro
n3genna ONs8 perncrtpaunun, nepeperucrpaumm, BHECEHUS W3MEHEHUN B pPerucTpaumoHHoe
nocCbe;



MoanyHKT 28

28) CcTpaTermyeckm BaXKHble JIeKAPCTBEHHbIE CpencTBa U MeaUuUMHCKME wunsgenmsa -
JleKapCTBEHHbIe CpeacTBa M MeguUVHCKUEe n3gennsa, npegHasHadeHHble oaa MeauuMHCKOro
NMPUMEHEHNS B YCJI0BUAX:

BOEHHbIX OEeNCTBUA N TNKBUOALUN NX NOCNEenCTBUN;
BO3HMKHOBEHWS, Npeaynpexx4eHnsa n TMKBNAaunm nocnengcTBuii YpesBblHalHbIX CUTYyaUWiA,

yrposbl BO3HWKHOBEHWS, pPaCMpPOCTPaHEHUs HOBbIX 0COB0 OMacHbIX WH(PEKLUMOHHbIX
3aboneBaHNN N TMKBNOALUN UX NOCNEenCTBUN;

NPOMUNAKTUKN, LOWNArHOCTUKK, JevyeHus 3aboneBaHWn U MNOpaXKeHU, MONYYEeHHbIX B
pe3synbTaTe BO3AENCTBUA HeBNAronpuATHbIX XUMWUYECKUX, Buonornveckux, pagmaumoHHbIX
haKTOpOB, @ TakXXe JINKBUAALMN X NOCNenCTBUIA;

OTCYTCTBUSA UKW Yrpo3bl OTCYTCTBUS JIEKAPCTBEHHLIX CPEACTB UM MEOULUMHCKUX U3Oesnin Ha
PbIHKax rocynapcTB - YJieHOB EBpPa3viiCKOro 3KOHOMWYECKOro COk3a B YCJIOBUAX BBEOEHMS
OrpaHNYMTESNIbHbIX 3KOHOMUYECKMX MeP B OTHOLLEHUWN XOTS 6bl 0HOr0 U3 rOCYyNapCTB-YJIEHOB;

MoanyHKT 29

29) TMnopa3MepHbIn pag - pa4 N3nenuin, N3roToBAEHHbIX U3 OAHOPOAHOIrO Chipbsa C 06 MMYK
(PU3NKO-XUMUYECKMMM CBOMCTBaMMU Mo oblieMy TexHONOrmyeckoMy npoueccy, wumenoline
eonHoe yHKLUMOHaNbHOE Ha3Ha4YeHMe N NMPUMeHEeHMe, OT/INYaLWNEC TONbLKO pasMepaMn U
(nnun) obbemom 1 (MNK) LBETOM, B COOTBETCTBUM C OKYMEHTALIMEN NPOM3BOONTENS;

MoanyHKT 30

30) perncTtpaunmoHHoe [0Cbe - KOMMAEKT [OOKYMEHTOB W MaTepuasioB YCTAHOBJIEHHOMO
cofep>XaHus, NpeacTaB/siEMbI K 3asB/IEHNIO HA KCMEPTU3Y MEAULNHCKOro 13aenus;

MoanyHkKT 31

31) BHeceHMe W3MEHEeHUNn B perncrtpaunoHHoe p[OocCbe JNeKapCTBEHHOINo cpeacrtea WM
MeoununHCKoro wmsnenna - npoueaypa, ocyuecrtesindemMasd Ha OCHOBaHUW 3KCNepPTU3bl
N3MEHEHUN, BHOCUMbIX B pernctpaumnoHHoe nocbe B Te4vyeHune CpoOKa nencrteus
perncTtpaunMoOHHOro yaoctosepeHus.

MyHkT 7

7. Ona npoBefeHus 3KCNepTU3bl MeAUUMHCKOro M34esina U MNoJIyYeHUs rocynapCcTBEHHOM
ycnyru "Bbliada 3aknodeHns o 6e3onacHOCTU, KavyecTBe U 3(PPEKTUBHOCTUN SIeKapCTBEHHbIX
CpeaAcTs U  MeauUMHCKUX u3genun" (nanee - rocyfapcTBeHHas ycsyra) 3asBuTeNb
mocpencTBoM nopTasna "3NeKTPOHHOro npasutTensctea" (www.egov.kz) u obbekTa
nHopMaTmM3aumn "MHGOPMALMOHHAsA CUCTEMa FOCYyAapCTBEHHOMW 3KCMEepTHOW opraHusauunmn
"www.ndda.kz"" (panee - wWHdoOpMauUMOHHaA CuUCTeMa) MpenocTaBaseT cjeaywoune
OOKYMEHThI:

MoanyHKT 1

1) 3aaBseHMe Ha nMpoBefeHne 3KCNepTu3bl MeJULNHCKOro N3genna B 3JIeKTPOHHOM Bupae ro
hopme corsiacHo npuioxkeHuto 1 K HacToAwmM lNMpasuniam;



MoAanyHKT 2

2) perucTpaunmoHHoe [oCbe B 3/eKTPOHHOM BuAe B dopMaTe MeXnnaThopMeHHOro
3/IeKTPOHHOIr0 AOKYMEHTa COrlacHO MPUI0XKEHUIO 2 K HacToAwmuM MNpasunam;

NMoanyHKT 3

3) cBeneHuns, NnoaTeep >xgatoLline onnaTty 3asaBUTesIeM CyMMbl OJ19 MPOBEAEHUS KCMEPTM3bl Ha
pacyYeTHbIN CHET roCcyAapCTBEHHON 3KCMNEPTHOM OpraHn3auum,

MoanyHkT 4

4) o6bpa3ubl MeAUUMHCKOro u3genus, nognexawero nabopaToOpHbIM UCAbITAHUAM B
COOTBETCTBUM C NYHKTOM 27 HacToawmx [lpaBun, cTaHgapTHble obpasubl XUMUYECKUX
BelWeCcTB, TeCT-LWTaMMOB MWKPOOPraHW3MOB, KyJbTyp KNETOK, crneunduyeckux peareHTOB,
pPacXoAHbLIX MaTepuanoB, HeObXOoAUMbIX ANA BOCMNPOU3BOAUMOCTM METOAUK sabopaTOpHbIX
UCMbITaHUA MEAMUMHCKOrO u3fenns B KOJMYeCcTBax, AOCTaTOYHbIX [OJIS TpexKpaTHbIX
NCMbITAHUA C OCTATOYHLIM CPOKOM FOAHOCTU He MeHee LWecTu MecsueB cC cobnogeHnem
YC/IOBUN XPaHEHUs M TPaHCNOPTUPOBKW, €CAIM MHOe He MpefyCMOTPEeHO AOKyMeHTaMu Mo
KayecTBy MpoM3BOAUTENSA, B COOTBETCTBUMM C NpuaoxeHmem 3 K HacToswwmm [lpaBunam
3aAaBUTENIb NpenocCTaBndAeT B Te4YeHune 5 (I'IFITI/I) pa60l4v|x }J,HeVI C MOMEHTa nogaydnm 3aaBJieHnNsa
Hapo4yHO MO aKTy npueMa-nepepayn B LleHTp obcnyxuBaHus 3asaBuTtenen (panee - LO3)
rocynapCTBEHHON 3KCNEPTHOW opraHusaumnu.

Obpasubl MEOUUUHCKOro M3a4enns, CO CPOKOM XPaHEHUs MeHee LecTU MecsleB, a TakxXxe
MeOVLUMNHCKOro nsgenns, Tpebyowero ocobbix yCA0BUN XpaHEHUs (TemMnepaTypHbIA pPexunm,
BNIAaXXHOCTb), NpPefoCTaBAAIOTCSA 3aaBUTENEM MO akKTy npuemMa-nepenayvym HemnocpencTBEHHO B
NCNbITaTeNbHYIO NabopaTopuio roCy[apCTBEHHOM SKCNEPTHOW OpraHM3aunm HenmoCcpenCcTBEeHHO
nepep nabopaTopHbIMU UCMbITAHNAMW.";

OONOJIHNTL NYHKTOM 9-1 cneaytowero cogep>xaHus:

"9-1. MNoaTBep>XXOAeHNEM MPUHATUA OOKYMEHTOB 4epe3 UHPOPMALMOHHYIO CUCTEMY SABAETCA
oTobparkeHne B "NNMYHOM KabumHeTe" 3ad9BUTENA CTaTyca O NPUHATUMKX 3ampoca AS9 OKa3aHus
rocygapcTBEHHON yCayri.

B cnyvassx nopavnm 3asBUTENEM [OKYMEHTOB 4epe3 nopTana B "AMYHOM KabuHete"
oTobparkaeTca CTaTyC O MPUHATUM 3anpoca AJ9 OKa3aHMsa roCyfapCTBEHHOW YCAyrnm c
yKasaHueM faTbl U MeCTa noJlyd4eHus pesysbTaTa rocyfapcTBeHHOW yCayrn.";

NYHKT 17 U3N10XXKNTb B Cneayollen peaakumn:

"17. Mpn Hanny4nn 3amMevYaHUn K LOKYMEHTaM pPerncTpauuMoHHOro AOCbe 3asABUTENO 4epes
MHPOPMALNOHHYIO CUCTEMY B "JINYHbIM KabuHeT" HanpaBnsieTcs 3anpoc (B MPOU3BOJIbLHON
chopMe), 3aBepeHHbI 3NeKTPOHHOW uudppoBon noanuceto (panee - 3UM), ¢ ykasaHuem
BbISIBJIEHHbLIX 3aMe4YaHMN N HeobXO0OMMOCTU UX YCTPaHEHUs eONHOXAbl B MOoJHOM obbeMe B
CpPOK, He npesblwatowmn 50 (naTbgecaTt) pabo4nx gHeN C faThl NMOANMCaHWSA 3anpoca.";

MYHKT 22 U3N10XKUTb B cefytolen pegakumu:

"22. B nepuon npoBeaeHUs Cneunaan3vpoBaHHOM 3KCMNEPTU3bl MPU HaAU4YUN 3aMedaHun
3aABUTENO Yepe3 MHPPOPMALMOHHYIO CUCTEMY B "NMYHBLIN KabuHeT" HanpasBnseTcsa 3anpoc (B
MPOW3BOJIbLHON OpMe), 3aBepeHHbIn 3SUIM ¢ yKasaHMeM BbISBJAEHHbIX 3aMe4YaHuin un
Heobxo4NUMOCTN NX YyCTPaHeHMS B NOJIHOM ob6beme B CpPOK, He npeBblwatowmnm 50 (nATbaecaT)
pabounx oHen.";



OOMOJIHNTb NYHKTOM 22-1 cnenywoulero coaoepxxXaHuma:

"22-1. Tlpn BO3HUKHOBEHUM BOMPOCa O [AOCTOBEPHOCTU MpPeAcTaB/IEHHbLIX OOKYMEHTOB W
MaTepumasioB MNpuM  3KCNepTM3e MeAUUMHCKUX  U3Oenunin, 3KCnepTHas  opraHusauums
PYKOBOACTBYETCHA WMHGOpPMaUnen, pasMeLleHHONn Ha opuunanbHbiX NyBANYHBLIX UCTOYHUKAX,
omumanbHbIX CalTax roCyAapCTBEHHbLIX OpraHoB B cdepe obpalieHns MeauumHCKUX
n3genun, 3aBOAOB-MPOU3BOANTENEN, MeXOYHApPOAHbIX  HOTUMULMPOBAHHbLIX  OPraHoB,
MeXXAYHapoOHbIX HaUMOHalIbHbIX OpraHoB MO akkpegutTauum B cdepe TEeXHUYEeCKoro
perynnpoBaHus wunm B chepe obpalleHns MeguuUUHCKUX U3fenvn, a TakXxe B nepuog
nposeneHns 3KCNepTUsbl HanpasnseT COOTBETCTBYOLW NN 3anpoc 3a8B/I€HHbIM
nponssoanTenaM MeguumnNHCKUX n3gennin.";

MYHKTbl 23 1 24 U310XXUTb B Ciedylowen pegakunn:

"23. Mpn BO3HUKHOBEHUNN DOMOAHNTENbHbIX BOMPOCOB, KacatoLwmxcs cBeneHun,
npencTaB/ieHHbIX 3asBUTeNEeM B OTBETE Ha MpealecTBYOWMNIA 3anpoc, 3asaBuUTeNb B Te4YeHune
25 (pBapuaTb MATb) paboymx AHeW C MOMEHTa MOJIyYeHMs 3anpoca HanpaesieT OTBET W
HeobxoouMble MaTepuanbl Ha [AOMNOJIHUTESIbHbIA 3anNpoC rOoCYyAapPCTBEHHOM 3KCMepTHOMN
opraHmsauun.

MyHKT 24

24. Tlo pe3ynbTaTaM 3acayllMBaHMA MaTepuasibl HanpaBsATCA B IKCNEPTHLIA COBET O
MPUHATNA peweHns ob oTKase B OKasaHWM rocygapcTBeHHoW ycnyru, ambo o Bblgaye
3akJtoyeHnsa o 6e3onacHoOCTU, KavyecTBe U 3PPEKTUBHOCTU MEAULNHCKUX U34eNnA No opMaMm
cornacHo npunoxeHmam 12 , 13 K HacTosAwmM lNpasuiam.

DKCNepTHbIA COBET pacCcMaTpuBaEeT MOCTYNMBLUME MaTepuasbl €XeMeCsiHHO, U pe3ySibTaThl
peleHns C yKaszaHWMeM MNPUYMH HanpaBiAlTCA 3asaBUTesNt0 B TevyeHue 8 (Bocemb) paboumx
oHen.";

MOANYHKT 2) NyHKTa 28 N3N10XUTb B C/efyoLlen pegakumnn:

"2) Hanu4Mm OOKYMEeHTa HOTUPUUMPOBAHHOIO OpraHa O COOTBETCTBMW MPOU3BOACTBA
MeAULMHCKOIro M3genmsa n CUCTEMbl KOHTPOAA KadecTBa Npoaykuum tpeboBaHmaM OupekTus
EBpoOnenckon KoOMuUCCMn No MeQULUHCKUM mnsgenmam nnm ceptugmkata MDR (Medical Device
Regulation - PernameHT Nno MegnumnHCKuUM nsgennam);";

MYHKT 32 U3/10)KUTb B C/lefyoLen pegakunn:

"32. Mpn HEBO3MOXXHOCTU NpoBeaeHUs nabopaTopHbIX UCMbITAaHUA 06pa3LOB MeOULMHCKUX
n3gennn B UCMbiTaTenbHon nabopaTopuMm rocynapCTBEHHOMW 3KCNEPTHOW oOpraHusaumu no
OTAEeNbHbLIM NOKa3aTeNsaM, yKa3daHHbIM B cepTudmnkaTe (NpoOTOKOSE) aHaM3a Npon3BoaAnTENS,
Takue NCMbITaHNA OCYLLECTBSAIOTCA B UHbIX aKKpeguToBaHHbIX NabopaTopmsax Ha OCHOBaHMU
OOroBopa MeXAy 3KCMepTHOM OopraHu3aumen U akkpeamToBaHHOW nabopaTopmen corsiacHo
3aKoHoOaTenbCcTBY Pecnybnnkm KasaxcTaH o0 rocyfapCTBEHHbIX 3aKyrKax.

Mpyn OTCYTCTBUM WHOM aKKpeaWTOBaHHOW nabopaTopun, NPOBOASILMX  WUCMbITAHUS
MEeOVLUVHCKMX W30eNnin, 3KCMepTHas opraHu3auus Mpu3HaeT pe3yfibTaThl sabopaTopHbIX
NCMNbITaHUI MO OTAEeNbHbIM MOKa3aTessM, YKa3aHHbIM B cepTudukaTe (NpoTokKone) aHau3a
nponsBoanTens.

Mpn  HEeBO3MOXHOCTWM NpoBeAeHMs nabopaTopHbIX UCObITaHUA  obpas3uoB  mM3penun
MeOUNUNHCKOr0 Ha3Ha4vyeHus B UCMbITaTenbHOW nabopaTopum rocyaapCTBEHHOW 3KCMEpPTHOM
opraHusaumm B CBSA3U C HEBO3MOXXHOCTbIO COBI0AEHNS YC/IOBUIA TPAaHCMOPTUPOBKU YKa3aHHbIX



obpasuoB Ha Tepputoputo Pecnybnmkum KazaxcTaH U (MnmM) UxX XpaHEHWUW, OTCYTCTBUU
cneumanbHoro o6opyn0BaHMA U PacXo4HbIX MaTEPMasioB B 9KCMEPTHOM OpraHmn3aumm, a Takxe,
€Ccn HOPMATUBHLIMW L[OKYMEHTaMW MO Ka4vyecTBY MPOAYKLUUM YCTaHOBJIEHbl WCMbLITAHUSA,
CBsA3aHHble C 6oNbWMMKM 3aTpaTaMn CPeacTB MNPOWM3BOAUTENS, AOPOroBM3HOW o6pa3uos, C
obpasuamu, TpebywowmMmM  ocobbiXx  YyCAOBUM  TPAHCMOPTUPOBKKU,  crneundunyeckoro
obopynoBaHMs W BCNOMOraTefibHbIX CpeAcTB JnabopaTopHble WCMbITaHUS MNPOBOAATCA B
NPUCYTCTBUN MpPencTaBUTENIe IKCMNEPTHOM opraHmn3aumm B nabopaTopum KOHTPOJIS KavyecTBa
NPON3BOAUTENSA UM B KOHTPAKTHOM NnabopaTopun, NCMOb3yeMoln Npom3BoguTenem."”;

NYHKT 34 U310XKNTb B CNeayoLlen peaakumn:

"34. M0 OKOHYaHWUM 3KCMEepTU3bl 3asBUTEeNb B TedeHne 20 (ABaguaTb) paboyux AHen, He
BXOASLLMX B CPOK MPOBEAEHMWS 3KCMEepTU3bl COrIacoBbIBAET C rOCYAapCTBEHHOW 3KCNepTHOWN
opraHusaumen B 3/EKTPOHHOM BUAE MO WUHAMBUAYAJSIbHOMY MapPoJIlO0 Yepes3 JINYHbIN KabuHeT
WIN nyTem npenocTaB/ieHUss NIMCTa COrJlacoBaHUA CBeAeHUS O MEeOWLUMHCKOM U3Nennn U
NTOroBble JOKYMEHTbl (MHCTPYKLUMIO N0 MEAULMHCKOMY MPUMEHEHUIO N MAapPKUPOBKN MakKeToB
YMaKOBKM, 3TUKETOK, CTMKEPOB), B TOM YMC/E€ KOPPEKTHOCTb 3aHECEHHbIX AaHHbIX U MNpu
BbISIBJIEHUM HECOOTBETCTBUSA 0OHOBNIEHNS MTOMOBbLIX A OKYMEHTOB.

Mpn OoTCYyTCTBUM COrsiacoBaHuUA 3asBUTeNneMm no mcrtedeHum 20 (aBapuaTtb) paboynx OHen c
OaTbl OKOHYaHWSA 3KCNepTu3bl CBEAEHUA O MeAMUWUHCKOM W34ennun, 3ak/lyeHune o
6e3onacHoCcTN, KayecTBe U 3PPEKTUBHOCTU MEOULMHCKOro usnenusa dgopmupyetca 6e3
cornacosaHus ¢ 3aasutenem.";

MYHKT 38 U310)KNUTb B CiedyoLlen pegakunn:

"38. Bblgaya pe3ysibTaTa roCygapCTBEHHOW YCyrn 3asaBUTENO HaNpaB/AAEeTCHA B 3JIEKTPOHHOM
BUAe B "NN4YHbLIA KabuHeT" 4epe3 WHGPOPMALUOHHYKD CUCTeMy wuWan nopTan B dopMme
3NEeKTPOHHOIro AOKYMeHTa, yaocToBepeHHOoro 3L ynosHOMOYEHHOro sinua rocyaapCcTBeHHON
SKCNepTHOW opraHu3auunm.

3aknyeHne o 6e3onacHOCTW, KadecTBe U 3PPEKTUBHOCTU MeAULUHCKOro u3lgenus
DencTBuTenbHo B TedyeHue 120 (cTto ABapuaTb) paboumx gHen. Mpu mncTtedeHUnM Cpoka
OENCTBUSA 3aK/to4eHMsa 0 6e30nacHOCTU, KavyecTBe N 3PHEKTUBHOCTU MeQNLIMHCKOrO n3nenus,
3aAaBUTENb MNOBTOPHO nMofaeT 3asaBjieHne, LOKYMEeHTbl W MaTepuanbl Jhsa npoBefeHus
3KCNepTu3bl B COOTBETCTBUN C HacTosAwmMMmM lNpasunamn.”;

MYHKTbl 41 1 42 U3N10XXUTb B Ciedylowen pegakunn:

"41. MNMocne 3aBeplleHUsa Npouenypbl 3KCNepTU3bl rocyaapCTBeHHAsa 3KCNepTHas opraHmsauuns
opMmMpyeT SAEKTPOHHbLIA APXUBHbLIA 3K3EMMAAP PErucTpaunoHHOro Aocbe, coaep Kaliuin
npencTaBJ/ieHHble 3asBUTeslIeM MaTepuasbl, pe3ysbTaTbl 3KCMepTu3bl (O0TY4ET HayasbHOMU
3KCNepTU3bl MEONLIMHCKOrO n3genns, oT4eT HavyasIbHON IKCMepTU3bl U3MEHEHUNIN, BHOCUMbIX B
perncTpaunoHHoOe A0Cbe MeANLMHCKOro n3enuns; NpoToKos NCAbITaHNN; OTYET O pe3ybTaTax
npoeefeHns nabopaTopHOro UCNbiTaHNA B slabopaTopum KOHTPOJSIS KayecTBa NpomM3BoauTens
nnu B KOHTpPaKTHOM nabopatopun, NCroib3yeMon rnpounssoanTenemM; oTyeT
cneymann3npoBaHHON 3KCNepTU3bl MeAULMHCKOro M3nenunsa), 3akna4deHme o 6esonacHocTw,
KadyectBe ”n 3SPPEKTUBHOCTU MeOUUMHCKOro usfesnnsd, MWHCTPYKUUIO N0 MedULMHCKOMY
MPUMEHEHNI0 MeANLNHCKOro N3aesns, MakeTbl YNaKOBOK, 3TUKETOK, CTUKEPOB.

Bo BpeMsi OelCcTBUS PErncTpaLVOHHOro yA0CTOBEPEeHUsl apXUBHOE PErucTpalMoHHOE O0ChE,
[OMOJTHAETCS KOMUSMU PErncTpPaLMOHHbIX YAOCTOBEPEHUI O BHECEHUUN M3MEHEHUA CO BCEMU
MPUNOXKEHHBLIMU JOKYMEHTAMWN 3asiBUTENS B 91€KTPOHHOM BUAE.



PerncTtpauMoHHOe [0Cbe XPaHWUTCA B 3/IEKTPOHHOM apxuBe c cobnwoaeHnem TpeboBaHU
KOH(UOEHUNANbHOCTN, KPOME 3KCMJlyaTauMOHHOIrO [JOKYMEHTa WAWM  WUHCTPYKUMU O
NMPUMEHEHMNIO MEAULIMHCKOr 0 U3Aefns, PyKOBOACTBa N0 CEPBUCHOMY 0OC/TY)KMBAHWIO, AaHHbIX O
MapKUPOBKE 1 yYNaKoBKe (MOJIHOLBETHbIE (C YKa3aHMEM KOANPOBKU LIBETA) MaKeTbl YNaKOBOK U
3TUKETOK) HE3AaBUCMMO OT PE3YJIbTAaTOB 3KCNEPTU3bI.

PeFVICTpaLI,VIOHHOG Jocbe MeaANUMNHCKOIro n3genna Ha 3JIeKTPOHHOM HOCUTe1e XPaHUTCA OeCATb
ner.

MyHKT 42

42. Pa3bsACHEHUS WIN YTOYHEHUS, BO3HUKAOLINE B Mepuog MpoBedeHUs 3KCMEPTU3bl Mexnay
rocyapCTBEHHOW 3KCMEepPTHOW oOpraHum3aunen u 3asBUTEsSIEM, OCYLLUECTBAITCA MyTeMm
opMnpoBaHNSA 3NEKTPOHHOIrO AOKYMEHTa Mo MHAMBMAYa/bHOMY Mapoito 3asiBUTENs 4vepes
MHPOPMALMOHHYIO cucTeMy ¢ ILIM 3as8BMTENs N roCyJapCTBEHHON 3KCNEPTHOM opraHm3aumnn.”;

NYHKT 44 U3M10XXKNTb B CNeayoLlen peaakumn:

"44, [Oo npoBedeHUs 3SKCNepTU3bl MeOMUWMHCKOro u3genusa npm WUx rocyaapCcTBEHHON
perncrtpauum no unHUUMaTHUBE 3asdABUTENS [oCyOapCTBEHHOW 3KCNEepTHOW opraHmsaumen
MPOBOOUNTCA 3KCNepTM3a MPUHAOJEXHOCTU MPOAYKUUN K MEeANUMHCKUM W3gennsm B
COOTBETCTBMM C [OOrOBOPOM, 3aKJIIOYEHHbIM MeXAy 3asBUTesleM U roCyfapCTBEHHON
3KCMNepTHOM opraHu3aunen."”;

OOMONHUTb NyHKTamun 44-1, 44-2, 44-3 v 44-4 cnegylowero cogep>XaHums:

"44-1. Ona npoBefeHUsA 3KCNepTU3bl NMPUHALANEXHOCTN NPOAYKUUN K MEANUNHCKUM N34eNTNAM
3aaBUTENb MpefocTaBnsgeT 4epe3 UHPOPMaLMOHHYO CUCTeMYy clefywuwme mMatepuabl U
OOKYMEHTbI, C ayTEeHTUYHbIM MEePEeBOAOM Ha Ka3axCKUW N PYCCKUN A3bIKN B IKCMEPTHYIO
opraHusauuio:

MoanyHKT 1

1) HanMeHoBaHMe NPoAyKLUMNK;

MoAanyHKT 2

2) HanMeHoBaHWe NPon3BOANTENS, CTPaHbI;

NMopanyHKT 3

3) WHCTPYKUMUS MO MPUMEHEHWUIO WM 3KCMJyaTaUMOHHbIA OOKYMEHT, WM PYKOBOACTBO
nonb3oBaTens;

MoanyHKT 4

4) cdhoTorpacduyeckoe nsobpaxeHmne, otobparkatouiee BHEWHUA BUA NMPOOYKLNN, pa3MepoM He
MeHee 18 x 24 caHTUMeTpa;

MoanyHKT 5

5) WHdopMauulo 0 perncTpaumm B CTpaHe MNPOW3BOAUTENS, BblOAHHYK TOCYAapPCTBEHHbLIM
YMOJIHOMOYEHHbLIM OPraHOM CTPaHbl MPOU3BOAUTENS;



MoAanyHKT 6

6) TexHun4yeckoe onucaHme, o0651acTb MPMMEHEHUs, LUeneBoe Ha3HavYeHne npoayKumn
(MHopMauma oT Npom3BoanTENs).

MyHKT 44-2

44-2. TocynapcTBeHHas 3KCMNepTHas OpraHusauus NPOBOAUT 3KCMEPTU3Y MNPUHAANEKHOCTU
NPOAYKLUUN K MEAUUWHCKMM M3OenvsM B TedyeHue 15 (nATHaguaTb) paboynx OHen C OaThl
perucTpaunmn 3asBsieHuns.

Mpn NpepnocTaBAeHUN 3a9BUTENEM HELOCTOBEPHbIX AaHHbIX, HEMOJIHOrO NakeTa OKYMEHTOB U1
HaAn4YMsa  3aMedYyaHUn K npeacTaB/ieHHbIM  JOKYyMeHTaM w©n  (unau) ™MaTepmnanam B
MH(POPMALMOHHOA CUCTEME B JINYHOM KabuHeTe 3asaBMTeNa pasMellaeTcs yBefooMJieHue (B
Mpon3BoJibHOW opMe) 0 HeobXxoOMMOCTU YCTPaHEHUS BbISIBJIEHHbIX 3aMeYaHUN B CPOK, He
npeBbilWawoWmn 5 (nNate) paboynx p[HEN, CO OHS BbICTABJIEHUA 3aMe4YaHWA 3KCMepTHON
opraHmsauunen.

Ha Bpems ycTpaHeHus 3amevaHun, CPOKWN paCCMOTpPEHNA 3adaBJIEHNA NMPNOCTaHaBJZINBAOTCA

MyHKT 44-3

44-3. Tlpn He yCTpaHeHUW 3asABUTENIEM 3aMeYaHUN, YKasaHHbIX B NyHKTe 44-2 HacToAwmnx
MpaBna, 3KcNepTHas opraHusaunsa HampaBaseT 3asaBMTEsNI0 peleHne 0 npeKkpaweHumn
3KCNepTU3bl NMPUHALNEXKHOCTU MPOAYKUUN K MEeONUWNHCKUM U3ennsam n HeobxognmmocTun ee
rocyfapcTBeHHON perncTpaumnm B Pecnybnnke KaszaxcTaH B Mpon3BOibHOW hopMe.

NMyHkT 44-4

44-4. 3KcnepTn3a NPUHAANEXHOCTU NPOAYKUUN K MEAMLMHCKUM U3OEeNnsaM OCyLIecTBaseTcs
nyTeM NpoBeAeHWs aHaJn3a NpencTaB/ieHHbIX MaTeprasioB U AOKYMEHTOB C y4eToMm obnactu
NMPUMEHEHMNS N Ha3HAYeHMS 3as8BJIEHHOWN MPOAYKLIUN.

Mpu npoBedeHWW aHanM3a Y4YUTbIBAOTCS JaHHble U3 [0CydapCTBEHHOrO peecTpa
JIEKAPCTBEHHbIX CPEACTB U MeANLVNHCKUX N34eNNNA.

Mo pe3yfsbTaTaM 3KCNepTU3bl MPUHAONEXHOCTU MPOAYKLUUM K MeAUUWMHCKUM Wn3gennsMm B
MH(POPMALMOHHOA CUCTEME B JIMYHOM KabuHeTe 3aaBUTeNs pa3MelaeTca MHgopMauuna B
Mpon3BoJibHOW ¢hopMe Co CPpOKOM OencTBus He bonee 12 (aBeHaguaTb) MecsUeB CO OHA ee
Bblga4n.";

NyHKTbI 51, 52, 53 n 54 n3no0xunTb B CaefyoLlen pegakunn:

"51. Mpwn akcnepTnle MegUUNHCKUX U34EeNNN, MPOU3BOAUMbBIX MPOU3BOAUTENAMK Pecnybamnkun
Ka3axcTaH Ha OCHOBe TpaHcdepa TEeXHOOrUN NyTeM opraHM3auunm oKaabHOro Npon3BoaCTBa
Ha OCHOBe nepefayun, BHeApPeHusA (NpUMeHeHus), afjanTauum CyLLEeCTBYIOWMUX TEXHO0rumn
(pe3ynbTaToB  HayYHbIX WCCAeOOBaHWUW, HOBbIX pa3paboTok), oOCyllecTBASEMbIX OT
nepegatoLLen CTOPOHbl K MPUHUMAIOLLEN CTOPOHE A1 MPOU3BOACTBA MEAULIMHCKUX U3AeNNN, K
perncTpaunoHHOMY 0Cbe AOMOJSIHUTEsSIbHO NPeacTaBAsaoTCa cnegyolmne JOKYMEeHTbI:

MoanyHKT 1

1) DOKyMeHTbl MO 3Kofornyeckom 6e3omacHOCTU: pelleHne YMOoJHOMOYEHHOro opraHa no
onpepeneHntio  kKateropmm ob6bEKTa, OKa3bIBAlOLLEro HeraTMBHOE BO3OEWCTBME  Ha
OKpY>KaloLLyo cpeny, B COOTBETCTBUM CO CTaTbeln 12 SKoslormyeckoro kogekca Pecnybnunkin



KasaxcTaH; 3KoJiornyeckoe paspelleHue B COOTBETCTBUMM CO cTaTben 106 3Kosiorm4yeckoro
KOZEeKCa, BblAaHHbIA YMNOJIHOMOYEHHbIM OpraHoM B 00/1aCTU OXpaHbl OKPY>XalLWEN cpedbl
Pecnybnnkn KasaxcTaH;

MoAanyHKT 2

2) nepeyvyeHb HAWMEHOBAHWA [OKYMEHTOB MO TEXHOMOrMM TMpPoM3BOACTBA, CTaHAAPTHbLIM
onepaLnoHHbIM NMpoLeaypaM, PyKkoBoACTBO MO Ka4yecTBy.

Mpn nonHoM TpaHChepe TEexHONOrnm JoKasbHbLIM MNpomn3BoaMTeNbL obecrnevymBaeT MoOHOE
COOTBETCTBME  YC/NOBMA  MPOM3BOACTBA W  CUCTeMbl obecnevyeHMs  KavecTBa  Ha
NPON3BOACTBEHHON Myowajke B Pecnybnnke KasaxcTtaH ycnoBuaM MpoM3BOACTBA UM CUCTEME
obecnevyeHnsa KayecTBa NMPOVU3BOACTBEHHONM MoLWanky BHe Ka3axcTaHa.

MyHKT 52

52. YcKkopeHHas s3kcnepTu3a MegnUnHCKUX U34eIMA OCYLLLEeCTBISIETCS NMPU rnepeperncrpauunm,
a TaKXXe Mo peLeHnto YNoJIHOMOYEeHHOro opraHa B obnacTm 34paBoOXpaHeHUs B CryYasx
BOE€HHbIX ,EI,eVICTBI/IVI n nNMKBNgaunmn mx I'IOCJ'Ie,D,CTBI/IIZ, BO3HUKHOBEHWNA, npepynpexngeHna wu
MKBMOaLnmn rnocnencTeumn Yype3BblYalHbIX cuTyauun, yrpo3bl BO3HMKHOBEHUS,
pacnpocTpaHeHNa HOBbIX 0COBO OMacCHbIX WHMEKLMOHHLIX 3aboneBaHMn N NMKBUAAUUN UX
nocsieacTBUM.

PelleHne ynosHOMOYEHHOro opraHa B 061acTi 34paBOOXPaHEHNS MO YCKOPEHHOW 3KcnepTn3e
BbllaeTCA Ha MeAMLUWHCKOe n3genne C yKasaHuem noapobHoro MoTUBUPOBAHHOIO OCHOBAHMA
N CPOKa OeNCTBUA BblJAaHHOIO peLleHuns.

LOoKyMeHT npefocTaBsifseTcsa Npn nogaye 3asB/IeHNS Ha 3KCNepTusy.

MyHKT 53

53. Cpokm npoBefeHuUs 3KCNepTusbl MeOUUMHCKOro wusgenus (Tpebyowmx nposBefeHuns
nabopaTopHbIX NCAbLITAHNN) COCTaBASAIOT:

MoanyHKT 1

1) Npn aKcnepTU3e MEQULNHCKOIO N34enns kaacca 1 u Knacca 2a B CPOKMU, He npesbliliatowmne
70 (cembpecaT) paboynx gHen, B TOM 4ucne:

Ha4YafibHasa akcnepTu3a - 10 (necaTts) pabounx gHen;

crneuvanm3MpoBaHHasa 3kcneptmsa - 30 (TpmauaTtb) paboynx gHem (B TOM  4ucne,
MOATBEP)XXAEHNE AYTEHTUYHOCTM WM MEPEBOS Ha Ka3axXCKUA A3blKk MapKUPOBKM MaKeToB
YNAKOBOK, 3TUKETOK, CTUKEPOB, MHCTPYKL NN MO MEeANLIMHCKOMY MPUMEHEHUNIO);

nabopaTopHble ncnbliTaHnsa - 20 (ABaauUaTh) pabounx aHen;

opmMmnpoBaHue 3akyveHUs o Be3onacHoCTWU, KavecTBe U 3ddekTuBHOCTU - 10 (OecaTsb)
paboynx gHen.

MoAanyHKT 2

2) npu 3KCnepTuse MeguuMHCKOoro usgenusa (Tpebyowmnx npoeeneHna nabopaTopHbIX
ncnbiTaHU) kKnacca 26 (C NOBbILEHHON CTeneHbi puUcka) N Kaacca 3 (C BbICOKOW CTEMNEeHblo
pucKa) - B CPOKU, He npesbliwatowre 110 (cTo gecsATb) paboynx gHen, B TOM 4ucne:



HaYafbHasg akcnepTusa - 10 (necaTtb) paboynx gHen;

cneymann3MpoBaHHas 3kcnepTtmsa - 50 (nATbpecaTt) paboumx pgHen (B TOM  4ucne,
noaTeBepXAeHne ayTeHTUYHOCTU WM MepeBoS Ha Ka3axXCKU A3blK MapKUPOBKW MaKeToB
YNaKoBOK, 3TUKETOK, CTUKEPOB, NHCTPYKLUN N0 MEANLIUHCKOMY MPUMEHEHNIO);

nabopaTopHble ncnbitaHnsa - 40 (copok) paboyumx aHen;

opMmpoBaHue 3akw4veHns o besonacHocTw, KavecTBe U 3ddekTuBHocTn - 10 (gecaTtb)
paboynx gHen.

MoanyHKT 3

3) BHECEHNE U3MEHEHUI B PErMCTPaLNOHHOE A0Cbe MeONLNHCKOro ngennsa (bes nposeneHuns
nabopaTopHbIX UCMbITaHUI) B CPOKMK, He npeBbiwakwme 50 (naTbaecaT) pabodnx gHeN, B TOM
yucne:

HavanbHas akcnepTusa - 10 (oecATb) paboynx gHen;

crneuvanm3npoBaHHasa 3kcneptm3a - 30 (TpuauaTtb) paboymx gHenm (B TOM  4ucne,
MOATBEPXKAEHNE AYTEHTUYHOCTM WM MEePeBOS Ha Ka3axXCKUM A3blKk MapKUPOBKM MaKeToB
YMNaKOBOK, 3TUKETOK, CTUKEPOB, MHCTPYKLMX MO MEANLUHCKOMY MPUMEHEHUNIO);

opMmpoBaHue 3aksyeHua o 6HesomacHoOCTU, KavecTBe U 3ddekTuBHocTn 10 (OecaTtb)
paboynx oHen.

MoanyHkKT 4

4) BHeceHMe Wn3MeHeHWn Tuna | B perncTtpaunoHHoe [OoCbe MeauMUWHCKOro wusgenuns (c
npoeegeHnemM nabopaTopHbIX UCMbITaHUA) B CPOKW, He NpeBblllaowme 65 (ecTbaecaT NATb)
paboynx oHen, B TOM 4ucne:

Ha4asbHaga akcnepTusa - 10 (pecATb) paboynx gHen;

crneunanmismpoBaHHasa akcnepTmnsa - 30 (Tpupuath) paboymx (B TOM 4ucae, nogTBEP)XOEHME
ayTEHTUYHOCTU UM NEepPeBOM Ha Ka3aXCKUM A3blKk MAapKUPOBKN MAaKeTOB YMNAaKOBOK, 3TUKETOK,
CTUKEepOoB, MHCTPYKLUN N0 MEANLIMHCKOMY NPUMEHEHUI0);

nabopaTopHble ncnbiTaHns - 15 (naTHaguaTh) paboynx aHen;

(opMmnpoBaHue 3akwyveHUs o be3onacHoCTWU, KavecTBe U 3ddekTuBHOCTU - 10 (OecaTsb)
paboynx gHen.

MoanyHKT 5

5) akcnepTu3a MEOUUUHCKOro n3genns npu rocyaapCTBeHHON peructpaumn (He Tpebyowmx
npoeefeHns nabopaTopHbIX UCMbITaHUA HE3AaBUCMMO OT KJlacCa) OCYLLEeCTBAAETCHA B CPOKU, HE
npesbiwawwmne 70 (cembpecaT) paboymx, B TOM 4Yucne:

HadYafibHas akcnepTu3a - 10 (necats) paboynx gHen;
crneunanminpoBaHHada akcnepTusa - 50 (naTbaecaT) paboynx gHen;

opMmpoBaHue 3akaw4eHns o 6ezonacHoCTW, KavecTBe U 3ddekTuBHoCcTM - 10 (OecaTtb)
pabounx gHen.

NMoanyHKT 6



6) YCKOpeHHas 23KCnepTM3a MeOUUWHCKUX WU3OeNNA  OCYLEeCTBASAEeTCA B CPOKWU, He
npesbiwatmLme 30 (TpuaguaTtn) pabounx oHeER, B TOM YUCHE:

nepeunYHas 3KkcrnepTm3a - 5 (naTb) pabouynx OHen; crneunanm3mpoBaHHas 3kcnepTusa - 20
(nBaguaTh) paboynx gHen;

chopMupoBaHume 3akadeHna o 6esonacHOCTU, KavyecTBe U apdpekTUBHOCTU - 5 (NATb) paboumnx
aHen.

MyHkT 54

54. B cpokn npoBefeHnNsa 3KCNepTn3bl MEOULNHCKOI0O N34eINA He BXOLAT:

MoanyHKT 1

1) BpeM4A BOCMOJIHEHUNA HEKOMIMJIEKTHOCTUN perncTtpaumMoHHOro oocbe,

MoAanyHKT 2

2) Bpems npenocTaBsieHWe 3asBUTESIEM [OKYMEHTOB W MaTepuasioB Mo 3anpocy npu
NPOBEAEeHNN 3KCMEPTU3bl B YCTAHOBNIEHHbIE CPOKMU;

MoanyHKT 3

3) BpeMda noaroToBkKn n npoeegeHna NHCNeKUnn MmeanumnHCKOro niagenns.

3agButens B TedyeHume 30 (TpupuaTtb) paboyvymx AHEN CO OHSA MOJyYeHUs yBeLOMJIeHUS O
HeobXxoAMMOCTM MNpOBeAEeHMS  UHCMeKuun npefoctasnseTr nMcbMo O  coriacmum  u
npefocTaBnseT B MHCAEKTOpPaT MeONLUNHCKMX U3LEeNUA 3a8BNeHNe O NpoBeAeHNN UHCNEeKLUNn
MeONUNHCKUX U3aenuni.

MpoJoMKNTENbHOCTL OpraHM3aunum M npoBedeHus MHCMNeKUMn MenununHCKuX n3nennn He
npeBbllaeT 90 (OeBsAHOCTO) pa60L|V|x OHEeNn Co OHA nojadn 3asBuUTeneM 3aaB/eHMSA Ha
npoeeageHme nHCcnekKunnm MmegnunHCKnX n3gennn,

MoanyHKT 4

4) cornacoBaHue 3asBUTENIEM UTOIMOBbIX OOKYMEHTOB,

MoanyHKT 5

5) opraHusauus n npoBegeHne IKCNepTHOro coBeTa.

MPOAO/MKNTENBHOCTE OpraHmsaumm M npoBefeHns DKCMepTHOro coseTa He npesbiwaeT 30
(TpnauaTb) KaneHfapHbIX OHEN CO AHSA YBEAOMIEHUSA 3a8BUTesS O BbIHECEHNM MaTepuanos Ha
JKCNepTHbIN coBeT.";

npunoxennsa 2 , 4,7, 12 n 13 K yka3aHHbIM [1paBuiaM U3N0XXUTb B HOBOW pefaKLun coraacHo
npunoxxeHunsam 6, 7, 8, 9 n 10 K HacTosdLWweMy NpuKasy;

MyHKT 2

2. KomuteTty MeaUUUHCKOro " hapMaLeBTNYECKOro KOHTpoOnNs MuHucTepcTBa
30paBooxpaHeHmns Pecnybnmku KasaxcTaH B yCTaHOBJIEHHOM 3aKOoHOAATENbCTBOM Pecnybnunkn
KasaxcTaH nopsgke obecneynTb:



MoanyHKT 1

1) rocynapCTBEHHYID PperucTpauuio HacToAwero npukasa B MuHWUCTepCTBeE OCTULUNK
Pecnybnnkun KasaxcTaH;

MoAanyHKT 2

2) pa3MelleHVe HacTosALero npnkasa Ha MHTepHeT-pecypce MMHUCTepCcTBa 34paBoOOXPaHEHMUS
Pecnybnnkn KasaxcTtaH nocne ero opuumanbHOro onybamkoBaHus;

MoanyHKT 3

3) B TedyeHme pecATM paboymx AHEN nocsie rocyfapCTBEHHOW perncrpaumm HacToslwero
nprvkasa B MuHucTtepcTBe tocTnumm Pecnybnunkun KasaxcTtaH npegcrtabsieHne B HOpuamyHeckuni
JenaptamMeHT MuHuUCTepcTBa 34paBooxpaHeHms Pecnybnukm KasaxcTtaH cBegeHunn o6
NCMOJSIHEHUN MePONpPUATUIA, MPEeAYCMOTPEHHbIX NOANYHKTaMN 1) n 2) HacTosAWeEro nyHKTa.

MyHKT 3

3. KOHTpO/b 3@ WCMOJIHEHMEM HACTOSALWEro npukasa BO3JIOXKUTb Ha KypupyloLllero
BULIE-MUHNCTPA 3[paBooXpaHeHns Pecnybnmkmn KasaxcTaH.

MyHKT 4

4. HacTosilWn Nprka3 BBOAUTCS B AEACTBUE MO UCTEYEHUN OECATU KaJieHOAApHbIX OHEN rnocne
OHS ero NepBoro ouLnaabLHOro onybanKoBaHuUs.

| MuHucTp 3npasooxpaHeHunsa Pecnybnukn KasaxctaH | A. AnbHa3apoBsa |

TekcT

"COrNMACOBAH" MwuHuCTepcTBO UMGPOBOro pasBUTUS, WHHOBALMUA N ad3POKOCMUYECKON
MpoMblIWIeHHOCTN Pecnybnnkn KasaxctaH

| | MpunoxeHne 1 kK npukasy MuHWUCTP 34paBooOxXpaHeHus Pecnybnmkm KasaxctaH oT 25
aBrycta 2025 roga Ne 83 |

| | MpnnoxxeHne 5 K NpaBUIaM NPOBEAEHMNS SKCNEPTU3bl JIEKapCTBEHHbIX CPEACTB |

FnaBa NepeyeHb OCHOBHbIX TPEOOBaHMMA K OKAa3aHUIO rOCyAapCTBEHHOM
ycnyru "Bbigaya 3aknio4eHuna o 6e3onacHOCTU, KavyecTBe U
3¢ PEeKTUBHOCTU JIeKAPCTBEHHbIX CPeACTB U MEAULUHCKUX u3penun”

| 1 | HaumeHoBaHMe rocypnapcTBeHHOW ycnyru | Bblgaya 3aknoyeHuss o 6e3onacHocTy,
KayecTBe N 3PHEKTUBHOCTY IEKAPCTBEHHbIX CPEACTB U MeANLNHCKUX U3Lennii |

| 2 | HaumeHoBaHMe ycnyropaTtens | PecnybnnkKaHCKoe rocygapCTBEHHOE MNpepnpusaTue Ha
npase X038MCTBEHHOro BeAeHNs "HauoHaNbHbIA LEHTP 3KCNEepPTU3bl IeKapCTBEHHbIX CPEACTB,
MeOAULUNHCKNX wusgenun" KommteTa MeOuUUMHCKOro ”n @GapMaLeBTUYeCKoro KOHTPOs
MunHncTepcTBa 3apaBooxpaHeHns Pecnybnmkun KasaxcTaH (fanee - ycnyrogaTtesb) |



| 3 | Cnocobbl npepocTaBneHuss rocypnapcTBeHHOW ycayrun | 1) nopTan "3N1eKTPOHHOro
npaeutenbcTBa" (www.egov.kz) (pmanee - nopTan);, 2) o006beKT WHGopMaTM3aLnmn
"MH(popMaLMOHHaAA CcuUCTeMa roCyfnapCTBEHHOW 3KCNEpPTHOW opraHusauum "www.ndda.kz""
(nanee - HpopMaLMoHHaa cucTema). |

| 4 | Cpok oOkKasaHMA rocydapCTBEHHOW YCAyrum | p[na nekapCTBEHHbIX CpencTs: npwu
rocynapCTBEHHOW peructpauum - He npesbilaowmin 140 (cto copok) paboymx AHen; npu
JKCnepTM3e C LUeNbio roCyfapCTBEHHOM perucTtpaumm  NeKapCTBEHHOro cCpeacTtsa  C
OENCTBYIOLWMM perncTpaumoHHbiM yOOCTOBEPEHMEM Ha MOMEHT nofayvYn 3asB/ieHUs Ha
oKCNepTM3y M BXOAAWMX B llepevyeHb CTpaTeruyecku BarKHbIX JIEKAPCTBEHHbLIX CPeAcTB U
MeAULUNHCKNUX WU3OENNA, N FoCydapCTBEHHOW nepeperncTpaunnm - He 6onee 90 (oeBAHOCTO)
pabo4ynx AHen; Npu BHECEHUN N3MEHEHMWN B perncTpaumoHHoe gocke tuna lA, Tnuna Ib v Tnna li
C npoBeaeHnem nabopaTopHbIX UCMbITaHMA - He Bonee 80 (BoceMbaecAT) paboyunx oHen; nNpu
BHECEHUN U3MEHEHWUN B perucrtpaunoHHoe gocbe Tuna IA, Tuna Ib n tnna Il 6e3 nposeneHns
nabopaTopHbIX UCMbITaHUA - He 6onee 45 (copok NATb) paboynx AOHEN; MpPU BHECEHUN
N3MEeHEeHNI B perncTpaumMoHHoOe A0Cbe B HacTW YTBEPXKAEHMNA MeCTa HaHeCeHUS KOHTPOJIbHOIr O
(MAEeHTNPUKALMOHHOIr0) 3HaKa B MakeTbl MapKUPOBKU YNaKOBOK JIeKapCTBEHHbIX CPEACTB - He
bonee 10 (pecsaTb) paboynx OHen; Npu 3KCMepTMU3e NeKapCTBEHHOINO CpencTBa Npu BHECEHUN
W3MEeHeHUN B perucTtpauumoHHoe pocbe Tuna IA, He Tpebywowmnx oueHkn 6Ges3omacHOCTH,
KayecTBa U 3PPEKTUBHOCTU U COOTHOLUEHUS MNOJIb3a-PUCK JIEKAapPCTBEHHOro CpeacTsBa
(cmeuviann3snpoBaHHas 3KCMepTu3sa) - B CPOK, He npeBbiwatowmn 20 (gBaguaTtb) paboynx aHen,
Ha TnMpoBeAeHNEe YCKOPEHHOM 3KCNEepPTU3bl JIEKApPCTBEHHOro cpencTtea - He 6onee 60
(wecTbpecaT) paboumx p[HEN. 3KCMepTM3a JIEKAPCTBEHHbIX CPEeACTB, Y4YacTBYOLWWUX B
npouenype CoBMeCTHOW npeksBanudpukaumm BO3 - He 6onee 65 (wecTbhecaT nNATb) paboymx
OHen; Ang MeguuUnHCKUX U3genuin: npmn rocyaapcTBeHHOW perncrpaumm knacca 1 un knacca 2a,
Tpebyowmnx npoBegeHnsa nabopaTopHbIX UCNbITaHUn - He 6onee 70 (cembpecaTt) paboumx
OHen; Npu rocyfapCTBEHHOW perucTpauum knacca 26 (C NoBbILEHHOW CTENeHbl pucka) u
Knacca 3 (C BbICOKOW CTeneHbio pucka), Tpebyowmnx nposeaeHns nabopaTopHbIX UCMbITaHUA -
He 6onee 110 (cTo AecsaTh) paboymx AHEN; Npu rocyaapCTBEHHON perncrpaunm MeanLUnHCKOro
n3nenus, He Tpebytowero npoeeaeHnsa nabopaToOpPHbIX NCAbITAHUIN HE3ABUCUMO OT KaccCa - He
6onee 70 (cembpecaT) pabo4mx gHen; Npm BHECEHUWN U3MEHEHUN B PErncTpaumoHHOE O0Cbe
(6e3 npoBeneHns nabopaTopHbIX UCMbITaHUN) - He Bonee 50 (NATbOecaT) pabo4ynx OHER; npun
BHECEHUN N3MEHEHUI B perncTpaLnoHHoe gocke (C npoBeneHmneM nabopaTopHbIX UCTbITAHUA)
- He 6onee 65 (wecTbpecaT nATb) paboymx AHeN; NPU YCKOPEHHOW 3KCrepTuse u npu
nepeperncTpauunm - He 6onee 30 (TpmauaTn) paboynx oHen; |

| 5 | ®opma o0OKas3aHuMA rocygapCTBEHHOW ycnyrm | 3SnekTpoHHasa  (4acTU4HO
aBTOMaTU3NpPOBaHHaA) |

| 6 | PesynbTaT oKa3aHuA rocyfapCTBEHHOW ycnyrn | Ana nekapcTBeHHbIX CpeAcTB: Bbloada
3ako4eHns o 6e3onacHOCTU, KavecTBe U 3PPEKTUBHOCTU JIEKAPCTBEHHbLIX CPeAcTB Mo
copMamM cornacHo npunoxeHunam 14, 15 K Npasnnam npoBefeHNa 3KCNepTU3bl JIEKAapPCTBEHHbIX
cpencTs, MMB0 MOTUBMPOBAHHLIA OTBET 006 OTKa3e B OKa3aHWW roCyAapCTBEHHOW YCayru B
c/lyq4asx M No OCHOBaHMAM, NpefyCcMOTPEeHHbIM NYHKTOM 10 HacTosAwero nepevyHs OCHOBHbIX
TpeboBaHuii. dopMa Bblfayva peldysibTaTa OKa3aHUSA FOCyJapCTBEHHOW YCNYru: 3/1eKTPOHHas.
Ona  MeguunHCKMX usgenuin: Bblgada 3akioyeHuMs o  6e30MacHOCTM,  KayecTBe WU
3pPEKTUBHOCTN MEOUUMHCKUX WU3gennnm no dopMaM corjacHo npunoxeHumsam 12, 13 K
MpaBunam NpoBefeHUs dKCNepTU3bl MEANLNHCKUX n3gennin, nmbo MOTUBUPOBAHHLIA OTBET 06
OTKa3e B OKa3aHuu rocygapCTBEHHON yCAYyr B Cay4asX MU NO OCHOBAHUAM, NpefyCMOTPEHHbIM
nyHKToM 10 HacTosiero nepevyHs OCHOBHbIX TpeboBaHun. Popma Bblgadya pesynbTaTa
OKa3aHMsa TrocygapCTBEHHOMW YCAYyru: 3SNEeKTPOHHasA. YC/oBME XpaHeHua ycayrogatenem



HeBOCTpebOBaHHbLIX B CPOK [AOKYMeHTOB: [lpn He obpaweHun ycayrononyyatens 3a
pe3ynbTaTOM FOCyAapCTBEHHOW YCAyruM B YKa3aHHbIM CpOK, ycayrogatesnb obecne4ymBaeT
XpaHeHue 3akyeHns o 6e3onacHOCTU, KavyecTBe N 3PHPEKTUBHOCTU JIeKapCTBEHHbIX CPEeACTB
N MEOVNLUMHCKUX n3genuin B TedeHne 120 (cto gBaguaTtb) paboynx gHen |

| 7 | Pa3amep nnaTbl, B3aMMaeMon C ycayronoayyaTens rnpu okasaHUM rocygapCTBEHHON ycnyrn,
N cnocobbl ee B3MMaHWA B Cay4asaX, NpPefyCMOTPEHHbIX 3akoHoAdaTeNbCTBOM Pecnybnnkun
KazaxctaH | OnnaTa, B3MMaeMas C YycayrononyyaTens nNpu OKa3aHUM FoCy[apCTBEHHON
ycnayru, yCTaHaBJ/IMBaeTCs B COOTBETCTBUMU C MPencKypaHToM ycnyropaTens,
yCTaHaB/INBAEMbIA YMOJAHOMOYEHHbIM OPraHOM MO COrjlacoBaHUIO C AHTUMOHOMOJIbHbLIM
OpraHoM B COOTBETCTBUM C NYHKTOM 2 cTaTbun 239 Kopekca Pecnybnukm KaszaxctanH "O
300pOBbe Hapoha 1M cucTeme 3apaBooxpaHeHnsa” n ocylecTeaseTcs B 6e3Hanm4yHonm opme Ha
pacyeTHbIN CcHeT ycnyropgatens |

| 8 | FTpachuk paboTel ycnyrogatens | 1) ycayrogatens - C noHeAesibHMKa No naTHuuy, ¢ 8.00
no 17-30 4acoB c nepepbiBOM Ha oben c¢ 13.00 go 14.30 4acoB, KPOME BbIXOAHbIX W
npa3fHUYHbIX AHEN cornacHo TpynoBoMy kodekcy Pecny6aukm KasaxcTaH (nanee - Tpyaoson
Koaekc). Ycnosme obcnyxmBaHusa ycnyrogatenem: [ocyfapCTBeHHasa ycjyra OKa3blBaeTCHA B
nopsinke odvepenun, 6e3 npeaBapuTenbHOM 3anucu, 6e3 yckopeHHoro obcnyxusaHusa. Agpec
MeCT OKasaHWa roCyfapCTBEHHOW YCAyrnm pa3MelleH Ha WHTepHeT-pecypce ycayrogaTtens -
(www.ndda.kz;). 2) nopTana - KpyrjoCyTO4HO, 3a WUCKJIIOYEHNEM TEeXHUYECKUX MNepepbiBOB B
CBA3M C nNpoBefeHMeM peMOHTHbIX paboT (npu obpalweHnn ycayrononyydatensa nocne
OKOHYaHuA pabovyero BpPeMEHW, B BbIXOAHbIE W MNpPa3AHUYHbIE OHW COrslacHoO TpyaoBomy
KOOEeKCYy MnpuemM 3asiBJIeHMA W Bbldaya pe3ysbTaTa OKa3aHWsA rocynapCTBEHHOW yCayru
OCYLLECTBAAETCH Ciefyowmm paboymm gHem). |

1

| 1 | HaumeHOBaHMe rocynapcTBeHHOW ycnyru | Bblgava 3aknwodeHus o 6HGesomacHOCTH,
KayecTBe N 3(PHEKTUBHOCTU NNIEKAPCTBEHHLIX CPEACTB U MEAVNLMHCKUX N30enunn |

| 9 | MepeyeHb OOKYMEHTOB U CBeAeHuin, nctpebyembix y ycayronosaydyatensa ANS OKazaHWS
rocygapcTBeHHoW ycnyru | 1) 3asiBneHue B 3/1eKTPOHHOM BuAe Ha npoBefeHune 3KCnepTusbl
JleKapCTBEeHHOro cpepcTBa Mo gopMe cornacHo npunoxeHuio 1 kK [NpaBunam npoBeneHUs
3KCNepTU3bl IeKapCTBEHHbIX CPeACTB, HA NpoBeAeHMe 3KCNepTM3bl MeAULMHCKOro n3genmsa no
hopme corslacHo npunoxeHuto 1 kK [llpaBunaM nMpoBefeHUss 3KCNepTU3bl MeAULUNHCKUX
n3gennn; 2) 3NeKTPOHHYK KOMUID pPerucTpaumoHHOro A0Cbe JIeKapCTBEHHOro CpencTsa,
copjepyxalwee maTtepuasibl U OOKYMEHTbl Mo )opMe COorjlacHoO npuioXxeHuio 2 K [paBwuiam
MpoBeAeHNs 3SKCNepTu3bl JIEKAPCTBEHHbLIX CPeacTB AOna npoussoauTenen Pecnybnnkun
KasaxctaH wunm B dopmaTe Ob6WEro TexHWYeckoro [HOOKYyMeHTa Mo ¢opMe CcorjlacHo
npunoxxeHuto 3 K NMpaBuiam NposefeHns 3KCNepTU3bl JIEKAPCTBEHHLIX CPeACcTB, 3JIEKTPOHHYIO
KOMMnw pernctpaumnoHHoro paocbe MegunmuunHCKOro wuspgenna cCorJlacHo npuiaoXXeHuto 2 K
MpaBunam nNpoBeAeHUs 3KCNePTU3bl MeAUUMHCKUX un3genuinn; 3) obpasubl NEKAPCTBEHHbIX
CpeacTB, MeAUUMHCKUX W3Oennn, CcTaHgapTHble obpa3ubl, cneynuyeckme peareHThl,
pacxoAHble MaTepuanbl, HeobxoOuMble AN BOCMNPOU3BOOUMOCTU MeTOAUK slabopaTOpHbIX
NCcNbiTaHWN, 3aaBUTENb nMpepocTtaBnaeT B LleHTp obcnyxmeaHua 3asdasuTenen (panee - LO3)
ycnyrogaTens B KOJMYECTBaxX, OOCTATOYHbIX A9 TPeXKpPaTHbIX WUCMbITAHUMW C OCTaTO4YHbIM
CPOKOM FogHOCTU He MeHee 9 (oeBATN) MecaueB (3a UCKIOYEeHNEM CilyYaeB, He Tpebytowmnx
npoeegeHns  nabopaTopHbIX  UCMbITaHUN); 4)  3NEKTPOHHYK  KOMNUIO  OOKYMEHTa,
noATBeEpXXAaloWero onfaaTty Yycayronosy4dyatesneM CyMMbl A7 MPOBEAEeHUSs 3KCnepTusbl.



CBeneHNa 0 OOKYMEHTE, YAOCTOBEPSAIOLLEM JIMYHOCTb, MO0 3NEKTPOHHLIN LOKYMEHT W3
cepBuca UUMPPOBLIX AOKYMEHTOB (418 uaeHTUpukKaunum) o rocygapCTBEHHOW perucrpauumn
(nepepernctpaunmn) OPUONYECKOro fnua, CBUAETENbCTBa O FOCYyAapCTBEHHOW perncrpauunm
3asBUTENs B KadecTBe WHAMBMAOYANIbHOrO  npepnpuHuMaTens, cogepxxawuecs B
rocyfapcTBEeHHbIX UHPOPMALMOHHBLIX CUCTEMax, rocyfapCTBEHHAs 3KCMepTHas opraHmsaumsa
rnosiyd4aeT U3 COOTBETCTBYIOWMUX FOCYOapPCTBEHHbLIX MHPOPMALMOHHLIX CUCTEM Yepes L3
"3N1eKTPOHHOro npasuTenbcTBa". Ycnyronony4yaTesnb QfJaeT corjacne Ha WCrnoJsib3oBaHue
CBEOEHNN, COCTaBMAOLWMNX OXPaHAEMYIO 3aKOHOM TalHy, COAEPXKALLUUXCS B MHHOPMaLMOHHbIX
cucTteMax, Npu  OKasaHMKM TFOCYJAPCTBEHHbIX YCAyr, ecaM WHOe He npeaycMoTpeHo
OEeNCTBYIOLLMM 3aKOHOAaTeNbCTBOM Pecnybnnkum KasaxcTaH. |

| 10 | OcHoBaHMA AnS 0TKa3a B OKa3aHUW rocyAapCTBEHHON YCAYrn, yCTaHOBJIEHHbIE 3aKOHaMU
Pecnybnnkun KasaxcTaH | 1) ycTaHOBNEHME HEAOCTOBEPHOCTU AOKYMEHTOB, NpeACTaB/IEHHbIX
ycayronosy4datenemMm ANs NOJIyYeHUS roCydapCTBEHHOM ycnyrun, n (Mnm) gaHHbiX (cBegeHun),
coAep)Kalluxcsa B HUX; 2) HECOOTBETCTBMe ycayrononyvatensa v (Mnm) npencTtaBiAeHHbIX
MaTepuanoB, 06BbEKTOB, AaHHbIX U CBeAEHUA, HeOOXOOMMbIX AN OKa3aHUsA roCyAapCTBEHHOM
ycnyru, TpeboBaHusaM [paBun nNpoBeAeHUS 3KCNepTU3bl NIEKapCTBEHHbIX CPeacTB U
MeOVNLVNHCKMX n3aenuin; 3) B OTHOLIEHMN yCayronony4yaTens uMeeTcsa BCTyNUBLLEE B 3aKOHHYIO
cuny pelweHune (nNnpurosBop) cyda O 3anpeweHun [eaTefNIbHOCTU WAW OTAEeNbHbIX BUOOB
neatenbHoCTN, Tpebylwmnx MnonyYyeHus onpeneneHHonm rocygapCTBeHHonm ycnyru; 4) B
OTHOLUEHUM YyCJlyronosiydaTens MMeeTCs BCTYMMBLUEE B 3aKOHHYK CWy pelleHne cyaa, Ha
OCHOBaHMUM KOTOPOro ycayrornojay4aTenb JUWEH CheunanbHOro nmnpasa, CBA3aHHOIMO C
Mosy4eHneM rocyfapCTBEHHON yCayrin. |

| 11 | MHble TpeboBaHMA C y4eTOM O0COBEHHOCTEN OKa3aHUA roCynapCTBEHHOW yCayru, B TOM
yucsie oKasblBaeMoW B 3NEKTPOHHON popMe | YcayronosaydyaTenb 3aKa4YaeT C ycayrogaTtenem
[OroBOp Ha npoBefeHmne sKCcnepTn3bl U NPON3BOAUT ONaTy B COOTBETCTBUU C MPENCKYPaHTOM
ycnyrogaTesi,, YyCTaHaBJIMBAaeMbIM  YMNOJIHOMOYEHHbLIM OpPraHoOM Mo COrjlacoBaHuwo C
AHTUMOHOMOJIbHBIM OPraHOM B COOTBETCTBUU C MYHKTOM 2 cTaTbu 239 Kogekca. lNMNonHoMouums
npeancTtasuTena ycayronosiydatesnsa OQOpPMAAIOTCA B COOTBETCTBUM C  FpaKOgaHCKUM
3aKoHodaTenbCcTBOM Pecnybnukmn KasaxcTaH. a8 noay4YeHus rocyfapcTBEHHOM YCyrn Yyepes
noptan Heobxoammo Hanm4dme SUM. YcnyrononyyaTenb nosyyaeT uUHgoOpMaumio 0 Nopsake u
CTaTyCe OKa3aHuA roCydapCTBEHHOW YCAYrM B pexume yhaneHHOro AocTyna nocpencTBOM
"nMyHoro kKabumHeTa" WHGPOPMALMOHHOW CUCTEMbl YCayrogaTensa, a TakXe efuHoro
KOHTaKT-LUeHTpa Mo BOMpPOCaM OKa3aHWUsA TroCydapCTBEHHbIX Yycayr. YcayropnaTtenb npu
HeobXxoAMMOCTM 3anpaluvBaeT Yy ycayronosydyaTens pasbsACHEHUA WAM  YTOYHEHUA 1o
KOHKPETHbIM MoJIOXKEeHUsAM B npenocTaBN@HHbIX OOKYMeHTax n MaTepuanax
perucTpaunoHHoro gocbe. lepenncka ocyLecTBASeTCA NyTemM (POPMUPOBaHUNSA 3JIEKTPOHHOIO
OOKYMeHTa 4epe3 WMHQOPMALMOHHYIO CcucTtemy ycayrogatens. EOMHbIA KOHTakKT UeHTp no
BOMpPOCaM OKa3aHWsa rocyaapCTBEHHbIX yCnyr: 1414 |

| | MpunoxeHune 2 Kk npukasy MuHuCTp 34paBooxpaHeHus Pecnybnuku KaszaxcTaH ot 25
aBrycta 2025 roga Ne 83 |

|-
| | MpunoxxeHue 14 kK NpaBuIaM NPOBEAEHNSA IKCNEPTU3bl JIEKAPCTBEHHbLIX CPEACTB |
| | Popma |

FnaBa 3akno4yeHue o 6e30NacHOCTU, KayecTBe n Bd)d)eKTVIBHOCTVI
JIEKapPpCTBEHHOIo cpenctBa, 3adBJIEHHOIo Ha 3KCNepTu3y B Lenax



rocyaapcTBeHHOW perucrpauum, nepeperucrpauumm B Pecnybnuke
Ka3saxcTtaH

MyHkT 1

1. PecnybnnkaHckoe rocygapCTBEHHOE MNpennpuaTve Ha MnpaBe XO03SINCTBEHHOro BeAeHUs
"HauvoHanbHbIN LEHTP 3KCMepTu3bl JIEKAPCTBEHHbLIX CPEeAcCTB, MeOUUMHCKUX unsgenun"
KomMnteTa MeOAMUMHCKOro 1 hapMaueBTUYeCKOro KOHTPosa MMHUCTepcTBa 34paBoOOXPaHEHNS
Pecnybnnkn KasaxcTtaH coobuwaeT pesysbTaTbl 3KCNEPTU3bl Ha 6e30MacHOCTb, KavyecTBO U
3(phEeKTUBHOCTb JIEKAPCTBEHHOrO0 cCpencTBa AAA Lenen rocyfapCTBEHHOW perncrpauun,
nepepernctpaunm B Pecnybnnke KasaxcrtaH:

| Homep 1 paTta 3asBku | |

| ToproBoe HanmMeHoBaHME NEKAPCTBEHHOIO CpencTBa (C yKa3aHUEM JIeKapCTBEHHOU hopMbl,
0O03MPOBKN, KOHLEHTpauum u obbeMa 3anosiHeHUs, KoJMYecTBa [03 B YMNakoBke - ANs
NleKkapCTBeHHOro npenapata) | |

| OpraHmnsauna-nponssognTesNb, CTpaHa-NnPonssoaAnTeNsb | |
| 3akntoveHme HavYanbHOM 3KCNePTU3bl (MONOXKMUTENBbHOE UK oTpulaTensHoe) | |
| 3akntoveHre cneunannusnpoBaHHON 3KCNEPTU3bI (MOSIOXKUTENIbHOE UK oTpuLaTensHoe) | |

| 3akntoyeHne ucnbiTaTenbHon nabopaTtopun: gata U Ne NpoTokona, (NONOXKUTENbHOE WU
oTpuuaTensHoe) | CkavaThb |

MyHKT 2

2. 3akJ/io4vyeHne (nonoXutesnbHoe): MaTepuanbl MU OOKYMEHTbl PErncTPaALWOHHOIO O0Chbe Ha
NIeKapCTBEHHOe  CPeacTBO, MNpefoCTaBleHHble AN FoCyfapCTBEHHOW  perncrpauuu,
nepeperncTpaunmn B Pecnybnmke KasaxcTaH, COOTBETCTBYIOT YCTAHOB/EHHbIM TpeboBaHUsM,
6e30MacHOCTb, KAa4YecTBO U 3PPEKTUBHOCTL JIEKAPCTBEHHOrO CpeacTBa MOATBEPIKAEHbI
COOTBETCTBYIOLWMMN MaTepuasaMm 1 NpoBeaeHHbIMA UCMbITAHUSIMN.

JlekapcTBeHHOe CpenCcTBO (TOProBOe HaMMeHOBaHWE JIEKAPCTBEHHOrO CPeAcTBa C yKa3aHWeEM

JIeKapCTBEHHOW (OPMbI, 03MPOBKMK, KOHLUEHTpaUUN U obbemMa 3anosIHEHUS, KOJIMYecTBa 403 B

yrnakoBKe) 3apeructpupyetcs (nepepernctpupyetcsa) B Pecnybnvke KasaxcTaH CPOKOM Ha
net nnn 6eccpoyHo.

3akntoyeHne (oTpuuaTtenbHoe): MaTepuanbl U AOKYMEHTbl PEerucTpauMoOHHOro [OCbe Ha
JleKapCTBEHHOe CpeacTBO, MpefoCTaBfieHHble AN roCygapCTBEHHOW  perncrpauuu,
nepepernctpaunmm B Pecnybnnke KasaxcTaH, He COOTBETCTBYIOT YCTaHOBJIEHHbLIM
TpeboBaHuAM, 6e30MacHOCTb, KaydecTBO U 3(PEKTUBHOCTb JIEKAPCTBEHHOro CpeAcTBa He
noaTBep>XAeHbl COOTBETCTBYIOWMMN MaTepuasaMn U npoBeeHHbIMU UCMbITaHUSMN.

JlekapcTBeHHOe CpeACcTBO (TOProBoe HavMMeHOBaHWe JSIeKapCTBEHHOrO CpeAcTBa C yKa3aHueMm
JlIeKapCTBEHHOW (hopMbl, 003UPOBKN, KOHLEHTPaUUN 1 obbeMa 3anoJIHEHUS, KOMYeCcTBa 403 B
YNaKOBKe) He 3aperncrpupyeTca (nepepermnctpupyetcs) B Pecnybnmke KasaxcTaH.

3aknyeHne gencreutensHo 120 (cTto gBaguaTh) paboymx gHen ¢ gaTbl NOSAMCAHUS.

PykoBoguTesib roCygapCTBEHHOW 3KCMNEPTHOM opraHmsaumm (Uam ynosIHOMOYEHHOro nnua):
(moannce) ®.N.0 (Npn ero Hannyuwu),

OOJIKHOCTbL [laTa



| | MpunoxeHne 3 K npukasy MuHWUCTP 34paBooxpaHeHus Pecnybaukm KasaxctaH oT 25
aBrycta 2025 roga Ne 83 |

| | MpunoxeHune 15 K NnpasuiamM NpoBeaeHUs 3KCNEePTU3bl JIEKAPCTBEHHbIX CPEACTB |

| | ®opma |

FnaBa 3aknioyeHue o 6e3onacHoOCcTU, KayecTBe U 3PPEeKTUBHOCTH
NeKapCcTBEHHOro cpeacTBa, 3asBJIEHHONo Ha 3KCNepTU3y B L eNIAX BHeCeHus
U3MEHEHMMN B perucTpaumoHHoe aocbe

MyHkT 1

1. PecnybnnkaHckoe rocygapCTBEHHOE MNpennpuaTve Ha npaBe XO03SINCTBEHHOro BeAeHUs
"HauvoHanbHbIN LEHTP 3KCMepTu3bl JIEKAPCTBEHHbLIX CPeacTB, MeAUUMHCKUX unsgenun"
KomMnteTta MeaAMUMHCKOro 1 hapMaueBTUYeCKOro KOHTPosa MnHucTepcTea 34paBoOOXpPaHEHNS
Pecnybnnkn KasaxcTaH coobuiaeT pe3ysbTaTbl 3KCNEPTU3bl O BJANSHUM BHOCUMbIX U3MEHEHUN
B peruncrpaumoHHoe pocbe Ha 6e30macHOCTb, Ka4yecTBO U 3PPEKTMBHOCTb JIEKAPCTBEHHOIO
cpeacTBa:

| Homep 1 paTta 3asBku | |

| ToproBoe HanmMeHoBaHME NEKAPCTBEHHOIO CpencTBa (C yKa3aHUEM JIeKapCTBEHHOW hopMbl,
0O03VMPOBKN, KOHLEHTpauunm n obbema 3anosIHEHUS, KOJMYECTBa [03 B YMNakoBKe - Ans
NleKkapCTBeHHOro npenapata) | |

| OpraHmnsaumna nponssoanTesb, CTpaHa-NpomssoauTeNb | |

| TN BHOCUMBIX U3MEHEHUN | |

| 3akno4eHne HavYanbHOM 3KCNepTU3bl (MOJOXKNTENBHOE UK OTpuLaTesibHoe) | |

| 3akntoveHme cneurannusnpoBaHHOM 3KCNEPTU3bI (MOSTIOXKNTENTbHOE UK oTpuLaTensHoe) | |

| 3aknioveHue ucnbiTaTensHon nabopatopuun: gaTta M Ne nMpoTokona, (MONOXKUTENbHOE WK
oTpuuaTensHoe) | |

MyHKT 2

2. 3akno4deHne (nonoxutesnbHoe): MaTepuasbl U OOKYMEHTbl Ha JIeKapCTBEHHOEe CpeacTBo,
npenocTaBfieHHble OJ1I9 BHECEHWUSA WN3MEHEeHUAN B perncTpaumoHHOe [OoCbe, COOTBETCTBYIOT
YCTaHOBJIEHHbIM TpeboBaHuAM, BAUSAHME Ha 6€30MacHOCTb, KadyecTBO U 3PGPEKTUBHOCTb
JIeKapCTBEHHOro  CpeacTBa MOATBEPXAEHbI  COOTBETCTBYHOLLMMU MaTepunanamu "
npoBefeHHbIMU UCMbITaHUSAMN.

BHOCKMblE N3MEHEHMS 3aperncTpmupyeTcs C Bblaayen (6e3 Bblaayn) HOBOro PerncTpaLioHHOro
yI4OCTOBEpPEHMS.

3akJoveHne (oTpuuaTtenbHoe): MaTepuanbl U OOKYMEHTbl Ha JleKapCTBEHHOe CPeAacTBo,
npenocTaBJ/IEHHbIE A1 BHECEHUS U3MEHEHUN B PEerucTpalMoOHHOE N0Chbe, HE COOTBETCTBYIOT
YyCTaHOBJIEHHbIM TpeboBaHMAM, BAUAHME Ha 6e30MacHOCTb, KavyecTBO W 3(PPEKTUBHOCTb
JIEKapCTBEHHOr0 CpeacTBa He TMOATBEp)XXAEeHbl COOTBETCTBYWOLWMMM MaTepuanamm u
NpoBeAeHHbLIMU UCMbITAHUAMU.



BHOCMMble n3MeHeHUs He 3aperucTpmupyeTcs.
3akntoyeHune gencrteutensHo 120 (cTo ABaauaTh) paboymx AHEN ¢ AaThl NOAAUCAHNS.

PykoBoouTenb rocyfapCTBEHHOW 3KCMNEPTHOW opraHm3auum (Mam ynosHOMOYEHHOro nuua)
noanunce ®.N.0 (Nnpn ero Hanu4un)

HaTa

| | MpunoxeHne 4 kK npukasy MuHUCTP 34paBooxpaHeHus Pecnybnukm KasaxctaH oT 25
aBrycta 2025 roga Ne 83 |

| | MpnnoxxeHne 17 K NpaBuiaM NPoBEAEHMNS SKCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB |

FnaBa UHdopmMmauma o BcnoMoraTesibHbIX BelecTBaXx, HOMMHAaJILHOM MUX
copep>XaHUMM B JIeKapCTBEeHHbIX NpenapaTtax, a Tak)Xe orpaHu4yeHus
NPUMEeHeHUsA JiIieKapCTBEHHOro npenaparta

| Ne n/n | HammeHoBaHme BcriomoraTenbHbIX BewecTs | MNyTb BBeaeHunsa | JonycTuMesle npepens!
copgep)xaHusa BCromoraTesibHbIX BewecTs | WVHdopMmaums, nognexawias OTpakKeHUio B
WHCTPYKLUN MO MeAULNHCKOMY MPUMEHEHMUIO | KoMMeHTapumn** |

oo
|112131415]6]

| 1. | AnpoTuHuH | MecTHoe | * | Tunep4yyBCTBMTENIBHOCTb WU Cepbe3Han ajsiepruyeckas
peakuus | |

| 2. | Apaxncosoe macno | MecTHoe, nepopajibHOe, NnapeHTepanbHoe | * | MNpoTneonokasaHsb!
1AM C anfieprnyeckon peakumen Ha opexm nnam cot | O4YueHHoe apaxmcoBoe Macso MOXeT
cogepxaTb 6enoK |

| 3. | AcnapTtam (E951) | MepopanbHoe | * | CoaepXuUT heHnnanaHnH, NpoTUBONOKasaH o aaMm C
heHnnkeToHypuen | MoXeT HaHeCTu Bpea nnuam ¢ heHUIKeToHypuen |

| 4. | Asokpacutenn:1) E 102 TapTpa3uH2) E 110 XXenteln 3akaT (FCF)3) E 122 A3opy6buH,
KapmounsunH4) E 124 ToHco 4R (nyHuoBbIA 4R), KoweHnnb KpacHasa A5) E 151 bpunnnaHToBbIN
yepHbIn BN, 4YepHbi PN | MepopansHoe | * | Annepruyeckune peakuun | E 102, E 110, E 122 -
3anpeLleHbl K MPUMEHEHMIO B JlIeKapCTBEHHbIX NMpernapaTax A4 aeTen |

| 5. | E 104 XenTbin xuHonuHoBbIA (Quinoline Yellow) | | | | 3anpeweH K NpUMMEHEeHUI0 B
JleKapCTBEeHHbIX NpernapaTax 4nas geten |

| 6. | E 107 Xentein 2 G (Yellow 2 G) | | | | 3anpeLwieH K NPpUMEHEHMNIO B JIeKapCTBEHHbIX
npenapaTtax os4 geTen |

| 7. | E 120 KopLweHwusnb, KapMuUHoOBasa KucaoTta, kapMuHbel (Cochineal, Carminic acid, Carmines) |
| | | 3anpeleH K NpMMEHeHUNIO B NeKapCTBEHHbLIX NpenapaTax oasa geten |

| 8. | E 128 KpacHbin 2 G (Red 2 G) | | | | 3anpelieH K NPUMEHEHUI0 B JIeKapCTBEHHbIX
npenapaTtax onsa gerten |

| 9. | E 131 CnHmn naTeHTOBaHHbIN V (Patent Blue V) | | | | 3anpelwieH K NpMMeHeHUIO B
JNleKapCTBEHHbIX NpenapaTax ana neten |

| 10. | E 132 WHaurotnH, UHaurokapmuH (Indigotine, Indigo Carmine) | | | | 3anpewieH K
NPUMEHEHMNIO B JleKapCTBEHHbIX NpenapaTax 4ss neten |



| 11. | E 133 CuHuin 6nectawmnm FCF (Brilliant Blue FCF) | | | | 3anpelweH K NpMMeHeHuUto B
JleKapCTBEHHbIX NpenapaTax ana neten |

| 12. | E 155 KopuyHesbin HT (Brown HT) | | | | 3anpeLweH K NMpUMeHeHNIo B JleKapCTBEHHbIX
npenapaTtax An4 geTten |

| 13. | E162 CeBeKoNbHbIN KpacHbl, beTaHuH (Beetroot Red, Betanin) | | | | 3anpeweH K
MPUMEHEHMIO B JIEKAaPCTBEHHbIX NpenapaTax Ana neTten |

| 14. | Kpacutenu:l) E121 UwnTpycoBbin KpacHbin 2 (Citrus Red 2)2) E123 AmapaHT
(Amaranth)3) E154 Kopwu4iHeBbln FK Brown FK | | | | 3anpeweHbl K MpPUMEHEHUIO B
JleKapCTBEHHbIX NMpenapaTax |

| 15. | 9putpo3uH (E127) | NMepopanbHoe | 0 - 0,1 Mr/kr | npenapaT HeNb3s Ha3HavaTb U
NPUMEHATb MauneHTaM C NaToNorMen WUTOBMAHOW >Kefe3bl | 3anpelieH K MPUMEHEHUo B
JleKapCTBEHHbIX NpenapaTax ana neten |

| 16. | MepyaHckuin 6banb3aM | MecTHoe | * | BO3MOXXHbI KOXKHble peakuum | |

| 17. | beH3ankoHus xnopup | OpTanbmonormyeckme fekapcTBeHHble opMbl | * | BO3MOXKHbI
npnThl; n3beraTb KOHTaKTa C MAFKUMU KOHTaKTHbIMW JIMH3aMW; yOaJINTb KOHTAKTHbIE JINH3bI
nepen rnpvMeHeHWeM U BbDKAATb He MeHee 15 MUHYT nocine 3akanbiBaHWA npenapaTa; He
npumeHseTcsa y getein no 8 net | beHsankoHmna xnopuna obecuBeynBaeT MSArkMe KOHTaKTHble
JINH3bI |

| MecTHOe | * | KoxXHble peakumnu | | | |
| MHranaumoHHoe | 10 mkr/B 1 po3e | bpoHxocnasm | | | |

| 18. | Kucnota 6eH3onHasn n 6eH3oaTbl:1) E210 kucnota 6eH3omnHasn2) E211 HaTpua 6eH3oaT3)
E212 kanuga 6eH3o0aT | MecTHoe | * | Pa3zgpakeHnsa KOXu, raas n camsnctbolix obonoyek | |

| MapeHTepanbHoe | * | MPOTNBOMNOKa3aHO HOBOPOXXAEHHbLIM AeTAM | BbICOKUN pUCK pa3BUTuUS
XKENTYXN Y HOBOPOXAEHHbIX | | |

| 19. | BeH3unosbi cnupT | Bce | Hyneson | aHHbIA NeKapCTBEHHLIN npenapaT COAEPXXUT X Mr
6eH3nnoBOro cnupTa B KaXKAoln <eauHuWua A[O3UPOBaHMA> <efuHuua obbemMa> <4yTo
9KBMBa/ZleHTHO X  Mr/<Macca><obbem>>. BeH3WN0BbIN CAUPT MOXET  BbI3bIBaTb
annepruyeckme peakuumu. | |

| BeH3nnoBbin cnupT | MepopaibHbii, NapeHTepanbHblA | HyneBon | YcTaHoBNeHa CBA3b
6EeH310BOro CNMpTa C PUCKOM TSXKENbIX HeXenaTeslbHblX peakuuil, BKJYas 3aTpyLHEeHue

OblXaHna  (Ha3blBaemMoro "racnuMHr-cmHgpom") 'y  ManeHbkux peten. He paBante
HOBOpOXAeHHOMY pebeHKy (B Bo3pacTe OO0 4 Hendenb), €eC/IM HE PEKOMEHOOBaHO nevalium
BpayoM. | BHyTpmBeHHoe BBefeHMe OEH3MN0BOro cnupTa COMPOBOXAANOCH Cepbe3HbIMU

HeXxenaTe/bHbIMMN peakumamm " CMepTbio HOBOPOXAEHHLIX  ("racnmMHr-cuHpgpom").
MWHMManNbHOE TOKCUYECKOE KONMYEeCTBO BEH3MIOBOr0 CNMpTa HEN3BECTHO. MNpu NPUMEHEHUN Y
HOBOPOXXAEHHbIX B pasaen 4.4 OXJIM HeobxoanMo BKAKOHYNTL npesocTepexkeHue. | |

| BeH3unoBbln cnupT | MNepopanbHbIN, NapeHTepanbHbin | Hyneson | He npumeHaTh 6onblue
Hedenn y MaseHbKux geTten (B Bo3pacTe MeHee 3 NeT), €CQin TONIbKO HEe peKOMeHAO0BaHo
flevawmm BpavyoM MM paboTHUKOM anTeku | MOBbILLEHHbIA PUCK BCAEACTBUE HAKOMNEHUS Y
MasieHbKNX geTen. | |

| BeH3unoBbIn cNUpT | MepopankbHbIn, NapeHTepanbHblin | Hyneson | Ecin Bl 6epeMeHHbl nnm
KOpMUTE TPYyAblo, MPOKOHCY/bTUPYATECh C JlevaluMm BpavyoM wuanm paboTHUKOM anTekwu.
MpuyunHa: 6onblune Konnyectsa H6eH3MNOBOro CNMpTa MOryT HakKanaMBaTbCA B OpraHu3me u



BbI3blBaTb HEXENAaTENbHYIO peakuuio, HasbiBaeMyto "MeTabonnyeckum aumposom”. | | |

| BeH3unosbIn cnnpT | MepopanbHbIA, NapeHTepanbHbIM | Hyneson | Ecnn y Bac 3aboneBaHue
MevyeHn WM TMOYeK, MPOKOHCYNbTUPYNTECH C JieYallMM BpPayvyoM uam paboTHMKOM anTeKMu.
MpuyunHa: 6onblune Konnyectsa H6eH3MNOBOro cnMpTa MOryT HakKanaMBaTbCA B OpraHusme u
BbI3blBaTb HEe)XeNaTeNbHYyl0 peakuuio, HasbiBaemyto "MeTabonmyeckmm aumpgosom". | B
bonbWKMX KoNnYecTBax ciefgyeT NPMMEHATb C OCTOPOXKHOCTbLIO U TONbKO Npu HeobxoammocTw,
0COBEHHO Yy MauMeHTOB C HapylleHMeM (PYHKUUM MeYeHU UM MOYEK - B CBHA3U C PUCKOM
KYMYSLUU N TOKCUYHOCTK (MeTabonunyveckmnin aumaos). | |

| BeH3nnosbln cnnpT | MecTHbIN | HyneBon | BeH3nnoBbIN CNNPT MOXET Bbi3blBaTb Jierkoe
MeCTHOoe pa3gpaxeHue | | |

| 20. | Macno 6epramoTa bepranteH | MecTHoe | * | loBbilWaeTCcs YYBCTBUTENbHOCTb K
yNbTPOMPMONETOBLIM JlydaM (KakK K HaTypajibHbIM, TaK W WCKYCCTBEHHbIM Jsiy4aMm) | He
ncnonb3syeTcsa Npu Hann4um bepranTteHa B Mache |

| 21. | BpoHonon | MecTHoe | * | MeCTHble KOXHbIEe peaKuun (KOHTaKTHble AepMaTuThl) | |

| 22. | ByTunrngpokcuanuson E320 | MecTHoe | * | MeCTHble KOXHble peakuun (KOHTaKTHble
OepMaTuTbl), pasapakeHns rnas u CamsncTbix 06ono4ex | |

| 23. | ByTuarngpokcutonyon E321 | MecTHoe | * | MeCTHble KOXHble peakuun (KOHTaKTHble
OEPMaTUTbI), pa3gpakeHns rnas n camsncTbix 06osovek | |

1
| Ne n/n | HaumeHoBaHMe BCcnoMoraTesbHbIX BewecTs | MNyTb BBeAeHus | JonycTuMblie npeaensbi
cofepXXaHua BCrNoMoraTesibHbiX BelwecTB | WHgopmaums, noanexauwas OTpaXKeHuio B

WHCTPYKLMN N0 MeAULMHCKOMY NpUMeHeHUIo | KomMeHTapumn** |

| 24. | Macno KacTopoBoe NOJINITOKCUINPOBAHHOE;MAC/I0 KAaCTOPOBOE MOJINITOKCUINPOBAHHOE
rungporeHusnpoBaHHoe | NapeHTepansHoe | * | Cepbe3Hble anfieprnyeckne peakuum | |

| MepopanbHoe | * | HapyLueHns »KenyA04HO-KNLWEeYHOoro TpakTa u gnapes | | | |
| MecTHoe | * | KoXXHble peakuuu | | | |

| 25. | CnnpT LeToCcTeapu-n0BLIN;CNUPT LLeTUNO0BLIN | MecTHOe | * | MeCTHbIe KOXKHble peakLumn
(KoHTakTHble gepMaTuThl) | |

| 26. | Xnopkpe3on | MecTHoe MNapeHTepanbHoe | * | Annepruyeckune peakuum | |
| 27. | AumeTnncynbdokcug | MecTHoe | * | PasapakeHuns Koxu | |

| 28. | 2TaHon | NepopanbHoe u napeHTepanbHoe | Coaep>XaHue 3TaHOMa B pPa3oBOM [03e
MeHee 100 mr | MpenapaT cogep>XUT HU3KUA ypoBeHb 3TaHoNa | Coaeprxalime 3TaHoNa, MeHee
100 mr B pa3oBon gose |

| oT 100 Mr go 3 r 3TaHona B pa3oBou pfo3e | MNpoTmBonokasaHo: A8 NWL, CTpajatlowmx
asIkoroaIM3MoMm, 3nunencuen, petTam, b6epemMeHHbIM N KOPMALWMM >KeHLWMHaM, 60sbHbIM C
3abonesaHuamu neveHu | | | | |

| MepopanbHOe u NapeHTepanbHoe | 3 r B pa3oBon Ao3e npenapaTta | [poTuBonokasaHo: Ans
vy, CTpagarLwmx askoroansMom, anmnencuen, getam, 6epeMeHHbIM 1 KOPMALLUWM »XXEeHLLUWHaM
n 605bHbLIM C 3ab0s1eBaHNSAMMN NevYeHn; BANSAET Ha CNOCOBHOCTb yNMpaB/ieHUS TPAHCMNOPTHLIMU



cpencTBaMu UM onacHbIMU MexaHW3MaMu; BANAET N U3MEHSEeT AENCTBUSA OPYrux JeKapcTs |
KonnyecTBo 3TMI0BOIO CNMPTa B 3TUX JIEKAPCTBEHHbIX NMpenapaTax MOXEeT BANATb U U3MEHATb
OeNcTBuS ApYrux nekapcTs | | |

| 29. | ®opmanbgerng | MecTHoe | * | BO3MOXHbI CJlydaM MECTHbIX KOXXHbIX peakuui
(KOHTaKTHble pepMmaTuThl) | |

| MepopanbHoe | * | HapyweHus xenyao4HO-KULWeYHOro TpakTa n gnapes | | | |

| 30. | ®pykTOo3a | MNepopanbHoe | * | MNepen HasHavyeHMeM MpenapaToB YCTaHABIMBAETCSH
NepeHoCMOCTb hpyKTO3bI; NMPOTMBOMOKa3aHo 60/1bHbIM C Hac/ieACTBEHHOM
HEeNepeHOCUMOCTbIO PPYKTO3bI | |

| MapeHTepanbHoe | 5 r | Konm4ecTBo (pyKTO3bl B I B PA30BO A03e npenapaTa; He Ha3Ha4vaTb
naymeHTaM C caxapHbiM guabetom | | | |

| ’Knaokne nekapcTBeHHble hOpMbI ANS NMpUeMa BHYTPb, TabneTku xeBaTesbHble | * | HaHOCAT
Bpen 3ybam | Mpu 4nvTeNbHOM UCMNONb30BaHUN B TedeHue ABYX uan bonee Hegenb | | |

| 31. | FanakTo3a | lMapeHTepanbHoe | * | lpoTMBOMOKa3aHo suMULaM C HacleLCTBEHHOM
HernepeHOCMMOCTbIO FanakTo3bl, rasakTolemumen | |

| MNepopanbHoe | * | TlpoTuBOMOKA3aHO suvUaM C HacJeACTBEHHOW HEeNepeHOCUMOCThbIO
ranakTo3bl, rajsaktodeMunen nnm maababcopbunen rniokosoranakTossbl | | | |

| MepopanbHoe MapeHTepanbHoe | 5 r | KonnyecTBo rasakTo3bl B I B pa30BO 03€e npenapaTa;
OCTOPOXXHO Ha3Ha4vaTb 60JIbHBIM C caxapHbIM gnabeTom | | | |

| 32. | Tnoko3a | MepopanbHoe | * | [poTuMBOMOKasaHo nvuam c Manbabcopbuwnen
rIOKO3bl-rasiakTosbl | |

| NepopanbHoe MapeHTepanbHoe | 5 r | KoAnMYeCcTBO MOKO3bl B I B Pa30BOM A03€ npenapaTa;
OCTOPOXXHO Ha3Ha4aTb 60JIbHBIM C cCaxapHbIM gnabeTom | | | |

| PacTBopbl Ansa mpuema BHyTpb CocaTefbHble >XeBaTesibHble Tabnetku | * | OkasbiBaeT
noespexgawllee gencrtesme Ha 3ybbl | JaHHas MHpOpMaUMa BKAOYAeTCs B UHCTPYKLUMIO, Npu
ONNTenbHOM nNpuMeHeHun (ose n bonee Hegensb) | | |

| 33. | Tnuuepon | MepopanbHoe | 10 r/B 1 po3se | MNMobo4yHble peakuwuun: ronosHas 6ob,
HapyLlleHNsa XXenyao4YHO-KULLEeYHOro TpakTa, anapes | |

| PekTanbHoe | 1 r | Mocnabnsiwowee pgencteue | | | |

| 34. | TenapnH (B ka4yecTBe BCroMoraTesibHOro BeuwecTBa) | lapeHTepanbHoe | * |
Annepruyeckme peakuun, CHUXKeHMe CBepTbiBaeMOCTM KPOBU: MPOTMBOMOKA3aHO AuuaM C
afieprnyeckon peakumen Ha renapuH | |

| 35. | Cupon rmpgporeHn3npoBaHHOM FOKO3bl (MM ManbTUT Xuakun) | MepopanbHoe | * |
MpoTnBONOKa3aHoO AMLLAM C HacNeACTBEHHON HEeMepeHOCUMOCTbIO (PYKTO3bI | |

| 10 r | VYMmepeHHoe nocnabnsiowee OeNCTBUE;  YKa3blBaeTCA  KaJIOPUMHOCTb
rMApPOreHN3NpPoOBaHHONM FKO3bI - 2,3 KKan/r | || | |

| 36. | Caxap mHBepTHbIN | MepopanbHoe | | MNMpoTMBOMOKa3aHO nuuaM C HacneLCTBEHHOM
HenepeHoOCUMOCTbIO (PPYKTO3bl NN Manbabcopbuuneln rnoKo3bi-rasakTossbl | |

| 5 r | Koam4ecTBo rnoKo3bl U (PPpyKTO3bl B I B Pa30BOW [03e MnpenapaTta; OCTOPOXHO
Ha3Ha4aTb 60JIbHbIM C caxapHbIM gnabeTtom | | | | |



| PacTBopbl Ans npuvemMa BHYTpb; cOCaTesbHble >XeBaTesibHble Tabnetkm | * | OkasbiBaeT
nospexgaioLlee genctane Ha 3ybol | Mpn gnmtensHoMm npuMeHeHnn (aBe n 6onee Hepenn) | | |

| 37. | NakTuT E 966 | lNepopanbHoe | * | MNpoTmBOMoOKasaHo nuuaM C Hac/leACTBEHHOM
HernepeHoCMMOCTbID  (IPYKTO3bl, FajaKTo3bl, rajakTosemuven wuam  masbabcopbunen
rIOKO3bl-ranakTossbl | |

| 10 r | YMepeHHOe nocnabnsioulee AeNCTBUE; YyKa3blBaeTCA KaNOPUAHOCTb NlakTuTa - 2,3
kkan/r | |||

| 38. | JlakTo3a | [MlepopanbHoe | * | T[lpoTMBOMOKasaHO suMUaM C Hac/leACTBEHHOM
HernepeHoCUMOCTbIO ranakTo3bl, nedpnynTom hepmeHTa Lapp (JTAMMM)-nakTassl,
ManbabcopbLuen rnoKo3bl-ranakTossl | |

| 5 r | YKasbiBaeTCcsa KOMYECTBO JIaKTO3bl B I B Pas3oBOM [03e npenapaTta; OCTOPOXHO
Ha3Ha4aTb 60JIbHbIM C caxapHbIM gnabeTtoMm | | | | |

| 39. | NaHonuH (LLUepcTsaAHOM Xup) | MecTHoe | * | MeCTHble KOXXHble peaKumn (KOHTaKTHbLIN
aepmatuT) | |

| 40. | E 965 ManbTuT; E 953 N30oManbTuTon; ManbTUT XUAKUA (CUPOM rMAPOreHN3npPoBaHHON
rnwoko3bl) | TNepopanbHoe | * | T[lpoTMBOMNOKasaHoO JsuMuaM C  Hac/le4CTBEHHOM
HenepeHoOCUMOCTbIO PPYKTO3bI | |

| 10 r | YmepeHHoe nochabnfwolee OeNCTBUE;  YKa3blBAaeTCA  KaNOPUMHOCTb
rMAPOreHN3nPoOBaHHON rNOKo3bl - 2,3 KKan/r | ||| |

| 41. | MaHHUTON (MaHHWT) E421 | MepopankbHoe | 10 r | YMepeHHOe nocnabnsatowee gencreme |

| 42. | OpraHuyeckune coeanHeHnsa pTyTu:1) TMoMepcan2) MeHnN-pTyTn HUTPaT3) PEeHUN-pTYTU
auetaT4) ddeHnn-ptyTn 6opat | OdTOoNbManornyeckne nekapCcTtBeHHole dopmbl | * |
Anneprunyeckmne peakuun | |

| MecTHOe | * | MeCTHble KOXHble peakunn (KOHTaKTHbIM AepMaTuT), HapyLleHne nurMeHTaumm
KoXu | | ||

| MapeHTepanbHoe | * | Anneprudeckune peakuumm | | | |

2

| Ne n/n | HanmeHoBaHMe BCcnomoraTenbHbiX BelwecTs | MyTb BBeAeHUs | [lonycTuMble npenens
COLepXXaHUsa BCMomoraTesibHbIX BewecTB | WHpopMauus, nopsiexawas OTParKeHUo B
NHCTPYKLMN N0 MEAULIMHCKOMY MpUMeHeHWo | KoMMeHTapumn** |

| 43. | MaparmppokcubeHsoaTbl M ux 3¢hupbl:l) 3Tuanapa-rugpokcnbeHsoat (E 214)2)
nponun-naparng- pokcubeHsoat (E 216)3) marHmsa xnopup nponunnaparunapokcmberHsoat (E
217)4) metun-naparngpokcmbensoat (E 218)5) HaTpusa meTunnaparngpokcubernsoat (E 219) |
MepopanbHoe; ohToNbMaNOrM4eckme nNeKapcTBeHHbIe ()OpMbl;MecTHOe | * | Annepruyeckue
peakuuun 3amenneHHoro Tuna | |

| MapeHTepanbHoOe; WHranaumoHHoe | * | Anneprmyeckume peakumu 3amMefsieHHoOro Tuna,
6poHxocnasm | | | |

| 44. | ®eHnnanaHunH | MecTHOe, NnepopanbHOe, NapeHTepanbHoe | * | MpoTnBonokasaHo Auuam
C heHunkeToHypuen | |



| 45. | Kanun | NapeHTepanbHoe | Coaoep)kaHue Kanus MeHee 1 MMOMb B pa3oBOA ao3e |
YKa3blBaeTCs KOJINYECTBO Kasans B MMOb (M M) B pa30oBOW A03e npenapaTa | B uHcTpykumu
MHopMaL s OTHOCUTENIBHO COAEPXKaHUSA Kallusg OCHOBbLIBAETCHA Ha obLieM coaepxaHum Kanums
B npenapaTe; MmeHee 1 MMob (39 Mr) B pa3oBON A03e, CHUTATCA npenapataMu cBoboaHbIMUN
OT Kanus; ocobeHHO Ba)KHO, Npu NpMMEHeHNX B NeanaTpuyeckon npakTuke, rae HasHavalTcs
npenapaTbl C HU3KUM YPOBHEM Kanus |

| MapeHTepansHoe MNepopanbHoe | Copep>xaHne Kanma 1 MMosib B pa30BO A03e | YKa3biBaeTcs
KOJINYECTBO Kasiumsa B MMOJIb (MAn Mr) B pa30BOW [03e npenapaTta; OCTOPOXXHO Ha3HayaTb
JIMLaM CO CHMXXEHHOWM (PyHKLMEN MOYEK UM Y KOTOPbIX KOHTPOJIMPYETCS NMOCTYMNJIEHNE Kains C
nvwen | | | |

| BHyTpnBeHHoe BBefeHue | 30 mmonb/n | bonb B MecTe nHbekuun | | | |

| 46. | MNponuneHrankonbs (E 1520) wn >3dupbl nponuneHrnnkons | TllepopanbHbIi,
napeHTepasnbHbln | 50 Mr/kr/cyT | ECcnn Bbl 6epeMeHHbl uam KopMuTe rpyabio, He NpuHMManTe
OaHHbIA NeKapCTBEHHbLIN NpenapaT, eC/in TONbLKO OH HE PeKOMeHAOBaH JievyawmM BpayvoM. Bo
BpEMSA rMpuemMa [JaHHOro JIeKapCTBEHHOro rMpenapaTa Jievyawmn Bpad MOXeT MpoBecTu
jononHuTensHoe obcneposaHme. | HecMoTpsa Ha TO, 4TO He MNMoKa3aHo, YTO NPOMNWAEHT INKOJb
BbI3blBaeT PENpPOAYKTUBHYIO U OHTOMrEHEeTUYECKY TOKCUYHOCTb Y XXMUBOTHbLIX WIN NOAEN, OH
MOXeT JocTuraTb nnoga v obHapyxmBasnca B MoOaoKe. Kak cnencrteve, HeobXxooMMOCTb
BBeLEHUSA TMPOMUIEHIINKONA OGepeMeHHbIM 1  KOPMAWMM TFpyabio MNauuMeHTaMm creayet
paccMmaTpuBaTb B UHAUBUAYASIbHOM MoOpsaaKe. |

| Mponunnernrankons (E 1520) n achupbl nponuneHrnnkons | NepopaibHbli, NapeHTepasbHbINA |
50 wmr/kr/cyT | Echm y Bac 3aboneBaHme ne4vYeHW WAN MNOYEK, HE MNPUHUMMANTE AaHHbIN
JIeKapCTBEHHbIN NpenapaT, ec/in TOJIbKO OH He PEKOMEHAOBaH NievyawmMm BpayoM. Bo Bpems
npueMa [JaHHOro JIeKapCTBEHHOro npenapaTta Jiedaliuin  Bpad MOXeT MpoBecTu
pononHuTenbHoe obcnepoBaHme. | Heobxoommo yCTaHOBUTL MeauUMHCKoe HabnogeHne 3a
naumeHTaMn C HapylweHneM GYHKLUMU MNOYEK WAN MNEYEHW, TMOCKOJIbKY coobuwanocb o
Pas/INYHbIX He)XenaTefbHbIX ABAeHUSAX, 00YyCNOBNEHHbLIX MNPOMUJEHTIMKONEM, TaKUX Kak
novyeyHas AMCAHYHKUNS (OCTpbIR TyBYyNapHbLIA HEKPO3), OCTpas NoYyevyHass HeJoCTaTOYHOCTb U
ANCYHKLMA neYveHu. | |

| Mponunernrankons (E 1520) n acbupbl nponuneHrnnkons | NepopaibHblA, NapeHTepasbHbIN |
500 mr/kr/cyT | MponuNeHrnnMkKosb, CoAepXXallnunca B AaHHOM JileKapCTBEHHOM npenaparTe,
MOXeT OKa3blBaTb TaKoe e [eNCTBMe, KakK ajikorojb, MoBbIlWas BEepPOSATHOCTb pPa3BUTUSA
HeXenaTesibHbIX peakuun. He npumeHanWTe [OaHHbIM NeKapCTBEHHbIA npenapaTt y AeTen
Maagwe 5 net. lNMpuMeHanTe AaHHbIN NIeKapCTBEHHbIM MNpenapaT TOJIbKO MO Ha3HaYeHUto
Bpada. Bo BpemMs npumema [aHHOro JIeKapCTBEHHOro npenapaTa Bpay MOXXeT rMpoBecTu
nornonHuTenbHoe obcnepgosaHme. | Ha doHe BbICOKMX A03 M MPOAOJIKUTENIbHOr0 NPUMEHEeHNs
NPONUNEHIr TNKONSA COOBLWAanocb O pPa3fINyHbIX HeXenaTeNbHbIX SABJeHUAX, TaKuUX Kak
rMNepoOCMONANbHOCTb, NaKTaT-aunao3; novyeyHas ANCHYHKUUSA (OCTpbIN TyOynApHbIA HEKPO3),
0CTpas noyYyeyHas HeJOoCTaTOYHOCTb; KAPANOTOKCUYHOCTb (apUTMUK, FTMNOTEH3UA); HapyLweHns
CO CTOPOHbI LEHTPasibHOW HEPBHOW CUCTEMbI (Aenpeccus, KoMma, Npunagku); yrHeteHue
OblXaHWA, oAblWKa; NeYyeHo4YHass ANCHYHKUNA; reMoNNTUYecKasa peakumsa (BHyTPUCOCYaUCTbIN
remMonus) nm remornobuHypus, a TakXXe NoJnopraHHas AnChyHKUMA. B cBA3M C 3TUM [03bI,
npesblwakmwmne 500 Mr/Kkr/cyT, MOXHO BBOAUTbL AeTaM >5 neT, opgHako TpebyeTcs
WHAUBMAYaNbHLIA noaxod. [locne OTMeHbl MNPOMNUEHIIMKONA HeXenaTesibHble $BJIeHUs
06bl4HO pa3pewatoTca, B 6onee TAXKenbIX Ciyv4asx — nMocne remoguanusa. Tpebyetcs
MeauuunHcKkoe HabnogeHwe. | |



| Mponunenraukons (E 1520) wn 3cumpbl nponuneHrnukonsa | KoxHbid | 50 Mr/kr/cyT |
MponuneHrnMkoab MOXeT BbI3biBaTb pPasfpakeHue KoXu. He npumMeHanTe [aHHbINA
JleKapCTBEHHbIN NpenapaT Ha OTKPbITbIX paHax uam 6onbLIMX MAoWanax NOBPEeXAEeHHON 1aun
Mopa>keHHOoM KOXXN (HanpuMep, NOCJie 0)KOroB) y Aeten mnagwe 4 Hegenb 6e3 KOHCYbTauum
Jlevallero Bpayva wanm paboTHuka anTeku. | | |

| | MponuneHrnukonb (E 1520) n 3dupbl nponuneHrnukons | Koxdein | 500 mr/kr/cyT |
MponuNeHrNnKosib MOXKET BbI3blBaTb pa3apaKeHne KoXU. NoCKobKY OaHHbIA 1eKapPCTBEHHbIN
npenapaTt CoOepP>XUT MPOMUIEHIJINKO/b, He MNPUMEHSINTE ero Ha OTKPbITbIX PaHax Wn
6onblINX NOWanax NOBPEXOAEHHON UM MOParKEHHON KOXXW (Hanpumep, rnocne oxoro) 6e3
KOHCY/IbTaLWM Jievallero Bpaya nnm paboTHUKa anTeku. | |

| Mponunernraumkone (E 1520) v 3dupbl nponuneHrnmkonsa | Bce | 1 mr/kr/cyT | OaHHbIN
JIEKapCTBEHHbLIN MpenapaT COAEPXUT X Mr MPOMNUAEHIIMKOAS B KaXXOonm <eduHuua
003UPOBaHMA> <efunHULA 06beMa> <4YTO 3KBUBAJIEHTHO X Mr/<Macca><obbem.>> | | |

| Mponunenrankons (E 1520) n acompbl nponuneHrankons | MepopanbHbliil, NapeHTepanbHbin | 1
Mmr/kr/cyT | Ecnn Bawemy pebeHKy MeHblie 4 Hepenb, npexne 4eMm AaTb €My [AaHHbIN
JleKapCTBEHHbIN npenapaT, NOCOBETYMWTeChb C JievallMMm BpavyoM WaM pabOTHUKOM anTekw,
ocobeHHO ecnn pebeHOK nony4vYaeT pApyrue JiekapCTBeHHble mnpenapaThl, coAepxxalime
NPONUNEHIr TNKONb WA  ankorofb. | OAHOBpeMeHHOe BBefeHuMe ¢ nwobbiM cybcTpaToM
afnKorosiboernaporeHasbl, TakKMM KakK 3TaHOJ, MOXET BbI3blBaTb Cepbe3Hble HeXefaTeslbHble
peakuun y HOBOPOXAEHHbIX. | |

3
| Ne n/n | HanmeHoBaHMe BcnomoraTenbHbIX BelwecTs | MyTb BBeAeHUs | lonycTuMble npenensi
conepXaHUs BCroMoraTesibHbIX BewecTB | WHdbopMaumsa, noanexailas OTPaeHuio B

NHCTPYKLMN NO MEAULMHCKOMY MPUMEHEHNI0 | KoMMeHTapum** |

| Mponunernrankons (E 1520) n acbupbl nponuneHrnnkons | NMepopanbHblid, NapeHTepasbHbIN |
50 wmr/kr/cyT | Ecnn Bawemy pebeHKy MeHblle 5 neT, npexne 4em [aTb eMy [OaHHbIN
NleKapCTBEHHbINM MpenapaT, MOCOBEeTyMTeCb C JieYyawum BpadoM unm paboTHUMKOM anTeKkwu,
ocobeHHO ecnn pebeHOK nony4vaeT pApyrue JsiekapCTBeHHble mpenapaThl, colepxxaliue
NPOMNWNEHI INKOAb WAW ankoronb. | OpgHoBpeMeHHoe BBeAeHWe ¢ wbbim cybcTpaTom
aNKoronbhernaporeHasbl, TakKUM KaK 3TaHOJl, MOXXET Bbi3blBaTb Cepbe3Hble HexefaTesbHble
peakuuun y geten mnagwe 5 net. | |

| 47. | Macno KyHXXyTHoe | Bce nyTn BBegeHus | | Peakne cnyydan cepbesHbIX asiieprniyeckux
peakuun | |

| 48. | HaTpuin | NapeHTepanbHoe | CoaepxaHne HaTpus MeHee 1 MMOAbL B pa3oBoW fo3e
npenapaTa | YKa3blBaeTCA KOMYECTBO HAaTPUSA B MMOJIb (MK Mr) B pa30oBOM A03e npenapaTa |
B WHCTpyKUMM MHGDOPMaLMSA OTHOCUTENIbHO COAEP)XaHUA HaTpus OCHOBbIBaeTCs Ha obuiem
coZlep>XaHun HaTpuWA B NpenapaTe; NpenapaThl coaepxxallume HaTpusa meHee 1 MMonb (23 Mr) B
pa30BON [03e, CHUTATCA NpenapaTaMu cBo6OAHLIMU OT HaTpusa; OCOBEHHO 3TO Ba)KHO, Npu
NPUMEeHeHNN B negmnaTpUYecKon NpakTUKe, rae Ha3HavalTCsA npenapaTtbl C HU3KUM YPOBHEM
HaTpu4 |

| NMapeHTepanbHoe; nepopanbHoe | Coaep)xaHue HaTpusa 1 MMoOnb B pa3oBon pose |
YKa3blBaeTCsa KOJIMYECTBO HAaTPUS B MMOJIb (MM Mr) B pa3oBON A03€e rnpenapaTta; OCTOPOXXHO
npu Ha3HavyeHUn nuuam, cobnwopatowmm becconesyto anety | | | |



| 49. | Knucnorta copbrHoBas n ee conu | MectHoe | ¥ | MeCTHbIE KOXHbIE peaKLun (KOHTAaKTHbIN
aepmaTtuT) | |

| 50. | Copbuton E420 | NepopanbHoe MapeHTepanbHoe | * | [poTnBONOKa3aHbl NauneHTaM C
HacnenCTBEHHOW HENepPeHOCUMOCTbIO (PPYKTO3bI | |

| MepopanbHoe | 10 r | YMepeHHoe nocnabnsawowee AenCTBUE; yKa3biBaeTCAa KalOPUAHOCTb
copbutona - 2,6 kkan/r | | | |

| 51. | Macno coeBoe,Macno coeBoe rmaporeHn3npoBaHHoe | Bce nyTn BBeaeHus | * | MecTHble
KOXXHble peakuun (KOHTaKTHbIA aepMaTuT) | |

| 52. | Cteapunosbin cnupT | MecTHoe | * | MeCTHble KOXHble peakunn (KOHTaKTHbIN epMaTuT)

| 53. | Cykposa | [MepopanbHoe | * | [poTMBOMOKasaHO snuMuUaM C Hac/leLCTBEHHOM
HEMepeHOCUMOCTbIO PPYKTO3bl, Manbabcopbumnen rnoKo3bl-ranakTosbl, gedruymntom depMeHTa
CyKpasbl-n3omasibTasbl | |

| 5 r | Yka3biBaeTCa KONMYECTBO CyKpa3bl B rpaMMax B pa30BOM [03e npenapaTa;oCTOPOXKHO
Ha3Ha4aTb 60/1bHbIM C caxapHbiM gunabeTtom | | | | |

| PacTBOpbLI ANA NpueMa BHYTpb; COCaTeslbHbIE, )XeBaTeNbHble TabneTku | * | MoBpexpatowee
hencrTene Ha 3ybbl | JaHHaa nHhoOpMaLums BKJKOHAEeTCSH B MHCTPYKLMIO, KOrAa JlekapCTBEHHbIN
npenapaT npefHasHa4vYeH oasa AnMTenbHOro npuMmeHeHns (ase n bonee Hepensb) | | |

| 54. | CynbdpunThl, BKIOYasa MeTabucynbduThl:1l) cepbl anokcup E 2202) HaTpusa cynbdpuTt E
2213) HaTpua bucynbunt E 2224) HaTpusa meTabucyneut E 2235) kanna metabucynsgput E
2246) kanua bucynbut E 228 | lNepopanbHoe; napeHTepasibHOE; WHransumoHHoe | * |
CepbesHble annepruyeckme peakumnm n 6poHxocnasm | |

| 55. | MNweHn4HbIN Kpaxman | MNepopanbHoe | * | [IPOTUBOMNOKA3aH AMuaM C ajnepruiyeckumm
peakuuaMu Ha MWeHUYHbIN Kpaxman | TMWeHNYHbIn KpaxMasa MOXeT coAep)kaTb [oTeH
(cneppbl) |

| 56. | Kcunnton | NepopanbHoe | 10 r | YMepeHHoe nocnabnswwee AeNCTBUE; YKa3blBaeTCs
KanopuMHOCTb KcunnTona - 2,4 kKkan/r | |

TekcT

Nicnonb3yemble COKpaLeHUs: MI - MWIIUTPAMM; KF - KWJIOrPaMM; MKF - MUKPOrpamm; r -
rpaMMm; KKas - KWJ0Kanopuin; MMoJlb - MAJIUMOSb; J1 - JINTP.

TekcT

MpumeyvaHue:

TekcT

* He3aBMCUMO OT KOJINYECTBEHHOIO coaepXXaHumda BCnomMoraTesibHbIX BELLECTB, I/IH(DOpMaLI,I/Iﬂ,
YKa3aHHaA B KOJIOHKe 5, OTpaXXaeTcCAa B MHCTPYKUMKN MO MeJNUNHCKOMY MPpUMeHeHNIO.

TekcT

** MIH(hopMauus, yKasaHHasa B KOJIOHKe 6, npefHa3Ha4vyeHa LJ19 DKCMepToB Npu nposeneHun
creunanm3inpoBaHHOM 3KCMepTU3bl JIeKapCTBEHHOIO CpeacTBa.



| | MpunoxeHne 5 kK npukasy MuHUCTP 34paBooxpaHeHus Pecnybaukm KasaxctaH oT 25
aBrycta 2025 roga Ne 83 |

| | MpunoxeHune 18 K NnpasuiaM NpoBeAeHNs 3KCNEePTU3bl IEKAPCTBEHHbIX CPEACTB |

FnaBa NepeyeHb U3ME@HEHUW, BHOCUMbIX B perucTpauuoHHoe focbe
NleKapCTBEHHOro cpeacTBa

TekcT

A. ADMUHNCTPaTUBHbIE N3MEHEHMUNS

| A.1 N3meHeHMe Ha3BaHUA K (UK) agpeca Aep>KaTess pPerucTpaunuoHHOro yaooCToBepeHus |
Ycnosusa | JokyMeHTbl U faHHble | Mpoueaypa | |

e S e
| @) AepxxaTenb perncTpaumMoHHOro ygoctosepeHus He meHsetcsa | 1,2 |1, 2 | 1A | |
| 6) CMeHa pepxxaTens perucTpaumMoHHOro ygoctoseperus | | 2, 3,4 | 1B ||

| Ycnosusa 1.0epxxaTenemM permctpaumoHHOro yaoCTOBEepeHus ABASeTCS opuandeckoe amuo. 2.
N3meHeHne He TpebyeT oueHkn 6e30MacHOCTN, KayecTBa N 3PHEKTUBHOCTM U COOTHOLLIEHUS
NnoJib3a-puCK SleKapCTBEHHOro cpeacTBa (cneunanusnpoBaHHas skcnepTusa). || || |

| AokyMmeHTauusa 1. JOKyMeHT OT COOTBETCTBYIOLLEro YNOJHOMOYEHHOr0 opraHa (Hanpumep,
Ha/I0roBOoro opraHa), B KOTOPOM yKa3aHO HOBOe Ha3BaHWe mam agpec. 2. MNepecMmoTpeHHas
MHopMaumsa O JieKapCTBEHHOM npenapaTe (obHOBNEHHAs KpaTKas XapaKTepucTuka
JleKapCTBEHHOro npenapaTa, MHCTPYKUMA N0 MEAULMHCKOMY MPUMEHEHMIO (TINCTOK-BKAaAbILW),
MapkupoBKa). 3. KpaTKasa xapakKTepucTuka cuctembl hapmMakoHaa3opa OT HOBOrO geprkaTens
perncTpaunoHHoro ypoctoBepeHnsa (panee - [PY) Bkaw4aloT chepyowine 3/eMeHThI:
MHpOpMaLMa O TOM, YTO AepxaTeflb PerncTpaunoHHOro yaoCTOBEPEeHUSs MMEeeT B CBOEM
pacrnopsi>XeHnn ynosIHOMOYeHHOE MU0 3a rnobanbHbIn hapMakKoHaA30p; KOHTAKTHbIE AaHHble
YNOJIHOMOYEHHOro nuua 3a rnobanbHbIn dapMakoHa[30p; JAeknapauus, nognucaHHas
jep)xaTtenem perncTpaunoHHOro yaoCTOBEPEeHMA O TOM, 4YTO OH UMeeT CcucTemy
(hapMakoHaf3opa ANS BbIMOAHEHUSA 3agad 1M o06593aHHOCTEN NO MOCTperncTpaumoHHOMY
KOHTpoJ1to 6e30MacHOCTN JIEKAaPCTBEHHbLIX CPEACTB; CCbl/IKa Ha MecTo (agpec), rae xpaHUTcs
MacTep-thann cunctembl hapMakoHagsopa. 4. [orosopbl Mexay npowussoauTenem m OPY Ha
NMpaBo OCYLLLEeCTBJIEHNSA AeaTeNbHOCTM No hapMakoHaasopy. | ||| |

| A. 2 WN3MeHeHme (TOProBoro) HaMMeEHOBaHWA JieKapCTBEHHOro npenapaTta | Ycnosus |
JoKyMeHTbl 1 faHHble | Mpoueaypa | |

| @) NlekapcTBeHHble NpenapaTbl | 1] 1,2,3,4,5|1B ||

| YcnoBma 1 N3beraTtb nyTaHUUbl C Ha3BaHMAMU CYLLECTBYIOWMX MeAULMHCKUX MpenapaToB
nnnm e ¢ MexayHapogHbIM HernaTeHTOBaHHbIM HauMeHoBaHueM (ganee - MHH), ecan xe
HauMeHoBaHMe obLenpuHATOe, W3MEeHeHWe nMpouM3BedeHO B CJiefylolWeM nopsgke: oT
obLLenprHATOro Ha3BaHUA K papmakonenHomy wam Kk MHH | | | | |

| OokymeHTauus 1. MoTuBupoBaHHoe obocHOBaHMe Heobx0AMMOCTU M3MEHEHUS Ha3BaHWuA
npenapaTa. 2. lNepecMoTpeHHas WHGOPMaUUa O JIeKapCTBEHHOM MpenapaTe (obHoBAeHHas
KpaTkaa XapakKTepucTuUKa JieKapCTBEHHOro npenapaTta, WHCTPYKUMA MnNo MeduuUHCKOMY
MPUMEHEHNI0  (INCTOK-BKAaAbIW), MapKkumpoBka). 3. Konus [OKyMeHTa, BblOaHHOIO



KOMMNEeTEHTHbIMW OpraHamMu CTPaHbI-MPON3BOANTENSA, KOTOPbIA yAOCTOBEPAET U3IMEHEHME ero
Ha3BaHuMA. 4. MNoanuncaHHas Aeknapauus O TOM, YTO MeCcTo, cnocob, cocTaB, HOPMATUBHBIN
[OKYMEHT, perjiamMeHTUpPYLWNA Ka4ecTBO npenapaTta ocTannucb 6e3 nsmeHeHus. 5. Begomoctb
N3MEHEHUN K YTBEPXAEHHOMY HOPMaTMBHOMY [OKYMEHTY MO KOHTPOJIO KayecTBa MU
6esonacHocTn JIC. | | | | |

| A. 3 W3MeHeHMe HauMeHOBaHWUSA aKTUBHOW dapmaueBTUH4ecKon cybCcTaHuMn wnu
BCNOMOraTenbLHOro BewecTsa | Ycnosusa | JoKkyMeHThl 1 AaHHble | Mpoueaypa | |

1111, 2]1A]]

| YcnoBus 1. ®apmaueBTuyeckas cybcTaHuma (BCnoMoraTesibHOe BeLWecTBO) He n3MeHsaeTcs. | |

| DokymeHTauma 1. CBupeTtenbCTBo BcemMmpHomM opraHmsaumm 3gpasooxpaHeHus (oanee - BO3)
06 yTBEpXAEHUN UK KOMUS nepedHs MexxayHapoAHOro HermnaTeHTOBAaHHOIO HaMMEHOBaHUS.
Ecnn npmMeHuMMO, NOATBEPXOEHME TOro, 4YTO U3MEHEeHMe COOTBEeTCTBYeT [ocydapCTBEHHON
Qapmakonee Pecnybnmkm KasaxcTaH. [eknapauums, 4YTO HauMeHOBaHMEe pacTUTesbHbIX
JNIeKapCTBEHHbIX MpernapaToB pPacTUTENbLHOrO MPOUCXOXKXOEHUS COOTBETCTBYET AOKYMEHTaM
Pecnybnunkun KasaxcTtaH. 2. lNepecMoTpeHHas nH(opMaLna 0 IeKapCcTBeHHOM npenapaTte. | | | |

| A. 4 N3meHeHMe Ha3BaHMA U (MNK) appeca: npomsBoauTens (BkaYasd, ecnm NPUMeHUMO,
MAOWanoK MO KOHTPOJIIO KavyecTBa), WIKM pepxaTtena Mmactep- Gansla aKTUBHON
papmauesTudeckon cybctaHumm (ganee - MOA®DPC), wanm nNOCTaBLUMKA aKTUBHOMN
(hapmMaueBTUYeCKON CcybCTaHUUN, UCXOOHbIX MaTepuasioB, PEAKTUBOB WM MPOMEXYTOYHbIX
MPOOYyKTOB, NCMOJIb3yEeMbIX B MPON3BOACTBE aKTUBHOW dhapMaLeBTn4eckon cybcTtaHumm (ecnm
YKa3aHO B TEXHWYECKOM [0Cbe), eC/IN B PErNCTPALNOHHOM A0CbEe OTCYTCTBYIOT CEPTUPMKATDI
cooTBeTcTBMa Ph. Eur., uwam npowussogmTend HOBOrO BCNOMOraTesibHOro BellecTBa (ecnm
YKa3aHOo B TeEXHMYECKOM focbke) | Ycnosusa | JokyMeHThbl U AaHHble | Mpoueaypa | |

[1111,2,3]1A]]

| Ycnosums 1. Mpom3BoAcTBEHHAsA MOWAAKa U HW OOHA M3 NPOM3BOACTBEHHbLIX Onepauuin He
nsmeHseTca. | | |||

| OokymeHTauus 1. OdwuuymanbHblil AOKYMEHT OT YMNOJIHOMOYEHHOro opraHa (Hanpumep,
Ha/IoroBOro OpraHa), B KOTOPOM yKa3aHO HOBOe Ha3BaHume un (nnu) agpec. 2. MNonpaBka K
COOTBETCTBYOLLEeMY(COOTBETCTBYOWMM) pa3neny (pasgenam) pocbe. 3. [pyu n3MeHeHUU
Ha3BaHuA pgepxaTtend MOAPC — obHoBIEHHOe pa3pelleHne Ha goctyn. | | | | |

| A. 5 N3MeHeHne HasBaHus M (M1K) afpeca NpPoM3BOAUTENS JleKapCTBEHHOro rnpenapaTa,
BKJIlOYAA BbiNyCKaloWmMe MaoWwankm n niaowafkym Mo KOHTPOJII0 KayecTBa | YcnoBus |
LokyMeHTbl 1 gaHHble | Mpoueaypa | |

| @) OencTBus, 3a KOTOpble OTBEYAET NPOU3BOAMTENb (MMMOPTEP), BKIKOYAIOT BbINYCK Cepuil |
1,211,2,3|IA]]

| 6) OencTemns, 3a KOTOPLIE OTBEYAET MPOU3BOAUTENL (MMNOPTEP), HE BKJIIOYAIOT BbIMYCK CEpUi
[1,2]1,2,3]IA]]

| Ycnosma 1. HeT wn3MeHeHMA B MPOM3BOACTBEHHOM rpouecce, (akTUYeCcKoOM MecTe
pacnosioXeHnsa nnowanku, B HOPMATMBHOM [OKYMEHTE MO KOHTPOJI KavecTBa U
6e30MacHOCTN NleKapCTBEHHOro cpenacTtBa. 2. UameHeHne He TpebyeT oueHkn H6e3onacHoOCTH,
KayecTBa W 3(PPEKTUBHOCTU U COOTHOLUEHUS MNOJIb3a-pPUCK JIEKAapCTBEHHOro CpeacTsBa
(cneumanunsnposaHHas akcnepTmrsa). | | | | |



| AokymeHTaumnsa 1. Konua ncnpassieHHOro pa3speLlleHns Ha Npon3BoACTBO (MpW HanU4ynu) nnm
opuuManbHbl  OOKYMEHT OT COOTBETCTBYHOLLEr0 YMNOJIHOMOYEHHOro OpraHa, B KOTOPOM
ynoMMHaeTCa HOBOE Ha3BaHue wn (nau) agpec. 2. Ecanm npumeHmMo, nonpaBka K
COOTBETCTBYOLWEMY (cooTBeTCTBYOWMM) pa3sneny (pa3poenam) hocebe, BKJIlOYas
nepecMoTpPeHHY0 WHpopMaLnio O fiekapCTBeHHOM rnpenapaTe. 3. ObHoBNEeHHas KpaTkas
XapaKTepucTuUKa JleKapCTBEHHOro npenapaTta, MHCTPYKUUA MO MeAULMHCKOMY MPUMEHEHUIO
(nMcTok-BkNaabIWw), Mapkmposka. | | | | |

| A. 6 | N3MeHeHVe KoJa aHaTOMO-TeparneBTUYeCKOo-XxuMmmn4eckon (fanee - ATX) knaccmpukaumnm
| Ycnosus | Tpebyemasa nokymeHTaums | Bug npouenypsl |

1111 2]1A]]

1

| A.1 N3meHeHne Ha3BaHMA U (M) agpeca fgep)xaTens perucTpaunoHHOro yaoctosepeHms |
Ycnosusa | JokyMeHTbl U faHHble | Mpoueaypa | |

[l el
| Ycnosus 1. N3meHeHWe BCeACTBME YTBEPXKAEHNA NN uameHeHna BO3 kopa ATX. | | | | |

| AokymeHTaumsa 1. CeupeTenscTBo BO3 06 yTBepXAEHUM MM KONUSA NepeyHs Kogos ATX. 2.
MepecmoTpeHHas uWHdOpPMaUMA O JNeKapCTBEHHOM nMpenapaTe (obHoBNeHHas KpaTkas
XapakKTepucTunka nekapcrteeHHoro npenapata). | | | | |

| A. 7 | WcknwoyYeHne nNpous3BOACTBEHHOW nMaowWanKM (B TOM 4ucne [N aKTUBHON
hapMaueBTUYeCcKonm cybcTaHuum, MPOMEXXYTOYHbIX MPOAYKTOB, JIEKAPCTBEHHOro npenapaTa,
yNaKOoBLUMKa, NPONU3BOANTENS, OTBETCTBEHHOrO 3a BbIMNYCK CEPUN, KOHTPOJIS KavyecTBa cepui
WAX MOCTaBLLUMKA UCXOAHOr0 MaTepuasa, peakTuBa WM BCMOMOraTeNbHOro BellecTBa (ecnum
yKa3saHbl B gocbe) | Ycnosus | Tpebyemas nokymeHTauusa | Bug npouenypsl |

[11,2,3]1,2]1A]]|

| YcnoBma 1. OcTtaeTcs He MeHee OAHOW paHee 0A06peHHOW MPOM3BOACTBEHHOW MNOLWAAKU
(nponssognTens), oCyLLEeCTBAAWMNX Te e PYHKLMN, 4TO 1 noasiexaline UckayeHuio. Ecnm
npumeHnmo, B Pecnybnvnke KasaxcTaH ocCTaeTcsi, MO MeHblUen mepe, OAWH MPOU3BOAUTENb,
0TBEYaKLMA 3@ BbINYCK CEpU, CNOCOBHLIN CepTUHMLNPOBaTL UCMNbITaHME MPOAYKTa B LLEensax
BbiMyCKa cepun B Pecnybnnke Ka3saxcTaH. 2. Wcknw4eHue He 4BASETCA C/eACTBMEM
KPUTNYECKNX HEeOO0CTaTKOB Npon3BoACTBa. 3. Mi3MeHeHue He TpebyeT oueHkn 6e3omacHOCTH,
KayectBa U 3PPEKTUBHOCTU W COOTHOLWEHUSA MO0Jsb3a-pPUCK JIeKapCTBEHHOro cpeacTBa
(cneumanuisnposaHHas skcnepTusa). | | || |

| dokymeHTaums 1. B dopme 3asBneHns O BHECEHUN U3MEHeHU HeobxoammMo 4eTKo
0603HaunTL "Tekywmnx" n "npepnaraemMbix" Npon3BoAMTENEN, NEPEYNCSIEHHbIX B 3a8BNEHUN O
pernctpauun. 2. lNonpaBka K COOTBETCTBYHOLIEMY(COOTBETCTBYOLWMM) pa3aeny (pasagenam)
[oCbe, BKJI0Yasa nepecMOoTPeHHYI0 MHOPMaLIMIO 0 IeKapCTBeHHOM npenapaTe. | | | | |

| A. 8 3mMeHeHUs paTbl ayauTa 019 BepudumKaunmm COOTBETCTBMSA NMPOU3BOAUTENS aKTUBHOM
hapmaueBTUYeCKon cybCcTaHUMM NpaBuIaM Hafne)kallen MNpon3BOACTBEHHON MPaKTUKK |
Ycnosusa | Tpebyemas nokymeHTaumsa | Bug npouenypsl | |

[T-T111AT]

| HdokymeHTauusa 1. TlucbMeHHOe nNOATBEPXAEHME MPOU3BOAUTENSA JIEKAPCTBEHHOro
npenapaTa, cogepxallee ykasaHne o Bepudunkaumm cooTBeTCTBUA NPOU3BOANTENA aKTUBHON



apmaueBTmnyeckon cybcTaHumm TlpaBunam Hagnexalwen Mpou3BOACTBEHHON MNPaKTUKK
Pecnybnunkun KasaxctaH. | | | | |

TekcT

b. N3MeHeHna KadecTBa

TekcT

B.l AkTnBHana hapmMaueBTUYeckasa cybcTtaHums

TekcT

b.l. a) Mpon3BoacTBO

| B.l.a.1 N3mMeHeHMe npou3BOAUTENA WCXOAHOro MaTepuana (peakTumBa) MPOMEXYTOYHOro
NPOAYyKTa, WCMOJIb3yeMOro B Mpouecce nMpoM3BOACTBA aKTMBHOW (hapMaleBTUYECKON
cybcTaHUMM wAM M3MeHeHne Mpou3BOAMTENS aKTUBHOM apmaueBTMHeckon cybcTaHumm
(BkNtOYas, ecnm  MpUMEHMMO,  NJoWafKWM N0 KOHTPOSO  KayecTBa)  aKTUBHOM
hapmaueBTUYecKon cybcTaHUMKW, ecan B perucTpaumoHHOM AOCbe OTCYTCTBYeT cepTudukaT
cooTBeTCcTBUA EBponenckon ®apmakonuu. | Ycnosusa | Tpebyemasa pokymeHTauus | Bup
npouenyps! |

| @) Mpennaraembii NpoM3BOAMTENb NPUHAANEXNT K TON Xe hapMaLeBTUYeCKON rpynne, 4To
n onobpeHHbIn NponssoanTens | 1,2,3(1,2,3,4,5,6,7,|1A]

| 6) BHeceHue HOBOro mnpomM3BOAMTENA aKTUBHOW apmMaueBTUYeckon cybcTaHuum,
obocHoBaHHON MOADC | - | - | I |

| B) MpennaraemMbli NpoM3BOAMTESNb UCMOJIb3YeT Pe3KOo OT/INYaoWmMnNca cnocod cnHTesa mam
ycnosua npounsdBoacTBa, KOTOpble MEHAKT BaXHble MNMoKa3aTesn KadeCTBa AKTUBHON
hapmMaueBTUHeckon cybCcTaHLUMKN, TakKMe Kak Ka4eCTBEHHbIN 1 (M1K) KONNYeCTBEHHbIA NPOdnb
npumecen, TpebywLWwnin KBanudukauum, nam uUnNKo-xmMMmyeckme CBOWCTBa, BAUSKOWME Ha
buopgocTynHoCTb | - | - | II']

| r) HoBbih npon3BoanTenb MaTepuana, TpebylLlero oLueHKN BUpYyCcHon 6esonacHoOCTU 1 (nnum)
pucka TpaHcMuccmBHoM rybyaTon aHuedanonatum (ganee -Tra) | - |- | 1l |

| &) N3meHeHwe 3aTparmsaeT BMONOrMYEeCcKY0 aKTUBHYIO hapMaLeBTUYeckyto cybcTaHumio nam
NCXOOHbIA MaTepuan (peakTuB) MPOMEXYTOYHbIA NPOAYKT, NCMOJb3YIOWMACA B NPOM3BOACTBE
6ronornM4eckoro (MMMyHOIOrM4eCcKoro) IeKapCcTBeHHOro npenapata |- | - | 11|

| e) N3meHeHne nopsgka KOHTPONSA KayvecTBa akTUBHOW apMaueBTUYeckon cybcTaHuuu:
cMeHa wuan pgobaBneHne nowankn, Ha KOTOPOM OCYLWECTBASETCA KOHTPOJb (MCMbiTaHMe)
cepun | 2,41 1,5 1A

| >) BHeceHme HOBOro npom3BOAUTENSA aKTUBHOW apMaueBTUYeCcKonm cybcTaHuuM, He
nmetowen MOADPC n Tpebytowen cywecTseHHOro obHOBNEHMA COOTBETCTBYIOLLEro pasfena
00Cbe Mo aKTUBHOM hapMaLeBTuyeckon cybctaHumm | - | - | 11|

| 3) BkaoyeHne anbTepHaTUBHON MOLLAAKM NO CTEPUAM3ALINN aKTUBHOW (hapMaLEeBTUYECKON
cybCcTaHuMM C wucnosb3oBaHMeM MeTonda [ocypapcTBeHHon ®dapmakonen Pecnybnukin
KaszaxctaH |-]1,2,4,5,8]|IB|

| 1) BHeceHne HoBOM NoWaAKM No MMKpoHu3aumm | 2,51, 4,5,6 | 1A |



| K) WN3MeHeHMA cornaweHuin no MWCNbITaHMSAM MO KOHTPOJIIO KayecTBa 6uonormyeckon
aKTUBHOW hapMaLeBTUYEeCKon cybCcTaHUUW: 3aMeHa WK BKJOYEHWe Mollafkn, Ha KOTOopown
ocyLlecTBfAeTCA KOHTPOJ1b (ncnbiTaHuA) cepun, BKJIOYas brnonornyeckunin
(MMMyHONOrM4Yecknin) (MMMyHo-XxuMmu4eckuin) meton | - | - | Il |

| n) HoBasa nnowaaka No XxpaHeHUto raaBHOro 6aHka KNeTok n (nnu) paboymx 6aHKOB KNETOK | -
|1,5]1B|

| VYcnoBma 1. Cneuudukaumm UCXOAHbIX MaTepuasioB W  peakTUBOB  (BkJtOYas
BHYTPUNPOU3BOACTBEHHbIE KOHTPOJIN, METOAbl aHajiu3a BCexX MaTepunasioB) NOAEHTUYHbI paHee
opobpeHHbIM. Crneundurkaumm (BKAOYAA BHYTPUMPOU3BOACTBEHHbI KOHTPOJIb, MeTOoAbl
aHasIM3a BCeEX MaTepuasoB), cnocobbl MPUroToBAEHNS (BK/OYas pasmep cepumn) 1 noapobHbin
Ccnocob CcuMHTEe3a MPOMEXYTOYHbIX MPOAYKTOB W aKTUBHbIX (hapMaueBTUYeCcKnx cybcTaHumnm
MOEeHTUYHbI paHee ofobpeHHbIM. 2. AKTUBHasA dapMaueBTnyeckas cybcTaHumsa He aBnseTCsA
brnonornyeckonm (MMMYHONOrMYECKON) NN cTepuibHON. 3. Ecnm B mpouecce npom3BoacTBa
NCNOJIb3YIOTCA MaTepuaabl HeN0BEYECKOro MM XXMUBOTHOMO MPOUCXOXAEHUS, NPOu3BOOUNTENb
He MNCNosib3yeT HOBOro MOCTaBLUMKA, B OTHOLUEHUW KOTOPOro TpebyeTcs oueHKa BUPYCHOM
be3onacHocTn 1 cooTBeTcTBME [ocypapcTBeHHoW dPapmakornee Pecnybnnkm KasaxctaH no
MUHUMN3ALMN pPUCKa Nepefadn areHToB ryb4aTon sHUedanonaTtum XXMUBOTHbLIX NOCPeACTBOM
JleKapCTBEeHHbIX NpenapaToB A1 MeAULNHCKOro U BeTepnHapHOro npumMmeHeHus. 4. TpaHcohep
TEXHOMOrMN CO CTapoM Ha HOBYK MJoWapKy npousBeneH ycnewHo. 5. Cneuundunkayma Ha
pasMep YaCTuy aKTuUBHOM  hapMaueBTMYeCKOW cybCcTaHuMM 1M COOTBETCTBYHOLLUNA
aHaNUTNYECKNIn MeTo He nsMeHsaTca. | || |

1

| B.l.a.1 N3mMeHeHMe npou3BOAUTENSA MCXOAHOrO MaTepuana (peakTmBa) MPOMEXYTOYHOro
npooykTa, WCMNOAb3yemMoro B Mpouecce MNpoM3BOACTBA aKTUBHOM apMaLeBTUYECKON
cybcTaHUMM MM N3MeHeHne NPou3BOAUTENS aKTUBHOM apMaueBTnyeckon cybctaHumm
(BkNOYasa, ecnm  MPUMEHMMO,  NJoWafKM N0  KOHTPONK  KayecTBa)  aKTUMBHOM
hapmaLeBTN4ecKkon cybcTaHuMK, ecan B perucTpaumoHHOM AOCbe OTCYTCTBYET cepTudukaT
cooTBeTCcTBUA EBponenckon dapmakonuu. | Ycnosusa | Tpebyemaa pokymeHTauus | Bup
npoueayps! |

| OokymeHTaums 1. Eciam npuMeHMMO, nornpaBka K COOTBETCTBYHOLLEMY(COOTBETCTBYIOLWMM)
pasgeny(pasgenam) gocbe. 2. [eknapaunsa gep)xaTens perucTpaunoHHOro ynoCcToBepeHus
nnn pepxatend MOADPC COOTBETCTBEHHO, 4YTO MNpouenypbl KOHTpoONA KavecTBa cnocoba
CUMHTEe3a (Mnm [ONs pacTUTeNbHbIX NEeKapCTBEHHbIX MNpernapaToB (COOTBETCTBEHHO): MeToda
MnpPUroToBJEHUS, reorpagunyeckoro UCTOYHMKA, npou3BoAcTBa pacTUTEeNnbHON
(hapmaueBTUYeckonm cybcTaHuMmM M npouecca MPOU3BOACTBA) U cneundukaunm akTUBHOWN
hapMaLeBTUYECKON CYBCTaHUMM W UCXOAHOrO0 MaTepuana (peakTumBa) MPOMEXYTOYHOro
NPoAyKTa B rpouecce MpomM3BoACTBa aKTUBHOW (apMaleBTU4Yeckom cybcTaHumm (ecnum
MPUMEHNMO) He OoTAuYalTCcAa OT paHee ofobpeHHbix. 3. JlInbo cepTudmkaT COOTBETCTBMUA
EBponerickon ®apmakoneun no Tr3 gna nwoboro HOBOro UCTOYHWKA MaTepuana, nubo (ecnu
MPUMEHMMO) LOKYMeHTaslbHOe MNOoATBepXAeHne TOro, 4YTO WUCTOYHWK  MaTepwana,
noaoBepXeHHbINn pucky TI3, paHee wccnenoBascsd YMNOJHOMOYEHHbLIM OpraHoMm; u 6bifo
MoATBEP)XAEHO ero cooTBeTcTBME ocypmapcTBeHHoW Papmakonee Pecnybnuku KasaxcTaH no
MWUHUMM3aLNN PUCKa Mepefayn areHToB rybyaTon sHuedanonaTum XMBOTHbIX MOCPEenCTBOM
JNleKapCTBEHHbIX NpenapaToB Ass MeAULVHCKOrO U BETEPUHAPHOro npuMeHeHus. Heobxoammo
npencrtaBuTb cregylowme CBefeHNA: Ha3BaHMe MNPOU3BOAUNTENS; BUL XUBOTHbLIX U TKaHW, U3



KOTOpPbIX MOJIy4eH MaTepuasn; CTpaHa MPOUCXOXKAEHUA MXXUBOTHbLIX, €ro WCMNoJsib30BaHME 1
npuemMnemocTb B npolsiom. 4. [laHHble aHann3a cepuii (B popmaTe CpaBHUTENbHOW Tabnuubl),
Mo MeHbllen Mepe, ABYX cepui (N0 MeHblueln Mepe, OMbITHO-MPOMbILLAEHHbIX) aKTUBHOM
(hapMaueBTUYECKON CyBCTaHUUM OT TEKYLLMX U NpeasaraeMbix NponsBoanTenen (Naowanok).
5. B chopme 3as9BNE€HNA O BHECEHUN N3MEHEHUN Heobxoanmmo 4eTKo 0603HauYnTb "Tekywmnx" n
"npeanaraemblx" npoussBoguTesien, Kak ykKasaHo B pa3fene 2.5 ¢opmbl 3asaBneHusa. 6. Ecaum
aKTMBHaAa hapmaueBTMYHeCKasa cybCcTaHUuMa MCNosib3yeTCa B KadecTBe UCXOOHOro maTepuana,
JeKnapauma KBannpuunupoBaHHOINO anla KaXXA4oro gepxkaTtesnsd JUUEH3Un Ha Npou3BOACTBO,
YKa3aHHOro B 3asB/I€HMU, N KBaMPULNPOBAHHOIO INLA KaXKOoro gep>xaTtens JuueH3unm Ha
MPOM3BOACTBO, YKa3aHHOro B 3asBJIEHUM B KayecTBe OTBETCTBEHHOro 3a BbiNyCK cepui. B
hneknapaumax HeobxoAuMmo yKasaTb, 4TO Npou3BOAUTENb(NPOM3BOAUTENN) aKTUBHOWN
hapmMaueBTUHeckonm cybcTaHUMM, YyKa3aHHbIN (yKa3aHHble) B 3asBfeHUMWU, oOcyllecTBaseT
(ocywiecTBnsAlOT) CBOK AeATesIbHOCTb B COOTBeTCTBMM C [lpaBuiamMm  Hagsexallen
MPON3BOACTBEHHON MpakKTuKnM Pecnybnnkm KaszaxcTaH B OTHOLIEHUN MCXOOHbIX MaTEpPUasOB.
Mpn onpegeneHHbiXx 0b6CTOATENbCTBAX AOMYCKaeTCA NPeAcTaBAAaATb OoAHY Aeknaapauuto (Cm.
npumevyaHne K wusmMeHeHumtwo b.11.6.1). 7. [apaHTuiHOe nucbMo (Npu HeobxoOommocTwn)
npom3BoaUTeNna akKTMBHOW apMaueBTndeckon cybcTaHuMm onoBewaTb Aep)xaTtens
pPerncTpaunmoHHOro yaoCToBepPeHMS 0 JNbbiXx U3MEHeHMAX npouecca NpPoM3BOACTBA,
cneyndmKaunuin U aHalIUTUYECKUX METOAUK aKTUBHOW (apMaLeBTUYeCKon cybcTaHuuun. 8.
MoaTBepxaeHMe TOro, 4TO npepfaraeMas naowagka LOJSKHbIM 00pa3oM nuueH3MpoBaHa B
OTHOLUEeHUN paccMaTpuBaeMon JieKapCTBEHHON (OpPMbl, JIEKapCTBEHHOro npenapaTta wWin
Npon3BOACTBEHHOM onepauun. | | | |

| B.l.a.2 N3meHeHMa npouecca NPovM3BOACTBA aKTUBHOW hapMaLeBTMYecKon cybcTaHuum |
Ycnosusa | Tpebyemas pokymeHTauums | Buag npouenypbi |

| a) HecywecTBeHHOe u3MeHeHWe npouecca MNPOU3BOACTBA aKTUBHOM (hapMaLEeBTUYECKON
cybctaHumm | 1,2,3,4,5,6,7|1,2,3]|IA]|

| 6) 3HaunTenbHOe uW3MEeHeHue rmpoLecca MNpPOM3BOACTBA aKTUBHOW apMaLleBTUYEeCKON
cybcTaHUMM, KOTOpOE OKas3blBaeT CylLleCTBEHHOE BAMAHWE Ha KadecTBo, 6e30MacHOCTb Mau
3(pheKTUBHOCTb JleKapCcTBEHHOro npenapata |- |- | Il |

| B) W3MeHeHme 3aTparmBaeT 6OuonormyHeckyrd (MMMYHONIOFMYECKYIO) CybCTaHuulo wunm
NCcnosib30oBaHWe [Jpyroro BewlecTBa, MNOJYYEHHOrO0 MyTEM XUMUYECKOro CuHTe3a, npu
nponssoacTBe BMONOrMYECKOro (MMMYHOMOMMYECKOro) SIeKapCTBEHHOro npenapaTa, KoTopoe
OKa3blBaeT CyLIeCTBEHHOE BJIMAHME Ha KayecTBOo, 6e30MacHOCTb WM 3PPEKTUBHOCTb
JNleKapCTBEHHOro NpenapaTa U He CBA3aHO C MPOTOKOOM | - | - | Il |

| r) W3MeHeHue 3aTparmBaeT pacTUTESIbHbLIA JIeKAapCTBEHHLIM MNpenapaT, a WMEHHO:
reorpauyecknii NCTOYHMK, CNoCob Npon3BOACTBa UM NpurotToBaeHus | - | - | Il |

| &) HecywecTBeHHOe U3MeHeHne 3akpbliTon YyacTn MOADPC |- | 1,2, 3,4 |IB |

| YcnoBma 1. HexenatenbHOe M3MEHEHME KAYEeCTBEHHOr0 WAN KOMMYECTBEHHOro npoduns
npumecen, nam PU3NKo-XMMNYECKMX CBOMNCTB OTCYTCTBYeT. 2. Cnocob cnHTe3sa ocTaeTca TeM
e, TO eCTb MNPOMEeXYTOo4YHble MPOAYKTbl HE U3MEHSAITCA WU B Mpouecc He BBOOSATCA HOBble
peakTuBbl, KaTanusaTopbl Wan pacTtBopuTenn. Meorpamyeckuin UCTOYHUK, MPUroToBJIEHUE
pPacCTUTENbHOr0 Chipbs U CNOCO6 NPOM3BOACTBA IEKAPCTBEHHbLIX PAaCTUTENbHbLIX NpernapaTos He
n3MeHsaTCcA. 3. Cneyndukaunm akTUBHON hapMaLeBTUYECKON CYyBCTaHUNUN N MPOMEXYTOYHbIX
NPOAYKTOB He U3MeHSATCA. 4. I3MeHeHne NOSIHOCTbI0 OMUCLIBAETCHA B OTKPLITON YacTu (YacTu
"3aaButensa") MOADC (ecnn npuMmeHumo). 5. AKTUBHaa hapMaueBTn4eckasd CcybCcTaHUMS He
apnsieTcs 6uonornyeckon (MMMyHosorm4eckon) cybcrtaHumen. 6. ameHeHne He 3aTparvBaeT



reorpacmnyeckmm WCTOYHUK, crnocob npowu3BoACTBa WAM MNPUrOTOBJIEHUA JIEKAPCTBEHHOIO
pacTuTenbHoOro npenapata. 7. U3mMeHeHne He 3aTparmBaeT 3aKkpblTon YacTn MOADC. | | | |

2

| B.l.a.1 N3mMeHeHMe npon3BOAUTENSA MCXOAHOro MaTepuana (peakTmBa) MPOMEXYTOYHOro
npoaoykTa, WCNOAb3yeMoro B Mpouecce MNpoM3BOACTBA aKTUBHOM (apMaLeBTUYECKON
cybcTaHUMM MM N3MeHeHWe NpPou3BOAUTENS aKTUBHOM dapMaueBTnyeckon cybctaHumm
(BkNOYasa, ecnAm  MPUMEHUMO,  NJoWafKM N0 KOHTPONK  KayecTBa)  aKTMBHOM
hapmaLeBTUYeCKON cybCcTaHUMKW, eCan B PerucTpaumoHHOM AOCbe OTCYTCTBYET cepTudukaT
cooTBeTCcTBUA EBponenckon dapmakonuu. | Ycnosusa | Tpebyemaa pokymeHTauus | Bup

npoueayps! |
[ e e

| AokymeHTauus 1. NonpaBka K COOTBETCTBYIOLWEMY (COOTBETCTBYOLWMM) pasgeny (pasgenam)
Jocbe, BKJIl0Yasa nNpsaMoe CpaBHEHME TeKyLLero 1 HOBOro npoLeccos. 2. [laHHble aHanm3a cepun
(B bopmaTe cpaBHUTEnNbHOW Tabnuubl), N0 MeHbLUEN Mepe, ABYX cepui (N0 MeHbluen mepe,
OMbITHO-MPOMbILLJIEHHbIX), MPOU3BEAEHHbLIX C MOMOLWbID 0A0O6peHHOro u npepslaraeMoro
npoueccoB. 3. Konum yTBEpPXAEHHbIX cCheunuKaumum akTUBHOM (apMaLleBTUHECKON
cybcTaHuumm. 4. [leknapauns aep>aTens perucTpaunoHHOro yaoCTOBEPEHUA NN OepXKaTens
MOADC COOTBETCTBEHHO, 4YTO WU3MEHEeHUe KavyeCTBEHHOro U KOJINYeCTBEHHOro npodunnis
npumecen nnm QU3NKO-XMMNYECKMX CBOWCTB OTCYTCTBYET, crnocob cuHTe3a, cneumdunkaumnm
aKTMBHOWN (hapMaLeBTU4YeCKOoN cybCcTaHUMM U MPOMEXYTOUYHbIX MPOAYKTOB He UaMeHsaTcs. | | |

| MpumeyaHue | K b.l.a.2.6) MoA 3Ha4YNTENbHBIMU U3MEHEHUSAMWN aKTUBHbIX PapMaLleBTUYeCKUX
CybCTaHUMN, NONYYEHHbIX MNYTEM XWMUYECKOro CUHTe3a, MNoApasyMeBaloTCA W3MEHEeHUs
cnocoba cuHTE3a WAM YCJIOBUA MNPOU3BOACTBA, KOTOPble CMOCOOHbI WM3MEHUTb BaXKHble
noKasaTesin KayecTBa aKTMBHOW hapMaLeBTUYeCcKon CybCcTaHUuMn, Takne Kak Ka4yeCTBEHHbIN 1
(nnn)  KoNMYecTBeHHbIM  nNpoduab  npumecen,  Tpebywwnn  KBanudbukaumm, UK
hUn3NKO-XuMmnyeckme CBONCTBA, BAMSAOLWME Ha BMOJOCTYNHOCTD. | | |

| B.l.La.3 WN3meHeHnme pa3mepa cepun (BKIOYasd [Manas3oHbl pa3Mepa Cepuun) aKTUBHOM
hapmMaLeBTUYECKON CyBCTaHLMM NN NPOMEXYTOYHOr0 NMPoAyKTa, NCMOJIb3yeMOro B npouecce
NMPou3BOACTBa aKTUBHOW (papmaueBTmdeckon cybctaHumm | VYcnosua | Tpebyemas
OOKyMeHTauusa | Bug npouenyps |

| @) YBenuyeHue pasmepa cepuun BMaoTb A0 10 pa3 mMo cpaBHEHUIO C 3aperucTpupoBaHHbLIM
pasmepom | 1,2,3,4,5,6,7,8|1,2,5|IA]

| 6) 10-kpaTHOe pa3sykpynHeHue | 1,2,3,4,5|1,2,5]| 1A

| B) N3meHeHne TpebyeT aHanm3a conocTaBUMOCTU 6Buonorn4yeckom (MMMYHOSIOrNYECKON)
aKTMBHOM hapMaLeBTuyeckom cybctaHumm | - | - | 11|

| r) YBenuyeHue pa3mepa cepum 6onee 10 pa3 MO CpPaBHEHUIO C 3aperucTpMpPOBaAHHbLIM
pa3mepom | -|1,2,3,4]|1IB]|

| n) YBenunyeHwne (yMeHbLUeHMne) MacwTaba npown3BoACTBa brnonormnyeckom
(uMMyHONOrn4yeckom) akTmeHOW apmaueBTuyeckon cybcTaHumm 6e3 n3MeHeHMa npouecca
npounssoacTeBa (Hanpumep, oybnuposaHne nnuHum) | -1, 2, 3,4 | IB |

| YcnoBus 1. Bce M3MeHeHMs MeTOO0B MPOM3BOACTBA 3aTparnBaloT NvWb Heobxoaumble Ans
YKPYNHEHUS WAW  pasyKpyrnHeHWUs, HanpuMmep, WCnosb3oBaHWe obopyaoBaHMe Opyroro



pa3mepa. 2. Heobxoanmo npeacTaBuUTb pe3ybTaTbl UCMbITAHMA COFrNACHO cneunukaunaM He
MeHee OByX Cepui npeasiaraemMoro pa3smepa cepuun. 3. PaccMaTpuBaeMbll JIEKAPCTBEHHbLIN
npenapatT He aBnseTca bnonorm4eckum (MMMyHO0OrM4YeCKNM) NeKapCTBEHHbLIM rMpenapaToM. 4.
MN3meHeHne He BAUAET HexenaTesbHbIM 06pa3omM Ha BOCMPOM3BOAMMOCTbL mMpouecca. 5.
HenpeaBunaeHHbIX CUTyauusx, BO3HUKLUIMX B X04e TMPOM3BOACTBA, WAM HapylleHus
cTabunbHoOCTH N3MEHeHne He  OCyWecCcTBAAETCS. 6. Cneungukaumm  aKTUBHOW
hapmaLeBTUYECKON CyBCTaHUMM (MPOMEXYTO4YHbIX) MPOOYKTOB HE U3MEHAKTCA. 7. AKTUBHas
hapmaueBTuyeckasa cybctaHuma He aBAsieTcs cTepunbHoW. 8. Pa3zmep cepum HaxomoATca B
npepene 10-kpaTHOro Avana3oHa pa3Mepa cepuu, NpefyCcMOTPEHHOro Npu perncrpaunmn nim
nocsie NOCNenyoLWero UsMeHeHns, He aBnsaBLUeroca usmeHeHnem IA Tuna. | | | |

| JokymeHTaumsa 1. NonpaBka K COOTBETCTBYIOLEMY (COOTBETCTBYOLWNM) pa3aeny (pasgenam)
jocbe. 2. Homepa cepun ncnbITaHHbIX CEPUA MMEIOT Npeanaraembln pasmep cepun. 3. JaHHble
aHanusa cepun (B opmaTe cpaBHUTeNbHOM Tabauubl), MO MeHbLWEN Mepe, OOHON
MPOMBLILLIEHHOM Cepun aKTUBHOM hapMaLeBTUYeCKON CybCcTaHUuMM WM NPOMEXYTOYHOro
npoAyKTa COOTBETCTBEHHO, MPON3BEAEHHOW B yTBEP>XAEHHOM 1 npepnaraeMoMm pasmepe. Mo
3anpocy HeobxoAMMO NpeAcTaBUTb AaHHble MO CAeAyoWUM ABYM MOSHLIM NPOMbILIEHHbLIM
cepuaMm; pepxaTenb coobuwaeT, ecnuM pesyabTaTbl aHanavM3a He YkKJaAblBalOTCA B
cneundurkaumio v NpegnoXxnTb nnaH pgencrtsun. 4. Konum opobpeHHbIX cneundukauunin
aKTMBHOMN hapMaLeBTUYECKON cybCcTaHumMm (M NPOMEXKYTOYHbIX MPOAYKTOB, €C/IN NMPUMEHUMO).
5. [eknapauunsa pep»katensa perncTtpauuoHHOro ypoctosepeHusa wunm pgepxatens MOAOGC
COOTBETCTBEHHO, 4TO BCE W3MEHeHWsa MeTOAOB MNpPOM3BOACTBA 3aTparmBaloT JUlb
HeobxoAuMble 0N YKPYMNHEHWS  WAW  pa3yKpyrnHeHWs, HanpuMmep, WCMoJib30BaHUe
obopynoBaHme Apyroro pasmepa; WU3MeHeHWe He BJUAeT HexenaTesibHbiIM 06pa3oM Ha
BOCMPOM3BOAMMOCTb MpoLecca; WN3MEeHeHMe He ABASeTCAa CNeacTBUEM HenpeaBUAEHHbIX
CUTyauunin, BO3HMKLLUNX B XOO€e MPOU3BOACTBA, WM HapylleHua cTabuabHOCTY; cneuyndurkaumm
aKTMBHOMN hapMaLeBTUYECKON CyBCTaHLUMN (MPOMEXKYTOYHbIX MPOAYKTOB) He n3MeHsaTCA. | | |

| B.l.a.4 N3MeHeHne BHYTPUMNPOU3BOACTBEHHbLIX UCMALITAHUA WU KPUTEpUeB NpuemsaeMocTw,
NCNOJSIb3YIOLLUUXCA NPWU MPOU3BOACTBE aKTUBHOM (papMaLeBTUYecKon cybcTaHuum | Ycnosus |
Tpebyemas pokymeHTauus | Bug npouenypsi |

| @) Y)KecTo4yeHne BHYTPUNPON3BOACTBEHHbLIX KpuTepues npuemnemoctn | 1,2,3,4 |1, 2 | IA ]|

| 6) Ll,o6aBneH|/|e HOBbIX BHYTPUMNMPON3BOAOCTBEHHbIX NCNbITaHUN NN Kputepues npnemMmnemMmocTin
11,2,56(1,2,3,4,6]IA]

| B) cknoYeHmne He3HayMmMoro BHyTPMNPOU3BOACTBEHHOro ncnbitanna | 1,2, 711, 2, 5| 1A |

| r) PacwumpeHne onobpeHHbIX BHYTPUNPOU3BOACTBEHHbLIX KPUTEPUEB NPUEMSIEMOCTU, KOTOpPLIE
CYLLEeCTBEHHO BANAIOT Ha COBOKYMHOE Ka4yeCcTBO aKTUBHOe (hapMaLeBTu4eckonm cybctaHumm | | |
Il

| }J,) Nckno4veHne BHYTPMNPON3BOACTBEHHOIO NCMNbITaHNA, KOTOpPOE CylweCTBEHHO NMNOBJINAET Ha
COBOKYMHOE Ka4eCTBO aKTUBHOM hapMaueBTuyeckonm cybctarumm | | | 11 |

| e) HobasneHme wnnm 3amMeHa BHYTPUMPOU3BOACTBEHHOrO WCMbITaHWA U3 coobparkeHumn
6e3onacHoCcTM unmn Kavectea | | 1,2, 3,4,6 | IB |

3

| B.l.a.1 N3meHeHMe npousBOOUTENSA WUCXOAHOrO MaTepuana (peakTuBa) MNPOMEXYTOYHOrO
npoaykKTa, MWCNoJib3yemMoro B Mpouecce TrMpoOM3BOACTBA aKTMBHOW dapMaLeBTUYECKON



cybCcTaHUUM WM N3MEHEHME TMPOU3BOANTENA aKTUBHOW apMaueBTMYeckon cybcTaHuum
(BkNtO4as, ecnun MPUMEHNMO, njaowanKm no KOHTPOJI1O KavecTBa) aKTUBHON
(hapmMaueBTUYeCcKon cybCTaHUMKN, eCnn B PErucTpaumoHHOM AOCbe OTCYTCTBYeT cepTudukaT
cooTBeTCcTBUSA EBponenckon Papmakonuu. | Ycnosma | Tpebyemasa pokymeHTauus | Bup
npouenyps! |

| YcnoBusa 1. U3aMeHeHue He SBNSeTCS CrieACTBUEM KaKoro-nmbo obsAsaTenbcTsa, MPUHATONO Mo
pesynbTaTaM paHee MpoBeAEeHHbIX IKCMNEePTU3 C Lesblo aHann3a Kputepmes NpueMaeMocTu
cneyndurkaymum (Hanpumep, B XoOe perncrpaunm wim BHeCeHUa uaMeHeHun Il Tuna). 2.
N3MeHeHne He aBAsSeTCA cnencTBMeM HenpeaBUAEHHbIX CUTyauWui, BO3HUKLUNX B Xone
MPOn3BOACTBaA, HanpuMep, HoBas HEKBa/MMPUUMPOBAHHAA MNpUMeCb, WU3MEHEeHMWe Nnpenenos
cogepXXaHus cyMmmbl npumecen. 3. Jlioboe U3MeHeHMe YyKNaAbliBalTCA B AManas3oH
OENCTBYOLWNX 0[0OpEHHLIX KpuUTepueB MpuemMneMocTn. 4. AHanuTuHeckas MeToAuKa He
N3MEHSAETCS WIN N3MEHSeTCA He3HauuTesbHo. 5. Hu oAuH HOBbIM MeTod WCAbITaHUA He
OCHOBaH Ha HOBOMW HeCTaHAApPTHOW MEeToAOoNoruMM WAM  CTaHZapTHOM MeTo[OoJsiIoruu,
NCMoJIb3yeEMON rMO-HOBOMY. 6. HOBbIN MeTOh WCNbITaHMA He SABNSeTcs 6Monornyeckum
(uMMyHONOrM4ecknm) (MMMYHOXMMUYECKMM) WAM  METOAOM, B KOTOPOM WCMOJb3yeTcs
bnonornyecknnm peakTus Oona 6GMONOrnMYeckonm akTUBHOW dapMaueBTMYeckon cybcTaHumm (3a
NCKJIIOYEHMEM CTaHOapTHbIX hapMakKonenHbiXx MUKpobuonornyecknx metonos). 7. MapameTp
cneyndurKaunum He 3aTparnBaeT KPUTUYECKU MapaMeTp, Hanpumep, nobon 13 cneaylolnx:
KOJIMYeCTBEHHOE oOMnpepeneHne, npuMecn (ecnnm TOJSIbKO OnpenesieHHbI pacTBOPUTENb
0OHO3HAYHO He MCMOoNb3yeTCs B NMPOU3BOACTBE aKTMBHOW (hapMaleBTuyeckom cybctaHumm),
nobas kKputndeckas usnyeckas XapakKTepucTuKa, Hampumep, pa3Mep 4HacTul, HacCbIMHas
NJOTHOCTb A0 W MNOCAe YNJOTHEHUS, UCMbITaHWe Ha MNOANIMHHOCTbL, Boda, ftobon 3anpoc Ha
N3MeHeHMe YacToThbl UCnbiTaHum. | | | |

| JokymeHTaumsa 1. NonpaBka K COOTBETCTBYIOLWEMY (COOTBETCTBYOLWNM) pa3aeny (pasgenam)
nocbe. 2. CpaBHuUTenbHas Tabnmua Tekywux W rnpeanaraeMbiX BHYTPUMNPOU3BOOCTBEHHbIX
ncnbiTaHuin, 3. NogpobHoe onucaHne HOBOro HeapMaKoOMenHOM aHAIMTUYECKON METOOUKN U
JaHHble Bannjaunm (B COOTBETCTBYIOLLMX CnyYasnx). 4. [laHHble aHanu3a ABYX NPOMbILLIEHHbIX
cepunn (ana 6uonorm4eckmx akKTUBHbIX dapMaueBTU4ecknx cybctaHumi, B OTCYTCTBUE
KOHKpPETHbIX 0BOCHOBaHWIN, — TPW MNPOMbILLIJIEHHbIE CEPUN) aKTUBHOW apMaLeBTUYECKON
cybcTaHUMM Mo BCceM NapameTpaM cneundpukaumm. 5. ObocHoBaHMe (OUEHKA) PUCKOB CO
CTOPOHbI  AepXXaTena perncTpaumoHHOro yaoCcToBepeHus unam  gepxatens MOADC
COOTBETCTBEHHO, MoATBeEpXAatouwme, 4TO BHYTPUNPOU3BOACTBEHHbLIE MapaMeTpbl ABAAKTCA
He3Ha4YMMbIMN NN yCcTapeBwmmMn. 6. O6oCHOBaHME CO CTOPOHbLI Aep>XaTens perncTpaumoHHoOro
yooctoBepeHnsa nnn gepxatens MOADPC cOOTBETCTBEHHO HOBbIX BHYTPUMNPOU3BOACTBEHHbIX
ncnblTaHu U Npepenos. | | | |

| B.l.a.5 W3MeHeHue aKTWBHOW hapMaLeBTUYeCKon cybCTaHuuM BaKuMHbLI | YcnoBusa |
Tpebyemas nokymeHTauums | Bug npouenypsi |

| a) 3ameHa wnu pobasneHne HOBOro cepoTuna, WTamMMa, aHTUreHa Win KoAaupyloLlen
nocnefoBaTeNbHOCTN MU KOMBUHaLMA CepoTUrnos, WITaMMOB, aHTUIEHOB WM KOOMPYIOLWMX
nocneposatesibHocTen | | | 1l |

4

| B.l.a.1 N3mMeHeHMe nNpoM3BOAUTENSA MCXOAHOro MaTepuana (peakTmBa) MPOMEXYTOYHOro
npoAykKTa, MWCNoJib3yemMoro B Mpouecce TrMpoOM3BOACTBA aKTMBHOW apMaLeBTUYECKON
cybCTaHUUM WM N3MEHEHME TMPOMN3BOANTENA aKTUBHOW apMaueBTMYeckon cybcTaHuum



(BkNOYasa, ecnAm  MPUMEHMMO,  NJoWafKM N0  KOHTPON  KayecTBa)  aKTUBHOM
hapmaueBTN4eckon cybcTaHuMn, ecan B perucTpaumoHHOM AOCbe OTCYTCTBYeT cepTudukaT
cooTBeTCcTBUSA EBponenckon ®apmakonuu. | Ycnosusa | Tpebyemaa [okymeHTauusa | Bup
npoueayps! |

| JokymMeHTaumns Heobxoammas ONS NPOBEAEHUSA IKCNEPTU3bl MOANDULMPOBAHHBLIX BaKLWH: 1.
ConpoBoauTesibHOe MUCbMO C  MoTuBUpylOWMM  obocHoBaHmeM; 2. [lonpaBka K
COOTBETCTBYOLEMY(COOTBETCTBYIOWMNM) pasgeny (pasgenam) nocbe. 3. AKTyasIM3MPOBaHHbIE
OOKYMeHTbl MO KavecTBy: [lo akTmBHOW dapMaueBTuyeckon cybctaHumm: 1) obuwasn
MHpopMaLmMsa akKTUMBHOIMO BewlecTBa: Ha3BaHWe, CTPYKTypa, obwwmne CBOWCTBa; 2)
npon3ssoanTeNlb, onucaHuWe MpPOM3BOACTBEHHONO MNpouecca M ero KOHTPOJb; 3) KOHTPOJb
NCXOOHbIX MaTepnanos; 4) KOHTPOJIb KPUTUYECKNX ITAMOB M MPOMEXYTOYHOMN NPOAYKLMK; 5)
Ba/Mdaumsa npouecca m (unn) ero oueHka; 6) paspaboTka Npon3BOACTBEHHOro npouecca; 7)
[0Ka3aTesIbCTBO CTPYKTYPbl U XapaKTepuctukm; 8) npumecn; 9) cneundukauma kadectsa; 10)
aHanuTnyeckme wMetoamku; 11) Banupgaunsa aHaaUTUYeCKUX MeToauk; 12) [OOKyMeHT,
noATBEP)XAAoLWMN KavyeCTBO aKTMBHOIO BellecTBa Tpex cepun (ceptudmnkaT aHaamsa
cybcTaHuMM OT nNpom3BoAMTENsA, MPOTOKONA aHanusa, aHaauTu4eckmm nacnopT); 13)
obocHoBaHne cneundmnkaumn; 14) cTtaHpapTHble obpa3ubl WM BewecTBa; 15) cuctema
ynakoBka (yKynopka); 16) pe3toMe OTHOCUTENbHO CTabuibHOCTM U BbiBOAbI; 17) MpoTokon
MNOCTPErncTpaunMoOHHOro  mM3yyeHus  cTabunbHOCTM ©  obfA3aTenbCTBa  OTHOCUTESIBHO
cTabunbHocTK; 18) paHHble o cTabunbHocTW. Mo roToBoMy npenapaTy: 1) [OOKYMEHT,
noaoTBEpPXAaloLWNA Ka4eCcTBO FOTOBOIO NPOAYKTa Tpex cepun (cepTudunkaT aHanmsa, NpoTOKON
aHanM3a), ogHa Cepua KOTOPOro coBnafaeT C cepuen obpasua NEeKapCTBEHHOrO CPeAcTBa,
NnooaHHOro Ha perncTpauuio; 2) [OKYMeHT O npuoHoBon 6e3o0nacHOCTM Ha BewecTBa
XKUBOTHOrO MNPOUCXOXAEHMA OT Npom3BoaMTena (nocTaBwuKa); 3) KadeCTBEHHbIA WU
KOJINYECTBEHHbIMN COCTaB JIEKAPCTBEHHOro npemnapaTa (aKTWMBHble, BCNOMOraTesibHble
BewecTBa); 4) AOOKYMEHT, MNOATBEPXAAKLWMA KavyeCTBO YMNAKOBOYHOrO W YKYMOPOYHOro
MaTepunasioB roTOBOro npoaykTa; 5) dapmaueBTuyeckas pa3paboTka (onucaHue adc,
BCNOMOraTesnbHbIX BewecTB, pa3paboTka nekapCcTBeHHOro npenapata, pa3paboTka
MPON3BOACTBEHHOr0 MNpouecca, COBMECTUMOCTb KOMMOHEHTOB, W3NUWKKN, CTabuabHOCTL,
MnKpoburnonormnyeckas 4uctoTta); 6) Mpom3BOACTBEHHaa dopMyna; 7) onucaHuMe TEXHOIornm
MPoOn3BOACTBA; 8) KOHTPOJIb B NpoLecce Npon3BoAcTBa (0nepaunoHHbIA KOHTPOJIb); 9) MeToAb!
KOHTPONA WCXOAHbIX MaTepuanoB; 10) cepTudumkaTbl KadecTBa Ha BCNOMoOraTesibHble
BewlectBa; 1l1) mMeTOAbl KOHTPOAS KayecTBa MNPOMEXYTOYHbIX MPOAYKTOB  (npw
HeobxoanmmocTun); 12) HOPMATMBHbLIA [OKYMEHT MPOU3BOOUTENA MO KOHTPOJKO KavyecTBa U
6e3o0nMacHOCTM JNleKapCTBEHHOro CcpefcTBa B 3J/IEKTPOHHOM Buae B dopmaTte .docx; 13)
BaMOaunsa MeTOAMK WCMbITaHUA NeKapCTBEHHOro npenapaTa; 14) pe3ynbTaTbl UCAbITaHUSA
CTabnbHOCTM CPOKOM He MeHee 4eM 1 mMecsau He MeHee Ha Tpex OMbITHO-MPOMbILWJIEHHbIX
cepusix C rapaHTUMHOM o0643aTeNbCTBOM O MNpefocTaBNeHUM pe3ysbTaToB UCCeLOBaHUN
CTabunbHOCTW, nNpoBedeHHbIXx 4epe3d 3 (Tpn) M 6 (wecTb) MecsiueB Ha 3  (Tpw)
nocsieqoBaTesibHbIX MPOMbILLJIEHHbIX CEPUAX NOC/Ee 3aBepLUeHns nccnenoBaHnin ctTabunbHoCTy;
15) pononHuTenbHas MHGOpMauud, noaTeep)xaatowas KadectBo (nNpum HeobxogmmocTwn). 4.
FapaHTUNHOE NWCbMO AepXXaTensa BPEMEHHOro pPermcTpauuoHHOro yaocToBepeHua (B
Mpon3BoaibHOW GopMe) O nMpPOBeAEeHUN KIMHWYEeCKMEe WnccnenoBaHUss WMMMYHOMeHHOCTU
BapMaHTHOM  BaKLUMWHbI, TOCJAe TMOJIYY4EHUS BPEMEHHOW pernctpaunn. [aHHble 06
VWMMYHOF€HHOCTU MOHOBAJIEHTHOM W MNOJINBANEHTHOM BapWaHTHOM BaKUWHbI MPOTUB
BapMaHTHOro wraMmMa (WTaMMOB) OLLEHMBAKOTCA Ha OCHOBaHUWM MpencTaBfIeHHbIX AaHHbIX:
KJIMHNYECKOro MCCeAoBaHNA WUMMYHOr€HHOCTW MpXM MNEPBUYHOW BaKUMHAUWW BapUaHTHON
BaKLUMHOW. PeKoMeHayeTCsa MPoOBeCTU, KaKk MUHMMYM, OAHO UCMbiTaHMe Ha cybbekTax, paHee



He BaKUWHWPOBaHHbIX M 6e3 NpPU3HAKOB MNpeawecTBYOWEN WHGPEKLNN;, KINHUYECKOro
nccnenoBaHUs MMMYHOreHHOCTM MNpU BakUWMHAUMW BapuMaHTHOM BaKuMHOW (O4HOKpaTHoe
003MpoBaHMe) CybbekToB, paHee MOoJIYYMBLUMX MEPBUYHYIO BaKUWHALMIO pPOAMNTESIbCKON
(ncxogHoOM) BaKUMHON; O TUTPaX HENTPASIN3YIOLWNUX aHTUTEN, N3MEPEHHbLIX MO OTHOLUIEHWUIO K
COOTBETCTBYKOLWEMY LUTAaMMY (LUTaMMaM) BaKLUWHbI, TO €CTb B POAUTENLCKON rpyrnne BakKUUHbI
MPOTMB pPOOMTENIbCKOro WTaMMa W B BapuMaHTHOW rpynne npoTMB BapWaHTHOro LwWTaMMa
(wTamMMoB); HMXHAA TrpaHnua 95% [OoBepUTENbLHOrO0 WHTEpBajsa pasHULbl B YPOBHSAX
CEepPOKOHBEPCUM O/ BaKUWHbI C BapWaHTHbIM LWITaMMOM MO CPABHEHUIO C POAUTENLCKUM
wTtamMmoM He npesbiwaeT -10%; CepoOKOHBEpPCUSA ornpefenseTca Kak 4eTblpexkpaTHoe
yBeAM4YeHne TUTPa OT COCTOSAHMSA [0 BaKUMHAUMM K COCTOSIHMIO MOCTBakUWMHauuwW;, [ns
MOONDULMPOBAHHOM BaKUWHbI  (M3MEHEHHbLIW BapuaHT (WTaMM), WCMNONb30BaHHLIA B
WHAaKTUBMPOBAHHbLIX BaKUWHaX WAM W3MEHEeHHbIn BapuaHT 6enka, MPHK wan wnHon
cybbeanHMLbl) NPefoCTaBAAIOTCA OOKa3aTeNbCTBa, YTO BapMaHTHble BaKUWHbI MPOM3BOASATCA
TeM >Xe npoum3BoguTesieM C MCMNOJIb30BaHMEM TOro XKe rnpouecca, 4TO U OpPUrnHasbHble
BaKUMHbI, KAWHWYeCKas 3PGEeKTUBHOCTbL KOTopon Oblnla MNpoOoeMOHCTpMpOBaHa; Mo
noapobHomMy onucaHuto cOBCTBEHHO MCMOJNIbL30BaAHHOrO WTaMMa unm 6enka, MPHK nnn nHon
cybbeonHumubl, C  uUKcaumen OTAMYMA  OT WUCXOOHOro BapuaHTa (CpaBHUTeNbHas
XapaKTepucTuKa WTaMMoB uan cybbvennHul); o 6e3onacHoCcTn, cobpaHHbIX B X04e NUCMAbITaHUN
VWMMYHOM€HHOCTU BapuWaHTHOW BaKUMHbL. [OKyMeHTauumsa npeacTtaBnseTcas C  y4eToMm
pykosogcTtea BO3. | | | |

TekcT

B.l. 6) KOHTpO/sIb KayecTBa aKTUBHON (hapMaLeBTUYECKON cybCcTaHL MK

| 6.1.6.1 3MeHeHMe napaMeTpoB cneunpukaumn n (Mnn) KpuTepmes NPNEMIEMOCTM aKTUBHON
hapmaueBTnyeckon cybcTtaHUMK, WCXOAHOro MaTepuana (NPOMEXYTOYHOro NpoAyKTa)
peakTuBa, WCMOJIb3yeEMbIX B rMpouecce nNpom3BoACTBa aKTUBHOW apmMaueBTUYecKon
cybcTaHuum | Ycnosus | Tpebyemas nokymeHTauums | Bug npouenypsi |

| @) YxecTo4yeHue KpuTepues MpuemMseMoCcTu cneundukaumm fekapcTBEHHbIX MpenapaTos,
nonJsiexallnx BbiNyCcKy cepuin obuLmanbHbIM KOHTPOSIbHbLIM opraHoM | 1,2, 3,4 |1, 2 | 1A |

| 6) YXKecTo4yeHMe KpuTepmes NpuemMneMocTn cneundukaumm | 1,2, 3,4 |1, 2 | 1A |

| B) OobaBneHne B cneumdukaumio HOBOro napamMeTpa M COOTBETCTBYylOLWLEro eMy MeTona
ucnbitaHua | 1,2,5,6,711,2,3,4,7|1A]

| r) WcknioveHue He3HayMTeNnbHOro napaMeTpa cneuudukaumm (Hanpumep, UCKIOYeHUe
ycTapeswero napameTpa) | 1,2,81]1,2,6|IA]

| &) NcknovyeHne napameTpa cneunduKkaumm, KOTOPbIN CyLeCcTBEHHO NOBAMSAET Ha COBOKYMNHOe
KayeCcTBO aKTMBHON hapMaLeBTUYeCKON cybCcTaHumm u (Mnun) nekapcTBeHHoOro npenapaTa | | |
I

| e) W3MeHeHue, BbIXOAAWEEe 3a O0O0OpeHHbIN p[uanasoH KpUTepueB MNPUEMAEMOCTU
cneumndurKaunin akTusHon apmavneBTudeckon cybctanHumm | || 11

| k) PacwumpeHne opobBpeHHbIX KpUTepueB MNpMEMSIEMOCTU crneundukaunum Ha WCXOAHble
MaTepuasbl (MPOMEXYTOYHble MPOAYKTbI), KOTOPble CYLWECTBEHHO BJIUAIOT Ha COBOKYMHOE
Ka4yeCTBO aKTUBHOW (hapMaueBTUYeckon cybcTtaHuum n (nnm) nekapcTBeHHoOro npenapata | | |
Il



| 3) DobaBneHne nnn 3ameHa (Nckaw4as BNONOrNYecKyo U UMMYHOIOrNYecKyo cybcTaHuuio)
napameTpa crneundukaunmm n CoOOTBETCTBYIOLEro eMy MeTofa WUCMbITaHua M3 coobpaxkeHui
6e3onacHocTu nnm Kavectea | | 1,2, 3,4,5,7 | 1B |

| wn) Ecnm Ha aKTuMBHYK (apMaueBTUYecKylo cybcTaHUMIO OTCYTCTBYeT CTaTbs
FocynapcTtBeHHoln ®Papmakonee Pecnybnnkm KasaxcTaH, M3MeHeHMe COBCTBEHHbIX AaHHbIX
cneyndurKaunum Ha gaHHble HeoduumnanbHoM hapMmakonen nnu apMmakonen TpeTben CTpaHbl |
|1,2,3,4,5 7|IB|

| Ycnosusa 1. ismeHeHue He sBnsfeTca cnencrtemeM nwboro obssaTenscTBa, NPUHATOrO Mo
pesynbTaTaM paHee NpoBefeHHbIX 3KCNEePTU3 C Liesibio NnepecMoTpa KpUTepues NpmMeMaemMocTm
cneundurkaumn (HanpmuMep, B Xo4e perncTpaumn JIeKapCTBEHHOro npenapaTta WanM BHECEHUN
n3MmeHeHnn Il Tuna). 2. NIameHeHne He ABAAETCHA CNeAcTBMEM HenpenBuOeHHbIX CUTyauun,
BO3HMKLWINX B XO0Oe MpPOM3BOACTBA, Hanpumep, HOBOW HEKBaIUPUULUPOBAHHOW NpuMecwu,
N3MEeHeHNA NpeaesioB coaep>xaHnsa cyMmbl npumecen. 3. Jlioboe nsMeHeHNe yKiaablBaloTCs B
OMana3oH TeKywmnx ogobpeHHbIX KpuTepres nNpnemMsaemMocTun. 4. AHaanTn4YecKas MeToamnka He
N3MEHSAEeTCad WAN U3MEHAETCA He3HadYuTenbHo. 5. Hu oauMH HOBbIM MeTond WCMbiTaHUA He
OCHOBaH Ha HOBOM HeCTaHZAPTHOW MeTodoJIOrnMM WAN CTaHOapTHOM MeTo4osoruu,
NCNosib3yeMON Mo-HOBOMY. 6. HoBbIN MeTon WCMbITaHMA He sABngeTca 6buonormyecknm
(UMMYHOMIOTMYECKUM)  (MMMYHOXMMWYECKUMM) WANW MeToAOM, B KOTOPOM WCMOJIb3yeTcCs
bnonornyecknnm peakTus aa 6Moaornyeckom akTuesHom apmaueBTmdeckon cybctaHumm (3a
NCKJIIOYEHNEM CTaHAAPTHbIX hapMaKonenHbiX MUKpobrnonornyecknx metonos). 7. ameHeHune
noboro MaTepuasna He 3aTparMBaeT FeHOTOKCUYHYIO mpumecb. Ecnm BoBsieYeHa aKTMBHas
hapmMaueBTuyeckasa cybcTaHUMsA, 3@ WUCKIIOYEHMEM OCTaTO4YHbIX pPaCTBOPUTENIEN, KOTOpblE
COOTBETCTBYIOT nMpefenamMm CoOTBeTCTByWeNn cTtaTbe [locynapcTBeHHoOn dPapmakonee
Pecnybnnkn KasaxcTaH, KOHTpOAb Nto6on HOBOW MpMMecu COOTBETCTBYHT oCyaapCTBEHHON
QPapmakonee Pecnybnnkn KasaxcTaH. 8. [lapameTp cneundukaumm He 3aTparvBaeT
KPUTUYECKUIA MapaMeTp, Hanpumep, Nbon M3 crefyowmx: KOAM4YeCcTBEHHOE onpenesieHune,
npumecn (ecnm TOJNIbKO ONpefesieHHbIn pacTBOPUTENb OOHO3HAYHO He WCMOoAb3yeTca B
MPoOn3BOACTBE aKTUBHOW hapMaueBTMYeCcKon cybcTaHumm), nobas KpuTmndeckas usnyeckas
XapaKTepucTuka, Hanpumep, pasMep 4acTul, HacbIMHaa MAOTHOCTb AO U NOcCse YNJIOTHEHUS,
NCNbITaHUE Ha NOAJIMHHOCTL, BOAa, /06O 3anNpocC Ha NPONyCK ucneitaHus. | | | |

| LokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLEMY(COOTBETCTBYIOLWLMM) pa3neny(pasgenam)
nocbe. 2. CpaBHUTeNbHAsA Tabnvua TekyLwux u npeanaraemblx cneundgukaunin. 3. NMoapobHoe
onucaHune nobon HOBON aHANNTUYECKON METOANKMN N AaHHbIE Banupaummn (B COOTBETCTBYHIOLLNX
cnyydanax). 4. OaHHble aHanu3a [OBYX MPOMbIWIEHHbIX cepuii (B oTcyTcTBne 060CHOBaHUSA
obpaTHOro Ana 6MoNormyeckux akTUBHOW apMaLeBTUHeCKMX cybCTaHuuMn - Tpu cepun)
COOTBETCTBYIOLLEN aKTUBHOW apMaleBTUyeckonm cybCTaHUMM NO BCeM MNapaMeTpam
cneundunkaumn. 5. B COOTBETCTBYIOWMUX CAyYasaX AaHHble TecTa CPaBHUTENbHOW KUHETUKWU
pacTBOpEeHUs JieKapCTBEHHOrO rMpernapaTa, COAEep’Kallero aKTUBHYIO qapMaLeBTUYECKYIo
cybCcTaHUuMIO, MO MEHbLIEN Mepe, W3 OMbITHO-MPOMBbILWJIEHHON CEpPUN, COOTBETCTBYHOLLYIO
JencTeByOWMM N nNpegflaraemMmbiM  cneuupurkaumaMm. B OTHOWEHUM  fIeKapCTBEHHbIX
pacTuTesibHbIX MpenapaToB [AOCTAaTO4YHbl [JaHHble CpaBHWUTEsIbHOW pacrnajaemMocTu. 6.
ObocHoBaHMe (oueHKa) PUCKOB CO CTOPOHbI Aep)XaTend perucTpaumoHHOro ynoCTOBEpPEHMUS
nnn pgepxartena MOADPC cOOTBETCTBEHHO, MOATBEPXKAAOLWNE, YTO BHYTPUMNPOMN3BOACTBEHHLIN
napaMeTp ABASETCSA HE3HAYUMbIM UK yCTapeBWuM. 7. O60CHOBaHNE CO CTOPOHbLI Aep)KaTens
perncTpaunmoHHOro yaoctoBepeHuss wunm pgepxatens MOADC COOTBETCTBEHHO HOBbIX
napameTpa crneundukaumn n kputTepmnes npuemMnemocTu. | | | |

| 5.1.6.2 N3MeHeHMe aHaNMNTNYECKON METOOMKN aKTUBHOM (hapMaLleBTUYECKON CyBCTaHLMN Nin
NCXOOHOro MaTepuana (MPOMeXyTo4YHOro MpoAyKTa) peakTuBa, MCMOoJib3yeMbiX B Mnpouecce



MPOu3BOACTBa aKTUBHOM (pbapmMaueBTmdeckon cybctaHumm | VYcnosua | Tpebyemas
OoKyMeHTauus | Bua npouenypsl |

| @) HesHa4yuMble n3meHeHns ogobpeHHOM aHanuTUYeckon metoanku | 1,2, 3,4 |1, 2 | 1A |

| 6) NcknoYeHne aHaINTMYECKON METOANKM aKTUBHOW (hapMaLEeBTUYECKOM CyBCTaHUMU Uan
WCXOLHOro MaTepuana (MPoMexyTO4YHOro MNpoAyKTa) peakTWBa, €C/AN anbTepHaTUBHaA en
aHanMTNYeckKas MeToanKka yxe ogobpeHa | 7 | 1 | 1A |

| B) Mpoyme wunsMeHeHMa aHaNMTUYECKON MeTOoAMKM (BKAYas 3ameHy wunn pobasneHue)
peakTuBa, KOTOpas He OKa3blBaeT 3HA4YMMOro BJIMAHUSA Ha COBOKYMHOE Ka4deCTBO aKTUBHOM
hapmauesTuyeckon cybctanuun | 1, 2,3,5,6 |1, 2 | 1A |

| r) CywecTBeHHOe uW3MeHeHMe wuan 3ameHa 6uonornyeckoro (MMMYHOJSIOMMYECKOoro)
(MMMYHOXMMMYECKOro) MeToAa WCMbITaHWA WaM  MeToda, B  KOTOPOM  MCMNOJb3yeTcs
bronormnyecknin peakTns Ana BMoNOrM4eckon akTUBHOM dapmauesTndeckon cybctaHuum | | | I

1

| 6.1.6.1 N3mMeHeHVe napaMeTpoB cneundukaumm n (Mnn) KputTepmes NPMeMaIeMoCcT akTUBHOM
hapmaueBTnyeckon cybctaHUMK, WCXOAHOro MaTepuana (MNPOMEXYTOYHOro NpPOoAyKTa)
peakTuBa, WCMOJb3yeMblX B MpoLecce MpoU3BOACTBa aKTUBHOW apMaLeBTUYECKOM
cybcTaHuum | Ycnosus | Tpebyemaa nokymeHTauums | Bug npouenypsi |

| o) Mpoyme wn3MeHeHMA aHaNUTUHECKOW MeToAuKWM (BkaoYas fobasneHne uan 3ameHy)
aKTUBHOW apMaLEeBTMYECKONW CcybCTaHUMM WM UCXOOHOro MaTepuasna (NpoMeXXyTOYHOro
npoaykta) | | 1,2 |IB|

| Ycnoeusa 1. MNpoeeneHa Heobxoammaa Banaujaums, noaTeepxatollas 1o, 4To obHOBeHHas
aHanMTMYeckass MeToAumKa, MO MeHbluen Mepe, dKBMBAJIEHTHa npeabiaywen. 2. Mpepens
cofiep)XaHus CyMMbl MpuUMecein He M3MEHMUINCHL, HOBble HEeKBaNuUUMPOBaHHbIE NPUMECK He
obHapyxeHbl. 3. MeTof aHanM3a He U3MeHUNACa (HanpuMmep, N3MEeHeHUe AJINHbI KOJIOHKU Mau
TeMrnepaTypbl, HO He APYron BWA KOJIOHKM Mnaum mMeTon). 4. MeTon UCMbITaHUS HE ABNAETCH
brnonornyeckuMm (MMMYHOIOTUYECKUM) (MMMYHOXUMUYECKMM) WA METOAOM, B KOTOPOM
ncnonb3yetca 6uonornvyecknin peakTuB A8 6MoOSOrM4eckon akTUBHOM apMaleBTUYECKON
cybcTtaHumm (3a WCKAOYEHMEM CTaHAAPTHbIX (apMakKonemHbiX MUKpPoBnonorn4eckux
MeTonoB). 5. HM OAMH HOBbIN MeTO4 WCMbITAHWA HEe OCHOBaH Ha HOBbIX HeECTaHOAPTHbIX
MeTogax WAM  CTaHOapTHbIX  MeTodax, WCMoAb3yeMblX MNO-HOBOMY. 6. AKTuUBHas
hapmauesTuyeckaa cybctaHuma He saBnsetca 6buonormyeckom (MMMyHoNorm4eckom). 7.
AnbTepHaTMBHAsA aHaUTMYeCKas MeToAMKa AN NapameTpa cneundukaummn yxe omobpeHa,
npy 3TOM Takaa MeToAuKa He Bbina BKloYeHa nocpeanctsom IA-ysenomneHus. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLWEMY(COOTBETCTBYIOWMM) pa3neny(pasgenam)
0OoCbe, BKJOYas OMMcaHme aHalMTUYEeCKOW MeToAO/IornMn, pe3toMe [OaHHbIX Baaupauun,
nepecMoTpeHHble chneundunkaumm Ha npumecn (ecnnm npuMmeHmmo). 2. CpaBHUTESIbHbIE
pesynbTaTbl BanAupgauum wanm, npu Haamdum o60oCHOBaHWUSA, CPaBHUTEsIbHbIE pe3ynbTaThl
aHaNn3a, noaTBep)Aallive, 4YTO TeKyllee W npeasiaraemMoe WUCnbiTaHWE 3SKBUBANEHTHbI.
HacToswee TpeboBaHue He npumMmeHseTcsa, ecnm pobaBnsaeTca HoOBas aHalUTUYecKas
meToauka. | | | |

TekcT



b.l. B) YNakKOBOYHO-YKYMNOpPOYHasa cuctemMa

| B.l.B.1 WN3MeHeHMe nNepBUYHON YMNaKOBKW aKTUBHOW apMaueBTuHeckon cybcTaHuum |
Ycnosusa | Tpebyemasa pokymeHTauusa | Bug npoueaypsi |

|l ]
| @) KayecTBeHHbIN 1 (MK) KoIMYeCTBEHHbIN cocTaB |1, 2,3 ] 1,2,3,4,6| 1A

| 6) KayecTBeHHbIN N (MAN) KOMYECTBEHHLIA COCTaB AJ19 CTEPUIIbHBLIX NN HE3aMOPOXKEHHbIX
Bronormyecknx (MMMyHoIOrn4ecknx) akTUBHbIX hapmauesTnHecknx cybctaHumm | | | 1 |

| B) Kupkune akTmBHble hapMaLeBTuyeckune cybctaHuum (HectepunbeHble) || 1, 2, 3,5, 6 | IB |

| YcnoBma 1. Mo coOOTBETCTBYIOWMM CBONCTBAM npeanaraemblili YNakoBOYHbIA MaTepuasn, rno
MeHbLLUEn  Mepe, COOTBETCTBYET K  3KBMBaJIEHTHbIM  opobpeHHoMmy. 2. Havatbl
COOTBETCTBYWOLME WUCCefOoBaHNUSA CTabunbHOCTM B COOTBETCTBUM C YCTAHOBIEHHbIMU
TpeboBaHUsAMM ” 3aABMTEsIEM Ha MOMEHT BBEOEHUSA W3MEHEHUN MPOoaHaIN3MPOBaHbI
COOTBETCTBYOLME NapaMeTpbl CTabUNbLHOCTN HE MEHEE YEM Ha ABYX OMbITHO-MPOMbILUJIEHHbIX
WA  MNPOMbLILWJIEHHbIX CepusX, B €ro pPacnops>XXeHUU HaxoOAaTCs YOOBETBOPUTEJSIbHbIE
pe3ynbTaTbl, MO MeHbLlEeNn Mepe, 3-MeCSAYHOro usyyeHms crtabunbHocTu. OaHako, ecnun
npennaraeMas ynakoBka 6osiee ycToM4MBa MO CPaBHEHUIO C 3apPerncTpuMpoBaHHON, TO
TpexmecsyHble [OdaHHble Mo CcTabunbHOCTU He TpebytoTca. [lo 3aBeplweHUUM Takux
nccnenoBaHUn, ecnu pesynbTaTbl HE YKNaAbiBaloTCa B cneundukaumm nam noTeHumnanbHO He
yKNagbiBaloTCA B chneymukaunm Ha KOHel CpokKa rogHocTu (nepuoda) MNOBTOPHOMO
ncnbiTaHUs, nx HeobxoaAMMoO HeMeONIEHHO MPencTaBUTb YMNOJHOMOYEHHOMY OpraHy Hapsay C
npenfiaraeMblM njaHoM pencteBuin. 3. Wckawoyasi CcTepusbHble, Xuagkme u buonormnvyeckue
(MMMyHONOrnyeckune) akTneBHble hapmMaueBTuyeckme cybctaHuumum. | | | |

| DokymeHTauma 1. NMonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLWLMM) pa3neny(pasgenam)
nocbe. 2. HeobxoouMble gaHHble O HOBOW yMNakKoBKe (Hampumep, CpaBHUTEJIbHblE AaHHble MO
npoHnuLaeMocTu, Hanpumep, ana 02, CO? Bnaru), BKJWOYasas MNOATBEpPXAEHWE TOro, 4TO
MaTepuaa COOTBETCTBYET COOTBETCTBYOLUM (hapMakKOnenHbiM TpeboBaHUAM 0 MAaCTUYECKNX
MaTepnanax n obbekTax, KOHTaKTUPYOLWMX C NNWEBLIMN NPOAYKTaMU. 3. B COOTBETCTBYIOLLMX
cnydaax HeobxooMmMo npeacTaBuUTb MOATBEPXKAEHME TOro, 4TO B3aUMOAENCTBUE Mexay
COOEPXMMbIM 1 YMNaKOBOYHbIM MaTepuasoM He npoucxoauTt (Hanpumep, OTCYyTCTBYyeT
nepeMelleHne KOMMOHEHTOB MNpejJjlaraemMoro MaTepuana B ero coaepXmmoe, KOMMOHEHTHI
JleKapCTBEHHOro npenapaTa He nepexonsaT B YNaKOBKY), BKAOYaa NOATBEP)XOEHUE TOro, 4To
MaTepuas COOTBETCTBYET COOTBETCTBYHOLWMM hapMakonenHbiM TpeboBaHNAM O NAacTUYECKUX
MaTepmnanax n 06bekTax, KOHTAaKTUPYLMX C nNuUWweBbIMU npodykTamu. 4. [Heknapauums
nep)xaTenss perncTpaLnoHHOro yaocTtoBepeHus unm aepxxatena MOADC, yto Tpebyemblie
nccnepoBaHnsa cTabunbHOCTM HadYaTbl B COOTBETCTBUM C YCTaHOBJIEHHbIMU TpeboBaHusaMM (C
yKa3zaHWeM HOMEPOB Cepuin); U 4TO (B COOTBETCTBYIOLIMX CJly4asix) Ha MOMEHT BBeOeHUs
N3MeHeHU" B ero pacrnopsXxeHun Haxo4AnanCb Tpebyembie MWUHUMaIbHbIE
yOOBNETBOPUTEJIbHbIE AaHHble MO CTabunbHOCTW;, U YTO WUMEKWMUNECA [OaHHble He
cBugeTenscTBoBaAnM o0  Kakom-nubo npobneme. Heobxoaumo TakXe  NpeacTaBUTb
noaoTBepXAEHME TOro, YTO MUCCNenoBaHusa OyayT 3aBeplleHbl, U YTO €C/N pe3ynbTaTbl He
OynyT yKnaabiBaTbCA B cneundukaumnm nam noTeHUNaJbHO HE YKAaAbiBaTbCA B CNeLnpuKaumm
Ha KOHeL, Cpoka rofHOCTWM (Neprmoda) NMOBTOPHOIO WUCMAbITAHWUSA, UX HeMeAJIeHHO NpeACTaBAT
YNOJIHOMOYEeHHOMY oOpraHy Hapsay ¢ npeasaraeMbiM MJaHOM AeNCTBUW. 5. Pe3synbTaThl
nccnepoBaHUm  CTabunibHOCTW, MNpPOBEAEHHbIX B COOTBETCTBMM C  YCTAHOBJIEHHbLIMU
TpeboBaHUAMKU, NO 3HAYMMbIM MNapamMeTpaM CTabuNbHOCTM He MeHee 4YeM Ha [ABYX
OMbITHO-MPOMBbILWJIEHHBIX WAN MPOMbIWJIEHHbBIX CEepUsax, OXBaTblBAWNUX He MeHee Tpex



MecsiLeB, U NOATBEPXAEHMe TOro, YTO yKasaHHble uccnenosaHus 6yayT 3aBeplUeHbl, N ecau
pe3yfnbTaTbl He OyAyT yKNaAbiBaTbCA B CNeunduKaumm nam noTeHuManbHo He yK1aAbiBaTbCA B
cneundguKaumn Ha KoHew, Cpoka rogHoCcTu (nepmnoaa) NOBTOPHOr0 UCMbITaHUA, X HEMeONEHHO
npeacTaBAT YMOJIHOMOYEHHOMY OpraHy Hapsay C npepsiaraeMbiM MJaHOM OencTBui. 6.
CpaBHeHMe pencTeBylOWMX W MpepfaraemMblx crneundukaumin NepBuYHON YMakoBKK (ecnu
npumeHnmo). | | | |

| B.I. B. 2 N3MmeHeHMe napaMeTpoB crneumgukaumm mn (UAn) KpUTepues MNPUEMNEMOCTU
NepBMYHON YMakKOBKWM aKTUBHOM papmaueBTuyeckonm cybctaHumm | Ycnosusa | Tpebyemas
OOoKyMeHTauus | Bug npouenypsi |

| @) YXxecTo4yeHune KpuTepmes npuemMneMocTn cneundukaumm | 1,2, 3,4 |1, 2 | 1A |

| 6) NobasneHne B crneundukaumio HOBOrO NapamMeTpa M COOTBETCTBYKOLLEMY eMy MeToAa
ncneltaHuin | 1,2,5(1,2,3,4,6 | 1A

| B) Wckno4veHme HeCyweCcTBEHHOro MapaMeTpa crneundukaumm (Hanpumep, WUCKIKYeHne
ycTapeswero napameTpa) | 1,2]1,2,5]| 1A

| r) DobaBneHne nnan 3aMmeHa napameTpa crneundunkaumm ns coobpakeHun besonacHoCTU Nnn
kayectBa || 1,2,3,4,6|IB|

| YcnoBusa 1. i3MeHeHMe He aBnseTCa CneacTBUEM Kakoro-nmbo obsa3aTensCcTBa, NPMHATOrO Mo
pesynbTaTaM paHee MNpoBefeHHbIX 3KCMepTM3 C LeNbl aHanm3a KpuTepues NpuemMsaemMocTum
cneundunkaumn (HanpuMep, B X04e perucrtpaunm neKapCTBEHHOro rnpenapata WM BHECEHUS
n3MeHeHunn Il TMna), ecnn ToNIbKO OHO paHee He PacCMOTPEHO M odobpeHo B KavyecTBe Mepbl
nocnepywowero HabnwoaeHus. 2. MI3MeHeHMe He ABNASeTCA C/NeACTBMEM HenpeaBUAEHHbIX
CUTyauWnin, BO3HUKLLNX B XO4e MPOM3BOACTBA YMaKOBOYHOrO MaTepuana Wan nNpu XpaHeHuwn
aKTUBHOW (hapMaueBTUYeckonm cybcTaHuun. 3. Jlioboe n3MeHeHNEe yKaabliBalOTCs B AMana3oH
Tekywmnx opobpeHHbIX KpuTepueB npuemaemMoctu. 4. AHanMTu4eckas MeToOuKa He
N3MEHSeTCHS WM U3MEHAETCA He3HauuTenbHo. 5. Hu oauMH HOBbIM MeTond WCMbITaHUA He
OCHOBaH Ha HOBOM HeCTaHOAPTHOW MeToA4OoJIOrMM WA CTaHOapTHOM MeTo4osioruu,
NCNob3yeMon No-HOBOMY. | | | |

| DokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLWMM) pa3neny(pasnenam)
nocbe. 2. CpaBHUTeNbHAsA Tabnvua TekyLwWwux u npeanaraemMblx cneundukaunin. 3. NMoapobHoe
onncaHme ntobon HOBOM aHAIMTNYECKON METOONKN U AaHHble Baangaunm (B COOTBETCTBYIOLWLNX
cnyyasx). 4. JlaHHble aHanu3a ABYX Cepui ynakoBOYHOro MaTepuana no BCeM napameTpam
cneundmnkaumn. 5. ObocHoBaHMe (OLEHKA) PUCKOB CO CTOPOHbI AepXXaTensd perncTpaumMoHHOro
yooctoBepeHus wunm  gepxatend MOADC CoOTBETCTBEHHO, nMoaTBepXjawwme, YTo
BHYTPUNPOU3BOACTBEHHbLIN NapaMeTp ABASAETCA He3Ha4YuMbiM UM yCTapeBWwuMm. 6.
ObocHoBaHMe CO CTOpOHblI Aep>xaTensa PY unu pgepxatend MOADC COOTBETCTBEHHO HOBbIX
napameTpa crneundukaumn n kputTepmnes npuemMmnemocTu. | | | |

1

| B.l.B.1 WN3MeHeHMe nNepBUYHON YMNAKOBKW akKTUBHOW apmaueBTuHeckon cybcTaHuum |
Ycnosusa | Tpebyemasa pokymeHTaums | Buag npouenypbi |

| B.I. B. 3 3MeHeHne aHaNNTUYECKON METOAUKM MNCMNbITaHWSA NEPBUYHON YMNAKOBKM aKTUBHOMN
hapmaueBTundeckon cybctaHuum | Ycnosus | Tpebyemas nokymeHTauums | Bug npouenypsi |

| @) He3HaunTenbHble N3MEHEHNS YTBEPXKAEHHOW aHanuTnyeckon metoamkn | 1,2, 3|1, 2 | 1A |



| 6) Mpoyne n3IMeHeHNs aHaINTUYECKON MeToANKM (BKAtoYasa nobasneHne nnm 3ameny) | 1, 3, 4
|1, 2|1A]

| B) WNcknwoyeHue aHanuUTU4YeCcKOWn MeTOAUKWN, eC/In ajibTepHaTUBHasA en MeToAUKa Yyxe
yTBepxaeHa | 5|1 | 1A |

| YcnoBma 1. CornacHo COOTBETCTBYOLWMM AOKYMeHTaM Pecnybnunku KasaxcTaH, nposefeHa
HeobxoauMas Banngauns, nogTeep)Xgatowas To, 4TO 06HOBNEHHAs aHaIMTUYeCKasas METOAMKA,
Mo MeHbLlEeN Mepe, SKBMBaNEHTHa npeabiayuen. 2. MeTod aHanmsa He N3MeHUNCH (Hanpumep,
N3MeHeHne ONMHblI KOJIOHKU Uau TeMnepaTypbl, HO He OPYron BUA KOJIOHKM Unn MeTtod). 3. Hu
OOVIH HOBbIA MeTO4 WCMbITaHU/A He OCHOBAH Ha HOBbIX HeCTaHAApPTHbIX MeTodax Wwan
CTaHOapTHbLIX MeToAax, WCNoJSib3yeMbiX MNo-HOBOMY. 4. AKTMBHasa dapmMaueBTuyeckas
cybcTaHuus (nekapCTBEHHbIN npenapart) He ABNAOTCSA brnonornyecknmmn
(ummyHOnornyeckumn). 5. B oTHoweHun napameTpa crneundukaumnm coxpaHsaeTcs
aHanMTM4yeckas MeTogukKa, NpuM 3TOM Takasd MeToguKa He b6bina pobasneHa mocpepcTesom A
(yBepomnenus). | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLWEMY(COOTBETCTBYIOWMM) pa3neny(pasgenam)
JocCbe, BKJII0Yas OMUCaHne aHaIUTUY4eCKOW MeTOAOJSIOrUK, pe3loMe AaHHbIX Banaujauun. 2.
CpaBHUTENbHbIE pe3ysbTaTbl Baangaunum wuan, nNpym Haamymm o60CHOBaHUA, CPaABHUTEJIbHbIE
pe3ynbTaTbl aHanM3a, MNOATBeEpXXAalLliue TOo, 4YTO TeKyllee W npeanaraeMoe UcCMbITaHue
JKBUBaNIeHTHbl. HacToswee TpeboBaHMe He npuMmeHseTcsd, ecan pobasnseTcs HoBas
aHanuTnyeckasa metoguka. | | | |

TekcT

B.l. r) CtabunbHoOCTb

| B.l.r. 1 WN3MeHeHne nepuofa MOBTOPHOro MUCMbITaHUA (Nepuofa XpaHeHus) WM YCoBUN
XpaHeHMs aKTUBHOM apMaueBTuyeckon cybcTaHuuM, ecnm B PerucTpaunmoHHOM [oCbe
OTCYTCTBYeT cepTuduMKaT COOTBETCTBMA EBponenckon dapmakoneun, oxBaTblBalOLWUA Nepuos
MOBTOPHOIro ucnelTaHua | Ycnosus | Tpebyemasa nokymeHTauuns | Bug npouenypsl |

=1
| @) Meproa NOBTOPHOro UcnbiTaHUA (Nepunod xpaHeHus) 1. CokpaweHue |11, 2, 3| 1A

| 2. YBenuyeHne neprvopa MNOBTOPHONO0 WCMAbITAHUA MyTeM 3KCTPanossauuMm [aHHbIX MO
CTabnnbHOCTY, HE COOTBETCTBYOWEN AOoKyMeHTaM Pecnybnmkn KasaxctaH () | || 1l |

| 3. YBenuyeHme nepuopa xpaHeHUs 6Ouonorm4eckon (MMMYHONOrMYECKON) aKTUBHOM
hapmaueBTnyeCckon cybCcTaHUMKU, He COOTBeTCTBYOLWMEe ofobpeHHON nporpamMMe M3yyeHUs
cTabunbHocTM | | | 11 ]

| 4. YBenunyeHve wnu BBegeHWEe nepuofa MOBTOPHOro WCMbITaHUA (Nepuoda XpaHeHus),
noaoTBEPXAEHHOIro AaHHbIMU eCTeCTBEeHHOro xpaHerHus | | 1, 2, 3 | IB |

| 6) YcnoBusa xpaHeHus | | | |

| 1. N3mMeHeHne yCNOBMIA XpaHeHUs aKTUBHOe apmaueBTndeckon cybctaHumm Ha 6Honee
cTtporne |1]1,2,3]1A]

| 2. W3MeHeHme ycnoBun xpaHeHUs OMonornyeckux (MMMYHOSIOFUYECKUX) aKTUBHbIX
(hapmMaueBTUYeCKUX cybcTaHuMn, ecnnm uccnenoBaHna CTabuibHOCTM NpoBedeHbl He B
COOTBETCTBUN C TEKYLLMM YyTBEPXKAEHHBIM NPOTOKOJIOM cTabunbHocTu | | | 11 |

| 3. U3mMeHeHne ycnoBumin XxpaHeHUs akTUBHOW hapMaLueBTuyeckon cybctanumm | |1, 2, 3 | 1B |



| B) NU3MeHeHne yTBepXAeHHOW NporpaMmbl U3yveHus ctabmnbHocTn | 1,21, 4 | IA |

| YcnoBua 1. NI3MeHeHWe He ABNAITCA CNeACTBUEM HenpeaBUAEHHbIX CUTYaL Wi, BO3HUKLLNX B
Xo4e TMpOM3BOACTBA, WAN W3MeHeHus cTabunbHoCcTU. 2. W3MeHeHmsa He nNpuBOJAT K
paclVpeHnio KpUTepmes NpMeMaeMocT UCMbITYyeMbIX NapaMeTpoB, UCK/IIOYEHUIO NapamMeTpa
CTabuAbHOCTUN NN CHUXKEHMIO YaCTOTbl UCAbITaHUNA. | | | |

| AokymeHTaumsa 1. NonpaBka K COOTBETCTBYIOWEMY(COOTBETCTBYOWMM) pasaeny(pasnenam)
pnocbe. Heobxoommo  npeacTaBuTb  pe3ysbTaTbl  COOTBETCTBYIOLWWUX  MUCCAe[0BaHUN
CTabunnbHOCTM B peasibHOM BPEMEHW, MPOBEAEHHbLIX B COOTBETCTBUMM C COOTBETCTBYHOLIMMU
PYKOBOOCTBaMM MO CTabMNbLHOCTK HE MEHee YeM Ha ABYX (ANna 6nonormyeckmnx NeKapCTBEHHbIX
npenapaTtoB — TPex) OMbITHO-MPOMbILUAEHHbIX WM TMPOMbILLJIEHHBIX CEPUAX aKTUBHOM
hapmaueBTuyeckon cybctaHuMM, yMNakoBaHHOM C  MOMOLWbK  3apPEerncTpUpoOBaHHOIro
YyNakKoOBOYHOr0 MaTepuasia, WU OXBaTblBalOWMUX BeCb MnpensiaraemMbln Nepuog MNOBTOPHOIO
NCNbiTaHUs WA NpefnaraeMble  yC/oBUS XpaHeHusa. 2. [loaTBep)xaoeHme TOro, 4TO
nccnepoBaHus cTabunbHOCTM nMpoBedeHbl B COOTBETCTBUM C  Tekyuwen onobpeHHon
nporpamMmMon. Pe3ynbTaTbl MUCCNenoBaHMA MOATBEPXKAAOTCH, YTO COOTBETCTBylOLWME
onobpeHHble cneundukauum npoaosKalT cobnopgatecs. 3. Konunm  yTBep)XAEHHbIX
cneundurKaumm Ha aKTMBHYK  apMaueBTuMyeckyto  cybcTaHuumio. 4. O6ocHoBaHue
npegnaraemMblx NU3MeHeHun. | | | |

| (*) MNpumedvaHme | nepumon NOBTOPHOr0 WCMAbLITAHUA HE MNPUMEHMM K OBMONOrnyeckum
(MMMYHONOrMYeCKUM) akTUBHbBIM (hapMaLeBTUYeCKuUM cybctaHumam | | |

TekcT

b.l. o) [MpoeKTHOoe nosie n NPOTOKOJ NOCTPErncTpaLnoHHbIX N3MeHeHNn

| B.1.a.1 BBegeHne HOBOro MPOEKTHOro NOASA UK paclumpeHne ogo06peHHOro NPoOeKTHOro Noas
aKTMBHOM hapMaueBTMHeckon cybcTaHumm, 3aTparuBatowee | Ycnoema | Tpebyemas
JOOKyMeHTauus | Bug npouenypsl |

| @) oaHYy onepauMoHHYIO eAMHULY MnpoLecca MPoOU3BOACTBA aKTMBHOM apMaLeBTUYeCKOMn
cybcTaHumm, BKOYAA COOTBETCTBYHOLWME BHYTPUNPOU3BOACTBEHHbIE KOHTPOAM U (1an)
aHanuTnyeckune metoamkn | | 1,2, 3 | 11|

| 6) aHanUTNYecKmne MeTOAUKM UCXOAHbIX MaTepuasoB (MPOMEXYTOYHbIX MPOAYKTOB) 1 (1an)
aKTMBHOMN (hapMaueBTmndeckon cybctaHumm | | 1, 2, 3 | 1|

| AokymeHTaumsa 1. MNMpoekTHoe nosie 6bIIO pa3paboTaHO Ha OCHOBAHUU COOTBETCTBYHOLLUX
YCTaHOBJNIEHHbIX TpeboBaHM 1  MeXAYHapoAHbIX Hay4YHbIX pPYKOBOACTB. Pe3ynbTaThbl
nccneposaHuin paspaboTkm NpoaykTa, mpouecca N aHaanTU4eCcKonm metogonorum (Hanpumep,
B3aUMOLENCTBME Pa3IMYHbIX NapaMeTpoB, GOPMUPYIOLLNX MOoJJiexallee N3yYEHNIO MPOEKTHOE
rnosie, BKJOYas OLEHKY PUCKOB W MHOMOMEpPHbLIE WCCNenOoBaHUA COOTBETCTBEHHO), B
COOTBETCTBYIOWMX  C/y4yasax MNOATBepxAawowme TO, YTO  OOCTUFHYTO  LEJIOCTHoe
MeXaHUCTUYeCKoe MoHUMaHME MoKa3aTeslen KayecTBa MaTEPMAsiOB U MapaMeTpoB npouecca
Ha KpUTMYEeCKMEe TMOoKa3aTesn KaydecTBa aKTUBHOM apmaueBTMYeckon cybcTaHumu. 2.
OnuncaHne NPOeKTHOro nofs B TabsIMYHOM BUE, BKJIKOYas NepeMeHHbIe (CBONCTBA MaTepuraios
N napaMeTpbl Mpouecca MPOW3BOACTBA) WU KX MNpepslaraemble Anana3oHbl. 3. [lompaBKa K
COOTBETCTBYIOLLEMY (COOTBETCTBYIOLWNM) pa3aeny (pasaenam) gocke. | || |

| bB.l.A.2 BBegeHme MOCTPErUCTPALNOHHOIO MNPOTOKOMA  YMPaBJAEHUS U3MEHEHUSAMMU,
3aTparvBaloWMMnN  akKTUBHYIO dapMaueBTMydeckyto cybctaHumio | Ycnosma | Tpebyemas



OOKyMeHTauusa | Bug npouenypsl |
[1121,2,3]|11]

| DokymeHnTaums 1. lNoapobHoe onucaHve npeanaraemMoro wu3sMeHeHusa. 2. [lpoTokon
ynpaBJieHVA U3MEHEeHNAMU, 3aTparnBaoLwMy aKTUBHYO (hapMaLleBTUYecKyo cybcTaHumio. 3.
MonpaBkKa K COOTBETCTBYIOLLEMY(COOTBETCTBYOWMM) pa3geny(pasgenam) gocee. | || |

| B.l.a. 3 Wcknw4YeHne nNOCTPErncTpauMoOHHOro MNPOTOKONA YMpaBfeHUS W3MEHEHUSMMU,
3aTparvBalWMMN  aKTUBHYIO dapMaueBTmydeckyto cybctaHumio | Ycnosumsa | Tpebyemas
OOoKyMeHTauus | Bua npouenypsl |

[T111 2]1A]

| Ycnosns 1. WcknoYeHne MNoCTPEerucTpauuoHHOro MpPOTOKOMA YMNPaBJIEHUS W3MEHEeHUaMHU,
3aTparnBaloWMMN aKTMBHYIO dapMaueBTUYecKyto CcybCTaHUUIo, He SABNSeTCA CheACTBUEM
HenpeABUAEHHbIX CUTyauun WM  HECOOTBETCTBMSA chneuudukaumm B XOo4e BBeAEHUS
N3MEHEHWUN, OMUCaHHbIX B MPOTOKOJIE, U HUWKaK He BJNSET Ha YTBEPXAEHHble CBefeHus,
BKJIIOYEHHbIe B perucTpaunoHHoe gocee. | | | |

| OokymeHTauma 1. O60CHOBaHMe nMpefslaraeMoro uckaw4deHmsa. 2. T[lonpaBka K
COOTBETCTBYOLLEMY(COOTBETCTBYOWNM) pa3geny(pasgenam) gocee. | | | |

| B.l.o. 4 N3MeHeHUs yTBEpPXOEHHOro MPOTOKOsa YyrnpasJsieHWs U3MeHeHusaMn | Ycnosus |
Tpebyemas nokymeHTauus | Bug npouenypsi |

| @) 3Ha4YMMble N3MEeHeHUa NPOTOoKOoa ynpaBseHUs nameHeHusamu | | | 11 |

| 6) HesHaynMble M3MeHeHUa MPoTOKOoJ1a yrnpaBiaeHUA U3MEeHEeHUAMU, KOTOpble He U3MeHAIoT
cTpaTeruio, onncaHHyto B npotokose | | 1| IB |

| OokymeHTauma 1. [Jeknapauusa, 410 noboe wn3MeHeHMe yKNaAblBaeTCcs B AMana3oH
OEeNCTBYIOLLNX YTBEPXKAEHHbBIX KpUTEpUeB npuemsaeMoctu. NMoMmuMo 3Toro, geknapauus Toro,
YTO B OTHOWeEHUM 6uonorndYecknx (UMMYHONIOTMYECKUX) NIEKAPCTBEHHbIX MpenapaToB He
TpebyeTcs oueHKa conocTaBumocTu. | | | |

| B..a. 5 Peanusauusa uW3MeHeHUN, NpPeayCMOTPEHHbIX YTBEPXOEHHbIM MPOTOKOJIOM
yrnpassieHns nsmeHeHnamun | Ycnosusa | Tpebyemas nokymeHTauunsa | Bug npouenypsbi |

| @) Peanusauna n3meHeHns He TpebyeT AONONHUTESNbHbLIX BCNOMOraTesibHbIX AaHHbIX | 1] 1, 2,
4|1A |

| 6) Peanusaumsa nsmMeHeHns TpebyeT [ONONHUTENbHbLIX BCMOMOraTesNbHbIX AaHHbIX | | 1, 2, 3, 4
[1B |

| B) Peanmzaumsa un3MeHeHMS OBMONMOrNYECKOro (MMMYHONOMNMYECKOro) JIEKAPCTBEHHOIO
npenapata||1,2,3,4,5]|I1B|

| Ycnosma 1. Tlpefno)XeHHoe W3MeHeHWe OcCyLeCcTB/eHO B MOJIHOM COOTBETCTBUM C
yTBEPXAEHHbLIM NPOTOKO/IOM YMpPaBAeHNs UaMeHeHuamu. | | | |

| OokymeHTaumsi 1. Ccbilka Ha YTBEPXXAEHHbIA MPOTOKON YMNpaBieHUs W3MeHeHusMu. 2.
Jleknapauunsa, 4YTO M3MEHeHWe COOTBETCTBYET YTBEP)XXAEHHOMY MPOTOKOJYy YMpaBieHus
N3MEHEHUSMMN N YTO pe3ysibTaTbl UCCNEAOBaHUS YAOBNETBOPAIOT KPUTEPUAM MPUEMIEMOCTH,
OrOBOPEHHble B MpoToKoJsie. [loMMMO 3TOro, Aeknapauus TOro, YTO B OTHOLUEHUWU
6ronornyeckmx (UMMYHONIOFMYECKNX) NEeKapPCTBEHHbIX MpenapaToB He TpebyeTcs oOLeHKa
conoctaBuMMoCcTu. 3. Pe3ynbTaTbl WUCCAeQOBaHWIA, MPOBEAEHHbIX B COOTBETCTBUMM C
YyTBEP>XXAEHHbIM NMPOTOKOJIOM ynpaBJieHuns N3MEHEeHnAMMU. 4. MonpaBka K



COOTBETCTBYOLWEMY(COOTBETCTBYOWMNM) pa3geny(pasnenam) gocbe. 5. Konna yTBep)XAeHHbIX
cneundgukaumn Ha akTUBHYIO (hapMaLeBTUYecKyto cybctaHuumio. | | | |

TekcT

B.ll JlekapcTBeHHbIN NpenapaT

TekcT

B.Il. a) BHewHwWn B1UAO n cocTtas

| B.ll.a. 1 N3meHeHne nnn pobaBneHme OTTUCKOB, FPaBUPOBKN WW WHbIX 3HAKOB, BKJIlOYas
3aMeHy wan pobaBrieHVe 4YepHWs, WCMOoJIb3yeMbIX MPW MPOU3BOACTBE JIEKAPCTBEHHOMO
npenapata | Ycnosusa | Tpebyemas gokymeHTaums | Bug npouenypsi |

=1
| @) U3MeHeHna OTTUCKOB, rPaBUPOBKN UJIN UHbIX 3HaKoB | 1,2, 3,4 | 1,2 | 1A |

| 6) N3meHeHne pncok (MMHMI pa3noma), NpefHa3HAYeHHbIX ANA pa3feneHns Ha paBHble A03bI
| 11,2, 3]IB]|

| Ycnosua 1. Cneundukaumm nekapCTBEHHOro npenapaTta Ha BbIMYCK U Ha KOHeL, CpokKa
roOHOCTU HEe M3MEHSAITCA (3a NCK/DYEHMEM BHELLUHEro B1uaa). 2. Bce yepHunabl cooTBeTCcTBYET
nencTeylowemMy dapMaueBTU4eCKOMY 3akKoHOZaTeNbCTBY. 3. PUCKM (NMHWMM pa3noma), He
npefHasHa4vyeHbl Ha pa3fefieHne Ha pasBHble [03bl. 4. 3HAKW JleKapCTBEHHOro npenapaTa,
NCcnosib3yemMble ANa pa3INyeHna 0O3UPOBOK, MONHOCTbLIO HE yaaneHsbl. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
0ocbe, BKJOYaa noapobHoe rpaduyeckoe maMm MNOBECTBOBATEJSIbHOE OMMWCaHME TEKYLLEro u
HOBOrO BHEWHero BuAa, a TakXe COOTBETCTBYWOWMN nepecMoTp uHdopMaumm o
JleKapCTBEHHOM npenapaTe. 2. B cooTBeTCTBYWOLWMUX cnyvyaax obpasubl NeKapCTBEHHOrO
npenapaTa. 3. Pe3ynbTaTbl COOTBETCTBYOLWWX UCMbITaHN No ocygapcTBeHHONM PapmMmakonee
Pecnybnnkn KasaxcTaH, noATBepxAalliMe 3SKBUBANEHTHOCTb CBOWCTB (MpaBUAbLHOCTb
nosuposanus). | | | |

| B.ll.a. 2 N3mMeHeHne dopMbl NN pa3MeEPOB JlIeKapCTBeHHON GopMbl | Ycnosua | Tpebyemas
OOoKyMeHTauus | Bug npouenypsi |

| @) TabneTkn, Kancynbl, Cynno3nTopun U Neccapun ¢ HemensieHHbIM BbicBOBOXAeHMeM | 1, 2,
3,41, 4]I1A]

| 6) NlekapcTBeHHble POPMblI C OTCPOYEHHBLIM, MOAUGPULMPOBAHHLIM NN MPOJSIOHIMPOBAHHbIM
BbICBOOOXKAEHNEM 1 TabneTKn C pUCKON, NpefHa3HAYeHHOW AN pa3fe/ieHUs Ha paBHble A03bl
[11,2,3,4,5|IB|

| B) DobaBneHne HoBoro Habopa Os1a paanodapMaLLeBTUHECKOro JlekapCTBEHHOr o npenapaTa ¢
apyrum o6bemom 3anonHeHus | | | 11|

| Ycnosusa 1. Mpodhunnb pacTBOPEHUS NU3MEHEHHOIO JIEKAPCTBEHHOMO NpenapaTa CONoCTaBnM CO
CTapbIM, ecnn npuMeHnMo. Npn HEBO3MOXXHOCTW NMpoBeAeHNA UCMbITaHUA PacTBOPEHUS BpeMs
pacnafgaemMoCcTV HOBOro JieKapCTBEHHOro rpenapata B CpPaBHEHUN CO HEU3MEHEHHbIM. 2.
Crneundunkaunm nekapCTBEHHOro rperapaTta Ha BbIMYCK WM Ha KOHEL, CpOKa FOAHOCTU He
W3MEHUANCH (3@ WCKIYeHMEM pa3MepoB JeKapCTBEHHON ¢opMbl). 3. KayeCcTBEHHbIA U
KOJINYeCTBEHHbI COCTaB U CpefiHAs Macca He U3MeHWIUCb. 4. I3MeHeHue He 3aTparvsaet
TabneTkn c puckon, npefHasHavYeHHOW ANA pa3feneHus fiekapCTBeHHOW (OpMbl Ha paBHble



nosbl. | |||

| DokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
hocbe, BkJ/o4Yaa mnoapobHoe rpadumyeckoe oTobpaxkeHMe Tekywero u npepnaraemoro
MOJIOXKEHUA, a TakKXXe nepecMoTp UHpopMaL M o0 leKapCTBEHHOM rnpenapaTe COOTBETCTBEHHO.
2. CpaBHUTEsIbHbIE AaHHbLIE PaCTBOPEHUSA HE MEHEEe YeM O04HOWN OMNbITHO-MNPOMBbILLJIEHHON CeEpUN
C TeKyLUMU 1 npepnaraeMbiMy pasmMepamu (OTCYTCTBME 3HAYUTESIbHbIX Pa3fIMyMin C TOYKMU
3peHns conocTaBMMoOCTM — cM. [MpaBuna npoBefeHus nccnenoBaHUn BMOIKBMBANEHTHOCTH
JNleKkapCTBeHHbIX  npenapaTtoB  (mnanee —  T[lpaBuna nposefeHuns nccnenoBaHMm
6103KBNBANIEHTHOCTUN). B OTHOLIEHUN NIeKAaPCTBEHHbIX PacTUTENbHbIX NpenapaToB NpuemMeMsbl
OaHHble CpaBHUTEeNbHOW pacnagaemocTu. 3. OB6ocHOBaHMA HenpeacTaBleHUs pe3ybTaToB
HOBOIro mMccnenoBaHus 6UO3KBUBANIEHTHOCTM cornacHo lMpaBunamMm NpoBefeHns nccaenoBaHum
B103KBMBANIEHTHOCTU. 4. B COOTBETCTBYIOLWNX CNyYanax obpa3ubl IeKapCTBEHHOroO npenapaTa.
5. Pe3ynbTaTbl COOTBETCTBYIOLWMX NUCMbITaHN no FocygapcTeeHHon ®apmakonee Pecnybankn
KasaxcTaH, noaTBepxjatoLimne 3KkBMBasIEHTHOCTb CBOMCTB (MPaBUIbHOCTb A03UpoBaHus). | | | |

| (¥) MNpumevaHuwe | Onsa bB.l.a. 2.8), nwoboe wunsMeHeHne "OO3MPOBKU" NEKAPCTBEHHOrO
npenapaTa TpebyeT Nnogayn 3asaBeHNsa O paclUMPEHUN perucTpaumn. | | |

| B.ll.a. 3 N3meHeHMe cocTaBa (BCMoMoOraTesibHbIX BellecTB) JIeKapCTBEHHOro npenapaTa |
Ycnosusa | Tpebyemasa nokymeHTaums | Bug npouenypsi |

| @) U3meHeHMe cocTaBa BKYCOBbIX A06aBOK (apoMaTn3aTopoB) UM Kpacutenen | | | |
| 1. DobaBneHue, ncknwo4veHne nnu 3ameHa | 1, 2, 3,4,5,6,7,9,10|1,2,4,5,6|IA]|
| 2. YBennyeHne nnm ymeHbleHue cogepxanusa |1, 2,3,4,10|1,2,4 | 1A |

| 6) Mpo4ne BcnomoraTenbHble BewecTsa | | | |

| iobas He3HauynTeNbHas KoppeKuus KOJMYeCTBEHHOr0 COCTaBa BCMOMOraTeslbHbIX BELLEeCTB
JNlekapcTBeHHoro npenapata | 1,2,4,8,9,10| 1,2, 7| 1A

| 2. KayecTBeHHble WM KOJINYECTBEHHbIE U3MEHeHUs OOHOro wuam 6osiee BCrioMoraTesibHbIX
BelLlecTB, CyLleCcTBEHHO BAualOWMe Ha Ka4vecTBo, 6e3onacHOCTb wan 3POEKTUBHOCTb
NekapcTBeHHoro npenapaTta | | | Il |

| 3. U3ameHeHune, 3aTparmnsatoliee bnonornyeckuin (MMMyHonorndeckuin) npenapat | | | 11 ]

| 4. Ntoboe HOBOe BCOMOraTesibHOE BELLECTBO, NpeanosaraipLlee NCnojib30BaHMe MaTepurasios
4YeNIOBEYECKOr0 WM >XMBOTHOIO MPOUCXOXKAEHUSA, TPeOyloWnX OUEHKU OaHHbIX BUPYCHOM
b6e3sonacHoCcTn u (nnn) pucka T2 | || 11|

| 5. U3ameHeHne, obocHOBaHHOE pe3yibTaTaMu uccaenoBaHnsa 6noskBmBaneHTHoOCTU | | | 11|

| 6. 3amMeHa oHOro BCOMOraTeNbLHOro BelwecTBa CXOAHLIM BCNOMOraTesSibHbIM BeLeCcTBOM C
TeMu e PYyHKLUNOHaNIbHbIMU XapaKTepucTukamm B aHaslorm4yHom konmdectee | | 1, 3,4, 5, 6, 7,
8,9]|IB|

1

| B.ll.a. 1 N3meHeHne nnn pobaBneHme OTTUCKOB, FPaBMPOBKU WX WMHbIX 3HAKOB, BKJIlOYas
3aMeHy wunn pobaBneHuMe YepHWs, WCMNoJb3yeMbiX MNpPU MNPOU3BOACTBE JIEKAPCTBEHHOrO
npenapata | Ycnosusa | Tpebyemas gokymeHTaumsa | Bug npouenypsi |



| YcnoBusa 1. 3MeHeHNs YHKLMOHANbHbLIX XapaKTePUCTUK NeKapCTBEHHON hopMbl, HanpuMep,
BpeMeHn pacnagaemMocTu, npodunnsa pacTBOPEHUS OTCYTCTBYIOT. 2. BCAKYIO HE3Ha4YUTEeNbHYIO
KOoppekuutlo cocTaBa Ana noaaep>xaHua obwen ™Maccbl HeobxoAMMO OCYyLLEeCTBAATb
BCrlOMOraTesibHbIM BELLeCTBOM, COCTaBffAOWMM B HacTosAllee BpeMs OCHOBHYIO 4acTb
NlekapcTBeHHoro npenapaTta. 3. Cneuudukauma nekapCcTBEHHOro npenapata obHoBeHa B
4aCTW BHELWHero Buaa (3amaxa, BKyca) W, Npy HeObXOAUMOCTMU, UCKIOYEHO MCMbITaHMWE Ha
NOOJZIMHHOCTb. 4. HayaTbl COOTBETCTBYOLWME UCCefoBaHNA CTabUAbHOCTU B COOTBETCTBUM C
yCTaHOBNeHHbIMM TpeboBaHMAMN (C yKa3aHWMEM HOMEPOB Cepuin); MpoaHann3npoBaHbl
COOTBETCTBYIOWME MapaMeTpbl CTabuabHOCTN HE MeHee YeM Ha ABYX OMbITHO-MPOMbILLIEHHbIX
WAN NPOMBbILJIEHHBIX CEPUAX; B PACNOPSXKEHUU 3asBUTENA HaXOAATCSA YAOBAETBOPUTESIbHbIE
pe3ynbTaTbl, N0 MeHbLUEN Mepe, 3-MEeCAYHOro U3y4yeHums cTabmnbHOCTM (Ha MOMEHT BBeLEeHUS
n3MeHeHnn IA Tnna v ysegomseHmsa ob nameHeHusax IB tuna); npodusab cTabunbHOCTN CXOX C
yTBEPXXOEHHBIM B HacTosllee BpeMsa npodunem. NoaTeBep)XOAeHMe TOro, 4TOo MCccienoBaHUs
OynyT 3aBepLUEHbl, 1 4TO eCnn pe3ynbTaTbl Ha KOHEeL, CpoKa roAHOCTY He ByayT yKnaabiBaTbCA
B crneumguKaumm nan noTeHuManbHO He yKaaAblBaTbCHA B cneuudpurkaunmm, mx HemensieHHo
npeacTaBAT YNOJHOMOYEHHOMY OpraHy Hapsgy C npepjlaraembiM njaHoMm fencteuin. Kpome
TOro, B COOTBETCTBYIOLWMX C/y4asx HeobxoanmMo npoBecTu ncnbiTaHne potoctabunbHocTu. 5.
Bce HOBble KOMMOHEHTHI ygaoBneTBopseT TpeboBaHUAM COOTBETCTBYIOWMUX AOKYMEHTOB
Pecnybnnkn Ka3axcTaH, KacaloLmxcs KpacuTenen, NCMNOJIb3YEMbLIX B  MULLEBOWN
MPOMBILLAIEHHOCTN, U BKYCOBbIX A006aBOK. 6. HM OAWH HOBLIA KOMMOHEHT He npejnonaraet
NCNosb30BaHNE MaTepuasioB YesIOBEYECKOro WM >XMBOTHOrO MPOUCXOXKAEHMUS, TpebyoLlimx
OLEHKUN [aHHbIX BUPYCHOW 6e30MmacHOCTUM WM COOTBETCTBUS AeNcTBylOWMM TpeboBaHUAM
FocypapcTBeHHON dPapmakoriee Pecnybnnkm KasaxcTaH Mo MMHMMU3aAUMU pUCKa Nepenayu
areHToB rybyaTon sHuedanonaTum XMBOTHbIX MOCPEACTBOM JiIeKapCTBEHHbIX NpenapaTos ANnA
MeOUNLUNHCKOrO 1 BEeTEPUHAPHOIo NpUMeHeHUs. 7. B COOTBETCTBYIOLLNX CNyYasasX N3MEHEHUNS He
BAMSAIOT Ha pasinydna Mexay [[O3UMPOBKaAMW W He OKa3blBaloT HeraTMBHOro BJIMAHUA Ha
BKYCOBbl€ CBOMCTBA JIeKapCTBEHHbLIX NMpernapaToB, NpefHa3HavYeHHbIX Anga geten. 8. MNpodunb
pacTBOpEHNA He MeHee 4YeM [ABYX OMbITHO-MPOMBbIWIEHHbIX CEPUA HOBOMO JIEKapPCTBEHHOMO
npenapaTta COMOCTaBMM CO HEU3MEHEHHbIM (OTCYTCTBUE 3HAYUTESIbHbIX Pa3/INyuUA C TOYKU
3peHns conocTaBmMoCcTM — cM. lMpaBuia npoBeneHns nccnenoBaHuUn 6GMO3KBMBANEHTHOCTN).
Mpn  HEBO3MOXXHOCTM  MpPOBeAEeHUs  UCMbITaHWA  pacTBOPEHUSs C  JleKapCTBEHHbIMU
pacTuTenbHbIMM MNpenapaTaMy BpeMs pacnafaeMoCcTU HOBOrO JIEKapCTBEHHOrO npenapaTa
COMOCTaBUMO CO HEM3MEHEeHHbIM. 9. I3MeHeHne He ABNsfeTCHA cnencTemeM HecTabunbHoCTU ©
(unn) He cka3biBaeTcad Ha 6e30MacHOCTW, T.e. pasnMyuMax Mexay p[AosmpoBkamu. 10.
PaccMmaTpuBaeMsbin JleKapCTBEHHbIN npenapat He ABNAETCA bronornyeckum
(MMMYHONOrMYecknUM) nekapcTBEHHbIM npenapaToM. | | | |

2

| B.ll.a. 1 U3meHeHne unn pobaBrieHNe OTTUCKOB, FPABMPOBKU MM MHBLIX 3HAKOB, BKJOYas
3aMeHy wunu pobaBneHue YepHWs, WUCNoJIb3yeMbIX MNPU MNPOU3BOACTBE JIEKAPCTBEHHOIO
npenapata | Ycnosusa | Tpebyemas gokymeHTaums | Bug npouenypsi |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
Aocbe, BKJIO4Had ™MeToAdbl WCMNbiITaHUA Ha NOAJIMHHOCTbL BCeX HOBbIX KpaCVITeJ'IeI7I (eCJ'IVI
NMPUMEeHMMO), a TakKxe nepecMoTp wuHDOPMaAUMMU O JIEKAPCTBEHHOM  MpenapaTe
COOTBETCTBEHHO. 2. [leknapauusi, 4To HavaTbl Tpebyemble nccnenoBaHus CcTabuabHOCTU B
COOTBETCTBMM C YCTAHOBJIEHHbIMU TpeboBaHUAMU (C yKa3aHMEM HOMEPOB Cepuin); U 4To (B
COOTBETCTBYIOLINUX CJly4assix) Ha MOMEHT BBEOEHUSS WU3MEHEeHUW B €ero pacnopsXeHuu



Haxogunucb Tpebyemble MUHUMaNbHbIE YAOBAETBOPUTENbHbIE AaHHble MO CTabunbHOCTW; U©
4YTO MMEKLLMECS AaHHble HE CBUAETENbCTBOBANN O Kakoi-n1nmbo npobneme. Heobxogmnmo Takxe
npeAcTaBUTb MNOATBEPXXAEHWE TOro, 4TOo uccnenoBaHua OyAyT 3aBeplUeHbl, U 4TO ecnu
pe3ynbTaThl He ByAyT yKNaAblBaTbCA B Ccrieuyndrkaumum nnm noTeHUNaNIbHO HE YKNaAbiBaTbCS B
cneynurKaunum Ha KOHel CpokKa FOAHOCTWU, UX HeMeOJlIeHHO NpeAcTaBAT YNoJIHOMOYEeHHOMY
opraHy Hapsgy C npeanaraemMbiM MJaHOM AeWCTBUNA. 3. Pe3ynbTaTbl UCCAeLOBaHUN
cTabunbHOCTN, NpPOBEAEHHbIX B COOTBETCTBMW C YCTaHOBJIEHHbIMU TpeboBaHMAMK, MO
3HaAYMMbIM NapamMeTpaMm CTabusbHOCTU He MeHee 4eM Ha ABYX OMbITHO-MPOMbILLIEHHbIX UK
MPOMBILLJIEHHbIX CEPUAX, OXBATbIBAOWMNX HE MeHee 3 MecsueB, U NOATBEP)KAEHUE TOro, YTo
yKa3saHHble nccnefosaHusa 6yayT 3aBeplUeHbl, U ecnn pe3ynbTaThl He ByayT yKiaAblBaTbCa B
CI'IeLI,VICbVIKaLI,I/IVI nnnm noTeHunaabHO He YyKnaAdblBaTbCA B CI'IeLI,VI(i)VIKaLI,VIVI Ha KOHeLl CpOKa
rooHoCTU, UX HEMeOJIEHHO MPeACTaBAT YNOJIHOMOYEHHOMY OpraHy Hapsay C npeanaraemMbiM
nJaHoM pencTeun. 4. B COOTBETCTBYKOWMUX Clyvasax obpasubl HOBOrO JIEKAPCTBEHHOrO
npenapaTta. 5. JInbo ceptudmnkaT cooTBeTCcTBUS EBponenckon ®apmakonen no TIS Ha nobon
HOBbI UCTOYHUK MaTepuana, NMbo (ecnm NpUMeHNUMO) LOKYMeHTasibHOe NOATBEPXKAeHME TOro,
YTO MCTOYHWUK MaTepuasna, NMOABEPXKEHHLIA pUCKy TID, paHee MpoBepeH YMNOJHOMOYEHHbLIM
opraHom; u 6b110 NOATBEPXKAEHO ero COOTBETCTBUE AeNCTBYOLEeNn cTaTbe [ocyaapCTBEHHON
dapmakonee Pecnybnukn KasaxcTaH Mo MWHMMU3ALMKW pPUCKa MNepefayn areHToB ryb4daTton
3HUedanonaTUM XNUBOTHbLIX MOCPEACTBOM JIeKapCTBEHHbIX MpenapaToB A1 MeAULMHCKOro U
BETEpPMHAPHOro npuMeHeHua. [na KaXAoro Takoro poja MaTepuana Heobxoanmo
npeacTaBuMTb Clefyloline CBeaeHUsa: Ha3BaHUe NPOon3BOAUTENS; BUA XXUBOTHbLIX U TKaHW, K3
KOTOPbIX MNOJIy4eH MaTepuasn; CTpaHa NPOUCXOXXAEHUS XUBOTHbIX U €ro Ucrnosib3oBaHue. 6. B
COOTBETCTBYHWOLWNX CNy4YadaxX AOdaHHble, noarteepXpgakwwwme TO, 4TO HOBOE BCMOMOraTtTeJibHOe
BEWEeCTBO He B3aMMOAENCTBYET C  aHaJUTMYeCKMMM MeToauKaMu  crneuudumkauunm
NleKapCTBeHHOro npenapata. 7. Heobxoanmo nocpenCcTBOM Hapsiexxallen hapMaLeBTUYEeCKON
pa3paboTku (BKJOYas BONPOChbl CTabUAbHOCTN N NMPOTUBOMUKPOOHOIr0 KOHCEPBUPOBAHMWS, €CN
npuMeHMMo) npencTaBuTb obocHoBaHMe cMeHbl (Bbibopa) BCMOMOraTesibHbIX BeLllecTB. 8.
CpaBHUTENbHbIE AaHHbIE NPOPUAA PAaCTBOPEHNS TBEPAbIX JIEKAPCTBEHHbIX (DOPM HE MEHEe YeM
Ha [ABYX OMbITHO-MPOMbILUIEHHbIX CepusAX JieKapCTBEHHOro npenapaTta HOBOMO W CTaporo
COCTaBOB. B OTHOLWEHUN NEKapCTBEHHbLIX PaCTUTENbHbLIX MPenapaToB AOCTATOYHbl AaHHbIE
CpaBHUTENbHOM pacnagaeMocTn. 9. OBOCHOBaHUS HeNpeaCcTaB/IEHUS pPe3ynbTaTOB HOBOIo
nccnepoBaHma  6MO3KBMBANIEHTHOCTM B CooTBeTCTBUM ¢ [lpaBunamm  npoBefeHus
nccnenoBaHnnm 6Mos3KBMBaNEeHTHOCTU. | | | |

| B.ll.a. 4 WN3mMeHeHne Maccbl 060JI04KN JIEKAPCTBEHHbLIX (hOPM 0719 MpPUeMa BHYTPb WU
n3MeHeHmne Maccbl 060104KM Kancynel | Ycnosusa | Tpebyemasa nokymeHTauusa | Bug npouenypsl

I
| @) TeepAble nekapcTBEHHbIE OPMbI ANA NpueMa BHYTpb | 1,2,3,4 1,2 | 1A |

| 6) JlekapcTBEHHbIE YOPMbI C OTCPOYEHHBLIM, MOAUMPULUPOBAHHBIM UAN MPONOHTMPOBAHHbLIM
BbICBOOOXKAEHNEM, B KOTOPbIX 000J104Ka ABSISETCS KtoYEBLIM (paKTOPOM BbicBOboXKAeHUS | | | I

| Ycnosua 1. Mpoduib pacTBOPEHUS HE MeHee 4YeM [ABYX OMbITHO-MPOMbILLIEHHbLIX Cepui
HOBOIO JIEKAPCTBEHHOIrO NpenapaTa CoNoCTaBUM CO CTapbiM. [pn HEBO3MOXXHOCTWN NPOBEAEHMNA
UCMNbITaHUSA  PacTBOPEHUSA C  JIeKapCTBEHHbIMU  pacTUTEsIbHbIMW  MpernapaTtamMm  BpeMs
pacnafaemMoCcTy HOBOMO JIEKAPCTBEHHOIO NpernapaTa B CPpaBHEHMM CO CTapbiM. 2. ObonoYvka He
ABNSETCA  KJIOYEBbIM  (PAKTOPOM  MexaHum3ma  BbicBoboxaeHusa. 3. Cneuundukaumsa
JleKapCTBEeHHOro npenapaTta 06HOBNEHa NULb B YaCTW MacCChl N pa3MepoB (ecsm NMPMMeHNMO).
4. HayvaTbl COOTBETCTByWLME UCCAeOOoBaHUA CTabuabHOCTM B COOTBETCTBUM C
yCTaHOBJIEHHbIMKU TpeboBaHMAMN He MeHee Y4eM Ha [ABYX OMbITHO-MPOMbILWJIEHHbLIX WN



NPOMBbILLJIEHHbIX CEpUAX; B PaCnoOpPsHXKEHWM 3asaBUTENIS Ha MOMEHT BBeAEHUA WU3MEeHEHUN
HaxoOATCHA yOOBJIETBOPUTESNIbHbIE, MO MeHbLUeNn Mepe, 3-MecCAYHble AaHHble No cCTabunbHOCTY;
noATBepXAeHne TOoro, 4YTO wuccriefoBaHns OyayT 3aBeplweHbl. Ecin  pesynbTaTbl He
yKNaAblBaloTCSA B cneumdukaumm nanm noTeHumasbHO He yKJaAblBaTbCA B cneundukaumm Ha
KOHeL, CpokKa FOAHOCTU, UX HeMeAJIeHHO NpeAcTaBAT YMNOJIHOMOYEHHOMY opraHy Hapsagy c
npepnaraemMbiM NaaHoOM gencTeun. | | | |

| LokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
nocbe. 2. [leknapauws, 4To HavaTbl Tpebyemble nccinenoBaHus ctabuabHOCTU B COOTBETCTBUN
C yCTaHOBMIeHHbIMU TpeboBaHNAMN (C yKa3aHUEM HOMEPOB CEpUi); 1N 4TO (B COOTBETCTBYHIOLLMNX
c/alyqasix) Ha MOMEHT BBeOEHUS M3MEHEHUA B ero PacnopsXXeHWU HaxoAunmcb Tpebyemblie
MUHNMaJIbHblE YA0BIEeTBOPUTENbHbIE AaHHbIe N0 CTabUAbHOCTU; N YTO NMELLNEC AaHHble He
cBupeTensCTBoBann 0  Kakom-nmbo npobneme. HeobxooumMo TakXe NpeacTtaBuTb
noATBep>XAEeHUE TOro, 4To MccienoBaHus OynyT 3aBeplleHbl, U YTO ec/n pe3ysibTaTbl He
OynyT yKnagbiBaThCA B cneunukaumn nnm noTeHUNalbHO He YKNaAbiBaTbCA B cneunpukaummn
Ha KOHeL, CpOKa FOAHOCTU, UX HEMEANIEHHO MPeACcTaBAaAT YNOJHOMOYEHHOMY OpraHy Hapagy C
npeanaraemMbiM MNJaHOM AeNCTBUN. KpoMe TOro, B COOTBETCTBYIOLWMX Caydaax Heobxoanmmo
MpoBecTn ucnelTaHne gotocTtabunsHocTwn. | | | |

| B.ll.a. 5 N3MeHeHne KOHUEeHTpauum oAHOA03HOro, NOJHOCTbIO BBOAUMOIrO napeHTepasbHOro
JleKapCTBEHHOro npenapaTta nMpu HEM3MEHHOCTU COAEep>XaHUs akTUBHOW (hapMalleBTUYEeCKON
cybcTaHuMM Ha eanHuuy [03bl (T.e. Ao3npoBkK) | Ycnosua | Tpebyemas nokymeHTauusa | Bug
npouenyps! |

| B.ll.a. 6 NckntoveHne KoHTeHepa C pacTBopuTenem (pasbaBntenem) n3 ynakosku | Yciosus |
Tpebyemas nokymeHTauums | Bug npouenypsi |

[111.2]1B]

3

| B.ll.a. 1 U3meHeHne wunn pobaBrieHNe OTTUCKOB, FPABMPOBKU MM MHBLIX 3HAKOB, BKJOYas
3aMeHy wunu pobaBneHuMe YepHWs, WUCNoJIb3yeMbIX MNPU MNPOU3BOACTBE JIEKAPCTBEHHOIO
npenapata | Ycnosusa | Tpebyemas gokymeHTaums | Bug npouenypsi |

| OokymeHTaumsa 1. O6OCHOBaHME WCKJIOYEHUSA, BKJKOYas YyKa3aHWe Ha ajibTepHaTUBHbIE
crnocobbl noslydeHns pactBopuTens (pas3baButensa) B uUenax 6e3onacHoOro U 3geKTMBHOIO
MPUMEHEeHNs JIeKapCTBEHHOr o rnpenapaTta. 2. [lepecMoTpeHHas HPOPMaL A O JIeKapCTBEHHOM
npenapate. | | | |

TekcT

B.1l. 6) Mpon3soacTeo

| B.Il.6. 1 3ameHa wan gobaBieHne HOBOW MPOU3BOACTBEHHOW MAOWAAKNA AN 4acTu UAN BCEX
npoL.eccoB NPon3BOACTBA JleKapCTBEHHOro npenapaTta | Ycnosusa | Tpebyemas nokyMeHTauUuns |
Bua npouenypsi |

| @) Mnowaaka no BTopm4HOM ynakoeke | 1,2 |1, 3,8, 10 | IA |



| 6) Mnowanka no nepsuyHoOM ynakoeske | 1,2,3,4,5|1,2,3,4,8,9,10 | 1A |

| B) Mnowapka, Ha KOTOPOM OCYLLECTBASAKTCA MNPOM3BOACTBEHHbIE oMnepauun Ansg
Bronornyecknux (MMMyHOIOrMYECKNX) NEKAPCTBEHHbIX MPEenapaToB UKW JIEKAPCTBEHHLIX (DOPM,
MPOM3BEAEHHbLIX C MOMOLLbIO CHOXHbLIX MPOM3BOACTBEHHbLIX MPOLECCOB, 3a WCKJIIOYEHUEM
BbIMyCKa Cepun, KOHTPOIS KayecTBa Cepuin N BTOPUYHON ynakosku | | | 11|

| r) Mnowagaka, TpebyoLwaa NnpoBeaeHNs NEPBUYHON UM NPOAYKT cneundnyHon nHcnekumm | |
[ 1]

| o) Mnowapka, Ha KOTOPOM OCYLLUeCTBAATCA Nobble NMpovM3BOACTBEHHbIE onepauun Ans
HeCTepPU/bHbLIX JNIEKAapCTBEHHbLIX MPEnapaToB, 3a WCKJ/OYEHUEM BbIMyCKa CEpUin, KOHTPONS
cepuin, NepBUYHON N BTOPUYHOM ynakoeku | | 1,2, 3,4,5,6,7,8,9,10|IB |

| e) Mnowanka, Ha KOTOPOM OCYLLECTBASATCA Jobble MPOM3BOACTBEHHbLIE OMepauun co
CTEpPUbHbIMU  JleKapCTBEHHbIMW MpenapaTaMmy, MNPOU3BOAALLMMUCA C  WCMNOJIb30BaHMEM
acenTM4ecKMx MeTomoB (McKAoYaa 6uonormyeckme (MMMYHONOMMYeCKMe) JeKapCTBEHHbIEe
npenapaTbl), 3@ WCKJOYEHUEM BbIMyCKa CEpun, KOHTPOAS KadecTBa CEepuin M BTOPUYHON
ynakosku | | 1, 2,3,4,5,7,8,10| IB|

| Ycnoemsa 1. Hanuyume cepTudukaTa Hagfexawenm npou3BOACTBEHHOW npakTuku (GMP)
MPOW3BOACTBEHHOW MJOWAAKN Mepefalowen v MnpUHUMaKOWEN CTOPOHbI. 2. [lnowagka
NnueH3MpoBaHa B YCTaHOBJIEHHOM nopsike (4Ana nNpou3BOACTBa pacCMaTpuBaEeMoWn
NeKapcTBeHHOW  OpMbl UM JlIeKapCTBEHHOro npenapaTta). 3. PaccmaTpuBaeMmbln
JleKapCTBEHHbIN npenapaT He £BAfeTCA CTepuibHbIM. 4. B COOTBETCTBYIOLUX CyvasX,
HanpyMep, B OTHOLUEHWW CYCMEH3UN WAN IMYNbCUN, MMeeTCa CXemMa Baanjauum uam B
COOTBETCTBUN C TEKYLMM NPOTOKO/IOM YCMNELIHO NpoBefeHa Balnjaumsa HOBOW NJOWaAKM C He
MeHee 4YeM TpeMs MNPOMbILJIEHHBIMKU CcepusMnU. 5. PaccMaTpuBaeMbll NeKapCTBEHHbIN
npenapatT He ABnaeTca buonorndyecknm (MuMmyHonorndeckum). | | | |

| OokymeHTauma 1. NMoaTBepxaeHWe TOro, YTo npepsiaraemMas njaowagka JMLEH3UpoBaHa B
yCTaHOBJIEHHOM MopsagkKe OJia NMPoOM3BOACTBA JIeKapCTBEHHOW hOPMbl UKW pacCMaTpPUBaEMOro
NleKapCTBEHHOro npenapaTa. 2. B COOTBETCTBYWOLWUX CrydYasx HeobxoamMo ykasaTb HOMepa
cepun, COOTBETCTBYIOLME pa3Mep cepunm n gaTy Npon3BoacTBa cepun (3), NCMosib30BaHHbIE B
BaNMAALMOHHOM UCCAefoBaHUW, W MNpeacTaBuUTb AdaHHble MepBUYHOMW IKCNEpTU3lbl UAU
MPOTOKO/ (CXeMy) MepBUYHOW 3KCNEpPTU3bl, Noanexawmun nogade. 3. B dopme 3aaBneHnsa o
BHECEHUM U3MeHeHW HeobxoAuMo 4YeTKOo yKasaTb "Tekywux" wn "npegnaraembix"
npoussognTenen nekapCTBeHHOro rnpenapaTta (corsacHo pasgeny 2.5 dopmbl 3aaBneHuns). 4.
Konun yTBep>X4EHHbIX CrieundurKaLumin Ha BbIMYCK N KOHEeL, CPOKa FrogHOCTU (eC/ain NPUMEHUMO).
5. [aHHble aHa/n3a OAHOW MPOMbILLIJIEHHON CepUn U ABYX OMbITHO-MPOMbILWJIEHHbLIX CEPUN,
VMUTUPYIOLLMX MNpoLecc npom3BoACTBa (MM OBe MNPOMbILUIEHHbIE Cepun) U CPaBHUTESbHbIE
JaHHble C TpeMs cepusiMn, NMpPousBeLeHHbIMN Ha npeabiayLlen npousBoACTBEHHOM NoWankKe.
Mo 3anpocy Heob6xoAnMMO NpPeACTaBUTb AaHHbIE MO CNEAYIOWMM ABYM MOJIHbIM MPOMBbILWAEHHbLIM
cepuaMm; Heobxoammo coobwmnTb, ecam pe3yabTaTbl aHaan3a He YyKJaablBaldTCaA B
cneyndmrkauuio, N NpepsoXnuTb niaaH gencrtsmn. 6. CooTBeTCTBYWOWME AaHHbIE MEPBUYHOWN
3KCNepTU3bl, BKJOYasA pe3ysbTaTbl MUKPOCKOMNMK pacnpegesieHns no pasMepam 4actuy U ux
MOPMOSIOrNN MATKUX U XULOKUX JIeKapCTBEHHbIX ()OpM, B KOTOpPbIX (apMaLeBTnyeckas
cybCcTaHUMA HaxoOMTCA B HEPACTBOPEHHOM COCTOSAHMW. 7. ECAM Ha HOBOW MPOM3BOACTBEHHON
nJjowagkym B KaveCcTBe UCXOLHOr0o MaTepuasa WUCMOJIb3YyeTCsA aKTMBHasa apmaueBTuyeckas
cybcTaHumna, — peknapaums ynosiIHOMOYEHHOro smua naowaiky, OTBETCTBEHHOMO 3a BbIMYCK
cepuin, 4TO aKTuMBHasa apmaueBTMYHecKasa cybcTaHuMs npousBedeHa B COOTBETCTBUU C
MpaBunamn Hapsexawlenm MpPouU3BOACTBEHHON npakTuke Pecnybnukn KasaxcTtaH pAans
NCXoaHbIX MaTepuasoB. 8. [lonpaBka K COOTBeTCTBYyKWLWEeMY(MM) pasgeny(am) gocbe. 9. Ecnn



MPOU3BOACTBEHHAa nMJoOWaAKa W nNaowajka, Ha KOTOpPOM OCyLeCcTBASETCA MepBuUYHas
yrnakoBKa, pa3/sim4yarTcs, HeobxoaAnMo onncaTb U BaaManpoBaTh YCI0BUSA TPAHCMOPTUPOBKN U
XpaHeHns HepacdacoBaHHoro npenapata (bulk). 10. NMcbMeHHOE cornacuve Ha NpoBefeHune
hapMaLEeBTUYECKOM  MHCMNEKUMWU Ha CooTBeTCTBMe TpeboBaHMAM MO  HagJiexawum
hapmaLeBTUYECKUM NpakTukam. | | | |

| MpumevaHusa: | Mpu U3MEHEHUN WA HOBOW MNPOU3BOACTBEHHOM Maowanke B CTpaHe 3a
npenenamn Pecnybnmkn KaszaxcTaH, C KOTOPOM He 3akJ/IlO4eHO corjaweHue O B3auMHOM
npPU3HaHNn GMP, aoepxxatenam no nogaymn yBeLoMNeHus pekoMeHayeTcs
MPOKOHCYJ/IbTUPOBATLCA C YMNOJIHOMOYEHHbIM OpPraHoM W rMpeacTaBUTb CBeAEHUA O BCeX
npenbioywmx WHCNeKuusax 3a nocnepjHue 2-3 roga u (umnam) BCex 3anJaHUpOBaHHbIX
MHCMEeKUMAX, BKOYasa AaTbl MHCMNEKUWNA, KaTeropum MHCNEeKTUPYEeMbIX NPOAYKTOB, Hag30pHoe
BEOMCTBO W rpoyne cBefeHusa. [eknapauumu YrnosIHOMOYEHHOro nuua, 3aTparusaroline
aKTUBHYIO apmMaueBTuyeckyto cybctaHumio. [LOepxaTenm nuMuUeH3Min Ha Npou3BOACTBO B
KayecTBe UCXOOHbIX MaTepuasioB UCMOJb3yeT UCKIYMUTESIbHO aKTUBHbIe hapMaueBTuyeckue
cybcTaHuMM, NponsBeneHHbIe B COOTBETCTBMN ¢ GMP, MO3TOMY Ka)KAblh Aep>XaTe b JIMLEH3NN
Ha NpPoOV3BOACTBO MpoAeksapupyeT, YTO OH B KayeCcTBe UCXOAHOro MaTepuana WUCNoJb3yeT
aKTUBHYIO hapMaueBTUYeCKyto cybcTaHumMio, NponsBeneHHyo B cooTBeTCcTBUM ¢ GMP. Kpome
TOro, NOCKOJIbKY YMOJHOMOYEHHOE SN0, OTBETCTBEHHOE 3a cepTudukaumo cepuun, bepet Ha
ceba obLLyto OTBETCTBEHHOCTb 3a Ka)XKAyl Cepuio, eCnM niaowafka, BbiNycKalowas cepuio,
OT/IM4aeTCsa OT yKa3aHHOM BblWe, YNOJHOMOYEHHOEe NNLO0, OTBETCTBEHHOE 3a CepTUPMKaLMIo
cepuun, nNpeacTtasBnseT OOMOJIHUTENbHY AeKnapauutio. Bo MHOrMx ciyvasax BOBJIEYEH NULIb
OOVH Oep>KaTesb NMMUEH3NN Ha NPON3BOACTBO, MO3TOMY NMoTpebyeTcs NMwWb 04Ha AeKapauns.
OnHako, ecnv BOBJleYeHbl HECKObKO BAafenbLeB NLEH3UA Ha NPON3BOACTBO, BMECTO noga4u
HECKONIbKNX Aeknapauun [onyckaeTcsa nogaTb OAHY Aekjapauuio, nognucaHHyl OAHUM
YNOJIHOMOYEHHbIM JINLOM. DTO AONYCTUMO MNpW YCJ0BUM TOro, 4TO: B AekKfapauumm 4eTKOo
yKa3aHo, 4TO OHa nognucaHa oT siMua BCeX BOBIEYEHHbIX YMOMHOMOYEHHbIX nuu,. | | |

| B.11.6.2 N3mMeHeHMe nMnopTepa, COrnalleHnn o BbINYCKe CEpUA N UCMLITAaHUA N0 KOHTPOJIO
Ka4vecTBa JilekapCcTBeHHOro npenapata | Ycnosus | Tpebyemasa ookymeHTaums | Bug npouenypel

1

| B.Il.6. 1 3ameHa wan gobasieHne HOBOW MPOU3BOACTBEHHOW MOWAAKNA AN 4acTu UM BCEX
npoL.eccos NMPon3BOACTBa JlekapCTBEHHOro npenapaTta | Ycnosua | Tpebyemas noKyMeHTauUuns |
Bua npoueayps! |

| @) 3ameHa uwnu pobaBneHue naoWanKM, Ha KOTOPOM OCYLLECTBSAETCA KOHTPOJIb KayecTBa
(vcnbiTaHne cepun) |1, 2,3 (1,2, 4| 1A |

| 6) 3ameHa wunnm pobaBneHne nNPOU3BOAUTENS, OTBETCTBEHHOrO 3a BbINYCK Cepun
brnonornyeckoro (MMMYHOJSIOrMYECKOro) JleKapCTBEHHOro npenapata un nwobbix MeTono0B
NCMbITaHUNA, OCYLLEeCTBNAEMBbIX Ha naowanke, ABNSAOLMXCA bronornyeckum
(nmMmyHonornyeckum) metogom | | | Il

| B) 3ameHa wnn pobaBneHne nponssBoanTens, OTBETCTBEHHOI0 3a BbiNyck cepun | | | |
| 1. 3a ncknoyYeHnem KOHTpOSA KayecTsa (ucnbitaHme cepuin) | 1|1, 2,3, 4 | 1A |

| 2. BKAto4asa KOHTPOsIb KayecTBa (ucnbitaHme cepun) | 1,2, 3,11, 2, 3,4 | 1A |



| 3. BkOYas KOHTPOAb KavecTBa WUCObITaHNE 6KONOrM4eckoro (MMMYHOJSIOrMYECKOro)
JIeKapCTBEHHOro npenapaTta 1 0AWH U3 MEeTOA0B UCMbITAaHNN, OCYLLECTBASIEMbIN Ha NJoWaake
ABNSeTCA BMoONOrnyeckKuM (MMMYHONOrNYECKUM) (MMMYHOXUMUYECKUM) | | | 11 ]

| Ycnosmsa 1. Mnowapfdka sMUEH3MpOBaHa B YCTAHOBJIEHHOM nopsfdke. 2. JleKapCTBEHHbIN
npenapaT He sBnseTcs bnonornyecknm (MMMyHONOrMYECKUM) JIeKapCTBEHHbLIM NpenapaToM. 3.
TpaHchep TEexXHONOrMin CO CTapol Ha HOBYIO MJOWAAKY WINW HOBYIO WCMbITaTeNbHYIO
nabopatoputo npomsseneH ycnewHo. | | | |

| JokymeHTaumsa 1. Konmsa nuueH3nn Ha NMpou3BOACTBO UMW B UX OTCYTCTBME — cepTudumkaT
GMP, BblgaHHbIN B Te4dYeHWe Tpex NOCAedHUX JseT COOTBETCTBYHWMUM YMNOJHOMOYEHHbIM
opraHom. 2. B ¢opme 3aaBneHUss 0 BHECEHUN N3MEHEHUA HEOBXOAMMO YKa3aTb "Tekywux" n
"npepgnaraemMbix" NpoM3BoANTENEN NEKAPCTBEHHOIO NpenapaTa (corsiacHo pa3geny 2.5 opMsl
3asaBseHunn). 3. [leknapaunsa yrnosIHOMOYEHHOro Nuua, OTBETCTBEHHOrO 3a cepTudukKauuto
cepuvn, B KOTOPOW YKasblBaeTCsdA, 4YTO npousBoauTenb(KM) akKTMBHOM dapMauLeBTUYECKON
cybcTaHUMN, yKa3zaHHOW B perncrpaumoHHOM gocbe, paboTaeT B cooTBeTCTBUM C [MpaBuniamMu
Hagnexawen npon3BOACTBEHHON nMpakTuUKM Pecnybnmku KasaxcTaH Ond  UCXOAHbIX
MaTepuanoB. [pu onpeneneHHbix 06CTOATENBCTBAaX [AOMYCKaeTCsa MpeacTaBnATb OOHY
deknapauuio (c™m. npumMmedaHue K N3MEHEeHUIo B.11.6.1). 4. [MonpaBKa K
COOTBETCTBYOLEMY(COOTBETCTBYOWMNM) pa3geny(pasgenam) nocbe, BKAOYas MHbopMaumum o
NekapcTBeHHOM npenapaTe. | | | |

| B.1.6.3 W3mMeHeHMe npouecca MPOU3BOACTBA JIeKapCTBEHHOrO MpenapaTa, BKJOYas
MPOMEXYTOYHbIN MNPOAYKT, WUCMNOJSIb3yEeMbIA B MNPOU3BOACTBE JIEKAapCTBEHHOrO npenapaTta |
Ycnosusa | Tpebyemas pokymeHTauums | Buag npouenypbi |

| @) HesHauymmble 3MeHeHNs nNpouecca npomssoacTea |1, 2,3,4,5,6,7|1,3,4,6,7,8|1A|

| 6) 3HaYMMbIe n3MeHeHNs NpoLecca NPoOM3BOACTBa, OKa3biBaloLWMe CyLLLEeCTBEHHOE BAIMAHMNE Ha
KayecTBo, 6e30nacHOCTb N 3(hpHEeKTUBHOCTb SlekapcTBeHHoro npenapata | | | II']

| B) JlekapcTBeHHbIN npenapaT aBnseTca buonornyecknMm (MMMyHONOrNYECKNM), N USMEHEeHUue
TpebyeT oueHkn conoctasumocTu | | | 11|

| r) BBeoeHue HeCcTaHAapPTHOrO TepMUHanbLHOro Metofa crepmunmsauunm | | | 11|

| &) BeemeHme wunu yeennvyeHme wun3bbiTKa, WCNOAb3YeMOro B OTHOLWEHUM aKTUBHON
thapmaueBTunyeckon cybctanumm | | | Il

| e) HecywecTBeHHOe M3MeHeHMe rnpouecca NMpoM3BOACTBA BOOHOM CyCreH3uu Ana npuema
BHYTpb || 1,2,4,6,7,8]|IB|

| Ycnosus 1. N3MeHeHMA Ka4yeCTBEHHOr0 WAW KOJIMYEeCTBEHHOro npoduna npuMmecen, wUnu
PU3NKO-XUMNYECKUX CBOWNCTB OTCYTCTBYIT. 2. JIeKapCTBEHHbIN npenapaT He sABASETCS
brnonornyeckum (MMMYHOJIOTMYECKMM) WAN  pacTUTeNbHbIM. 3. [lpyUHUMA NPOM3BOACTBA,
BKJIl0YAs OTAE/IbHblE €ro 3Tanbl, HEe W3MeHAlTCA, Hanpumep, o0bpaboTka NPOMEXYTOYHbIX
MPOAYKTOB, OTCYTCTBYIOT N3MEHEHNA KaKuUX-Mbo pacTBOpUTENEN, NCMOMb3yeMbIX B Mpouecce
Mponm3BoACTBa. 4. 3aperucTpupoBaHHbLIN B HaCTosLLee BpPeMs MNpouecc npou3BOACTBa
KOHTPONIMPYETCA BHYTPUMPOU3BOLACTBEHHBIMU KOHTPOASAMU, U U3MEHEHNE TaKUX KOHTpPOJEn
(pacwmpeHne nnm NCKNYeHne KpuTepmes npuemaeMocTn) He TpebyeTca. 5. Cneundunkauynm
JleKapCcTBEHHOro npenapata WM NPOMEXYTOYHbIX MNPOAYKTOB He u3MeHsalTcda. 6. Tlo
pe3ynbTaTaM HOBOIro npouecca obpa3oBbIBAETCA NAEHTUYHbIE C TOYKWN 3PEHNSA BCEX aCMEKTOB
KayecTBa, 6e3omacHoCTU ” 3PGPEKTUBHOCTU JieKapCTBEHHOro npenapaTta. 7. CornaacHo
COOTBETCTBYWOLWNM  OOKyMeHTaM Pecnybnmkum KasaxcTaH HadaTbl COOTBETCTBYyOLLINE
nccnenoBaHns CTabusibHOCTM HE MeHee YeM Ha OA4HOW OMbITHOW MM NMPOMBbILWJIEHHON Cepun; B



pacnops>KeHnn 3aaBUTENS HAaXOAATCA YOOBNETBOPUTENbHbLIE pe3ybTaThl, MO MeHbLUENn Mepe,
3-Mecs4HOro usydeHusa cTabunbHoCTW. [logoTBEp>XAeHMe TOoro, 410 wuccnegosaHus OynyT
3aBepLleHbl, U ecnn pe3ynbTaThl He ByAyT yknaAbiBaTbCa B Cneymudmukaunm nin noTeHumnansHo
He ykjilaAbiBaTbCA B cleundurkaumm Ha KOHeL, CpoKa FOAHOCTU, X HeMeAleHHO MNpeacTaBAT
yNOJHOMOYEHHOMY OpraHy Hapsaay ¢ npefjlaraemMbiM NaaHoOM AeACTBUN. | | | |

2

| B.11.6. 1 3ameHa nnan gobasneHne HOBOWM NMPOM3BOACTBEHHON MAOLAAKM A8 YaCcTW UAN BCeX
npoLeccoB NPON3BOACTBA JleKapCTBEHHOro nNpenapaTa | Ycnosus | Tpebyemasa fokyMeHTauums |
Bua npoueayps! |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
nocbe. 2. B OTHOWEHUMN MATKUX N XUOKUX NEKAPCTBEHHLIX ()OPM, B KOTOPLIX aKTMBHas
hapmaueBTuyeckas cybCcTaHUMA HaXoAMTCA B HEPACTBOPEHHOM COCTOSAHUM: Hadsexallas
BaMOauna W3MEHEHUSA, BKJOYAA MUKPOCKOMUID YacTul, B LENsSX MNPOBEPKU BUOUMbIX
N3MEHEHNI MOP(OJIOrnUN; CpaBHUTENIbHbIE OaHHble O pacrnpeneneHnn Mno pasMepy 4YacTul
(oncnepcHocTn), MNOAyYeHHble Hadjexawmm cnocobom. 3. B oTHoweHuM TBeEpAbIX
JIeKapCTBEHHbIX (OopM: OaHHble nNpoduna pPacTBOPEHMA OOHOWM  pernpe3eHTaTUBHON
MPOMBbILJIEHHON CEpPUN U CPaBHUTEJIbHbIE AaHHble Tpex NOoCAedHUX Cepuin, NPon3BeaeHHbIX C
noMoLLbl0 npepbliaywero npouecca. Mo 3ampocy HeobxoAuMMO nNpeacTaBuUTb AaHHble MO
cnegywouwmMm ABYM MOJIHbIM MPOMbILIJIEHHBIM CEPUSM UAN COOBWNTbL, eCn pe3ysbTaTbl He
yKnagbiBaloTCAa B Ccreundukaumio W NpeasiouTb njfaH  AencTBuin. B oTHoweHun
JIEKApPCTBEHHbIX  PacTUTEJNIbHbIX  MpenapaToB  OOCTAaTOYHbl  JaHHble  CPaBHUTEJILHOWN
pacnagaemoctn. 4. O60OCHOBaHMA HenpeacTaBsIeHUA pe3yabTaTOB HOBOM0 MCCAedoBaHMSA
OMO3KBMBANIEHTHOCTM B COOTBETCTBMM C [lpaBMnaMnm  MnpoBedeHUs  UCCiefoBaHUN
6noskemBaneHTHocTKn PK. 5. Mpu maMeHeHun napameTpa(napameTpoB) mpouecca, KOTopble
CYMTAIOTCA HEe OKa3blBalWWUMK BJIMAHME Ha KayeCTBO JIEKApCTBEHHOro npenapaTa,
OeKnapaums, 4To 3TO AOCTUIHYTO B X04€ paHee NpoBefeHHON 0400peHHO OLEHKN PUCKOB. 6.
Konun cneundukaunin Ha BbINYCK WU KOHEL, CpOKa rogHocTw. 7. [laHHble aHanm3a cepuin (B
opmMaTe cpaBHUTeNbHOM Tabnuubl), N0 MeHbLIEN Mepe, OOHOM Cepuun, NPOU3BEOEHHON C
nomollblo ofobpeHHOro U nNpepnaraeMoro npouecca. Mo 3anpocy HeobxooMMo NpencTaBUTb
OaHHble Mo cnefylowmm aByM NOJSIHbIM MNPOMbILLIEHHBIM CEPUSAM; COOBWNTL, eCnn pe3yfbTaThl
aHa/M3a He YKNaAblBalOTCs B cneundukaumio u npeasioxXnTb NiaaH gencteui. 8. [leknapauus,
4YTO HaYaTbl COOTBETCTBYIOLWMNE NCCNenoBaHNA CTabubHOCTM B COOTBETCTBUM C AOKYMeHTaMun
Pecnybnnkn KaszaxcTtaH (C ykasaHUeM HOMEpPOB CEpUin) N nsy4deHol HeobxoanMble NapamMeTpsbl
CTabunnabHOCTK, MO MeHblUENn Mepe, Ha OOHOW OMbITHO-MNPOMbILLJEHHOW WUAW MPOMbILJIEHHON
cepym U“  Ha  MOMEHT YBEeAOMJIEHUSA B PaCMoOpPs>KEHUM  3aaBUTENS  Haxo4WUINCh
yOOBNETBOPUTESIbHbLIE pe3ybTaTbl, MO MEHbLIEN Mepe, 3-MeCAYHOro U3yyeHusa ctabuabHoCTY;
n npocunb CTabuabHOCTM  aHaNOMMYeH TeKyLWen 3aperncTpuMpoBaHHOM  CUTYyaLUW.
MpencrtaBnieHO MNOATBEP)KAEHWE TOro, 4TO UcCCnenoBaHuMs OyayT 3aBepLUEHbl, U 4TO €Cun
pe3ynbTaTbl He ByAyT yKAaabiBaTbCA B Ceundukaummm nam noTeHunaabHO He yKNaabiBaTbCs B
cneyndurKaunm Ha KOHel CpoKa FOAHOCTW, MX HeMepJIeHHO MNPeAcTaBAT YMNOJIHOMOYEHHOMY
OopraHy HapsiLy C npegflaraeMbiM NAaHOM AencTsun. | | | |

| B.11.6.4 N3meHeHne pa3Mepa cepumn (BKAYaa AMana3oHbl pa3Mepa cepun) NeKapCTBEHHOro
npenapata | Ycnosusa | Tpebyemas gokymeHTaumsa | Bug npouenypsi |

| @) YkpynHeHne BnnoTb Ao 10 pa3 no cpaBHeHMIO C ogobpeHHbIM | 1, 2,3,4,5,7 | 1,4 |I1A]|

| 6) PasykpynHeHune no 10 pa3|1,2,3,4,5,6|1,4]|IA]



| B) U3mMeHeHne TpebyeT aHanm3a CONOCTaBMMOCTU OBMONOrM4ecKoro (MMMYHOJSIOFMYECKOoro)
NIeKapCTBEHHOro npenapaTta WM U3MeHeHne pa3Mepa cepun TpebyeT HOBOrO MCCNenoBaHUSA
6uosksueaneHTHocTH | | | Il |

| r) U3meHeHne 3aTparmBaeT BCe OCTaJibHble JleKapCTBEHHble (hOPMbl, Npom3BoAALLNECH C
MOMOLLbIO KOMMJIEKCHbIX NpoLueccos npoussoactsea | | | 11|

| &) YkpynHeHne 6onee 10 pa3 No cpaBHEHUIO C 0A0O6PEHHBIM pa3MepoM Cepun IeKapCTBEHHbIX
hopM C HeMeasieHHbIM BbiIcBOBOXAeHNEM (4na npuema BHYTpb) || 1,2, 3,4,5,6 | IB |

| e) Macwtab npousBoacTBa 6MOAOrMYECKOro (MMMYHOJIOTMYECKOr0) JlIeKapCTBEHHOIO
npenapaTta yBennyuacs (ymeHbwnnca) 6e3 naMeHeHMs npouecca nNpovMs3BoAcCTBa (Hanpumep,
aoybnuposaHune nuHnn) | | 1,2, 3,4,5,6 | IB |

| YcnoBus 1. U3MeHeHue He BAMSET Ha BOCMPOU3BOAMMOCTb U (UM) MOCTOAHCTBO KayecTBa
NleKkapCTBeHHOro npenapaTa. 2. W3meHeHne 3aTparvBaeT cCTaHAapTHble JNeKapCTBEHHbIE
CbOprI ona npunemMa BHYTpPb C HeEMeOJIEHHbLIM BbICBOGO)K,D,eHVIeM nnnm HectTepwuibHble XNaKkune
JleKapCTBeHHble ¢opmMbl. 3. Jliobble uW3MeHeHUs MeTonoB nNpousBoacTBa U (Man)
BHYTPUMNPOU3BOACTBEHHbIX KOHTPONEN HeobXOoAUMbI NULb AN U3MEHEHUS pa3Mepa cepuu,
HanpuMep, Mcnosib3oBaHue obopynoBaHMe Apyroro pasmepa. 4. imeeTca cxema Baaugauunm
WAN B COOTBETCTBMU C TEKYLLMUM NPOTOKO/IOM YCMEeLHO NpoBeAeHa Bannaaumnsa npon3BoncTea
He MeHee 4eM Ha TpeX MNPOMbIWJIEHHbIX CepusiXx C HOBbIM pa3MepoM B COOTBETCTBUM C
npuMmeHnMbIMU TpeboBaHMAMUK. 5. PaccMaTpmBaeMblil NeKapCTBEHHbLIM NpenapaT He ABfsfeTCs
Bronornyeckum (MMMyHoOMOrM4eckuMm). 6. HenpenBuaeHHbIX CUTYaLMUSAX, BOSHUKLWIMX B XoAe
NMPON3BOACTBA, WM WU3MEHEeHMs CTabuabHOCTU M3MeHeHMe He ocyulecTBnseTcsa. 7. Pasmep
cepun yknapbiBaetcs B 10-KpaTHbIA Anana3oH, NpefyCMOTPEHHbLIM Mpu perncrpaumnu, mnu
nocsie NocneayLLero nsMeHeHns, He aBasBLIerocs nimeHeHvem IA Tuna. | | | |

3

| B.1.6. 1 3ameHa unn gobasneHne HOBOW NPOU3BOACTBEHHON MAOLAAKU A8 YacTu UAM BCeX
MpoL.eccoB NMPoOM3BOACTBA JIeKapCTBEHHOro npenapata | Ycnosusa | Tpebyemas ookyMeHTauuns |
Bup npouenypsl |

| DokymeHTaumsa 1. NonpaBka K COOTBETCTBYIOWEMY (COOTBETCTBYOLWNM) pasaeny (pasgenam)
jocbe. 2. [laHHble aHanm3a cepui (B hopMmaTe CpaBHUTENbLHON Tabnuubl), MO MeHbLUEN Mepe,
OAHON MPOMbILWIEHHON Cepun, MNPOU3BEOEHHON B 3aperncTpMpoBaHHOM W MpeasiaraemMom
pa3smepax. o 3anpocy HeobxoAMMO NpeacCTaBUTb AaHHble MO CAeAyloWuM ABYM MOJIHbIM
MPOMBLILLSIEHHBIM CcepusaM; pepxxatenb PY coobuwaeT, ecnm pesynbTaTbl aHaaMsa He
YKNaAblBalOTCS B Creundukauuno, U npeanoxnTb nnaH genctemin. 3. Konum opobpeHHbIX
cneyndurKaunin Ha BbINYCK W KOHEL CpoKa roAHOCTU. 4. B COOTBETCTBYIOLLUMX Clydasx
HeobXxoAMMO YyKa3aTb HOMepa Cepuii, COOTBETCTBYKOLME pa3Mepy Cepun W Jate Wux
npoussoacTBa (3), WUCMONb30BaHHbIX B Ba/lNAALUWOHHOM WCCAeAOBaHWW, WUAN NPencTaBUTb
npotokon (cxemy) Banupauum. 5. Heobxoommo npepncTtaBuTb pedynbTaTbl Banmpgauumun. 6.
Pe3ynbTaTbl uccnenoBaHUim cTabuabHOCTN, NPOBEAEHHbLIE B COOTBETCTBUM C AOKYMeHTamun PK,
Mo 3HAYMMbIM MapaMeTpaM CTabuNbHOCTWM, MO MEHbLUEN Mepe, Ha OOHOW OMbITHOW WU
MPOMbILUJIEHHON CepuKn, OXBaTblBalOWEN, MO MEHbLUEN Mepe, TpU Mecsua; NOoATBEPXAeHue
TOro, 4YTO Takue wnccnepoBaHus 6yayT 3aBeplleHbl, U 4YTO €Cnu pesyfbTaTbl He OyayT
YKNaAbiBaTbCA B Ccneunukaumm nam rnoTeHUMaNbHO HE yKNaAblBaTbCA B cneumdpumkaunm Ha
KOHeL, Cpoka rogHoOCTWU, UX HeMeAJIeHHO npeacTaBsaAT YMNOJIHOMOYEeHHOMY opraHy Hapsagy C
npegnaraemMbiM MAaHOM pAenctesun. B oTHoweHunm 6uonormvyecknx (MMMYHONOrNYECKNX)



CpeAcTB: Aekjiapauns, 4To oLleHKa conocTaBuMocTn He TpebyeTtcs. | | | |

| B.II.6. 5 N3MeHeHne BHYTPUNPOU3BOACTBEHHbLIX NUCMALITAHUN UAWN KPUTEPUEB NPUEMIEMOCTH,
NCNOMb3YIOLNXCA NpXM MNPOU3BOACTBE JleKapCTBEHHOro npenapata | Ycnosua | Tpebyemas
JOKyMeHTauus | Bug npouenypsl |

| @) Y>)KecTo4yeHne BHYTPUNPON3BOACTBEHHbBIX KpuTepues npuemnemoctun | 1,2, 3,4 |1, 2 | IA |

| 6) NobaBneHne HOBLIX UCMbITaHU UK KpuTepues npuemnemoctn | 1,2,5,6|1,2,3,4,5,7 |
1A |

| B) UcknioyeHne HecyuwecTBEHHOrO BHYTPUNPOM3BOACTBEHHOMO UcnbiTanns | 1,2, 7 | 1, 2, 6 |
IA |

| r) NckntoveHne BHYTPUNPOU3BOACTBEHHOIO UCMbITaHUSA, KOTOPOE CYyLLEeCTBEHHO MOBAUAET Ha
COBOKYMHOE Ka4eCTBO JiekapCTBeHHOro npenapata | | | Il |

| &) PacwmpeHne ogobpeHHbIX BHYTPUNPON3BOACTBEHHbLIX KPUTEPUEB NPUEMAEMOCTU, KOTOpPbIE
CyLWeCTBEHHO BAMAIOT Ha COBOKYMHOE Ka4yeCTBO JiekapcTBeHHoro npenapata | | | 11|

| e) HNobaBneHme wnnm 3amMeHa BHYTPUMPOU3BOACTBEHHOrO WCMbITaHMA M3 coobparkeHun
b6esonacHocTu unn Kavectea | | 1,2, 3,4,5,7 | 1B |

| Ycnosusa 1. U3aMeHeHue He SBRSeTCS CrieACTBMEM KaKoro-nmbo obAasaTenbcTsa, MPUHATOrO Mo
pe3ysbTaTaM paHee NpoBeAeHHbIX 3KCNepTU3 C LUenbio aHasn3a KpuTepues npuemsieMocTu
cneyndurkaymm (HanpuMmep, B XoOe pervcrpaunm wuam BHeCeHMa usMeHeHun Il Tuna). 2.
N3meHeHne He 4aBNfeTCa C/lleACTBMEM HenpeABUAEHHbIX CUTyauuln, BO3HUKLWMX B Xo4e
MPOu3BOACTBaA, HanpuMep, HoBas HEKBaIUMPUUMPOBAHHAA MNpUMeCb, U3MEHeHMe Npenenos
cogepxaHus cyMmbl npumecen. 3. Jlioboe naMeHeHne yknaAblBaeTCA B AMana3oH TeKyLLUX
0006pEHHbLIX KpUTepueB MpUeMneMocTn. 4. AHanUTUYeCKas MEeTOoAMKa He U3MeHSAeTCa Mau
N3MEeHAeTCA He3HayuTesnbHo. 5. Hn oAMH HOBbIM METOo4 WUCMbITaHUA He OCHOBaH Ha HOBOM
HeCcTaHOapTHON MeTOoAO0/I0rUN AU CTaHJAPTHOM MeTOAO0N0rNU, UCNONb3yeMOon No-HOBOMY. 6.
HoBbin  MeTon  wucnbiTaHua  He  aBasdeTca  buonornvyeckum  (MMMYHOJI0TMYECKUM)
(MIMMYHOXUMUYECKUM) NN METOAOM, B KOTOPOM MUCMOJIb3yeTca BMoNornyeckuin peakTms Ans
Bronornyeckonm akTMBHOM hapMaueBTMYECKON CyBCTaHUMU (3@ WCKIOYEHUEM CTaHAAPTHbIX
hapMakonenHblXx MUKPOBUOSIOrNYeCKX MeToL0B). 7. BHYyTpMNpOM3BOACTBEHHOE UCMbITAHME He
3aTparvBaeT KOHTPO/Ib KPUTUHECKOr0 napamMeTpa, HanpuMmep: KoIMYeCTBEHHOe onpefeneHne
npumecn (ecnm TONbKO OfpefeneHHbI pacTBOpUTEslb OAHO3HA4YHO He WCMNoNb3yeTcs B
NPON3BOACTBE) JNOBYI0 KPUTUYECKYID (U3NYECKYI0 XapaKTepucTuKy (pa3Mep 4vacTuy,
HaCbIMHYIO MJIOTHOCTbLIO A0 M MOC/e YMJOTHEHNSA) UCMbITAaHUE Ha NOOJIMHHOCTL (B OTCYTCTBME
MOAXOAALLEro aJibTEPHATUBHONO KOHTPOJA) MUKPOBNONOrNY4eCcKnii KOHTPOb (€C/IN TONbKO OH
He TpebyeTca B OTHOLLIEHUM onpeesieHHON NeKapCTBeHHON opmbl) | | | |

| LokyMmeHTauunsa 1. NMonpaBka K COOTBETCTBYOLLEMY (COOTBETCTBYIOWNM) pa3neny(pasnenam)
nocbe. 2. CpaBHuUTenbHas Tabnmua Tekywux W npeanaraemMbiX BHYTPUMNPOU3BOOCTBEHHbIX
UCNbITaHUA, N KpuTepmes npuemnemoctu. 3. MNMoapobHoe onuMcaHue HOBOW aHaNUTUHECKOM
MeTOONKN N OaHHble Banungaunmn (B COOTBETCTBYOLLNX cnyqaﬂx). 4, ,D,aHHbIe aHaNn3a OBYX
MPOMbILJIEHHbLIX Cepul (B OTCYTCTBUE LOJ/IKHbIX 060CHOBaHUN Ana 6MONOrM4ecknx akKTUBHbIX
hapMaueBTUYECKUX CyBCTaHUMA - Tpu Ccepun) JSIeKapCTBEHHOro npenapata Mo BCeEM
napamMeTpaMm crieyndukaumm. 5. B COOTBETCTBYWOLIMX CAyYasx CpaBHUTESIbHble [aHHble
npocmna pacTBOPEHUS  JlIeKapCTBEHHOro rpenapata He MeHee 4YeM Ha OAHOM
OMbITHO-MPOMbILLUJIEHHOW Cepun, MPOU3BEAEHHONW C WCMOJb30BaHMEM TEKYLIMX W  HOBbIX
BHYTPUMPOU3BOACTBEHHbIX WCMAbITAHUNA. B OTHOWEHWN feKapCTBEHHbIX pPacCTUTESbHbIX
npenapaToB AOCTAaTOYHbl AaHHble CPaBHUTEJIbHOW pacrnagaeMocTu. 6. ObocHoBaHMe (OLEeHKa)



puckoB, MNoATBepXAawwme, YTO  BHYTPUMNPOM3BOACTBEHHOE  UCMbITaHME  ABASETCH
HecylwecTBEeHHbIM WM ycTtapeno. 7. O6ocHOBaHME HOBOrO BHYTPUMNPON3BOACTBEHHOIO
NcnbITaHUA U KpUTepmes NpuemMnemMocTu. | | | |

TekcT

B.1l. B) KOHTpOJIb KayecTBa BCNOMOraTesibHbIX BELWECTB

| B.ll.B.1 W3mMeHeHMe napamMeTpoB cneundukaumm u (nnn) KpuTepues MpUeMIeMocTu
BCroMoOraTesibHOro BellecTsa | Ycnosusa | Tpebyemasa nokymeHTaumnsa | Bug npouenypsl |

||l
| @) Y)KecTo4yeHmne Kputepmnes npvemaeMmocTun cneundukaumm | 1,2, 3,4 |1, 2 | 1A ]

| 6) NobaBneHure B crneunduKaLnio HOBOro napamMeTpa cneundukaumm n CoOOTBETCTBYIOLLEro
eMy MeToda ucnbltaHun | 1,2,5,6,7]1,2,3,4,6,8|1A]

| B) Wcknwo4veHme HecyleCTBEHHOro mnapaMeTpa crneundukaumm (Hanpumep, WUCKIIYeHue
ycTapeswero napameTtpa) | 1,2 1,2, 7 |IA ]|

| r) N3meHeHMe, BbiIxoasLWee 3a 0406peHHBIE KpUTEPUN NpuemMaemMocTun cneundumkaumnn | | | Il |

| &) NcknovyeHne napameTpa cneundukaumm, KOTOPbIN CyLWeCTBEHHO NOBAMSAET Ha COBOKYMHOEe
KayecTBO JiekapcTBeHHoro npenapata | | | Il |

| e) OobaBneHne wnm 3ameHa (Mckaw4as BMONOrMYECKUN U MMMYHONOrMYeCKUIA npenaparT)
napamMeTpa cneyudurkaunum 1 COOTBETCTBYIOLWLEro €My MeToda UCMbITaHWn n3 coobparkeHumn
b6e3onacHoCcTn unmn Kavectea | | 1,2, 3,4,5,6,8|IB |

| ) Ecnn Ha BCnoMoraTesibHOe BeleCcTBO OTCYTCTBYeT cTaTbhsa [ocyaapcTBeHHoM PapMakonee
PK, nameHeHune B coO6CTBEHHbIX OaHHbIX cneundukaLmum Ha HeourunanbHyo hapMakoneo nnm
hapMakoneto TpeTben cTpaHbl | | 1,2,3,4,5,6,8 | 1B |

| YcnoBusa 1. i3MeHeHMe He aBNsSeTCa CeacTBUEM Kakoro-nmbo obsa3aTensCcTBa, NPMHATOrO Mo
pesynbTaTaM paHee MNpoBeAeHHbIX 3KCMepTM3 C LeNbl aHanmi3a KpuTepues NpueMsaemMocTu
cneyndrkaunm (HanpuMmep, B Xo4e perncTpaunm nekapCTBEHHOro npenapaTta WM BHECEeHUU
n3MmeHeHmn Il Tuna). 2. NIameHeHne He ABAAETCHA CNeAcTBMEM HenpenBuOeHHbIX CUTyauun,
BO3HMKLWINX B XO04e MPOM3BOACTBA, Hanpumep, HOBOW HEKBaIMPULNPOBAHHOW NpuMecwu,
N3MEeHEeHNA NMpenenoB coaep)xaHust cymmbl npumecen. 3. Jlioboe nsmeHeHne ykiaablBaeTcsa B
OMana3oH TeKyLlwmnx oaobpeHHbIX KpuTepres nNpnemMsaeMocTun. 4. AHannTn4YecKas MeToamnka He
N3MEHSAEeTCHS WAN U3MEHAETCA He3HaduTenbHo. 5. Hu oauMH HOBbIM MeTond WCMbITaHUA He
OCHOBaH Ha HOBOM HeCTaHZAPTHOW MeTodOoJIornMM WAN  CTaHOapTHOM MeTo4o0ruu,
NCNosib3yeMON MoO-HOBOMY. 6. HoOBbIN MeTOoh WCMbITaHUA He sABnageTca 6buonormyecknm
(UMMYHOIOTMYECKUM)  (MMMYHOXUMWYECKMM) WM MeToAOM, B KOTOPOM WCMOJIb3yeTcCs
brnonornyeckuin peakTme Ana 6GMONOrMYeCKon akKTUBHOW hapMaLeBTMHeCKon cybcTaHumn (3a
NCKJIIOYEHNEM CTaHAAPTHbIX hapMaKonenHbiX MUKpobrnonornyecknx metonos). 7. ameHeHune
He KacaeTCcs reHOTOKCUYHOW Npumecu. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLWEMY(COOTBETCTBYIOWMM) pa3neny(pasgenam)
pocbe. 2. CpaBHUTeNbHadA Tabnvua TekyLwux u npegnaraemblx cneumndunkauymnin. 3. NMNoapobHoe
onucaHme oboro HOBOWM  aHA/IMTUYECKOW METOAWMKW W AaHHble Banamgauum (B
COOTBETCTBYOWMX cny4vasax). 4. [laHHble aHanM3a ABYX MPOMbILWJIEHHbIX Cepuin (B OTCYyTCTBUE
DOJKHbIX 060CHOBaHUN AN BUONOrNYeCKNX akTUBHbBIX (DapMaLLeBTUYECKUX CyBCTaHUUN — Tpun
cepuvn) BCMoOMOraTefNbHOro BewWecTBa MO BCeM MapaMeTpaMm cneundukauymm. 5. B
COOTBETCTBYWOWMX CJydasax [daHHble TecCcTa CPaBHUTENIbHOW KUHETUKWN pacTBOPEHUS



JleKapCTBEHHOro npenapaTa, MO MeHbllen Mepe, OOHOW OMbITHO-NMPOMBbILJIEHHON Cepuu,
cogep>kallen BCNOMOraTesibHOe BELLeCTBO, COOTBETCTBYIOLIEro TEKYLEN U NpeasiaraemMomn
cneundukaumsam. B OTHOWEHUN NeKapCTBEHHbIX PacTUTENbHbIX MpenapaToB AOCTaTO4YHbI
JaHHble CpaBHWUTENIbHOW pacnagaemMocTu. 6. OBoCHOBaHMS HenpenacTaBfieHUA pe3ysibTaToB
HOBOro ucciiefoBaHna OUMO3KBMBANEHTHOCTU B COOTBETCTBUM C [lpaBuiaMn npoBeneHus
nccnenosaHuin buoskemeaneHTHocTn PK. 7. O6ocHOBaHMe (OLeHKa) pMCKOB, NoATBepXAatoLlwumne
TO, 4TO nNapameTp ABASETCA HeCylWeCcTBEeHHbIM wanm ycTtapen. 8. O6ocCHOBaHMEe HOBOrO
napameTpa cneundurkKaumm n Kputepues npuemnemocTu. | | | |

| B.1l.B. 2 '3MeHeHne aHaNNTUYEeCKON MeTOANKN AN BCOMOraTesibHOro BewecTsa | Ycnosus |
Tpebyemas pokymeHTauums | Bug npouenypsi |

| @) He3zHauymMble n3MeHeHUs ofo0bpeHHON aHannTuyeckon metoamkm | 1,2,3,4 |1, 2 | 1A ]

| 6) WcknioyeHne aHaNMTUYECKON METOOMKW, eCnn anbTepHaTUBHasA €l MeTOoAUKa Yyxe
onobpeHa |5|1]IA]

| B) 3ameHa brnonornyeckoro (MMMyHONOrNYeCcKoro) (MMMyHOXMMUYECKOr0) MeToAa UCMnbITaHUN
nan meTtoda, B KOTOPOM ucrnosb3yeTcs buonorndyeckuin peaktus | | | 1|

| r) Mpo4yne nameHeHNs aHaNUTUHECKON MeToauMKN (BKoYasa gobasneHue nam 3ameny) | | 1, 2 |
IB |

| VYcnoeums 1. CornacHO COOTBETCTBYWLUMM OOKYMEHTaM, rpoBefeHbl Heobxogunmble
BaMAaLUMNOHHbIE WCCNefOoBaHUS, NoATBepXxAawlwme To, 4TO OOHOBMEHHas aHanuTuyeckas
MeToAuKa, N0 MeHblUen Mepe, 3KBMBAJIEHTHa npeabiaylien. 2. MNpenesnbl coaepXXaHus CyMMbl
npumecem He W3MEHWINCb, HOBble HeKBaINPULMPOBAHHbIE MNpUMecn He OoBHapy>XeHbl. 3.
MeTopn aHanMsa He U3MeHWsICA (HanpuMmep, N3MeHeHue ANNHbI KOJIOHKN Uix TeMmnepaTypbl, HO
He OpYyron BUA KOJIOHKN nnu meton). 4. HoBbI METOL UCMBITAHUA HE ABISETCA BMONOrnyecknum
(uMMyHONOrnyecknum) (MMMYHOXMMWUYECKUM) WAN  MeTOAOM, B KOTOPOM WCMOJb3yeTcs
Bronornyeckuin peakTuns (3a VUCKJTI0OYEeHNEM CTaHOapTHbIX hapMakornenHbIx
MUKpobrnonornyeckmnx ™metTonoB). 5. AnbTepHaTMBHaaA aHalMTU4YeckKas MeToauka nans
napamMeTpa cneundunkaumm yxxe onobpeHa, npu 3TOM Takas MeToAuka bbina BKAKOYEHa He C
nomolubto I1A-ysegomnenus. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLWEMY(COOTBETCTBYIOWMM) pa3feny(pasgenam)
0OoCbe, BKJOYas OMMcCaHWe aHaJMTUYEeCKOW MeToAO/IornMn, pe3toMe [OaHHbIX Baaupauuu,
nepecMoTpeHHble chneundunkaumm Ha npuMmecn (ecnnm npuMmeHmmo). 2. CpaBHUTESIbHbIE
pesynbTaTbl BaaAugauum wam, npu Haamdum o60oCHOBaHWUSA, CPaBHUTEsIbHbIE pe3ynabTaThl
aHanusa, NMoATBepXdalowme To, YTO TeKyllee N npeasiaraeMoe UCMbiTaHNE 3KBUBANEHTHbI.
HaHHoe TpeboBaHMe He nMpuMeHseTcs, ecan aobaBnseTCa HOBas aHaNUTMYeCKas MeToauka. | |

| B.1l.B. 3 NU3MeHeHne MCTOYHUKa MOoNyYeHUs BCMOMOraTenbHOro BellecTBa UKW peakTuBa C
puckoMm TI'3 | Ycnosus | Tpebyemas nokymeHTauuns | Bupg npouenypsl |

| a) W3 maTepumana ¢ puckom T3 Ha MaTepuman pacTUTENbHOr0 WAM CUHTETUYEeCKOro
npouncxoxaenus | | | |

| 1. Onsa BcrnoMoraTeslbHbIX BELeCTB WAW peakTMBOB, He MWCMOJIb3yeMbiX B MPOU3BOACTBE
bunonornyeckon (MMMYHONOrNYECKON) aKTMBHOM dapMaueBTMYeckon cybCcTaHumnm wan
6ronormyeckoro (MMMyHOIOrM4eCcKoro) ekapcTBeHHoro npenapata |1 | 1 | IA |

| 2. Ons BcnomoraTefibHbIX BELWECTB WINW pPeakTUBOB, MWCMOJb3yeMbIX B MNPOU3BOACTBE
bunonornyeckon (MMMYHONOrNYECKON) aKTMBHOM apMaueBTM4eckonm cybcTaHumnm wman



Bronornyeckoro (MMMyHONOrM4YeCKOro) ekapCcTBeHHoOro npenapata || 1,2 | IB |

1

| B.l.B.1 WN3mMeHeHMe napamMeTpoB crneundukaumn un (Man) KpuTepues MNPUEMNEMOCTU
BCNoMoraTesnbLHOro BellecTsa | Ycnosusa | Tpebyemas nokymeHTaumsa | Bug npouenypsl |

| 6) N3mMeHeHVe nnu BBeLeHMe MaTepuana C puckomMm TI'D nnm 3amMeHa MaTepuana c puckom TIra
Ha ApYyron MaTepuan c puckom T3, He nmetowmn cepTndmnkaT cootTBeTcTBUA No T3 | | | 1|

| Ycnosma 1. Cneumdumkaumm Ha BbIMYCK W KOHeL, CpOKa FOAHOCTU BCMOMOraTeslbHOro
BeleCcTBa U JlIeKapCTBEHHOro npenapaTta He uaMmeHsaTca. | | | |

| HokymeHTauus 1. [Jeknapaumsa npou3BoouUTeNs WIN JepXxaTensa perncTpaumoHHoOro
YyOOCTOBEPEHUS MaTepuasa, H4TO OHW TMOJIHOCTbK PaCTUTENIbHOrO0 W/N CUHTETUYeCKOoro
npoucxoxaeHma. 2. WccnepoBaHme 3SKBUBAJIEBHTHOCTM MaTepuanoB W BAUAHME Ha
MpPoM3BOACTBO rOTOBOr0 MaTepuana W BANSAHUE Ha XapaKTepucTuknm (Hanpumep,
XapaKTepuCTUKN pacTBOPEHKWS) flekapCTBEHHOro npenapaTa. | | | |

| B.l.B. 4 WN3MeHeHMe cumHTE3a WM MOJNy4YeHUs HedapMaKonenHoro BCMOMOraTesIbHOro
BelecTBa (ecqv onncaH B perucTpaumMoHHOM A0CbE) NN HOBOIO BCMOMOraTesIbHOro BewecTBa
| Ycnosus | Tpebyemasa nokyMmeHTaums | Bug npouenypsl |

| a) HecywecTBeHHOe WU3MeEHeHMe CUHTe3a WIn  noJiydyeHnss  HedapMakonenHoro
BCroMoOraTesibHOro BeLecTsa WUin HOBOro BCnomoraTesibHoro Bewectea | 1,2 (1,2, 3,4 | IA |

| 6) WN3meHsawTCa cneundmukaumm WM UMeeTcs U3MeHeHune QU3NKO-XUMNYECKUX CBOWCTB
BCOMOraTesibHOro BellecTBa, KOTOPbIe BANAIOT Ha Ka4eCTBO JIeKapCTBEHHOro npenapaTa | | |
Il

| B) BcnoMoraTenbHoe BelecTBo — buonornyeckoe (MMMyHonornyeckoe) sewectso | | | 11|

| YcnoBua 1. Cnocob cnHTe3a 1 cneundukaumum MAEHTUYHblI M OTCYTCTBYHOT KayYeCTBEHHbIE U
KOJINYECTBEHHbIE N3MEHEHUA NMPOPUNSa NpuMecen (UCKKYasa oCTaTOYHbIe pacTBOpUTENU, Npun
YyCNOBUM TOrO, HTO WX KOHTPOJIb OCYLLUEeCTBJSAETCA B COOTBETCTBUM C MNpefesibHbIM
cogep>XaHneM, yKasaHHbIM B goKyMeHTax PK) nam msnko-xmmMmyecknx cBoncTs. 2. Ncknodas
aabloBaHThl. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLWEMY(COOTBETCTBYIOWMM) pa3feny(pasgenam)
jocbe. 2. [laHHble aHanm3a cepui (B hopmaTe CpaBHUTENLHON Tabnuubl), MO MeHbLUEN Mepe,
OByX cepui (N0 MEHbLUEN Mepe, OMbITHO-MPOMBbILWJIEHHbLIX) BCMOMOraTeslIbHOro BeLlecTBa,
NPou3BeAEeHHbIX C MOMOLLbLIO CTAapOro U HOBOro MPOLECCOB. 3. B COOTBETCTBYIOLWUX Caydaax
OaHHble TecTa CpPaBHUTEJSIbHOW KWHETUKM pacTBOPEHWS JieKapCTBEHHOro rnpenapaTta, Mo
MeHbllen Mepe, ABYX cCepuil (N0 MeHbluen Mepe, OMbITHO-MPOMbIWIEHHbIX). B oTHOWweHun
NIeKapCTBEHHbIX  PacTUTENIbHbIX  MNpenapaToB  AOCTAaTOYHbl  OaHHble  CPaBHUTEsILHON
pacnagnaemoctn. 4. Konus opobpeHHOW W HOBOW (ecnm npuMeHuMMo) cneundukauni
BCMOMOraTenbHOro sewecTsa. | | | |

TekcT

B.ll. r) KOHTpO/Qb KayecTBa JIeKapCTBEHHOIr O NpenapaTa

| B.Lr. 1 W3MeHeHMe napaMeTpoB cneumdpukauum un (unum) KputTepues MnpuemMaeMocTu
NlekapCTBeHHOro npenapata | Ycnosus | Tpebyemaa aokymeHTaumsa | Bug npouenypsi |



|1
| @) YXxecTo4yeHune KpuTepmes npuemMneMocTn cneundukaumm | 1,2, 3,4 |1, 2 | 1A |

| 6) YXecTo4yeHne Kputepmes npuemMaeMocTu creumdunkaunum nekapCTBEHHbIX MpenapaTos,
noanexawmx BbiNyCcKy cepuinn opmunanbHbiM KOHTPOIbHBIM opraHoMm | 1,2, 3,4 |1, 2 | IA |

| B) OobaBneHwe B cneuudukaunio HOBOrFO MapamMeTpa M COOTBETCTBYHOLLEro emMy MeToAa
ucneltaHu | 1,2,5,6,711,2,3,4,5, 7|1A]

| r) WcknioyveHue HecylleCcTBEHHOro napameTpa crneundukaumm (Hanpumep, WUCKII0YeHue
ycTapeswero napameTpa) | 1,2]1,2,6 | 1A

| &) N3meHeHue, BbIxOASALWee 3a 0400peHHbIe KpuTepun npuemneMmocTun cneunukaumnm | | | 1l |

| €) NcknioyeHne napameTpa cneymprKaunm, KOTOpbIA CYLLECTBEHHO MOBAMSAET Ha COBOKYMHOe
Ka4yecTBO nekapcTeBeHHoro npenapata | || 1l |

| ) OobaBneHne nnm 3ameHa (UCKao4Yas GUONOrMYECKMA U MMMYHOJIOTMYECKUIA npenapaT)
napamMmeTpa cneyuduKaunum 1 COOTBETCTBYOLWLEro eMy MeToda UCMbITaHWin n3 coobparkeHumn
6e3onacHocTu nnm Kavectea | | 1,2, 3,4,5,7 | 1B |

| 3) ObHOBNEHME [OCbe C LEeNbH COOTBETCTBMA MOJIOXKEHUAM O6HOBIeHHON obuien cTaTbu
FocynapctBeHHon ®apMakonee Pecnybnukn KasaxcTaH Ha JiekapCTBeHHbIM npenapaT (¥) | 1,
2,3,4,7,8|1,2]|IA]

| n) BBoanTtcsa ctaTtbha NocynapcTeeHHon dapMakonen Pecnybnmku KasaxctaH "OLHOPOAHOCTb
0O3UPOBaHMA" B LENAX 3aMeHbl TEeKYLero 3aperncTpupoBaHHOro Metona, 1mbo cTaTbA
FocymapctBeHHon ®apmakonen Pecnybnmkun KasaxcTtaH "OgHopoAHOCTb Macchl", nanbo
"OgHopoaHoCTb cogepxxmmoro" | 1,2,10|1,2,4 | 1A |

| YcnoBusa 1. i3MeHeHMe He aBNsSeTCa CeacTBUEM Kakoro-nmbo obsa3aTensCcTBa, NPMHATOrO Mo
pesynbTaTaM paHee NpoBefeHHbIX 3KCNEePTU3 C Liesibio NepecMoTpa KpUTepues NpmMeMaemMocTm
cneundurkaumn (HanpmMep, B XoOe pPerncTpaunn JIeKapCTBEHHOro npenapaTta Wi BHECEHUN
n3meHeHun Il Tuna), ecnm TonbKo 060CHOBbLIBaOLWAA AOKYMEHTaUNs He Oblla paHee NnpoBepeHa
N yTBEp)XOEHa B paMKax gpyrom npouenypbl. 2. WN3MeHeHne He ¢aBNAeTCA CNencTBUEM
HenpeaBMAEHHbIX CUTyalW, BO3HUKLIMX B XO04e TMPOM3BOACTBA, Hanpumep, HOBON
HeKBaIMPULNPOBAHHON MPUMECK, U3MEHEHUS MpPenesioB CoAep>XaHusa CyMMbl npumecen. 3.
Jlioboe un3MeHeHMe yKaAblBaeTCAa B AMana3oH TeKywWwuX oAoBpeHHbIX KpuTepues
npuemMnemMocTu. 4. AHaNMTUYECKasa MeToAMKA HE N3MEHAETCA NN U3MEHAETCA HE3HAYNTENbHO.
5. H1 oguH HOBbIN MeTO4 UCMbITaHNA HE OCHOBAaH Ha HOBOW HeCTaHAAPTHOW MeTo40JI0rNn NN
CTaHOapTHOM MEeTOAO0JIOrMK, WCMOoJSiIb3yeMon Mno-HoBOMYy. 6. HOBbIM MeTod MWCMbITaHUA He
apnseTca 6uonorndeckum (MMMYHONOMMYECKUM) (MMMYHOXMMWYECKUM) WM MEeTOA4OM, B
KOTOPOM  UCMONb3yeTcad  Ounosnornyeckmm peaktme gna  6uosorm4eckorm  akTUBHON
dapmaueBTMyHeckon cybcTtaHumm (3@ WCK/OYEeHMEeM  CTaHOapPTHbIX  (apMaKonenHbIX
MukKpobmnonornyeckmux metonos). 7. W3MeHeHme He 3aTparmBaeT Kakume-nnmbo npumecn
(BKNIOYAsA TrEHOTOKCUYHbLIE) WM pacTBopeHue. 8. W3MeHeHue 3aTparuBaeT o06OHOBNEHME
KpUTepueB MNpPUEMSIEMOCTU MUKPOBMONOrNYeCKNX KOHTpOJaen B LeNsx COOTBETCTBMUA
nencreylowen dapmakonee, a 3aperucTpupoBaHHble HbIHE KPUTEpUU MNPUEMSIEMOCTH
MNUKPOBMOOrNYECKMX KOHTPONEN He BKJOYAKT Kakune-nbo [OMOJSIHUTEsIbHbIE KOHTPOU,
BKJIIOYEHHbIE B cCneuyndukauuo, MoMMMo GapMakKonenHblx TpeboBaHM B OTHOLUEHUMU
onpenesieHHoON JieKapCTBeHHOW dopMbl 9. [MapameTp cneundunkaumm He 3aTparvBaeT
KPUTUYECKUI MapaMeTp, HanpuMmep: KOJIMYeCTBEHHOE onpegesieHne npumecu (ecnm TONbKO
onpefenieHHbIN pacTBOPUTESIb OAHO3HA4YHO He UCMNOoJIb3yeTCa B MPOM3BOACTBE JIeKapCTBEHHOIO
npenapata) Ntobyto KPUTUYECKYIO (PU3NYECKYID XapaKTepPUCTUKY (MPOYHOCTb MM XPYMKOCTb



TabneTok, He MOKPbLITbIX 0060/104KON, pa3mepbl) nobon 3anpoc Ha NPonyck ucnblTaHusa 10.
Mpennaraembli KOHTPOJIb MOJIHOCTbIO COOTBETCTBYEeT Tabnvue cTaTbu [OCydapCTBEHHOWN
dapmakonee Pecnybnvkm KasaxcTaH W He BKJOYaeT ajbTepHaTUBHbIE MpeasoXXeHus
NCMbITaHUA OAHOPOAHOCTM [O03UPOBAHUA C MOMOLLbIO Bapuauum Maccbl WX OOHOPOLHOCTH
copep)xaHusa, ecnu nocsiefHUe yKasaHol B cTaTbe. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLEMY(COOTBETCTBYIOLWMM) pa3neny(pasgenam)
pocbe. 2. CpaBHUTeNbHaA Tabnvua TekyLwWwmUX U npeanaraemblx cneumndunkaumnin. 3. NMoapobHoe
onuncaHune nwboro HOBOWM aHaIMTUYECKOW MEeTOAMKM W  JaHHble Banupauun (B
COOTBETCTBYOWMX cny4vaax). 4. [laHHble aHanM3a ABYX MPOMbILWJIEHHbIX CEpU (B OTCYTCTBUE
OOJDKHbIX 060CHOBaHMI ANa BNOIOrMYeCcKUX akTUBHbIX (PapMaLEeBTUYECKMX CyBCTaHUMn — Tpw
cepun) NeKapCTBEHHOro npenapaTta MO BCeM MapameTpaMm cneuudpukaumm. 5. B
COOTBETCTBYWOWMNX CJydasax [daHHble TecTa CPaBHUTENIbHOW KUHETUKWN pacCTBOPEHUS
JIeKapCTBEHHOro npemnapaTta, MO MeHbWen Mepe, OAHOM OMbITHO-MPOMLILLUAEHHOW Cepun,
COOTBETCTBYOLWME TEKYLLEN N NpeasiaraemMon cneundmnkaymam. B oTHoWEeHNN NeKapCTBEHHbIX
pacTuUTesbHbIX MpenapaToB AOCTAaTO4YHbl AaHHble CpaBHWUTENIbHOW pacrnajaemocTtu. 6.
ObocHoBaHMe (OueHKa) PUCKOB, NOATBEPXAAOWME, YTO NapaMeTp ABAAETCA HE3HaAYUMbIM. 7.
O60CHOBaHMe HOBOIro MapaMeTpa cneyndmkaunm n KpuTepnes NnpueMmnemocTu. | | | |

| (*) MpumeyaHme | ecnn B [0OCbe 3apPerncTpUpPOBaHHOrO JieKapCTBEHHOro rnpenapaTa
ynoMunHaeTcs "Tekyliee ndgaHme" HeobxognuMocTb B yBEAOMIEHNN YNOJTHOMOYEHHbLIX OPraHOB
06 obHoBneHHON cTaTbe ocypnapcTBeHHON Papmakonee PK. B cBA3M C 3TM Takoe U3MeHeHne
NMPUMeHsieTCa nMNpu OTCYTCTBUM YMNOMUHAHMA OOHOBJIEHHON (apMaKoMNenHon CTaTbh B
TEXHNYECKOM [0Cbe, a W3MEHEeHMe OCYLeCTBJISAeTCa B Uenax BKJIYeHUs YNoMUHaHUSA
obHoBneHHON Bepcun. | | |

| B..r.2 N3meHeHne aHa/INTUYECKOW METOAUKU NeKapCTBEHHOro rnpenapaTta | YcioBua |
Tpebyemas nokymeHTauusa | Bug npouenypsi |

| @) He3Ha4ynTenbHble N3MEeHEeHNs yTBEPXKAEHHON aHaNUTUYecCKon metToankun | 1, 2, 3,4 | 1, 2 |
1A |

| 6) WcknioveHuMe aHaNMTUYECKON METOAMKW, eCnn anbTepHaTUBHasA el MeTOoAMKA Yyxe
opobpeHa |4 | 1| IA]

| B) W3MeHeHme (3ameHa) 6Guonorm4yeckoro (MMMYHONOrMYECKOro) (MMMYHOXMMUYECKOrO)
UCcnbiTaHUa WAIN MeTohda, B KOTOPOM UCMONb3yeTca buonorm4yecknin peakTuB, WK 3aMeHa
Bronornyeckoro npenapaTta CpaBHEHUS, HE OXBAaYe€HHOIr0 yTBEpPXKAEHHbIM NpoToKoaoMm | | | 11|

| r) Mpo4yne nameHeHNs aHaNUTUHECKON MeToaMKN (BKoYasa gobasneHve nam 3ameny) | | 1, 2 |
IB |

| o) OBbHOBNEHME aHaINTUYECKOW MeTOAMKW B LeasXx COOTBETCTBUS 0BHOBeHHOW obuien
cTaTbe NocypnapcteBeHHO dapMakonee Pecnybnunkum KasaxctaH | 2, 3,4,5 |1 | 1A |

1

| B.Lr. 1 W3MeHeHMe napaMeTpoB chneumdpukauum un (unum) Kputepues npuemMaeMocTu
NlekapCTBeHHOro npenapata | Ycnosus | Tpebyeman aokyMmeHTaumsa | Bug npouenypsi |

| €) B uensax oTpa)keHus cooTBeTCTBUA [ocyaapcTeeHHon ®apmakonee Pecnybnukn KasaxctaH
N NCKJIIOYEHUS YNOMUHAHNA yCTapeBLlen COOCTBEHHOM aHAIMTUYECKON METOONKN N ee HOMepa
(*>12,3,4,5|1|IA]



| VYcnoeus 1. CornacHO COOTBETCTBYWLUMM [OOKYMEHTaM, rMpoBefeHbl Heobxoaumble
Ba/MAALUNOHHbIE WNCC/IeNOBaHMA, MNOATBep)KAalowime, 4YTO OOHOBJIEHHas aHalUTUYeckas
MeToAMKa, N0 MeHbLUen Mepe, SKBMBANEHTHa npeabiayuien. 2. Npenensl cogep>XaHnua CyMmel
npuMecem HE W3MEHWJINCb, HOBblE HEKBaJINMULMPOBAHHbLIE MpUMecn He obHapy>KeHbl. 3.
MeTopn aHanm3a He n3MeHWICa (HanpuMep, U3MeHeHne ANNHbI KOJIOHKWU UM TemnepaTypbl, HO
He ApYron BUA KOJIOHKU unu metod). 4. HoBbIM MeTod UCMbITaHNA He aBnseTcs buonornyecknm
(UMMYHOTIOTMYECKUM)  (MMMYHOXMMWYECKMM) WM MeToAOM, B KOTOPOM WCMOJIb3yeTcs
Bronornyeckuin peakTuB (3a NCK/IOHEHMEM CTaHAAPTHbIX hapMaKonenHbix
MUKPOOMOIOrMYeCcKMX MeTonoB). 5. 3aperncTpmpoBaHHas aHalUTM4YeCKas MeToOuKa YyXe
ccblnaeTcs Ha obwyto cTaTtbio [ocypapcTtBeHHon QPapmakonee PK, a nwobble n3MeHeHuUs
ABASAIOTCA HE3HAYMMbIMU N TpebytoT 0bHOBEHNA TexHMYeckoro gocoe. | | | |

| DokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLWEMY(COOTBETCTBYIOLLMM) pa3neny(pasgenam)
0ocCbe, BKJOYAsA OMMCaHWe aHaJIMTUYECKOW METOoHO0JIOrMM, pes3loMe [AaHHbIX Banaupauuw,
MnepecMoTpeHHble cneundmnkaumm Ha npumecn (ecam npuMmeHumo). 2. CpaBHUTENbHbIE
pesynbTaTbl BaaMpgauuu WanM, Npu Haanydmm 060CHOBaHUSA, CPaBHUTEJIbHbIE pPe3y/bTaTbl
aHanusa, noaTBepXxaawlme TOo, YTO TeKylee U npepsaraeMoe UCMNbITaHNE IKBUBANIEHTHbI.
HacToswee TpeboBaHne He npumMeHsaeTcsa, ecam pobaBnaeTca HoBas aHalUTUYeckas
meToauKa. | | | |

| (*) TMpumevaHme | ecnm B [OCbe 3aperncTpPUpPoOBaHHOrO JieKapCTBEHHOro npenapaTa
yrnoMuHaeTcs "Tekyliee nsgaHme" HeobxoanMMoCTb B yBEAOMJIEHUN YMOJHOMOYEHHbLIX OPraHoB
06 obHoBNeHHON cTaTbe MocypnapcTBeHHoW ®apmMakonee Pecnybnunkm KasaxcTtaH OTCyTCTBYeT.

| B.1l.r.3 N'3mMeHeHMe, 3aTparmBatoLLlee BBeAeHNE BbiyCKa B peasilbHOM BPEMEHWN WK BbiNyCKa
no mapamMeTpaM Mpu MPOU3BOACTBE JIEKAPCTBEHHOro rnpenapaTta | YcnoBua | Tpebyemas
JOoKyMeHTauus | Bug npouenypsl |

TekcT

B.ll. o) YNakoBOYHO-yKYNopo4YHasa cuctema

| B.1l.o.1 N3MeHeHMe NepBUYHON YNMaKOBKN JIeKapCTBEHHOro npenapaTa | Ycnosus | Tpebyemas
OOKyMeHTauusa | Bug npouenypsbi |

oo leef -

| @) KayecTBeHHbIN N KOIMYECTBEHHbLIN cocTas | | | |

| 1. TBepoble nekapcTBeHHble hopmbl | 1,2,3|1,2,3,4,6 | 1A ]

| 2. MArkue n HecTepunbHbIE XXNLAKNE NIeKapCTBEHHbIe hopmbl | | 1,2, 3,5, 6 | IB |

| 3. CTepunbHble nekapcTBeHHble nMpenapaTbl KW 6uonornyeckne (MMMyHoOrn4yeckue)
NekapcTBeHHble npenapaTsl | | | 1]

| 4. N3mMeHeHne 3aTparnBaeT ynakoBKy, ob6najaloLyo MeHbWNMIN 3alNTHBIMU CBONCTBaM Mpwu
OOHOBPEMEHHbIX N3MEHEHUAX YC/IOBUN XPaHEHUA U (MIN) COKpaLLeHnn cpoka rogHocTu | | | 11|

| 6) N3MeHeHMe BUAa KOHTeHepa uan gobasneHne HOBOro KoHTenHepa | | | |

| 1. Teepable, MArkne 1 HecTepuibHble XUOKUe fekapcTBeHHble dopmsbl | |1, 2, 3,5, 6,7 | IB |



| 2. CtepunbHble nekapCcTBeHHble rMpenapaTbl KW 6Guonornyeckme (MMMyHoOrn4yeckue)
NekapcTBeHHble npenapaTsl | | | 1]

| 3. Wckno4vyeHne KoHTeWHepa MepBUYHOW YMNaKOBKW, KOTOpPOe He MNpuUBOAUT K MNOJIHOMY
WCKIOYEHNIO [O3UPOBKN NN NleKapCTBEHHOM hopMbl | 4] 1, 8 | 1A |

| YcnoBua 1. i3MeHeHWe 3aTparuBaeT TOJIbKO OAWH U TOT >XXe BWA YNakOBKW (KOHTenHepa)
(Hanpumep, 6nncTep Ha 6ancTep). 2. Mo 3Ha4YMMbIM CBONCTBaM MpeanaraemMblii yNakoBOYHbIN
MaTepuas Mo MeHbLUENn Mepe 3KBMBaJieHTeH opobpeHHoMy. 3. HayaTbl cooTBeTCTBylOLIME
nccnepoBaHus CTabunbHOCTM B COOTBETCTBUM C  YCTAHOBJIEHHbIMU  TpeboBaHMAMU 1
3aABUTENIEM Ha MOMEHT BBeAEHUS W3MEHEHUN MNpoaHaIN3nNpoBaHbl COOTBETCTBYIOLIMNE
napameTpbl CTabuabHOCTM He MEeHee YeM Ha [ABYX OMbITHO-MPOMBbILWAEHHbIX WK
MPOMbILUJIEHHbIX CEPUAX, B €r0 PacnopsXeHUM HaxoOoaTCa yaOBAeTBOPUTESIbHbIE pe3ysbTaThl,
Mo MeHblien Mepe, 3-MeCsA4YHOro mlydeHma cTabunbHocTu. OpHakKo, ecan npennaraemas
ynakoBka 6oniee ycTon4mBa MO CPaBHEHMIO C OOO0OPEHHOW, TO TpexMecsvHble AaHHble Mo
ctabunbHOCTN He TpebyloTca. WMccnenoBaHWs 3aBeplUaloTCs, €CauM UxX pe3ybTaTbl He
yKNagbliBaloTCA B cneyndukaumm nam noTeHumaabHO He yKNaObiBaTbCs B CreunpurkKaumm Ha
KOHeL, CpoKa rogHoCcTn, ux HeobxoamMmMo HeMeniIeHHO NpeAcTaBUTb YMNOJIHOMOYEHHOMY OpraHy
Hapsgy C npegnaraemMbiM nNaaHoMm gencteun. 4. OcTaBwanca (ocTaBwmecs) gopma (hopmbl)
BbIMyCKa JNIEKApPCTBEHHOro MnpenapaTa AocTaTo4vHa(bl) AN BbIMOJIHEHUS PEKOMeHOauuni no
0O3MPOBaHNIO W MNPOAO/KUTENbHOCTU JIeYEeHMs, YKa3aHHbIX B 0OLWen XxapakTepucTtumke
NlekapcTBeHHoro npenapaTa. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
nocbe. 2. HeobxoouMble gaHHblE O HOBOW yMakKoBKe (Hampumep, CpaBHUTEsbHblE AaHHble MO
npoHunuaemMmocTu, Hanpumep, ana 02, CO2, Bnarum). 3. B COOTBETCTBYOLUX Caydaax
HeobXxoAnUMO NpeacTaBUTb NOATBEP)KOEHME TOrO, YTO B3aUMOLENCTBNE MEXAY COOAEPXKUMbBIM U
YyNaKOBOYHbIM MaTepuasioM He npoucxoguT (Hanmpumep, OTCYTCTBYEeT MepemMelleHne
KOMMOHEHTOB MpeasiaraeMoro MaTepuasia B €ro coaepXmmMoe, KOMMNOHEHTbl JIEKapPCTBEHHOrO
npenapata He nNepexoasaT B YMNAKOBKY), BKJOYasdA MOATBEPXAEHMEe TOoro, 4TOo MaTepuan
COOTBETCTBYET COOTBETCTBYHOLUUM apMaKkonenHbiM TpeboBaHMAM WUAN 3aKOHOAATENbCTBY
Pecnybnnkn KazaxcTaH O naaCTUYECKUX MaTepuasax u obbekTaM, KOHTaKTUPYHLWMM C
nuuwesbIMM  npoaykTamu. 4. [Hdeknapauunsa, 4TO HadaTbl Tpebyemble wnccnegoBaHus
CTabunbHOCTN B COOTBETCTBUU C YCTAHOBJIEHHbIMU TpeboBaHUAMKU (C yKa3aHMEM HOMeEpPOB
cepmn); M 4To (B COOTBETCTBYWOLWMUX C/y4asXx) Ha MOMEHT BBeAEHUS W3MEHEeHUn B
pacrnopsXXeHun 3asaBuUTeNs HaxoaAunamcb TpebyemMble MUHMMajbHblE YOOBETBOPUTESIbHLIE
OaHHble Mo CTabuUNbHOCTU; N YTO MMEILLMECA AaHHble HE CBUAETENbCTBOBaJIN O KaKon-1nbo
npobneme. HeobxoAnMMO TakXXe NpeaAcCTaBUTb NOATBEPXKAEHME TOrO, 4TO UccnenoBaHus byayT
3aBeplleHbl, N 4YTO ecan pe3ynbTaTbl He O6yayT ykKnaablBaTbCA B Cheundukaumum uam
MoTeHUMaNbHO He yKaAbiBaTbCA B CreundmKaummm Ha KOHeL, CpoKa rogHOCTU, NX HEMeOJIEHHO
NpeacTaBAT YMNOJHOMOYEHHOMY OpraHy Hapady C npeasaraeMbiM MJaHOM AOeWNCTBUN. 5.
Pe3ynbTaTbl nccnenoBaHUn cTabuibHOCTU, NMPOBEAEHHbLIX B COOTBETCTBUM C YCTAHOBJIEHHbIMU
TpeboBaHUAMKU, NO 3HAYMMbIM MNapamMeTpaM CTabuNbHOCTM He MeHee 4YeM Ha [ABYX
OMNbITHO-MPOMBbILUIEHHBIX UM NPOMbILLUNEHHbIX CEPUSAX, OXBaTbIBAOLWMNX HE MeHee 3 MecsLueB, U
noaoTBep>XAeHne Toro, 4TO yKa3aHHble nccnenoBaHusa 6yayT 3aBeplueHbl, U eC/in pe3ynbTaTbl
He O6yaoyT ykKnagbiBaTbCss B crneuudukaumm wanm noTeHUMallbHO He YyKJaAblBaTbCA B
cneundurKaumMm Ha KoHel, CpoKa FoAHOCTU, UX HeMendJIeHHO NpeAcTaBAT YMNOJIHOMOYEHHOMY
opraHy Hapsay c npeanaraemMbiM NJaHOM AeNCTBUN. 6. CpaBHEHME TEKYLLUUX U npeanaraeMbix
cneyndurKaumun nepBUYHOW yMakKoBKU (ecan npuMeHumo). 7. B cooTBeTCTBYWOLWNX Cay4asx
obpasubl HOBOro KoHTenHepa (ykynopku). 8. [leknapauwns, 4TO oCTaBwWunCa (oCTaBLimnecs)
pasMmep (pa3Mepbl) YMNaKOBKM COOTBETCTBYET (COOTBETCTBYIOT) PEXUMY [03MPOBaHUA U



MPOOOJ/KNTENIbHOCTM  JNIeYEHUA W [OCTAaTOYHbl  OJ19  BbIMOJIHEHUSA PEKOMeHAauun no
[031MpPOBaHMIO, NPUBEAEHHbIX B 06LEe XapakTepUCTUKe lekapCTBEHHOro npenapaTa. | | | |

| Mpumevanne | Onsa B.11.O.1.6) — ecnn wn3MeHeHne npumBoaMT K "oBpa3oBaHUIO HOBOWA
JNleKapCTBEHHON hopMbl", TO Takoe M3MeHeHue TpebyeT nojaym 3asaBSIeHUS O paclUMpeHnn
peructpauun. | | |

| B..o.2 WN3MeHeHMe mnapameTpoB crieundukaumm wn (UanM) KpuTepues MpuemMaeMocTu
NnepBUYHON YNaKOBKMW NeKapCTBEHHOro npenapaTa | Ycnosusa | Tpebyemasa gokymeHTaums | Bug
npouenyps! |

| @) YXxecTo4yeHune KpuTepmes npuemMneMocTn cneundukaumm | 1,2, 3,4 |1, 2 | 1A |

| 6) OobasneHue B cneunduUKauui HOBOMO MapaMeTpa W COOTBETCTBYWOLLEN eMy
aHanuTunyeckonm metoomkn | 1,2,5(1,2,3,4,6 | 1A |

| B) WcknyeHue HecywleCTBEHHOro napameTpa cneunpukaumm (HanpuMmep, MWCKI4YeHue
ycTapeswero napameTpa) | 1,2]1,2,5]| 1A

| r) DobaBneHne unn 3aMmeHa napameTpa crneundunkaumm ns coobpakeHun besonacHoCTU NIn
kayectBa || 1,2,3,4,6|IB|

1

| B.1l.4.1 N'3meHeHne MepBUYHON YNaKOBKW JIeKapCTBEHHOro npenapaTa | Ycnosus | Tpebyemas
JOOoKyMeHTauus | Bug npouenypsl |

| YcnoBusa 1. 3MeHeHMe He aBnsfeTCa CeAcTBUEM Kakoro-nmbo obs3aTenbCcTBa, NPUHATOrO Mo
pe3ynbTaTaM paHee MNpPOBeAEHHbIX 3KCMepTU3 C LEeNbl aHalm3a KpUTepueB MPUEMSIEMOCTU
cneyndmKauum (HanpuMep, B Xo4e perncTpaunmn JieKapCTBEHHOro npenapaTta WiNn BHECEHUU
n3MeHeHnn Il Tuna). 2. N3meHeHne He sBNAETCA CNeACTBMEM HenpenBUAEHHbIX CUTYauuUMN,
BO3HMKLIMX B Xxo4e npoun3BoacTBa. 3. Jlloboe nameHeHne yknaabiBaeTcs B AWaNa3oH TEKYLIUX
0406peHHbLIX KpUTepmneB NpuemaeMocTu. 4. AHanuUTUYECKas MeToAMKa He U3MEHAeTCA Wan
N3MeHSeTCs He3HauynTenbHo. 5. HM oauH HOBbLIN MeToh WCMblITaHWS He OCHOBaH Ha HOBOM
HeCcTaHOapTHOM MeToA40J/I0MUN UK CTaHJAAapTHOW MeTOA00r NN, UCMONb3yEeMON MO-HOBOMY. | | |

| DokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
nocbe. 2. CpaBHUTENbHAsA Tabnvua TekyLwWwux u npeanaraemMblx cneundukaunin. 3. NMoapobHoe
onncaHMe HOBOW aHaNTUYEeCKOM MEeTOAMKW W AdaHHble Baanfaumm (B COOTBETCTBYIOLLUX
cnyyasx). 4. laHHble aHanu3a ABYX Cepui yNnakOBOYHOro MaTepuasna no BCeM NnapameTpam
(nokazaTtenam) cneumdukaumm. 5. ObocHoBaHMe (OLeHKa) PUCKOB, MogTBepXatolune, 4TO
napameTp sBNAETCA He3HauYumbiM. 6. OBOCHOBaHME HOBOro MnapameTpa cneundunkaumum u
KpuTepues npnemnemocTu. | | | |

| B.1l.a.3 N3MeHeHne aHanuUTU4YeCKON MeTOoAMKW ANA NEePBUYHON YNaKOBKWU J1€KAapCTBEHHOro
npenapata | Ycnosusa | Tpebyemas gokymeHTaums | Bug npouenypsi |

| @) He3HauynMble n3meHeHus ofobpeHHON aHannuTUYeckon metoaukm | 1,2, 3|1, 2 | 1A |

| 6) Mpoyne n3MeHeHNs aHaINTUYECKON MeTOANKM (BKOYasa 3aMeHy nnm nobasnenne) | 1, 3, 4
| 1,2 ]1A]

| B) Wcknwo4YeHne aHanuUTU4YeCKOW MEeTOAUKWN, eClN afibTepHaTUBHAA €l MeTOoAMKa Yyxe
onobpeHa |5|1|IA]



| Ycnoeua 1. CornacHO COOTBETCTBYIOLUM [OKYMEHTaM, MpoBefeHHas Heobxopnmas
Ba/mMpaumsa, NoaTBep>KAatoLas To, YTo 0OHOBNEHHAs aHa/IMTUYECKaa MeToAnKa, N0 MEeHbLUEN
Mepe, 3KBUBaNIeHTHa npeabiaylen. 2. MeTon aHannsa He naMeHunca (Hanpumep, M3MeHeHue
OJINHBI KONOHKKW WA TeMnepaTypbl, HO He Apyras KoJIOHKa wian meTog). 3. HW oonH HOBbLIN
MeTo4 WUCMNbITaHUA He OCHOBaH Ha HOBOW HeCTaHOapTHOM MeTOAONOrMuM UAM CTaHOapTHOM
MeTOo[0/IoOrMKN, WCMOoNb3yeMon Mno-HoBoMy. 4. AKTMBHas apmaueBTnHeckas cybcTaHums
(nekapCcTBEHHbI NpernapaT) He ABAATCA Ounonorndeckumm (MMMyHosormM4yeckumm). 5.
AnbTepHaTMBHasA aHauTMYeCcKas MeToAuKa AN napameTpa cneundukaummn yxe omobpeHa,
npu 3TOM Takasa MeToAuKa Oblla BKJKOYEHa He C noMoLlbio |A-yBegomneHus. | | | |

| AokymeHTaumsa 1. NonpaBka K COOTBETCTBYIOLWEMY(COOTBETCTBYOWMM) pasaeny(pasnenam)
jocbe. 2. CpaBHUTeNbHble pe3ynbTaTbl Baaugauun wuau, npm Hanm4mm o6oCcHoBaHUS,
CpaBHUTENbHbIE pe3y/ibTaTbl aHanM3a, NOATBEPXKAAOLWME TO, 4TO TeKyllee N NpepjlaraemMoe
NUCMNbITaHNE 3KBMBaJIeHTHbI. HacToswee TpeboBaHMe He npuMeHsaeTcs, ecnn pobasnseTcs
HOBas aHaMTU4yeckas Mmetoguka. | | | |

| B.l.a. 4 3ameHeHMe HOPMbI UK pPa3MepoB MEPBUYHON YNAKOBKMU, NN YKYMOPKU (MEPBUYHON
ynakoBku) | Ycnosus | Tpebyemasa ookymeHTauus | Bug npouenypsl |

| @) HecTtepunbHble nekapcTBeHHble npenapaTbl | 1,2, 3|1, 2,4 | 1A |

| 6) N3MeHeHne cdopMbl UM pa3MepoB 3aTparnBaeT KJOYeBble MoKasaTesn YNakoBOYHOro
MaTepuana, KOTOpble CYLLeCTBEHHO BAMAIOT Ha [OCTaBKy, NpuMeHeHue, 6e30MacHOCTb WK
CTabnnbHOCTb lekapcTBeHHoro npenapata | | | 1]

| B) CTepunbHble nekapcTBeHHble npenapaThl | | 1,2, 3,4 | IB |

| YcnoBusa 1. KayeCTBEHHbIN 1 KOSIMYECTBEHHbIA COCTAaB NEPBUYHON YMAaKOBKN HE N3MEHUNCS. 2.
MN3meHeHne He 3aTparmBaeT KJlOYEBble MOKasaTesn KadecTBa YMNakKOBOYHOrO MaTepwuana,
KOoTOopble BAMAKT Ha [O0CTaBKy, nMpuMeHeHune, 6e30MacHOCTb WM  CTabunbHOCTb
NekapcTBeHHoro npenapata. 3. MNpn naMeHeHun cBob6OAHOro MPOCTPAHCTBA MW OTHOLLEHUSA
MOBEPXHOCTb (06bem) cornacHoO COOTBETCTBYWOLWMM OOKyMeHTaMm Pecnybnmkm KasaxcTtaH no
CTabnNbHOCTM HavaTbl COOTBETCTBYOLWME NUCCNefoBaHMA CTabuibHOCTU; NpoaHan3MpoBaHbI
COOTBETCTBYIOLME MapaMeTpbl CTabuibHOCTN HE MeHee YeM Ha ABYX OMbITHO-MPOMbILLJIEHHbIX
(nna éuonorm4eckmx (MMMYHONIOTMYECKMX) NEKapCTBEHHbLIX NpenapaToB — Tpex Ccepusax) uiu
MPOMBILLJIEHHbBIX CEpUAX; B PacnopsXXeHUn 3asBUTeNs HaxXOA4ATCHA YyOOBAETBOPUTEsbHbIE
pe3ynbTaTbl, MO MeHblle Mepe, 3-MeCAYHOro usydveHmnsa ctabunbHocTn (ona buosornyeckmnx
(MMMyHONOrn4yecknx) neKapCTBEHHbIX MNpenapaToB — LWecTUMecsAYHoro). lNoaTeepXxaeHue
TOro, 4TO UccnenoBaHnsa 6yayT 3aBepLUEHbl, 1 YTO eC/in pe3ysbTaThl He ByayT yknaabiBaTbCA B
cneundgukaumnm man noTeHuManbHO He YykJaAblBaTbCA B crieumdukKauum Ha KoHel, Cpoka
rOAHOCTW, NX HEMeAJIEHHO MpPeACTaBAT YNOJHOMOYEHHOMY OpraHy Hapsgy C npegfiaraembiM
naaHom gencTeun. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3feny(pasgenam)
[ocbe, BKJIloY4as onucaHume, NoApoOHLIN YepTeX W COCTaB MaTepuasla KOHTeMHepa Win
YKYMOPKK, a TakKXe nepecMoTp WHGPOpMauMmMm O JleKkapCTBeHHOM npenapate. 2. B
COOTBETCTBYOLWNX cayd4asax obpa3subl HOBOrO KOHTenHepa (ykynopku). 3. [lpoBeaeHbl
MOBTOPHbLIE BaJIMAALUNOHHbLIE WCCNEOO0BaHUS CTEPWIbHbLIX MpernapaToB, MOABEPratoWmnxcs
TepMUHaNIbHON CcTepununsaumn. B cooTBeTCTBYIOWMX CaydYasx HeobxoAMMO yKasaTb HOMepa
Cepuin, NCNOJIb30BaHHbIX B BasIMAAUNOHHBLIX nccnenoBaHusax. 4. NMpu nameHeHnn csobogHoro
NPOCTPaHCTBa WM OTHOLLUEHMSA MOBEPXHOCTU K 06beMy Aeknapaumsa, 4To HavaTbl Tpebyemble
nccnenoBaHma  CTabunbHOCTUM B COOTBETCTBUM C  YCTAHOBAEHHbIMU TpeboBaHuaMu (C
yKa3aHMeM HOMEpPOB Cepuin); N 4TO (B COOTBETCTBYIOLIMX Clly4asx) Ha MOMEHT peanm3auunu



yBegoMneHnsa o6 maMmeHeHnn IA Tuna v nogadn yeBenomseHns ob mameHeHun IB Tuna B ero
pacnopsiXKeHN HaxoOATCS YyOOBJIETBOPUTESNbHbLIE Pe3ysibTaTbl U3yYeHUSA CTabUNbLHOCTU; U YTO
nMmeluwmecs p[daHHble He YyKa3biBaloT Ha Kakume-nnbo npobnembl. Heobxogmmo Takxe
NnpeacTaBUTb MOATBEPXKAEHWE TOro, 4YTO MUCCNenoBaHusa OyAyT 3aBepLUeHbl, U 4TO €Caun
pe3ynbTaTbl He ByayT yKnaabiBaTbCA B ceundukaummm nam noTeHumnaabHO He yKNagbiBaTbCs B
cneundurKaumMm Ha KOHel, CpokKa FogHOCTU, UX HeMenJIeHHO NpPeacTaBAT YNOJIHOMOYEHHOMY
opraHy Hapsify c npegflaraeMbiM NAaHoOM gencTsun. | | | |

| B.1l.a.5 U3meHeHne pa3Mepa ynakoBKMW JIeKapCTBEHHOro npenapata | Ycnosus | Tpebyemas
OOoKyMeHTauus | Bug npouenypsi |

| @) N3meHeHMe KonnyecTBa eaAnHUL, fleKapCTBeHHOW hopMbl (Hanpumep, TabneTok, amnyn) B
ynakoske | | | |

2

| B.1l.o.1 N3MeHeHMe NepBUYHON YNaKOBKW JlIeKapCTBEHHOro npenapaTa | Ycnosusa | Tpebyemas
OOKyMeHTauusa | Bug npouenypsl |

|1
| 1. U3ameHeHne yknaabiBaeTca B 0006peHHbIA Anana3oH pa3Mepos ynakosok | 1,21, 3| IA |

| 2. U3ameHeHne He yknaabiBaeTca B 0006peHHbI Anana3oH pa3MepoB ynakosok | | 1,2, 3 | IB |
| 6) N3mMeHeHMe pa3mepa (pa3mMepoB) ynakoBku (ynakosok) | 3|1, 2 | IA |

| B) N3MeHeHMe HOMMHaIbHOM MacCbl (HOMUHaIbHOro 06bemMa) CTepuibHbIX MHOMOA03HbIX (UNKn
0OHOAO03HbIX C YaCTUYHbIM M3BJIEYEHMEM) MapeHTepasibHbIX JIEKAPCTBEHHbLIX MpPenapaToB W
bnonornyecknx (MMMYHOJIOFMYECKMX) MHOIMOAO03HbIX MapeHTepajsbHbIX  JIEKAPCTBEHHbIX
npenapatos | | | II']

| r) W3MeHeHMe HOMMHaNLHOWM MaccCbl (HOMMHaNbHOrO ob6beMa) HemnmapeHTepasbHbIX
MHOIMOA03HbIX (MM OQHOA03HbIX C YACTUYHbBIM U3BNEYEHUEM) JIeKapCTBEHHbIX NpenapaTos | | 1,
2,3]1B|

| YcnoBma 1. HoBbI pa3Mep YMNAKOBKW COOTBETCTBYET pPEeXWMY [O03UPOBaHUSA U
npoAaoJIXXNTENbHOCTU JledeHNd, YKa3aHHbIM B OGLLI,GIX XapaKTepuctmnke JneKapCcTtBeHHOro
npenapata. 2. MaTepuan nepBMYHON YMNAKOBKM He usMeHseTca. 3. OcTaBwumecsa ¢GopMbl
BbIMYCKa MO3BOJIAIOT BbINOJIHUTL PEKOMEHAALNN MO AO3UPOBAHMIO U ANUTENLHOCTU JIEYEHUS,
yKa3aHHble B obLlel XxapakTepucTuKe iekapcTBeHHOro npenapaTa. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLWEMY(COOTBETCTBYIOWMM) pa3neny(pasgenam)
0OoCbe, BKJl0Yas NepecMoTp MHGOPMaLUM O lekapCTBEHHOM npenapaTe. 2. ObocHoBaHWe, 4TO
HoBas (oCTawowmecs) pa3mepbl YMNakKOBOK COOTBETCTBYIOT PEXWUMY [O03MPOBaAHUA U
MPOOOJ/KNTENIbHOCTM Jie4eHUs, YKasaHHbIM B obuwen XapakTepucTuke JieKapCTBEHHOrO
npenapata. 3. [eknapauus, 4TO eCAM OXWAaeTcsa BAMAHME Ha CTabunbHOCTb, COrjlacHo
COOTBETCTBYWLWMM  YCTAHOBJIEHHbIM  TpeboBaHUAM 6yayT  HavaThbl nccnenoBaHus
cTabunbHoCTU. [aHHble HeobxooMMO NpeacTaBUTbL (C nMpennaraemMbiM MJaHOM OENCTBUN),
JINLWb eC/IN OHU He yKNaabliBatoTCA B crneundukaumn. | | | |

| MpnmevaHwue: | Ona B.11.4.5.8B) n r) — ecnm nsMeHeHne NpUBOANT K N3MEHEHUIO "A03UPOBKMK"
JlIeKapCTBEHHOro nNpenapaTa, TO Takoe n3MeHeHne TpebyeT nogaydn 3ad9BNeHNS O paclUNpeEHUN.



| B.l.La. 6 N3meHeHne Kakon-NMMbO cocTaBAsAloLEeNn (MepBMYHON) YNAKOBKK, HENOCPEACTBEHHO
He CcompuKacarLencsa C IeKapCTBEHHbIM npenapaTtoM (HanpuMmep, UBET CbEeMHbIX KOMayKoB,
LBEeTHble KOOOBble KOJibL@ Ha aMnyflax, W3MeHeHue KoJinayka, 3aliuwialowero uray
(ncnonb3oBaHWe ppyroro nNnactuka)) | Ycnosusa | Tpebyemas nokymeHTaums | Bug npouenypsl |

| @) UsmeHeHNne, 3aTparmneatollee nHpopMaLmio 0 iekapcTeeHHoM npenapate | 1| 1 | 1A |
| 6) N3mMeHeHMe, He 3aTparuBatowiee NHpOPMaLMIO 0 NEKapCTBEHHOM nNpenapate | 1|1 | 1A |

| YcnoBua 1. U3MeHeHMe He 3aTparmBaeT 4YacTu YNaKoOBOYHOro MaTepuasa, KoTopblie BAUAIOT
Ha OOCTaBKy, NpuMeHeHue, 6e30nacHOCTb A CTabunbHOCTb IeKapCTBEHHOro nNpenaparTa. | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLWLMM) pa3neny(pasgenam)
[ocbe, BKJIoYasa nepecMoTp MHpopMaumm o nekapcTeeHHOM npenaparTe. | | | |

| B.1.o.7 N3MeHeHWe MoCcTaBLUMKAa KOMMOHEHTOB YMakKOBKW WA YCTPOMCTBa (ecqn ykas3aHo B
nocbe) | Ycnosusa | Tpebyemas nokymeHTauums | Bug npouenypsi |

| @) NckntoyeHne nocTaBwmka | 1| 1| 1A |
| 6) 3ameHa nnn pobasneHne noctaswmka | 1,2,3,4|1,2,3|I1A]
| B) JTloboe nameHeHmne NocTaBLLNKOB CNENCEPOB A03UPOBaHHbLIX MHranaTopos | | | 1|

| Ycnosusa 1. WcKn4YeHMe KOMMOHEHTa YMNaKOBKW WAW U34eNna He MNpoucxoamT. 2.
KayeCTBEHHbI N  KOJINYECTBEHHbLIN COCTaB KOMMOHEHTOB YMakKoBKM (u3pgenuns) u
cneunukaumm 3cknsa He nsmeHsaTcda. 3. Cneuyndunkaumm n MeTonbl KOHTPOJIA KavyecTsa, Nno
MeHbLLEN Mepe, SKBUBANEHTHbI. 4. MeTon cTepuansaumm n ee yCcaoBUS HE N3MEHATCA (ecaun
npumeHnmo). | | | |

| LokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
nocbe. 2. MNoaoTBep)xgeHne perucrtpaunm MmeguumnHckoro nigenma B Pecnybnnke KasaxctaH B
OTHOLUEHUN MEeAUUUNHCKUX W34enuin, rnpuiaraeMblx K JleKapCTBEHHOMY nMpenapaTy. 3.
CpaBHUTeNbHas Tabnmua TeKyLWMX 1N Npegsaraembelx cneundukaumn (ecnm npuMmeHnmo). | | | |

| B.Il.A. 8 N3meHeHne Au3anHa MapKUPOBKWU MEPBUYHOM U BTOPUYHON yNakKoBKW | Ycnosus |
Tpebyemas nokymeHTauus | Bug npouenypsi |

[11,2]1.21A]

| YcnoBusa 1.Ka4yeCTBEHHbLIM MU KOJIMYECTBEHHbIN COCTaB KOMMOHEHTOB YMakoBKU (M3genunsa) u
cneundurKaumnm 3Cckusa He usMeHsaTcA. 2.M3mMeHeHne He TpebyeT oueHknm HBesonacHoCTH,
KayecTBa W 3HOPEKTUBHOCTU W COOTHOLUEHUS TMOJb3a-PUCK JIEKAPCTBEHHOro CpeacTBa
(cneumanunsnposaHHas skcnepTnsa). | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasgenam)
nocbe. 2. MakeTbl YNakoBOK B CTapoM AusanHe. | | | |

TekcT

B.Il. e) CtabunbHOCTb

| B.ll.e. 1 U3meHeHne cpoKa rogHOCTU UM YCNOBUA XpaHeHUA NeKapCTBEHHOro npenapaTa |
Ycnosusa | Tpebyemasa nokymeHTauums | Buag npouenypsi |

| @) CokpalieHune cpoka rogHOCTW IeKapCTBEHHOro npenapaTa | | | |



| 1. YnakoBaHHOro B KOMMep4yeckyto ynakosky | 1| 1, 2, 3 | 1A |

| 2. Mocne nepsoro BckpblTua | 11,2, 3 |1A|

| 3. Mocne pa3seneHns nnm socctaHosneHna | 11,2, 3| 1A |

| 6) YBenuyeHue cpoka rogHoCTW ieKkapCTBEHHOro npenapaTa | | | |

| 1. YnakoBaHHOro B KOMMEpPYEeCKYl YMakKoOBKY (NoATBepXAeHHOe [OaHHbIMW B peasibHOM
BpemeHun) | | 1,2,3|IB |

| 2. NMocne nepBoro BCKpbITUA (MOATBEPXKAEHHOE AAaHHLIMU B peasibHOM BpemeHun) | | 1, 2, 3 | IB

| 3. Mocne pa3BeneHuss MAM BOCCTaHOBAEHUS (NOATBEPXXAEHHOE [AaHHbIMA B peasibHOM
BpemeHn) | | 1,2, 3| 1B |

| 4. YBenunyeHme cpoka FOAHOCTU MyTEM 3KCTPanonsuMM [aHHbIX MO CTabunbHOCTWM, He
COOTBETCTBYWOLWEN AoKyMeHTaM Pecnybnmku Kasaxctan (*) | | | Il ]

| 5. YBenn4yeHmne nepmoda xpaHeHUs BMONOrMY4ECKOro (MMMYHOOMMYECKOro) EKAPCTBEHHOIO
npenapaTa B COOTBETCTBUM C 0406peHHON nporpaMMon nlydyeHus ctabmnosHoctun | |1, 2, 3 | IB |

| B) N3MeHeHMe ycnoBui xpaHeHUsa 6Guonornveckmx (UMMYHONOrMYECKUX) JieKapCTBEHHbIX
npenapaToB, ec/in uccaenoBaHnsa ctabuabHOCTU NpoBefeHbl He B COOTBETCTBUM C TeKyLUen
of06peHHON NporpamMMon nsydeHnsa ctabumneHocTu | | | 11|

| r) W3MeHeHme ycnoBui XpaHeHWSA JieKapCTBEHHOro nmnpenapaTa WK JeKapCTBEHHOro
npenapaTa nocse passeneHns (BocctaHosneHus) | | 1,2, 3| 1B |

| &) N3meHeHne opobpeHHOro npoTtokona ctabunbHocTn | 1,2 1,4 | 1A |

| Ycnosua 1. HenpeaBuAeHHbIX CUTYaUMsAX, BOSHUKLLUUX B XO4e MPON3BOACTBA, WM U3MEHEHUS
CTabnNbHOCTN M3MEHeHMe He ocyllecTBiaseTcs 2. M3MeHeHUa He NpuBOAAT K pacLUMpeHunto
KpuTepres NPUeMIEMOCTM UCMbITYEMbIX MapaMeTpoB, UCKJIIOYEHMIO NapameTpa cTabunbHoCTH,
WJIN CHUXKEHWIO YacToTbl NCNbITaHun. | | | |

| DokymeHTauma 1. NMonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasnenam)
pocbe. OHa cogep)XaTb pe3ynbTaTbl COOTBETCTBYIOLIMX WCCNEOO0BaHUA CTabunbHOCTM B
peasbHOM BpeMeHu (oXBaTblBalOWMX BeCb CPOK FOAHOCTU), MNPOBEAEHHbIX COrJlacHoO
COOTBETCTBYOWMM AOKYyMeHTaM PK, Mo MeHblUueihn Mepe, Ha ABYX OMbITHO-MPOMbILLJIEHHbIX
cepusix(l) nekapCTBEHHOro rnpernapaTa, YMNakOBaHHOMO C MOMOLbI 3aperncTpupoBaHHOIro
YyMakKoBOYHOIr0 MaTepuana u (Mn) COOTBETCTBEHHO MOCJIe NMEPBOr0 BCKPLITUS NN pa3BeLeHNs;
B COOTBETCTBYIOWMX C/y4asx HeobxoomMo mpeacTtaBuMTb pe3dysibTaTbl MUKPOOMONOrnyeckmnx
ncnbiTaHuin. 2. lNepecMoTpeHHasa WHGOPMaLMA O JIEKAapCTBEHHOM rpenapaTte. 3. Konuu
YTBEPXXOEHHbIX CreundpnKaumnim Ha KOHeL, CPOKa rogHOCTU 1, €CaIN MPUMEHNMO, CReLnguKaumnmn
nocsie pa3BefeHns (BOCCTAHOBMEHUSA) WM MOC/Ae MepBOoro BCKpbITUA. 4. Ob6ocHoBaHue
npepnaraemMbix U3MeHeHuUn. | | | |

| (*) NMpumevaHme: | B oTHOweEHNN BGMONOrMHY4ECKOro (MMMYHOJIOrMYECKOro) NeKapCTBEHHOIO
npenapaTa 3KCTpanonasaumsa HenpnuMmeHuma. | | |

| (1) | Npn Hannynmn oba3aTenbCTBa NMPOBEPUTbL CPOK FOAHOCTU Ha MPOMbILLJIEHHbIX Cepusax
OOMYCTUMbI OMbITHO-NPOMBbILLIJIEHHbIE cepun. | | |

TekcT

B.1l. )x) lMpoekTHOe nosie N NPOTOKOJ1 MOCTPErncTPaLMOHHbIX U3MEeHEeHN



| B.lloxk. 1 BBeaeHne HOBOrO MPOEKTHOro Nons uan pacwuvpeHme ofobpeHHOro MPOeKTHOro
Nnoss JIeKapCTBEHHOro npenapaTta (3a uckawdeHueMm 6monormnyveckoro), 3aTparveatoulee: |
Ycnosusa | Tpebyemasa nokymeHTauums | Bug npouenypsi |

| a) OoHy wnn bGonee oTAesbHble onepauun rpouecca MNPOU3BOACTBA JIEKAPCTBEHHOrO
npenapaTta, BKJO4Yas COOTBETCTBYWOWMNE BHYTPUMNPOMU3BOACTBEHHLIE KOHTPOAM U (KUan)
aHanuTnyeckune metoamkn | | 1,2, 3 [ 11|

| 6) AHanuTUYeckne MeToANKN AN BCMOMOraTesibHbIX BELECTB (MPOMEeXYyTO4YHbIX MPOAYKTOB)
n (nnn) nekapcTBeHHoOro npenapata || 1,2, 3|11

| AokyMmeHTauunsa 1. Pe3ynbTaTbl nccnenoBaHuin paspaboTkm npenapaTta v npouecca (BkaoYas
OLEHKY PUCKOB N MHOFOMepHble NCCNef0BaHNSA COOTBETCTBEHHO), MOATBEPXKAAOLWME TO, HTO
OOCTUIHYTO LLEeJIOCTHOE MEeXaHUCTUYeCKoe MOHMMaHMe rMoka3aTesien KavyecTBa MaTepuasioB n
napamMeTpoB MNpoLecCa Ha KpUTUYECKME MapaMeTPbl KavyecTBa JIeKapCTBEHHOro npenapaTa. 2.
OnuncaHne NMPoeKTHOro nosisi B TabsINYHOM BUAE, BKJIOYas NepeMeHHble (CBOMCTBa MaTepunaios
W NapaMeTpbl Npouecca Npou3BOACTBa) M UX Npeasaraemble AuanasoHbl. 3. lNonpaBka K
COOTBETCTBYOLEMY(COOTBETCTBYOWNM) pa3geny(pasgenam) gocee. | | | |

| B.llx. 2 BBegeHne nNOCTPErncTpauMoHHOrO MNPOTOKOJSA YMNpaBJeHNA W3MEHEHWAMN,
3aTparvBaloWmMMN fleKapCcTBEHHbIN npenapaT | Ycnosua | Tpebyemasa pokymeHTauus | Bug
npouenypsl |

[111,2,3]1]

| HokymeHTauuma 1. TlMoppobHoe onucaHue npepsiaraemMoro usMeHeHus. 2. [poTokon
yrnpaB/iieHnss W3MEeHEHUsIMWU, 3aTparvBalLWMMN JIEKAapCTBEHHbI npenapaT. 3. lNonpaBka K
COOTBETCTBYOLLEMY(COOTBETCTBYOWNM) pa3geny(pasaenam) gocee. | | | |

| B.lox. 3 WcknioyveHMe yTBEpPXAEHHOro MPOTOKOJSA  YMPAaBJEHUS  U3MEHEHUSAMMU,
3aTparvMBaloWMMN JIeKapCTBEHHbLIN npenapaT | Ycnosma | Tpebyemasa pokymeHTauus | Bug

npouenyps! |
[T1]1]1A]

| YcnoBusi 1. WcknoYeHne MNoCTPerucTpauuoHHOro MPOTOKOA YMNPaBJIEHUS U3MEHEHUAMMU,
3aTparnBalOLWLMMM JIEKAPCTBEHHbIA MNpernapaTt, He ABNSeTCA CNeACTBMEM HenpenBuaeHHbIX
CUTYaUUn UnmM HeCoOTBETCTBUS CMeundukaumm B Xo4e BBEAEHUS W3IMEHEHWUN, OMUCAHHbIX B
NPOTOKOJIE, N HUKAK He BANAET Ha yTBEPXAEHHble CBeLeHUs, BKJIlOYEHHbIe B focbke. | | | |

| AokyMeHTaumsa 1. ObocHoBaHMe npepJsiaraemMoro UckadeHuns. 2. | | | |

| B.lK. 4 N3MeHeHNsa yTBepXXOEHHOro MNPOTOKOJIa yrpaBJieHUA U3MeHeHusMu | Ycriosus |
Tpebyemas nokymeHTauus | Bug npouenypsi |

| @) 3Ha4YMMble N3MeHeHUa NPOTOoKOo1a ynpaBaeHUa nameHerumamn | | | 11 |

| 6) HesHaynMble M3MeHeHUa NMPOoTOKOoSa yrnpaBiAeHUS U3MEHEHUAMU, KOTOpble He U3MEHAI0T
CTpaTeruio, onMcaHHyto B npoTokose | | 1 | IB |

| OokymeHTauma 1. [eknapauus, 4TOo ntoboe wnM3MeHeHMe yKNaAblBaeTCs B AuMana3oH
OENCTBYIOLMNX YTBEPXKAEHHbBIX KPUTEPUEB nNpuemneMmocTu. NMNomMmmmo 3Toro, geknapauns, 4To B
OTHOWEHUN BNOOrnYecKux (MMMYHOOMMYECKUX) NEKAPCTBEHHbLIX NpenapaToB He TpebyeTcs
oLeHKa conocTaBumocTu. | | | |



| B.loxk. 5 Peanuzauma wn3MeHeHW, NPefyCMOTPEHHbLIX YTBEPXAEHHbLIM MPOTOKOIOM
ynpasfieHns nameHeHnsamu | Ycnosus | Tpebyemasa nokymeHTauums | Bug npouenypsi |

| @) Peannsaumns nameHeHnsa He TpebyeT AONOJIHUTENbHBIX BCMNOMOraTesibHbIX AaHHbIX | 1] 1, 2,
4 1A

| 6) Peanusaumsa nsmMeHeHns TpebyeT [ONONHUTENbHbLIX BCMOMOraTeNbHbIX AaHHbIX | | 1, 2, 3, 4
[ 1B ]

| B) Peanusauma u3MeHeHus 6uonorm4eckoro (MMMYHOJIOTMYECKOr0) JleKapCTBEHHOro
npenapata||1,2,3,4,5]|IB|

| Ycnosuma 1. TlpepnnoxeHHoe W3MeHeHuWe OCYLWeCcTBeHO B MOJIHOM COOTBETCTBUM C
YyTBEPXXOEHHbLIM MPOTOKOJZIOM  YyrpaBAeHns n3MeHeHunsaMKn, Tpebylowee HemepsIeHHOro
yBeLoMAeHnsA nocne ero peanmsauuu. | || |

| OokymeHTaumsa 1. Ccblika Ha YTBEPXXAEHHbIN MPOTOKOJ YrMpaBiieHUs W3MeHeHusMu. 2.
Jeknapauuns, 4TO W3MEHEeHMWe COOTBETCTBYET YTBEpPXAEHHOMY TMpPOTOKOJly YyhnpasBJieHUs
W3MEHEHNSAMN N YTO pe3ysbTaTbl NCCNeA0BaHUSA YOOBNETBOPAIOT KPUTEPUAM NPUEMIIEMOCTH,
OroBOpeHHble B MpoTokose. [loMMMOo 3TOro, pAeksapauma TOro, 4H4TO B OTHOLIEHUN
bronornyeckmux (MMMYHONOrMYECKNX) NEeKapCTBEHHbIX MNpenapaToB He TpebyeTcs oueHKa
conoctaBumocTu. 3. Pe3ynbTaTbl wUCCNefoBaHWN, MNPOBEOEHHbIX B  COOTBETCTBUMU C
yTBEP>XXOEHHbIM MPOTOKOJIOM yrnpaBneHuns N3MEeHeHNsaMU. 4. Monpaska K
COOTBETCTBYOLEMY(COOTBETCTBYOWMNM) pa3geny(pasgenam) gocobe. 5. Konua yTBepXAeHHbIX
cneynurKaunin Ha NekKapcTBeHHbIM npenapaT. | | | |

TekcT

B.ll. 3 be3onacHOCTb B OTHOLUEHNN NOCTOPOHHUX areHToB

| B.11.3.1 O6HoBneHue wnHpopmaumum "OueHka 6e30MacHOCTU OTHOCUTENIbHO MNOCTOPOHHUX
areHToB" (pa3gen 3.2.A.2 peructpaunoHHoro gocee) | Ycnosusa | Tpebyemas ookymMeHTauuns |
Bua npoueayps! |

| a) WccnepoBaHuA, 3aTparvBaloline MNPOU3BOACTBEHHbIE 3Tanbl, U3y4YeHHble BMepBble Ha
npeamMeT ogHoOro unm 6osee NOCTOPOHHUX areHToB | | | 11 |

| 6) 3ameHa ycTapeBWUX WCCNefOBaHWN, 3aTparvBaloWUX MNPOM3BOACTBEHHbIE 3Tanbl ©
MOCTOPOHHME areHTbl, paHee BKJOYeHHble B ocbke | | | |

| 1. ¢ n3MeHeHneM oueHKN pUckos | | | 11 |
| 2. 6€3 n3meHeHns oueHkn puckos | | 1,2, 3| 1B |

| AokymeHTauma 1. NonpaBka K COOTBETCTBYIOWEMY(COOTBETCTBYOWMM) pasaeny(pasgenam)
Jocbe, BKJ/lOYas BBeLeHMe HOBbIX UCCefOBaHWU, HarmnpaBfeHHbIX Ha MU3y4YeHne cnocobHoCTu
MPOU3BOACTBEHHbIX 3TAanoOB WHAKTUBMPOBATbL (3/IMMUHUPOBATL) MOCTOPOHHUE areHTbl. 2.
O6oCcHOBaHME TOro, 4TO WCCAEeOOBaHUA HE W3MEHSAIT OLEHKY puckoB. 3. [llonpaBka K
nHhopMaLmn o IeKapCcTBEHHOM rnpenapaTe (ecam npuMeHumo). | | | |

TekcT

B.1ll CepTudukaTt cooTBeTcTBUA EBponenckon ®apmakonee (CEP) (npn Hann4uu) (TI3, ctaTbK)



| B.Il.L1 Momava HoBOro wanm o6GHOBNEHHOro cepTudUKaTa cooTBeTCTBUS EBponenckon
dapMakoree wuan WUCKJOYEHUE cepTudukatTa cooTBeTcTBUsa EBponenckon Papmakonee |
Ycnosusa | Tpebyemasa nokymeHTauums | Bug npouenypsi |

| Ha dapmauesTuyeckyto cybctaHumio Ha UCXOAHLIA MaTepuan (peakTuB, NPOMEXXYTOYHbIN
MPoOOyKT), MCMNoJib3yeMbln B MpoLECC MNpou3BoAcTBa apmaueBTuyeckon cybctaHumm Ha
BCroMoraTesibHoe BeLwecTBo | | | |

| a) CepTudukat cooTBeTCcTBUA EBponenckon >dapmakornee COOTBETCTBYOLEN CTaTbe
Esponeickon ®apmakoneu | | | |

| 1. HoBbIn cepTudmkaT oT paHee oaobpeHHoro npoussoautens |1, 2, 3,4,5,6,9,10 1, 2, 3,
4,5 1A |

| 2. OBbHOBNEHHLIN CepTUPUKAT OT paHee ogobpeHHoro npomnssogntena |1, 2, 3,4,6,10| 1, 2,
3,4,5|IA]

| 3. HoBbI cepTuduKaT OT HOBOro npoussoauTens (3ameHa wan pobasneHue) | 1, 2, 3, 4, 5, 6,
9,10]1,2,3,4,5]|1A|

| 4. NUckntoyeHne cepTUUKATOB (eC/IM K MaTepuany npuiarajncb HECKOJIbKO CEPTUGUNKATOB) |
8,10 |3|IA]

| 5. HoBbIl cepTudMKaT Ha HECTEPWIbHYK aKTUBHYIO (apMaLeBTuUYecky cybcTaHuuto,
rnoanexkallyto NCrMoJib30BaHUIO B CTEPUJIbHOM JIeKapCTBEHHOM rpenapaTe, Npyu UCNOoJIb30BaHNK
BOAbl Ha nocnegHeMm 3Tane CUHTE3a, a B OTHOWEHNN MaTepunalsla He 3adaABJiIieHO OTCYyTCTBME B
HeM 3HOOoTOKCcuHOoB | | 1,2, 3,4,5| 1B |

| 6) Ceptudukat cooTBeTcTBUA EBponenckon @Papmakonenm o TI3 Ha aKTUBHYIO
hapMaueBTUYECKY0 CyBCTaHUMIO (MCXOOHbBIN MaTepuasn, peakTUB, MPOMEXYTOUYHbIA NPOAYKT)
BCNOMoOraTesibHoe BeLecTso | | | |

| 1. HoBbI cepTudmKaT Ha aKTUBHYO (hapMaLeBTMYECKYO0 CyBCTaHLMIO OT HOBOIO UK paHee
onobpeHHoro npoussoanTens | 3,5,9,10|1,2,3,4,5| 1A |

| 2. HoBbI cepTuduKaT Ha apMaLeBTUYeCKYO cybCcTaHumMoo (MCXOOHbIN MaTepuan, peakTus,
MPOMEXYTOYHbIN NPOAYKT) BCNOMOraTesibHOe BeLecTBO OT HOBOrO WM paHee ofo0bpeHHOoro
npounssoantena | 3,6,7,10|1,2,3,4,5|I1A]

| 3. O6HOBNEHHBIN cepTudmKaT OT paHee oaobpeHHoro nponssoamTena | 7,10(1,2,3,4,5]| 1A

| 4. UckntoyeHne cepTUUKaTOB (eC/IM K MaTepuany npuiarajncb HECKOJIbKO CEPTUGUNKATOB) |
8,10 |3|IA]

| 5. HoBbin (0BHOBNEHHLIN) cepTuUdUKaT OT paHee onobpeHHOro (HOBOro) MPOV3BOAUTENS,
NCMoJib3YylOLLEero MaTepuasbl YeJI0OBEYECKOr0 UM XKMBOTHOIM0 MPOUCXOXXOEHWS, B OTHOLUIEHUN
KoTopbix TpebyeTcs oOueHKa Ha nNpeaMeT pucka MoTeHUManbHONW  KOHTaMUHaUUn
NOCTOPOHHUMUK areHTamu | | | 11|

| Ycnosma 1. Cneumdukaumm Ha BbINYCK W Ha KOHeL CpoKa roAHOCTWU JieKapCTBEHHOrO
npenapaTta He U3MeHAITCA. 2. Hen3aMeHeHHble (MCK0Yasa y)XKecTo4YeHne) 4ONOoJSIHUTENbHbIE (K
FocynapctBeHHon ®apmakonee Pecnybnmku KaszaxcTaH) cneuyndukaunum Ha npuMmecun
(ucknoYasas ocTaToYHble pacTBOpUTENN, MpuU  YCAOBUM WX COOTBETCTBMA TpeboBaHUAM
Pecnybnnkn KasaxcTaH) npoaykT-cneundunyHole TpeboBaHns (Hanpumep, npoduan pasMmepos



YacTuy, nonmMmopdHble QopMmbl), ecnnm npuMeHumo. 3. Tllpouecc Mpoun3BOACTBa aKTUBHOMN
hapMmaueBTUYECKON CybCTaHUMM, WCXOAHOrO MaTepuana (peakTumBa, MPOMEXYTOYHOIro
NPOAYyKTa) He BKJYaeT WCMOoNb30BaHME MATEepUasioB Yel0BEYECKOro WM >KUBOTHOMO
MPOUCXOXKAEHNSA, ONS KOTopbix TpebyeTca npoaHanM3nMpoBaTb [AaHHbIE O BUPYCHON
6e3sonacHoCTU. 4. ICKNOYUTENBbHO ANS aKTUBHOMW (hapMaleBTuyeckon cybctaHumm: oHa bypet
ncnbiTaHa HenocpencTBeHHO nepes UCNOJIb30BaHUEM, eCNn nepunon rMoBTOPHOro UCMbITaHUSA
He BKJIWOYeH B cepTudukaT cooTBeTcTBUA EBponenckon dPapmakonee WM [OaHHbIe,
obocHoBbIBaOLWME NEPUOS NMOBTOPHOr0 UCMbITaHUSA, Y)X€ He BKJIKOYEHbl B A0Cbe. 5. AKTMBHasA
hapmMaueBTUYeckas cybCcTaHUMS (MCXOOHbIA MaTepuan, peakTuB, MPOMEXYTOYHbIA MPOAYKT)
BCMOMOraTeJibHOe  BelWeCcTBO HecTepwibHbl. 6. PacTuTenbHble  dapMaueBTuveckue
cybcTaHumm: cnocob nponsBoAcCTBa, hU3NYECKOe COCTOSAHMNE, SKCTParnpyowmn pacTBOpUTESb
N KOIPPUUMEHT 3KCTPaKLUN JNIeKAPCTBEHHOrO0 cpencTtBa He m3aMeHsawTcA. 7. Ecnm cocTaBe
JleKapCTBEHHOro npenapaTta ANs NapeHTepasbHOro BBeAEHUS WCMNOoJIb3yeTCa >KenaTuH,
Mpon3BeAeHHbIN N3 KOCTeW, ero rmnpou3BOACTBO OCYLLEeCTBAAETCA WCK/YUTENbHO B
COOTBETCTBUN C TpeboBaHMSAMM COOTBETCTBYIOLLEN CTpaHbl. 8. B AoCbe OCTaeTcs, N0 MeHbLUEN
Mepe, oAWH npowusBoauTenb 3Ton cybctaHuum. 9. Ecnm akTuBHas dapmaueBTUYeckas
cybcTaHuMa HecTepuibHa, HO ByeT UCMONb30BaTbLCA B COCTaBE CTEPUILHOMO JIeKapCTBEHHOIrO
npenapaTta, Torga, B coorsetcrteum ¢ CEP, Ha nocnegHeM s3Tane cMHTe3a Heb35 UCMNOoJ1b30BaTb
BOAY WKW, eCQin Takoe MnpoucxoguT, Heobxooumo obecneynmTb OTCYTCTBUME BGaKTepuasibHbIX
SHOOTOKCUMHOB B aKTWUBHOW (apmMaueBTuyeckonm cybctaHummn. 10. WN3MeHeHue He TpebyeTt
oueHkn 6e3onacHOCTM, KayecTBa U 3PGPEKTUBHOCTM W  COOTHOLLUEHUS MOJIb3a-pPUCK
JleKapCTBEHHOro cpeAcTBa (cneunanmsnpoBaHHasa akcnepTmsa). | | | |

1

| B.II.L1 Momavya HoBOro wanm o6GHOBNEHHOro cepTuUdMKaTa cooTBeTCTBUS EBponenckon
dapMakoree uan WUCKIOYEHUE cepTudgukatTa cooTBeTCTBUSA EBponenckon dPapmakonee |
Ycnosusa | Tpebyemas nokymeHTauums | Bug npouenypsi |

| OokymeHTauma 1. Konusa pencteytowero (obHOBAEHHOro) ceptudukaTta COOTBETCTBUSA
EBponenickon ®apmakonee. 2. MNpn pnobaBneHnn Npou3BOACTBEHHON Mjollaakym — B opme
3asBJIeHNa 0 BHECEeHUN U3MeHeHUNn HeobxoammMo 4eTKo 0603Ha4YnTb "3aperucTpupoBaHHbIX" ©
"mpeanaraemblx" MpounsBoAUTENEN, KaK YyKa3aHO B pasgene 2.5 dopmbl 3aaBneHus. 3.
MonpaBka K COOTBETCTBYHOWEMY(COOTBETCTBYOWMM) pa3geny(pasgenam) pocbe. 4. Ecam
NPUMEeHNMO, OOKYMEHT, coAepXKallMi CBeAeHMsA O BCex MaTepuanax, BXoaswmx B cohepy
npumeHeHns ctaTbn FocypnapcTBeHHoW @apmakonee Pecnybnmku KasaxcTtaH no MUHUMU3AL NN
puCKa nepefayu areHToB rybyaTon aHuedanonaTun XXUBOTHbIX NOCPEACTBOM JIEKAPCTBEHHbIX
npenapaToB AJ19 MeOAULMHCKOro U BETEPUHAPHOro MNpUMEHeHus, BKJOYas NCMNOoJib3yemMble B
NPOU3BOACTBE aKTMBHblE hapMaueBTMHeckon cybcTaHummM (BCNOMOraTesibHOro BeLllecTBa).
Ons Kaxporo Takoro poja MaTepuana HeobxoAuMMO MpeacTaBUTb cCaefylolive CBefeHus:
Ha3BaHMe NPOU3BOAUNTENS; BU XXUBOTHBLIX M TKaHW, M3 KOTOPbIX MOJy4YeH MaTepuan; cTpaHa
MPOUCXOXAEHNS  >XMBOTHbLIX W €ro ucnosab3oBaHme. 5. B OTHOWEHUWN aKTUBHOM
hapmaueBTU4eckon  cybcTaHumMn:  geknapaums  YNOJIHOMOYEHHOro  Jinua  KaXkaoro
JINLLEH3MPOBAHHOIO MNPOM3BOAMTENSA, YKA3aHHOro B 3asBfIeHUU, WCMNOJb3YIOLLEero aKTUBHYIO
hapMaLeBTUYECKYO CyBCTaHUMIO B KayecTBE MCXOOHOro MaTepuana, M YrNoJIHOMOYEHHOro
AnLa Kaxkaoro JnuUeH3MpoBaHHOrO MNpPOM3BOAMTENSA, YKAa3aHHOMo B 3aABJIEHMW B Ka4yecTBe
OTBETCTBEHHOrO0 3@ BbINYCK Ccepuin. B peknapaumax HeobxooumMo ykasaTb, YTO
npounssoauTesnb(npon3BoanTenn) aKTUBHON dapMaLeBTNYECKON cybcTaHuun,
yKa3aHHbIN(yKa3aHHble) B 3asBJIEHUUN, OCYLLECTBAAET(OCYLLEeCTBSAIT) CBOO AEATENbHOCTb B



cooTBeTCTBMM C [lpaBunaMmm Hagnexalwlen nNpousBOACTBEHHON MNpaKTUKKU Pecnybnunkn
KazaxcTaH B OTHOWEHUM UCXOOHbIX MaTepuanoB. [pm onpepeneHHbIXx 06CTOATENbCTBAX
OONyCKaeTCa NpeAcTaBNAaTb OAHY AeKsapauuto (CM. npuMedaHue K nameHeHuto b.11.6.1). Ecan
3aTparmBaloTcsa Kakme-nmbo obHOBNEHUA CepTUPUKATOB Ha aKTUBHble (apMaueBTUYecKue
cybCcTaHUUM U NPOMEXXYTOYHbIE MPOAYKTbI, OT MPOM3BOAUTENIEN MPOMEXKYTOYHbLIX MPOAYKTOB
TakXXe TpebyeTcs geknapaumsa yrnoJIHOMOYEHHOroO finua; AeKnapauns ynosHOMOYEeHHOro 1mua
HY>XHa, JIWWb €eC/nm Mo CpaBHEHWUID C paHee 3aperucTpupoBaHHOW Bepcuen cepTudumnkaTa
NMeeTCs U3MeHeHne AENCTBYIOLLNX, BKJIKOYEHHbIX B NepevyeHb NPOn3BOACTBEHHbLIX NAOWAA0K. |

| B.I.2 W3mMeHeHua B uenax cooTBeTcTBUS [ocynapcTBeHHon dPapMakoriee Pecnybanku
KaszaxcTaH | YcnoBus | Tpebyemas nokyMeHTaumsa | Bug npouenypsl |

| a) U3meHeHne cneundukaunm (cneundurkaunin) paHee HedapmakonenHonm cybcTtaHuuu B
Lenax coorseTcTBua NocyaapcteeHHon PapMakonee Pecnybnnkum KazaxcTtaH | | | |

| 1. AKkTuBHOIM thapmaueBTuyeckonm cybctaHumm | 1, 2,3, 4,5(1,2,3,4 | 1A |

| 2. BcnomoraTenbHOro BewecTBa (MCXOOAHOro MaTepuasa) aKTUBHOIO apMaLeBTUYECKOWN
cybctaHumm | 1,2,4|1,2,3,4 | 1A

| 6) W3MeHeHuss B uUensAXx COOTBETCTBUA OOHOBNEHHOW COOTBETCTBYIOLWEN CTaTbe
FocypnapcteeHHo ®apMakonee Pecnybnukn Kasaxctan | 1,2,4,5(1,2,3,4 | 1A

| B) U3meHeHUne cneundukaumin ¢ FrocypapcteeHHon dapmakonee Pecnybnnkm KasaxctaH | 1,
4,511,2,3,4]|1A|

| YcnoBua 1. U3meHeHMe oCyLLecTBASETCA UCKIKYUTENbLHO B LEeNsax MOJSIHOFO COOTBETCTBUSA
dapmakonee. Bce ncnbitaHns B cneundmnkaumm CooTBeTCTBYeT hapMaKonenHoMy CTaHOapTy
nocse U3MeHeHus, 3a NCKJIYEHNEM I0ObIX AOMNOMHUTENbHbLIX BCMOMOraTenbHbIX UCMbITAHUNA.
2. JononHunTenbHbie K (hapMakonee cneyndukauum Ha MpPoOAyKT-CneumndpuyHble CBONCTBa He
N3MeHSITCA (HanpuMep, NpodnaM pasMepoB YacTul, noamMopdgHas opmMa UM, K npumepy,
brnonornyeckme MeToAMKK, arperaTthbl). 3. 3HAYMMbIE W3MEHEHUS KAYEeCTBEHHOIO W
KOJIN4ECTBEHHOIr0 nMnpouaen rnpuMecen OTCYTCTBYIOT (3@ WCK/OYEHMEM YXKECTOoYeHMus
cneyndmkauunin). 4. JonosHUTeNbHasa Bannpgaumsa HOBOW WAN M3MEHEHHOW hapMaKonenHom
MeToAuKKn He TpebyeTtcsa. 5. PacTtuTenbHble ¢dapMaueBTudeckme cybcTaHumn: cnocob
NPou3BOACTBa, (U3MHECKOe COCTOAHWE, 3SKCTpareHT U  KO3(PPULMEHT  IKCTpaKLuun
JleKapCTBEHHOro cpeAcTBa He usMeHsawTCA. | | | |

| LokymeHTauma 1. MonpaBKa K COOTBETCTBYIOLWEMY(COOTBETCTBYIOLLMM) pa3neny(pasgenam)
pocbe. 2. CpaBHuTenbHasa Tabnuuya Tekywux M npegnaraembix creunpukaumn. 3. OaHHble
aHanmsa cepun (B dopmaTe cCpaBHUTENbHON Tabnuubl), NO MeHbllen Mepe, [OBYX
MPOMbILLJIEHHbIX CEPUIA COOTBETCTBYlOWEN cybcTaHUMM (BellecTBa) MO BCEM WCMbITaHUAM
HOBOM creunduKaumm W, OOMOJIHATEsSIbHO, €eCcAn MNpPUMEeHUMOo, pe3yfbTaTbl TecTa
CPaBHUTENIbHON KUHETUKWN PacTBOPEHMUSA, MO MEHbLUEN Mepe, OOHOW OMbITHO-MNPOMBbILLIIEHHOWN
cepun NeKapCcTBEHHOro npenapaTta. B oTHoOWeHUn nekapCTBEHHbIX pacTUTENbHbIX NpenapaToB
OOCTaTOYHbl [OaHHble CPaBHUTENbHOW pacnajaemMocTn. 4. [aHHble, MOATBEpXAaloLWwmne
MPUrogHOCTb CTaTbM QAJI9  KOHTPOAA KavecTBa CybCTaHUMKW, Hampumep, CpaBHeEHMe
noTeHuMna bHbIX npumecen C npuMeYaHnem Mpo3pavyHoCcTun CTaTby
(transparencynoteofthemonograph). | | | |

TekcT

b. IV MeaonunHckmne nipgenns



| B.IV.1 N3MeHeHne n3mepsLLero n3genna Nnn n3gennsa ona seegeHuns | Ycnosus | Tpebyemas
OoKyMeHTauus | Bua npouenypsl |

||l
| @) DobaBneHne nnn 3amMeHa U3Lenns, He ABNAIOLEroCa YaCTbo MePBUYHON YNAKOBKNU | | | |
| 1. MegnumnHcKue nsgenus, 3apermncTtpuposaHHole BPK | 1,2,3,5,6 1,2, 3 |1A |

| 2. Cnencepbl [0O3MPYOWNX WHIaAATOPOB WAW APYroro yCTPOWCTBa, KOTOpble OKa3blBaeT
CyuweCcTBEHHOE BUSHME Ha OO0CTaBKYy hapMaueBTnyeckom cybctaHumm npenapaTta (Hanpumep,
Hebynamnsep) | | | Il |

| 6) UcknioyeHne nsgennsa |4 1,4 | 1A |
| B) JobaBneHue nnu 3ameHa nsgenns, ABASOLWErocs 4YacTblo NepsmuyHoOn ynakosku | | | 11|

| YcnoBua 1. Mpepnaraemoe m3aMepsiollee nsgenme TOYHO OTMepuBaeT Heobxoammyto [O03Yy
paccMaTpMBaeMoOro JieKkapCTBEHHOrO nMpenapaTta corfacHo  opobpeHHoMmy  cnocoby
npUMeHeHns, NpeacTaBaseT pe3yfibTaTbl TaKNX UCciefoBaHU. 2. HoBoe nsgenne CoBMecTuUMo
C JleKapCTBeHHbIM rpenapaTtoM. 3. M3MeHeHWe He MNPUBOAUTCA K 3HAYMMOMY W3MEHEHUI0
MHOopMaLnMM 0 NeKkapCTBEHHOM npenapaTe. 4. JlekapCTBEHHbI NpenapaT MOXXHO NPOAo/IKaTb
TOYHO [03MpOBaTb. 5. MeauuUMHCKOe m3fenne He UCNOoJIb3yeTCs B KadecTBe pacTBopuTens
NleKkapCTBeHHOro npenapata. 6. Ecnm npepycMmoTpeHa wsMepuTesnbHas QYHKUUSA, OHa
BKJIlOYaeTCs B floCbe Takoro usgenus. | | | |

| DokymeHTauma 1. MonpaBka K COOTBETCTBYIOLLEMY(COOTBETCTBYIOLLMM) pa3neny(pasgenam)
A0oCbe, BKJIHOYad I'IOJJ,pOﬁHbIIZ 9CKMU3 N COCTaB MaTepuasia msaenama 1 nocCtaBwKKa, eCn
NMPUMEHNMO, a TaKXe COOTBETCTBYWOLWMNA MnepecMoTp WHGPOPMALUMN O JIEKAPCTBEHHOM
npenapate. 2. [loaTBepxaeHwe perncrpaumm MepguuuHckoro wusgenns B Pecnybnunke
KasaxcTaH. 3. O6pa3ubl HOBOro msgenus, ecnm npumeHumo. 4. OBOCHOBaHUWE WCKIIOYEHUS
nigenus. | || |

| MpumevaHwe: | Ona b.IV.1.B) — ecan wu3MeHeHne npmBoAUT K "obpa3oBaHWIO HOBOW
JleKapCTBEHHON (opMbl", TO Takoe Mn3MeHeHue TpebyeT moaaynm 3asABAEHUS O pacCLUMPEHUN
pernctpaunu. | | |

TekcT

B. V BHeceHWss W3MEHEeHW B pPerucTpauuMoHHoe [ocbe, 00yCNOBNEHHbIE WHBLIMU
perynsTopHbIMM NpoueaypaMu

TekcT
B.V. a) M®MN (MOBA)

| B.V.a.1l BknwoyeHune HoBoro, 06HOBMIEHHOr0 WM UCApaBfiIeHHOro MacTep-anna nnasmsl B
perucTpaunoHHoe ocCbe sleKapCTBEHHOro npenapaTta (npouenypa M®I 2-ro sTana) | Ycnosus
| Tpebyemas nokymeHTauus | Bug npouenypsl |

| a) [MepBoe BKJOYEHME HOBOro MacTep-panna nnas3mbl, BAUAIOLLEr0o Ha CBOWCTBa
nekapcTBeHHoro npenapata | | | Il |

| 6) MNepBoe BKAOYEHME HOBOro MacTep-hania nfaa3Mbl, He BAUSIOLLEr0 Ha CBOWCTBa
JlekapcTBeHHoro npenapata || 1,2, 3,4 | 1B |



| B) BkntoyeHne obHoBAEHHOro (MCMpaB/ieHHOro) MacTep-danna nnasmbl: USMEHEHUS BAUAIOT
Ha CBOWCTBa JiekapCTBeHHoro npenapaTta || 1,2, 3,4 | 1B |

| r) BknioyeHne o6HOBNEHHOro (McnpaBneHHOro) MacTep-thaina nasMbl: U3MEHEHUS He
BAMSAIOT Ha CBOMNCTBA JlekapcTBeHHoro npenapata | 1] 1,2, 3,4 |IA ]

| YcnoBua 1. Ha 0OHOBAEHHbIN UAN U3MEHeHHbIn M®I BbigaH cepTudUKaT COOTBETCTBUSA
3aKoHopaTenbcTBY Pecnybnukun KasaxctaH. | | | |

| ODokymeHTauma 1. [eknapauuns, 4To cepTudukaT MOPIM 1M 3KCNEPTHLIA OTYET MOJSIHOCTLIO
NMPUMEHUMblI K 3aperucTpmpoBaHHOMY JleKapCTBEHHOMY npenapaTty, aepxatens MO[
npencTasun gepxxatesnto PY (ecnu pepxatenb PY u gepxaTtenb MOl He aBAAIOTCA O4HUM 1
TeM xe nnuom) ceptudumnkat MOI, sKCNepTHbIN OoTYeT N gocbe Ha MOI1, cepTudukat MOI1 n
DKCMNEepTHbIN OTYEeT 3aMeHSAIT npeabiayulylo AOKyMeHTauuto Ha MOM gnga  [gaHHoro
JlekapcTBeHHOro npenapaTta. 2. Ceptudukat MOl n skcnepTHbIn oT4eT. 3. [eknapauus
3KCMepTa, XxapakTepu3yllwasa BCe BBOOUMbIe C TMOMOLWbLID cepTuduumuposaHHoro Mor
M3MEeHeHNa U oueHmBalWwas Ux noTeHuuasbHoe BJIMSHWE Ha JleKapCTBEHHble npenapaThbl,
BKJ1lOYAs OLEHKW MpoayKT-cneunduyHslx puckos. 4. B ¢QopMe 3asaB/ieHUs 0 BHeCeHUu
n3MeHeHNn HeobXxoAUMO 4YeTKO OTpa3nTb "AencTeyowmin" n "npepnaraembin” ceptudukaT
M®IT (Homep Kopa) B perncrtpaunMoHHoM pocbe. Ecnm npmmeHmmo, B opMe 3asdBseHUs O
BHECEHNN U3MEHEHUN TakKXe 4eTKO nepevyncnuTb Bce npodume MOTI1, Ha KOTopble cCbinaeTcs
JNleKapCTBEHHbIN NpenapaT, AaXke eC/iM OHWN He ABASAITCA NpeaMeToM 3aaBneHuns. | | | |

| B.V.a. 2 BkntovyeHne HOBOro, 06HOBIEHHOINO UM UCMPaBAEHHOrO0 MacTep-anaa BakKLUHHOIO
aHTuUreHa (oanee - MOBA) B permcTpaunoHHOE OOChE JIEKapCTBEHHOMO npenapaTa (npouenypa
M®BA 2-ro 3Tana) | Ycnhosus | Tpebyemasa nokymeHTaums | Bug npouenypsi |

| @) MepBoe BkAOYEHME HOBOIO MacTep-hanaa BaKUMHHOMO aHTUreHa | | | 1|

| 6) BkniwoyeHue 06HOBNEHHOro (McCNpaBfieHHOro) MacTtep-hania BakKLUMHHOIO aHTUreHa:
N3MeHeHNs BAMAI0T Ha CBONCTBA JleKapCTBeHHoro npenapaTta || 1,2, 3,4 | 1B |

| B) Bkn4eHne O0BHOBNEHHOrO (MCApaBfIeHHOro) MacTep-anaa BaKUMHHOIO aHTUreHa:
N3MEeHeHNsa He BANSAIOT Ha CBONCTBa NeKapcTBeHHoro npenapata || 1,2, 3,4 | 1A |

| Ycnosua 1. | | | |

| DokymeHTauma 1. Oeknapauuvs, 4To cepTudukat MPBA u 3KCNepTHbIA OTHET MOJIHOCTbIO
MPUMEHUMbl K 3aperucTpupoBaHHOMY JNeKapCTBEHHOMY rpenapaTy, nAepxaTesnb MOBA
npencrasun aep>xaTtenio perncTpaunioHHOro yO0CTOBEpeHuns (ecnn hepxxaTenb
perncTpaunmoHHOro yaocToBepeHnsa n gepxxatefib MOBA He ABNAIOTCA OAHUM U TEM XKe JIUL0M)
cepTudukat MOBA, 3KCNepTHbIN OTYeT N focbe Ha MOBA, cepTudgukat MOBA 1 3kCcnepTHbIN
OTYeT 3aMeHAlT npeabiaywyio AOKYyMeHTauutio Ha MOBA ona paHHOroO JsieKapCTBEHHOro
npenapata. 2. CepTudumkat MOPBA un 3KCnepTHbIN oT4YeT. 3. [eknapauus 3KcnepTa,
XapakTepusyuiaa BCce BBOAMMbIE C MOMOLWbIO cepTuduumnposaHHoro MOBA mnameHeHUs un
oLeHMBalLWasa Nx noTeHUnasbHoe BJNAHUE Ha JIeKapCTBEHHbIE npernapaTbl, BKJKOYas OLEHKN
NPOAYKT-CNeunpnYHbIX puckos. 4. B popme 3aaBneHNs 0 BHECEHUN U3MEHEHUN Heobxoanmo
4YeTKO OTpa3nTb "gencrteyowmn" un "npepnaraembin" ceptucdmnkat MOPBA (Homep Kopa) B
peructpaunoHHoM pocbe. Ecnm npumeHuMo, B opMe 3asiBJIeHUS O BHECEeHUW U3MeHeHUNn
TakXe 4YeTKO nepedyncamtb Bce npoyne MOPBA, Ha KoOTOpble CCbIIAeTCs JIEKAapPCTBEHHbIN
npenapaT, Aaxke ec/In OHU He ABASAITCA NpeaMeToM 3aasieHuns. | | | |

| B. V.1 BHeceHUs n3MeHeHUn B peructpaunoHHoe aocbe, obycnosneHHble nepexony OTI B
opmaT OTH (NpepocTasnsgeTcs MoaHbI Moaynib 1-3) | | | |



| B.V. BHeceHuUs M3MeHeHWn B perucTtpaumoHHoe [ocbe, obycnosneHHble nepexony OTM B
chopmaT OT[ | Ycnosus | Tpebyemas nokymeHTauns | Bug npouenypesi |

[ || Tvn Il | Tun 1 |

TekcT

B. N3meHeHne 6be3onacHoOCTH, 3hheKTUBHOCTM 1 hapMaKoHag3opa

TekcT

B.l JlekapcTBeHHbIe NpenapaThbl A1 MeAULNHCKOro NMpUMeHeHuns

| B..L1  WN3mMeHeHne obWen  xapaKTepuCTUKM  BOCMAPOM3BEAEHHOro  (rmbpupgHoro,
brnoaHanorMyHoOro) JNEeKapCTBEHHOrO MpenapaTa MoOC/Je OUEHKU TOro >Xe W3MeHeHUs
pethepeHTHOro NeKapcTBEHHOro npenapata | Ycnosua | Tpebyemas AokymeHTauusa | Bug
npouenyps! |

| @) Peanmzauma mamMeHeHUSA(M3MEHEHNIN), B OTHOLWEHMN KOTOPOro(KOTOpbLIX) OT Oep)xaTens
perncTpaunoHHOro ynocrtosepeHnsa He TpebyeTcsa npencTtaBfaATb HOBble AOMOJIHUTEsbHbIE
OaHHble | | 1,2,3,4,5]|1B|

| 6) Peannsaums nameHeHua(nameHeHnn), Tpebyowmnx NpeacTaBneHns gepxatenem PY HOBbIX
[OMOJIHATENbHbIX AaHHbIX, 060CHOBbLIBAKOLMX TaKNe U3MeHeHMs (HanpruMep, CONoCTaBUMOCTb)

| OokymeHTaumsa 1. MNpunoxeHHoe K COMPOBOAUTENIbHOMY MUCbMY 3afBJIEHWA O BHECEHUU
W3MEHEHNIN: 3anpoC HaLUMOHANIbHOIMO YMNOJIHOMOYEHHOro opraHa (ecanm npuMeHumo). 2.
MepecmoTpeHHasas wWHdOpMaULMA O JNeKapCTBEHHOM nMpenapaTe (obHoBNeHHas KpaTkas
XapaKTepUCTUKA JIEKAPCTBEHHOIrO NpenapaTta, MHCTPYKUUID MO0 MeAULUMHCKOMY MPUMEHEHMIO
(nnctok-Bknagbiw)). 3. [Hdeknapauma O TOM, 4YTO B MNpoekTax obuen xapakTepucTuke
JIeKapCTBEHHOro npenapaTta N UHCTPYKLUUX MO MEOUUMNHCKOMY MPUMEHEHWNI0 NEKAapCTBEHHOIO
cpenctea (nucTtok-eknagbiw) (ganee - OXJIM mn WHcTpykuma JIC) BOCNpPOW3BEAEHHOrO,
rmbpmngHoro nam 6mnoaHanormndHoro (bnononobHOro) NnekapCcTBeHHOro MpenapaTa OTCYTCTBYIOT
oTndma ot  gencteytowmx OXJIMT n WNHcTpykuum JIC opurmHanbHoro (pedepeHTHOro)
JIeKapCTBEHHOro npenapaTa, 3a UCKJIYEHNEM OTANYNIA MHPOPMaLUM O Npon3BoguTese, Cpoke
rogHOCTW, COCTaBe BCNOMOraTesIbHbIX BELWECTB HE3HAYMMbIE pPa3nnynsa B 6MOAOCTYNMHOCTU UK
apmakoknHeTnke. 4. [locTpo4yHoe (pacnoJioXKEHHOe napasislesibHO Ha OOHOM JINCTE)
CpaBHeHMe pencteylowmnx OXJIM un WUHcTpykuunm JIC opuruHanbHoro (pecdepeHTHOro)
NlekapCTBeHHOro npenapata u npoektoB OXJIM n WHcTpykumm JIC BOCNpOU3BEOEHHOrO,
rmbpngHoro wunum 6uoaHanorm4yHoro (bmononobHoro) nekapCcTBEHHOro nmpenapata C
BblaeneHnem un o60CHOBaHMEM BCeX OTANYMN. 5. BeaoMoCTb W3MEHEHU C YyKa3aHWEM
MOCTPOYHO PACMOSIOKEHHOr0 CPaBHEHUS BHOCUMbIX U3MEHEHU C yTBEpXXAEeHHOoW Bepcuen. | | |

| B.l.2 W3meHeHne (n3mMeHeHWsa) obLLen XapaKTepuUCTUKU JieKapCTBEHHOro npenapaTa,
HanpaBsieHHOe (HampaBJ/lIEHHbIE) Ha peanm3auunio pesysbTaTa npouenypbl, 3aTparvmBatlolen
(nanee - MOOB) wmnn nocTperucTpaLmMoHHoe uccienoBaHue 6HesonacHocTu | Ycnosusa |
Tpebyemas npokymeHTauus | Bug npouenypsi |

| @) BHeceHue hopMyInMpOBKK, COraacOBaHHON YNOMHOMOYEHHbIM opraHoM | 1| 1 | 1A |



| 6) BHeceHue wn3MeHeHMN, TpebywWwMX nNpeacTaBneHns gepxxatenem PY  HOBbIX
OOMOJIHNTESIbHbBIX AaHHbIX, 06OCHOBLIBAOLLNX Takne naMmeHeHunsa | 2|2, 3,4, 5| 1l |

| Ycnosua 1. N3meHeHme peanusyeT ¢GOpPMyanpoBKy, 3aTpeboBaHHYIO YMOJIHOMOYEHHbIM
opraHom, un He TpebyeT Nnogayvn AOMNOJIHUTENIbHbLIX CBEAEHNN 1 (MNN) AafibHENLWEN SKCNepPTU3bI.
2. be3onacHoOCTb MNpPUMEHEHUS nMpenapaTa COXPaHAeTCA W NOATBEP)XAAeTCAs [OaHHbIMU
KJIMHNYECKNX nccnenoBaHun, KJIMHNYECKOWN 6e3onacHoCTN. MpencTasnsaeTcs nx
noaTeepxgeHus. | | | |

| OokymeHTaumsa 1. MNpunoxeHHoe K COMPOBOAUTENIbHOMY MUCbMY 3aABJIEHWA O BHECEHUU
N3MEHEHWI: CCblSIKa Ha corsaweHune (OueHKy) YMNoJIHOMOYEHHOro opraHa. 2. O6bsicHeHus
npu4nHbl gobaBneHna HOBOIro (HOBbIX) MpenocTepeXxeHus (npenocrtepekeHnn) noboyHbIX
ODEeNCTBUA N 3asiBNieHMe Toro, 4Tto 6e30MacHOCTb MPMMEHEHUA MNpenapaTa coxpaHsaeTcsa. 3.
MepecmoTpeHHasas wWHdOpMaLMA O JNeKapCTBEHHOM nMpenapaTe (obHoBNeHHas KpaTkas
XapaKTepPUCTNKA JIEKAapPCTBEHHOINO NMpenapaTta, MHCTPYKUUID MO0 MeAUUMHCKOMY MPUMEHEHMNIO
(nncTtok-Bknagbiw)). 4. NMOOB wnu nocTperncTpaumoHHbie uccnepnoBaHue 6e3onacHoOCTH,
OTparkalowne BHOCKMMblE WN3MEHeHMA. 5. BegoMoCTb M3MEHEHUN C YKa3aHWeM MNOCTPOYHO
pacnosioXXeHHOro CpaBHEHUS BHOCUMbIX U3MEHEHWUIN C yTBepXXaAeHHon Bepcueln. | | | |

| B.l.3 WN3MeHeHMs, 3akiwvalowmecs B 3HAYMMOM MW3MEHEHUUN OOLWEeNn XapaKTepucTuku
JleKapCTBEeHHOro rnpenapaTta BCAeOCTBUE HOBbIX [OaHHbIX MO KayecTBY, OOKJIMHUYECKUM,
KIMHNYECKNM JaHHbLIM UK OaHHBIM (hapMakoHaa3opa | Ycnosusa | Tpebyemas ookyMeHTaumsa |
Bup npouenypsl |

| MpumedvaHme: | 3TO M3MeEHEHWE He TMPUMEHSIETCS, €eC/IM HOBble [AaHHble MoAaHbl B
COOTBETCTBUN C U3MeHeHueM B.1.12. B Takux cny4vasx mameHeHue obLieli XapaKTepuUCTUKU
NIeKapCTBEHHOr0 npenapaTta, MapKMPOBKW M MnonagaeT noh chepy NPUMEHEHUS U3MEHEeHUs
B.I.12. ||

| B.l.4 N3MeHeHue ycnoBuU OTMNyCKa NeKapCTBeHHOro npenapata | Ycnosua | Tpebyemas
OOKyMeHTauusa | Bug npouenypsl |

| a) BocnpounseeneHHbix (rmbpuaHbix, 6MoaHanornyHbix) N€KapCcTBEHHbLIX NpenapaToB nocsne
N3MeHeHNsa yCNoBMiA OTNYCKa pedepeHTHOro nekapcTeeHHoro npenapata |1 1,2,6,7,8|IB|

| 6) NHbIE NPUYNHBI U3MEHEHNSA yCnoBuA oTnycka | 112, 3,4,5] 11|

| Ycnoeus 1. be3onacHOCTb NpMMeHeHNA npenapaTa coxpaHseTcs | | | |

1

| B..L1 W3mMeHeHue obOWen  xapakKTepucTUKW  BOCrpomsBefeHHOro  (rmbpugHoro,
brnoaHanormyHOro) NEeKapCTBEHHOrO MpenapaTa MocC/je OUEHKNW TOro >Xe W3MeHeHUus
pedepeHTHOro sieKapCTBEHHOro npenapaTta | Ycnosus | Tpebyemas nokymeHTauumsa | Bup

npouenyps! |
||l

| JAokymeHTaumsi 1. TloATBEp)XAEHWE W3MEHEeHWsi YCJIoBMA OTMNycka pedepeHTHOro
NleKapCTBEHHOr0 npenapaTa, MPUIOXKEHHOE K COMPOBOAMTENIBHOMY MWUCbMY 3asiBEHUS O
BHECEHUN Wn3MeHeHun. 2. lepecMoTpeHHass MHMOPMaUUa O JIEKapCTBEHHOM npenapaTe
(obHoBNeHHasi oblWasa XxapakKTepucTUKa JIEKAapCTBEHHOro npenapaTta, WHCTPYKUMs Mo
MeOMUNHCKOMY TMPUMEHEHUIO (JIMCTOK-BKNAAbIW), MapkupoBka). 3. O6bACHEHMS MNPUYUHBI
N3MEHEHUS YCNIOBUIA OTMNYyCKa M 3asBfieHne Toro, 4To 6e30MacHOCTb NMpUMeHeHus npenapaTa



coxpaHseTcs. 4. aHHble KJIIMHUYECKUX UCCefoBaHUN, NOCTPErncTpaunoHHbIX nccnenoBaHum;
OaHHble dapMakoHaa3opa. 5. [JoOKyMeHT, NOATBEP>XAAKLWNA N3MEHEHUE YCIOBUI OTMyCKa B
CTpaHe-nponsBoanTensa (0T perynsaTopHoro opraHa). 6. eknapaumsa o TOM, 4TO B MNpoeKTax
obulenn xapakKTepucTMke JieKkapCTBEHHOrO mnpenapata W WHCTPYKUMW MO MeAULUHCKOMY
NPUMEeHEeHMNI0 IeKapCTBEHHOIro CpeacTBa (NMMCToK-BkNaabiw) (fanee - OXJIN n NHcTpykuma J1C)
BOCMpPOM3BEAEHHOro, rmbpnaHoro mnm 6BuoaHanornyHoro (6mononobHOro) neKapCTBEHHOrO
npenapaTta OTCYTCTBYIOT oTan4na oT gencrtByowmx OXJIM n NHctpykumm JIC opurmHaabHOro
(pehepeHTHOr0) NeKapcTBEHHOro npenapaTa, 3a MWCKAKYEeHUEM OTAMYUNA MHGPOPMaLUU O
nponssoanTesie, CPOKe rogHoOCTW, COCTaBe BCNOMOraTesibHbIX BELLEeCTB He3Ha4YMMble pa3nnyuns
B 6BUOOOCTYNHOCTY UM hapMakokKuHeTuKe. 7. NocTpovHoe (pacnosioxkeHHoe napannesibHO Ha
OOHOM J5NUCTe) cpaBHeHMe pgencTteyownx OXJM u  WNHcTpykuum JIC  OpUrnHanbHOro
(pethepeHTHOro) nekapCTBeHHOro npenapata wn npoektoB OXJIM wn  WHcTpykumm JIC
BOCMPOM3BEAEHHOro, rmbpnaHoro mnm 6BuoaHanornyHoro (6mononobHOro) neKapCTBEHHOrO
npenapaTta C BblgeneHneM un obocHOBaHMEM BCex OTAuyun. 8. BegoMoCTb W3MEHEeHUn C
yKasaHneM MNOCTPOYHO PaCMOSIOKEHHOr0 CpaBHEHUS BHOCUMbIX U3MEHEHUN C YyTBEPXAEHHON
Bepcuen. | | | |

| B.Il. 5 N3mMeHeHMe (M3MeHEHNS) NoKa3aHUA(NoOKasaHnM) K NnpuMmeHeHuto | Ycnosus | Tpebyemas
JOoKyMeHTauus | Bua npouenypsl |

| @) BkatovyeHe HOBOro nokasaHmsa K MpUMeHeHuo Nian n3MeHeHne paHee ogobpeHHoro | 2 | 1,
2,3,4,5,6|1]

| 6) NcknoyeHne NnokasaHmsa K NnpumeHeHuto | 11,2, 4,5, 6 | IB |

| Ycnosms 1. Be3onacHoCTb MpUMEHeHWs MpernapaTa CoOXpaHAeTCs W NOoATBeEpXAaeTcs
OaHHbIMWN  PETPOCMEKTUBHLIX WCCNEeAOBaHUN, KINHMYECKOM 6e30MmacHOCTWM M KadvecTsBa. 2.
besonacHoCTbL MpMMeHeHWs npenapaTta CcoxpaHAeTca W MNOATBEpPXAAaeTcsa  AaHHbIMU
KJIMHNYEeCKNX nccnenoBaHun, KJIMHUYecKon 6e3onacHoOCTW. MpepcTasnsercs nx
nogtTeepxaeHus. | | | |

| DokymeHTaumsa 1.06bACHEeHMSA NpUYUHbI yaaneHns nan gobasneHns NokasaHus u 3asaBieHne
TOro, 4to 6e30MacHOCTb MPUMEHEeHUs NpoAyKTa coxpaHseTca. 2. O6HoBneHHas obuwas
XapakKTepucTuKa JiIeKapCTBEHHOro rnpenapaTta, VMHCTPYKUUS MO MegUUUHCKOMY MPUMEHEHUIO
(nncTok-Bknagbiw). 3. [aHHble KJANHUYECKUX WNCCNedOoBaHWN, MOCTPErncTpaumoHHbIX
nccnenoBaHUn; gaHHble hapMakoHaa3opa. 4. [eknapauusa o TOM, 4TO B MNpoekTax obuien
XapaKTepuUCTUKE JIeKapCTBEHHOIrO NpenapaTta U MHCTPYKLUUM N0 MeAULMHCKOMY MPUMEHEHMIO
JleKapCTBEeHHOro cpencrtea (nncTok-eknagbiw) (panee - OXJM u  WHcTpykuma JI1C)
BOCMpPOM3BeAEHHOro, rubpmaHoro unm 6uoaHanornyHoro (6nononobHOro) seKkapCTBEHHOrO
npenapaTta OTCYTCTBYIOT OT/ANYMA oT gencrteytowmnx OXJIN un UHcTpykunm JIC opurmHanbHOro
(pethepeHTHOro) nekapCcTBEHHOro npenapaTta, 3a WCKJKYEHUMEM OTANYUA MHbOopMaunun o
rnpoussogmnTesne, CpoOKe rogqHOCTWN, COCTaBe BCNOMOraTesibHbIX BELLECTB He3Ha4YnMble pasinydms
B 6GMOJOCTYNHOCTM UM hapMakokKMHeTUKe. 5. NocTpoYHoe (pacnosioXKeHHoe napannesibHO Ha
OOHOM JNNCTe) cpaBHeHune pgencTtBywowmx OXJIM wu  WHcTpykuum JIC  OpuUruHasabHOro
(pethepeHTHOro) nekapCTBeHHOro npenapata W npoektoB OXJIM wn  WHcTpykumm JIC
BOCMpon3BeAeHHOro, rubpmaHoro mnm 6uoaHanornyHoro (6nonongobHoOro) sekapCcTBEHHOrO
npenapaTta C BblgeneHneM u o0BOCHOBaHMEM BCex OTAu4Mn. 6. BeaoMoCTb W3MEHeHUn C
yKa3aHueM MoCTPOYHO PacMOJSIOKEHHOr0 CpaBHEHUS BHOCUMbIX U3MEHEHUN C YTBepXAeHHOMN
Bepcuen. | | | |

| MpumeyaHne | Ecnn pobaBreHne UAN N3MEHEHWE MOKa3aHWs K MPUMEHEHUIO MPOUCXOAUT
BC/IEACTBUE pean3aLmnm 3akIl0YeHNS SKCNEPTHOr0 KOMUTETA AW U3MEHEHUI NHopMaLIUK O
JIEKAPCTBEHHOM npenapate  BocnpousBegeHHoro  (rubpugHoro, 6roaHanornyHoro)



JIEKapCTBEHHOro npernapaTa MocJjie 3KCNepPTU3bl TOro >E& W3MEHeHUA pedepeHTHOro
JleKkapCTBEHHOro nNpenapaTa, NPUMeHSTCa n3MeHeHns B.1.1 cooTBeTCTBEHHO. | | |

| B.I.6 UckntoyeHwne: | Ycnosusa | Tpebyemas gokymeHTaums | Mpouenypa |
| @) nekapcTeeHHoM chopmbl | |1, 2,3,4,5|IB |
| 6) posupoBkn | | 1,2,3,4,5]|IB|

| OokymeHTauusa 1. [eknapauwus, 4TO ocTaBllaacsa (ocTaswuecs) gopma(opMbl) BbiNycKa
JocTaTo4yHa(AoCTaTO4YHbI) 418 BbINOJIHEHUS peKOMeHAaUnin No A03UPOBaHUI0 N ANUTENbHOCTU
fle4yeHns, OMNMCaHHbIX B ob6Wen xapakTepucTUKe JieKapCTBEHHOro npenapaTa. 2.
MepecMOTpeHHaa MHGOpMaUUs O JileKapCTBEHHOM npenapaTte. 3. [eknapauma o0 TOM, 4TO B
npoekTax obLWen XapakKTepucTuke JfieKapCTBEHHOro npenapata W WHCTPYKUMW MO
MedNLMHCKOMY NMPUMEHEHUIO JIEKAPCTBEHHOIO cpencTBa (MMCTOK-BKNaabiw) (ganee - OXJIMN n
NHcTpykuma JIC) BocnpousBeneHHoro, rnbpmagHoro mam 6moaHanornyHoro (6buonomobHoro)
JleKapCTBEHHOr o npenapaTta OTCYTCTBYIOT OT/ANYMa oT gencreytowmnx OXJIM n NHcTpykumm J1C
OpUrMHaNbLHOro (pethepeHTHOro) JsieKapCTBEHHOro npenapaTa, 3a WCKAKYeHWeM OTAnYui
MHpopMaLnmM o npoussBoguTesnie, CpokKe rOAHOCTWM, COCTaBe BCMNOMOraTesibHbIX BeLlecTB
He3HayMMble pa3nMuns B OBMOOOCTYNHOCTU wuAKM  dapMakokmHeTuke. 4. [loCcTpoyHoe
(pacnonoxeHHoe napannenbHO Ha OAHOM JIUCTe) CcpaBHeHue pgencteytowmx OXJIM wn
NHcTpyKumm JIC opuruHanbHOro (pedepeHTHOro) SieKapCTBEHHOrO npenapaTta W MPOEKTOB
oxXNM wn WHcTpykummn JIC BocCnpousBedeHHoro, rubpugHoro wuan 6HGrMoaHanornmyHoro
(buononobHOro) NeKapCTBEHHOro NpenapaTa C BblaesieHMeM U 060CHOBaHMEM BCEX OTINYUMNA.
5. BeaoMoCTb U3MEHEHUI C yKa3aHuMeM MOCTPOYHO PaCMoOsIOKEHHOr0 CpaBHEHUS BHOCUMBbIX
NU3MEeHeHNN C yTBepxxAeHHoun sBepcuen. | | | |

| MpumevaHue | Ecnm paccmaTpuBaemMas JekapcTBeHHas dopMma wian [03MpoBKa Obina
3aperncTpvpoBaHa B BuAe OTAE/IbHOMO JIEKAapCTBEHHOro rnpenapaTa, TO UCKJIOYEHNEe Takom
JlekapcTBeHHON OpMbl MAN O03UPOBKKM OydeT cyYMTaTbCA He BHeCEeHWEM W3MEHEeHUN, a
n3baTuem us obpaweHus. | | |

2

| B.l.1 N3meHeHne  obuwen  XapaKTepucTuku BOCrpousBegeHHoro  (rubpuagHoro,
6n0aHaNOrM4yHOro) JieKapCTBEHHOro nMpenapaTa MOC/AEe OUEeHKU TOro >Ke W3MeHeHus
pethepeHTHOro NEeKapCTBEHHOro npenapaTta | Ycnosua | Tpebyemas OokymeHTauumsa | Bug
npoueaypsi |

| B.Il. 7 BBeneHve unm usMeHeHWe pes3loMe CUCTeMbl hapMakKoHa30pa J1IeKapCTBEHHOro
npenapaTta a8 MeAULUMHCKOro npuMmeHeHus (*) | Ycnosusa | Tpebyemas nokymeHTauus | Bug
npouenyps! |

| a) BeegeHue pesioMe cucTeMbl (hapMakoHaa3opa, M3MeHEHWN YMOJIHOMOYEHHOro auua o
(hapMakoHaa3opy (BktOYasa KOHTaKTHYO MHdopMaLnto) " (nnn) n3MeHeHune
MeCTopacrosioXKeHUsa MacTep-hannia cucTtemMbol hapMmakoHaasopa (panee - MOCO) | | 1, 2, 3, 4,
5|1B|

| DokyMeHTaumsa 1. Pe3siome cuctemMbl hapMakoHaa3opa uam obHoBneHne 3Ha4YMbIX 3/IEMEHTOB
(cooTBeTcTBEHHO): loaTBep>XAeHWe TOoro, 4TOo 3asBUTEsIb UMEeeT B CBOEM pacCrops>XeHuu
YNOJHOMOYEHHOEe MU0, OTBETCTBEHHOE 3a (hapMakKOHan30p, W yTBepXAeHune, nognucaHHoe
3asaBUTeNeM, 4TO 3aaBuTenb obnajaeT HeobxoAUMbIMKM CnNocobaMu BbINONHEHUS 3343y wu
oba3aHHOCTEN B COOTBETCTBUM C YCTaHOBAEHHbIMM TpeboBaHMAMKM  OEWCTBYIOLLEro



3aKOHOOaTeNbCTBa B Chepe obpalleHns nekapCTBEHHbIX CPeacTB. KOHTakKTHasa MHdopMauns
YMOJIHOMOYEHHOr 0 nua no apMakoHaasopy PK, B KOTOpbIX pacnosiaraeTcs ynoJiIHOMOYeHHOe
Mo no hapMakoHA30pY U BbIMOMHAET CBOWM 3afdayn MecTtopacnosioxxeHne MOCO 2. Homep
MOCO (npn Hanauydmnm). 3. Konmsa [OroBopa, 3akKJIOYEHHOrO MexAay AepxaTenem
perncTpaunmoHHOro yaoCTOBEPEHUA U OpraHu3aunen OTBETCBTEHHOW 3a apMakKoHaA30p Ha
TeppuTopun Pecnybnmkn KazaxcTaH (opraHusaunm Ha TeppuTtopum Pecnybnmkm KaszaxcTaH,
MPUHUMaKLWEN npeTeH3nn (NpennoXXeHns) N0 Ka4vyecTBY JIEKApPCTBEHHbIX CpeacTts  oOT
notpebutenen n OTBETCTBEHHON 3@ MOCTpPerucTpaumoHHoe HabnwaeHue 3a 6e30MacHOCTbLIO
NekapcTBeHHOro cpeactea) 4. lNepecMmoTpeHHas MHGHOPMaLMSa O NeKapCTBEHHOM MNpenapaTe. 5.
BefoMOCTb W3MEHEeHWN C YyKa3aHMeM MOCTPOYHO pPaACMOJSIOKEHHOr0 CpaBHEHUS BHOCKMMbIX
N3MEeHeHNN C yTBepxaeHHon Bepcuen. | | | |

| MpumeyaHune: | JaHHOe n3MeHeHMe oxBaTbiBaeT BBegeHne MOCO He3aBUCMMO OT HalNyunsa B
TeXHUYeCKon YaCTuU  perucTtpaunoHHoro pocbe [llogpobHOro onucaHuWsa  CUCTEMb
hapmakoHagsgopa. lI3MeHeHMss KOHTaKTHOro Juvua Mo  dapMakoHaA3opy, BKJO4Yas
KOHTaKTHyl0 wuHpopMaunto (HoMepa TenedoHOB W (akKCcoB, MOYTOBbLIM agpec u agpec
3/IeKTPOHHOW MOYThbl) N WU3MEHeHUss MecTopacrnosiokeHus MOCO (ynuua, ropon, WHAEKC,
CTpaHa) AonyckaeTcs OOHOBAATb WCKAOYMTENbHO nocpencTtsoM Peectpa Pecnybnumkun
Ka3zaxcTaH (6e3 HeobxoAMMOCTN BHeCEHUS M3MeHeHun).Ecnn pepxaTenb perucTpaunoHHOro
yaocTtosepeHns npuberaeT K BO3MOXKHOCTW OBHOBAEHUA YMOMSHYTOW Bbile WHGOPMaLnn
nocpencteoM PeecTpa Pecnybnuku KasaxcTaH, OH YKa3blBaeT B PerucTpaLmMoHHOM O0Cbe, YTO
obHoBIeHHasa nHMoOPMaLmMa 3TUX AaHHbIX BKAoYeHa B PeecTp PK. | | |

| B.l. 8 WN3MeHeHMe cyllecTByOLLEN CUCTeMbl (apMakKoHaA3opa cornacHo noapobHomy
onncaHuUIo CUCTEMbI hapMakoHag3opa (panee - NOCY) | Ycnosusa | TpebyeMmasa nokyMeHTaums |
Bua npoueayps! |

| a) WN3MeHeHMe yYNOJSIHOMOYEHHOro nvua no dQapMakoHaas3opy, U (MAM) KOHTaKTHOM
nHopMaumu, n (nnn) npouenypsl pesepsmpoBaHua | 1 | 1 | 1A ]

| 6) N3mMeHeHMe 6a3bl faHHbIX 6€30NacHOCTU U (MIM) OCHOBHbLIX KOHTPAKTHbLIX COrNalleHnn B
Lensx BbIMOJHEHUA (hapMaKOHaA30pHbIX 0643aTeNbCTB U (UIN) U3MeHeHne MecTa NpoBeAeHUs
hapMakoHaz3opHou geatenbHocTn | 1,2, 3|1 | 1A

| B) UHblE n3meHeHuns MOCO, He BAnsaOLWME Ha PYHKLNOHUPOBAHNE CUCTEMbI (hapMaKoHaa3opa
(Hanpumep, 3MEHEHNE MECTOMNOJIOXKEHWSA M1aBHOro XpaHuauwa (apxmea), agMUHUCTPaATUBHBIE
n3meHeHnsa) | 1| 1| IA |

| r) BHeceHne wu3MeHeHun B [MOC® no pesynbTaTaM 3kcnepTusbl MOC® pgpyroro
JleKapCTBEHHOro npenapaTa Toro xe gepxatena Py |4 |1, 2 | 1A |

| YcnoBma 1. Cama cuctema hapMakoHaz3opa He um3MeHseTcs. 2. Cuctema 6a3sbl AaHHbIX
npowia Banupauunto (ecnm npuMeHumo). 3. MNMepeHoC AaHHbIX N3 Opyrux cuctem 6a3 AaHHbIX
BanmgunpoBaH (ecanm npumeHumo). 4. Te xe un3MeHeHus B [OCD BBepeHbl AN BCeX
NleKapCTBEHHbIX MNpernapaToB TOro e gepxatens PY (ognHakoBasd OKoHYaTesbHas Bepcus
NOC®). || ||

| AokymeHTaumsa 1. MNocnepHsas Bepcua MOCH u, ecam nNpUMEHUMO, MOCNELHAA Bepcus
npenapaT-cneunpmnyHoro gonosiHeHUA. OHN B OTHOLWEHUN N3MEHEeHUSA KBalnuunupoBaHHOIO
nvua no dhapMakoHan30py BKJOYaET: a) KpaTKyto buorpadunto HOBOro ynosiHOMO4YeHHOro aumua
no capmakoHagsopy, 6) HOBOe mMonoOXeHWe pepxaTend W YNoJHOMOYEHHOro Jauua no
(hapmakoHaa3opy 06 mx cnocobHOCTM M NyTAX YBEOOMJIEHUSI O HEXefaTeslbHbIX peakumsx,
MOAMMCAHHOE HOBbIM YMOJIHOMOYEHHbLIM MU0 MO apMakoOHag30py W Oep>XaTenem, u
OTpa>katllLlee oCTajibHble BblTEKAOWME W3IMEHEHUS, HarNpuMep, B OpraHuM3auMOHHOW Cxeme.



Ecnn  ynonHomMo4YeHHOe nUo NO  (hapMakoHagsopy U (uauv) KoOHTakTHasa wuHgopMaums
YNOJIHOMOYEHHOro inua rno gapMakoHaa30py M3HavyaslbHO He Bbinn BKAOYeHbI B NMOCD mnn
NMOC® He cywecTByeT, nNojadya nepecMmoTpeHHoro [MOC® He TpebyeTcsd, Heobxoanmo
npeacTtaBuTb TOJIbKO GopMy 3asaBneHusda. 2. Ccbllka Ha 3asBieHme (npouenypy) u
JIeKapCTBEHHbIM NpenapaT, B OTHOLLEHUN KOTOPOro nsMmeHeHus 6olain ogobpersl. | | | |

| B.I. 9 N3meHeHne 4HacToTbl U (Uaun) AaTtel nogayvm NOOB nekapcTBeHHbIX NpenapaToB AJS
MeOUNLUNHCKOro npuMeHeHuns | Ycnosusa | Tpebyemas nokymeHTaums | Bug npouenypsi |

1111, 2]1A]

| YcnoBua 1. NU3meHeHme YacToTbl U (Mnn) patel nofadu NMOOB cornacoBaHO HauMOHalIbHbIM
YNOJIHOMOYEHHbIM OpraHom. | | | |

| OokymeHTaumsa 1. MNpuioXeHHoe K COMpPOBOAUTENIbHOMY MUCbMY 3asiBJIEHWA O BHECEHWUU
N3MEHEHWI: CCbISIKa Ha corjaleHne ynoaHOMO4YeHHOro opraHa. 2. lNepecMoTpeHHas YacToTa 1
(nnn) pata nogaym NOOB. | | ||

| MpumeyYaHme | [aHHOE W3MEHEHWe MnpuMeHseTCa, Wb ecnm uukn MNOOB ykasaH B
permcTpaumoHHOM focke criocobamum, OTANYHBIMU OT YKa3aHUSA CCbIJIKU Ha rnepeYyeHb OTYETHbIX
haT, n npu HeobxoammocTun nogaym MOOB. | | |

| B.I.10 BeeneHue mnam mnaMeHeHus oba3aTenNbCTB M YCOBUMA perncTpauunmn, BKAYas nnaH
ynpaBJsieHns puckamu | Ycnosus | Tpebyemasa nokyMeHTaums | Bug npouenypsl |

| @) Peanusaumsa hopMynanMpoBKK, COrnacoBaHHON C YMNOJIHOMOYEHHbIM opraHoMm | 1|1, 2, 3| IA |

| 6) Peanumzauma wusMeHeHun, Tpebywwnx npeacTaBneHns pepxxatenem PY  HOBbIX
OOMOJIHUTEJIbHbIX OAaHHbIX, HYXKAAOLWMNXCA B 3KCMNePTU3E YNOJHOMOYEHHbLIM opraHoM (¥) [ | | II']

| Ycnosusa 1. U3meHeHne peanusyeT gencteue, 3aTpeboBaHHOE YNOSHOMOYEHHbLIM OpPraHoMm, u
He TpebyeT nofayun JOMNOJHUTESNbHbIX CBeAEHU U (M) AanbHenLWwen skcnepTumssl. | | | |

3

| B.l.1 N3meHeHne  obwen  XapaKTepucTuku BOCMnpou3BeneHHoro  (rubpugHoro,
6noaHaNOrM4yHOro) JieKapCTBEHHOro nmMpenapaTa MOC/Ae OUeHKU TOro >Ke W3MeHeHus
pethepeHTHOro NeKapCTBEHHOro npenapaTta | Ycnosua | Tpebyemas pokymeHTaumsa | Bug

npoueaypsi |
[-==[-== ][]

| OokymeHTaumsa 1. MNpunoxeHHoe K COMPOBOAUTENIbHOMY MUCbMY 3asBJIEHWA O BHeCEeHWUU
W3MEHEHNN: CCblJIka Ha COOTBETCTBYOLLEE peLleHMe YMOJIHOMOYEHHOro opraHa. 2.
MepecMoTpeHHas MHGOpPMaUna O JieKapCTBEHHOM MpenapaTe. 3. BeaomMoCcTb M3MeHeHun ¢
yKa3aHMeM MOCTPOYHO PaCMOSIOKEHHOro CpaBHEHUSA BHOCUMbIX U3MEHEHU C yTBEep)XAEeHHON
Bepcuen. | | | |

| MpyMeYaHue | 3TO n3MeHeHne OXBaThbIBAET JINLLb CUTYaLMio, B KOTOPO BBOANMOE N3MEHEHME
3aTparmBaeT UCKJOYUTENIbHO YC/ioBMA U (unn) obsA3aTenbcTBa perucrpaumun, BKKYas naaH
yrnpaBJ/ieHNsA pUcKamum 1 ycnosus u (unm) obsizatensCTBa perucTpaumin Npy NCKIIOYUTENbHbIX
obcToATensCTBaxX U yCnoBHOW perncrpaumn. | | |

| (*) | BBeaeHne nnaHa ynpaBneHUs puckamm, 3aTpeboBaHHOE YMOJIHOMOYEHHbLIM OpPraHoOM,
BCerfa TpebyeT cywecTBeHHON 3KCcnepTussbl. | | |



| B.l. 11 Bkno4YeHne MM UCKIOYEHME HEPHOro CUMBOJA WM MOSACHUTENbHLIX YKa3aHuh B
OTHOLUEHUWN NIeKAapPCTBEHHbIX NpenapaToB, BXOOAAWMX B NepeyeHb JIeKapCTBEHHbIX rnpenapaTos,
nogfnexawmx AOMOJHUTENbHOMY MOHUTOPUHrY | Ycnosusa | Tpebyemaa nokymeHTauus | Bug
npoueayps! |

[1111,2,3,4,5]1A]

| Ycnosusa 1. JlekapCTBeHHbIN nNpenapaT BKJYEH WIN UCKIIOYEH N3 NepeyYHs NeKapCTBEHHbIX
npenapaToBs, NoANEXaLUNUX AONOJIHUTENIbHOMY MOHUTOPUHIY (COOTBETCTBEHHO). | | | |

| OokymeHTaumsa 1. MNpunoxeHHoe K COMPOBOAUTENIbHOMY MUCbMY 3asBJIEHWA O BHeCEeHWUU
N3MeHeHUn: CCblJIKa Ha nepeyvyeHb  JNIeKAapCTBEHHbIX  MpenapaTos, nogjexawmx
OOMNOJIHNTENIbHOMY MOHUTOPUHrY. 2. [lepecMoTpeHHasa WHGopMauna O JieKapCTBEHHOM
npenapate (obHoBNeHHaa obuwasa XxapakKTepPUCTUKa JIeKapCTBEHHOro npenapaTta, WHCTPYKLMS
no MeANUMHCKOMY MPUMEHEHUI0 (INCTOK-BKNaabiw)). 3. Oeknapaumsa o ToOM, 4TO B NpoeKTax
obuien xapakTepuCTUKe JieKapCTBEHHOro npenapata W WHCTPYKUMU N0 MeAULUHCKOMY
MPUMEHEHNIO JIEKAapPCTBEHHOIr 0 cpeacTsa (MMCcTok-Bknaabiw) (ganee - OXJIM v NHcTpykuma JIC)
BOCMpoun3BeAeHHOro, rubpmaHoro mnm 6uoaHanornyHoro (6uononobHOro) sekapcTBEHHOro
npenapaTta OTCYTCTBYIOT OT/ANYMA oT gencrteyowmnx OXJIN un UHcTpykumnm JIC opurmHanbHOro
(pethepeHTHOro) NekapCcTBEHHOro npenapaTta, 3a WCKJAKYEHWEM OTANYUA KMHbOopMaunun o
rnpoussoguTesie, Cpoke rogHoCTK, COCTaBe BCMNOMOraTesibHbIX BELLEeCTB He3HAYMMble pa3nnyums
B 6MOOOCTYNHOCTM Unu hapMakokuHeTunke. 4. NoCcTpoYyHOoe (pacnosioXKeHHOE NapasnesibHO Ha
OOHOM JNCTe) cpaBHeHue pgencTBywowmx OXJIM u  WHcTpykuum JIC  OpuUrnHasIbHOro
(pethepeHTHOro) nekapCTBeHHOro npenapata WM npoektoB OXJM u WHcTpykuun JIC
BOCMpPOM3BeAeHHOro, rubpmaHoro unm 6uoaHanornyHoro (6uonogobHoro) sekapCcTBEHHOrO
npenapaTta C BblgeseHnem un 060OCHOBaHMEM BCex OTAnM4YMiA. 5. BegomMoCTb W3MEHEeHUn C
yKa3aHueM MNoCTPOYHO PaCnOSIOXKEHHOIO CPaBHEHUS BHOCUMbIX M3MEHEHUN C YTBEPXKOEHHOWN
Bepcuen. | | | |

| MpumevaHne | naHHOe M3MeHeHWe OxBaTblBAaeT CUTyauMio, MPU KOTOPOW BKJIKOYEHME WAN
NCKJIIOYEHME YepHOro CMMBOJIA WM MNOACHUTENbHbLIX YKa3aHuiW He MNpouM3BOOUTCH B paMKax
ApYyron perynsTopHou npouenypsl (Hanpumep, npouenypbl MAPOAJIEHUA WAN WU3MEHEHWUS,
3aTparvBsaloLwen nHpopmaLunio 0 NeKkapcTBeHHOM npenapaTe). | | |

| B.l. 12 Mpo4ne n3MeHeHNs, He ornucaHHbIe B APYruX pasgesnax HacTosawero LonosnHeHus, B
TOM YMCJIe UBMEHEHME THMNA JIeEKAapCTBEHHOIr0 NpenapaTa, 3aperncTpnpoBaHHoOro B Pecnybnuvke
Ka3axcTaH, BKJYaloLWmnx nogadvyy uccnefoBaHUn yrnosiHOMOYeHHOMY opraHy (*) | Ycnosua |
Tpebyemas nokymeHTauus | Bug npouenypsi |

| MpuMevaHne | ecnn akcnepTU3a YNOJHOMOYEHHbIM OPraHOM MOAaHHbLIX AaHHbIX MPUBOAUT K
n3MeHeHNo obLen XapakKTepUCTUKU JIEKapCTBEHHOro npenapaTta, MapKUPOBKW, [OaHHbIM
N3MeHeHMeM OXBaTblBalOTCSA COOTBETCTBYIOLWME TMOMNpaBkM K obWen XapakTepuctuke
JNleKapCTBEHHOro npenapaTa, Mapkunposke. | | |

| (*) | DaHHOe M3MeHeHMe He MPUMEHAETCA K M3MEHEHUsM, KOTopble MPUHATbI B KayecTBe
n3MeHeHUn IB Tuna no yMoOJ4aHWIO B COOTBETCTBUM C JI0ObIM ApPYyruM pa3fesioM HacTosLero
HOononHenus. | | |

| B.l. 13 N3meHeHMe, Tpebyloiee HOBOWM perucTpaumm neKkapCTBEHHbIX CPeacTs: | | | |

| 1)nameHeHune nnu pobasneHne HOBOM A03UPOBKK (aKTUBHOCTK); | | | |



| 2)usmeHeHne wnnun pobaBneHme HOBOW NeKapCTBEHHOW GopMbl. lNepeyeHb [OOKYMEHTOB,
npefocTaBsIfeTCa CoraiacHo npuaoXXeHnam 2 n 3 HactoAwmx Mpasun. | | | |

| | MpunoxeHne 6 kK npukasy MuHUCTp 34paBooxpaHeHus Pecnybnuku KasaxcTtaH ot 25
aBrycta 2025 roga Ne 83 |

| | MpnnoxxeHne 2 kK NpaBUIaM NPOBEAEHNS SKCNEPTU3bl MEQULIMHCKUX U34ENNN |

MnaBa lNepeuyeHb AOKYMEHTOB PernCTpaumMoHHOro nocbe AOJjifd 3KcnepTu3sbl
MEeAMLMUHCKOro nspgenusa*

| Ne n/n | HaumeHoBaHue fokymeHTa | Knacc 1 | Knacc 2a | Knacc 26 | Knacc 3 | MegunuunHckoe
msgenne On8 AWArHOCTUKWM BHE >XKMBOro opraHusma (in vitro) (HesaBucumo OT KJacca
NOTEeHUWaNIbHOro pucka npumMeHeHus) | NMpumedaHue |

e o B R B
|11213141516]7]8]

| 1. | DHokymMeHT, YyAOCTOBEPAOLIMA perncrtpaunio B CTpaHe npousBoAuTeNne wuau
MPOM3BOACTBEHHOW MJowanke (perncrpaunoHHoe ypocTtoBepeHne, wuam CepTudgukar
cBobogHonm npopaxu (FreeSale), nnu CeptudumnkaT Ha 3KCNOPT) C ayTEHTUYHBLIM NEPEBOAOM Ha
Ka3axXCKUN N PYCCKUIM SA3bIKN (3@ MCKJIIOYEHUEM MEeOUUUNHCKUX WN3OENINA, NPOU3BEAEHHbIX B
Pecnybnnke KasaxctaH) | + | + | + | + | + | B cOOTBETCTBMU C MEXAYHAPOAHbLIMKA HOPMaMu
3aBepeHnsa n HopMaMm 3aBEPEHNS YCTaHOBJIEHHbIMU B Pecnybnnke KasaxcTtaH popmaT: PDF |

| 2. | Konnsa pa3spewintenbHOro 4OKyMeHTa Ha NpaBo NPoOU3BOACTBA B CTpaHe-npoussoauTesne
npunoxeHnem ana npovssogutenen PK u ctpan CHI, onsg ocTanbHbIX CTPaH NpU Hann4yuu;
Konma nuueH3nmnm Ha obpaweHne ¢  npubopamMum M YyCTaHOBKaMW, TEHEPUpPYOWMMUN
VOHU3MpYOLLee  nU3nydveHue,  ON4 MEAULNHCKUX  nU3genun MMeRLWNX  UCTOYHUKWK
WOHN3NPYIOLLEro U3ny4eHnsa npomsBefeHHblX B KasaxcTaHe C ayTeHTUYHbIM MepeBooM Ha
Ka3axCKUM U PyCcCKU a3blkn | + | + | + | + | + | B cooTBETCTBUN C MeXAYyHapoAHbIMN HOPMaMu
3aBepeHnsa 1 HopMaMu 3aBepeHns yCTaHoBeHHbIMU B Pecnybnnke KasaxcTtaH opmaT: PDF |

| 3. | NepevyeHb AOKYMEHTOB, yOOCTOBEPAOLWMX perucTpaumio B Apyrnx ctpaHax C ykasaHuem
HOMepa M AaTbl Bblgadu (MpY HaaM4YMmM) C ayTEHTUYHbIM MEePeBOLOM Ha KasaxCKun u (1nwm)
pycckuin a3blkn | + | + | + | + | + | 3aBepsAeTca nponssBoamTeneM Uam ero yrnosHOMOYE€HHbIM
npeactasmTenem cpopmat: PDF |

| 4. | Konun cepTndmnKaToB Ha CUCTEMY MEHEA)XMEeHTa KavyeCTBa NPOM3BOANTENA MEOULNHCKNX
n3genun 1SO 13485, GMP nubo COOTBETCTBYHWOLINA PErMOHANIbHbIN WAN HaLUMOHasbHbIN
CTaHAapT C ayTEHTUYHLIM MEPEBOAOM Ha Ka3axCKuU n (Mam) pycCKnUn a3bikn (NpepocTaBnseTcs
Ha npousBoauTeNs MEeOULUUHCKUX U30ennnm W NpousBOACTBEHHYI njowanky) | -(kpome
CTepuibHbIX) | -(kpoMe cTepusbHbIX) | + | + | + | B COOTBETCTBMU C MeXAYyHapoAHbIMU
HOpMaMn 3aBepeHuns (3aBepseTcd B BblQaHHOW CTpaHe) W HOpMaMW 3aBepPEHMUS
yCcTaHoBJIeHHbIMU B Pecnybnuke KasaxcTtaH dpopmaT: PDF |

| 5. | DHOeknapauus o cooTBeTCcTBUM TpeboBaHMAM 6e3onacHoCcTM ©n 3PPEeKTUBHOCTH
MEeAVNLMHCKOIro W34eNNUs WAN SKBUBANEHTHbIN LOKYMEHT C ayTEeHTMYHbIM NepeBOoAOM Ha
Ka3axCKunm n (Mnun) pyccknim a3blkn (3a UCKIOYEHNEM MeONLIMHCKUX U30e/INA NPON3BEeAEeHHbIX B
Pecnybnunke KasaxctaH) | + | + | + | + | + | B cooTBeTCTBMMN C MeXOyHapoOAHbIMU HOPMaMu
3aBepeHnsa n HopMaMm 3aBepeHns yCTaHOBEHHbIMU B Pecnybnnke KasaxcTtaH popmaT: PDF |



| 6. | DoKymMeHT, nogTBEepXXAaoWMA Kacc B 3aBUCMMOCTM OT CTeMNeHn NoTeHUManbHOro pucka
npuMeHeHus ([eknapaunsa COOTBETCTBUA; MNUCbMO-060CHOBaHWE OT npousBoauTens) c
aYTEeHTUYHbLIM NepeBOOM Ha Ka3axCKum n (Unn) pycckum aselku | + | + | + | + | + | 3aBepseTcs
npoussogutenem popmat: PDF |

| 7. | ODaHHble O nekapCTBEHHbIX CpeAcTBax B COCTaBe MeAUUWHCKOro usgenus (coctas
JIeKapCTBEHHOro CpeAcTBa, KOJIMYeCTBO, JaHHble O COBMECTMMOCTU JIEKAPCTBEHHOIO CPeCcTBa
C MeAVUVHCKMM wusgenueMm, L[OKYMeHT, MoATBEepXAalowWwmnin KavyecTBO JieKapCTBEHHOro
BelecTBa) C ayTeHTUYHbIM NepeBoAOM Ha Ka3axCKum v (Unm) pycCkum a3blkn | - | + | + | + | - |
3aBepseTca npoussogutenem copmat: PDF |

| 8. | DaHHble o 6uonorvyeckon 6Ge3onacHOCTU MeAMUMHCKOro usfgenus, copepxalliero
MaTepurasbl XKNBOTHOIO UM YeN0Be4YeCKOro NpouCXoXxgeHns, Ha OCHOBE aHajin3a MaTepuasios,
a Takxe uHdbopmaumn o nogbope NCTOYHMKOB (AOHOPOB), oTBOpe MaTepuasia, NPOLLECCUHTE,
XPaHEHUN, TeCcTMPOBaHUM, NEPBUYHOW 3SKCMEPTU3bl MNpoLenyp TeCcTUPOBaHUSA, a TaKxXe
obpalleHns C TKaHaAMW, KJAeTKamMu, CybCTaHUMAMUM D>KMBOTHOMO WM 4eJI0OBEYEeCKOro
MPOUCXOXAEHNS, KYNbTYypaMyu MUKPOOPraHU3MOB M BUPYCOB C ayTEHTUYHbIM MEepeBOAOM Ha
Ka3axCckum n (nnm) pycckumnm aselkn | + | + | + | + | + | 3aBepaeTca npomnssoantenem gopmaT:
PDF |

| 9. ] OTyeT (NPOTOKOJ) O TOKCUKONOrMYECKNX UCMbITaHUAX MeOUUUHCKUX u3genvun n (mnu)
NPUHAANEXXHOCTEN, KOMMAEKTYIOLWNX N PacxXodHbIX MaTepuasioB K MeOUUNHCKUM U3LeNNAM,
KOHTaKTUPYIOLLMX C MOBEPXHOCTbIO Tesia YesloBeka, CAM3UCTbIMKU 060/104KaMu, BHYTPEHHUMM
cpefaMu opraHmsMa C ayTEeHTUYHbIM MNEepPeBOAOM Ha Ka3axCKUl n (MNn) PyCCKUA A3bIKU

pe3ynbTaToB N BbIBOAOB UCMbITaHU | + | + | + | + | - | 3aBepseTcsa nponssoanTenem gopmaT:
PDF |
| 10. | OT4yeT (NPOTOKOJS) O TEXHUYECKUX WCMbITaHUAX C ayTEeHTUYHbIM MepeBoAOM Ha

Ka3axCKum n (Unam) pyccKkmnin s3blKnU pe3ynbTaToOB W BbIBOAOB UCMbITaHWN; NS MeoUUUNHCKMX
n3gennn (3N1eKTpuyYeckmx): UCAbITaHMA MNo 35ekTpobe3onacHOCTU, 3/1IeKTPOMarHUTHOM
COBMECTUMOCTU. [N MeOUUUHCKUX W3LAEeNVA, FeHepupyrLLUX WNOHU3NPYIOLLEee W3fyYeHue:
oTYyeTbl WCMbITAHWA NO pajvaunoHHon 6e3onacHocTu. [Ona  MeAUUMHCKUX W3LeNun,
BKJ/IIOMEHHbIX B MepevyeHb MeAULMHCKOW TEeXHUKW, SBASILWEeNncs CpeacTBOM W3MEpPEeHUs:
OOKYMeHTbl, NOATBEp KAaloWmne pe3ysibTaTbl UCMbITAHUA B LENiX YTBEPXKAEHUSA TUNa CpencTs
n3mepeHun. | + | + | + | + | + | 3aBepsetca npomnssoamTenem popmat: PDF |

| 11. | OT4yeT 06 uccnepoBaHnax cTabunbHOCTN, 0OOCHOBLIBAOLWMNN CPOK XPaHEHUS N3fenunmn
MEeAVLUMHCKOro Ha3Ha4YeHUs, a TaKXe CTepubHbIX MNPUHAANIEXHOCTEN W pPaCXOAHbIX
MaTepuanoB, BXOAALWMX B KOMIMJIEKTAUUIO MEANLNHCKON TEXHUKN C ayTEHTUYHbIM MEPEBOAOM
Ha Ka3axXxCKuh n (nnu) pycCcKMin A3blkKM pe3ynbTaTOB M BbIBOAOB UCMbiTaHU. WccnepoBaHue
BKJIlOYAeT CTabuabHOCTbL MEOUUWMHCKOro W3aennst Nnocsie BCKPbITUS  yNakoBKW;  AOns
aBTOMAaTU3NPOBAHHbLIX MHCTPYMEHTOB, CTabunbHOCTb B pabodyeM monoxeHumn; CTabusbHOCTb
MpW TPaAHCMOPTUPOBKE, TakKasd WHGOPMauUWUs OonucbiBaeTcsa: a) oTyeT o6 wuccnepoBaHum
(BKNtOYAs MPOTOKOJ, KpuUTepunm npuemkun), 6) mMeTon wuccnenoBaHWin B CMOAENPOBaHHLIX
yC/IOBUSIX; B) BbIBOAbI W PEKOMEHOOBAHHbLIE YC/N0BMA TpaHcnopTupoBku. OT4yeT 06
nccnenoBaHUsax CTabunbHOCTM Ha peareHTbl WM PacxogHbI  MaTepuan BXOAALWMX B
KOMMJIeKTauMio MeaAnuLmMHCKOro nsgenmsa ans in vitro (IVD) AnarHOCTUKM 3aKpbITOro Tmna | + |
+ | + | + | + | 3aBepsaeTca npoussogutenem gopmat: PDF |

1

| Ne n/n | HaumeHoBaHue nokymeHTa | Knacc 1 | Knacc 2a | Knacc 26 | Knacc 3 | MegunuunHckoe
nsgenne On8 AWArHOCTUKW BHE >XKMBOro opraHusma (in vitro) (HesaBucuMo OT KJacca



NOTEHUMaNbHOro pycka npuMeHeHuns) | MpumevaHue |

| 12. | OTYeT uan gaHHble NCAbITAHUN Ha CNELUPUYHOCTb N aHANIUTUYECKYI0 YYBCTBUTENIbLHOCTb
MeaAULMHCKOro wusgenusa ansa in vitro (IVD) guarHoCTUKW, B TOM 4ucrie BXOAAWUX B
KOMMJIEKTaUMIo MeanLNHCKOro nsaenms ans in vitro (IVD) AgnarHoCTMKKM 3aKpbITOro Tuna (ecnu
MPUMEHMMO K 3asBJieHHOMY Buay MW), Bkato4vasa, ecnvm npMMeHUMo OTCYTCTBUE MOrpeLlHocTen
(morpelwwHoCTb), Npeaensl AeTeKLUN N KOIMYECTBEHHOrO onpeaenieHns, Anana3oH u3MepeHun,
JIMHENHOCTb, MOPOroBoe 3Ha4YeHme C ayTEHTUYHbLIM NEPEeBOAOM Ha Ka3axCKUM U (Mun) pyCccKnm
A3bIKW pe3yNbTaToB W BbIBOAOB UCMbITaHUW | - | - | - | - | + | 3aBepaeTca npousBognTesiem
cthopmat: PDF |

| 13. | OaHHble 0 KAMHUYECKUX (KANHUKO-NabopaTopHbIX) UCMbITaHUAX (MccnefoBaHUAX) C
ayTEHTUYHbIM MepeBOAOM Ha Ka3axXCKunm n (Nnun) pycckun SA3blKU pe3ynbTaToOB M BbiBOLOB
NUCMBbITAHUA WUAN UMeWMecs KJIUHUYeCcKue [aHHble (HaydHble nybnukauwmum) | - | + (npwm
HaIM4mMKn NeKapCcTBeHHOro cpeacTtea) | + | + | + | 3aBepseTca npomnssoamTenem popmat: PDF |

| 14. | WNHpopMauns O MOHUTOPUHre HebnaronpuaTHbIX U He)XenaTesbHbiX CobbITuin
(nvHdopMaums He nNpefocTaBsseTCa AN BHOBb pa3paboTaHHbIX WM CMPOEKTUPOBAHHBIX
MeAVNLMNHCKNX U3L4EeSNA) C ayTEHTUYHbIM MEePeBOAOM Ha Ka3aXCKUnl U (Manm) pycCKUi A3blKW,
BKJIlOYAOLWAa: CMNUCOK HexXenaTeslbHbIX COObITUM  (Hec4YacCTHbIX CJlyyYaeB), CBSA3aHHbIX C
NCNOJIb30BaHUEM U3LEeNNHA, U YKa3aHue nepuofa cobbiTuin; KpaTkne ob30pbl MO KaXAoMy K3
TUNOB COBLITUM N yKa3aTb obLlee KOMYecTBO COBbITUI KaXA0ro Tuna, 0 KOTOPbLIX MOCTynanu
oT4YeThbl (MpU HanM4Mn BONBLLLIOIFO KOJIMYECTBA); CMNCOK OTO3BaHHbIX MEAUNLMHCKUX U3LENA 1
(unn) NOACHWTENbHbIX YBEAOMJIEHWA C NpPefoCTaB/eHUEM aHan3a KOPPEeKTUPYOLLNX
OEeNCTBUN N NPUHATBLIX Mepax | + | + | + | + | + | 3aBepaeTca npoussoguTeneMm UInN ero
yno/HOMOY€eHHbIM NpeacTasuTenem copmat: PDF |

| 15. | JOKYMEHT no KayecTBY: CTaHOAPT MeXAYyHapoAHbl, HAaUWOHabHbIN UK OpraHu3auunum
(TexHn4eckmne ycnosusa, cneunpukKauma MeTOLOB KOHTPONAA [OTOBOro MpoAaykTta) ¢
ayTEHTUYHbIM MNEPEeBOAOM Ha Ka3aXCKun u (Uam) pycCckuUn A3blKKM crieumpukaumm n MeTognk
ncnbiTaHum | + | + | + | + | + | 3aBepsaeTca npoussoauTesnem popmaT: PDF |

| 16. | WHpopMauma o nporpaMMHOM obecnedyeHun ANS MeAUUUHCKOW TexHWKn (npu ero
HanM4un): pesynbTaTbl Baangaunm nporpammHoro obecrnevyeHus, gaHHble 0 ero Bepudunkaumnm
N NEePBUYHON IKCMepTU3bl, B TOM 4Yucrae nHgopmaumm o ero paspabotke n TectmpoBaHunm Ha
npeaonpuaTMm n nNpu MyJabTULEHTPOBbLIX WCCNEeOOoBaHUAX, AaHHbIX 006 wnaeHTUdUKauum un
MapKMpPOBKE ONepaLMoHHON cucTeMbI: 1) yKa3aTb HauMeHoBaHWe NpPorpamMMHoro obecnevyeHus.
2) yKasaTb BeEpCUtO MporpaMMHoro obecneyeHus. TpebyeTcsa onpenennTb NPOTECTUPOBAHHYIO
BEPCUIO, N 3Ta BEPCUS COOTBETCTBYET OKOHYATEsIbHOW MOCTaBASAEMON BEPCUM NPOrpamMMHOro
obecnevyeHuns. NMpenocTtaBuTb OMNMCaHMe NporpaMMHOro obecneyeHuns, BKAOYas onpenesieHne
Tex hyHKLUMOHaNIbHbIX XapaKTepPUCTUK N3OEeNNSA, KOTOPble KOHTPOJIMPYOTCS C NMOMOLLbIO 3TOro
nporpamMMHoro obecneyeHus, amnnapaTHyl MIaTHOPMy, OMEpaLMOHHYI0 CuUcTemy (ecnm
MPUMEHNMO), WCMOJIb30BaHME rOTOBOro CTaHAapTHOro nporpaMMHoro obecnevyeHusa (ecnum
MPUMEHNMO) C ayTEHTUYHbIM MEePEBOAOM Ha Ka3axCKUM U PYCCKUN A3bIKW. ONa NnporpaMmmMHOro
obecnevyeHus, paspaboTaHHOro PU3NYECKNUM UK OPUANYECKUM nLoM Pecnybankmn KasaxctaH
NN npuHagnexauiee @QU3MYECKOMY WM topuandeckoMmy nuuy Pecnybnukm KasaxcTaH
NCKNlOYNTENIbHOEe nMpaBO Ha nporpamMmHoe obecnevyeHne Ha TeppuTtopum Pecnybnnkn
KasaxcTaH nam npaBo MCMN0JIb30BaHNA UCKJTIOYUTESIbHbIX UMYLLECTBEHHbIX NpPaB NPOrpamMmmMHOro
obecnevyeHnss Ha TeppuTopum Pecnybnmkm KasaxcTaH Ha BeCb CPOK OENCTBUSA
NCKJIIOYNTENIbHOrO MNpaBa MNpenocTaBAsAlTCA cBeAeHuMa (ccbiika Ha 3anucb B "PeecTpe
[0OBEpeHHOro nporpamMmHoro obecneyeHns M NPOoAyKUWUN 31EKTPOHHOMN MNPOMbILLIIEHHOCTN" B



3nekKTpoHHOM 6a3e paHHbiXx https://rchl.govtec.kz/ru/rdpo) o peructpaumm B peecTpe
OOBEPEHHOro MporpaMMHoOro obecnevyeHnMs U MNPOAYKUUW SJIEKTPOHHOM MPOMbILLIJIEHHOCTH,
C(hOpMMPOBAHHOIO  COrslacHO  npukasy MwuHuUcTpa OOOPOHHOM U @dPOKOCMUYECKON
npombliwneHHocTn PK ot 28 wMapta 2018 roma Ne 53/HK "O6 yTBepxaeHun [lpaBun
chopMUpoBaHNSA N BeAeHUSA peecTpa AOBEPEeHHOro rnporpaMmMmHoro obecneyeHns m NpoAyKLUM
3/IeEKTPOHHON MPOMLILLJIEHHOCTU, @ TaKXe KpuTepmeB MO BKJOYEHUIO MPOrpaMMHOro
obecnevyeHns ” NPOAYKLUMU SNEKTPOHHOW MNPOMbIWIEHHOCTU B peecTp [AOBEPEHHOro
MnporpamMMHOro obecneveHns 7 npoayKunmn 3/IEKTPOHHOM MPOMbILWIEHHOCTN"
(3apeructpupoBaH PeecTpe rocyfapCTBEHHOW peruncrpaumm HOPMATUBHbLIX MNPaBOBbIX AKTOB
nog Ne 16750) 1 AOKYMeHTbl MOATBEpPXAalOLMe COOTBETCTBME NMporpaMMHoOro obecrnevyeHus
TpeboBaHUsAM MHGPOPMauUnoHHoM 6e3onacHocTu (CepTudukaTt cootBeTcTBma CT PK ISO/IEC
15408-3-2017). | + | + | + | + | + | 3aBepseTca nponssoamTenem opmat: PDF |

| 17. | CnpaBka c onncaHuem obnacTn nNpuUMeHeHus, Ha3Ha4YeHUs, KPaTKON XapaKTepucTuku
MeOVLWHCKOro nigenvs u tTabnmua sapmaHTamMu UCNOHEHUS N KOMMJIEKTYoWwmMK (no cdopme)
|+ |+ |+ ]|+ ]|+ | 3aBepseTca nponssognTenem NUan ero ynosHOMOYeHHbIM rnpeactaBmTenem
opmaT: pdf (B cocTtaBe pocke), Excel oTaensHo |

| 18. | 3kcnayaTauMOHHbIA AOKYMEHT MeAULUWMHCKON TEexXHWUKW, YTBEPXAEHHbIA B
CTpaHe-nponsBoanTesie (OpUrMHasbHaa BEPCUA) C ayTEHTUYHBLIM NEPEBOOOM Ha Ka3aXCKUm n
pycckuin a3blkn | + | + | + | + | + | JOKYMeHT, yTBEepXAEeHHbI B CTpaHe-npoussoauTene
3aBepseTcs npoum3BoauTeNneM. AyTEHTUYHbIA MNepeBod Ha Ka3axXCKUM WU pPYCCKUN A3bIKK
3aBepsieTcs yNnoJIHOMOYeHHbIM npeacTasuTenem opmaT: PDF |

| 19. | IHCTpYKLMS MO NPUMEHEHUI0 N34enns MefULNHCKOrO Ha3HavyeHus, yTBepXAeHHas B
CTpaHe-nNpousBoguTesie C ayTeHTUYHbIM MepeBOOM Ha Ka3axCKUnM U PYCCKUM A3blkK | + (npwu
Hanuuun) | + | + | + | + | 3aBepseTca npoussoanTenem dopmaT: PDF |

| 20. | MpoekT WHCTPYKUMM N0 MeAMUMHCKOMY MPUMEHEHUID Wu3genus MeanunHCKOro
Ha3Ha4YeHUs, Ha Ka3axCKOM N PYCCKOM f3blkax | + | + | + | + | + | 3aBepseTca 3asBuTenem
thopmaT: PDF, DOC |

| 21. | O6bpa3ubl n3penMa MeauLMHCKOro HasHadeHumsa | + | + | + | + | + | CornacHo
MpunoxeHuntio 3 K MNMpaBunam NposefeHNs 3KCNepTn3bl MEAULNHCKOIO N3genns |

| 22. | CtaHpapTHble obpa3ubl M3genms MeOuUMHCKOro Ha3HayeHus (npu ykasaHum o6 ux
NPUMEHEHUN B [IOKYMeHTe Mo KayvecTsy) |+ |+ |+ |+ | + ||

2

| Ne n/n | HaumeHoBaHne pokymeHTa | Knacc 1 | Knacc 2a | Knacc 26 | Knacc 3 | MegnumnHckoe
nsgenne Ona8 AOWArHOCTUKWM BHE >KMBOro opraHusma (in vitro) (He3aBucumo OT KJjacca
NoTeHUWaNIbHOro pucka npumMmeHeHuns) | MpumedaHne |

| 23. | Tpadhmnyeckoe nzobpakeHne sapabika AN MEANUNHCKON TeXHUKKU | + | + | + | + | + |
3aepseTca npounssoanTenem gopmat: PDF |

| 24. | OnncaHne ynakoBkM MenuumHCKoro msgenusa (MHgopmaunsa o6 ynakoBke, BKOYas,
MepBuYHYO, BTOPMYHYIO, T[PYMNMOBYIO, TPAHCMOPTHYIO, MPOMEXYTOYHYI0  YMNaKOBKW;
npenocTtasnTb  UHpopMauuio (Hanpumep, MaTepumasn, cocTas, pasMmep). [LOKyMeHThl,
pernamMmeHTupyloWne KayecTBO  YMNAKOBOYHbIX  MaTepuanoB MeOULMHCKOro  m3genus
(cneundukaumsa KavecTBa, CepTUPUKAT aHaM3a Ha MEPBUYHYIO YNAKOBKY) C ayTeHTUYHbIM
nepeBoAOM Ha Ka3axXCKUM N pycckun asblkn | + | + | + | + | + | 3aBepseTca npomssogutenem



cthopmaT: PDF |

| 25. | ®oTorpaguyeckoe unszobpaxkeHune (oTobparkaeT BHEWHUA BWL U3LENUS,
KOMMJIEKTYIOWMX, PacXOAHbIX MaTepuanos) | + | + | + | + | + | 3aBepaeTcsa nponssogmTenem
thopmart: JPEG |

| 26. | LUBeTHble MakeTbl YyNakOBOK W 3TUKETOK AN U3Aenn MeOULMHCKOro Ha3HavyeHus
(nepsun4yHasn, BTOpUYHasa 1 (Man), rpynnosas ynakoBkM) oT Npon3BoAnUTeNsa (NpefocTasnseTcs B
pa3BepHyTOM Buge). MNpu Hanny4mm 6oNbLIOrO KonM4yecTBa TUMOPA3MEpPOB, LIBETOBOW FamMMbl
JonyckaeTcsa npefocTasjieHne TUNOBOrO MakeTa Ha OAWH U3 pa3MepoB, LUBeT (B c/lyvyae ecnu
MakKeTbl MOEHTUYHBI) | + | + | + | + | + | 3aBepsaeTca npoussoauTenem gopmaT: PDF, JPEG |

| 27. | MNpoeKT TekCTa MakKeTa YMakoBKW, 3TUKETKU, CTUKepa wusgenns MeaununHCKOro
Ha3Ha4YeHMs Ha Ka3axCKOM N PYCCKOM fi3blKax (B cny4vae 60nbLIOro KoanmyecTsa TUNOPa3Mepos,
LBETOBOW raMMbl [OMNyCKaeTCa YyTBepXAeHMe O[AHOro MakeTa C  WUCMNOoJIb30BaHUEM
abbpesuaTtypnl) | + | + | + | + | + | 3aBepseTca npousBoanTeENIEM UM ero YNoJHOMOYEHHbIM
npeactasmTenem copmat: PDF, DOC, JPEG |

| 28. | NMucbMo - oboCHOBaHME O TuNe MeAULUMHCKOro m3genusa Ans in vitro anarHoCTuku
(oTKpbITass WAM 3akpbiTas CcUCTeMa) C ayTEHTUYHLIM MEPEBOAOM Ha Ka3axCKUM U PYCCKUN
A3bIKU | + | + | + | + | + | 3aBepseTca nponssoantenemM cdopmat: PDF |

| 29. | OaHHbIe 0 mMpouenype cTepuansaunn n3genus MeauLUHCKOro Ha3Ha4veHus, BKJoYas
MH(opMauuio 0 Basugauuu npouecca, pesynbTaTbl TeCTUPOBAHUA Ha coAep)KaHune
MWUKPOOPraHM3MoB (cTeneHb 6MONOrMYeCKOW HArpysku), MNUPOreHHOCTWN, CTEePUSIbHOCTU C
yKa3aHneM MeTOoAOB MpOBeAEeHUs WUCMAbITaHUM W  JdaHHble O BaJaujauun YMNakKoBKW C
ayTEeHTNYHbIM NepeBOfOM Ha Ka3axCKuh 1 (unun) pycckunm a3slkn | + | + | + | + | +(kpome 1
Knacca) | 3aBepsaeTcs npoussoaguTenem copmat: PDF |

| 30. | CBeneHnsa o npousBoguTene: HaMMeHoBaHWe, BUA AEATENbHOCTUY, IOPUANYEeCKU aapec,
opmMa cobCTBEHHOCTU, NepeyeHb nogpa3feneHnn N A0YEePHUX KOMMAHMNA, y4acTBYIOLWUX B
MPOM3BOACTBE 3asBAAEMOro Ha perncTpaumio MeguUMHCKOro unsfenms, C ykKasaHuem ux
CTaTyCa 1 NOJIHOMOYUI C aYyTEHTUYHbLIM NEPEBOAOM Ha Ka3aXCKUM N PYCCKUN a3blkn | + | + | + |
+ | + | 3aBepseTca npoussoauTesleM WIN €ro YynoJIHOMOYEHHbLIM npeacTaBMTeneMm cgopmar:
PDF |

| 31. | WHdopmauma o pa3paboTke M NPoOM3BOACTBE: CXEeMbl MNPOLLECCOB MNPOU3BOACTBA,
OCHOBHbIX CTagui NPOM3BOACTBA, YNAKOBKW, UCMbITAHUA U npouenypbl BbiMyCKa KOHEYHOro
NPOAyKTa C ayTeHTUYHbIM NEPEBOAOM Ha Ka3axCKUA U (MNKN) PYCCKUA A3bIKN | + | + | + | + | + |
3aBepseTca npoussogutenem copmat: PDF |

| 32. | Nepe4yeHb cTaHOapPTOB, KOTOPbLIM COOTBETCTBYET MeAULIMHCKOE n3genve (C yKkasaHuem
CBEAEHWNIN O HUX) C aYTEHTUYHLIM NepeBOAOM Ha Ka3axXCKuUm n (Mamn) pyccknm aselkn | + | + | + |
+ | + | 3aBepseTca nponssoauTenem copmat: PDF |

| 33. | Mnan cbopa n aHanu3a AaHHbIX Mo 6e30MacHOCTU U 3PPEKTUBHOCTU MeANLIMHCKOro
n3penna Ha NoCTperncTtpaunMoHHOM nepumnoge C aytTeHTU4YHbIM nepeBoaoM Ha Ka3axCkKun n (VIJ'II/I)
pycckuin a3bikn | + | + | + | + | + | 3aBepaeTcsa npoussogutenem copmat: PDF |

| 34. | OT4yeT 06 aHanM3e pUCKOB 1 yrNpaBseHUN UMW C ayTEHTUYHLIM NEPEBOAOM Ha Ka3axCKuUmn
n (unn) pycckuin a3blkn | - | + | + | + | +(Kkpome 1 knacca) | 3aBepseTca NponsBoAnTeENEM
cthopmaT: PDF |

| 35. | NHhopMaumns o MapKeTUHre (MCToOpUS Npu ycioBumn obpalleHns MeamumMHCKOro n3genmns
Ha pblHke Bonee 2 neT) (Npu Hanuymu) | + | + | + | + | + (kpome 1 1 2a KnaccoB) | 3aBepseTcs



npounssoguntenem chopmat: PDF |

| 36. | DoBepeHHOCTb MPOM3BOAUTENSA Ha UMS YMOJIHOMOYEHHOro npeacTaBUTeNs C Lefbio
MOATBEP)XAEHWUS ero NoJIHOMOYNIA (3a UckNYvYeHnem nponssoantenen Pecnybnnkmn KasaxcrtaH)
C ayTEHTUYHbIM MNepeBOAOM Ha Ka3axCKWil v (Uan) pycckUm a3blku | + | + | + | + | + | B
COOTBETCTBUM C MeXAYHapoAHbLIMA HOpPMaMW 3aBepeHus WaM HOpMaMu 3aBepeHus
yCTaHoBJsIeHHbIMY B Pecnybnnke KasaxcTaH copmaT: PDF |

TekcT

CocTaB/ieHMe CMpaBKW C yKa3aHMEM onucaHusi obnacTu NpuMeHeHus, Ha3HaYeHUs, KPaTKOM
XapaKTEPUCTMKN Ha MeAMLNHCKOe M3feNine B paspe3e KOMMJIEeKTaUun Ha KaXkaylo MoLesb B
COOTBETCTBUMN C MYHKTOM 12

| HaumeHoBaHne mogenn (Moaudukaumn) MU Ha pyccKoM a3bike ** | HauMmeHOBaHMe MoAenu
(Moondpmkaumn) MU Ha KaszaxCKoM s3blke ** | Bua COCTaBHOW 4YacTu Ha PYCCKOM fA3blke *** |
Bunp coCTaBHOM YaCTW Ha Ka3axCKOM fA3blKe*** | HauMeHoBaHMe COCTaBHbIX YaCcTel Ha pyCcCKOM
A3blke | HauMeHoBaHMe COCTaBHbIX YacTeN Ha Ka3axXCKoOM fA3blke | Moaenb COCTaBHbIX YacTewn
Ha PYCCKOM f3blke | Moaesib COCTaBHbIX 4YacTel Ha Ka3axCKoM f3blke | [pou3soauTesb Ha
pyccKkoM si3bike | Mpon3BoanTesb Ha Ka3axCKoM A3blke | CTpaHa Ha pyCcCcKoM A3blike | CTpaHa Ha
Ka3aXxCKOM fi3blKe |

o B e o B B B B R S S
| | | ocHoBHoOM 650K | Heri3ri6nok | || ||| ]]]

| | | kKoMnnekTytowee* * | XublHTbIKTayLWwbnap*** | | | ||| ]] |

| | | nporpamHoe obecneyerue | 6arnapnamansik xxacaktama | ||| ||| ]|

| | | npuHapnexHocTb | kepek-xapakTapbl | | | ||| ]]]

| | | pacxonHbIn MaTepuan | WeiFbiH MaTepuangaps! | || ||| ]]]

| | | n3penvne Tnnopa3smepHoro psaa (c ykasaHmem gmanasoHa pasmepos ) | | ||| ]]]]]

||| pearent || [[[]]]]

TekcT

MpumeyaHue:

TekcT

*[pM  YCKOPEHHOW 3KcnepTu3e MeuUMHCKOro u3genns B paMKax nepeperncrpaumu
NnpeacTaBATCA LOKYMEHThI, NpedyCcMoTpeHHble NyHKTamMn 4, 14 n 17 nepeyHsa.

TekcT

*MpUM HaIM4YNM HECKOJIbKUX Mogesen (moaundukaumm) nam BapuaHTOB WCMOJHEHUS OaHHble
3aMoJIHAKTCA OTAEIbHON CTPOKOM Ha Ka)Kaylo Moaesnb (MOANMUKALMIO) N Ha Ka>KAbI BapuUaHT
NCMNOJIHEH WS,

TekcT

kg CQlydae YyKa3aHua B 4HYucine KOMMAEKTYRLWnx K MEeANLUMNHCKON TexXHUKe HEeCKOJIbKUX
npom3Bo,u,|/|Tene|7|, npenocCTtaBndAeTCco MMCbMO OCHOBHOIo npomssogouTenda O pgonycke



KOMMIEKTYIOLLNX B YaCTU (PYHKLIMOHASIbHOWN COBMECTUMOCTU, 3N(PEKTUBHOCTU 1N 6&30MacHOCTM
npu NCMoJsib30BaHUN AaHHOro 06opyaoBaHMs

TekcT

*RKKBY N COCTABHbLIX YacTeln MeaUuLMHCKOro usgenus (OCHOBHOW 610K, KOMMAeKTylollee,
nporpamMmHoe obecrneyeHue, NPMHaAJIEXXHOCTb, pacxonHbl MaTepwuan, nsgenue
TUnopasMepHoro psaa (C ykKasaHMeM [Ouarna3oHa pa3MepoB), peareHT) onpegenseTcs
NPOV3BOANTENEM.

| | MpunoxeHne 7 K npukasy MuHWUCTPp 34paBooxpaHeHus Pecnybaukm KasaxctaH oT 25
aBrycta 2025 roga Ne 83 |

| | MpunoxxeHune 4 K NpasBniamMm NPOBEOEHNSA IKCMEPTU3bl MEANLIMHCKUX U3Oenui |

FnaBa NepeyeHb OCHOBHbIX TPeOOBaHUM K OKAa3aHUIO rocyaapcTBeHHOM
ycnyru "Bbigaya 3aKkso4yeHusa o 6e30nacHOCTU, Ka4yecTBe U
3(pPEeKTUBHOCTU JIeKAapPCTBEHHbIX CPEACTB U MEAULMHCKUX u3penun”

| 1 | HaumeHOBaHMe rocynapCTBeHHOW ycnyru | Bblgada 3akiioyeHus o 6He3omnacHOCTH,
KayecTBe N 3PPEeKTUBHOCTU JIEKAPCTBEHHbIX CPEACTB N MeONUUHCKUX U3aenunn |

| 2 | HaumeHoBaHne ycnyropaTtens | PecnybnnkaHCKoe rocynapCTBEHHOE NpepnpuaTue Ha
npaBe X035MCTBEHHOr0 BeaeHns "HauMoHaNbHbIA LEHTP 3KCNEPTU3bI JIEKAPCTBEHHbIX CPEACTB,
MeAUUMHCKNX wnsgennn" KomnteTa MeguUMHCKOro un dapMauLeBTUYECKOro KOHTpos
MunHncTepcTBa 34paBooxpaHeHns Pecnybnmkun KasaxcTaH (fanee - ycnyrogaTtesnb) |

| 3 | Cnocobbl npepocTaBneHuss rocypapcTBeHHOM ycnyrun | 1) nopTan "3N1eKTPOHHOro
npasutenbcTBa" (www.egov.kz) (manee - nopTan); 2) o06bekKT wHGopMaTM3aunm
"MHOPMALMOHHAA CUCTEMa roCyfapCTBEHHOW 3KcnepTHom opraHusaumm "www.ndda.kz""
(nanee - HpopMaumoHHaa cuctema). |

| 4 | Cpok oKa3aHuA rocyfapCTBEHHOW YyCnyrnm | [NA JieKapCTBEHHbIX CPeacTB: npu
rocynapCTBEHHON perncTpaumm - He npesbiwatowmnn 140 (cTo copok) paboudmx aHen; npu
3KCnepTM3e C Uenbld roCyAapCTBEHHOW perncrpaumm JieKapCTBEHHOro cpeacrtea  C
OENCTBYIOLWMM pPerncTpaumoHHbiM YyOOCTOBEPEHMEM Ha MOMEHT nofavYn 3asB/ieHUs Ha
3KCNepTu3y u BxoAsAwMXx B lepeyeHb CTpaTeruvyecku BaXKHbIX JIEKAPCTBEHHbIX CPencTB W
MeAULNHCKNX WU3AESINA, N FoCydapCTBEHHOW nepeperncTpaunnm - He 6onee 90 (oeBAHOCTO)
pabo4ynx AHen; Npu BHECEHUN N3MEHEHMWI B perncTpaumoHHoe gocbe tuna lA, Tnna Ib v Tnna ll
C npoBeaeHnem nabopaTopHbIX UCMbITAaHUA - He Bonee 80 (BoceMbaecsAT) paboyunx OoHen; Npu
BHECEHUN U3MEHEHWUN B perucrtpaunoHHoe gocbe Tuna IA, Tuna Ib n Tnna Il 6e3 nposeneHms
nabopaTopHbIX WUCMbITaHUA - He 6onee 45 (copok NATb) paboynx AOHEN; MPU BHECEHUNU
N3MEHEeHNI B PerncTpaumMoHHoOe AOCbe B HaCTW YTBEPXKAEHMNSA MeCTa HaHeCEeHUS KOHTPOJIbHOIr 0O
(MOEHTNPUKALNOHHOI0) 3HaKa B MakeTbl MAapKNPOBKM YNAaKOBOK JIEKAPCTBEHHbIX CPeACTB - He
bonee 10 (pecsaTb) paboynx AHen; Npu dKCNepTU3e NeKapCTBEHHOro cpencTBa Npu BHECEHUN
N3MEHEeHNn B perucTpaunMoHHoe pocbe Tuna IA, He Tpebywwmnx oueHkn 6esomnacHoCTwH,
KayectBa U 3PPEKTUBHOCTU W COOTHOLWEHUSA MOoJsb3a-pPUCK JIeKapCTBEHHOro cpeacTBa
(cneumannsnpoBaHHasa 3KCMepTmM3a) - B CPOK, He npesbiwatowmin 20 (aBaguaTh) pabodnx gHen,
Ha TnMpoBedeHNe YCKOPEHHOM 3KCNEPTU3bl JIEKAPCTBEHHOro cpeacTtea - He 6Gonee 60
(wecTboecaT) pabodnmx AOHEN. 3KCNepTu3a JIeKapCTBEHHbIX CpeacTB, Y4YacTBYWOLWMUX B



npouenype CoOBMeCTHOM npekBanudukaumm BO3 - He 6onee 65 (wecTbhoecaT naTb) paboymx
OHen; Ana MegnunHCKUX n3genuin: npmn rocyaapCcTBEHHOW perncTpaumm knacca 1 n Knacca 2a,
Tpebyowmnx npoBeaeHns nabopaTopHbIX UCMbITaHUN - He 6onee 70 (cembpecaT) paboumx
OHEN; Npu rocynapCTBEHHOW perncrpaumn knacca 26 (C NoBbILWEHHOW CTeneHbio pucka) u
knacca 3 (C BbICOKOW CTeneHbio pucka), Tpebyolmnx nposefeHns nabopaTopHbIX UCMbITAHWUIA -
He 6onee 110 (cTO AecsaTh) paboymx AHEN; NpuU rocyAapCTBEHHON perncTpaunm MegnuLUnHCKOro
n3genuns, He Tpebytowero nposegeHns nabopaTopHbIX UCMAbITAHWUA HE3AaBUCMMO OT KJlacca - He
bonee 70 (cembpecsaT) paboymx OHen; Npy BHECEHUN U3MEHEHUN B PErnCTpPaLMOHHOE O0Cbe
(6e3 npoBeneHus nabopaTopHbIX UCMbITaHUI) - He Bonee 50 (NATbOecaT) pabovynx OHER; npu
BHECEHNN U3MEHEHUN B perucTpaLmoHHoe aocke (c nposegeHneM nabopaTopHbIX UCMbITaHWA)
- He 6onee 65 (wecTbhecaT nNATb) paboymx AHen; NPU YCKOPEHHOW 3KCrepTuse 1 npu
nepepeructpauum - He 6onee 30 (TpuauaTn) paboynx gHen. |

| 5 | ®opmMa o0Ka3aHMS TrOCyfapCTBEHHOW Yycayru | 3IseKTpoHHasa  (4aCTWUYHO
aBTOMaTU3NPOBaHHaA) |

| 6 | Pe3ynbTaT oKasaHWsA roCcygapCTBEHHOW yCcnyrn | [na nekapCTBeHHbIX CPpeAcTB: Bbioava
3aksoyeHnss o 6e3omnacHoOCTW, KavecTBe U 3PPEKTUBHOCTU JIEKAPCTBEHHbLIX CPencTB Mo
¢opMaM cornacHo npunoxeHnam 14, 15 K Npasunam nposefeHNA 3KCNepTU3bl JIeKapCTBEHHbIX
cpencts, NMb6o MOTUMBUPOBAHHbLIN OTBET 06 OTKase B OKa3aHWW rocynapCTBEHHOW yCnyru B
C/lydasiX U Mo OCHOBaHUAM, NMpefyCcMOTPeHHbIM NyHKTOM 10 HacToswero nepe4yHs OCHOBHbIX
TpeboBaHun. ®opMa Bblayvya pe3ysibTaTa OKa3aHWsA roCcynapCTBEHHOW YCNYyrn: 3JIeKTPOHHas.
Ona  MeguuMHCKMX un3pgenun: Bblgada 3aknoveHus o 6HesonacHOCTW, KadecTBe W
3(pPEeKTUBHOCTN MeAULUHCKUX u3Jennm no ¢dopmMaMm cornacHo npuioxeHuam 12, 13 K
MpaBnnam NpoBedeHUs 3KCNepTU3bl MEAULIMHCKUX U3aennin, nnbo MOTUBMPOBAHHLIA OTBET 06
OTKa3e B OKa3aHWUn rocygapCTBEHHON yCAYyr B CAy4asX M MO OCHOBAHUAM, NPefyCMOTPEHHbIM
NMyHKTOM 10 HacTosAWero nepeyHsa OCHOBHbIX TpeboBaHuin. PopMa BblAayvYa pesysbTaTa
OKa3aHMWsa TroCcygapCTBEHHOM YCAYyru: 3NeKTPOHHas. YC/oBME XpaHEeHusa ycayrogatenem
HeBocTpeboBaHHbIX B CPOK AOKyMeHTOB: [lpn He obpaweHnn ycnyronosaydatensa 3a
pe3ynbTaToOM roCyAapCTBEHHOW YCJAYrn B YKa3aHHbIA CPOK, ycnyrogaTenb obecne4ymBaet
XpaHeHne 3aks4yeHns o 6e30nacHOCTN, KavyecTBe U 3PPEKTUBHOCTUN SIeKapCTBEHHbIX CPEACTB
N MEOVLMHCKUX n3genuin B TedeHne 120 (cTo gBaguaTtb) paboynx gHen |

| 7 | Pa3amep nnaTkl, B3MMaeMon C yCayronosaydaTens Nnpm oKa3aHUn rocyaapCTBEHHON YCayru,
n cnocobbl ee B3MMaHWA B CJlyYaaX, MPefyCMOTPEHHbIX 3aKoHoAaTeNbCTBOM Pecnybnunku
KaszaxctaH | OnnaTa, B3MMaemas C YycJayrononyyaTens nNpu OKa3aHUU FoCy[apCTBEHHON
ycnyru, yCTaHaBJ/InBaeTCs B COOTBETCTBUU C NnpencKypaHToM ycnyrogaTens,
yCTaHaB/IMBAEMbI YMNOSIHOMOYEHHbIM OpPraHoM Mo COrjfacoBaHUO C AHTUMOHOMOJIbHbLIM
OpraHoOM B COOTBETCTBUM C NYHKTOM 2 cTaTbun 239 Kopekca Pecnybnukm KaszaxcTtaH "O
300pOBbe Hapoda 1M cucTeme 34paBooXpaHeHnsa"” n ocyuecTeasgeTcsa B 6esHann4Hom popme Ha
pacyeTHbLIN cHeT ycayropnatens |

| 8 | FTpachuk paboTel ycnyrogatens | 1) ycnyrogatens - C noHeAesibHMKa No natHuuy, ¢ 9.00
no 18-00 vacoB c nepepbiBOM Ha oben c¢ 13.00 go 14.00 4acoB, KpPOME BbIXOAHbIX W
npa3fgHNYHbIX OHEWN cornacHo TpynoBomy Kogekcy Pecnybnmku KasaxcTaH (gnanee - Tpy4ooBon
Koaekc). Ycnosume obcnyxmBaHusa ycnyrogatenem: FocyfapCTBeHHasa ycjiyra OKa3blBaeTCHA B
nopsnoke odepeaun, 6e3 npeaBapuTenbHom 3anucu, 6e3 yckopeHHoro obcnyxuBaHusa. Agpec
MeCT OKa3aHMs roCcyaapCTBEHHON YC/Iyrn pasMeLleH Ha WHTepHeT-pecypce ycayrogatens -
www.ndda.kz; 2) nopTana - KpyraioCcyTo4HO, 3@ UCKJIIOYEHNEM TEXHNYECKNX MEepPepbIBOB B CBA3M
C NpoBedeHNEM PEMOHTHbIX paboT (npum obpalweHnn ycayrornosiyd4aTesns Mnocje OKOHYaHusA
paboyero BpeMeHu, B BbIXOOHblE WU MPa3fAHWYHbIE OHW COrslacHO TpyOoOBOMY KOLEKCY MPUEM
3asB/IEHNA W Bbldaya pe3ysbTaTa OKasaHUsa roCydapCTBEHHOM YCAYrM OCyWecTBaseTcs



cnegywowmm paboyum gHem). |

1

| 1 | HaumeHoBaHMe rocygapcTBeHHOW ycnyru | Bbigada 3aknoyeHnsa o 6esonacHocTw,
KayecTBe 1 3(PHEKTUBHOCTU NNIEKAPCTBEHHbIX CPEACTB U MeAULMHCKUX N3enunn |

| 9 | MepeyeHb AOKYMEHTOB U cBefeHuin, nctpebyembix y ycayronosydatensa A9 OKa3aHUS
rocynapcTBEHHOW ycnyru | 1) 3asiBNeHne B 3/IEKTPOHHOM BMAE Ha MpoBedeHMe dKCNepTu3bl
JleKapCTBEeHHOro cpencTea rno dgopMe cornacHo npunoxeHuio 1 Kk [NpasBunam npoBeneHUs
3KCMNepTU3bl IEKAPCTBEHHbLIX CPEeACTB, Ha NPOBEAEHNE IKCMEPTU3bl MEAULIMHCKOIO N34enmnsa no
¢opMe cornacHo npwioxeHuto 1 kK [lpaBusiaM npoBefeHUs 3KCNepTUsbl MeaUUMHCKUX
n3nenun; 2) SNEeKTPOHHYI KOMUK pPerucTpaunoHHOro [OoCbe JIeKapCTBEHHOro CpencTBa,
copepxalwee MmaTtepumasibl U OOKYMEHTbl Mo )opMe COorjlacHO npuioXxeHuio 2 K [paBwuiam
MpoBeAeHNsa 3SKCNepTu3bl JIEKAPCTBEHHbLIX CpeacTB And npoussoauTenen Pecnybnnkun
KazaxctaH wam B ¢opmaTe OOLEero TexHMYeCcKoro [AOoKyMeHTa Mo ¢opMe CorfaacHo
npunoxeHnto 3 K NMpaBnnam NpoBefeHNs dSKCNEPTU3bl IEKAaPCTBEHHbIX CPEACTB, /IEKTPOHHYIO
KOMUIO PEerncTpaumoHHOro AoCbe MeAULWHCKOrOo W3Aenns COrNacHO NPUIOXKEHUIO 2 K
MpaBunam NpoBefEeHUS 3KCNEPTU3bl MeOVUUMHCKUX unspnenuin; 3) obpasubl NEKAPCTBEHHbIX
CpeacTBs, MeAUUMHCKUX Wu3nennn, CcTaHgapTHble obpa3ubl, cneynduyeckme peareHThl,
pacxogHble MaTepuasnbl, Heobxogumble ONaS BOCMPOM3BOAUMOCTU MeToauK nabopaTopHbIX
ncnbiTaHWN, 3aaBUTeNb npepoctasnseT B LleHTp obcnyxmeaHua 3aasutenen (panee - LO3)
ycnyrogaTens B KOJIMYECTBAX, OOCTATOYHbLIX AN TPEXKPaATHbIX WUCMbITAHUM C OCTAaTO4YHbIM
CPOKOM FroAHOCTW He MeHee 9 (neBSATUN) MecsuUeB (3a UCKJIIOYEHUEM CilyYaeB, He Tpebylowmnx
nposegeHns  nabopaTopHbIX  UCMbITaHUN); 4)  SAEKTPOHHYK  KOMUIO  OOKYMEHTa,
noATBepXxAawwero onsaaTty ycayronosy4dyatesieM CyMMbl A1 MPOBELEeHUSs 3KCnepTusbl.
CBepeHna 0 OOKYMEHTEe, YAOCTOBEPALLEM JINYHOCTb, MO0 3SNEKTPOHHLIN LOKYMEHT W3
cepBuCa UMMDPOBLIX OOKYMEHTOB (ON18 MAEHTUGUKAUUN) O roCcydapCTBEHHOW perucrpauun
(nepepeructpaunmn) LOPNONYECKOro anua, CBUAETEeNbCTBa O FOCYOapCTBEHHOW perucTpauunmn
3a8BUTENss B KadecTBe WHAMBMAOYAJNIbHOrO  npepnpuHUMaTens, codepXxawuecs B
rocyapCTBEHHbIX MH(OPMALMOHHBIX CUCTEMaX, FOCyAapCTBEHHAa 3KCMepTHas opraHusauums
nojsly4aeT M3 COOTBETCTBYIOLWIMX rOCYAAPCTBEHHbIX WH(POPMALMOHHBIX CUCTEM 4Yepe3 L3
"3N1eKTPOHHOro npaBuTesbCcTBa". Ycayronosy4dyaTesb JaeT corjacne Ha MWCNoJib30BaHue
CBeOEHNN, COCTaBMALWMNX OXPAaHAEMYIO 3aKOHOM TalHy, COAEPXKALLUUXCSA B MHHPOPMALMOHHbIX
cucTtemax, MNpu  OKas3aHWM TrOCYJAPCTBEHHbIX YCAYyr, ecaM WHOe He npefycMoTpeHo
OEeNCTBYIOLLNM 3aKOHOoAaTeNbCTBOM Pecnybnukun KasaxcTaH. |

| 10 | OcHoBaHWA AN OTKasa B OKa3aHUM roCyfapCTBEHHOW YCAYrn, yCTaHOBJIEHHbIE 3aKOHaMWU
Pecnybnnkun KasaxcTtaH | 1) ycTaHOBNEHME HEAOCTOBEPHOCTU AOKYMEHTOB, NpeACcTaB/IeHHbIX
ycayrononydaTesneMm OJsa Noay4YeHUs rocyfapCcTBEHHOM ycnyrn, n (Mnu) gaHHbiX (cBegeHun),
coAep Xallnuxcsa B HUX; 2) HeCOoOTBETCTBME ycayronoaydatena u (unm) npencraBsieHHbIX
MaTepnanoB, 06bEKTOB, AaHHbIX U CBeAEHUN, HEOBXOAUMbIX ONA OKa3aHUS roCyaapCTBEHHON
ycnyrn, TpeboBaHusaM [MpaBun NpoBeAeHMS 3KCNEPTU3bl  JIEKAPCTBEHHLIX CPEeAcTB WU
MeAULMHCKNX N3aenni; 3) B OTHOLWEHUN yCayronosay4yaTens MMeeTcs BCTYNMBLLEE B 3aKOHHYIO
cuny peweHue (Npurosop) cyda O 3anpeleHun [esaTeNbHOCTU WAN OTAesIbHbIX BUAOB
neatenbHocTU, Tpebylwux NoayyYeHUsa onpeneneHHonW rocygapcTBeHHoW ycnyru; 4) B
OTHOWEHUN ycayrornosy4dyaTesnsa MMeeTcs BCTYMNMBLUEE B 3aKOHHYK CWUY pelleHme cyha, Ha
OCHOBaHMUW KOTOPOro ycayronony4aTtesb JIMWEH CreunanbHOro npasa, CBA3aHHOMO C
noJly4yeHneM rocyfapCcTBEHHON yCayru. |



| 11 | MHble TpeboBaHMA C y4eTOM 0COBEHHOCTEN OKa3aHUa rocynapCTBEHHOW yCayru, B TOM
yucse oKasblBaeMoW B 3NEKTPOHHON popMe | YcayronosyvyaTenb 3aKa4YaeT C ycayrogaTtesem
0OroBOp Ha NMpoBefeHMNE SKCNEPTN3bl U NPON3BOANT OMNJIaTy B COOTBETCTBUM C MPENCKYPAHTOM
ycnyrogaTesi, YyCTaHaBJIMBAaeMbIM  YMOJIHOMOYEHHbLIM OpraHoOM Mo COrJjlacoBaHuw C
aHTUMOHOMOJIbHbIM OPraHOM B COOTBETCTBUM C NYHKTOM 2 cTaTbn 239 Kogekca. lNMosHoOMouYmnA
npeacTtaBuTens ycayronosiydatens ogopMASalOTCS B COOTBETCTBUM C  FpaKOgaHCKUM
3aKoHoOaTeNbCcTBOM Pecnybnukmn KasaxcTaH. a8 nonyvyeHns rocyfapCcTBEHHOM YyCIyrn Yyepes
nopTtan Heobxogmmo Hanm4dme 3UMN. Ycnyronony4dyaTtenb nosaydaeT MHGPOPMaLUIO O NOpsSaKe U
CcTaTycCe OKa3aHusA roCydapCTBEHHOW YCJAYrn B pexume yhaneHHoOro ocTyna nocpencTBOM
"nM4yHoro kKabmHeTa" WHGMpOPMALMOHHON CUCTEMbl YyCayrogaTensa, a TakXe efuHoro
KOHTaKT-LLeHTpa Mo BOMNPOCaM OKa3aHWUS TroCydapCTBEHHbIX Yycayr. YcayropgaTtenb npu
HeobxoQMMOCTK 3ampaliMBaeT Yy YyCayronosiydaTensa pas3bACHEHUS WM YTOYHEHMS Mo
KOHKPETHbIM MoJIOXKEeHUAM B npenoCTaBAEHHbIX OOKYMeHTax " MaTepunanax
perncrtpaunoHHoro gocee. lNMepenncka ocyuwlecTBaseTcsa nyTemMm (popMmnpoBaHnsa 3/1eKTPOHHOIO
OOKYyMeHTa 4epe3 WHGOPMaLUMOHHYID CUCTeMy ycayrogatensa. EOMHbIN KOHTAKT UEHTp Mo
BOMPOCAaM OKa3aHusa rocyfapCTBEHHbIX ycnyr: 1414 |

| | MpunoxeHne 8 kK npukasy MuHWUCTP 34paBooxXpaHeHUs Pecnybamkm KasaxcTaH oT 25
aBrycta 2025 roga Ne 83 |

| | MpnnoxxeHve 7 kK NpaBuaam NpoBeAeHUNS SKCNePTU3bl MEONLNHCKUX U3AeNuni |

FnaBa NepeyeHb BUAOB U3SMEHEHUN, BHOCUMbIX B perucTpauMoHHoe aocbe
MeAMLMUHCKOro usaenus B nepuop AeCTBUA perucTpaumoHHOro
YA OCTOBEpEeHUs

| N3meHeHune | Ycnosusa (3amevaHus) | MNMepeyeHb AOKYMEHTOB M MaTepuanos, HEOBXOAUMBIX
019 BHECEHUS U3MEHEeHUN |

foefef
111213

| 1. N3mMeHeHne cBefeHNN 0 NPON3BOJUTENE NN MPOU3BOACTBEHHON NJoWanKe MEOULNHCKOIO
n3pnenus | UsmeHeHve popMbl COBCTBEHHOCTU, U3MEHEHME HauMeHOBaHWS, n3MeHeHne agpeca
ouca. MecTto haKTUYECKOro Mpou3BOACTBA MeAULMHCKOro W3fenus He uaMeHwusnocb. Het
W3MEeHeHNn B TMPOM3BOACTBEHHOM Mpouecce win crneundmnkaumax, BKIKOYasA MeTOAbI
ncnolTaHua | 1. JOKyMeHT, YAOCTOBEPAOLWNIA perucTpaumio MeAnULMHCKOro U3aenms B CTpaHe
npoussogutene (permcrtpaunoHHoe yO0oCTOBepeHue, nnu HOTapunanbHO
3acBmpetenbcTBoBaHHbIn CepTudmnkat ceoboaHonm nponaxu (FreeSale), nam CeptudmkaTt Ha
3KCMNOPT) C BHECEHHLIMU U3MEHEHUAMWU C AaYTEHTUYHLIM MNEPEBOAOM Ha Ka3aXCKUN U PYCCKUN
A3blKW. B COOTBETCTBMM C MeXAYHapOAHbIMW HOPMaMW 3aBEpPEeHUs U HOpPMaMW 3aBepPEeHus,
yCTaHoBNeHHbIMY B Pecnybnnke KasaxcTaH copmaT: PDF |

| 2. OOKyMeHT, MOATBEPXAALWUA BHECEeHMe Wu3MeHeHWn (C yKas3aHueM p[aTbl BHeCeHus
N3MEHEeHNs) OT YMOJIHOMOYEHHOr0 oOpraHa CTpaHbl- MPOU3BOAUTENS C aYTEHTUYHbLIM
MepeBOAOM Ha Ka3axCKUN U PYCCKUN A3blKW, 3aBEpPAETCSA YMOJHOMOYEHHbIM NpeacTaBuTesneM
topmat: PDF | | |

| 3. Konun cepTncmnkaTtoB Ha CUCTEMY MEHEO)KMEeHTa KayeCTBa NpPoM3BOAMTENS MeOULNHCKNX
n3genun 1SO 13485, GMP nubo COOTBETCTBYHWOLINA PErnoHasbHbIl WAN HaLUMOHasbHbINA
CTaHAapT) C ayTEHTUYHbLIM MNEPEBOAOM Ha Ka3axXCKUM U PYCCKUIN A3blkK (MpenocTaBaseTcs Ha



npovn3soanTens MeguUNHCKUX U34enNuin U NMPpon3BOACTBEHHYIO MJowWaaky). B cooTBeTcTBUM C
Me)XAyHapoOHbIMM HOpMaMu 3aBepeHuns (3aBepseTcs B BbiAaHHOMW CTpPaHe) WU HOpMaMu
3aBepeHunsa ycTaHoBJIeHHbIMN B Pecnybnnke KasaxcTtaH opmaT: PDF | | |

| 4. Jeknapauma o cooTBeTCTBMM TpeboBaHuam 6GesonacHOCTM U IPPHEKTUBHOCTU
MeONUNHCKOro WU3Aenns WKW 3KBUBAJIEHTHbIN [OKYMEHT C ayTeHTWYHbIM MepeBofoM Ha
Ka3axCKUM N pYyCCKUA A3blIKN. B COOTBETCTBMM C MeXAYHApPOAHbIMW HOPMaMu 3aBepeHus u
HOpMaMu 3aBEepeHns yCTaHOBNEHHbIMU B Pecnybnnke KasaxctaH popmaT: PDF | | |

| 5. Konusa permcTtpaunoHHOro yaoctoBepeHuns BblaaHHoro B Pecnybnvnke KasaxctaH | | |

| 6. MncbMo nNpomsBognTeNs, yoocToBepsiolee, YTO NPOM3BOACTBEHHbIN NMPOLECC U KOHTPOJIb
3a Ka4yecTBOM 1 6e30NacHOCTbIO FOTOBOr0 NPOAYKTa ocTalTcs 6e3 U3MeHeHUn, C yKasaHuem
0aTbl BHECEHUS W3MEHEHUN C ayTeHTUYHbIM MNepeBOLOM Ha Ka3axXxCKUN N PYCCKUN A3bIKWU,
3aBepseTcs ynoJIHOMOYeHHbIM npeactasutenem cdopmaT: PDF | | |

| 7. 3KCI'IJ'IyaTaLI,I/IOHHbII7I OOKYMEHT Me,D,I/ILI,VIHCKOVI TEXHUMKN C BHeECE€HHbIMU WU3MEHEHUAMMN,
YTBEPXXOEHHbIN B CTpaHe- Npon3BoanTensa (oOpurnHaibHas Bepcus) C ayTEHTUYHbLIM NEPEBOAOM
Ha Ka3axCKUM N pPYyCCKUM £A3blKU (OOKYMEHT, YTBEPXAEHHbIW B CTpaHe-npovM3BoauTens
3aBepseTcsa npomsBoguTesieM). AyTEHTUYHbLIA MEPEBOA Ha Ka3axXCKUM U PYCCKUN A3bIKK
3aBepsieTcs YNoJHOMOYEHHbIM npeacTasuTeneMm, popmaTt: PDF mam npoekTbl MHCTPYKLUUA MO
NPUMEHEHNI0 MeANLMHCKOro N3geans ¢ BHECEHHbIMU U3MEHEHNAMN Ha Ka3aXCKOM U PYyCCKOM
A3blkaX. 3aBepsaeTca 3assuTeniem, popmaT: PDF, DOC. | | |

| 8. ObHOBNEHHas crpaBKa C yKasaHMeM NnepeyvyHs KOMMAEKTYILWNX U pacxogHbIX MaTepuasnos
no yTBep>XXAeHHon chopme. BapraHTbl ncnonHeHns no gopme, popmat: Excel, PDF. | | |

| 9. MakeT MapKUpPOBKU C BHECEHHBLIMU N3MeHeHUsaMN B hopmaTe JPEG | | |

| 2. 3ameHa wnnn pobaBneHve HOBOWM MPOM3BOACTBEHHOW MNAOWAAKWM LSS 4acTU UM BCeX
npoLeccos NMpou3BoACTBa MeAULMHCKOro nigenns | OCHoBHoOe yc/loBME - HOBas JIMLEH3NSA Ha
NPOU3BOACTBO BblJaHHaA YNOJHOMOYEHHbIM OPraHoOM CTpaHbl MPOU3BOANTENS (U3roTOBUTENS).
NHCneKuns HOBOWM MPOM3BOACTBEHHON Mowadku. | JJOKyMeHTbl MpefoCcTaBAAOTCA COrflacHo
MPUIOXKeHUo 2 K HacToAawuM [paBunaMm. DKCrepTu3a MNPOBOAUTCHA B CPOKWU YKa3aHHble B
nyHkTe 53 HacToAwmx Mpasun. |

| 3. N3meHeHne cBepeHMn 06 yMNONHOMOYEHHOM nMpeAcTaBuUTesne, BK/KYas CBeAeHUs O
peopraHusauun puandyeckoro nmua, o6 M3MeHeHUN ero HaumeHoBaHUs, nameHeHun ®.1N.0.
(Npn ero HanuMumMu) agpeca MecTa XUTeNbCTBa WHAMBUAYAJILHOrO npepnpuHMMaTens |
BHeceHne n3MeHeHunn B perucTpaunmoHHOe yaooCToBepeHue He BAnseT Ha 3PPeKTUBHOCTb U
6esonacHoCTb MeauUMHCKOro wu3genus | 1. Konua [oOKyMeHTa, MOATBep>XXAakoLllero
MOJIHOMOYNA  YMNOJIHOMOYEHHOro npepcTaBuTensa npoussoauTensa (OOBEPEeHHOCTb  OT
npounssogntens) |

| 2. Konna perncrpaumoHHoro ygoctosepenus | | |
| 3. DOKyMeHThIl, MoATBepXAaOWMe nsmeHeHus | | |

| 4. SkcnnyaTauUMOHHBIN OOKYMEHT MeOVLMWHCKOM TEeXHUKM C BHECEHHbIMU WU3MEHEHUSMW,
YTBEPXAEHHbLIN B CTpaHe- Npon3BoanTens (opurnHasbHas Bepcus) C ayTEeHTUYHBIM NepeBoaoM
Ha Ka3axCKUA W pPYCCKUMA £A3blKM (OOKYMEHT, YTBEPXAEHHbLIN B CTpaHe-npousBoauTens
3aBepsieTca npousBoAauTesnieM. AyTEeHTUYHbIA MNepeBOS Ha Ka3axXCKUN N PYCCKUN A3bIKK
3aBepsaeTca YNosIHOMOYeHHbIM npeactasuTeneM) cdopmaT: PDF nam nNpoekTbl MHCTPYKUUIA Mo
NPUMEHEHUI0 MeANLMHCKOrO N34eNNsa C BHECEHHbIMU U3MEHEHUAMMN Ha Ka3axCKOM U PYCCKOM
A3blkaX. 3aBepsaeTca 3assuTesiem, popmaT: PDF, DOC. | | |



| 5. MpoekT TekcTa MakKeTa YMakKOBKW, 3TUKETKW, CTUKepa MeOULUHCKOro wunsgenus c
BHECEHHbLIMN N3MEHEHUSAMM Ha Ka3axCKOM N PYCCKOM a3blkax, popmaT: PDF, JPEG. | | |

| 4. U3mMeHeHne HanMeHOBaHUA MeAuUMHCKOro uspenus | MoTmBmpoBaHHoe o6ocHOBaHMe
HeobXoAUMOCTN W3MEHeHUs HaMMeHOBaHUA MeAWLWHCKOro Wu3genus, He BAUAILWero Ha
PYHKLMOHasIbHbIE N TEXHNYECKNE XapaKTepPUCTUKN | 1. 3aaBiaeHne Ha BHeCeHNe U3MeHEeHNI No
yTBepxaeHHon chopme B hopmaTe DOC |

| 2. HoTapumanbHO 3acBMAETENbLCTBOBAHHLIA [OOKYMEHT, YAOCTOBEPSLWNN perncrpaunto
MeOUNLUNHCKON TEXHNKUN (MeONLNHCKOro n3genmns) B CTpaHe npovnssoauTene (perncrtpauLmoHHoe
ynooctoBepeHne, nam CepTtudukat csobogHonm nponaxu (FreeSale), nnn CeptudukaT Ha
9KCMNOPT) C BHECEHHLIMU U3MEHEHUAMU C ayTEHTUYHbIM NEepPeBOAOM Ha Ka3aXCKUN U PYyCCKUN
A3bIKW. B coOTBeTCTBMM C MeXAYHapOoAHbIMW HOPMaMW 3aBEpPEeHUs U HOPMaMWu 3aBepeHus
yCcTaHoBJIeHHbIMU B Pecnybnnke KasaxcTaH popmaT: PDF | | |

| 3. Konuna peructpauoHHOro yooctoeepeHus BolgaHHoro B Pecnybnumke KasaxcTtaH. | | |

| 4. MNucemo npousBoauTens (M3roToBUTeNd), copepkallee MOTUBMPOBaHHOe ob6oCHOBaHMe
HeobxoAMMOCTN M3MEHEHUS HaWMEeHOBAHUS MEeAWLMHCKOro W3AeNnusi, He BJMAKLWEro Ha
(MYHKUWOHANbHbIE N TEXHUYECKMNE XapPaKTEPUCTUKN MeOULINHCKOro U3Oenns C ayTEeHTUYHbIM
MepeBoAOM Ha Ka3axCKUM N PYCCKUN A3blKW 3aBepsaeTCs YNOJIHOMOYEHHbLIM NpeacTaBUTesIeM
topmaT: PDF | | |
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| U3meHeHne | YcnoBua (3amevaHus) | MNepevyeHb OOKYMEHTOB U MaTepuasioB, HEOOXOANMBIX
019 BHECEeHNS U3MEHEHUN |

| 5. 3kcnnyaTauMoOHHbIA AOKYMEHT MeOUUMHCKOW TeXHWUKU C BHECEHHbIMWU WU3MEeHEeHUsMU,
yTBEPXOEHHbIN B CTpaHe- Nnpon3soamTensa (opurnHaibHas Bepcus) C ayTeHTUYHLIM NepeBoOLOM
Ha Ka3axCKUN W PYCCKUM A3blKM (OOKYMEHT, YTBEpPXAEHHbLIN B CTpaHe-npoussoauTens
3aBepseTcs npoussBoguTeneM. AyTEHTUYHbIN MNepeBo] Ha Ka3axXCKUM UuU pPYCCKUN A3bIKK
3aBepseTcsd ynoJHOMOYeHHbIM npeactasuTenem) dopmaT: PDF nam npoekTbl MHCTPYKUUA MO
NPUMeHeHN0 MeaNLMHCKOro N3fenna C BHECEHHbIMU U3MEHEHNAMN Ha Ka3aXCKOM U PYyCCKOM
A3blkax. 3aBepseTca 3aasuTenem, opmaT: PDF, DOC. | | |

| 6. WHCTpyKuMa NO MPUMEHEHWNI0 MeAMUMHCKOro  W34enus, YTBepXAeHHas B
CTpaHe-nNpon3BoaAnUTeNss C BHECEHHbIMW W3MEHEHUAMU C ayTEeHTUYHbIM NEepeBonOM Ha
Ka3axXxCKUN N PYyCCKUN A3blkK. 3aBepseTcsa npoussoautenem, gopmat: PDF (npumeHnmo gns
n3nenms MeguUNHCKOro HasHavyeHus) | | |

| 8. lMpoekT TekcTa MaKkeTa YMNakOBKW, 3TUKETKW, CTUKepa MeAMUMHCKOro usgenus c
BHECEHHbLIMW WU3MEHEHNAMM Ha Ka3axCKOM M PYCCKOM s3blkax. 3aBepsieTCs NMpouM3BOOUTENIEM
NN ero yrnosHOMOYeHHbIM npeacTasutenem gopmat: PDF, DOC, JPEG | | |

| 9. LiBeTHble MakeTbl YNakoBOK, 3 TUKETOK, CTUKEPOB C BHECEHHLIMUN N3MEHEHUSAMN, B hopMaTe
Joeg | | |

| 10. doTorpaduyeckne wnsobpakeHna obwero Bmaa MeAUUUNHCKOro un3fesns BMecTe C
NMPUHAANEXHOCTAMU, HEOOXOAMMBIMM O NPUMEHEHWUS MO Ha3Ha4YeHUto (pa3MepoM He MeHee
18 x 24 caHTunMmeTpa) | | |

| 11. O6HoBNEeHHas crnpaBka C YKa3aHMeM TMepeyHs KOMIMJEeK- TYWWUX U PacxoLHbIX
MaTepunasioB No yTeep>xgeHHon opme. BapnaHTbl ncnonHeHmnsa no gopme, copmat: Excel, PDF.



| 5. CocTtaB npuHagnexHocTen n (MAn) KOMMAAEKTYWMUX N (UIK) pacxofHblIX MaTepuanos,
obHoBNeHMe (ycTaHOBKa HOBOW BepcuMK) nporpaMmmHoro obecneyeHusi; paclimpeHue/
COKpallleHne pasMepHoro paga unsgenuin | OTcyTcTBme BAMSAHUA Ha 6e30NacHOCTb, Ka4yecTBO U
3(pheKTUBHOCTbL  MEOUUMHCKOro  u3genns, Ha  (QYHKUUOHAJNIbHbIE  XapaKTepPUCTUKU
MeguUMHCKOro nsgenusa. He npepgycmotpeHo fobasfiieHne OCHOBHOro 6sloka MeAWLUHCKOro
n3genus. | 1. 3aasneHne Ha BHeECEHME U3MEHEHNI NO yTBepXAeHHON hopme B chopmaTe DOC) |

| 2. Konusa permcTtpaunoHHOro yaoctoBepeHuns BblaaHHoro B Pecnybnvke KasaxctaH | | |

| 3. Mucemo npowusBoguTens (M3roToBUTensd), coaeprkaliee MOTUBMPOBaAHHOE 0BOCHOBaHUWe
HeobxoAUMOCTN M3MEHEeHUS B COCTaBe KOMMIEKTYWLWMUX W YyKa3aHWEM HOBOro MNepeyHs
KOMMAEKTYOLWNX, noaTBEpPXAAloWMX  OTCYTCTBME  BAUSHMKSA Ha  YHKUWOHa/bHbIE
XapaKTeEPUCTNKN MeagnumnHCKoro wmsanennd (BKJ'HO‘-IaFI paclmnpeHne crnekTpa BbIABAAEMbIX
aHa/INTOB MEeAUUMHCKOro m3genusa A8 AWarHOCTUKW BHE XXMBOro opraHusma (in vitro) c
ayTEHTNYHbIM MEPEBOOOM Ha Ka3axCKUM U PYCCKUN £3blKW, 3aBepseTcss YMNOJIHOMOYEHHbIM
npenctasuTenem, gopmat: PDF | | |

| 4. dkcnnyaTauMOHHbIA AOKYMEHT MeOVUMHCKOA TEeXHUKM C BHECEHHbIMU W3MEeHEHUSMU,
yTBEPXOEHHbIN B CTpaHe- NponssBoamTensa (opurnHaibHas Bepcus) C ayTEHTUYHbIM NEPEBOLOM
Ha Ka3axCKUnM n pPYCCKUN A3bIKN (OOKYMEHT, YTBEPXXOEHHbIN B CTpaHe-npoun3BoAMTENS
3aBepsieTcsa npoussoauTeneM. AyTEHTUYHbIA MepeBo] Ha Ka3axCKUM W PYCCKUN A3bIKK
3aBepseTcs YNoJHOMOYEHHbIM npeacTaBuTenem) cdopmaT: PDF nam npoekTbl MHCTPYKUMUIA MO
NMPUMEHEHNI0 MeANLMHCKOro N3geans C BHECEHHbIMU U3MEHEHNAMN Ha Ka3aXCKOM U PYyCCKOM
A3blkaX. 3aBepsaeTca 3aasuTenem, popmaT: PDF, DOC. | | |

| 5. WHCTpyKuMa nNO  MPpUMEHEeHWNI0  MeAWUMHCKOro  u3fgenus, YyTBepXAeHHas B
CTpaHe-Npon3BoaAMTENA C BHECEHHbIMW W3MEHEeHUAMW C ayTeHTU4YHbIM MNepeBoAOM Ha
Ka3axCKuUn N pycckuin fA3blIKW. 3aBepseTcsa npoussoauTenem dopmat: PDF (npumeHumo pns
n3gennsa MeguumMHCKOro HasHadeHus) | | |

| 6. O6HOBNEHHAA CNpaBKa C yKa3aHWEM NepeyvYHs KOMMIEKTYIOWNX U pacxohHbIX MaTepnanos
no yTeepXxaeHHon opme. BapuaHTbl ncnonHenums rno gpopme, popmat: Excel, PDF | | |

| 7. B cnyyae pobaBneHMs KOMMJIEKTYIOLLEro, PacxofHOro MaTepuasna SBJSIOLLErocs
MeONUUHCKUM un3genneM - obpa3ubl MeguuMHCKOro umsgenua (B Ccry4ae CTepuibHOro
npenocTaBaseTCs BeCb KOMMJIEKT) U AOKYMEHT Mo KayecTsy | | |

| 8. PesynbTaTbl Banngauum n Bepudukaumn nporpaMMHoro obecrevyeHms (Npu M3MeEHEHUN
nporpamMMHoro obecnevyeHus) | | |

| 6. N3mMeHeHMe noKasaHWW MO MpuMeHeHuo; obnacTn NpUMeHeHUs; MNPOTUBOMOKAa3aHUNR;
nobo4HbIXx ahdpekToB | BesonacHOCTL MPUMEHEeHUS MeOULUUHCKOrO U3Lenus COXpaHseTcs u
noaTBEPXKAAETCA OaHHbIMU KIMHUYECKMX nccaenoBaHni no 6e3onacHoOCTN N 3PPEKTUBHOCTMN |
1. 3asiBNeHNe Ha BHECEHME U3MEHEHUI MO YyTBep>XAeHHon popMe B hopmaTe Word |

| 2. Konusa permcTpaunmoHHOro yaocToBepeHuns BbligaHHoro B Pecnybnvnke KasaxctaH | | |

| 3. Mucemo npowussoguTens (M3roToBuTens), copeprkaliee MOTUBMPOBaHHOe 0BOCHOBaHUe
HeobXx0ANMOCTN BHOCUMbIX M3MEHEHUN C ayTEHTUYHbIM NEPEBOAOM Ha Ka3axCKUN N PYyCCKUN
A3blKW, 3aBepsaeTCcsa YNOJHOMOYEHHbIM npeacTasmuTenemM popmat: PDF | | |

| 4. WHCTpyKuMa NO MPUMEHEHWNI0 MeAVMUMHCKOro  W34enus, YTBepXAeHHas B
CTpaHe-nNpon3BoaAnuTeNss C BHECEHHbIMW W3MEHEHUAMU C ayTEeHTUYHbIM MNEepeBOoAOM Ha
Ka3axCKUM U PyCCKUN A3blkK. 3aBepseTcsa npoussoautenem, ¢gopmaTt: PDF (npumeHnmo gns



n3gennsa MeguumMHCKOro HasHadveHus) | | |

| 5. 9KcnnyaTauMOHHbLIN AOKYMEHT MeAUUWNHCKON TEeXHUKW C BHECEHHbIMU WU3MEHEHUSMMU,
yTBEPXOEHHbIN B CTpaHe- npon3soamTensa (opurnHaibHas Bepcus) C ayTeEHTUYHLIM NEPEeBOLOM
Ha Ka3axCKUN W PYCCKUM £A3blKM (OOKYMEHT, YTBEpPXAEHHbLIN B CTpaHe-npoussoauTens
3aBepsieTcs npoussoauTeneM. AyTEHTUYHLIA MepeBoj Ha Ka3axCKUM W PYCCKUN  A3bIKK
3aBepsieTcs YNOAHOMOYEHHbIM npeacTaBuTeneM) cdopmat: PDF nam npoekTbl MHCTPYKUWUIA MO
NPUMeHEeHN0 MeaVNLMHCKOro N3fenna C BHECEHHbIMU N3MEHEHNAMN Ha Ka3aXCKOM U PYyCCKOM
A3blKax. 3aBepseTca 3aasuTenem, dopmaT: PDF, DOC. | | |

| 6. PaHee yTBepxAeHHasa MHCTpyKumsa | | |
| 7. LUBeTHbIe MakeTbl yNaKOBOK, 3TUKETOK, CTUKepoB B hopmaTe JPEG | | |
| 8. Pe3ynbTaTbl KJIMHUYECKUX UCTIbITAHUIA, OTparKatoLime BHOCUMbIE N3MEeHeHUs | | |

| 7. CmeHa npomnsBognTenen KOMNAEKTYIOWMNX, MPUHAANEXHOCTEN, PacXOAHbIX MaTepnanos |
TexHNn4Yeckne xapakTepUCTUKU N KOHTPOJIb KavyecTBa KOMMAEKTYIOWUX N (MamM) pacxonHbIX
MaTepuasioB He CHuxaeTca 6e30MacHOCTb, KayecTBO U 3PPEKTUBHOCTb MeAULIMHCKOro
n3genna He npegycMoTpeHO CMeHa Mpou3BOoAUTeNs OCHOBHOro 67loka MeAVLMHCKOro
n3pgenus. | 1. 3asBneHne Ha BHECEHME U3MEHEHUI MO YTBep>XAeHHOoU hopme, B hopmaTe DOC |
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| N3meHeHune | YcnoBusa (3amedaHus) | MNMepeyeHb OOKYMEHTOB WM MaTepuasioB, HEO6XOAUMBIX
0N BHECEeHNA U3MEHEHUN |

| 2. HoTapuanbHO 3acBUAETENIbCTBOBAHHLIM [AOKYMEHT, MNOATBEPXAAloWmnin CoOTBETCTBUE
yC/ZIOBUA MPOU3BOACTBA HaAUMOHaNbHLIM U (MAK) MeXOyHapoA4HbIM cTaHgapTam GMP; ISO
KOMMOAEKTYyWNX un (1Wam) pacxodHbIX MaTepumasoB C BHECEHHbIMU WU3MEHEHUAMU C
ayTEeHTNYHbIM MEePEeBOOM Ha Ka3axCKUN 1 PyCcCKUn a3bikn, chopmaT: PDF | | |

| 3. Konusa permcTpaunmoHHOro yaocToBepeHus, BbiaaHHoro B Pecnybnvnke KasaxcTtaH | | |

| 4. MncbMo nNpousBoanTeNs, yaocToBepsioliee, YTO NPOM3BOACTBEHHbIN MPOLLECC U KOHTPOJIb
3a KayecTBOM N 6e30NacHOCTbIO FOTOBOIr0 NPOAYKTa OCTalTCsA 6€3 N3MeHeHNNn C ayTEHTUYHbIM
nepeBOAOM Ha Ka3axXCKUN N PYCCKUN A3bIKN 3aBepAeTCH YNOJIHOMOYEHHbIM MNpeacTaBuTenem
¢dopmaT: PDF | | |

| 5. 3kcnnyaTauMoOHHbIA AOKYMEHT MeOUUMHCKOW TeXHWKU C BHEeCEHHbIMWU WU3MEeHEeHUsMU,
yTBEPXOEHHbIN B CTpaHe- Nnpon3soamTensa (opurnHaibHas Bepcus) C ayTeHTUYHLIM NEepeBoOLOM
Ha Ka3axCKUN W PYCCKUM £A3blKM (OOKYMEHT, YTBEpPXAEHHbLIN B CTpaHe-npoussoauTens
3aBepsieTcs npoussoauTeneM. AyTEHTUYHbLIA MepeBoj Ha Ka3axCKUM W PYCCKUN A3bIKK
3aBepsieTcs YNOoJAHOMOYEHHbIM npeacTaBuTeneM) cdopmat: PDF nam npoekTbl MHCTPYKUWUIA MO
NPUMeHeHN0 MeaVNLMHCKOro N3fenna C BHECEHHbIMU N3MEHEHNAMN Ha Ka3aXCKOM U PYyCCKOM
A3blkax. 3aBepseTca 3aasuTesnem, dopmaT: PDF, DOC. | | |

| 6. WHCTpyKuMa NO MPUMEHEHWNI0 MeAMUMHCKOro  W34enus, YTBepXAeHHas B
CTpaHe-Npon3BoAMTENA C BHECEHHbIMW W3MEHEeHUAMW C QayTeHTU4YHbIM MNepeBOAOM Ha
Ka3axXxCKUN N PYCCKUN A3blkK. 3aBepseTcsa npoussoautenem, ¢opmat: PDF (npumeHnmo gns
n3pennsa MeguumMHCKOro HasHaveHus) | | |

| 7. ObHOBNEHHas crpaBKa C yKasaHMeM NepeyvyHs KOMMAEKTYIOLWNX U pacxogHbIX MaTepuasnos
no yTBepXXAeHHon chopme. BapraHTbl ncnonHeHuns no popme, popmat: Excel, PDF. | | |



| 8. YBennyeHne (ymeHblUeHNE) CPOKa XPaHEHUS MeAULMHCKOro usgennsa | MoTuBmpoBaHHOe
060CHOBaHMe M3MeHeHns cpoka | 1. 3asBsieHMe Ha BHeCeHWe U3MEHEeHUN Mo YTBEepPXAEHHOMN
thopme, B hopmaTe DOC |

| 2. Konusa permcTtpaunmoHHOro yaocToBepeHuns BblaaHHoro B Pecnybnvnke KasaxctaH | | |

| 3. MncbMo nNpousBoanTeNs, yaocTosepsioliee, YTO NPOM3BOACTBEHHbIN MPOLLECC U KOHTPOJIb
3a KayecTBOM M 6e30MaCcHOCTbIO FOTOBOrO MPOoAyKTa ocCcTalTca 6e3 nm3meHeHWn 3asepseTcs
npoussoanTenem. | | |

| 4.0aHHbIe NO CTabUAbHOCTU He MeHee 4eM Ha Tpex cepusx, (oT4yeT, 060CHOBbLIBAIOLLNIA CPOK
roAHOCTM) C ayTEeHTUYHbIM EePEeBOAOM Ha Ka3axCKUM WU pPYCCKUA A3bIKM 3aBepseTcs
npoussogutenem, gopmat: PDF | | |

| 5. OKcnsyaTauMoOHHbLIN OOKYMEHT MeAULUWNHCKON TEeXHWKW C BHECEHHbLIMU WU3MEHEHUSMU,
YTBEPXAEHHbIN B CTPaHe- Npon3soanTens (opurnHassbHas Bepcus) C ayTeHTUYHBIM NepeBoaoM
Ha Ka3axCKUM n pPYCCKUN A3bIKN (OOKYMEHT, YTBEPXAEHHbI B CTpaHe-npoussBogunTens
3aBepsieTcsa npoussoauTeneM. AyTEHTUYHbIA MepeBo] Ha Ka3axCKUM W PYCCKUN A3bIKK
3aBepsaeTca YNoJIHOMOYeHHbIM npeacTtasuTeneM) cdopmaTt: PDF uam nNpoekTbl MHCTPYKUUIA Mo
NPUMEHEeHN0 MeaULMHCKOro N3genna ¢ BHECEHHbIMU U3MEHEHNAMN Ha Ka3aXCKOM U PYyCCKOM
A3blkaX. 3aBepsaeTca 3aasuTesieM, popmaT: PDF, DOC. | | |

| 6. WHCTpyKUMA NO MPUMEHEeHUI0  MeAMUMHCKOro  u3genus, YTBepXAeHHas B
CTpaHe-nNpou3BognTeNns C BHECEHHbIMA W3MEHEHUSMU C ayTeHTUYHbIM MepeBoAOM Ha
Ka3axCKUN N pyCcCKUI A3blkW. 3aBepseTcsa npoussoautenem, cdopmaT: PDF (npumeHnmo gns
n3gennsa MeguumMHCKOro HasHadveHus) | | |

| 7. LBeTHble MaKeTbl YNakKOBOK, 3TUKETOK, CTUKepos, chopmaT: JPEG | | |

| 9. N3meHeHne ycnoBum xpaHeHusa | MoTmBupoBaHHoe OBOCHOBaHME WU3MEHEHUS YCSI0BUN
xpaHeHus | 1. 3aaBneHne Ha BHeCEHMe N3MEHEHWN Mo yTBepXAeHHoN opMe, B hopmaTe DOC

| 2. Konusa permcTpaunmoHHOro yaocToBepeHuns BbiaaHHoro B Pecnybnvnke KasaxctaH | | |

| 3. Mncemo-obocHoBaHMe npousBoanTens (M3rotosmTens) o6 M3IMeHeHUN YCI0BUA XPaHEeHUs
Ha ¢dupMmeHHOM O65aHKe Npou3BOOMTENS COracHO YCTaHOBJIEHHOMY 3akOHOAAaTeNIbCTBY C
AYTEHTUYHbIN MEepeBOAOM Ha Ka3axCKUM U PYCCKUN A3bIKW 3aBepseTCs Npou3BOAMTEsNIEM UK
ero yrnosHoMo4eHHbIM npepcTasmTesieMm opmaT: PDF | | |

| 4.0aHHble MO CTabunbHOCTK (ANA MEAULMHCKUX N3OeNINA) HEe MEeHee YeM Ha Tpex cepusax) C
ayTEHTUYHbIM MNEepPeBOAOM Ha Ka3axCKMMN U PYCCKUA A3blKWM 3aBepsieTCss MPoOM3BOAUTENEM,
dopmaT: PDF | | |

| 5. 9KcnnyaTauMoOHHbIN AOKYMEHT MeAULUWNHCKON TeXHUKU C BHECEeHHbIMU WU3MEeHEeHUSMU,
yTBEPXXOEHHbLIN B CTpaHe- NponssoamTensa (opurnHanbHas Bepcus) C ayTEHTUYHbLIM NEPEeBOAOM
Ha Ka3axCKUM ” pPYCCKUN A3bIKN (OOKYMEHT, YTBEPXXOEHHbIN B CTpaHe-npoun3BOAMNTENS
3aBepsieTcs npousBoauTeneM. AyTEHTUYHLIA MepeBo] Ha Ka3axCKUM WU PYCCKUN A3bIKK
3aBepseTcsa yrnoJsHOMOYEHHbIM npeactasuTenem) opmaTt: PDF nam npoekTbl MHCTPYKLUA MO
NPUMEHEeHN0 MeAULMHCKOro n3fenna ¢ BHeCEeHHbIMU U3MEHEHNAMN Ha Ka3aXCKOM U PyCCKOM
A3blkaX. 3aBepsaeTca 3assuTenem, popmaT: PDF, DOC. | | |

| 6. WHCTpyKUMS MO MPUMEHEHUIO WU3LENNS MeAULUWHCKOrO Ha3HayYeHuss C BHECEHHbIMU
U3MEeHeHNaMN, YTBEpXOEeHHas B CTpaHe-NpovM3BOAMTEeNs C ayTeHTMYHbIM MepeBOAOM Ha
Ka3axCKU 1 pycCcKui a3blkn. 3aBepaeTcs nponssoantenem, gopmaT: PDF | | |



| 7. LiBeTHble MaKeTbl YMaKOBOK, 3TUKETOK, CTUKepoB B popmaTe JPEG | | |

| 10. N3meHeHMe B npouefype KOHTPOASA KayecTBa rOTOBOro MpoAykTa MeAULMHCKOro
nsgenvs | MoTuBMpoBaHHoe 060CHOBaHME M3MEHEHMs B Mpouefype KOHTposs kayvecTsa | 1.
3asBfieHne Ha BHeCeHNEe U3MEHEHWUI NO yTBEPXXAeHHOoM hopmMe, B hopmaTe Word |

| 2. Konusa permcTpaunmoHHOro yaoctoBepeHuns BbliaaHHoro B Pecnybnvnke KasaxctaH | | |

| 3. MncbMo NpousBoANTENS, YAOCTOBEPSAOLLEE, YTO MPOU3BOACTBEHHbINA NpoLecc ocTaeTcs bes
N3MEHEHN C ayTeHTMYHbIM MepeBOAOM Ha Ka3axCKUM W PYCCKUN $3blKK, 3aBepsieTcs
ynoAHOMOYeHHbIM NpeacTasuTenem copmat: PDF | | |

| 4. NMuceMo npomsBoaMTeENns, yooCTOBepsiOLlee, YTO 3asiBNeHHas npouenypa KOHTPOASA He
CHM>KaeT KayecTBo 1 6e30nacHOCTbL FOTOBOro NpoaykTa | | |

| 5. JoKkyMeHTaLuumsa No Ka4ecTBY C BHECEHHLIMU U3MEHEHUSAMUN, pernaMeHTUPYIOLLLAa KavyeCcTBo
KOHEYHOro npoAyKTa, HOTapuajibHO 3acBMAETEesIbCTBOBAHHbIA CepTudmkaT aHaamsa u
MEeTOOUNKN KOHTPOJIA KOHEYHOro nNpoaykTa. AyTEHTUYHbIA NepeBo Ha Ka3axXCKUM U pyCcCKUmn
A3bIKW 3aBepseTcs npomnssoamTenem, qpopmat: PDF | | |

| 6. O6pa3ubl, cTaHAapTHbIE obpa3ubl 4Na NpoBeaeHUs nabopaTopHbIX NCAbITAHUN | | |

3

| U3meHeHune | YcnoBusa (3amevaHus) | NepevyeHb OOKYMEHTOB M MaTepuasioB, HEOOXOANMBIX
019 BHECEHUS U3MEHEHUN |

| 11. N3meHeHne ynakOBKW MeAWLMHCKOro U3gesnns: rnepBUYHON YMakOBKW Me[ULMUHCKOro
n3nenns; BTOPUYHOM W (MAK) TPYNNOBOM YMaKOBKW, TPAHCMOPTHOW, MPOMEXYTOYHOM |
MoTmeuposaHHoe o60CHOBaHME O BAUSAHUN (HE BAUSAHUW) WN3MEHEHUSA YMNakKoBKM Ha
CTabunbHOCTb, Ka4eCTBO MEAULIMHCKOrO N30enuns; B3auMoAenCTBUS YNakKoBOK- MeANLMHCKOro
n3pgenus | 1. 3asBneHne Ha BHeCeHMe U3MeHeHN No yTeepxaeHHon dopme, B hopmaTe DOC |

| 2. Konuna perncrtpaumMoHHOro yooCcToBepeHus BolaaHHOro B Pecnybnunke KazaxcTaH | | |

| 3. Tucemo npousBoguTens, ypocToBepsloLlee O TOM, YTO BHOCUMBbIE W3MEHEHUs,
OTHOCUTENbHO MNEPBUYHON YMakKOBKW BAMAIOT (He BAWAIOT) Ha CTabunbHOCTbL, KavyecTBO
MeONLMNHCKOro n3genmsa. AyTeHTUYHbIN NepeBo Ha Ka3axCKUM U PYCCKUIN A3bIKKM 3aBepsaeTCs
yrnosaHOMOYeHHbIM NpeacTasuTesnem copmat: PDF | | |

| 4. DJoKyMeHTaumsa No KayecTBy C BHECEHHbIMU U3MEHEHUNAMU, perlaMeHTUpyoLLas KavyecTBo
KOHEYHOro npoAykTa, HOoTapuanbHO 3aCBUAETENIbCTBOBAHHbIN CepTudUKaT aHaamsa u
METOANKN KOHTPOJIA KOHEYHOro npoaykTa. AYyTEHTUYHbLIN NepeBof Ha Ka3axXCKUA U pyCCKUM
A3bIKW 3aBepsieTcs npounssoauTenem, opmat: PDF | | |

| 5. LBeTHble MakeTbl YNakoBOK, 3TUKETOK, CTUKEPOB HOBOIo 1 cTaporo obpasua | | |
| 6. ®oTO MeauUMHCKOro nsgenus | | |

| 7. O6pa3subl Ansa CTepuibHbIX MeAULMHCKUX W3hennn, cTaHpapTHble obpasubl Ans
nposefeHnNsa nabopaToOpPHLIX NCMbITAHWA NPU USMEHEHUN NMEPBUYHON YNAKOBKM | | |

| 12. N3MeHeHMe OTTUCKOB, FPYHTOBKW WIN APYrMX MapKMPOBOK, LWITaMMNOB W Hagnucem,
BKJ/ItoYasa fobaBsieHMe UK N3MEHEHNS KPacKK, NCMOJIb3YEMbIX AN MAapPKNPOBKN MEANLIMHCKOrO
n3genus. | MotmemposaHHoe 060CHOBaHME BHECEHUS N3MEHEHWN B MapKNPOBKY | 1. 3asaBneHune
Ha BHeCeHne U3MEeHeHUN Nno yTeepXxaeHHon opme, B hopmaTe Word |



| 2. Konusa permctpaunoHHOro yaoctoBepeHus BblaaHHoro B Pecnybnvke KasaxctaH | | |

| 3. Mncbmo-o060CcHOBaHME NPON3BOAMNTENA O BHOCUMbIX U3MEHEHUNAX. AYyTEHTUYHLIA NepeBos Ha
Ka3axCKUn 1 pyCcCKU A3bIKN 3aBepaeTcs YNOJHOMOYEHHbIM npeacTtasmTenemM popmat: PDF | | |

| 4. LiBeTHble MaKeTbl yNaKoOBOK, 3TUKETOK, CTUKEPOB CTaporo n Hoeoro obpasua, B hopmaTe
JPEG. | | |

| 5. MpoekT TekcTa MaKeTa YMNakKoBKW, I3TUKETKW, CTUKepa MeAULMHCKOro u3genns Ha
Ka3axCKOM N pyCCKOM s3blkax, chopmaT: PDF, JPEG | | |

| 6. ®oTO MeauUMHCKOro nsgenus | | |

| 7. 3kcnnyaTauMoOHHbIA AOKYMEHT MeOUMUMHCKOW TeXHWUKM C BHECEHHbIMWU WU3MEeHEeHUsMU,
YTBEP)XAEHHbLIN B CTPaHe- Npon3BoanTens (OpurnHaabHas Bepcus) C ayTEHTUYHbLIM NMEPEeBOLOM
Ha Ka3axCKUN W PYCCKUM £A3blKW (OOKYMEHT, YTBEpPXAEHHbIN B CTpaHe-npoussoauTesns
3aBepsieTca npousBoAauTesieM. AyTEHTUYHbIA MNepeBOS Ha Ka3aXCKUM N PYCCKUN  A3bIKK
3aBepsaeTca YNoJIHOMOYeHHbIM npeacTtasuTeneM) cdopmaT: PDF nam nNpoekTbl MHCTPYKLUKUIA MO
NPUMEHEHMNI0O MeANLMHCKOro N3fenms C BHECEHHbIMU U3MEHEHMSIMU Ha Ka3aXCKOM U PYyCCKOM
A3blkax. 3aBepseTca 3aasuTenem, dopmaT: PDF, DOC. | | |

| | MpunoxeHne 9 Kk npukasy MuHuCTp 34paBooxpaHeHus Pecnybnuku KasaxcTaH ot 25
aBrycta 2025 roga Ne 83 |

| | MpnnoxxeHne 12 K NnpaBuiaM NPOBEAEHMNS SKCNEPTU3bl MEANLMHCKUX N3LENNA |

FnaBa 3akno4yeHue o besonacHOCTHU, KayecTBe U 3(p(heKTUBHOCTHU
MEeAMLUHCKOro n3gesus, 3afBJIEHHOro Ha 3KCNepTUsy B uensax
rocyaapcTBeHHOM perucrpauum, nepeperucrpauum B Pecnybnuke
KasaxcTaH

MyHkT 1

1. PecnybnnkaHckoe rocygapCTBEHHOE MNpennpuaTve Ha MnpaBe XO03SINCTBEHHOro BeAeHUs
"HauvoHanbHbIN LEHTP 3KCMepTu3bl JIEKAPCTBEHHLIX CPEeACTB U MeOUUMHCKUX unsgenuin
KomMnteTta MeaAMUMHCKOro 1 hapMauLeBTUYeCKOro KOHTPoIA MMHUCTepCcTBa 34PpaBOOXPaHEHMNS
Pecnybnnkn KasaxcTtaH coobuwaeT pes3ysbTaTbl 3KCNEPTU3bl Ha 6e30MaCcHOCTb, KavyecTBO U
3(pHEeKTUBHOCTL MEAUUMHCKOrO M3genmsa B Uenax roCydapCTBEHHOMW perncrpauuu,
nepepernctpaunm B Pecnybnnke KasaxcrtaH:

| ToproBoe HanMeHoBaHMe MeAULUHCKOro nsaenus | |

| OpraHmnsauna-nponssognTesNb, CTpaHa-NnponssoaAnTeNsb | |

| Mpon3sBoacTBeHHas naowanka, cTpaHa | |

| YnonHoMoO4eHHbIN NpeacTaBuTeslb NPON3BOANTENS, CTpaHa | |

| YnonHoOMoYeHHOe nNLO N0 MOHUTOPUHrY HebnaronpusAaTHbIX COObITMA (MHUMAEHTOB) Ha
TeppuTopun Pecnybnunkm KasaxcTtaH | |

| Tun mepgnumuHckoro nsgenusa (MU (MMH), MU (MT), MW (in vitro) | |

| Bup (pernctpauuns, nepepeructpaums) | |



| Knacc B 3aBUCMMOCTU OT CTEMEHN NMOTEHLMNANLHOIMO PUCKA MPUMEHEHMUS | |
| Koo HoMeHKnaTypbl MEANLMHCKNX n3gennn Pecnybnmkun KasaxcTaH | |

| KoMnnekTtauma MeguUMHCKOro usgenua (Mpu Haamymm - KOJIMYECTBO KOMIMJIEKTYIOLWMX)
(Tabnwnua) | |

| 3akno4YeHne HavyanbHOM 3KCNEPTU3bl (MOIOXKUTENbHOE UK oTpuuaTensHoe) | |
| 3akntoyeHne cneunann3npPoBaHHOW 3KCMePTM3bl (MONOXKNTENIbHOE NN oTpulaTesnbHoe) | |

| 3aknoyveHne wncnbiTaTenbHon nabopatopuun: faTa M Ne NpoTokosaa (MONOXKUTENbHOE WN
oTpuuaTensHoe) | |

| | Tabnnua |
|1~

Nnasa KoMmnnekrauua MeaUMLUMHCKOro uspenus

| HaumeHoBaHMe Mmoaenu (moandurkaunm) M* (3anonHaeTcsa Ha Kaxayo mogens) | || || |

| Ne | Bug cocTaBHbIX YacTen | HaumeHoBaHMe COCTaBHbIX YacTen | Mofenb COCTaBHbIX YacTen |
MpomnssognTtens | CTpaHa |

TekcT

* 3aMOJIHAETCA Ha KaxXkayl Moaesb

MyHKT 2

2. 3akJio4deHne (NonoXutesnbHoe): MaTepuasbl U OOKYMEHTbl PErnucTPaLMOHHOIO N0Chbe Ha
MeOUUMHCKOoe u3nenue, npenocTaB/ieHHble Ha  3KCNepTu3y ANis  roCynapCTBEHHOW
perucTpaunu, nepepernctpaumm B Pecnybnnke KasaxcTaH, COOTBETCTBYIOT YCTAHOBJIEHHLIM
TpeboBaHusiM, 6e30nacHOCTb, KayecTBO U 3PDEKTUBHOCTb MEAULMHCKOro ulaenuns
NOATBEP>XAEHbI COOTBETCTBYIOLLMMM MaTeprasamMmu N MPoBeAEHHBIMU UCMBITAHUAMU.

MeaouvunHckoe nsgenue 3aperncrtpumpyetca B Pecnybnnke KasaxcTaH CpOKOM Ha neT nnun
6eccpoyHo.

3akJlovyeHne (oTpuuaTenbHoe): MaTepualbl U OOKYMEHTbl PErucTPaLMOHHOro [oChbe Ha
MeOUUMHCKOoe u3nenue, npeaocTaB/iIeHHble Ha  3KCNepTu3y ANis  roCynapCTBEHHOWN
perncTtpaunu, nepepeructpauumm B Pecnybnuke  KasaxCTaH, He  COOTBETCTBYIOT
YyCTaHOBJIEHHbIM TpeboBaHUAM, 6e30MacHOCTb, Ka4yecTBO U 3PHEKTUBHOCTb MeAUNLMHCKOro
n3genusa He TMOATBEPXXAEHbl COOTBETCTBYWLIMMM MaTepuasaMm U MPOBEAEHHbLIMU
NCMbITAHNAMMN.

MegnunHckoe nsgenue He 3apeructpupyetcs B Pecnybnmnke KaszaxcTaH.
fencrtemtensHo 120 (cTo agBafuaTh) paboynx gHen C faThbl NOANMUCAHUS.

PykoBoauntenb rocynapCcTBEHHOMN 3KCNepTHON opraHmsaunmn
noanuce @®.N.0. (npn ero Hanm4um) [HaTta

| | Mpunoxenne 10 K npukasy MUHWUCTP 34paBooxpaHeHus Pecnybnmku KasaxctaH oT 25
aBrycta 2025 roga Ne 83 |



| | MpnnoxxeHne 13 K NpaBuIaM NPOBEAEHMNS SKCNEPTU3bl MEANLMHCKUX N3OeNni |

FnaBa 3aknio4yeHue o 6e30NacHOCTU, KayecTBe u Bq)q)eKTVIBHOCTM
MeAULUMHCKOIo uspesnusa 3aaBJIEHHOINo Ha 3KCnepTu3y B uenax BHeCeHus
U3MEHEeHUN B perncTtpaumoHHoe aocobe

MyHkT 1

1. PecnybnukaHckoe rocyfapCTBEeHHOe npeanpusaTMe Ha npaBe XO3fNCTBEHHOro BefeHUs
"HauMoHaNnbHbIN LEHTP 3KCNepTU3bl JIEKapCTBEHHbIX CpeacTB M MeauMUUMHCKUX usgenuin'
KoMmuTeTa MeOnUMHCKOro n papMaueBTUYeCcKoro KOHTpoas MnHuctepcTea 34paBOOXPaHEHMUS
Pecnybnnkun KaszaxctaH coobuiaeT pe3ynbTaTbl 3KCNEPTU3bl O BAUSHUN BHOCUMbIX U3MEHEHWUN
B perncrpauuoHHoe pocbe Ha 6e30MmacHOCTb, Ka4ecTBO U 3PPEKTUBHOCTb MEAULMHCKOro
nsgenna:

| ToproBoe HanMeHoBaHMe MeaULNHCKOro nsaenus | |

| OpraHmnsaumna nponssoanTesb, CTpaHa-NpomMssoauTeNb | |

| Mpon3BoacTBEHHasa NuowWaaKa, cTpaHa | |

| YmnonHoMo4eHHbIN NpeacTaBuTesib NPON3BoanTeNs, cTpaHa | |

| YmonHoMo4eHHOE nMUO MO MOHUTOPUHIY HebnaronpuATHbIX COObITUA (MHUMAOEHTOB) Ha
TeppuTopun Pecnybnukm KasaxctaH | |

| BHOCUMBblE n3MeHeHUs: | |
| 3akntoHeHe HavYaNbHOWM 3KCNePTU3bl (MONOXKMTENbHOE UK OTpUulaTensHoe) | |
| 3akntoveHme cneunanusnpoBaHHON IKCNEPTU3bI (MOSIOXKUTENBHOE UK OTpuLaTensHoe) | |

| 3aknioveHue ucnbiTaTensHon nabopatopuun: gaTta M Ne nMpoTokona, (MONOXKUTENbHOE WK
oTpuuaTensHoe) | |

MyHKT 2

2. 3akaoyeHne (nosloxxuTtenbHoe): MaTepuasbl U OOKYMEHTbl Ha MeAuLWHCKoe usgenve,
npenoCcTaBJ/ieHHbIE O/l BHECEHUS W3MEHEHWA B pPerucTpauuvoHHOe [0Cbe, COOTBETCTBYIOT
YyCTaHOBJIEHHbIM TpeboBaHMAM, BJUAHME Ha 6e30MacHOCTb, KavyecTBO W 3PPEKTUBHOCTb
MeOVLUMNHCKOro U3aenus noaTBep XAeHbl COOTBETCTBYOLLNUMN MaTepuasamMmm N NpoBeAeHHbIMY
NCMbITAHNAMMN.

BHOCKMMble N3MEHEHMS 3aperncTpmpyeTcs C Bblgayen (6e3 Bblgayn) HOBOro perncTpaLnoHHOro
yOOCTOBEPEHMUS.

3ak/o4eHne (oTpuuaTenbHoe): MaTepuanbl U OOKYMEHTbl Ha MeOWLUUHCKOoe u3nenue,
npenocTaBJ/ieHHbIE O/ BHECEHUS U3MEHEHUN B PerucTpalMoHHOE N0Chbe, HE COOTBETCTBYIOT
YCTaHOBJIEHHbIM TpeboBaHWSAM, BAUAHME Ha 6€30MacHOCTb, KAaYecTBO U 3(PPEKTUBHOCTb
MEOVLUMHCKOro M34ennsa He TMoATBEep)XXAEeHbl COOTBETCTBYWLIMMKW  MaTepuasamMum U
npoBeAeHHbIMU UCMbITAHUAMU.

BHOCUMble N3MEHEHNS He 3aperucTpupyeTcs.



3akntoyeHue gencrteutensHo 120 (cTo ABaauaTh) paboymx AHEN ¢ AaThl NOSANCAHUS.

PykoBoauntenb rocynoapCcTBEHHOMN 3KCNepTHON opraHmsaunmn
nognnce ®.N.0. (mpn ero Hannumu) HaTa

NCTOYHMK: 3TaNoOHHbIN KOHTPOAbHbIN 6aHK HIMA Pecnybnukn KasaxcTaH. Mpu pacxoxaeHuu
npuopuTeT nMeeT odurumansHaa nybnmkaums.



