Mpuka3s MuHuctpa 3gpaBooxpaHeHus Pecny6nuku KasaxcrtaH ot 19 anpens 2019 roga Ne KP AICM-43
O BHeceHun usmeHeHnn B npukas MuHuctpa sgpaBooxpaHeHuns Pecny6nuku KasaxctaH ot 18 Hosi6ps 2009
roga Ne 736
«06 yTBepxaeHuu MNpaBun npoBeaeHUsi AKCNepTU3bl NIEKapCTBEHHbIX CPeACcTB, U3Aenuin MeaULMHCKOro
Ha3Ha4YeHUs U MeAULIMHCKON TEXHUKN»

B cootBetctBUM c nyHkTom 1 cTatbu 63 u nyHktom 9 ctaTtbu 71 Kogekca Pecnybnuku KasaxctaH ot 18
ceHTA6ps 2009 roga «O 3a0poBbe Hapoaa u cucteme 3gpasooxpaHeHus», MPUKA3bIBAIO:

1. BHecTn B npuka3 MuHuctpa sgpaBooxpaHeHuns Pecnybnukn KasaxctaH ot 18 Hoabps 2009 roaa Ne 736 «O6
yTBepxaeHun MNpaBunn npoBefeHVs 3KCMepPTU3bl NeKapCTBEHHbIX CPeacTB, U34enuii MeaWMLMHCKOTO HasHa4YeHus 1
MeOMLUMHCKON TexHuKun» (3apeructpupoBaH B PeecTpe rocyagapCTBEHHOW perncrpaumMm HOpMaTMBHBIX NMPaBOBbIX
aktoB nog Ne 5926, onybnukoBaH B 2010 rogy B CoGpaHum akTOB LEHTpanbHbIX WCMOMHUTEMbHBLIX U WHbIX
LeHTpanbHbIX rocyaapCTBEHHbIX opraHoB Pecnybnuvkn KasaxctaH, Ne 5) cnegytoline nameHeHus:

3arofnioBOK N3NOXMTb B CrieqyloLlen pegakumm:

«O6 yTBepxxaeHun MNpaBun NpoBeaeHUs SKCNepPTU3bl NTIEKapCTBEHHbIX CPEACTB U MEONLUHCKUX U3OENUNY»;

NyHKTbl 1 U 2 N3NOXWTb B CriegytoLlen pegakumm:

«1. YTBEpPOUTDL:

1) lMNpaBuna npoBedeHWst 3KCMEepTU3bl NEeKapCTBEHHbIX CPEACTB COrMacHo MpunoxeHutio 1 K HacToswemy
npuvkasy;

2) NpaBwna npoBeAeHUs 3KCNEePTU3bl MEOULIMHCKMX U3LAENUIA COTNacHO MPUIOXEHWIO 2 K HAaCTOSILLEMY NPUKa3y.

2. Onpepenutb PecnybnvkaHckoe rocyaapCTBEHHOE MPeAnpuATME Ha NpaBe XO3SIMCTBEHHOTO BeAeHUst
«HaumoHanbHbIA  LEHTP 93KCNepTu3bl NEKapCTBEHHbIX CPeacTB W MeAUUMHCKMX uagenui»  MuHuctepcTBa
3gpaBooxpaHeHus Pecnybnvkn KasaxcTtaH rocygapCTBEHHOW 3KCMEpTHOM opraHu3auven B cdepe obpalieHus
NEKapCTBEHHbIX CPEACTB M MEOULUHCKMX M3Oenuin  Ons  npoBedeHMst 3KCMepTu3bl NpW  rocyaapCTBEHHON
perncrpauumn, nepepermctpaumm M BHECEHUN U3MEHEHWA B PErMCTPaALUOHHOE A0Chbe MEKApCTBEHHbIX CPeAcTB U
MEOMNLIMHCKMX U3OENUIA.»;

[MpaBuna npoBeAeHNs IKCMEPTU3bI NIEKAPCTBEHHBLIX CPEACTB, YTBEPXKAEHHbIE YKasaHHbIM NPUKa3oM, U3NOXUTb B
HOBOW pefakLmm, CornacHo NpUoXeHnto 1 K HacTosLLEMY NpuKasy;

[MpaBuna npoBeAeHWst 3KCMepTM3bl W3AENUA  MEOULMHCKOTO Ha3HaYeHWs W MEOMUUMHCKOW  TEXHUKM,
YTBEPXKOEHHbIE YKa3aHHbIM MPUKa30oM, M3NOXWUTb B HOBOW pedakumu, COrMacHO MPUIOXKEHUIO 2 K HacTosLemy
npukaasy.

3. Komutety papmaumm MuHmctepctaa 3gpaBooxpaHeHus Pecnybnukm KasaxcraH obecneunts:

1) rocynapCcTBEHHY permcTpaLmio HacToawero npukasa B MuHuctepctae toctuunm Pecnybnukmn Kaszaxcrtan;

2) B TeyeHWe [eCATU KaneHOapHbIX [AHEW CO [HS ToCcy4apCTBEHHOM perncrpaumm HacTosiero npukasa
HanpasneHue ero Konuv B ByMaXHOM U 3NEKTPOHHOM BMAE Ha Ka3axCKOM W pyccKOM sidblkax B PecnybnuvkaHckoe
rocygapcTBeHHOEe NpeanpusaTME Ha NpaBe XO3ANCTBEHHOro BeaeHus «WHCTUTYT 3akoHogaTenbCcTBa U NPaBOBOM
uHdpopmauum Pecnybnukn KasaxctaH» MwuHuctepctBa toctvummn Pecnybnukn KazaxctaH ans odwuumansHoro
onybnvKoBaHUS W BKMNOYEHUsI B OTarOHHbIA KOHTPOIbHbIN OaHK HOpMaTMBHbLIX NPaBOBbIX akToB Pecnybnuku
Kasaxcrah;

3) pa3smelLieHne HacToALEero npukasa Ha MHTepHeT-pecypce MUHUCTEPCTBA 34PaBOOXPAHEHUS 1 COLMAnbHOrO
pa3sutust Pecny6nukmn Kasaxcrah;

4) B TeyeHne pecAaTM paboumx [OHeK nocre rocyaapCTBEHHOM perncTpaumMm HacTosiLLero mnpukasa B
MuHuctepctBe toctuumm  Pecnybnukn KasaxctaH npeactaBneHve B [enapTameHT  opuaundeckon  cnyx6
MuHuctepcTBa 3gpaBooxpaHeHuss Pecnybnukm  KasaxctaH cBegeHMd 00 MCMOMHEHUW  MEPOMPUSITUN,
npenycMOTPEeHHbIX NoanyHKTom 1), 2) n 3) HacTosiLero nyHKTa.

4. KoHTponb 3a WCMONMHEHMEM HACTOSALLEro Mpukasa BO3MOXWUTb Ha KypupYOLWEro BULUE-MUHUCTPA
3gpaBooxpaHeHus Pecnybnuku KasaxcraH.

5. HacTosiwuin npukas BBOANTCS B ENCTBME MO UCTEYEHUN OECATU KaneHAapHbIX OHEWN NOocne OHA ero nepBoro
oduumaneHoro onybankoBaHus.

MuHuCTp 3apaBooXpaHeHunst
Pecny6nukn KaszaxctaH E. BupTtaHoB
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MpunoxeHwue 1

K npukasy MuHucTpa 3apaBooxpaHeHus
Pecnybnukn KasaxcTtaH

oT 19 anpensa 2019 roga Ne KP ICM-43

YTBEepxaeHsl

npuka3om MuH1CTpa 3gpaBooxpaHeHus
Pecnybnukn KasaxctaH

oT 18 Hos6pst 2009 roga Ne 736

MpaBuna
npoBeAeHusi IKCNepTU3bl NeKapCTBEHHbIX CPeACcTB

MnaBa 1. O6wWwme nonoxeHus

1. Hactoswue MNpaBuna npoBefeHns aKcnepTuabl nekapcTBeHHbIX cpeacTs (aanee - Npasuna) paspaboTaHbl B
cooTBeTcTBUM co cTtaTbent 63 Kogekca Pecnybnukm KasaxctaH ot 18 ceHTsibpsa 2009 roga «O 3gopoBbe Hapopa v
cucTeme 3apaBooxpaHeHusi» (panee - Kogekc) v onpenensioT NOpsiAoK MPOBEAEHUSI AKCNEPTU3bl NEKAPCTBEHHOIO
cpencTea.

2. OKkcnepTv3a neKapCTBEHHbIX CPEACTB B COOTBETCTBUM C NyHKTOM 2 craTeu 63 Kopekca npoBogutcs
rocyfapCTBEHHOW 3KCMEPTHOW opraHusaumen B cdepe obpalleHus NeKapCTBEHHbIX CpeacTB U MeOMLUHCKMX
u3genun (ganee - rocygapCTBEHHas 9SKCMepTHas opraHu3auusi), OCYLeCTBASHOWMM  MNPOU3BOACTBEHHO-
XO3ANCTBEHHYIO AEATEeNbHOCTb B 06nacTn 3gpaBooOxXpaHeHus no obecneveHuto 6e3onacHoCcTU, 3hEPEKTUBHOCTU U
KayecTBa NeKapCTBEHHbIX CPEACTB.

3. OkcnepTnse noanexat npov3BeneHHble B Pecnybnvke KasaxctaH, a Takke BBO3UMble Ha €€ TeppUTOPUIO
nekapcTBeHHble cpefcTBa.

4. JkcnepTv3a He NMPOBOAMTCSA Ha NEKapCTBEHHblE CPeACTBa Mo4 OOHVMM HaVMEHOBaHUEM, UMEILLMM pa3HbIN
COCTaB aKTMBHbIX BELLECTB. QKCNepTu3a Ha NekapcTBEHHble CpPeAcTBa, Npou3BeneHHble B Pecnybnuke KasaxctaH
ONS 3KcnopTa NPOBOAMTCA MO peLLeHnto nponssoguTenen Pecnybnukn KasaxcraH.

5. [lo nogaym 3asBneHns Ha aKcnepTu3y 3asBuTenb N0 COOCTBEHHON MHMLUMAaTMBE NoryyaeT B rocyAapCTBEHHON
SKCMEPTHOM OpraHM3auum HayvHble W nNpeaperucTpaumoHHble KOHCYNbTauMuM MO  BOMPOCaM, CBSA3aHHbIM C
npoBeAEeHNEM IKCMEPTU3bI.

6. [lna npoBeneHUs 3KCnepTu3bl NEeKapCTBEHHbIX NpenapaToB KPOBM M KOMMOHEHTOB KPOBW roCyAapCTBEHHast
3KCMepTHas OpraHusauusi MNpuBIEKAET CMeumanucToB K3 NPOMWUIbHLIX  OpraHvM3auui, OCYLLECTBSHLWMNX
AeATenbHOCTb B cdhepe CrnyxObl KPOBWU.

7. B HacToswwmx NpaBunnax ucnonb3yrTcs criegyowne TEPMUHbI U ONpeaeneHns:

1) GnoaHanorMyHbIA NEeKapCcTBEHHbIN npenapaTt (OuoaHanor, 6GuonofobGHLIN fekapcTBEHHbIM Mnpenapar,
Grocnmunnap) - GUoNorMYecKkMn NekapcTBEHHbIVM MpenapaT, KOTOPbI COOEPXXUT BEPCUI0 OEVCTBYIOLLEro BelecTBa
3apEerMcTpMpoOBaHHOIO  OMOMNOrMYEcKOro  OpPUIMHANbHOrO  JIEKAPCTBEHHOro npenapata  wnu  pedepeHTHOro
NEKapCTBEHHOrO npenapara v No KOTOPOMY NMPOAEMOHCTPUPOBAHO CXOACTBO (Nogobre) Ha OCHOBE CPaBHUTENbHbLIX
nccrneaoBaHWI No nokasaTensiM kavyecTsa, GMONOrMYecKor akTMBHOCTU, 6e30nacHOCTY U 3PPEKTUBHOCTY;

2) 61MOOOCTYNHOCTb - CKOPOCTb U CTEMNEHb, C KOTOPOW aKTMBHOE BELLECTBO BCACbIBAETCS U3 NEKapCTBEHHOW
POpPMbI M CTAHOBMTCS AOCTYMHbIM B MECTE AENCTBUS;

3) Buonoruyeckmin NekapCcTBEHHbIV NpenapaT - NeKkapCTBEHHbIM npenapaT, AeNCTBYHOLLEeEe BELLECTBO KOTOPOro
Npou3BeAeHO WK BbIAENEHO M3 GUOMOrMYecKoro WCTOMHUKA M ANs ONMCaHWA CBOWCTB WM KOHTPONsS KayecTBa
KOTOPOro HeobXxoouMMO coyeTaHue OUOMOrnyYeckUx U  (PU3MKO-XMMUYECKMX METOAOB aHanmsa C  OLEHKON
NPOM3BOACTBEHHOIO NpoLecca U METOAOB €ro KOHTPOIS;

4) BUOTEXHONOTMYECKUIA NEKApCTBEHHBIN NpenapaT - fiekapCcTBEHHbIV nNpenapar, NPon3BeAeHHbIN NMPU NOMOLLN
OMOTEXHOMOrMYECKMX MNPOLIECCOB U MPUMEHEHMSI METOOOB C WUCMONIb30BaHMEM TEXHOMOrMU PEKOMOMHAHTHOW
[E30KCMPUOOHYKIENHOBOW KUCINOTbI, KOHTPONUPYEMOW 3KCMPECCUMU FeHOB, KOAMPYOLWUX BblpaboTKy Guonornyecku
aKTMBHbIX 6ernkoB, MMOPUOOMHBLIX TEXHOMOMMIN, MOHOKMOHAmNbHBLIX AHTUTEN WAWM ApYyrMx OGUOTEXHONOrnYeckux
NnpoL,EeccoB;

5) 6uodapmaueBTuyeckass cuctema knaccudukaumm (ganee - BCK) - HayyHas cuctema knaccudukauum
aKTMBHbIX BELleCTB Ha OCHOBE WX pacTBOPUMOCTM B Ccpedax C  onpedeneHHbIM  MokasaTenem
kucnoTHocTu/wenoyHocTn (pH) n cteneHn NpoHMKaHWA Yepes CTEHKY KULLIEYHUKA;

6) Guonorvyeckas 3KBMBANEHTHOCTb (OMOSKBMBANEHTHOCTL) - OTCYTCTBUE 3HAYMMbIX PA3NMYUA MO CKOPOCTU U
CTEeneHn, C KOTOpbIMM [OENCTBYHOLLEE BELIECTBO WM aKTUBHAS YacTb MOJIEKyNbl OEeNCTBYHOLEro BellecTBa
hapMauEeBTUYECKUX SKBUBANEHTOB UNU hapMaLeBTUYECKUX anbTepPHATUB CTAHOBATCSA AOCTYMNHLIMW B MECTE CBOETO
OENCTBMS NpU BBEOEHWU B OOMHAKOBOMW MOJSIPHOW [03€ B CXOXMUX YCINOBWUSIX B WUCCMELOBaHWM C HaAnexaiium
An3anHoM;

7) opurnHanbHbI NeKapcTBEHHbIA NpenapaT - NekapCTBEHHbIV npenapaTt C HOBbIM AEWCTBYIOLLMM BELLECTBOM,
KOTOpbIA OblNT MepBbIM 3apPErMCcTPUPOBaH M pasMelleH Ha MUPOBOM hapMaueBTMYECKOM PbIHKE Ha OCHOBaHWUM
OO0Cbe, coaepXxallero pesynbTaTbl MOJSHbIX AOKIUHUYECKUX (HEKMMHUYECKUX) W KIMHUYECKMX WCCeaoBaHUN,
noaTBepXaarLwmx ero 6€30nacHOCTb, KA4eCTBO U 3(PEKTUBHOCTD;

8) npouenypa «buoBeriBep» - npouedypa, B COOTBETCTBMM C KOTOPOW OMNpeAeneHue SKBUBAINEHTHOCTU
BOCNPOM3BEAEHHOIO NEKapCTBEHHOrO cpeacTBa (reHepuka) MpoBOAWUTCS Ha OCHOBaHUM GuodhapmaleBTUYECKON
cuUCTEMBbl  Knaccudukaumm W pesynbTaTOB  CPaBHUTENbHLIX UCCMeaoBaHW BHE opraHuama (MH-BUTPO) C



MCMosnb3oBaHMEM UCMbITaHUst «PacTBopeHne» 1 NpuMeHsieTcsl Ans TBepAbIX NekapCTBEHHbIX (OpM HeMeaneHHOro
BbicBOOOXAeHMS (1 n 3 knacc no GnodapmaLeBTUYECKOM CUCTEME Knaccudmkaumm);

9) rMbpuaHbIM NeKkapCTBEHHbIM MpenapaTt - NeKkapCTBeHHbIV npenapaTt, He nognajarowwmin nog onpegerneHve
BOCMPOM3BEAEHHOIO NeKapCTBEHHOro npenapaTa npu HEBO3MOXHOCTW MOATBEPXKAEHUS ero BMO3KBMBANIEHTHOCTH C
MOMOLLIbIO MCCRefoBaHui BMOQOCTYMHOCTH, a Takke B cryyae, ecnv B A4aHHOM npenapaTte MPOW3OLLNN N3MEeHeHUs
AENCTBYIOLLEro BeLlecTBa (BeLeCTB), NokasaHWM K NPUMEHEHWIO, A03NPOBKWU, NEKApPCTBEHHON (HOPMbl UK NyTu
BBEEHWNS N0 CPABHEHUIO C OPUTMHANbHBIM NpenapaTom;

10) romeonaTuyeckuin rnekapcTBEHHbIM npenapat - feKapcTBeHHbIM npenapaTt, MNPOU3BEAEHHbIA Mo
romMeonaTn4eckon TEXHONOMMM C WCMONb30BAHMEM FOMEONaTUYECKOro Chbipbsi B COOTBETCTBUM C TpebosBaHuaMU
dapmakonen Pecnybnukn KasaxctaH un (unv) EBpasninckoro 3KOHOMMYECKOro Cok3a Uin B Criyyae ux OTCYTCTBUSA B
COOTBETCTBMU C TpeboBaHMAMMN roMmeonaTuiecknx dapmakonen;

11) nekapcTBeHHOe CpeACTBO - CpeAcTBO, MpeAcTaBnsioliee cobow unu copepxallee BeLllecTBo nmbo
KOMOMHaUMIO BeLlecTB, BCTynalolee B KOHTaKT C OPraHM3MOM YenoBeka, MnpefdHasHavyeHHoe AN NeYeHus,
npodunakTukn 3abonesaHnin Yernoseka WM BOCCTAHOBMEHWS, KOPPEKUMN UMNU M3MEHEHMSA ero (PU3nonormn4eckmx
yHKUMIA nocpeacTBoM hapMakonormyeckoro, MMMyHonorn4eckoro nnbo metabonmyeckoro BO3AencTsns, unu ans
AnarHoCTnkn 3abonesaHni 1 COCTOAHUS YeroBeka,;

12) 3aknoyeHve o 6e3onacHoCcTU, 3PEPEKTUBHOCTM U KayeCTBe NeKapCTBEHHOro cpeactBa - AOKYMEHT,
codepxXalumin pesynbTaTbl 9KCNEpPTU3bl 3asBMEHHOTO Ha rOCYAAPCTBEHHYI perncrpauunio, nepeperncTpaumio unm
BHECEHWE N3MEHEHNIN B PErMCTPaLMOHHOE J4OCbe NEeKapCTBEHHOIO CPeACTBa;

13) HepaumoHanbHas KOMBWHaUMA cocTaBa JlekapCTBEHHbIX CPEACTB - COCTaB MeKapCTBEHHOro CpeacTea, He
COOTBETCTBYIOLLMIA NpeanonaraeMbiM hapmMaKkonorniyeckm CBOMCTBam 1 AENCTBUIO;

14) VHCTPYKUMS NO MEAULMHCKOMY MPUMEHEHUIO NEeKapCTBEHHOrO CpeacTBa (NUCTOK-BKNaAbIW) - OOKYMEHT,
copepxaLummn nHdopmaumio ans NoTpedbutensa 1 conpoBOXAatoLLMIN NeKapCTBEHHbIV Npenapar B yNaKoBKe;

15) HOpmaTWMBHLIA [OOKYMEHT NO KayecTBY I€KapCTBEHHOro cpeacTBa - [AOKYMEHT, YCTaHaBrMBaloLM
TpeboBaHUs K KOHTPOMIO KayecTBa JEKapCTBEHHOro CPeAcTBa B MOCTPErMCTPAUMOHHBIA MEPUOL Ha OCHOBAaHWU
NPOBEAEHHON 3KCMepTW3bl JEeKapCTBEHHOTO CpeAcTBa MpWM €ro pernctpaunm u copepxawimin  cneuundukaumio,
OMUCaHNe aHanUTUYeCKNX METOAMK U UCTbITaHWI NeKapCTBEHHOrO CPeAcTBa UMM CCbIIKM Ha Takue MCMbITaHus, a
TaKkKe COOTBETCTBYIOLLME KPUTEPUM MPUEMIIEMOCTMN AN Noka3aTenen KayecTsa;

16) cTaHgapTHble o06pasubl NEeKapCTBEeHHbIX CyGCTaHUuMiA M MX NpUMeceill - BellecTBa CpaBHEHUs,
ncnosnb3yemble Npu NPOBeAEHNN SKCNEPTU3bI UCTILITYEMbIX NeKapCTBEHHbIX CPeaCTB;
17) npousBoguTeNls NEKAPCTBEHHbIX CPEACTB - OpraHvM3auusl, OCYLLEeCTBRslas [OeATeNbHOCTb Mo

NpPOu3BOACTBY NEKapCTBEHHbLIX CPEACTB U MMEIOLLAs NMMLEH3NI0 Ha NPOM3BOACTBO NEeKapCTBEHHbIX CPEeACTB;

18) nekapcTBEHHOE pacTUTENbHOE Cbipbe - CBEXWE WNWN BbICYLUEHHble pacTeHus, BOAOPOCHM, rpubbl unm
nVWanHukn nnMbo mx 4YacTu, uenbHble UM U3MenbYeHHble, WCNoMb3yeMble A/ MPOM3BOACTBA MeKapCTBEHHbIX
cpencTs;

19) obLiasn xapakTepucTuKa fiekapCTBEHHOro cpecTBa - AOKYMEHT, yTBEPXAAEeMbIN YNONIHOMOYEHHbIM OpraHoM
npu rocygapcTBEHHON perMcTpauuy nekapcTBEHHOTO CPEeACTBa, CopepXalimn WHdopMaumio Ans MeOUUMHCKUX
paboTHMKoB 0 6e3onacHOM 1 ahdEeKTUBHOM NPUMEHEHUW NleKapCTBEHHOMO Npenapara;

20) nekapCTBEHHbIN NpenapaTt C XOPOLLO U3YyYEeHHbIM MEAULMHCKUM MPUMEHEHMEM - NleKapCTBEHHbIV npenapar,
AENCTBYIOLLIEE BELLECTBO KOTOPOrO XOPOLUO M3Y4YEeHO B XO4€ MEAMLMHCKOrO NMPUMEHEHWS, NPpu 3TOM Mpu3HaHbl ero
adhpeKTMBHOCTL M npuvemnemas creneHb 6e30nacHOCTW, MOATBEPXAEHHble NoApPOGHLIMKM Bubnunorpacdunyeckumm
CCbINikaMmn Ha OnMyGnUKOBaHHbLIE AAHHbIE O MOCTPErNCTPALMOHHBIX U (UNN) ANMAEMUONOTMYECKUX NCCNEAoBaHNsAX, 1
npoLso He MeHee 10 neT ¢ AaTbl NEPBOro CUCTEMATUYECKOTO U [OKYMEHTUPOBAHHOIO NMPUMEHEHUA AEeNCTBYIOLWEro
BelLeCTBa (OeVCTBYIOLWMX BELLEeCTB) 4aHHOTO NIeKapCTBEHHOro Npenapara;

21) BbICOKOTEXHONOIMYECKUA TEKAPCTBEHHbLI MpenapaT - feKapCTBEHHbI npenapaT, SBNALWMIACS
reHoTepaneBTUYECKUM NIEKAPCTBEHHBLIM MpenapaToMm, fieKapCTBEHHbIM NpenapaToM Ha OCHOBE COMATUYECKUX KINETOK
Unu NnpenapaToM TKaHEBOW UHXEHepWU;

22) VUMMYHOMOTMYECKUA NeKapCTBEHHbIN npenapaT (MMMyHOOMONOrMYeckui nekapCcTBEeHHbIN npenapaT) -
neKapcTBEHHbIV npenapaT, NpefHasHayYeHHbIn ANng (OPMUPOBAHUS aKTUBHOMO UMM MAacCMBHOIO MMMYHUTETa WIn
AVarHOCTUKN HanMuMs UMMYHUTETa, UNN OUArHOCTUKM (BblpaboTkn) cneumndrnyeckoro npuobpeTeHHOro n3aMeHeHus
UMMYHOIOIMMYECKOro OTBeTa Ha anneprusnpyloLlme BeLLecTsa;

23) nnaH ynpaeneHus puckamu - nogpobHoe onncaHve cucTembl ynpasreHus puckamu;

24) nepuopuyecknin ObBHOBNSEMbIi oT4eT Mo 6e3onacHOCTM - OTYeT AepxaTens perncTpaurMoHHOro
YAOCTOBEPEHNS NekapCTBEHHOIO npenapara 3a onpeaerneHHbln Nepuos BpEMEHN B TeYeHMe NoCTPErncTpaLnoHHOro
nepuoaa npegocTaBnsaemMbli Ans OLEHKN COOTHOLLEHNS «MOMb3a - PUCK» NEKapCTBEHHOrO npenapara;

25) BoCnpom3BedeHHbI NeKapCTBEHHbIM npenapaTt (reHepuk) - feKapCTBEHHbIN npenapaT, KOTOpbi MMeeT
TaKOWN Xe KONNYECTBEHHBIN U KaYeCTBEHHbIN COCTaB AENCTBYIOLMNX BELECTB U Ty Xe NEeKapCTBEHHYO (hopMy, YTO 1
OpWrMHarnbHbIA NeKapCTBEHHbIN npenapaTt, U OMO3KBMBANEHTHOCTb KOTOPOrO OPWUIMHANbHOMY IEKapCTBEHHOMY
npenapaTty NoATBEPXXOAaeTCs COOTBETCTBYKOLUMMU uccregoBaHuamun buogocTynHocTu. PasnuuyHble conu, adwmpel,
n3oMepbl, CMECU N30MEPOB, KOMMMEKCHI UMK MPOM3BOAHbIE OEVCTBYIOLLEro BELECTBA NPU3HAIOTCA OOHUM U TEM Xe
AENCTBYIOLMM BeLLeCTBOM, ecnu nx 6e3onacHocTb U adhdEKTMBHOCTb CYLLECTBEHHO He oTnuyarTcs. PasnuyHblie
nekapcTBeHHble hopMbl ANs nNpueMa BHYTPb C HeMeAneHHbIM BbICBOOOXAEHMEM BELLECTB MPU3HAIOTCA B pamMKax
nccneaoBaHuin 6UoOCTYNMHOCTU OOHOM U TOM XXe NEKapCTBEHHOW (DOPMOWA;

26) cTpaHbl pervmoHa MexayHapoaHOW KOHMepeHUMn Mo rapMoHM3aumMM TeXHUYECKMX TpeboBaHuM K
perncTpauumn nekapcTBEHHbIX MpenapatoB Ans meauuuHckoro npumeHenus (ICH) (AnCndnd) - rocypapcTea,
perynaTopHble OpraHbl KOTOPbIX BXOAAT B COCTaB ydypeauTernen n noctosiHHbIX yneHoB ICH (cTpaHbl EBponerickoro
coto3a, CoegunHeHHble LWTatbl Amepuku, AnoHus, Lsenuapus, KaHaga) (ganee - ctpaHbl pernoHa ICH (AnCudiny));

27) OJKcnepTHbI COBET rocygapCTBEHHOW 3KCMEPTHOWM opraHu3aumm (ganee - OKCNepTHbI COBET) -
KomnnervarnbHbI OpraH, Co3faBaeMblii B rOCyAapCTBEHHOW SKCMEPTHOW OpraHu3auun no pacCMOTPEHWIO CMOPHbLIX
BOMNPOCOB B pesynbTatax 9KCNepTU3bl, OCHOBaHUW (MPUYMH) BblAAYW OTpULATENbHbLIX 3aKMlYeHUA no



adpheKkTMBHOCTM, GE30MacHOCTM W KAYecTBY JIEKAPCTBEHHLIX CPEACTB, M3OENUA MEAMLMHCKOrO Ha3HavyeHus wu
MEeOMLIMHCKON TEXHVKM M MPUHATUIO OKOHYATENBbHOIO PELUeHNS;

28) opdhaHHbIV (pedKkuin) nekapCTBEHHbLIN npenapaT - JIeKapCTBEHHLIN npenapat, npefHas3HaYeHHbl Ans
AVarHoCTUKK, 3TUOMNATOreHeTUYECKOrO UMM NaToreHeTUYECKOro nevYeHnst opdaHHbix (peaknx) 3abonesaHun, YactoTa
KOTOpbIX HE MpeBbIIAaeT odumLmanbHO onpeaeneHHoro ypoBHs B Pecnybnvke KasaxcTah;

29) nNpou3BOACTBEHHas nnowiagka - TeppuTopuanbHO 060COGNEHHBLIN KOMMAMNEKC npou3BoguTens
NeKapcTBEHHbIX CPeacTB, MEeOWMUMHCKUX W3Jenuin, npefHasHayeHHbln AN BbIMNOMHEHWs Bcero npouecca
NpOu3BOACTBA NeKapCTBEHHbIX CPEACTB, MEANLMHCKUX N3AENNIN UK ero onpeaeneHHblX cTagun,

30) sasBuTenb - paspaboTumk, MNPoOM3BOAUTENDb, AepXaTenb PerucTpaumMoHHOro YAOCTOBEPEHUS WK KX
[OBEPEHHOE IULO, YMNONMHOMOYEHHOE MoJaBaTh 3asiBNIeHUe, OOKYMEHTbl U Martepuanbl M BbINOMHATbL AENCTBUS,
npenycMOTpPeHHbIE OBEPEHHOCTBIO JOBEPUTENS Ha NPOBEAEHME 3KCMEPTU3bl MPU perncTpaumm, nepepernctpauum
BHECEHWUN N3MEHEHWI B PEMMCTPALMOHHOE JOChE NEeKapCTBEHHbIX CPEeaCTB;

31) pagnodapmaleBTUHECKMIN NEKAPCTBEHHBIN Npenapar - fIekapcTBEHHbIV NpenapaT, cogepXalyuii B roTOBOM
ANs MPUMEHEHUSA COCTOSAHWM OAMH WNW HECKONbKO PaAvOHYKNMAOB (paguvOaKkTUBHBIX WM30TOMOB) B KavecTBe
AENCTBYIOLLIEro BELLECTBA MU B COCTaBe AENCTBYIOLLEro BELLEeCTBa;

32) pedepeHTHbIN NekapCTBEHHbIN Npenapar - NekapCTBEHHbIN npenapaT, KOTOpbI UCMONb3yeTCs B KayecTse
npenapata CpaBHEHUS W HABNAETCA 3TaNoHOM, MO KOTOPOMY oOfnpeaensTcs  (HOPMUPYIOTCH) CBOWCTBa
nieKkapCTBEHHOrO npenapara;

33) Hapnexawas npou3BOACTBEHHAs MpaKTUKa - COCTaBHasd 4acTb CUCTEMbl obecrneveHus KayecTsa,
rapaHTupyoLlas Npon3BoACTBO M KOHTPOIb KAa4ecTBa NeKapCTBEHHbIX CPEACTB NO CTaHAapTaM B COOTBETCTBUM C UX
npegHasHayeHnem n TpeboBaHUSIMM PermcTpaLmoHHOro LOChE;

34) perucTpauuoHHOe [OCbe - KOMMMNEKT [OOKYMEHTOB M MaTepuarioB YCTAHOBIEHHOrO COAepXaHwus,
npeacTaBnAeMbIv K 3asiBNIEHNIO HA SKCNepTuay;

35) pepxartenb perncTpaumMoHHOrO YOOCTOBEPEHMS - OpUaMYeckoe nuuo, Ha KMMS KOTOPOro BblgaHO
permcTpaLuoHHoOe yaoCTOBEPEHUE Ha NeKapCTBEHHbIV npenapar;

36) BHeceHWe U3MeHeHu B permcTpaumoHHoOe JOCkbe - U3BMEHEHWS, BHOCUMbIE 3a8BUTENEM B PErMCTPALMOHHOE
[OCbe B TEeYEeHWe OEWCTBUS PErncTpauyMoHHOrO YAOCTOBEPEHMWS, HE BrufllMEe oTpuuaTenbHO Ha 6e30nacHoOCTb,
3(phEKTUBHOCTL M KA4YEeCTBO NEKAapCTBEHHOrO CpeacTBa M Nnoasnexalime aKCnepTnu3e B COOTBETCTBMM C HACTOALLMMU
[MpaBunamu;

37) cdapmaueBTuyeckass cybctaHumsa (akTmBHas papmaieBTnyeckasi cybcTaHums) - nekapCTBEHHOE CpeacTBo,
npegHasHayYeHHoe AN Npou3BoACTBa U U3rOTOBMNEHNS NEKApCTBEHHbIX NPenapaTos;

38) wuccnegoBaHMe 9KBMBANEHTHOCTM - WUCCMEeAOBaHME, KOTOpOEe onpefenseT 3KBUBANEHTHOCTb Mexay
reHepMKOM N OpUrMHanNbHbIM (pedepeHTHbIM) NeKapCTBEHHbIM CPEACTBOM MPU UCMONb30BaHUN UCCNEA0BAHUA WH-
BMBO (BHYTpW opraHuama) u (Mnm) uH-BuTpo (BHE opraHvMama).

MaBa 2. MNopaaok npeaocTaBneHNA perucTpaunoHHOro focbe Ans NpoBeAeHUs 3KCNepTUsbl
JNleKapCTBeHHbIX CpeacTB

8. [na npoBedeHus 3KCNepTM3bl B LIENAX roCyAapCTBEHHOW perucrpauuv, nepeperuncrpaumm M BHECEHWS
U3MEHEHUA B PEerucTpaumMoHHOE [OCbe IeKapCTBEHHOrO CPEACTBa 3asBWTElNb 3aknoyaeT C rocyfapCTBEHHOMN
SKCNEepPTHON OpraHu3auMen [[OoroBop Ha npoBeAeHue 3KenepTusbl UM npegocTaeBndeTr B LeHTp obcnyxvBaHus
3asBuUTENeln rocyqapCTBEHHOW aKCNepTHOW opraHnsaumu (aanee - LIO3) cnepytolume 4OKYMEHTbI U MaTepuansl:

1) 3asBneHuMe Ha NpoBeAeHWe 3KCMepTu3bl f1eKapCTBEHHOro cpefcTBa (pganee - 3asABreHve) no dopme
cornacHo npunoxeHuio 1 K Hactoswmm lMpasunam;

2) perncTpaumoHHOe JOCbe Ha 3NEKTPOHHOM HocUTene:

nepeyeHb OOKYMEHTOB, MpedoCTaBnseMblX ANS 3KCNepTu3bl npoussoguTensmu PecnyGnukn KasaxctaH no
dopme CornmacHo NPUNoXeHuo 2 K HacTosAwwmMm MNpasunam;

nepeyeHb JOKYMEHTOB, NpefocTaBnsaemblx B hopmate OBLLEro TEXHNYECKOro AoKyMeHTa, Mo hopme CornacHo
npunoxenunto 3 k Hactosawwmm MNpasunawm;

3) obpasubl nekapcTBeHHbIX CPeacTB, CTaHAapTHble 06pasubl XMMUYECKMX BeLLecTB, cTaHAapTHble o6pasubl
6uonormyecknx npenapartos, TECT-LUTAMMbl MUKPOOPraHW3MOB, KyrbTypbl KNETOK, B KONMYeCTBax, AOCTAaTOYHbIX A4S
TpexKpaTHbIX 1abopaTopHbIX WCMBbITAHWA C OCTAaTOYHbIM CPOKOM TFOAHOCTUM He MeHee LiecTu MecsueB (3a
UCKINIOYEHNEM cryyaeB, He TpebyloLmx NpoBeAeHUst NabopaTopHbIX UCMbITaHWR);

4) cneundmyeckne peareHTbl, pacxogHble MaTepuarnbl, NPYMEHseMble Mpu NPOBEAEHUM NabopaTopHbIX
UCMbITaHU NeKapCTBEHHbIX CPEACTB;

5) konuio AOOKyMeHTa, MOATBEpXAalowWero onnaTty 3asBuTenemM CyMMbl AnS NpPOBEOEHUs SKCNepTusbl Ha
pacyeTHbI CHET rocyJapCTBEHHOW 3KCNEPTHOM opraHm3auuu.

dopmupoBaHMe 3asBEeHUS Ha NPOBEAEeHWEe IKCMEPTU3bl NeKapCTBEHHbIX CPeACTB C MPUMOXEHWEM MNepeyHs
AOKYMEHTOB, MpefocTaBnsemMblX AN 3KCnepTusbl  npoussBogutensmu Pecnybnuku  KasaxctaH, cormacHo
npunoxexno 2 Kk Hactoawmm [paBunam wnm nepeyHs OOKYMEHTOB, npedocTtaBnsieMbix B dopmarte Obuiero
TEXHUYECKOro AOKYMEHTa COrmacHoO npunoxeHuio 3 K HacToswmm [pasunamMm ocCyLlecTBNsSeTCA 3asBuUTEnemM B
MHOPMAaLMOHHOW CUCTEME rOCYAapCTBEHHOMN SKCMEPTHOW opraHn3aumm no MHAMBMAYansHOMY Napornio.

9. TllepedveHb npegocTaBnseMblX MaTepuanoB PerucTpauMoHHOrO [0Cbe B 3aBMCUMMOCTM OT  BuAaa
NneKapCTBEHHOro cpeacTBa COOTBETCTBYET NPUITOXeHUIO 4 HacToawwmx MNpasun.

10. Cneumanuct LIO3 B TeuyeHme opgHoro pabo4vero OHs Mocrne npvema [OKYMEHTOB, MpeayCMOTPEHHbIX
nyHKTOM 8 HacTosawwmx MNpasun:

1) ocyLLecTBNAET perncTpaumio 3asiBNneHns B nporpaMmMHOM obecneyeHnu;



2) pasmellaeT MHopMaLmio Ha ourumanbHOM canTe rocyaapCTBEHHON 3KCMEPTHOW OpraHnsaunm o NogaHHbIX
Ha 9KCnepTu3y reKapCTBEHHbIX CPeAcTBax (TOProBoe HaMMeHOBaHWe, MeXOyHapogHoe HenaTeHTOBaHHoe
HauMeHoBaHue, nekapcTBeHHas opma, AO3NPOBKA, KOHLIEHTPaLUus, OpraH13auus-nponssoanTenb, CTpaHa);

3) npoBepsieT OCTaTOYHbIN CPOK FOAHOCTM O6Pa3uUoB feKapCTBEHHbIX CPEeAcTB, CTaHAAPTHbIX 06pas3uoB
XMMWYECKMX BeLlecTB, CTaHAAPTHbIX 00pasuoB 6uonormyeckux npenapaTos, TECT-LUTAaMMOB MWKPOOPraHW3MOB,
KynbTyp KNeTokK, crneunduyeckux peareHToB, pacxOfHblX MaTepuanos, HeobxoaumblX Ans BOCMPON3BOAMMOCTU
MeTOAMK TabopaTopHbIX UCMbITAHWI NEeKapCTBEHHOIO CpeAcTBa U BHOCUT AaHHbIE B NporpaMMHoe obecneveHuve.

[ns cobniogeHus ycnosu XxpaHeHnst (TeMnepaTypHbIN PeXuM, BNAaXHOCTb) 06pasLbl NekapCTBEHHbIX CPEACTB,
B TOM YMCME HAPKOTUYECKMUX CPEACTB, NMCUXOTPOMHBIX BELLECTB U NPEKYPCOPOB NPEeAOCTaBNSATCSA HEMOCPEACTBEHHO
B UCMbITaTeNbHYI0 nabopatopuio.

11. Ha aKkcnepTn3y pasnunyHbIxX fekapcTBeHHbIX pOpM OAHOIO M TOro Xe fieKapCTBEHHOro npenapara 3assuterb
npeacTaBnseT 3asBNeHns N PerncTpaumnoHHbIE JOCbE Ha KaKAyo NeKapCTBEHHYO dopmy.

12. MNpw ycnosunn ogHOBPEMEHHOW Nodayvn Ha aKCnepTu3y ieKapCTBEHHOrO nNpenapaTta B O4HOW NekapCTBEHHON
dopme, C pasnnyHOM [O03MPOBKOW, KOHLUEHTpauuen, OOBbeMOM 3anoriHeHVUs 3asdBuTeNb NpeAacTaBnsieT OAHO
3asBieHNe M PerncTpaumoHHoe OO0Cbe C MPUIOXEHNEM MaKETOB YMaKOBOK M 3TUKETOK Ha Kaayl [O3VPOBKY,
KOHUeHTpauuo, 06 bem 3anonHeHns U KONNMYeCTBO 403 B YNaKkoBKe, a Takke HOPMaTMBHOIO AOKyMEHTa No KayecTBy B
crnyyae pasnuyus B MeToamkax KOHTpons.

13. B cnyvyae npepocTaBneHuss BOCMPOM3BEAEHHOro, 6MoaHanorMyHoro fiekapcTBeHHOro npenapata
OTEYECTBEHHbIM MPOM3BOAMTENEM Ha 3KcnepTudy 6e3 AaHHbIX MCCMeOOBaHWN SKBUBAMEHTHOCTW, 3asBUTENb B
perncTpaunoHHOM JOCbe MpefoCcTaBnseT MPOEKT MPOTOKOMa W rapaHTUHOE NUCbMO B MPOU3BONbHON opmMe O
npeaocTaBneHn oTyeTa KIMHUYECKMX nccneaoBaHuin. [pn 3Tom Cpok NpoBeAeHUS NCCIe[OBaHNA He BXOAWT B CPOK
NpoBeAEeHNSA IKCNEPTU3bI NPY perncTpauumn.

14. Tlpn oakcneptnse opdhaHHbIX NeKapCTBEHHbIX NpenapaToB 3asBuTENb NpefocTaBnseT nporpammy
uccrneaoBaHun, pesynbTaTbhl KOTOPbIX ByayT ABNATLCA OCHOBaHWEM AN NepeoLeHKN COOTHOLUEHWUS «MOMb3a-pucky,
c cobniogeHvemM MPUMEHEHUs NekapCTBEHHOro npenapata nog CTporum HabniwogeHnem Bpaya U HeMeaneHHbIM
npefocTaBneHneM KapT-COODOLLEHN O HexenaTemnbHbIX peakumsX, CepbesHbIX HexenaTerbHblX peakumsax n ob
OTCYTCTBUM 3PDEKTUBHOCTY NEKAPCTBEHHOIO MpenapaTta B COOTBETCTBUM C MOPSAKOM YCTAHOBIEHHbBIM MYHKTOM 3
ctatbn 85 Kopekca.

15. B cny4asx npedcraBneHus 3asaButenieM HemnornHoro nakeTa AOKYMEHTOB, a Takke He COBniofeHNs yCnoBui,
npeaycMOTPEHHbIX NYHKTOM 8 HacToswwmx Mpasun cneumanuct LIO3 oTkasbiBaeT B npueme 3asiBneHus.

Mnaea 3. Nopspok NnpoBeAeHUs 3KCNepPTU3bl NIeKapCTBEeHHbIX CPeaAcTB

MNaparpac 1. ATanbl NpoBeAeHNUs IKCNePTU3bI NIeKapPCTBEHHbLIX CPeACTB

16. OKkcnepTn3a NekapCcTBEHHOrO CPEACTBA COCTOUT U3 CriedyoLLnNX 3TanoBs:

1) HavanbHasa akcnepTusa (Banuaaums perMcTpaLMoHHOro AoCke);

2) cneumanuavMpoBaHHas aKCnepTu3a;

3) nabopaTopHbIe UCMbITAHUSA.

17. OkcnepTnsa NPOBOAWUTCS C UCMOMb30BAHUEM 3JMIEKTPOHHOW MpPOrpaMmbl FOCYAapCTBEHHOW 3KCMEPTHOM
opraHunsaumm1, MHTErpMpoBaHHOW C eanHon 6ason gaHHbIX «Cuctema ynpaBneHus nekapcTBEHHOro obecneyeHus»
EaQMHON MHOPMaLMOHHON CUCTEMbI 34PaBOOXPaHEHUS.

Naparpad 2. Mopsaok npoBeAeHUss HaYaNbHOW 3KCNepTU3bl (Banuaauumn perucTpaumMoHHOro fochbe)
neKapcTBEHHOro cpeacTea

18. MNMocne nprvema 3asBNeHMs 3KCMEPTOM NPOBOAMTCS HavarbHas dKCnepTusa (Banugaumsi permcTpaumoHHOro
O0Cbe) NeKapCTBEHHOro CpeacTBa B CPOKU, MPeayCMOTPEHHbIE rMaBon 6 HacToswux Mpaswun.

19. MNMpwu HavanbHOW aKkcnepTU3e (BanMaaunm permMcTpPaLMoHHOIo 40CkE) NEKAPCTBEHHOIO CPeACTBa NPOBOAMTCS
OLEeHKa MNOMHOTLI, KOMMEKTHOCTU U NpaBUIIbHOCTM OOPMMEHUS AOKYMEHTOB, NpPeACTaBeHHbIX 3asBUTENneM B
perucTpaLuoHHOM I0OCbE B OTHOLLEHWUM AoKa3aTenbcTs 6e3onacHoCcTH, 3cpheKTUBHOCTU 1 Ka4ecTBa 1eKapCTBEHHOTO
cpeacTsa.

20. B cnyyae Hanuuus 3aMevyaHMn K OOKYMEHTaM pPervcTpaumoHHOrO [[OCbe 3asiBUTENO  4epes
VMH(POPMALMOHHYKD CMCTEMY HaMnpaBnseTCsl NMUCbMO, 3aBEPEHHOE 3IIEKTPOHHO-LMGPOBON MOAMUCHIO, C YKa3aHUeM
BbISIBMIEHHbIX 3aMeYaHuii 1 HeOOBXOOUMOCTU MX YCTPAHEHUsI B CPOK, HE MPEBbILLIAKLINA WECTLAECAT KaneHAapHbIX
OHen.

21. lpn He ycTpaHeHUW 3amMevaHUn rocyAapCTBEHHas 3KCMepTHas opraHuWsauus HanpaBnsdeT 3asBUTEernto
yBegomrieHune (B NponsBonbHom oopme) 0 NpekpaLleHnm aKCnepTm3bl NekapCTBEHHOro cpeacTaa.

22. o pesynbTaTtam HayanbHOM aKCNepTM3bl (Banvaauumn permcTpaumoHHOro AoCkbe) NekapCTBEHHOro cpeacTaa
C Y4EeTOM BbICTaBMNEHHbIX 3aMeYaHUn COCTaBMSETCA OTYET HavanbHOW 3KCMEePTU3bl (Banugauuy pernctpaumoHHOro
[OCbE) NeKapCTBEHHOrO CPeACTBa COrMacHO MNpunoxeHnio 5 Kk HactodAwwm [lpaBunmam wnm OT4eT HayanbHOM
3KCnepTM3bl  (Banmupauum pPerucTpauuoHHOTO J0Cbe) W3MEHEHUN, BHOCMMbBIX B PErMcTpauMoHHOE [OCbe
neKapCcTBEHHOro cpefcTBa COrnMacHO NpUoXeHuto 6 k HacToswmMm Mpasunam.

Naparpad 3. Mopsiaok npoBeAeHUs cneumanu3npoBaHHON 3KCNepTU3bl NIeKapCTBEHHbIX CpeacTB



23. TlonoxuTenbHbln  pe3ynbTaT HayvanbHOW  3KCNepTusbl  (BanmugauuMum  pPerucTpaumoHHOro  [ocbke)
NeKapCTBEHHOro CpeAcTBa SBMNSETCA OCHOBaHWEM AN MPOBEAEHUS  Creuuanv3vMpoBaHHOW  dKCnepTu3bl
neKkapCcTBEHHOro cpeacTsa B CPOKM, NpeayCMOTPeHHble rnason 6 HacTosawwmx Mpaswun.

24. CneuunanuanmpoBaHHas 3KCnepTu3a fiekapCTBEHHOro CpeAcTBa BKIIOYAET OLeHKY kayecTBa, 6e3onacHoCTy,
3 PEKTNBHOCTN N COOTHOLLIEHUSI NOMb3a-PUCK NMEKapCTBEHHONo CpeAcTBa Ha OCHOBAHUM aHanusa M 3KCnepTu3bl
AaHHbIX B AOKYMEHTax permcTpaumoHHOro Aocbe, B TOM Yucne pesynbTaToB nabopaTtopHbIX UCMbITaHW obpasuos
NeKapcTBEHHOro CPeAcTBa, a Takke OLUEHKY pauuoHanbHOCTM KOoMOMHaUMM OEelcTBYIOLWMX BeLecTB B COCTaBe
nekapcTBEHHOro cpefcTBa B COOTBETCTBUM C lepeyHem HepaumoHarnbHbIX KOMOWHaLMn nekapCTBEHHbIX CPeacTB
COrnacHoO NpUNoXeHuto 7 K HacToswmMm lMpasunam.

25. CneumanuavpoBaHHas 3KCMepTU3a JleKapCTBEHHOr0 CpeAcTBa OCYLUECTBNSETCA [PYNMNoN 3KCnepToB
rOCyAapCTBEHHON JKCMEPTHON OpraHv3auuv C npuBreveHnemM (npu HeobXoAMMOCTM) BHelTaTHbIX MPOMUMbHbBIX
3KCMepTOB.

26. o pesynbTaTtaM W3yvyeHUs [OOKYMEHTOB PEerucTpauMoHHOro [OCbe Ha 3Tane cneuuanns3mpoBaHHON
SKCNepTU3bl 3asBUTEN0 HanpaBnsaeTcsa CBOOHbLIM 3anpoc (B MNpousBonbHOM dopme) no HesonacHocTh,
3(pPEKTMBHOCTM N KAYECTBY NEKapCTBEHHOrO CpeacTBa.

CBoAHbI  3anpocC, 3aBepPeHHbI MNOCPeACTBOM  SMEKTPOHHO-LMMPOBOA MOAMNWCUM  HamnpasnseTcs 4Yepes
WH(OPMAaLMOHHYIO CUCTEMY.

27. 3asBuTenb B TeYeHNe LWEeCTUAECATH KaneH4apHbIX AHEN HanpasnsaeT OTBET U HeobxoAnMble matepuansl Ha
3anpoc rocy4apCTBEHHOWN SKCMEePTHOW opraHn3aumu.

B cnyvyae BO3HMKHOBEHMWS OONOMHUTENbBHBIX BOMPOCOB, KAaCaloLMXCA CBeAEHUN, NPeACTaBeHHbIX 3aaBuTenemM
B OTBETE Ha NpeaLlecTBYIOWUIA 3anpoc, 3asBUTeNlb B TeH4EeHNe TPUALATU KaneHAapHbIX AHEW C MOMEHTa MofyYeHns
3anpoca HanpasnseT OTBET 1 HeobxoAnMble MaTepmarnbl Ha OMONHUTENbBHBIN 3anpoC rOCYAapCTBEHHOW IKCNEPTHOWN
opraHunsauuu.

28. lNpu He npepocTaBneHun 3asiBUTENEM OTBETOB Ha 3anpoc rocy4apCTBEHHOW 3KCNEpPTHOW opraHv3aumn B
YCTaHOBMNEHHbBIN CPOK COMMacHO MyHKTY 27 HactoAwwmx [MpasBun, a Tawke npefoCcTaBrneHWM HEMoNHOro oTeeTta U
HeobxoAVMbIX MaTepnanoB COCTaBMSETCA OTpULATENbHbIN CBOAHBIN OTYET 3KCMEPTOB MO OLeHKEe NeKapCTBEHHOIO
npenapaTta U maTepuarnbl HanpaBnalTCA B OKCMEPTHbIA COBET AN NPUHATUS pelleHns o6 oTkase 1 npekpalieHum
3KCMepPTM3bl TEKapCTBEHHOIO CPeAcTBa.

OKCMepTHbI COBET paccMmaTpuBaeT MOCTYMUMBLUME MaTepuanbl eXeMecsayHO U pesynbTaTbl PeLueHns
HanpaBnSATCH 3asBUTENIO B TEYEHME AeCATU KaneHaapHbIX AHEN.

29. Mo pesynbTatam cneuManuaMpoBaHHOM 3KCMePTU3bl cocTaBnseTcs CBOAHLIM OTYET SKCMEPTOB MO OLEHKe
nekapcTBEHHOro npenapaTta no copme cornacHo npunoxeHunto 8 k HactoAwmm [MpaBunam n CBOAHBIN OTYET
SKCNepTOB MO OLEHKe NekapCTBEHHOro npenapata Npy M3MEeHeHUsAX, BHOCUMbIX B PErMCTPaLMOHHOE AOCbe COrnacHo
npunoxennto 9 k Hactoswmm MNpasBunam. B oTyeTe aKcnepToB MO OLEHKe NekapCTBEHHOro npenaparta oTpaxaroTcs
BCe acnekTbl 6e3onacHoCT, adhdEKTUBHOCTU 1 KayecTBa fekapCTBEHHOro npenapaTa.

Naparpad 4. Mopsiaok npoBeAeHUss Na6opaTOPHbIX UCNbITAHWI JIeKaPCTBEHHbIX CPeACTB

30. B cnyyae nonoxuTenbHOro oTtyeTa CneuvanusavMpoBaHHOM 3KCMepTM3bl NpoBoAasaTca nabopaTopHbie
UCNbITaHNS NEKApCTBEHHOIO CPeACTBA B CPOKU, MPeayCMOTPEHHbIE rMaBow 6 HacTosawwmx Mpaswun.

31. JlabopaTopHble UCMbITaHWS NEKapCTBEHHOrO CpeacTBa OCYLLECTBMSIOTCA B UCMbITATENbHBLIX JTabopaTopusax
rocyapCTBEHHOWN 3KCMEpPTHOM OpraHv3aumun B LieNsx NOATBEPXAEHUSA COOTBETCTBUSA Mokasatenew 6e3onacHocTv v
KayecTBa NekapCTBEHHOIO CpeacTBa W BKITHOYAIoT:

1) ncnbiTaHme o6pasL OB NEKAPCTBEHHOIO CPeACTBa;

2) onpepeneHne BOCNpoM3BOANMOCTM METOAMK aHanm3a.

McnblTaHe 00pas3uoB NEKapCTBEHHbIX CPeacTB € UCMOMb30BAaHWEM  KOMMMEKca  (PUINKO-XUMUYECKUX,
Buonornyeckmx MCCNefoBaHWI HampaBrieHO Ha onpedeneHne KONMMYECTBEHHOr0 U KayeCTBEHHOro coaepXaHus
OEVUCTBYIOLWIMX W BCMOMOraTenibHbIX BELIECTB, MNPUMeECEN, a Tawkke cTeneHn 6uonoruyeckon 6Ge3onacHoCTU
(Mykpobuonornyeckast YNCToTa, TOKCUYHOCTb, MUPOrEHHOCTD).

OnpepenexHne BOCNPOM3BOAMMOCTU METOAMK aHanm3a Mo KOHTPOI KayecTBa IEKApPCTBEHHOrO cpeacTBa
OCYLLECTBNSIETCS B LIENsX NOATBEPXOEHUS UX COOTBETCTBUS, MPEAYyCMOTPEHHbIX HOPMATUBHBLIM JOKYMEHTOM MO
KayecTBy.

32. [TabopaTopHble UCNbITaHUS He MPOBOASTCS MPW:

1) npoaneHun cpoka AOEWCTBUSA PErmcTpauMoOHHOrO yOOCTOBEPEHWSI JEKapCTBEHHOrO cpefctBa (B cny4vae
OTCYTCTBMS peKnamMauuii Ha KayeCcTBO I€KapCTBEHHOrO CpeAacTBa M MO pesynbrataM apmakoHagsopa Ha
6e3onacHOCTb NeKapCTBEHHOrO CpeacTBa), MPON3BEAEHHONO B YCMOBUAX Haanexallen npon3BoACTBEHHOW NPaKTUKN
¥ MPUCYTCTBYIOLLEro Ha hapmaLieBTM4eCcKoM pbiHke Pecnybnuku KasaxctaH He MeHee BOCbMU NeET;

2) akcnepTu3e nekapcTBEHHOro cpeacTsa, Npom3BeaeHHoro B ctpaHax permoHa ICH (AnCudny);

3) aKkcnepTM3e  neKapCTBEHHbIX  CpeacTB,  MpekBanuduumpoBaHHbiXx  BcemwupHom  opraHusaumen
30paBOOXpaHeHus:;

4) npoaneHnn cpoka AeNCTBUSI PEFMCTPALMOHHOIO YAOCTOBEPEHNSI NNEKAPCTBEHHOIO CPEACTBA, MPON3BELEHHOTO
B Pecnybnuke KasaxcraH.

33. B cnyyae BbiIBNeHUs 3ameyaHuin No pesynbTatam nabopaTtopHbIX UCMbITAHWIA 3asBUTENO HanpaBrseTcs
MUCbMO C YKa3aHWEM BbISBIIEHHbIX 3aMeYaHuM M HeobXOOMMOCTU WX YCTPAHEHUS B CPOK, He MpeBblIaLLniA
OeBSHOCTa KaneHaapHbIX AHEN.

34. MNpn He npegocTaBneHUN 3asiBUTENEM OTBETOB BbICTABIEHHbIE B NMUCbME rOCYyapCTBEHHOW 3KCMEpPTHOM
OopraHvMsaumMM 3ameyaHusi B YCTaHOBIEHHbIA CPOK cormacHo nyHKTy 33 Hactoswmx [NpaBun n oTpuuaTenbHbIX
pesynbTaTtax nabopaTtopHbIX UCMbITAHWIA MaTepuansl HaNPaBnsATCA B OKCNEPTHLIA COBET ANS NPUHSATUSE peLleHust
06 oTKase 1 nNpekpaLLeHnn aKCnepTU3bl NiekapCTBEHHOIO cpeacTBa.



35. Mo pesynbTaTtam nabopaTopHbIX MCMbITAHWUI NIeKapCTBEHHOrO CpPeAcTBa WUcnbiTaTenbHoW nabopaTopuei
COCTaBMsAeTCs MPOTOKOMN UCMbITaHWUI Mo dhopme cornacHo npunoxexuto 10 kK HacToAwwmMm Mpasunam.

36. B cnyyasx HEBO3MOXHOCTV NpoBeAeHUs nabopaTopHbIX UCMbITaHN 0BpasLOB NeKapCTBEHHbIX CPeACcTB B
ucnbiTatensHow nabopaTopun rocy4apCTBEHHOW 3KCMEePTHOW OpraHv3auuv, B TOM 4YuCNe Npu UX OTHECEHWUU K
KaTeropum opdaHHbIX, HAPKOTUYECKMX, MCUXOTPOMHbIX WNWN MPEeAHa3HaYeHHbIX Afs FeYeHUs BblCOKO3aTpaTHbIX
HO30MOMMN  BCReACTBME WX BbLICOKOW CTOMMOCTW, HEBO3MOXHOCTU COOMIOAEHUs YCIOBUA  TPaHCNOPTUPOBKY
yka3aHHbIX 06pa3uoB Ha Tepputopuio Pecnybnvkm KasaxctaH u (Mnuv) Ux XpaHeHuwn, OTCYTCTBMWM crnevumanbHOro
06opyaoBaHNS M pacxXxofHbIX MaTepuanoB B 3JKCNEPTHOW oOpraHusauum K B Cnydvasx, €Cnv HopMaTUBHbLIMU
AOKYMEHTaMy Mo KayecTBy NPOAYKLMW YCTAHOBMEHbl WCMbITaHMA, CBSA3aHHble C 6onblvMu 3aTpatamu cpeacTs
nponsBoauTens, AOPOrosusaHon obpasuos, ¢ obpasuamu, TpebylowyMu 0cobbix YCMOBUA TPaHCMOPTUPOBKMU,
cneuundunyeckoro obopyaoBaHUs U BCiOMOraTesflbHbIX CPeAcTB nabopaTopHble UCMbITAHUS MPOBOAATCH B
NPUCYTCTBUW NPeACTaBUTENen 3KCNepPTHON opraHn3aummn B nabopaTtopun KOHTPONS KayecTsa NPOU3BOAUTENSA UMK B
KOHTPaKTHOM nabopaTopun, NCNOMb3yeMOon NPON3BOANTENEM.

Mo pesynbTaTtam nabopaTopHbIX UCMbITaHNA coctaenseTcs OTYeT o pesynbTaTax NnpoBeAeHns nabopaTopHoro
ucnblTaHns B nabopatopum KOHTPONSA kavecTBa NpOU3BOAMTENS UMW B KOHTPAKTHOW nabopartopuu, UcCnonb3yemon
npoussoanTenem cornacHo npunoxexuto 11 k Hactoswmm Npasunam.

FnaBa 4. NMopsaok hopMUpoBaHUsA pe3ynbTaTOB NPOBeAEeHHOW 3KCNepPTU3bl JlIeKapCTBEHHbIX CPeacTB

37. Tlo OKOHYaHuMM 3KCMEPTU3bl (HavanbHOW 3KCNepTU3bl (Banupauun pPerucTpalMoHHOro  A0cChbe),
crneuvanuaMpoBaHHOW 3KCNepTU3bl U nabopaTopHbIX UCMbITaHWIA) 3asBMTENb B TeYeHWe TpuauaTh KaneHgapHbIX
AHEN, He BXOAALMX B CPOK NMPOBEAEHUSA 3KCNEePTU3bl COrnacoBbIBaeT C rOCYAapCTBEHHON IKCNEPTHOWM opraHusauuen
obwme (agMMHUCTpaTMBHbLIE) CBEOEHUS O IeKapCTBEHHOM mfpenaparte, WTOroBble [OKYMEHTbl (HOpMaTMBHbLIV
AOKYMEHT MO Ka4ecTBY, MHCTPYKUMIO NO MEAULMHCKOMY MPUMEHEHNIO U MapKMPOBKM MaKeTOB YNakOBKW, 3TUKETOK,
CTUKEPOB).

CornacoBaHune OCYLLECTBNSAETCA B 3MIEKTPOHHOM BuAe NO MHAMBWAYaNbHOMY Maposo Yepes MU4YHbIA KabuHeT
Unu NyTeM NpefocTaBlIEHNsI NINCTa COrMNacoBaHus.

38. lMo pesynbTatam NpOBEAEHHOW 3KCNEPTU3bl NEKAPCTBEHHOrO CpeacTBa roCy4apCTBEHHas 3KcnepTHas
opraHusaums cocTaBnseT 3aknoyveHne o 6e3onacHOCT, IPPEKTUBHOCTN M KayecTBe NeKapCTBEHHOro CpeAacTsa,
3asBNIEHHOrO Ha 3KCMEepTWU3y COorfacHo npunoxeHunto 12 k HacToswmm MNpasBunam un 3aknioyveHne o 6esonacHocTn
9P(PEeKTMBHOCTM M KayeCTBE FNEeKapCTBEHHOrO CpeAcTBa 3afABMEHHOr0 Ha JKCNepTU3y W3MEHEHWI, BHOCUMMbIX B
perncTpaumoHHoOe JOCbE COrnacHo npunoxeHuto 13 k HacToswum Mpasunam.

39. F'ocypapcTBeHHas 3KcrnepTHas opraHuM3auus HanpaBnseT B 3MEKTPOHHOM BWAE C 3MEeKTPOHHO-LMcpoBoi
NOANUCBI0 pPyKOBOAMTENS (UMW YNOMHOMOYEHHOTO NMua) U OTBETCTBEHHbLIX MWL, MPOBOAMBLUMX 3KCMEPTM3Y, B
rocyapCTBEHHbIV OpraH:

3akrntoveHne o 6esonacHocTn, ahPEKTUBHOCTM N KAYECTBE NEKAaPCTBEHHOIO CPEACTBA;

0o6LUYy0 XapaKTepuCTUKY IeKapCTBEHHOrO CPeacTBa, 3apernMcTpUpPOBaHHYK WMHCTPYKLUUIO MO MeOULMHCKOMY
NPUMEHEHNIO NekapCTBEHHOIO nNpenapara (IMCTOK-BKagbiLl) Ha Ka3axCKOM U PyCCKOM fA3blkax, paspabaTtbiBaemyto B
COOTBETCTBMM C MOPSAKOM YCTAHOBMEHHbIM NyHKTOM 5 cTtatbm 75 Kogekca M COrmacoBaHHYK 9KCMEepPTHOW
opraHusauuen;

MakeTbl YNaKoBOK, IJTMKETOK, CTUKEPOB IIEKAapCTBEHHOr0 CPeAcTBa, Ha Ka3axCKOM M PYCCKOM  A3blKax,
cornacoBaHHble 3KCNepPTHOM opraHn3aLmnen.

40. 3akntoyeHne o 6e3onacHocTH, 3PEKTUBHOCTU U KaYeCTBE NIEKapCTBEHHOIO CPEACTBa AENCTBUTENBHO CTO
BOCEMb/ECAT KaneHaapHbIX AHEN. B cnyyae ncreveHus cpoka OeWCTBUSA 3aKIOYEHWs], 3asBUTENb NOBTOPHO NofaeT
3asiBNeHne, AOKYMEHTbI Y MaTepuanbl Ha NPOBeAEHMEe SKCNEPTU3bl NIEKAPCTBEHHOIO CPEACTBA, NPeaYCMOTPEHHbIX B
nyHkte 8 HacTosawwmx Mpasun.

41. Ins nekapCTBEHHbIX CPeACTB OTE4YECTBEHHOro NPOM3BOACTBA, MPOM3BOAUMBIX NS IKCNOPTa N BHYTPEHHETO
pblHKa CTPaHbl MO PasHbIMU TOProBbIMU Ha3BaHWSAMU, 9KCMEPTM3a MPOBOAUTCH C Bblgayen OAHOrO 3aKMioYeHus O
©6e3onacHocT, 3hPEKTUBHOCTM 1 KaYecTBe.

42. OcHoBaHUSIMM Bblga4u oOTpUUATENBbHOro 3akntoyeHuss o 6HesonacHocTM, 3hEKTUBHOCTM U KayecTBe
neKkapcTBEHHOrO CpefcTBa ABMSATCA:

1) HenpeacTaBneHe NOMIHOIO KOMMIEKTa PerucTpauMoHHOro A0Cbe MOocre BblAayn 3aMeyvaHuii 3asBUTENIO B
npouecce NpoBeAEHNS 3KCNEPTU3bl B CPOKU, YCTAHOBIEHHbIE HAacToAWwMMN [paBunamu;

2) npencTtaBneHne 3asiBUTENEM HEQOCTOBEPHBLIX CBEAEHWN;

3) oTHoweHue oXuaaemomn nonb3bl K BO3MOXHBIM pUCKaM, CBA3AHHLIM C MPUMEHEHWEM IeKapCTBEHHOro
npenapara, He 9BnseTca 6naronpuATHbIM;

4) 6Gonee Hu3kMe nokasaTenu kadectBa U ©Oe3onacHOCTW, pernameHTUpoBaHHble [OcygapCcTBEHHOMN
dapmakoneen Pecnybnukm KasaxctaH wunu dapMakonesmu, npusaHaHHbIMWU OENCTBYOWUMW Ha TeppuTopumn
Pecny6nukm KazaxcTtaH, nnv B CpaBHEHUU C paHee 3aperMcTpMpoBaHHbIMU aHanoramu;

5) HannMume B cocTaBe NeKapCTBEHHONO CpeacTBa BELLECTB U MaTepuarnoB, 3anpelleHHbIX K NPUMEHEHUIO B
Pecny6nuke KasaxcTah;

6) Hannume B cocTaBe TBepAbIX NIEKAPCTBEHHbIX POPM KOHCEPBaHTOB;

7) nomyyeHue oTpuUuaTenbHbIX Pe3ynbTaToB OAHOMO W3 3TarnoB 3KCNEepTU3bl U (Mnu) oTpuuaTtenbHbIX
3aKmMYeHN SKCNepToB NPOdUIbHLIX OpraHu3auni;

8) HecooTBeTCTBME (paKTM4ECKMX YCMOBMIN MNPOWM3BOACTBA U CUCTEMbl ObecrneyeHus KayecTBa YCMOBUAM,
obecneymBaloLLMM 3asiBNIEHHYO 6e3onacHOCTb, 3phEKTUBHOCTE M KA4ECTBO MO pe3ynbTaTam OLEHKM MPOM3BOACTBA
n cuctembl obecneyeHmns kKavecTBa;



9) oTKa3 3asBUTENs OT OpraHvM3auuu MOCELLEHUsI NPEeAnpUATUS (NPOM3BOACTBEHHOW MMOLAAKM) C LENbio
OLEHKM YCMOBWA MNPOU3BOACTBA M CUCTEMbl oObecrneveHus KkavecTBa, B COOTBETCTBUM C TpeboBaHusMM
3akoHopaTenbcTBa Pecnybnvkm KaszaxcraH;

10) BbISIBNEHME HepaLoHanbHbIX KOMOUHaLNIA TeKapCTBEHHbIX CPEACTB;

11) 3asBUTENEM He AoKa3aHa KrMHnYeckasi 3dhPEKTUBHOCTL U 6e30MacHOCTb NeKapCTBEHHOIO Npenapara;

12) kauecTBO NEKapCTBEHHOrO Npenaparta He NOATBEPXKAEHO;

13) pokasaHHoe HebnaronpuaTHOE  COOTHOLUEHME  «MNOMb3a-puck» UMW  BbISBMEHHOE  OTCYTCTBME
TepaneBTU4ecKkon acpeKTMBHOCTM Npu cobniogeHMn yCrnoBu NpuMeHeH s NeKapcTBEHHOroO npenapaTa, ONUCaHHbIX
B YTBEPXKAEHHOMN obLLe xapakTepncTmke NekapCTBEHHOro nNpenapaTa B NOCTPerncTpaumMoHHbIn nepuog;

14) ycTtaHOBMNEHHbIE NO AaHHLIM hapMakoHaz3opa (hakTbl, ykasbiBalolme Ha HebnaronpuaTHOE COOTHOLLEHNE
«MONb3a-puUck», B TOM YUCIE 3HAYUTENBHOE NPEBbILLIEHNE YacTOThbl PENOPTUPOBAHUSA HeXenaTernbHbIX peakumin no
CPaBHEHMIO C AaHHbIMW, YKa3aHHbIMU B YTBEPXAEHHON OOLLEel XxapakTepncTMKe NeKapCTBEHHOIO NpenapaTa;

15) HECOOTBETCTBUE KA4YECTBEHHOMO M KONMMYECTBEHHOMO COCTaBa npenapaTa 3asiBNIeHHOMY UM HEOAHOKpaTHOe
HeCOOTBETCTBME KayecTBa feKapCTBEHHOro npenapata B nepuog ero obpalleHuss Ha pblHKe 3asBNEeHHOMY Ha
MOMEHT ero perncrpaumu;

16) HeBbINONHEHWE AepXaTenem perncTpaumoHHOro yaoCcToBepeHus obasaTenbCcTB No apmakoHaasopy unm
0653aTenbLCTB B paMKax npoueaypbl perncrpaumm;

17) BHOCMMblE UW3MEHEHMS 0KasbiBalOT OTpUUATENbHOE BMUSHME Ha COOTHOLUEHUE  «MOfb3a-PUCK»
nekapCTBEHHOrO npenapara.

43. B cny4asx oTpuuaTtenbHOro 3akn4veHnss o 6e3onacHocTy, 3apdEKTUBHOCTA N KavyecTBe IEKapCTBEHHOIO
cpencTBa WM OT3biBa 3asBUTENEM 3asiBIEHUS HA 3KCNEPTU3Y MOcre Hayana nNpoBefeHUs 3KCNepPTU3bl, CTOUMOCTb
npoBeAeHNs 3KCNepPTHbIX paboT 3asBUTENO He BO3BpaLLaeTcs.

44. Mo pesynbTaTaMm 3KCNepTU3bl rOCyAApCTBEHHAA 3KCNepTHasa opraHusaums OpMUPYeT CBOAHbIA OTYET Mo
6e3onacHocTn, aPEKTUBHOCTN N Ka4vyecTBY NEKapCTBEHHOro npenapata B COOTBETCTBUM C npunoxeHnem 14 k
HacTtoAwwmm [paBunam, YacTb KOTOPOro pasMellaeT Ha WHTEepHeT-pecypce rocydapCTBEHHON 3KCNepTHON
opraHunsauuu.

45. Tocne 3aBeplueHus npoueaypbl 3KCMEPTU3bl FOCYNAPCTBEHHAs 3JKCNepTHas opraHusaums dopmMupyeT
3MNEKTPOHHbIV apXMBHbIA 3K3EMMNISIP PErMCTPALIMOHHOIO A0OChe, CoAepXalluii JOKYMEHTbl U MaTepuvansl pesynbTara
3KCNepTu3bl (OOMNOMHUTENbHBIE MaTepuarnbl, MNpeacTaBeHHble 3asBUTENeM MO 3anpocy rocy4apCTBEHHOM
9KCMEPTHOM OpraHmM3auun, 3aknyeHue HadanbHOW 3JKCnepTu3bl (Banugaumm perMcTpauuoHHOro  AOCbe),
3aKIMIOYUTENBHBIA CBOAHBLIW OTYET 9KCMEPTOB MO KPUTUYECKOW OLEHKE NeKapCTBEHHOro npenapaTa, MpOTOKOMbI
ucnbiTaTenbHon nabopartopun), 3aknioveHne o 6e3onacHoOCTn, APPEKTUBHOCTM N KayeCTBe, 3aperncTpmpoBaHHYO
WHCTPYKLUMIO NO MEAWULMHCKOMY MPUMEHEHUIO, HOPMATMBHBIN OOKYMEHT MO KayecTBY NeKapCTBEHHbIX CpeAacTs,
3aperncTpupoBaHHbIE MakeTbl YNaKoBOK, STUKETOK, CTUKEPOB, XPaHSALLMECS B ANIEKTPOHHOM apX1Be.

Bo Bpemsa OeicTBMSA perncTpaLMoHHOrO YOOCTOBEPEHMS apXMBHOE PperucTpaumoHHOe [ockbe, AOMNONHAETCH
perucTpaLuoHHbiM  [OCbe, MNOAaHHbIM Ha BHECEHWE W3MEHEHWW, CcoAepXallMM [OOKYMEHTbl WM  Martepuansl
pes3ynbLTaToB 3KCNEpPTU3bI.

PeructpauuoHHoe Jockbe XpaHWUTCS B 3NTEKTPOHHOM apXvBe Ha 3NIEKTPOHHOM HOCUTENE B TeYEHUe AecATH NeT.

naBa 5. Oco6eHHOCTM NPOBEAEHUA IKCNEPTU3bI JIEKAPCTBEHHOrO CpeacTBa

46. Pa3bsAiCHEHMS UMK YTOYHEHUS, BO3HMKAIOLLME B Nepuo NPOBEAEHNS 3KCNEPTU3bl MeXdy rocyaapCTBEHHON
3KCMEpTHOW OpraHuMsaumen u 3asiButenem, ocyliecTtrstoTcs yveped LIO3 nytem copmmpoBaHus 3nMeKTPOHHOro
OOKYMEHTa N0 MHAMBWUAYaNbHOMY Maposto 3asBUTENS Yepe3 MHOPMALMOHHYH CUCTEMY C 3MEKTPOHHO-LMGPOBOIA
NOANUCHI0 3a8BUTENS U FOCYAapPCTBEHHOW 3KCMEPTHOW OpraHn3aumnm Unm Ha ByMakHbIX HOCUTENSIX.

Ha BpeMaA npegocTtaBnieHna 3aaButenem 3anpalinBaeMbiX JOKYMEHTOB 3KCNepTmn3a NpnocTtaHaBiMBaeTCA.

47. B pamkax 3KCnepTusbl rocy4apCTBEHHAs 3KCMEPTHas OpraHn3aLms OCyLLeCcTBNSET NPOBEPKY ayTEHTUYHOCTU
nepeBoda Ha Ka3axCKUW A3blk OOLLEN xapakTepUCTUKN NeKapCTBEHHOTO CPEeACTBa, MHCTPYKUMM MO MEAMLMHCKOMY
NPUMEHEHNIO (NMUCTOK-BKNaAbILL), MapKNPOBKM MaKETOB YMaKOBKU, 3TUKETOK, CTUKEPOB.

48. WHdopmaumsi B  WMHCTPYKUUM MO MEOULMHCKOMY MPUMEHEHWIO (NTUCTOK-BKNadbill) OpUrMHanbHOro
nekapcTBEHHOro npenapata, npegnaraemow ans Pecnybnukn KasaxcrtaH cooTBeTCTBYET MHOPMaLMK, U3NOXEHHOMN
B 06LLIeN XxapaKTepUCTHKE NeKapCTBEHHOro npenapara.

B obuwen xapakTepucTUke IeKapCTBEHHOINO CPEeACTBa, WHCTPYKUMM MO  MEOULUMHCKOMY MPUMEHEHUIO
NeKkapcTBEHHOro npenapata (MUCTOK-BKNabilw) oTpaxaeTcd WHGOpMauuss O BCrNOMOraTerbHbIX BeLLecTBax,
HOMWHAnNbHOM X coaepXaHWUn B NIeKapCTBEHHbIX Npenapartax, a Takke orpaHn4yeHna npuMeHeHusa rnekapcTtBeHHOro
npenapara CorfiacHo npunoxeHuio 15 k Hactoswmm MNpasunam.

49. Obuwasn xapakTrepucTka nekapCcTBEHHOrO CPEACTBa, UHCTPYKLUS NO MEONLIMHCKOMY NMPUMEHEHUIO (NUCTOK-
BKNafblll)  BOCMPOWM3BEAEHHOrO, OMOaHANOrMYHOrO  NEeKapCTBEHHOrO npenapata COOTBETCTBYeT  oOLien
XapaKTePUCTUKE OpPUTMHANBHOIO NEKAPCTBEHHOrO npenaparta. B crnyyae oTnvums B MHCTPYKUMM NO MEOULIMHCKOMY
NPUMEHEHN0  (NIUCTOK-BKNaAbIll) BOCNPOU3BEAEHHOrO, 6GMOaHanNOrMYHOro NekapCTBEHHOro npenapata OT
OpWrMHanbLHOro npenapara no nokasaHusiM K MPUMEHEHWIO B CTOPOHY pacLUMpPEHUs], UM pPexuma JO3MPOoBaHUS Unu
nyTn BBEeAEHUA NpeaoCTaBNATCA pe3ynbTaTbl COOTBETCTBYHOLLMX KITMHNYECKUX I/ICCJ'Ie}_'J,OBaHI/IVI.

50. epxaTenb perncTpaumMoHHOro yA4OCTOBEPEHNS OpUrMHanbHOro npenapaTa nofaaeT 3asiBNieHne Ha BHeCeHne
N3MEHEHUN B MHCTPYKUUIO MO MeaANLUMHCKOMY NPUMEHEHUIO (J'IVICTOK-BKJ'Ia,ELbILU) B Te4yeHune OeBAHOCTa KaneHaapHbIX
AHen nocne o6OHOBNEeHWs OOLLen XapaKTepuUCTUKM JeKapCTBEHHOrO CpeacTBa B CTpaHe Npou3BOAUTENS WNn
Aepxarensi perMcTpaLuoHHOro y40CTOBEPEHUS.

51. FocynapcTBeHHas akcnepTHasi opraHu3auusi Nocrne BHECEHWS U3MEHEHWU B MHCTPYKUMIO OpPUIMHANbHOro
NeKkapcTBEHHOro npenapata WU MpU  BbISIBAEHUM MO MEXOYyHapoAHbIM  WUCTOMHWKAM W pesynbTatam
apmMakoHaasopa 06 M3MeHeHUsIX B 0bLLEe XapaKTepUCTUKE OPUIMHANbLHOMO feKapcTBEHHOro npenapaTa nsBeLlaeT



Yepes MHOPMaLMOHHbIE PECYPCHI BCEX AepXaTenel perucTpaumnoHHbIX YA4OCTOBEPEHUIA FTeHepUYeCcKUx npenaparTos
0 HeOBXOOMMOCTN BHECEHMS COOTBETCTBYIOLLUX U3MEHEHUIA B MHCTPYKLUMIO MO MEAULMHCKOMY NMPUMEHEHMIO (ITMCTOK-
BKnagbiw) M OO6LWY XapaKTepuUCTUKY IEeKapCTBEHHOro cpeacTBa 4epe3 Mpoueaypy BHECEHUS W3MEHeHWA B
perucTpaLuoHHOe 4OCbe B TEYEHWE AEBSHOCTa KaneHAapHbIX OHEN Mocre BHECEHWS U3MEHEHUN B WMHCTPYKUMIO
OpWrMHanbLHOro npenapara uHdgopMauun no 6e3onacHOCTM U B TeYeHWVM [ABEeHajuatu MecsueB B OCTaslbHbIX
cnyyaax. [epxatenb perncTpauumoHHOro YOOCTOBEPEHWUS OPUIMHaNbLHOro npenapata BHOCUT W3MEHEHUs B
WHCTPYKUMIO MO MEOUUMHCKOMY MPUMEHEHMIO (NUCTOK-BKNadbill) U OOLLYH XapakTepUCTUKY feKapCTBEHHOro
cpefcTBa Ha OCHOBaHWUM yBeAOMIEeHUS (B NPOU3BONbHON hOpMe) OT roCcyAapCTBEHHOW 3KCMEPTHOW OpraHusaumm no
HECOOTBETCTBUSM, BbISIBIIEHHbIM B pe3yrnbTaTe hbapmakoHag3opa v no oduumanbHbiM MeXayHapoAHbIM UCTOYHUKaM
B TEYEHME JEeBSHOCTa KaneHaapHbIX JAHEN.

52. lNpu HeBbINOMHEHUN YCROBUSA, YKadaHHoro B nyHktax 50 u 51 HacToswwux [lMpaBwn, rocygapcTBeHHas
3KCMepTHas opraHv3auus yBegoMnsieT (B MPOM3BONbHOW (DOpME) rocydapCTBEHHbIN opraH B cdepe obpalleHus
NeKapCTBEHHbIX CPeaCTB W MeOUUMHCKAX W3fenuii (ganee - rocydapCTBEHHbI opraH) o HeobxogumocTu
NPUOCTaHOBMNEHUSA AENCTBUS PETMCTPALIMOHHOIO YOOCTOBEPEHMSI.

53. Ha nekapcTBeHHble cpeacTea, nmetome 6eccpodHoe permcTpaumMoHHOe yaocToBepeHue rocyaapCcTBeHHas
3KCMepTHas opraHM3auus OCyLeCTBMSIET MNepUOANYECKY0 OLEHKY COOTHOLUEHMSI «MoNb3a-puck» Ha OCHOBaHWUU
dapmakoHaasopa.

54. JkcnepTnsa M3MEHEHWI, BHOCMMbIX B PErMCTPAaLMOHHOE [0Cbe, OCYLUECTBMSETCS Ha fekapCTBEHHOEe
CcpencTBo B Nepuoa OEWCTBUS PEerncTpaumoHHOrO YOCTOBEPEHWUS U HE OKasblBaeT OTPULATENbHOro BIUSAHUS Ha
COOTHOLLIEHME MONb3a-pPUCK NIEKAPCTBEHHOIO NpenapaTa.

55. NameHeHusa knaccnduumpyoTca B COOTBETCTBUU C lNepeyHeM M3MeHeHW, BHOCUMbIX B pPErMCTpaLoOHHOE
AOCbe NeKapCTBEHHOro CPeACcTBa COrnacHo npunoxeHuto 16 k Hactosawwmm MNpasunam Ha:

1) nameHenns Ttuna IA - He Tpebywwme HOBOM pernctpaummn (HesHauuTenbHble W3MEHEHUH, KOTopble
OKa3blBAKT HE3HAYMTENBHOE BMWSIHUE UMW HE OKa3blBaKT BNMUSIHUA Ha KayecTBo, 6Ge3onacHoCTb U 3h(PEeKTUBHOCTb
NeKapCTBEHHOro npenapara, U KacalTcs BHECEHWUSI NONPaBOK B COAEPXXaHNe MaTepuarnoB perMcTpauuoHHOro 4ocke,
nofaHHbIX B Nepuoa OEVCTBUSA PEMMCTPALIMOHHOIO YAOCTOBEPEHMS NEKapCTBEHHOIO Npenapara);

2) nameHenunss Tuna Ib - He Tpebyiowme HOBOW perncrTpaumn (He3HaAYUTENbHbIE WM3MEHEHMWS, KOTOpble He
ABNAITCA n3MeHeHnsmu Tuna IA n Tuna ll);

3) uameHenus Tuna Il - nobble N3MEHeHUs1 K MaTepuanam perMcTpaLuMoHHOro Aocbe, He Tpebylolme HOBON
perncrpaummn rnekapCcTBEHHOro npenapaTta M KOTOpble MOryT OKasblBaTb 3HAYUTESNbHOE BNMUSIHUE Ha €ro KayecTBo,
©6e30MacHOCTb 1 3(PPEKTUBHOCTD;

4) cpouyHble M3MEHeHus, Kacawwmeca 6e30nacHOCTM NEKAPCTBEHHOrO CPeACTBa - CPOYHblE BPEMEHHbIE
OorpaHuyeHunsi, cBa3aHHble C GEe30MacHOCTBI UCMOMb30BaHWUS JIEKAPCTBEHHOIO MpenapaTta, KOTopble BHEAPSHTCS
3asiBUTENEM B Crly4Yae BbISIBNIEHUSI pucka Ans OOLLECTBEHHOrO 340pPOBbsl MPU MPUMEHEHUN 3apErMCTPUPOBaHHOIO
(nepeperncTpMpoBaHHOro) fiekapcTBEHHOro npenapata. [lepxaTtenb perucTpaLvMoHHOro yAOoCTOBEPEHUS B TeYeHue
ABajguaTtu YeTbipex 4YacoB yBeAOMISET O BBOAMMbIX MM OrpaHUYEeHNsIX rocy4apCTBEHHbIN opraH. Ecnn B TeveHne
ABaguaTtu 4YeTbipex 4acoB Mocre MoMy4vyeHus 3ToW WHGOpMauuyM OT FOCYLapCTBEHHOrO oOpraHa He MoCTynurio
BO3PaXEHWIN, SKCTPEHHbIE OrpaHUYeHNsi, CBA3aHHbIE C 6€30NacHOCTLI, CYUTAKTCA NPUHATLIMKU. Cpoku peanv3aumm
OorpaHvyeHn OroBapmBatoTCS AepXKaTenemMm perncTpaLlmMoHHOro yaoCTOBEPEHUS U FOCYyAapCTBEHHLIM OPraHoOM.

OKCTpEHHbIE OrpaHNYeHusi, CBsi3aHHble C 0e30MaCHOCTbI0 WHULIMMPYKTCA TFOCYAApPCTBEHHbIM OPraHoM mnpu
HanNUunKU pucka A XU3HU 1 340POBbS YeroBekKa.

3asBneHve Ha BHECEHUE M3MEHEHUN, KACAKLLMXCS BBEOEHUS] SKCTPEHHbIX OrPaHMYEHUN (MHULMMPOBAHHBIX
Aepxartenem permcTpaumoHHOro yOOCTOBEPEHMS WM FOCYAapCTBEHHbIM OpraHom), noJaeTcs AepxaTernem
perucTpaLnoHHOro yAoCTOBEPEHUSI HA PAaCCMOTPEHME He No3aHee, YeM B TeYEHUE LLECTUAECATN KaneHaapHbIX AHew
C MOMEHTa yBEJOMIEHNSI.

56. OkcnepTnse NOANEXUT KaXa0e KOHKPETHOE U3MEHEHUE, faXe NPUW YCIOBUN OLHOBPEMEHHOTO UX BHECEHUS.

57. B cnyyae BHECEHUS M3MEHEHUS, KOTOPOE He KnaccuuUMpPOBaHO B HACTOSLUMX MpaBunax, 3asiBUTENb
obpallaeTcs B rocygapCTBEHHY 3KCMEPTHYH0 OpraHu3auumio Yyepes npouenypy KOHCynbTauum C LENbio MoNyyYeHus
pekoMeHaauum no Knaccudmkaumm n3MeHeHus.

[ocynapcTBeHHast SKCnepTHas OpraHmM3auusi B TeYeHWe TpuauaTu KanenaapHbIX OHEeW nocrne nonyvyeHus
3arnpoca HanpasnsieT OTBET 3a89BUTENIO B SMEKTPOHHOM U (unu) bymaxxHom Buae.

58. lNpu BHECEHUN N3MeHeHW Tuna lA:

1) mameHeHuss Tuna |A nopnexaT OUEHKE roCcyAapCTBEHHOW 3KCMEPTHOW opraHu3auven 6e3 npoBeneHus
crneuyanuaMpoBaHHON 3KCNepTu3bl. 3asiBUTENb NPeAcTaBnseT 3asiBrieHne no opme cornacHo npunoxenuio 1 k
HacTosiwum MNpaBunamu 1 JOKYMEHTbI, NOATBEPXKAAOLWME BHECEHHbIE U3MEHEHUS B TEYEHNe ABEHaAUaTn MecsiLeB
C AaTbl BHECEHNSI COOTBETCTBYIOLLUX N3MEHEHWNI B COOTBETCTBUM C NpUnoxeHnem 16 k Hactoawmm MNpasunam;

2) 3asABMTENb W3BELLAET TrOCYLAPCTBEHHYHO SKCMEPTHYK OpraHusaumio B criydae usMeHeHun Tuna IA,
TpebytoLlee HeMeaTEHHOro N3BELLIEHUS C LieNblo HENPEPbLIBHOTO KOHTPOISI IEKAPCTBEHHOIO CPEACTBa;

3) Aepxartenb perucTpaLvoHHOro YyAOCTOBEPEHUSI B paMKax OAHOIO 3asiBNEHMS YKa3blBAaE€T O HECKOIbKUX
He3HauYnTeNbHbIX U3MeHeHUsIX Tuna A, kacaloLwmxcs OAHOr0 PErMCTPaLMOHHOIO YA0CTOBEPEHNS;

4) rocynapCTBEHHas 3KCMEpPTHas opraHu3auus B TeYeHWe Tpuauatu KaneHgapHbIX C MOMEHTa MOCTYNieHUst
onnartbl MPOBOAWUT OLEHKY M3MeHeHun Tuna |A 1 yBegoMnsieT gepxartenst perMcTpauMoHHOro yAOCTOBEPEHUsI O
CBOEM 3aK/ioYeHnn o 6e3onacHOCTU 3PGPEKTMBHOCTM M KadeCcTBe JeKapCTBEHHOINO CpPeACcTBa 3asBIIEHHOrO Ha
3KCMEPTU3y ANsi Uuenen BHECEHUS M3MEHEHWI B PErvcTpaumMoHHOEe AOoCkbe Mo (hopMe COrmacHO MpunoxeHuto 13 k
HacTosawwum MNpasunawm;

5) B cnyyae BHeCeHWs M3MEHEHUN, TPeOyLUX U3MEHEHUS OaHHbIX PErMcTPauMoOHHOro YOOCTOBEPEHWS,
rocyapCTBEHHbIM OpPraHOM BbIAAETCH HOBOE PEerncTpauMoHHOE YOOCTOBEPEHME MNOoA4 MNPEXHWM HOMEpPOM Ha
OCTaTOYHbIN CPOK AENCTBUS PEFMCTPALMOHHOIO YAOCTOBEPEHUSI.

59. MNpwu BHeCeHUN nameHeHn tuna Ib:



1) 3asBuTenb NpeacTaBnseT 3asiBeHWe no dgopme cornacHo npunoxeHuto 1 K Hactoswmm [NpaBunam u
AOKYMEHTbI cornacHo npunoxennto 16 k HactosAwwmm Mpasunam;

2) pepxarteny perncTpaumoHHOro yaoCTOBEPEHNS B paMKaxX OAHOMO 3asiBfeHUst MOTYT YBEAOMWUTb O HECKOSbKNX
naMeHeHnsix Tmna Ib, kacawwmxcs OOHOrO PermcTpauvoHHOrO YAOCTOBEPEHWS, UMW CrpynnupoBaTtb OOHO WM
HECKONbKO M3MeHeHw Tuna Ib ¢ ApyrMMu mnaMeHeHnsMu Tuna IA, CBSI3aHHBIMWM C OOHWM PErncTpaLyoOHHbIM
yOOCTOBEPEHUEM, MPU YCIOBUK, YTO Takas rpynnmpoBka COOTBETCTBYET YCIOBUAM, NEPEYNCIIEHHBIM B MPUMNOXEHUN
16 k HacToswmM [NpaBunam;

3) B cryyae BHeCeHUs W3MEHeHWW TPebyllnX W3MEHEHUS AaHHbIX PEerncTpaumMoHHOrO YAOCTOBEpPEHWs,
rocy4apCTBEHHbIM OpPraHOM BblJAeTCHd HOBOE perncTpaumMoHHOe YAOCTOBEpPEHWE No4 MNPEeXHWM HOMEepoM Ha
OCTaTOYHbIN CPOK AENCTBUSA PErMCTPaLMOHHONO YAOCTOBEPEHMS.

60. B cnyyae BHeceHusi nameHenus Tuna Ib, Bnekyuero 3a cobon gpyrve nocnegoBaTeribHble U3MEHEHUS TUNa
IA v Tvna |IB, nogaeTcs 04HO 3asiBNeHne, cogepxallee Bce nocnegoBaTtesibHble n3ameHeHns Tuna |.

61. B cnyyae BHeCeHuWs 3HauYnUTENbHbIX U3MeHeHnn Tuna ll:

1) 3asaBuTenb nNpefcTaBnsdeT 3asBreHve no gopme CornacHo npunoxeHuto 1 k Hactosawwmm [lpasunam wn
OOKYMEHTbI CornacHoO npunoxeHnto 16 k Hactoawmm Mpasunawm;

2) 3asABneHve cogepXuT oaHO u3MeHeHnve Tuna Il. B cnyyae BHeceHMsi HeCKOMbKMX um3aMeHeHwun Tuna |l,
OoTAenbHOE 3asiBfeHne ModaeTCAd OTHOCUTENBbHO KaXKAOoro M3MEHEHWs, Kaxaoe 3asiBNeHVWe COAEpPXMT CCbIKM Ha
Apyroe 3asiBfneHuve;

3) B cnyvae ecnu uameHeHne tuna Il npuBoaWUT K ApyrM nocnefoBaTeribHbiM M3MeHeHnsm Tuna I, ogHo
3asBrieHne BKIOYaeT BCe MocrnedoBaTerbHble M3MEHEHWS BMeCTe C ONMCaHWeM COOTBETCTBUI Mexady Takumu
nocrnegosaTefibHbIMW U3MeHeHnamu Tina .

[ocypapcTBeHHass 9KcnepTHas oOpraHMsaums npu BHeECeHUW u3meHeHun Tuna |l B TeveHwe peBsHOCTa
KaneHaapHbIX AHeN nocre NPUHATUS 3asBNIeHUs NPOBOAUT SKCNEePTU3y JOKYMEHTOB.

62. CBOAHbIN OTYET NO OLeHKE BHOCUMbIX U3MEHEHU NEKapCTBEHHOrO npenapara npu U3MeHeHUsiX, BHOCUMBbIX
B perncrpaumoHHoe gocke Tvna | un ll, He TpebyoLwmx HOBOM perucTpauum cocTtaBnseTcs no copme cornacHo
npunoxexnto 9 Kk Hactoawmm Mpasunam.

63. o pesynbTaTam nNpoOBEdEHHOW 3KCMepTU3bl FOCYAapCTBEHHAs 9KCnepTHas opraHusauusi cocTasnsier
3aknoyeHve o 6esonacHoCcT aPPEKTVBHOCTM N KayecTBe NEeKapCTBEHHOINO CpeacTBa 3asABIIEHHOrO Ha JKCNepTU3y
N3MEHEHU, BHOCMMBbIX B PerMcTpaunoHHoe Jocke Mo hopme cornacHo npunoxexuto 13 k HacTosAwmm Mpasunam.

FnaBa 6. Cpoku npoBeAeHUs1 IKCNepTU3bl JIEKAPCTBEHHOIO CpeacTBa

64. OkcnepTv3a NeKapCTBEHHOrO CPEACTBa, 3a MCKIHOYEHWEM NEKapCTBEHHbIX CPEACTB, MPOM3BEAEHHbIX B
Pecnybnuke KasaxctaH unu ctpaHax pernoHa ICH (AnCun3iid), npoBoanTCA B CPOK, HE MpeBbILLaloLWMiA OBYXCOT
OECATU KaneHaapHbIX QHEW, B TOM YUCTIE:

1) HavanbHas 3kcnepTusa (Banugauus perucTpaLvoHHOro [0Cbe) NEeKapCTBEHHOrO cpeacTsa - Tpuauatb
KaneHgapHbIX AHen;

2) cneumanuanpoBaHHas 3KCcnepTM3a - 4EBAHOCTO KaneHgapHbIX AHen (B TOM Yncne, npoBepka ayTeHTUYHOCTM
UNN NepeBon Ha Ka3axCKUM $3blK MHCTPYKUUM MO MEOUUMHCKOMY MPUMEHEHUID, MApKUPOBKM MAaKETOB YMaKOBKMU,
3TMKETOK, CTUKEPOB, B TeYeHUe ABaALATV KaneHaapHbIX AHEN);

3) nabopaTopHbIe UCMbITAHUA - CEMbAECAT KaneHaapHbIX AHEeN;

4) dbopMmpoBaHue 3akmntoveHns o 6e3onacHocTh, 3EKTUBHOCTU 1 KaYeCcTBe - ABaALaTb KaneHaapHbIX OHEN.

65. DkcnepTuaa NekapCTBEHHOrO CPeACTBA NPU MPOANEHNM CPOKa AENCTBUS PEFMCTPALIMOHHOIO Y10CTOBEPEHUSI
npoBOANTCS B TeYeHMe cTa ABafuaT kaneHdapHbIX AHEW, B TOM Yucrne:

1) HavanbHas akcnepTMsa (Banuaauusi PEerMcTpaumMoHHOIO [0Chbe) NeKkapCTBEHHOro CpPeAcTBa - ABajuaTb
KaneHgapHbIX AHeNn;

2) cneumanM3MpoBaHHas SKCnepTM3a - 4eBAHOCTA KaneHaapHbIX AHEW, B TOM Yucrie nabopaTopHble UCTIbITaHNS
(B TOM uncne, NOATBEPXKAEHNE AYTEHTUYHOCTU UMM MEPEBOA HA Ka3axCKUA A3blIK MHCTPYKUMM MO MEOULUHCKOMY
NPUMEHEHUIO, MaKeTOB MAaPKMPOBKU YMAKOBKU, 3TUKETOK, CTUKEPOB, B TEYEHME NATHaAUATK KaneHgapHbIX OHEN);

3) dopmupoBaHue 3aknioyeHns o 6esonacHoCcTU, aphEKTUBHOCTU M KAa4eCTBe - AeCATb kaneHaapHbIX OHEN.

66. OkcnepTnsa W3MEHEHWIA, BHOCUMbIX B permcTpaumMoHHoe pocbe Tuna |A npoBoguTcs B CPOK, He
npeBbILaloWmMin TpUaLuaTh kaneHaapHblX AHEN U3 HUX:

1) HavanbHasi 9KcnepTM3a (Banupauus perucTpauvoHHOro [OCbe) JEeKapCTBEHHOrNO cpeacTBa - [AecATb
KaneHgapHbIX AHeNn;

2) nooTBEPXKOEHWE ayTEHTMYHOCTM WNW MNEepeBo Ha Ka3axCKMA NA3blK MHCTPYKUMM MO  MEAMLMHCKOMY
NPUMEHEHUNIO, MAaKETOB MAPKMPOBKWN YNAKOBKU, 3TUKETOK, CTUKEPOB - AECATb KaneHa4apHbIX OHEW;

3) hopmupoBaHue 3aknoyeHns 0 6e30nacHOCTU, I EKTUBHOCTY M KQYeCTBE - AECATb KaneHaapHbIX AHEN.

67. JkcnepTm3a N3MEHEHUI, BHOCUMbIX B perncrTpaumnoHHoe gocbe tuna Ib u tuna |l npoBoamnTca B CpoK, He
npeBbILLaloWmMi AEBAHOCTO KarneHaapHbIX AHeN ¢ aTanom npoBeaeHUs nabopaTopHbIX UCMbITAHUI, B TOM YKCHIE:

1) HavanbHasa 3kcnepTM3a (Banvaaums perucTpaLMoHHOro AOCbe) NIEKAPCTBEHHOIO CPEACTBa - NSATHaAUaATb
KaneHgapHbIX AHewn;

2) cneunanunsMpoBaHHasi 3KCMepTM3a - LECTbAECAT NSATb KaneHOapHbIX AHEW, B TOM 4yucrne nabopaTopHbie
ucnbiTaHns (B TOM 4ucne, NOATBEPXAEHME ayTEHTUYHOCTM WM MEepeBon Ha Kas3axCKUWM A3blK MHCTPYKUMWU MO
MEeLMLMHCKOMY MPUMEHEHMIO, MAKETOB MapKMPOBKM YNMAKOBKM, STUKETOK, CTUKEPOB - AECATb KaneHaapHbIX AHEN);

3) hopmupoBaHue 3aknoyeHns 0 6e30nacHOCTU, I EKTUBHOCTY M KQYeCTBE - AECATb KaneHaapHbIX AHEN.

68. OKcnepTn3a M3MEHEHUIN, BHOCMMbIX B pernctpaunoHHoe gocke Tuna Ib n tvna Il npoBoguTca B CpOK He
NnpeBbILaoLWMIA WecTnaecaT kaneHaapHblx AHen 6e3 atana npoeeaeHUst NabopaTopHbIX UCTIbITAHWUIA, B TOM YUCHe:

1) HavanbHasi 9KcnepTM3a (Banujauus perucTpaLvoHHOro [OCbe) JEKapCTBEHHOINO cpeacTBa - [AecATb
KaneHgapHbIX AHewn;



2) cneuvanuavpoBaHHasi 3KCMepTM3a - COPOK KaneHgapHbIX AHe (B TOM 4ucne, MNOATBEPXAEHUE
ayTEHTUYHOCTW UMW NEPEBOJ, Ha Ka3axCKUIM A3bIK MHCTPYKLMU MO MEQULMHCKOMY NPYMEHEHNIO, MaKETOB MapKUPOBKU
YMaKoOBKU, 3TUKETOK, CTUKEPOB, B TEYEHME AECATU KaneHAapHbIX AHEeN);

3) dopmupoBaHue 3aknioyeHns o 6esonacHoCTU, ApEKTUBHOCTU 1 Ka4eCTBe - AeCATb kKaneHaapHbIX OHEN.

69. OkcnepTr3a nekapcTBEHHOro cpeacTBa, NnponsseneHHoro B Pecnybnuke KaszaxctaH, NnpoBoaMTCS B TeYeHue
CTa BOCbMUAECATU KaneHaapHbIX AHEN, B TOM Yncne:

1) HavanbHas akcnepTusa (Banuaauus PermcTpaLmMoHHOrO [OCbe) NeKkapCTBEHHOro cpeacTBa - ABaguaTb
KaneHgapHbIX AHen;

2) cneumanuaupoBaHHas 9KcrnepTu3a - [AeBsHOCTa NATb KaneHaapHblX AHen (B TOM 4ucne, npoBepka
ayTEHTUYHOCTU UMW NEPEBOS, Ha Ka3axCKMUIN A3bIK MHCTPYKLMU MO MEQULMHCKOMY NPUMEHEHNIO, MApPKUPOBKN MaKeToB
YMaKoBKU, 3TUKETOK, CTUKEPOB B TeYEHME ABaaLaTV KaneHaapHbIX OHEN);

3) nabopaTopHble UCNbITaHUS - NATLAECAT KarneHaapHbIX OHEN;

4) cdopmupoBaHMe 3aknoveHnss o 6e3onacHocTW, 3hdEKTUBHOCTM M KavecTBe - MATHaduaTb KaneHOapHbIX
OHen.

70. DKcnepTM3a nekapcTBEHHOro cpeacTsa, nponsseaeHHoro B Pecnybnuke KasaxctaH, npu npogneHun cpoka
OENCTBUN permcTpaumoHHOro YaoCTOBEPEHUS NPOBOANTCH B TeYEHME CTa KaneH4apHbIX AHEW, B TOM Yucrne:

1) HavanbHasa aKkcnepTM3a (Banvaaums perucTpaLMoHHOro AOCbe) NEKapCTBEHHOro CpPeacTBa - NATHaguaTb
KaneHaapHbIX OHEN;

2) cneumanuavMpoBaHHasl 9KCMepTM3a - CEeMbOEeCHAT KaneHgapHbiXx AHel (B TOM uucrne noATBepXOeHue
ayTEHTUYHOCTW UMW NEPEBO., Ha Ka3axCKUM A3bIK MHCTPYKLMU MO MEQULMHCKOMY NPYMEHEHNIO, MAKETOB MapKMPOBKM
YMaKOBKU, 3TUKETOK, CTUKEPOB B TEYEHME NATHAALUATY KaneHaapHbIX AHEN);

3) dhopmumpoBaHue 3akmyeHns o Ge3onacHoCcTU, 3PMEKTUBHOCTU M KavyecTBe - NATHAAUATb KaneHOapHbIX
OHen.

71. JkcnepTu3a M3MEHEHWUA, BHOCUMbIX B perMcTpauuoHHoe gocbe Tuna |A gna nekapcTBEHHOro CpeacTBa,
npousseaeHHoro B Pecnybnuke KasaxctaH, NpoBOAMTCS B CPOK, HE MPEBbLILLAILLIMIA TPUALATb KaneH4apHbIX OHEN 13
HUX:

1) HavanbHas 9KcnepTM3a (Banujauus perMcTpauvoHHOro [OCbe) IEeKapCTBEHHOro cpeacTBa - [AecATb
KaneH4apHbIX OHEN;

2) cdopmurpoBaHue 3aknodeHns o 6esonacHocT, apdEKTUBHOCTM M KadecTBe (B TOM Yucne, NoaTBEpXKaeHne
AYTEHTUYHOCTM UMK NepeBO, Ha Ka3axCKM A3bIK MHCTPYKLUMM MO MEAULIMHCKOMY NPUMEHEHMNIO, MAKeTOB MapK1MpOBKM
YNaKoBKU, 3TUKETOK, CTUKEPOB) - ABaAuaTh KaneH4apHbIX OHEN.

72. 3kcneptusa M3MEHEHUI, BHOCMMBIX B pernctpaumMoHHoe gocbe Tuna |Ib u tuna Il gna nekapcTtBeHHOro
cpeacTea, npou3BeadeHHoro B Pecnybnuvke KasaxcrtaH, NpoBOAWTCS B TeYEHWE OEBAHOCTO KaneHAapHbIX AHEen ¢
3Tanom npoBefeHns NabopaTopHbIX UCTIbITAHWUIA, B TOM YNUCHIE:

1) HavanbHasa aKcnepTM3a (Banvaaums pPervcTpaLMoHHOro LOCbe) NEKAPCTBEHHOrO CPEACTBa - NSATHaAUaTb
KaneHaapHbIX OHEN;

2) cneumanusvMpoBaHHasi 3KCMepTM3a - LWECTbAECAT KaneHOapHbiXx OHeW, B ToM uucne nabopaTopHble
ucnblTaHnst (B TOM 4ucrne, NoaTBEpPXKAEeHWe ayTEHTUYHOCTU WNU MepeBof Ha Ka3axCKUM A3blK MHCTPYKUUW MO
MEeLMLMHCKOMY NPUMEHEHNIO, MaKeTOB MapKMPOBKM YNaKOBKW, STUKETOK, CTUKEPOB, B TEYEHME AECATU KaneHaapHbIX
AHen);

3) hopmumpoBaHue 3aknyeHnss 0 Ge3onacHoCcTU, 3PMEKTUBHOCTM U kavyecTBe - NMATHAALUATb KaneHOapHbIX
OHen.

73. DOkcnepTu3a M3MEHEHUI, BHOCMMbIX B perncTpaumMoHHoe gocke Thna |Ib un tmvna Il gna nekapcTBeHHOro
cpencTea, npom3BeaeHHoro B Pecnybnvke KasaxctaH, NpoBOAMTCS B TEYEHME LLIECTUAECATU KaneHaapHbIX AHen 6e3
3Tana npoBefeHnst NabopaTopHbIX UCTIbITAHUIA, B TOM YUCTE:

1) HavanbHasi 9KcnepTM3a (Banupauus perucTpauvoHHOro [OCbe) JEeKapCTBEHHOrNO cpeacTBa - [AecATb
KaneHgapHbIX AHeNn;

2) cneumanu3vpoBaHHas 9KCMepTM3a - COPOK KaneHaapHbIX AHed (B TOM uucne, nNoATBepXAeHue
AYTEHTMYHOCTM UMY NepeBO, Ha Ka3axCKM A3bIK MHCTPYKLUMUM MO MEAULVNHCKOMY NPUMEHEHMIO, MakeTOB MapKMpPOBKU
YNaKoBKU, STUKETOK, CTUKEPOB B TEYEHME OECATU KaneHaapHbIX AHEN);

3) dhopmupoBaHume 3aknioyveHns o 6esonacHoCTU, aphEKTUBHOCTU U KaYeCTBE - AECATb kaneHaapHbIX OHEN.

74. SkcnepTusa NekapcTBEHHbIX CPEACTB, MPOM3BEAEHHbIX B cTpaHax pervmoHa ICH (AnCudny) npoBoanTcs B
TEeYeHne cTa BOCbMUAECATU KaneHaapHbIX AHEN, B TOM Yucre:

1) HavanbHas 3kcnepTusa (Banupauus PerMcTpaLvoHHOINO [0Cbe) NEeKapCTBEHHOrO CpeacTBa - Tpuauatb
KaneHgapHbIX AHeNn;

2) cneumanu3upoBaHHas 9JKcMepTu3a - CTO [ABafuaTb KaneHdapHbiX AHEW (B TOM 4ucne, npoBepka
AYTEHTMYHOCTM WNN MepeBOAa Ha Ka3axCKUM A3blK MHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUIO, MapKMpPOBKU
MaKeTOB YMNaKoBKW, 3TUKETOK, CTUKEPOB, B TeYEHWE ABAALATU KaneHaapHbIX OHEW);

3) cdhopmupoBaHue 3aknioyveHust o 6esonacHoCTU, 3PPEKTUBHOCTU U KAYECTBE - TPUALATb KaneHaapHbIX AHEN.

75. OkcnepTu3a nekapcTBEHHbIX CPEACTB, NPOM3BEeAEHHbIX B cTpaHax permoHa ICH (AnCn3dny), npu npoaneHuu
CpoKa OecTBMS PErncTpaLmMoHHOro ya0OCTOBEPEHMS MPOBOAMTCS B TEYEHME CTa KaneHAapHbIX AHEN, B TOM Yucne:

1) HavanbHas akcnepTusa (Banuaauusi PerMcTpaumMoHHOrO [0Chbe) NeKkapCTBEHHOro CpeacTBa - ABajuaTb
KaneHgapHbIX oHew;

2) cneuvanuanpoBaHHasa 3JKCMepTM3a - CEMbOECAT KaneHaapHbiX AHEeN (B TOM 4ucne, noaTBepXaeHue
AYTEHTMYHOCTM WM MNepeBoda Ha Ka3axCKUM $3blK WMHCTPYKUUM MO  MEAULUMHCKOMY MPUMEHEHMUI0, MakeToB
MapKMPOBKM YNaKOBKWN, STUKETOK, CTUKEPOB, B TEYEHME NATHAAUATY KaneHaapHbIX AHER);

3) dhopmupoBaHue 3aknioyeHns o 6e3onacHoCTU, 3PPEKTUBHOCTA U KaYeCTBE - AECATb KaneHaapHbIX OHEN.

76. OKcnepTtM3a M3MEHEHUN, BHOCUMbIX B PErMcTpaumMoHHoe gocbe Tuna IA gnsi nekapCTBEHHbIX CPeACTB,
npousBeeHHbIX B cTpaHax pernoHa ICH (AnCndny) npoBoanTCs B TedeHne TpuaLaTn KaneHaapHbIX AHEN, U3 HUX:



1) HayanbHas akcnepTu3a (Banupauusi PerncTpauMoHHOro A0Cbe) NeKapCTBEHHOro cpeacTsa - [OecATb
KanergapHbIX AHeN;

2) Bblgaya 3aknodeHMs o 6GesonacHocTH, 3pdeKTMBHOCTM M KavecTBe (B TOM uucne, NOATBEpPXAeHVe
ayTeHTUYHOCTN UMW NEePEeBOA Ha Ka3axCKM A3blK MHCTPYKLMKN MO MEAULIMHCKOMY NPUMEHEHMIO, MaKeTOB MapKMPOBKM
YNaKoBKM, 3TUKETOK, CTUKEPOB) - ABaALATb KaneHAapHbIX HEN.

77. 3KcnepTu3a M3MEHEHWUA, BHOCUMMbIX B pernctpaumoHHoe focke Tvna 1B n tvna Il agng nekapcTBeHHbIX
CpeAacTB, NpousBeneHHbIX B cTpaHax pernoHa ICH (AnCn3dny), npoBOAMTCS B TeYeHUe LecTUaecaT KaneHaapHbiX
AHen 6e3 atana nposefeHVs nabopaTopHbIX UCMbITaHWUIA, B TOM YnUChe:

1) HavanbHas aKkcnepTM3a (Banupauus pPerucTpauuoHHOro [AoCbe) NEeKapCTBEHHOro cpeactsa - AecATb
KaneHgapHbIX AHeN;

2) cneumanusvpoBaHHas SKCMepTM3a - COPOK KaneHAapHblX AHen (B TOM  uucre, MOATBEPXAeHue
ayTeHTUYHOCTM UM NEPeBOA Ha Ka3axCKUIM S3blK MHCTPYKLMKW MO MEAULIMHCKOMY NPUMEHEHWIO, MaKeTOB MapKMPOBKM
YNaKoBKM, 3TUKETOK, CTUKEPOB, B TEYEHWE AECATU KaneHaapHbIX AHEW);

3) dbopmupoBaHue 3aknoyeHus o 6e30nacHOCTU, 3PEKTUBHOCTU U KaveCcTBe - AECATb KaneHaapHbIX AHEN.

78. YckopeHHas akcnepTusa nekapcTBEHHOro CpeacTBa NPoBOAUTCSA B CPOKW, HE MpeBbIatoLme cTa asaguatu
KaneHdapHbIX AHeRn, B TOM Yucne:

1) HayanbHasa akcnepTusa - He Gonee ABaaLUaTN KaneHaapHbIX AHEN;

2) nabopaTopHble UCnbiTaHWs - He bonee NATUAECATU KaneHaapHbIX AHER;

3) cneumanuavpoBaHHas aKkcnepTu3a - He Gonee copoka KarneHAapHbIX AHEW, B TOM 4Mcrie MOoATBepXaeHue
ayTeHTUYHOCTM TMepeBoda MapKMpPOBKA MaKeTOB YMAaKOBKW, 3TUKETOK, CTUKEpOB, OOLWen XxapaKTepucTuKu
NeKapCTBEHHOro CpefcTBa, WHCTPYKUMW NO MeAWMLUMHCKOMY MPUMEHeHWIo (NUCTOK-BKNagbiw) (He Gonee pecaTtu
KaneHaapHbIX AHeN)

4) dopmupoBaHue 3aknodeHuss o 6es3onacHoCcTU, 3PPEKTUBHOCTU U KayecTBE FEKapCTBEHHOrO CpeacTsa,
NPOEKTOB NTOrOBbIX JOKYMEHTOB 3KCNEPTU3bl NTEKAapPCTBEHHbIX CPEACTB - He bonee AecATn kaneHaapHbIX AHEN.

79. B cpoku npoBeaeHns aKCnepTu3bl NEKapCTBEHHOIO CpeacTBa He BXOOMT:

1) Bpemsi BOCMOSIHEHUSI HEKOMMIEKTHOCTN PErMCTPaLIMOHHOIO JOCHE;

2) Bpems npepocTaBneHns 3asiBUTeNneM AOKYMEHTOB W MaTepuanioB Mo 3anpocy Ha nobom m3 3Tanos
3KCMEePTU3bI;

3) Bpems opraHusauuM NpPOBEAEHUS OLEHKW YCMOBUIA MPOM3BOACTBA M CUCTEMbl obecneyeHus KadecTsa
OpraHn3aunm-Npon3BOAUTENS, YCIOBUIN NPOBEAEHNSA OOKITUHUYECKNX U (MNN) KITMHUYECKUX UCCreaoBaHnmn, CUCTEMBI
hapMakoHaasopa gepxaTtens perMcTpaumMoHHOro yaoCTOBEPEHUS;

4) cpoku npefocTaBneHUs oTyeTa KIMHUYECKMX WUCCefoBaHWi Mpu cobniogeHnn ycrnoBui, onpepeneHHbIX
nyHktoMm 13 Hactosawwmx lMpasun. Mpn 3TOM CPOKM NpefocTaBrneHns oT4yeTa He NpeBblllakT CTa BOCbMUAECATU
KaneHgapHblX [HelW C AaTtbl 3anfaHUpPOBAHHOIO 3aBEPLUEHUS] KIMWHWYECKOrO WCCNefoBaHus, YKa3aHHOW B
YyTBEPXAEHHOM MPOTOKOME KIMHNYECKOro UCCrefoBaHus;

5) opraHusaumns u nposegeHne SKCNepPTHOro CoBeTa;

6) cormacoBaHusa 3asiBUTENEM UTOTOBbIX JOKYMEHTOB.

Mpunoxexwne 1
k MNpaBunam npoBeaeHns
3KCNEepTU3bl NeKapCTBEHHbIX CPEACTB

dopma
3asiBneHue Ha NpoBeAeHUe 3KCNepPTU3bl NIeKapCTBEHHOro cpeacTea*
Ha3BaHue Ha Ka3axCKOM s13blke
Ha PYCCKOM s13blKe
Ha aHIMUNCKOM Si3blKe
Ha3BaHWE Ha 3KCMOPT (4115 0TEYECTBEHHbIX Ha Ka3axCKOM s13blke Ha PYCCKOM $13bIKE Ha aHIMUNCKOM $sI3blKe
nTenemn)
poAHOe HenaTeHTOBaHHOE Ha3BaHWe Ha Ka3axCKoM i3blke
Ha PYCCKOM s13blKe
Ha aHIMUNCKOM Si3bIKe
eHHas dopma Ha Ka3axCKoM i3blke
Ha PYCCKOM s13blKe
al KOHUeHTpauums (3anonHsaeTcs npu KoHueHTpauus ykasblBaeTcs Ans Xuakux,
O6bem 3anonHAeTCs B YNakoBKe) MSATKMX U ra3000pa3HbIX JIEKapPCTBEHHbIX
¢opm
TepaneBTUYEeCKO-XMMniyeckast Kop,
Kauusi HanmeHoBaHMe Ha Ka3axCKoM SA3blke
HanmeHoBaHWe Ha pycCKOM SA3bIKe

DCTBEHHOIO CPEACTBA (3aMONHASTCS AN COOTBETCTBYHOLLENO SIeKapCTBEHHOIO npenapara)

janbHbI NEeKapCTBEHHbLIN Npenapat

DMMOHEHTHbIN [J MHOroKOMMOHEHTHbIN

WYECKWIN NTEKAPCTBEHHbIN Npenapar O Bank-npogykTt




an (bapmaueBTquCKaﬂ Cy6CTaHLIM$|, nponseseaeHHaa He B yCII0OBUAX GMP nnu J1IeKapCTBEHHOE pacTuUTeslbHOEe Cblpbe

M3BEAEHHbIN NIeKapCTBEHHbLIN npenapar

DMMOHEHTHbIN

[0 MHOroKOMMOHEHTHbIN

poaykT

IbHbIVi JIEKAapCTBEHHbIV Npenapar:

3aHWe NeKapCTBEHHOIO nNpenapara, 403MPOBKa, NekapcTBeEHHas hopma

1b PETUCTPALIMOHHOTO YAOCTOBEPEHMS (KOMMAHUS, HA MMSi KOTOPOM BblAaHO
IMOHHOE YOOCTOBEPEHWE), AlaTa PErncTpaLum, HoMep perncTpaLMoHHOro
PEHUs1, rocyaapcTBO, rAe 3aperMcTpupoBaH OpUriMHanbHbIA NeKapCTBEHHBI

THbIV NIEKAPCTBEHHbIV NpenapaT 418 0TeYeCTBEHHOIO NPOU3BOANTENS, KOTOPbIV MCNOb30BasICs B UCCNegOBaHMAX SKBMBASIEHTHOCTH (eCJ'IVI TaKOBbI€

3aHME NEeKapCTBEHHOrO npenapara, 403MPOoBKa, NlekapcTBeHHasn dopma

b PEMMCTPALIMOHHOTO YAOCTOBEPEHUS (KOMMNAHMS, Ha UMS KOTOPOW BblAaHO
IMOHHOE YAOCTOBEPEHWE), AaTa percTpauum, HoMep perncTpaLMoHHoOro
PEHUs, TOCYAapCTBO, rae 3aperucTpUupoBaH pedepeHTHbIN NekapCTBEHHbI

060CHOBaHMWS UCMONb30BaHUA pedepeHTHOTo Npenaparta npu ero oTNUYUm
ianibHOro npenapara

He. Pasgen HeobxoauMMo 3anonHATb ANs KaKaoro NeKapCTBEHHOro Npenapara, KOTopbl UCMNOMb30BanNcsa B UCCegoBaHUaX 9KBUBASIEH THOCTW.

ANIOTMYHBIV NIeKapCTBeHHbIV npenapat (BroaHanor)

poayKT

IbHbIVi BMONTOrMYECKUiA NNEKapCTBEHHbIN Npenapart:

3aHME NeKapCTBEHHOrO npenapara, 403VPOoBKa, NekapcTBeHHasn dopma

1b PEFMMCTPALIMOHHOTO YAOCTOBEPEHNS (KOMMAHUSI, HA MMS1 KOTOPOW BblAAHO
IMOHHOE YOOCTOBEPEHME), AaTa perucTpaumm, HOMep PerMcTPaLMoOHHOo
PEHUs1, rocyaapcTBo, rAe 3aperucTpupoBaH OpUrMHanbHbIN NeKapCTBEHHbI

THbIi BUONOrMYECKNA NeKapCTBEHHbIV Npenapar:

3aHME NEeKapCTBEHHOrO npenapara, 403MPOoBKa, NekapcTBeHHan gopma

1b PErMcTpaLMoHHOrO YAOCTOBEPEHUS, AaTa perucTpauum, Homep
IMOHHOIO YOOCTOBEPEHUS, rOCYAapCTBO, [Ae 3aperncTpmpoBaH
THbIN JIEKAPCTBEHHbIN NpenapaTt

MO CPaBHEHMIO C pedepeHTHbIM BUONOrMYECKUM NeKapCTBEHHbIM
OM (ecrnin TakoBble UMEeKTCS):

O pa3nuuns B ICXOQHOM martepuvane;

O pasnununs B NpoOu3BOACTBEHHOM NpoOLECCe;

O gpyrve nokasaHusi K NPUMEHEHNIO;

[0 pa3nuuusa B nekapcTBeHHON hopme;

O gpyras 4O3MpoOBKa;

O (KonM4ecTBEHHbIE UBMEHEHUSI aKTUBHOW hapmaLleBTUHECKON CyoCT
O ppyrow cnocob BBEAEHUS;

O ppyrue otnnunsg

IHbI NEKAPCTBEHHbIN NpenapaTt

DMMOHEHTHbIN

[0 MHOroKOMMOHEHTHbIN

poayKT

IbHbIV JIeKapCTBEHHbIV Npenapar:

3aHME NEeKapCTBEHHOIO Nnpenapara, A03MPOBKa, NlekapcTBeHHas dopmMa

1b PEMMCTPALMOHHOIO YAOCTOBEPEHUS, AaTa perncTpaunm, Homep
IMOHHOIO Y4OCTOBEPEHUS, rOCYAapCTBO, [Ae 3aperncTpmpoBaH
bHbI NEKAPCTBEHHbIV NpenapaT

1 MO CPaBHEHWUIO C OPUTrMHarbHbIM NNEKapCTBEHHbLIM NMpenapaToM:

O nameHeHnst akTMBHON chbapmaLeBTUYeCKon cybcTaHumy;

O gpyras nekapcTBeHHas opma;

O apyras(ve) nosnposka(un) (KONMMYECTBEHHbIE N3MEHEHNS aKTUBHOWM (
cybcTaHumm);

O gpyron (ne) cnoco6(bl) BBEAEHUS;

O pgpyras hapMakoKMHETUKa (BKNoYast Apyryto 6Uoa0CTYNHOCTb);

O gpyroe nokasaHune K NPUMEHEHMIO;

O apyrue otnnunsg

HMPOBAaHHbIN NeKapCTBEHHBIN Npenapar

Has KoMBuHauus

O HoBas KOMBUHAaLMSA

poayKT




IbHbIV NTEKapPCTBEHHbLIN Npenapar (B cly4yae U3BECTHOW KOMBMHaLMK)

3aHWe SIeKapCTBEHHOIO npenapara, A03MPOoBKa, NekapcTBeHHas dopma

1b PErMCTPALIMOHHOTO YAOCTOBEPEHUS, AaTa perucTpaummn, Homep
IMOHHOTO YAOCTOBEPEHNS, rOCyAapcTBO, [Ae 3aperncTpupoBaH
bHbIV NIEKAPCTBEHHbIN Npenapar

TBEHHbIV NpenapaT C XOpoLlo N3y4€eHHbIM MeJVULWHCKUM NpUMEHEHNEM

poaykT

3aHWe JIeKapCTBEHHOIO nNpenapara, A403MpPoBKa, NekapcTBeHHas dhopma

b PEMUCTPALMOHHOIO YAOCTOBEPEHUS, AaTa PervcTpauum, Homep
IOHHOTO Y0CTOBEPEHUSI.

bapmavieBTUYeCKM NekapcTBEHHBIV Npenapat

poAyKT

pbapmaueBTnyeckuin Habop

COp pagnoHyknuga

paguoHyknuaa (MepBUYHbIN 1 BTOPUYHBIN) (MpY HAanu4um)

P

1TaTUYECKNA NeKapCTBEHHbIN npenapaT

romeonaTnyeckuin npenapat

[0 romeonaTnyeckuii npenapar, BKMOYEHHbIV B hapMakoneun n MOHOr|

€nbHbIV NeKapCTBEHHbIV Npenapar

abHOE HAay4YHOEe Ha3BaHWe pacTteHus (pod, Bua, pasHOBUAHOCTL)

NPOVCX0XAEHUS Cbipbs (NabopaTopHbIN kof)

)N3BOAALLEro pacteHna

(onpenenexHne) cybcTaHUMM pacTUTENbHONO NPOUCXOXAEHUSA U Apyrue
(CHOHMMBI, YKa3aHHble B Papmakonesx)

IHbIN NIEKAPCTBEHHbIV NpenapaTt

i NN NeKapCTBEHHOMY Mpenapary cTaTyc opdaHHOro JleKapcTBEHHOro npenaparta B Pecny6nvke KasaxcTtaH

2CCe pacCMOoTpeHuna

MMCTPALMOHHOIO YAO0CTOBEPEHNS OPPAHHOIO NTEKAPCTBEHHOTO npenapara

B NPUCBOEHUM cTaTyca opdhaHHOro NeKapCTBEHHOro Npenapara

LLUEeHUA

1€ Ha NPUCBOEHNE CTaTyca OTO3BaHO: AaTa

TyCKa B CTpaHe 3adaBuTens Mo peuenty Bpada

Bes peuenTa Bpaya

BBeAEHUS

LM N0 YCTPONCTBaM BBOAA

(3anoNHsIeTCSt CNNCOK 3HAYEHWUI)

3MYHas UNN BTOPUYHas) HaunmeHoBaHne Pasmep (npu Hanuuun) O6beM (npu Kon-Bo eaunHu
HanM4mm) yrnakoBKe
51
151
£, BTopuyHon ynakoBku (GTIN) (IxuTuH) YkasaTtb LUTPUX-KOA ANS KaXaow A03UMPOBKU/KOHLIEHTpaLMK
(@4ECTBEHHbIV U KONNYECTBEHHBIN COCTaB (3anonHAETCA CMUCOK 3HAYEHWIN)
CTBa HanmeHoBaHue | KonuyectBo Ha | HopmaTuBHbIV MpoussoguTens, KoHTponupyeTtcs Hannune Oukopact
> UMK eouHuuy OOKYMEHT, cTpaHa v agpec MeXOyHapOoaHbIM A00BUTBIX unm
TenbHoe) NeKapcTBEHHON | pernameHTUpYLWMA | NpoM3BOACTBEHHOMN KOMUTETOM Mo BELLECTB KynbTUBW|
dopmMbI KayecTBO Unm nnowazaku (ans KOHTpOIO 3a (oTmevaeTcsa | (gns
dapmakones ¢ aKTMBHbIX BELLECTB) HapKoTUKamm npu nekapcTB
yKasaHvem ropa (oTmevaeTcs npu HanM4mu) pacTtuten
nsgaHus Hanm4mm) CbIpbs) n
npouspac
Il Tab. 1 cnucok
Il Tab. 2 cnucok
IV Tab.
ITENbHOE
BaHME aKTUBHOWN hapmMaueBTMYECKON CyGCTaHUmMn
HEHWS NNEKApCTBEHHOIO CpeacTBa npegnaraembiil CPOK XpaHEeHWs
npeanaraemMbiii nepuo NpUMeHeHUs (Mocne NepBoro BCKPbITUS KOHTEHepa)
npeanaraemMbivi nepuog NpuMeHeHus1 (Mocre pacTBOPEHUS UKW pa3BefeHust)




TPAHCMOPTMPOBAHNS
XpaHeHUs] npepgsiaraeMble YCroBusi XpaHEHUs]

npeasiaraeMble YCNoBusi XpaHeHWs Nocre NepBoro BCKPbITUS YNAKOBKM
LMs B CTpaHe-Npou3BoauTene v Apyrvx cTpaHax

> CTpaHbI Ne perncTpaLnoHHOro yaOCTOBEPEHMS (YKa3biBaeTCs MpY HanMumnm) [Hata Cpok geit
Bblgayu

OXPAHHOro AOKYMEHTa Ha M306peTeHne v NONesHy MOAENb, TOBAPHBIN 3HAK
> OXPaHHOTO JOKYMeHTa Ne oxpaHHOro AoKyMeHTa [Hata Cpok Bbiz
Bblgauu

1CTBO 1) MonHocTblo Ha AaHHOM NPOU3BOACTBE

2) YacTnyHo Ha AaHHOM NPOM3BOACTBE

3) MNMonHoCTbO Ha APYroM NPov3BOACTBE

MTenb (M) NekapCTBEHHOIO NMpenapaTa 1 y4acTok (1) Npou3BOoACTBa (BKIOYas y4acTku NpoM3BoacTBa Noboro KOMNoHeHTa (B TOM 4uMCre pacTBopuTe
KOTOPbIN SIBNSAETCS YacCTbio JIEKAPCTBEHHOIO Npenapara)

3BoAuTENSA HanmeHoBaHue, cTpaHa (Ha Ne, nata n cpok tOpuanyecknn | ®aktnyeckun | TenedpoH, | Pamunus,
Ka3axCKOM, PyCCKOM, aHrfIMNCKOM aencraus agpec agpec dakc, e- MMS, OTYECTBO
A3blKax) paspeLumTensHOro mail (npwm
[OKyMeHTa Hanm4yum),
OOMKHOCTb
pykoBoaguTens
mTenb
1b NALEH3UN [laHHble No nuueH3un
Ha Npon3BoACTBO,
BblAaHHas

YNOJIHOMOY€HHbIM
OopraHom CTpaHbl
npon3sBogunTena

b
INOHHOIO

peHus
ATME-YNaKOBLUMK
b UMK [aHHble no
UTENbCTBO [OBEPEHHOCTU
OYEHHOE NULO No
3 NIEHNIO

Hag3opa B

ke KasaxcTaH

21. | JlaBopaTopusa CTpaHbI-NPOM3BOAMTENS MO KOHTPOO KavyecTBa NpenapaTtoB KPOBY M BaKUUH, OTBETCTBEHHAA 3a
KOHTPOJIb Ka4yeCcTBa/BbINyCK CEpumn
HanMeHoBaHWe nabopaTtopumn

agpec MecTa OCYLIECTBINEHWUSI AESATENBHOCTU
cTpaHa

TenedoH/dakc

ANEKTPOHHAas noyTa

22. | Ne pernctpaumMoHHOro YA0CTOBEpPEHMS BbigaHHoro B Pecnybnuvke KasaxctaH (mpu npoaneHnn cpoka AencTBus
PErncTpaLMoHHOro yaooCTOBEPEHMS)
23. | N3ameHeHus1, BHOCUMbIE B PErMCTPALMOHHOE AOChE NNEKAPCTBEHHOIO cpeacTBa (ykasaTb BHOCUMbIE U3MEHEHUS)
Ne | Tun nameHeHus Pepakuus go BHeceHusi BHocumble
N3MEHEHUIN N3MEHEeHUs

24. | JaHHble N0 AOrOBOPY Ha NPOBEAEHME SKCNEPTU3bI TEKAPCTBEHHbLIX CPEACTB

Ne norosopa
[aTta 3akniyeHus
Cpok fencransi
25. | Cyb6bekT, ocyLlecTBAAOWUIA onnaTy 3a NpoBeAEHVE 3KCNEPTU3bI
HanmeHoBaHue

CtpaHa

KOpuaundeckun agpec

dakTnyecKknin agpec

damunus, nms, oT4eCcTBO (MPU HaNMYUKN), JOMKHOCTb
pykoBoauTens

TenedoH

dakc

e-mail

BusHec-nageHTUrKaumoHHbI HOMEpP
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10. | HanBuayanbHbIn nAEHTUUKALMOHHBIV HOMEP

11. | BaHk

12. | PacyeTHbIli cyeT

13. | BanoTHbIN cyeT

14. | Koa
15. | baHKOBCKMI MOEHTUUKALMOHHBIN KO
[ata

damunusa, nMs, 0T4ECTBO (NPU HANUYUN) N AOIHKHOCTb
OTBETCTBEHHOro nva 3aasuTtens

Mognuck, nevyatb

MpumeyvaHue:

* NaHHaa dopma 3asBneHns nNpefocTaBnsaeTCcs Takke Npy MNPOAfieHNM Cpoka AENCTBUS PerncTpauyoHHOro
yOOCTOBEPEHUS], BblJABAEMOrO YMNOMHOMOYEHHBIM OpraHom B obnacTu 3gpaBooxpaHeHns Pecnybnukn KasaxctaH B
cooTBeTcTBMM C [lpaBunamy rocyaapCTBEHHOW perucTpauuv, nepeperucTpauum u BHECEHUS W3MEHEeHWW B
permcTpaLuoHHOe 0Cbe NEeKapCTBEHHOIO CPEACTBA, U3enui MeAMUMHCKOrO Ha3HaYeHs U MeOULMHCKON TEXHUKM,
YyTBEPXAEHHBIMU NpUKa3oMm MuHucTpa 3gpaBooxpaHeHus Pecnybnvkm KasaxctaHd ot 18 Hoabps 2009 roga Ne 735
(3apernctpupoBaH B PeecTpe rocyaapCTBeHHOW permcrpaumm HopMaTuBHbIX NpaBoBbix akToB nod Ne 5935) v npu
N3MEHEHUSAX, BHOCUMBbIX B PETUCTPALIMOHHOE AOCHE.

Mpunoxexwne 2
k MNpasunam nposegeHns
3KCMepTU3bl TEKapCTBEHHbIX CPEACTB

MepeyeHb AOKYMEHTOB,
npepocTaBnsieMbIX AN 3KcnepTu3bl npoussoautensmm Pecny6onuku KasaxcrtaH

Ne HanmeHoBaHWe 4OKyMeHTOB
n/n
1 2
YacTb | Obwasn gokymeHTauns™
IAL. Ceptndukat GMP (c ykasaHuem aatbl U pe3ynbTaToB NocnegHen NHCNEKUUM HoTapranbHO

3aCBVI,D,ETeJ'IbCTBOBaHHbIe) npun Hann4nm

| A2. Konus rocygapcTBeHHON NULIEH3MKN Ha hbapMaLeBTUYECKYO AeATENBbHOCTb (HOTapuanbHO
3aCBUOETENLCTBOBAHHbLIE)

I A3. MpunoxeHwne K NMUEH3Nn (ANS pacTUTENBHOIO Chipbs - pa3peLleHne Ha 3aroToBKy AMs OTeYEeCTBEHHbIX
npoussoguTenen)

| Ad. Ecnu B npon3BoACcTBEHHOM MpoLecce y4acTByeT HECKONbKO Npon3BoOAMTENEN AOKYMeHTbl NyHKTOB IA2, 1A3,
IA4 NpeoCcTaBnaTCA Ha BCEX Y4ACTHMKOB MPOM3BOACTBA

I A5. | JIMueH3NOHHBIN JOroBop (CornalleHve) Ha NpaBo NPOM3BOACTBA (40 MCTEeYEeHUs CPOKa AENCTBMA NaTeHTa Ha
OpWrMHanbHbIA Npenapar)

| A6- HOTapualnbHO 3acBnaeTernibCTBOBaHHAA KONMA OXpPaHHOIo JOKyMeHTa Ha M306p6T6HMe nnn NonesHyr

1 MoZenb OpUrMHanbHOro NiekapCTBEHHOrO cpeAcTBa (NpedocTaBnseTcsa naTeHToobnagarenemM oxpaHHoOro
OOKYMEHTA);

| AG- | rapaHTUiHOE NNCbMO O HEHAPYLUEHUW UCKMIOYUTENBHBIX MPaB TPeTbUMK NMuaMu Ha u3obpeTeHve nnu

2 nonesHyo mogenb (MpeaoCcTaBnsaeTcs Npu 3KCNepTU3e reHepM4ecKoro NeKkapcTBEHHOro npenapara)

| A7. [okyMeHT, noaATBeEPXAAoLLMIA KaYECTBO akTUBHOIO BeLLecTBa (cepTudukaT aHanmsa cybctaHumm ot
npounsBoanTens, ceptndurkaT cooTBeTCTBUS MOHOrpadun EBponerickon ®apmakoneun, NpOTOKON aHanmaa,
aHanMTUYEeCKUn NacnopT)

| A8. | JokymeHT, noaTBEPXKAAIOLWUA KA4ECTBO rOTOBOrO NPOAYKTa TPEeX MPOMbILINEHHBLIX cepuit (cepTudukaT
aHanusa, NpoTOKOI aHanusa), ogHa cepusi KOTOPOro coBnagjaeT ¢ cepuei obpasLa nekapcTBEHHOro
CpeacTBa, NOAAaHHOIo Ha perncTpaumio

1A9. ,D,OKyMeHT 0 MPUOHOBOW ©€30M1acHOCTN Ha BELLLECTBA XXMBOTHOMO NponcCxoxgeHna ot npon3soanTend

IA Konus - pernctpaumoHHoro yagoctoBepeHus Pecnybnukun KasaxctaH (npyv npoaneHumn cpoka AencTeust
10. PErnCTPaLMOHHOIO yAOCTOBEPEHMS)

I.B.1. | Obuwasa xapakTepuctvka nekapcreeHHoro cpegctea (OXJ1C)

I.B.2. | MMpoeKT UHCTPYKLMN MO MEAULIMHCKOMY NMPUMEHEHMIO (NMCTOK-BKNabll) B 9NEKTPOHHOM Buae B popmaTe
"doc (gok)"

1.B.3. | TekcT MapkupoBku 4N NEPBUYHON U BTOPUYHON YNakKoBOK, CTUKEPOB, 3TUKETOK Ha Ka3axXCKOM N PyCCKOM
A3blKaX

1.B.4. | LieTHble MakeTbl NOTPEOUTENLCKMX YNAKOBOK, STUKETOK, CTUKEPOB B 3NIEKTPOHHOM Buae B dhopmaTe "jpeg
(axwuner)"

I.C KpaTkasi xapaktepucTika CUCTEMbI (hapMakoHaa3opa AepXKaTens permcTpaLMoHHOro YA0CTOBEPEHNS
BKIOYaeT:

VMHOPMaLMIO O TOM, YTO AepXKaTerb PEermcTpauMoHHOIO YAOCTOBEPEHUSI MIMEET B CBOEM PACMOPSIKEHUM
OTBETCTBEHHOE NULIO 3a rMnobanbHbI hapMakoHag3op;




KOHTaKTHblE AaHHble OTBETCTBEHHOIO NunLa 3a rnobarbHbIi hapmakoHansop;

JeKnapauuio, NoAnNUCaHHyo AepXKaTenem perucTpaunoHHOro YA0CTOBEPEHUS O TOM, YTO OH UMEET CUCTEMY
dhapMakoHaa3opa AJ1sl BhINOSHEHWS 3a4a4 U 06513aHHOCTEN MO NOCTPErncTpaLoHHOMY KOHTPOJHO
6e30NacHOCTU NEeKapCTBEHHbIX CPEACTB;

CCbINKY Ha MEecCTO (agpec), rae XpaHuTcs macTep-garn cucteMbl hapmakoHagsopa.

I.D [okymeHT, NOATBEPXKAALNIA O HANNYUKN KBanNnnULMPOBAHHOIO NuLia, OTBETCTBEHHOrO 3a (hapmakoHaasop
Ans céopa u pernctpaummn noboYHbIX peakuni, BbisBNSeMblX Ha Tepputopum Pecnybnukn KasaxcraH
Yactb || Xummnyeckas, dhapmaueBTudeckast U buonormyeckas JoKymeHTaumns™

1] CopgepxaHue

A Coctas

I A1 | KayecTBEHHBIN 1 KONMMYECTBEHHbIA COCTaB NIEKapCTBEHHOrO NpenapaTa (akTUBHbIe, BCOMOraTernbHbIe
BELLEeCTBa, COCTaB 060/104kM TAabNeTKM Unmn Koprnyca kancynbl)

I A2 | OnucaHve ynakoBKku

Il A3 | ®apmaueBTnyeckasn paspabotka (060cHOBaHWE BbIGOpa cocTaBa, NEPBUYHOM YNAKOBKM)

I B CBeAeHus 0 NPoM3BOACTBE:

Il B1 | nponsBogcTeeHHasa popmyna

Il B2 | onucaHne TexHonorum npoM3BoacTea

I B3 | kOHTpoOnb B Npouecce Npon3BoAcTBa (OnepaLyoHHbIN KOHTPOb)

Il B4 | nepBunyHas akcneptMsa Npon3BOACTBEHHbLIX NPOLLECCOB

Il C MEeTObl KOHTPONSA UCXOAHbLIX MaTepUarnos

I C 1 | akTmBHas cybcTaHums

IIc cepTumKaTbl Ka4ecTBa Ha aKTUBHbIE BellecTBa

1.1

Il C 2 | BcnomoraTenbHble BellecTBa

INc cepTudumKaThbl Ka4ecTBa Ha BCOMOraTernbHble BelecTsa

2.1

Il C 3 | ynakoBOYHLIN MaTepuan (nepBuyHas 1 BTOpMYHas ynakoBka)

INc cepTuUdurKaTbl KayecTBa yNnakoBOYHOro MaTepuarna ¢ NpunoXeHnem JOKYMEHTOB, pernameHTUPYIoLWMX UX

3.1 Ka4yecTBo

Il D METOAbI KOHTPOSA Ka4YeCcTBa NPOMEXYTOYHbIX NPOAYKTOB (Mpy He06X0AMMOCTH)

IIE cneumndukaumns kKayectTsa U METOAMKN KOHTPOMS rOTOBOrO NPOAYKTa C ayTEHTUYHBLIM NEPEeBOAOM C A3blka
NpOV3BOANTESNS HA PYCCKUIN A3bIK

IlE1 | HOpMaTMBHbLIA JOKYMEHT NPOU3BOAMTENS MO KOHTPOIO KayecTBa u 6e30nacHOCTN NeKkapCcTBEHHOrO
CpeAcTBa B 3NekTpOHHOM BuAe B dpopmate "doc (fok)", MoACHUTENbHas 3anucka K Hemy

Il E2 | nepBuYHas akcnepTmM3a METOAUK UCTIbITaHUMA NeKapCTBEHHOro npenapara (Kpome hapMakonenHbIX
MeToAMK) (Npu NepeperucTpauun LOMNONHUTENBHO KOMUI0 HOPMATMBHOMO LLOKYMEHTA MO KayecTBy,
yTBEPXAEHHbIV B Pecnybnuke KasaxcrtaH)

IIF pesynbTaThbl UCMbITAHWUSA CTabUNBHOCTU HE MEHEE YEM Ha TPEX NMPOMbILLIIEHHbLIX UMK OMbITHO-
NPOMBbILUMNEHHBIX (MUMOTHLIX) CEpUAX

I G cBefeHusi 0 npodune pacTBoOpeHus (4N TBepAbIX 4O03UPOBaHHbIX NIEKAPCTBEHHbLIX (hopm)

II'H AaHHbIE KOHTPOIIS Ha XXMBOTHbIX

IIK AaHHble No BEPOATHON OMacHOCTW ANS OKpyXatoLwen cpeabl Ans npenapaTos, CoOAepKaLlmX reHeTU4eCKU
N3MEHEHHbIE OpPraHu3Mbl

Il L nepuoan4ecknii obHoBNSeMbIVi OTY4ET No 6e3onacHocTw (Mpy nepeperucTpaumm)

Il M. JononHuTenbHas MHopMauusi, NoaTBEpPXXAarLLas kKavecTso (Npy HeobxoanMocTu)
YacTtb |ll. dapmakonornyeckas U TOKCMKONornyeckas AoKyMeHTaums

1. CopepxaHue

I A. | OaHHble MO TOKCUYHOCTH (OCTPOW U XPOHUYECKOW), (MEQULIMHCKMI MMMYyHOBMOnorMyeckuii npenapar -
TOKCUYHOCTb NPU OJHOKPATHOM BBEAEHUU 1 BBEAEHUW NOBTOPHbIX 103)

Il B. BrnivsiHue Ha penpogyKTUBHY OYHKLMIO

Il C. | OaHHble N0 SMOPUOTOKCUYHOCTU U TEPATOrEHHOCTY

Il D. | OaHHble N0 MyTareHHOCTH

Il E. [aHHbIe MO KaHLEPOreHHOCTH

I F. dapmakoamHamuvka (AN MeANLUHCKUX reHHO-6MoNorMyecknx npenapaTtos - pe3ynbTaTbl MCCNefoBaHWA
peakToreHHOCTN)

Il G. | ®apmakoKkMHeTUKa (4119 MEAULMHCKUX UMMYHOBOMOMNOrMYECKMX NpenapaToB - pe3ynbTaTbl Cneunuyeckoi
aKTUBHOCTU)

Il H. | OaHHble 0 MecTHO-pasapaxaroLeM AENCTBUM (ANS MeANLNHCKUX MMMYHOBMONOrMYecknx npenapaTos -
pesynbTaTbl UCCNEA0BaHNS UMMYHOTEHHOCTH)

Il Q. | OononHuTtenbHas nHopmauus, nogTeepxaaroLias 6e3onacHocTb (Npy HeobXoaAMMOCTH)
YacTb IV. KnuHuyeckas gokymeHTaums

V. CopepxaHue

IV A. | JaHHble Mo KNuHWYeckon dapmakonoruv (dbapmakogmHammka, hapmakokuHeTvka)

IV B KnnHuyeckas, ummyHonornyeckast 3eKTMBHOCTb

IV C IOunarHocTtnyeckast a¢ppeKkTUBHOCTb




IVD | PeaynbtaTbl KMUHAYECKUX UCTILITAHUIA, HAy4YHbIE MNyBnuKaLum, oT4eTbl

IVD | OaHHble NOCTperucTpaLmoHHOro onbiTa (Mpy Hanu4mum)
1

IV Q HononHutensHas HopmMauus, noaTeepxaatoias 3pHeKTMBHOCTb

MpumeyvaHwne:

* Tpu nNpoaneHun cpoka AEeWCTBUS PEerncTpaumMoHHOro yAOCTOBEPEHWS, BbIAABAEMOrO YNOMHOMOYEHHbIM
opraHom B obractu 3gpaBooxpaHeHus Pecnybnuku Kasaxctan B cooTBeTcTBuM C [MpaBunamu rocygapCTBEHHON
pernctpauum, nepeperncTpauum M BHECEHUS M3MEHEHWN B PerucTpauuMoHHOe AO0Cbe JIeKapCTBEHHOrO CpeacTsa,
U3Aenuin  MEeQULMHCKOrO  HasHaYeHus W MEeOVLUMHCKOW TeXHUKW, YTBEepXAeHHbIMW npuka3om MwuHucTpa
3npaBooxpaHeHusi Pecnybnukn KasaxctaH ot 18 Hosi6pa 2009 ropma Ne 735 (3apeructpupoBaH B Peectpe
rocyaapCTBEHHON perncTpaumm HopmMaTuMBHbIX NpaBoBbix akToB nod Ne 5935) npegocrtasnsatoTea Yactu | v || gaHHoro
nepeyHs.

MpunoxeHune 3
k MNpaBunam npoBeneHns
3KCNEepPTU3bl NIEKapCTBEHHbLIX CPEACTB

MepeyeHb AOKYMEHTOB,
npenocTaBnsieMbIX Ans 3KkcnepTusbl B popmate OOLWEro TeXHUYECKOro AOKyMeHTa

Ne n/n HanmeHoBaHWe JOKYMEHTOB
Mogynb 1.*
1.1. Obwasa gokymeHTaums
1.2.1 CepTndmkat Ha hapMaLEeBTUYECKUIA NPOOYKT COrMacHoO pekomeHaaunm BecemnpHoi opraHmsaumm

3paBOOXpPaHeHs1 (HoTapuanbHO 3aCBUAETENBCTBOBAHHbIN).

MNpw OTCYTCTBMM NPEeaOCTaBNSAOTCS:

CepTtudmkaT (perncTpaumoHHoe yaqoCTOBEPEHNE) O perncTpaLmmn B CTpaHe-nponssoauTene
(HoTapuanbHO 3aCBUAETENLCTBOBAHHbIN)

Ceptucukat GMP (c ykazaHvWeM JaThbl M pe3ynbTaToB NocrneaHen MHCNeKUMn) (HoTapyarnsHo
3aCBUAETENBLCTBOBAHHDIN)

CepTtudmkaT, paspeLuaroLmin cBob60aHY Npoaaxy (akcnopr)

1.2.2. CepTtudukat nponcxoxgeHns Tosapa (4151 OTe4eCTBEHHbIX MPOM3BOANTENEN)

1.2.3. JNILEeH3NoHHBIN JOoroBop (cornalleHre) Ha MpaBo NPOM3BOACTBA (40 UCTEYEHUsI CpOoKa AeNCTBUS
naTeHTa Ha OpUrMHanbHbIN Npenapar)

1.2.4. CBefieHunsi 0 permcTpauum NekapcTBEHHOrO CPeaCcTBa B APYrMX CTpaHax C ykazaHueM Homepa v AaThbl
pPEerncTpaumoHHOro yaocToBepeHust (Mnu konuu cepTugukaTa Unm permcTpaLMoHHOro ya0CTOBEPEHNS)

1.3. Ob6Lwasn xapakTep1cTyKa NekapCTBEHHOTO CPeACTBa U MHCTPYKLMS NO MEAULMHCKOMY MPUMEHEHNIO
(nucToK-BKNaabIlW), MapknpoBka (LIBETHbIE MaKeTbl)

1.3.1. KpaTkas xapakTepucTrka ekapCTBEHHOro npenapar ¢ 4aTto NocnegHero nepecmoTpa

1.3.2. YTBepXaeHHast MHCTPYKUUSI MO MeQULIMHCKOMY NMPUMEHEHMIO NeKapCTBEHHOIo cpeacTaa (ans

opraHusauun-npounssoguTtenen ctpad Cogpyxectea HesaBucumbix FocynapcTs), 3aBepeHHast
OpraHusaumnen-npom3BoanTenem

1.3.3. IMpOEKT MHCTPYKLUMM N0 MEAWULIMHCKOMY NMPUMEHEHWIO NIEKAPCTBEHHOIO cpeAcTBa (NIMCTOK-BKaablLl)

1.3.4 TeKCT MapKMpOBKM NEPBUYHOW N BTOPUYHOW YNAKOBOK, 9TUKETOK, CTUKEPOB Ha Ka3axCKOM M PYCCKOM
A3blKax

1.35. LIBeTHble MakeTbl MOTPEOUTENBCKNX YNAKOBOK, 3TUKETOK, CTUKEPOB B 3NIEKTPOHHOM BuAe B hopmaTte
jpeg (axuner) B macwtabe 1:1

1.4. MHdopmaumsa o6 akcnepTax

1.4.1. MHdpopmaums 06 akcnepTe no Ka4yecTBy

1.4.2. WHdpopmaums 06 akcnepTe nNo AOKIMHUYECKUM JAHHBIM

1.4.3. MHdopmauums 06 akcnepTe No KMMHUYECKUM AaHHbIM

1.5. CreumanbHble TpeboBaHnA K pa3HbIM TUNnam 3asiBreHnn

1.6. OueHka NoTeHUManbHOM ONacHOCTU Afsi OKPYXatoLen cpeapl

1.6.1 JlekapcTBEHHbIE NpenapaThbl, CoagepXalume unm nonyyYyeHHble N3 reHoMoanUUUMPOBaHHbLIX OPraHM3MoB

1.7. WHpopmaums oTHocuTenbHO chapmakoHaasopa 3assutenst B Pecnybnvke KasaxctaH

1.7.1 KpaTkas xapakTepucTuka cuctembl hapmakoHag3opa AepxxaTtensi perucTpauyoHHOro yA0CTOBEPEHNS
BKIOYaET:

[A0Ka3aTenbCTBO TOr0, YTO AepXaTenb PerMcTpaunoHHOro YA0CTOBEPEHUSt UMEET B CBOEM
pacnopsiKeHUN 0TBETCTBEHHOE NULIO 3a rrnobarnbHbIN hapmakoHaa3op;

KOHTaKTHble laHHble OTBETCTBEHHOrO Nnuua 3a rnobanbHbli hapMakoHaasop;

Aeknapauuio, NoAnN1CaHHy aepxaTerniemM perncTpaumoHHOro yA0CTOBEPEHNS O TOM, YTO OH UMeeT
cuctemy dhapmakoHagsopa Ans BbINOMHEHNS 3a4ay U 06s13aHHOCTEN MO NOCTPErncTpaLMoHHOMY
KOHTPO0 6€30NacHOCTN NeKapCTBEHHbIX CPECTB;

CCbIIKY HAa MeCTO (apec), rae XxpaHuTcst Mmactep-cann cucteMbsl hapmakoHaa3opa.

1.7.2 [loKyMeHT, NOATBEPXOAOLLMNA, YTO 3asBUTENb UMEET OTBETCTBEHHOE NULIO 3a hapMakoHaa30p Ha




TeppuTopun Pecnybnuku KasaxcraH

Mogynb 2.*

Pestome 0o6Lero TexHM4eckoro OOKYyMeHTa

2.1. CopepxaHue vacten 2.3.4.5

2.2. BBeaeHue B 06N TEXHUYECKUA LOKYMEHT

2.3. OOWKn OTYET NO KAYECTBY

2.4. 0O630p AOKIMHUYECKUX AAHHbIX

2.5. 0O0630p KIMMHUYECKUX JAHHBIX

2.6. OT4YeT JOKIUHNYECKUX AAaHHbIX

2.6.1. OT4eT hapMaKkonorMyeckmnx AaHHbIX B TEKCTOBOM dopmarte

2.6.2. OT4eT hapmakonornieckmx AaHHbIx B BUae tabnuy,

2.6.3. OT4eT hapMakoKMHETUYECKNX AaHHbIX B TEKCTOBOM chopmaTe

2.6.4. OT4yeT hapMaKOKMHETUYECKMX AAHHbIX B Buae Tabnuy,

2.6.5. OT4YET TOKCUKONOIMYECKUX AaHHbIX B TEKCTOBOM dhopmarte

2.6.6. OT4YeT TOKCMKONOIMYECKUX AaHHbIX B Buae Tabnui

2.7. OTYeT KNMHUYECKMX OaHHbIX

2.7.1. OT1yeT 6uochapmaLEeBTUYECKUX UCCNEAOBaHNIA U CBA3AHHbLIX C HUMW aHanUTUYeCKMX MeToa0B

2.7.2. OT4eT nccnefoBaHUn Mo KIMHUYECKOW dhapmMakonorum

2.7.3. OTYET NO KIIMHNYECKOW 9DEKTUBHOCTU

2.7.4. OT4eT No kNnHU4eckon 6e3onacHoOCTu

2.7.5. Konuns ncnonb3oBaHHbIX MMTepaTypHbIX CTOYHMKOB

2.7.6. KopoTkue 0630pbl MHANBMAYAIbHbLIX UCTbITAHWIA
Moaynb 3. KayectBo*

3.1. CopepxaHue

3.2 OCHOBHbIE AaHHble

3.2.S. JlekapcTBeHHasi cybcTaHUums (Ans nekapCcTBEHHbIX MPenapaToB, KOTopble cogepxat 6onee ogHoro
aKTMBHOTO BELLLECTBa, UH(OpPMaLMSA NPeAOCTaBNAeTCA B MOSIHOM 06bemMe OTHOCUMTENbHO KaXaoro 13
HUX)**

3.2.5.1. O6Lwas nipopmauymnsa™

3.2.S.1.1. HasBaHune**

3.2.5.1.2. CTpykTypa**

3.2.5.1.3. O6uwue cBoncTea™™

3.2.S5.2. Mpoun3BoacTBo

3.2.5.2.1. MpoussoguTteny*™*

3.2.5.2.2. OnucaHne Npon3BoACTBEHHOro NpoLecca U ero KOHTPOIb

3.2.5.2.3. KOHTpOnb NCXoaHbIX MaTepmnanos

3.2.5.2.4. KOHTPOIb KpUTUYECKUX 3TANOB M NPOMEXYTOYHOW NPOAYKLUN

3.2.5.2.5. MepBunYHas akcnepTM3sa npouecca u/unm ero oueHka

3.2.5.2.6. Pa3paboTka Npor3BOACTBEHHOIO Npouecca

3.2.5.3. Xapakrepucrmka**

3.2.5.3.1. [oka3aTenbCTBO CTPYKTYPbl U XapakTEPUCTUKN

3.2.5.3.2. Mpumecn**

3.2.5.4. KoHTponb akTMBHOro Belectesa*™

3.2.5.4.1. Cneundunkaumsa™

3.2.5.4.2. AHanuTU4yeckme MeToankn™*

3.2.5.4.3. [MepBuYHas aKcnepTM3a aHanMTUYECKUX METOANK

3.2.5.4.4. AHanusbl cepun™*

3.2.5.45. Ob6ocHoBaHMe cneundpukaumm

3.2.S.5. CraHgapTHble 0bpasubl v BewecTsa

3.2.5.6. CucTtema ynakoBka/ykynopka**

3.2.S.7. CrabunbHocTb**

3.2.5.7.1. Pesiome oTHocuUTEenbHO CTabunbHOCTM U BbIBOALI™

3.2.85.7.2. lMpoToKON NOCTPErnCTPaLMOHHOIO N3y4eHUs CTabunbHOCTM 1 06A3aTenbLCTBa OTHOCUTENBHO
cTabunbHOCTN**

3.2.5.7.3. [aHHble o cTabunbHOCTU™*

3.2.P. JlekapcTBEHHLIN Npenapar

3.2.P.1. OnucaHune 1 CoCTaB JIEKApPCTBEHHOIo Npenapara

3.2.P.2. dapmaueBTnyeckas paspaboTka

3.2.P.2.1. CocTaBHble BELLECTBA NNIEKAPCTBEHHOIO Npenaparta

3.2.P.2.1.1. | JlekapcTBeHHas1 cybcTaHums

3.2.P.2.1.2. | BcnomoraTtenbHble BellecTBa

3.2.P.2.2. JlekapcTBEHHLIN Npenapar

3.2.P.2.2.1. | PaspaboTka cocTaBa

3.2.P.2.2.2.

Nanuwiku




3.2.P.2.2.3. | dusnko-xummnyeckmne n 6rMonornyeckne ceomcTea

3.2.P.2.3. Pa3paboTka Npor3BOACTBEHHOIO Npouecca

3.2.P.2.4. Cuctema ynakoBka/ykynopka

3.2.P.2.5. Mukpoburonornyeckne xapakrepucTmkm

3.2.P.2.6. COBMECTMMOCTb

3.2.P.3. [Mpon3soacTBO

3.2.P.3.1. Mpownssogutens (1)

3.2.P.3.2. CocTaB Ha ceputo

3.2.P.3.3. OnucaHne Npon3BoACTBEHHOIO NPoLIecca 1 KOHTPOIIA npouecca

3.2.P.3.4. KOHTPOIb KPUTUYECKMX 3TANOB U MPOMEXYTOYHON NPoayKuun

3.2.P.3.5. [MepBuYHas akcnepTM3a npouecca u/mnm ero oueHka

3.2.P.4. KoHTposib BCnomoraTesnbHbIX BELECTB

3.2.P4.1. Cneundgukaumm

3.2.P4.2. AHanuTn4eckne MeToaukm

3.2.P.4.3. [epBrYHaga akcnepTnsa aHanuTUYEeCKUX MeETOANK

3.2.P44. OBocHoBaHMe cneundpukalmmn

3.2.P.45. BcnomoraTtenbHble BelecTBa YeN0oBEYECKOro U XXMBOTHOTO NPOUCXOXAEHMUS

3.2.P.4.6. HoBble BcnomoraTenbHble BellecTsa

3.2.P.5. KoHTposib NekapcTBEHHOIo nNpenapara

3.2.P.51. Cneundukaums (1)

3.2.P.5.2. AHanuTn4yeckne MeToaukm
YTBEpKAEHHbI HOPMATUBHbIA JOKYMEHT MO KOHTPOIIO KavyecTBa 1 6€30nacHOCTY B 3IEKTPOHHOM
Buae B popmate doc (npv nepeperncrpaumm JONONHUTENBHO KOMWIO YTBEPXKAEHHOIO HOPMaTUBHOMO
pokymeHTa B Pecnybnuke KasaxcraH)

3.2.P.5.3. [MepBuYHasg aKkcnepTM3a aHanMTUYECKUX METOANK

3.2.P.54. AHanusbl cepumn

3.2.P.5.5. Xapakrepuctuka npumecemn

3.2.P.586. 0O60cHOBaHUs cneumdurkaumn(i)

3.2.P.6. CraHgapTHble o6pasupbl 1 BewecTea

3.2.P.7. CucTtema ynakoBka/ykynopka

3.2.P.8. C1abunbHOCTb

3.2.P.8.1. Pe3siome 1 BbiBOA 0 cTabunbHOCTU

3.2.P.8.2. lMpoTokon NOCTPErncTpaLmnoHHOro N3y4eHus cTabunbHOCTU 1 06s3aTensCcTBa OTHOCUTENBHO
CTabunbHOCTU

3.2.P.8.3. [laHHble 0 cTabUNbLHOCTH

3.2.A. JononHenns

3.2.A1. TexHnyeckme cpeactsa u o6opyaoBaHue

3.2.A.2. OueHka 6e30NacHOCTY OTHOCUTENBHO MOCTOPOHHUX MUKPOOPraHW3mMoB

3.2.A.3. HoBble BcnomMoraTenbHble BellecTBa

3.2.R. PernoHanbHas nHdopmaums

3.3. Konusi CNonb30BaHHbIX IMTEPATYPHbIX UCTOYHUKOB
Mogynb 4. OT4eTbl 0 AOKIMHUYECKUX (HEKITMHUYECKUX) NCCNEOBAHUSAX

4.1. CopepxaHue

4.2. OtyeTbl 06 nccnegoBaHMmM

4.2.1. dapmakonorms

4.2.1.1. [NepBnyHaga bapmakogmHaMmka

4.2.1.2. BropunyHas dapmakogmHamumka

4.2.1.3. dapmakonorus 6e3onacHoOCTH

4.2.1.4. dapmakognHaMN4eCKUE NEKAPCTBEHHbBIE B3aUMOAENCTBUS

4.2.2. PapmakoknHeTmKa

4.2.2.1. AHanMTu4eckme MeToabl N OTYET OTHOCUTESTBHO UX NEPBUYHOM IKCNEPTU3bI

4.2.2.2. BcacbiBaHue

4.2.2.3. Pacnpegenexve

4.2.2.4. MeTtabonuam

4.2.2.5. BbiBegeHve

4.2.2.6. dapmMaKkoKMHETUYECKNE NEKAapPCTBEHHbIE B3aUMOOENCTBUSA (JOKINMHNYECKME)

4.2.2.7. [pyrve dhapmakokMHeTUYeCcKne nccneaoBaHus

4.2.3. Tokcukonorus

4.2.3.1. TOKCUMYHOCTb Npu BBEAEHUN OAHOKPATHOW 403bl

4.2.3.2. TOKCMYHOCTb Npu BBEAEHUN MOBTOPHbLIX 403

4.2.3.3. "€HOTOKCMYHOCTb (MH-BUTPO; MH-BUBO, TOKCUKOKMHETUYECKYIO OLIEHKY)

4.2.3.4. KaHueporeHHOCTb (40NrocpoYHble UCCNeaoBaHWs; KpaTKOCPOYHbIE UM CpeaHECPOYHbIe
nccnegoBaHus)

4.2.3.5. PenpoaykTnBHas 1 OHTOreHeTU4eckas TOKCUYHOCTb: CMOCOBHOCTL K BOCNPOM3BEAEHUIO NOTOMCTBA U




paHHee amMBpuoHarnbHoe pasBuUTHe; pasBuTe 3apoabilla nnoaa; BHYTpUMyTpobHoe 1 Nocreponosoe
pasBUTUE; UCCNEeO0BaHNs, B KOTOPbIX MOTOMKaM (pacTyLLue XUBOTHbIE) AaBanu onpeaeneHHyo Ao3y
n/Unn oLueHUBanu B AanbHenLem.

4.2.3.6. MecTHas nepeHoCUMOoCTb

4.2.3.7. [Opyrne nccneagoBaHnsi TOKCUYHOCTU: @HTUIEHHOCTb; MMMYHOTOKCUYHOCTb; MEXaHN4Yeckune
NccnefoBaHus; 3aBUCUMOCTb; MeTabonuTbl; NpUMecu.

4.3. Konnsi cnonb3oBaHHbIX IMTEPATYPHbIX UCTOYHUKOB
Mogynb 5. OT4eTbl 0 KIMUHUYECKNX UCCNEA0BaHUAX U (MK) NCNbITaHUSAX

5.1. CopepxaHue

5.2. MepeyveHb BCcex KIMHUYECKMX UCMbITaHUI B BUAe Tabnuy,

5.3. OTYeTbl O KMMHUYECKUX UCTbITaHUAX

5.3.1. OT4eTbl 0 BModapMaLeBTUYECKMX MCCNEAOBaHNSIX: OTYET NCCregoBaHUM No GUOAOCTYNHOCTU; OTYET

CpaBHUTENbHbIX VICCJ'Ie,EI,OBaHVIIZ no 6VIO,CI,OCTﬂyHOCTVI 1 OMO3KBMBANEHTHOCTU; OTYET NO Koppenauum
VICCJ'Ie,D,OBaHVIIZ WH-BUTPO NH-BUBO,; OTYET MO OrnoaHanMTUYeCKUM 1 aHanNUTUYECKUM MeToJam,

5.3.2. OT4eTbl UccregoBaHUn No hapMaKkoKMHETUKE NPU UCMONb30BaHWUMN 6VIOMaTepMaJ'IOB YyenosekKka: oT4eT
nccrnegoBaHUI CBSA3bIBaHNS ¢ Gernkamm; 0T4eT UccrnegoBaHuin NneYyeHo4YHoro metabonmama m
B3aMMOLENCTBUN; OTYET NO UCCNEOBAHMSAM C UCMOSTb30BaHMEM 6VIOMaTepVIaJ'IOB YeJioBekKa.

5.3.3. OT4eTbl 0 hapMaKOKMHETUYECKUX UCCNEAOBaHUSIX ¥ YenoBeKa: OTYET NCCreaoBaHui
hapMaKkoKMHETUKN Y 340POBbIX JOOPOBOMbLEB Y UCCIEA0BaHNI0 NEPBUYHON NEPEHOCUMOCTU; OTHET
nccnegoBaHnin hapMakoKMHETUKN Y NaLMEHTOB Y UCCIeA0BaHNI0 NEPBUYHON NEPEHOCMMOCTH; OTHEeT
nccrnegoBaHuWii BHyTPeHHero chaktopa hapMakoKMHETUYECKUX UCCNEeA0BaHNI; OTHET NCCreoBaHuii
BHeLUHero daktopa hapMakoKNHETUYECKUX CCNEA0BaHUIA; OTYET UCCeaoBaHNN (hapMaKOKUHETUKU B
pa3nuyHbIX NONYNSALUMAX;

5.3.4. OTyeTbl 0 hapMakogUHaAMUYECKNX NCCNEAOBaHUSX Y YernoBeka: OTYeT NccnefoBaHnm
dapmakogmHaMuK1 u dhapMakokMHeTKM/dapmakognHamMmnku y 30opoBbiX 40OPOBONbLEB; OTHET
ncecnegoBaHuii apmakognHammnkn 1 apmMakoKMHETUKW/papMakogMHaMUKK Y NauneHToB;

5.3.5. OtyeTbl 06 UccneaoBaHUn 3PdEKTUBHOCTM U 6E30MaCHOCTU: OTYET KOHTPONMPYEMbIX KIMHUYECKUX
UCCregoBaHuWii No 3asiBNeHHbIM NoKa3aHUSAM; OTYET HEKOHTPONMPYEMbIX KIMHUYECKMX UCCredoBaHui;
0TYeTbl aHanM3a AaHHbIX 6oree YeM 04HOro UCCneaoBaHus, BKIoYas nobble hopManbHble
WHTErpMpOBaHHbIE aHanuabl, MeTaaHanm3bl Y NePEKPECTHbLIE aHanuabl; 0TYEThl MO APYrUM

ncecnegoBaHnsam
5.3.6. OT4YeTbl O NOCTPErMCTPALMOHHOM OMbITE NPUMEHEHNS
5.3.7. O6pasupbl UHANBUAYaNbHbLIX PEMMCTPALMOHHBLIX POPM M MHAMBMAYAbHbIE CNINCKN NaLNEHTOB
5.4. Konuns ncnonb3oBaHHbIX MMTepaTypHbIX MCTOYHMKOB
MpumeyvaHue:

*

Mpu npoaneHun cpoka AeNCTBUS PErncTpauMoOHHOrO YAOCTOBEPEHWS, BblAABAEMOrO YMONTHOMOYEHHBIM
opraHoMm B obnactu 3gpaBooxpaHeHusi Pecnybnuku KasaxctaH B cooTBeTcTBUM € [paBnnamu rocyaapcTBEHHOW
perncrtpauumn, nepepernctpaumm M BHECEHUSI U3MEHEHUI B perMcTpaumoHHOE AOChbe feKapCTBEHHOrO CpeacTsa,
V3Oenuin - MeOQUUMHCKOrO  Has3HaYeHUs W MEOULMHCKOW TEXHUKW, YTBEPXAEHHbIMW npuka3om MwuHucTpa
3gpaBooxpaHeHus Pecny6nvkn KasaxctaH ot 18 Hoabpsa 2009 roga Ne 735 (3apernctpupoBaH B Peectpe
rocyfapCTBEHHOW perncTpaumm HopMaTuBHbIX NMpaBoBbix akToB nog Ne 5935) npepocraensaoTtcs vactu I-Il gaHHoro
nepeyHs.

**MuHMManbeHbI 06bEeM cBefeHuI, HeobxoanmMbIn Ans NpeacTaBnexHvs B pasgene 3.2.S.

Ecnu otgoenbHble YacTM OOKYMEHTauuu He BKIOYEHbl B JOChbE, B COOTBETCTBYHLLEM pasgene Heobxoanmo
npeacTaBuTb 060CHOBaHNME.

[ns npenapatoB >XUBOTHOTO MNpPOUCXOXAeHWs B pasgene 3.2.S HeobGXoaMMO npeacTaBWuTb criegyloLme
[ONOMNHUTENbHbIE CBEAEHMWS: JaHHblE OTHOCWUTENbHO BuMAa, BO3pacTa, paLMoHa XXMBOTHBIX, OT KOTOPbIX MOMYyYeHO
Cblpbe; [aHHbIE O XapaKTepe (kaTteropuu) TkaHu, U3 KOTOPOWM MOMNy4YeHO Cbipbe AN NPOU3BOACTBA NEKAPCTBEHHOIO
npenaparta, C TOYKM 3PEHUs €ero OMacHOCTM OTHOCUTENbHO COAEepXXaHus MPUMOHOB; TEXHONornyeckast cxema
00paboTku Cbipbsi C YyKa3aHMEM IKCTPAreHTOB M TEXHONMOMMYECKUX NapamMmeTpoB; METOAbl KOHTPOMS KadeCTBa Chipbs,
BKITOYasi METOAbI BbISIBNIEHMS MPUOHOB B NIEKApCTBEHHOM npenapate (npy1 HeobXxoanMocTh).

JonyckaeTca npegoctaBneHne aokymeHToB Moaynen 3, 4, 5 Ha aHIMUINCKOM S3blke C NEPEBOAOM Ha PYCCKUM
A3blK criegylowux pasgenoB  Mopynsa:  cneundwukaumm  (3.2.P.5.1.), ananutuuyeckme wmetoaukm (3.2.P.5.2.),
o6ocHoBaHue cneumndukaumi (3.2.P.5.6.).

MpunoxeHue 4
K MNMpaBunam nposefeHnst
3KCMepTU3bl NeKapCTBEHHbIX CPEACTB

MepeyeHb
npeaocTaBNsAeMbIX MaTepuasnoB perucTpaumoHHOro A4oCbe B 3aBUCUMOCTU OT BUAA NEeKapCTBEHHOro
cpeacTBa

1. BocrnponsBeaeHHbIV NEKapCTBEHHBIN NpenapaT
1.1 [Ona BoCMpou3BeAEHHbIX IeKapCTBEHHbIX NpenapaToB [AaHHble hapmaueBTuYeckon pa3paboTku
NpeacTaBnAlTCA B CPABHEHWUN C OPUMMHANBHBLIM UM pedepeHTHbIM NpenapaToMm.




[ns nokasatenbcTBa 9KBUBANIEHTHOCTU reHepuka C opurMHanbHbIM (pedepeHTHbIM) npenapatom B Mogyne 5
¢dopmata OTH wnm vactu IV TepeyHs [OKYMEHTOB, MNpefoCTaBnsieMbIX ANs 3KCMEPTU3bl MPOM3BOAUTENSIMU
Pecnybnvkn KasaxctaH (panee - [lepeyeHb) B pernctpauMoHHOM [OCbe T[EeHepuka B 3aBUCMMOCTU OT
hapMaKorormM4ecknx CBOMCTB M NEKAapCTBEHHOM hOpMbl NPeoCTaBNATCS:

1) oT4eT cpaBHUTENbHBIX (hapMaKOKMHETUYECKMX UCCreaoBaHui (MccnefoBaHnst GMO3KBMBANEHTHOCTH);

2) oTYeT CpaBHUTENbHbLIX (hapMakoANHaAMUYECKUX KITMHUYECKMUX MCCNeoBaHNI;

3) OTYET CpaBHUTENbHbIX UCCNEJOBaHUN TepaneBTUYECKON SKBUBANEHTHOCTY;

4) oTYeT CpaBHUTENbHbIX UH-BUTPO MUCCrEeL0BaHUN;

Ob6ocHoBaHMe Bbibopa nccneaoBaHUs SKBMBANeHTHOCTY NPOBOAUTCA:

1) ONS nekapCTBEHHbIX CPeACTB, ONA KOTOPbIX BO3MOXHO MOMyYMTb U3MEpSeMble KOHLEHTpauun akTMBHOMO
BellecTBa B Ouonormyeckon xuakocTv (Mnasma, Mouya), MNPeAcTaBnsAlTCA  OTYETbl  CPaABHUTENbHbIX
hapMaKOKMHETUYECKNX UCCre0BaHNN;

2) Ana nekapcTBEHHbIX CPEACTB, ANS KOTOPbIX HEBO3MOXHO MOMYyYnUTb M3MeEpSeMble KOHLEHTpaLun akTMBHOMO
BellecTBa B COOTBETCTBYyWOLEN OMONOrMYeckorW KWAKOCTW, MNPeAcTaBnsiTCA  OT4YeTbl  CPaBHUTEMbHbIX
dapmakogMHAMNYECKNX KITUHNYECKUX UCCriefoBaHuii;

3) ANs nekapcTBEHHbIX CPEACTB, ANS KOTOPbIX HEBO3MOXHO ONpeaenntb hapmakokMHeTUdYeckui npoduns,
HaWTM npuvemnemble apmMakOAMHAMUYECKUME KOHEYHble TOYKM aKTMBHOIO BeLlecTBa, NpeacTaBnstoTCA OT4YETbI
CPaBHUTENbHbIX KIMHNUYECKMX UCCIIEA0BaHUIA TEpaNeBTUYECKON IKBUBANIEHTHOCTY;

4) npouenypa bvoBenBep AN NeKapCTBEHHbIX CPeACTB CUCTEMHOMO AENCTBUA ANA OParbHOro NPUMEHEHNs C
HemMe[eHHbIM BbICBOOOXOEHMEM, cofepxawmx cybctaHumm knacca | n Il 6GuodapmaueBTnyeckon cuctembl
knaccudmkaumm (BCK).

2.2. OT 3agBuTensi, MMEKLEro OOKYMEHT, NoATBEPXOAloLWMin COOTBETCTBME MPOU3BOACTBA HaAmnexallen
npoussBoAcTBeHHOM npakTuke Pecnybnukn KasaxctaH, cTpaH-pervoHoB |ICH, MexagyHapogHoW cucTemsl
coTpyaHudecTBa hapmaueBTudeckux uHcnekuun (PIC/S) He TpebyeTca npenocTaBneHMe OTY4ETOB UCCNedoBaHUN
9KBUBANEHTHOCTU BHYTPU OpraHnamMa (MH BUBO) MpU YCNOBUW, YTO:

1) nekapcTBeHHble cpeacTBa AN MapeHTepanibHOro MpPUMEHEHUSI  (BHYTPMBEHHO, MOAKOXHO — UNN
BHYTPMMBbILLEYHO) B BUAE BOOHbLIX PAcTBOPOB, COAEPXKaLLMX OAUHAKOBBIN KAYECTBEHHBIN U KONMYECTBEHHbLIN COCTaB
aKTMBHOIO BeLLecTBa, YTO M pedepeHTHbIN npenapart, C OAWMHAKOBbIMM UMM MNOAOGHLIMW BCriOMOraTenbHbIMU
BELLleCTBaMM B CpaBHMBAEMbIX C pedEepPeHTHbIM npenapaToM KoHLUeHTpauusax. [lpy 3Tom, HekoTopble
BCroMoraTenbHble BelwecTsa (B YaCTHOCTU BydepHble pacTBOPbI, KOHCEPBAHTbLI, @HTMOKCUAAHTLI) OTAMYaTCS Npu
yCroBuM fokasaTenbcrBa NobbiM CNOCOGOM, YTO B AaHHbIX KOHLEHTpauMaX OHW He BNUSIOT Ha 6e3onacHoOCTb 1
(Mnn) adbheKTMBHOCTL NeKapCcTBEHHOrO CPeacTBa (MCKNoYeHUe - npenaparthbl Xenesa, aMUHOKUCIOT, NPOM3BOAHbIE
Kpaxmana, >xenatuHa, komnnekcoobpaasyiowume npenapaThbl);

2) nekapcTBeHHblEe CpeacTBa AN NpMeMa BHYTPb U NpUMeEHsieMble B hOpMe BOAHbLIX pacTBOPOB, coepKaliue
OOVHAaKOBbIN Ka4eCTBEHHbIA M KOMMYECTBEHHBIA COCTaB aKTMBHOMO BELLECTBA, YTO M pedepeHTHbI npenapat, C
OOVHaKOBbIMU UK NOA06HBIMM BCOMOraTeNnbHbIMY BELLLECTBAaMMU B CPaBHMBaeMbIX pedepeHTHbIX NpenapaTax;

3) nekapcTBeHHble cpeacTBa B (hOpMe MOPOLLKOB AN NPUroTOBMEHWS BOOHbLIX PacTBOPOB, €CfM pacTBOp
oTBeYaeT TpeboBaHMAM NOAMYHKTOB 1) UNn 2) HaCTOALLEro NYHKTA;

4) nekapCTBEHHbIE CpeacTBa, KOTOpble ABNATCA rasamu;

5) ywHble unn rnasHble NeKapCTBEHHbIE CPEACTBA, U3rOTOBMEHHbIE B BUAE BOAHbLIX PACTBOPOB, COAEPXaLLMX
OLMHAKOBbIA KAYeCTBEHHbIA W KONMMYECTBEHHBIN COCTAB aKTMBHbIX BELLECTB, YTO M pedepeHTHbI npenapaTt, C
OLMHAKOBbIMM UNKN NogobHbIMM BCMOMOraTenbHbIMU BELLECTBAMU B CPABHUBAEMbIX C pedepeHTHbIM npenapaTom
KOHuUeHTpauusix. lpu 3ToMm, HekoTOopble BcnomoraTenbHble BelwecTBa (B 4YacTHOCTM OydpepHble pacTBopbl,
KOHCEpBaHTbl, BELLECTBa, KOPPEKTUPYHOLLME MMOTHOCTb, UMW 3arycTUTenW) MOryT OTnmMyaTbCs Npu  yCNoBuUu
JokasaTenbcTBa MobbiM CNocoboM, YTO B [AaHHbIX KOHLIEHTpaUMAX OHWU He BNWAOT Ha 6e3onacHocTb W (Mnu)
3pbheKTUBHOCTL NEKAPCTBEHHOIO CPeaCcTBa;

6) nekapCTBEHHble CpeAcTBa MECTHOrO OEeNCTBMS B BUOE BOAHbLIX PACTBOPOB, COAEPXALLMX OOUHAKOBLIN
KaQYeCTBEHHbIN N KONMYECTBEHHbIN COCTaB aKTMBHBIX BELLECTB, YTO U pedhepeHTHbIN npenapar, C OAMHAKOBbIMU UM
noao6HbIMM BCMOMOraTenbHbIMU BELLLECTBaMY B CPABHUBAEMbIX C pePepeHTHbIM NpenapaToM KOHLEHTpaUUsIX;

7) NekapcTBEHHbIE CPeACTBa, KOTOpble SABMSAIOTCSA BOAHBIMM pacTBOpaMu M NpeAHa3HayeHbl ONs WHransiyun
Hebynan3epoMm unu B BuAe Ha3amnbHbIX CMPEEB, NPUMEHSIEMbIE C MOMOLLLIO MPaKTUYECKM OAMHAKOBbIX YCTPOWCTB
[OOCTaBKWM FeKapCTBEHHOIO CpeacTBa U CoAepXallMe OAMHAKOBbIA Ka4YeCTBEHHbIN W KONMYECTBEHHbLIN COCTaB
aKTMBHbIX BELLECTB, TakuMe e BCrioMoraTtesibHble BellecTBa B CPaBHUMbIX KOHLIEHTpaUMsX, YTO U pedepeHTHbIN
npenapart. [pu 3TOM HeKOTOpble BCMOMOraTesibHble BELLEeCcTBa MOryT OTNMYaTbCs MpPU YCrOBUMKU [OKasaTenbCcTBa
nobbiM CMOCOOOM, YTO B [AHHbIX KOHLIEHTPaUMSX OHW He BnuSAOT Ha Ge3onacHocTb M (Mnn) 3dEKTUBHOCTb
NEKapCTBEHHOrO  CpeacTBa  (MCKMKYeHMEe -  npenapaTbl, CcodepXalwwme  TFOpPMOHbI,  npenapaTtbl €
NPOTUBOOBCTPYKTUBHBIM OEVCTBMEM);

8) nekapcTBeHHble cpeacTBa CUCTEMHOrO OEWCTBUS B BMAE BOAHbIX PACTBOPOB SIS PEKTANbHOIMO WUIu
BarMHanbHOro MNPUMEHEHNS, COAEepPXalUMX OOWHAKOBBLIN KAYECTBEHHbIA W KONWYECTBEHHBLIN COCTAB aKTUBHbIX
BELLECTB, YTO U pedepeHTHbI npenapaT, C OAMHAKOBbIMM MNKU NOogobGHLIMKM BCMOMOraTenbHbIMK BeELLECTBAMU B
CpaBHUBaeEMbIX C pedepeHTHbIM NpenapaToM KOHLIEHTpaUMsX, HEKOTopble BCMOMOraTernbHble BellecTBa MOryT
OTNMYaTbCst MpU YCNoBUWM [oKa3aTenbCcTBa MoObIM CNOCOOOM, YTO B AAHHbIX KOHLUEHTPALMSAX OHW He BMUSIOT Ha
©6e3onacHoCTb 1 (Mnn) 3PEKTUBHOCTL NTIEKAPCTBEHHOIO CPEACTBA;

9) nekapCTBEHHbIE CpeacTBa NPOM3BEAEHbI B YCIOBUSAX MOJIHOrO nepeHoca (TpaHcdepa) Npon3BOACTBEHHLIX U
TEeXHoornyeckunx npoueccos B Pecny6nvky KaszaxcraH.

2.3. 3asgButenb NpeaocTaBnseT JokasaTenbCTBa SKBUBANIEHTHOCTU MH-BMBO B Crlyvae, Koraa CyLlecTByeT pUck
TOro, YTO BO3MOXHble pas3nuyns B OMOOOCTYNHOCTU MOryT MPUBECTU K TepaneBTUYECKOW HEIKBMBANEHTHOCTU
reHepuka pedepeHc-npenapary:

1) nekapcTBeHHble cpeacTBa CUCTEMHONO [JEWUCTBUS ANl OpanbHOro MNPUMEHEHUSS C  HEMeJEHHbIM
BbICBOOOXAEHNEM, ECINN K HUM MPUMEHEHbI OZIVH UM HECKOSbKO CIEeAYHLWNX KpUTEPUEB:



Y3KUI CNekTp TepaneBTUYeckoro aeicteus (npegen addeKTMBHOCTL/6e30NacHOCTb), KPYTOW HAaKMOH KPWUBOM
[03a - OTBET;

AOKYMEHTanbHO MoATBepXAeHHble Npobrnembl N0 G1MoJOCTYNMHOCTU UMK BMOHE3KBMBANEHTHOCTH, CBSA3aHHbLIE C
aKTMBHbIM BELLECTBOM Unn ee opmMamMm (He MMEIOLLMX OTHOLLEHWNS K PaCTBOPEHUIO);

AaHHble O TOM, 4TO Ha OMO3KBMBANEHTHOCTb MOrYT BAWATbL NOMUMMOPMU3M aKTMBHOIO BELLECTBa,
BCMOMoOraTenbHble BeLecTBa, O KOTOPbIX M3BECTHO, YTO OHW BMAWSIOT Ha MPOXOXAEHWE B XENyAOo4YHO-KULLEYHOM
TpakTe (ganee - XXKT), npoHuuaemocTb B XXKT 1, Takum obpasom, Ha abcopbumio n (Mnm) cTabunbHOCTbL aKTUBHOIO
BewecTBa B XKKT;

2) nekapCTBEHHble CpeacTBa CUCTEMHOro [OEWCTBUS, He npedHasHavyeHHble [Ans  OpanbHOro  WUnu
napeHTepanbHOrO MNPUMEHEeHWs (Takne, Kak TpaHcaepMalnbHble NnacTbipy, CyMNMnO3UTOPUMU, HUKOTUHOBbLIE
XeBaTesbHble PE3VHKK, renn TeCTOCTEPOHa U TpaHcAepMarbHble KOHTpaLuenTuBbI);

3) nekapcTBeHHble cpefdcTBa CUCTEMHOMO [AeWCTBMA C  MOAMMULMPOBAHHBIM  (MPOMIOHIMPOBAHHBIM,
3aMepnsieHHbIM) BbicBOBOXAEHMEM;

4) nekapcTBeHHblEe CpeAcTBa CUCTEMHOMO AENCTBUSA C (PUKCMPOBAHHOW KOMOUHaLUMEN, B KOTOPbIX Kak MUHUMYM
ANsi OQHOrO aKTUBHOIO BellecTBa TpebyeTca npoBeaeHne uccrneaoBaHns UH-BUBO;

5) nekapcTBeHHble CpeAcTBa HECUCTEMHOro [EeWCTBUSA, B YaCTHOCTM AfS  OparnbHOro, HasanbHoro,
0oPTanbMONOrM4ecKoro, AepmMaTonorM4eckoro, pekTanbHOro WnuW BarMHanbHOrO NpUMeHeHus, 6e3 CUCTEMHON
abcopbumnn, KoTopble He ABMNSAITCA BOAHLIMW PacTBOpaMu; B TakOM Criydae 3KBMBASIEHTHOCTb AOKA3bIBAOT MyTeMm
NPOBEAEHWs,  CPaBHUTENbHbIX  KIMHWYECKUX  WCCMeAOBaHWN  TepaneBTUYECKOW  SKBMBANIEHTHOCTW WK
hapmaKkoanHaMMYECKNX MCCnefoBaHui, AepMaTodapMakoKMHETUHECKUX UCCNIeA0BaHUA U (UK) NCCnenoBaHNn UH-
BMTPO;

6) Ans reHepvika, akTMBHOE BELLECTBO KOTOPOro npeacTaBfieHo ApYron combio, 3UpOM UNM MPOM3BOLHbLIM
aKTMBHOrO  BellecTBa 3aperMcTpyMpoBaHHOrO npenaparta, nNpPedoCcTaBnAlTCA  OTYETbl  COOTBETCTBYHOLLMX
OOKMUHUYECKNUX UK (UNKN)  KMMHUYECKUX UCcCnedoBaHui/uccneaoBaHnii  G1MO3KBUBANEHTHOCTW, AOKasblBawoLime
OTCYTCTBME W3MEHeHW B papMakokuHeTuke, hapmakogMHamuke W (MnM) TOKCUYHOCTW reHepuka, B Crnydae
HenpeacTaBneHns Takux okasaTenbCcTB, AaHHOE BELEeCTBO paccMaTprBaeTCs Kak HOBOe akTUBHOE BeLLLECTBO.

2.4. insi reHepuKoB B TBepAbIX NleKapCTBEHHbIX hopMax HeMeANEeHHOro BbICBOBOXAEHWSA AN Npuema BHYTPb U
KOHLEHTpaLmsa akTUBHOIO BeLLEeCTBa, KOTOPbIX M3MepseTcs B BUONOrMYeckmnx XnMOKoCcTax opraHnama (nnas3ma Kposw,
MoYa) NpeJoCTaBNATCA AaHHblE CCNefoBaHUA BNOIKBUBANEHTHOCTU.

[ns reHepukoB B TBepAblX MNeKapCTBEHHbIX )OpMax HEeMeANeHHOro BbICBOOOXAEHWS ANns npuemMa BHYTPb,
KOHLEHTpaLumio akTVBHOIO BELLEeCTBa KOTOPOro HEBO3MOXHO M3MEpWUTb B BMOMOrMYeckux >XMAKOCTSAX OpraHusma,
NpefocTaBnaloTCs  [AaHHble  CPaBHUTENbHbIX  (DApMakOAUHAMUYECKUX  KIMHUYECKUX  MUCCRefoBaHun  unu
nccrneaoBaHUi CpaBHUTENBHOW TepaneBTUYECKON 9KBUBANEHTHOCTMY.

2.5. PernctpaunoHHble MaTepuarnbl Ha reHepuKn, permcTpupyemMble no npoueaype 6uosensep:

2.5.1. B cnyyae cybctaHumn knacca | u [l BCK ynoBneTBopsioT criegyloLwum yCrnoBUsiM:

1) pokasaHo, YTo CcybCTaHUMSA nekapCTBEHHOrO CPeAcTBa XOPOLIO pacTBOpMMAa U MOMHOCTbi abcopbupyeTcs
(knacca | u Il BCK);

2) o4eHb GbicTpas (> 85 % B TeyeHne 15 MuH) nnn ogmHakosasi pacTBopuMocTb (85 % B TedeHne 30 MWH) WH-
BUTPO TECTMPYEMOTO U pedepeHTHOro fiekapCTBEHHbLIX CPEACTB NPOAEMOHCTPMPOBaHa B TpebyeMbiX YCrOBUSAX;

3) BcnomoraTtenbHble BeLLEeCTBa, KOTOpble BRUSIT Ha OMOAOCTYNHOCTb, OOWHAKOBbI KOMWYECTBEHHO U
KayeCTBEHHO C pedepeHTHbIM NpenapaTom.

B pasgene 5.3.1 moaynsa 5 npegoctaBnseTcs nonHasi JOKYMEHTauns UccrneaoBaHns pacTBOPEHUS UH-BUTPO:

1) obocHoBaHve npoueaypbl 6OvoBeViBep, Kak anbTepHaTUBbl CPaBHUTENbHbLIX apMaKOKMHETUYECKMNX
uccrnegoBaHWi C ydacTMeM YerioBeka: OLieHKa PUCKOB, JokasaTenbcTBa hapMaueBTUHECKON 3KBMBANEHTHOCTH,
onucaHue OEeWCTBYIOLWEro BellecTBa uccriegyeMoro um pedepeHTHOM npenapaTte, TeXHOMOrM4yeckoro npouecca,
BCNoOMoOraTernbHble BELLeCTBa, KOTOpble MOryT BNNATbL Ha BMOAOCTYMHOCTb ABNSAIOTCA KAYECTBEHHO U KONMYECTBEHHO
OOVHaKOBbIMU B reHepuKe 1 B pedpepeHTHOM npenapare;

2) NPOTOKOI UCCMNEeA0BaHWs, AaHHble abcopOumm (NPOHMKAEMOCTH) AENCTBYHOLLENO BELLECTBA;

3) wHdopMaumsa o cepusx TecTMpyemoro (cepwvs, gata MpOM3BOACTBA, CPOK rogHOCTW, obbem cepwuu,
KONMMYeCTBEHHOE ornpefeneHe AeNCTBYIOLLEro BewecTBa) U pedepeHTHOro (MCTOYHMK pedbepeHTHOro npenapara,
cepvsi, CPOK rogHOCTH, KONMYEeCTBEHHOE onpeaeneHne AenNCTBYIOLLEro BELWeCcTBa) Npenaparos;

4) onucaHune n 0BOCHOBaHWe BbIOOpa 3SKCMEPUMEHTAarbHbIX YCMOBUIA WH-BATPO MUCCeAoBaHUs (ycrnoBusi
MOAroTOBKW Cpef, ANsi pacTBOpPeHUsi, MeToA oTbopa nNpob, onncaHve aHanUTUYeckon MeToaa n NpobonoaroToBKwM);

5) Banupgaumsa meToavk onpefeneHns B kKaxaon cpege ¢ NepBUYHbIMU 4aHHBIMU;

6) xpomaTorpamMmmbl BO BCEX BPEMEHHbIX TOUKax 3abopa npob aAns kaxaow cpefbl;

7) uToroBas cTaTtuUCTVKa: pacCYnTaHHbIe AaHHbIe NMOoLaAen NUKoB, KOHUEeHTpauuu, rpadukmn, pacdeT daktopa
nopobus

Mpouenypa GuoBenBep NPUMMEHSIETCS B Criydyae MAEHTUYHOCTU OEWCTBYHOLLEro BeLlecTBa B UCCNEAYyeMOM WU
pedepeHTHOM Npenapare, Takke, KOr4a npenaparbl coaepXxaTt pasfnuyHble Conu AeiCTBYIOLWEro BeLWecTBa, KOTopbIX
oTHocaTes K | u 11l knaccam BCK (Bbicokasi pacTBopuMOCTb 1 nonHas abcopbuus).

OueHka hakTopa nogobms NPou3BOANUTCS C YHETOM CrieaytoLUmMX YCIIOBUI:

1) MUHUMYM TPY BPEMEHHbIE TOYKU (32 UCKIIOYEHNEM HYNEBOW);

2) BpeMeHHbIe TOYKM 0AMHAKOBbI A5 060Mx npenapaTos;

3) ABeHaguaTb MHAMBMAYANbHbBIX 3HAYEHWI ONSA KaXXA0N BPEMEHHOWN TOYKU ANs KaXaoro npenapara;

4) He Bonee oaHOro cpeaHero 3HadeHus > 85% pacTBopeHusa Ans nboro npenapaTa;

5) oTHOCMTENBHOE CTAHOAPTHOE OTKIIOHEHME UIK KO3hUUMEHT Bapmaumm noboro npenaparta OOIMKHO ObiTb
MeHbLue 20% anst nepeon To4KkM 1 MeHbLue 10% HaunHas co BTOPOW A0 nocnegHen BpEMEHHOM TOYKN.

2.5.2. B cnyyae oononHUTENbHOW A03MPOBKU, YAOBMNETBOPSIOT CreayoLmMM YCIOBUSAM:

1) oQMHaKOBbI NPOM3BOACTBEHHbIN NPOLECC ANS Pa3HbIX JO3UPOBOK NIEKapCTBEHHOIO CPeACTBa;



2) OOMHaKOBbIA KA4YeCTBEHHbI COCTaB (aKTMBHOE W BCNOMOraTeslbHble BELLEeCTBa) pasHbiX [A03MPOBOK
neKkapCTBEHHOrO CpeacTBa;

3) KOnMUYecTBEHHO NPOMOPLMOHANbBHBIN COCTaB, TO €CTb COOTHOLUEHME MeXOy KONMMYECTBOM KaxKOoro
HanosHMTENs K KONMYECTBY aKTMBHOIO BELLECTBa AOMKHO ObiTb OAMHAKOBO AN BCEX JO3MPOBOK (32 UCKMOYEHNEM
KOMMOHEHTOB MOKPbITUS 000N0YeEK Kancyn, KpacuTenen n BKyCoBbiX 406aBOK).

Mpun Hanu4Mmn pasHuLbl B NPONOPLMOHANBLHOCTN KONMYECTBEHHOIO COCTaBa pasHbIX A403VPOBOK NEKapCTBEHHOMO
cpencTsa, ycrnoBue NoAanyHKTa 3) HacTOSILLEro NyHKTa CYMTaeTCH BbIMONHEHHBLIM, €Cnn YCNoBUSA NOANYHKTOB 1) n 2)
unu 1) n 3) HaCTOALLEro NyHKTa BbIMONHATCA OTHOCUTENBHO OO3MPOBKM NEKapCTBEHHOIO CPeACcTBa, UCNOMb3yeMOro
B UCcrnenoBaHun 6MO3KBMBaANEHTHOCTY U JO3MPOBOK, AN KOTOPLIX paccmaTpuBaeTcs brosensep:

1) KOnMM4YecTBO aKTMBHOrO BellecTBa (BeLlecTB) cocTaBnseT MeHee 5% oT Beca sgpa TabneTku, unu Beca
COLEePXKMMOTO Kancynbl;

2) oQMHAaKOBbIV KONMYECTBEHHBIN COCTaB pasfnyHbIX BCMIOMOraTefbHbIX BELWECTB, BXOAALLMX B 94p0 TabneTky,
UNN coaepXXMMoe Kancyrnbl Ans pa3HbIX 403NPOBOK;

3) KONMYecTBO HaMoONHUTENS U3MEHSETCS B COOTBETCTBUM C M3MEHEHWEM KONWYECTBa aKTUBHOMO BELLECTBA;
KONMM4ecTBO ApYrMx BCMOMOraTenbHbIX BELEeCTB B aape Tabnetkn unu COoAepXMMOro Kancyrnbl AOMKHO ObiTb
OAMHaKOBbIM AN paccMaTpuBaeMblX pa3HbiX JO3NPOBOK.

2.6. ApekBaTHOCTb OTKasa OT [JOMOMHUTENbHbIX WCCneaoBaHun 6GUMO3KBMBANEHTHOCTU MNOATBEpXKOAeTCs
COOTBETCTBYIOLLMMY JAHHBIMWU PaCTBOPEHUS UH-BUTPO:

1) cxoOCTBO pacTBOPEHUSI MH-BUTPO HEOOXOOUMO MPOAEMOHCTPUPOBATL ANA BCeX ycroBun pH u ¢ naptuamm
NeKapcTBEHHOrO CpeacTBa, MCNOSb30BaHHbIX B UCCHEeOOBaHUN, TO €CTb Mexay OOMOSNHWTENbHOW O030M U 00301
nekapcTBEHHOWN CpeAcTBa AN uccrnefoBaHnsa 6MO3KBNBaANEHTHOCTY;

2) npu 3HaveHuax pH, korga He ypaeTcs OOCTMYMb Haanexallero pacTBOPEHUA ONA BCeX [LO3MPOBOK
neKkapcTBEHHOro CpeacTBa, TO PacTBOPEHVE WH-BUTPO ObiBaeT pasnuyHbiM ONA pasHbiX AO03MPOBOK; NP 3TOM
HeobXxoaMMO MOATBEPAWTb, YTO Takas pasHuua BO3HMKAET 3a CYeT neKkapCTBEeHHOW cybcTaHuum, a He 3a cyet
cocTaBa npenaparta, NPoBeAs CPaBHEHWE C COOTBETCTBYHOLIEN [O3MPOBKOM pedepeHTHOro rekapCTBEHHOro
cpencTsa.

2. TnbpuaHbIA NnekapcTBeHHbIN Npenapat

[ns rocynapCTBeHHOW pervcTpauum rmbpuaHOro rekapcTBEHHOro npenapaTta npefoCcTaBrsioT crepylolme
AaHHble:

B Mogyne 1 wnm Yactu | [MepeyHa 3asBuTenb NpeacTaBnsieT KpaTkyt MHdopmauumio, obobuiatoLuyto
o6oCcHOBaHNS 1 akTbl, YTO npenapaT, AN perucTpaumMm KOTOporo nojaeTcs 3asBreHune, SBnseTca rmépuaHbiM
npenapatoM MO OTHOLUEHWIO K COOTBETCTBYHWOLEMY pedepeHTHOMY npenapaTy. O6obweHne cogepxut
WHbopMaLmMIo O npenapaTe, akTUBHOW apmaueBTUYecKon cybCcTaHuMKu, NekapcTBEHHOW opMe, A03UPOBKaXx,
nokasaHusx K NpuMMEeHeHuto, cnocobe MPUMEHEHUS MO CpPaBHEHMIO C pedepeHTHbIM NpenapaTom, a Takke, npu
Heo6XoaAMMOCTH, CBEAEHNSI O BUOAOCTYNHOCTHN M BMO3KBMBANEHTHOCTU AaHHOIO NpenapaTa.

B onpepneneHHbix criydasx TpebyeTcs nnaH ynpaBneHusi pyuckamu.

B cnyyae oTCyTCTBUSI OnMpedeneHHbIX 3fIEMEHTOB crneayeT npeacTtaBuTb 0OOCHOBaHME WX OTCYTCTBUSI B
COOTBETCTBYIOLLEM pasaerne.

B 0630pe AOKNNHNYECKMX U KITMHWUYECKUX AaHHbIX yaenseTcs ocoboe BHMMaHWeE CneayoLwmM anemMeHTam:

pesiomMe nNpoduns nNpumecen akTMBHOIO BeLecTBa (M B COOTBETCTBYHOLLMX CyyasiX, BO3MOXHbIX MPOOYKTOB
pasnoxeHusi, 00pasylLWNXCA MPU  XpaHeHuW) B Cepusax Mpenaparta, KOTOpbIi MOANEeXUT peanusaumm Ha
hapMaLEeBTUYECKOM PbIHKE;

06HOBNEHNE nuMTepaTypHbIX NybnukauuMn no akTMBHOMY BELLECTBY B paMKax HaCTOsLWEN 3asiBKM Ha
perucTpauuio; faHHoe TpeboBaHWe BbIMOMHAETCS MYyTEM CChINOK HA CTaTby B PELEH3NPYEMbIX XypHarnax;

KaXkabli NyHKT B 0OLLEN XapakTepuUCTUKE NEeKapCTBEHHOrO npenapara, paHee He U3BECTHbIV UMW BbITEKAIOLLMNA
U3 XapaKTepuCTUK NpenapaTa Wunm ero TepaneBTUYECKON rpynnbl, crnegyeT NpoaHanuanupoBaTh B AOKMTMHUYECKUX U
KNUHMYecknx ob3opax/pestoMe U noakpenuTb JokasaTenbCTBamMu M3 OMyOnMKOBaHHOW nuTepaTtypbl w/unum un3
pes3ynbTaToB AONOMHUTENBHBIX UCCref0BaHuN;

cnegyeT npeacTaBUTb AOMOMHUTENBHYK WMHOPMaLMIo, AOKa3biBaLy, YTo npodunu 6es3onacHocT w/unu
9P(PeKTMBHOCTM 3asBMEHHOrO npenapata He OTNMYalTCs OT TakoBbIX Y pedepeHTHOro npenaparta (pestome
COBCTBEHHbIX AOKNMMHUYECKMX U (UNW) KITUHUYECKUX UCCeoBaHun).

PesynbTaTbl OOKNMUHMYECKMX W (MNU) KIMHUYECKMX UCCreaoBaHUi rMOpUAHOro NEKapCTBEHHOro npenapaTa
cnegyert BKMNoyaTb B cOOTBETCTBYOLWME pasaensl Moayneit 4 u 5 nnu Yactu lll, 1V Mepeyns.

MpoBeaeHne [OONOMHUTENbHBLIX WCCNeaoBaHUN, HeOoOXOAMMbIX Ansi BOCMPOWM3BELEHHbIX EKapCTBEHHbIX
npenapaToB 1 ruépuaHbLIX npenapaTos:

1) pasnuyHble conu/CnoXHble AMPbLI/KOMNNEKCHI/UX NPON3BOAHbIE (C OOHOM W TOW X€ aKTUBHOW 4YacTbio
MOIEKyrbl) NPeAoCTaBNAT AOKa3aTenbCTBa TOrO, YTO HET HMKAKUX M3MEHEHVMN B (hapMaKOKMHETUKE aKTMBHOW
YacTu Mornekynbl, apmakoaMHaMmuvke W/WNM TOKCUMYHOCTM, KOTOpble CYLUECTBEHHO BMMSAKOT Ha npodunb
6e3onacHocTn/adhhekTMBHOCTM (MHAYe crieqyeT paccMaTpuBaTh Kak HOBOE aKTUBHOE BELLECTBO);

2) ppyron cnocob npuMeHeHusi/apyras nekapcTBeHHasi oopMa (4ns napeHTepanbHOro BBeAEHUs!, HE0OXoaUMOo
NPOBOAUTL Pa3NUuUs Mexay BHyTpuapTepuarnbHbIM, BHYTPUBEHHbLIM, BHYTPUMbILLEYHbIM, MOOKOXHBIM U APYrMMU
MEeTO4aMU BBEAEHWSI) HOBLIN MyTb BBEAEHWSI MHAs nekapcTBeHHast cdopma (Mpu ToMm e crnocobe BBeAeHWs)
nNpenocTaBnsaloT  KNUHWMYECKNe AaHHble (6e3onacHOCTb/apdEKTUBHOCTL), MCCneaoBaHnsa  (hapMakoKUHETUKH,
COOTBETCTBYIOLLME OOKITMHUYECKNE AaHHbIE (HAaNnpyMep, MeCcTHas MepPEeHOCUMOCTb), €CIU 3TO NPUMEHUMO;

3) Apyras [O3vpoBKa NMpu TOM >Xe MyTU BBeAeHWs/NnekapCTBEHHOW opme M MokasaHWsM K MPUMEHEHMIO
npefocTaBnsioT UCCreoBaHNSA CPaBHUTENBHOW GUOAOCTYMHOCTY;

4) cBepxbuogoCTynHble npenapaTbl NPUW COXPaHEHWW WMHTEpBana AO3MPOBaHWS, HO CO CHUWXEHWEeM [03bl,
npegHasHayYeHHble Anst OOCTMKEHMSI CXOAHOW KOHLEHTpauuu B nnasmMe/KpoBu MpefoCcTaBnsiioT UCCNeaoBaHUst
CpaBHUTENbHOW BMOAOCTYMNHOCTH.

3. bruonornyeckue npenapatbl



3.1 [Ina nekapcTBEHHbIX NpenapaToB, NOMyYeHHbIX U3 KPOBY UMK Ma3Mbl YerioBeka 3asiBUTenb npegocraBnsieT
NnosfnHoe perncTpaumMoHHoe AOCbe NeKapCTBEHHOro npenapaTta, KoTopoe CONpoBOXAAEeTCs NPUNOXEHNeM OTAENbHOro
MacTep-ganna Ha nnasmy.

MacTep-hann Ha nnasmy KpoBu ABMSETCA CaMOCTOATENbHbIM AOKYMEHTOM, OTAENbHbLIM OT PErMcTpaunmoHHOro
[OCbe NeKapCTBEHHOrO npenaparta U CofepXallyM Bce 3HauYMMble NOApPOGHbIE CBEAEHUS] O XapaKTepUCTUKaxX BCen
nnasmbl KPOBM YeroBeka, UCMONb30BaHHOW B KavyecTBe WMCXOOHOro martepuana v (Mnu) cbipbs Npu NpousBOACTBE
cybpakumii nnu NpoMEXYTOYHbIX (Ppakumii, KOMMNOHEHTOB BCMNOMOraTeribHbIX BELLECTB UNN aKTUBHbLIX BELLECTB,
ABMNAOLLMNXCH YaCTblO NEKapCTBEHHBIX MpenapaToB U MeanLMHCKNX N3AENnIA;

Kaxabli  UEeHTp wunn  ydpexaeHue, dpakuuoHupylowme (nepepabaTbiBaowine) nnasmy 4Yernoseka
NOAroTaBnMBalOT M MNOAOEPXKUBAOT B OOHOBMEHHOM COCTOSIHMM Habop noapobHOM 3HaYMmow UWHdOopMauuu,
yKasaHHOW B MacTep-anrne Ha nnasmy Kposu;

ecnun perucTpaumoHHoe A0Cbe OTHOCUTCS K KOMMOHEHTY, MOMYyYeHHOMY M3 Nrasmbl, TO A8 UCMONb30BaHHOM
nnasmbl B KAYECTBE MCXOOHOro Matepuana (cbipbs) NpeaycmMaTpuBaeTcs CCbinka Ha MacTep-gann Brnagensua.

3.1.1 Mactep-havin Bnagenbua COAEPXKMT CReaylolWyl WHPOopMaUMIo O nrnasme, WUCMONb30BaHHOW Kak
UCXoAdHbIM MaTepuan (cblpbe):

NPOUCXOXAEHWE Ma3mbl:

NHOPMaLMA O LieHTpaxX Unn y4pexaeHusx, B KOTOpPbIX MpoBoAnTCa cbop Kposu (Mnasmbl), BKNoYas AaHHbIe 06
WHCMNEKUUN U npeAcTaBfneHve cneuuanbHOro paspelleHus Ha BefeHWe [aHHOro Buaa AeATenbHOCTWU, a Takke
3NMOEeMUONOrMyeckne faHHble 00 WHdEKUMsX, NepefawLlmnxcss 4epe3 KpoBb B perMoHe, roe npousBoavTCH
3aroToBKa KpoBM (nNnasmbl);

WMHOPMAaLMS O LIEHTpax UNu yuypexaeHusX, B KOTOPbIX NMPOBOAUTCHA KOHTPOMNb AOHAUMW U NynoB nnasmebl,
BKIMHOYAsi MHCMEKUNOHHbBIW U PEryNATOPHbIN CTaTyC 3TUX LEHTPOB UMK YYPEXOEHUN;

KpuTepun otbopa (UCKIoYeHNs) JOHOPOB KPOBW (Masmbl);

onucaHne [OenCTBYIOLLEN CUCTEMbI, MO3BOMSOLWEN OTCreAuTb NyTb KaXOOW OOHAUMM OT yupexaeHwus, raoe
cobupaloT kpoBb (Nnasmy), 4O FOTOBOro NekapCTBEHHOro npenapaTa n HaoboporT;

KayecTBO Nnasmbl U ee 6€30MNacHOCTb:

COOTBETCTBME KavyecTBa cTaTbsM (MOHorpadumsimM) rocyjapcTBEHHbIX hapMakonen;

KOHTponb cobpaHHOW KpoBM (Mra3mbl) M e€e MyrnoB Ha Hanuyine BOo30OyauTenen WHGEKUWUA, BKMYas
WHopMaLMIo O MeTogax KOHTPOMSA U B Clyvae nynos Nnasmbl - JaHHble Banvgauun NCNoMb30BaHHbIX METOANK;

TEXHWYECKME XapaKTepUCTUKN KOHTerHepoB Ans cbopa KpoBM W nnas3vbl, BkMoyYas wHdopmaumio 06
MCMONb30BaHHbIX PacTBOpax aHTUKOArynsiHTOB;

YCIOBWSI XPaHEHNS 1 TPaHCMOPTUPOBKM Ma3mbl;

npoueaypa xpaHeHus noboro matepmana, UCNonbL3yemMoro Ans NponM3BoACTBa U (Mnn) NEpPUOA, KapaHTuHa;

XapakTtepucTuka nyna nnasmbi;

onucaHne yCTaHOBMEHHOW CUCTEMbl B3avMOAEWCTBUS Mexay npou3BoauTerneM fekapCTBEeHHOro npenapara,
NOMy4YeHHOro U3 nnas3mbl, U (UK) LEHTPOM MNU ydpexaeHneMm, dpakumoHnpyoLWwmMm 1 (unu) nepepabatbiBaloLym
nnasmy, M LEHTPOM UNW ydpexaeHuem no cbopy M KOHTPOM KpoBM (Mfas3mbl), a TakKe COrfacoBaHHbIE MMU
crneumdukaunm Ha nnasmy.

MacTep-thbavin Ha nna3Mmy Takke COOEpPXWUT MepeyveHb IeKapCTBEHHbIX MpenapaToB, Ha KOTopble OH
pacnpocTpaHaeTCcs, He3aBUCMO OT TOro, SABMASIOTCA NN 3TV NekapCTBEHHble npenapaTbl 3aperMcTpypoBaHHbLIMMU,
HaxoAATCs B NpoLEecce perucTpaummn unm B CTagum KNMHUYECKUX UCCNef0BaHNN.

3.1.2 MacTtep-thanin Ha nnasMy NOANEXUT exeroqHoMy 06HOBMEHMIO 1 MOBTOPHOW 3KCMepTU3e.

[Mpn BHECEHMN U3MEHeHU B MacTep-ann Ha nnasMmy OH NOANEXUT 3KCNepTu3e B COOTBETCTBMM C Npoueaypom
BHECEHUS N3MEHEHUI.

3.2 B OoTHOLWEHUN BakuMH AN MEOULMHCKOrO NpuMMeHeHust TpeboBaHMs K MCXOOHbIM MaTtepuanam U Cbipbo
3aMeHaIlTCa MacTep pannom BaKUMHHOMO aHTureHa. B cnyvae BakuuHbl, He sBRSAOLWEncs BakuMHOW Ans
NpogUakTUK rpunna 4ernoBeka, NpefocTaBnsaeTca macTtep ann BaKUMHHOIO aHTUreHa ANs KaXAgoro aHTureHa,
KOTOPbIV ABMSIETCA aKTUBHBIM BELLECTBOM 3TOW BaKUMHbI.

3.2.1 MacTep-hain BaKUMHHOIO aHTUreHa COAEPXUT CneayoLllyld MHpOpMaLMIo, W3BMEYEHHYD U3
cooTBeTCTBYOLEeN YacTh (AkTBHaA dhapmaueBTudeckas cybctaHumsa) mogyns 3 «Kavectsoy.

AKTMBHOE BeLLeCcTBO:

obwaa wuHdopmMaumsa, BKMNOYas CBEAEHMS O COOTBETCTBMM cTaTbe (MOHOrpacdmm) rocygapCTBEHHbIX
dapmakonen;

WHOpMaUUs O npoumsBoAMTENE akTUBHOro BellecTBa: WHgopMauua O Mpou3BOACTBEHHOM MpoLlecce,
UCXOAHbIX MaTepuanax u cbipbe, cneumanbHbIX Mepax OTHOCUTENbHO TPaHCMUCCUBHBIX rybyaTtbix aHuedanonaTun n
oueHke 6e30nacHOCTW NOCTOPOHHMX MH(EKLMOHHBIX areHTOB, MOMELLIEHNAX 1 060pyAoBaHNM;

XapakTepucTrka akTMBHOMO BELLLECTBa;

KOHTPOIb Ka4yecTBa aKTUBHOIO BELLECTBa;

cTaHgapTHble obpasubl 1 MaTepuarnbi;

nepBUYHas yrnakoBKa 1 YKynopoyHasi CuCTemMa akTUBHOTO BELLeCTBa;

cTabunbHOCTbL aKTUBHOIO BELLECTBA.

3.2.2 [ns HOBbIX BaKUMH, KOTOpble COAEpXKaT HOBbIA BaKUWHHBLIA aHTUrEH, 3asdBUTENb MNogaeT MonHoe
peructpauMoHHoe [ocbe, BK4Yas Bce MacTep-ganrbl BAKUMHHOMO aHTUreHa Ha KaXAbld BaKUWHHBIA aHTUreH,
KOTOpPbIN SBMSIETCA YacTbio HOBOW BaKUUHbI, €Cri MacTep-ann BakLMHHOIO aHTUreHa Ha Takon BaKUWHHBIA aHTUreH
OTCyTCTBYyeET.

Yka3saHHble TpeboBaHMA Takke MPUMEHSIIOTCS K KaXKAOW BakuuHe, KOTopas COCTOMT U3 HOBOM KOMOMHaumu
BaKLUMHHBIX aHTUrEHOB, HE3aBUCUMO OT TOrO, SIBMSIETCSt OOAWH unun 6onee aHTUreHOB YacTbi BaKLMH, KOTOPbLIE YXe
3aperucTpupoBaHbl.

Mpn BHeCeHUN n3MeHeHUn B MacTep-hann Ha BaKUWMHHBLIM aHTUreH, macTtep-cann NoanexuT 3KCnepTuse B
COOTBETCTBUM C NpoLeaypoV BHECEHUS U3MEHEHWIA.



4. BuoaHamnorMyHbIA NeKapcTBeHHbIN npenapaTt (6uoaHanor, ©GuonodobGHLIN fekapCTBEHHLIN Mpenapart,
ovocumunap)

4.1. Ons akcnepTn3bl 6MoaHanorMyHoro neapcTBEHHOroO npenaparta NnpegocTaBnsTCA AaHHbIE CPAaBHUTENbHbIX
uccreoBaHui ero ¢ opurMHanbHbIM (pedepeHTHbIM) GUONOrMYECKUM NeKapCTBEHHbLIM CPEACTBOM.

B Moayne 1 cdoopmata OT[] pernctpaumoHHoro gocbe unu Yactu | MepeyHs 3assutenb NpeacTtaBnsaeT pestome
060CHOBaHUA 1 HaKTOB, NOKa3bIBaOLMX, YTO FEKapCTBEHHLIM Npenapar, NofgaBaeMbll Ha 3KCNepTusy, ABNseTcs
6uoananornyHelM (6ronofobHLIM) NekapcTBEHHBIM NpenapaToM OpUrMHanbHOMY (pedepeHTHOMY) NekapCTBEHHOMY
npenapaty. Pe3ioMme cooepxuT nHgopmMaumio 0 nekapCTBEHHOM npenapaTe, akTMBHOM BeLLEeCTBE, NekapCTBEHHOMN
dopmMe, [03MpOBKax, MNOKa3aHWAX K MPUMEHEHWI0 U crnocobe MNpUMEHEeHWs B CPaBHEHWW C  aHarorn4yHowm
uHdopMauuen ob opuruHansHoM (pedepeHTHOM) NekapCcTBEHHOM Npenapare.

B Mogyne 1 dopmata OT[ peructpaumoHHoro goceke nnu Yactu | MNepeyHs BMecTe ¢ kpaTkon nHdopmaumen o
cucteme apmakoHag3opa AepXKaTensi percTpauMoHHOrO yOOCTOBEPEHMSA MNpeacTaBnseTca nnaH ynpa.eHus
pycKkamu Ha 3asBNAeMbI Ha aKCnepTu3y broaHanornyHbIi (bronogobHbIN) NekapcTBEHHBIM Npenapar.

4.2. KavectBo, 6esonacHoCTb, 3(PMEKTUBHOCTE M WUMMYHOrEHHOCTb 6MOaHanorMyHoro nekapcTBEHHOro
npenaparta Ha Npou3BOACTBEHHON, AOKMTMHUYECKOW N KNMHUYECKoW hasde ero paspaboTkm CpaBHUBAIOTCA C OOHUM U
TeM e 3TanoHHbIM pedepeHTHbIM BUONOrMYeckUM feKkapCTBEHHbIM CPEACTBOM B COOTBETCTBMM C MpaBunamu
uccrnegoBaHusa BUONOrMYecKknx nekapCcTBEHHbIX CPEACTB B pamkax EBpasmmnckoro 3koHOMUYECKOro coto3a.

B Moaynsx 2, 3, 4 nu 5 dpopmata OTL vnm Yactu I, I, IV MNMepeyHa perMcTpaunoHHOro gocbe duocumunsapa
cofepXuTca cnegytowias MHOpMaLUS:

1) noaTBepXOEeHWE CXOACTBA MOMEKYNSPHbIX W OMONMOrMYecknx XapakTEpPUCTMK aKTUBHbIX BELLEeCTB
buocumunapa M 3TanoHHOro GMOMOrMYeckoro fnekapcTBEHHOrO CPeAcTBa (4eTanmu Mo MEPBUYHOW CTPYKTYpe U
CTpykTypam 6onee BbICOKOrO MopsAka, MNOCTTPAHCNAUMOHHBIM -~ Moandukaumam  (BKMYasd, B 4YaCTHOCTM
rMKkoopMbl), BUONOTMYECKOW aKTMBHOCTK, YNCTOTE, NPUMECAM);

2) noaTBepXaeHne CXOACTBA XapakTepMCTUK rOTOBOro npenapara (nekapctBeHHas opma, KONMYeCTBEHHbIN 1
KayeCTBEHHbIN COCTaB, [03MPOBKa, CNOcob MPUMEHEHUS, YCMOBUS XpaHEeHWs, CPOK XpaHeHus, CTabunbHOCTb,
npodunb npuMeceit) Bvocummnapa M 3TanoHHOrO GUOMOrMYecKoro NEeKapCTBEHHONO CpeacTBa; [AoMnycKaeTcst
pasnuune B npodwune npuvMecer M BcroMoraTernbHbIX BeLlecTBax Ouocumunsapa v pedepeHTHoro npenapara,
3asBUTENEM MPUHMMAETCA BO BHUMAaHME HanMyMe HOBEWLUMX TEXHONOMMI, [OEMOHCTPUPYETCA COOTBETCTBME
BbIOpaHHOrO cocTaBa MO TakMM KpUTEpWUsiM, Kak Mpodunb npuMecen, cTabunbHOCTb, COBMECTUMOCTb (CO
BCMOMOraTenbHbIMM  BELeCTBaMK, pacTBOPUTENAMW W MaTepuanamu  ynakoBKW), LENOCTHOCTb (Kak Ha
Buonornyeckom, Tak n PU3NKO-XMMNYECKOM YPOBHE), aKTMBHOCTb M CMNna AeNCTBUS aKTUBHOIO BELLECTBA;

3) kputepum Bbibopa 3TaNoOHHOro GUONOrMYEecKoro fNekapCTBEHHOIo CPeacTaa;

4) B cnyyae pas3nuumi npun paspaboTke Guocummnsapa, kotopble 06nagatoT noTeHuuanbHbIM BO3AENCTBUEM Ha
ero 6e3onacHoCTb MNM 3PdeKTMBHOCTb, NPELOCTABNSATCSA OOMOMHUTENbHbIE AaHHbIe MO WCCMNefOoBaHWsAM Ha
XKMBOTHBIX U KITMHUYECKNM MCCreoBaHWsAM Ans TOro, YTobbl 0XapakTepn3oBaTb pas3nuuus;

5) nonHoe onucaHue M NakeT AaHHbIX MO MPOW3BOLACTBEHHOMY MPOLECCY, HayvMHasi ¢ pa3paboTkM BEKTOPOB
akcnpeccum U B6aHKOB KIETOK, KyNbTypbl/OpoXeHns knetok, cbopa, O4MCTKMU, peakumin Moandukaumm, HanosHeHNs
KOHTENHepOB ANnsA 6ank-npoaykTa U roToBOW NekapCTBEHHOW hOPMbl, XPAHEHUS;

6) vccnepoBaHus, NpoBoAaMMble B xode dhapmaueBTUYeckon paspaboTkv ona onpedeneHns u Banugauuu
nekapcTBEHHOM (hopMbl, COCTaBa M CMCTEMbI YNakOBKW/YKYNoOpKu (BKMNOYasi UX LEMOCTHOCTb ANS npeaoTBpalleHus
MUKPOBHOrO 3arpA3HeHus);

7) cneundukauma 6Guocumnspa, oOTpaxarllwas W KOHTPONMPYKLLAash BaXHble KavyeCTBEHHbIe MokKasaTenu
NeKapCcTBEHHOIO CpefcTBa, M3BECTHble AMA 3TanoHHOro GMONOrMYeckoro NeKapCTBEHHOrO cpeacTBa (Takue Kak
naeHTUMUKaUns; YUCTOTa; aKTUBHOCTb;, MOJIEKyNsSpHas reTeporeHHOCTb B MNNaHe pasMepoB, 3apsiga U
rmapocobHOCTH, rAe BO3MOXHO MX onpedeneHne; cTeneHb cuanMpoBaHust; KONMMYECTBO OTAENbHbLIX NONUNENTUAHbIX
uenen; rmuko3nnmpoBaHue yHKUMOHaNbHOM obnacTu; ypoBHM arperaumu; npumecu, Takne kak 6enok n AHK knetku-
X035IMHa);

8) nccnepoBaHns cTabunbHOCTY;

9) pesynbTaTbl AOKIUHUYECKUX (HEKNMMHUYECKMX) UCCMedoBaHWMiA (B OCHOBE AOKIMHUYECKMX WCCrefoBaHUn
NEeXUT MNOAX0Hd, OCHOBAHHBIN Ha OLEHKE PWCKOB, W, TaM rae BO3MOXHO, criegyeT u3beratb npoBeaeHus
UCCreaoBaHUi Ha KMBOTHBIX): WH-BUTPO UCCNEAOBaHUSI CBA3bIBAHWS C PELEnTOpoOM WK KreTOYHble aHanuabl
(Hanpumep, aHanu3 nponudepauumM  KNeToKk WNM  aHanma LMTOTOKCMYHOCTM) SBNSAOTCA  HeobXxoaMMbiMu
OOKNMMHUYECKMMU UCCNEe0BaHNAMU; UH-BUBO MCCNEAOBaHUS Ha MOAXOASLEM BMOE XMBOTHbIX (HA KOTOpPOM Gbina
ulydyeHa papmakognHammyeckas UM (AnM)  TOKCMKOMOrMYeckasi aKTUBHOCTb  3TarloHHOro  GUONOrMyYeckoro
NEeKapCTBEHHOrO CpeacTBa); KpMBas 3aBUCMMOCTU 3dhdekTa OT A03bl («403a-apdeKkT»), onpeaeneHme HadanbHom
6e3onacHoOMm [03bl M CXEeM MOBBIWEHWS [03bl B MOCNEAYILWMX KIMHUYECKUX WCCNEedoBaHusX, uccrnenoBaHus
apmakorornyeckonn 6e30nacHoCTV; pesynbTaTbl Kak MWHMMYM OZHOIO MCCRegoBaHUM TOKCUYHOCTW  Mpw
MHOTOKpaTHOM BBEAEHUW, BKIOYAsS OLEHKY TOKCUKOKMHETWKW, ONpeaerieHne U XapakTepUCTUKN UMMYHHbIX OTBETOB,
B TOM 4uCre TUTpbl aHTUTEN, NepeKkpecTHasl PeaKkTUBHOCTb C FOMOJIOTMYHBbIMK 3HAOrEHHbIMM Oenkamu un
HelTpanuayLlasa cnocobHOCTb; OLleHKa MECTHOW MNEePEHOCUMOCTU; OaHHbIE TOKCMKOMOrMYECKUX WCCNEeA0BaHUA,
BKITHOYAIOLLME OLIEHKY PENpOAYKTUBHOM TOKCUYHOCTWU, FEHOTOKCUMYHOCTM, MYTareHHOCTU U KaHUEPOreHHOCTU (npu
HeobxoamMMocTn) TpebyeTcsl NpefoCTaBnsiTb B TEX Cryyasix, Korga pesynbTaTbl UCCNEAOoBaHUSi TOKCMYHOCTM MNpu
MHOTOKpaTHOM BBEAEHWUW, UCCIEe0BaHNA MECTHOW MEPEHOCUMOCTU BbISBNAIT NOTEHUManbHbIE pUCKU U (Unn) Koraa
M3BECTHbl TOKCMKOMOIMYeCckue CBOWCTBA 3TaNOHHOrO OMONOrMyeckoro nekapCcTBEHHOro cpeactea (Hampumep,
n3BeCTHble NOB6OYHbIE 3hheKTbl 3TanoHHOro GuonpenapaTta Ha PenPOAYKTUBHYHO PYHKLIMIO);

10) pesynbTaTbl KIMHWYECKMX WUCCMNEAOBAHWIA (XapakTep W CIOXHOCTb pedepeHTHOro npenapart, CTeneHb
cxopacTea, Habnogaemas B hU3NKO-XMMUYECKMX, BUONOrMYeckmx uccrenoBaHusix OyayT BNUsiTb Ha MraHWpoBaHWe
KIMNHWYECKMX UccneaoBaHni):

bapMaKkoKMHETUYECKNE UccreaoBaHus ((hapMakoKMHETUYECKUE WUCCINELOBaHNS NpU OOHOKPATHOM BBEOEHWU;
(hapMaKOKMHETUYECKME UCCreJ0BaHUS MPU MHOFOKPaTHOM BBEAEHUM MPU HANM4Mn 3aBUCUMOCTU (hapMakoKUHETUKN



OT [03bl U BpPEMEHU; (hapMaKOKMHETUYECKOE CpaBHeHWe Guocumunspa M pedepeHTHOro npenaparta BK4aeT
BCacblBaHve, Bo0CTYNHOCTb, XapakTepPUCTUKA BbiBeAEHMS (KNMMPEHC U (Unn) nepuog nonyBbIBeAEHUS));
hapmakogmMHaMuyeckme uccnegoBaHusa (papmakoamHammyeckne adekTbl OLEHMBAKTCA Ha noaxoasiien
nonynsaumMm M c MNpuMMeHeHVeM [03 U3 KPYyTOM YacTu KPUBOM 3aBUMCUMOCTWU [03a-aPeKkT B AOKIMHUYECKMX
uccreaoBaHusx; hapmakognHamuyeckme Mapkepbl BbIGMpaloTcsa B 3aBUCMMOCTY OT MX KIMHUYECKOW 3HaYNMMOCTH);

CpaBHUTESNbHbIE KNUHUYECKME WCCReOoBaHUA, BKMOYAas OLEHKY BuAaa, 4YacTOTbl U TSXKECTU HexenaTenbHbIX
ABNEHMIN/NOBOYHBIX peakLui;

nccnefoBaHMs UMMYHOTEHHOCTM Ha LeneBou rpynne (CpaBHEHMEe 4YacToThl U Tuna o0pasyloLnMxcss aHTUTen m
noTeHuuanbHble KNMHUYeCKue MNocrneacTBUS UMMYHHOrO oTBeTa Anga Guocumunsipa u pedepeHTHOro npenapara;
WMMYHOIEHHOCTb UCcrnedyeTcs Ha nonynsauuu naumeHToB C CaMbiM  BbICOKMM PUCKOM MMMYHHOro oTBeTa U
UMMYHHbIX MOGOYHBIX peakumin; NnpegocTaBnseTcs obocHoBaHMeE cTpaTerum onpeaeneHus aHTuTen, BKovasa Bbloop,
OLEHKY U XapaKTepWUCTUKY METO[OB, YCTaHOBIIEHWE BpPEMEHW OTOOopa npob, B TOM YMCNe Ha MCXOOHOM YPOBHE,
o6bembl, 06paboTKy 1M xpaHeHue Npob, a Takke CTaTUCTUYECKME METOAbl aHanM3a AaHHbIX; aHanUTU4eckne metoabl
onpegeneHust aHTUTEN BanWAMPYKTCA AN HAMEYEHHOW Lenu, NpoBOAUTCS CKPUHWHIOBLIN aHanM3 AOCTaTOYHON
YyBCTBUTENbHOCTN MeToAda, MPOBOAUTCS OnNpedernieHne HewTpanuaylLlmx aHTuTen; nepuon HabnwogeHus npu
uccneaoBaHMaX Ha UMMYHOTFEHHOCTb COOTBETCTBYET MNIaHWpyeMOW ANUTENbHOCTU feyYeHus U npeanoraraemoro
BpeMeHn o6pasoBaHUA aHTUTen, M He MeHblle 12 mecaues, nNpu Apyron ANMTENbHOCTU UCCrenoBaHUA
npencrtaensgeTcd 060CHOBaHME; MPU 3HAYUMBIX Crydasx obpas3oBaHWsi TUTPOB aHTUTEN, UX CTOMKOCTb B TEYEHUEe
onpegeneHHoro BpeMeHu, noTeHumarnbHble U3MEHEHUS XapakTepa UMMYHHOrO OTBeTa U KIMHUYeckue nocrneacteums
TpebyeTcsa nccnegoBaTh B JO- U MOCIE PETMCTPALIMOHHBIN NEPUOL);

OCHOBHbIE KIMMHUYECKNE AaHHble MOMy4yalTCs C UCNOMNb30BaHNEM feKapCTBEHHOro cpeacTsa, NpousBeeHHoro
nyTeM OKOHYaTeNnbHOro MPOM3BOACTBEHHOrO Mpouecca, T.e. JIEKapCTBEHHOrO CpeacTBa, Ha KoTopoe nopaeTcd
3as1BMeHNe Ha rocyfapCTBEHHYIO perncTpaumio;

Ans nobbIX OTKNOHEHW OT 3TMX TpeboBaHMn 3asBuTeNb NpeacTaBnseT obocHoBaHUE, U NpyU HeO6XOAMMOCTH,
OaHHble JOMONMHUTENbHbBIX PapMaKOKMHETUYECKMX UCCIEe0BaHNA, CPAaBHUBAKOLLMX (bapMaKOKMHETMYeCckue npounm
nieKapCcTBEHHOrO CpefcTBa C OKOHYaTEmNbHbIM 1 6ornee paHHUM COCTaBOM;

11) cneundukaumio 6e3onacHOCTM (C OMNUCAHMEM BaXHbIX BbISABMEHHBIX W MOTEHUManNbHbIX Mpobnem
6e3onacHocT aTanoHHoro Guonpenaparta, Knacca NekapCTBEHHOro BellectBa W (unu) Guocumunspa) v nnad
apMakoHaasopabuocumunspa B NOCTPErncTpaLUmOHHbIN nepvoa (c onncaHvem nnaHnpyemMblx
NOCTPErMcCTPaUMOHHbIX MEPOMNPUSTUA N METOLOB, OCHOBbIBALIUXCA HA crneuudukauum 6Ges3onacHoCcTW, nnaHa
ynpaBneHns 1 MMHMMU3auun pUCcKoB, B TOM Yucre obpasoBaTenbHble MaTepuanbl AN NauMeHToB 1 (Mnun) neyaiumx
Bpayen);

12) akcTpanonupoBaHue OaHHbIX N0 3PPEKTMBHOCTM U 6E30NaCHOCTM C OQHOrO TePaneBTUYECKOro MoKasaHust
Ha pgpyroe: ecnu pedepeHTHbIM npenapaT umeeT 6onee OOHOro MokKasaHus K MPUMEHEHWIO, 3asfBUTENb
npepoctaBnsieT 06OCHOBaHWE OTCYTCTBUSI KIMHWYECKUX uMccrnegoBaHui  adpekTMBHOCTM M GesonacHocTu
Ouocumunapa nNo Apyrum MnokasaHusM K MPUMEHEHMWIO, MO KOTOPbIM He MpoBeAeHbl KIMHWUYECKUE UccrnenoBaHus
6uocumunapa; B 060CHOBaHUM OTpaXaeTCsa OMbIT KMMHUYECKOrO MPUMEHEHWS, AOCTYMHOCTb AaHHbIX nuTepaTypbl,
MEexXaHU3MOB [EeNCTBUSI aKTUBHOIO BeLlecTBa pedepeHTHOro npenapara Ans Kaxaoro nokasaHusi (BKnovasi CTeneHb
X OOCTOBEPHOCTM) M BOBMEYEHHbIX PELEenTOpOB; NPV HanMyum OoKa3aTenbCTB, YTO MPU PpasHbIX MOKa3aHMAX K
NPYMEHEHUIO BOBIIEKAKOTCH pasnmyHble akTUBHbIE LIEHTPbI AEUCTBYHOLLErO BellecTBa pedepeHTHOro npenapaTa unm
pasnuyHble peuenTopbl KNEeTKM MULLIEHW unun 4to npocunb Ge3onacHOCTM npenapaTta pasnuyaeTcss AN pasHblX
MOKa3aHu K MPUMEHEHWIO, NPEAOCTaBMNSATCS AaHHble KIMMHUYECKMX WCCNeaoBaHui; Ana 3KCTPanonMpoBaHUst
AaHHbIX No 6e3onacHocT cnegyeT MpUHATL BO BHUMaHWE (haKTopbl, CBA3aHHbIE C MaUMEHTOM (COMyTCTBYylOLLEe
rneyeHue, conyTcTBylowMe 3aboneBaHUst 1 UMMYHHbIA cTaTyc), akTopbl, CBsid3aHHble C 3aboneBaHvem (peakuumm,
CXOOHble C TaKOBbIMM KINETOK MMLUEHEN); OObeM Takmx [aHHbIX paccMaTpuBaeTCs B CBETE COBOKYMHOCTU
[0Ka3aTenbCTB, MOMYyYEHHbIX MPU YCTAaHOBIMEHWU COMOCTaBMMOCTU Brocumunspa v noTeHuuarnbHbIX OCTarLLMXCS
HeornpeaeneHHoCcTeNn.

5. KombuHrpoBaHHbIe nekapcTBeHHbIE NpenapaThbl

[ns HOBbIX NMeKapCTBEHHbIX MpenapaToB, MpeAacTaBnslowmx cobon koMmOuHauuio OByx wunu Gonee paHee
N3BECTHbIX aKTMBHbIX BELLECTB B OOHOM NIEKapCTBEHHOW (hOpMe, NPeACTaBnseTCsl NofiHoe pPerncTpaunoHHOe OOChe
(Mogynn 1-5, Yactu I-IV TMNepeyns). Mogyne 3 wnu Yactb |l BknoyaeT cBegeHUsl O MPOWM3BOACTBE, KOHTpone
KayecTBa, NPON3BOAMTENE KaXO0ro aKTMBHOMO BELLECTBA, BXOASILLEr0 B COCTaB KOMOMHMPOBAHHbBIX JIEKAPCTBEHHbIX
npenapatoB. B Moagynax 4 n 5 wnm Yactax lll, IV lNepeyHs npeactaBnsioTca pesynbTaTbl AOKIUHUYECKUX Y
KNMMHUYECKMX UCCNEAOBAHUIA 3asiBNSiEMbIX KOMOUHALNIA aKTUBHbIX BELLLECTB.

6. IlekapcTBEHHbIE CPEACTBA C XOPOLUO U3YYEHHbIM MEOULMHCKUM NPUMEHEHNEM.

K nekapcTBeHHbIM npenapaTtam € NoATBEPXAEHHON 3PHEKTVBHOCTLIO M NPUEMIEMbIM YPOBHEM Be3onacHoCTH
(k KOTOPbIM OTHOCSITCS, HanMpuMMmep, NEKapCTBEHHbIE MpenapaTtbl M3 CbipbsA MPUPOOHOrO MPOUCXOXAEHUS (OeroTb
Oepe3oBbI, 3MENHbIN A4, NPOAYKTbI NMYENOBOACTBA, MEAVMLMHCKAE MUABKWU, XENyb, MUHepanbl U Ap.), akTUBHOE
BELLEeCTBO KOTOPbIX XOpOLWO MW3Yy4eHO B MEAWUUMHCKOM MPUMEHEHUW, BUTaMUHbl U BUTAMUHHO-MUHEpParnbHble
KOMMMEKChI, a TakkKe fekapcTBeHHble npenapaThbl, papMaKkonorMiyeckyo akTMBHOCTb KOTOPbIX onpeaensieT KOMMeKke
BMonorMyeckn akTUBHbLIX BELLLECTB NPUPOAHOr0 NPOUCXOXAEHWS, pAacTBOPbLI aHTUCENTUKOB (Mepeknck Bogopoaa, 1hog,
OpUNNMaHTOBLIA 3eneHbin U Ap.), BoAa AN WHbEKUMA, aacopbeHTbl (yronb akTUBMPOBAHHBIN U T.4.),
KapMMHATUBHbIE JEKapCTBEHHbIE Mpenapartbl, JleKapCTBEHHbIE MpenapaTtbl U3 TPynnbl  pasgpaxarowmx wu
obBonakuawLwmx cpeacts) npeacraensawtcs Mogynm 1, 2 n 3 n Yactu |, Il MepeuHa. B Moaynsx 4 n 5 nnn Yactu
Ill, IV TlepeyHs B nogpoGHOM Hay4HoW 6Gubnuorpadpmm ykasbiBalOTCA [OOKMMHUYECKUME W KITMHUYECKue
XapaKTepUCTUKN.

[nsa noaTBepXXAeHNS XOPOLLO U3y4EeHHOro Me4MLUHCKOro NpUMEHeHNst NPeAcTaBnsaoTCs AaHHbIe NO:

BPEMEHU, B TEYEHME KOTOPOro UCMONb3yeTCs aKTMBHOE BELLECTBO B MEAULIMHCKOWN NPaKTUKeE;

KONMYECTBEHHbBIM acrnekTaM UCNoNb30BaHUSA akTUBHOIMO BELLECTBa;



YacToTe HayyHbIX NyGnMKauMin N akTyarnbHOCTW UCNOMb30BaHNA aKTUBHOMO BELLEeCTBa B Te4eHue nocrnegHux 5
neT nepeq nogayen 3asiBNeHns (CO CCbINKOW Ha NyGnunkaumm B Hay4YHbIX MUCTOYHUKAX);

COrMacoBaHHOCTW Hay4HbIX OLIEHOK.

[na onpepeneHns XOpOLLIO U3Y4EeHHOro MPUMEHEHWS PasfnnyHbIX aKTMBHbIX BeLllecTB TpebyeTcs oueHka 3a
pasnuyHble nepuodbl BpemeHw. [lepvod BpemeHu, HeOoOXOAUMBIA AN OnpeAeneHuss XOpoLo  WU3YYeHHOro
MeOMLIMHCKOro NPUMEHEHUS akTUBHOTO BeLLecTBa, cocTaBnseT He MeHee 10 neT ¢ AaTtbl NepBoro cucTeMaTnyeckoro
N OOKYMEHTUPOBaHHOIO NPUMEHEHWsI NeKkapCTBEHHOro cpeactea. buonorndeckne nekapcTBeHHble npenapaTtbl u
nekapcTBeHHbIe npenapartbl, ANs KOTOpbIX TpebyeTcs nposedeHne uccrnefoBaHui BGMO3KBMBANEHTHOCTU U (MNn)
KMWHNYECKMX WUCCReaoBaHU, He OTHOCATCA K KaTeropuu nekapCTBEHHbIX MNpenapaToB C XOPOLO W3YYEeHHbIM
NPUMEHeHNeMm.

2) maTepwvanbl PerncTpauuMoHHOro AOCbe, MpeACTaBMeHHble 3asBWTENeM, BKIYalT BCEe acrnekTbl OLEHKU
6e3onacHoCcTM 1 3 EKTUBHOCTH, COAEPXaT CCbIIKy Ha 0630p COOTBETCTBYIOLLEN NUTepaTypbl C y4eToM npea- v
MOCTPErMCTPaLUMOHHBIX WCCReAoBaHWn W OMyGNMKOBaHHOW Hay4yHOW nuTepaTypbl OTHOCWUTENbHO pe3ynbTaToB
3MNAEMUONOrMYECKNX WUCCNEeaoBaHUA U OCOBEHHO CpaBHUTENbHBIX JANUAEMUONONMYECKUX WCCNefoBaHUN, BCHO
AOKYMEHTAUMIO, KaK MONOXUTENbHYIO, Tak U oTpuuaTtenbHyto. bubnuorpaduyeckas ccoinka Ha Apyrue MCTOYHUKM
AokasaTenbcTB (NOCTPerncTpaumMoHHbIe UCCNefoBaHus, 3NMAEMUONIOrMYeckne UccnefoBaHust), Kpome [OaHHbIX,
KacaloLlmxca MeTOAO0B KOHTPOMS W WUCMbITaHWN, ABNSETCA Aoka3atensCcTBoM 6e3onacHocT u addeKTMBHOCTU
fneKapCcTBEHHOro npenapaTta npu YcrnoBuUKW, YTO B PErMcTPauMoOHHOM [OCbe 4YeTKO 06bscHeHO M 06oCHOBaHO
NCMOMb30BaHNe 3TUX NCTOYHMKOB MHAOPMaLnK;

3) obocHoBaHMe [O0KasaHHOro MNPUEMMEMOro ypoBHSI 6e3omacHOCTM U/Mnn 3pdeKTUBHOCTM, HECMOTPS Ha
OTCYTCTBME HEKOTOPbIX NCCrEefoBaHNN;

4) B OOKMUMHMYECKUX WM/MNN KNUHWYECKUX 0630pax OOBACHWUTL 3HAYMMOCTb MOObIX NpeacTaBneHHbIX AaHHbIX,
KacaloLLMXCs yxe 3aperncTpMpoBaHHOro nekapCcTBEHHOro npenapara, OTIIMYHOro OT TOro, KOTOPbIN nNpeanaraeTcs K
peructpauun. lMNpeacrasnsetca o60cHOBaHWE MO NOBOAY TOro, MOXHO N 3asBMEHHbIM NeKapCTBEHHbIA npenapar
cuntaTb NOAOGHBIM YXe 3aperMcTpupoBaHHOMY FeKapCTBEHHOMY npenapaTy, HEeCMOTpPS Ha CyliecTByloLime
pasnuuus;

5) nocTperncTpaumoHHbIN OMbIT WCMONb30BaHWA COAEPXUT MHopMaumio 06 MCMonb3oBaHWM  APYrnX
neKkapCcTBeHHbIX MpenapaToB, COAEPXaLLMX Te e aKTUBHble BELLeCTBa;

6) nepuoguyeckunii obHoBNSEMbI OT4eT No 6e30MacHOCTV NeKkapCTBEHHOrO NpenapaTta 3a nocnegxue 5 net go
nogayv 3asBreHus 3apybexxHbiMu MPON3BOANTENAMN.

7. PactutenbHble nekapCcTBeHHbIE NpenaparThbl

[ns akcnepTM3bl NekapCTBEHHbIX MpenapaToB PacTUTENLHOrO NPOUCXOXAEHUS NPeaoCcTaBnAlTCA pesynbraThl
COOTBETCTBYIOLUMX (DAPMaKOMNOrMYECKMX, TOKCMKOMOTMYECKNX W  KIMHWYECKUX wuccnegosBaHuin. Matepuanbsl wu
AOKYMEHTbI MO AOKIMMHNYECKUM (HEKIMHUYECKMM) M (UMW) KITMHUYECKUM UCCNeA0BaHUAM BKITHOYALOT:

maTtepuarnbl JOKIMHUYECKMX (HEKMMHUYECKNX) nccnefoBaHnin cneumdunyeckon akTuBHOCTY;

martepuarbl UCCe0oBaHNA OCTPON N XPOHUYECKOW TOKCUYHOCTY;

AaHHbIe O MECTHO-pasapaxatoLem AenCTBIY;

AaHHble 06 anneprusnpyoLLmx CBOMCTBAX;

ONbIT KITMHWYECKOTro MPUMEHEHNSA B CTPaHe-MPOM3BOAUTENE UK APYrMX CTpaHax.

Mpu aTOM MaTepuanbl OTHOCUTENbLHO Ka4eCTBEHHbLIX aCMeKTOB NEKapCTBEHHOIO NpenapaTa npegocTaBnsaioTcs B
nonHom obbeme.

[nsa c6opoB NekapCcTBEHHOrO PAcTUTENBHOIO Chipbs, PUTO-4aeB NpeaocTaBnseTcss 0630p Hay4YHON NUTepaTypsbl
Mo NeKapCTBEHHbIM PACTEHNAM, BXOAALLMX B UX COCTaB.

8. NlomeonaTu4yeckne npenapatbl

[na akcnepTu3bl romeonaTtnMyeckux npenapaTtoB 3asBuTENb MPeAcTaBnseT AOKYMEHTbl W MmaTtepuvansl,
BKMOYaoLwue cneayoLlyo nHgopmaumio no Mogynam 4 n 5 unu Yactam Il v IV MNepeyns:

ONS npenapaTtoB, UMEKLMX MHOrONeTHW OnbiT npuMeHeHns (He meHee 30 neT): 0630p AaHHbIX Hay4yHOMU
nutepaTtypbl 06 adhdekTvBHOCTM M Be3onacHOCTM romMeonaTu4eckoro npenapata B 3asdBnsemon obnactu

NpUMEHEHNS;
AN HOBbIX rOMeonaTUYeckux NnpenapaTos, He YNoMUHAEMbIX B dpapmakonesx u MoHorpadusx: ans Moaynsa 4
unu Yactn Il MepeyHs npeacTaBnATCA OaHHble TOKCMKOMOTMMYECKUX WCCrneaoBaHuii, obocHoBaHue noaGopa

pasnuyHblX MOTEeHUWUW, OaHHble KMWHWYECKOro onbiTa npumeHeHus; ansa Mogynsa & wnmn Yactu VI lMepeyna
npencTaBnsAlTCA AaHHbIE KIMHUYECKUX UCCrefoBaHWi (B COOTBETCTBUM C TPEOOBAHUSIMU HACTOSILLLErO NMPUIOXEHNS)
1 obocHoBaHWe noabopa pasnuyHbIX JO3MPOBOK.

obLasa xapakTepucTvKa NeKapCTBEHHOMO npenaparta v MHCTPYKUMIO N0 MEeOULMHCKOMY MPUMEHEHUIO (NTUCTOK-
BKMafblll) C yKasaHWeM, YTO NeKapCTBEHHOE CPeACTBO SABMSETCA rOMEONaTU4eCKMM npenapaTom.

OtcyTcTBMe nobor nHpopmMauum o60CHOBLIBAETCS.

9. ButamuHbl, MyHepansl

[ns akcnepTusbl NNekapCTBEHHBLIX CPEACTB, COAEPXKALLMX BUTAMUHbI 1 (UNK) NpeacTaBnsiowmx cobor KOMMMeKe
BUTAMWHOB M (MNM) BUTaMUHOB M MWHEPANOB, 3asiBUTENb NPEACTaBMNsSET OAVH U3 HWDKECNEeAYLWNX AOKYMEHTOB U
MaTepunarnos:

1) 6ubnuorpaduyeckuii 0630p AaHHbIX MO 6e30MacHOCTM NeKapCTBEHHbIX CPEACTB, BMECTE C OTYETOM
aKcnepTa, BKoyasi uHopmaumio ob akcnepTe;

2) Hay4Hble Nybnvkauum Ha 3asBNsSeMbIv Npenapar;

3) AaHHbIe uccneaoBaHUi OCTPON U (MIN) XPOHUYECKON TOKCUYHOCTMW.

10. PagnodapmaneBTnyeckue npenapathbl

[nsa akcnepTusbl pagnodapmaleBTUYecKnx npenapatos 1 nx npekypcopos B Moagyne 3 unm Yactu |l Nepeyns
npeacTaBnsAlTCA LOKYMEHThLI U MaTepuansl, BKIOYaoLWme creayLyto cneuududeckyo nHdopmMaumio:

1) B papuodapmMaueBTndeckoM Habope, KOTOpbIi CHabXaeTcs paguoaKkTUBHOW METKOW Mocne MNoCTaBKu
Nnpou3BoAnTENEM, 3a aKTUBHOE BELLECTBO MNPUHMMAIOT 4YacTb Habopa, npefHasHayYeHHyl AOns nepeHoca unm



cBsi3biBaHMS paauoHyknuaa. OnucaHwe meToga npov3BoAcCTBa paguodapMaueBTMYeckoro Habopa BkmoyaeT
nogpobHble JaHHble MO MPOM3BOACTBY Habopa W AaHHble PEeKOMeHOYEMOW OKOHYaTenbHon o6paboTku Ans
Npou3BOACTBa pPaAMOaKTUBHOIO JEKapCTBEHHOro npenapaTta. Tpebyemble crneundwukaumvm pagvoHyknuaa
OMNMCbIBaIOTCA B COOTBETCTBUM, ECNN MPUMEHNMO, C OOLLEN UK YacTHOW cTaTbewn (MoHorpadmeit) MocyaapcTBeHHOM
dapmakonen PK, nnbo npu oTcyTCTBUM Takux cTatew (MoHorpadumin) - cratbsam (MoHorpadwusim) dpapmakonen,
NPU3HaHHbLIX AENCTBYIOWMMUN Ha TeppuTopumn Pecnybnuku KasaxctaH.

B pononHeHue, cnefyeT onucaTb BCe COeOUHEHMs, HEOOXOoauMMble AN BBeAEHWS1 paavoaKkTUBHOW MeTKW, a
TaKKe CTPYKTYpy CoeanHEHUs C pagnoakTUBHOW METKOW.

AHanuaupyloTca saepHble peakuumn paauoHyKnnaos.

Kak maTtepuHCKuiA, Tak U JOYEPHWUIA PaaMOHYKMAbl reHepaTopa CYMTaTCS akTUBHBIMU BELLECTBaAMU;

2) cBegeHUs 0 NpUpoae paavoHyKnuaa, NoANMHHOCTU N30ToNa, BO3MOXHBIX MPUMECSX, HOCUTENE, NPUMEHEHNN
1 cneumdunyeckon akTMBHOCTY;

3) ucxogHble MaTepuanbl BKMOYaKT LieNneBble MaTepuarnsl Ans 00nyyeHus;

4) paccMOTpeHUe XMMNYECKOW/pagnoxXnmMmmn4eckon YNCToThbl U ee CBA3b C BuopacnpeneneHmem;

5) onucaHne paguoHyKNMAHON YNCTOThI, PAANOXMMUYECKOM YUCTOThI U cneumnduyeckon akTMBHOCTY;

6) [Ana reHepaToOpoB NPEACTaBnsAlOTCS MNOAPOOHbIE AaHHble UCNBbITAHUA MaTEePUHCKMX W OOYEepHUX
paguoHyknuaoBs. [na reHepaTopoOB-3N0aTOB NPEACTaBNATCSA UCMbITAHUA MaTePUHCKUX PaaVMOHYKNUAOB U OPYrnx
KOMMOHEHTOB CMCTEMbI FeHepaTopa;

7) coepXaHne aKTMBHbIX BELLECTB HA OCHOBaHWM MacCbl akTVBHOW YacTu MOSEKyIbl NPUMEHSIETCS TOMNbKO K
pagvodapmavueBTudeckum Habopam. [Ons pagvoHYKNWAOB paavMoakTMBHOCTb BblpaxaeTcda B Oekkepensx, C
yKkasaHueM faTtbl U, eCnn HeoOXoaMMO, BpEMEHMN 1 YACOBOTIO NOsica. YKasbiBaeTCA TUM PaAMOKTUBHOCTH;

8) cneuudmkaumm nekapCcTBEHHOrO nNpenapara, ABnsiLLerocs pagmodapmMaLeBTMieckuMm Habopom, BKMYaoT
UCNbITAaHNS CBOWCTB npenapata nocrne BBEAEHUS pPaaVMOaKTUBHOM METKM, COOTBETCTBYHLUME KOHTPONM Ha
PagUOXMMNYECKYID W PAOMOHYKIMAHYI YUCTOTY COEOUHEHMSI C paaunoakTMBHOWM MeTkon. Jliobon martepuman,
HeobxoauMMbIN ANA BBEOAEHWUS] PaAMOaKTUBHOM METKU NMOOSEXUT YCTaHOBMEHMWIO MOASIMHHOCTM U KONMMYECTBEHHOMY
onpeneneHuio;

9) wHdopmauma o cTabunbHOCTM ANS WM30TOMHbLIX FEHepaTopoB, W30TOMHbIX HAOOPOB W NEeKapCTBEHHbIX
npenapaToB C paguoaKkTUBHOW METKOW. YKa3biBaeTCa CTabUNbHOCTb NPU MCMONb30BaHUN paanModapmaLeBTUYECKX
rieKapCTBEHHbIX NpenapaToB B KOHTENHepax Ans MHOropa3oBOro NCMofb30BaHUS.

B Moayne 4 wnn Yactu Ill NepeyvHs yka3biBalTCA acnekTbl pagMauvoHHON [O3MMETPUK (OeNCTBME N3NnyYeHns
Ha opraH/TkaHb). [lokaszaTenb MNOrMOWEHHONW [03bl W3MYyYeHWst paccyYUTbiBAeTCA C YKa3aHMeM CUCTEMbI
MCNONb30BaHHbIX MEXAYHAPOA4HO MPU3HAHHbBIX €AVHUL, U3MEPEHUSA NMPU onpeaeneHHoM NyTM BBEAEHUS.

B Mogyne 5 nnu Yactwn IV MNepeyHs, ecnv npyuMeHnMO, NpeacTaBnanTcsa pesynbTaThl KNMMHUYECKUX UCNbITaHUI
UNu NpUBOAMTCH B KNHM4Yecknx ob63opax (Mogynb 2) o6ocHoBaHME UX OTCYTCTBUS.

B cnyyae paguodapmaleBTUYECKOro npekypcopa, NpefHa3Ha4yeHHOro TOMbKO AN BBEAEHWS pagnoaKkTUBHbIX
METOK, Npexae BCero npeacraBnsgeTcd HdopMaums 0 BO3MOXHBIX NOCNEACTBUSX HEAOCTAaTOUYHON 3dhPEeKTUBHOCTM
BBEEHUS] PaaMOaKTMBHbLIX METOK UNWN Auccoumaumm in vivo KOHbloraTta C pagMoakTMBHOW METKOW, T.e. BOMPOCHI,
CBfI3aHHble C [JelCTBMEM CBOOOOHONO paauoHyknuaa Ha nauueHToB. B pononHeHwve, npepacrtaBnsieTcs
COOTBETCTBYHOLLAA MHpOPMaLUA OTHOCUMTENBHO haKTOPOB puUcKa, T.€. PagVMOAKTUBHOIO BO3OENCTBMSA Ha nepcoHan
OoNbHULIBI 1 OKPYXXatoLLYyIO cpeay.

B yacTtHOCTM npeacTaBnsaeTca cneayrowas MHPOpMaLmS:

Monoxennss Mopyna 3 wnm Yactu Il MNepeyHa NpuMeEHSAIOTCS npu perucTpauun pagnodapmaueBTUYEeCcKnX
NPeKypCopOB, KaK yKasaHo BbiLle, eCIU MPUMEHNMO.

B Mogayne 4 unu Yactu lll lNepeyHa oTHOCUTENBHO TOKCUYHOCTU NPWY OOHOKPATHOM M MHOFOKpaTHOM BBEAEHUU
npeacTaBnsAlTCA pe3ynbTaTtbl AOKIUHUYECKUX WCCMELOBaHWNA, NPOBEAEHHble B COOTBETCTBMM C MpaBunamu
Haanexatien nabopaTopHON NPaKTUKU.

VccrnenoBaHus Ha MyTareHHOCTb PAAVOHYKMAOB HE CYMTAKTCSA MPUMEHUMbIMY B JAHHOM KOHKPETHOM Cryyae.

MpencraBnsaeTca MHOpMaLMA OTHOCUTENBHO XMMUYECKOW TOKCUYHOCTU U pacnpegerneHns COOTBETCTBYHOLLErO
«XOJIOOHOro» (He coaep X allero paaMoakTUBHbLIX BELLECTB) HyKNMAaa.

B Mogyne 5 wnm Yactm IV TlepeyHs knuHuyeckas wHopmaums, MonyvyeHHas B XO4€ KIUHWYECKUX
uccreaoBaHui C  MUCMOMb30BaHWEM Mpekypcopa camoro no cebe, He cuMTaeTcd 3Ha4YuMoW B  cryyae
paavocapmaLeBTUYECKOro Npekypcopa, NpeaHasHa4YeHHOro UCKIMKYUTENBHO ANs BBEAEHNS PafMoaKTUBHON METKM.

MpeacraBnsieTcst MHpopmaLms, NOATBEPXKAAOLWAsA KNMMHUYECKYH 3 (eKTMBHOCTL paanogapmaLeBTU4ecKoro
npekypcopa npv NpUCoOeAMHEHUN K MOMEKynamM COOTBETCTBYHOLLLETO HOCUTENS.

11. OpdhaHHble NekapcTBEHHbIE Npenaparbl

Mpu akcnepTnse opdpaHHbIX NpenapaToB MNOMOXUTENbHOE 3akmnioyeHne O 0Oe3onacHOCTM BblgaeTcs noA
005a3aTenbLCTBO 3asiBUTENS Ha YCINOBUSAX:

1) BbINONHEHUS B OMNpedeneHHble CPOKU OnpeaenieHHoON Mnporpammbl UCCRefoBaHUN, pesyrnbTaTbl KOTOPbIX
OyoyT SBNSATLCSt OCHOBaHWEM 1151 NEPEOLIEHKN COOTHOLLEHUS «MOMNb3a-pUCKy;

2) NnpyMeHeHUs1 NeKapCTBEHHOIO Npenapara noj CTporuMm HabnaeHnem Bpaya;

3) HemMeaneHHOro yBeLOMIIEHUS TOCYOAPCTBEHHOIO OpraHa O Mobbix NOBGOYHbIX OEWCTBUAX, BO3HUKLUMX NpU
npvMeHeHNn opdaHHOro npenapaTta, U NPeanpUHATLIX Mepax.

B nepuoa BbINOMHEHUS NOCTABIEHHBLIX YCIOBUIA SKCNEpTHasa opraHv3aunsi NpegocTaBnseT B rocyAapCTBEHHbIN
opraH MHdOpMauuMIo, MoryyYyaemylo OT 3adBUTENSA O NMPOBEAEHWM OnpederieHHOW NporpaMMbl UCCNEAOBaHUA Ans
€XErogHoW NepeoLeHKM COOTHOLUEHMS «MONb3a-pUcK» Ansi 3aperMcTPUpOBAHHOIO Takum obpasom opchaHHOro
npenapata. WHCTpyKUMS N0  MeaUUMHCKOMY MPUMEHEHUIO W Apyrasg MeguuuHckas uHdopmauuss o
3aperncTpupoBaHHOM Takum 06pa3om ophaHHOM npenapaTte COAEPXUT yKasaHUsl 0 HEAOCTAaTOYHOCTU AaHHbIX.

12. BblcokoTeXHOMorM4eckme nekapcTBeHHbIE Npenaparbl

MaTepuansl  perMcTpauMoHHOrO [OoCbe Ans  BbICOKOTEXHONOMMYECKUX  NEKapCTBEHHbIX  MpenapaTos
cooTBeTCTBYIOT pa3sgeny 4 lNMpasun Ne 78



13. TpaHcoep

Mpu akcnepTnse nekapcTBEHHbLIX NpenapaToB, NPOM3BOAMMbIX Npou3sBoanTenamu Pecnybnuku KasaxctaH Ha
OCHOBE MOJHOro nepeHoca (TpaHcdepa) NPON3BOACTBEHHBIX Y TEXHONMOMMYECKUX MPOLIECCOB, K PErMCTPaLMOHHOMY
A0Cbe JOMNOMHUTENBHO NPefoCTaBNATCA criegyolme JOKYMEHThbI:

1) poroBop O nepeHoce MPOU3BOACTBEHHBIX M TEXHOMOTMMYECKUX MPOLECCOB MexXAy OTEe4YEeCTBEHHbIM
npoussoauTenemM u sapybexHsiM NponssBoanTenem;

2) oT4eT NO pes3ynbTataMm NPoBeaeHHOro TpaHcdepa, BKNoYatoLWero onnucaHue npoekra TpaHcdepa, macwtab
TpaHcdepa, KpuTudeckne napameTpbl, NofyYeHHbIe OCHOBHOW M AOMNOMHUTENbHOW Nnowagkamn, 3akmovmTenbHble
BbIBOAbI TpaHcdepa;

3) o Banuaauumn Npon3BoACTBEHHbIX MPOLECCOB Ha OTEYECTBEHHOW NPOM3BOACTBEHHOW NMOLLAAKE;

4) 0 nOATBEPXOEHUW TOro, YTO KAYeCTBO WCXOAHOrO ChbIpbs (aKTWMBHOW cybCcTaHumu, BCrnoMoraTernbHbIX
BELLECTB), NCMONb3yeMOro Ha OTEYECTBEHHOM NIOLLAJKe He BNNSIET Ha NPOLIECC UMW FrOTOBbIV NPOAYKT;

5) no KoHTponio kayecTBa MpenapaTtoB, MPOM3BOAUMBIX Ha OTEYECTBEHHOW NPOM3BOACTBEHHOW MIOLWaaKe, U
npenapaToB 3apy0exHOro npov3BOAUTENS OCYLLIECTBNSAETCA MO OAHOW chneuudukaumm (OAMHAaKOBbLI Npodunb
npumecen, gapmMakoKMHETUYECKU NPOMUb pPacTBOPEHUs (ANs TBEPAbIX NeKapCTBEHHbIX (OPM) U MH-BUTPO
nuccneaoBaHus);

6) oT4eTbl UcCNefoBaHUN BMOIKBMBANEHTHOCTU UMK KITMHUYECKUX UCCNEeA0BaHMIN NekapCTBEHHbIX NpenapaTos,
npou3BeeHHbIX Ha MPON3BOACTBEHHbBIX Mriollaakax BHe KasaxcTtaHa (B crnyyae oTcyTcTBMSA - 060CHOBaHME).

Mpun nonHom nepeHoce (TpaHcdepe) NPOU3BOACTBEHHBIX W TEXHOIOTMYECKMX MNPOLECCOB 3asiBUTENb
obecneymBaeT MONMHOE COOTBETCTBME YCMOBMMA MNPOM3BOACTBA U cUCTeMbl obecneyeHus KavecTBa Ha
npou3BoAcTBeHHOM mrowaake B Pecnybnuvke KasaxctaH ycnoBusiM npomsBOAcTBa UM cucTtemMe obecneyeHust
KayecTBa NPOM3BOACTBEHHOM Nnowaakn BHe KaszaxctaHa.

14. MNepepernctpauuns

1. 3aaBuTenb NogaeT 3asiBNEHNE Ha 3KCMepTU3y B LEnsx nepepeructpaumm He meHee vem 3a 180 gHen go
UCTEYEeHNs1 Cpoka AeNCTBUSA PErMCTPaLMOHHOIO yAOCTOBEPEHUS.

2. Ha akcnepTusy npu rocygapcTBEHHOW nepeperncTpaumMm nekapcTBEHHOro cpeacTsBa NPOV3BOAUTENSMU
Pecnybnukn KasaxctaH npepoctaBnstorca Yactum | u |l TepeyHs npunoxeHuss 2 kK HacTtosiwmm [paBunam,
3apybexHbiMn npou3BoauTenaMmu npegoctasnsiotcs Mogynu  1-3  cornmacHo MpunoxeHuio 3 K HaCTOSALLMM
[MpaBunam.

HononHntensHo npounssoamTenammn Pecnybnukn KasaxctaH n3 Yactu IV MNepeyHsa cornacHo nNpunoxeHuto 2 K
HacToawwmm lMpaBunam n 3apybexHbiMn npoussoguTenamu n3 Moayna 5 cormacHO MpUNoXeHuto 3 K HacTOSALLMM
MpaBunam npegocTaBNATCS:

1) oT4yeTbl MOCTPErncCTpPauMOHHbIX KIMHUYECKMX uccnenoBaHun addekTmBHocTM K GesdonacHocTw (npwm
HanmM4mm);

2) nepvioguyeckuin oT4eT nNo 6esonacHoCTM 3a nocnegHue 5 neT HaxoXAeHWst NEeKapCTBEHHOro npenapara Ha
dapmMaueBTUYeCcKkoM pbiHke Pecnybnukm KaszaxcTaH ¢ KpaTKMM ayTEHTUYHBbIM MEPEBOAOM C S3blka MPOWM3BOAUTENS
Ha PYCCKMU A3blKk OCHOBHbIX pa3aernos.

3. Ha akcnepTtunsy npu rocyaapcTBeHHOW nepeperncrpaumm 6nonormyeckoro nekapcTBEHHOro CpeacTsa, B TOM
yncne Guocmmunapa, NPeaoCTaBNATCA:

1) nepuogmyeckmn oTyeT NO 6€30MacHOCTM 3a NocnegHve 5 neT HaxoXaeHus NeKapCTBEHHOro npenapaTa Ha
hapmMaueBTnyeckom pbiHke Pecnybnukn KaszaxctaH ¢ KpaTkuMm ayTeHTUYHbIM NEPEBOAOM C A3blka Npou3BoAuTENS
Ha PYCCKMI A3bIK OCHOBHbIX Pa3aerioB;

2) pesynbTaTbl MOHWUTOPWHra nnaHa ynpaBreHWs puckamm M MUHMMMU3ALMKU pUCKa, MMMYHOFEHHOCTW, Mpwu
npUMeHeHnn GUONOrNYecKoro fekapcTBEHHOIO cpeacTBa, B ToM ynucne B Pecnybnuvke KasaxcTtaH, nony4eHHbIX B
pesynbTaTte:

NMOCTPErMcTpaumMoHHbIX HabnoaaTenbHbiX MccnegoBaHui 6e3onacHocTM M 3eKTUBHOCTM NEeKapCTBEHHbIX
cpeacTB (METOAOM aKTMBHOMO MOHUTOPUHIA, METOAOM CIlydal - KOHTPOSb UIUM KOTOPTHBIX PETPOCNEKTUBHBIX U (UNK)
NPOCMEKTUBHBIX MCCNEAOBaHNN);

aHanu3a PerumctpoB naumMeHToB, MONy4YalLWuX IeyvyeHve onpedeneHHbIM OUOoNorMYeckum nekapCTBEHHbIM
cpencTBomMm;

NOCTMapPKETUHIOBbIX KNMMHUYECKUX UCCNeaO0BaHNUI;

npoBegeHms obyyalowmx MeponpusTU MO MOBbLILEHUK WHGOPMUPOBAHHOCTU Bpadven, dapmaueBToB W
NaLMEHTOB C LIEMbI0 CHUXKXEHUS PUCKOB, CBA3AHHBLIX C NPUMEHEHUEM BGMONOrMYECcKoro NekapcTBEHHOrO cpeacTea B
Pecny6nuke KasaxcTaH.

4. [Ins akcnepTusbl Npy rocyAapCTBEHHOW nepeperncrpaumm 6mocummnnapos (3a UCKNioYeHneM GuocMmnapoB
B JI€KapCTBEHHbIX (OpMax [ANA HapyXHOro MNPUMEHEHWs, CYNMno3nTopusX (pekTanbHble, BarvHanbHbIE)),
3aperncTpupoBaHHbix B Pecnybnuke KasaxctaH go BcTynneHus B cuny TpeboBaHui Hactoswmx [Npaswn,
npenocTaBnseTcs permcTpaumroHHoe A0Che Kak Anst perucTpaumm.

15. BHeceHne nameHeHnn B permctTpaumoHHoe gockbe

1. MNMpn BHeECEHUN U3MEHEHUN B pernctpaumoHHoe gocbe Tuna lA, Ib unu |l 3asButenem npegocraBnseTcs
NnosicCHUTENbHANA 3anuncka, coaepxallas 060cHOBaHNE HEOOXOANMMOCTU 1 JOCTOBEPHOCTM BHOCUMBIX NU3MEHEHUIA.

2. Npn BHECEHUN N3MEHEHUI B pPerMcTpaumnoHHoe gocke tmna ll:

- no nyHktam B.l npegocTtaBnseTca nepeyeHb AokyMeHToB Yactu |, Il MepeyHs (obHOBNEeHHbIe pasgensl | A7 -
JokymeHT, noaTBepXaatoLLmii Ka4eCTBO akTUBHOIO BelLecTBa (cepTudukaT aHannsa cybcTaHuum OT NPOM3BOaNTENS,
cepTudmkaT cooTBETCTBMA MOHOorpadun EBponernckon ®apmakonen, NPOTOKON aHannsa, aHanMTUYeCKUin Nacnopr) u
I C 1 - aktmBHas cybCcTaHUUS B COOTBETCTBUM C BHOCMMbIMW M3MeHeHusamu) unu Mogyna 3 lMNpunoxeHus 3
(o6HOBNEHHbIE pa3aensbl 3.2.S B COOTBETCTBUM C BHOCUMBIMU U3MEHEHUAMN);

- no nyHktam B.ll npegocTtaBnsieTcs nepedeHs fokymeHTOB Yactu | (06GHoBNeHHbIN pasgen | A8 - [JoKyMeHT,
noATBepXaalLWunin KayecTBO FOTOBOro MPOAYKTa TPeX MNPOMBbILNEHHbIX cepuin (cepTudukat aHanmsa, NpoTOKON
aHanu3a), ofgHa cepusi KOTOpPOro coBMagjaeT C cepvei obpasua NekapCTBEHHOro cpeacTBa, MOAAHHOro Ha



perucTpauuio B COOTBETCTBUM C BHOCUMbIMW u3MeHeHusMu) u Il TMepeyHa wnu Mogynb 3 [Mpunoxenuns 3
(oBHOBNEHHbIE pasfensl 3.2.P B COOTBETCTBUM C BHOCUMbIMW U3MEHEHNSIMM).

MpunoxeHue 5

k MpaBunam npoeeaeHust
3KCMEPTM3bl NeKapCTBEHHbIX CPEACTB

dopma

OT4yeT HayanbHOM JKCNnepTu3bl (Banunauuu perncTpaumMoHHoro ,D,OCbe) NleKapCTBeHHOro cpencrtBa

1. NpoBegeHa HavanbHasa dKkcnepTu3a (Banvaaumnsa perucTpaLlmMoHHOro 4OCbe) NEKApPCTBEHHOIo cpeacTea

1) | Pamunus, nmsa, 0THECTBO (NPU HaNU4MKn) akcnepTta
2) | JomkHocTb akcnepTa
2. NHhopmaums o nekapcTBEHHOM CpeacTee
1) | Homep 1 gata 3asaBku
2) | ToproBoe HavMeHOBaHWE npenapaTta
3) | MexayHapogHoe HenaTeHTOBaHHOE Ha3BaHue (ganee - MHH)
4) | JlekapcTBeHHas opma
5) | o3sunpoBka
6) | KoHueHTpauus
7) | Cnocob BBegeHus
3. YnakoBka
Ne | HaumeHoBaHue ynakoBku Bug ynakoBku Obbem | KonuyecTso
(nepBuYHas, BTOpnYHas) eavHuL B
yNakKoBKe
1)
2)
4. [laHHble 0 npousBoguTene
Ne | Tun opraHusauum unu yyacTtok npov3BocTBa HaumeHoBaHne CtpaHa | KOpuauueckun
opraHvsauum agpec
1) | 3asasutensb
2) | MpousBoanTens
3) | YnakoBLuuk
4) | OepxaTtenb perncTpalmMoHHOro yooCcToBEPEHS
5. MNopsagok oTnycka
1) | Ycnosusa otnycka: O no peuenty
(HeobxoOMMoe OTMETUTL) O 6e3 peuenTa

6. B PecnyGnuke KasaxcTaH nog ykasaHHbIM TOProBbIM HaMMeHOBaHWeM paHee 3aperucTpupoBaH Apyrow
NEKapCTBEHHbIN Npenapar ¢ ApYrM COCTaBOM aKTUBHbIX BELLECTB

1) | OwerOpa

7. OueHka NosTHOTbI, KOMMIEKTHOCTMN perncTtpaunMoHHOro gocbe U NpaBUIibHOCTU O(*)OpMJ'IeHI/Iﬂ npenctaBfieHHbIX

OOKYMEHTOB
1) | Docbe cchopmmupoBaHO No pasgenam, CTpaHULbl NPOHYMepOoBaHbI, ONUCh O HeT
[OKYMEHTOB COCTaBrieHa O pa
2) | Komnnekt [OKyMeHTOB COOTBETCTBYET YTBEPXXAEHHOMY NEepPeYHIo O HeT
O pa
3) | Hannune uBeTHbIX MakeToB YNakoBOK U haKT 3aBepPeHUs Nx nevaTblo O HeT
3asiBUTENsi, COOTBETCTBME YNAKOBKY NilekapcTBEHHOro npenapara lMpasunam | 4 o5
MapKMPOBKW NeKapCTBEHHbIX CPEACTB, U3Lenuii MEANLIMHCKOrO Ha3HauYeHu s
N MeONLMHCKON TEXHWKW, YTBEPXAEHHbIM Npukasom MuHucTpa
34paBOOXpaHeHunst n coumansHoro pas3sutns Pecnybnukmn KasaxctaH ot 16
anpensa 2015 roga Ne 227 (3apernctpupoBaH B Peectpe rocynapCTBeHHOM
perucTpauuv HopmaTMBHbIX NpaBoBbix aktoB nog Ne 11088) (nanee -
Mpuka3 Ne 227)
4) | TeKkCT MapKMpoBK/ 0Opa3L0OB MaKeTOB YMaKoBKM, 3TUKETOK, CTUKEPOB O HeT
cootBeTcTBYyeT [pukasy Ne 227 O pa
8. OueHka cocTaBa NnekapCTBEHHOro npenaparta
1) | Hannume B cocTaBe nekapCcTBEHHOro npenapara 3anpeLyeHHbIx kpacutenen | [ Het
1 ApYyrmx BCcrioMoratesnbHbIX BELLECTB O pa
2) | Hannume B coctaBe nekapcTBeHHOro npenapara BeLecTB, NOMyYeHHbIX 13 O HeT
KPOBW, OPraHoOB ¥ TKaHeW YeroBeka v XXMBOTHbIX O pa
3) | Hannure B cocTaBe HapkoTUYECKUX CPEACTB, NCUXOTPOMHBIX BELLECTB U O HeT




| NpekypcopoB (Npu Hanuuuu ykasatb Tabnuuy, Nno3uuuio)

O pa

9. OueHKa Ha3BaHus! J1IeKapCTBEHHOIo npenaparta Ha npegmMmeT OTCYTCTBUA B HEM:

1

CXOACTBO C paHee 3apernctpunpoBaHHbIMU NIEKAapPCTBEHHBbIMU NMpenapaTtamMmun
ncnose c H96ﬂaF03ByHHbIMVI BblpaXXeHUAMU

O HeT
O pa

2)

CMOCOGHOCTU BBECTM B 3abJyXAEHE OTHOCUTENBHO UCTUHHOTO COCTaBa M
JeicTBUA npenapaTa

O HeT
O pa

3)

cxoactBa MHH n/vnu cxogHble ¢ HUMK Ha3BaHWs Ans NeKkapCTBeHHOro
npenapara Apyroro XMMn4eckoro coctaBsa unm 4encTems

O HeT
O pa

10.

OLueHKa cBegeHUI 0 hapMakoriormyeckom AENCTBUM NTIEKAPCTBEHHOIO npenapa

Ta

1

CooTBeTCTBME CTPYKTYPbl U OPOPMAEHUST MHCTPYKLUW MO MEANLIMHCKOMY
NPUMEHEHMI0 NekapCcTBEHHOro npenapaTta [pasunam coctaBnenus u
0POPMIEHNSA MHCTPYKLMM MO MEONLIMHCKOMY NPUMEHEHUIO NEKapCTBEHHbIX
CpeacTB M M3gennin MeAMLMHCKOro Ha3HavYeHus, yTBepXX4EHHbIM NprKasom
MuHmcTpa 3apaBooxpaHeHns 1 coumanbHOro passutua Pecnybnuvkm
KasaxctaH o1 29 masa 2015 roga Ne 414 (3apeructpupoBaH B PeecTpe
rocyAapCTBEHHHOW perncTpaumm HopMaTUBHbBIX MPABOBbIX akToB Mog Ne
11495)

11.

3aknoyeHns:

1)

0TKa3aTb B AanbHewnwen akcnepTuae (c o0bocHoBaHUEM)

2)

NPOOOITKUTb 3KCNEePTU3y

PykoBoauTenb CTpyKTYpHOro noapasgeneHus

noanuce damnnusa, ums,
OTYECTBO (NPU HanU4nn)

OkcnepTt

noanuchb damnnus, ums, oT4ECTBO (MPKU HaNN4UK)
Data
MecTo nevatu

MpunoxeHune 6

k MNpaBunam nposeaeHns

SKCNepTun3bl NEKapCTBEHHbIX CpeacTB

dopma

OTyeT HayanbHoOM JKCNepTulbl (Banm:l.auuu perncTtpaumoHHoOro AOCbe) W3MeHeHU’, BHOCUMbIX B
perncrtpaumoHHoe AocCbe JieKapCTBeHHOro cpeacTBa

1. NMpoBegeHa HavanbHas akcnepTm3a (Banugauus perucTpaLmoHHOro AOCbE) M3MEHEHWIN, BHOCMMbIX B
perncTpaLmnoHHoe JOCbe NIEKapCTBEHHOrO CpeacTea

1) | Pamunus, nms, 0TYECTBO (NPU HaNU4MKn) akcneprta

2) | JomkHOCTb akcnepTa

2. 3asBneHHble N3MEHEHUS ABNAIOTCA:
Tuna l: Tuna l A, Tuna | b YKkasaTb BHOCUMblE U3MEHEHUS
Tnna ll Yka3aTb BHOCUMbIE N3MEHEHNS

3. NHbopmaums o nekapCTBEHHOM CpeacTBe

1) | Homep 1 pata 3asaBku

2) | ToproBoe HauMeHoBaHWe npenapaTa

3) | MexayHapogHoe HenaTeHTOBaHHOE HAa3BaHWe

4) | JlekapcTBeHHas opma

5) | JosupoBka

6) | KoHueHTpauus

7) | Cnocob BBegeHus

8) | OpraHusauus-npovssognTens

9) | Ne pernctpaumMoHHOro yaOCTOBEPEHMS

4. YnakoBka

Ne HanmeHoBaHue ynakoBku Bug ynakoBku (nepBuyHas, O6bem KonuyecTtso eanHul, B

BTOpUYHas) yNaKoBKe

1)

2)

5. [laHHblEe O Npoun3BoguTene

Ne | Tun opraHusaumu nnmn y4actok HanmeHoBaHve opraHusaumm CtpaHa lOpuanyecknin agpec
NpoV3BOACTBA




1) | 3asasutensb

2) | MpousBoagnTens

3) | YnakoBwuk

6. NepeyeHb BHOCUMbIX U3MEHEHUI

1) | HaumeHoBaHWe OOKyMeHTa Crapas pegakuus HoBas
penakums

7. OueHKa NonHOTbI, KOMNEKTHOCTU PErMCTPALIMOHHOIO AOChE M NPaBUITbHOCTUM ODOPMIIEHNS NpeacTaBNeHHbIX
JOKYMEHTOB

1) | Oocbe cchopmupoBaHO Mo pasgenam, CTpaHuLbl MPOHYMEPOBaHHI, O HeT
Oonucb AOKYMEHTOB COCTaBfleHa O na

2) | KomnnekT JOKyMEHTOB COOTBETCTBYET YTBEPXKAEHHOMY NEPEYHI0 O HeT
O pa

8. 3akntoyeHune:

1) | oTkasaTb B AanbHewwen akcnepTuae (C 060CHOBaHUEM)

2) | NpOAOIMKUTL 3KCNEepTU3y

PyKOBO,D,VITeJ'Ib CTPYKTYPHOro nogpasgeneHua

noanucb damunus, ums,
OTYECTBO (NpKW HanM4mu)
OkecnepT

nognuce  Pamunus, MM, 0TY4ECTBO (MPWU HANN4NK)
fata__
MecTo nevatn

MpunoxeHune 7

Kk MpaBunam npoeeneHnst
3KCMEePTU3bl NEKapCTBEHHbIX CPEACTB

MepeyeHb HepaLMOHanbHbLIX KOMOMHALMIA NeKkapcTBEHHbIX CpeacTB

Ne HasBaHWe nekapCcTBEHHOro CpeacTBsa, ux KOMOBUHaLMK

DUKCUPOBAHHbIE KOMOMHaUUN BUTAMWHOB C TpaHKBUITU3aTOpaMu

2. | ®uKkcnpoBaHHbIE KOMBMHALMM aTponMHa/aTPONMHONOAOBHbBIX NIEKAPCTBEHHBIX BELLECTB C aHanbreTukaMmm u
QHTUNMPETUKaMU

3. DUKCUPOBAHHbIE KOMBUHaUUKN noxmmbuHa c TECTOCTEPOHOM U BUTAMUHaAMWUN

»

DUKCUPOBAHHbIE KoMBuHauun xenesa ¢ NOXMMOGUHOM

5. q)I/IKCVIpOBaHHbIe KOM6VIHaLI,VIVI AHTUTUCTAaMUHHbIX NEeKapCTBEHHbIX CpeaAcTB C aHTVI,EI,VIapeVIHbIMVI
JleKapCTBEHHbIMW cpeacTBamMu

o

DUKCUPOBAHHbIE KOMOVHaLUMN NEHNUMNIINHOB C CyJ'IbeOHaMVI,D,aMI/I

7. DUKCNPOBaHHbIE KOMBMHaUUM BUTaMUHOB C aHanbreTukamm (3a UCKINKOYeHneM napadeTtamorna ¢ BUTaMUHOM C,
aueTuncanmumMioBomn KMCNOTbl C BUTAMUHOM C)

8. | PuKcnpoBaHHbIE KOMBMHALMM XMHOMOHOB C NO6BIMU APYIMMY NEKapCTBEHHLIMU CPeacTBaMu, 3a
WCKINIOYEHNEM NPenapaToB Ansl HAPY>XHOro NPUMEHEHUS!

9. | PuKkcrpoBaHHbIE KOMBUHALMN KOPTUKOCTEPOUAOB C J0OLIMM APYrMMU NEKapCTBEHHLIMM CPpeacTBamu Ans
npuema BHyTpb

10. | dukcrpoBaHHbIE KOMOUHaUUK xropamMdeHukona ¢ NbbIMM APYTMMIN NeKapCTBEHHLIMY CPpeaCcTBaMuy AN
npvema BHyTpb

11. | duKcMpoBaHHbIE KOMOMHALMKM BUTAMUHOB C NPOTUBOTYGEPKYIE3HbIMY NpenapaTamMu, 3a UCKIMioYeHEM
M30HMa3uaa ¢ NMPUOOKCUH rMapoXnopuaom (suramMmmHom B6)

12. | KomBuHauum ctepouHbix aHabonumkoB ¢ ApYrMMuy NeKapCTBEHHBIMU CPEACTBAMMU

13. (DI/IKCI/IpOBaHHbIe KOM6VIHaLI.VIVI Ceﬂ.aTVIBHbIX/CHOTBOprIX/aHKCI/IOJ'II/ITI/ILIeCKI/IX NeKapCTBEHHbIX CpeacTB C
aHaJ'IbFeTVIKaMI/I-aHTVII'II/IpeTMKaMM/ HecTepounaHbIMU NpOoTUBOBOCNANUTENTIbHbIMU CcpeacTBaMu

14. | duKkcMpoBaHHbIE KOMBMHALMKN aHTaroHUCTOB H2-rcTaMmnHopeL.enTopoB/MHIMBUTOPOB NPOTOHHOM NOMIbI C
aHTaumgamu

15. | dukcupoBaHHbIE KoMbuHauun, cogepxatiine 6onee YemM 0gHO aHTUIMCTaMUHHOE JiekapCcTBeHHOe BELWECTBO

16. CDI/IKCVIpOBaHHbIe KOM6MHaLlMM AHTUTEJIbMUHTHBIX JTEKapCTBEHHbLIX CpeacTB CO cnabuTtenbHbIMK

17. | duKkcmpoBaHHbIE KOMBMHALMK NEeKapCTB C GPOHXOPACLLNPSIIOLLMM AEACTBUEM C NPOTMBOKALLIEBLIMY
NeKapCTBEHHLIMW CPEACTBaMU LIeHTPANIbHOro AENCTBUS U/WAW aHTUIMCTAMUHHBIMU CPEACTBaMM

18. (DMKCI/IpOBaHHbIe KoMBuHauum MyKOJ'IVITVIKOB/OTxapKMBa}OLLl,MX CcpeacTB C NpoTUBOKaLUeBbiMU NNeKapCTBEHHbIMU
cpeacrteamu W/ aHTUTNCTaMUHHBIMU cpeacrtesammn

19. | PukcupoBaHHbIE KOMOUHALMM CNABUTENBHBIX U/ CNA3MONUTUYECKNX JTIEKAPCTBEHHbIX CPEACTB C
(hepMEHTHbIMU Npenaparamu

20. | PuKcmpoBaHHbIE KoMBuHauum NMPOTUBOPBOTHbLIX NNIEKAPCTBEHHbIX CpencTB MHFM6I/ITODOB AonamMnHoOBbIX
peuLenTopoB C JiekapCTBEeHHbIMU BeLecTBaMmu, UMeLWNMN CUCTEMHYIO a6cop6u,mo




21. | ®uKcnpoBaHHbIe KOMBMHALMM NMPOTUBOKALLNEBbLIX JIEKAPCTBEHHBIX CPEACTB LeHTPanbHOro A4eicTBus ¢
AHTUIMCTAMWHHBLIMU NIEKaPCTBEHHbLIMN CpeAcTBamm

22. | duKcpoBaHHbIe KOMBMHaLUMKW, coaepXKaLlme NEKTUH M/UMN KaONWH C MobbiMK NekapCTBEHHbIMU BELLEeCTBaMK,
KOTOpble BCACbIBalOTCS B CUCTEMHbIN KPOBOTOK U3 XenyA0YHO-KMLLEYHOro TPakTa, 3a UCKMYeHnemM
KOMBUHALMN NeKTUHA /U KaonunHa ¢ NeKkapCTBEeHHbIMU BellecTBamMu 6e3 cuctemHon abcopbumm

23. | duKcupoBaHHble KOMBMHALMN NPOTUBOANAPEVHbBIX NTEKAPCTBEHHbBIX CPEACTB C ANEKTPONUTamMm

24 | dukcnpoBaHHble koMBrHaunm okendeHbyTasoHa unn dpeHnnbytasoHa ¢ nobbiMy ApYruMy ekapcTBamm

25. | ®ukcnpoBaHHble KOMBMHALMKN aHanbrMHa ¢ N6bIMU APYrMMKU NEKapCTBEHHbIMY CpeacTBaMum

26. | duKcupoBaHHble KOMBUMHALMN HECTEPOWAHBIX NPOTUBOBOCNANUTENbHbLIX NTEKapCTBEHHbIX
cpefcTe/nNapaueTamorna/aHanbrvia ¢ aTponnHonogo6HbLIMU NEKapCTBEHHBIMU CpeAcTBaMU/CNa3MonMTukaMm

27. | ®uKcnpoBaHHbIe KOMBMHaLMM HECTEPOUAHBIX MPOTUBOBOCNANMUTENbHBIX EKAPCTBEHHbIX
cpeAcTs/Napauetamona/aHanbrmHa ¢ ONMOgHbLIMU aHanbreTMkaMmm/onnogHbLIM1M-HEONMOAHBIMU aHaNbreTukamm

28. | dukcupoBaHHble KOMBMHaLMK ABYX 1 Bonee HecTeponaHbIX MPOTUBOBOCMANUTENBHBLIX NEKAPCTBEHHbIX
cpeacTs

29. | duKcnpoBaHHble koMBMHaUmK napaueTamona ¢ 6apbutypatamu, TpaHKBMNU3aTopamMm 1 Apyrumu
neKapCTBEHHbIMU CpeacTBaMU, MHAYKTOPaMn (DepMEHTOB LIMTOXPOMHOM CUCTEMbI NEYEHN.

30. | ®ukcupoBaHHbIe KOMOMHaLMK napaueTamona (Bbiwe 200 MunurpamMm B pa3oBoy J03€) C HECTEPOUOHbIMU
NPOTMBOBOCMANUTENbHBIMU NEKAPCTBEHHLIMWU CPeACTBaMM, 3a UCKIMIOYEHNEM NeKapCTBEHHbIX NpenapaToB
KpaTKOBPEMEHHOIo NPYMEHEeHNst

31. | duKcupoBaHHblE KOMBMHALMN NEHNLMIMHOB CO CTPENTOMULMHOM B NapeHTeparnbHbIX NeKapCTBEHHbIX
dopmax

32. | duKcnpoBaHHbIe KOMBMHaLMM NaHKpeaTnHa Unu Nakpeanunasel, CoagepXalunx amunasy, npoteasy u nunasy, ¢
nobbIMK ApYrMMK hepmMeHTaMu, B TOM Yncne GblYben XXenyblo, reMULLENITION030i

33. | ®ukcupoBaHHble KOMBMHALMKN HUTPOPypaHTOMHA 1 TpuMeTonprMa

34. | dukcnpoBaHHble koMBMHaUmn 6apbuTypaToB C APYrMMU NEeKapCTBEHHbIMW CPEACTBAMM, 3a UCKITIOYEHUEM
pPacTUTENbHOIO NPOUCXOXKAEHUSA

35. | duKcnpoBaHHble KOMBMHaLMM NeKapCTBEHHbIX CPEACTB, YrHETaOWMX LeHTparibHy0 HEPBHYIO CUCTEMY CO
CTUMYNATOPaMM LEeHTpanbHOW HEPBHOW CUCTEMBI

36. | duKkcupoBaHHble KOMBMHaLUN 6apbuTypaToB C NMOCLUMAMUHOM M/UK TMOCLMHOM, BennagoHHOW U ApYruMn
aTPONUHONOA0GHbLIMM NeKapCTBEHHBIMU CpeacTBamu

37. | PukcnpoBaHHble komMbrHauum 6apbuTypaToB C 3protamvHoM

38. | ®ukcupoBaHHble KOMBMHaLMK ranonepuaona ¢ nobbiIMU aHTUXONNHEPTMYECKMMU NEKAPCTBEHHBIMU
cpegcrsamm

39. | PukcnpoBaHHble KOMBMHaLMM aHTMBaKTepuanbHbIX N aHTUNPOTO30MHbIX TEKAPCTBEHHbIX CPeACTB

40. | PukcupoBaHHble KOMOMHALMK NonepamMuga rmgpoxnopuaa ¢ pypasonmgoHoM

41. | dunkcmpoBaHHble KOMBMHALMK aHTUBaKTepranbHbIX NEKAPCTBEHHbIX CPEACTB 1 NPOBUOTUKOB, NPebroTHKOB

42. | ®dukcmpoBaHHble kKOMBMHALMK LMnNporenTagmHa ¢ IM31HOM WU NenTOHOM

43. | PukcupoBaHHble KOMOMHALMKM HECTEPOMAHBIX NPOTUBOBOCTANUTENbBHbBIX

cpeacTe/napaletaMona/aueTuncanmumMnoBoi KUCNoTbl U aHTauuaos/H2-6rnokaTopos/MHIMBUTOPOB NMPOTOHHOM
NoMribl

Mpunoxexwne 8
k MNpaBunam npoBeaeHns
3KCMepTU3bl TEKapCTBEHHbIX CPEACTB

dopma
CBOAHbLIN OTYET 3KCMEPTOB NO OLeHKEe NIEKAPCTBEHHOTO npenapara
1. MNpoBeneHa akcnepTM3a perncTpaumoHHOro 4OChe NEKAapCTBEHHOIO cpeacTea
damunusa, nMsa, 0T4ECTBO (NPU HANUYUN) N AOIMKHOCTb
3KCNepToB
2. YyeHas CTeneHb, 3BaHue
3. Ne 3asBkn
4, [ata
5. ToproBoe HavMeHoBaHWe npenapara
6. MexayHapofHoe HenaTeHTOBaHHOE Ha3BaHue (ganee - MHH)
7. | llekapcTBeHHbIN Npenapar ABnaeTcs O OpurMHanbHbIN NekapCTBEHHbI
npenapar
[0 Bocnpon3BegeHHbI NeKapCTBEHHbIN
npenapar
O Brionogo6HbIN NekapcTBEHHbIN
npenapart (Buocumunnsp)
O M'BpuraHbI NekapCTBEHHbIV NpenapaTt




O Brionornyecknn nekapcTBeHHbIN
npenapat

O KoMBUHMpPOBaHHbIN NEKapCTBEHHDBIN
npenapar

O JlekapcTBEHHbIN NpenapaT ¢ XOpOoLLO
N3yYeHHbIM MEeOULIMHCKMM NPpUMEHEHNEM
O PaaguodapmMaueBTnyeckuia
rniekapCTBEHHbIV NpenapaTt unn npekypcop
O Nomeonatuyecknin nekapcTBEeHHbIN
npenapar

O PactutenbHbIN NekapCTBEHHbIN
npenapar

O OpdaHHbIN nekapcTBEHHbIVM Npenapat
O AkTMBHasa hapmMaLeBTMyeckas
cybcTaHums, npom3segeHHas He B
ycnosusax GMP

O JlekapcTBeHHbIN Gank-NnpoaykT

O Bronoruyeckun 6ank-npogykT

O JlekapcTBEHHOE NPUPOAHOE Chipbe (He
dapmakoneriHoe)

WccneposaHusi BOOHbLIX pacTBOPOB
reHepuyeckyx npenapaToB UH-BUTPO

BHegpeHue TpaHcdepa
NPOU3BOACTBEHHBIX Y TEXHONOMMYECKUX

npoLeccoB
8. | Onsa reHepuvka ykasaTb Ha3BaHWe OPUTMHANbHOIO
neKapCTBEHHOro npenapara
9. JlekapcTBeHHasa hopma
10. | Josuposka
11. | KoHueHTpaums
12. | dapmakoTepaneBTuyeckas rpynna
13. | Kog B cooTBeTCTBUM C aHATOMO-TepaneBTUYECKO-XUMNYECKOM
Kknaccudvkaumen (ganee - AHaTOMO-TepaneBTUYeCcKo-
XvMmnyeckasi)
14. | dopma otnycka 0 no peuenty 6e3 peuenTa
2. YnakoBka
Ne | HawumeHoBaHue Bua ynakoBku (nepBuyHas, Pasmvep | O6bem | KonuyectBo eamHuy B Kpatkoe
YNaKOBKU BTOpMYHaA) yMaKoBKe onvcaHve
1.
2.
3. aHHble o npounsBoauTene
Ne | Twn opraHusaumu UnM y4acTok NpOM3BOACTBA HaumeHoBaHue CrtpaHa KOpuanyeckui
opraHvsauum agpec
1. | 3aaButensb
2. | Npoussogutens
3. | YnakoBLWmKk
4. | YyacTtok npon3BoacTBa
5. | Oepxatenb perncTpaunmoHHOro
YAOCTOBEPEHNS
4. Pernctpaums B CTpaHe-npou3BoauTene 1 Apyrux ctpaHax
Ne | HasBaHue cTpaHbl Ne perncrpauoHHOro ygocToBepeHus [arta Bblgayu Cpok gencreus
1.
2.

5. B pesynbTaTe NpoBeAEHHOM 3KCNEepPTU3bl YCTaHOBIIEHO:

1) CocTaB NnekapCTBEHHOrO CPeACTBa M 3aKMOYEeHNE O ero paLMoHanbHOCTU U COBMECTUMOCTU MHIPEOANEHTOB
(yKaaaTb NeKapCTBeHHble Cy6CTaHLI,VII/I M BCnoMoraTtelbHble BelleCTBa, BKIO4Yada KOHCepBaHTbIl, COCTaBHbl€ BeLleCTBa
060ro4kM npenapaToB):




Ne HavmeHoBaHue KonunyecTtBo Ha HopmaTUBHBIN OKYMEHT MO KOHTPOSO KayecTsa U 6esonacHocTu

eanHnLy nekapcTBeHHbIX cpeAcTs, unu FocyaapcTeeHHasn dapmakonest
neKkapcTBEHHOM Pecnybnunkn KasaxctaH, 3apybexHbie hbapmakoneun, npusHaHHble
dopmbl OEeNCTBYOLWMMMN Ha TeppuTopumn Pecnybnukn KasaxcraH

1. | NlekapctBeHHas(ble)
cybcTaHumsa (v):

2. | BcnomoraTtenbHble
BelllecTBa:

3. | Coctae o6onouku
TabneTkn nnu
Kopryca Kancyrsbl:

2) N nekapcTBEHHOTO PaCcTUTESTbHOIO Chbipbst

Ne | BotaHuyeckue HopmaTuBHBIN OKYMEHT MO KOHTPOSO KayecTsa U [ukopacTywee MecTto
naTuHckue 6e3onacHOCTY nekapCTBEHHbIX CPEACTB, UMK unm npounspacTtaHus
HasBaHuA l"ocynapcTBeHHas dapmakones Pecny6nuvkm KynbTUBMpyemoe
pacTeHun, KasaxcTaH n 3apybexHble hapmakonewu,

BXOAALLMX B Npu3HaHHbIe AENCTBYIOWLUMN Ha TeppuTopun
cocTaB cbopa Pecny6nukn KasaxcraH

1.

2.

6. NMpounssoanTeNn akTUBHbLIX Cy6CTaHL|,Ml71, BXOOALWNMX B COCTaB JleKapCTBEHHOro cpeacrtba

Ne HanmeHoBaHue BelLecTBa, HanmeHoBaHne CrtpaHa* ALpec Npon3BoaCTBEHHOWN
BXOASLLIErO B COCTaB Npon3BOANTENS Ha PYCCKOM NMoLWaaKku Ha PYCCKOM U
NIEKAPCTBEHHOIO CpeacTBa 1 aHIMUNCKOM i3blKaxX aHIMUINCKOM s3blKax
1.
2.

7. B cnyyae Hanuums B cocCTaBe NeKapCTBEHHOro cpefcTBa BeLecTBa, MNOASeXallero KOHTpOmni B
cooTtBeTcTBMM C 3akoHom Pecnybnukn KasaxctaH ot 10 wmona 1998 ropa «O HapkoTuyeckux cpeacTeax,
NMCUXOTPONHBIX BELLeCTBax, MX aHarorax u npekypcopax u mepax MpoTMBOAEWCTBUS MX He3aKOHHOMY obopoTy u
3110ynoTpebneHnio mmn»:

1) | 3aknoyeHne o NPUHAANEXHOCTU K MOAKOHTPOSbHBIM BELLeCTBaM (Ha OCHOBaHUN U3Y4eHUS MEXAYHapOaHOro
HenaTeHTOBAaHHOIO HAUMEHOBAHWS, TOPrOBOr0 Ha3BaHWs, XMMUYECKOrO Ha3BaHUA, CTPYKTYPHOMU hopMynbl O
NPVHAOIEXHOCTU K MOAKOHTPOSbHBLIM BELLEeCTBaM C ykadaHvem nosvuumn Tabnuy Cnucka, aBnsaeTcs nu
BELLLECTBO CTEPEOM3OMEPOM HapKOTMYECKMX cpeacTs Tabnuupl I, B Tex criyyasx, korga cylectBoBaHne
TaKnx N30MepPOB BO3MOXHO B paMKax JAaHHOIO KOHKPETHOrO XMMUYECKOro 0003HaYeH s (eCny TakoBbIe
OonpefeneHHo He UCKIOYEHbI), COMbI0 BCEX HAPKOTUYECKUX CPEACTB, NepeyvmcrieHHblx B Tabnuue I, Bkntovas
CONMN N30MEpPOB, Kak NPefyCMOTPEHO Bbillie, BO BCEX CNy4asx, Koraa CyLecTBOBaHNE Takux conen
BO3MOXHO;

COJbIO NCUXOTPOMNHbIX BewecTB Tabnuvupl Il v Tabnuuel |ll, korga cylwecTBoBaHWe Takux Conert BO3MOXHO

2) | Hay4yHO-060CHOBaHHOE OonpeaeneHne CTeneHn pucka 3noynotTpebneHns: BbICOKUIA PUCK 3noynoTpebnenuns,
nnun puck 3J'IOyI'IOTp€6J'I€HI/IF| OTCYTCTBYET, UNKN ABNndeTCA He3Ha4YNTENbHbIM;

onpeaeneHne MmakcnmarnbHO ONyCTUMOro cogepXaHna HapKOTUYECKUX CpeacTB, NCUXOTPONHbLIX BELLECTB U
NPEeKypCOPOB B NTEKAPCTBEHHbIX CPEACTBaX;

3) 3aKno4eHneo BO3IMOXXHOCTN UM HEBO3MOXHOCTU U3BnevYeHnsa NnerkogoCTynHbIM crnocobom NOAKOHTPOJIbHOIo
BelleCTBa B KOJIN4eCTBaX, AOCTATOYHbIX O11A 3J'I0yI'IOTp96]'I6HVI$I

4) | 3aknoYeHe B TOM, YTO B OTHOLLEHWMN NpenapaTa CHsATbl HEKOTOPbIE Mepbl KOHTPOISI

8. AHanus cBefeHW O MPOUCXOXAEHWUU, perucTpaumm B PecnyGnuke KasaxcTaH, kayecTBe W BblBOAbl O
BO3MOXHOCTU MCMOob30BaHusA cybcTaHumm (npwm OTCYTCTBUM ceptudukara
GMP)

9. AHanu3 cBedeHUIN O KayecTBe, KONMMYeCcTBe C BbIBO4AMM O AonycCTUMMOCTU MUCNOJIb30BAHUA UCMONb3yeMbIX
BCNomMoraTesibHbIX BELLEeCTB

10. 3akntoyeHne o npousBoacTBe (NMPOW3BOACTBEHHAs (QOpPMyna, OMNMCaHWe TEXHOMormM npou3BOACTBA,
KOHTPOIb B npouecce Npou3BOACTRA, nepBuYHas akcnepTn3a NPOV3BOACTBEHHbIX
npoLeccoB)

11. XapakTtepucTuka roTOBOro npoAykta (COOTBETCTBME NPEACTaBEHHbIX MapamMeTpoB B cepTudukarte
KayecTBa Ha rotoByr npoaykuuo Unu B nacnopte opraHun3aunn-nponssognTena onncaHHbIM MeToAMKaM KOHTPONA
KayecTBa B HOPMAaTMBHOW AOKyMEHTaUMu, COOTBETCTBUE Cepuil NMpeacTaBMneHHbIX 0OpasLoB cepusaM, yka3aHHbIM B
cepTtudumkare)




12. 3akroyeHre 0 MapKMpOBKe M YMakoBKe Ha npedMeT MX OOCTaTOYHOCTM Ans ofecneyeHuss coxpaHeHus
KayecTBa NeKapCTBEHHOTO CpeacTBa BO BPEMsi XpaHEHUst U TPaHCMOPTUPOBKK, (HEOBXOAMMOCTb AOMONMHUTENbHBIX
Hagnuceit), Hanuune crneuuduKkauUin Ha NEPBUYHYI0O U BTOPWUYHYKO YMakKoBKYy. [MrMeHMYeckoe 3aknoyeHue Ha
yNaKoBKy (41151 OTeYECTBEHHbIX MPOU3BOAUTENEN)

13. 3akntoyeHne 0 HanMyMn nnu oTCYTCTBMU B Ha3BaHWW NEKapCTBEHHOIO CpeAcTaa:

1) rpadwuyeckmx CXOACTB C paHee 3aperncTpupoBaHHLIMW FeKapCTBEHHbIMW MpenapaTtaMn W CrnoB C
Hebnaro3ByYHbIMU BbIPAKEHUAMY;

2) cnocobHOCTW BBECTM B 3abnyxaeHne OTHOCUTENBHO MCTUHHOIO CoCTaBa U AeNCTBUS npenapara;

3) cxoactBa MHH wu/vnn cxopHble C HUMW HasBaHWA ANS NIEKapCTBEHHOrO CPeACcTBa APYroro XMMWUYECKOro
cocTaBa Wnn AencTeus.

14. Cneumndmkaums rotoBoro Nnpoaykra

15. 3akntoveHre o AaHHbIX XMMU4Yeckon, dapMaueBTUYeckon 1 BUoNornyeckon (MH BUTPO) SKBUBANEHTHOCTH,
npeacTaBneHHbIX rpmon Ha NnekapcTBeHHoe CpeAcTBo

16. 3akntoyeHne o cTabunbHOCTU NeKkapCTBeHHOro cpeacTsa, 000CHOBAHHOCTb  3asIBIIEHHOTO CpoOKa
XpaHeHnA

17. AHann3 un oueHka MNPOEKTOB MHCTPYKUMM NO MeOUUMHCKOMY MNPUMEHEHUI0 JieKapCTBEHHOro CcpenctBa,
MaKeTOB YMNaKOBOK U 3TUKETOK, NpoBepka Ha MOEHTUYHOCTb yKGSGHI/IIZ yCJ'IOBI/IIZ XpaHeHna 1 TpaHCnopTUpPpOBaHWUA,
YKa3aHHbIX B MNPOEKTe HOpMaTnUBHOINO AOKYyMeHTa NO KOHTPOJ1I0 Ka4ecTBa U ©e3onacHocTu NleKapCTBeHHOro cpeacrea
M BbllleyKa3aHHbIX MpoeKTax

18. 3akntodyeHue o6 YCNoBUAX XpaHeHUA 1 TpaHCNopTUPOBaHUA NEeKapCTBEHHOro cpencrtsa U HeobxoaMMOoCTb
BBeAEHNA OONONTHUTENbHbIX Tpe6OBaHVII7I C uenbto obecneveHuns COXpaHeHNAa Ka4ecTBa NNeKapCTBEHHOIo cpencrtsa

19. AHanus HOPMAaTMBHOINO [OOKyMEeHTa npou3BoguTenida no KOHTPOJIK0 KadectBa U Ge3onacHocTu
NeKkapCTBeHHOro cpeacrtesa n MeToAMK KOHTPOIIA Ka4yeCcTBa rotoBoro npoaykra

20. CpaBHeHuMe C aHanoramu, 3apeructpupoBaHHbiMM B Pecnybnuke KasaxctaH. CpaBHuTenbHas
XapaKTepuCTKa OCHOBHbIX MoKasaTernen kayecTsa

21. AHanu3 [JOCTOBEPHOCTU Ka4yeCTBEHHOMO M KOMMYECTBEHHOIO COCTaBa aKTMBHbLIX M BCMoOMOraTesibHbIX
BelleCTB, YKa3aHHblIX B WHCTPYKUMM NO MeAUUMHCKOMY NpUMEeHEeHWo, CpaBHMBadA C 3asABf1I€HHbIM COCTaBOM B
3asaBlieHnn, aHarIMTN4eCKoOM HOpMaTUBHOM [JOKYMEHTE N MaKeTe YNaKOBKU

22. OueHka hapmMaKkonorm4eckon COBMECTUMOCTN KOMMOHEHTOB, B Cllydae perucrpauum BOCNPOM3BELEHHOrO
NEKapCTBEHHOrO CpeacTBa NPOBECTU CPABHEHNE C COCTAaBOM OpPUIMHarbHOro npenapara

23. * AHanu3 OOKyMeHTauMm no OOKIMMHUYECKMM UCCIEeaOoBaHUSIM: TOKCMYHOCTU (OCTpas, xpoHudeckas, LD50,
LD100), KaHLepOreHHOCT!, 3MOPUOTOKCUYHOCTN, TEepaTOreHHOCTW, MYTareHHOCTW, MECTHO-pa3gpakatoLlero
OENCTBUS, BNUSHWSA HA MMMYHHYIO CUCTEMY, crneundunyeckon apMakonormyeckor (6Monorm4eckon) akTMBHOCTH.

MpumeyaHue: npu akcnepTnse GUOCMMUNSAPOB ykasaTb NpenapaTt CPaBHEHUS, UCNOb30BaHHbIA HA BCEX aTanax
CpaBHUTENNbHbIX MCCrneoBaHui (0T dhapmaLleBTUYecKon pa3paboTkn A0 KIMHUYECKUMX UCCRedoBaHUN): Ha3BaHue,
aKTUBHOE BELLIECTBO, npon3BOANTENb, CTpaHa-npoun3BOANTENb, cepus, CpoK rogHoCTH

24. * AHanuM3 [OOKyMEHTauuMum  KIMHWYECKUX uccriegoBaHumn  (hasbl  KIMMHUMYECKUX  MCCNEeOoBaHWUM,
NOCTMApPKETUHIOBbLIE WCCNEAOBaHWUsS, MPOTOKOMbI M OTYEeTbl, 3aKnoveHus JITuyeckor komuccun). [pu 3TOM
HeobXxoOMMO YykasaTb MeCTO, [JaTy, CMNoHcopa MpOBEAEHUs WCCMeoBaHWs, Uenb, AW3aiH, ANUMTENbHOCTb
uccrneaoBaHus, KONMUMYecTBO, NOM BO3PacT WUCMbITYEMbIX, PEXMM [03MPOBaHUS npenaparta, MOHUTOPUHI NoBOYHbIX
OENCTBMI B MpoLiecce NPOBEAEHUSA KIMMHUYECKMX UCCreaoBaHUIN, COOTBETCTBUME OTYETa MPOTOKOIY, 3aKYeHMe O
COOTHOLLEHUN "Nonb3a-puck”.

MpumeyaHue: npu akcnepTnse BMOCMMUNAPOB yKasaTbnpenapaT-CPaBHEHUSA, UCTMONb30BaHHLIN HA BCEX aTanax
CpaBHUTENbHBLIX UCCnenoBaHui (0T hapmaueBTUYECKoN pa3paboTku OO KMMHMYECKUX MCCNEeAOBaHWI): Ha3BaHue,
aKTUBHOE BeLLECTBO, NPO3BOANTENb, CTPaHa-NPON3BOANTENb, CEPUS, CPOK TOAHOCTMU.

25. OueHka UCTOYHUKA MPOUCXOXAEHWS (KPOBb, OpraHbl U TKaHW YeroBeKa W XMBOTHbBIX) U cneundunyeckon
aKTMBHOCTM 41151 UMMYHOOMONOrMYeckMx npenaparTos

26. * OueHka 6GesonacHocTn M 3(PEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBa MO pe3ynbTaTtam KIMHUYECKUX
uccrnefoBaHUi B OTHOLUEHUM 3asiBMEHHbIX BO3paCTHbIX rpynn GonbHbIX, 060CHOBAaHHOCTU BbIGOpa MokasaHun K
NPUMEHEHNI0, NPOTMBOMOKa3aHWA, NpegoCcTEPEXeHNA NpY NPYMEHeHUN npenapaTa, Npodunsa No6oYHbIX OENCTBUN

27. 3anonHaeTca TOMbKO MPU nofdadve Ha 3asBrieHVsl roCyOdapCTBEHHYIO MepeperucTpaumio NekapCTBEHHOMo
npenapara




OueHka ©Ge3onacHocT M 3dPEKTUBHOCTM EeKapCTBEHHOrO CpeAcTBa Ha OCHOBE AaHHbIX MNEpPUOAUYECKU
obHoBNsemMbIX oT4eToB O 6e3onacHOCTW - aHanu3 npoduna 6e3onacHOCT, BHECEHNN HOBbIX MOGOYHLIX AEWCTBUN,
NMPOTMBOMOKA3aHUA B KPATKYIO XapaKTepUCTMKY NeKapCTBEHHOro npenapara U MHCTPYKUMIO MO MEeAULIMHCKOMY
NPUMEHEHNIO UNW OTKa3e B nepeperucTpauMn npenaparta, M3MeHeHWUs B PerncTpaumoHHOM cTaTyce npenaparta B
APYrMX CTpaHax, OBGHOBMEHHble AaHHble O Mepax, NMPUHATBIX PerynsTopHbLIM OpPraHoM WM NpousBoAWUTENEM Mo
coobpaxeHnam 6e30nacHoCTH, M3MEHeHVUs B WHdopmauum no 6GesonacHocTM npenapaTta, obbem npoaax,
KONMMYeCTBO MNauMEHTOB, MNOMYYMBLUMX MpenapaT 3a OTYETHbIM MNepuod, U3y4eHue ONUCaHUs WHAMBUAYanbHbIX
cny4aeB W nepeyHs NoGOYHbIX AENCTBMI U CBOAHbLIX Tabnuu, MHAMBMAYaANbHbIX CRydYaeB NposiBNeHMs1 NoBOYHbIX
OENCTBMIN BbISBMEHHBIX AepXaTenem perncTpaumoHHOro yAOCTOBEPEHUs, XapakTep W KONMUYECTBO Cepbe3HbIX
NoBoYHbIX AEVNCTBUA M paHee He 3aperMcTpupoBaHHbIX komnaHuen. O6was oueHka 6e30macHOCTM Ha OCHOBE
AaHHbIX Mepuoanveckn OBHOBNAEMbIX OTY4ETOB O 6Ee30MacHOCTU M 3aKMIOYEHWE O COXPaHEHUW WM U3MEHEHWM
npoduns 6e30nacHOCTN, BHECEHUW HOBbIX MOBOYHbIX AENCTBUA, MPOTUBOMNOKA3aHUA B  WMHCTPYKUMIO MO
MeAMLMHCKOMY NPMMEHEHWIO UMW OTKase B NepeperucTpaummn npenapara.

MpumeyaHue: nposefeHWe aKCNepTU3bl NpenapaToB-6MoCUMNNAPOB B COOTBETCTBUM C TpeboBaHNAMMN:

Ha akcnepTusy npu rocygapCTBEHHON nepeperncrpaumMm GuMonornyeckoro nekapcTBEHHOro cpefcTsa, B TOM
yncne Guocumunspa, npegoctaensatorcsa Yactu I-1ll MNepeyns, n3 Yactm V:

1) neprogunyeckn obHoBNAEMbIN OTYET N0 6€30MacHOCTM N NEPUOANYECKUIA OTHET

2) pesynbTatbl MOHWTOpPWHra [naHa ynpaBneHus puckamyv M MUHMMU3ALUKW puUcKa, MUMMYHOTEHHOCTW, Mpwu
NpMMeHeHNM BGUONOrMYEecKoro fekapCcTBEHHOIO cpeacTBa, B ToMm unucne B Pecnybnuke KasaxcTaH, mony4eHHbIX B
pesynbTare:

NOCTPErncTpaumMoHHbIX HabnogaTenbHbIX MccneaoBaHuii 6e3onacHOCTU U 3PPEKTUBHOCTM NEKApPCTBEHHOMO
cpencTea (METOAOM aKTMBHOTO MOHUTOPWHra, METOAOM Cly4Yaill KOHTPOMb UMW KOFOPTHBIX PETPOCMNEKTUBHBIX U/Unn
NPOCMNEKTUBHbIX MCCNEeA0BaHNN)

aHanunsa PerMcTtpoB nauMeHTOB, nony4vawwmnx nevyeHne onpenerieHHbIM BG1onornYecknm JleKapCTBEHHbIM
cpeacrteam

NMOCTMAaPKETUHIOBBIX KITMHUYECKNX UCCNEeL0BaHNN

npoBegeHns obyyaloWwmx MeponpuAaTU MO MNOBLIWEHNIO WHAPOPMUPOBAHHOCTU Bpayen, ¢dapmaueBToB U
NauMeHTOB C LieNblo CHWKEHUS PUCKOB, CBA3AHHBLIX C NPYMeEHeHneM BG1onornyeckoro nekapcTBeHHOro cpeacTsa B
Pecny6nuke KasaxcraH.

28. OueHka 6e3onacHOCTM N 3P(PEKTUBHOCTM NEKAPCTBEHHOIO CPeacTBa C YY4ETOM COOTHOLUEHUSA «MOMb3a-
puUCK» - MPOTUBOMOKa3aHUs, NpPenynpexneHus U NpefoCTEPEXeHNs MNpu MpUMEHEHWU npenaparta. Tpebyetcs
06paTuTb 0cob60e BHUMaHWE Ha AETCKUA BO3pacT, 6epeMeHHbIX 1 KOPMSILLMX KEHLLMH, MOXWUION BO3pacT, NaLNeHTOB
C NOYEYHON N NEYEHOYHOW HELOCTAaTOYHOCTbIO

29. JOkcneptusa WHCTPYKUMM MO  MEAMLMHCKOMY MPUMMEHEHUI0 MNPOBOAUTCSH B CPaBHEHWM C  KpaTKOM
XapakTepUCTUKOW IeKkapCTBEHHOro npenapata. [lemaeTcs 3aknioveHne O COOTBETCTBUM UMM HECOOTBETCTBUU
nokasaHWm K TMNPUMMEHEHNo, MNOOOYHbIX AENCTBUWA, NPOTMBOMOKAa3aHUA, OCOObIX YyKa3aHui, FeKapCTBEHHbIX
B3aMMOAENCTBUWA, MEePefo3VPOBKM, YKa3aHHbIX B MHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHMWIO NeKapCTBEHHOro
cpencTBa, KpaTKOM XapakTepucTuke nekapcTBEHHOro npenapara

30. 3aknioyeHne 0 HanMuuM UN OTCYTCTBUM B HA3BaHWUM NEKaPCTBEHHOTO CPeacTBa:
1) rpadoMyeckMx CXOACTB C paHee 3aperncTPUpPOBaHHbIMM JEKapCTBEHHLIMU MpenapaTtaMuM U CroB C
Hebnaro3By4HbIMM BblpaXKeHUAMU

2) cnocobHoCTU BBECTU B 3abnyxaeHne OTHOCUTENbHO UCTUHHOMO COCTaBa M AeNCTBUSA npenapaTta

3) cxoactBa MHH wu/vunn cxogHble C HMMM Ha3BaHWS ANS NEKapCTBEHHOro CpeacTBa ApPYroro XMMWUYecKoro
cocTaBa Wnn aencTems

31. OueHka npaBWNbLHOCTM MPUCBOEHMS Kkoda AHaTOMO-TepaneBTUYecKo-xumudeckon (ganee - ATX)
Knaccudukaumm, COOTBETCTBUA hapmakoTepaneBTUHECKON rpynnol Koay ATX Knaccudukaumm,
hapMaKonorm4eckoMmy AenCTBUIO, MOKa3aHUsM K npumeHeHuto. B cnydae HenpaBunbHO 3asBrneHHbix ATX koga u
hapmMakoTepaneBTU4ECKON rpynmbl, TpebyeTcs ykazaTb peKOMeHOyeMble IKCNEPTOM

32. MNpoBepka afeKBaTHOCTU 3asiBMEHHbIX [03 M pPeXuMa [[03VMPOBAHUA COMMacHO (DapMakOKMHETUHECKUM
napameTpam (nepuoa nosyBbiBeAeH s, CTENEHN CBA3bIBaHWA C 6enkaMu nnasmMbl KPOBU, BfUSIHWME HA aKTUBHOCTb
NeYEHOYHbIX (DepMEHTOB, BPEMsI COXpaHeHus GakTepuoCTaTUYEeCKOW/6akTepuuMaHOW KOHLEHTpauuu B cryvae
aHTMbGakTepuanbHblX npenapaTtoB). TpebyeTca o6paTtuTb 0coboe BHWMaHWe Ha A03bl, PEKOMEeHOyemble OeTaM,
NOXMUIbIM, 6OMbHBIM C HAPYLLUEHUAMMW YHKLMM NOYEK U MEYEHM

33. TlpoBepka COOTBETCTBUSI 3ASIBIEHHOrO CPOKA XPaHeHWsl, YKa3aHHOro B 3asiBfieHUM, B  KpaTKOM
XapaKTepuCTUKe NeKapCTBEHHOrO npenapara, UHCTPYKUMKU MO MEAMLMHCKOMY MPUMEHEHMIO, MaKeTax ynakoBKU CO
CPOKOM XpaHEHWs!, yka3aHHbIM B HOPMaTUBHOM JOKYMEHTE

34. CooTBeTCTBME MPEACTABIIEHHON WHCTPYKUMM MO  MEAMLMHCKOMY MPUMEHEHWIO  OeNCTBYyoLEeMy
3akoHogaTenbcTBy Pecny6nuku KasaxcraH.

35. [letanbHoe onncaHne cUcTembl hapMakoHaa3opa 1 ynpasrieHnsl puckaMmu:



1) KpaTkasi xapakTepucTuka cucTembl apMakoHaz3opa [fepkaTensl perucTpauuMoHHOTO YAOCTOBEpeHUs
[OIMKHA BKIOYaTb CriefyloLine 3reMeHTbI:

[0Ka3aTeNbCTBO TOTO, YTO AepXkaTernb PEervcTpauMoHHOMO YOOCTOBEPEHWS UMEET B CBOEM PacropsiKEHWUU
OTBETCTBEHHOE nuo 3a rnoGanbHblii chapmakoHaasop

KOHTaKTHble JaHHble OTBETCTBEHHOrO Nnu1La 3a rnobanbHbIi hapMakoHaasop

JAeknapauus, noanucaHHas aepxaterneM perncTpauMoHHOrO YAOCTOBEPEHUSI O TOM, YTO OH UMEET CUCTEMY
chapmakoHaa3opa Ans BbIMOMHEHUst 3a4a4y U 06s3aHHOCTEN MO MOCTPErMcTPaLMOHHOMY KOHTpOM GesonacHocTu
nekapcTBEHHbIX CPeacTB

CCbIfIKa Ha MecTo (agpec), rae XpaHUTca mactep-gann cucteMsl papMakoHaasopa
2) OTBETCTBEHHOE NMLO 3a NoKanbHbIV hapmakoHaasop B Pecnybnvke KasaxcraH:
OOKYMEHT, MOATBEPXKAAIOLWUIA Ha3HaYeHne OTBETCTBEHHOIO Nuua 3a apmakoHaasop B Pecnybnvke KasaxcTaH

KOHTaKTHble AaHHble OTBETCTBEHHOrO nuua 3a dapmakoHaasop B Pecnybnuvke KazaxctaH

3) MnaH ynpaBneHus puckamu Mpy MEAMUMHCKOM NMPUMEHEHUM NEKAapCTBEHHOrO CPeCTBa, 3asiBIEHHOro Ha
pervcTpauuio/nepeperucTpaumio UM BHECEHUEe W3MEHeHWid (4N OpUrMHanbHbIX MpenapaTtoB, GUOCUMUMSIPOB,
BaKLVH, NpenapaToB KPOBW, reHEPUYECKUM NpenapaTam TpebytoLlero oco6oro KOHTPons)

MpumeyvaHwne:
* - OTMEYEeHHbIe pa3fenbl 3anosHATCA NPU NPOANEHNN CpoKa AEUCTBUSA PEMMCTPALMOHHOIO yaOCTOBEPEHMS

3akntoveHue:

NonoXuTensHoe oTpuuaTtensHoe

(c obocHoBaHMEM)

[aTa noctynneHus JOKYMEHTOB 3KCnepTy
[aTa 3aBepLUeHNs 3KCNepTU3bl JOKYMEHTOB

Bce paHHble, NpvBEAEHHbIE B 3KCMEPTHOM 3aKIYEHUW, OOCTOBEPHbl U COOTBETCTBYHT COBPEMEHHBIM
TpeboBaHUAM, YTO NOATBEPXKAAI NMNYHOW NOAMNUCHIO.

damunus, nms, oTHECTBO

(mpw Hanwn4nm), aKcnepToB

MNognucb
Data

MpunoxeHune 9
k MNpaBunam npoBeaeHns
3KCNEepTU3bl NeKapCTBEHHbIX CPEACTB

dopma
CBOAHbIN OTYET 3KCNEepToB
no oueHKe fieKkapcTBEHHOro npenapara Npy¥ U3MEHEHUAX, BHOCMMbIX B permcTpauMoHHoe [4oCbe

1. | ®amunus, nms, OT4ECTBO (NPW HANUYUN) 1 JOIMKHOCTL 3KcnepTa

2. | Y4yeHas cTeneHb, 38aHne

3. No 3asaBku

4, HaTa

5. | ToproBoe HanmeHoBaHWe npenapaTa

6. | MexagyHapogHoe HenaTeHTOBaHHOE Ha3BaHWe

7. | NekapcTBeHHbI npenapat ] OpurHanbHbIN NekapcTBEHHbIN
npenapat
[0 Bocnpowv3BeaeHHbIN NeKapCTBEHHbIN
npenapat

O Bronogo6HbIV nekapCTBEHHbIN
npenapart (bnocumunnsp)

O MBpwraHbIN NekapCcTBEHHbIVM Npenapart
[0 brnonornyeckumn nekapcTBeHHbIN
npenapar

[0 KoMGUHMPOBaHHbIV fleKapCTBEHHbIN
npenapar

O NekapcTBeHHbIM NpenapaT ¢ XOpoLLUo
U3y4eHHbIM MEeANLIMHCKUM NpUMEHEeHneM
[0 PagnodapmaueBTnyeckun
neKkapcTBEHHbIN Npenapar unn npekypcop




[0 F'omeonaTnyeckmin nekapCcTBEHHbIN
npenapat

O PactutenbHbI NekapCTBEHHbIN
npenapat

O OpdaHHbIn nekapcTBEHHbIV Npenapat
O AkTvBHas dapmMaueBTnyeckas
cybcTaHums, npomssedeHHas He B
ycrnosusix GMP

[0 NlekapcTBEHHbIN Gank-NnpoaykT

O Buonoruyeckmin 6ank-npoaykT

[ NNekapcTBeHHOE NpUPOAHOE Chipbe (He
dapmakonenHoe)

nccnenosaHna BOAHbIX pacTBOpOB
reHepun4yecKkux npenapartoB UH-BUTPO

BHeapeHWe TpaHchepa
NPON3BOACTBEHHbIX Y TEXHOMOMMYECKUX

npoueccos
8. | Ans Bocnpoun3BeaeHHOro nekapcTBeHHOro npenapart unu
buocumunsapa ykasaTb Ha3BaHWe OPUrMHarNbLHOro
fiekapCTBEHHOro npenapara
9. JlekapcTBeHHas popma
10. | Josuposka
11. | KoHueHTpaums
12. | dapmakoTepaneBTMyeckas rpynna
13. | Kog B cooTBeTCTBUM C aHAaTOMO-TEPaneBTUYECKO-XMMNYECKON
Knaccudukaumen
14. | dopma otnycka [ no peuenty [J 6e3 peuenTa
2. YnakoBka
No HaumeHoBaHne Bug ynakoBku (nepBuyHas, Pasmep | O6bem KonnyecTteo eanHuu B
YNaKoBKU BTOpUYHas) yMakoBKe
1.
3. aHHble o npounssoauTene
Ne | Twn opraHusaumm nnu y4acTok Npon3BOACTBa HaumeHoBaHne CrtpaHa Opuagnyeckui
opraHvsauum agpec
1. | 3asButenb
2. | MNpownsBogutenb
3. | YnakoBLUnK
4. | YyacTtok npon3BoacTBa
5. | Oepxatenb pernctpaumoHHOro
yAOCTOBEPEHUS
4. Peructpauus B CTpaHe-npoussBoauTene n apyrux crpaHax
Ne | HasBaHwe cTpaHsbl Ne perncTpaumoHHOro y0CTOBEPEHWS [arta Bblgayu Cpok gencTeus
1.
2.

5. 1) Cocrtae NeKapCTBeHHOro cpeacrtea (yKa3aTb JleKapCTBEeHHbIEe CyGCTaHLI,VIVI M BCnomMoraTtesibHble BeLlecTBa,
BKI1tO4YaA KOHCepBaHTbl, COCTaBHbl€ BeLLEeCTBa 000104KK npenapaTOB):

Ne HavmeHoBaHue KonuuecTtBo Ha HopMaTuBHbIV AOKYMEHT MO KOHTPOJI0 kavyecTBa U 6e3onacHocTm
eavHuLy NeKkapCTBEHHbIX CpeacTB, unn FocyaapcTBeHHasa hapmakones
nekapcTBEHHOM Pecny6nuku KasaxcTaH, 3apybexHble hbapmakonen, npusHaHHbIe
¢dopMbl OENCTBYOLWMMU Ha TeppuTopumn Pecnybnuku KasaxcraH

1. | NlekapctBeHHas(ble)
cybcTaHumsa (vn):

2. | BcnomoraTtenbHbie
BellecTBa:

3. | CocTaB 060no4kmu
TabneTkn unu
kopnyca Kancyrbl:




2) ins nekapCTBEHHOro pacTUTENbHOMO ChipbA

Ne boTaHnyeckne HopmaTuBHbIN AOKYMEHT MO KOHTPOSIO KayecTBa u [ukopacTywiee MecTto
naTuHckue 6e30MacHOCTM NeKapCTBEHHbIX CPEACTB, Unn unu npouspacTaHus
Ha3BaHuA "ocynapcTBeHHas dapmakones Pecny6nuvkm KynbTUBMpyemoe
pacTeHun, KasaxcTaH n 3apybexHble hapmakonewu,
BXOASALINX B npu3HaHHbIE AEUCTBYIOLLMMN HA TEppPUTOpUM
cocTaB cbopa Pecny6nuku KasaxcTaH
1.
2.
6. MponssoauTenu akTMBHbIX CybCTaHLMI, BXOOALLMUX B COCTaB NeKapCTBEHHOTO CpeAcTBa
Ne HanmeHoBaHwue BelLecTBa, HanmeHoBaHne Crtpana* Afpec npon3BoACTBEHHOM
BXOAsILLEro B cocTaB Npon3BOANTENS Ha PYCCKOM NMoLaaKku Ha PyCCKOM U
NeKapCTBEHHOrO cpeacTBa N aHrMUNCKOM SA3blKax AHIMUNCKOM A3blKax
1.
2.

7.1) CocTaB nekapcTBEHHOro cpeAcTBa (ykasaTb NekapCTBEHHbIe CyGCTaHLuM 1 BCnoMoraTenbHble BellecTsa,
BKIIOYasi KOHCEpBaHTbl, COCTaBHbIE BeLlecTBa 06004k npenapaTos):

Ne HanmeHoBaHue KonnyecTtBo Ha HopmaTuBHbIN JOKYMEHT MO KOHTPOJO KayecTBa 1 6e3onacHocTu
equHuLy nekapcTBEHHbIX cpeacTs, unu focyaapctBeHHasa hapmMakones
rneKkapcTBEHHON Pecny6nuku KasaxcTaH, 3apybexHble hbapmakonen, npusHaHHbIE
dopmbl OENCTBYOLWMMM Ha TeppuTopumn Pecnybnuku KasaxcraH
1. | NlekapctBeHHas(ble)
cybcTaHuma (v):
2. | BcnomoraTtenbHble
BelllecTBa:
3. | CoctaB 060Mn04kK
TabneTkn unu
Kopryca Kancynbl:
2) [ins nekapCTBEHHOrO pacTUTENbHOMO Chipbs
Ne BoTtaHuyeckme HopmaTtuBHbIN JOKYMEHT MO KOHTPOIIO KayecTsa 1 IwukopacTywiee MecTto
naTuHcKue ©e30MacHOCTM NeKapCTBEHHbIX CPEACTB, UNu unu npouspacTaHus
Ha3BaHuA locynapcTBeHHas dpapmakones Pecny6nuvkm KynbTuBMpyemoe
pacTteHun, KasaxcTaH n 3apybexHble hapmakonewu,
BXOOSALLMX B NpU3HaHHbIE AENCTBYOLLUMN Ha TeppuTOpUn
cocTaB cbopa Pecny6nuku KasaxcTaH
1.
2.
8. MNpoun3BoanTenn akTMBHLIX CyOCTaHLMIN, BXOASILLMX B COCTaB fIeKapCTBEHHOrO CpeacTBa
Ne HavmeHoBaHue BellecTBa, HanmeHoBaHue Crtpana* Agpec npon3BoaCcTBEHHOM
BXOASILLEro B COCTaB Npon3BOANTENS Ha PYCCKOM NOLLAAKN Ha PYCCKOM U
JNIEKAPCTBEHHOIO CpeacTBa 1 aHIMMACKOM SA3bIKax AHIMNACKOM A3blKax
1.
2.
9. Tun nsmeHeHun
1) TN U3MEeHeHU B COOTBETCTBUMN C NPUFIOXKEHNEM BHOCUMbIe Crapas HoBas
17 N3MEHeHus pegakums pepakums

10. OueHKa perncTpaLmMoHHOro 4ocke No acnekTam kayecTsa, 6e3onacHoCcT 1 3PEKTUBHOCTU

PekomeHpaumu:

1) | 3asBneHHble M3MEHeHMs TUna

(ykasaTb TMN) He OKa3bIBalOT BNUSAHUS Ha Ka4ecTBO, 6e30MacHOCTb U
3 EKTUBHOCTL NEKAPCTBEHHBIX CPEACTB. 3asBNeHHOe M3MEHEeHE PEKOMEHIYETCS K permcTpaumm.
CobnioaeHbl YCNnoBusa AN BHECEHNUS U3MEHEHWI MO 3asgBIEHHOMY TUMY U3MEHEHWIA.

2) | 3asBneHHbIe M3MeHeHus Tuna

(yKaSaTb TVII'I) oKasblBalOT BMUSIHNE Ha KayecTBo, 6e3onacHoCTb
N 9 HEKTUBHOCTL JIEKAPCTBEHHbLIX CPEACTB. 3asiBIEHHOE U3MEHEHNE HE pekomMeHOyeTca K permcrtpaumn.




3) B cooTBeTCTBUM C 3aABNIEHHLIMN N3MEHEHNSMWN HE npenoctaBiieHbl AOKYMEHTbI perncTtpauMoHHOro gocbe B
NosIHOM 06bEMe cornacHo NPUNOXEeHUIo 17 vnu He cobnoaeHbl yCrnoBus A5t BHECEHUSA N3MEHEHWI MO
3asBfIEHHOMY TUMY U3MEHEHWI. Heobxooumo paccMoTpeTb AOKYMEHTbl MOBTOPHO Nocne npenocrtaBlieHnA

AONOJTHUTENbHbLIX MaTepuasrioB MO 3anpocy aKkcnepTa:

[JaTa nocTynneHns JOKYMEHTOB 3KCMNepTy
[aTa 3aBepLUeHNs IKCNepTU3bl JOKYMEHTOB

Bce gaHHble, NnpuBeAEHHbIE B 3KCMEPTHOM 3aKNHOYEHNN, AOCTOBEPHbI U
COOTBETCTBYHOT COBPEMEHHbLIM Tpe6OBaHVIF|M, YTO NOATBEPXKAAK NIMYHOM NOANUCHIO.

damnnus, UMs, 0TY4ECTBO (MPU HANNYUK), IKCNEPTOB

MNognuck [ata
Mpunoxenue 10
k MNpaBunam nposeaeHns
3KCNEepTU3bl NeKapcTBEHHbIX CPEACTB
dopma
MuHncTepcTBo 3apaBooxpaHeHus Pecnybnukn KasaxcraH
HaumeHoBaHVe rocyaapcTBEHHOW 3KCNEPTHON opraHnsaunm
ATTecTaT akkpeauTaummn ncnbitatensHow nabopatopum (Ne, cpok AencTeums)
Agpec, TenedOoH 3KCNEePTHON opraHn3auumn (UcnblTatenbHoW nabopatopun)
MpoTtokon ucneitaHnin Ne oT « » roga
| Crpanmua /KOnM4ecTBo NNCTOB

3asBuTtens (HaumeHoBaHve, agpec):
HaumeHoBaHWe npoaykuuu:

Bua nenbitanui:

OcHoBaHue:

®durpma n3rotoBUTENL/MPON3BOAUTENL, CTPAHA:

Cepus, napTus:

[arta npousBoacTea:

[aTa Havyana n gata OKOH4YaHWs UCMbITaHWIA:

Konuuectso 06pasLoB:

O6o3HaueHne HOPMaTMBHOIoO AOKYyMEHTa No Ka4eCTBy Ha NPOAYKLUIO:

Cpok rogHocTK:

O603HaYeHne HOPMaTUBHOIO AOKYMEHTA MO KaYeCTBY HA METOAbI UCTIbITAHWIA:
PesynbTaThl ucnbITaHui

HavmeHoBaHve TpeboBaHMsi HOpMaTUBHOIO daKTUYECKM NOMYYEHHbIE 0° v BnaxHocTb (%)
nokasartenen [LOKYMEHTA M0 KayecTBy pe3ynbTaTbl
1 2 3 4

3akntoveHue: MNpencrtaBneHHble 06pa3L|,bI COOTBETCTByPOT/He COOTBETCTBYHOT Tpe60BaHVI9|M HOPMaTUBHbIX
OOKYMEHTOB U MeTOOAUKU BOCI'IpOVI3BO,D,$|TCF|/He BOCNpOn3BOOATCA (yKa3bIBaTb npu HEO6X0,EI,I/IMOCTVI). (HY)KHOE

NoAYepKHYTb)

MeToaukn He BOCNpOnU3BOOATCA NO cnenyrumm nokasatenam
Moanucu YNOJTHOMOYEHHbIX ML

(BomkHOCTb) (nognuce) Pamnnus, ums, OTY4ECTBO (MPU HANNYNK)
(BomKHOCTB) (nognuce) damunus, ums, oT4ecTBO (MPU HaNMYnn)
(BomKHOCTB) (nognuce) damunus, nms, oT4eCTBO (MPU HANUYUK)

MecTo onsa nevaTn

Mpunoxenne 11

K MNMpaBunam nposefeHnst
3KCMepTU3bl NeKapCTBEHHbLIX CPEACTB

dopma




OTtyeT O pe3ynbTaTax npoBegeHUA naGopaTopHoro UcnbiTaHuUA B na60paTopvw| KOHTpPONA Ka4yecTBa
npoussoguTena unum B KOHTpaKTHOﬁ na6opaTopvm, VICHOHbSyeMOl)’I npousBoguTenem

1. Pesiome

HanmeHoBaHue J1eKapCTBEHHOIo cpencrea

HavmeHoBaHve, agpec PeEKBU3NTLI NPOM3BOACTBEHHOW MAOLWLaAKN

HaumeHoBaHwue, agpec, pekBU3nUTbl TabopaTopun KOHTPONS KayecTBa U/nnm
KOHTPAKTHOW 1TabopaTopu KOHTPOSIS KayecTsa

OcHoBaHve NpoBeaeHNsi N1abopaTopHOro UCTbITaHUS

Homepa nuueHsum (Npy Hanuuum), cepTUcUKaToB, 3asiBOK Ha 3KCMEPTU3Y
npu rocylapCTBEHHOW perncTpaumm

Pestome gestenbHocTn nabopaTopmm KOHTPONs kKavyecTsa MpoBeaeHne nabopaTopHbIX
MUCNbITAHUN

Beinyck B peanusaumio cepumn
1eKapCTBEHHOIo cpeacTsa

MHoe (Heobxoammo ykasaTb)

[Jata(bl) npoBegeHns nabopaTtopHOro UCMbITaHNs

®.U.0. (npy HanmM4mMun) aKcnepToB (4SIEHOB KOMUCCUM), OMKHOCTb

2. BBoagHas nHdopmaums

Kpatkoe onvcaHve nabopatopum KOHTPOISA KayecTsa

Hanvune gokyMeHTMPOBaHHbIX Npoueayp NPOBEAEHWS UCTIbITAHUA

BbInonHeHWe Tpe6GoBaHWi JOKYMEHTUPOBAHHbIX NpoLedyp NPOBEAEHWUS UCTbITaHWIA

Llenb npoBegeHns NabopaTopHOro UCMbITaHWS

O6BbEeKTbI UCMNbITAHUSA

MepcoHan nabopaTopun KOHTPOIS KAYecTBa, y4acTBYOWMIA B NPOBEAEHUMN NTaGopaToOpHOro UCMbITaHUS

,D,OKYMEHTI:I, noaaHHble opraHMaauweﬁ-npomssonMTeneM nvnn na60paTopMe|7| KOHTpOIA Ka4ecTBa A0
nposeaeHna oueHkn yCJ'IOBI/IIZ npon3socTea U CUCTEMbI obecneyeHnst kayecTea

3. HabnogeHua v pesynbTtaThl NpoBeaeHns NabopaTopHOro NCMbiTaHMs

Ccblifnka Ha HOPMAaTUBHbLIA AOKYMEHT

Homep cepuu, gaTa npoussogcTea

Mokasatenb | TpeboBaHMA HOPMATUBHOTO dakTnyeckme C, CootBeTcTBYET/HE
OOKYMEHTa pesynbTarhbl BNaXXHOCTb | COOTBETCTBYET

4. MpunoxeHus

,D,OKYMeHTbI (I'IepBM‘-IHbIe OaHHble, MPOTOKOJ1bl VICI'IbITaHI/II7I) n 06pa3L|,bI, OTO6paHHbIe B Xoge npoBeaeHunsa
naGopaTopHoro ncnbiTaHnA

5. PekomeHaaumm 1 3aknoyeHus

PekomeHgauumn

3akntoyeHne

MpumeyvaHue:

*K otyeTy 0 pesynbTatax npoBegeHua nabopaTtopHOro WCMbITaHNS HEOBXOAUMO NPUMOXWUTL  KOMUIO
cepTudukata aHanusa u (Unu) npOTOKONa WCMbITAHWA Ha Npoaykuuio nabopaTopunm KOHTPOMS KavecTBa
Npon3BOAWTENSA WM KOHTPAKTHOW nabopaTopun, UCMonb3yemMon npoussoguTeneM. Bce npunoxenns Kk oTtveTty
ABNATCA HEOTHEMIIEMON €ro 4acTbio.

PykoBoauTens komuccuu:

(mopnuceb) damnnus, ums, oT4eCTBO (MPU HANMYMK), AOIMKHOCTD
YneHbl KOMUCCUK:

(mognuce) damunus, nvs, oT4ecTBO (MPU HANMYUK), LOJMKHOCTb
(noanuce) damunus, UM, oT4eCTBO (MPU HANUYUK), LOMKHOCTb
« » 20 r.
CornacoBaHo:
(BomkHocTb) (Mognuck) damunus, nmsi, oT4eCTBO (MPU HANUYUK)

(@omkHocTb) (Mognuce) damunus, nmsi, oT4eCTBO (MPU HANUYUK)




MpunoxeHne 12
k MpaBunam npoeeaeHus
3KCMEepPTU3bl NEKAPCTBEHHBLIX CPEACTB

3aknio4yeHune o 6esonacHocCTH,
3 hpeKTMBHOCTU U Ka4yecTBe JIeKapCTBEHHOro CpeACcTBa, 3asiBJIEHHOro Ha 3KCNepTU3y

1. PeCI'IyGJ'IVIKaHCKOG rocygapCrtBeHHoOe npeanpuaTue Ha npaBse XO35IMCTBEHHOIO BeAeHns «HaunoHanbHbIN
LLEHTP 3KCNepTu3bl JeKapCTBEHHbLIX CPEACTB, M34enui MEeAUUMHCKOrO Has3HavyeHust U MEAULMHCKOM TEeXHUKU»
MuHucTepcTBa 3a4paBoOXpaHeHUs PeCI'Iy6J'IVIKVI KasaxctaH coobuaet pe3ynbTaTtbl 3KCNEepTU3bl Ha 6e30nacHOCTb,
3P PEKTUBHOCTbL N KaYECTBO NEKapCTBEHHOIO CPEeACTBa:

Homep v gata 3asBku

ToproBoe Ha3BaHWe fiekapCTBEHHOIO cpeacTaa (C yKasaHueM NnekapCTBEHHON POPMbI, JO3UPOBKM, KOHLEHTpaLUn
1 o6 beMa 3anosiHeHNs1, KOMYecTBa 403 B ynakoBKe - A1 NeKapCTBEHHOIo npenapaTa)

OpraHMaaum-npomaso,qmenb, CTpaHa-npounssoanTesb

3aknoyeHne HavanbHOM aKecnepTusbl (Banmaaumsa perncTpaumoHHOro Aockbe) (MONOXUTENbHOE UMK
oTpuuaTensHoe)

3aknoveHne ncnbitatensHon nabopaTtopun: gata n Ne npotokona, (MonoXuTensHoe Unm oTpuuaTensHoe)

3aknyeHne cneumMann3mpoBaHHON 9KCNepTM3bl (MONOXUTENBHOE UK OTpULaTeNbHOE)

2. 3aknioyeHne (nonoxuTenbHoe): Matepuanbl U AOKYMEHTbl PErMcTpauMOHHOIO [OCbe Ha feKkapCTBEHHOe
CpeacTBO (TOpProBoe HasBaHWE J1eKapCTBEHHOrO CPeAcTBa C ykasaHWeM feKkapCTBEHHOW opMbl, [O3MPOBKM,
KOHUEHTpaumm n obbema 3anofiHeHus, KonuyecTBa [03 B YMNakoBKe), NpedocTaBfieHHble Ans 9KCNepTu3bl,
COOTBETCTBYIOT YCTAHOBMIEHHbIM TpeboBaHuAM, 6Ge3onacHocTb, 3EMEKTUBHOCTE W KAYECTBO feKapCTBEHHOIo
cpeAcTBa NOATBEPXKAEHbI COOTBETCTBYIOLLMMN MaTepyanamm 1 NpoBe4eHHbIMU UCNbITaHUAMM.

3aknoyeHne (oTpuuartensHoe): MaTepuanbl M OOKYMEHTbl PErMcTpauuMoHHOro AO0Cbe Ha NekapCTBEHHOe
CcpeacTBo (TOproBoe Ha3BaHWE IeKapCTBEHHOrO CpeacTBa C yKasaHWeMm IeKkapCTBEeHHOM hOopMbl, A03NPOBKH,
KOHUeHTpauun 1 obbema 3anonHeHusi, KonvyecTBa A03 B YMaKOBKE), NpeAoCTaBMeHHble ONA 3KCnepTusbl, He
COOTBETCTBYHOT YCTAHOBMEHHbIM TpeboBaHusAM, Ge3onacHOCTb, 3(PPEKTUBHOCTE M KAYeCTBO JIEKAPCTBEHHOrO
cpeacTBa He NOATBEPXAEHbI COOTBETCTBYOLMMI MaTepmanamu u NpoBedeHHbIMN UCNbITaHNAMM.

PykoBoauTens rocyaapCTBEHHOWN SKCMEPTHOW opraHn3aumu:

noanuchb damunus, UMsi, OTYECTBO (NPU ero Hanu4mm)
HaTa
MecTo nevatu

Mpunoxenve 13
k MpaBunam npoeegeHnst
3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB

dopma

3akntouveHune o 6ezonacHocTH
3 peKTMBHOCTU U KauyecTBe JIeKapCTBEHHOrO CpeACTBa 3afABNIEHHOrO Ha 3KCNepTU3y U3MEeHEeHUN, BHOCUMBbIX
B perMcTpaumoHHoe A4OoCbe

1. PecnybnukaHckoe rocyfapCTBEHHOE MNpeanpusaTMe Ha npaBe XO3\WCTBEHHOro BeAeHus "HaumoHanbHbI
LEHTP SKCMepTU3bl JeKapCTBEHHbIX CPEACTB, M3OENUN MEAWLMHCKOrO HasHa4yeHWss U MeAUMLMHCKOW TeXHMKN"
MuHuctepcTBa 3apaBooxpaHeHust Pecnybnuku KasaxcrtaH coobliaeT pesynbTaTbl 3KCNepTU3bl O BIIUSIHUM BHOCUMbIX
N3MEHEHUI B PErMCTPaLMOHHOE JOCbe Ha 6e30nacHOCTb, 3W(PEKTUBHOCTL N KAYECTBO FNIEKAPCTBEHHOIrO CpeacTea:

Homep n gaTa 3asBku

ToproBoe HaMeHOBaHME NEKApPCTBEHHOIO cpeacTBa (C yKa3aHunem nexkapcTeBeHHoM hopMbl, 4O3MPOBKN,
KOHUEHTpauun n obbema 3anosfHeHus, kKonuyectsa 403 B YNaKoBKe - ANA JIeKapCTBEHHOro npenapaTa)

OpraHmsau,Mﬂ npon3BoanTesnb, CTpaHa-npon3BoguTesb

BHocuMbIe nameHeHus otHeceHbl K Tuny | A, tuny | B, tuny Il

3akntoveHne HavdanbHOM 3KCNepTM3bI (BaﬂI/I,D,aLI,I/IM perncrtpaumoHHOro uocn:e) NIeKapCTBEHHOro cpeactea
(HOJ'IO)KI/ITeﬂbHoe nnn OTpmuaTeanoe)

3aknoyeHne ucnbitatensbHon nabopaTtopun: gata u Ne npoTtokona, (MonoXuTenbHoe U oTpruaTensHoe)

3aknyeHre cneymanmanpoBaHHON aKCNePTM3bl (MONOXUTENBLHOE UK OTPULATESIbHOE)

2. 3akntoyeHve (nonoxurensHoe): Matepuarnbsl U JOKYMEHTbI, NMPEAOCTABMNEHHBbIE HA 3KCMNEPTU3Y U3MEHEHWA,
BHOCUMbIX B PerMcTpauyoHHOe [0Chbe NeKapCTBEHHOro CpeacTBa, (TOProBoe Ha3BaHWe NekapcTBEHHOro CpeacTea C
yKasaHWeM JleKapCTBEHHOW (OpMbl, [O3UPOBKM, KOHLEHTpauum u obbema 3anofiHeHUsi, KonuMyecTBa [[03 B




ynakoBKe), COOTBETCTBYIOT YCTaHOBMNEHHbIM TpeboBaHWsAM, BNusHMEe Ha 6e30nacHOCTb, 9hdeKTUBHOCTb 1N KayecTBO
neKapCcTBEHHOro cpeacTsa NOATBEPXAEHbI COOTBETCTBYOLMMMN MaTepuanaMmm 1 NpoBeAeHHbIMU UCTIbITAHNSMW.
3aknioyeHne (oTpuuaTenbHoe): MaTepuanbl U [OKYMEHTbI, NPeOOCTaBlIEHHbIE Ha 3KCMepTU3y W3MEHEeHWN,
BHOCMMbIX B PErMCTPALMOHHOE A0Cbe NMEKapCTBEHHOro CpefcTBa, (TOProBoe Ha3BaHWe NeKkapCTBEHHOrO cpeacTsa C
yKasaHueM IeKapCTBEHHOW (opMbl, [O3MPOBKM, KOHLEHTpauuM u obbema 3amnonHeHus, Konuyectsa [03 B
yrnakoBKe), He COOTBETCTBYIOT YCTaHOBIEHHbIM TpeboBaHWsIM, BNMSHWE Ha 6Ge3onacHoCTb, APMEKTUBHOCTL U

Ka4eCTBO JieKapCTBEHHOIo cpeactBa He noAaTBepXAeHbl

ncnbliITaHUAMMN.

PykoBoguTenb rocygapcTBEHHOW 3KCMEPTHOM OpraHu3aumm:

nognuce ®amMunusi, UMsi, OTYECTBO (NPU Ero HanM4mn)

[ata
MecTto nevaTn

HaTa MecTo nevatu

cooTBeTCTBYOLLMMU MaTepunanamm u nposeaeHHbIMU

Mpunoxenve 14
k MNpaBunam nposeaeHns
3KCNEepTU3bl NieKapCTBEHHbIX CPEACTB

dopma

KasakctaH Pecnybnukacel [leHcaynblk cakray

MUHUCTpPAIriHIH, «depinik 3aTTapabl, MeguumHanbik

makcatTafbl ByiibiMaapabl XeHe MeauLmHa
TeXHUKacbIH capanTay yTTblK OpTanbifbl»

LapyallbliblK >|<ypri3y KYKbIFbIHOAfbl peCI'IyGJ'IVIKaJ'IbIK

MEMIEKETTIK K9CINOpPHbI

PecnybnukaHckoe rocyaapcTBeHHOE NpeanpusTne Ha
npaBe X035MCTBEHHOIO BeaeHust «HaumoHanbHbIi LEHTP
3KCMEePTU3bl NEKAPCTBEHHBIX CPEACTB, U3Oenui
MEAMLMHCKOrO Ha3Ha4YeHNs U MEAULIMHCKON TEXHUKN»
MuHucTepcTBa 3apaBooxpaHeHusi Pecnybnvkm KasaxctaH

CBoOgHbIN oT4YeT No 6e3onacHOCTH, 3¢hpheKTMBHOCTU U Ka4yeCTBY JiIeKApCTBEHHOro npenapara

HavnmeHoBaHue npenapaTa, NnponsBoauTenb, CTpaHa
M3 oTyeTa yaaneHa koHuaeHumanbHasa nHgpopmaums
1. CnpaBoyHas nHpopmauus o npouenype
1.1. MNogaya pernctpaumoHHOro 4oche

2. Hay4Hoe obcyxaeHue

2.1 AcnekTbl kKayecTBa

2.1.1 AktuBHas chapmaueBTUyeckasa cybCcTaHUmMA: aHanu3 CBeAeHN O NPOUCXOXAEHUN, Ka4eCTBE U BbIBOAbI O
BO3MOXHOCTW MCMOMb30BaHWsA CcybcTaHumm
2.1.2. BcnomoraTenbHble BELLECTBA: aHann3 CBeAeHUI O Ka4ecTBe, KONMYeCcTBe C BbIBOAAMM O AOMYCTUMOCTU

ncnonb3oBaHUA

2.1.3 JlekapcTBeHHbIN NpenapaT 3akn4YeHne o NPon3BoAcTBe crneundmrkaums kavecTsa cTabunbHOCTb
2.2. [JoknnHW4yeckne acnekTbl

2.3 KnnHunyeckune acnekTbl
2.4 OueHka nonb3a-puck

2.5 dapmakoHagsop OnucaHve cuctembl apmakoHaaaopa [naH ynpaBneHus puckamm

2.6 Ycnosus oTnycka

Mpunoxenne 15
k MpaBunam npoeegeHnst
3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB

VIHd)opmame O BCcnomMmoraTtesibHbIX BewecTBaxX, HOMMHaNIbHOM UX coAepXaHUn B NNeKapCTBEHHbIX
npenapaTtax, a TakXXe orpaHU4eHUsa NpUMeHeHUs NIeKapcTBeHHOro npenapaTta

Ne HanmeHoBaHne MyTb BBEOEHNS HonycTtnmble MHdopmauus, KommeHTapumn™*
n/n BCMoMoraTerbHbIX BELECTB npeaensl nognexatias
coaepxxaHus OTpaXKeHuo B
BCnomoraTernbHbIX WHCTPYKLMK MO
BELLIECTB MEeAMNLIMHCKOMY
NPUMEHEHUIO
1 2 3 4 5 6
1. ANpOTUHMH MecTHoe * 'Mnep4yBCTBUTENBHOCTL

nnn cepbesHasa




anneprmnyeckada peakyma

2. Apaxucosoe macro MecTHoe, * [MpoTnBonokasaHbl OunLieHHoe
nepoparnbsHoe, nvuam ¢ annepru4eckon | apaxmcosoe
napeHTepanbHoe peakuuen Ha opexy unum | macno mMoxet

coto cogepxatb 6enok

3. | Acnaptam (E951) MepopansHoe * Copepxut MoxeT HaHecTn

deHunanaHuH, Bpen nuuam c
NPOTMBOMNOKa3aH NoAaaM | OEHUNKETOHYPUEN
C (pbeHunKeToHypuen
4. A3okpacutenu: MepopanbHoe * Annepruyeckme E 102, E110,E
1) E 102 TapTtpasuH peakuun 122 - 3anpeLueHbl
2) E 110 >KenTbin 3akat K MPUMEHEHMIO B
(FCF) NeKapCTBEHHbIX
3) E 122 A3opy6wH, npenapartax ans
KapmownsuH ageten
4) E 124 MNoHco 4R
(nyHuoBbIn 4R), KoweHunb
KpacHas A
5) E 151 BpunnuaHToBbin
yepHbIn BN, yepHbin PN
5. | OputposuH (E127) MepopanbHoe 0-0,1 mr/kr npenapar Henb3s 3anpeLyeH K
HasHayaTb U MPUMEHATb | NPYMEHEHUIO B
nauueHTam c NeKkapCTBEHHbIX
naTtonoruen npenaparax ans
LLINTOBUAHOW XXenesbl neten
6. MepyaHckun 6anb3am MecTtHoe * B03MOXHbI KOXHble
peakuuu

7. BeHzankoHusi xnopug Odbranbmonoruyeckne | * B0O3MOXHbI MpUTHI; BeHaankoHus
neKapcTBEHHbIE nsberaTtb KOHTaKTa c xrnopwa
dopMbl MSITKUMU KOHTaKTHbIMM obecuBeunBaeT

nMH3amu; MsIrkue
yAanuTb KOHTaKTHbIE KOHTaKTHble
NWH3bI Nepeq TINH3bI
NPUMEHEHNEM 1
BbbKOaTb He meHee 15
MWHYT nocne
3aKanblBaHus
npenapara;
He NpuMeHsieTcs y
neten oo 8 net
MecTHOE * KoxHble peakunm
MHransunoHHoe 10 mkr/B 1 gose BpoHxocnasm
8. Knucnota 6eH3onHas n MecTtHoe * PasgpaxeHus koxw,
OeH3oaTthbI: rnas v CnmsmcTbIX
1) E210 kncnota 6eHsonHas obonoyek
2) E211 natpusa 6eHsoat MapeHTepanbsHoe * MpoTMBONOKA3aHo BbICOKWit puck
3) E212 kanusa 6eHsoaT HOBOPOXOEHHLIM AETAM | PasBUTUSA KENTyXu
Yy HOBOPOXAEHHbIX
9. BeHaunosbIv cnvpT MapeHTepansHoe Mpu pose meHee MpoTrBOnoOKkasaHo Bo3mMoxHbI cnyydan
90 mr/kr/cyT HEIOHOLLIEHHbIM, TOKCUYECKUX U
HOBOPOXAEHHbLIM U annepruyeckmx
geTtam go 3 ner; peakumn y geten
nobo4Hoe gencreue - no 3 net
aHadunakTongHble
peakumu;
KONMYecTBO
6eH3unoBoro cnvpTa B
npenapare (Mr/mn)
Mpwn gose 90 [poTnBonokasaHo
mr/kr/cyT HEeOOHOLUEHHbIM,
HOBOPOXAEHHbLIM U
geTtam go 3 ner;
npv NpUMeHeHUM
6eH3unoBoro cnvpTa B
nosax 90 mr/kr/cyT n
BblLLE MOBLILIAETCH PUCK
daTanbHbIX
TOKCUYECKUX peakuui
10. | Macno 6epramoTa BepranteH | MecTtHoe * [NoBbiwaeTcs He ncnonbayercs




YYBCTBUTENBHOCTb K
yNbTPOMONETOBLIM
ny4yam (Kak K
HaTyparbHbIM, TakK U1
NCKYCCTBEHHbIM fly4am)

npu Hanuumm
GepranTteHa B
macne

11.

BpoHonon

MecTtHoe

MecTHbIe KOXHble
peakummn (KOHTaKTHble
oepmatuTbl)

12.

ByTunrugpokcuanmson E320

MecTtHoe

MecCTHble KOXHble
peakummn (KOHTaKTHble
aepmMaTtuTbl),
pasapaxeHus rnas u
CNU3NCTbIX 0605104EK

13.

ByTtunrugpokcutonyon E321

MecTtHoe

MecCTHble KOXHble
peakummn (KOHTaKTHble
aepMaTtuThl),
pasapaxeHus rnas u
CINU3NUCTbIX 0605104eK

14.

Macno kactopoBoe
NONU3TOKCUIMPOBAHHOE;
Macrio KacTopoBoe
NOMMATOKCUITMPOBAHHOE
rMApPOreHn3MpoBaHHoe

MapeHTepansHoe

CepbesHble
anneprmnyeckmne peakuunu

[MepopanbHoe

HapyLueHus xenyao4Ho-
KULLIEYHOTO TpakTa u
auapest

MecTtHoe

KoxHble peakumm

15.

CnupT LeTocTeapu-noBsbIi;
CNUPT LETUNOBbIN

MecTtHoe

MecCTHble KOXHble
peakuum (KOHTaKTHble
aepmatuTbl)

16.

Xnopkpeson

MecTtHoe
[MapeHTepansHoe

Anneprunyeckue
peakumu

17.

OumeTtuncynbgokeng

MecTtHoe

*

PasgpaxeHus Koxu

18.

OTaHon

[MNepopanbHoe 1
napeHTepansHoe

CogaepxxaHue
3TaHona B

pa3oBow gose
meHee 100 mr

Mpenapat cogepxut
HU3KUIA YypOBEHb
3TaHona

Cogaepxawue
aTaHona, meHee
100 mr B pasoBon
nose

ot 100 mMroo 3 r
3TaHona B
pasoBou fose

MpoTuBonokasaHo:

AN NWL, cTpagatoLLmx
ankoronnamom,
anunerncuen, AeTsam,
6epeMeHHbIM U
KOPMSILLUM XKEHLLMHaM,
OOnbHbLIM C
3ab0neBaHUAMN NEYEHU

[MNepopanbHoe 1
napeHTepansHoe

3 r B pasoBon
[o3e npenapaTta

MpoTtuBonokasaHo:

AN NUL, cTpagatoLwmx
ankoronMsmowm,
anunencuen, AeTam,
OepeMeHHbIM U
KOPMSILLUM XEeHLUHaM U
OOnbHbLIM C
3aboneBaHusMuU
neyvyeHu; BNusieT Ha
CNoCOBHOCTb
yrnpaBneHus
TPaHCNOPTHbLIMU
cpeacTeamu unm
onacHbIMuK
MexaHU3MaMu; BIsieT 1
M3MeHsAEeT OENCTBUS
OpYrux NekapcTs

Konuyectso
3TUMNOBOrO CnMpTa
B 9TUX
neKapCTBEHHbIX
npenaparax
MOXET BMUATb 1
N3MEHATb
OEeNCTBMSA Apyrnx
nekapcTs

19.

dopmanbaerng

MecTtHoe

Bo3moxHbI criyyamn
MECTHBIX KOXHbIX
peakumn (KOHTaKTHbIe
AepMaTuThl)

MepopanbHoe

HapyweHus xenynouHo-
KWLLEYHOro TpakTa n
anapes

20.

dpykTo3a

MepopanbHoe

Mepepn Ha3Ha4yeHneM
npenapartoB crenyet




YCTaHOBUTb
NnepeHoCUMOCTb
dpPyKTO3bI;
NpPOTMBOMNOKa3aHo
OOnbHbIM C
HacneacTBeHHOM
HenepeHoCMOoCTbI0

DpyKTO3bI

MapeHTepanbHoe

5r

KonnyectBo dhpyKkTO3bl B
r B pa3oBon Jose
npenapara;

He Ha3HavaTb
naumMeHTam ¢ caxapHbiM
anabetom

Kuakue
NeKapCTBEHHbIE
dopmbl 4Nst Nnpyema
BHYTpb, TabneTku
»XeBaTenbHble

HaHocsT Bpen 3y6am

Mpn anuTtenbHoOM
MCnonb30oBaHUn B
TeyeHue OByX Unn
Oonee Hepenb

21.

[[anakTosa

MapeHTepansHoe

lMpoTuBonokasaHo
nuuam ¢
HacneaCcTBEHHOM
HenepeHoCNMOCThLI0
ranakTosbl,
ranakro3emuen

MepopanbHoe

MpoTuBonokasaHo
niuam ¢
HacneacTBeHHOM
HenepeHoCMMOCTbH0
ranakrtosbl,
ranaktosemuen unm
Manbabcopbumen
rMIOKO30ranakTosbl

MepopanbHoe
MapeHTepansHoe

KonuyecTtBo ranakTosbl
B I B pa3oBou Jo3e
npenapara;
OCTOPOXXHO Ha3Ha4aTb
0O0nbHLIM C CaxapHbIM
anabeTtom

22.

[miokosa

MepopanbHoe

MpoTuBonokasaHo
nmuam ¢
mManbabcopbumen
rMOKO3bI-ranakTo3sbl

MepopanbHoe
MapeHTepansHoe

5r

KonunyecTBo rntoko3bl B I
B pa3oBOM J03e
npenapara;

OCTOPOXHO Ha3HayaTb
60nbHBIM C cCaxapHbIM
nnabeTtom

PactBopbl ons
npvema BHyTpb
CocarternbHble
XeBaTernbHble
TabneTtku

OkasbiBaeT
noepexagatoee
nencTeme Ha 3yObl

[aHHas
MHdopmMaums
BKNOYaeTcH B
MHCTPYKLMIO, Npu
ONUTENbHOM
npuMeHeHun (ose
n 6onee Hegenb)

23.

Muuepon

MepopanbHoe

10 r/B 1 pose

MoGouYHblE peakunu:
ronosHas 6onb,
HapyLLeHWs1 Kenyao4Ho-
KMLLIEYHOro TpakTa,
avnapesi

PektanbHoe

1r

MNocnabnsatoLee
nencresune

24.

enapwvH (B KauecTBe
BCMOMOraTenbHOro
BeLlecTsa)

MapeHTepanbHoe

Anneprunyeckue
peakuun, CHXeEHne
CBEpPTbIBAEMOCTMN KPOBM:
NPOTMBOMNOKa3aHo
nuuam ¢ anneprudeckomn
peakuuen Ha renapuH




25.

Cwupon rmaporeHn3vpoBaHHom

rMOKO3bl (UM ManbTUT
XUAKURA)

MepopanbHoe

MpoTnBoONOKa3aHo
niuam c
HacrneacTBeHHOM
HenepeHOCMMOCTbI0

PPYKTO3bI

10r

YmepeHHoe
nocnadnswwee
OencTeume; ykasbiBaeTca
KanopuUNHOCTb
rMaporeHn3vpoBaHHOM
rMoKo3bl - 2,3 Kkan/r

26.

Caxap VHBEpPTHbIN

MepopanbHoe

lMpoTuBonokasaHo
nuuam ¢
HacneacTBeHHOM
HENepeHOCNMOCThLIO
OPYKTO3bI UMK
Manbabcopbumen
THOKO3bI-ranakTo3bl

KonuyecTBo rntoko3bl 1
PpPYKTO3bI B I B pa3oBOW
[o3e npenaparta;
OCTOPOXXHO Ha3Ha4aTb
0O0nbHLIM C CaxapHbIM
anabeTtom

PacTtBopbl ans
npuema BHyTpb;
cocaTernbHble
XeBaTerbHble
TabneTku

OkasbiBaeT
nospexgatoLlee
fAevicteme Ha 3y6bl

Mpu anutensHoM
npuMmeHeHun (ose
n 6onee Hegenu)

27.

JlaktnT E 966

[MepopanbHoe

MpoTtuBonokasaHo
nuuam c
HacneacTBeHHOM
HEenepeHoOCMOCTbIO
pyKTO3bI, ranaxkTossbl,
ranakro3emuen unm
Manbabcopbumen
TTHOKO3bI-ranakTo3bl

10r

YMepeHHoe
nocnaonswuwee
JencTeume; ykasbiBaeTca
KarnopuMHOCTb NakTuTa -
2,3 kkan/r

28.

JlakTo3a

MepopanbHoe

MpoTtuBonokasaHo
niuam c
HacneacTBeHHOM
HENepeHOCNMOCThLIO
ranaktosbl, 4eULMTOM
depmeHTa Lapp
(NArM)-nakTassbl,
Manbabcopbumen
rNIOKO3bl-ranakTo3bl

Yka3sblBaeTcs
KOJNTMYECTBO NaKTO3bl B T
B pa3oBOM J03e
npenapara;

OCTOPOXXHO Ha3HayaTb
GonbHbIM C caxapHbIM
anabeTtom

29.

JTaHonwH (LWepcTsiHow xup)

MecTHoE

MecTHbIe KOXHblE
peakuun (KOHTaKTHbIN
aepmatuT)

30.

E 965 ManbTuT;

E 953 N3omanbtuton;
ManbTut Xmnakun (cupon
rmaporeHn3npoBaHHoOM
TIOKO3bI)

MepopanbHoe

MpoTueonokasaHo
nvuam c
HacrneacTBEHHOM
HernepeHOCMMOCTbI0

pyKTO3bI

10r

YMepeHHoe
nocnabnswouiee
OENCTBME; yKa3blBaeTcs




KanopunHOCTb

rMAPOreHN3MpPOBaHHOM
rMKO3bI - 2,3 Kkan/r
31. | MaHHuTON (MaHHWT) E421 MepopansHoe 10r YmepeHHoe
nocnadnswwee
OEeNCTBue
32. | OpraHunyeckne coeamHeHnst OdTonemanornyeckune | * Annepruyeckue
pTYTL: neKapcTBEHHbIE peakumu
1) TMomepcan dopMbl
2) dbeHnn-pTyTn HUTpaT MecTHoe * MeCTHble KOXHble
3) beHun-pTyTH auetat peakuun (KOHTaKTHbIN
4) deHun-pTyTH GopaT AepMaTuT), HapyLueHue
NUrMEeHTaLnN KOXU
MapeHTepanbHoe * Annepruyeckue
peakumu
33. | MaparngpokcnbeHsoatbl n ux | MepopansHoe; * Anneprunyeckue
adupbl: odpTonbManormyeckme peakuun 3ameaneHHoro
1) aTunnapa- nekapcTBeH-Hble TMna
rmapokcmnbensoar (E 214) dopmbl;
2) nponun-naparug- MECTHOE
pokcubersoar (E 216) MapeHTepansHoe; * Annepriyeckue
3) HaTpus MHranaumoHHoe peakuun 3ameasieHHoro
nponunnaparuapokcmbeHsoat Tuna, bpoHxocnasm
(E 217)
4) metun-
naparungpokcmbeHsoar (E
218)
5) HaTpusi
mMeTunnaparugpokcubeHsoat
(E 219)
34. | ®eHnnanaHvH MecTHoe, * MpoTmBoOnokasaHo
nepoparnsHoe, nvuam ¢
napeHTeparnbHoe heHUnKeToHypren
35. | Kanun [MapeHTepanbHoe CogaepxxaHue YkasblBaeTcs B nHCTpyKUuUK
Kanus meHee 1 KONMMYeCTBO Kanwusi B MHdOpMaLmst
MMOSb B pa3oBo | MMonb (Mnu Mr) B OTHOCUTENBLHO
nose pas3oBoW fo3e copepxanus
npenapara Kanusi
OCHOBbIBaeTCH Ha
obuiem
cofepxaHum
Kanus B
npenapare;
MeHee 1 MMonb
(39 mr) B pasoBson
[03e, cunTalTes
npenapartamu
cBob6OaHbIMK OT
Kanus; ocobeHHo
BaXXHO, Npu
NpYMeHeHUn B
neavaTpu4ecKon
npakTuKe, rae
HasHavalTCcH
npenaparbl C
HU3KUM YPOBHEM
Kanusi
MapeHTepanbHoe CopepxaHue YkasbiBaeTcs
MepopansHoe Kanus 1 MMonb B | KONMMYeCTBO Kanwusi B

pasoBou gose

MMO-b (MK Mr) B
pasoBou fo3e
npenapara; OCTOPOXHO
HasHayaTb nMuam co
CHWKEHHON PyHKLMen
NOYeEK NN y KOTOPbIX
KOHTponupyeTcs
NOCTyNfeHne Kanus ¢
nuLien

BHyTprBEHHOE

30 Mmmonb/n

Bbonb B MecTe UHbeKUMn




BBegeHne

36. | MNponuneH-rnukonbs n ero MecTHoe * PasgpaxeHue Koxu
acupsl MepopansHoe 400 mr/kr - gns OddekTbl, NofoOHbIE
MapeHTepansHoe B3pocnbix 200 OencTBuIo ankorons
MI/Kr - AN aeTen
37. | Macno kyHxyTHoe Bce nyTv BBeaeHua Pepkve cnyyau
CepbesHbIX
annepruyeckmx peakumn
38. | Hatpun MapeHTepansHoe CopepxaHne YkasbiBaeTcH B vHCTpyKUnmn
HaTpusa meHee 1 KOMM4ecTBO HATpuA B HopMaLms
MMOIb B pa3oBON | MMOnb (Mnu Mr) B OTHOCUTENBHO
[ose npenaparta pa3oBoW f03e cofepXaHusi
npenapara HaTpus
OCHOBbIBaeTCH Ha
obLem
cofepXxaHun
HaTpus B
npenapare;
npenaparbl
copepxalune
HaTpusa meHee 1
MMornb (23 mr) B
pasoBow Jose,
cuuTalTcs
npenapatamu
cBob6oaHbIMK OT
HaTpus;
OcobeHHo aTo
BaXXHO, Npu
NpYMEeHeHUn B
neavaTpu4ecKon
npakTuKe, rae
HasHavalTcH
npenaparbl C
HU3KMM YPOBHEM
HaTpus
MapeHTepanbHoe; CopepxaHue YkasblBaeTcs
nepoparnsHoe HaTpusa 1 MMOrnb B | KONMYECTBO HaTpus B
pas3oBoW fo3e MMOnb (Mnu Mr) B
pa3oBow fose
npenapara; OCTOPOXHO
Npu Ha3Ha4YeHnn nuuam,
cobntogatoLLmnm
6ecconesyo aneTy
39. | Kucnora copbuHoBas u ee MecTHoE * MecTHble KOXHble
conu peakummn (KOHTaKTHbIN
aepmatuT)
40. | Copbuton E420 MepopanbHoe * MpoTuBoONOKa3aHbl
MapeHTepansHoe nayueHTam c
HacneacTBEHHON
HenepeHoCMMOCTbI0
PPYKTO3bI
MepopanbHoe 10r YMepeHHoe
nocnaonswuwee
nencrtseue;
yKa3blBaeTCs
KanopuUMHOCTb
copbuTona - 2,6 kkan/r
41. | Macno coeBoe, Bce nyTv BBEAeHua * MecTHbIe KoXHble
Macno coesoe peakummn (KOHTaKTHbIN
rMApPOreHn3MpoBaHHoOe aepmatuT)
42. | CteapunoBbln cnnupt MecTHoe * MecCTHble KOXHblE
peakuun (KOHTaKTHbIN
epmartur)
43. | Cykposa MepopanbHoe * [MpoTnBonokasaHo
nviuam c
HacneacTBEHHON
HenepeHoOCMMOCTbIO

PPYKTO3Hl,




mansabcopbuwven
TMIOKO3bI-ranakTo3sbl,
gedpuumtom doepmeHTa
CYyKpasbl-n3omasnbTasbl

5r Yka3sblBaeTcs
KONM4ecTBO CyKpasbl B
rpamMmMax B pasoBoWn
[o3e npenapaTa;
OCTOPOXHO Ha3HavaTb
60onbHBIM C caxapHbIM
anabeTtom
PacTtBopbl anga * Mospexpaatowee [aHHasa
npuema BHyTpPb; fAevicteme Ha 3y6bl HopMaLms
cocaTerbHble, BKMOYaAETCs B
XeBaTenbHble MHCTPYKLMIO,
TabneTtku Koraga
NeKapCTBEHHbIN
npenapar
npefHasHa4yeH
Ansa AnuTenbHoro
npuMeHeHus (ase
n 6onee Hegenb)
44. | CynbcuTbl, BKNtoYas [MepopanbHoe; * CepbesHble
MeTabucynbmuThbI: napeHTeparnbHoe; annepruyeckme peakuum
1) cepbl gnokeug E 220 MHransiyuoHHoe 1 GpoHxocnasm
2) Hatpusa cynbcut E 221
3) HaTpus Gucynedut E 222
4) HaTpusa meTabucynbdut E
223
5) kanusa metabucynbput E
224
6) kanusa bucynbdut E 228
45, | NMweHnYHbIN kKpaxman MepopanbHoe * MpoTtuBonokasaH nuuam | MNweHnYHbIN
C anneprmyeckumm Kpaxman MoxeT
peakumamn Ha copepxaTtb
NWEHWYHbIN Kpaxman 'mioTeH (cneppl)
46. | Kcunuton [MepopanbHoe 10r YMepeHHoe
nocnaénswLwee
[OencTBue;
yKasblBaeTcs
KanopumHOCTb

keunutona - 2,4 kkan/r

|/|Cﬂ0ﬂb3yEMble COKpaLleHuaA:

MT - MUINUrpamMM;
Kr - Kurorpamm;

MKF - MUKPOrpamm;

r - rpamm;

KKan - Kurokanopunm;
MMOIb - MUITUMOIb;
n - nnuTp.

MpumeyvaHwne:

* HeszaBMCMMO OT KONUYECTBEHHOIO coaepxaHus BcnomoraTesNbHbIX BeLecTB, MHdOopMaums, YKa3aHHasa B

KOMMOHKe 5, oTpaxaeTCs B MHCTPYKLUMU MO MEANLMHCKOMY MPUMEHEHUIO.
MHdopmaumsa, ykasaHHas B KOMNOHKe 6,
crneumanuaMpoBaHHOW 3KCNePTM3bl NNEKAPCTBEHHOTO CPeACTBa.

*k

npegHasHaveHa

ANs 9KCnepToB  Mpwu

nposeaeHnm

MpunoxeHune 16
k MNpaBunam nposeaeHus
3KCNEepPTU3bI NIEKaPCTBEHHbLIX CPEACTB

MNepeyeHb U3MEHEHNI, BHOCMMbIX B PermcTpauMoHHOe AOChe NIeKapCTBEHHOro cpeacTea

A. AOMUHNCTPaTUBHbLIE N3MEHEHUS

[ A.1 MiameHeHve HasBaHus 1 (Mnn) appeca gepxaTens perrcTpaunoHHoro | Ycrosust | [okyMeHTbI 1

[ NMpoueaypa |




YAOCTOBEpEHNA AaHHble

a) Jepxatenb perncTpalMoHHOro yaoCTOBEPEHNSI HE MEHSETCA 1 1,2 1A
6) CmeHa gepxarens perucTpaumoHHOro yaocToBepeHus 2,3,4 B
Ycnosusa

1. ep>xaTtenem pernctpaumMoHHOro yaoCcToBEpEeHUs ABMSETCS lpuandeckoe nuuo.

HokymeHTaums

1. [JOkyMEHT OT COOTBETCTBYHOLLEro YNONTHOMOYEHHOIO opraHa (Hanpumep, HarnoroBoro opraHa), B KOTOpOM yka3aHo
HOBOE Ha3BaHwe unu agpec.

2. MNepecmoTpeHHasa nHopmaLms o0 NnekapcTBEHHOM npenapate (06HOBMNEeHHas KpaTkas xapakTepucTuka
nekapcTBEHHOro npenaparta, UHCTPYKLUS N0 MeQULIMHCKOMY NPUMEHEHMIO (NINCTOK-BKNaAbIlW), MapKnpoBka).

3. KpaTtkas xapaktepuctuka cuctemsl hbapmakoHaasopa OT HOBOIO AepXaTtens permcTpaumoHHOro yaoCToBepeHust
(OPY) pomkHa BkMoYaTh criedyoLlme areMeHTbI:

- HdOPMaLMs 0 TOM, YTO AepxaTernb PerncTpPaLmoHHOro yAOCTOBEPEHNSA UMEET B CBOEM PaCropsKeHNN
OTBETCTBEHHOE NULI0 3a rmobanbHbIvi hapmakoHaa3op;

- KOHTaKTHblE AaHHble OTBETCTBEHHOIO nuua 3a rnobanbHeln hapmakoHaa3op;

- Aeknapauus, nognvucaHHas aepxaTtenem perncTpauvoHHOro yA0CTOBEPEHNS O TOM, YTO OH MMEEeT cuctemy
hapMakoHaasopa AN BbINONMHEHUs 3agad n 0653aHHOCTEN NO NOCTPErnCTPaLMOHHOMY KOHTPOMo 6esonacHocTu
neKapcTBEHHbIX CPeacTs;

- CCbiflka Ha MecTo (agpec), rae XpaHuTcs macTep-dann cuctemMsl hapmakoHagaopa.

4. loroBopHble B3aMMOOTHOLLEHMSA Mexay npoussoguTenem n [IPY Ha npaBo oCyleCTBNeHNs AeSTeNbHOCTY Mo
dapmakoHagsopy.

A. 2 N'ameHeHune (ToproBoro) HaMMeHOBaHWs NleKapCTBEHHOrO npenapata | Ycnosus | [JokyMeHTbl 1 Mpouenypa
OaHHble

a) JlekapcTBeHHbIE nNpenapaTbl 1 1,2,3,4,5 IB

Ycnosusa

1. CnepyeT n3beratb NyTaHULbl C Ha3BaHWUSMW CYLLECTBYIOLLUX MEAMLMHCKUX NpenapaToB UM Xe C
MexayHapoaHbIM HenaTeHToBaHHbIM Ha3BaHuem MHH, ecnu ke HaumeHoBaHWe obLLENPUHATOE, U3MEHEHWE
OOIMKHO ObITb NPOM3BEAEHO B Creayowem nopsake: oT obLenpruHATOro HasgaHus K dhapmakonenHomy wnu k MHH

[okymeHTaums

1. MoTuBMpoBaHHOe 060CHOBaHNe HeobX0AMMOCTN N3MEHEHNS HA3BaHWA NpenapaTa.

2. NepecMoTpeHHas MHOPMaLmsa O NNekapCTBEHHOM npenapaTe (06HOBNEHHas KpaTkas xapaKkTepucTuka
niekapCTBEHHOro npenapaTa, MHCTPYKLUUSI MO MEAULIMHCKOMY MPUMEHEHMIO (NIMCTOK-BKNaAbILL), MapKupoBKa).

3. Konuns gokymeHTa, BblA@HHOTO KOMMETEHTHBIMW OpraHaMun CTPaHbl-NPON3BOANTENS, KOTOPLIN yAOCTOBEpPSET
U3MeHeHUe ero Ha3BaHus.

4. MopnucaHHasa geknapaumsa 0 TOM, YTO MeCTo, Cnocob, COCTaB, HOPMATUBHBIN AOKYMEHT, pernaMeHTMpyoLwni
Ka4ecTBO npenapara octanucb 6e3 nsMeHeHus.

5. BegomocTb M3MeHeHWI K yTBEpPXAEeHHOMY HOPMaTUBHOMY JJOKYMEHTY NO KOHTPOMI kavecTBa 1 6e3onacHoctu J1C.

A. 3 NlameHeHre HauMeHOBaHNSA akTMBHOW hapmaLeBTUYECKON Ycnosus | JOKyMeEHTbI 1 Mpouenypa
CcybCTaHLUMU 1y BCMOMOraTenbHOro BeLlecTsa [aHHble

1 1,2 IA
Ycnosuga
1. ®apmaueBTryeckas cybcTaHums/BCnoMoraTenbHOe BELLECTBO HE N3MEHSETCS.
[okymeHTaums

1. CBnpetenscTBO BceMupHo opraHnsauum 3agpaBooxpaHeHus (aanee - BO3) 06 yTBepXaeHUN nnm Konus nepeyHs
Me>xgyHapogHOro HenaTeHTOBaHHOIO HaMMeHoBaHus. Ecnv npumeHumo, noaTeepKaeHne Toro, YTo U3MeHeHne
cooTtBeTcTBYeT ocyaapcTBeHHon ®apmakonee Pecnybnukm KasaxctaH. [eknapaums, 4To HauMeHOBaHue
pacTMTenbHbIX NeKapCTBEHHbIX NpenapaToB pacTUTENBHOIO MPONCXOXAEHNSA COOTBETCTBYET JOKYMEHTaM
Pecny6Gnvkn KasaxcraH.

2. NepecmoTpeHHasa nHopmaums 0 NekapCTBEHHOM npenapare.

A. 4 \ameHeHve Ha3BaHus 1 (Mnu) agpeca: npom3BoauTens (Bkno4yas, Ycnosus | JOKyMeEHTbI Mpouenypa
€CInn NPUMEHUMO, NIIOLLAA0K NO KOHTPOIMIO KavyecTBa), Unu gepxaTtens OaHHble
MacTep- (havina aKkTMBHOM hapmaLieBTnyeckorn cybctaHuum (qanee-
M®ASPC), nnu nocTasLLMKa akTUBHON hapmaLeBTUYeCcKon cybcTaHumum,
NCXOOHbIX MaTepuasnoB, PEakTUBOB UMM NPOMEXYTOYHbIX NPOAYKTOB,
UCMnonb3yembiX B NPOM3BOACTBE aKTMBHOWM hapMaLeBTUYEeCKon
cybcTaHUmMK (ecnu ykazaHo B TEXHUYECKOM JOCbe), eCrin B
permcTpaLnoHHOM JOCbe OTCYTCTBYIOT cepTudumkaThl cooTBeTcTBus Ph.
Eur., unu nponssoantens HOBOro BCNoMoraTenbHOro BeLLEeCTBa (ecrnm
yKa3aHO B TEXHWYECKOM [JOCHE)

1 1,2,3 1A
Ycnosusa
1. MNponsBoacTBEHHAas Nrowanka U HM ogHa 13 NPOU3BOACTBEHHbIX onepaumin He U3MeHsieTcsl.
JokymeHTaums

1. OcbmumanbHbI LOKYMEHT OT YNONTHOMOYEHHOrO opraHa (Hanpumep, HarnoroBoro opraHa), B KOTOPOM yKa3aHo
HOBOE HasBaHue U (unu) agpec.

2. MonpaBka k cOOTBETCTBYOLLEMY(MM) pasaeny(am) gocbe.

3. MNpwn nameHeHnun Ha3BaHus gepxatensd MOADPC — ob6HOBNEHHOE pa3peLueHne Ha JOCTyn.

A. 5 NameHeHune Ha3BaHua 1 (unu) agpeca nponsBoanTens | Ycnosus | [OKyMEHTbI 1 | [Mpouenypa




NeKapCTBEHHOro npenapaTta, BKIto4asa BbilyCcKakLlmMe nnowanky mn AaHHble
nnowangkm no KOHTpPoOsiko KavyecTtBa

a) [encTBus, 3a KOTOpble OTBEYAET NPOU3BOAUTENBL/MMMNOPTEP, HE 1 1,2,3 1A
BKIHOYAIOT BbIMYCK CEPUN

Ycnosusa
1. HeT nameHeHus B Nnpon3BoACTBEHHOM npouecce, (pakTU4eCKOM MeCcTe pacrnonoXeHUs NoLaakn, B HOPMaTUBHOM
OOKYMEHTE MO KOHTPOJIH0 KayecTBa M 6€30MacHOCTU NIEKAPCTBEHHOIo CpeacTBa.

HokymeHTaums

1. Konus ncnpaBneHHOro paspeLleHns Ha NpoM3BoACTBO (MPU Hanuuum) nnv opuumanbHbii JOKYMEHT OT
COOTBETCTBYIOLLErO YNONTHOMOYEHHOIO OpraHa, B KOTOPOM YNOMUHAETCH HOBOE Ha3BaHue n (unu) agpec.

2. Ecnn npumeHnMoO, nonpaska K COOTBETCTBYIOLLEMY(MM) pasgeny(am) gocbe, BKIYas NepecMOTPEHHYIO
WHGOpMaLUIo O fiekapcTBEHHOM npenapare.

3. O6HOBREHHas KpaTKkasa xapakTepucTrka nekapcTBEHHOro npenapara, MHCTPYKUMSA N0 MEAULMHCKOMY MPUMEHEHWIO
(nucToK-BKNaabiW), MapKMpoBKa.

A. | N3ameHeHne koaa aHaTOMO-TepaneBTUYECKO-XMMUYECKON (fanee - Ycnosusa | Tpebyemas Bun

6 | ATX) knaccudukaunm OOKYMeHTauus | npoueaypbl
1 1,2 IA

Ycnosusa

1. IameHeHune BcrneacTBue yTeepxaerHus unm nameHenmns BO3 koga ATX.

HokymeHTaums

1. CeupetensctBo BO3 06 yTBEpXAEHWM NNK KONKSA nepeyHs kogos ATX.
2. MNepecmoTpeHHasa nHopmaLuus o nekapcTBEHHOM npenapate (06HOBNEeHHas KkpaTkasa xapakTepucTmka
NIEKApPCTBEHHOro npenapara).

A. | NcknioyeHne npon3BoacTBEHHOM Nnowwaaky (B TOM Yvcne ansi Ycnosus | Tpebyemas Bua

7 | akTuBHOW hapmaveBTMYECKON CyOCTaHUMM, MPOMEXKYTOYHbIX OOKyMeHTauus | npouenypbl
NpPOAYKTOB, NNEKAPCTBEHHOIO NpenapaTa, YNnakoBLUKKa,
NPOU3BOAMTENS, OTBETCTBEHHOIO 3a BbIMYCK CEPUU, KOHTPOS
KayecTBa Cepui Unm nocTaBLUMKa MCXOLHOIO MaTtepuana, peaktuea
U BCMOMOraTenbHOro BELECTBA (€Cny ykasaHbl B OCLE)

1,2 1,2 IA

Ycnosusa

1. OcTaeTcsi He MeHee OAHON paHee og4obpeHHON NPOM3BOACTBEHHON NNOLLaAKM/MPON3BOANTENS, OCYLLECTBNAIOLLNX
Te Xe yHKUMK, YTO 1 Noanexalume ucknoveHuto. Ecnvu npumernnmo, B Pecnybnuke KasaxcraH octaetcs, no
MeHbLLEW Mepe, OAVMH NPON3BOAMTENb, OTBEYAIOLNIA 3a BbINYCK Cepuii, CNOCOBHBIN CepTUdULMPOBaTh UCTbITaHne
npoaykTa B Lensx Bbinycka cepuii B Pecnybnvke KasaxcrtaH.

2. VcknioyeHne He ABnseTcs CneacTBueM KpUTUYECKUX HegoCcTaTkoB NPOU3BOACTBA.

JokymeHTaums

1. B bopme 3aaBneHns 0 BHECEHUUN U3MEHEHUI HEOOXOAMMO HYETKO 0603HAUNTL KTEKYLLMX» U «Npeariaraembix»
npou3BoanTENEen, NEPEYNCNEHHbIX B 3asIBNIEHMN O PErMCTPaLUN.

2. MNonpaBka k cooTBETCTBYOLWEMY(UM) pa3geny(am) oocbe, BKMOYasi NEPECMOTPEHHYI0 MHpOpMaLMIo O
JNIEKAaPCTBEHHOM Mpenapare.

A. 8 N\ameHeHusa paTbl ayaunTta ans Bepndukaum COoTBETCTBUS Ycnosusa | Tpebyemas Bug
npon3BoANTENS aKTUBHOW hapmMaLieBTUYeckon cybcTaHumm npasunam OOKyMeHTaums | npoueaypbl
Hagnexallen NponM3BOACTBEHHON NPaKTUKK

- 1 IA

JokymeHTaums

1. NucbMeHHOEe NoaTBeEPXAEHNE NPON3BOANTENS NEKAapCTBEHHOTO NpenapaTta, coaepKallee ykasaHue o
BepudmKaLmMn COOTBETCTBUSA NPOVN3BOAUTENS aKTUBHOW hbapmaLieBThYeckomn cybeTaHumm Mpasunam Hagnexaluein
NPOM3BOACTBEHHOW NpakTuku Pecnybnuku KasaxcraH.

B. MlameHeHus kayecTBa
B.| AkTuBHas dapmaueBTmyeckas cybctaHums
B.l. a) MpownsBoacTeo

b.l.a.1 N3ameHeHne nponsBoanTens NCXO4HOro Ycnosus Tpebyemas Bupg
MaTepuana/peakTuBa/MpoMexxyTOYHOrO NPOAYKTa, OOKyMeHTauus npoueaypsl
Mcnonb3yemMoro B npoLecce Npon3BoACcTBa akTUBHOM
(hapmaueBTUYECKOW CyOCTaHUMM U N3MEHEHNE
NPOV3BOANTENSA aKTUBHOWN hapmMaLeBTUYECKON
cybcTaHumm (BkNtoYyas, ecrnv NpUMEHMMO, NoLWaaku no
KOHTPOJI0 Ka4eCcTBa) aKTUBHOM hapMaLeBTUYECKOM
cybCcTaHuMK, ecnv B perMcTpaunuoHHOM LOChe
OTCYTCTBYeT cepTudukaT cooTBeTCTBUSA EBponerickom
dapmakonu.

a) MpegnaraemMbiin Npon3BoaUTENb NPUHAONEXUT K TOW 1,2,3 1,2,3,4,5,6,7 1A
Xe hapmaueBTUYECKOW rpynne, YTo U 0400PEHHBIN
Npou3BoAUTENb

6) BHeCEHWEe HOBOrO NPOU3BOAUTENSI aKTUBHOM - - 1




hapMaueBTUYeCKo cyOcTaHL MU, 060CHOBaHHOM
MPADPC

B) MNpeanaraembivi NnpousBoanTeNb NCMONb3YeT Pe3ko - - Il
oTnuyaloLmiics cnocob cMHTe3a nnm ycrosus
Npou3BOACTBA, KOTOPblE MEHSIIOT BaXXHble MoKasaTenmu
KayecTBa aKTUBHOW hapmaLeBTU4ecKon cybcTaHumm,
Takue Kak Ka4eCTBEHHBIN U (Mnn) KONMYECTBEHHbIN
npodunb NpuMecew, TpebyoLwuin kBanudukaumm, nnu
HPU3NKO-XMMUYECKNE CBOMNCTBA, BNUSIOLLME Ha
61oJ0CTYNHOCTD

r) Hoebi npon3sogutens matepuana, TpebyoLuero - - Il
OLEHKM BUPYCHOW 6e30nacHoCTM u (unu) pucka
TpaHcMmuccmBHOM rybuaTon aHUedanonatum (ganee -
Tr3)

4) ilameHeHne 3aTparuBaeTt G1ONornyeckyto akTMBHYyHO - - 1l
hapMaueBTUYECKY CyOCTaHLMIO UMM UCXOAHbIN
mMaTepuan/peakTMe/NpPOMEeXyTOUHbIVA NPOAYKT,
MCNONb3YHLLMIACS B MPON3BOACTBE
©1onorn4yeckoro/MMMyHONOrMYECKOro NekapCTBEHHOMO
npenapara

e) VIameHeHue nopsgka KOHTPOMsi Ka4ecTBa akTUBHON 2,4 1,5 1A
hbapMaueBTUYECKOW CyOCTaHLMN: CMEHa Unu
pobaBneHve NnoLwaak1, Ha KOTOPOW OCyLLECTBNSIETCS
KOHTPOIb/UCMbITAHNE CEPUN

%) BHeceHne HOBOro npon3BoanTens akTMBHON - - Il
dapmaueBTuyeckon cybctaHumm, He umetowenn MOASC
1 TpebyroLen cyLecTBeHHOro o6HOBNEHNS
COOTBETCTBYIOLLErNO pa3gena JoCkbe MO akTUBHON
dhapmavueBTNYecKon cybcTaHLmm

3) BkntoueHne anbTepHaTUBHOW NNoOLWaak1 no - 1,2,4,5,8 IB
CTepunm3aumnmn akTMBHOW hapmaLeBTUYecKon
cybcTaHumMm ¢ ncnonb3oBaHneM metoga
"ocypapcTtBeHHon ®apmakonen Pecnybnvku KazaxcraH

1) BHeceHne HOBOW NNoLwagkm No MUKPOHU3aLmm 2,5 1,4,5,6 1A

K) IameHeHuns cornatleHnin no UcrbITaHsM no - - Il
KOHTPOIIO KayecTBa 6MONOrM4eckomn akTMBHON
dapmaveBTUYECKOM cybcTaHLumMKn: 3amMmeHa unm
BKIIOYEHME MIoLwwagK1, Ha KOTOPOW OCyLLeCTBNSeTCs
KOHTpONb/UCNbITaHNS CepUn, BKtoYasa buonornyeckmn/
MMMYHOMOTMYECKNA/ UMMYHO-XMMUYECKUA METOS

n) Hoeas nnowagka no xpaHeHuto rnaBHoro 6aHka - 1,5 1B
KNeToK 1 (unu) paboymx 6aHKOB KNEeToK

Ycnosusa

1. Cneumdmkauumn NCXoaHbIX MaTepUanoB 1 PeakTMBOB (BKIOYAA BHYTPUMPON3BOACTBEHHBIE KOHTPOMN, METOAbI
aHanu3a Bcex MaTepuaroB) UAEHTUYHbI paHee oaobpeHHbIM. Cnevumndurkauum (BKNoYas BHYTPUNPOU3BOACTBEHHbI
KOHTpOInb, METOAbI aHanM3a BCEX MaTepuanos), cnocobbl MPUroTOBMNEHUs (BKMOYas pa3amep cepun) n nogpobHbI
cnocob CMHTEe3a NPOMEXYTOUHbIX NMPOAYKTOB U aKTUBHbLIX (hapmaLeBTUYECKUX CyOCTaHLUMI MOEHTUYHbI paHee
0[00pPEHHbLIM.

2. AkTBHas dhapmaueBTUYeCcKasi CyocTaHLmMsA He ABNsieTcs Guonornyeckon/ MMMYHONOMMYECKON UM CTEPUIBHOMN.
3. Ecnu B npouecce Npon3BOACTBA UCMONb3YTCS MaTepurarbl YerNOBEYECKOro UMN XMBOTHOIO MPOUCXOXOEHWS,
Npon3BOANTESb HE UCMONb3YEeT HOBOrO NOCTaBLLMKA, B OTHOLLEHUU KOTOPOro TpebyeTcsi oLeHka BUPYCHON
©6e3onacHocTu n cooTBeTcTBUE MOcyaapcTBeHHoN ®apmakonee Pecnybnukm KasaxctaH no MUHMMM3aALUKM pycka
nepegaydn areHToB rybuyaTon aHuedanonaTtum XnBOTHbIX MOCPEACTBOM JIEKapCTBEHHbIX NpenapaToB AN
MeLMLMHCKOro N BeTEPUHAPHOIO NPUMEHEHMSI.

4. TpaHcdep meToaa Co CTapol Ha HOBYHO NIOLaAKy Npou3BeaeH YCheLLHo.

5. Cneumndukaums Ha pa3mep YacTuL, akTUBHON hbapMaLeBTUYECKON CyOCTaHLUMN 1 COOTBETCTBYOLLUIA
aHanUTUYEeCKU MEeTo[ He 3MEHSIOTCS.

[okymeHTaums

1. Ecnvn npumeHMMO, nonpaeka K COOTBETCTBYOLEMY(MM) pa3geny(am) Aocke.

2. [leknapauus gepxaTenst permcTpaLmMoHHOro ygoctosepenus unu gepxartensd MOAPC cooTBETCTBEHHO, YTO
npoueaypbl KOHTPONSA kavecTBa cnocoba cMHTe3a (MK ANs pacTUTENbHbIX NEKapCTBEHHbIX NpenapaToB
(COOTBETCTBEHHO): METOAA NPUrOTOBIEHMS, reorpaddyeckoro UCTOYHMKA, MPON3BOACTBA PACTUTENBHOW
hapMaueBTMYECKO CyGCTaHLUM 1 NpoLecca Npou3BOACTBa) U cneumduKaLmm akTMBHOM hapMaLeBTUYECKON
cybCcTaHUMM 1 UCXOOHOro MaTepuana/peakTmBa/npoMeXyTO4HOro NpoayKTa B NpoLecce Npon3BOACTBa aKTUBHOM
(apmaueBTUYECKOM cybCcTaHLMKM (ECNM NPUMEHMMO) HE OTNIMYAKOTCA OT paHee 040OPEHHbIX.

3. JInbo ceptndumkat cootBetcTBMA EBponerickon ®apmakonen no TI'S ans nioboro HOBOro NCTOYHUKA MaTepuana,
nmbo (ecnu NPMMEHNMO) LOKYMEHTaNbHOE NoATBEPXKAEHME TOro, YTO UCTOYHUK MaTepuana, NoaBEPXKEHHbIN PUCKY
TIr3, paHee uccnegoBancs ynosIHOMOYEHHbIM OpPraHoM; 1 6bINo NOATBEPXAEHO €ro COOTBETCTBMNE [[OCYyAapCTBEHHOMN
dapmakonee Pecnybnuvkm KazaxctaH no MUHMMU3aLIMKW pyUcka Nnepeaaym areHToB rybyaTon aHuedanonatum




XKMBOTHbIX MOCPEACTBOM NEKapCTBEHHbIX NpenapaToB Anst MEAWULUHCKOTO U BETEPUHAPHOIO NPUMEHEHNS.
Heobxooumo npeactaBuTh CriedyoliMe CBeAeHWs: Ha3BaHe NPOoM3BOANTENS; BUA, KMBOTHBIX U TKAHU, U3 KOTOPbIX
nonyyeH martepwar; CTpaHa NPOUCXOXAEHNS XUBOTHbBIX, €F0 UCMONb30BaHME Y NPUEMITEMOCTb B MPOLLSIOM.

4. [laHHble aHanu3a cepuii (B dopmaTte CpaBHUTENbHON Tabnuubl), N0 MEHbLUEN Mepe, ABYX Cepuii (M0 MeHbLUEN
Mepe, OMbITHO-NPOMBILLUMEHHbIX) aKTUBHOWN hapMaLeBTUYECKoN CybCcTaHUMmM OT TEKYLLMX U Npeanaraembix
npoussoanTenen/nnowanox.

5. B dhopme 3asBneHnsi 0 BHECEHUU U3MEHEHMIN HEODXO0AMMO YEeTKO 00603HAUUTD «TEKYLUUX» U «npeanaraembix»
npoussoanTenen, kak ykazaHo B pasgene 2.5 hopMbl 3asiBNeHns.

6. Ecnn aktuBHas papmauesTnyeckas cybctaHUmMsA UCNonb3yeTcs B Ka4ecTBe NCXOAHOro matepuana, aeknapaums
KBannuUUMpOBaHHOIO NMLa KaXaoro Aepxartens nMueH3ny Ha Npon3BoACTBO, YKa3aHHOro B 3asiBNEHNN, U
KBannuUUMpOBaHHOIO NnLa KaXXaoro Aepxartens nMueH3ny Ha Npon3BoACTBO, YKa3aHHOro B 3asiBNIEHNW B KAYeCTBe
OTBETCTBEHHOTO 3a BbIMYCK cepuii. B geknapaumnsax Heo6xoanmo ykasaTb, YTO NPOU3BOAUTENb(M) aKTUBHOM
apMaueBTMYECKOW cybCcTaHLUW, YKasaHHbIN(€) B 3asBrEeHMM, OCYLLECTBNSAET(H0T) CBOI AeATENbHOCTb B
cooTBeTCTBUM C [paBmMnamMmum Hagnexaiien Nnpon3BoacTBEHHOW NpakTuku Pecnybnuvkmn KazaxctaH B OTHOLLEHUA
ncxodHbIx matepuanos. [py onpeaeneHHbix 06CToATENbCTBAX 4ONYCKAaeTCs NPeACcTaBnATb OAHY Aeknapaumio (CM.
npumeYaHue K nsmeHexuto b.11.6.1).

7. MapaHTuinHOE NUCbMO (MPKY HEOBXOAMMOCTIN) NPOU3BOAUTENS aKTUBHON hapmaLeBTuYeckon cybctaHumm
onoBeLaTtb AepxXaTensi permcTpaumoHHOro y10CTOBEPEHNS O MobbiXx U3MEHEHUSIX NpoLecca NPoM3BOACTBa,
crneunduKaumin N aHanMTUYECKNX METOAMK aKTUBHON dhapMaueBTUYECcKon cybcTaHLmu.

8. MoaTBepxaeHWe TOro, YTo NpeanaraeMas nnowaaka AoMmkHbIM 06pa3oM NULLEH3NPOBaHa B OTHOLLEHWN
paccmaTtpuBaeMol NekapcTBEHHOW POPMbI, TEKapCTBEHHOO Npenapara Uy Npon3BOACTBEHHOW onepaunu.

B.l.a.2 lameHeHns npouecca Npou3BoACTBa aKTUBHOM Ycnosus Tpebyemas Bua
dapmaLeBTn4eckKon cybcTaHumm [OKYMeHTauus npoueaypsl
a) HesHaunmoe nameHeHne npouecca Npon3BoacTBa 1,2,3,4,5,6,|1,2,3 1A
aKTUBHOW (hapmaLueBTUYECKOM cybcTaHLmMK 7

0) 3Hauumoe nsmeHeHne npowuecca Npon3BoacTBa - - Il
aKTMBHOW hapmaLeBTU4eCKON CybCcTaHumm, KoTopoe

MOXeT OKa3aTb CYLLECTBEHHOE BIIUSHUE Ha KayecTBo,
©6e30MacHOCTb MM 3PPEKTUBHOCTL NEKAPCTBEHHOIO

npenapara

B) ameHeHune 3aTparuBaeT Guonornyeckyro/ - - Il
MMMYHOMOTMYeCKyto CybCcTaHLUMIO NN Cnonb3oBaHne
APYroro BelecTBa, NoNy4eHHOro NyTeM XMMUYECKOro
CWHTE3a, Npu NPOU3BOACTBE
61onornyeckoro/MMMyHONOMMYeCKOro NeKapCTBEHHOIO
npenapara, KOTOPOe MOXET Oka3aTb CyLLEeCTBEHHOE
BMMSIHWE Ha KayecTBo, 6e30MacHOCTb Unu

3 peKTNBHOCTbL NekapCTBEHHOrO Npenaparta u He
CB$I3aHO C MPOTOKOSIOM

r) UlameHeHwne 3atparmBaeT pacTuTenbHbIN - - Il
NEeKapCTBEHHbIN Npenapar, a UMEHHO: reorpaduyeckmn
WCTOYHMK, CNOCO6 NpOn3BOACTBa UMW NPUrOTOBMNEHWS

4) HeaHaymmoe nameHeHune 3akpbitori Yactu MOADC - 1,2,3,4 1B

Ycnosusa

1. HexxenatenbHOe N3MeHeHne Ka4eCTBEHHOrO UM KONMYECTBEHHOIO Npoduns npumecemn nnm UsnKo-XMMmM4ecknx
CBOWCTB OTCYTCTBYET.

2. Cnocob cuHTesa ocTtaeTcs TeM e, TO €CTb MPOMEXYTOYHbIE NMPOAYKTbI HE N3MEHSIOTCS M B MPOLIECC He BBOASATCH
HOBbIE PEeaKTUBbI, KaTanusaTopbl Unu pacTeoputenu. Meorpadunyeckmin UICTOYHWK, MPUTOTOBINIEHUE PACTUTENBHOIO
CbIpbA 1 CNOcob NPoM3BOACTBA NEKAPCTBEHHBIX PACTUTENbHBIX NPenapaToB He N3MEHSIOTCS.

3. Cneumndukaumm akTMBHOM hapmaLeBTUHECKON CybCTaHLMM U NPOMEXYTOYHbBIX MPOAYKTOB HE U3MEHSIIOTCS.

4. VilameHeHWe NOHOCTbIO0 OMUCBIBAETCS B OTKPLITON YacTu (Yactu «3assutensy») MOADC (ecrnv npumeHUmo
5. AKTuBHas dapmaveBTuyeckas cybctaHumsa He aBnseTcs Guonornyeckon/ UMMyHONOrM4eckon cybcTaHume
6. ViameHeHne He 3aTparvBaeT reorpadyeckmin UCTOHHKK, CNOCOD NPON3BOACTBA UMW MPUrOTOBMEHNS
neKapcTBEHHOro pacTUTENbLHOro npenaparTa.

7. NameHeHve He 3aTparusaeT 3akpbiTon Yactn MOASPC.

)J
n.

JokymeHTaums

1. MonpaBka kK cCOOTBETCTBYOLLEMY(MM) pa3feny(amM) 4OCbe, BKINOYAs NPSIMOe CpaBHEHUE TEKYLLIETO U HOBOFO
npoLeccoB.

2. NaHHble aHanusa cepuii (B hopmate cpaBHUTENbHOWM Tabnuupl), N0 MEHbLUEN Mepe, ABYX CEPUN (MO MEHbLLEN
Mepe, OMbITHO-NPOMBbILLUMEHHbIX), MPOU3BEAEHHbIX C MOMOLLLI0 0406PEHHOrO 1 NpeanaraemMoro NpPoLEeccos.

3. Konun yTBepxaeHHbIX cneuudmrkaLmn akTuBHOW hapmMaLeBTUYeCcKon cybcTaHLmu.

4. [leknapaums gepxxartens permctpaumoHHoro yaoctosepenus unu gepxartensa MOAPC cooTBETCTBEHHO, YTO
N3MEHEHNE KayeCTBEHHOIO 1 KONMMYECTBEHHOMO Npoduns npuMecen nnm pranko-xMmMmn4ecKkmx CBONCTB OTCYTCTBYET,
cnocob cuHTe3a, cneumdurKauum akTMBHOW hapMaLeBTUYECKON CyGCTaHLUM M MPOMEXYTOYHbBIX MPOOYKTOB He
N3MEHSIIOTCS.

MNpumevaHne k B.1.a.2.6) MNopg 3Ha4nTENBHBIMU N3MEHEHUSIMU
aKTMBHbIX hapMaLeBTUYECKUX CYOCTaHLMIA, NONYyYEHHbIX
nyTeM XMMUYECKOro CMHTE3a, Noapas3yMeBatoTCs
N3MEHeHUsa cnocoba CMHTEe3a UK yCrioBum




NPOU3BOACTBA, KOTOPbIE CMOCOOHBLI 3MEHUTL BaXKHbIE
nokasaTenu ka4yecTBa akTMBHOWN hapMaLeBTUYECKO
cybCcTaHUumMK, Takme Kak Ka4eCTBEHHbIV U (Mnn)
KONMMYECTBEHHbIN Npodunb Npumecei, TpebyoLwuii
KBanudukaumm, unm msnko-xmmmyeckmne CBONCTBa,
BNusitoLLne Ha BUOAOCTYMHOCTb.

B.l.a.3 ViameHeHne pasmepa cepum (Bknoyas Ycnosus Tpebyemas Bua
AvanasoHbl pa3Mepa Cepun) akTMBHOW OOKyMeHTauus npoueaypsl
hapMaueBTUYECKOW CyGCTaHLMM MU MPOMEXYTOYHOTO
npoayKTa, NCnosb3yeMoro B NpoLiecce Npon3BOACTBa
aKTMBHOW hapMaLeBTU4ECKON cybCcTaHumm

a) YBenuueHne pasmepa cepun Bnnotb Ao 10 pa3 no ,3,4,5,6,11,2,5 1A

1,2
CpaBHEHUIO C 3aperMcTpMpoBaHHbLIM pa3Mepom 7,8
©0) 10-KpaTHOE pa3yKpynHeHue 1,2,3,4,5 1,2,5 1A

B) MIameHeHne TpebyeT aHanusa conoctaBMmocTu - - Il
6ronornyeckon/MMyHONOrM4YECKON akTUBHOW
dapmaLieBTnyeckon cybcTaHumm

r) YeenunyeHue pasmepa cepum 6onee 10 pas no - 1,2,3,4 1B
CPaBHEHWIO C 3apErMcTpypoBaHHbLIM PasmepomM

4) YBenuyeHne/ymeHblLeHMe MacluTtaba npom3BoacTBa - 1,2,3,4 1B
6ronornyeckon/MMyHONOrMYECKON aKTUBHOW
dapmaveBTU4ecKon cybctaHumm 6e3 namMeHeHnst
npotecca npoussoacTea (Hanpumep, oybnuposaHve
TINHUW)

Ycnosusa

1. Bce n3meHeHus MeTO40B NPOM3BOACTBA 3aTparveatoT N He0bXoAMMbIE ONSA YKPYMHEHUS UMW pa3yKpyNHEHNWs,
HanpumMep, “cnosnb3oBaHne obopyaoBaHKe Opyroro pasMmepa.

2. Heobxooumo npeactaBuTh pesynbTaThl UCTbITaHUIA COrnacHo cneundukaumnsm He MeHee ABYX Cepuyn
npepnaraemoro pasmepa cepum.

3. PaccmaTpurBaembliii nekapCTBEHHBIN NpenapaT He SBNsieTcst B1nonornyecknm/MMMyHONOrM4ecknM nekapcTBEeHHbIM
npenapaTom.

4. '3ameHeHne He BNUSIET HexernaTenbHbIM 0O6pa3om Ha BOCMPOU3BOAMMOCTL NpoLiecca.

5. \ameHeHne He JomkHO ObITb CneacTBMEM HenpeaBUAEHHbIX CUTyaLMIi, BO3HUKLLMX B XO4€ NMPOM3BOACTBA, UMK
HapyLUeHns cTabunbHOCTK.

6. CneumdurkaLmmn akTMBHOW hapmMaLeBTUYECKON CYOCTaHLNU/MPOMEXYTOYHBIX NMPOAYKTOB HE U3MEHSIIOTCS.

7. AkTBHas chapmaueBTUYECKasi CyOCTaHLMSA He SABNAETCS CTEPUIBHOMN.

8. Pa3amep cepuun HaxoasTca B npegene 10-kpaTHOro gunana3oHa pasmepa cepuu, npegycMoTPEHHOro npu
perncrTpaumu unm nocne nocneayrLero U3MeHeHns1, He sIBNSABLIErocs namMeHeHnem IA tuna.

JokymeHTaums

1. MonpaBka kK COOTBETCTBYOLLEMY(MM) pa3geny(am) gocke.

2. Homepa cepuii ncnbiTaHHbIX CEpU UMEIOT NpegnaraemMblii pasmep Cepun.

3. OaHHble aHanusa cepuii (B hopmate cpaBHUTENbHOWM Tabnuupl), N0 MEHbLLEA Mepe, OAHOW NPOMbILLIIEHHOM
Cepun akTUBHOM hapmaLieBTUYECKON CybCTaHLMM Unm NPOMEXyTOYHOrO NPoAyKTa COOTBETCTBEHHO, NPOU3BEAEHHON
B YTBEPXAEHHOM 1 npeanaraeMom pasmepe. o 3anpocy Heob6xoamMmo NpeacTaBvTb AaHHbIE MO CreayoLwmMM ABYM
MOMHBIM NPOMBILLIIEHHBIM CEPUAM; AepxXaTenb 0053aH coobLWMTb, ecny pesyrnbTaTbl aHanu3a He yKrnagbiBalTCcs B
crneumguKkauuio 1 NPeanoXnTb NaH AeNCTBUN.

4. Konnn ogobpeHHbIX cneundukaumin akTuBHON hapmaLleBTUYeckon cybcTaHUumMmM (M MPOMEXYTOYHBIX MPOAYKTOB,
€CInn NPUMEHNMO).

5. Oeknapauusa gepxatens perMcTpaumMoHHoro yaooctoBepeHus unu aepxarens MOAPC cooTBETCTBEHHO, YTO BCe
N3MEHEHUS METOAOB NPOM3BOACTBA 3aTparMBaloT Nyllb HeoOXoauMbIE AN YKPYMHEHUS UMW Pa3yKPYMHEHUS,
Hanpumep, ucrnonb3oBaHne obopyaoBaHVe ApYroro pa3Mepa; U3MeHeHne He BNuseT HexenaTtenbHbiM 06pa3om Ha
BOCMPOM3BOANMOCTb NPOLECCa; UBMEHEHNE HE SBMNSETCS CreaCTBUEM HENnpeaBUAEHHbIX CUTYaLUniA, BOSHUKLINX B
XO[Ae NPON3BOACTBA, UMW HAPYLLUEHNS CTabunbHOCTY; cneundukaumm akTMBHON hapmaLueBTNYecKon
Cy6CTaHUMU/MPOMEXYTOYHBIX MPOAYKTOB HE U3MEHSIHOTCS.

B.l.a.4 'ameHeHne BHYTPUNPOM3BOACTBEHHbIX Ycnosus Tpebyemas Bug
UCMbITaHUIA UNN KPUTEPUEB NPUEMIIEMOCTH, JOKyMeHTauums npoueaypbl
MCMOMb3YHLLMXCA NPY NPOM3BOACTBE aKTUBHOW
hapMaLeBTUYECKOW CyOCTaHLN

a) YxecTo4yeHne BHyTPUNPON3BOACTBEHHBIX KPUTEPMEB 1,2,3,4 1,2 1A
npuemMIemMocTu

6) [lo6aBneHve HOBbIX BHYTPUNPOU3BOACTBEHHBLIX 1,2,5,6 1,2,3,4,6 1A
NCMbITAHUA NN KPUTEPUEB NPUEMITEMOCTU

B) VckntoyeHne He3HauMmoro 1,2, 7 1,2,5 1A

BHYTPUNPOU3BOACTBEHHOIO UCMNbITAHUA

r) PacwmpeHne ogoOpeHHbIX BHYTPUNPOM3BOACTBEHHBLIX Il
KpUTEPUEB NPUEMIEMOCTH, KOTOPbLIE CYLLECTBEHHO
BMUSIOT HA COBOKYMHOE Ka4eCcTBO akTUBHOE
hapMaLeBTUYECKOW CyOCTaHLN




[) UcknioyeHne BHyTPUMNPOU3BOACTBEHHOMO UCTbITaHUS, Il
KOTOPOE MOXET CYLLECTBEHHO MOBMUSITL HA COBOKYMHOE
Ka4yeCTBO aKTMBHOW hapMaLleBTUYecKko cyGcTaHLmm

e) lo6aBneHve nnu sameHa BHYTPUNPOU3BOLACTBEHHOMO 1,2,3,4,6 1B
ncnbiTaHns M3 coobpaxeHn 6e3onacHOCTU Unu
KayecTBa

Ycnosusa

1. N3meHeHWe He aBnseTca cneAcTBMeM Kakoro-nnbo o6s3atenbcTea, NPMHATOrO Mo pe3ynbTatam paHee
NPOBEeAEHHbIX 3KCNEePTM3 C LieMblo aHanm3a Kputepues NpMeMnemMocTy cneundmrkaunm (Hanpumep, B xoae
permcTpauum unu BHeCEeHNs nameHeHni Il Tuna).

2. \ameHeHuWe He aBnseTcs cnecTBMEM HenpeaBuOEHHbIX CUTyauuii, BO3HUKLLNX B Xo4e Npou3BOACTBa, Hanpuvep,
HOBasi HekBanuduuMpoBaHHas NPMMeECh, USMEHEHNe Npeaernos CoaepXaHns CyMMbl NPUMecen.

3. ITioboe nameHeHne OOMKHO yKNaabiBaTbCH B AMana3oH AENCTBYIOLNX 000OPEHHbIX KpUTEPMEB NPUEMIIEMOCTH.

4. AHanuTnyeckas METoAuKa He N3MEHSETCS UM M3MEHAETCH HE3HAYNTENBHO.

5. Hv ognH HOBbIN METOA UCMbITAHUSI HE OCHOBAH Ha HOBOW HECTaHAapPTHON METOAO0MNOMMN NN CTaHAAPTHOM
MeTO4O0Nornn, NCNOoMb3yeMOon No-HOBOMY.

6. HoBbli MeToA ncnbITaHUs He SBNsieTcs B1oNOrMYeckMM/MMMYHONOrMYECKUM/MMMYHOXMMUYECKAM UM METOAOM, B
KOTOPOM MCNoMnb3yeTcs B1MoNornyeckunii peakTue Ans GoNorMYeckon akTMBHONM hapmaLeBTUYecKkon cybcTaHumm (3a
UCKMIOYEeHNEM CTaHAAPTHbLIX hapmakonenHbIX MUKPOBNONOrnyecknx MeToaos).

7. MapameTp cneumndmrkaumm He 3aTparvBaeT KpUTUHECKUIN MapaMeTp, HanpuMep, Nbon u3 cneayroLmnx:
KOnm4ecTBeHHOe onpeaeneHne, npumecu (ecny TonbKo onpeaeneHHbIn pacTBOpPUTENb OQHO3HAYHO He
ncrnonb3yeTcs B NPOM3BOACTBE akTUBHOW hapMaLeBTuyeckor cybctaHuum), niobas kputndeckas dusnyeckas
XapakTepucTuKa, HanpyMMep, pa3Mep 4YacTuu, HacbiNHas NAIOTHOCTb A0 M MOCIe YNOTHEHNS, UCTIbITaHNE Ha
NOANMHHOCTb, BOAA, Nt0OOW 3anNpoc Ha M3MEHeHWe YacTOoTbl UCMbITAHWNA.

JokymeHTaums

1. NonpaBka k cooTBETCTBYOLLEMY(MM) pa3geny(am) gocke.

2. CpaBHuTenbHasa Tabnuua TekyLwmx 1 npeanaraemMbix BHYTPUNPON3BOACTBEHHBIX UCNbITAHUN.

3. NogpobHoe onucaHne HOBOrO HedhapMaKoNenHON aHaNUTUYECKON METOAMNKN U AaHHbIE NEPBUYHOW SKCNEPTU3bI(B
COOTBETCTBYIOLLUMX CMyYasX).

4. [aHHble aHanu3a ABYX NPOMBbILLNEHHBIX Cepuit (Ans BMoNorMyecknx akTMBHbIX hapmaLeBTUYeCKMX CybCcTaHumn, B
OTCYTCTBME AOMKHbIX 060CHOBaHWIN, — TPW NMPOMbILLMEHHbIE CepUMn) aKTMBHON dhapmaLeBTU4ECKON cyGcTaHLmmn no
BCEeM napameTpam cneuudukaumm.

5. ObocHoBaHWe/oLeHKa PUCKOB CO CTOPOHbI AepXKaTens perncTpaLMoHHOro yAOCTOBEPEHNS NN AepxaTens
M®ASPC cooTBETCTBEHHO, MOATBEPXKAAIOLLNE, YTO BHYTPUMPON3BOACTBEHHbIE NApamMeTpbl ABMATCA HE3HAYNUMbIMU
U1 ycTapeBLIMU.

6. OGocHOoBaHWe CO CTOPOHbI AepXKaTensi perMcTpaLnoHHOro yaoctoseperms unu gepxatensd MOASC
COOTBETCTBEHHO HOBbIX BHYTPMNPON3BOACTBEHHbLIX NCMbITAHWUIA U NPEAEeroB.

b.1.a.5 lameHeHne akTuBHOM hapMaLieBTUYECKON Ycnosus Tpebyemas Bug
cybCcTaHUMM CE30HHON, NpenaHaeMNYECKON Unn OOKyMeHTauums npoueaypbl
naHoeMNYECKOW BakUMHbI A1 NPOUNakTyky rpynna

a) 3ameHa wtamma(oB) CE30HHOW, NpenaH4eMUYECKOn Il
U NaHAEMUYECKON BaKUMHbI AN NPounakTnku
rpunna

B.l. 6) KoHTponb kavyecTBa akTMBHOW (hapMaLeBTUYECKOW cybcTaHLum

B.1.6.1 N'ameHeHune napameTpoB cneuudurkauum n (unn) KpuTeprnes Ycnosus | Tpebyemas Bug

NpVMeMNEeMOCTN akTMBHOW (hapMaLeBTUYECKON CyOCTaHLUM, NCXOOHOTO AOKyMeHTauust | npoueaypsl
mMaTepuana/npomMexXyTo4HOro NpoaykTa/peakTiea, UCnonb3yembiX B
npoLiecce Npovn3BOACTBa aKTMBHON dhapMaLeBTUYeCcKon cybcTaHumm

a) Y>XecTo4eHve Kputeprnes NpuemMremMocTu cneuudukaumnm 1,2,3,4 11,2 IAHY
NEeKapCTBEHHbIX NpenapaToB, NOAMEXaLUuX BbIMyCKy cepui
oduumManbHbIM KOHTPOJIbHLIM OPraHoM

0) YXecToyeHme KpuTepmeB NPUEMIIEMOCTU cneumdpukaLmmn 1,2,3,411,2 1A
B) JobaBneHne B cneumdmKaLmio HOBOro napameTpa 1 1, 2,5, 1,2,3,4,7 1A
COOTBETCTBYHIOLLLEro eMy MeTofa UCMbITaHUs 6,7

r) icknioueHne He3HauMTenbLHOro napameTpa cneundukaumu (Hanpumvep, | 1, 2, 8 1,2,6 1A

UCKMIOYEHVE yCTapeBsLUIero napameTpa)

A) VicknioueHne napameTpa cneumdukauum, KOTopbin MOXeT 1l
CYyLLECTBEHHO MOBMUSATL HA COBOKYMHOE KA4eCTBO aKTUBHOM
hapMaueBTUYECKOW CyOCTaHLUM U (UNW) NEKAPCTBEHHOIO NpenapaTa

e) NameHeHue, BbixoasLlee 3a 0o0o0OpeHHbIV AManasoH KpuTepres Il
npuemMnemocTu crneundurKauni akTuBHoM apmaLleBTUYECKON
cybcTaHumm

g) PacwwmpeHne ogobpeHHbIX KpUTEPUEB NPUEMIIEMOCTY CcreumduKaLmmn Il
Ha UcxoHble MaTepuanbl/MPOMEXYTOYHbIE NPOAYKTLI, KOTOPbIE
CYLLECTBEHHO BINUSIIOT HA COBOKYMHOE KAYeCTBO aKTUBHOW
hapMaueBTUYECKOW CyGCTaHLUM U (UNW) NEKAPCTBEHHOIO NpenapaTa




h) Jo6aeneHne unu 3ameHa (Ucknovasi GUONOrMYecKyto n 1,2,3,4,5,7 1B
MMMYHOJTOTMYECKYH0 CyOCTaHUMI0) NnapameTpa crneuundmkaumm un
COOTBETCTBYHOLLIErO eMy METOAA UCMbITaHUSA U3 CoOobpakeHni
©6e30MacHOCTU UNK KaYecTea

i) Ecnn Ha akTuBHYtO (hapmaueBTUYeCcKyto CybCcTaHLUMIo OTCYTCTBYET 1,2,3,4,57 | IB
ctatbs [ocygapcTBeHHOW Papmakonee Pecnybnukm KasaxcraH,
N3MeHeHue COBCTBEHHbIX AaHHbIX cneundukaumm Ha faHHbIe
HeoduumnanbHOM hapmakoneun unm apmMakonen TpeTben CTpaHbl

Ycnosua

1. UameHeHne He sBnsieTcsa cneactemem noboro obs3atenscTea, MPUHATONO NO pesynbTaTaM paHee NpoBeAEHHbIX
3KCMEepPTU3 C Lienbio NnepecmMoTpa KpUtTepmes NpuemMneMocTu cneumndukaumm (Hanpymep, B Xo4e perncrpaumm
nekapcTBEHHOro npenapara unu BHeceHnn nameHeHun Il tuna).

2. lameHeHne He aBnsieTcs CneacTBUeM HenpeaBuMaAEeHHbIX CUTYaUuii, BO3HMKLLMX B Xo4e Npou3BOACTBa, HanpumMep,
HOBOW HeKBanuuLUMpoBaHHOW NPUMECH, U3MEHEHNS NPeaernoB CoAepXaHUsa CyMMbl NMPUMECEN.

3. JTlo6oe n3ameHeHne JOIMKHO yKNaabiBaTbCA B AMana3oH TEKYLLUX Of0OPEHHbBIX KpUTEPUEB NPUEMITEMOCTM.

4. AHanuTnyeckasi METOOUKA HE N3MEHSIETCS UMM 3MEHSAETCHA HE3HAYUTESBHO.

5. H1 oavH HOBbIV METOA UCTbITaHNS HE OCHOBAaH Ha HOBOW HECTaHAapPTHOW METOAONOMMU U CTaH4apTHON
METOL0IOrNN, NCTONMb3YEMOW NO-HOBOMY.

6. HoBbIi MeTOA UCMbITaHWSA He ABNAeTcs Gronormyeckum/ UMMYHONOrMYECKUM/ UMMYHOXUMUYECKUM UM METOO0M,
B KOTOPOM UCMOMb3yeTcs BUONornyeckuin peakTme ans Gruonormyeckon akTMBHON hapmaLleBTUYecKkon cybcTaHumm
(3a ncknroyeHem ctaHaapTHBIX hapMakonernHbIX MUKPOBMONOrMYecknx MeToA0B).

7. 'ameHeHne noboro matepuana He 3aTparmBaeT reHOTOKCMYHYHO NpuMmeck. Ecnn BoBneyeHa akTuBHas
dapMaueBTMYeckasi cybcTaHUMs!, 33 UCKIMOYEHNEM OCTaTOYHbIX pacTBOPUTENEN, KOTOPbIE AOMKHbBI COOTBETCTBOBATH
npegenamM cooTBeTCTBYHLLEN cTaTbe ocynapcTBeHHon ®apmakonee Pecny6nuku KasaxcraH, KOHTponb noboi
HOBOW NpMMecK JomKeH cooTBeTCcTBOBaTh ocynapcTeeHHon ®apmakonee Pecnybnukm KasaxcraH.

8. MapameTp cneumnmrKaLmmn He 3aTparnBaeT KPUTUHECKUIA MapaMeTp, HanpuMep, Nbo u3 cnegyoLmx:
KONnM4ecTBEHHOE onpeaeneHne, npumecy (ecnv ToNbKo onpeaeneHHbI pacTBOPUTENb OAHO3HAYHO He
ncrnonb3yeTcs B NPOM3BOACTBE akTMBHOW hapMaueBTuyeckor cybctaHuum), niobas kputnyeckasa dusmyeckas
XapaKkTepucTuka, HanpMMmep, pasaMmep 4acTuu, HacbiNHasi NNIOTHOCTb A0 M NOCNe YNNOTHEHWS, UCTIbITAHWE Ha
NOAMWHHOCTL, BoAa, NtoboK 3anpoc Ha NPONycK UCMbITaHUsS.

JokymeHTaums

1. MonpaBka kK COOTBETCTBYOLLEMY(MM) pasgeny(am) gocke.

2. CpaBHuTenbHas Tabnuua TekyLwmnx u npeanaraemblix cneumdukaumn.

3. NMogpobHoe onucaHne NGO HOBOW aHanNUTUYECKOW METOAUKN 1 AaHHbIE NEPBUYHOWN SKCNepTu3bl (B
COOTBETCTBYIOLLMX CMyYasX).

4. [laHHble aHann3a ABYX NPOMBbILLUMIEHHBIX CepU (B OTCYTCTBME 060CHOBaHMSA 06paTHOro Ans Guonornyecknx
aKTMBHOW (hapMaLeBTUYECKNX CyBCTaHLUMM — TpU cepumn) COOTBETCTBYIOLLEN akTMBHOW (hapMaLeBTUYeCcKon
cybcTaHumMmM No Bcem napameTpam cneumdukaumm.

5. B coOTBETCTBYIOLLMX CNyYasx AaHHble TecTa CPaBHUTENbHON KNHETUKN PacTBOPEHUS flieKapCTBEHHOro npenapara,
cofepxallero akTuBHyto hbapmaLeBTUYecKyto CybCTaHLmIo, MO MeHbLUEN Mepe, U3 OMNbITHO-NPOMBILLIIEHHOW Cepuy,
COOTBETCTBYHOLLYIO AENCTBYIOWUM 1 NpeanaraemeiM cneumdukaumam. B oTHOLWEHN nekapCTBEHHbIX pacTUTENbHbIX
npenapaToB 4OCTaTOYHbI faHHblE CPaBHUTENbHON pacnagaeMocTy.

6. O6ocHoBaHMe/OLeHKa PUCKOB CO CTOPOHbI AepXaTens perMcTpaLMoHHOro yaoCTOBEPEHUS Unu AepxKaTtens
M®ASPC cooTBETCTBEHHO, MOATBEPXKAAIOLLMNE, YTO BHYTPUNPON3BOACTBEHHBIN NapamMeTp ABNSETCH HE3HAYUMbIM UM
yCcTapeBLLUM.

7. O6ocHOBaHME CO CTOPOHbI AepXaTens perncTpaumMoHHOro yaocToBepeHus nnn gepxarens MOASC
COOTBETCTBEHHO HOBbIX NapameTpa cneumdukaumm 1 Kputepnues NPMEMIEMOCTY.

B.1.6.2 lameHeHne aHanuTU4eckorn MeToaunKM akTUBHOMN Ycnosus | Tpebyemas Bupg

hapMaueBTUYECKOW CYOCTaHLMN UM NCXOLOHOTO OOKyMeHTaums | npoueaypbl
MaTepuana/npoMexyTo4YHOro npoaykTa/ peaktmea, MCNosb3yemMbiX B
npouecce NpoM3BoACTBa akTMBHOW dhapMaueBTUYecKon cybcTaHumm

a) HesHauynmMble n3meHeHWs 0fobPEHHON aHaNUTUYECKON METOANKHN 1,2,3,4| 1,2 1A

0) VcknodeHne aHanUTUYeCKon METOOUKN akTUBHOWM hapMaueBTuyeckon | 7 1 1A
cybCcTaHUMU UM UCXOAHOro MaTepuana/npomMexyTo4Horo npoaykra/
peakTuBa, eCcriv anbTepHaTUBHASA el aHanUTUYecKkas MeToamvKa yxe
ofobpeHa

B) MNpoune nameHeHnsa aHanMTUYECKOW METOAUKM (BKITHOYasa 3aMeHy nnu
pobaBrneHve) peakTmMBa, KOTOpasi He OKa3blBaeT 3HAYMMOrO BIUSHUS Ha
COBOKYMNHOE Ka4yeCTBO aKkTMBHOMW hapMaLeBTNYECKON cybcTaHumm

1,2 1A

e
o N
w

r) CyliecTBeHHOE U3MEHEHNe Unn sameHa Il
Bronornyeckoro/MMMyHONOrMYeCKOro/MMMyHOXUMNYECKOTO MeToAa
UCMbITaHNS UN METOAA, B KOTOPOM MCMOMb3yeTCA OMONornyeckmin
peakTuB Ans 6MonorM4eckon akTMBHON dhapMaueBTYeckon cybcTaHumm

4) Mpoune n3amMeHeHUs1 aHanNMTUYECKon MeTOAMKM (BKMtovas fobasneHne 1,2 1B
UNN 3aMeHy) akTUBHOW (bapMaLleBTUYECKON CyGCTaHLMM U UCXOOHOTO
MaTepuana/npomMexxyTo4HOro NpoaykTa

Ycnosusa
1. MNpoBegeHa Heobxoanmasi nepBUYHasa 3KCNepTM3a, NOATBEPXKAAKLLANA TO, YTO OOHOBNEHHAA aHanMTU4ecKasi
METOAMKA, MO MEHbLUEN Mepe, SKBMBANIEHTHA NpeablayLLen.




2. MNpepenbl cogepxaHns CyMMbl NPUMECEN HE M3MEHWUIUCB, HOBbIE HEKBANMMULMPOBAHHbIE NMPUMECH HE
OoGHapyXeHbl.

3. MeTtop aHanusa He u3ameHuncs (Hanpumep, U3MeHeHNe AJNINHBI KOJNIOHKM UNu Temneparypbl, HO He ApYron BUA
KOIMOHKW Unn meTon).

4. MeToA MCNbITaHUS He ABMseTcs 61oNorM4ecknM/MMMYHONOTMYECKUM/MMMYHOXMMUYECKUM UMM METOAOM, B
KOTOPOM MUCMOMb3yeTcsa BMONOrMYecknii peakTmue aAns GMonornyeckon akTuBHOM apmMaLeBTMYeckomn cybctaHuum (3a
UCKMIOYEeHNEM CTaHAAPTHbLIX hapmakonenHbIX MUKPOBNONOrnyecknx MeToaos).

5. H1 oanH HOBbIV METOA UCTbITAaHNS HE OCHOBAaH Ha HOBbIX HECTaHAaPTHLIX MeToAaXxX Unu CTaHaapTHLIX MeToaax,
UCMOonb3yemblX NO-HOBOMY.

6. AkTBHasa cdhapmaueBTUYeckasi CybcTaHLumMs He ABnseTcs Guonornyeckon/ MMYHOMOTMYECKOW.

7. AnbTepHaTUBHas aHanuTU4ecKas MeToavka Ans napameTpa crneundukaumm yxxe ogqobpeHa, npu aToMm Takas
MEeTOAMKa He Obina BKIYeHa NocpeacTBOM |A-yBeAOMIEHUS.

HokymeHTaums

1. MonpaBska Kk cooTBETCTBYOLEMY(MM) pasfeny(am) 4oCbe, BKINOYAs onucaHue aHanMTu4eckon MeTogonoruu,
pestome AaHHbIX NEPBUYHON IKCMEPTU3bl, MEPECMOTPEHHbIE CneumdurKaumMn Ha NnpuMecK (ecrnv NPUMEHUMO).

2. CpaBHuTenNbHbIE pe3ynbTaTbl NEPBUYHON KCNEPTU3bI UMK, NPY HaNM4YMM 060CHOBAHUSA, CPaBHUTESNbHbIE
pesynbTaTbl aHanusa, NoATBepPXAarLwme, YTo TeKyllee N NpeanaraeMoe UcnbiTaHne aKBMBaneHTHbl. Hactosuee
TpeboBaHne He NpuMeHsieTcs, ecnu fobasnseTcs HoBas aHaNMTUYeckas MeToauvka.

B.l. B) YnakoBo4HO-yKynopoyHasa cuctema

B.1.8.1 \ameHeHWe nepBNYHOM YNaKkoBKM akTUBHOW hapMaLeBTUYECKON Ycnosus | Tpebyemas Bug
cybcTaHumm OOKyMeHTaumsa | npoueaypsl
a) KayecTBeHHbIV U (M) KONMYECTBEHHBIN COCTaB 1,2, 3 1,2,3,4,6 1A

©) KauecTBeHHbIN 1 (MNK) KONMYECTBEHHbIV COCTaB AN CTEPUITbHBLIX UM Il
HE3aMOPOXEHHbIX BUONOrMYeCKNX/UMMYHONOMMYECKNX aKTUBHbBIX
dapmaLeBTUHECKNX CyOCTaHUMIA

B) XXngkme aktuBHble hapmaleBTUYeckue cybctaHumm (HECTepPUNbHbIE) 1,2,3,5,6 1B

Ycnosusa

1. Mo cooTBETCTBYIOLLMM CBONCTBAM NpeAnaraemblii yNakoBOYHbIV MaTepuan AOSKEH, MO MeHbLuen mepe, bbiTb
3KBUBANEHTHbIM 0006pEHHOMY.

2. HauaTtbl coOTBETCTBYOLME UCCIENOBAHNSA CTabMIMbHOCTM B COOTBETCTBUM C YCTAHOBMEHHLIMU TpeboBaHMAMU U
3asiBUTENIEM HAa MOMEHT BBEAEHWNSI U3MEHEHUI NPOaHanM3npoBaHbl COOTBETCTBYOLLME NapameTpbl CTAOUNBHOCTM He
MEHee YeM Ha ABYX OMbITHO-NPOMbILLIIEHHbBIX UMM NPOMbILLIIEHHBIX CEPUSIX, B €M0 PacropsiXeHN HaxoaaTcs
YOOBNETBOPUTENbHBIE Pe3ynbTaThl, MO MEHbLUEN Mepe, 3-MeCcsiHHOro udyyeHus ctabunbHocTn. OgHako, ecnm
npepnaraemas ynakoBka 6onee yctonymBa no CPaBHEHWIO C 3apErMCTPUPOBAHHOW, TO TPEXMECAYHbIE AaHHbIE MO
cTabunbHOCTM He TpebytoTcs. o 3aBepLUEeHNM TakUX UCCNeAOBaHWIA, eCrin pe3ynbTaTbl HE YKNaablBaTCA B
cneumgurkauum Unm NoTeHUnaneHoO He yKnaabiBaloTCs B crieumdukaLmmn Ha KOHeL, cpoka rogHocTu/nepmona
NMOBTOPHOIO UCMbITAHUSA, X HEOGXOOUMO HEMEASIEHHO NPEACTaBUTb YNOMHOMOYEHHOMY OpraHy Hapsioy ¢
npeanaraemMbiM NiaHoM OEeNCTBUNA.

3. Uckntoyas ctepuneHble, Xuakme n 6uonornyeckne/MMmMyHoONormiyeckue akTuBHble hapmaLleBTuieckme
cybcTaHumu.

JokymeHTaums

1. MNonpaBka k cooTBETCTBYOLWEMY(MM) pa3geny(am) gocke.

2. Heobxoaumble AaHHbIE O HOBOW ynakoBke (Hanpumep, CpaBHUTENbHbIE AaHHbIE MO NPOHULAEMOCTU, Hanpumep,
ana 02, CO2, snaru v T.4.), BKMOYas NoATBEPXKAEHME TOro, YTO MaTepumar COOTBETCTBYET COOTBETCTBYOLLMM
dapmakoneriHbiM TpeboBaHMAM O MIAcTUYECKUX MaTepuarnax u 00 beKkTax, KOHTaKTUPYHOLLMX C MULLEBLIMU
npoaykramu.

3. B cooTBeTCTBYIOLWMX CNyYasx HEOOX0AMMO NpeacTaBUTb NOATBEPXKAEHME TOTO, YTO B3aUMOENCTBME MEXOY
COLEPXKMMbIM M YNAKOBOYHLIM MaTeprarnomM He NpoMcxXoauT (Hanpumep, OTCYTCTBYET NepeMeLLeHNe KOMNOHEHTOB
npeanaraemMoro Matepuana B ero CoOaep>XMmoe, KOMNOHEHThbI JIeKapCTBEHHOrO NpenapaTta He nepexoasT B
YMNaKoBKY), BKIOYasa NoaTBEPXKAEHMNE TOro, YTO MaTepuarn COOTBETCTBYET COOTBETCTBYHOLLUMM (DapMaKonenHbIM
TpeboBaHUAM O MIACTUYECKUX MaTepuranax u o6bekTax, KOHTaKTUPYHOLLMX C MULLEBLIMU NPOOYKTaAMU.

4. lexnapaums gepxartens pernctpaumoHHoOro ygoctosepenus unu gepxarens MOADPC, uyto tpebyemblie
nccneaoBaHus CTabunbHOCTU HavaTbl B COOTBETCTBUM C YCTAHOBMEHHbIMU TpeboBaHNsIMY (C yKazaHNEM HOMEPOB
cepui); 1 4To (B COOTBETCTBYIOLLMX CIy4asix) HA MOMEHT BBEAEHWNSI N3MEHEHUI B €r0 PaCcropsXEHUN HAaXOAUMUCH
TpebyeMble MMHMMarbHbIE YOOBNETBOPUTENbHbIE AAHHbIE MO CTAOMNBHOCTY; N YTO UMEIOLLNECS AaHHbIE He
cBMaeTenbCTBOBaNM 0 kakon-nnbo npobneme. Heobxoanmo Takke npeactaBuUTb NOATBEPXAEHME TOro, YTO
uccregoBaHus 6yaoyT 3aBepLUEHbI, M YTO eCcnu pesynbTaTthl He ByayT yknaabiBaTbes B cneyndukauum unm
noTeHumansHO He yknaabliBaTbCs B cneundukaumm Ha KoHew, cpoka roaHocTu/nepuoaa NnoBTOPHOMO UCTIbITaHUSE, UX
HeMeaJIeHHO NPeACTaBAT YNOTHOMOYEHHOMY OpraHy Hapsay ¢ npeanaraeMbiv NiaHoM OeNCTBUNA.

5. Pe3ynbTaThl UCCNeaoBaHWi CTabUNbLHOCTU, MPOBEAEHHbBIX B COOTBETCTBMMU C YCTAHOBIEHHbIMU TpeboBaHNsIMM, NO
3HAYMMbIM NapaMeTpam CTabuIbHOCTM HE MEHEE YEM Ha ABYX OMbITHO-MPOMBILUMEHHBIX UM NPOMBbILLIIEHHBIX
cepusix, OXBaTbIBAKOLLMX HE MEHEE TPEX MeCSLEB, 1 MOATBEPXKAEHNE TOrO, YTO YKa3aHHbIe UCCneaoBanns oyayT
3aBepLUEHbI, U ecny pe3ynbTaThl He ByayT yknaaeliBaTeCsa B cneuudukauum nm noTeHumMansHo He yknaabiBaTbCsl B
crneumguKkauum Ha KoHel, cpoka rogHocTu/nepruoaa NoBTOPHOMO UCMbITAHUS, UX HEMeaSIeHHO NpeacTaBaT
YNONTHOMOYEHHOMY OpraHy Hapsiy C npeanaraembiM NiaHoM eACTBUN.

6. CpaBHeHMe OENCTBYIOLNX U NpeanaraeMbix cneumukaumn nepBnMYHON ynakoBku (€CNv NpUMEHUMO).

B.l.8. 2 iameHeHVe napaMeTpoB crieumdukaLmm 1 (Mnu) Kputepues | Ycrosusi | Tpebyemass | Bug




Np1YeMNEMOCTU NEPBUYHON YNAKOBKM aKTUBHOWN hapMaLeBTUYECKOW OOKyMeHTaums | npoueaypbl
cybcTaHumm

a) Y)XecTouYeHne KpuTepmeB NpMeMnemMocT cneuudukaumm 1,2,3,411,2 1A

6) Oob6aBneHne B cneundukaLmio HOBOro napameTpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYHOLLEMY EMY METOAA UCNbITAHWU

B) McknioyeHune HecyLLeCTBEHHOro NnapameTpa cneumdukaumm 1,2 1,2,5 1A
(Hanpumep, UCKITKYEHVEe yCTapeBLLEro napameTpa)

r) Jo6aenexune nnun sameHa napameTpa cneumdurkauum n3 coobpaxeHun 1,2,3,4,6 1B
6e3onacHOCTV MNn kavecTea

Ycnosuga

1. N3meHeHWe He aBnseTca cneAcTBMeM Kakoro-nnbo o6s3atenbcTea, NPMHATOrO Mo pe3ynbTatam paHee
NPOBEeAEHHbIX 3KCNEePTM3 C LieMblo aHanmsa Kputepues NpUeMnemMocTy cneumdukaumm (Hanpumep, B xoge
perncTpauunm nekapcTBEHHOro Npenapara unvM BHECEHNS 3MeHeHui |l Tuna), ecnm Tonbko OHO paHee He
paccMOTpeHO 1 0A06pPeHO B Ka4ecTBe Mepbl Nocneaytowero HabnoaeHus.

2. \ameHeHuWe He aBnseTcs cneacTBMeM HenpeaBuaeHHbIX CUTyaunii, BO3HUKLLNX B Xo4e Npov3BoacTBa
yNakoBOYHOrO MaTepuana wunv npu XpaHeHun akTMBHOWN hapMaLeBTUYeCcKon CybcTaHLmuun.

3. ITlo6oe nameHeHne OOMKHO yKNaabiBaTbCHA B AMana3oH TeKyLUX Of0OPEHHbIX KpUTEPUEB NPUEMIEMOCTHN.
4. AHanuTnyeckas METoAUKa He N3MEHSETCS UM M3MEHAETCH HE3HAYNTENBHO.

5. Hv oavH HOBbIN MeTOA MUCMbITAHUS HE OCHOBAH Ha HOBOW HeCcTaHAapTHON METOAO0MNOMMN U CTaHAAPTHOW
MeTO4O0NOorn, NCNOoMb3yeMOoNn NO-HOBOMY.

JokymeHTaums

1. MNonpaBka k cooTBETCTBYOLLEMY(MM) pa3geny(am) gocke.

2. CpaBHuTenbHasa Tabnuua Tekywux n npegnaraemMbix cneyndumkaumia.

3. NMogpobHoe onucaHne NGO HOBOW aHanNUTUYECKOW METOAUKN N AaHHbIE NEPBUYHOWN SKCNepTu3bl (B
COOTBETCTBYIOLLMX CMyYasX).

4. [aHHble aHanu3a AByX Cepuvi yNnakoBOYHOrO MaTepuana no BceMm napameTpam crneundukaumm.

5. ObocHoBaHWe/oLeHKa PUCKOB CO CTOPOHbI AepXKaTens permcTpaumMoHHOro YA0CTOBEPEHUS Unu AepxaTens
M®ADC cooTBeTCTBEHHO, MOATBEPXAAIOLLME, YTO BHYTPMNPON3BOACTBEHHbIN NapameTp ABNSeTCA He3Ha4YMMbIM Unn
yCTapeBLUUM.

6. O6ocHoBaHWe co CTOpoHbI AepxaTensa PY nnu gepxatens MOADPC cooTBETCTBEHHO HOBbLIX NapameTpa
cneundukaLmm u KpuTepUeB NPUEMIEMOCTH.

B.l.B. 3 \ameHeHne aHannTU4ecKkon MeToanKN UCNbITaHUSA NEPBUYHOWN Ycnosusa | Tpebyemas Bua
YNaKoBKW akTUBHOWN hapmMaueBTUYEeCKOn cybcTaHUmMm JOKyMeHTaumsa | npouenypsbl
a) HesHaunTenbHble N3MEHEHNS YTBEPXKAEHHOW aHanMTUYeCKo 1,2,3 1,2 1A
MeTOANKN

©0) MNMpoyne nameHeHns aHanUTUYECKOM MeToaMKM (BKMNoyas fobaBneHne 1,3, 4 1,2 1A

U 3amMeHy)

B) VcknioyeHne aHanmMTnyecko METOAMKW, ECNK anbTepHaTUBHast e 5 1 1A
MEeTOoAMKa YXKe YTBEpPXAeHa

Ycnosusa

1. CornacHo cooTBeTCTBYOLWUM JOKyMeHTaM Pecnybnvkn KasaxctaH, npoBeaeHa HeobxoamMmas nepBuyHasi
3KCnepTMn3a, NoATBepXKAaLas To, YTo OOHOBNEHHAsA aHanUTMYeckas MeToauka, No MeHbLUE Mepe, SKBMBaNeHTHa
npeablgyLlen.

2. MeTop aHanusa He n3aMeHusncs (Hanpumep, U3MeHeHUe ANNHbI KONTOHKWM U TemnepaTypbl, HO He ApYro BUA,
KOMOHKWN Unn MeTon).

3. Hu oavH HOBbLI MeTOA UCTbITAaHWUIA HE OCHOBAaH Ha HOBbIX HECTaHAAPTHBLIX METOAAX UM CTaHAAPTHBLIX MeToAax,
UCMonb3yeMbixX No-HOBOMY.

4. AktuBHas chapmaueBTuyeckas cybcTaHUMa/nekapCcTBEHHbIM Npenapar He SABMSTCA
©1onorM4yecKNMmn/MMMyHONOrM4YECKUMU.

5. B oTHOLWIEHUN NapameTpa cneuudmrkaLmnm COXpaHAEeTCs aHanMTu4eckas MeToauka, Npy 3ToM Takast MeToauka He
Obina gobaeneHa nocpeactsom |A/yBegomneHuns.

[okymeHTaums

1. MonpaBka Kk cCOOTBETCTBYOLLEMY(MM) pa3feny(am) 4ocbe, BKIOYAs onucaHue aHanMTuyYeckom MeToaonormu,
pe3toMe AaHHbIX NepPBUYHON 3KCNepTU3bI.

2. CpaBHUTErNbHbIE pe3yrbTaTbl MEPBUYHOM SKCNEPTU3bI UMK, NPY HAanNU4Mm o60CHOBaHWS, CPABHUTENbHbIE
pes3ynbTaThl aHanu3a, NoATBepXXAarLue To, YTO TEKyLLee 1 npeanaraemMoe ncnblTaHue SKBMBanNeHTHbl. HacToswee
TpeboBaHWe He NpUMeHseTCd, ecnv o6aBnseTCa HOBasl aHaNUTMYeCcKkas METOAMKA.

B.l. r) CtabunbHocTb

B.l.r. 1 UsmeHeHne nepnopa NOBTOPHOIO UCMbITaHWA/Neproaa Ycnosusa | Tpebyemas Bun
XpaHEeHWsi N yCrnoBUA XpaHeHUst akTUBHON dhapMaLieBTUYECKON AOoKyMeHTauma npouenypbl
cybcTaHumn, ecnm B perncTpaLmMoHHOM JOCbe OTCYTCTBYET
cepTudumkat cooTBeTcTBMA EBponerickon ®apmakonew,
OXBaTbIBAOLLMI NEPUNOA NOBTOPHOMO UCMbITaHNS

a) MNepwuoa NOBTOPHOro UcnbiTaHWs/Neprog XpaHeHus 1 1,2,3 1A
1. CokpalleHue

2. YBenv4eHvne nepnofa NnoBTOPHOrO UCMbLITAHWS MyTEM Il




SKCTPanonauun SaHHbIX Mo CTabUNbHOCTU, HE COOTBETCTBYIOLLIEN
aokymeHTam Pecnybnukm KasaxcraH (*)

3. YBenu4yeHve nepuoga xpaHeHus 1l
6uronornyeckon/MMyHONIOrM4eCcKon akTUBHOW hapMaLeBTUYECKON
cybCcTaHumm, He COOTBETCTBYHOLLME 040BPEHHON NporpaMmme
n3yyeHus ctabunbHoOCTH

4. YBenuyeHune nnu BeegeHne nepnoga noBTOPHOro 1,2,3 IB
ncnbiTaHns/nepnoaa XpaHeHusl, NOATBEPKAEHHOIO AAHHLIMU
€CTECTBEHHOIO XpaHeHs

6) YcnoBus xpaHeHus

1. UameHeHve ycrnoBuin XpaHeHnst akTuBHoe hapmaLeBTUYeCKon 1 1,2,3 1A
cybcTaHumm Ha bonee cTporve

2. VlaMeHeHwne ycrnoBumn XxpaHeHus Il
O1OoNoOrMYecKNX/MMMYHONOrMYECKMX aKTUBHBIX hapMaLeBTUYECKMNX
cybcTaHumi, ecnu uccnegoBaHus cTabmunbHOCTU NpoBeAeHbl He B
COOTBETCTBUM C TEKYLLIUM YTBEPXKAEHHBIM NPOTOKOIOM

cTabunbHOCTH

3. VIameHeHne ycnoBun XxpaHeHnsa akTMBHOW hapmaueBTN4ecKom 1,2,3 1B
cybcTaHumm

B) lameHeHve yTBEPKAEHHOW NPOrpaMMbl U3y4EHNst CTAOUITBHOCTU 1,2 1,4 1A
Ycnosus

1. UameHeHne He SIBNsTCs cneacTBMEM HernpeaBUOEHHbIX CUTYaLUii, BO3HUKLLUX B XOoA4e NPOU3BOACTBA, UNn
N3MEHEeHUs1 CTabUMbHOCTW.

2. \3aMeHeHMUs1 He NPUBOAAT K PACLLUMPEHUIO KpUTEPUEB NMPUEMIIEMOCTM UCTBITYEMbIX MApaMeTPOB, UCKITIOUYEHMIO
napameTpa CTabubHOCTU UIN CHUKEHUIO YaCTOThl UCTbITAHUIA.

JokymeHTaums

1. MonpaB.ka k cooTBeTCTBYOLWEMY(MM) pasgeny(am) gocbe. Heobxoaumo npeactaBuTb pesynbTathl
COOTBETCTBYIOLLMX MCCMNEeAoBaHNIN CTabUNbHOCTM B peanbHOM BPEMEHN, NPOBEAEHHbIX B COOTBETCTBUM C
COOTBETCTBYIOLLMMY PYKOBOACTBAMM MO CTabUNBbHOCTU HE MEHee YeM Ha AByX (4NnA 6uonornyeckmx nekapCTBeHHbIX
npenapaToB — TPeX) OMbITHO-MPOMbILLUAEHHBLIX UM NPOMBILLINIEHHBLIX CEPUSAX aKTUBHOW hapMaLeBTUYECKON
cybCcTaHumMm, ynakoBaHHOM C MOMOLLbIO 3aperncTpMpOBaHHOMO YNakoBOYHOrO MaTepuana, 1 oxsaTbiBaloLLMX BECb
npeanaraemMbivi Neprvos NOBTOPHOIO UCMbITAHUS UMK NPeAnaraemMble YCroBUSt XpaHEeHWs.

2. MNoaTBeEpPXKAEHWE TOro, YTO UCCreAoBaHNSA CTabuNbHOCTM NPOBEeAEHbI B COOTBETCTBUM C TEKYLLIe 0000peHHON
nporpammoi. Pe3ynbTaTbl ucCneaoBaHus AOMKHbLI NOATBEPXKAATb, YTO COOTBETCTBYHOLME OA0OPEHHbIe
cneumdurkauum npogormkarT cobnogaTees.

3. Konun yTBepxaeHHbIX cneuudukaumni Ha akTMBHYI0 hapMaueBTUYECKyro cybcTaHumio.

4. Ob6ocHOBaHWE NpegnaraeMbiX U3MEHEHUN.

(*) NpnmeyvaHne nepvopn NOBTOPHOIO UCMbITAHUS He
NPUMEHUM K
6GUONOrMYeCKUM/MMMYHONOTMYECKUM
aKTUBHbIM (hapMaLEBTUYECKUM
cybcTaHumam

B.l. o) NpoekTHoOe none 1 NPOTOKON NOCTPErMCTPALIMOHHBIX U3MEHEHWIA

b.1.0.1 BBegeHne HOBOro NPOEKTHOIO NOJSIA UMK pacLuMpeHne Ycnosus | Tpebyemas Bug
0L40OPEHHOro NPOEKTHOrO MO aKTUBHOW (hbapMaLeBTUYECKOM OOKyMeHTauusl | npouenypbl
cybCcTaHumu, 3aTparusatollee

a) 0Hy OnepauVoHHY eAMHULY NpoLecca NPon3BoACTBa aKTUBHON 1,2,3 1l

dapmaLeBTMYECKON Cy6CTaHLI,VII/I, BKNnk4Yaa cooTBETCTBYHOLME
BHYTPUNPOU3BOOCTBEHHbIE KOHTPOJIN U (MJ'II/I) aHalnTn4yeckme MeTogukm

0) aHanMTNYecKMe METOAMKN NCXOAHBLIX MaTepmanos/MPOMEXYTOUYHbIX 1,2,3 Il
NPOAYKTOB M (MNN) akTMBHON papMaLeBTUYECKON cybCcTaHUmMm

JokymeHTaums

1. NpoekTHOe none 6bIno paspaboTaHo Ha OCHOBaHUM COOTBETCTBYIOLLMX YCTAHOBIEHHbIX TpeboBaHWn 1
MeXAyHapOAHbIX Hay4YHbIX PykoBoACTB. Pe3ynbTaThl uccnegosaHuii paspaboTku npodykTa, npouecca v
aHanuTU4Yeckon MeToaonorun (Hanpumep, B3aMmoaencTBme pasnnyHbIX napameTpoB, opMUPYIOLLMX NoAnexallee
N3y4eHMWI0 NPOEKTHOE Mose, BKoYasi OLEHKY PUCKOB U MHOTOMEpPHbIE UCCIIeA0BaHNA COOTBETCTBEHHO), B
COOTBETCTBYIOLLMX CMyYasix NOATBEPXKAAoLLME TO, YTO JOCTUTHYTO LIENTOCTHOE MEXaHNCTUYEeCKOe NOHNMaHne
rnokasaTenen kayecTBa MaTepuanos 1 NapameTpoB MPoLecca Ha KpUTUYEeCKne nokasaTenu kayecTsa akTMBHON
dapmaveBTU4ECKOW CybCTaHLMK.

2. OnucaHne NpoeKTHOro norns B TabnuyHoM Buae, BKIYas nepeMeHHbIe (CBOWCTBa MaTepuanos 1 napameTpbl
npoliecca NpovnsBoACTBa) U UX NpeanaraeMblie AnanasoHbl.

3. lNonpaBka k cooTBETCTBYOLEMY(MM) pasgeny(am) Jocbe.

b.1.a.2 BBegeHue nocTperncTpaLMoHHOro NpoToKona ynpaBneHns Ycnosusi | Tpebyemas Bug
N3MEHEHUSAMMU, 3aTparMBaLLMMN aKTUBHYH hapMaLeBTUYECKYIO OOKyMeHTauusi | npouenypbl
cybcTaHumio

1,2,3 1|




HokymeHTauus

1. Mogpo6Hoe onucaHne NpeanaraeMoro U3MeHeHus.

2. MNpoTokon ynpasneHns N3MeHeHNSIMU, 3aTparMBaloLLMMmN aKTUBHYIO hapMaLeBTUYECKY CyOCTaHLMIO.
3. MonpaBka k cooTBETCTBYOLWEMY(MM) pasgeny(am) oocbe.

B.l.a. 3 VckntoveHne nocTperncTpaumoHHOro NpoTokona ynpasneHns Ycnosusa | Tpebyemas Bua
N3MEHEHUSAMU, 3aTparnBaloLwnMy akTUBHYIO hapMaLeBTUYECKYHO AOKyMeHTaums | npoueaypbl
cybcTaHumio

1 1,2 1A
Ycnosusa

1. VckntoyeHne NOCTperncTpauymMoHHOro NpoToKoa ynpasneHna nsMeHeHnaMu, 3aTparmsarolluMmn akTMBHYHO
d)apmaueBTquCKyro Cy6CTaHLWIIO, He ABndaeTca cneacrteMemM HenpeaBuaeHHbIX cmyau,wh NN HeCooTBETCTBUA
Cl'IeLI,I/I(pVIKaLI,VIVI B XO4€ BBEAEHUNS N3MEHEHWIA, ONMUCAHHBIX B NpoToKone, N HUKaK He BINAET Ha yTBepXAeHHble
cBedeHud, BKITlDYEeHHbIe B permncTtpauMoHHoe JOoChe.

HokymeHTaums
1. ObocHoBaHMe NpeanaraemMoro UCKNIoYEHNS.
2. MNonpaBka K COOTBETCTBYOLEMY(UM) pasfeny(am) 4ocke.

B.1.4. 4 'ameHeHnst yTBepXXAEeHHOro NpoToKona ynpasneHus Ycnosusa | Tpebyemas Bua
N3MEHEHNAMU OOKyMeHTaums | npoueaypbl
a) 3Ha4yMmble N3MEHeHW NPOTOKONA yNpaBneHns N3MeHeHnsaMu Il

6) HesHaunMble n3meHeHUs MPOTOKOMa yNpaBieHUss U3MEeHEeHUsMHU, 1 B

KOTOpble HE M3MEHSIOT CTpaTernio, ONMCaHHyLo B NpOToKone

[okymeHTaums

1. [eknapaumsi, 4To noGoe M3MeHeHNe AOMKHO YKNaablBaTbCA B ANanasoH AeiCTBYIOWMNX YTBEPKAEHHbIX
KpUTepueB npuemnemocTu. MoMMmo 3Toro, Aeknapaumns Toro, YTo B OTHOLLIEHUM BUMONOrMYeCKUX/MMMYHOMOMMYECKUX
neKapcTBEHHbIX MpenapaToB He TpeByeTcsa OLieHKa CONOCTaBUMOCTH.

B.l.a. 5 Peanu3aums nameHeHun, NnpeayCMOTPEHHbIX YTBEPXAEHHbLIM Ycnosusa | Tpebyemas Bua
NPOTOKOMIOM YNpaBneHns U3MEHEHUSIMU OOKyMeHTaumsi | npouenypbl
a) Peanusauusi nuameHeHus He TpebyeT 4ONONHUTENbHbIX 1 1,2, 4 1A
BComorartenbHbIX JaHHbIX

6) Peanusaunsa nameHeHnst TpebyeT 4ONOMHUTENBHBIX BCMOMOraTenbHbIX 1,2,3,4 1B

OaHHbIX

B) Peanusaumusa nameHeHnst 6uonornyeckoro/ MMmMyHoONorm4eckoro 1,2,3,4,5 IB
NIEKApPCTBEHHOrO npenapara

Ycnosusa

1. MNMpennoxeHHoe n3MeHeHne OCyLeCTBNEHO B NOJIHOM COOTBETCTBUN C YTBEPXOEHHBbIM NPOTOKOJSIOM yrnpaBieHUA
N3MEHEeHUAMU.

[okymeHTaums

1. Ccbinka Ha yTBepPXXAEHHbIV NPOTOKOMN YyNpaBreHns N3MEHEHUSMMU.

2. lleknapauus, 4TO M3MEHEHNE COOTBETCTBYET YyTBEPXKAEHHOMY NMPOTOKOMY YNpaBneHnss U3MEHEHUSIMN U 4TO
pesynbTaTbl UCCNEAOBaHNS YOOBNETBOPSAOT KpUTEPUAM NPUEMIIEMOCTW, OrOBOPEHHbIE B NpoTokone. MNMomumo aToro,
Aeknapaums Toro, YTo B OTHOLLEHUM BMONOrnYeckMx/MMMYHONOMMYECKNX NeKapCTBEHHbIX NpenapaToB He TpebyeTcs
OLIeHKa COMocTaBMMOCTH.

3. PesynbTathl nccnefoBaHnin, NpoBeAeHHbIX B COOTBETCTBUN C YTBEPXKAEHHBIM NMPOTOKOMNOM yNpaBneHns
N3MEHEHUAMMU.

4. MNonpaBka K COOTBETCTBYHOLLEMY(MM) pa3geny(am) 4ocbe.

5. Konus ytBepxaeHHbIX cneundukaumi Ha akTUBHYI0 hapMaLeBTUYECKYH0 CybCcTaHumio.

B.1l lekapcTBEHHLIN Npenapat
B.ll. a) BHewHwuit BUA u cocTaB

B.ll.a. 1 NameHeHne nnu pobaBneHne OTTUCKOB, rPaBUpPOBKM U | Ycnosus Tpebyemas Bug

WHbIX 3HAKOB, BKIIOYasi 3aMmeHy nnm gobasneHne YepHun, AOKyMeHTaums npoueaypbl
MCMNONb3yeMbIX NPy NPON3BOACTBE JTIEKAPCTBEHHOIO NpenapaTa

a) VIaMeHeHUs1 OTTUCKOB, IPaBUPOBKUN UIMU NHbIX 3HAKOB 1,2,3,4 1,2 1A

6) N'ameHeHne pucok/nuHun pasnomMa, npeaHa3HavyeHHbIX Ans 1,2,3 1B
pasgeneHus Ha paBHble J03bl

Ycnosusa

1. Cneumndmkaummn nekapcTBEHHOrO NpenapaTta Ha BbIMyCK U Ha KOHEL, Cpoka roHOCTU He U3MEHSITCA (3a
UCKMOYEHNEM BHELLHETO BUAA).

2. Bce 4yepHuna JomkHbl COOTBETCTBOBATL AENCTBYHOLLEMY hapMaLLeBTUYECKOMY 3aKOHOAATENbCTBY.

3. Pucku/nuHuun pasnoma, He npegHasHaveHbl Ha pa3fgeneHne Ha paBHble 403bl.

4. 3HaKkun NekapCTBEHHOro Npenapara, UCnonb3yemble AN1s pasnMyYeHus 403MPOBOK, MOSTHOCTBIO HE yAaneHbl.

[okymeHTaums

1. NonpaBska k cooTBETCTBYOLLEMY(UM) pa3geny(am) gocke, BkNtoyasa nogpobHoe rpaduydeckoe nnm
NMoBeCTBOBAaTENbHOE ONMCaHWe TEKYLLEro U HOBOTO BHELLHErO BUAA, a Takke COOTBETCTBYIOLLMIA NEpecMoTp
MHOpMaLmmn 0 NekapcTBEHHOM npenaparTe.

2. B cooTBeTCTBYIOLMX Cryyasx 06pasubl nekapCcTBEHHOro npenapaTa.

3. PesynbTathl COOTBETCTBYOLUX UCNbITAHWI Mo ocygapcTBeHHon ®apmakonee Pecnybnuku KasaxcraH,




nogreepxxgaroine 3KkBUBarIeHTHOCTb CBOVICTB/ﬂpaBMﬂbHOCTb [031MPOBaHNA.

b.1l.a. 2 NlameHeHMe dopMbl UK pa3MepoB fleKapCTBEHHOMN Ycnosus Tpebyemasi Bug
hopmbI OOKyMEHTaums npoueaypbl
a) TabneTtku, kancynkl, Cynno3MTopm1 1 neccapum ¢ 1,2,3,4 1,4 1A
HemMeeHHbIM BbICBOGOXAEHNEM

6) JlekapcTBeHHbIE (POPMbI C OTCPOYEHHBIM, 1,2,3,4,5 1B

MOANULIMPOBAHHBIM UMK MPOMOHTMPOBAHHBLIM BbICBOBOXAEHUEM
1 TabneTku ¢ PUCKON, NpeaHasHa4YeHHoW ANna pasaeneHns Ha
paBHble [03bl

B) [lo6aBneHue HoBoro Habopa Ana pagnodapmaLeBTUYeCcKOro Il
NleKapCTBEHHOrO Npenaparta ¢ ApyrMM 06beMOM 3aMOSNTHEHUSI

Ycnosusa

1. Npodunb pacTBOpPeHNs N3MEHEHHOTO fIeKapCTBEHHOIO NpenapaTta ConocTaBuUM CO CTapbiM, €CMv NMPUMEHUMO.
Mpy HEBO3MOXHOCTW NMPOBEAEHUS UCMbITAHUS PacTBOPEHNS BPEMS pacnagaeMoCT HOBOIO f1leKapCTBEHHOIOo
npenaparta B CpaBHEHUW CO HEM3MEHEHHbIM.

2. CneumdpmkaLmm nekapcTBEHHOro nNpenapara Ha BbIMyCK W Ha KOHEL, CpoKa rofHOCTU He U3MEHWUNUCH (3a
UCKMIOYEHNEM pasmMepoB fekapCTBEHHOW hopMbl).

3. KayeCTBEHHBIN 1 KONMMYECTBEHHbIN COCTaB 1 CpeaHAs Macca He N3MEHWUIUCS.

4. ameHeHve He 3aTparnsaeT TabneTkn ¢ puUCKon, MpeaHa3HavYeHHoN Ans pasgeneHus nekapcTBeHHON hopMbl Ha
paBHble J03bl.

JokymeHTaums

1. NonpaBka k cooTBeTCTBYOLLEMY(MM) pa3geny(am) gockbe, BKoYas nogpobHoe rpadmyeckoe otobpaxeHue
TeKyLLero n npeanaraeMoro rnornoXeHus, a Takke nepecMoTp MHopMaLumn 0 NekapCTBEHHOM npenapare
COOTBETCTBEHHO.

2. CpaBHWTENbHbIE AaHHbIE PACTBOPEHNS HE MEHEe YeM OOHON OMbITHO-NMPOMbILLIIEHHON CEPUU C TEKYLLMMU U
npegnaraembiMu pa3mepamu (OTCYTCTBME 3HAYUTENbHBIX PA3MMYMIA C TOYKU 3PEHUS CONMOCTaBUMOCTU — CM.
MpaBuna npoBeaeHns nccnenoBaHnii GUO3KBMBANEHTHOCTM NIEKAPCTBEHHBIX NpenapaToB (ganee — MNpasuna
NnpoBefeHNs nccrnenoBaHin GMO3KBUMBANEHTHOCTH). B OTHOLLIEHNM NEKapCTBEHHBIX paCcTUTENbHbIX NpenapaTos
npvemneMbl AaHHble CPaBHUTENBHOW pacnagaeMocTu.

3. O6ocHoBaHWA HenpeaCcTaBneHns pesynbTaToB HOBOMO MCCrefoBaHnsa BMO3KBMBANEHTHOCTH cornacHo MNpasunam
npoBeAeHnsa nccrnefoBaHUn GMO3KBUBANEHTHOCTH.

4. B cOOTBETCTBYIOLLMX CryYasx obpasupbl nekapCcTBEHHOro npenapara.

5. PesynbTaTthl cCOOTBETCTBYOLWMX UCNbITaHMI No FocyaapcTeeHHon ®apmakonee Pecnybnukn KasaxcraH,
NoATBEPXAAoLLME 3KBUBANIEHTHOCTb CBONCTB/MPaBUIIbHOCTb A03UPOBaHNS.

(*) NpnmeyvaHne Onsa B.ll.a. 2.B), nto6oe nameHeHne
«[03UPOBKW» NEKapCTBEHHOro npenapara
TpebyeT nogaum 3asiBNeHns 0 paclunmpeHnm
perncTpaumm.

B.ll.a. 3 ameHeHune cocTaBa (BcnomoraTernbHbIX BELLECTB) Ycnosus Tpebyemas Bug
riekapcTBeHHOro npenapaTa AOKYMeHTaumns npouegypsl

a) VIameHeHue cocTaBa BKycOBbIx 4006aBOK (apoMaTn3aTopoB)
Wnn Kpacurtenemn

1,2,4,5,6 1A

1. Jo6aBneHune, NCKMOYEHNE NN 3aMeHa

Plo e
NSEN
W~ w
Ao s

2. YBenuyeHue nunv yMeHbLLeHWe cogepxaHns 1,2, 4 1A

6) [Mpoyme BCcnomoraTernbHble BELECTBA

1. NNtobas He3HaunTenbHas KOppeKUms KONM4YeCcTBEHHOro coctasa | 1, 2, 4, 8, 1,2,7 1A
BCNOMOraTesibHbIX BELWECTB JIEKapCTBEHHOIO npenapaTta 9, 10

2. KauyecTBeHHble UMK KOMUYECTBEHHbIE M3MEHEHUs! OfJHOTO UMK Il
Boree BCNOMOraTerbHbIX BELLECTB, CYLLECTBEHHO BNUSIOLLME Ha
Ka4yecTBo, 6e30MacHOCTb UMM 3PMEKTUBHOCTL NEKAPCTBEHHOTO
npenapara

3. VIameHeHwne, 3aTparusatoLlee 6uonornyeckmin/ 1l
MMMYHOIOrMYECKUiA NpenapaTt

4. JTioboe HoBOe BcromoraTeribHOe BELLeCTBO, NpeanonaratoLlee Il
MCMosb30BaHMe MaTePManoB YENoBEYECKOro UM XMBOTHOIO
NPOUCXOXAEHUS, TPEBYIOMNX OLEHKN AaHHbIX BUPYCHOM
©6e3onacHocTn 1 (unu) pucka TIrA

5. 'ameHeHne, 060CHOBaHHOE pe3ynbTaTamMmmn NCcCrenoBaHns Il
ONOSKBMBANEHTHOCTU

6. 3ameHa ogHOro BCNoMoraTefibHOro BeLlecTBa CXOAHbIM 1,3,4,5,6,7,8, 1B
BCMOMOraTenbHbIM BELLECTBOM C TEMU Xe PYHKLMOHANbHbLIMN 9
XapaKTepuUCTUKaMmn B aHarormyHoOM Konu4ecTee

Ycnosusa

1. UameHeHnsa pyHKLMOHAanNbHbBIX XapaKTepUCcTUK NeKkapcTBEHHOW (hOpMbI, HAaNPUMeEp, BPEMEHW pacnagaeMocTy,
npoduns pacTBOPEHNs OTCYTCTBYIOT.

2. Beskyto He3HaunTenNbHY0 KOPPEKLMIO cocTaBa Ans nogaepkaHns obLuer maccbl HEO6XOAMMO OCYLLECTBNAT
BCNOMOraTerbHbIM BELLECTBOM, COCTaBMSAOWMM B HACTOSsILLIEE BPEMS OCHOBHYIO YacTb JIEKapCTBEHHOTO npenapara.




3. Cneumdukaums nekapcTBEHHOro nNpenapara o6HOBMEHa B YacTy BHELLHEro BUuAa/3anaxa/skyca u, npu
Heob6x0AMMOCTM, UCKIMIOYEHO MCMbITaHNE Ha NMOAJIMHHOCTb.

4. HavaTbl cooTBETCTBYOLME UCCNEAOBaHNS CTabUNBLHOCTN B COOTBETCTBMMN C YCTAHOBIEHHbIMU TpeboBaHMAMM (C
yKasaHueM HOMepOB CepuiA); MPoaHann3npoBaHbl COOTBETCTBYOLLME NapaMeTpbl CTabUNBbHOCTM HE MEeHee YeM Ha
ABYX OMbITHO-MPOMbILLUMEHHBIX WX NPOMBILLFIEHHBIX CEPUSX; B PACMNOPSHKEHNN 3asBUTENS HAXOOATCS
yOOBNETBOPUTENbHbIE Pe3ynbTaThl, N0 MEHbLUEN Mepe, 3-MEeCAYHOro U3y4eHust ctabunbHOCTU (Ha MOMEHT
BBeAeHUs nameHeHui |A Tuna n ysegomneHus o6 nsmeHeHusx IB tuna); npodunb cTabunbHOCTH CXOX C
yTBEPXAEHHbIM B HacTosLLee BpeMs npodunem. lNoaTsepxaeHne Toro, 4To nccnenosaHns byayT 3aBeplLueHbl, U 4To
€Crnun pe3ynbTaTbl Ha KOHeL, cpoka rogHOCTN He ByayT yknaabiBaTbCs B cneumndukaumm nnm notTeHumansHo He
yKnagbiBaTtbCcs B cneundmkaumm, X HemeaneHHo npeacTaBsaT yNnofIHOMOYEHHOMY OpraHy Hapsgy ¢ npeanaraeMbiM
nnaHom gencrevin. Kpome Toro, B COOTBETCTBYIOLLMX Cry4asix HE06X0anMO NMPOBECTU UCTbITaHNe
doTocTabunbHoOCTL.

5. Bce HOBble KOMMOHEHTbI AOMKHbI YAOBNETBOPSATE TPEOOBAHNAM COOTBETCTBYIOLUMX AOKYMEHTOB Pecnybnuku
KasaxcTaH, kacaloLmxcs Kpacuternen, UCnomnb3yemMbiX B MULLEBON MPOMBILLIIEHHOCTU, N BKYCOBbIX J06aBOK.

6. H1 oanH HOBLIV KOMNOHEHT He NpeAnonaraeT UCMoNb30BaHME MaTeprarnosB YernoBeYeCKoro Unm XXMBOTHOTO
NPOVCXOXAEHUSA, TPEOYHOLLMX OLIEHKM AaHHbIX BUPYCHOW 6e30MacHOCTU Unn COOTBETCTBUSA AENCTBYOLLMM
TpeboaHusamM NocyaapcTeeHHon ®apmakonee Pecnybnukm Kasaxctad no MUHMMM3aLMKU pUCKa nepegayn areHToB
rybyaTon aHuedanonaTMm XMBOTHbLIX NOCPEACTBOM NEKapCTBEHHbIX NPenapaToB AN MEANLIMHCKOTO U
BETEPVMHAPHOrO NMPUMEHEHMS.

7. B cOOTBETCTBYIOLLMX CNyYasX U3MEHEHNS HE BAMSAIOT HA pasnunyna Mexay A403MPOBKaMU U He OKasblBaloT
HeraTyBHOTO BNINSIHWSA HA BKYCOBble CBONCTBA JlekapCTBEHHbIX MpenapaToB, NpeAHasHavYeHHbIX Ans geTen.

8. MNpodunb pacTBOPEHUS HE MEHee YeM [BYX OMbITHO-NPOMbILLNEHHbBIX CEPUIA HOBOIO NeKapCTBEHHOro npenapara
COMNOCTaBMM CO HEM3MEHEHHBIM (OTCYTCTBME 3HAYMTENbHbIX Pa3fnuyniA C TOYKU 3pEeHMS CONOCTaBMMOCTN — CM.
lMpaBuna npoBeaeHns nccnegoBaHnii GUOIKBMBANEHTHOCTM). [Tpn HEBO3MOXXHOCTM NPOBEAEHNS UCNbITAHUS
pacTBOPEHMWS C NeKapCTBEHHbIMW PaCTUTENbHLIMY NpenapaTtamMmu BpeMs pacnagaemocTy HOBOrO fiekapCTBEHHOTO
npenaparta ConocTaBMMO CO HEU3MEHEHHbIM.

9. NlameHeHne He ABNsieTCA CNeacTBMEM HECTAOMNBHOCTM 1 (MnN) He OOSMKHO CkasbiBaTbCs Ha 6e3onacHocTy, T.e.
pasnuumax Mexay 40o3VpoBKaMu.

10. PaccmaTpuBaeMmbil nekapcTBEHHbIV NpenapaTt He ABnseTcs 61uonorniyeckuM/MMMyHONOrM4eCKUM
NeKapCTBEHHbLIM MpenapaToM.

[okymeHTaums

1. Monpaska k cooTBETCTBYOLWEMY(MM) pasaeny(am) 4ocbe, BKNOYast METOAbI UCTIbITAHNS Ha NOAMMHHOCTL BCEX
HOBbIX Kpacuternew (ecnv NPMMEHMMO), a Takke NepecMoTp UHOPMaLMM O fIeKapCcTBEHHOM npenapare
COOTBETCTBEHHO.

2. Oeknapauus, 4To Ha4YaTbl Tpebyemble UCCneaoBaHUst CTabUINBHOCTM B COOTBETCTBMM C YCTaHOBIEHHBIMU
TpeboBaHUsAMM (C ykazaHNeM HOMEPOB CEPUIA); U YTO (B COOTBETCTBYIOLLMX CIyYasix) HA MOMEHT BBEAEHUS
N3MEHEHUI B €ro pacnopsXXeHUN Haxoounucb TpebyemMble MUHMMarbHbIE YOOBNETBOPUTESNbHbIE AaHHbIE MO
CTabunbHOCTY; U YTO MMEOLLNECH AaHHbIE HE CBUAETENBCTBOBANM O Kakon-nmbo npobneme. Heobxogumo tarke
npeacTaBuTb NOATBEPXKAEHME TOrO, YTO UccrnefoBaHus GyayT 3aBepLUeHbl, U YTO eCnn pe3ynbTaTbl He OyayT
yKNaablBaTbCs B cneumndukaumm nnm noTeHUManbHO He YKNaablBaTbCA B CneumMdukaLmm Ha KOHeL, Cpoka roqHoCTH,
UX HemMeaIeHHO NPeACTaBsAT YNONMHOMOYEHHOMY OpraHy Hapsay ¢ npeanaraemMbiM NiaHoM AENCTBUIA.

3. PesynbTathl MccnegoBaHuin CTabunbHOCTW, MPOBEAEHHbBIX B COOTBETCTBMU C YCTAaHOBINEHHbIMU TpeboBaHMAMM, NO
3Ha4YMMbIM NapaMeTpam CTabUNbHOCTM HE MEHEE YEM Ha [ABYX OMbITHO-NPOMbILLIIEHHbLIX UM NPOMbILLINIEHHbIX
cepusix, OxXBaTblBaOLWUX HE MeHee 3 MecsLEeB, U NOATBEPXKAEHME TOTO, YTO yKa3aHHbIe uccrnenoBaHus OyayT
3aBepLUEHbI, 1 ecnu pe3ynbTaThl He ByayT yknagsiBaThCsa B cneyudmkaumm unm noTeHumanbHO He yKnaabiBaTbCs B
crneumgurKkauum Ha KOHeL, Cpoka rogHOCTU, UX HEMEANEHHO NPEeACTaBAT YNOSIHOMOYEHHOMY OpraHy Hapsiay ¢
npeanaraemMbiM NiaHoM OEeNCTBUNA.

4. B cOOTBETCTBYIOLLMX Cy4asix obpa3ubl HOBOrO JIEKapCTBEHHOrO Npenapara.

5. Nu6o ceptudpmkat cootBeTcTBUs EBponenckon Papmakonen no T Ha noboV HOBLIN UCTOYHWK MaTeprana,
nmbo (ecnu NPUMEHNMO) AOKYMEHTanbHOE NOATBEPXAEHME TOr0, YTO UCTOYHWK MaTepuana, NoABEPXXEHHbIA PUCKY
TIr3, paHee NpoBepeH YNONTHOMOYEHHbIM OpraHoM; 1 GbiNo NOATBEPXKAEHO Er0 COOTBETCTBUE AENCTBYIOLLEN CTaTbe
locynapcteeHHon ®apmakonee Pecnybnuku KasaxctaH no MMHUMMU3aumm pucka nepegayqm areHToB rybyarton
3HLedanonaTnm XXMBOTHbIX NOCPEACTBOM NIEKAPCTBEHHBIX MPENapaToB AN MEAULIMHCKOrO U BETEPUHAPHOIO
npuMeHeHus. [ina Kaxaoro Takoro poga marepuana Heobxoaumo NpeacTaBuTb CreayroLlimMe CBeAeHWs: Ha3BaHme
NPOV3BOANTENS; BUA XXUBOTHbBIX U TKAHU, N3 KOTOPbLIX MOMYyYEH MaTepuar; cTpaHa NpOVCXOXAEHUS XUBOTHbIX U €ro
ncnonb3oBaHue.

6. B cooTBETCTBYIOLWUX CryYasix AaHHbIEe, NOATBEPXAatoLmMe TO, YTO HOBOE BCMOMOraTesnibHOe BELLECTBO He
B3aMMOAENCTBYET C aHaNMTUYECKUMU METOAMKaMU crieundukaLmm nekapcTBEHHOIO npenaparTa.

7. Heobxooumo nocpencTBoM Hagnexallen hapmaeBTuieckon pa3paboTku (BKYas BOMPOCkl CTabUNbHOCTM U
NPOTUBOMUKPOBHOIO KOHCEPBUPOBAHUS, ECIN NPUMEHMMO) NpeacTaBnTb 060CHOBaHNE CMeHbI/BbiIbopa
BCMOMOraTernbHbIX BELLECTB U T.4.

8. CpaBHuTENbHbIE AaHHbIE NPOMUIIA PaCTBOPEHUS TBEPAbIX JTEKAPCTBEHHbLIX (DOPM HE MEHEE YEM Ha ABYX OMbITHO-
NPOMBILLUSIEHHbIX CEPUSAX NTEKaPCTBEHHOMO NpenapaTta HOBOro U CTapOro COCTaBOB. B OTHOLLEHMW NEKapCTBEHHbIX
pacTUTENbHbIX NpenapaToB AOCTaTOYHbI AaHHblE CPaBHUTENBHON pacnagaeMocTu.

9. O6ocHOBaHWSA HenpeaCTaBNeHNs pesynbTaToB HOBOMO MCCNefoBaHns BMO3KBUMBANEHTHOCTU B COOTBETCTBUN C
[MpaBunamv NpoBefeHUs nccrnenoBaHnii GUOSKBUBANEHTHOCTHU.

B.ll.a. 4 \lameHeHne macchkl 0605104KM NekapcTBeHHbIX dbopm ans | Ycnosus Tpebyemas Bug
npvema BHYTPb U U3MEHEHUE MacChl 0600YKM Kancybl OOKyMEHTaUuMs npoueaypbl

a) TBepAable nekapcTBeHHbIe OPMbI ANS NpUemMa BHYTPb 1,2,3,4 1,2 1A




6) JlekapcTBeHHbIE (POPMbI C OTCPOYEHHbIM, Il
MOANNLIMPOBaHHBIM UMW MPONOHTMPOBAHHBLIM

BbICBODOOXAEHMEM, B KOTOPbIX 0600YKa ABMAETCS KMHOYEBbIM

hakTopom BbICBOBOXAEHNS

Ycnosus

1. Mpodunb pacTBOPEHNSA HE MEHEE YeM OBYX OMbITHO-NPOMbILLNEHHbLIX CEPUIN HOBOIO NIeKapCTBEHHOro npenapara
conoctaBmm co cTapbiM. Mpy HEBO3MOXHOCTU NPOBEAEHNS UCTbITAHNA PaCcTBOPEHUS C NeKapCTBEHHBIMU
pacTuTenbHbIMU NpenapaTaMn Bpemsi pacrnagaemMoCcT HOBOrO NIeKapCTBEHHOMO npenaparta B CPaBHEHUW CO CTapbIM.
2. Obonouyka He BMAETCS KMo4eBbIM (DAaKTOPOM MeXaHn3ma BblCBOOOXAEHMS.

3. Cneumndukaumsa nekapcTBEHHOrO Npenapara 06HOBMEHa MULLb B 4aCTW Macchl U pa3MepoB (€Crnv MPUMEHNMO).

4. HauyaTbl coOTBETCTBYIOLLME UCCNEA0BaHUS CTabUMbLHOCTU B COOTBETCTBMUN C YCTAHOBIEHHbIMW TpeboBaHWAMM He
MEeHee YeM Ha ABYX OMbITHO-NPOMbILLNEHHbLIX UMW NPOMbILLINEHHBIX CEPUSAX; B paCNOPsSKEHNW 3asBUTENS HA MOMEHT
BBEJEHUS U3MEHEHU HAXOAATCH YAOBMNETBOPUTENbHbIE, MO MEHbLUEN Mepe, 3-MeCAYHble AaHHbIE NO CTabunbHOCTY;
noaTBepXAeHNe Toro, Y4To uccnegoBaHnsa OyayT 3aseplueHsl. Ecnv pesynbTaTthl He yknaabiBaTCca B cneundukaumm
UM NOTEHUManbLHO He yknaabliBaTbCs B cneuudmkaumm Ha KoHeL, cpoka rogHOCTU, UX HeMeANEeHHO npeacTaBaT
YMONHOMOYEHHOMY OpraHy Hapsgy C npeanaraemMbim MiaHoM OEVICTBUN.

HokymeHTaums

1. MonpaBka K COOTBETCTBYOLEMY(MM) pasaeny(am) 4ocke.

2. fexnapaums, 4To Ha4yaTbl Tpebyemblie uccneaoBaHns CTabunbHOCTM B COOTBETCTBMM C YCTaHOBNEHHBIMU
TpeboBaHuAMM (C yka3zaHMeM HOMEPOB CepuUi); 1 YTO (B COOTBETCTBYIOLLUX CMyYasax) HA MOMEHT BBEAEHNS
N3MEHEHWUI B ero pacnopsXXeHnu Haxoaunucb Tpebyemble MMHYMarnbHbIE YA0BMNETBOPUTENbHbIE AAHHbIE MO
CTabunbHOCTY; U YTO MMEIOLLNECH AaHHbIE HE CBUAETENbCTBOBANM O Kakon-nmbo npobneme. Heobxooumo Takke
npencTaBuTb NOATBEPXKAEHME TOrO, YTO UCCNefoBaHMsa OyayT 3aBepLUEHbl, U YTO ecnn pe3ynbTaTbl He ByayT
yKnagpiBaTbCs B cneumgmKaLmum unu noTeHumanbHoO He yKnaabiBaTbCsi B cneumgmkaLmm Ha KoHew, cpoka roaHoCTH,
UX HeMeaIEHHO NPeACcTaBAT YNONMHOMOYEHHOMY OpraHy Hapsifly ¢ npejraraembiM nnaHoMm aencTteuii. Kpome Toro, B
COOTBETCTBYIOLUMX CryYasix HEO6X0AMMO NPOBECTU UCTbITAaHWE POTOCTAOUITBHOCTMY.

B.ll.a. 5 NlameHeHne KOHLEeHTpauumn ogHO403HOIO, NOMHOCTBIO Ycnoeus Tpebyemasi Bug
BBOAMMOrO MapeHTepanbHOro nekapCTBEHHOro npenapara npu OOKyMeHTauuna npoueaypsl
HEN3MEHHOCTU COAEPXaHUs aKTUBHOM hapMaLleBTUYECKOMN
cybCcTaHUMM Ha eanHuLy A03bl (T.€. 4O3UPOBKK)

B.ll.a. 6 NckntoyeHue KoHTeHepa ¢ Ycnosus Tpebyemas Bua
pacTBoputenem/pasbaBntenem M3 ynakoBku OOKyMeHTaums npoueaypbl

1,2 1B
JokymeHTaums

1. OBocHOBaHME UCKIIOYEHNS, BKIOYasA yKa3aHne Ha anbTepHaTMBHblE CNOCobbl MOMNyyYeHns
pactBoputens/pasbasuTtens B Lensx 6e3onacHoro n apdekTMBHOro NPMMEHeHN NekapCcTBEHHOro npenapara.
2. NepecmoTpeHHas nHopmaums o NekapCTBEHHOM npenapare.

B.Il. 6) MponsBoacTeo

B.I1.6. 1 3ameHa npon3BoaCTBEHHON NIOLLAAKM ANst Ycnosus Tpebyemas Bun

YacTu UM Bcex NpoLLeCcCOoB NPOU3BOACTBA OOKyMeHTauus npoueaypsbl
JNIEKAPCTBEHHOrO npenapara

a) MNnowaaka no BTOPUYHOW yNakoBKe 1,2 1,3,8 1A

6) MNnowaagka no NEpPBUYHON YNaKOBKE 1,2,3,4,5 1,2,3,4,8,9 1A

B) MNrowaaka, Ha KOTOPOW OCYLLIECTBNAIOTCS I
NpoOu3BOACTBEHHbIE OMnepauum ans
610oNorM4ecKUX/MMMYHONOTMYECKUX NIEKAPCTBEHHbIX
npenapaToB UMK NieKapCcTBEHHbIX (OpM,
Npoun3BeeHHbIX C MOMOLLBIO CIIOXHbIX
MPOM3BOLACTBEHHbIX MPOLIECCOB, 3a UCKIIOYEHUEM
BbINyCKa CEPUI, KOHTPOMS KavyecTBa CEPUI U BTOPUYHOW
YMNaKoBKU

r) Mnowagka, Tpebytollasi NpoBeaeHNst NEPBUYHON UK Il
NPOAYKT cneumnuyHON MHCNEKUMn

4) MNMnowaaka, Ha KOTOPOW OCYLLECTBNSIIOTCS Niobble 1,2,3,4,5,6,7,8,9 1B
NPOV3BOACTBEHHbIE onepaunn Ans HecTepUnbHbIX
nekapCcTBEHHbIX NpenapaToB, 3a UCKMHYEHMEM BbiMycka
CEepWin, KOHTPOISt CEPUIA, NEPBUYHON U BTOPUYHON
YNaKOBKU

e) MNnowlaaka, Ha KOTOPOW OCYLLIECTBIAOTCS Nobble 1,2,3,4,5,7,8 B
NPOU3BOACTBEHHbIE ONepauuy Co CTEPUNbHLIMU
nekapcTBEHHbIMW NpenapaTamMu, NPOU3BOAALLUMUCS C
MCMNONb30BaHWEM acenTuYecknx MeToaoB (UCKoYas
BGuonoruyeckme/ UMMYHOMNOIMYECKME NEKAPCTBEHHbIE
npenaparbl), 3@ UCKMIOYEHNEM BbIMyCka Cepui,
KOHTPONS Ka4yecTBa CEPUN U BTOPUYHOM YNaKOBKU




Ycnosusa

1. Hannuue ceptudmkaTa Hagnexaliern npoM3BoAcTBeHHOM npakTukn (GMP) npon3BoacTBEHHOW MoLaakm
nepeaaroLLen N NPUHUMAaLOLLIER CTOPOHBI.

2. MNnowagka nuueH3MpoBaHa B yCTaHOBIEHHOM nopsake (Ans NPOM3BOACTBA paccMaTpuBaeMon NiekapCTBEHHOW
hopMbI NN NeKapCcTBEHHOTO Npenapara).

3. PaccmaTpurBaembiii nekapCTBEHHBIN NpenapaT He SABNSeTCS CTEPUNbHBIM.

4. B coOTBETCTBYIOLMX CyYasx, HanpuMep, B OTHOLUEHUW CYCMEH3UN MU AMYNbCUIN, UMEETCH Cxema NepBUYHON
3KCNepTU3bl NN B COOTBETCTBUM C TEKYLLIMM NPOTOKOSIOM YCNELLHO NpoBeAeHa NepBuYHas akcneptuaa HOBOM
nnowaakn ¢ He MeHee YemM Tpems NPOMbILLNEHHBIMU CEPUAMM.

5. PaccmaTpumBaeMblil eKapCTBEHHbIN NpenapaTt He aBnseTcs 6uonornyecknm/ MIMMYHOMOTUYECKUM.

HokymeHTaums

1. MNoaTBepxaeHue Toro, YTO Npeanaraemas nnoLlazka NMUeH3npoBaHa B yCTaHOBIEHHOM nopsiake Ang
Npon3BOACTBA NlekapCTBEHHOW (POPMbI UMM pacCMaTpMBaEMOro nekapCTBEHHOro npenapara.

2. B cooTBeTCTBYIOWMX CriyYasix Heobxoanmo ykasaTb HOMepa Cepui, COOTBETCTBYIOLLUE pasMep cepum n gaty
nponsBoacTBa cepuii (3), UICNOMNb30BaHHbIE B BanuaaLMOHHOM NCCrefoBaHUn, 1 NPeAcTaBUTb JaHHbIE MEPBUYHOM
3KCNepTU3bl UK MPOTOKON (CXeMy) NEPBUYHON 3KCMEPTU3bI, NoAnexaLlmin nogaye.

3. B dbopme 3asBneHns 0 BHECEHUN U3MEHEHMIN HEOOXOAMMO YETKO yKa3aTb «TEKYLLMX» U «rnpeanaraembixy»
npou3BoanTenen nekapCTBEHHOrO nNpenapara (cornacHo pasageny 2.5 dopMbl 3asBNeHUs ).

4. Konuu yTBep>KAEHHbBIX cneumgmrKaLmin Ha BbIMYCK U KOHEL, CPOKa FOAHOCTM (€CNU NPUMEHNMO).

5. [laHHble aHann3a o4HOM NPOMBILLMIEHHON CEPUN U OBYX OMNbITHO-MPOMBILLIEHHBIX CEPUA, UMUTUPYIOLLMX NpOLecc
Npon3BOACTBA (MNKW ABE NPOMbILUNEHHbIE CEPUM) U CPaBHUTENbHbIE AaHHbIE C TPEMS CEpUSIMU, NPOM3BEAEHHBIMU Ha
npeablgyLien nponssoacTBeHHOM nnoLwaake. Mo 3anpocy Heob6xoanmo NpeacTaByTb AaHHbIE MO CNeayoLwmMM ABYM
NOSHbLIM NPOMBILLUSIEHHBIM CEPUSIM; HEOOXOAMMO COOBLWNTL, €CNK pe3ynbTaTbl aHann3a He yKnaablBalTCcs B
cneumgukaunio, U NPeanoXuTb NNaH AeUCTBUNA.

6. CooTBeTCTBYIOLLME AaHHbIE NEPBUYHON IKCMEPTU3bI, BKMOYasA pe3ynbTaTel MUKPOCKOMNWU pacrnpeneneHus no
pasMepaM 4acTuL, U nx Mopconormm Msrkux 1 XMAKNX nekapcTBeHHbIX hOpM, B KOTOPbIX hapMaLeBTUYeckast
cybcTaHUMsA HaxoaMTCs B HEPaCTBOPEHHOM COCTOSHUN.

7. Ecnn Ha HOBOW NpoV3BOACTBEHHOM NOLLAAKN B KA4E€CTBE MCXOQHOTO Matepurana Ucrnomnb3yeTca akTuBHasi
dapmaueBTuyeckas cybctaHuus, — geknapauus ynornHOMOYEHHOro nmua nnowankm, OTBETCTBEHHOIO 3a BbIMyCK
cepun, 4To akTUBHasA hapmaueBTuyeckast cybctaHumsa npousseaeHa B COOTBETCTBMU C [MpaBunamu Hagnexatiiemn
Npou3BoACTBEHHOM npakTuke Pecnybnuku KasaxctaH Ans NCXofHbIX MaTepuanos.

8. MNonpaBka k cooTBeTCTBYOLEMY(MM) pa3geny(am) 4Oocbe.

9. Ecnn npousBoacTBeHHas nroLlagka v nroLLaaka, Ha KOTOpPOoW OCYLLECTBNAETCS NepBUYHas ynaKkoBKa,
pasnuyatoTcs, HeobxoaumMo onucaTb U BanvaMpoBaTh YCNOBUS TPAHCMOPTUPOBKU U XPaHEHUS HepacdacoBaHHOIO
npenapara (bulk).

MpumeyaHmns: Mpu n3meHeHnn nnmn HoBOW NPOU3BOACTBEHHOMN
nnowiagke B cTpaHe 3a npegenamu Pecnybnuku K, ¢
KOTOPOW HEe 3aKIYEHO cornalleHne o0 B3aMMHOM
npusHaHum GMP, gepxartenam oo nogayv yBegoMIeHnst
peKkoMeHayeTCsl MPOKOHCYNbTUPOBATLCS C
YMONTHOMOYEHHbLIM OpPraHoOM U NPeaCcTaBUTb CBEAEHUS O
BCEX NpeablayLInX MHCNeKUMsX 3a nocnegHune 2-3 roga u
(Mnu) Bcex 3annaHMpoBaHHbIX MHCMEKLMSAX, BKIOYast
OaTbl UHCMEKUUIA, KaTErOPUN MHCNEKTUPYEMbIX
NpPOAYKTOB, HAA30PHOE BEOOMCTBO M NPOYNe CBEOEHNSI.
[eknapauun ynonHOMOYEHHOro n1ua, 3atparmsapoLme
aKTMBHY0 (hapMaLeBTMYECKYI0 CyOCTaHLuIo.
Oepxatenu nuueH3uii Ha NPon3BoACTBO 006s3aHbI B
KayecTBe UCXOAHbIX MaTepuarnoB UCNosb30BaTh
UCKMIOYMTENBHO aKTUBHbIE (hapMaLeBTUYECKNE
cybcTaHumu, nponasBeaeHHble B cooTBeTcTBUM ¢ GMP,
NO3TOMY KaXabll AepXaTenb NULEH3NM Ha
Npov3BOACTBO 06513aH NpoaeKnapupoBaTh, YTO OH B
KayecTBE UCXOOHOr0 Matepuana Ucnonb3yeT akTUBHYH
hapmaLeBTUYECKYI0 CyOCTaHLMIO, NPON3BEAEHHYIO B
cootBeTcTBMM ¢ GMP. Kpome Toro, nockonbky
YMNONTHOMOYEHHOE N1L0, OTBETCTBEHHOE 33
cepTudmkaumio cepun, 6epet Ha cebsi obLyto
OTBETCTBEHHOCTb 3a KaXayl Ceputo, ecnuv nnowlazaka,
BbIMyCKatoLLasi CEpUI, OTNNYAETCH OT YKa3aHHOW BbiLLE,
YNOMHOMOYEHHOE NNLI0, OTBETCTBEHHOE 3a
cepTudmkaumo cepum, JOMKHO NpeacTaBUTb
OOMOMHUTENBHYIO AeKnapauuio.

Bo MHOrmx cnyyasx BOBNEYEH Nulb OAMH AepXaTenb
NMLEH3UN Ha NPOM3BOACTBO, MO3TOMY NoTpebyeTcs
nvwb ofHa Aeknapaums. OgHako, ecriv BOBMeYeHbl
HeCKONbKO BnagenbLUeB NULIEH3UI Ha NPOU3BOACTBO,
BMECTO NMoJayn HECKONbKUX AeKnapaLumi JonyckaeTcst
nogaTtb OAHY Aeknapaumio, NOAMUCAHHY0 O4HUM
YNOTHOMOYEHHbBIM NLIOM. OTO AONYCTUMO NpPU YCIOBUN




TOro, 4YTo!:
B AeKnapauun YeTKO yKa3aHO, 4YTO OHa noannucaHa oT
Jiua BCexX BOBJ1€4EHHbIX YNOJTHOMOYEHHbIX JT1L.

B.11.6.2 lameHeHne umnopTtepa, cornalueHnii o Beinycke | Ycnoswus Tpebyemas Bug

Cepuii U NCNbITaHWI MO KOHTPOMO KavyecTsa OOKyMeHTaums npoueaypbl
NleKapCTBEHHOrO nNpenaparta

a) 3ameHa unu gobasnexHve nnoLwaakn, Ha KOTopow 1,2, 3 1,2,5 1A

OCYLLEeCTB1AETCA KOHTPOJ1b Ka4yecTBa/ucnbiTaHne cepun

6) 3ameHa unu gobaeneHve NpomM3BoauTENS, 1]
OTBETCTBEHHOrO 3a BbIMYCK cepuin buonornyeckoro/
MMMYHOOMMYECKOro NekapCTBEHHOroO npenapaTa u
nNtoBbIX METOAOB MUCNbITAHUIA, OCYLLECTBSIEMbIX Ha
nnowagke, Asnsitowmxca énonorndeckmm/
MMMYHOSTOrMYECKUM METOAOM

B) 3ameHa nnu gobaBneHne nponssoanTens,
OTBETCTBEHHOIO 3a BbINYCK CEPUI

1. 3a ucknoveHnem KOHTponsi kKayecTBa/ UcnbiTaHe 1,3 1,23,4 1A
cepui
2. Bkntoyast KOHTPOIb Ka4eCTBa/UCMbITaHNE cepui 1,23 1,2 3,4 1A

3. Bkntoyast KOHTPOIb kavyecTBa/vcnbITaHne 1]
©10onorM4eckoro/MMMyHONOrMYECKOro NeKapCTBEHHOMO
npenapara 1 oauH U3 METOAOB UCMbITaHWNA,
OCYLLECTBNAEMbIN Ha NIoLlagKe siBNAeTcs
6Guonoruyeckmm/ MMyHonormdeckum/
MMMYHOXMMMUYECKUM

Ycnosusa

1. MNnowaaka nMueH3MpoBaHa B yCTaHOBMEHHOM MOpsiAKe.

2. JlekapcTBeHHbIV Npenapar He ABnseTcs 6MoNorMyeckMM/MMMYHONOTMYECKUM NeKapCTBEHHBIM NpenapaToMm.
3. TpaHcdep TexHONOr Co CTapon Ha HOBYIO NIOLLAAKY UMW HOBYIO UCTbITaTENbHYO nabopaTtopuio nponsseaeH
YCMELLHO.

JokymeHTaums

1. Konus nuueH3nii Ha Npou3BoACTBO U B UX OTCyTCTBUE — cepTudukat GMP, BbligaHHbIN B TEYEHME TPEX
nocrnegHux fneT CoOOTBETCTBYOLLUM YNONTHOMOYEHHBIM OpPraHoM.

2. B doopme 3asaBreHns 0 BHECEHUN U3MEHEHWIN HEOOXOAMMO yKa3aTb «TEKYLLUX» U «rpeanaraembix»
npoussoauTenen nekapCcTBEHHOro npenapara (cornacHo pasgeny 2.5 dopMbl 3as9BNeHns).

3. [eknapauus ynonHOMOYEHHOro Nuua, OTBETCTBEHHOO 3a CepTUMKaLmMo cepun, B KOTOPOW yKka3biBaeTCs, YTO
npoussBoanTenb(1) akTMBHOW dhapmaLeBTU4EeCKON CybCTaHUmMmW, yKasaHHOW B perncTpaumMoHHOM gocbke, paboTtaeT B
cooTBeTCTBUM C [NpaBmnamum Hagnexatlen npon3BoaCcTBEHHOW NpakTuku Pecnybnuvkmn KazaxctaH Ans MCXoaHbIX
maTepuanos. [Mpu onpefeneHHbIx 06CTOATENBCTBAX AOMYCKAETCA NPEACTaBNATbL O4HY AeKnapaumio (CM.
npumeYaHve Kk uameHexuto b.11.6.1).

4. MNonpaBka k COOTBETCTBYHOLLEMY(MM) pasfeny(am) 4ocbe, BKNOYas MHopMaLMu O eKapCTBEHHOM npenaparTe.

B.11.6.3 MiameHeHne npouecca npom3BoacTBa Ycnosusa Tpebyemas Bug
nekapcTBEHHOro npenapara, BKIoYas NpoMeXyTOYHbIN AOKyMeHTaums npoueaypsbl
NPOAYKT, UCMONb3yEMbIN B MPON3BOACTBE
rieKkapCcTBeHHOro npenapaTa

a) HesHaunmMble n3meHeHWs npoLecca Npon3BoacTBa ,2,3,4,5, 1,3,4,5,6,7,8 1A
7

©0) 3Hauumble M3MeHeHMA Npouecca NPOM3BOACTBA, Il
OKasblBalLLMe CyLLeCTBEHHOE BINNSIHNE Ha KayecTBo,
©6e30MacHOCTb 1 3(PPEKTUBHOCTb NTEKAPCTBEHHOIO
npenapaTta

B) JlekapCTBEHHbIN NpenaparT sBnseTcs I
BUONOrMYECKUM/VMMYHONOTUYECKUM, U U3MEHeHne
TpebyeT OLEHK/ CONOCTaBUMOCTH

r) BBegeHve HecTaHAApTHOrO TEPMMHANBHOIO MeToAa I
cTepunusauum

4) BeegeHue unu ysennyeHue nsbbiTka, MCNONb3yeMOoro I
B OTHOLLEHUWN aKTUBHOWN dhapmaLeBTUYECKOMN
cybcTaHumm

€) HeaHaunmoe nsmeHeHve npoLecca nponsBoacTea 1,2,4,6,7,8 1B
BOJHOW CYCMNEeH3un ANnsa npuema BHyTpPb

Ycnosusa

1. UameHeHns ka4eCTBEHHOrO UNn KONMYeCcTBEHHOTO Npoduns NpUMecen nnm puanko-XMMNYeCKMX CBOMNCTB
OTCYTCTBYIOT.

2. lameHeHne kacaeTcsl TBEpAON NeKapCTBEHHOW POPMbI Ansi NpYeMa BHYTpb/pacTBopa Af1s NpMemMa BHYTPb C
HemeaJ1eHHbIM BbICBOOOXXAEHNEM N paccMaTpMBaEMBIN NIEKAPCTBEHHLIN Npenapar He sIBNseTcs
©1oNorMYeCcKMM/MIMMYHONOTMYECKMM UM PaCTUTENbHBIM.

3. MprHUMN NPon3BOACTBA, BKITHOYAs OTAESbHbIE €r0 3Tanbl, HE U3MEHAITCSH, HanpuMep, obpaboTka




NPOMEXYTOUHbIX NPOAYKTOB, OTCYTCTBYIOT N3MEHEHUSI KaKMX-NMOO pacTBOpUTENEN, UCNOSb3yeMbIX B NpoLiecce
npou3BoACTBa.

4. 3aperncTpmMpoBaHHbI B HACTOsILLLEe BpeMsi MPOLLECC NPOM3BOACTBA KOHTPONMPYETCS BHYTPUNPOU3BOACTBEHHBIMU
KOHTPONSAMU, N U3MEHEHME TaKUX KOHTPoOnel (pacLuMpeHue Unm UCKINYeHne KpuTepueB NpUEMEMOCTM) He
TpebyeTcs.

5. Cneumndmkaunm nekapCTBEHHOro npenapara Unm NPoMeXXyTOYHbIX NPOAYKTOB HE U3MEHSIIOTCS.

6. Mo pesynbTaTam HOBOroO NpoLecca AoMKeH 06pa3oBbIBATLCA MOEHTUYHBIV C TOYKM 3pEHNS BCEX aCMNeKToB
KayecTBa, 6e3onacHoCcTu 1 3PHEKTUBHOCTUN NEKAPCTBEHHOro npenapara.

7. CornacHo cooTBETCTBYHOLUUM OOKyMeHTaM Pecnybnukm KasaxctaH HauyaTbl COOTBETCTBYHOLLME UCCNEAO0BaHMS
CcTabunbHOCTN HE MEHEE YEM Ha OOHOM OMbITHOW UMW NPOMbILLIIEHHON CEPUK; B PACnopshKeHUW 3asBuUTenst
Haxo4ATCs yOOBMETBOPUTENbHbIE Pe3ynbTaThl, MO MEHbLUEN Mepe, 3-MECAYHOIO N3yYeHus CTabunbHOCTU.
MopTBepxaeHwe Toro, YTO UccneaoBaHust ByayT 3aBepLUeEHbI, U ecny pe3ynbTaThl He OyayT yknaabiBaTbCs B
cneundmKaLmm NNy NOTEHUMAnNbLHO He YKNaabiBaTbCs B cneumdmKkaLlmm Ha KOHeL, Cpoka rogHOCTU, X HEMEeOJIEHHO
npeacTaBsAT YNoJIHOMOYEHHOMY OpraHy Hapsay ¢ npeanaraemMbiM NaHoM eNCTBUN.

HokymeHTaums

1. NonpaBka k cooTBETCTBYOLLEMY(UM) pa3geny(am) gocke.

2. B OTHOLUEHNM MAMKNX W XUOKUX NEeKapCTBEHHbIX (OPM, B KOTOPbIX akTUBHas dapmaLeBTnyeckas cyoctaHums
HaxoauTCsl B HEPACTBOPEHHOM COCTOSIHUM: Harexallas nepBuYHas aKCnepTn3a U3MeHeHUs, BKIoYast
MUWKPOCKOMMIO YacTuL, B LIENSIX NPOBEPKM BUOUMbBIX U3MEHEHUI MOPONorMun; cpaBHUTENbHbIE AaHHbIE O
pacnpegerneH1mn no pasmepy 4Yactul (AUCnepcHoCTH), NoNyYeHHble Haanexaliym cnocooom.

3. B oTHOLWEHNM TBEPAbIX NeKapCTBEHHbLIX (OPM: AaHHbIE NPOUNSA PaCTBOPEHUSA OAHOW penpe3eHTaTUBHOM
NPOMBbILLIIEHHON CEPUN U CPaBHUTENbHbIE AaHHbIE TPEX NOCNEAHNX CEPUiA, NPON3BEAEHHBIX C MOMOLLbIO
npeapiayLiero npouecca. Mo 3anpocy Heob6xoAMMO NpeacTaBWTb AaHHbIE NO CriedyowWwnm ABYM MOMHbIM
NPOMBbILLMEHHBIM CEPUAM MU COOBLLMTL, €CNK pesynbTaThbl HE YKNaabiBalTCA B cneundukaumio n NpeanoxnTb
nnaH AencTBui. B oTHOLLEHUN NEKapCTBEHHbIX pacTUTENbHbIX MpenapaToB 4OCTAaTOYHbl AaHHbIE CPAaBHUTENBHON
pacrnagaeMocTy.

4. O6ocHOBaHWs HeNpeacTaBneHNs pe3ynbTaToB HOBOIO MCCnefoBaHNs OMO3KBUBANEHTHOCTU B COOTBETCTBUN C
MpaBsunamu npoBeaeHUs nccnegoBanun GroaskeueaneHTHocTn PK.

5. MNpn n3ameHeHun napameTpa(oB) NpoLecca, KOTOPbIE CHUTAIOTCH HE OKa3biBalOLMMK BNUSHUE Ha Ka4yeCcTBO
nekapcTBEHHOro npenapara, Aeknapauusi, 4To 3To AOCTUTHYTO B XOA4€e paHee NpoBefAeHHON 0406peHHON OLEeHKN
PWCKOB.

6. Konum cneuudmkaumii Ha BbIMyCK U KOHEL, CpoKa rogHOCTMU.

7. OaHHble aHanusa cepuii (B hopmate cpaBHUTENbHOWM Tabnuupl), N0 MEHbLLUE MepPe, OJHOW Cepuw,
Npou3BeAEHHON C MOMOLLBIO 0406pEHHOro 1 Npeanaraemoro npotecca. Mo 3anpocy HeobxoaAMMO NpeacTaBUTb
AaHHble MO creaywWyM ABYM NOJHLIM NPOMBILLIIEHHBIM CEPUSAM; CNeyeT coobLWMTb, ecnv pesyrnbTaThl aHanmsa He
yKnagpiBalTcs B cneundukaumio 1 NpeanoXuntb NnaH eNCTBUNA.

8. [leknapauus, 4TO Ha4YaTbl COOTBETCTBYIOLUME NCCNEAOBAHNS CTabUNBHOCTM B COOTBETCTBUN C AOKYMEHTaMM1
Pecnybnnkm KaszaxcTaH (C ykazaHMem HOMEpPOB cepuit) 1 ndyyeHbl Heobxoaumble napameTpbl CTabunbHOCTH, NO
MeHbLLUEW Mepe, Ha OOHON ONbITHO-MPOMBbILLMIEHHON MW MPOMBILLIIEHHOW CEPUN N HA MOMEHT YBEAOMIIEHNS B
pacrnopsPKeHUN 3aSBUTENS HAXOOUNUCh YOOBNETBOPUTENbHbIE Pe3ynbTaThl, MO MEHbLUEN Mepe, 3-MeCAYHOro
n3yyYeHus cTabunbHOCTH; U Npodunb CTabUNbHOCTM aHaNoOrM4yeH TeKyLLen 3aperncTpUpoBaHHONM CUTyaLmK.
MpencTaBneHo NoaATBEPXAEHME TOrO, YTO UCCrefoBaHNs ByayT 3aBepLUEHbl, U YTO ecnn pe3ynbTaTbl He ByayT
yknagbelBaTbCs B crieLudukaumm unm noteHumanbsHo He yknaabliBaTbes B creuudukaumnm Ha KOHEL, CpoKa roHOCTH,
WX HeMeJIEHHO NPeACTaBAT YNOMHOMOYEHHOMY OpraHy Hapsifly ¢ npegiaraembiM NiaHom AeWCTBUN.

B.11.6.4 'ameHeHne pasmepa cepum (Bknoyas Ycnosus Tpebyemas Bug
AmnanasoHbl pasMepa cepumn) NIEKapCTBEHHOIO OOKyMeHTauus npoueaypbl
npenapara
a) YkpynHeHue Bnnotb 4o 10 pa3 no cpaBHEHUIO C 1,2,3,4,5, 1,4 1A
0L06pPEHHBIM 7
©) PasykpynHeHue oo 10 pa3 1,2,3,4,5, 1,4 IA
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B) VlameHeHMe TpebyeT aHanmsa conocTaBMmMOCTy I
61ONOrMYECKOro/MMMYHOOMMYECKOTO NEeKapCTBEHHOIO
npenapaTta unu nameHeHue pasmepa cepum Tpebyet
HOBOrO MUCCreAoBaHNsA GUOIKBMBANIEHTHOCTM

r) UsmeHeHne 3aTparmBaeT Bce OCTarnbHble I
nekapcTBeHHble (HOPMbI, NPOU3BOASALLMECS C MOMOLLbIO
KOMMIEKCHbIX NPOLECCOB NPOU3BOACTBA

r) YkpynHeHue 6onee 10 pa3 no cpaBHEHWIO C 1,2,3,4,5,6 1B
0406pEeHHbLIM pa3MepoM CEPUN NEKAPCTBEHHbLIX (OPM C
HeMe[TeHHbIM BbICBOOOXAEHNEM (ANs1 NPUEMA BHYTPb)

4) Macwrab npounssogcTea buonorunyeckoro/ 1,2,3,4,5,6 1B
MMMYHOOMMYECKOro NIEKAapCTBEHHOIO NpenapaTa
yBenuuuncs/ymeHbLlLnncs 6e3 MamMeHeHusl npowecca
npou3BoACcTBa (Hanpumep, Ay6nMpoBaHue NuHumn)

Ycnosusa

1. VIameHeHne He BNnsieT Ha BOCMPOU3BOAMMOCTb U (M) MOCTOSHCTBO KayecTBa JIeKapCTBEHHOTO npenaparTa.
2. lameHeHwne 3aTparmBaeT CTaHAapTHbIE NIeKapCTBEHHbIE POPMbI ANsi MPUeMa BHYTPb C HEMELNEHHbIM
BbICBOOOXOEHMEM UITN HECTEPUIIBHBIE XXUAKNE NEKAPCTBEHHbIE (DOPMBbI.




3. Iiobble n3ameHeHns METO40B NMPOM3BOACTBA M (UNN) BHYTPUMNPOU3BOACTBEHHbLIX KOHTPONEN He0BX0ANMbI NULLb
AN U3MEHEHV pa3mepa cepuu, Hanpumep, UCnonb3oBaHe obopyaoBaHue Apyroro pasmepa.

4. meeTca cxema NepBUYHON SKCMEPTU3bl UMW B COOTBETCTBUM C TEKYLLIMM MPOTOKOMOM YCMELLHO npoBeaeHa
nepBUYHas aKcnepTM3a NPOM3BOACTBA HE MEHee YeM Ha TPeX MPOMBILLIIEHHbIX CEPUSIX C HOBbIM Pa3mMepoM B
COOTBETCTBUU C NPUMEHNMBIMU TPEBOBaHNAMMU.

5. PaccmaTpurBaembiii nekapCTBEHHBIN NpenapaT He sBnseTcs bruonornyecknm/ MIMMYHOMOMMYECKUM.

6. \ameHeHue He JomnxkHo BbITb cneacTeneM HenpeaBUAEHHbIX CUTyaUmMin, BO3HUKLLMX B XOA4Ee NPOU3BOACTBA, UNn
N3MeHeHUs cTabunbHOCTW.

7. Pasmep cepum yknagpiBaetcs B 10-kpaTHbIN AnanasoH, NpegyCcMOTPEHHbIN NPU perncTpaummn, unm nocne
nocrnegyloLwero N3MeHeHus, He ABNsBLIerocs naMeHeHvem IA Tuna.

HokymeHTaums

1. NonpaBska k cooTBeTCTBYOLLEMY(UM) pa3geny(am) gocbe.

2. llaHHble aHanusa cepuii (B hopmate cpaBHUTENbHOW TabnuLpl), N0 MEHbLUEN Mepe, OAHON NPOMbILLNEHHON
cepun, NPon3BeAEeHHON B 3aperncTpMpoBaHHOM U nNpeanaraeMomM pasmepax. o 3anpocy Heo6xoaMMo nNpeacTaBnTb
AaHHble No creayLMM ABYM NOMHLIM NPOMBILLNIEHHBIM CepUaM; aepxaTtens PY 06s3aH coobwnTtb, ecnu
pesynbTaTbl aHanu3a He yknagbiBalTcs B cneundukaumio, u NPeAnoXnTb nnaH AencTeun.

3. Konun ogo6peHHbIx cneumdmrkaumin Ha BeIMYCK U KOHEL, CPOKa rogHOCTY.

4. B cooTBETCTBYIOLMX Crly4asix He06xoAMMO ykasaTb HOMepa Cepui, COOTBETCTBYIOLLME pasmepy cepumn 1 garte nx
nponssoAcTaa (3), MCMoNb30BaHHbIX B BAaN1AaLMOHHOM UCCMeO0BaHNM, N NpeacTaBuTb NPOTOKOM (CXemy)
NepBUYHON SKCMEPTU3bI.

5. Heobxoaumo npeactaBuTb pesynbTaTtbl NEPBUYHON IKCNEPTUSbI.

6. PesynbTaTthl MccneqoBaHuin CTabunbHOCTW, MPOBEAEHHbIE B COOTBETCTBUM C AoKyMeHTamu PK, no 3HaunmMbim
napameTpam CTabunbHOCTW, NO MEHbLLEN Mepe, Ha OOHOMN ONbITHON UMK NPOMBILLIIEHHON Cepun, OXBaTblBatoLLEN, NO
MeHbLLEW Mepe, TpU Mecaua; NoATBEPXAEHUE TOro, YTO Takme nccnegoBaHvsa 6yayT 3aBepLueHbl, U Y4TO ecnu
pesynbTaTbl He ByayT yknagplBaTbCs B crieumdmKaLmm v noTeHuManbHo He yknaabiBaTeCs B cneundunkaumm Ha
KOHeL, Cpoka rogHOCTU, X HEMeAEHHO NMPeACTaBAT YNOMHOMOYEHHOMY OpraHy Hapsiay ¢ npeanaraembiM MiaHoM
AencTBuin. B oTHOLWEHNM B1ONOrMYecKMX/MMMYHOOrMYECKUX CPEACTB: Aeknapauus, YTO OLEeHKa ConocTaBnuMOCTHN He
TpebyeTtcs.

B.1.6. 5 VlameHeHne BHYTpMNpOU3BOACTBEHHbIX Ycnosus Tpebyemas Bug
UCNbITAHUA UMK KpUTEPUEB NPUEMITEMOCTH, OOKyMeHTauus npoueaypbl
NCNONb3YHLLMXCHA MPU NPON3BOLCTBE NIEKAPCTBEHHOIO

npenapara

a) YecToveHve BHYTPUNPON3BOLACTBEHHBIX KPUTEPUEB 1,2,3,4 1,2 1A
npuemnemocTu

6) JobaBneHne HOBbIX UCNbITAHWUIA UK KpUTEPUEB 1,2,5,6 1,2,3,4,5 7 1A
npuemnemocTu

B) VckntoyeHune HecyLLecTBEHHOro 1,2, 7 1,2,6 1A

BHYTPUNMPON3BOACTBEHHOIO UCMNbITAHUA

r) NckntoyeHne BHyTpUNPOM3BOACTBEHHOTO UCMbITAHUS, Il
KOTOPOE MOXET CyLLECTBEHHO MOBMMSATL Ha COBOKYMHOE
KayeCTBO JIEKapPCTBEHHOIO NpenapaTa

4) PaclumpeHnne o0o6peHHbIX BHYTPUNPOU3BOACTBEHHbIX I
KpUTEPUER NPUEMIIEMOCTM, KOTOPbIE CYLLECTBEHHO
BIUSAIOT Ha COBOKYMHOE KauyeCTBO SleKapCTBEHHOTO
npenapaTa

e) Job6aBneHne nnu sameHa BHYyTPUNPON3BOLACTBEHHOMO 1,2,3,4,57 B
ncnbiTaHns M3 coobpaxeHn 6e3onacHOCTN Unu
KayecTBa

Ycnosusa

1. iameHeHne He siBnsieTcs cneacTBMeM kakoro-nnbo obsisatenscTea, MPUHATOrO Mo pesynbTaTam paHee
NpOBEAEHHbIX IKCMEPTU3 C LieNbio aHanm3a KpuTepmeB NpueMnemMocT cneumdurkaumm (Hanpumep, B Xoae
perncrTpaummn unm BHeceHus nameHennn |l Tuna).

2. \ameHeHne He aBnaeTcs crnecTBMEM HenpeaBuAEHHbIX CUTYyauuii, BOSHUKLLUX B XO4e NPOu3BOACTBa, Hanpumep,
HOBasi HekBanMUUMpoBaHHasi NPMMECh, U3MEHEHNE NPeAenoB COAePXaHNs CYMMbI NPUMECEN.

3. JTlo6oe n3ameHeHne J0MKHO YKNaabiBaTbCsA B AMana3oH TEKYLLUX Of0OPEHHBIX KpUTEPUEB NPUEMITEMOCTM.

4. AHanuTnyeckas MeToanka He U3MEHSIETCA NN U3MEHSAETCA He3HaYMTENbHO.

5. Hv oavH HOBbLIV MeToA UCMbITaHWUA HE OCHOBAH Ha HOBOW HeCTaHOapTHOW MeTOAONOMMN Unu cTaHgapTHON
MeTOoA00rMm1, UCNOoMNb3yeMON NO-HOBOMY.

6. HoBbIi MeTO4 UCMbITaHNS He ABNAETCA BMonornyeckmm/ MUMMyHONMOrMYECKUM/ UMMYHOXUMUYECKUM UMM METOAOM,
B KOTOPOM MCMOMNb3yeTcs Guonornyeckuin peaktme Ans 6nonornyeckon akTMBHON hapmaLeBTU4eCcKon cybcTaHumnm
(3a ncknoyeHem cTaHaapTHBIX hapMakonerHbiX MUKPOBMONOrMYecknx METOA0B).

7. BHyTpPMNpon3BoACTBEHHOE UCTbITAHNE HE 3aTparMBaeT KOHTPOIb KPUTUYECKOrO NapameTpa, Hanpumep:
KonunyecTBeHHOEe onpeaeneHune

npumMecH (ecnv TonbKo onpeaeneHHbIn pacTBOPUTENb OOHO3HAYHO HE UCMONb3yeTCcs B MPOU3BOACTBE)

NGy KPUTUYECKYI (hN3UYECKYHO XapaKTePUCTUKY (pasmep YacTuL, HACKIMHYIO NITOTHOCTLIO 40 U nocne
YMNOTHEHMS)

UCMbITaHNE Ha NOAMNMHHOCTD (B OTCYTCTBME NOAXOASALLErO anbTEPHATUBHOIO KOHTPONS)

MUKPOOMONOrMYECKNiA KOHTPOSb (E€CIM TOMBKO OH He TpebyeTcsa B OTHOLLEHUN OnpeaeneHHoN NeKapCTBEHHOM

dopmbl)




HokymeHTauus

1. MNonpaBka k cOOTBETCTBYOLWEMY(MM) pasaeny(am) oocbe.

2. CpaBHuTenbHasa Tabnuua Tekywmx 1 npegnaraembix BHYTPUNPOU3BOACTBEHHbIX UCTIbITAHUIA U KpUTEPUEB
NpuemMneMocTu.

3. NMogpobHoe onucaHne HOBOW aHaNUTUYECKON METOAMKM U AaHHbIE NEPBUYHON 3KCNEPTU3bI(B COOTBETCTBYIOLLNX
cnyyasx).

4. [laHHble aHann3a ABYX NPOMBbILLMEHHBLIX CEPUIA (B OTCYTCTBUE OOMKHbIX 060CHOBaHMI AN Guonornyeckmx
aKTUBHbIX (hapmaLeBTUYEeCKUX cyGCcTaHUmMin — Tpy Cepumn) NekapCTBEHHOIo npenapara nNo Bcem napameTpam
cneumndurkaumm.

5. B cooTBeTCTBYIOLIMX CyYasx CpaBHUTENbHbIE AaHHble NPOdUNA PacTBOPEHUSI NNEKAPCTBEHHOIO NpenapaTa He
MEHee YeM Ha OZHOW OMbITHO-NPOMbILLIIEHHOW CEPUM, MPOM3BEAEHHON C UCMONb30BaHNEM TEKYLLUX U HOBbIX
BHYTPMNPOM3BOACTBEHHbIX UCTbITAHUIA. B OTHOLLEHUN NeKapCTBEHHbIX paCTUTENbHBIX NpenapaToB AOCTATOYHbI
AaHHblEe CPaBHUTENBLHOW pacnagaeMocTu.

6. OB6ocHoBaHue/oLieHKa pUCKOB, NOATBEPXAAOLWMe, YTO BHYTPMNPOU3BOACTBEHHOE UCTbITAHNE ABNSETCA
HeCyLLEeCTBEHHbIM UMK yCTapeno.

7. O60CHOBaHVE HOBOIO BHYTPUMNPOU3BOACTBEHHOIO UCTLITAHUS U KPUTEPUEB NPUEMITIEMOCTH.

B.Il. B) KoHTponb KayecTBa BCnoMoraTernbHbIX BELLECTB

B.1.8.1 ameHeHne napameTpoB crneundukaummn n (Mnu) kputepues Ycnosusa | Tpebyemas Bua
npuemMnemMocTy BCroMoraTensHoro BeLecTsa OOKyMeHTaums | npouenypbl
a) Y)xecToueHne KpuTepmeB NPUeMNEMoCT cneundukaumm 1,2,3,4 11,2 1A
6) [Jlo6aBneHue B cneLmndmrKkaumnio HOBOro napameTpa cneumdukaumm n 1, 2,5, 1,2,3,4,6,8 1A
COOTBETCTBYIOLLETO EMY METOAA UCMbITAHWN 6,7

B) McknioyeHne HecyLLeCTBEHHOro napameTpa cneumdukaumm 1,2 1,2,7 1A
(HanpumMep, UCKINKYEHNE yCTapeBLUEero napameTpa)

r) UameHeHwne, Bbixogsilee 3a 0406pEHHbIE KPUTEPUM MPUEMITEMOCTH Il
cneundukaummn

A) VcknioyeHne napameTpa cneumdmkaummn, KOTopbIn MOXeT Il
CYLLIECTBEHHO MOBMUATbL HAa COBOKYMHOE Ka4eCTBO NeKapCTBEHHOIO

npenapara

e) [lobaBneHne nnu 3ameHa (Mcknoyas bronorniyeckuin n 1,2,3,4,5,6, | IB
UMMYHOMOIMYEeCKUiA Npenapar) napameTpa cneuudukaumm u 8

COOTBETCTBYIOLLErO EMY METOAA UCTbITAHWNI U3 COOBpaXKeHUi

6e30nacHOCTV UK KavecTBa

g) Ecnu Ha BcnomoraTensHoe BeLeCTBO OTCYTCTBYET CTaTbs 1,2,3,4,5,6, | IB
locynapcteeHHon ®apmakonee PK, nameHeHne B COOCTBEHHbIX AAHHbIX 8

cneundukaumm Ha HeodpmumansHyto dapmakoneto unmn chapmakoneto

TPETLEN CTPaHbI

Ycnosusa

1. VIameHeHue He ABnseTca CneacTBMEM Kakoro-nmbo obsisatenbcTBa, NPUHATOrNO No pe3dynbTaTtam paHee
NPOBEAEHHbIX IKCMEPTU3 C LieNbio aHanm3a KpuTepues NpueMnemMocTy cneumdmkauum (Hanpumep, B xoge
permcTpauun nekapcTBEHHOro npenapara unm BHeceHnn nameHexun |l Tmna).

2. \ameHeHuve He aBnAeTCcHa cnecTBMEM HenpeaBUOEHHbIX CUTYaLuii, BO3HUKLLMX B XO4€ MPOM3BOACTBA, Hanpumep,
HOBOW HEKBanNuMULUMPOBAHHOWN NPUMECH, UBMEHEHNS NPEAENoB COAEPXKAaHUSA CYyMMbl NPUMECEN.

3. JTlo6oe n3ameHeHne J0MKHO YKNaabiBaTbCsA B AMana3oH TEKYLLUX Of0OPEHHBIX KpUTEPUEB NPUEMITEMOCTM.

4. AHanuTnyeckasi METOOUKA HE N3MEHSIETCSI UM U3MEHSIETCA HE3HAYUTENbHO.

5. H1 oavH HOBbI METOA UCMbITAaHNS! HE OCHOBaH Ha HOBOW HeCTaHAAPTHOW METOLAOMNOMMUN U CTaH4apPTHON
METOLO0NI0rNN, UCNONMb3YEeMOW NO-HOBOMY.

6. HoBbIi MeTOq UCMbITaHWSA He ABNSeTCs Bronormyeckum/ UMMYHONOTMYECKUM/ UMMYHOXMMUYECKAM UM METOO0M,
B KOTOPOM MCMOMNb3yeTcs Gruonornyeckuin peaktme Ans 61onormnyeckon akTMBHON hapmaueBTYecKon cybcTaHLmm
(3a ncknoyeHem cTaHaapTHBIX hapMakonerHbIX MUKPOBMONOrMyecknx MeToA0B).

7. VI3aMeHeHne He KacaeTcs reHOTOKCUYHON NPUMECH.

JokymeHTaums

1. MonpaBka kK COOTBETCTBYOLEMY(MM) pa3geny(am) 4ocbe.

2. CpaBHuTenbHasa Tabnvua TekyLwux 1 npegnaraemMbix cneumndmkaumi.

3. NMogpobHoe onucaHne NGOro HOBOM aHaNUTUYECKOW METOANKU U AaHHbIE NEPBUYHON 3KCNepTussbl (B
COOTBETCTBYHOLLMX Cry4asx).

4. [laHHble aHanM3a ABYX NPOMbILLNIEHHbLIX CEPUN (B OTCYTCTBME AOIMKHBIX 0O0CHOBaHUIM AN Gnonornyecknx
aKTUBHbIX (hapMaLeBTUYECKUX CyOCTaHUMA — TPy CEPUKN) BCMIOMOraTeNbHOMO BELL,ECTBA MO BCEM NapameTpam
cneundukaummn.

5. B cOOTBETCTBYIOLUMX CMyYasix aHHbIE TECTa CPaBHUTENbHOW KMHETUKM pacTBOPEHWS NIeKapCTBEHHOrO nNpenapara,
Nno MeHbLUEW Mepe, OOHON OMNbITHO-MPOMBLILLNEHHON Cepun, coaepallein BcrnoMoraTensHoe BeLLeCTBO,
COOTBETCTBYIOLLErO TEKYLLEN U Npeanaraemon cneuudukaumsam. B 0THOWEHWMM NekapCTBEHHBLIX PaCTUTENbHbIX
npenapaToB AOCTaTOYHbI JaHHbIE CPaBHUTENbHOM pacnagaeMocTu.

6. OBocHOBaHUA HENpPeACTaBINEHNS pe3ynbTaToOB HOBOMO UCCNEAOBaHNST GBMO3KBMBANIEHTHOCTM B COOTBETCTBMU C
MpaBunamun npoBeeHUs nccnenoBannii bmoakemeaneHTHocTn PK.

7. OBbocHoBaHUe/OLIEHKa pUCKOB, MOATBEPXXAAOLWME TO, YTO NapameTp SBNAETCA HECYLLIECTBEHHbIM UMW yCTapen.
8. O6oCcHOBaHWE HOBOro NapameTpa cneundukaumm u KpUTEPUEB NPUEMIIEMOCTH.




B.1l.B. 2 Al3ameHeHne aHanuTM4eckomn MeToanku Ans BcnoMoraTenbHOro Ycnosusi | Tpebyemas Bua

BelllecTBa OOKyMeHTaumsi | npoueaypbl
a) HeaHaunmble n3MeHeHUs1 O40BPEHHON aHANUTUYECKON METOANKN 1,2,3,411,2 1A
6) VickniodeHne aHannTU4eCcKon MeTOAMNKN, eCrin anbTepHaTUBHasA en 5 1 1A

MeToauka yxxe ogobpeHa

B) 3ameHa B1onornyeckoro/MMMyHONorm4eckoro/ UMMyHOXMMUYECKOro Il
MeToAa UCNbITaHU UN MeToAa, B KOTOPOM UCMOMb3yeTcs
Bronornyeckuin peakTms

r) Mpoyne n3ameHeHns aHanNUTU4YECKON MeTOAMKN (BKtodas gobaBneHue 1,2 1B
U 3aMeHy)

Ycnosusa

1. CornacHo COOTBETCTBYIOLNM AOKYMEHTaM, NpoBeAeHbl He0bXoAMMble BannaaunoHHbIE CCreaoBaHuS,
noaTBepXgarLme To, YTo 0BHOBNEHHasa aHanUTUYeckas MeToauka, Mo MeHbLUen Mepe, 9KBMBaNeHTHa
npegbiayLen.

2. MNpepensbl coaepxaHusa CyMMbl NpUMeECen He M3MEHWUIUCH, HOBbIE HEKBaNMMUUMPOBAaHHbIE NPUMECH He
OBHapy>eHbl.

3. MeTop aHanusa He n3aMmeHuncs (Hanpumep, UsMeHeHne ANMHbI KONOHKM UN TemnepaTypbl, HO He APYron BUA,
KOMOHKN 1nn MeTon).

4. HoBbI MeTOA MCMbITaHWA He ABNsSeTCs 61Monornyeckum/ UMMYHOMOTMYECKUM/ UMMYHOXMMUYECKAM UM METOA0M,
B KOTOPOM MUCMOMb3yeTcs BUONornieckuii peakTve (3a UCKMIYEHNEM CTaHAaPTHbIX hapMaKkonenHbIxX
MWKPOBMONOrMYeCcKNX METOAOB).

5. AnbTepHaTuBHaa aHanUTM4Yeckas MeToAuKa Ans napaMmeTpa cneundukaumm yxe ogobpeHa, npu 3ToM Takas
MeToauka Gbina BKYeHa He ¢ noMowbio |A/-yBegoMneHuns.

[okymeHTaums

1. NonpaBka k cooTBeTCTBYOLLEMY(UM) pa3geny(am) gocbe, BKMOYasi onucaHMe aHanMTU4eCckom MeTo4omnormu,
pestomMe AaHHbIX NEPBUYHON 3KCMEPTU3bl, MEPECMOTPEHHBIE cneundmKaumMmn Ha npumMeck (ecnv NPUMEHMO).

2. CpaBHWTENbHbIE Pe3ynbTaTbl NEPBUYHON IKCNEPTU3bI UMK, NPY HaNM4YMM 060CHOBaHUSA, CPaBHUTENBbHbIE
pesynbTaThl aHanusa, NoATBePXXaatoLme To, YTO TeKyLlee 1 npeanaraeMoe cnbiTaHue 3KBMBanNeHTHbl. [JaHHoe
TpeboBaHue He NpuMeHsieTcs, ecnu fobaBNseTca HoBasg aHaNUMTUYeckast METOAMKA.

B.1l.B. 3 3ameHeHne ncToYHMKa nonyyeHns BcroMoraTenbHoro BewecTtea | Ycnosus | Tpebyemas Bua
unu peakTmea ¢ puckom TIr'd AOKyMeHTauus | npouenypsl

a) N3 maTtepuana ¢ puckom TS Ha MaTepuan pacTUTENIbHOro Unm
CUHTETUYECKOTO MPOUCXOXKAEHNS

1. ina BCcnomoraTenbHbIX BELLECTB UMW PeakTMBOB, HE UCTONb3yeMbIX B 1 1 1A
npon3BoAcTBe BUONOrMYecKon/MMMYHONOrMYECKON akTUBHOMN
dapmaveBTUYECKOM cybCcTaHumMm unm
61onorn4eckoro/MMMyHONOrMYeCKoro NIEKapCTBEHHOIo NpenapaTa

2. ins BcnomoraTternbHbIX BELLECTB UM PeakTUBOB, UCTONb3YEMbIX B 1,2 1B
npou3BoAcTBe BGMONOrMYeCKON/MMMYHOMNOMMYECKON akTUBHOW
hapMaueBTUYECKOW cyGCTaHLmMM Unu
©10NI0rM4eCcKoro/MMMYHOITOrMYECKOrO JTIEKapCTBEHHOIO npenapaTta

6) N'ameHeHune nnn BBeAeHVe matepumana ¢ puckom T3 nnu 3aameHa Il
MaTepuana c puckom TS Ha apyron maTtepuan ¢ puckom T3, He
nMerLLmi cepTudmkaTt cooTseTcTems no Tro

Ycnosusa
1. Cneumdmkaumm Ha BbIMYCK U KOHEL, CPOKa ro4HOCTM BCMOMOraTenbHOro BeLecTBa 1 NekapCcTBEHHOro npenapara
HE N3MEHSI0TCH.

JokymeHTaums

1. Jeknapauus nponssoanTens Unu aepxartens perMcTpaumMoHHOro yaoCToBEPEHUSI MaTepuana, YTo OHW MOSNTHOCTbIO
PacTUTENBLHOIO UMM CUHTETUYECKOTO MPOUCXOXAEHMS.

2. ViccnepoBaHue aKBMBaNEHTHOCTV MaTepuarnoB 1 BIMsIHUE Ha NPOU3BOACTBO FOTOBOrO MaTepuana 1 BiusiHue Ha
XapaKTepUCTUKN (HanpumMep, XapaKTEPUCTUKN pacTBOPEHUSI) NEKapCTBEHHOrO NpenapaTa.

B.1l.B. 4 N3ameHeHune cnHTe3a unu nony4eHns HedapmakonenHoro Ycnosus | Tpebyemas Bug
BCMOMOraTenbHOro BeLecTsa (ECnu ONMcaH B permcTpaLMoHHOM LOChE) OOKyMeHTaumsa | npouenypbl
M HOBOrO BCMOMOraTenbHOro BeLecTsa

a) HesHaunmoe nameHeHne cuHTesa unu nonyyeHus HecdapmakonerHoro | 1, 2 1,2,3,4 1A

BCMomMoraTesyibHoro sewecrtsa Uiy HOBOro BCnomMmoraTesibHoro Belecrsa

0) NameHsTCca cneumdurKaummn Unm nMeeTcs usMeHeHne Usuko- Il
XMMWYECKNX CBOMCTB BCMOMOraTerbHOro BeLwecTsa, KoTopble BNUAKT Ha
KayeCTBO JIeKapCTBEHHOro npenapaTa

B) BcnomoratensHoe BelecTBo — 6MOJ'IOFMLIeCKOG/VIMMyHOJ'IOFVI‘-leCKoe Il
BeLEeCTBO

Ycnosusa

1. Cnocob cuHTes3a u cneundukaumm MOEHTUYHbLI U OTCYTCTBYIOT KQYECTBEHHbIE U KONTMYECTBEHHBIE U3MEHEHUS
npodunsa npumMecen (MCKNYas OCTaTouHbIe PAaCTBOPUTENN, MPU YCIOBUM TOFO, YTO MX KOHTPOJIb OCYLLECTBISIETCS B
COOTBETCTBUM C NMpeaesnbHbIM coaepkaHueMm, ykasdaHHbiM B gokyMeHTax PK) unu ¢pumsmnko-xmmmyeckmx CBONCTB.

2. Vckntoyasa agbloBaHThI.

HokymeHTaums




1. NonpaBka k cooTBETCTBYOLLEMY(UM) pa3geny(am) 4ocbe.

2. [laHHble aHanu3a cepuii (B popmaTte cpaBHUTENbHOM Tabnuupl), N0 MEHbLUEV Mepe, ABYX cepuii (MO MEHbLUEN
Mepe, OMbITHO-NPOMBILLIIEHHbIX) BCMOMOraTefibHOro BeLecTBa, NPON3BeAeHHbIX C MOMOLLIbIO CTaporo U HOBOrO
NpOLIeCcCoB.

3. B cooTBeTCTBYOLLMX CNyYasx AaHHbIe TecTa CPaBHUTENbHOW KWHETVKM pacTBOPEHUS NIeKapCTBEHHOrO npenapara,
no MeHbLUen Mepe, ABYX cepuii (MO MeHbLUEN Mepe, OMNbITHO-MPOMBILLIIEHHbIX). B OTHOLWEHWUN NekapCTBEHHbIX
pacTuTenbHbIX NpenapaToB AOCTaTOYHbI AaHHbIE CPaBHUTENBHOW pacnagaeMocTy.

4. Konnsa ogobpeHHoM 1 HOBOW (€Crv NpuMeHUMOo) cneundukaumii BCnomMoraTenbHOro BeLecTBa.

B.Il. r) KoHTpornb kayecTBa nekapcTBEHHOro nNpenapara

B.Il.r. 1 MameHeHve napameTpoB creumdmkaumm Ycnosus Tpebyemas Bua npouenypbl
n (UNN) KPUTEPMEB NPUEMIEMOCTH [OKyMeHTauus

neKkapcTBEHHOro npenapara

a) YxXecToveHve Kputeprmes NpMemnemMocTu 1,234 1,2 1A
cneundrkaumm

0) YxecTtoueHue KpuTepmes NpUemnemMocTu 1,2,3,4 1,2 1A

crneundmKaLmm nekapCcTBEHHbIX NpenapaTos,
noanexalynx BbliNycky cepuin opuumnanbHbIM
KOHTPOISbHBIM OpraHoM

B) JobaBneHne B cneummKaLmio HOBOro 1,2,5,6,7 1,2,3,4,5,7 1A
napameTpa 1 COOTBETCTBYHOLLEIO eMy MeToaa

MCNbITaHUN

r) VicknioyeHne HecyLeCcTBEHHOro napaMmeTpa 1,2 1,2,6 1A

crneundukaumm (Hanpumep, UCKNYeHne
yCTapeBLUEero napameTpa)

4) lameHeHue, Bbixoasiee 3a 0406peHHbIe [
KpUTEPUKN NPUEMNEMOCTU creLduKaLmi

e) VickntoveHne napameTpa cneuudmrkaumm, Il
KOTOPbIA MOXET CYLLECTBEHHO NOBMUSTL Ha
COBOKYMHOE Ka4eCTBO NeKapCTBEHHOro
npenapara

X) JobaBneHne nnu 3ameHa (Mcknovas 1,2,3,4,5,7 1B
B1onornyeckMn 1 UMMyHONOrMYeCkUii Nnpenapar)
napamMmeTpa cneumdukaLm n COOTBETCTBYHOLLIErO
€My MeTOAa UCMbITaHW U3 coobpaxeHui
©e30MacHOCTM NN Ka4ecTea

3) O6HOBNEHNE [OCbE C LEenbio COOTBETCTBUSA 1,2,3,4,7,8 | 1,2 1A
NonoxeHnsM oBHOBMNEHHOM ObLLel cTaTbm

locynapcteeHHon ®apmakonee Pecnybnuku
KasaxcTtaH Ha nekapcTBeHHbIn npenapar (*)

n) Beogutcs ctatbsi FocynapcTBEHHOM 1,2,10 1,2,4 1A
®apmakonen Pecnybnvkm KazaxctaH
«OOHOPOAHOCTL A03UPOBaHUSI» B LENSX 3aMeHbI
TEKyLLEero 3aperMcTpMpoBaHHOro metoaa, nmbo
ctatbsa [locygapcTBeHHon apmakonen
Pecnybnukn KazaxctaH «OgHOpPOAHOCTb Macchly,
6o «OAHOPOAHOCTb COAEPKMMOroy

Ycnosuga

1. VIameHeHue He ABnseTca CneacTBMEM Kakoro-nmbo obsizatenbCcTBa, NPUHATOrO No pe3ynbTaTam paHee
NPOBEAEHHbIX IKCMEPTU3 C LiENbI0 NEPECMOTPA KpUTEPUEB NPUEMIIEMOCTU crieumndukaumm (Hanpumep, B Xxoae
permcTpauum nekapcTBEHHOro nNpenapara Unu BHeCEHUN n3ameHeHun |l Tna), ecnv Tonbko 060CHOBbLIBaOLLASA
[OKyMeHTaums He bbina paHee NpoBepeHa 1 yTBEPXAEHa B pamMkax Apyron npowenypbl.

2. VIameHeHwne He ABnsieTcs CneacTBUEM HenpeaBuUaeHHbIX CUTYaUuin, BO3HUKLLMX B Xo4e Npou3BoACTBa, Hanpumep,
HOBOW HeKBanuULUMPOBaHHOW NPUMECH, U3MEHEHNS NPeaernoB CoAepXaHUsa CyMMbl MPUMECEN.

3. Iioboe n3ameHeHne JOIMKHO YKITaabiBaTbCH B AMana3oH TEKYLUX 0400pEeHHbIX KpUTEPMEB MPUEMITEMOCTU.

4. AHanuTnyeckas MeToamka He M3MEHSIETCA UMM U3MEHSAETCS HE3HAYUTEIBHO.

5. H1 oauH HOBbIV MeTO UCNbITAHWUS HE OCHOBAaH Ha HOBOW HECTaHO4APTHOW METOL4OMNOrMU U cTaHgapTHOM
MeTOoA00rMm1, UCNOoMNb3yeMON NO-HOBOMY.

6. HoBbIi MeTOZ UCMbITaHNS He SABNSETC GUONorm4eckum/ UMMYHONOrMYECKUM/ UMMYHOXUMWYECKUM UMW METOLOM,
B KOTOPOM UCMOMNb3yeTcs GUONOrnyeckuin peakTme anst Guonormyeckor akTMBHOM hapmaLleBTUYECKON CybCcTaHLmMm
(32 ncknroYeHem cTaHaapTHbLIX hapMakoneiHbiX MUKPOBMONOrMYecknx MeToL0B).

7. lameHeHne He 3aTparnBaeT kakve-nnbo npumecu (BKIoYasi reHOTOKCUYHBIE) UM pacTBOPEHME.

8. VlameHeHwne 3aTparmBaeT 06HOBNEHME KPUTEPUEB NPUEMITEMOCTN MUKPOBMOSOIMYECKMNX KOHTPOSEN B LIeNsAxX
COOTBETCTBUS AencTBytowen ®apmakonee, a 3aperMcTpMpoBaHHbIE HbIHE KPUTEPUU NPUEMITEMOCTU
MUKPOBOMONOrMYECKNX KOHTPOSEN HE BKIOYAOT Kakme-nnbo AONONMHUTENbHbIE KOHTPOIW, BKITHOYEHHbIE B
cneumndukauuo, NnoMMmMo bapmakonenHbix TpeboBaHWiA B OTHOLLEHUM ONpeaeneHHOM NekapCTBEHHON hopMbl

9. MapameTp cneumndukaunm He 3aTparnBaeT KPUTUYECKUI NapameTp, Hanpumep:

KONMYeCTBEHHOE onpeaeneHne




npumecu (ecnu TONbKO ONpeaeneHHbIN pacTBOPUTENb OAHO3HAYHO HE UCMONb3YeTCsl B NPOM3BOACTBE
rniekapCTBEHHOro npenapaTa)

noByHo KPUTNYECKYO (ON3UNYECKYHO XapaKTePUCTUKY (MPOYHOCTb UMM XPYMNKOCTb TabneTok, He NOKPbITbIX 060MOYKOMN,
pasmepbl)

nobow 3anpoc Ha NPonycK UcnbITaHWA

10. MNpepnaraemblii KOHTPOIb NOMHOCTLIO COOTBETCTBYET Tabnuue ctaten FocygapcteseHHon Papmakonee
Pecny6nukn KasaxctaH u He Bknto4aeT anbTepHaTUBHbIE NPEeANoXeHUs UCMbITaHUS OQHOPOOHOCTY A03UMPOBaHUS C
NMOMOLLLbIO BapmaLMm Maccbl U OAHOPOAHOCTU COAEPXKaHWs, eCNU NOCNeAHME YKa3aHbl B CTaTbe.

HokymeHTaums

1. Monpaska kK cooTBeTCTBYOLWEMY(MM) pasaeny(aM) AOChe.

2. CpaBHuTenbHas Tabnuua TekyLwmx 1 npegnaraemolx cneumdukaumn.

3. MogpobHoe onucaHne Nboro HOBOM aHaNUTUYECKON METOANKN U AaHHbIE NEPBUYHON SKCNepTussbl (B
COOTBETCTBYIOLLMX CMyYasX).

4. [laHHble aHann3a ABYX NPOMBbILLMNEHHBLIX CEPUI (B OTCYTCTBUE AOIMKHLIX 060CHOBaHUI Ans BMonornieckmx
aKTUBHbIX (hapmMaLieBTUYeCKUX cyGCcTaHUMi — Tpy Cepuun) NekapCTBEHHOro NpenapaTa no BCeM napameTpamM
cneumndurkaumm.

5. B coOTBETCTBYIOLLMX CNyYasx AaHHble TecTa CPaBHUTENbHON KNHETUKM PacTBOPEHUS fleKapCTBEHHOro npenapara,
MO MeHbLUEN Mepe, O4HOM OMbITHO-NMPOMBILLIIEHHOW Cepun, COOTBETCTBYIOLLME TEKYLLEeN N npeanaraeMomn
cneuundukaumsam. B oTHOLEHUN NekapCTBEHHbIX pacTUTENbHbIX NpenapaToB AOCTATOYHbI AaHHbIE CPABHUTENBHON
pacnagaemocTi.

6. OB6ocHoBaHue/oLieHKa pUCKOB, NOATBEpPXAatoLMe, YTO NnapaMeTp ABMNSETCA HE3HAYUMbIM.

7. O6ocHOBaHWE HOBOro NapameTpa cneundukaumm n KpuTepmeB NPUEMNEMOCTH.

(*) NpnmeyvaHne €CInn B JOCbE 3aperncTpupoBaHHOro feKapcTBEHHOTO
npenapara ynoMUHaeTCsi «TekyLlee nsgaHne» HeobxoamMMocTb
B YBEAOMITEHMU YMONTHOMOYEHHbIX OpraHoB 06 06HOBNEHHOM
ctaTtbe ['ocygapctBeHHon Papmakonee PK. B cBA3u ¢ 3Tum
Takoe N3MeHeHNe NPUMEHSETCS MPU OTCYTCTBUM YNOMUHAHUSA
0BHOBNEHHONW hapmakonenHon cTaTbn B TEXHNYECKOM A0Cbe, a
N3MeHeHWe OCYLLECTBMNSETCS B LeNsaxX BKNIOYEHNS YNOMUHAHWSA
0BHOBNEHHOW BEPCUN.

B.1l.r.2 NameHeHne aHanUTU4YeCcKon MeToauNKN Ycnosus Tpebyemas Bug npouenypebl
NIEKAapCTBEHHOrO npenapara OOKYMeHTauus

a) HeaHauntenbHble U3MEHEHUS YTBEPXKOEHHON 1,2,3,4 1,2 1A
aHanUTUYeCcKom MEeTOANKN

0) VckntoueHne aHanMTu4eckom MeToauku, ecnmv 4 1 1A

anbTepHaTUBHas e METOAUKA YXKe op,o6peHa

B) MameHeHune (3ameHa) Gronormuyeckoro/ Il
MMMYHOMOTMYeCcKOro/ UMMYHOX1MMNYECKOTO
UCMbITaHUSt UMK MeToAa, B KOTOPOM
ncnonb3yeTcs GUONOrMYecKnin peakTune, Unm
3ameHa bronornyeckoro npenapaTa cpaBHEHUS,
HE OXBAYE€HHOr0 YTBEPXXAEHHbLIM MPOTOKONOM

r) Mpoyne n3ameHeHns aHanUTUYECKON METOAMKN 1,2 1B
(Bkntovasn gobaBneHve v 3ameHy)
) ObHoBNEeHMEe aHanMTUYEeCKOW METOAVKN B 2,3,4,5 1 1A

Liensix cooTBeTCTBMA OOHOBEHHOW 00U e
ctatbe [locyaapctBeHHOn Papmakonee
Pecnybnuku KazaxctaH

e) B uensx otpaxeHnsi COOTBETCTBUSA 2,3,4,5 1 1A
locynapcteeHHon ®apmakonee Pecnybnuku
KasaxcTtaH n ncknioyeHns ynoMmHaHus
ycTapeBLUen COOCTBEHHOW aHaNMTUYECKON
METOANKM 1 ee Homepa (*)

Ycnosusa

1. CornacHo CoOTBETCTBYIOUM AOKYMEHTaM, NpoBeAeHbl He0bXoAMMble BanMaauMoHHbIe NCCreaoBaHus,
noaTBepXaaoLme, YTo 06HOBNEHHasA aHanUTUYeckas MeToavka, Mo MeHbLUen Mepe, 9KBBaneHTHa npeaplayLen.
2. MNpepenbl cogepxaHusi CyMMbl MPUMECEN He U3MEHUINNC, HOBble HeKBanMMUUMPOBaHHbIE NPUMECK He
OGHapy>XeHbl.

3. MeTtop aHanusa He uameHuncs (Hanpumep, U3MeHeHNe ATMHbI KONTOHKW U TemnepaTypbl, HO He APYron BUA,
KOMOHKN NNn MeTon).

4. HoBbI METOA MCMbITAHUS He ABMAeTCS bMonormyeckumM/ UMMyHONOrMYeCKUM/ UMMYHOXMMUYECKAM UMM METOLOM,
B KOTOPOM UCMOMb3yeTcs BUONorniyeckuii peakTve (3a UCKMIYEHNEM CTaHAaPTHbIX hapMaKkonenHbIX
MWKPOBMONOrMYeCcKNX METOAOB).

5. 3apernctpvpoBaHHasi aHanMTM4eckas MeToamka yxe ccblniaeTcs Ha obLyto ctaTtbio [ocyaapcTBEHHON
Papmakonee PK, a niobble n3smeHeHns SIBNATCH HE3HaYMMbIMU 1 TPeBYIOT 0GHOBEHUSI TEXHUYECKOTO 4OChe.

JokymeHTaums

1. MNonpaBka k cooTBETCTBYOLEMY(MM) pa3geny(am) 4ocbe, BKMOYas ON1caHue aHanMTU4eCckon MeToaonorum,
pe3toMe AaHHbIX NEPBUYHON IKCNEPTU3bl, NEPECMOTPEHHBIE CNeundUuKaL M Ha NpUMecK (ecrm NPUMEHUMO).
2. CpaBHUTENBHbIE Pe3yrbTaTbl NEPBUYHON SKCNEPTU3bI MU, NPY HANMYMM 060CHOBAHUS, CPABHUTEBHbIE




pes3ynbTaTtbl aHanuaa, nogreepxgarolime 1o, YTo Tekyllee U npennaraemoe UcnbitTaHne aKBMBaneHTHbI. HacTosiwee
TpeGOBaHVIe He NpumMeHdaeTcqd, ecriim 0o6aBnseTcst HoBas aHaNUTUYecKas MeToamka.

(*) MpumeyaHne €cnu B 4OCbe 3aperncTprpoBaHHOIO f1eKapCTBEHHOMO
npenaparta ynoMuHaeTcs «TekyLlee nsgaHme» HeobxoanmocTb
B YBEAOMIIEHMUUN YMONTHOMOYEHHbIX OpraHoB 06 0GHOBNEHHON
ctaTtbe [locygapctBeHHon Papmakonee Pecnybnukn KaszaxctaH

OTCYTCTBYET.
B.1l.r.3 NameHeHune, 3aTparnBatoLlee BBeaeHne Ycnosusa Tpebyemas Bug npouenypesl
BbIMyCKa B peanbHOM BPEMEHMW UM Bbinycka no OOKyMeHTauums
napameTpam npv Npou3BoACTBE NeKapCTBEHHOrO
npenapara

Il
B.Il. o) YnakoBo4HO-yKynopoyHasa cucrtema

B.1l.a.1 N'ameHeHne nepBMYHOW YNaKOBKW feKapCTBEHHOrO Ycnosusa | Tpebyemas Bua
npenapara [OKYMeHTauus npoueaypsl
a) Ka4yecTBEHHbIV U KONMMYECTBEHHBIN COCTaB
1. TBepable nNekapCTBEHHbIE (hOpPMbI 1,2,3 1,2,3,4,6 1A
2. Msirkne n HecTepunbHbIe XUaKUe NeKapCcTBEHHbIE (POPMbI 1,2,3,5,6 IB
3. CTepunbHble nekapcTBEHHbIE NpenapaTbl Il
Buronornyeckme/MMyHOIOrM4eCKMe NIEKapCTBEHHbIE Npenaparsl
4. ViameHeHve 3aTparmBaeT ynakoBky, o6nagatoLyo MeHbLLMUN Il
3aLMTHLIMY CBOMCTBAM NPU OLHOBPEMEHHbIX U3MEHEHUSAX
YCNOBUW XpaHeHWs 1 (Mnr) COKpaLLLEHNW CpoKa rogHOCTU
6) N'ameHeHue B1aa KoHTenHepa unu gobasneHne HOBOro
KOHTenHepa
1. TBepable, MArKME U HECTEPUIbHbIE XNOKNE NEeKapCTBEHHbIE 1,2,3,5,6,7 1B
dopMbl
2. CTepunbHble NnekapcTBEHHbIE NpenapaTbl 1 Il
Oronornyeckne/MMMyHoONormyeckue iekapcTBEHHbIE NpenapaTtsl
3. VicknoyeHne KoHTeHepa NepBUYHON YNakoBKK, KOTOPOE He 4 1,8 1A
NPUBOAUT K MONTHOMY UCKIMOYEHNIO JO3MPOBKM UNN
nekapcTBEHHOM hOPMbI

Ycnosus

1. UameHeHve 3aTparuBaeT TOMbKO OAMH W TOT e BUA yNakoBKW/KOHTerHepa (Hanpumvep, bnmctep Ha 6nuctep).

2. Mo 3HaunmbIM CBOMCTBaM MpeanaraeMblii yNakoBOYHbIN MaTepman no MeHbLUEeNn Mepe 9KBMBaneHTeH
0f400peHHoMY.

3. HayaTbl cooTBeTCTBYIOLWME UCCNEA0BaHUS CTabUbHOCTN B COOTBETCTBUN C YCTAHOBMEHHBIMU TpeboBaHNAMY 1
3asBUTENEM Ha MOMEHT BBEAEHNS M3MEHEHWIN MPOaHanNu3npoBaHbl COOTBETCTBYIOLLME NapaMeTpbl CTabUnbHOCTU He
MeHee YeM Ha ABYX OMbITHO-NPOMBILLNIEHHBIX UM MPOMBILLIIEHHBIX CEPUSIX, B €r0 PacrnopsXeHUN HaxoasTCs
YA0BNEeTBOPUTENbHbIE pesynbTaThl, N0 MeHbLUEN Mepe, 3-MeCAYHOro n3yyeHusi ctabunbHocTn. OgHako, ecnu
npepnaraemas ynakoska 6onee yctonymBa no CpaBHEHWIO C 040OPEHHOW, TO TPEXMECHYHbIE AaHHbIE MO
cTabunbHOCTM He TpebytoTcs. MiccnejoBaHWS 3aBepLUAOTCsl, CNU UX pe3ynbTaThl HE YKNaablBaTCs B
cneuundukaLmm Unm NOTeHLManbHO He yKnaablBaTbCs B cneummrkaumm Ha KoHeLl, cpoka rogHOCTH, X Heo6XxoaMmo
HeMeaneHHO NpeAcTaBUTb YNONHOMOYEHHOMY OpraHy Hapsioy ¢ npeanaraembiM MaHoOM AEWCTBUNA.

4. OcTaBLwas(ne)cst popma(bl) Bbinycka NekapCTBEHHOro npenapara gormkHa(bl) 6biTb focTaTouHa(bl) Ans
BbIMOMHEHUS1 peKOMeHAaLNi Mo 403MPOBaHMIO U MPOAOIHKNTENBHOCTU NeYEHNs], yKa3aHHbIX B obLLen
XapaKTepuCTUKe NIekapCTBEHHOro npenapara.

JokymeHTaums

1. NonpaBka k cooTBETCTBYOLLEMY(UM) pa3geny(am) gocbe.

2. Heobxoaumble AaHHbIE O HOBOW ynakoBke (Hanpumep, CpaBHUTENbHbIE AaHHbIE MO NPOHNLAEMOCTU, Hanpumep,
ana 02, CO2, snaru n 1.4.).

3. B cooTBeTCTBYIOWMX CyYasix HEOOX0AMMO NpeacTaBUTb NOATBEPXKAEHUE TOrO, YTO B3aUMOAENCTBUE MexXayY
COLEPXKMMbIM 1 YNAKOBOYHbLIM MaTepranom He NpoucxoauT (Hanpumep, OTCyTCTBYET NepeMeLLeHne KOMMNOHEHTOB
npegnaraemoro matepvana B ero CoaepXXMmMoe, KOMNOHEHTbI TeKapCTBEHHOIO Npenapara He NepexoasT B
yNakoBKy), BKIOYasi NOATBEPXKAEHNE TOro, YTO MaTepuarn COOTBETCTBYET COOTBETCTBYIOLUMM hapMaKoneiHbIM
TpeboBaHuAM nnu 3akoHoaaTenbcTBy Pecnybnuku KasaxcraH o nnactmyeckmx Matepmanax u obbekram,
KOHTaKTMPYOLLUM C MULLIEBLIMW NPOAYKTaMMU.

4. [lexnapaums, 4To HayaTtbl TpebyeMble nccnegoBaHnsa CTabunbHOCTU B COOTBETCTBUM C YCTAHOBIEHHBIMMA
TpeboBaHUsIMM (C ykazaHMEeM HOMEPOB Cepuii); 1 4YTO (B COOTBETCTBYHOLLMX CMy4Yasix) HA MOMEHT BBEAEHUS
W3MEHEHUI B pacnopsiKeHUn 3asaBuUTeNst HAXoAUNMCb TpebyemMble MUHMMATbHbIE YAOBNETBOPUTENbHBIE AAHHbIE MO
CTabuNbHOCTU; M YTO MMEIOLLMECS AaHHblEe HE CBMAETENbCTBOBANM O Kakon-nmbo npobneme. Heobxogmmo Takke
npeacTaBUTb NOATBEPXKAEHME TOrO, YTO MCCNeaoBaHus OyayT 3aBepLUeHbl, 1 YTO ecnu pe3ynbTaThbl He ByayT
yknagblBaTbCs B crieyudukaumm unm noteHumanbeHo He yknaabiBaTbCcs B cneuudukaumum Ha KOHEL, CpoKa ro4HOCTH,
WX HeMeaIEHHO NPeACTaBAT YNOMHOMOYEHHOMY OpraHy Hapsay € npeanaraemMbiM NiaHoM AENCTBUN.

5. PesynbTaTthl MccneqoBaHvin CTabunbHOCTW, MPOBEAEHHBIX B COOTBETCTBMMN C YyCTaHOBIEHHbIMU TpeboBaHMAMM, NO
3Ha4YYMbIM NapaMeTpam CTabuUnNbHOCTU HE MEHEE YEM Ha ABYX OMbITHO-NPOMbILLIEHHBIX UM NPOMbILLIIEHHbBIX




cepusix, oxBaTbiBalOLUX He MeHee 3 MecsiLieB, U MOATBEPXKAEHME TOrO, YTO yKa3aHHbIE UccrnenoBaHus byayTt
3aBepLUeHbl, U ecny pesynbTaTthl He byayT yknaabliBaTbCs B cneuudukaunm unm noteHumanbHo He yknaablBaTbCs B
crneunduKaumMmn Ha KOHeL, Cpoka rogHOCTU, UX HEMeAJIEHHO NPeACTaBAT YNONTHOMOYEHHOMY OpraHy Hapsgy C
npegnaraeMbiM MaHOM OENCTBUNA.

6. CpaBHeHMe TEKYLUMX U NpeanaraemMbix cneundukaumin NnepBUYHON YNakoBKX (€CNn MPUMEHUMO).

7. B cooTBeTCTBYIOLWMX CyYasx obpasLbl HOBOrO KOHTEMHepa/yKynopKu.

8. [eknapauus, 4To ocTaBLunii(e)cst pa3mep(bl) yNakoBKU COOTBETCTBYE(I0)T pexumMmy 403MPOBaHUA U
NPOAOCIKUTENBHOCTU NEYEHNS U JOCTATOYHbI A1 BbINOMHEHUsI peKOMeHAauunin no 403MPOBaHUI0, NPUBEAEHHbIX B

o6LLen XxapakTepuCTVKe NekapCTBEHHOro npenapara.

MpumeyaHne Onsa B.11.0.1.6) — ecnv uameHeHue NpuBOAWT K
«0bpas3oBaHNi0 HOBOW NeKapCTBEHHON hOPMbI»,
TO Takoe uameHeHune TpebyeTt nogaym
3as81BMEeHUs O pacLUMPEHUN perncTpaumm.

B.11.8.2 N'ameHeHne napameTpos cneuudurkaumnm n (unm) Ycnosusa | Tpebyemas Bua

KpUTEpUEB NMPUEMMEMOCTM NEPBUYHOW YNAKOBKM JTEKAPCTBEHHOIO OOKyMeHTauums npoueaypbl

npenapara

a) Y>XeCcTo4YeHve KpUTeprneB NpuemMIieMocTu cneundukaumm 1,2,3,411,2 1A

6) Oob6aBneHne B cneundukaLmio HOBOro napameTpa u 1,2,5 1,2,3,4,6 1A

COOTBETCTBYHOLLEN €My aHANUTUYECKON METOANKU

B) McknioyeHune HecyLLeCTBEHHOro NnapameTpa cneumdukaumm 1,2 1,2,5 1A

(Hanpumep, UCKITKYEHVEe YCTapeBLLEro napameTpa)

r) Jo6aBneHne unun sameHa napameTpa cneyudurkaumm n3 1,2,3,4,6 1B

coobpaxeHur 6e30MacHOCTU Unn KavyecTea

Ycnosusa

1. iameHeHne He sBnsieTcs cneacTBmMeM kakoro-nnbo obsisatenscTea, MPUHATOrO Mo pe3ynbTaTaMm paHee
NPOBEAEHHbIX IKCNEPTU3 C LENbI0 aHanm3a KpuTepueB NpueMnemMocTy cneumdurkaumm (Hanpumep, B xoae
perucTpauum nekapcTBEHHOro nNpenapara Unum BHeceEHUn nameHeHui |l Tmna).
2. \ameHeHVe He ABNAeTCHA cneacTBMEM HEMNPeABUAEHHbIX CUTYaLUiA, BO3HMKLLUX B XO4E NPOU3BOACTBA.

3. Illboe n3meHeHne JOIMKHO YKNaablBaTbCA B ANAnNa3oH TEKYLLMX 000OpEHHbIX KpUTEPMEB MPUEMITEMOCTH.
4. AHanuTuyeckasi MeToamka He N3MEHSIETCS UM U3MEHSETCSI HE3HAYUTENbHO.
5. Hn 0avH HOBbIV METOA UCTBbITAHWUA HE OCHOBAH Ha HOBOW HECTaHAAPTHOW METOL4ONOMMU UM CTaHO4APTHOWM

METOAO0SIOrK, NCMOb3YEMOIN NO-HOBOMY.

JokymeHTaums
1. MonpaBka kK COOTBETCTBYOLLEMY(MM) pasgeny(am) gocke.

2. CpaBHuTenbHas Tabnuua TekyLwmx 1 npegnaraemolix cneumdukaumn.
3. NMogpobHoe onucaHne HOBOW aHaNUTUYECKOW METOAMKM U AaHHbIE NEPBUYHON 3KCNEPTU3bI(B COOTBETCTBYIOLLNX

cnyyasx).

4. [laHHble aHann3a ABYyX CEpWIn yNakoBOYHOIro MaTepuana no BceM napameTtpam (nokasatensam) cneundunkaumm.
5. OB6ocHoBaHue/oLieHKa pUCKOB, NOATBEPXAAOLWME, YTO NapaMeTp ABMSETCA HE3HAUYNMBbIM.
6. ObocHOBaHWe HOBOrO NapameTpa crneuvduKkaLmMn 1 KpuTepues NPMEMIEMOCTH.

b.11.8.3 MIameHeHne aHannTn4eckon METOAMKN 451 NePBUYHON Ycnosusi | Tpebyemas Bupg
yNakoBKW NeKapCTBEHHOro npenapaTta OOKYMeHTauus npoueaypsl
a) HeaHaunmble n3ameHeHns 040OpEeHHOM aHaNUTUYEeCKON 1,2,3 1,2 1A
MeTOANKN

6) MNpoyre nameHeHNss aHaNUTUYECKON METOAMKM (BKIOYasi 1,3,4 1,2 1A

3ameHy unv gobaenexuve)

B) VIcknioyeHne aHanMTU4eCckon MeTOAMKN, eCcrnn 5 1 1A
anbTepHaTMBHasi e MeToarka yxe ogobpeHa

Ycnosusa

1. CornacHo cooTBETCTBYIOLUM AOKYMEHTaM, NPOBeAeHHas HeobxoanMas nNepBuUYHas aKcnepTuaa,
noATBepxaatoLas To, YTo 06HOBNEHHas aHanMTU4eckasi MeToauka, no MeHbLUEeNn Mepe, 3KBMBareHTHa
npeablayLien.

2. MeTop aHanusa He u3MeHusncs (Hanpumep, U3MEHEHNE ANUHBLI KONIOHKM UMW TEMMNEepPaTyphbl, HO HE Apyras KOJNIOHKa
unn meToa).

3. Hn 0avH HOBbIV METOA UCTbITAHMSA HE OCHOBAH Ha HOBOW HECTAHA4APTHOW METOAONOMMN N CTaH4APTHON
MEeTOA0J10rMM1, UCTNIONb3YEMON MO-HOBOMY.

4. AktuBHas cpapmaueBTuyeckas cybcTaHUMa/neKkapCcTBEHHbIVM Npenapar He SABMSTCA
B1onorn4yeckMMu/IMMyHONOrM4ECKUMM.

5. AnbTepHaTuBHas aHanuTU4eckas MeTogauka Ans napameTpa cneuudukauum yxxe ogobpeHa, npyu 3Tom Takas
MeToAMKa Oblna BKIYeHa He ¢ nomoubo |A/-yBegoMneHus.

[okymeHTaums

1. MNonpaBka k COOTBETCTBYOLLEMY(MM) pa3aeny(am) oocke.

2. CpaBHWTENbHbIE PE3YNbTaThl NEPBUYHOW SKCNEPTM3bI UMK, NPU HANMYMM 060CHOBaHWS, CPAaBHUTENbHbIE
pe3ynbTaTbl aHanusa, NOATBEPXAALWME TO, UTO TEKyLLee U NpeanaraeMoe UchbITaHNe SKBMBaneHTHbI. HacTosiwee
TpeboBaHUE He NpUMeHsieTcsl, ecnv fo6aBNSETCsS HOBasi aHANUTUYecKas MeToamka.

B.1l.a. 4 UameHeHve dhopmbl UnNn pa3amepoB NepBUYHON ynakoBkm | Ycnosusi | Tpebyemas Bug
WIN YKYNOPKK (NEPBUYHON YNAKOBKWN) [OKYMEHTauus npoueaypsl
a) HectepwunbHble NekapCTBEHHbIE NpenapaTbl 1,2,3 1,2, 4 1A




6) NameHeHve hopMbl UNK pasMepoB 3aTparuBaeT KMioYeBble Il
nokasaTenu ynakoBO4YHOro MaTtepuara, KoTopble CyLLECTBEHHO
BINUSIIOT Ha OCTaBKy, NpUMeHeHne, 6e30nacHOCTb UIn
CTabuIbHOCTb NEKAaPCTBEHHOIO NpenapaTa

B) CTepunbHble NekapCcTBEHHbIE NpenaparThbl 1,23, 4 1B

Ycnosusa

1. KayeCcTBEHHbIN 1 KONNYECTBEHHbIN COCTaB MEPBUYHOM YNAKOBKM HE N3MEHUICS.

2. \ameHeHVe He 3aTparuBaeT KIoyeBble NoKa3aTeny KayecTsa ynakoBOYHOro Marepuana, kotopble BIUSIOT Ha
[OCTaBKy, NpUMeHeHne, 6e30NacHOCTb MM CTabUNBHOCTb NEKapCTBEHHOIO Npenapara.

3. Mpun nameHeHnn cBOOOLHOIO NPOCTPAHCTBA UM OTHOLLEHMS MOBEPXHOCTL/OOBHEM COrNacHO COOTBETCTBYHOLLMM
AokymeHTam Pecnybnukm KasaxctaH no ctabmvnbHOCTM HavyaTbl COOTBETCTBYHOLLME UCCNEAOoBaHNA CTabunbHOCTY;
npoaHanu3npoBaHbl COOTBETCTBYIOLLME NapaMeTpbl CTabUMbLHOCTM HE MEHEE YEM Ha ABYX OMbITHO-NPOMbILLNEHHbIX
(ana 6ruonornyecknx/MMMyHONOrMYEeCKMUX NeKapCTBEHHbIX MpenapaTtoB — TPeX Cepusix) NN NPOMbILLIIEHHBIX CEPUSIX;
B pacrnopsXeHun 3asBUTENs HaXo4AaTCA yAOBNETBOPUTENbHbIE pe3ynbTaTbl, N0 MeHbLLEN Mepe, 3-MeCcA4YHOoro
n3yyeHus ctabunbHoCcTH (4N GMONOrMYECcKUX/MMMYHONOMMYECKMX NEKAPCTBEHHbIX NpenapaTtoB —
LwecTmecsa4Horo). lMoaTeepxaeHre Toro, YTo nccnefoBaHns 6yayT 3aBepLUeHbl, U YTO ecnn peaynbTaThl He byayT
yKnaablBaTbCs B cneumndukaumm nnm noTeHUManbHO He YKNaablBaTbCA B CrieUMdUKaLmm Ha KOHeL, CpoKa rogHoCTH,
WX HEeMeJIEHHO NPeACTaBAT YNOMHOMOYEHHOMY OpraHy Hapsifly ¢ npegnaraemblM nNaHoM AEeNCTBUN.

HokymeHTaums

1. NonpaBska k cooTBeTCTBYOLLEMY(UM) pa3geny(am) gocbe, BKNoYasa onnucaHue, noapobHbIA YepTeX U cocTaB
mMaTepuana KOHTenHepa UnNn yKyrnopku, a Takke nepecMoTp HdopMaLum o nekapcTBEHHOM npenapare.

2. B cooTBeTCTBYIOLMX Cnyyasx 06pasLibl HOBOrO KOHTeWHepa/yKynopKu.

3. NpoBeaeHbl NOBTOPHbIE BanuAaLMOHHbIE UCCIEeAOBaHNS CTEPUMbHBIX MPenapaToBs, NoABEPraloLLMXCs
TepMUHanNbLHON cTepunmaaunm. B cooTBETCTBYIOLLMX CryYasx HeobXoAMMO ykasaTb HOMepa Cepyii, UCMOMb30BaHHbIX
B BanngauMOHHbIX UCCrea0oBaHUSIX.

4. Mpu n3meHeHnn cBOBOAHOIO NPOCTPAHCTBA UMM OTHOLLEHUS NOBEPXHOCTM K 06beMy Aeknapauus, YTo HavaTbl
Tpebyemble nccrnegoBaHnsa cTabunbHOCT B COOTBETCTBUM C YCTAHOBIEHHBIMU TpeboBaHMAMHM (C yka3aHnem
HOMEpPOB Cepuii); N YTO (B COOTBETCTBYIOLLMX CMyYasix) HA MOMEHT peanusauum ysegomneHms o6 nameHeHmm 1A
TMNa u nogayn ysegomneHus ob nsmeHeHun |B Tvna B ero pacnopsiKeHnn HaxoaaTCst yaoBneTBOpuTenbHbIe
pesynbTaTbl M3y4eHNs CTabunNbHOCTW; N YTO MMEIOLLMECH AaHHble He yKa3blBatloT Ha Kakue-nmbo npobnemsi.
Heobxogumo Takke NpeAcTaBuTb NOATBEPXKAEHNE TOTO, YTO UCCneaoBaHus OyayT 3aBepLUeHbl, U 4YTO ecnu
pesynbTaTbl He ByayT yknageiBaTbCcs B crieumdmKaLmm nnm noTeHuMansHo He yknaabiBaTecs B cneundukaumm Ha
KOHeL, Cpoka rogHOCTU, X HEMeAEHHO NMPeACTaBAT YNOMHOMOYEHHOMY OpraHy Hapsiay ¢ npeanaraembiM MiaHoM
OENCTBUN.

B.11.0.5 NameHeHne pasmepa ynakoBku NEKapCTBEHHOIO Ycnosusa | Tpebyemas Bua
npenaparta OOKyMeHTauums npoueaypbl

a) MilameHeHve konnyecTBa eanHUL, fekapcTBeHHOM hopMbl
(HanpumMep, TabneTok, amnyn u T.4.) B yNakoBKe

1. 'ameHeHune yknaabiBaeTca B 00006peHHbI AManasoH 1,2 1,3 1A
pa3MepoB yNakoBOK
2. \ameHeHune He yknaabiBaeTcsl B 0406PEHHBIN Anana3oH 1,2,3 1B
pa3mMepoB yNakoBOK
6) N3ameHeHne pa3mepa(oB) ynakoBKuU(OK) 3 1,2 1A

B) lameHeHVe HOMWHarnbLHOW Maccbl/HOMUHaNbLHOro obbLema Il
CTEePUIbHBLIX MHOTOAO03HbIX (MM OOHOAO3HBIX C YACTUYHBIM
u3BneYeHmeM) napeHTepanbHbiX NEKAapCTBEHHbIX MpenapaTos 1
61onornyecknx/MMMyHONOrMYECKUX MHOFOL03HbIX
napeHTepanbHbIX TEKAPCTBEHHbLIX NPenapaTos

r) UameHeHne HoOMMHaNbLHOM Macchl/HOMUHaNbLHOro obbema 1,2,3 1B
HenapeHTepanbHbIX MHOFOAO3HbIX (M OAHOA4O3HbIX C
YACTUYHBIM U3BINIEYEHNEM) JIEKAPCTBEHHbIX MPenapaToB

Ycnosusa

1. HoBbI1 pa3amep ynakoBKW JOMKEH COOTBETCTBOBATHL PEXMMY 4O3MPOBAHUS U NMPOAOIHKUTENBHOCTY NEYeHuns,
yka3aHHbIM B 00LLEel XxapaKTepucTuKe NekapCTBEHHOIO NpenaparTa.

2. MaTtepuan nepBuYHON YNakoBKU HE N3MEHSETCS.

3. OcTaBLumnecsa hopmbl BbiMyCcka NO3BOMSOT BbINOMHUTL PEKOMEHOAUUN MO 4O3UPOBAHUIO U ANTUTENBHOCTH
JIEYEHWsI, YKa3aHHbIE B OOLLEV XapaKTEPUCTUKE JIEKAPCTBEHHOMO NpenapaTa.

[okymeHTaums

1. MNonpaBska k cooTBeTCTBYOLLEMY(UM) pa3geny(am) gocbe, BKYasi nepecMoTp MHdopmaumm 0 iekapCTBEHHOM
npenapare.

2. ObocHoBaHWe, 4TO HOBasi/OCTaloLLMECs pa3Mepbl YNakoBOK COOTBETCTBYIOT PEXUMY A03MPOBaHUSA 1
NPOAOIIKUTENBHOCTU NEYEHNs!, yKa3aHHbIM B 0OLLEN XapakTeprcTrKe NekapCTBEHHOro npenapara.

3. Oeknapauus, 4TO ecnu oxuaaeTcs BNUsHWE Ha CTabuNbHOCTb, COrNMacHO COOTBETCTBYHOLLMM YCTAHOBIEHHBIM
TpeboBaHuAM ByayT HaYaTbl UCcnefoBaHus cTabuneHOCTU. [laHHble HeOOX0AMMO NpeacTaBuThb (C NpeanaraembiM
nnaHom AeNCTBUI), NWLb €CNY OHW He YKNaAbiBalTCsa B cneundukaumm.

MpumeyvaHue: Ona B.11.4.5.8) n r) — ecnu nameHeHune
NPUBOAMNT K M3MEHEHMIO «J03UPOBKMY
nekapcTBEHHOro npenapaTta, To Takoe
nsmeHeHue TpebyeT nogayumn 3asBrneHus o




pacLumpeHum.
B.Il.a. 6 lameHeHne kakon-nnbo coctaBnaoLen (NEPBUYHON) Ycnosusa | Tpebyemas Bug
yMaKoBKU, HEMOCPEACTBEHHO HEe COMpuUKacarLencs ¢ OOKyMeHTauums npoueaypbl
nekapcTBEHHbIM NpenapaToM (Hanpumep, LUBeT CbEMHbIX

KOMMaykoB, LIBETHblE KOOOBbIE KOMbLia HA amnynax, U3MeHeHue

Konnayka, 3aluiiatoLero urny (Mcnonb3oBaHve apyroro

nnacrtuka))

a) VIameHeHue, 3aTparmBatoLee MHGOOPMaLUIO O NnekapcTBeHHOM | 1 1 1A
npenapare

©) lameHeHune, He 3aTparvBaroLee nHPopmaLmio o 1 1 1A
NekapcTBEHHOM npenapaTe

Ycnosusa

1. ameHeHune He 3aTparnBaeT 4acTtu YNakoBOYHOro Martepuana, KOTopble BIMUAKT Ha A0CTaBKy, NPUMEHEHNE,
©e30MacHOCTb UM CTabUIIbHOCTb J1IeKapCTBEHHOro npenaparta.

HokymeHTaums
1. NonpaBska k cooTBeTCTBYOLLEMY(UM) pa3geny(am) gocbe, BKMYasi NnepecMoTp MHpopMaLMmn O nekapcTBEHHOM
npenapare.

B.1l.4.7 N'ameHeHne nocTaBLUMKa KOMMOHEHTOB YMaKoBKN UMK Ycnosus | Tpebyemas Bug
YCTPOWCTBA (€CNY YKka3aHo B fOCLE) [OKYMEHTaums npouenypbl
a) VicknoyeHne noctaBLuvka 1 1 1A

0) 3ameHa nnu gobaBneHne NocTaBLLMKa 1,2,3,411,2,3 1A

B) JTioGoe nameHeHne NOCTaBLUNKOB crnencepoB A03MPOBaHHbIX
WMHranAaTopoB

Ycnosusa

1. NckntoyeHne KoMmnoHeHTa YNakoBKMN Unun nsgenna He nponcxoauT.

2. Ka4yeCTBEHHbIN 1 KONMYECTBEHHBIN COCTAB KOMMOHEHTOB YNaKoBKW/ M34enusa n cneumdukauum acknsa He

N3MEHAKTCA.

3. Cneumndpmkaumm n MeToabl KOHTPONSA KAa4YecTBa, N0 MEHbLLEN Mepe, 3KBUBATEHTHbI.
4. MeTog cTepunusaumm u ee yCnoBusi He U3MEHSIOTCS (eCiv NPUMEHMMO).

JokymeHTaums
1. MonpaBka kK COOTBETCTBYOLLEMY(MM) pasgeny(am) gocke.

2. MNoaTteepxaeHne permctpaumm MeamumHekoro nagenus B Pecnybnuke KasaxcrtaH B OTHOLWEHUM MEAULIMHCKNX

n3genun, npunaraemblix K IekapCcTBEHHOMY npenapary.

3. CpaBHuTenbHasa Tabnuua Tekywmx 1 npegnaraemblx cneumdukaumn (ecnv npuMeHUMo).

B.1l.a. 8 lameHeHne ansainHa MapKMpoBKN NEPBUYHON U Ycnosus | Tpebyemas Bug

BTOPWUYHOWN YNaKOBKU [OKYMeHTauus npoueaypsl
1 1,2 1A

Ycnosusa

1.KayeCTBEHHbIN N KONUYECTBEHHBIA COCTaB KOMMOHEHTOB YNAKOBKW/ U3aenns u cneumpukaummn ackusa He

M3MEHSAITCS.

[okymeHTaums

1. MonpaBka kK COOTBETCTBYOLLEMY(MM) pasgeny(am) gocke.
2. MakeTbl ynakoBOK B CTapoM Au3aniHe.

B.ll. e) CtabunbHocTb

B.ll.e. 1 N3ameHeHuWe cpoka rogHOCTU UK YCIOBUA XpaHeHUs
neKkapCTBEHHOro npenapara

Ycnosus

Tpebyemas

[OKYMEHTauus

Bun
npoueaypbl

a) CokpalleHve cpoka roqHOCTY NIEKapCTBEHHOMO Npenapara

1. YnakoBaHHOro B KOMMEPYEeCKYIO YNaKOBKY

2. [Nocne nepBoro BCKpbITUSA

[EnY

3. MNocne pa3BegeHus unv BOCCTAHOBEHMUS

1
1
1

NMINMIN
w|w|ew

0) YBenuyeHne cpoka rogHOCTU NIEKAPCTBEHHOIO npenapara

1. YnakoBaHHOro B KOMMeEPYECKyo ynakoBKY (I'IO/J,TBep)KJJ,eHHoe
OaHHbIMW B peaJibHOM BPEMeHM)

2. MNocne nepBoro BCKpbITMSA (MOATBEPXKAEHHOE AaHHLIMU B
pearnbHOM BPEMEHN)

3. Nocne pa3BefeHnsa Unm BOCCTaHOBNEHUS (I'IO,D,TBep)K,EI,EHHoe
OaHHbIMW B peaJibHOM BPEMeHVI)

1,2,3

4. YBenuyeHune cpoka rogHoCTU MyTeM 3KCTPanonsauun 4aHHbIX No
cTabunnbHOCTN, HE COOTBETCTBYIOLLEN JOKYMeHTam PecnyGnuku
KasaxctaH (*)

5. YBenu4yeHve nepmoga xpaHeHus
61onorm4yeckoro/MMMyHONOMMYECKOro NIEKAPCTBEHHOIO NpenapaTa B
COOTBETCTBUM C OA06PEHHON NPOrpamMmMoi U3y4eHust CTabunbHOCTH

1,2,3

B) ilameHeHne ycnoBuii xpaHeHus
B1ONorMYecKMX/MMMyHOIOrMYECKNX NTEKapCTBEHHbIX NPenapaTos,




€cnu nccrnenoBaHus cTabUNbLHOCTM NPOBEAEHb! HE B COOTBETCTBUM
C TeKyLLer 0goGPEHHO NPOrpaMmMon N3y4eHusi CTabuIIbHOCTH

r) \ameHeHne ycrioBuii XxpaHeHWs NEKapCTBEHHOrO Npenapara unm 1,2,3 1B
nekapCTBEHHOro npenapara nocne pa3segeHns/BoCCTaHOBNEHUS

4) \lameHeHve ogobpeHHOro npoTokona cTtabunbHOCTH 1,2 1,4 IA
Ycnosusa

1. 'ameHeHWe He JOMKHO GbiTb CEACTBUEM HEMpPeaBUAEHHBIX CUTYaLIMiA, BO3HUKLLUX B XO4€ NPOM3BOACTBA, UMK
N3MeHeHUs1 CTabUnbHOCTW.

2. VilaMmeHeHUs He NPUBOASAT K PacLUMPEHWIO KpUTEPUER NPUEMIIEMOCTM UCTbITYEMbIX NapaMeTPOB, UCKITHUYEHNIO
napameTpa cTabubHOCTU, UMW CHUXKEHWUIO YacTOTbl UCTbITAHUN.

HokymeHTaums

1. MNonpas.ka k cooTBeTcTBYIOLWEMY(MM) pasgeny(am) gocbe. OHa AOMKHa codepxaTb pesynbTaThl
COOTBETCTBYIOLLMX NCCNEAOBaHUA CTabUNbLHOCTN B peanbHOM BpeMeHM (0XBaTbIBalOLLMX BECb CPOK FOAHOCTH),
NPOBEAEHHbIX COrNMacHO COOTBETCTBYIOWMNM AOKyMeHTaM PK, no MeHbLUen Mepe, Ha ABYX OMbITHO-MPOMBILLMEHHbIX
cepusax(1) nekapcTBEHHOro npenapaTta, ynakoBaHHOIO C MOMOLLbIO 3apercTPUPOBaHHOIO YNakoBOYHOIO Matepuana
n (M) COOTBETCTBEHHO MOCIIE MEPBOro BCKPbITUS UMW pa3BefeHnst; B COOTBETCTBYIOLLMX CryyYasx Heobxoammo
npeacTaBnTb pesynbTaTbl MUKPOBMONOrMYECKNX UCTIbITaHWUN.

2. MNepecmoTpeHHas nHpopmaLms o NekapCTBEHHOM npenapare.

3. Konun ytBepxaeHHbIX cneuudukaumin Ha KoHeL, Cpoka rogHOCTU 1, eCrin NPUMeHnMo, cneuudukauum nocne
pas3BefeHNA/BOCCTaHOBIEHWS UMK NOCIE NEePBOro BCKPbITUS.

4. ObocHoBaHWe NpegnaraembiX MU3MEHEeHWN.

(*) NpumeyaHue: B oTHoweHUn
Oronorn4yeckoro/MMMyHOOrM4ecKoro
neKkapCcTBEHHOro npenapaTa aKcTpanonsaums
HernpuMeHuMa.

Q) Mpu Hannuumn obsizaTenbcTBa NPOBEPUTL
CPOK FOAHOCTM Ha NPOMBbILLIEHHbIX CEPUSIX
[0MNYCTUMbI OMbITHO-MPOMbILLIIEHHBIE CEPUM.

B.1l. ) lNMpoekTHOE none 1 NPOTOKON NOCTPErMCTPaLIMOHHBLIX N3MEHEHNI

B.11.x. 1 BBegeHne HOBOro NPOEKTHOMO NOJIA UK pacLunpeHne Ycnosus | Tpebyemas Bug
0006pEeHHOro NPOEKTHOrO Mossi NNEKAapCTBEHHOrO Npenapara (3a OOKyMeHTaumsa | npoueaypbl
UCKIMOYEHNEM B1ONMOrMYECcKoro), 3aTparmBaroLLee:

a) OgHy nnn 6onee oTaenbHbIE ONepauun Npouecca Npon3BoacTea 1,2,3 Il

nekapcTBEHHOro npenapara, BKIo4Yasi COOTBETCTBYOLLME
BHYTPUMNPOU3BOACTBEHHbIE KOHTPONM U (MIW) aHanUTU4Yeckue MeToamKu

6) AHanuTuyeckMe MeToauKn Ans BCnoMoraTenbHbIX 1,2,3 Il
BELLLECTB/NPOMEXYTOYHbIX MPOAYKTOB U (MNK) NEKapCTBEHHOrO
npenapara

JokymeHTaums

1. PesynbTaTthl nccnegosaHui paspaboTkm npenapata v npouecca (Bknovas OLeHKY PUCKOB 1 MHOFOMEpPHbIE
uccreaoBaHusa COOTBETCTBEHHO), NOATBEPXAAOLME TO, YTO AOCTUIHYTO LIENOCTHOE MEXaHUCTUYECKOE NOHNMaHne
rokasaTernew Ka4ecTBa MaTepuarnos 1 NapaMeTpoB NpoLecca Ha KpUTU4ecKkne napameTpbl kKadyecTsa
nekapCcTBEHHOro npenapara.

2. OnncaHne NpoekTHOro nomns B TabnuMyHoOM Buae, BKOYas nepeMeHHble (CBOWCTBa MaTepyanos 1 napameTpbl
npoLiecca NpounsBOACTBa) U UX NpeanaraeMblie AnanasoHbl.

3. MNonpaBka k COOTBETCTBYOLLEMY(MM) pa3aeny(am) [ocke.

B.1l.x. 2 BBegeHne nocTperncTpaumMoHHOro NpoToKona yrnpasnieHus Ycnosus | Tpebyemas Bug
U3MEHEHUAMU, 3aTParmBalLLUMn NTeKapCTBEHHbIN nNpenapar OOKyMEeHTauus | npoueaypbl

1,23 1l
JokymeHTaums

1. MNogpobHoe onucaHne npeanaraemMoro U3MeHeHMs!.
2. MNpoTokon ynpasneHus N3MeHeHsMN, 3aTparMealoLLMMm NekapCTBEHHBIN npenapar.
3. MonpaBka k cooTBETCTBYOLLEMY(MM) pa3geny(am) [oche.

B.Il>x. 3 UckntoyeHne yTBepXXOEeHHOro MpoToKona ynpasneHns Ycnosus | Tpebyemas Bug
W3MEHEHUSIMUY, 3aTParMBaLLUMK NeKapCTBEHHbLIN Npenapar OOKyMeHTauus | npoueaypbl

1 1 1A
Ycnosua

1. NckntoyeHne nocTperncTpaLmoHHOro NPOTOKOMA YNpaBneHns U3MEHEHUSIMU, 3aTParnBaroLLMmM NeKapCTBEHHbIN
npenapart, He SIBMsieTCs CNeACTBUEM HenpeaBUAEHHbIX CUTyaLUMin N HECOOTBETCTBUS cneuuduKaLmm B Xxoae
BBeEHUS U3MEHEHUIA, ONUCaHHbLIX B MPOTOKOIE, Y HUKAK HE BNUSIET HA YTBEPXXAEHHbIE CBEAEHUS!, BKIIIOYEHHbBIE B
[0oCbe.

[okymeHTaums
1. OBocHOBaHMe NpeaaraemMoro UCKIIOYEHWS.
2.

B.Ilx. 4 UsMeHeHWs yTBEPXXAEHHOro NpoToKOMa ynpasneHusi Ycnosusi | Tpebyemas Bug
N3MEHEHNSMU OOKyMeHTaums | npoueaypbl




a) 3Ha4yMMble N3MEHEHUS NpPOTOKOa ynpasiieHNAa USMeHeHnamMmn

6) He3HauynMble n3MeHeHUsa NPoToKosIa yrnpaBieHNs N3MEeHEHNSIMN,
KOTOPbIE HE U3MEHAKT CTpaTErnio, ONNCaHHyo B NMPOTOKOJ1€

1B

HokymeHTaums

1. Oeknapauus, yto noboe n3MeHeHne JOIMKHO YKNaablBaTbCA B AMana3oH OEACTBYIOLWMX YTBEPXKAEHHbIX
KpuTepueB npvemnemocTtu. lMomMrmMo 3Toro, Aeknapaumsi, 4To B OTHOLLUEHWUIN BUONOrMyeCcKUX/MMMYHONOTMYECKNX

JIEKapCTBEHHbIX NpenapaTtoB He Tpe6yeTc;| OLeHKa CoONnoCTaBMMOCTHW.

B.1l.x. 5 Peanusaumnsa nameHeHnn, npeaycMoTPEHHbIX YTBEPXKAEHHbLIM Ycnosus | Tpebyemas Bug
NPOTOKO/IOM YNPaBneHNst N3MEHEHNSIMU OOKyMEHTaums | npoueaypsl
a) Peanusauusi uameHeHus He TpebyeT 4ONONHUTENbHbLIX 1 1,2, 4 1A
BCMOMOraTenbHbIX AaHHbIX

6) Peanusaunsa nameHeHns TpebyeTt OMNONHUTENBHBIX BCMOMOraTernbHbIX 1,2,3,4 1B

OaHHbIX

B) Peanusaumsa nameHeHunst 6uonornyeckoro/ MMMyHONorm4eckoro 1,2,3,4,5 IB

NEeKapcTBEHHOro npenapaTa

Ycnosusa

1. MNMpeanoxeHHoe N3MeHeHne OCyLeCTBNEHO B NMNOJIHOM COOTBETCTBUN C YTBEPXOEHHBIM NPOTOKOJSIOM YyrNpaBneHns
N3MEHEeHUAMMU, TpeGyrou.l,ee HemMearieHHOro ysegomsieHmna nocrne ero peanusauun.

HokymeHTaums
1. Ccbinka Ha yTBepXAeHHbIV NPOTOKOM yNpaBneHns N3MEHEHNAMMU.

2. leknapaumsi, 4HTO UBMEHEHWE COOTBETCTBYET YTBEPXKAEHHOMY NPOTOKONY YNPaBMneHUss U3MEHEHUSIMU U YTO
pe3ynbTaTbl UCCNEAOBaHNS YOOBINETBOPSOT KPUTEPUAM NPUEMIIEMOCTH, OTOBOPEHHBIE B NpoTOKONe. NoMumo aToro,
AeKnapauusi Toro, YTo B OTHOLLEHUN BUONOrMYeCcKMX/MMMYHONOMMYECKUX NIeKapCTBEHHbBIX MpenapaToB He TpebyeTcs

OLEeHKa conoCctaBUMMOCTMW.

3. Pe3yanaTb| nccnefoBaHuin, NpoBeeHHbIX B COOTBETCTBUM C yTBEPXOEHHBLIM NMPOTOKOJSIOM YyrnpaBJieHUA

N3MEHEHUSIMU.
4. MonpaBka k cOOTBETCTBYOLLEMY(MM) pa3feny(am) gocke.
5. Konus yTBepxaeHHbIX cneundukaumii Ha NekapCcTBEHHbIN Npenapar.

B.1l. 3 Be3onacHOCTb B OTHOLLIEHUN NOCTOPOHHNX areHTOoB

B.11.3.1 O6HoBREeHne nHgpopmauumn «OueHka 6e3onacHoCTH
OTHOCUTENbLHO MOCTOPOHHUX areHToB» (pasgen 3.2.A.2
pPEerncTpaLmoHHOro 4ockbe)

Ycnosus

Tpebyemas
[OKyMeHTaums

Bupg
npoueaypsl

a) NccnepoBaHus, 3aTparvBatoLLme NpoOM3BOACTBEHHbIE 3TarbI,
N3y4eHHble BNepBble Ha NpeaMeT 0AHOro Uin 6oee NOCTOPOHHMX
areHToB

6) 3ameHa ycTapeBLUMX UCCIieQoBaHuiA, 3aTparMBaloLmx
MPOM3BOLOCTBEHHBIE 3Tarbl M MOCTOPOHHWUE areHTbl, PaHee BKITHOYEHHbIe
B [JOCbe

1. C UBMEHEHNEM OLIEHKN PUCKOB

2. 6e3 N3MEHEHNSI OLIEHKU PUCKOB

1,2,3

1B

JokymeHTaums

1. NonpaBka k cooTBETCTBYOLLEMY(UM) pa3geny(am) ocbe, BKOYasi BBEAEHNE HOBbIX NCCNEeA0BaHWMN,
HanpaBneHHbIX Ha U3y4yeHne CrnoCcobHOCTM NPOM3BOACTBEHHbIX 3TANOB MHAKTUBUPOBATL/3NMMMUHUPOBATL

NOCTOPOHHWE areHTbl.
2. OBbocHoBaHWe TOro, YTo UCCneaoBaHUs He N3MEHSIIOT OLEHKY PUCKOB.

3. MonpaBska K MHgopMaLMK O NIeKapCTBEHHOM npenapare (ecnv NpUMeHUMO).

B.Ill CeptudukaT cootBetcTBusa EBponerickon ®apmakonee (CEP) (mpu Hannuun)/Tr3/ctaTtbmn

B.IIl.1 Moagaya HoBoro unu o6HOBMEHHOrO cepTUdmkaTa COOTBETCTBUS
EBponerickon ®apmakonee unm UcknoYeHne ceptudnkata CooTBeTCTBUSA
EBponevickon ®apmakonee

Ycnosusa

Tpebyemas
[OKyMeHTauus

Bupg
npoueaypbl

Ha chapmaneBTuyeckyto cybctaHumio

Ha ncxogHbin matepuan/peakTnB/MpOMEXYTOYHbIN MPOAYKT,
ncnonb3yemMblil B NpoLiecc NponssoacTea papmavueBTn4ecKomn
cybcTaHumm

Ha BcnomorartensHoe BELEeCTBO

a) Ceptudukat cooTBeTcTBMSA EBponerickon ®apmakonee
COOTBETCTBYIOLLEN cTaTbe EBponerickon ®apmakoneu

1. HoBbI cepTudmkat oT paHee ogobpeHHOro npoussoanTens

1,2,3,4,5

2. OGHOBREHHbIN cepTudmkaTt oT paHee o40OpeHHOro nNpon3BoanTens

wlo w
©

1,2,3,45

3. HoBbIVi cepTudmkaT OT HOBOTro NPOM3BOAUTENS (3aMeHa unm
pobasrneHve)

anNloN|ov

o w

1,2,3,4,5

4. NckntoyeHne ceptudmkatos (eCcnv K matepuany npunaranuncb

1) ENGTEY NI NG

3




HEeCKOMbKO cepTucmkaTon)

5. HoBbI cepTudmKaT Ha HECTEPUIBHYIO aKTUBHYIO dhapMaLieBTUYECKYIO 1,2,3,4,5 1B
cybcTaHumMio, noanexally UCMoNb30BaHUI0 B CTEPUITBHOM
nekapcTBEHHOM npenapaTte, NPU NCNOMNb30BaHUM BOAbl HA NOCnegHeM
aTane CUHTE3a, a B OTHOLLUEHUN MaTepuana He 3asiBfieHo OTCYTCTBME B
HEM SHOOTOKCMHOB

6) Ceptudukat cootBetcTBus EBponerickont ®apmakoneun no T3 Ha
aKTUBHYIO (hapMaLeBTUYECKYH CyBCTaHLMIO/MCXOAHbIN
maTtepuan/peakTuB/NPOMEXYTOUHbIN NpoayKT/ BCnoMoraTenbHoe

BELLECTBO
1. HoBbI cepTudmKaT Ha akTUBHYO dhapmaueBTuyeckyto cybetaHumio ot | 3,5, 9 1,2,3,4,5 1A
HOBOIO MNn paHee 0go6peHHOro NPon3BoANTENS

2. HoBbii cepTudmkaT Ha hapmaLieBTUHECKYIO CyOCTaHLMIO/MCXOQHbIN 3,6,7 1,2,34,5 1A

maTepuan/peakTue/ NPOMEXYTOYHbIN NPOAYKT/BCNoMoraTensHoe
BELLECTBO OT HOBOTO U paHee 0f06PEeHHOro NpousBoanTenNs

~

3. OGHOBNEHHbIN cepTudukaTt oT paHee 0g0OPEHHOro NPoOM3BOAMTENS 1,2,3 4,5 1A

4. VicknioyeHune cepTudukaTos (ecnv K MaTepuany npunaranmcb 8 3 1A
HECKOMNbKO CepTUEMKaTOB)

5. HoBbIli/0GHOBMEHHBIN cepTudUKaT oT paHee 0g406pPEeHHOro/HOBOro Il
NPOV3BOAUTENS, UCMOMb3YHOLLEr0 MaTepuarbl YeNoBEYECKOro Unu
YKMBOTHOIO MPOUCXOXAEHUS, B OTHOLLIEHNM KOTOpbIX TpebyeTcs oueHka
Ha npegMeT pucka NoTeHuManbHON KOHTaMUHaLUMM NOCTOPOHHUMMU
areHTamu

Ycnosusa

1. CneundmKaumm Ha BbIMYCK U Ha KOHEL, CPOKa rOAHOCTY NeKapCTBEHHOMO nNpenaparta He U3MEeHSIoTCS.

2. HenameHeHHble (MCkovas y)xeCcToudeHne) gononHuTtenesHble (k FocyaapcteeHHon ®apmakonee Pecnybnukn
KasaxcTaH) cneundukaumm Ha npuMecH (MCKMoYas OCTaToYHble PacTBOPUTENN, NP YCIIOBUMN UX COOTBETCTBUSA
TpeboBaHusam Pecnybnunkm KaszaxctaH) npoaykT-cneumdunyHbie TpeboBaHms (Hanpyumep, npodunm pasmepos
YacTuu, nonuMopdHble POpMbI), €CNY NPUMEHMMO.

3. MNpouecc npoussBoacTBa akTUBHOW hapmaLeBTUYECKon cyGcTaHLum, uCxogHoro MaTepuana/
peakTMBa/MpoMeXyTOYHOro NPoAyKTa He BKMoYaeT UCNOoMb30BaHNe MaTepnanos YernoBEe4eCKOro Unm XnBoTHOro
NPOVCXOXAEHUS, NS KOTOPbIX TpebyeTca NpoaHanMaMpoBaTh AaHHble O BUPYCHON Be3onacHoCTw.

4. NcknrountenbHO AN akTUBHOW dhapmaLeBTMYeckor cybcTaHumm: oHa ByaeT ucnblTaHa HeMmocpeACTBEHHO nepes
UCMonb3oBaHWeM, ecrnv NepUoA, NOBTOPHOIO UCMbITAHUSA HE BKITIOYEH B cepTUdmkaT cooTBeTcTBMA EBponerickomn
$apmakonee nnn gaHHble, 060CHOBbIBaOLLME NEPVOS NOBTOPHOIO UCMbITAHUS, YXKe He BKIOYEHbI B 4OCHE.

5. AkTBHas hapmaueBTnyeckas CybcTaHUMA/MCXoaHbI MaTepuan/peakTnB/MPOMeXXyTOUHbIN
npoAayKT/BcnomoraTenbHoe BeLeCTBO HECTEPUIBHbI.

6. PactutenbHble hapmMaLeBTmyeckme cybcTaHuum: cnocob Npor3BoACTBa, (hM3nyeckoe COCTOsIHNE,
SKCTParnpyLMin pactTBOpUTENb U KOIPMDULMEHT IKCTPaKLUN NEKapCTBEHHOrO CPEACTBA HE M3MEHSIOTCS.

7. Ecnn coctase nekapcTBEHHOrO npenapara A5 napeHTepanbHoro BBEAEHNA NCMNONb3yeTcs XenaTuH,
Npou3BeAEeHHbIN N3 KOCTEN, ero NPOM3BOACTBO AOMKHO OCYLLECTBASATLCA UCKIOYMTENBHO B COOTBETCTBUN C
TpeboBaHUSIMN COOTBETCTBYIOLLEN CTPaHbI.

8. B gocbe ocTaeTcsi, MO MeHbLUEN Mepe, OANH NMPOM3BOAUTENb 3TOW CyGCTaHUMN.

9. Ecnn aktuBHas papmaveBTuyeckas cybcraHumsa HecTepunbHa, HO ByAeT MCnonb30BaTbCA B COCTaBe
CTepWbLHOro NeKapCTBEHHOrO npenapara, Toraa, B cootsetctsum ¢ CEP, Ha nocnegHem aTane cvHTe3a Henb3s
ucnonb3oBaTb BOQY UMK, ECI Takoe NPOUCXoauT, Heobxoanmmo obecnevnTb oTCyTCTBME BakTepranbHbIX
9HAOTOKCUHOB B aKTMBHOW (hapMaLEeBTUHECKON CyOCTaHLmuun.

JokymeHTaums

1. Konus gencreytowlero (06HoBNeHHoro) ceptudpmkaTta cootseTcTust EBponevickon dapmakonee.

2. MNpw pobasneHMn NPoM3BOACTBEHHOW NNoLaaku — B hopMe 3aBNIEHUS O BHECEHUN U3MEHEHUI HEOOX0AUMO
4YeTKO 0603HaUYNTL «3apErMCTPMPOBAHHBIX» U «NPeAnaraemMbix» NPON3BOAMTENEN, KaK yKa3aHo B pasgene 2.5
OopMbI 3aABMEHUS.

3. MonpaBka k cooTBETCTBYOLWEMY(MM) pa3geny(am) gocbe.

4. Ecnu npyMeHnMo, JOKYMEHT, coaepXXallunii CBeAeHNs O BCeX MaTepuanax, BXogawWwmx B cpepy npuMmeHeHns
ctatbu [ocynapcteeHHon ®apmakonee Pecnybnvkm KazaxctaH no MMHMMU3aLmMmM pucka nepeaady areHToB rybyaTon
3HUedanonaTMmn XXMBOTHbLIX NOCPEACTBOM feKapCTBEHHbIX MpenapaToB Ans MeAULMHCKOro 1 BeTepuHapHOro
NpUMeEHEHNs, BKMYasi UCNonb3yemble B NMPOM3BOACTBE aKkTUBHbIe hapMaLeBTUYECKON
cybcTaHumu/BcnomoraTensHoro BellecTsa. [Insi Kaxaoro Takoro poga Mmatepuana Heo6xoanmo npeacTaBnTb
crnepylowme cBeeHUs: HasBaHne NPou3BOAUTENS; BUA XKMBOTHBIX M TKaHW, U3 KOTOPbIX MOSTyYeH MaTepuarn; cTtpaHa
NMPOUCXOXAEHNS XKNBOTHBIX U €ro MCMNOMNb30BaHUe.

5. B OTHOLIEHUN aKTUBHOW (hapmauleBTUYECKOW CyOCTaHUMMK: AeKnapauus ynoTHOMOYEHHOrO Ninua KaXXaoro
NMLEH3MPOBAHHOIO MPOM3BOAUTENSA, YKa3aHHOTO B 3aSBIEHUN, UCTIONb3YIOLLEro akTUBHYIO hapMaLleBTUYECKYHO
cybCcTaHUMI0 B Ka4ecTBE UCXOAHOMO MaTepuana, 1 YNnonHOMOYEHHOIO LA KaXaoro nNuLeH3npoBaHHOIO
Npou3BOANTENS, YKa3aHHOro B 3asBrieHNM B Ka4eCcTBe OTBETCTBEHHOIO 3a BbIMyCK cepuit. B geknapaumsax
Heo6Xx0aMMO yKa3aTb, YTO MPON3BOAMUTENb(U) aKTUBHON hapmaLeBTUYECKON cybCcTaHLmK, yka3aHHbIi(e) B
3asBMeHUN, OCyLLLEeCTBNAET(I0T) CBOKO AeATENbHOCTb B COOTBETCTBMM C [1paBunamun Hagnexawiemn
Npou3BOACTBEHHOM NpakTukn Pecnybnuku KasaxcTtaH B OTHOLLEHUN MCXOOHBIX MaTepuarnos. [pu onpeaeneHHbIx
obcToATenbCTBax 4ONyCKaeTcsl NPeAcTaBnATh OOHY Aeknapaumio (CM. npuMeyaHme K nsmeHenmto b.11.6.1). Ecnu
3aTparvBaloTcs Kakne-nnbo obHOBNEHMS CepTUMKATOB Ha aKTUBHbIE hapmaueBTuyeckme cybcTaHumm n




NPOMEXYTOYHbIe NPOAYKTbI, OT NPOU3BOAMTENEN NMPOMEXYTOUHBIX MPOAYKTOB Takke TpebyeTcs Aeknapauust
YMOINTHOMOYEHHOTO NULA; AeKnapauys YNoMHOMOYEHHOTO LA HyXXHa, MULLIb ECI MO CPaBHEHUIO C paHee
3aperucTpupoBaHHON BEpCUEN CepTUdMKaTa UMEETCS U3MEHEHWE OeCTBYHOLLMX, BKITIOYEHHbIX B NEPEYEHb
NPOW3BOACTBEHHbIX MIIOLAAO0K.

B.111.2 'ameHeHus B Lensax cooTBeTcTBMSA [0CyaapCTBEHHON Ycnosusa | Tpebyemas Bua
dapmakonee Pecnybnukn KazaxcraH JOKyMeHTauusa | npouenypbl

a) ViameHeHue cneundmkaummn(in) paHee HecpapmakoneiHow cybcTaHumm
B Liensax cooTeBeTcTBMA ["ocyaapcTeeHHon Papmakonee Pecnybnunku
KasaxcraH

1. AKTBHOW hapmaLieBTUYecKon cybcTaHumm 1, 2, 3, 1,23,4 1A
4,5

2. BcnomoraTtenbHOro BelecTBa/McxXoqHoro matepumarna akTMBHOMO 1,2, 4 1,2,3,4 1A

dhapmavleBTU4ecKon cybcTaHLmm

6) NIameHeHns B Liensix COOTBETCTBMS OOHOBIEHHOW COOTBETCTBYHOLLIEN 1,2,4,511,2,3,4 1A

ctaTbe [locyaapcteeHHon Papmakonee Pecnybnuvkm KazaxctaH

B) MiameHeHwne cneuundmkaumii ¢ NocyaapcteeHHon ®apmakonee 1,4,5 1,2,3,4 1A

Pecny6nuvkn KaszaxctaH

Ycnosusa

1. iameHeHre ocyLLecTBRAETCA UCKIIOYNTENBHO B LIENSAX NOMIHOIO COOTBETCTBUSA hbapmakonee. Bece vcnbitaHus B
cneundvKaLmmn OOMKHbI COOTBETCTBOBATb (hapmMakoneHoMy CTaHaapTy Mocre N3MEHEHWs, 3a NCKITHYEeHEM MoObIX
AONOMHUTENbHbIX BCMOMOraTernbHbIX UCMbITaHWA.

2. fononHuTenbHbIE K hapMakonee cneundukaumm Ha NPoAYKT-cneumguyHbie CBONCTBA HE N3MEHSOTCS
(Hanpumep, Npochunu pasmepos YacTul, nonumopdHasa opma unu, K npumepy, ruonornyeckne METOANKN,
arperarbl).

3. 3HaurMble M3MEHEHUS KAYECTBEHHOIO U KONMMYECTBEHHOIO NPOdUIen NpUMecen OTCYTCTBYIOT (32 UCKITHOYEHMEM
YXKECTOYEHMS cneundunkaumn).

4. [JononHuTenNbHasa NepBUYHas 3KCnepTu3a HOBOW UMM M3MEHEHHOW hapMaKonenHon MeToankn He TpebyeTcs.

5. PactutenbHble hapmaveBTuyeckme cybctaHumm: cnocob npom3BoacTBa, usmyeckoe CoCTOSHME, IKCTPareHT u
KO3 (PMLMEHT IKCTPAKLMM NEKAPCTBEHHOIO CPEACTBA HE U3MEHSHOTCS.

JokymeHTaums

1. MNonpaBka k cooTBETCTBYOLLEMY(MM) pa3geny(am) gocke.

2. CpaBHuTENbHaA Tabnuua TekyLmX 1 NpeanaraeMbIx cneumudukaumi.

3. OaHHble aHanusa cepuii (B hopmate cpaBHUTENbHOWM Tabnuupl), MO MEHbLUEN Mepe, ABYX MPOMbILLMEHHBLIX CEPUIA
COOTBETCTBYIOLLEN CcybcTaHLuM (BeLLecTBa) N0 BCEM MUCNbITAHUSAM HOBOW crneumduKkaummn 1, JOMOMHUTENBHO, eCnn
NPUMEHMMO, pe3yrnbTaTbl TECTa CPAaBHUTENbHOW KUHETUKN PACTBOPEHUS, MO MEHbLUEN Mepe, OLHOW OMbITHO-
NPOMBILLIIEHHON CEPUK NeKapcTBEHHOTO npenaparta. B OTHOLWEHMN NekapCTBEHHbIX pacTUTENbHbIX NpenapaTos
AOCTaTOYHbI faHHbIe CPaBHUTENBHOM pacnagaemocTy.

4. [laHHble, noaTBEpPXAAoLMe NPUrogHOCTb CTaTb AN KOHTPONSA KayecTsa CybCcTaHLuMK, Hanpuvep, CpaBHeHWe
noTeHumManbHbIX MpUMeCcer C NpuMedaHnemM Npo3padyHocTy ctatbu (transparencynoteofthemonograph).

B. IV MeanumnHckne nsgenus

B.IV.1 N3ameHeHne namepstowero nsgenuns unm Ycnosus Tpebyemas Bua npouenypesl
n3genus Ans BBeAeHWs OOKyMEeHTaums

a) [lobaBneHve unu sameHa Msgenus, He
ABNSAIOLLEroCs YacTbo NEPBUYHON YNaKOBKM

1. MeguunHckue nsgenuvs, 3apernctpypoBaHHbie B PK 1,2,3,5,6 | 1,2,3 1A

2. Cnevicepbl A03UPYIOLLMX UHFANATOPOB UK ApYyroro I
YCTPOWCTBA, KOTOPLIN MOXET OKa3aTb CyLLEeCTBEHHOE
BMNMsSIHWE Ha JOoCTaBKy hapmaueBTUYeCKon cybCcTaHLmMm
npenapara (Hanpumep, Hebynarsep)

0) UckntoyeHne nsgenvs 4 1,4 1A

B) [loGaBneHue nnv 3ameHa u3genus, sSBnsaLerocs 1]
YacTb NEPBUYHOW YNAKOBKM

Ycnosusa

1. Mpepnaraemoe n3mepsioLLee N3Aenme A0MKHO TOYHO OTMEpPMBaTL HEOOXOANMYIO 403y pacCcMaTpMBaeMoro
nekapcTBEHHOro npenapaTta cornacHo ofobpeHHOMY cnocoby NpuMeHeHWs, cnegyeT NPeacTaBUTb pesynbTaThl
Taknx nccnenoBaHui.

2. HoBoe n3genve COBMECTMMO C NIEKapCTBEHHbLIM NPenapaToMm.

3. VIaMeHeHne He JOIMKHO NPUBOAUTL K 3HAYMMOMY M3MEHEHMIO MHCpOpMaLMK O NekapCTBEHHOM npenapare.

4. JlekapCTBEHHbIN NpenapaT MOXHO NPOAOSXaTb TOYHO 403MPOBaTh.

5. MeanumHckoe nsgenve He UCNoNb3yeTcs B Ka4eCcTBe pacTBOPUTENS NekapCTBEHHOro npenapara.

6. Ecnu npegycmoTpeHa nameputenbHasi yHKUMS, OHa AoIMKHA OblTh BKIHOYEHA B JOCHE TAKOIO U34enusl.

JokymeHTaums

1. Monpaeka kK cCOOTBETCTBYOLEMY(MM) pasaeny(am) 4ockbe, BKMoYas Nogpo6HbIN 3CKM3 1 CoCTaB Matepuana
n3genuns U NocTaBLUMKa, eCNY NPUMEHMMO, a TaKKe COOTBETCTBYHOLLMIA NEPECMOTP MHPOPMAaLIMKU O NIEKAPCTBEHHOM
npenapare.

2. MoaTeepxgeHne pernctpaumm MeamumHcKoro nsgenusi B Pecnybnvke KasaxcraH.




3. O6pasubl HOBOro U3Aenus, eCrnv NPUMEHNMO.
4. ObocHOBaHWE UCKMIOYEHUSA N3genus.

MpumeyaHwne: Ona B.IV.1.8) — ecnu nameHeHne nNpuBoOAMUT K
«0bpasoBaHMio HOBOW NEKapCTBEHHON POPMbI», TO Takoe
n3aMmeHeHue TpebyeT nogayn 3asiBNeHUs O pacLuMpeHun
perucTpauuu.

B. V BHeceHus nameHeHui B pernctpaLmoHHoe Jocbe, 06yCrnoBeHHbIE UHbIMM PErynaTopHbIMU Npoleaypamm
B.V. a) MOI/MOBA

B.V.a.1 BknoyeHne HoBOro, 0GHOBNEHHOIO UMK UcnpasneHHoro mactep- | Ycnosus | Tpebyemas Bua
(harina nnasmbl B perncTpaunoHHoe AoCbe NekapCcTBEHHOro npenapara AOKyMeHTaums | npoueaypbl
(npouenypa M®I1 2-ro atana)

a) MepBoe BKIOYEHE HOBOTO MacTep-dhaiina nnasmbl, BIUSIOLLEro Ha Il
CBOWCTBA NIEKapCTBEHHOIO NpenapaTa

©) MNMepBoe BkMoYeHMEe HOBOro MacTep-dainna nnasmbl, He BNUAIOLLEro 1,2,3,4 1B
Ha CBOWCTBA J1eKapCTBEHHOro npenapara

B) BkntoueHne oOHOBREHHOro/McnpaBneHHoro mactep-darna nnasmbi: 1,2,3,4 1B
N3MEHEHUS BNUSAIOT HA CBOWCTBA JIEKAPCTBEHHOIO NpenapaTa

r) BkntouyeHvne obHOBREHHOro/McnpaBneHHOro MmacTep-garina nnasvbi: 1 1,2,3,4 1A
N3MEHEHUS HE BNUSIKOT Ha CBOWCTBA JIEKapCTBEHHOIO npenapara

Ycnosusa
1. Ha o6HOoBREHHbIN unu nameHeHHbin MOl BeigaH cepTudmkaT COOTBETCTBUSA 3aKoHO4ATENbLCTBY Pecnybnuku
KasaxcTtaH.

JokymeHTaums

1. Oeknapauums, 4yto ceptmudmkat MPIT n aKkCnepTHLIN OTYET MONHOCTLIO NMPUMEHUMBI K 3apEerncTpupoBaHHOMY
nekapcTBeHHOMY npenapary, gepxatens MOl npegctasun gepxatento PY (ecnu gepxatene PY n gepxarens
M®T1 He aBNSAOTCA OQHUM U TeM Xe nuuom) ceptudmkat MOT, akcnepTHbIn oT4eT 1 gocke Ha M®TT, cepTudmkar
M®TT 1 sKkcnepTHbIV OTHET 3aMeHSAIT NpeablayLLyo AoKyMeHTaumo Ha M®I ansa gaHHOro nekapCcTBEHHOrO
npenapara.

2. Ceptudpmkat MOl 1 akcnepTHbIN OTYET.

3. Oeknapauus akcnepTa, XxapakTepuaytoLlasi BCe BBOAMMbIE C MOMOLLbIO cepTudmumupoBaHHoro MOl nameHeHns un
OLEeHMBaKOLLAsA UX MOTEHUMANbHOE BNUSIHUE HA NeKapCTBEHHbIE NpenapaTthbl, BKIOYasi OLLEHKN NPOaYKT-
cneumguYHbIX PUCKOB.

4. B chopme 3aABNeHUsA 0 BHECEHUN N3MEHEHMI HEOBXOANMO YETKO OTPa3nTb «AENCTBYOLWUNY U «Npeanaraemblii»
ceptudumkat MOl (Homep koga) B permctpaumoHHoM gocke. Ecnu npumeHumo, B hopmMe 3asaBneHnst 0 BHECEHUN
N3MEHEHUI Takke crnegyeT YeTko nepevmcnnTb Bce npoune MOr, Ha KOTOpbIe CCbINaeTcs NeKkapCTBEHHbIN
npenapar, axe eCnv OHW He ABNAITCS NPegMETOM 3aABNEHUS.

B.V.a. 2 BkntoveHne HOBOro, 0GHOBMNEHHOIO UK NcnpasneHHoro mactep- | Ycnosus | Tpebyemas Bug
(haiina BaKkLMHHOro aHTUreHa (aanee - MOBA)B perncrpaumMoHHoe fOChe OOKyMeHTauus | npouenypbl
nekapcTBeHHoro npenapara (npouenypa M®BA 2-ro sTtana)

a) MNepBoe BKIKOYEHNE HOBOrO MacTep-ganna BakKUMHHOIO aHTUreHa Il

6) BkntoyeHne 06HOBNEHHOrO/MCNpaBneHHoOro mactep-canna 1,2,3,4 1B
BaKLMHHOIO aHTUreHa: U3MEeHeHUs1 BMMSIIOT Ha CBOMCTBA NIEKapCTBEHHOIo

npenapara

B) BkrntoueHne obHoBneHHoro/ncnpasneHHoro macTtep-ganina 1,2,3,4 1A

BaKLVHHOIO aHTUreHa: USMEHeHMWs1 He BIWSAIOT Ha CBOWCTBA
NEeKapcTBEHHOro npenapara

Ycnosusa
1.

JokymeHTaums

1. Oeknapauus, 4yto cepTudmkat MPBA 1 aKCcnepTHbIN OTYET NOMHOCTLIO NPUMEHVMbI K 3apermcTpMpoBaHHOMY
nekapcTBeHHOMY npenaparty, gepxaTtens MOBA npeactasun gepxartento permcTpaumoHHOro yaoCcToBepeHns (ecnm
aepxartenb permcTpaumMoHHOro yaoctoBepeHus u aepxarens MOBA He aBNaOTCA OQHMM 1 TEM Xe NTULIOM)
ceptudpmkat MOBA, akcnepTHbIn oT4eT 1 gocke Ha MOBA, ceptudmkat MOBA 1 aKCnepPTHbIN OTYET 3aMEHSAIOT
npeablayLyto gokymeHtauuio Ha MOBA ana gaHHoro nekapcTBeHHOro npenapara.

2. Ceptudpmnkat MO®BA 1 3KCnepTHbIA OTYET.

3. Jeknapauus akcnepTa, XxapakrepusytoLlas Bce BBOAMMbIE C MOMOLLbIO cepTuduumnposaHHoro MPBA nameHeHuns u
oLUeHMBaKLLasa nx NOTeHUManbHoe BNNSHNE Ha NeKapCTBEHHbIE Npenaparhbl, BKITYas OLEHKM NpoayKT-
cneumgUYHbIX PUCKOB.

4. B chopMe 3asABrEHUS O BHECEHUN N3MEHEHUIA HEOOXOAMMO YETKO OTPa3UTb «AENCTBYHOLLNIA» U «Npeariaraembiiny
ceptudpmkat MOBA (Homep koga) B perMcTpaunoHHoM gocbe. Ecnv npumeHnmo, B oopme 3asBNeHMs O BHECEHUU
N3MEHEHUN Takke crieqyeT YeTKo nepedncnutb Bce npoune MPBA, Ha KOTOpble CCbINaeTcs NekapCTBEHHbIN
npenapar, faxe eCnv OHU He SBNSATCS NPeAMETOM 3asBIEHNS.

B.V. 6) O6paLleHue B 3KCNEPTHbIA KOMUTET

[ 5.V.6.1 O6HOBrEHME nOChE MO KAaYecTBY, HaNpaBreHHoe Ha peannsauvio | Yernosusi | Tpebyemass | Bug




3aKITiO4YEeHNA 3KCNepPTHOro KOoMmuTeTa OOKyMeHTauua | npouenypbl

a) lameHeHne peannsyeT 3aKo4YeHne 3KCNePTHOro KOMUTETa 1 1,2 1A

©) MapMoHu3aumsa Jocbe NO KavyecTBY He SABMNSANach YacTbio 3aKMYeHUs Il
SKCNEePTHOro KoMuUTeTa, U OGHOBMNEHWE HaNpPaBleHO Ha ero
rapMOHM3aLmio

Ycnosusa
1. PesynbTtaT He TpebyeT AanbHeNLWen 3KCNepTusbI.

HokymeHTaums

1. MpunoxeHHOe kK CONPOBOANTENBHOMY NUCbLMY 3asIBIIEHUSI O BHECEHUN U3MEHEHWIA: CCbINKa Ha paccMaTpuBaemoe
3aKIOYeHMe 3KCNePTHOro KoMuTeTa.

2. B pocbe Heo6xoanMo 4eTko 0603HaAYMTb N3MEHEHUS, BHECEHHbIE B XOA€e Npoueaypbl 06palleHusi B 3KCNEPTHbI
KOMUTET.

B. ameHeHune Ge3onacHocTn, acbheKTUBHOCTU 1 hapmakoHaa3opa
B.I NNekapcTBeHHblE NpenapaThl 4NA MEAULIMHCKOTO NPYMEHEeHUs

B.1.1 NameHeHMe obLuen xapakTepuUCTUKN NiekapCTBEHHOro | Ycnosus Tpebyemas Bua
npenapara, MapkMpoBKW, HanpaeneHHbIE Ha peanu3aumio OOKyMeHTaums npoueaypsbl
3aKITIOYEHMS 3KCMEPTHOTO KOMUTETA

a) JlekapcTBeHHbIN NpenapaT oxBadeH npoweaypon 1 1,2,3 IA
o6paLleHns B 3KCNEPTHbIN KOMUTET

©6) JlekapcTBeHHbIN NpenapaT He OxXBayeH npoLeaypon 1,2,3 1B

06palleHnsi B 3KCNEPTHBIN KOMUTET, HO M3MEHEHMS
peanuayeT 3aKni4YeHne SKCNePTHOro KOMUTETa, HOBbIE
JonornHuTenNbHbIE AaHHble AepxaTtenem PY He
npeacTaBneHbl

B) JlekapCTBEHHbIV NpenapaTt He OXBayeH npoLueaypow 1,3 I
ob6paLleHust B 3KCNEPTHbIA KOMUTET, HO UBMEHEHMNS
peanuayeT 3aKrnioYeHne IKCNepTHOro KoMuTeTa,
Aepxatenb PY npeacTtasun HoBble 4ONONHUTENbHbIE
AaHHble

Ycnosus
1. 'ameHeHune peanuayet (oopMynupoBKy, 3aTpeboBaHHY0 YNOMHOMOYEHHbIM OpraHoM, U He TpebyeT nogayn
AONOMNHNTENbHbIX CBEAEHUA 1 (MNK) JanbHENLLEN 3KCNEPTU3bI.

JokymeHTaums

1. MNpunoxeHHoe K CONPOBOAUTENBHOMY MUCbMY 3asiBIIEHNS O BHECEHUWN N3MEHEHWIA: CChINKa Ha paccMaTpmMBaeMoe
3aKI0YeHMe 3KCNepTHOro KoMuTeTa € NpMobLLLEeHHOM ObLLeN xapaKTepUCTUKOW NekapCcTBEHHOTO npenapara,
MapKMPOBKOW UM MHCTPYKLMER NO MEANLIMHCKOMY NPUMEHEHMIO.

2. [leknapauus, 4TO COOTBETCTBYIOLLME pa3fdenbl npeanaraemMbix o6Len XxapakTepMCTUKKN NieKapCTBEHHOTO
npenapara, MapkMpoBK/ U MAEHTUYHBI MPUOBLLEHHBIM K 3aKITHOYEHMIO 3KCMEPTHOro KOMUTETA.

3. MNepecmoTpeHHas nHopmaums 0 NIEKAPCTBEHHOM npenaparTe.

B.1.2 NameHeHMe obLien xapakTepUCTMKN fiekapcTBeHHOro | Ycnosus Tpebyemas Bua
npenapara, MapkMpoBK/ BOCNpou3BeaeHHoro/ rmbpuaHoro/ OOKyMeHTaums npoueaypbl
BroaHanorM4yHoro nekapcTBEHHOro nNpenapara nocrne
OLLEHKM TOTO € U3MEHEHUS pedhepeHTHOro
neKkapCTBEHHOro npenapara

a) Peanusaumns nameHeHns(1), B OTHOLLEHMN KOTOPOro(bIX) 1,2 B
OT [JepxaTensl perucTpaumoHHOro yaoCTOBEPEHUS He
TpebyeTcs NpefcTaBnsATe HOBbIe AOMONHUTENbHbIE
[aHHble

0) Peannsauus nameHeHus(), Tpedyrowmx Il
npeacTaeneHus gepxatenem PY HOBbIX JOMNONHUTENBHBLIX
AaHHbIX, 060CHOBbLIBAIOLNX TaKne U3MEHEHNS (Hanpumvep,
CONOCTaBMMOCTb)

JokymeHTaums

1. MpunoxeHHoe K conpoBOAUTENBHOMY NUCbMY 3aABMEHUS O BHECEHUN U3MEHEHWI: 3anpoc HaLMoHanLHoro
YNOSIHOMOYEHHOro opraHa (ecnu NPUMEHNMO).

2. NepecmoTpeHHasa nHopMauus 0 NekapCTBEHHOM npenapare.

B.1.3 iameHeHwne(s1) obLen xapakTepucTukm Ycnosusa Tpebyemas Bug
JNIEKapCTBEHHOrO npenaparta, MapKMPOBKU NIEKAPCTBEHHOIO OOKyMeHTauus npoueaypbl
npenapara ans MeguuuHCKOro NpuMeHeHus,
HanpaeneHHoe(ble) Ha peanusauuio pesynbtata
npoueaypsl, 3atparusatoilen NMNOOB unu
nocTperucTpaumoHHoe nccnegoeaHne 6e3onacHoOCTU

a) BHeceHue opmynmpoBku, COrmacoBaHHON 1 1 1A
YNOMHOMOYEHHbIM OPraHoM
6) BHeceHue nameHeHui, Tpebytomx NpeacTaBneHms 2 2,3,4 Il

aepxatenem PY HOBbIX JONONHUTENbHbIX AAHHbIX,




060CHOBbIBAIOLLINX TAKUE U3MEHEHNS] | | |

Ycnosua

1./3meHeHne peanuayet opmynmMpoBKy, 3aTpeboBaHHY YNOMHOMOYEHHBIM OpraHoM, U He TpebyeT nogayun
AONOMHUTENBHBIX CBEAEHUA 1 (MNN) AanbHENLLEN SKCNepTU3bI.

2.be3onacHoCTb NpUMEHEHNS NpenapaTta AOMKHA COXPaHATLCS U NOATBEPXAATLCA AaHHBIMU KITUHUYECKNX
nccnegoBaHum, KnnHmudeckon 6e3onacHocTy. JomkHbl OblTh NpeAcTaBneHbl UX NOATBEPXKAEHUS.

HokymeHTaums

1. MpunoxeHHoe K CONPOBOANTENBHOMY NMUCbMY 3aSBIEHUS O BHECEHUUN U3MEHEHWIN: CChINKa Ha cornalleHne/oueHKy
YNOTHOMOYEHHOTO OpraHa.

2. O6bACHEHNSA NPUYUHBLI J06aBNEHNA HOBOrO/HOBbIX NPEAOCTEPEXEHNS (M) NOBOYHBIX AEWCTBUIA U 3asiBNEHNE
TOro, 4to 6€30NacHOCTb NMPUMEHEHWS NpenapaTta coxpaHsieTcsl.

3. MNepecmoTpeHHasa nHopmaLms o nekapcTBEHHOM npenapate (06HOBMNEeHHas KpaTkas xapakTepucTmka
nekapCcTBEHHOro npenaparta, UHCTPYKLUMIO MO MeaULMHCKOMY NPUMEHEHUIO (NINCTOK-BKNaAbILW)).

4. MNepuoamnyeckn obHoBNsAeMbIn oTyeT no 6eszonacHocTy (MOOB) nnn nocTperncTpaunoHHbIe UccneaoBaHe
©€30MacHOCTU, OTPaXKaKLLMe BHOCUMbIE U3BMEHEHWS.

B.l.4 'ameHeHuns, 3akntoyaolmecs B 3HaYMMOM Ycnosusa Tpebyemas Bua

N3MEHeHUN obLLEeN XapaKkTEPUCTUKN NIEKapCTBEHHOIO OOKyMeHTaums npoueaypsbl
npenapara BcneacTBME HOBbIX AaHHbIX MO Ka4ecTBy,
JOKMUHNYECKUM, KNMUHUYECKUM AaHHbIM U AaHHbIM

dapmakoHagsopa
Il

MpumevaHme: 3TO M3MEHEeHMe He NPUMEHSETCS, eCN HOBble AaHHbIe
noaaHbl B COOTBETCTBUN C n3ameHeHnem B.1.13. B
Takux criydasx nsmeHeHvne obLuen xapakTepucTmkm
nekapCTBEHHOro npenapaTta, Mapk1MpoBKW U nonagaeT
nog cepy npumeHeHus nameHexms B.1.13.

B.1.5 N3meHeHne ycrnoBuin oTnycka nekapcTBeHHOro Ycnosus Tpebyemas Bug

npenapaTta AOKYMeHTaumns npoueaypbl

a) BocnpousseneHHbIX/rmbpraHbix/6noaHanormyHbIx 1 1,2 B

neKapCTBEHHbIX NMpenapaToB Nocrie U3MEHEHUs YCNoBuii
0Trnycka pedepeHTHOro NEKapCTBEHHOro Npenapara

©) MHble NpUYMHBI U3AMEHEHMS YCITOBUIA OTMYyCKa 1 2,3,4,5 Il
Ycnosusa

1. BesonacHoOCTb NpYMeHeHus Npenaparta 4o/KHa COXpaHATbCS

[okymeHTaums

1. MoaTBepxaeHNe N3MEeHEHNs YCroBMIM OTNyCKa pedepeHTHOro nekapcTBEHHOro npenapara, NPUNOXeHHoe K
COMPOBOAUTENBHOMY MUCbMY 3asiBMIEHUSI O BHECEHUW U3MEHEHWIA.

2. NepecMoTpeHHas MHMOPMaLnsa O NiekapcTBEHHOM npenapaTe (06HoBneHHas obLyas xapakrepucTuka
neKkapcTBEHHOro npenapaTa, MHCTPYKLUUSI MO MEAULIMHCKOMY MPUMEHEHMIO (NIMCTOK-BKNaAbILL), MapKupoBKa).
3.06BACHEeHMS NPUYUHBI M3MEHEHUST YCIOBWIA OTMYCKa U 3asiBNeHne Toro, 4To 6e30nacHoCTb MpUMeHeHus
npenapara CoXpaHsieTCs.

4.[1aHHbIE KITMHUYECKMX UCCNEAOBAHNIA, NOCTPErMCTPALMOHHbBIX UCCNeN0BaHUN; AaHHbIe hapMakoHaa3opa.
5.[JOkyMeHT, noaTBEPXKAaLWUA M3MEHEHME YCNOBUM OTMYCKa B CTPaHe-NPON3BOANTENS (OT PErynaTOPHOro opraHa).

B.I. 6 MameHeHne(s) nokasaHus(n) K NPUMEHEHNIO Ycnosusi Tpebyemas Bug
OOKyMEHTaUmMs npoueaypbl

a) BknoyeHne HOBOro nokasaHus K MPUMEHEHMIO UK 2 1,2,3 Il

N3MEHEHWE paHee 0f0BPEHHOIO

©0) VckntoyeHne nokaszaHus kK NpUMEHEHWIO 1 1,2 1B

Ycnosusa

1. BesonacHoCTb NPUMEHeEHUs NpenapaTa A0oMKHA COXPaHATLCS U NOATBEPXKAATLCSA AaHHBIMU PETPOCNEKTUBHBIX
nccrneaoBaHui, KnnHudeckon 6e3onacHoCTM 1 KavecTBa.

2. be3onacHOCTb NPMMEHEHWs Npenaparta AOIPKHA COXPaHATLCA U MOATBEPKAATLCS AaHHBIMU KITMHUYECKMX
nccnegoBaHum, KnnHudeckon 6e3onacHocTh. JomkHbl ObiTb NPeACTaBNEHbl X NOATBEPXKAEHUS.

JokymeHTaums

1.06bACHEHUsI NPUYMHBI yaaneHust unn gobaeneHus nokasaHus 1 3asiBNieHne Toro, YTo 6e30NacHOCTb NMPUMEHEHMS
npoayKTa coxpaHsieTcs.

2. O6HoBMEHHas 06LLas xapakTepUCTMKa NeKapCTBEHHOIO Npenapara, MHCTPYKUMS MO MEANLUHCKOMY MPUMEHEHMIO
(nncTok-BkNaabiLw).

3. [JaHHbIE KIMHUYECKUX UCCNEA0BAHUN, MOCTPErMCTPALUMOHHBLIX UCCNEA0BaHWIA; aHHble hapMakoHaa3opa.

MpumeyaHne Ecnun pobaBneHne nnvm nameHeHne nokasaHus K
NPUMEHEHUIO MPONCXOAUT BCNEACTBUE peanv3aunm
3aKIMOYEHMS 3KCMEPTHOrO KOMUTETA UMM U3MEHEHWI
WH(OpMaLuM 0 NeKkapcTBEHHOM npenapare
BOCNpoM3BeaeHHOro/rmbpuaHoro/ GuoaHanornyHoro
neKkapcTBEHHOrO Npenapara nocrne 3KcnepTu3bl TOro
Xe U3MeHeHus1 pebepeHTHOro NIeKapCTBEHHOIO
npenapara, NpuMeHsitoTcs nameHexus B.1.1 n B.1.2
COOTBETCTBEHHO.




B.1.7 UckntoveHue: Ycnosus Tpebyemas Mpoueanypa
AOKYMeHTaums

a) NekapcTBEHHOM DOPMbI 1,2 1B

©) 0O3VPOBKM 1,2 IB

HokymeHTaums

1. Jeknapauusi, 4To octaBLasi(me)cs hopmMa(bl) Bbinycka focTaTouHa(bl) ANs BLINOSIHEHWS peKoMeHaaLuii no
[103MPOBaHNIO U ONUTENBHOCTU NeYeHUs), OnncaHHbIX B 06LLE XapakTepucTUKe NekapCcTBEHHOro npenapara.
2. MNepecMoTpeHHas MHOPMAaLNA O NekapcTBEHHOM Mpenapare.

MpumevaHune

Ecnu paccmaTtpuBaemas nekapcTBeHHas popma unu
Ao3vpoBka 6bina 3aperucTpupoBaHa B BUAE
OTOEenNbHOro NekapcTBEHHOro npenapara, To
MCKMOYEHNE TaKoW nekapcTBEHHOW (hopMbl Unn
[03UpOBKM ByaeT cumTaTbCs He BHECEHUEM
V3MEHEHU, a8 U3bATUEM U3 06PaLLEHUS.

B.l. 8 BBegeHue unu nameHeHve pesiome CMCTeMbI Ycnosus Tpebyemas Bug
hapMakoHaf3opa NnekapCcTBEHHOro npenapaTa Ans AOKyMeHTaums npoueaypsbl
MEeOMLIMHCKOro NpuMeHeHns (*)

a) BeeneHuve pestome cuctembl hapMakoHaasopa, 1,2 1A

N3MEHEHWIA KBanMULMPOBaHHOIO mua no
hapmakoHaa3opy (BKMoYas KOHTaKTHYO MHopMauuio) 1
(Mnn) n3MeHeHne MecTopacnonoXeHusi MacTep-caiina
cuctembl hapmakoHagsopa (ganee - MOCP)

[okymeHTaums

1. Pe3tome cuctembl chapmakoHazsopa nnm 06HOBMNEHNE 3HAYMMbIX 3NIEMEHTOB (COOTBETCTBEHHO):

[MoaTBepxaeHne Toro, YTO 3asBUTENb MMEET B CBOEM PaCMopsKeHUN KBanudmumpoBaHHOE NULI0, OTBETCTBEHHO 3a
dhapmakoHaas3op, 1 yTBepXaeHue, NoAnucaHHoe 3asBuTenem, YTo 3assuTens obnagaet HeobxoaMMbIMM cnocobamm
BbINOMHEHUs 3a4a4y N 0653aHHOCTEN B COOTBETCTBMMN C YCTAHOBMNEHHLIMW TpeboBaHUSIMU AEVCTBYHOLLErO
3aKkoHogaTenbCcTBa B cdhepe obpalleHns nekapCTBEHHbIX CPeCTB.

KoHTakTHasa nHdopmauus ksanupuumposaHHoro nuua no gapmakoHagsopy PK, B koTopbix pacnonaraetcs
KBanuuUMpoBaHHOE NULO No hapMakoHA30pY M BbIMONHSET cBou 3agadn Mectopacnonoxernme MOCO

2. Homep M®C® (npu Hannyum)

MpumeyvaHwne:

[laHHOe nameHeHne oxeaTtbliBaeT BBegeHne MOCoP
HEe3aBMCUMO OT HaNUuusl B TEXHUYECKOW 4YacTu
permcTpauuoHHoro gocke MNogpobHoro onucaHus
cucTembl hapmakoHagsgopa.

M3MeHeHMs KOHTaKTHOro nvua no ghapmakoHaasopy,
BKIMOYasi KOHTaKTHYH MHdopmaumio (Homepa
TenedoHOB 1 hakcoB, MOYTOBbLIV agpec u agpec
3MNEKTPOHHOW NOYTbI) N USMEHEHNS
MecTopacnonoxeHus MOC® (ynuua, ropoa, UHAEKC,
CTpaHa) 4onycKaeTcs OOHOBNSATL UCKMIOYUTENBHO
nocpencteom Peectpa Pecnybnuku KasaxcraH (6e3
Heo6Xo0ANMOCTN BHECEHUSI UBMEHEHUIA).

Ecnu pepxarenb permctpaunoHHOro yaocToBepeHus
npuberaeT K BOSMOXXHOCTY OOHOBMEHUSA YNIOMSIHYTOM
BbiLle MHpopMaLmu nocpenctsom Peectpa
Pecny6nukn KasaxctaH, OH AOMKeH ykasaTb B
permcTpaLnoHHOM LOCbe, YTO OOHOBMNEHHAs
MHopMaLmsa 3TUX AaHHbIX BKkAoYeHa B Peectp PK.

B.l. 9 N3ameHeHue cyliecTByloOLEN CUCTEMBI
¢apmakoHaa3opa cornacHo nogpobHOMY OnUCaHMIo
cuctembl hapmakoHagsopa (ganee - NMOCH)

Ycnosusa Tpebyemas Bun
OOKyMeHTauus npoueaypbl

a) iameHeHue kBannduLmMpoBaHHOro nuua no
hapMakoHaa3opy, 1 (UNKN) KOHTAKTHOM UHopMaLmK, 1
(vnn) npoueaypbl pe3epBrpoBaHUs

1 1 IA

6) N3ameHeHune 6a3bl faHHbIX 6esonacHocTy u (unu)
OCHOBHbIX KOHTPaKTHbIX cornalleHun B Lenax BbiMONMHEHUA
(apmakoHaa30pHbIX 00A3aTeNbLCTB U (MNK) NSMEHEHNe
MecTa NpoBeAeHVs dhapMaKkoHaA30pHOW A4eATENbHOCTH

1,2,3 1 1A

B) MHble nsameHeHus NMOC®, He BnusoLwmne Ha
PYHKUMOHUPOBaHNE cUCTEMbI (hapMakoHaa3opa
(Hanpumep, U3MeHeHNe MEeCTOMNOSIOXEHMWS [MaBHOMO
XpaHunuiia/apxmea, agMUHUCTPATUBHbIE N3MEHEHWS)

r) BHecenne nameHenun B NOCD no pesynbtatam
akcnepTnssl NNOC® gpyroro nekapcTBeHHOro npenaparTa
TOro Xe gepxarensa PY

Ycnosusa
1. Cama cuctema chapmakoHag3opa He U3MeHsieTcs.




2. Cnctema 6a3bl JaHHbIX MPOLUa NePBUYHYIO SKCNepTU3y (eCrM NPUMEHUMO).

3. MNepeHoc aaHHbIX U3 ApYrux cucteM 6a3 AaHHbIX BAaNUAMPOBaAH (€CNM NPUMEHUMO).

4. Te xe nameHeHusi B MOCD BBeaeHbI A5 BCEX NEKAPCTBEHHBLIX NPenapaToB TOro e Aepxatens PY (oguHakoBas
okoHyaTtenbHasi Bepcus MOCHP).

HokymeHTaums

1. MocneaHsas sepcusa MOCO u, ecny npuMeHUMO, NocneaHas Bepcust npenapar-cneundgunyHoro gononHeHns. OHu
AOMKHbI B OTHOLLEHWUN N3MEHEHNS KBanMdMLMPOBaHHOIo nuua no dhapMakoHaas3opy BKYaTh a) KpaTkyto
6uorpaduio HoBoro kKsanMULMPOBAHHOIO Nnua No dpapmakoHaa3opy, 6) HoBoe NonoXeHWe aepxaTens n
KBannuumMpoBaHHOro nnua no dapmakoHagsopy 06 nx crnocobHOCTU M MYTAX yBEAOMIEHNS O HeXenaTenbHbIX
peakumax, NoANMcaHHOe HOBbIM KBannMULMPOBAHHbLIM MU0 Mo ddapMakoHaA3opy v gepxaTenem, n oTpaxarLlee
ocTarnbHble BblTEKaloLLMe N3MEHEHWS, Hanpumep, B OPraHn3aLMOHHON CXeme.

Ecnu kBanuduumpoBaHHoe nnLo No hapMakoHaA30py U (MNn) KOHTaKTHas nHdopmMauuns KsanuuumpoBaHHOro
nvua no hapmakoHaasopy nsHavanbHo He 6binun BkntoyeHsl B [NOC® nnm NMOCO He cywecTByeT, nogada
nepecmoTtpeHHoro NOC® He TpebyeTcsi, HEO6XOAMMO NPeAcTaBUTL TOMLKO (DOPMY 3asiBNEHUS.

2. Ccbinka Ha 3asBneHune/npoueaypy 1 nekapCcTBeHHbIN npenapart, B OTHOLLEHUM KOTOPOro U3MeHeHUs Gbinm
04006pEHbI.

B.I. 10 N3meHeHne yacToTbl 1 (MK) AaTel Nogauu Ycnosusa Tpebyemas Bun
nepuoamnyeckoro ot4yeta no 6esonacHoctu (MOOB) OOKyMeHTaums npoueaypsbl
neKapcTBEHHbIX NpenapaToB Anst MEAULIMHCKOTO
NpUMEHeHUsI

1 1,2 IA
Ycnosusa
1. ilameHeHune YacToTbl 1 (Mnn) aatel nogaym NMOB cornacoBaHo HaUMOHANbHBIM YNOSTHOMOYEHHLIM OPraHOM.
JokymeHTaums

1. MNprnoxeHHoOe K CONPOBOANTENBHOMY MUCbMY 3asBIEHNSI O BHECEHUN U3MEHEHMWI: CCbINIKa Ha cornalleHve
YNOMHOMOYEHHOTO OpraHa.
2. MNepecmoTpeHHasa yacToTta u (unu) aata nogayu NMNOOB.

MpumeyvaHne AaHHOEe N3MeHEeHWe NPUMEHSIETCS, NMLWb eCn LUK
MOB yka3aH B perncTpaluoHHOM fOCbe criocobamu,
OTIIMYHBIMU OT YKa3aHUS CCbINIKM Ha NepeYveHb

OTYETHbIX AaT, U Npu HeobxoammocTu nogaym MNMOB.

B.1.11 BeegeHune unun nameHeHus obasaTensCcTs 1 ycnosui | Ycnosums Tpebyemas Bug
perncrTpauunm, BknYas nnaH ynpaBneHus puckamm OOKyMeHTauus npoueaypbl
a) Peanusaums oopMynmpoBKM, COrnacoBaHHOM C 1 1,2 1A

YMNOJTHOMOY€E€HHbLIM OpraHom

6) Peanunsaunsa nameHeHni, Tpebyownx npeacTaBneHns I
AepxatenemM PY HOBbIX ONOMHUTENbHbIX AAHHbIX,
HYXOaloLLMXCS B 9KCMEPTN3E YNONMHOMOYEHHBIM OPraHoMm

(@)

Ycnosusa
1. IameHeHune peanuayeT genctene, 3aTpeboBaHHOE YNOMHOMOYEHHBIM OpraHoM, 1 He TpebyeT nogaun
AONOMNHUTENbHbIX CBEAEHUA 1 (MNN) fanbHENLLEN SKCNepTU3bI.

JokymeHTaums

1. MpUNoXeHHOE K CONPOBOANTENBHOMY NMUCHMY 3asIBMEHUSI O BHECEHWUWN M3MEHEHMWIA: CCbiflka Ha COOTBETCTBYIOLLIEE
peLleHre YNonHOMOYEHHOIO opraHa.

2. MNepecmoTpeHHas MHopmauws 0 NEKapCTBEHHOM NpenaparTe.

MpumevaHue 3TO M3MEHeHVe OXBaTbIBAET MULLb CUTYaLMIO, B
KOTOpOW BBOAVMOE U3MEHEHUWE 3aTparneaeT
VCKMIOYMTENBHO YCroBus 1 (nun) obsizatenscrea
perncTpauuu, BKoYas nnaH ynpaeneHus puckamu u
ycnoswusi u (unu) 06s13aTenbCTBa perucTpaLumnin npu
UCKINIOYUTENBHBIX 0BCTOATENBECTBAX U YCITOBHON
pernctpaumu.

* BBE/leHWNe nraHa ynpasneHus puckamu,
3aTpeboBaHHOE YNONMHOMOYEHHbBIM OpraHoMm, Bceraa
TpebyeT CyLeCTBEHHON 3KCNepPTU3bI.

B.l. 12 BkntoyeHne nnun ncknoyeHmne YepHoro cumeorna unm | Ycnosus Tpebyemas Bua
NOSICHUTENbHBIX YKa3aHU B OTHOLLEHUW NEKapPCTBEHHbIX OOKyMeHTaums npoueaypbl
npenapartoB, BXOASALLMX B NEpPeYEHb NeKkapCTBEHHbIX
npenapartoB, NoAnexalynx 4ONONMHUTENbHOMY
MOHUTOPUHTY

1 1,2 1A

Ycnosusa
1. NNekapcTBEHHbIV NpenapaT BKIOYEH UM UCKIIOYEH N3 NEPeYHs NTeKapCTBEHHbIX NpenapaToBs, noanexawmx
LONOMNHUTENBLHOMY MOHUTOPUHIY (COOTBETCTBEHHO).

JokymeHTaums
1. MNpurnoxeHHoe K CONPOBOAUTENBHOMY MUCbMY 3asIBIIEHNS1 O BHECEHWUUN U3MEHEHWI: CCbINKa Ha nepeYveHb
J1IeKapCTBEHHbIX MpenapaToB, NoANnexalinx 4ONONHUTENIbHOMY MOHUTOPUHTY.




2. NepecmoTpeHHas MHopMaLMs O NiekapcTBEHHOM NpenapaTe (OGHOBMNEHHas! o6LLas XxapakTepucTuka
NEKapCTBEHHOrO NpenapaTa, MHCTPYKLUVWS N0 MEAULMHCKOMY NPUMEHEHUIO (TUCTOK-BKIaAbILL)).

Mpumevanve AaHHOe U3MeHeHWe oxBaTbiBaeT CUTyaumio, Npu
KOTOPOW BKMOYEHNE UMW UCKIIOYEHNE YEPHOTO
CYMBOMa UMW NOACHUTENbBHBIX YKa3aHui He
Npou3BOANTCA B paMKax APYron perynsaTopHon
npoueaypsbl (HanpymMep, npoueaypbl NPOANEHUS UNn
N3MEeHeHUs1, 3aTparmBaroLLen MHOopPMaLuio o
11eKapCTBEHHOM npenaparTe).

B.l. 13 lNpo4yne nameHeHns, He onncaHHbIE B OPYrUX Ycnosua Tpebyemas Bua
pasgenax HacTosiwero [JononHeHns, BKNYaloLWmx nogady AOKyMeHTaums npoueaypsbl
nccrnegoBaHuin ynonHOMOYeHHOMY opraHy (*)

MpumeyaHne €CInN 3KCMepTn3a YNosIHOMOYEHHBIM OPraHoOM
NnoAaHHbIX AaHHbIX MPUBOAUT K UBMEHEHNIO 06LLEN
XapaKTepUCTUKN NlekapCTBEHHOIO npenapara,
MapKMpOBKM, AaHHbIM U3MEHEHNEM OXBaTbIBaOTCSH
COOTBETCTBYHOLLME NOMpPaBKU K obLLen
XapaKkTepuCcTuKe nekapCTBEHHOro npenapara,
MapK1pPOBKE.

* [aHHOe n3MeHeHne He NPUMEHSIETCSI K UBMEHEHMAM,
KOTOpble NPUHATLI B Ka4ecTBe n3aMeHeHui IB Tuna no
YMOMYaHuUio B COOTBETCTBMM C NOOBLIM Apyrum
pasgenom Hactosiwero JononHeHus.

MpunoxeHune 2

K npukasy MuHucTpa 3apaBooxpaHeHust
Pecny6nukn KasaxcraH

ot 19 anpensi 2019 roga Ne KP ICM-43

YTBEPXKOEHDI

npukazom MuHUCTpa 34paBooXpaHeHUs
Pecny6nukn KasaxcraH

oT 18 Hos6pst 2009 roga Ne 736

MpaBuna npoBeaeHust aKCnepTU3bl MEAULIMHCKNUX nspgenumn

naBa 1. O6wWwme nonoxeHus

1. Hactosawwe lNMpaBuna npoBedeHns aKCnepTu3bl MeauUMHCKUX nagenvn (ganee - MNMpasuna) paspaboTaHbl B
cooTBeTcTBMM cO cTtaTben 63 Kogekca Pecnybnvkn Kasaxctan ot 18 cenTtsabpsa 2009 roga «O 3gopoBbe Hapoaa v
cucTeme 3apaBooxpaHeHusi» (Qanee - Kogekc) v onpedensloT Nopsigok NpoBeAeHWs IKCnepTusbl MeOUMLMHCKMX
n3genun.

2. 3kcneptusa MeOMUMHCKMX W3[enuii B COOTBETCTBMM C MyHKTOM 2 ctaTbu 63 Kogekca npoBoautcst
rocyfapCTBEHHON 3KCNEepTHOM opraHusaument B cdepe obpalleHus NeKkapCTBEHHbIX CPeAcTB WU MeAULMHCKUX
nsagenuin (ganee - rocyaapcTBeHHasi 3KCnepTHasa opraHnsaums).

3. OkcnepTnse noanexart npov3sBeneHHble B Pecnybnvke KasaxctaH, a Takke BBO3UMblE Ha €€ TeppuUTOpUIO
MeOMLMHCKME n3genvs.

4. [lo nogaun 3asiBMEHUS Ha IKCNEPTM3Y MEeAULMHCKOrO U3fenusi 3asiBuTeNb Mo COOCTBEHHOW WMHMLMATUBE
nonyyaeT B rocy4apCTBEHHOW 3KCNEPTHOW OpraHM3aumnm HayyHylo W MPeAperncTpaumMoHHYI0 KOHCYNbTauumilo Ha
[AOroBOPHOW OCHOBE NO BOMPOCaM, CBSI3aHHbIM C MPOBEAEHNEM 3KCNePTU3bl MeAULIMHCKOIO U3aenus

5. [na npoBedeHWs 3KCNEPTU3bl MEAMLIMHCKOTO M3Adenusi, NpuMMeHsemblX MpuMeHseMoro B crybe Kposwu
rocyAapCTBEHHAs 9JKCMepTHas opraHusauus npuBnekaeT CneuuanuctoB K3  NPOouUibHLIX — OpraHnsaumin,
OCYLLECTBNSAIOWMX AeATENbHOCTb B cdhepe Cnybbl KpoBuU.

6. B HacTosAwmx MNpaBunax ncnonb3yTca cneayroLme TePMUHbI U ONpeaeneHns:

1) meguumHCKME w3genus Ans  OMarHoCTUKM in vitro - mobble WHCTPYMEHTbI, annapatbl, npubopsl,
obopyanoBaHune, MaTepuansl, peareHTbl, kKannbpaTopbl, KOHTPOIbHBIE MaTepuansl U NpoYne U3genus, NpMMeHsIeMble
B MEOMUMHCKMX Lensix OTAeNnbHO MNM B coveTaHun Mexay cobon, a Tawkke BMecTe C NPUHAANEXHOCTAMMU,
HeobxoaAMMbIMM ANSA MPUMEHEHUS YyKasaHHbIX W3AeNuWin Mo HasHavyeHuio, BKMoYas crneumanbHoe nporpaMMHoe
obecneyeHuve, N NpegHa3HaYeHHbIe NPOU3BOAMNTENEM MEANLMHCKOIO U3fenus Ans NpUMeHeH1s Npy nccnegoBaHmnax
invitro obpasuoB OuONOrMYecknux MaTepuanoB YenoBeka AN NOMyyYeHWs WHGOPMauMM  OTHOCUTENBHO
(HPU3MOMNOrMYEecKoro Mnu  MaToriorMYEcKoro COCTOSHWSA, BPOXOEHHOW NaTonorum, npeapacrnosioXeHHOCTN K
onpeneneHHoOMy KIMHUYECKOMY COCTOSHUIO v B0Nes3Hn, COBMECTMMOCTM TKaHel ¢ NOTeHUMarnbHbIM PELUMMEHTOM,
NPOrHO3NPOBaHNSA peakLuuii Ha TepaneBTUYeckne BO3AeNCTBNs, Bbibopa TepaneBTUYeCcKnX CPeacTB 1 (Mnm) KOHTpOns
neyeHus;

2) HaMmeHoBaHWe MeAMLUMHCKOro U3Aenus - crnoBecHoe ob603HaveHne MeauUMHCKOrO M3fenus, onpeaenstoLee
mMogaenb, pa3HOBUAHOCTb, MogudmKauumio, T1m;




3) KoMnnekTyllee K MEOUUMHCKAM U3OenusiM - u3genve, He ABMALWEeecss MeAULMHCKUM U3genuem unm
NPUHAANEXHOCTbIO K HWM, B TOM 4ucrie Onoku, 4acTu, 3NeMeHTbl M3Jenusa, Martepuanbl, 3anacHble 4acTw,
npegHasHayYeHHble NPOM3BOANTENEM MEAULIMHCKOIO U3aenvs anst NpUMeHeH1s B COCTaBe UM COBMECTHO C HUMW;

4) Habop (KOMNNEeKT) MEeOWLMHCKUX W3OENUA - COBOKYMHOCTb MEAWULMHCKUX W3OENui, WMEIOLWMX eauHOe
Ha3HayYeHne N MapKMpPOBKY, C yka3aHWeM NepeYHs yKasaHHbIX MEAULMHCKUX U30enui.

5) npuHagnexHoCTb K MEAMLMHCKMM MU3OenusaMm - usgenve, He SBMsiolleecss MeaWUMHCKUM U3aenvem,
npeaHasHayeHHoe npou3BoauTeneMm Ansi COBMECTHOrO MPUMEHEHUSI C OAHUMM WUIIM HECKONbKUMU MeAULMHCKUMMU
n3genusaMu Anst UCNonb30BaHNSA B COOTBETCTBUU C UX Ha3HaAYeHNEM;

6) 6e30nacHOCTb MEeOUUUHCKOro u3genus - OTCYTCTBME HeJomyCTMMOro pucka npu  UCMONb30BaHUM
MEOMLIMHCKOrO M3Oenusl, CBA3aHHOIO C NMPUYMHEHMEM BpPEAA >XKU3HW, 3[I0POBbI0 YENOBEKA, @ TaKkKe OKpYXalLlewn
cpege;

7) 3aknioveHne o 6esonacHOCTW, 3PEEKTUBHOCTU W KayecTBE MEAMLMHCKOrO W3Aenusa - [OOKYMEHT,
cofepKalumin pe3ynbTaTbl 3KCNEPTU3bI 3aABNEHHbIX MEAULIMHCKUX U30ENNI;

8) pacxogHbin MaTtepuan K MeOWUMHCKMM u3genusim - usgenuss U matepuanbl, pacxogyemble npu
MCNonNb30BaHUM MeaMLMHCKOro usgenus, obecnedvBaiolime npoBeeHWEe MaHunynsuun B COOTBETCTBUMM C
PYHKUMOHANbHBLIM Ha3HaYeHNEM MeANLMHCKOrO N3nenus;

9) npoussoauTENb MEAULMHCKOTO u3genusa - cybbekT B cdepe obpalleHns nekapCTBEHHbIX CPeAcTB W
MEeOMLMHCKMX U30EenuiA, OTBETCTBEHHbIA 3a pa3paboTKy U M3rOoTOBMEHWE MEAMLMHCKOrO M3Oenusi, Aenalwowuin ero
[OCTYMHbLIM ANS UCMONb30BaHWA OT CBOEr0 MMEHW He3aBUCKMMO OT TOoro, paspaboTaHo M (Mnv) U3roTOBMEHO 3TUM
NALIOM UMK OT €ro MMEHW OPYrM NULOM (Nnuamu), U HECYLLUA OTBETCTBEHHOCTb 3a ero 6e30nacHOCTb, Ka4ecTBO 1
3P PEKTUBHOCTD;

10) ka4yeCcTBO MEOMUMHCKOTO U3Oenus - CTeneHb COOTBETCTBMS COBOKYMHOCTM CBOWCTB W XapaKTepUCTUK
MEeLMLMHCKOro u3genus uensam ero npegHasHayeHHoro MCnosnb3oBaHus;

11) HOpMaTVBHBIN [OOKYMEHT MO Ka4yecTBY MeAULMHCKOro u3genus (fanee - HOPMAaTWBHBIN AOKYMEHT) -
OOKYMeHTbl  (MeXOyHapoAHble, perMoHanbHble), HauMOHanbHble CTaHAapTbl, CTaHAapTbl OpraHu3auuu,
yCcTaHaBnueatLne Komnnekc TpeboBaHui K kavyecTBy, 6€30nacHOCTW, TPAHCMOPTUPOBKE U XPaHEHWNIO MEANLMHCKUX
W3Jenuin, a Takke K MeToamMKam UCTbITaHWM;

12) 3dppeKTMBHOCTb MEOULMHCKOrO M3Oenusi - COBOKYMHOCTb CBOWCTB W XapaKTEPWUCTUMK MeOULIMHCKOro
nsaenus, obecnevmBaroLLMX JOCTDKEHME Lenen npeHa3Ha4yeHnsi, yCTaHOBMEHHbIX MPOU3BOAUTENEM MEONLIMHCKOTO
n3genuns u NoATBepPXXAEeHHbIX MPaKTUKOW €ro UCMOMb30BaHUS;

13) OkcnepTHbI COBET rOCY4apCTBEHHOW 3KCMEpPTHOW opraHmM3auun (ganee - O3KCNepTHbIM COBeET) -
KomnnervanbHbIA OpraH, Co3daBaeMbli B rOCYyAapCTBEHHOW 3KCMEPTHOW opraHusauum no pacCMOTPEHUIO CMOPHbIX
BONPOCOB B pesynbTatax 9KCNepTu3bl, OCHOBaHUW (MPUYMH) Bblgayn OTPULATENbHBLIX 3aKMYeHUA no
acpdbekTBHOCTH, 6E30MacHOCTM U KayecTBY IEKAPCTBEHHbIX CPEeACTB, MEOUUMHCKUX W3OeNUA U MPUHATUI0
OKOHYaTENbHOTO PELIEHUS;

14) mogenb - B6ykBeHHoe, LudpoBoe nnm OykBeHHO-UMdpPoBOEe 0603HAaYEeHUE OOHOW eAVHULbI MEeOULIMHCKOrO
nsgenvs;

15) moaudumkaumsa - pa3HOBUOHOCTb MELMUMHCKOrO U3fenusi, umetowasi obme ¢ OCHOBHbIM MEAULMHCKUM
n3genMeMm KOHCTPYKTMBHbIE Mpu3HaKM, paspaboTaHHble Ha ©0a3e OCHOBHOrO M3genusa C  uenbk  ero
YCOBEPLUEHCTBOBAHWS, paclUMpeHns nMbo cneumanm3aumm NpUMEHEHU B MEOULMHCKMX LIENSIX;

16) npousBoACcTBEHHAA NIOLWaAKa - TeppuTopuanbHO 000COBNEHHBIN KOMMIIEKC NPON3BOAUTENST MEONLNHCKMX
n3genuin, npegHasHavyeHHbI ONs BbIMOMHEHWs] BCEro npolecca Npou3BOACTBA MEAWULMHCKUX WU3LAENUn uUnun ero
onpeneneHHbIX CTaguii;

17) ynNONMHOMOYEHHbI MNpeacTaBUTENb  MPOU3BOAWUTENS -  OpUAMYEeckoe unu  usmyeckoe nuuo,
3aperncTpupoBaHHOE B KayecTBE WHAMBWAYaNbHOrO NpeanpuHMMaTens, siBnsiouleecss pesugeHTom Pecnybnuvku
KasaxcTaH, ynornHOMOYEHHbIE [OBEPEHHOCTbIO MPOU3BOAMTENS MEOULUMHCKOrO UW3Jenus npeacTaBnsitb  ero
WHTEpPECbl MO BompocamM obpaleHnss MeaWUMHCKOro wusgenuss Ha Tepputopum Pecnybnuku KasaxctaH B
COOTBETCTBUM C AEUCTBYHOLLMM 3akoHoAaTenscTBoM Pecnybnukn KasaxctaH B 06nacti 3gpaBoOXpaHEHUs;

18) szasdBuTenb - npou3sBoguTeNnb (M3rOTOBUTENbL) UMW WX NpeacTaBUTENb, YMNOMHOMOYEHHOE noAaBaThb
3as1BreHNe, OOKYMEHTbl M MaTepuanbl Ha NpoBedeHWe 3KCMepPTU3bl MEeOULUHCKOro usgenust Anst perncrpauuu,
nepeperncTpaumm, BHECEHNSI U3MEHEHWI B PETNCTPALIMOHHOE LOCLE;

19) TMnopa3mepHbIn psg - pag M3Jenuin U3 OJHOPOLHOro MaTepuana, C eduHOW KOHCTpyKUuMen, obmm
TEXHOMOMMYECKUM MPOLLECCOM, OOLUMM (PYHKLMOHAmNbHBLIM Ha3HAYeHMEM, OTINYAIOLLMXCA pa3Mepamun, JuamMeTpamu,
rnybuHow, BecoM, 06 beMoM, LIBETOM U (POPMOIA;

20) perncrtpauuoHHoOe [0Cbe - KOMMMEKT [AOKYMEHTOB M MaTepuarnoB YCTAHOBIIEHHOINO COAEPXaHwus,
NpeacTaBnsieMbl K 3asiBMEHUIO HA SKCNEPTU3Y MEANLIMHCKOrO U3OEeNus;

21) BHECEHMNE N3MEHEHUI B PETUCTPALIMOHHOE JOChE - UBMEHEHWS, BHOCUMbIE 3asiBUTENEM B PErMCTPaLMOHHOE
O0Cbe B TEYEHUE OENCTBUSA PErMCTPALMOHHOIO YOOCTOBEPEHNS, HE BNusoLWMne Ha 6e30nacHOCTb, 3PEKTUBHOCTD U
KayeCcTBO MEOMLIMHCKOrO M3denusl 1 nognexalyue aKkcrnepTM3e B COOTBETCTBUM € HacToswmmuy Mpasunamu;

Mnaga 2. MopsAaok npenocTaBreHns permcTpauuoHHOro Aocke AN NpoBeAeHUs aKCnepTU3bl MeaAULMHCKOro
nsgenus

7. Ons npoBedeHWst 3KCMepTU3bl MEOWLMWHCKOrO M3Oenus 3asBuTENb 3akmiovaeT C rocyAapCTBEHHON
SKCMEPTHOM OpraHMsauuer [OroBOop Ha MNpOBedeHMEe 3SKCnepTusbl U npegoctaenset B LleHTp obcnyxuBaHus
3asBMTENEN rocyaapCTBEHHOW 3KCnepTHOM opraHu3aunm (ganee - LIO3) cnegyowme 4OKYMEHTbI:

1) 3asiBNeHne Ha NpoOBEAEHWE 3IKCNEPTU3bl MEOULIMHCKOro m3genust no copme cornacHo npunoxexHuio 1 k
HacToswwum MpaBunam;



2) perucTpaunoHHOe Jocbke, cofepXxallee nepeyveHb OOKYMEHTOB PErMcTpaLMOHHOro AOCbe AJst 3KCMepTu3bl
MEeOMLIMHCKOrO M3aenus CornacHoO NpUoXeHuto 2 Kk HacToswmm Mpasunam;

3) obpasubl MeAMUMHCKOrO Wu3fenus, craHgapTHble obpasubl XMMWYECKUX BeLecTB, TecT-LUTaMMOB
MUWKPOOPraHU3MoB, KyrnbTyp KNETOK, CrneuuduyeckMx peareHToB, pacXOAHbIX MaTepuanoB, Heobxoaumblx Ans
BOCMPOM3BOANMOCTN METOAMK NabopaTopHbIX UCTIbITAHUA MEQULIMHCKOIO U3OEeNns B KONMMYECTBaX, AOCTATOYHbIX ANS
TPexXKpaTHbIX UCMbITAHWI C OCTAaTOYHbIM CPOKOM FOAHOCTU HE MeHee LLIEeCTU MecsILEB;

4) Kkonuio [OOKYMeHTa, MnoATBepXAalowero onnaTy 3asBUTeneM CyMMbl Onisi NPOBEeAEeHUs IKCnepTu3bl Ha
pacyeTHbIV CYET rocyAapCTBEHHOW 3KCNEPTHOM OpraHv3aunm.

8. dopmupoBaHMe 3asBMNeHUs Ha NPOBeAEHME 3KCNEPTU3bl MEOULMHCKOrO U3genus ¢ npuroXeHnem nepeydHsi
OOKYMEHTOB PErMCTPaLMoOHHOrO [0Cbe NS 3KCMepTM3bl MeOULMHCKOrO W3LAENUst COrNacHo MNPUITOXEHU 2 K
HacToAwwmM lNpaBunam ocyllecTensieTcss B UHMOPMaLMOHHOW CUCTEME rOCyAapCTBEHHOW KCMEPTHOW opraHusaunm
(manee - nHpopmaLmMoHHas cuctema) No MHAMBUAYaNbLHOMY Naporto.

9. Cneumnanuct O3 nocne npnema fOKYMEHTOB, MPEAYCMOTPEHHBIX MYHKTOM 7 HacToswmx [paBun B TeyeHue
opfHoro paboyero AHs:

1) ocywecTBnsaeT perncTpaumio 3asBneHns B MHPOPMaLMOHHON cucTeme;

2) ocyLUecTBnsIeT 3arpy3Ky 3NeKTPOHHOIO PermcTpaumMoHHOro 4OCbe B UHPOPMALMOHHYIO CUCTEMY;

3) npoBepsieT OCTaTOYHbLIA CPOK FOAHOCTU 06pasLoB MEeOULUHCKOro u3genusi, CcrtaHgapTHbIX o6pasuoB
XMMMWYECKNX BELLECTB, TECT-LUTAMMOB MUKPOOPraHU3MOB, KyNbTyp KMETOK, Cneumguyecknx peareHToB, pacxogHbiX
mMaTepuanoB, HEOOXOAMMbIX A4S BOCMPOU3BOAMMOCT METOAUK NabopaTopHbIX UCTIbITAHUA MEeOULMHCKOrO U3aenus
W BHOCUT AaHHble B UH(OPMALMOHHYIO CUCTEMY.

Ons cobniogeHnst ycnoBuin XpaHeHus (TeMnepaTypHbIA PeXMM, BNaXHOCTb) 0bpasubl MEAMLMHCKOrO M3genus
NpeaoCTaBNATCS HAPOYHO HEMOCPEACTBEHHO B UCMbITaTENbHYIO NnabopaTopuio.

10. BkntoyeHne B 04HO permcTpaumMoHHOE AOChEe HECKONbKUX MOANMUKALMA MEANLIMHCKOTO N3AeNns, BO3MOXHO
npv cneayroLmx yCrnoBusx:

1) npoussoacTBO MoaudmKaumMin MEQULMHCKOTO U3Aennsi OCYLLECTBNAETCS OAHMM MPOU3BOAMTENEM U UMEIOT
0o6LLMe KOHCTPYKTUBHbBIE NMPU3HAKUY;

2) mogudmkaLumm MeguLMHCKOro M3Aenusa OTHOCUTCS K OQHOMY KIaccy NOTEHLMAanbHOro pucka NpUMeHeHUs;

3) Mogndukaumm MeaULIMHCKOrO U34enust UMeLoT obLiee PyHKLMOHANbHOE Ha3HaYeHUE;

4) mogudmkauum MegULMHCKOrO M3Aenus MMetoT ogHy 06nacTb NPUMEHeEHHUS;

5) moandukaumm MeguLMHCKOro M3genus UMelT eAMHble npaBuna dKcnfyatauuum u npasuia CEpPBUCHOIO
obcnyxunBaHus.

11. B cny4asax npeAcTaBneHns 3asBuTenemM HernorHoro naketa AOKyMEHTOB, a Takke He cobnoaeHus ycrosumn,
npeayCcMOTPEHHbIX NYHKTOM 7 HacToswwmx Mpasun cneumanuct LLO3 oTkasbiBaeT B Npueme 3asiBneHus.

Mnaea 3. Mopsaaok NnpoBeaeHNUs 3KCNepTU3bI MeAULIMHCKOro usaenus

Naparpac 1. ATanbl NpoBeAeHUs1 IKCNEPTU3bI MeAULIMHCKOro Usgenust

12. DkcnepTr3a MeguUUNHCKOrO U3LENnMs COCTOUT U3 CrieayroLmMX 3Tanos:

1) HavanbHas akcnepTM3a (Banuaauus perncTpauuoHHOro A0Che);

2) nabopaTopHble NCMbITAHUSA MEOULMHCKOTO M3aenus (3a UCKIMYEHNEM MEeOULUHCKMX U3Oennin siBNSLWUXCS
annapaTtamu, npubopamu unu o6opyaoBaHNEM);

3) cneumanunamMpoBaHHas aKkcrnepTusa.

13. OkcnepTnsa NpoBOAUTCS C MCMONb30BaHMEM WHMOPMALMOHHOW CUCTEMbI FOCYAAaPCTBEHHOW 3KCMEPTHOW
opraHvnsaumm, MHTErpMpoBaHHOW ¢ eanHon Gasoi aaHHbix «CucTema ynpaBneHust nekapcTBEHHOro obecneveHns»
EQunHoM MHCOPMaUVOHHON CUCTEMOW 3A4PaBOOXPAHEHUS.

Maparpad 2. NMNopsaaok npoBeaeHUA HaYaNbLHOW 3KCNepPTU3bl (Banuaauum permcTpaumoHHOro gochbe)
MeAMLMHCKOro n3aenus

14. MNocne npuema 3asiBNeHMs 3KCNEPTOM MPOBOAUTCA HavarnbHas aKcrepTusa (Banuaauusi permcTpaumoHHOro
[0CbE) MEANLMHCKOrO U34eNns B CPOKU, NPeAyCMOTPEHHbIE rmaBon 6 HacTosAwmx MNpaswun.

15. MNMpu HavyanbHOW 3kcnepTu3e (Banvaauum PerncTpaLMoHHOro AO0Cbe) MEAMUUHCKOro M3genus npoBoautca
OLeHKa MOJHOTbI, KOMMJIEKTHOCTU M NPaBUITbHOCTM OOPMNEHUA OOKYMEHTOB, MPEACTaBMEHHbIX 3asiBUTENEM B
PErncTpaLmMoHHOM A0Cbe B OTHOLLEHUM OOKa3aTenbCTB 6e30macHOCTU, 3PPEKTUBHOCTU U KayecTBa MEeOULMHCKOrO
n3genus, a Takke NPOBEPKM 0OOpasLOB MEAMLMHCKOrO u3genust U CTaHOgapTHbIX obpasuoB Ans npoBeAeHus
nabopaTopHbIX UCMbITAHWIA HA COOTBETCTBUE YCIOBUSIM, NMPeabsABNSeMbIM K obpa3uaM MeaMLUHCKOro n3genus ans
nabopaTopHbIX UCMbITaHWIA COrNacHoO NpunoXxeHuto 3 k HacTosawmm Mpasunam.

16. B cnyyae Hanuuma 3amedaHuin B permcTpaumMoHHOM OOCbe 3asiBUTEN0 HanpaBnsieTcss MMCbMO C yKa3aHuem
BbISIBNEHHbIX 3aMeYaHun 1 HeobXOAMMOCTU MX YCTPaHEHUS1 B CPOK, HE MPEeBbILAOLWNIA LIECTbAECAT KaneHaapHbIX
OHen.

17. Tpn He yCcTpaHeHUU 3amMevaHuii U HenpeacTaBleHMn OTBETa B YCTAHOBIIEHHbIE CPOKU, MPeayCMOTPEHHbIE
nyHkTom 16 HacToswwmx MpaBun, rocygapcTBEHHasi 3KkCNepTHas OpraHn3aums HanpaenseT 3asiBUTENO yBeOOMITEHNE
(B Npon3BONbLHOM hopMe) O MPEKPALLEHUN IKCNIEPTU3bI MEANLIMHCKOIO U3genus.

18. Mo pesynbTatam HayanbHOW 3KCMepTusbl (Banuvgauum perncTpauuoHHOro OOCbe) COCTaBMsieTCs OoTyeT
HayanbHOW 3KCNepTU3bl (Banvaauuu perncTpauuoHHOro A0Cbe) MEAMUMHCKOrO U3Lenus, npeacTaBreHHbIX Ha
9KCMEepTU3y CcornacHo npunoxeHuio 4 K Hactoswmm [MpaBunam unu OT4YET HayanbHOWM 3KCMEepTWU3bl (Banuaauuu



perncTpaunoHHOro /J,OCbe) M3MEHEHUIN, BHOCUMbLIX B perncrtpaunMoHHoe [ocbe MeaUUMHCKOro umsgenuna corinacHo
NPUIOXeHUto 5 K HacToAwmMM Mpasunam.

Naparpad 3. Mopsiaok npoBeaeHUs NabopaTopHbIX UCMNbITaHUMI MeAULIMHCKOro usaenus

19. B cnyyae nONOXWTENbHOrO OT4YETa HayanbHOWM 3KCNepTU3bl (Banuaauuv pPermcTpaumoHHOro O0Cbe)
npoBoAATca nabopaTtopHble MCNbITaHWA 06pa3LoB MEAMLMHCKOrO U3LEenus B CPOKW, NpedyCMOTpeHHble rmaBon 6
HacTosawwmx MNpasun.

20. JlabopaTopHble McnbiTaHUs 06pa3LoB MeOWMLMHCKOTO M3Jenus, 3a WUCKIKYEHWEM MEAVLMHCKUX U3OEenvn
ABMAILWUXCA annapaTamu, npubopamn unu obopynoBaHWEM, OCYLLECTBNSATCA B MCMbITaTeNbHbIX nabopatopusax
rocyapCTBEHHOWN 3KCNEPTHON OpraHM3auuun B Lensx noaTBEepXKAeHUs COOTBETCTBUS Mnokasatensam 6esonacHocTu v
KayecTBa MeANLIMHCKOrO M3aenus 3asiBfieHHbIM B HOPMAaTMBHOM JOKYMEHTE MPOM3BOAUTENS W BKITHOYAIOT:

1) ucnbiTaHus o6pasLOB MEANLIMHCKOrO M3aenus;

2) onpepenexHne BoCNpoM3BOANMOCTU METOAMK aHanmnsa.

McnbiTaHma obpasuoB MeOUUMHCKOrOo M3Oenusa OCYLLEeCTBASITCA nyTeM MnpoBeAeHUs (OU3MKO-XMMUYECKUX,
OMONOrMYecknx N TEXHUYECKMX UCMBbITAHUA B LEnsx NoaTBEPXAEHUS COOTBETCTBUS MokasaTtenen 6esonacHoOCTU 1
KayecTBa MeANLIMHCKOrO U3aenus.

Mpu ncnbiTaHMn obpasuoB MeaMUMHCKOro u3aenus onpenensietcs Guonornyeckass 6€30nacHOCTb UMM OLEHKa
Buonoruyeckoro AencTBus, MU3NYECKMe U MexaHn4Yeckme nokasartenu, yHKUMOHanbHble, TeXHUYeckue u uanko-
XMMUWYECKMNe nokasaTenu, noareepxaarLine 6e30nacHOCTb U Ka4eCcTBO MEAMLMHCKOTO U3AENUSI.

OnpepenexHne BOCMPOM3BOAMMOCTM METOAMK aHanusa No KOHTPOMK KavecTBa MEAWLMHCKOro u3genvs
OCYLLECTBNAETCA B UEenAxX MOATBEPXAEHUS WX COOTBETCTBMS, MPEeayCMOTPEHHbIX HOPMaTUBHBIM LOKYMEHTOM
npousBoanTens.

21. JlabopaTopHble UCMbITAHNSA He MPOBOAATCA MpU MNPOANEHUN CpOKa [AENCTBUSA PEerncTpaumMoHHOro
yOOCTOBEPEHUST B Cryvae NpUCYTCTBMSA Ha hapmaueBTMYecKOM pbiHke Pecnybnukvu KasaxctaH MeguuMHCKOro
usgenus, npoussegeHHoro B ycrosusx ISO (MCO) 13485 wnm GMP (Oxu3dwmln), He meHee pecAtu net 6es
peknamaumn Ha nx 6e3onacHocTb, 3pPEKTUBHOCTL U KAYECTBO.

22. B crniyyae BbIsIBNEHMS 3aMeyvaHuii No pesynbTatam nabopaTopHbIX UCMbITaHUIA 3asiBUTENO HanpaBnsieTcs
NMUCbMO C YKa3aHWEM BbISBIEHHbIX 3aMeYaHun M HeoOXOOMMOCTM WX YCTPaAHEHMSI B CPOK, He MNpEBbILLAoLLMN
OEBSAHOCTa KaneHaapHbIX AHEN.

23. MNpn He npegocTaBneHMN 3asiBUTENEM OTBETA Ha BbICTABIEHHbIE B MUCbME rOCY4apCTBEHHOW 3KCMEPTHOM
opraHuMsaumMm 3aMedaHnss B YCTAHOBMEHHbLIA CPOK, MNPegyCMOTPEHHbI MNyHKTOM 22 HacToswmx [lpaBun wn
oTpuuaTenbHbIX pe3ynbTatax nabopaTopHbIX WCMbITAHWIA, MaTepuarnbl HanpaBnsTCS B OKCMNEPTHbIN CoBET And
NPUHATUS peLleHnst 06 0Tkase 1 NpekpaLLeHns 3KCNepTU3bl MEOULIMHCKOTO U34enus.

24. Mo pesynbTatam NabopaTOpHbIX WUCMbITAHUA MEOULMHCKOro U3Oenus ucnbiTaTenbHon nabopaTopuen
COCTaBnsAeTCA NPOTOKON UCMbITaHUI Mo POPME COrnacHoO NPUIoXeHuto 6 kK HacToAwmm MNpasunam.

25. [Ina obpasuoB MeaguuMHCKOro usgenusi, Tpebyrolmx ocobbiX YCNOBWUIA TPaHCMOPTUPOBKN UM MPOBEAEHUS
UCNbITAHUA C WCMNOMb30BaHMEM crieuudmyeckoro obopyaoBaHMs U BCMOMOraTenbHbIX CPeAcTB nabopaTopHble
UCNbITaHNS NPOBOAATCS B nabopatopuy KOHTPOMsS KayecTBa MPOU3BOOUTENS UMM B KOHTPAKTHOW nabopaTopuu,
MCNonb3yeMon NpOM3BOAMTENEM B NPUCYTCTBUM NPEACTaBUTENEN rOCyaapCTBEHHOM SKCNEPTHON OpraHnsaLmu.

Mo pesynbTatam MCMbITaHUI COCTaBNSAETCA OTYET O pesynbTatax npoBefeHus NabopaTopHOro MCMbITaHUA B
nabopaTtopun  KOHTPONSA KayecTBa MNpPOU3BOAMTENST MNU B KOHTpPaKTHOM nabopaTtopun, MCNOMb3yeMon
Npou3BOANTENEM COMAcHO NPUMOXEHUIO 7 K HacToswumM MNpaBunam.

Maparpad 4. Mopspaok npoBeaeHUs cneuuanu3MpoBaHHOW 3KCNEePTU3bl MEAULIMHCKOro usaenus

26. B cnyyae nonoXxuTernbHOro oT4yeTa HayarbHOM 3KCNepTu3bl (BanmupauuMnm permcTpauvoHHOro [oCbe) 1
NMONOXUTENbHOTrO  pesynbTata nabopaTopHbIX UCMbITAHUA  MNPOBOAUTCS  CMeuManu3MpoBaHHas  dKcnepTusa
MEeOMLIMHCKOrO M34enusl B CPOKW, NpeyCcMOTpEeHHbIe rnaBow 6 HacTosiwmx Mpasun.

27. CneunanuanpoBaHHas aKcrnepTM3a NpoBOAUTCS MyTEM U3YYEeHUS OKYMEHTOB PErMCTPaLMOHHOIO LOChe Ha
npeameT ux 6esonacHocTH, apEKTUBHOCTM U KAa4eCTBa, BKIOYaLLANA:

1) oueHky 6e3onacHocT, 3pEKTUBHOCTA U Ka4ecTBa MEANLMHCKOrO U3AENUs;

2) OUEHKY BINUSAHMS BHOCMMbIX B PErMcTpauMoOHHOE [OCbe M3MEHeHMN Ha 6e3onacHocTb, 3PEKTUBHOCTL U
KayecTBO MELMLUHCKOro n3aenvs;

3) aHanu3 gaHHbIX 0 paspaboTke M NPOU3BOACTBE MEAMLIMHCKOrO M3genus (CXeMbl NpOLIeCCOB NPOV3BOACTBA,
OCHOBHbIX CTaauM NPON3BOACTBA, YNAKOBKU, UCMbITAHUIA 1 NPOLIeAYpPbI BbiMycka KOHEYHOTro NPOAYKTA);

4) aHanu3 oT4YeTOB MO pe3ynbTaTaM OLEHKU YCIOBWUIA MPOM3BOACTBA M CUCTEMbI 0BecrnevYeHns kavyecTsa npu
rocyapCTBEHHOWN perncTpaumn MeguumnHCKOro n3nenus;

5) aHanu3 Guonornyeckon Ge3onacHOCTM MeOUUMHCKOrO W3Jenusi Ha OCHOBE aHanusa BCexX Martepuanos
KMBOTHOIO MNN YEeNOBEYECKOr0 MPOUCXOXAEHUS, BXOOAWMUX B MeOULMHCKOE M3genve, a Takke MHgopmaumn o
noabope UCTOYHMKOB (OOHOPOB), OTOOpPEe MaTepuana, NPOLECCUHre, XpaHeHnn, TECTUPOBAHUK, a Takke obpalleHus
C TKaHAMW, KreTKkamy, CyOCTaHUMSIMUM  KMBOTHOMO WM YENIOBEYECKOrO  MPOUCXOXAEHUS,  KynbTypamu
MMWKPOOPraHM3MOB 1 BUPYCOB;

6) aHannM3 oTyeTa KIIMHWYECKMX WCMbITAHWI, OMbITA NMPUMEHEHUS B KIMHUYECKOW MNpaKTUke MEeLMLUHCKOro
usgenus knacca 26 (C NOBbLILWEHHOW CTEMEHbI0 pucka), knacca 3 (C BbICOKOW CTEMEHbI pucka), MeaULMHCKOro
u3genusl, npefgHasHa4YeHHblX Ans 3abopa, XpaHeHWsi, nepenvBaHUs KPOBU W €€ KOMMOHEHTOB, KIMHUKO-
nabopaTopHbIX WUCMbITAHWA MeOUUMHCKOro usgenust ans invitro (MH BMTPO) OMArHOCTMKM HE3aBMCMMO OT Kracca
puckKa;



7) aHanu3 3asiBNEHHOW B PerMcTpauvoHHOM [OCbe CTabWibHOCTU MEAUUMHCKOro usgenust u  (unwu)
neKapCcTBEHHOro CpeAcTBa, BXOAALWEro B COCTaB MEAMLIMHCKOrO U3fenusi, CTabunbHOCTU peareHToB U Pacxo4Horo
maTtepuana BXOAALWMX B KOMMNMAEKTaLMI0 MEANLIMHCKUX N3Aenunin Ans invitro (MH BUTPO) ANarHOCTUKM 3aKpbITOro TMna;

8) aKkcnepTn3y COOTBETCTBUA MokasaTenen 6e30nacHOCTV M KavyecTBa, yKkasdaHHbIX B HOPMaTVBHOM JOKYMEHTe
npousBoauTens, cTaHgapTam (HauMoHarnbHbIM, PerMoHanbHbIM, MeXAyHapOAHbIM);

9) aHann3 npoTokona ucnbelTatensHon nabopaTtopum, OLeHKy pe3ynbTaToB nabopaTopHbIX UCMbITaHUIA;

10) n3yyeHvne BannaHOCTM NporpamMHoOro obecneyeHns Ha OCHOBE aHanm3a AaHHbIX O ero Bepudmkaumm, B TOM
yucne nHgopmaummn o ero paspaboTke U TECTUPOBAHUM Ha NPEANPUATAN U NPU MYNbTULIEHTPOBLIX UCCNEA0BaHUSIX,
AaHHbIX 06 naeHTndUKaLunm 1 MapkMpoBke onepaumoHHOW CUCTEMBI;

11) aHanu3 npouedypbl U METOAOB CTEpUNM3aumMnm MeguLMHCKOro U3fenusl, matepuanos, 060CHOBbIBAOLLMX
cnocob ctepunusauuv, npegnaraeMbix METOAOB KOHTPOMS KayecTBa WM OMpeAerieHVs OCTaTKoB CTEepUNM3YIOLLEero
BeLLeCcTBa Npy NPUMEHEHNN XMMNYECKOro crnocoba cTepunusauuu;

12) aHanu3 6e3onacHOCT U 3PPeKTUBHOCTM NEeKapCTBEHHOro CPeAcTBa B COCTaBe MEAMLIMHCKOrO Usgenus,
ero BNUSHWA Ha QYHKUMOHANbLHOCTb MEAULMHCKOTO W3[Aenus, COBMECTUMOCTW feKapCTBEHHOro cpeacTtBa C
MEeLMLMHCKAM U3fenuem (3a UCKMoYeHEM MeaULIMHCKOrO U3aenus Anst AMarHoCTuKM invitro (MH BUTPO);

13) oueHKy [OCTOBEPHOCTU [aHHblX, YKa3aHHbIX B 3asBMeHWM W [OKYMEHTaxX PperncrpaumoHHOro Aocbe,
OTHOCUTENBLHO Kracca B 3aBUCMMOCTM OT CTEMNEHN NOTEHLUMANbHOro pucka NPUMEeHEHNs MeaNLIMHCKOrO U3aenus;

14) aHann3 coOTBETCTBMA TEKCTa NPOEeKTa NHCTPYKLMK NO MEANLIMHCKOMY NPUMEHEHUI0 MEANLIMHCKOTO U3aenuns
OPUIMHaMy MHCTPYKUMU OT OpraHv3auuv-npon3BOAMTENs U OdPOPMIEHUs NMpOeKTa MHCTPYKLUM B COOTBETCTBUM C
MOPSIAKOM COCTaBMEHNS U ODOPMAEHUSA MHCTPYKUUM MO MEAULIMHCKOMY NPUMEHEHWMIO U OOLLEeNn xapaKTepucTUKM
neKapCTBEHHbIX CPeACTB U MEAULMHCKUX U3AeNui, yTBepXAaeMblii YNONIHOMOYEHHbIM OPraHOM COFfTacHO MYHKTY 5
ctaTtbk 75 Kopgekca;

15) oueHKy nHopmaLumm, cogepxallencs B akCnnyaTaumoHHOM AOKYMEHTE MEeANLIMHCKOrO U3aenus;

16) aHanu3 nHpopmaumu, cogepxallencs Ha obpasuax MakeToB YNakoBKW, ATUKETOK, CTUKEPOB MEOMLIMHCKOrO
u3genusa B COOTBETCTBMM C TpeboBaHuAMWM 3akoHopaTenbcTBa Pecnybnukm KasaxctaH B cdpepe obpalueHuns
neKapCcTBEeHHbIX CPeACTB Y MEAULIMHCKUX N3AeNvi;

17) aHanu3 npeAcTaBneHHbIX MPOWM3BOAWTENEM CBEOEHWA O Hanuyum unm ob OoTCyTCTBMM COOBLLEHMIA O
HecYacTHbIX Cryyasix M OT3blBaX C pblHKA MeOWMLUMHCKOro usgenusi, o HebrmaronpuaTHOM coObITUM (MHUMAEHTE),
CBSI3aHHOM C MCMONb30BaHWEM MEAULMHCKOro U3fenvs, yBegomseHun no 6e3onacHoOCTM MeOMLMHCKOro MU3genus,
noaxoda K pacCMOTPEHMIO 3TUX NPOBMeM 1 NX peLleHnst MPOU3BOAUTENAMN B KaXKOOM U3 Takux Criydaes, OnncaHus
KOPPEKTMPYIOLLUX AENCTBUIA, NPEANPUHATLIX B OTBET Ha yKa3aHHbIe Cry4van, a Takke COOTHOLLEHUS YPOBHSA NPOAax u
KOnm4ecTBa HeCYacCTHbIX CNy4yaeB U OT3bIBOB MEAULIMHCKOrO u3genus n3 obpatyeHus.

28. B nepuop npoBedeHWs cneuvMann3MpoBaHHOW 3KCMEPTWU3bl MPW  HanmuMuum 3amMevaHuin  3asiBuTento
HanpasnseTcs NUCbMO C YKa3aHWeM BbISIBMEHHbIX 3aMeyvaHuin U HeobXoQMMOCTUM WX YCTpaHeHUst B CPOK, He
NPeBbILLAILLMIA LIEeCTbAECAT KanieHAapHbIX HEN.

29. B cnyyae BO3HMKHOBEHWS [OMOMHUTENbHLIX BOMPOCOB, KacaloWMXCA CBEAEHUW, MpeAcTaBneHHbIX
3asBuTENEM B OTBETE Ha NPeALleCcTBYOLLMIA 3anpoc, 3asBUTeNb B TeYeHNe TpuauaTh kareHgapHbiX QHen ¢ MOMeHTa
nony4YyeHus 3anpoca HanpaenseT oTBET U HeobxoanMble MaTepuanbl Ha JONOMHUTENbHBIN 3aMpoCc rocyAapCTBEHHOM
SKCNEePTHON opraHusauuu.

30. MNpwn He NpegocTaBneHMn 3asiBUTENEM OTBETOB Ha MUCbMO rOCY4AapPCTBEHHOW 9KCMEPTHOW OpraHusaumm, a
TakKke nNpegocTaBneHnn HENOMHOro OTBeTa N HeOBXOOUMbIX MaTeEPNanoB B CPOKW, NMPeayCMOTPEHHbIE NyHKTamu 28 n
29, martepuansl cneuManuaMpoBaHHOW 3KCMNEPTU3bl HAaNPaBnATCA Ha JKCMEPTHLIN COBET ANS NPUHATUSA peLUeHus
06 oTkase 1 npekpaLLeHnsi IKCnepTU3bl MeQULIMHCKOTO N3aenus.

OKCMepTHbI COBET paccmaTpuBaeT MOCTYMUBLUME MaTepuanbl eXeMecsayHO U pesynbTaTbl PeLueHns
rocyAapCTBEHHas aKCnepTHas opraHu3aums HanpasnseT 3asBUTENIO B TeYeHNe AeCATU KaneHAapHbIX AHEN.

31. B cnyyae nonoxuTenbHOro oTyeTa CneLnanua3MpoBaHHON IKCNEpPTU3bl COCTaBMSAETCH IKCMEPTHbI OT4eT
crneuvanu3MpoBaHHOW 3KCNEePTM3bl MEONLIMHCKOTO M3AENnsa COrmacHo NpunoxeHuio 8 Kk Hactoawmm MNpasunam unm
SKCMEPTHBIN OTYET CneLuanmM3npoBaHHON 3KCNEPTU3bl O BINSHMM BHOCMMbIX U3MEHEHUI B PErMCTPaLMOHHOE OOChbe
Ha 6es3onacHoCTb, aPPEKTUBHOCTL N Ka4eCTBO MEAULMHCKOro usgenus no ¢opme, COrfacHO NpUroXeHuto 9 K
HacToswwum Mpasunam.

MnaBa 4. NMopsaaok hopMupoBaHUs pe3ynbLTaTOB NPOBEeAEHHOW IKCNEepTU3bl MeAULMHCKOro usgenus

32. o OkOHYaHUWM 3IKCNepPTU3bl 3aABUTENb B TeYeHMEe TpuauaTh KaneHOapHbIX OHEW, He BXOAALMX B CPOK
NpoBeAEHNS 3KCMEPTU3bl COrNMacoBbIBAET C rOCYAapCTBEHHOW SKCMNEPTHOW opraHu3aunelnt CBeAeHUs 0 MEANLIMHCKOM
n3genun U UToroBble AOKYMEHTbl (MIHCTPYKLMIO MO MELAMLMHCKOMY MPUMEHEHWUI0 N MApKMPOBKN MAaKeTOB YMaKOBKM,
3TUKETOK, CTUKEPOB).

CornacoBaHue OCYLLECTBNSETCSA B 3MEKTPOHHOM BuAE NO MHAMBWAYaNbHOMY Maposto Yepes MU4YHbIA KabuHeT
Unu NyTeM NpefocTaBleHNsi NNCTa COrnacoBaHus.

B cnyyae HecornacoBaHus 3asiBATENEM B TeYeHVe TpUALATW KaneHOapHbIX AHEN CBeAeHW O MeAMLMHCKOM
nsgenuu, 3aknoveHve o 6esonacHocTy opmunpyeTcs 6e3 ero cornacoBaHus.

33. To pesynbTatam NpPOBEAEHHOW 3KCNEepTM3bl MEOUUMHCKOTO W3Oenusi rocyaapCTBEHHasi SKcnepTHas
opraHvsaumsi cocTaBnsieT 3aknyeHne o0 6e3onacHoCTU, 3h(PEKTUBHOCTM M KayecTBe MEOMLMHCKOrO usgenws,
3asBIEHHbIX Ha 3KCMepTn3y no copme cornacHo npunoxeHuto 10 k HacToswum [MpaBunam u 3akn4yeHue o
©6e30nacHOCTM 3(PPEKTUBHOCTU 1 KA4YECTBE MEOULMHCKOIO U3Aenusi Mpu M3MeHeHUN, BHOCMMbIX B PErMCTPaLnoHHOe
Jocbe cornacHo npunoxeHuto 11 k Hactoswwm [NpaBunam, noanucaHHOe PyKOBOAMTENEM TocyAapCTBEHHON
SKCNEPTHON opraHu3auun U ynoriHOMOYEHHbIM MMLOM.

34. l'ocypnapcTBeHHas aKkcnepTHas opraHn3auns HanpaenseT B 3NEKTPOHHOM BUAE B rOCY4aPCTBEHHbBIN OpraH:

1) 3akntodeHne o 6esonacHocTn, 3PPEeKTUBHOCTY U KAYECTBE MEAULIMHCKOIO U3OEenus;



2) WHCTPYKLMIO MO MEAMLMUHCKOMY MPUMEHEHWUID MEOULMHCKOrO U3Aenusi Ha Kas3axCKOM U PYCCKOM s3blKax,
paspabaTbiBaemMyto B COOTBETCTBUM C MOPSAKOM COCTaBMEHUS M OOPMIIEHUSA WMHCTPYKUUM MO MEeOULMHCKOMY
NPUMEHEHNI0 N obLLEer XapaKTepUCTUKM NEKapCTBEHHbLIX CPeACTB U MEAULMHCKUX U3OEenvi, 3aperncTpupoBaHHyo
YMONTHOMOY€EHHbLIM OpPraHoOM COrnacHoO NyHKTY 5 ctatemn 75 Kogekca v cormacoBaHHYHO 3KCMEPTHOM opraHv3aumen;

3) MakeTbl YMaKoOBOK, 3TUMKETOK, CTUKEPOB MEAMLMHCKOrO W3[Enus, COrMacoBaHHbIX FOCY4apCTBEHHOM
SKCNEepPTHON opraHnsaumnen Ha Ka3axCkom 1 pyCCKOM A3blKax.

35. Mo pesynbTatam 3KCNepTU3bl rOCYAAPCTBEHHAA 3KCNepTHas opraHnsauns opMUpPYeT CBOAHLIN OTYET Mo
6e3onacHocTn, 3(PHEKTUBHOCTN W KayecTBY MEAMLMHCKOro M3genus B COOTBETCTBUM C npunoxeHnem 12 «k
HacTtoawwmmMm [paBunam, YacTb KOTOPOro pasMellaeT Ha WHTEepHeT-pecypce rocyAapCTBEHHOM 3KCMEepTHOW
opraHusauuu.

36. 3aknoyeHne o HesonacHoCTH, 3PE(PEKTUBHOCTM U KayecTBE MEeOULMHCKOrO M3genusa OeNCTBUTENbHO B
TeYeHne cTa BOCbMMAECHATM KaneHaapHblX OHeW. B cnydyae wucTeyeHuss cpoka [EWCTBUSA  3aKMOYEHUs O
6e3onacHocTn, 3(PEKTUBHOCTM U KavyecTBe MEAMLMHCKOrO W3AEenusi, 3asBUTENb MOBTOPHO NoAdaeT 3asdBlieHue,
AOKYMEHTbI U MaTepuansl ANA NPOBEAEHNS 9KCNepTU3bl B COOTBETCTBUM C HacTosAwmmn [Npasunamm.

37. OtpuuatenbHoe 3akniodeHne o 6e3onacHocTW, 3(PEMEKTUBHOCTU U KayecTBe MEeOUUMHCKOro u3aenuvs
BblJaeTcH B Cny4asx:

1) HenpeacTaBneHe NOMHOIO KOMMMeKTa PerncTpaumMoHHOro AOCbe Mocne BblAayu 3aMevaHuin 3asBuTenio B
npouecce NpoBeAeHNs 3KCNepTU3bl B CPOKU, YCTAHOBIEHHbIE HAacToAWwmMMN [NpaBunamu;

2) npeacTtaBneHvs 3asBUTeNeM HeJOCTOBEPHbIX CBEAEHWUN;

3) nomnyyeHue oTpuUaTenbHbIX Pe3ynbTaTOB OAHOrO M3 3TanoB 3JKCMepTM3bl WM (Mnu) oTpuuaTenbHbIX
3aKITHOYEHMIN 9KCNEPTOB NPOMUIbHBIX OpraHu3aLmi;

4) HecooTBETCTBUSA (PaKTUYECKUX YCMOBWUMA MNPOU3BOACTBA W CUCTEMbl ObecrneyeHus KayecTBa YCMOBUAM,
obecneumBaloWMM 3asBreHHyl0 6e3onacHoCTb, 9(PEKTUBHOCTL U KayeCTBO MEAVMLMHCKOrO u3genus, no
pesynbTaTaM OLEeHKV NPOU3BOACTBA M CUCTEMbI 06ecneYeHns KavecTBa;

5) oTkasa 3asBuUTENs OT OpraHM3auuMM nocelleHus npeanpuaTus (MPOM3BOACTBEHHOW NMOWAAKM) C Uenblo
OLEHKM YCMOBWIA MNpPOU3BOACTBA W cUCTEMbl oObecrneveHusl kavecTBa, B COOTBETCTBUM C TpeboBaHuAMMU
3aKkoHofaTenbHbIX akToB Pecnybnuvkn KasaxcraH.

38. B cnyyasix oTpuuaTenbHOro 3aknoyeHuss o 6e3onacHoCTH, 3PAEKTUBHOCTM U KayecTBE MeAMLMHCKOro
W3enusa Unu oT3blBa 3asiBUTENEM 3aABIIEHUS Ha IKCNEPTU3y Mocrne Hadana NpoBeAEeHUs KCMepTU3bl, CTOMMOCTb
npoBeAeHNs 3KCNePTHbIX paboT 3asiBUTENO HE BO3BpaLLatoTCS.

39. lMocne 3aBeplueHnsa npoueaypbl 3KCNEpTU3bl roCyAapCTBEHHaA 3JKCnepTHas opraHu3auusa dopmupyet
SMNEKTPOHHbIN apXUBHbBIN 3K3EMMNAP PErMCTPaLMOHHOrO AOCbe, CoAepXaluni AOKYMEHTbI U MaTepuansl pesynbraTa
3KCNepTu3bl (QOMOMHWUTENbHbIE MaTepuansl, MpPeAcCTaBreHHbIe 3adBUTENneM Mo 3anpocy rocyaapCTBEHHOW
3KCMEpPTHOM OpraHu3aummn, 3akiioYeHUs HayvanbHOW 3KCMepTM3bl, CMeuMann3MpoBaHHOW 3KCMEepPTU3bl, MPOTOKOIbI
ucnblTatensHon nabopaTtopuwn), 3aknioyeHne o 6e3onacHocTy, aPEKTUBHOCTN U KayecTBe, 3apermcTpupoBaHHyo
WHCTPYKLMIO MO MEAWLIMHCKOMY MPUMEHEHWIO MEAWLMHCKOrO W3JEenus, 3aperncTpupoBaHHbIE MaKeTbl YNaKOBOK,
3TUKETOK, CTUKEPOB W XPaHALLMIACA B SNIEKTPOHHOM apXxuBe.

Bo Bpemsa OeicTBMSA perncTpaLMoHHOrO YOOCTOBEPEHMS apXvBHOE PperucTpauuoHHOe [ockbe, AOMNOMHAETCH
KONUSIMU  PErncTPaLMOHHbIX YAOCTOBEPEHUN O BHECEHUW W3MEHEHUW CO BCEMU MNPUMOXKEHHbIMU AOKyMEHTaMu
3asBUTENS B SMNEKTPOHHOM BUIeE.

PerncrpaumoHHoe  OOCbe  XpaHWTCSE B 3MIEKTPOHHOM  apxuBe C  cobniogeHvem  TpeboBaHum
KOH(pmaeHLManbHOCTU HE3aBNCKMMO OT Pe3yrnbTaToB IKCNEPTU3bI.

PeructpauuoHHoe [ocke MEAULIMHCKOTO N3OENNS Ha SNEKTPOHHOM HOCUTENE XPaHUTCS OECATb feT.

MaBa 5. Oco6eHHOCTH nposeneHUsn aKkcnepTu3bl MeAUMUUNHCKOro usgenus

40. Pa3bACHEHMS UK YyTOYHEHUS, BO3HMKAIOLWME B Nepuo NPOBEAEHNS 3KCNEPTU3bl Mexay rocyaapCTBEHHON
SKCMEPTHOM OpraHuM3auuen n sassutenem, ocyuiectsnaTca depe3 LIO3 nytem ¢hopmMupoBaHWst 3NEKTPOHHOMO
AOKYMEHTa MO MHAMBMAYaNbHOMY Maporio 3asBUTENS Yepe3 MHPOPMAaLMOHHY CUCTEMY C ANEKTPOHHO-LMGPOBOWA
MOAMNWCHIO 3asSBUTENS U rOCyAapCTBEHHOW 3KCNEPTHOW OpraHmnsaumm nnu Ha 6yMadkHbIX HOCUTENSX.

41. Tlpn npoBedeHMM IKCMepTM3bl MEAULIMHCKOrO W3[enns rocyfapCTBEHHas SKCnepTHas opraHusauuns
yCTaHaBnvBaeT COOTBETCTBUE 3asIBNIEHHOIO Knacca B 3aBUCUMOCTU OT CTEMNEHWN NOTEHLMANBLHOro pucka npuMeHeHus
B COOTBETCTBUM C [1paBunamun knaccmgukaumm MeauumMHCKUX U3Lenuii B 3aBUCUMOCTU OT CTENEHN MOTEHLUMarnbLHOro
pucKa MPUMEHEHNS, YTBEPXAaeMbIMU YNOMHOMOYEHHbBIM OpraHoOM COrfacHo NyHkTy 2 ctatbn 83 Kogekca.

42. B OTHOWEHUN MEeOULUHCKOro u3genus, mMerowero 6eccpoyHoe perMcTpaumoHHOEe YOOCTOBEPEHME,
rocy4apCTBEHHOWN 3KCMEPTHOW OpraHnsaumen OCyLLEeCTBMSETCA Nepuoamyeckas oueHKka COOTHOLIEHUS Monb3a/puck
Ha OCHOBaHMW HEMPEPBLIBHOrO MOHUTOPMHra 6e3onacHoOCTy.

43. JkcnepTv3a MPWHAAMEXHOCTW MNPOAYKUMM K MEAUUMHCKUM  u3genusMm M HeobXxogumocTn ee
rocygapcteBeHHon peructpaumm B Pecnybnuke KasaxcTaH oOcCyLlecTBNsSeTCs rocy4apCTBEHHOW 9KCMepTHOW
opraHusaumen B COOTBETCTBUM C JOroBOPOM, 3aKMOYEHHBIM MEXAy 3asiBUTENeM U rocyaapCTBEHHOW 3KCNepTHOMU
opraHusauuen.

44. 3kcnepTn3a M3MEHEHUN, BHOCMMbIX B PErMCTpaunoHHOEe A0Ckbe, OCYLLECTBMNSETCS Ha MeauumHCcKoe nsgenne
B Nepuon AeNCTBMSA PErucTpauyMoHHOrO yAOCTOBEPEHUA U He CHwkaeT 6e30MmacHOCTb M KavyecTBO MeOULIMHCKMX
n3nenun.

45. NameHeHus KrnaccuuumnpyoTcs B COOTBETCTBUM C NepevHeM U3MEHEHUI, BHOCUMbIX B perncrpaLmoHHoe
A0Cbe MEANLIMHCKOrO N3fenna B nepuos AencTBUs perncTpaumMoHHOro yA0CTOBEPEHUS COrfacHoO NpunoxeHuio 13 k
HacTosAwmmM [MpasBunam. N3meHeHns, He BKIOYEHHbIE B YKasaHHbIV MepeyeHb, nogfiexar HOBOW pernctpaummn B
COOTBETCTBUM C HacTosLWmMMK [Npasunamu.



46. 3aaBuTenb B Te4eHne AByX MeCSILEB Nocne yTBepXXAeHUs BHOCUMbIX U3MEHEHWIA Npou3BoauTenemM nogaet
3asBrieHne Ha NpoBedeHNe 3KCNepTU3bl MEAULIMHCKOro n3genus no doopme COrfacHo NPUIOXKeHNo 1 K HaCTOALLMM
Mpasunam.

47. K 3as5BMEeHWI0O O BHECEHUWN M3MEHEHUW B PErncTpauyoHHOe AO0Cbe MEeAULIMHCKOro M3Aenvs npunaratTcs
AOKYMEHTbI 1 MaTepuarnbl, HeobxognmMble AN BHECEHUSA W3MEHEHWI, CornacHo lMNepeyHto n3MeHeHn, BHOCUMBbIX B
permcTpauuoHHoe Aocbe MeAULIMHCKOrO U3Aenus B Nepuos AerCTBUA PErmcTPaLMoHHOro yaoCTOBEPEHUS COrnacHo
npunoxeHno13 k HacToswmMm Mpasunam.

48. TocypapCTBeHHas SKCMepTHas opraHvM3auMs Ha OCHOBaHWM pesynbTaTOB 3KCNepTU3bl CcocTaBnseT
SKCNEePTHBIN OTYET CneLnanmM3vpoBaHHON 3KCNEPTU3bl O BAWSHUN BHOCUMbIX U3MEHEHUI B perucTpaLmoHHoe ocbhbe
Ha 6e3onacHoOCTb, 3PMEKTUBHOCTL M Ka4yeCTBO MEeOMLMHCKOrO u3denus no gopme COrmacHo MpUoXeHuoo 9 K
HacToawwmm [MpaBunam, NOANMCaHHBIN PyKOBOAUTENEM CTPYKTYPHOrO MoApasfenieHns 1 3KCnepToM, MPOBOAUBLLNM
3KCMEPTMN3Y.

49. MNpownssoanTenb UM YNONIHOMOYEHHbIN NpeacTaBnTeNb NPOM3BOANTENA MEANLIMHCKOIO U3AeNus B Te4eHne
ABYX MeCAUEB BHOCUT W3MEHEHWs B pPEerncTpaumoHHOe [OCbe Ha OCHOBaHUW MOHWUTOpMHra 6e3onacHoCTu
NPOBOAUMOrO B COOTBETCTBMMU C NMOPSAKOM NpoBeAeHns dapmakoHagsopa U MOHUTOpUHra 6esonacHoOCTH, Kadectsa
1 3(pHEKTUBHOCTN MEANLIMHCKNX N3JENUIA, YTBEPXKAAEMbIA YNONTHOMOYEHHBIM OPraHOM COrflacHO MyHKTY 3 ctaTbu 85
Kopekca.

naBa 6. CpOKM npoBseneHuUsA 3KCNepTudbl MeAULMHCKOIo nsgenusa

50. Cpoku npoBeAeHMs IKCNepPTU3bl MEAULIMHCKOrO U3Lenusa COCTaBMsAoT:

1) npu akcnepTM3e MeAUUMHCKOro magenus knacca 1 u krmacca 2a B CPOKW, He MpeBblwarolme eBAHOCTa
KaneHaapHbIX AHEN, B TOM Yucne:

HavanbHasa aKkcnepTunsa (Banuaaumsa perMcTpaLumMoHHOro Aocbe) - A4eCATb KaneHaapHbIX QHeN;

nabopaTopHble UCMbITaHUS - TpuAuaTb KaneHaapHbIX AHEN;

cneumannsnpoBaHHas 3KCMepTn3a - COPOK KarneHdapHbIX AHeW (B TOM uucre, NOATBEPXAEHNe ayTEHTUYHOCTH
WUNM nepeBod Ha Ka3axCKMM £3blK MapKMPOBKUM MaKeTOB YNAaKoBOK, STUKETOK, CTMKEPOB, WHCTPYKUMM MO
MeAMLMHCKOMY NPUMEHEHUIO, B TEYEHUE OeCATN KarneHaapHbIX AHEW);

dopmMmmpoBaHmne 3akrntoveHns o 6e3onacHocTh, 3MMEKTUBHOCTU N KAYECTBE - AECATb KaneHaapHbIX AHEW;

2) npu akcnepTuse MeanLMHCKOro n3genus knacca 26 (C NoBbILWEHHONW CTENeHbo pucka) n knacca 3 (C BbICOKOM
CTeneHbI0 p1cKa) - B CPOKU, HE NpeBbILIaloLLmMe CTa WeCTUAECATU KaneHgapHbIX AHEN, B TOM Ynuchne:

HavanbHasa aKcnepTunsa (Banugaumsa perMcTpaumMoHHOro Aocke) - ABaAuaTh KaneHaapHbIX AHEW;

nabopaTopHble UCMbITaHUS - LIECTbAECAT KarneHaapHbIX AHEeW;

cneumanusvpoBaHHas dKCnepTu3a - CeMbecAT KaneHaapHblX AHel (B TOM uucne, MNOATBepxXAeHve
ayTeHTUYHOCTM UMM MepeBOA Ha Ka3axCKWN Si3blKk MapKMPOBKU MakeTOB YNaKoBOK, STUKETOK, CTUKEPOB, MHCTPYKLMM
No MEAULIMHCKOMY NMPUMEHEHWIO, B TeYEHNEe AeCATU KaneHAapHbIX AHeN);

dopmmpoBaHue 3aknoyeHns o 6esonacHocTu, 3PHEKTUBHOCTU U KAYeCTBe - AeCATb KaneHAapHbIX AHEN;

3) BHECEHME N3MEHEHWIN B PerMcTpaunoHHoe 4oCbe MeauuMHCKOro nsgenus (6es nposeaeHus nabopaTopHbix
UCMbITaHWU) B CPOKW, HE NPEBBbILLAOLLNE LIECTUAECATU KaneHaapHbIX AHEN, B TOM Yucre:

HayarnbHasa aKkcnepTnsa (Banuaaumsa perMcTpaLumMoHHOro A0Cbe) - AeCATb KaneHa4apHbIX HEN;

cneuvann3MpoBaHHas 9KCrnepTusa - COPOK KaneHAapHbIX OHEN (B TOM 4ucre, NoATBEPXOEHUE ayTEHTUYHOCTU
UNM nepeBod Ha Ka3axCKMM $£3blK MapKMPOBKUM MaKeTOB YMNAaKOBOK, 9STUKETOK, CTMKEPOB, WHCTPYKUMM MO
MeAMLMHCKOMY NPUMEHEHMIO, B TEYEHNE AeCATN KaneHAapHbIX AHEN;

dopmmpoBaHue 3akmnoyeHns o 6esonacHocTu, IPDEKTUBHOCTA M KAYeCTBE - AeCATb KaneHAapHbIX AHEN.

4) BHeceHVWe MW3MeHeHWN Tuna | B perMcTpauMoHHoe [oCbe MEeAWLMHCKOro u3genus (C npoBedeHnem
nabopaTopHbIX UCMbITaHWI) B CPOKW, HE MPEBbILLIALIME BOCBMUAECATU KaneHaapHbIX AHEN, B TOM Yncne:

HayarnbHasa aKkcnepTnsa (Banuaaumsa perMcTpaumMoHHOro 4ocke) - 4eCATb KaneHa4apHbIX HEN;

nabopaTtopHble UCMbITaHWA - ABaALATb KaneH4apHbIX HEN;

cneuvannsMpoBaHHas 9KCrnepTusa - COPOK KaneHAapHbIX OHEN (B TOM 4ucrie, NoATBEPXOEHUE ayTEHTUYHOCTU
WUNM nepeBod Ha Ka3axCKM A3blKk MAapKMPOBKM MakeToB YMNakoBOK, 3TUKETOK, CTMKEPOB, WHCTPYKUMM MO
MeAMLMHCKOMY NPUMEHEHUIO, B TEYEHUE OeCATW KarneHaapHbIX AHEW);

dopmmpoBaHue 3akmnoyeHns o 6esonacHocTu, IPHEKTUBHOCTU U KAYeCTBE - AeCATb KaneHAapHbIX AHEN;

5) akcnepTn3a MeamumHcKoro nsgenus (He TpebyoLwmx nposeaeHns nabopaTopHbIX UCNbITaHUA HE3aBUCUMO OT
Knacca) OCyLLeCTBMSEeTCS B CPOKU, HE MPEBbILIAIOLLME AEBSHOCTa KaneHaapHbIX AHEW, B TOM Yucne:

HayarnbHasa aKkcnepTnsa (Banuaaumsa perMcTpaLmMoHHOro A0Cbe) - AeCATb KaneHaapHbIX HEN;

cneuvannsMpoBaHHas 9KCcnepTusa - CEMbAECAT KaneHaapHbIX OHEN;

opMUpoBaHMe 3aknyeHns 0 6e30NacHOCTU, 3PP EKTUBHOCTY M KAYECTBE - AECATb KaneHaapHbIX AHEN.

51. B cpokun npoBeaeHns aKCnepTn3bl MEAULIMHCKOrO U34enns He BXOAAT:

1) Bpemsi BOCMOSIHEHUSI HEKOMMIEKTHOCTU PErMCTPaLIMOHHOIO 4OChE;

2) Bpemsi NnpeocTaBreHne 3asBuTenemM JOKYMEHTOB U MaTepuanos Mo 3anpocy nNpu NpoBedeHnn aKcnepTu3bl B
YCTaHOBIIEHHbIE CPOKM;

3) Bpems noaroTOBKM 1 OLEHKM YCMOBMI NMPON3BOACTBA;

4) cornacoBaHue 3asBUTENEM UTOTOBbIX [JOKYMEHTOB;

5) oprannsauumsa n npoBefeHne AKCNepTHOro coBeTa.

Mpunoxexwne 1
k MNpaBunam nposeaeHus
3KCNepTU3bl MEAULMHCKOTO N3nenus



Ha npoBegeHue 3KkcnepTu3bl MeAUMLUNHCKOIo nspenus*

3asiBneHue

dopma

1. | Toproeoe Ha Ka3axCKOM s13blKe
HanMeHoBaHWe Ha PYCCKOM 513blKe
2. HomeHknaTtypHbi kog MmobanbHOM HOMEHKNAaTypbl MEAULMHCKUX U3OENWIA
(npv Hann4mn)
3. Kog HomeHknatypbl MeguuuHckmx usgenun Pecnybnvku KaszaxcraH
4. O6nacTtb MegULMHCKOro NPUMEeHeEHMUs Ha Ka3axCKOM si3blke
Ha PYCCKOM S13blKe
5. HasHauyeHue Ha Ka3axCKOM $s13bIKe
Ha PYCCKOM 513blKe
6. | Tvin MeauuMHCKOM n3genum 3akpbITas cuctema: 060CHOBaHME OT NPOU3BOANTENS (YKa3e
(Heobxogumoe ykasaTb) Oa CTpaHULly pPerncTpaumoHHOro Jocke)
Het
7. KpaTkas TexHuyeckas Ha Ka3axCKOM si3blke
XapakTepucTuka (Npu Hanmuum Ha PYCCKOM $A3blKe
nporpammMHoro obecnevyeHusi
BKITHOYAKOTCA JAHHbIE MPOrPaMMHOIo
obecneveHns)
8. Knacc B 3aBUCMMOCTU OT CTEMNEHN NOTEHLMANBHOIO pyUcka NpUMeHeHust (Heobxoaumoe Knacc 1 - ¢ H13KOW cTeneHbio pucka
OTMETUTH) Knacc 2a - co cpeaHen CTENEHbI0 PUCKE
Knacc 26 - ¢ NoBbILEHHON CTENEHbI0
pucka
Knacc 3 - ¢ BbICOKOM CTeNeHbI0 pucka
9. MeaunumHckoe nsgenuve aensetcs (Heobxooumoe OTMETUTD) CpeacTBo uamepeHus
CrtepunbHoe
Bbank
MepuumHckoe nsgenue ans in vitro (IVE
ONarHoCTUKM
Habop (komnnekT)
Annapat
Mpnbop
O6opynoBaHue
10. | B coctaBe nmeeTcsl nekapcTBeHHOe CPeaCcTBO Oa
Het
11. | Komnnekraumst MeAUUMHCKOro u3genus
Ne | HanmeHoBaHue Mopenb [ponsBoanTens CTpaHa
1. | OcHoBHoOW 650K (MpW HaNM4un)
2. [MpuHagnexHocTy (Mpu Hanu4nm)
3. | JononHutenbHble KOMNIEKTYyoWwue (Npy Hanu4muun)
4. [MporpammHoe obecneyexue (Mpu HaNN4Un)
5. PacxogHble matepwans! (Mpy Hanuymm)
12. | YnakoBka
Ne [ Bug (nepuyHas HanmeHoBaHue Paamep O6bem Konuuectso KpaTkoe
UnNn BTOpPUYHas) eavHuy B onucaHue
YMaKoBKe
1. MepBryHas
2. BTopu4yHas




13. | Cpok xpaHeHus KONMYeCTBO MecsaueB/neT
["apaHTuiHBIN CpoK akcnyaTauun npubopos/ KONM4ecTBO MecsiLeB/neT
annapaTtoB/o6opygoBaHnn
14. | YcnoBus TpaHCNOpTUPOBaHWS
15. | YcnoBus xpaHeHus
16. | PerncTtpauus B cTpaHe-npoussoauTene n apyrux ctpaHax
1. HasBaHue cTpaHbl Ne perncrpaumnoHHoro [Hata Bblgaum Cpok gencreuns
yaocToBepeHus (ykasbiBaeTcs npu
Hanm4mu)
17. | MNpousBoacTeo [MonHocTbL Ha JaHHOM NPOU3BOACTBE
]
YacTn4HO Ha AaHHOM NPOU3BOACTBE
(]
[MonHocTbO0 Ha Apyrom Npon3BoACTBE
L]
18. | NpousBoguTens (M) MEOULIMHCKOIO U3OEeNWs 1 y4acTok (M) NpoM3BoACTBa (BKIOYasi y4acTKM NMPOM3BOACTBA NOOOro KOMMOHEHTa, KOTop!
SABNAETCH YaCTbio MEAULIMHCKOrO U3genus
Ne | Tun HaunmeHoBaHwue, | Ne, nata 1 cpok KOpuaundeckun | daktnyeckmun | TenedoH, | Pamunus, damunus
npoussoanTens ctpaHa 1,2 (Ha AencTems aapec agpec dakc, e- nms, nms,
Kasaxckom, paspeLunTenbLHOro mail 0T4YecTBO (NpK | OTY4ECTBO
pyccKom, OOKyMeHTa ero Hannuum), | (npw ero
aHrnnncKkom OOIMKHOCTb HanmM4mu)
S3bIKaXx) pykoBoguTens | AOIMKHOCT
KOHTaKTH(
niua
1. lMpounssoguTenb
2. YNONHOMOYEHHbIN
npeacrasutens
npovssoanTens B
Pecnybnvke
KazaxctaH
3. KoHTakTHbIE
OaHHble
YNOMHOMOYEHHOro
niua no
MOHUTOPUHTY
HebnaronpuATHbIX
coObITUIA
(MHUMOEHTOB) Ha
TeppUTOpPUN
Pecny6nukm
KasaxcTtaH
4. | lNpoussoacteBeHHad
nnowaaka
5 3asButenb OaHHble no
O0BEPEHHOCTH
19. | Ne perMcTpaLumMoHHOro yaocToBepeHus BblgaHHoro B Pecnybnuvke KasaxctaH ( npu npoaneHun cpoka AeNCTBUS PErMCTPaLMOHHOIO
YyOOCTOBEPEHUS)
20. | NameHeHus, BHOCMMbIE B PErMCTPaLMOHHOE OOCke (3anOonHATCA NpU TUMNe 3asBKN - BHECEHNE U3MEHEHUI) (yKasaTb BHOCMMbIE
U3MeHeHns)
Ne | Pepakuus 0o BHECEHUS U3MEHEHUI | BHOoCUMble n3amMeHeHns
21. [aHHble No JOroBOpY Ha NPOBEAEHWE SKCNEPTU3bI
1. Ne forosopa
2. [aTta 3akniyeHus
3. Cpok gencreus
22. CyObeKT, OCYLLECTBIIAOLWMI ONNaTy 3a NPOBEAEHNE IKCNEPTU3bI
1. HanmeHoBaHwe 1opuan4eckoro nuua
2. CTpaHa
3. KOpuaundeckun agpec
4. dakTnyeckun agpec
5. damunus, Mg, 0T4ECTBO (NPU HaANU4YUK)
6. TenedoH
7. Pakc
8. ONEKTPOHHbIN agpec
9. busHec-naeHTnMKaLMOHHbIN HOMEP




10. MHavBuayanbHbIn M AEHTUUKALMOHHbBIA HOMED
11. baHk

12. PacyeTHbIn cyeT

13. BantoTHbIl cHeT

14, Kon

15. BaHKOBCKMI MOEHTUUKALMOHHBIN KO4,
3aaBuTenb:

"apaHTupylo: 4OCTOBEPHOCTL MHAPOPMaLIMK, aAeKBaTHOCTb NEPEBOAOB METOANK KOHTPONSA KayecTsa,
SKCMNNyaTauMoHHOIo AOKYMEHTa, UHCTPYKLMKN MO MEANLMHCKOMY NPUMEHEHUIO MEAULIMHCKOIO U3genvs,
npeacTasneHne 4o Havana nabopaTopHbIX UCNbITaHWN 06pa3LoB MEANLIMHCKOrO U34enus, CTaHaapTHbIe obpasLbl B
KOnmnyecTBax, JOCTAaTOYHbIX ANA TPEXKPaTHOro aHanmaa, cneumdguyeckue peareHTbl, pacxofHble Matepuansl,
NPUMeHsieMble NP NPOBEAEHNWN UCTIbITAHWI (B UCKIMIOYUTENBHBIX CIY4asX 1 Ha YCroBMUaX BO3BpaTa), a Takke nx
COOTBETCTBME HOPMATUBHBLIM JOKYMEHTaM, NpeACTaBNeHHbIM Ha 3KCNepTusy.

0O65a3yH0Cb OCYLLECTBNATL NOCTaBKy MeanUmMHckoro nagenua B Pecnybnuky KasaxctaH, COOTBETCTBYOLLME
TpeboBaHUSAM, yKasaHHbIM B PErMCTPALMOHHOM J0Che, U CONPOBOXAATL MEANLMHCKOE U3aenue MHCTpyKumen no
MeONLMHCKOMY NPUMEHEHWI0/ pyKOBOACTBOM MO 3KCNyaTaumy Ha rocyfapCTBEHHOM U PYCCKOM S3blkax, C
cobniogeHnem 4OCTOBEPHOCTU N ayTEHTUYHOCTU NEPEBOAOB.

apaHTUpyto coxpaHeHve 6e30MacHOCTU U KayecTBa MeANLMHCKOrO U34enus B TeHYEeHNe BCero cpoka
MCMorb30BaHUs, Mpy cobnoaeHNn yCrnoBuin TPaHCNOPTUPOBaHUSA U XPaHEeHNs B COOTBETCTBUM C TpeboBaHnamu
3aBofa-npoussoauTens.

0643ytocb coobLuaTb 060 BCeX M3MEHEHMAX B perMcTpaumMoHHoe Aocke, a Takke NpeacTaBnsaTb 3asBneHve 1
mMaTepuarnbl npy obHapyxeHnn NoBoYHbIX BO3GEUCTBUI NPU MPUMEHEHNN MEAMLMHCKOIO 3nenus, paHee He
YyKa3aHHbIX B UHCTPYKLUKN MO MEAVNLMHCKOMY MPUMEHEHUIO MEAULIMHCKOIO U3genus /pykoBOACTBE NO SKCMyaTaumm
MEeOMLIMHCKOrO M3aenus.

Hata

damunus, nMs, 0T4ECTBO (NPU HANUYUK)
3aaBuTtens

Mopnuck, neyatb (Npy HAaNMV4UK)

MpumeyvaHue:

* NaHHaa dopma 3asBneHns nNpefocTaBnsaeTCcsd Takke Npy MPOAMEHUN cpoka OEeVCTBUSA PerncTpaunoHHOro
yOOCTOBEPEHUS], BblJABAEMOTO YMNOMHOMOYEHHBIM OpraHom B obnacTu 3gpaBooxpaHeHust Pecnybnuku KasaxctaH B
cooTBeTcTBUM C [lpaBunamy rocyaapCTBEHHOW perucTpauuv, nepeperucTpauum u BHECEHUS W3MEHEHUI B
permcTpaLuoHHOe 0Cbe NEeKapCTBEHHOIO CPeACTBaA, U3AENUA MEAMULMHCKOrO Ha3Ha4YeHNs U MEOULMHCKON TEXHWKN,
YTBEPXOEHHBIMU NpUKa3oM MuHucTpa 3gpaBooxpaHeHus Pecnybnuvkm KasaxctaHd oT 18 Hoabps 2009 roga Ne 735
(3apernctpupoBaH B PeecTpe rocygapCTBEHHON perncrpaumm HopmaTMBHbIX MpaBoBbiX akToB nog Ne 5935) n npu
N3MEHEHUSAX, BHOCUMBbIX B PETMCTPALIMOHHOE AOCHE.

CtpaHa BBOoAUTCS No eanHomy knaccudmkatopy K PK MCO 3166

HaumeHoBaHVe Ha aHmMUICKOM si3bike 06513aTenbHO AN 3apybexHbIX NpeanpuaTuin

MpunoxeHune 2
k MNpaBunam nposeneHus
3KCNepTU3bl MEAMLMHCKOrO N3nenusi

MepeyeHb oOKYMEHTOB
permcTpauMoHHOro Aocke ANA 3KCNepTM3bl MeauLMHCKoro usgenus *

Ne HanmeHoBaHne Knacc 1 Knacc 2a Knacc | Knacc MeauuuHckoe MpymeyvaHne
n/n OOKyMeHTa 26 3 nsgenve gns
OWNarHoCTUKM in
vitro (IVD)
(He3aBucumO OT
Knacca
noTeHumnanbHoro
pucka
NPUMEHEHNS)
1 2 3 4 5 6 7 8
1. [okymeHT, + + + + + B cootBeTcTBUM C
yOOCTOBEPSAOLLNIA MexXxayHapoaHbIMU
perucTpauuio B HopMamu
cTpaHe 3aBepeHns unm
npovssoanTene unm HopMamu
NpoV3BOACTBEHHOMN 3aBepeHuns
nnowanke YCTaAHOBIEHHbLIMU
(perncTpaumoHHoe B Pecnybnvke
yOOCTOBEPEHME, KasaxcTtaH
CepTndmkat dopmat: PDF
cBOOOAHOW Npoaaxu




(FreeSale),
CepTtudmkaTt Ha
3KCMOopT) C
ayTEHTUYHbIM
nepeBoaoM Ha
PYCCKUN 5A3bIK,
3aBepEHHbIN
HoTapuanbHo (3a
UCKITIOYEHNEM
MeONLIMHCKNX
n3genui, Bnepsble
NpoOu3BeAEHHbIX B
Pecnybnuke
KasaxcTaH)

Konus
pas3peLumTensHOro
OOKyMEHTa Ha npaBso
Npou3BOACTBA B
cTpaHe-
npoussoauTene (npu
Hanunuun) c
NpUNoXeHnem c
ayTEeHTUYHbIM
nepeBoaoM Ha
PYCCKNIN A3bIK

B cootBeTcTBUM C
MexayHapoaHbIMuU
HOopMamm
3aBepeHns nnm
HopMamm
3aBepeHuns
YCTaHOBJTEHHbIMUN
B Pecnybnuke
KasaxctaH
dopmat: PDF

MepeyeHb
OOKYMEHTOB,
YAOCTOBEPSIHOLLMX
perucTpaumio B Apyrux
CTpaHax C yka3aHuem
HoMepa 1 aathbl
Bbigaum (npwm
Hanuuuu) c
ayTEHTUYHBIM
nepeBoJoM Ha
PYCCKUN 5A3bIK

3aBepsieTcs
npousBoanTenem
Unu ero
YNONTHOMOY€EHHbIM
npeacraBuTenem
dopmat: PDF

Konuu ceptndmkatos
Ha cucTemy
MEHeIKMEHTa
KayecTBa
npounssoauTens
MEeONLIMHCKNX
nagenun ISO 13485,
GMP nu6o
COOTBETCTBYIOLLNIA
pervoHanbHbI Unn
HaLMoHanbHbIN
cTaHgapT)
ayTEHTUYHBIM
nepeBoJoM Ha
PYCCKUN 5A3bIK

(kpome
CTEepUIbHbIX)

(kpome
CTEPUIbHBIX)

dopmaT: PDF

Oeknapauusa o
COOTBETCTBUMU
TpeboBaHUsAM
6e3onacHoCTn U
3hPEKTMBHOCTH
MEeONLIMHCKOTO
n3genusi unu
9KBMBAIIEHTHbIN
OOKYMEHT (npu
Hanm4uu) c
ayTEHTUYHBIM
nepeBoJoM Ha
PYCCKUN 513bIK

dopmat: PDF

[okymeHT,
nogTeepXaaoLLmm
Kracc B 3aBMCUMOCTU
OT CTEeneHun
noTeHuUmManbLHoro

3aBepsieTcsa
npousBoauTernem
nnnm ero
YMOSTHOMOY€EHHbIM
npeacTaBuTenem




pucka NpUMeHeHUst
(Oeknapaums
COOTBETCTBUS;
nMcbmo-o60CHOBaHMe
OT Npon3BoauTens) ¢
ayTEHTUYHBLIM
nepeBogoM Ha
PYCCKUN 513bIK

dopmart: PDF

7. | OaHHble o 3aBepseTca
NeKapCTBEHHbIX npoussoguTenemM
cpefcTeax B COCTaBe unu ero
MeOULUHCKOro YNOMHOMOYEHHbIM
usgenus (coctas npeacrasutenem
nekapcTBeHHOro dopmat: PDF
cpencTsa,

KOMMYeCTBO, AaHHbIE O
COBMECTUMOCTM
neKapcTBEHHOTro
cpefcTea c
MEeONLIMHCKUM
nsgenvem, AOKYMEHT,
noaTeepXxaaroLwuni
KayecTBO
nekapcTBEHHOro
BelllecTBa) C
ayTEHTUYHBIM
nepeBoJoM Ha
PYCCKUN 5A3bIK

8. OTt4eT (npoTokon) 3aBepsieTcsa
TOKCUKOMOTMMYECKNX U npovssoanTenem
TMIMEHNYECKMX unu ero
UCNbITaHWU C YMONTHOMOYEHHbIM
ayTEHTUYHBIM npencraBuTenem
nepeBOAOM Ha ¢opmar: PDF
PYCCKUI SA3bIK
pe3ynbTaToB U
BbIBOJOB WCMbITAHWN
Ons MeauumMHCKOro
n3genusi u
KOMMNIEKTYOLLNX
KOHTaKTMPYOLLUX CO
CNn3ncTon nnu ¢
KO>XXHbIM NMOKPOBOM

9. OtyeT (npoTokon) 0 3aBepsieTcsa
TEXHUYECKUX npov3BoanTENEM
UCMbITaHUSIX C unu ero
ayTEHTUYHBIM YMONTHOMOYEHHbIM
nepeBoJoM Ha npencraButenem
PYCCKUI 5A3bIK ¢opmar: PDF
pesynbTaToB 1
BbIBOJOB WCMbITAHWI

10. | OTyeT ucnbiTaHU Ha 3aBepsieTcsa
cneunuyHoOCTb 1 npov3BoanTENEM
YyBCTBUTENBHOCTb unu ero
MEeONLIMHCKOTO YMONTHOMOYEHHbIM
N30enus HazHa4veHus npencraBuTenem
ans in vitro (IVD) dopmat: PDF
ONarHoCTUKK, B TOM
yucre BXoasiLuux B
KOMMIeKTaLmo
MeOMULUHCKOro
nsgenus ans in vitro
(IVD) amnarHocTtukm
3aKpbITOro TMNa

11. [ OtyeT 06 3aBepsieTcsa
nccnegoBaHMsaX npov3BoanTENEM
cTabunbHOCTH, Wunn ero
060CHOBbIBaOLLNIA YNOMHOMOYEHHbBIM
CPOK XpaHeHus (ans npeacraBuTenem




MeONLIMHCKNX
W3genui, B TOM Yucne
BXOOALLUX B COCTaB
CTEPUIbHbIX
KOMMNIEKTYOLLMX), C
ayTeHTUYHbIM
nepeBoaoM Ha
PYCCKUM 5A3bIK
pe3ynbTaToB U
BbIBOJOB WCMbITaHWN

dopmart: PDF

12. [ OtyeT 06 3aBepsieTcs
nccnenoBaHnsaX npovssoamTenem
CcTabunbHOCTM Ha unu ero
peareHTbl 1 YNOMHOMOYEHHbIM
pacxoAHbl MaTepuan npeacraBuTenem
BXOAALUNX B dopmat: PDF
KOMMneKkTauno
MeAMLIMHCKOro
nsgenust ans in vitro
(IVD) pnarHocTtukm
3aKpbITOro TMNa

13. | JaHHble o + (Npy HanM4mm 3aBepseTca
KIMTUHNYECKNX rnieKkapCcTBEHHOro npovssogmTenem
(knuHMKO- cpefcrTea) unu ero
nabopaTopHbIX) YNOMHOMOYEHHbIM
NCMbITaHNAX npeacraBuTenem
(nccnepgoBaHusax) © dopmat: PDF
ayTEHTUYHBbIM
nepeeoaoM Ha
PYCCKUN 513bIK
pe3ynbLTaToB U
BbIBOAOB MCMbITaHWN
Unn nMetoLLmecs
KMUHUYeckne AaHHble
(npumeHeHme,

OT3bIBbl, HAY4HbIE
ny6nvkaumm)

14. | NHdopmauus o + 3aBepsieTcsa
MOHWUTOPUHre npovssogmTenem
HebnaronpusaTHbIX 1 unm ero
HexenaTenbHbIX YNOMHOMOYEHHbIM
cobbITnI npeacraBuTenem
(nHopmauns He dopmart: PDF

npeagocTaenseTca anga
BHOBb pa3paboTaHHbIX
N CMPOEKTMPOBAHHbIX
MEeONLIMHCKOTO
nsgenusi) ¢
ayTEHTUYHBIM
nepeBoJoM Ha
PYCCKUN AA3bIK:

1) cnncok
HexxenaTenbHbIX
COObITUIA/HECHACTHBIX
CnyyaeB, CBSA3aHHbIX C
NCMONb30BaHNEM
n3genusi, u ykaszaHume
nepuoga cobbITui;

2) kpaTkme 0630pbl Mo
Ka)XaoMy 13 TUMNoB
cobbITUI 1 yKa3aTb
obLee KonnyecTBo
COObITUI KaXxaoro
TUNa, O KOTOPbIX
nocTynanu oT4yeTbl
(Npn Hannuyuu
6onbLuoro
Konu4yecTBa);

3) CNMCOK OTO3BaHHbIX
MeONLIMHCKNX




n3genun n/vnm
NOSICHUTENbHbIX
yBeOMMEHU C
npeaocTaBneHnemM
aHanusa
KOPPEKTMPYHOLLNX
OENCTBUIN N NPUHATBLIX
Mepax

15. | HopmaTtuBHbIn + 3aBepsieTcs
OOKYMEHT: cTaHgapT npoussoguTenemM
MeXOyHapOAHbIN, unu ero
HaLMOHanNbHbIN Unu YNONTHOMOYEHHbIM
opraHusauuu npeacrasutenem
(TexHnyeckue dopmat: PDF
yCrioBus,
cneuudmkaums
METOL0B KOHTpONSA
roTOBOro NpoAyKTa) ¢
ayTEHTUYHbIM
nepeBoJoM Ha
PYCCKUI 513bIK
cneuudmkaumm n
METOAMK UCMNbITaHNN

16. | Hdbopmauumsa o + 3aBepsieTcs
cneuyansHoOM npoussoguTenemM
nporpaMmmMHOM unu ero
obecneveHnu (npu ero YMONTHOMOYEHHbIM
Hanmuuu) c npeacraButenem
ayTeHTUYHbIM dopmat: PDF
nepeBoaoM Ha
PYCCKUN 5A3bIK

17. | CnpaBka c onncaHmem + 3aBepsieTcs
obnacTtv npumeHeHus, npoussoauTenemM
Ha3Ha4YeHus1, KpaTKom unu ero
XapaKTepuUCTUKM YNONTHOMOY€EHHbIM
MeOMULUHCKOro npeacraButenem
n3genus, BapuaHTamu dopmart: PDF,
WCMNOMNHEHUA 1 DOC, Excel
KOMNIEKTYOLLMMM (MO
dopwme)

18. | SkcnnyaTauMOHHbIN + 3aBepseTca
OOKYMEHT npov3BoanTENEM
MeLULUHCKOro unu ero
n3gennsi Ha Ka3axckom YNONTHOMOYEHHbIM
N PYCCKOM si3blKax npencraBuTenem

¢opmar: PDF

19. | NHcTpyKumsa no + (npwm 3aBepsieTcs
NPUMEHEHUIo HanM4mu) npov3BoanTENEM
MeLULUHCKOro unu ero
nsgenus, YNONTHOMOY€EHHbIM
yTBEPXOEHHAsA B npeacraButenem
cTpaHe- ¢opmar: PDF
npousBoauTene c
ayTEHTUYHbIM
nepeBoJoM Ha
PYCCKUN 5A3bIK

20. | MpoekT MHCTPYKUMK No + 3aBepseTca
MeOULUHCKOMY 3agBuTEnem
NPUMEHEHUNIO dopmar: PDF,
MeaULMHCKOro DOC
N30enusi Ha Kazaxckom
N PYCCKOM si3blKax

21. | Obpasupl +
MeLMLUHCKOro
nsgenus

22. | CtangapTHble +

ob6pasupl (npu
ykasaHum 06 nx
NPUMEHEHNMN B




HOPMaTUBHOM
OOKYMEHTE)

23.

padnueckoe
n3obpaxeHue apnbika
Ha MeguumMHCKoe
nagenve

3aBepsieTcs
npoussoauTenem
unu ero
YNONTHOMOYEHHbIM
npeacTaButenem
dopmar: PDF

24.

OnuncaHune ynakoBku
MeAMLMHCKOro
nspgenus
(MHDopmaLus 06
ynakoBke, BKItoYasi,
NepBUYHYIO,
BTOPUYHY!O,
rpynnosyto,
TPaHCMOPTHY!O,
MPOMEXYTOUHYIO
yNaKkoBKu;
npefocTaBuTb
nHopMaLmio
(Hanpumep,
martepwuar, cocTas,
pa3mep) [JoKyMeHTbl,
pernameHTupyloLLme
KayecTBO
yNaKoBOYHbIX
maTtepuanos
MeAMLMHCKOro
nspenus
(cneundukaums
kavecTBa, cepTudukat
aHanusa Ha
MepBUYHYIO YNAKOBKY)
C ayTEHTUYHBIM
nepeBoaoM Ha
PYCCKUN 5A3bIK

3aBepsieTcs
npousBoanTenem
unu ero
YNONTHOMOYEHHbIM
npeacraBuTenem
dopmat: PDF

25.

doT10 (oTOGpaxaeT
BHELLHUIA BUL,
nsgenus,
KOMMNIEKTYHOLLMX,
pacxoaHbIX
mMaTepuanos)

3aBepsieTcsa
npousBoanTenem
unm ero
YNOMTHOMOYEHHbIM
npeactaButenem
dopwmart: JPEG

26.

LiBeTHblE MaKeTbI
YMNaKoBOK U 3TUKETOK
(Ha nepBUYHyto,
BTOPUYHYHO YMaKOBKY)
OT NPOVN3BOAMUTENS Ha
MeONLIMHCKOTO
n3gennsi unu ero
COCTaBHbIE 4YacTu Npu
HeobxoaMmMocCTH
(npepocTaBnseTca B
pa3BepHyTOM Buae
pa3paboTka MakeTa
yMaKoBKM).

Mpw Hann4mm
60onbLUOro KonMyecTsa
TUNOpasMepos,
LIBETOBOW raMmbl
gonyckaeTcs
npegocraBneHne
TUNOBOro MakeTa Ha
OVH 13 pa3MepoB,
uBeT (B cnyyae ecnu
MaKeTbl AEHTUYHbI)

3aBepsieTcsa
npoussoauTe nem
unu ero
YMONTHOMOYEHHbIM
npencraBuTenem
¢opmar: PDF,
JPEG

27.

MpoekT TekcTa MakeTa
YMaKoBKU, 3TUKETKM,
cTuKepa

3aBepsieTcsa
npousBoauTernem
U ero




MeONLIMHCKOTO
N30Eenus Ha Kasaxckom
N PyCCKOM £i3blKax (B
cnyyae 60nbLIOro
Konu4yecTBa
TMNOpa3MepoB.,
LBETOBOW raMmbl
ponyckaeTcst
yTBEPXAEHUE O4HOIO
mMakeTa c
NCMONb30BaHNEM
abbpeBunatypbl)

YMONTHOMOYEHHbIM
npeacraBuTenem
¢opmar: PDF,
DOC, JPEG

28.

Konus
perncTpaumoHHOro
YAOCTOBEPEHMS B
Pecnybnuke
KaszaxcTaH (npu
nepeperncrpauum)

dopmat: PDF

29.

Mucbmo -
obocHoBaHwue o Tune
MeONLIMHCKOrO
nagenus (oTkpbiTas
Wnun 3aKkpbiTas
cuctema) ¢
ayTeHTUYHbIM
nepeBoaoM Ha
PYCCKUN 5A3bIK

3aBepseTcs
npovssoanTenem
unu ero
YNONTHOMOY€EHHbIM
npencraBuTenem
¢opmar: PDF

30.

[aHHble 0
Buonornyeckomn
6e3onacHocTu (npwu
Hanuuuu) c
ayTeHTUYHbIM
nepeBoaoM Ha
PYCCKUN 5A3bIK

3aBepsieTcsa
npovssoanTenem
unu ero
YMONTHOMOYEHHbIM
npencraBuTenem
¢opmar: PDF

31.

[aHHble o npoueaype
cTepunusaumu,
BKItOYast
WMHopmaLmio o
nepBMYHON
aKkcnepTu3sbl NpoLiecca,
pe3ynbTaThbl
TECTMPOBaHUA Ha
copepxaHve
MUKPOOPraHM3mMoB
(cteneHb
6uonornyeckoi
Harpysku),
NMMPOreHHOCTH,
cTepunbHoCTH (Mpu
HeobxoaMmocT) ¢
ykasaHvem MeToaoB
npoBeAeHus
UCMbITAaHUIA U AaHHble
0 NepBUYHOMN
3KCNEPTU3bI YMAKOBKU
C ayTEHTUYHBIM
nepeBoJoM Ha
PYCCKNI A3bIK.

+
(kpome 1
Knacca)

3aBepsieTcsa
npovssoanTenem
unu ero
YMONTHOMOYEHHbIM
npencraBuTenem
¢opmar: PDF

32.

CsepgeHus o
npovssoanTene:
HauMeHoBaHwWe, BUA,
[esaTenbHOCTH,
ropuamnyeckuin agpec,
cdopma
cobCcTBEHHOCTN,
nepeyeHb
nogpasgeneHumn
JOYepHMX KOMMNaHW ¢
yKasaHveM ux ctaTyca

3aBepsieTcsa
npov3BoAnTENEM
unu ero
YNONTHOMOYEHHbIM
npeacTaBuTenem
¢opmar: PDF




1 NOMHOMOYMI C
ayTEHTUYHbIM
nepeBodoM Ha
PYCCKNI A3bIK

33. | UHdpopmaums o + + + + + 3aBepseTca
pa3paboTke u npovssoanTenem
NPON3BOACTBE: CXEMbI unu ero
npoueccos YMONTHOMOYEHHbIM
NpPOu3BOACTRBA, npeacraBuTenem
OCHOBHbIX CTaaumn ¢opmar: PDF
NpPOu3BOACTBA,
YNaKoBKW, UCMbITAHUN
1 npouenypbl Bbinycka
KOHEYHOro npoaykTa ¢
ayTeHTUYHbIM
nepeBodoM Ha
PYCCKNI A3bIK

34. | Onncb fokymeHTOB + + + + + ¢opmar: PDF
perncTpaumoHHOro
aocbe

35. | MNepeyeHb + + + + + 3aBepsieTcs
CTaH4apTOB, KOTOPbLIM npoussoguTenemM
COOTBETCTBYET (ero
MeauLIMHCKoe YMONTHOMOYEHHbIM
nsgenue (c ykasaHnem npencraButenem)
CBEOEHUI O HNX) C
ayTEeHTUYHbIM
nepeBoaoM Ha
PYCCKUN 5A3bIK

36. | MnaH cbopa n + + + + + 3aBepsieTcs
aHanu3a aHHbIX Mo npoussoguTenemM
6e3onacHoCT U (ero
ahpeKkTMBHOCTH YNONHOMOYEHHbIM
MeLMLUHCKOro npeacrasutenem)
n3genus Ha
nocTperncTpaumoHHOM
nepuoge c
ayTEHTUYHBIM
nepeBoJoM Ha
PYCCKUN 5A3bIK

37. | Otyet 06 aHanuse - + + + + 3aBepsieTcd
PVCKOB (NpW HanM4mm) (kpome npovssoauTenem
C ayTEHTUYHBIM 1 knacca) (ero
nepeBoJoM Ha YMONTHOMOYEHHbIM
PYCCKUI 53bIK npeacraButenem)

38. | NHdopmaumsa o - - + + + 3aBepseTcd
MapKeTuHre (Mctopus (kpome npovssoauTenem
npun ycriosBun 1 1 2a knac-cos) | (ero
obpalleHus YNOMHOMOYEHHbBIM
MeLULUHCKOro npeacraButenem)
N30Eenus Ha pbiHKe
6onee 2 net) (npwu
HanM4uu)

CocTtaBrneHve crnpaBku Ha MeauLUMHCKoe n3genue **
HavnmeHoBaHue [Nponssoantens KoMnnekTHoCTb O6nacTtb Kpatkas
(n3roToBuTeEns), HanmeHoBaHne Mogenb | MNMpouseogutens | CtpaHa | NpUMeHeHus, TexHu4eckas
cTpaHa COCTaBHbIX HasHayeHue | xapakTepucTuka
MpowusBoacTeeHHas | yacTeit

nnowiagka, ctpaHa
YNONHOMOYEHHbBIN
npeacTaBUTenb
npov3BoanTENS,
cTpaHa

OcHoBHoW 650K
(Mpn HanNu4un)

MpuHagnexHocTn
(Mpn HanNn4un)

KOMMneKTyoLwue
(npw Hann4un)

PacxogHble
mMaTepuansl (npu
Hanu4uu)




MporpammHoe
obecneyveHne
(Mpn HanNn4un)

MpumeyvaHue:

* JaHHbIi nepedveHb MpefocTaBnseTcs Takke Mpu NpoAfieHun Ccpoka [EeWCTBUS  PerncTpaumvoHHOro
YAOCTOBEPEHNS, BblAaBAaEMOrO YMONIHOMOYEHHBIM OpraHoM B 06nacTu 3apaBooxpaHeHns Pecnybnukun KasaxctaH B
cootBeTCcTBMM C [lpaBunamm rocyaapCTBEHHOW perucTpaunn, nepeperucTpaumMm u BHECEHUS W3MEHEHWA B
perncTpaumnoHHOe J0Ckbe NeKapCTBEHHOIO CPeAcTBa, M3AeNMn MeANLMHCKOTO Ha3HauYeHUs 1 MeQULIMHCKOW TEXHUKN,
YTBEPXOEHHBIMU NpUKa3oM MuHUCTpa 3apaBooxpaHeHuns Pecnybnvkm Kasaxctan ot 18 Hosbpst 2009 roga Ne 735
(3apernctpupoBaH B PeecTpe rocyfapCTBEHHON perncTpaumm HopMaTuBHbLIX NpaBoBbiX akToB nog Ne 5935).

Mpunoxenve 3
k MNpaBunam nposeaeHns
3KCMEepPTU3bl MEANLIMHCKOTO N3fenuns

dopma

YcnoBus, npeabaBnseMbie K o6pa3uamMm MeauUMHCKOro nsaenuvs Ansa naboparopHbIX UCNbITaHUNA

1. BasBuTens [0 nodayv 3asiBNEHUs Ha 9KCnepTu3dy OCyLecTBNAeT pacyeT KonuyectBa o6pasuos,
Heo6XoAMMbIX ANst NPOBeAEHMS TPEXKPATHOrO aHanmnsa npu nabopaTopHbIX UCMbITAHUAX.

2. KonnyectBo 06pasuoB MeOWMUMHCKOrO W3Lenusi, npedocTaBnseMblX ANs NpOBeAeHus nabopaTopHbIX
UCMbITaHUA, OnpefensieTcs corrnacHo TpeboBaHUSM HOPMAaTMBHBLIX [OKYMEHTOB, Ha COOTBETCTBME KOTOPbIM
nnaHupyeTcs NpoBeAeHNE UCTbITAHWIA.

3. lMpu onpepeneHun KomuyecTBa 3anpalMBaeMbix 0OpasLOB YYMTbIBAETCA OOHOPOAHOCTb 3asBIIEHHOMN
nNpoayKuMmn, NpeacTaBUTENbHOCTL MO COCTaBy M KONMUYECTBY, COOTBETCTBME 0OpPasuLOoB WMAEHTUMKALMOHHBIM
npu3HakaM NpoayKUMmn, OTPaxarLLMM ero Ka4eCTBEHHbIE XapaKTEPUCTUKMN.

4. KonnuectBO npegocTaBnsiemblx 06pas3LoB MO COCTaBy OTpakaeT BCH COBOKYMHOCTb OAHOPOOHOM
3asiBNEHHON NPoAyKLUMK, C YH4ETOM pasnunyns CBOMCTB OTAENbHbIX TUNOB (MapoK, MOAEernei) Takon COBOKYNMHOCTH.

5. Ins oQHOPOAHOW NPOAYKUMM, OTNUYAOLLENCA TONMbKO TUMOPa3MepHbIM PSAOM, NpeocTaBnsoTcst obpasubl
CaMOoro KpynHoro, CpeaHero 1 camoro mManoro npeAactaBuTens psga.

6. lMpu OTNMYMM OTAENbHbIX BUOOB 3asBMEHHOTO MEAMUMHCKOrO W3Aenus TOMbKO MO LBETOBOW ramme,
[OCTaTOYHO NpefocTaBreHe o6pasLoB O4HON LIBETOBOW ramMMmbl.

7. O6pasubl MEOULMHCKOrO N3Lenusa nocne NpoBeaeHnst UCNbITaHW He BO3BpaLLaloTCs.

Mpunoxexwve 4
k MNpaBunam nposeaeHns
3KCnepTU3bl MeOULMHCKOIo U3aenus
dopma
OT4yeT HayaNbHOM 3KCNepTU3bl (Banuaaumm perucTPaumoHHOro 4OCbe) MeAULIMHCKOro n3aenvs,

npeAacTaBJieHHbIX HAa 3KCNepTU3y

[MpoBeaeHa HayanbHasd aKcnepTu3a (BaJ'IVI/J,aLI,VIH pernctpaumMoHHOro ,D,OCbe) MeaunumnHCKoro wusgenusa
npenocTaBfieHHbIX Ha 3KCNepTn3y

Pamnnus, nms, 0T4ECTBO (MpU HANMYKMK) IKcnepTa

Ne 3aaBkM 1 gata

HaTa NOCTYNNEeHNA JOKYMEHTOB Ha HavalibHYyK0 3KCNepTusy

ToproBoe HaMMeHOBaHNE MEAMLIMHCKOrO U3genusi

HasHayeHne MmeanUMHCKOro nsgenuns

O6nactb NpUMeHeHUs

Knacc B 3aBMCUMMOCTM OT CTENEHWN NOTEHLUMANIBHOIO pUcka NPUMEHEHNS

RN AWM=

3aaBuTenb

[aHHble 0 npousBoguTene:

Ne Twun opraHvsauum nnm y4acTok NpovM3BOACTBA HaumeHoBaHue | CtpaHa | FOpugunueckuin
opraHusauuu agpec

[MponssoanTtens

Mpoun3BoacTBEHHaA nnolaaka

YNONHOMOYEHHbIN NpeacTaBUTENb NPOM3BOANTENS

YnakoBLUmK (Mpy Heo6x0auMOCTH)

Sl Pl B N L

KoHTaKTHblE AaHHbl€ YNOJIHOMOYEHHOro fila No MOHUTOPUHTY




HeGnaronpusaTHbIX COOLITUI (MHUMAEHTOB) HA TEPPUTOPUM
Pecnybnukn KasaxctaH

1. HavanbHas akcnepTu3a KOMMMEKTHOCTM PEerucTpauMoHHOrO [[OCbe W MpaBUMbHOCTU  OhopMIEHUs
npeacTaBleHHbIX [OKYMEHTOB (YKasbiBalOTCA 3aMeyvaHusi MO  HEeKOMMIMEKTHOCTUM [0Cbe W HenpaBWUIlbHOCTU
ohopmMNeHns JOKYMEHTOB).

2. PerucTtpauus B cTpaHe-npoussoauTesne (U3rotoBUTene) 1 Apyrux cTpaHax:

Ne | CrtpaHa Ne foKyMeHTa, YAOCTOBEPSIOLWErO PerycTpaumio [ata Bblgauu MpvimeyaHue akcnepTa

3. CooTBeTcTBME Kracca MeAWMLMHCKOrO M3genus B 3aBMCMMOCTM OT CTEMeHU MNOTEeHUManbHOro puUcCKa
NPUMEHEHUA, YyKa3aHHOro B 3adABJIEHUN U JOKYMEHTaxX permctpauMoHHOro gochbe:

Ne Knacc B Knacc B cooTBeTCTBUM C HanmeHoBaHue gokymeHTa B MpumeyvaHne
COOTBETCTBUN C OOKYMeHTaMu permctpaumoHHoOro permcTpaumoHHoM focke 06 akcnepTa
3as8BNEHNEM aocbe ykasaHum Krnacca

4. CooTBeTCTBME NpeAcTaBneHHbIX 06pa3uoB AN nabopaTopHbIX UCMbITAHWN:

HanmeHoBaHue | Cepus Konnyectso Cpok OcTaTo4HbI Ycnosua xpaHeHus YnakoBka
0o6pasuoB (c npeAcTaBneHHbIX rogHoOCTH cpokK (TpaHcnopTnpoBaHus) (Tvn)
ykasaHnem 06pa3uoB (B eguHMLax rogHoCTH
06bemoB, N3MepeHUs: nakoHsl, ob6pa3suoB
pa3mepoB) LUTYKMW, YNAKOBKM) npoayKUmm

5. OueHka TekcTa MapKMpOBKM MNPOEKTOB MAaKeTOB YMNaKOBKU, 3TUKETOK, CTUKEpOB Ha COOTBETCTBUE
TDEGOBaHVIHM 3akoHoJaTenbCcTBa:

6. CooTBeTCTBME MPEACTaBMNEHHbIX CTaHA4APTHbIX 06pa3LoB HOPMATUBHLIM AOKYMEHTaM nNpoussoauTens (npu
ykazaHuy 06 nx NpUMMEHeHUN B HOPMATUBHOM AOKYMEHTE):

HanmeHoBaHue | Konuuectso npeacTaBneHHbIX Cpok OcTaTouHbIN Ycnosus xpaHeHusi | YnakoBka
CTaHOapTHbIX CTaHgapTHbIX 06pa3uoB (B roAHOCTV | CPOK rogHoOCTU | (TpaHCnopTUPOBaHUS) (Tvn)
o6pasLoB eavHULax U3MepeHust: obpasLoB
hrakoHbI, LITYKW, YNaKOBKW) npoayKLumm

7. 3akno4eHue:

OTkasatb B ganbHenwen akcnepTmae (c o6ocHoBaHMEM)

[MpoaomknTb 3KCNepTM3y MEANLIMHCKOTO N3fenms

PyKOBO,D,VITeJ'Ib CTPYKTYpPHOro nogpasaeneHus

nognvce damunus, UMms, OTYECTBO (NPW HaNUYMK)
OkcnepT

nognuce  damunus, NMs, OTHECTBO (NPY HANMM4YMK)
HaTta

Mpunoxexne 5
k MpaBunam npoBedeHNs IKCNepTU3bl
MeAMLMHCKOro n3genus

dopma
OTyeT HayasNbHOM 3KCNepTU3bl (Banuaauuu permcTPauMoHHOro 4OCbe) U3MEHEeHUN, BHOCUMbIX B
perncTpaumMoHHoe AoChbe MeAVULIMHCKOro uspgenvs

[MpoBeaeHa HavyanbHas aKcnepTM3a (BaJ'II/I,EI,aLIMﬂ pernctpauyMoHHOro D,OCbe) MeguumnHckoro wusgenusa
npenocTaBfieHHbIX Ha 3KCNepTn3y Npu BHECEHUN N3MEHEHUIN B PEMMCTPALIMOHHOE 40CbE

1. Pamnnus, nMs, 0TY4ECTBO (MpU HANMYKUK) IKcnepTa

N

Ne 3asaBkM 1 gaTta

3. [aTa NOCTyNnneHnAa JOKYMEHTOB Ha Ha4allbHY0 3KCNepTu3y




4, TOoproBoe HavMMeHOBaHUEe MeANLIMHCKOrO U3aenus
5. HasHayeHne meanUMHCKOro n3genusi
6. O6nactb NpUMeHeHUs!
7. Knacc B 3aBMCMMOCTU OT CTENEHW NOTEHUMANBHOIO pucka NpUMeHeHus
8. 3asaBuTenb
[aHHble 0 nponssoauTene:
No Twn opraH13aumun nnm y4acTok Nnpon3BoACTBa HaumeHoBaHne | CtpaHa | FOpuandeckni
opraHusauum agpec
1. | NMpounsBogutenn
2. | MNpounsBoacTBeHHasn nnowanka

HanM4nn)

3 | YnonHoMouYeHHbIN NpeacTaBuTenb NPOn3BOAUTENS (Npu

4. | YnakoBLumK (Npy HEO6X0ANMOCTH)

5 | KoHTakTHble AaHHbIe YNOTHOMOYEHHOrO fMua Mo MOHUTOPUHTY
HebnaronpuATHLIX COBLITUI (MHUMAEHTOB) Ha TEPPUTOPUU
Pecnybnukn KasaxctaH

1. HavanbHasi aKkcrmepTM3a KOMMIEKTHOCTU PErMcTPauMOHHOIO [OCbe W MpaBMIIbHOCTU  OchopmIieHus
MO HEKOMMNIIEKTHOCTU [oCbe, HeobXxoaMMOoCTM
npegocTaeneHns obpasuoB MeanLMHCKOro U3Aenus n NpaBuIbHOCTY 0POPMITIEHNST AOKYMEHTOB).

npeacTaBlieHHbIX

[OKyMEHTOB  (ykasblBatoTcs

3amMe4daHunA

2. Peructpauus B cTpaHe-npoussoauTene (M3rotoButene) n Apyrmx crpaHax:

Ne | CtpaHa

Ne nokyMeHTa, yAOCTOBEPSAIOLErO PEFMCTPALIMIO

[arta Bblgayn

MprmeyaHue akcnepTa

3. CooTBeTCcTBME Knacca MeAWMLMHCKOrO M3genus B 3aBMCMMOCTM OT CTEeMeHU MoTeHuManbHOro puUcka

NPUMEHEeHNA, yKa3aHHOro B 3adBJIeHUN N OOKYMEHTaxX perncTtpauMoHHOro goche:

Ne Knacc B Knacc B cooTBeTCTBUM C HanmeHoBaHue gokymeHTa B MpumeyvaHne
COOTBETCTBUU C [OKYMEHTaMu permcTpaumoHHOro permcTpaumoHHOM fockbe 06 akcnepTa
3asiBeHneM aocbe ykasaHum Kracca
4. CooTBeTCTBME NPEACTaBNeHHbIX 06pa3uoB AN nabopaTopHbIX UCMbITAHWIA:
HaunwveroBaHve | Cepus Konnyectso Cpok OcTaTo4HbIv YcnoBusa xpaHeHus YnakoBka
06pasuoB (c npeAcTaBneHHbIX rogHoCTH cpok (TpaHcnopTupoBaHus) (Tvn)
yKasaHnem 06pas3uoB (B eguHMLax rogHoCTH
06beMoB, N3MepeHUs: rnakoHsbl, ob6pasuoB
pa3mepoB) LUTYKMW, YNaKOBKM) npoayKUmm

5. OueHka TekcTa MapKMPOBKM NPOEKTOB MAakKeTOB YyNakKOBKU, 3TUKETOK, CTUKEPOB Ha COOTBETCTBME
TDEGOBaHVIF!M 3akoHo4aTenbCcTBa:

6. Tin BHOCUMbIX U3BMEHEHUI

[ Pepakums oo BHeG

€HUNA N3BMEeHEeHUA

| Pepakuus nocne BHECEHUA U3MEHEHWNI

7. CooTBETCTBME NPEeACTaBMNEHHbIX CTaHAAPTHbIX 06pa3LOB HOPMATUBHBIM JOKYMEHTaM Npov3BoauTens (npu
ykazaHuu 06 nx NnpUMMEHEHUN B HOPMATUBHOM [LOKYMEHTE):

HanmeHoBaHue | KonuuectBo npeacTaBneHHbIX Cpok OcTtaTo4HbIv Ycnosua xpaHeHus YnakoBka
CTaHOapTHbIX CTaHgapTHbIX 06pa3uoB (B rogHOCTM | CpPOK FOAHOCTU | (TpaHCMOPTUPOBaHMUS) (Tnn)
o6pasuoB eVHULax n3sMepeHuns: ob6pa3suoB
doriakoHbI, LUTYKW, YNaKOBKMK) npoayKumm

8. 3akntoyeHue:

OTKa3aTb B ganbHenLwern akcnepTmae (c 06oCcHOBaHMEM)

[MpoaomKnTL SKCNepTn3y




PykoBoguTenb CTPYKTypHOroO noapasaenexHus

OkcnepT

nognuce  ®amunus, ums, 0TYECTBO (NPY HANU4MK)

noanuce  Pamunus, UMs, 0TY4ECTBO (MPU HANUYUN)

[ata

MpunoxeHve 6

k MpaBunam npoBegeHNs IKCNepTU3bl

MwuHWCTEpCTBO 3apaBooxpaHeHuss Pecnybnukmu KasaxcraH

MeanumnHCKoro n3genunsa

dopma

HanmeHoBaHWe rocyfapCTBEHHON 3KCNEPTHOW OpraHu3aumm

ATTecTaT akkpeauTaumm ncneitatensHon nabopatopun (Ne, Cpok AencTems)

Appec, TenedoH 3KCnepTHOM opraHn3aLlumn (UcnbiTaTenbHoM naéopaTopumn)

MpoTokon ucnbitaHun Ne

OoT «

» roga

CTtpaHuua

/KOnM4ecTBO IMCTOB

3asaBuTtensb (Ans ropuanydeckoro nuua (HaumeHoBaHue) onsa gusmdeckoro nuua ©.M.0. (npy HanMumMKM) 1

agpec):

HavnmeHoBaHuWe npoaykumu:

Bua nenbitanui:

OcHoBaHue:

dupma VI3I’0TOBVITeJ'Ib/I'IpOl/ISBO,D,VITerIb, CTpaHa:

Cepus, naptus:

[aTa Havyana n gata OKOH4YaHWs UCMbITaHWIA:

Konnyecteo o6pa3suoB:

[aTa nponsBogcTaa:

Cpok rogHocTu:

O603HayeHne HOPMaTUBHOIO AOKYMEHTA MO KayeCTBY Ha NPOAYKLMIO:

0O603Ha4eHne HOpMaTUBHOIO AOKYMEHTA MO Ka4ecTBY Ha MeToAbl UCTIbITaHWIA:

PesynbTaThl UCnbITaHWi

HanmeHoBaHue TpeboBaHMsi HOPMATMBHOIO dPakTMYECKM NONyYEHHbIE TOC u BNaxHOCTb
nokasarernew [OKYMeHTa pesynsTaTbl (%)
1 2 3 4

3akntoyenwne: MNMpeacraBneHHble 06pasLbl COOTBETCTBYHOT/HE COOTBETCTBYIOT TPEOOBaHMAM HOPMATUBHBIX
AOKYMEHTOB 1 METOAMKM BOCNPOM3BOAATCA/HE BOCNpPOU3BoanTCa (ykasbiBaTb npu HeobxogumocTtu). (HyxxHoe

NoAYepKHYTb)

MeToaunkn He Bocnpon3BoaAaTCs No cnegyrwumm nokasatenam

Mognucu YNOJTHOMOYEHHbIX ML

(BomxkHOCTb) (nognuce)  (Pamunusa, UMa OTHECTBO (NPU HANU4YUK)
(BomkHOCTb) (mognuce)  (Pamunusa, Ma OTHECTBO (NPU HaNU4YUN)
(BomKkHOCTb) (mognuce)  (Pamunusa, MS OTHECTBO (NPU HaNU4YUK)

MecTo ons neyatn

MpunoxeHune 7

K MpaBmnam npoBefeHns aKkcnepTusbl

MeOMWLMHCKOro uaaenus

dopma

OTtyeT O pe3ynbTaTax npoBeneHUsA na60paTopHoro UcnbiTaHuA B naﬁopaTopvwl KOHTpPONA Ka4yecTBa
npounssoguTensd nnum B KOHTpaKTHOﬁ naﬁopaTopuu, MCI1011I:3y9MOﬁ npousBoguTenem*




1. Pestome

HavmeHoBaHWe MeanUMHCKOro n3genus

HawnmeHoBaHWe, afpec pekBU3nTbI NPOU3BOACTBEHHOWN NMIoLaaKu

HanmeHoBaHue, agpec, pekBnanTbl nabopaTopmmn KOHTPONS KavecTsa u/unm
KOHTPaKTHON nabopaTopuu KOHTPONs Ka4yecTsa

OcHoBaHue nposeneHna na6opaTopHoro ncnbiTaHna

Homepa nuueHsnu (Npu Hanuuum), cepTndrKaToBs, 3agBOK HA IKCNEPTUIY

Pesiome aesitenbHocTM naGopaTopum KOHTPOIA KayecTsa

MposeneHne nabopaTopHbIX
UCNbITaHUN

Bbinyck B peanvsaumio cepum
MEANLIMHCKOro M3aenus

MHoe (Heobxoammo ykasaTb)

Oata(bl) npoBeAeHNss NabopaTopHOro UCMbITAHNS

D.U.0. (npy HanW4mMm) 3KCNepToB (4NIEHOB KOMUCCUN), OOIMKHOCTb

2. BeogHas nHdopmaums

KpaTkoe onvcaHue na60paTopV|V| KOHTPOJ1A Ka4YecTBa

Hannyvne AOKyMEeHTUPOBaHHbIX npouenyp npoeegeHuns ncnbITaHUn

BbinonHeHve TpeboBaHuii 4OKYMEHTMPOBAHHbLIX NpoLeayp NPOBEAEHNS NCMbITaHWI

Llenb npoBeaeHVst NaGopaTopHOro UCMbITAHNS

O6beKTbl UCNbITAHUS

[MepcoHan nabopatopuun KOHTPOJSIsi KAYEeCTBa, y4aCTBYHLWMIA B NTPOBEAEHUN TabopaToOpPHOro UCnbiTaHUs

[okymeHTbI, NogaHHbIE OpraHu3auuen-nponssoanTenemM n/unn nabopatopmen KOHTponsi kKayecTsa 4O

NPOBEAEHNS OLIEHKN YCNIOBUM MPOM3BOACTBA WU CUCTEMbI obecneyeHnst kKayecTea

3. Habnogenusa n pe3ynbTaTtbl NpoBeaeHNA na60paTopHoro ncnbiTaHNA

Ccblflka HA HOPMATUBHbIV AOKYMEHT

Homep cepwuu, gaTta nponsBoacTea

MokasaTtenb | TpeboBaHWs HOPMATUBHOIO AOKYMeEHTa | dakTudeckune
no KayecTBy pe3ynbTaTbl

T,
BMaXHOCTb

CooTtBeTcTBYeET/ HE
COOTBETCTBYET

4. MpunoxeHus

[okymeHTbI (NepBuYHbIE AaHHbIE, MPOTOKOMbI UCNbITaHMI) 1 06pasubl, 0TOOPaHHbIE B XO4€e NPOBEAEHMS

naGopaTopHoro ncnbiTaHnA

5. 3akno4yeHune

MNonoxuTtensHoe

OTpuuaTenbHoe ( ¢ 060CHOBaHNEM)

MpumeyaHne

*K oT4eTy 0 pesynbTaTax npoBedeHus nabopaTtopHOro UcnbiTaHWs NpunaraeTcs Konusa cepTudukata aHanmsa u
(vrn) npoTokona ucnbITaHUA Ha NPoAyKUMo riabopaTtopum KOHTPONS KayecTBa NMPOU3BOAMTENS UMW KOHTPaKTHOMW
nabopaTtopuu, ucnone3yemon nponssoauTenem. Bce npunoxeHus k oTyeTy ABMAKOTCA HEOTHEMITEMON €ro YacTbio.

PyKOBO,D,VITeJ'Ib KOMuccuun

(nognucb) (Pamunus, Ma oT4eCTBO (NPY HaNM4MK)
YreHbl KOMUCCUK:
(nognucsb) (Pamunus, Ma 0T4ECTBO (NPY HaNM4YMK)
(mopnuceb) (Pamununs, nMs 0TYECTBO (NPY HANWM4MK)
« » 20 r.
CornacoBaHo:
(gomxkHocTb)  (Moanuce) damunus, Mg 0T4EeCTBO (NMPU HaNN4YUK)
(gomxkHocTb)  (Moanuce) damunus, Mg 0T4EeCTBO (NMPU HaNN4YUK)

Mpunoxexwne 8

k MpaBunam npoBeAeHNs 3KCNepTU3bl

MeOMWLMHCKOro uaaenus




dopma

3KCI16pTHbIl7I oT4yeT CneLlMaﬂVl:!leOBaHHOVI JKCnepTuU3bl MEAUMLUUNHCKOIro usgenusa

Pamnnus, MMs, 0TY4ECTBO (MPU HANMYKMK )aKkcnepTa

YyeHasd cTeneHb, 3BaHue

Ne 3asaBkM 1 garta

Harta NOCTynneHna JOKYMEHTOB Ha cneunann3mpoBaHHYO 3KCNepTuy

TOproBoe HavMeHOBaHUe MeaNLMHCKOro U3aenvs

Kog GMDN (npv Hanu4mm)

Kog HomeHknatypbl MeguumnHckux nsgenui Pecnybnukmn KaszaxctaH

TexHu4eckas Xapaktepuctmka meanunHckoro nsgenna

Sl el I 5 Fodl Bl o I o

HasHayeHne MeguuUMHCKOro n3genvs

[Eny
©

O6nactb NpMMEeHeHUs

lMpoBegeHa akcnepTM3a [OOKYMEHTOB  PErMcTpauMoHHOrO  [OCbe, XapakTepuaylowmnx 6e3onacHocTb,
3P PEKTMBHOCTb U KAYECTBO MEAMLIMHCKOrO U3aenusi.

1. [daHHble O npousBoauTeENe MEeOMLMHCKOroO wu3genus, B TOM 4MCle pacxogHblX MaTepuarnoB W
KOMMNNEKTYLWNX, ABNALWNXCA MeONLNHCKUMU n3genmnamm

No Twn opraH13aumu nnm y4acTok Nnpon3BOACTBa HaumeroBaHne | CtpaHa | FOpuandeckni
opraHusauum agpec

1. | NMpounsBogutens

2. | MpownssoacTeeHHas nnolaaka

3 | YnonHoOMOYeHHbIN NpeacTaBuTenb NPon3BoanTens (Npu
Hanm4uu)

P

YnakoBLUMK (Npy HeobXoanmMocTn)

5 | KoHTakTHble gaHHble YyNOHOMOYEHHOrO fua No MOHUTOPUHTY
HebnaronpuATHbIX COObITUIA (MHLUWAEHTOB) HA TEPPUTOPUM
Pecnybnukn KasaxctaH

2. PerucTtpauus B cTpaHe-npoussoautesne (M3roToBUTENS) U APYrnX cTpaHax

Ne | CrpaHa Ne goKyMeHTa, YAOCTOBEPSIOLWEro perycTpaumio [ata Bblgaun MpumMeyaHmne akcnepTa

3. OueHKka [OCTOBEPHOCTM YKA3aHHOrO B 3asiBNEeHUM W [OOKYMEHTax perucTpaumoHHOro [ockbe Kracca
MEAMLMHCKOrO M3aenu\ B 3aBUCMMOCTM OT CTEMeHW MOTeHUManbHOro puUcKa MPUMEHEHUs,, B COOTBETCTBUM C
TpeboBaHuAMM 3akoHodaTenbcTBa Pecnybnuku KasaxctaH B cdepe oBGpalleHuss neKkapCTBEeHHbIX CPeacTs,
MeONLIMHCKNX U3enuiA:

Knacc B Knacc B cooTBeTCTBUM C CooTBeTCTBME 3as1BMISIEMOTO Krnacca Mpumeyarmne
COOTBETCTBUU C AOKYMEHTaMm TpeboBaHUAM 3akoHoAaTeNbCTBa aKcnepTa
3asBIEHNEM PervcTpaumnoHHOro 4oChe Pecny6nuvku KasaxcraH

4. XapakTepuCTuKM CUCTEeMbl MokasaTtenew, onpegensiowmx 6Ge3onacHocTb, 3MGEKTUBHOCTL U KayecTBO
MEOMLMHCKOrO M3genus, B TOM YMCMEe PacxXOAHbIX MaTepuanoB W KOMMIEKTYIOLMX, SABMASIOWUXCA MEANLMHCKMU
n3pgenusamm:

1) cuctema ynpaeneHus kadectsom ISO, GMP opranusaumu-npoussoaunTens, B TOM YUCIle PaCXOAHbIX
MaTepunanoB 1 KOMMMEKTYIOLLMX, ABAAOWUXCS MEANLMHCKUMMN U3OENUSMU:

No HanmeHoBaHve gokymeHTa Ne gokymeHTa 1 gaTa Bblgauu Cpok gencreuns [MpumeyaHme akcnepTa

2) Ka4yeCTBO MeAUUUHCKOro nsaenua, B TOM 4ucrie pacxoaHblX MaTtepuanoB M KOMMMEKTYHLWNX, ABNALWNXCA
MeONUNHCKUMWU n3aoenmamn (TeXHI/ILIeCKI/Ie ycnoBusa, ctaHaapT OpFaHI/I3aLLVIVI)Z

Neo HavmeHoBaHve AOKyMeHTa Ne fokymMeHTa u faTa Bblgayun Cpok gencraus [pumeyaHne akcnepTta

3) noaTBepxaeHne COOTBETCTBMSA MEANLMHCKOIO n3genus TpeboBaHnsaM HaUMOHamNbHbIX UM MEXAYHaPOOHbIX
HOpMaTMBHbIX AOKyMeHTOB (Jeknapauunsa cootBeTcTBms; CepTndukat COOTBETCTBUSA):

Ne | HaumeHosaHne gokymenta | Ne nokymenTa u nata Buinaum | Cpok aeiictena | [Mpumedanve skcnepta |




4) aHanu3 npeacTaBrieHHbIX AaHHbIX, MOMYYEeHHbIX B XOA4e MPOBEAEHUS WCMbITaHWM (TOKCUKOMOrMYECKHX,
TEXHUYECKUX, KMUHUYECKUX) B CTpaHe npoussoauTene (OT4YeTbl, 3aKkmioYeHns) U B XoAe NPOoBeAeHWNs NpeabiayLnx
3TanoB akcnepTnsbl B Pecnybnuke KasaxctaH (HavanbHas akcnepTusa, nabopaTopHble UCNbITaHUS):

Ne HaumeHoBaHue AHanua NonHoTbl U KadecTBa MHGOPMaLMN B AOKYMEHTE MNpumeyaHne
OOKYMeHTa aKkcnepTa

5) 3aknioyeHre o cTabunbHOCTM MeaMLMHCKOTO 13aenusi, 060CHOBAHHOCTL 3asiBMIEHHOrO CPOKa XpaHeHus:

No 3aaBneHHbIN CPOK XpaHeHuna AHanua NpeacTaBeHHOro oTyeTa o CTabunbHOCTH [pumeyaHne akcnepTta

6) oueHka MpoekTa WHCTPYKUMU MO MEAMLMHCKOMY MPUMEHEHUIO MELMUMHCKOrO uU3genusi, B TOM 4ucre
pPacxofHblX MaTepuarnioB U KOMMMEKTYIOLWMUX, SIBASIOLUMXCH MEOUUMHCKUMU MW3AENUsMUM U 3KChnyaTauMoHHOro
[OKyMeHTa

Ne AHanuns OueHka
akcnepTa

1. [TonHoTa cogepxaHusa TeKCTa NPOEeKTa UHCTPYKLMM HA MEANLIMHCKOIO N3aenus

N

CoOTBETCTBUE TEKCTA NpOeKTa opurnHany MHCTpykKUumnn oT npomnssogntensa

3. | CooTBeTCTBME OHOPMIIEHUSI TEKCTA NPOEKTa MHCTPYKUUM TpebGoBaHMAM 3akoHo4aTeNnbCTBa
Pecnybnukn KasaxctaH B chepe obpaLLeHnsi nekapCTBEHHbIX CPEACTB U MEOULNHCKUX U3Aenumn

4. | NHdopmauus, cogepxalllascs B 9KCnnyaTaLumMoHHOM AOKYMEHTE MeAULIMHCKOro U3aenus

7) OueHka 0bOpPMIEHNS MaKETOB YNakoOBOK U 3TUKETOK

Ne AHanuns OueHka
akcnepTa

1. | CooTBeTcTBME OHOPMMNEHNA TEKCTA MaKeTa MapkMPOBKN TpeboBaHNUAM 3aKoHodaTenbCTBa
Pecny6nuku KasaxcTtaH B cchepe oGpalleHnst NekapCTBEHHbIX CPEACTB, MEANLIMHCKUX N3AEeNui

2. | oeHTnYHOCTb yKa3aHWi YCIIOBWI XpaHEHUs! U TPAHCMOPTUPOBAHWS, YKa3aHHbIX B JOKYMEHTE N0
CTaHAapTM3aumnvm MEAULIMHCKOTO U3AENns U NPOEKTe MHCTPYKLMU NO MEAULMHCKOMY NPUMEHEHNIO

8) AHanu3 gaHHbIX 0 pa3paboTke M NPOM3BOACTBE MEAMLIMHCKOrO M3genus (CxeMbl NpoLEeccoB MPOM3BOACTBA,
OCHOBHbIX CTaAWIn NPOM3BOACTBA, YNaKOBKW, UCNbITaHWI 1 NMpoLeaypbl BbiMycka KOHEYHOrO MPOAYKTa). 3akntoveHne o
COOTBETCTBMU pa3paboTku, TEXHONMOrM4yeckoro npouecca M KOHTPONs KadyecTBa MPOU3BOACTBY OesonacHon K
KayeCTBEHHON NpoayKLuun

Ne AHanuns OueHka
akcnepTa

1. | OueHka npeacTaBrieHHbIX 3asiBATENEM JaHHbIX O pa3paboTke U NPOU3BOACTBE, BKIOYAs aHanm3a
oTYeTa MHCNEKTMPOBAHMWS NPOM3BOACTBRA (NPU HaNM4um);

2. | 3aknioyeHne 0 COOTBETCTBMM pa3paboTku, TEXHONMOrMYECKOro NpoLecca 1 KOHTPOns KavyecTBa
nNpoun3BoACcTBY 6€30MacHON 1 KaYECTBEHHOW NPOAYKLMN

9) AHanus 6uonornyeckon 6e3onacHOCTV MEeOULMHCKOTO M3AeNnvsi Ha OCHOBE aHanu3a BCeX maTtepuarnos
KMBOTHOTO WM YENOBEYECKOrO MPOUCXOXKAEHMUS, BXOASALWMX B MeAUUMHCKOe M3fdenue, a Takke MHdbopmauum o
noabope MWCTOYHMKOB (OOHOPOB), OTOOpe MaTepmana, MNpPOLECCUHre, XpPaHeHUW, TECTUPOBAHUM, MNEPBUYHOWN
SKCMepTn3bl npoueayp TeCTUpoBaHUA, a TakKxe o6pau4eHv|;| C TKaHAMU, KneTKaMu, Cy6CTaHLlI/IF|MI/I XXMBOTHOIoO UInn
4YernoBEeYECKOro MPONCXOXAEHMS, KyNbTypaMyu MUKPOOPraHM3MOB M BUPYCOB (MpW Hanm4mu)

Ne AHanus OueHka
aKcnepTa

1. | OueHka npeAcTaBneHHbIX 3asBUTENEM AaHHbIX MO aHanMay 61onormieckon 6e3onacHoCTH

10) WsydyeHne nepBUYHOM IKCMEpTU3bl MPOrpaMMHOro oBGecneyeHus Ha OCHOBE aHanu3a [aHHbIX O ero
BepUdMKaLMN U NEPBUYHON IKCMepTM3bl, B TOM 4MCle MHGOPMauUMU O ero paspaboTke UM TecTUpOoBaHUM Ha
NpeanpuaTUM 1 NpU MyNbTULEHTPOBbLIX UCCNeaoBaHUsAX, AaHHbIX 06 MAEeHTUdMUKALMM N1 MAPKMPOBKE OnepaLyoHHO
CUCTEMbI

Ne AHanuns OueHKa akcnepTta

1. OueHKa NpefCTaBNEHHbIX 3asBUTENEM OAHHbIX




11) AHanus npouedypbl U METOAOB CTepunM3aLmMn MeaQuUMHCKOro Usdenvsi, Matepuanos, 060CHOBbLIBAIOLWMX
cnoco6 ctepunusauuM, npeanaraeMbiXx METOAOB KOHTPONSA KayecTBa W onpederneHust ocTaTKoB CTEepPUIU3YIOLLEro
BelLlecTBa Npu NPUMEHEHUN XMMUYECKOro crocoba cTepunusaumnm

No AHanus OueHka akcnepTta

1. OueHka NpeACcTaBeHHbIX 3asiBUTENEM AAaHHbIX

12) Ananus 6e3onacHoCcTM 1M 3pHEKTUBHOCTN NEKAPCTBEHHOIO CpeAcTBa B COCTaBe MEAMUMHCKOrO M3penus,
€ro BNUSHWA Ha QYHKUMOHANBHOCTE MEOULMHCKOTO W3[enusl, COBMECTUMOCTM JEKapCTBEHHOro cpeactsa C
MEeLMLMHCKAM M3genuem (3a UCKIIYEeHneM MeaNUMHCKUX U34enuin ana amarHoctuku in vitro (IVD). MiHdopmaumsa o
perncrpauumn nekapcTBEHHOrO cpeacTBaB rocygapcTae - MponssoauTene nekapCTBEHHOro cpeacTaa

Neo AHanms OueHKa akcnepTta

1. OueHka npencTtaBJieHHbIX 3adBUTEeNIeM JaHHbIX

13) AHanus npefcTaBreHHbIX Npou3BoAuTENEeM CBEAEHWM O HanuMyMm unu o6 OTCyTCTBMM COOBLLEHUN O
HeCYaCTHbIX Cry4asiX U 0T3biBax C PblHKa MEOMLIMHCKOrO U3OEenus, 0 HexenaTenbHbIX COBbITUAX U (UNN) HECHACTHBIX
cryyasix, CBSA3aHHbIX C WCMOMb30BaHNEM MeAMLMHCKOrO M3fenus, yBegomseHun no 6e3onacHOCT MeaULIMHCKOro
n3genus, Noaxoaa K PacCMOTPEHMIO 3TUX NPoBrem 1 NX pelleHust MPOM3BOANTENSAMN B KaXKOOM M3 Takux Cryyaes,
OMUCAHNA KOPPEKTUPYIOLUMX AENCTBUN, MPEeANpPUHATBIX B OTBET Ha YKasaHHble Cryyau, a TakKe COOTHOLUEHWS
YPOBHS MPOAAX N KOMMYeCTBa HECHACTHBIX CMy4YaeB 1 OT3bIBOB MEAMLIMHCKOTO U3genus ns obpalueHus

No AHanua OueHkKa akcnepTta

1. OueHka npencTaBJieHHbIX 3adBUTENIEM OaHHbIX

14) OueHka lNnaHa cbopa 1 aHanu3a gaHHbIX No 6e3onacHoOCTU N 3PPEKTUBHOCTM MEQULMHCKOIO M3aenua Ha
nocTnpoaaXHoOM aTane u otyeTa 06 aHannse puUckoB

Ne AHanus OueHka akcnepTta

1. OueHka npencrtaBJieHHbIX 3adBUTENIEM OaHHbIX

5. BakntoueHwne akcnepTta

=

[NonoxuTteneHoe

2. OTtpuuartensHoe (c 060CHOBaHUEM)

Bce gaHHble, NpuBEeAEHHbIE B 3KCMEPTHOM 3aKINOYeHUW, AOCTOBEPHbI U COOTBETCTBYIOT YCTAHOBMNEHHbBIM
TpeboBaHUAM, YTO NOATBEPXKAAID NIMHHOWN MOANMUCHIO
PykoBoauTenb CTpyKTYpHOro noapasgeneHus

nognucb  damunusi, UMsi, 0TYECTBO
(npv Hann4nm)
OkcnepT

nognuce  damunus, NMs, OTHECTBO (NPY HanM4MK)
HaTta
MecTo nevatu
Mpunoxexwne 9
k MpaBunam npoBedeHNs 3KCNepTU3bl
MeAMLMHCKOro n3genus

dopma

OKCNepTHbLIN OTYET CNeunanu3npoBaHHOM 3KCNEePTU3bl O BIMSSHUM BHOCUMbIX U3MEHEHUN B
perncTpaumMoHHoOe A0Cbe Ha 6e30MacHOCTb, 3(h(PEeKTMBHOCTb U Ka4eCTBO MeAULIMHCKOro usaenusi

damunms, UMs, 0oT4ECTBO (an Haﬂl/l‘-ll/ll/l) KcnepTa

Y4yeHasa cTteneHb, 3BaHne

Ne 3aaBku 1 gara

HaTa NOCTynNeHnAa JOKYMEHTOB Ha cneunanm3npoBaHHy0 3KCNepTunsy

A Pl B N [

ToproBoe HaMMeHoBaHMe MEAULIMHCKOro n3genuns

[MpoBeaeHa akcnepTu3a JOKYMEHTOB PErMcTpaumMoOHHOro AOChe, XapakTepusyowmnx BAUSAHNE Ha ©6e30MacHOCTb,
30P(PEKTUBHOCTb M KAYECTBO BHOCMMbIX MU3MEHEHWIA B PEMMCTPALMOHHOE JOChE, HA MEeLULMHCKOE M3fenme.
B xoae npoBefeHus akcnepTusbl YCTaHOBJIEHO!

Ne Pepakumsi 4O BHECEHUS UBMEHEHWI BHocrMoe nsmeHeHne




BnusiHne BHOCMMbIX U3MEHEeHWUI Ha Ge3onacHoOCTb, S(b(beKTVIBHOCTb N Ka4eCTBO MeaNLMNHCKOro n3genuna:

Ne N3ameHeHne (ykasaTb AHanu3s (BnusieT/He BnusieT) Mpy oTpULaTENbLHOM 3aKIOYEHNN YKa3biBaeTCs
HY>XHO€) o6ocHoBaHue

3akntoveHune JKcnepTa:

[NonoxuTtensHoe

=

2. OTtpuuarensHoe (¢ 060CHOBaHMEM)

Bce nOaHHble, npuBedeHHble B 3KCMEPTHOM 3aKMYeHUM, OOCTOBEPHbI M COOTBETCTBYIOT YCTAHOBMEHHbLIM
TpeGoBaHNaAM, YTO NOATBEPXKAA0 NUYHOW NOAMUCHI0
PykoBoauTenb CTpyKTYpHOro nofpasgeneHust

noanuce  Pamunus, UMs, 0T4ECTBO
(npw Hannyun)

OkecnepTt

noanuce  ®amunus, uMsA, 0TY4ECTBO (MPU HANUYUK)

[ata
MecTo nevatun

Mpunoxenne 10
k MNpaBunam nposeaeHns
3KCNepTU3bl MEAMLMHCKOro n3genus

dopma

3aknio4yeHne o 6esonacHocTH,
3 heKTUBHOCTM U KauyecTBe MeAULIMHCKOTO U3fenus, 3asiBrieHHbIX Ha 3KCNepTu3y

1. PecnybnukaHckoe rocygapCTBEHHOE NPeanpuaTME Ha npaBe XO3SMCTBEHHOro BeAeHus «HauuoHanbHbIN
LleHTp aKkcnepTusbl nekapCcTBEHHbIX CPEeACTB, M3AENUMn MEAMUMHCKOrO Ha3HayYeHns U MeOULMHCKON TEeXHUKU»
MuHucTepcTBa 3gpaBooxpaHeHuns Pecnybnuku KasaxctaH coobuiaeT pesynbTaTtbl 3KCMepTusbl Ha 6Ge3onacHoCTb,
3 PEKTNBHOCTb N KAYECTBO MEAULIMHCKOIO N3Aenus:

ToproBoe HavMeHoBaHWE MEAULIMHCKOIO U3fenus

OpraHMaaum;l-npomsao,qmenb, CTpaHa-npoun3BoanTesb

[Mpon3BoacTBEHHanA nnollaaka, cTpaHa

YNONHOMOYEHHbIN NpeacTaBUTENb, CTpaHa

Bug akcnepTtusbl

Knacc B 3aBMCUMOCTM OT CTENEHN NOTEHLMANBHOIO pUcka NPUMEHEHNS

Kog HomeHknatypbl meanumnHckux nsgenui Pecnybnvkmn KasaxcraH

Komnnekraumsi MEAMLUMHCKOro usgenvs / (Npy Hanvm4mm - Konm4ecTBo komnnektyowmx) (Tabnuua)

3akntodeHne HavanbHom 3KCNepTun3bl (Banwnaumw perncTtpaumoHHOro /:l,OCbe) (I'IOJ'IO)KVITEJ'II:HOE,
OTpI/ILI,aTEJ'IbHOG)

3aknoyeHne nabopaTopHbIX cnbiTaHui: gata u Ne npotokona (NonoXuTensHoe, oTpuuaTenHoe)

3akrno4yeHne cneumanm3npoBaHHON 3KCnepTusbl (peKkoMeHa0BaTh/HE PEKOMEHA0BATbL MEANLIMHCKOE
nsgenve )

Tabnuua

Komnnekrauus MeauLmMHCKOro uaaenuns

HanmeHoBaHune Mopenb IMponssoguTens CTtpaHa

2. 3aknioveHue:

(nonoxuTtenbHoe) Matepuanbl M OOKYMEHTbl PErMCTPAUMOHHOIO [A0Cbe Ha MeAWUMHCKOEe u3gernue,
NpefoCcTaBlieHHble Ha  3KCMEpPTU3y, COOTBETCTBYIOT YCTAHOBMEHHbIM TpeboBaHmsM no  GesonacHocTy,
9P(heKTMBHOCTM U KayeCcTBY MEOULMHCKOrO U3Aenusi, NoaTBEepXAeHbl COOTBETCTBYLMMK MaTepuanamv u
npoBeAeHHbIMU UchbITaHuaMKU. MeauumHckoe magenve MoxeT ObiTb 3apeructpupoBaHo B Pecnybnvke KasaxcTaH
CpoKoM Ha 5 neT/6eccpoyHo.

(oTpyuaTenbHoe) MaTepuansl U OOKYMEHTbI PErMCTPaLMOHHOTO [JOCbe Ha MeOUUMHCKOe u3genve,
NpeaoCTaBlieHHbIE HA 9KCNepTuM3y, He COOTBETCTBYKT YCTAHOBIEHHbIM TpeboBaHMaM no ©e3onacHoCTy,
3(PPEKTUBHOCTM U KAYECTBY MEAMLMHCKOTO U3Oenusi, MNOATBEpPXAEeHbl COOTBETCTBYHWOLLUMMK MaTepuanamum Wu
NpoBeAEHHbIMU UCTbITAHUAMM U HE MOXET ObITb 3aperncTpupoBaH B Pecnybnuvke KasaxctaH.

PykoBoguTenb rocygapCTBEHHOW 3KCNEPTHOM opraHu3aumm (Mnm ynosiHOMOYEHHOE L)



noanucb damunus, nms, oT4ecTBO (MPU HaNMYUN)
[ata
MecTo nevatun

Mpunoxenve 11
k MNpaBunam npoBegeHns akcnepTusbl
MeAMLIMHCKOrO n3aenus

dopma

3aknto4veHune o 6esonacHoCcTH
3 peKTMBHOCTU U Ka4yecTBe MeAULIMHCKOro u3aenusi npyu u3aMeHeHMn, BHOCUMbIX B perMcTpauMoHHoe AoCbe

1. PecnybnukaHckoe rocyaapCTBEHHOE NPeAnpuATME Ha npaBe XO3ANCTBEHHOro BedeHus «HauuoHanbHbIn
LleHTp aKkcnepTusbl nekapcTBEHHbIX CPEeACTB, M3AENUMN MEAMUMHCKOrO Ha3HayYeHns U MeOULMHCKON TEeXHUKU»
MuHucTepcTBa 3gpaBooxpaHeHns Pecnybnuku KasaxctaH coobliaeT pesynbTaTel 3KCNEPTU3bl O BAUSHUM BHOCUMbIX
N3MEHEHWU B permcTpaumoHHoe Aockbe Ha 6esonacHoCTb, 3PdeKTUBHOCTb M Ka4eCTBO MEANLIMHCKOTO N3Aenus:

ToproBoe HavMeHoBaHUE MEAULIMHCKOIO U3fenus

OpFaHI/I3aLWIF| nponssoaunTesb, CTpaHa-npon3BoguTesb

[Mpon3BoacTBEHHaA Nnollaaka, cTpaHa

YNONHOMOYEHHbIN NpeacTaBuUTeNb, CTpaHa

BHocKMble n3aMeHeHUs

3aksoyeHne HavyanbHOW 3KCNepTM3bl (Banuaauum permcTpaumMoHHOro 4ocbe) (NoNoXmTelbHoe Unm
oTpuuaTensLHoE)

3akntoyeHne na6opaToprlx mcnblTaHnin: gata n Ne npotokona (nono»(MTeanoe mnnn 0TpV|uaTeanoe)

3aknoyeHne cneumanm3npoBaHHON 3KcnepTu3bl (pEKOMeHA0BAHO/HE PEKOMEHAOBAHO BHECEHNE N3MEHEHUN B
perncTpaLmoHHoOe JOChE)

2. 3akntoveHue:

(nonoxuTenbHoe) MaTepuanbl U OOKYMEHTbl Ha MeOMUMHCKOe W3fenuve, NpefocTaBrieHHble AN BHECEHMWS
W3MEHEHUI B PerncTpaumoHHoe AOCbe, COOTBETCTBYIOT YCTaHOBMNEHHbIM TpeboBaHuAM, BNMsHWE Ha 6e3onacHoCTb,
9hPeKTMBHOCTbL M Ka4yeCTBO MEeOMLMHCKOro M3genvs MoATBEpPXAEHbl COOTBETCTBYOLWMMW MaTepuanamu u
NpoBeAEHHbIMU UCTbITaHNSAMM.

BHocuMbIE M3MEHEHWs1 3apernmcTpupoBaHbl € Bblgayer (0e3 Bblgayn) HOBOrO  PErMCTPaALUOHHOMO
yAOCTOBEPEHUS.

(oTpyuaTenbHoe) MaTepuanbl U OOKYMEHTbl Ha MEAWULMHCKOE M3Oenve, NpefoCTaBreHHble AN BHECEHUsI
M3MEHEHUA B pErucTpauMoHHOE [OCbE, He COOTBETCTBYIOT YCTAHOBMEHHbIM TpeboBaHWAM, OKa3sbiBaloT
oTpuuaTtensHoe BnusiHMe Ha 6e3onacHoCTb, 3(EeKTUBHOCTb M Ka4eCcTBO MEAULIMHCKOTO U3ENus.

BHOCMMbIE N3MEHEHUSI HE 3aperncTpUpPOBaHbI.

PykoBoauTens rocyqapCTBEHHON 9KCMEPTHOW OpraHM3aumu (Mnv ynorHOMOYEHHOE NnLo)

nognuce  Pamunus, MMs, OTYECTBO (MPU HANU4YUK)
HaTta
MecTo nevatu

MpunoxeHune 12
k MNpaBunam npoBeaeHus
3KCNepTU3bl MEOULIMHCKOIO U3Aenus

dopma
KasakctaH Pecnybnuvkackl [leHcaynblk caktay PecnybnukaHckoe rocynapcTBeHHOE NpeanpusitTue Ha
MUHUCTPAIriHIH, «[Japinik 3aTTapabl, MeauumnHanbik npase X0351MCTBEHHOIO BeAeHNsa «HaumoHanbHbIA LLEHTP
MakcaTTafrbl OybiMaapabl XXeHe MmeauunHa 3KCNepTun3bl NEKAPCTBEHHbIX CPEACTB, U34enun
TEXHUKaCbIH capanTay ynTTblK OpTanbifbi» MeOMLMHCKOro HasHa4YeHnst U MeaULIMHCKOW TEXHUKNY
LapyaLlblbIK XYPri3y KyKbiFbIHAaFbI pecnyonvkanbik MuHucTepcTBa 3gpaBooxpaHeHusa Pecnybnuku
MEMIEKETTIK KSCIiNOPHbI KasaxctaH

CBOAHbIN OTYET NO 6Ge30MNacHOCTH, acppekTMBHOCTU N Ka4deCcTBYy MeAMUUHCKOro nsgenuvsa

«HanmeHoBaHMe MegULMHCKOro n3genusay, Npon3BoanTENb, CTpaHa
M3 oTyeTa yganeHa koHuaeHuunansHas nHgopmaums
CopaepxaHue

1. O6nacTb NPMMEHEHNS MEQULIMHCKOrO U3aenus

2. HasHaveHne megmumHcKoro nsgenus

3. KpaTtkas TexHn4yeckas xapakTepuctmka megmumMHCKOro n3genus




4. Knacc 6e3onacHocTtu

5. NHopmauus o npomssoguTene
6. PelueHue (3aknoyeHne)

7. IHhopmauus no permctpaumm

8. Ycnosusa xpaHenusa ang IVD (Ansuau)

Mpunoxenve 13
k MNpaBunam nposeaeHns
3KCNepTU3bl MEAMLMHCKOro n3genus

Mepe4yeHb U3MeHEeHUN, BHOCUMbIX B perncrtpaumoHHoe nocbe veanUMHCKOro usgenusa B nepuoa aencTeuA
perncTtpaumoHHOro yqocroeepeHus

M3meHeHne Ycnosus/3amevaHus lMepeyveHb AOKYMEHTOB U MaTepuanos,
HeobOX0aMMbIX A4S BHECEHUA
N3MEHEHUN
1 2 3

1. NameHeHune cBegeHui o
npoussoanTene/npon3BoaCTBEHHOWN
nnowanke MeaMuUMHCKOro n3genus

OcHoBHoe ycrosue -
HOBas NULEH3Ns Ha
NpoV3BOACTBO BblaaHHas
YNOMHOMOYEHHbIM
OpraHoMm CTpaHbl
npoussoguTens
(nsrotoBuTtens)

MecTto nponsBoacTBa He
N3MEHUIOCD.

HeT nameHeHuin B
Npon3BOACTBEHHOM
npouecce unu
cneuundmKaumax, BKNoYas
MeTOAbl UCMbITaHUS.

1. [lokyMeHT, yaoCTOBEPSIOLLNIA
perncTpaumio MegULMHCKOro U3genus B
CTpaHe npou3soauTene
(perncTpaumoHHoe yaoCToBEPEHME,
HOTapuanbHO 3aCBMOETENbCTBOBAHHBIN
CepTtudumkaT cBOGOLHON Npogaxmu
(FreeSale), CepTndmkat Ha akcrnopT) ¢
BHECEHHbIMU U3MEHEHNAMU

2. [loKyMeHT, noaTBEPXKAAOLLNNA
BHECEHME N3MEHEHWI (C ykazaHnem
AaTbl BHECEHUS U3MEHEHUST) OT
YNOSTHOMOYEHHOro opraHa CTpaHbl-
npounssoguTens

3. HotapuansHo
3aCBMAETENLCTBOBAHHbIN AOKYMEHT,
NoATBEPXKAALLMIN COOTBETCTBNE
YCrnoBui NPOU3BOACTBA HALUMOHAarbHbIM
n/vnn mMexgyHapoaHbelM cTaHaapTam
GMP; ISO

4. HotapuanbHo
3acBMOETENbCTBOBAHHbIV AOKYMEHT,
noaTBepXKAaKLLnin COOTBETCTBUE
MEAMLMHCKOro U3aennsi HauMoHanbHbIM
U MeXOYHapPOAHbIM HOPMAaTUBHbIM
OOKyMEHTaM, Krnacc B 3aBUCUMOCTU OT
CTeneHn NoTeHumManeHoro p1cka
npumMeHeHust (Jeknapaums
cooTBeTcTBUSA; CepTudukat
COOTBETCTBUS)

5. Konusa perncrpaumnoHHoro
YAOCTOBEPEHNS BblAAHHOIO B
Pecnybnuke KasaxcraH

6. NMucbmo npounssoanTens,
yaoCTOBepsiloLLEee, YTO
NPOM3BOACTBEHHBIN NPOLECC U
KOHTPOJIb 32 KaYECTBOM U
©6e30MacHOCTbLI0 TOTOBOMO NPoAyKTa
ocTatTcs 6e3 N3aMeHeHuI, C ykasaHuem
[aTbl BHECEHUSI UBMEHEHUI

7.MpoeKTbl MHCTPYKUNUIA MO NPUMEHEHWUIO
MEeAMLMHCKOro nsgenus / pykoBoACTBO
no aKcnnyatauum (Ha 3reKTPOHHOM
Hocutene CD B popmaTte DOC

8.MakeT MapKMpoBKK (Ha 3NEKTPOHHOM
Hocutene CD B cpopmate JPEG)

9. OnNucb AOKYMEHTOB

2. NameHeHne cBegeHuin od
YMNOSTHOMOYEHHOM NpeacTaBuTene,
BKIHOYasi CBEQIEeHNs O peopraHnsaunm
HOpMAaNYecKoro nuua, 06 nsMeHeHun ero
HavMeHOBaHUs, U3MeHeHUn paMmnuun,

BHeceHune nameHeHnin B
perncTpaumoHHoe
yAOCTOBEPEHUE HE BNUSIET
Ha 3 HEKTUBHOCTL U
©e3onacHoCTb

1. Konus gokymeHTa,
noATBepXAaLero NosIHOMouns
YNOIHOMOYEHHOT0 NpeacTaBUTeENst
npoun3BoaANTenNs

2. Konvsi permctpaumMoHHOro




UMEHW, OTYeCTBa (MpU Hanuuum) agpeca
MecTa XWUTENbCTBa MHOMBUAYaIIbHOTO
npeanpuHumaTens

MeaunumHCKoro n3genunsa

yOOCTOBEPEHUA

3. [lokymMeHTbl, NnogTBepXKaatoLwmne
M3MEHEHMS

4. ONncb JOKYMEHTOB

3. NameHeHne HanmeHoBaHUS
MeAMULIMHCKOro uaaenus

MoTvBupoBaHHoE
obocHoBaHue
HeobxoaMmMocCTH
N3MEHEHUS
HanMeHoBaHus
MeOMLUHCKOro naenus,
He BNUSAOLWEro Ha
hyHKUMOHaMNbHbIE 1
TeXHU4eckue
XapaKTepuUCTUKn

1. 3asBneHne Ha BHeECEHME U3MEHEHUI
no yTeepxaeHHon popme (Ha
anekTpoHHom HocuTene CD B dopmaTte
DOC

2. HotapuansHo
3aCBUAETENbCTBOBAHHbIN JOKYMEHT,
YAOCTOBEPSIOLLMIA PErMCTPaLImio
MeANLMHCKOW TEXHWUKW/ MEeANLIMHCKOro
n3genus B CTpaHe npovssogutene
(permcTpaumoHHoe yaocToBepeHue,
CepTtudmkaT cBOGOLHOM Npoaaxmu
(FreeSale), CepTndmkat Ha akcnopT) ¢
BHECEHHbIMU N3MEHEHNAMU

3. Konusa pernctpaumoHHoro
YAOCTOBEPEHNS BblAAHHOIO B
Pecnybnuke KasaxcraH.

4. lNMncbMo npomsBoguTens
(n3rotoBuTENs), cogepxalliee
MOTMBMPOBaHHOE 060CHOBaHMEe
HEeobXoANMOCTN U3MEHEHUSI
HaVMeHOBaHWSA MeQULMHCKOro U3nenus,
He BNMAILWEro Ha yHKUMOHAmbHbIE U
TeXHUYECKME XapaKTEePUCTUKN
MeANLMHCKOro nsaenus

5. MpoeKTbl MHCTPYKLUMIA NO
NPUMEHEHNI0 MeANLIMHCKOro naaenus /
3KCNNyaTaunOHHBIN AOKYMEHT (Ha
anekTpoHHoM HocuTene CD B hopmaTe
DOC

6. MakeT MapkMpoBKM (Ha SMEKTPOHHOM
Hocutene CD B popmaTe JPEG

7. doTorpadunyeckne n3obpaxeHns
obLiero BMaa MeanLMHCKOro uagenust
BMECTE C NPUHAANEXHOCTSMMU,
HeobxoAMMbIMM ANs MPUMEHEHUS N0
Ha3HayeHuto (pasmepom He meHee 18 x
24 caHTmeTpa)

8. Onucb AOKYMEHTOB

4. N'ameHeHue cocTaBa NpUHaaeXHOCTEN
1 (UNN) KOMNMEKTYIOLWMX U (MNK) pacxogHbIX
maTtepunanos, 06HOBMeHne (ycTaHoBKa
HOBOW Bepcumn) NPorpaMMHOro
obecneveHus

OTCyTCTBVIe BNMNAHNA Ha
beHKLI,MOHaJ'IbeIe
XapaKTepUucTuUKkun
MeaunumHCKoro n3genuna

1. 3asBneHne Ha BHECEHME U3MEHEHUI
no yTeepxaeHHon popme (Ha
anekTpoHHom HocuTene CD B dpopmaTte
DOC

2. Konusi pernctpaLmoHHOro
yOOCTOBEPEHMS BbIAAHHOTO B
Pecnybnuke KasaxctaH

3. Nucbmo npoussoanTens
(n3roToBuTENS), cogepxallee
MOTUBMPOBaHHOE 060OCHOBaHMe
HEeoOX0AMMOCTM U3MEHEHUS B COCTaBe
KOMMMEKTYIOLMX W yKa3aHNEeM HOBOrO
nepeyHst KOMMNEKTYIOLLMX,
noaTBepXaaKLMX OTCYTCTBME BNUSHUA
Ha (PYHKUMOHAIbHbIE XapaKTePUCTUKN
MeOMLMHCKOro n3genus (Bkro4vas
pacLiMpeHne crnekTpa BbISIBMSIEMbIX
aHanuToB MEeAULIMHCKOro u3aenus ans
in vitro (IVD) gnarHoctukm).

4. TpoeKTbl MHCTPYKLMI NO
NPUMEHEHNIO MEANLIMHCKOrO n3aenns
/akcnnyaTaunoHHbIN AOKYMEHT Ha
Ka3axCKOM N PYCCKOM si3blKe

5. O6GHoBMEHHas cneuuduKkaums ¢
yKa3aHWeM NepeyHsi KOMMIEKTYHOLMX U
pacxofHbIX MaTtepuanos no




yTBEPXAEHHOW hopme

6. Onncb AOKYMEHTOB

7. B cnyyae pobaBneHus
KOMMNNEKTYIOLLEero, SBNsioLwerocs
MeaMLMHCKMM usaenuem - obpasibl
MeOMLMHCKOro n3genus (B criyqae
CTepUIbHOro NPeAoCTaBnseTCs BeECb
KOMMIEKT) N HOPMATUBHbIA JOKYMEHT

8. PesynbTaThl BAanugaumm u
BepudUKaLumn NnporpaMmmHoro
obecnevyeHus

5. \ameHeHne nokasaHui No NpUMEHEHNIO;
0o6nacTi NpMMeHeHNst; NPOTUBOMNOKa3aHWIA;
no6oYHbIX 3 heKTOB

BesonacHocTb
NPUMeHEeHNst
MeANLIMHCKOrO N3aenus
[OJKHA COXPaHATLCSA U
noaTeepXxaartbcs
JaHHBIMU KNUHNUYECKUX
nccrnenoBaHui no
©e3onacHocTn n

3P PEeKTUBHOCTH

1. 3agBneHue Ha BHECEHNE U3MEHEHUN
no yTeepxaeHHon popme (Ha
anekTpoHHom HocuTene CD B dopmaTte
Word

2. Konusi pernctpaLmoHHOro
yAOCTOBEPEHMS BblAAHHOMO B
Pecnybnuke KasaxctaH

3. Nucbmo npounssoanTens
(nsroToBuTens), cogepxaiee
MOTUBMPOBaHHOE 06OCHOBaHME
HEe06XO0AMMOCTM BHOCUMbIX U3MEHEHUI

4. TMpoeKTbl MHCTPYKLMIA NO
NPUMEHEHNIO MEQULIMHCKOTO M3aenus
COrnacHo ycTaHOBIIEHHOMY
3aKOHOLATENbCTBY (Ha ANIEKTPOHHOM
Hocutene CD B popmaTte DOC

5. PaHee yTBEpXOEHHAA UHCTPYKUMS

6. LiBeTHble MakeTbl yNakoBOK,
3TUKETOK, CTUKEpPOB (Mpw
Heo6xoaAnMOoCTH) (Ha 3NEKTPOHHOM
Hocutene CD B popmaTe JPEG

7. Pe3ynbTaTbl KNMMHUYECKUX
UCMbITaHUA, OTpaxaroLmne BHOCMMblE
N3MEHEHMNs

8. Onncb AOKYMEHTOB

6. CmeHa npousBoauTenen
KOMMNMNEKTYIOLNX, NPUHAANEXHOCTEN,
pacxogHbIX MaTtepuanos

TexHu4yeckue
XapaKkTepUCTUKN 1
KOHTPOnb KayecTBa
KOMMMEKTYLWMX n/nunm
pacxogHbIX MaTepuanos
He [OIMKHbI CHMXaTb
Ka4yecTBO roTOBOro
npoaykra

1. 3agBneHue Ha BHECEHWNE U3MEHEHUN
no yTeepxaeHHon popme (Ha
3anekTpoHHOM HocuTene CD B dhopmaTte
DOC

2. HotapuanbHo
3aCBMAETEeNbCTBOBAHHbINA JOKYMEHT,
NoATBeEPXKAAoLMI COOTBETCTBME
YCMOBUIA NPOM3BOACTBA HALMOHaNbHBIM
n/vnu mexayHapoAHbIM CTaHAapTam
GMP; ISO komMnneKTyoLwmx n/mnm
pacxofHbIX MaTepuanos

3. Konus pernctpalmMoHHOro
YAOCTOBEPEHUS BbIJAHHOIO B
Pecnybnuke KasaxcraH

4. Nucbmo nponsBoanTens,
yaoCTOBepsioLLEee, YTO
NPOM3BOACTBEHHBIN NPOLECC U
KOHTPOJSIb 32 KaYeCTBOM U
6e30nacHOCTbI0 FOTOBOrO NpoAykTa
ocTalTcsa 6e3 N3MeHeHUn

5. MpoeKTbl UHCTPYKLUIA NO
NPUMEHEHNI0 MEANLIMHCKOTO U3Aenus
(npn HeobxoouMoCTK) (Ha SMEKTPOHHOM
Hocutene CD B popmaTte DOC

6. OnNucb AOKYMEHTOB

7. ObpasLbl U aHaNUTUYECKYIO
3KCNEePTU3y

7. YBenu4yeHne/ ymeHbLUEHNE CPOKa
XpaHeHna MeauunHCKOoro nagenua

MoTusrpoBaHHoe
0b60oCcHOBaHNE N3MEHEHsI
cpoka

1. 3asBneHne Ha BHECEHME U3MEHEHUI
no yTBepxaeHHon popme (Ha
anekTpoHHoM HocuTene CD B chopmaTte
DOC

2. Konvsi permctpaumMoHHOro




YAOCTOBEPEHNS BbIAAHHOIO B
Pecnybnuke KasaxctaH

3. NMucbmo npounssoanTens,
yaocToBepsioLLee, YT
NPOV3BOACTBEHHbIN NPOLEce U
KOHTPOIb 32 Ka4eCTBOM U
6e30MacHOCTbLI0 rOTOBOMO NpoayKTa
ocTalTcsa 6e3 N3MeHeHUn

4. NaHHble No cTaburbHOCTU He MeHee
YeM Ha Tpex cepusix) (oTyeT
060CHOBbIBAIOLLNIA CPOK rOAHOCTH)

5. MpoeKT HCTPYKLUMU NO NPUMEHEHNIO
MeAMLUMHCKOro nagenusi (npu
HeobxoaMMOoCTH): (Ha ANEKTPOHHOM
Hocutene CD B popmaTte DOC

6. LiBeTHble MaKeTbl YNaKkoBOK,
3TUKETOK, CTUKEPOB (Ha 3NEKTPOHHOM
Hocutene CD B popmaTe JPEG

7. ONncb AOKYMEHTOB

8./3ameHeHne ycnosuin XxpaHeHns

MoTunBmpoBsaHHoe
060CHOBaHNe N3MeHeHNs
YCNOBUI XpaHeHWs

1. 3agBneHue Ha BHECEHNE U3MEHEHUN
no yTeepxaeHHon popme (Ha
anekTpoHHoM HocuTene CD B chopmaTe
DOC

2. Konusi pernctpaLmoHHOro
YAOCTOBEPEHNS BblAAHHOIO B
Pecnybnuke KasaxctaH

3. Nnucbmo-o6ocHOBaHWE
npoussoauTens (m3rotosutens) ob
N3MEHEHUN YCIOBUIA XPaHEHMS Ha
drpmMeHHOM BnaHke NnponssoauTens
COrnacHo yCTaHOBIIEHHOMY
3aKoHoJaTenbCTBY

4. [laHHble No cTabunbHoCTK (Ans
MELMLMHCKNX U3OENUN ) HE MEHEEe YeM
Ha Tpex cepusix)

5. MpOoeKT MHCTPYKLUMMU MO NPUMEHEHMIO
MeAMLUMHCKOro n3nenus (npu
HeobxoanMocCTH); (Ha ANEKTPOHHOM
Hocutene CD B dpopmaTte DOC

6. LiBeTHble MakeTbl yNakoBOK,
3TUKETOK, CTUKEPOB (Ha SMEKTPOHHOM
Hocutene CD B hopmate JPEG

7. OnNucb JOKYMEHTOB

9. MilameHeHue B npouenype KOHTPOns

KayecTBa rotoBoro npoaykrta meguunHcKoro

nsgenvs

MoTuBUpoBaHHOE
060CHOBaHWE U3MEHEeHUs!
B Npoueaype KOHTpons
KayecTBa

1. 3asBneHne Ha BHECEHUE U3MEHEHMN
no yTBepXaeHHon popme (Ha
anekTpoHHOM HocuTene CD B chopmaTte
Word

2. Konus permctpaLmMoHHOro
YAOCTOBEPEHNS BblAAHHOIO B
Pecnybnuke KasaxcraH

3. Mucemo nponsBoauTens,
yaoCTOBepsioLLEee, YTO
NpPOM3BOACTBEHHBIN NPOLECC OCTaeTcst
6e3 N3MeHeHnn

4. MNMncbMo npomsBoguTens,
yAOCTOBEpPSAIOLLEE, YTO 3as1BNIEHHAS
npoueaypa KOHTPOIsl He CHUXaeT
Ka4yeCcTBO M 6e30nacHOCTb rOTOBOrO
npoaykra

5. HopmaTuBHasa JoKyMeHTaums ¢
BHECEHHbIMU U3MEHEHUSAMMU,
pernameHTupyloLas ka4ecTso
KOHEYHOro npoaykTa, HotapuansbHO
3aCBMAETENLCTBOBAHHLIN cepTudmkaTt
aHanusa n MeToAMKN KOHTPOns
KOHEYHOro NpoaykTa

6. O6pasubl, cTaHAapTHbIE 06pa3Lbl
Onsi npoBeaeHns nabopaTopHbIX




ucnblTaHui (Npy Heo6xoaMMOocCTH)

7. ONnCb OOKYMEHTOB

10. MiameHeHne ynakoBKkn MeanLMHCKOro
nsgenus:

NepBUYHON YNAaKOBKN MEANLIMHCKOrO
nsgenus;

BTOPVYHOW WU/UNn rpynnoBoW YNakoBKMy,
TPaHCMOPTHOMW, NPOMEXYTOYHOMN

MoTuBMpoBaHHoe
obocHoBaHue o BnusHUn/
He BIMNAHUN N3AMEHEHNA
YynakoBKN Ha
CTabUINbHOCTb, KA4eCTBO
MeOULNHCKOro n3aenus;
B3aMMOoAencTBuA
yNakoBOK- MEAMULIMHCKOrO
nsgenusa

1. 3asgBneHne Ha BHeECEHNE N3MEHEHNI
no yTeepxaeHHon popme (Ha
anekTpoHHoM HocuTene CD B hopmaTe
DOC

2. Konvs pernctpaLmMoHHOro
YAOCTOBEPEHNS BblAAHHOIO B
Pecnybnuke KasaxcraH

3. Mucbmo nponssoauTens,
yAoCTOBeEpSsioLLEE O TOM, YTO BHOCUMbIE
N3MEHEHUS!, OTHOCUTESNBbHO NEPBUYHOMN
YNakKoBKW BNUSIIOT/HE BNUSIIOT Ha
CTabUNbHOCTb, KAYECTBO MEAULIMHCKOIO
n3genvs

4. HopmaTtuBHas OKyMeHTauus, ¢
BHECEHHbIMU U3MEHEHUAMM

5. LiBeTHble MaKeTbl YNakoBOK,
3TUKETOK, CTUKEPOB HOBOIO 1 CTAporo
o6pasua (Ha aneKTPOHHOM HocuTene
CD B chopmaTte JPEG

6. POTO MEOULIMHCKOrO n3genus

7. O6pasubl 4Ns CTEPUNbHBIX
MeOULMHCKMX U3Aenuid, CTaH4apTHble
0o6pasupl 4nA NpoBeaeHNs
nabopaTopHbIX UCTIbITAaHWUIA NPK
N3MEHEHUN NePBUYHON ynakoBku (Npu
HeobxoaAnMocTn)

8. Onucb AOKYMEHTOB

11. lameHeHne OTTUCKOB, FPYHTOBKU UK
APYrMx MapKnpoBoOK, LUTaMMOB U Haamnucen,
BKNtoYasi Jo6aBneHne nnm NsMeHeHus
Kpacku, UCNonb3yemblX ANA MapKUpOBKU
MeOMLIMHCKOro n3aenus.

MoTnBmpoBaHHoOE
obocHOBaHMe BHECEHUSI
N3MEHEHUN B MapKUpoBKY

1. 3agBneHne Ha BHECEHWNE U3MEHEHUN
no yTeepxaeHHon popme (Ha
anekTpoHHoMm HocuTene CD B hopmaTte
Word

2. Konusi pernctpaLmoHHOro
yAOCTOBEPEHMS BbIAAHHOMO B
Pecnybnuke KasaxctaH

3. NncbMo-o60cHOBaHNe
Npon3BOANTESNSI O BHOCUMBbIX
N3MEHEHUsX

4. LiBeTHble MakeTbl ynakoBOK,
3TUKETOK, CTUKEPOB CTaporo 1 HOBOrO
obpasua (Ha aneKTpPOHHOM HocuTene
CD B cdhopmaTte JPEG

5. ®oTO MEANLIMHCKOro U3aenus

6. Onucb AOKYMEHTOB




