06 yTBepxaeHuu NMpaBun Bbigaum ceptucukata Ha papmaueBTMyeckuin npoaykT (CPP)
Mpuka3 MnHucTpa 3apaBooxXpaHeHus u coumansHoro pa3sutusa Pecnybnukn KasaxctaH ot 29 mas 2015 roga Ne 413.
3apeructpupoBaH B MuHuctepcTtse toctuummn Pecnybnukn Kasaxcrtan 30 nionsa 2015 roga Ne 11488

B cootBeTCcTBMM C NyHKTOM 8-1 cTaThk 71 Kogekca Pecnybnuku KaszaxctaH ot 18 ceHTs16ps 2009 roga «O 3gopoBbe
Hapoga v cucteme 3gpasooxpaHeHusi» MPUKA3bIBAIO:

1. YTBepauTh NpaBuna Bbiaaum ceptudmkaTta Ha dhapmaueBTnyeckuin npoaykt (CPP) cormacHo npunoxeHuio K
HacTosLeMy Npukasy.

2. KomuTeTy KOHTPONsA MeauUMHCKON 1 chapMaLeBTUYEeCKOn AesTenbHOCT MnHMcTepcTBa 34paBoOXpaHeHns 1
coumanbHoro passutus Pecnybnukm KasaxctaH obecneumnTs:

1) rocygapcTBeHHy0 permcTpaumio HacTosiwero npukasa B MuHuctepcTae roctuumm Pecnybnukn KasaxcTah;

2) B TeYeHve OecsaTu kaneHaapHbiX AHEN Nocrne rocyAapCTBEHHOW perncTpanum HacTosLWwero npukasa B
MuHncTepcTBe toctuumm Pecnybnuku KasaxcrtaH HanpaBneHve Ha oduumansHoe onybnmkoBaHne B Nepuoamnyeckux
neyaTtHbIX U34aHMAX 1 MHHPOPMALIMOHHO-NPaBOBON CUCTEME HOPMaTUBHbIX NPaBOBbIX akToB Pecnybnukn KasaxcraH
«BpaineTy;

3) pasmelLeHre HacTosILLLEero Npukasa Ha MHTepHeT-pecypce MUHKMCTEpPCTBa 34paBoOOXpaHEHNS 1 COLMAnbHOIO
pa3suTtua Pecnybnukun KasaxcTah;

4) B TeueHue gecsatu paboumx gHen nocrne rocyaapCTBEHHON perucTpauum HacToswero npukasa B MmuHmuctepcrtaee
tocTnumn Pecnybnukn KasaxctaH npeacrasneHve B [lenaptameHT opuanyeckon cnyx6el MuHuctepctea
3[4 paBOOXpaHEHMs 1 coumanbHOro passutus Pecnybnukm KasaxctaH cBegeHuii 06 MCNONMHEHUN MePONPUATUN,
NpeayCcMOTPEHHbIX nognyHkTamu 1), 2) n 3) HacTosILLEro NyHKTa.

3. KoHTponb 3a HacTosAWmuM Npuka3om BO3MNOXUTb Ha BULE-MUHMCTPA 30paBOOXPAHEHMS Y COLMArbHOMO PasBUTUsE
Pecny6nukun KasaxctaH Lion A. B.

4. HacTosawwmn npvkas BBOAWUTCS B AEWACTBME MO UCTEYEHUUN AECATU KaneHaapHbIX HEN Nocne OHS ero nepBoro
odmumansHoro onybnmMkoBaHus.

MuHNCTpP 3apaBooOXpaHeHus
1 coumanbHOro passuTus
Pecny6nukun KasaxcraH T. OynceHoBa



MpunoxeHve
K npukasy MuHuctpa
3[paBOOXpaHeHNs
coumarnbHOro passuTus
Pecny6nukn KasaxcraH
oT 29 mas 2015 roga Ne 413
MpaBuna Bbigauu ceptucdukata Ha cpapmaueBTuYeckun npoaykrt (CPP)

1. Hactoswwme MNpasuna Bbigaun ceptudumkata Ha papmauestnyeckmin npoaykt (CPP) (nanee — MNpasuna)
paspaboTaHbl B cooTBETCTBUM C NyHKTOM 8-1 cTathbk 71 Kogekca Pecnybnuku KazaxctaH ot 18 ceHTsibpsa 2009 ropa «O
300pOBbE HApo4a v CUCTEMe 3apaBooXpaHeHusa» (aanee — Kogekc) u onpenensioT NOPSAOK Bblgaun ceptudukaTa Ha
dapmaueBTnyeckuin npoaykt (CPP) B uensix permctpaumm oTe4eCcTBEHHbIX NIEKAPCTBEHHbBIX CPEACTB, NPOM3BOANMbIX B
YCINOBWSIX Hagnexallew NponM3BoACTBEHHOM NPaKTUKK, 3a pybexxom.

2. B HacTosawwmx NpaBunax ncnonb3yoTcs criegyolme TepMUHbl U onpegeneHus:

1) rocyaapcTBeHHas aKkcnepTHas opraHu3auus B cdepe obpalleHns NnekapCTBEHHbIX CPEACTB, U3Aenuii
MEeONLMHCKOrO Ha3Ha4YeHns 1 MeAMLMHCKOM TEXHUKM (fanee — aKcnepTHas opraHmM3aumns) — opraHnsauums, onpegensemMas
YNONHOMOYEHHbLIM OpraHoM B 06riacTy 34paBoOXpPaHeHns Ans NpoBeAeHUst IKCNePTU3bl NTEKAapCTBEHHbIX CPEACTB,
1M3genuin MeauLMHCKOro Ha3HayeH s U MeANLIMHCKOWN TEXHUKM B COOTBETCTBUM C NYHKTOM 2 cTaTbk 63 Kogekca;

2) cepTudmkaT COOTBETCTBUSA TpeOOBaHMAM Haanexallen nponssoacTBeHHoN npakTukn (GMP) — [OKYMEHT,
NOATBEPXKAALLMIA COOTBETCTBUE NPOU3BOACTBA NTEKAPCTBEHHOIO CPeACTBA TPEOOBaHMAM Haanexallen
Npoun3BoACTBEHHOM NpakTukm Pecnybnuku Kasaxcran;

3) oepxaTenb perncTpaLmMoHHOro yaoCTOBEPEHUS — pa3paboTynK, opraHu3aLusa-nNpon3BoanTeNb, OpraHn3auums,
mmetroLas JOKYMEHT OT NPOU3BOAMTENS Ha NPaBo BNageHWs perMcTpaumMoHHbIM YAOCTOBEPEHMEM, HECYLLNIA
OTBETCTBEHHOCTL 3a 6e30nacHOCTb, 3W(PEKTUBHOCTL M Ka4eCTBO NEKapCTBEHHOIO cpeacTea (ganee — 3asBuTenb);

4) cepTudmkaT Ha chapmaueBTuyeckmi npoaykTt (CPP) — ookyMeHT, BblaaBaeMbili yNONIHOMOYEHHbLIM OpraHom B
obnacTu 3gpaBoOXpaHeHUs Ans perncTpaumm oTe4eCTBEHHbIX NeKapCTBEHHbIX CPeacTB 3a pybexxom u nx akcnopTa.

3. Ceptudukat Ha dhapmaueBTnyeckun npoaykt (CPP) BbigaeTcs Ha O4HO HaMeHOBaHUE NeKapCTBEHHOTO
npenapara ¢ ykasaHveM ogHOW fiekapCTBEHHON 003kl U ANS OAHOW CTPaHbI-MMIopTepa Ha rocy4apCTBEHHOM U PYCCKOM
a3blkax. lNepeBoa Ha Apyrne A3bIkK OCYLLECTBNSAET 3asBUTENb.

CepTudmkat Ha chapmaueBTudecknii npoaykt (CPP) BbigaeTcst Ha Cpok, COOTBETCTBYOLLMNIA CPOKY AENCTBUSA
cepTudumkaTa cooTBeTCTBUSA TpeboBaHMAM Hagnexallemn nponssoacTseHHon npaktukn (GMP), Ho He Bonee Yem Ha Tpu
roga.

4. ins nonyyeHus ceptudumkaTa Ha dapmauesTnyieckun npoaykt (CPP) ¢ uenbto pernctpauunm nekapcTBeHHbIX
cpencTB 3apybexoM u nx aKkcropTa 3asBuTens B Nioboe Bpemsi Cpoka AENCTBUS PErMCTPaLMOHHONO Y4OCTOBEPEHMS Ha
NekapcTBEHHOE CPeACTBO, 3apernctpmpoBaHHoe B Pecnybnuke KasaxcTtaH, nogaet B KOMUTET KOHTPONS MEOULUHCKON U
bapmaueBTUYecKo feaTensHocTn MuHmMcTepcTBa 30paBooOXpaHeHMs U coumanbHoro pa3sutua Pecnybnuku KasaxcraH
(nanee — Komurer):

1) 3asBneHne Ha Bbigadvy cepTudmkaTta Ha pbapmaveBTudeckuii npogykT (CPP) no doopmMe cornacHo npunoxeHuto 1 k
HacToswwum lMpasunam;

2) xonuto cepTrdmKaTa cCooTBETCTBNA TpeboBaHMAM Hagnexallen npom3soacTBeHHow npakTtukm (GMP) Ha
NPON3BOACTBEHHBIN y4acTOK Ha KOTOPOM MPOM3BOAUTCS NEKapCTBEHHOE CPEeACTBO.

5. B cnyyae peructpauum n akcnopTa nekapcTBEHHOro npenaparta noj HasBaHneM, OTIINYHbIM OT
3aperncTpMpoBaHHOro B cTpaHe-npomnssoautene (Pecnybnuke KaszaxctaH), 3asButens npegoctaenseT B Komurtet
NUCbMEHHOE MOATBEPXKAEHNE O TOM, YTO KAa4eCTBO fleKapCTBEHHOro cpeacTBa OCTaeTCs HEM3MEHHbIM U BCe
npegynpexaarLine Haanucy Ha ynakoBKe U B MHCTPYKLUMMW MO MEAMLMHCKOMY NPUMEHEHU0 ByQyT COXpaHEH®I.

6. B TeueHum Tpex pabounx gHeW Co OHS NOCTYNINEHUS OT 3asiBUTENSI JOKYMEHTOB, YKa3aHHbIX B MYHKTE 4 HACTOALLMNX
Mpasun, KomuteT HanpaBnsieT Ux B 3KCNEPTHYIO OpraHn3aLmio ¢ NPUNoXeHneM Konum akta nocrneHen nHenekumm
npon3BoACcTBa (MM OTYET NO UHCMEKLMN NPOM3BOACTBEHHOM NMNOLWAAKN 3a nocnegHue Tpy roga) Ans NoAroToBKu
npoekTa cepTudukata Ha papmaveBTmdeckmn npogykt (CPP).

7. JKcnepTHas opraHu3auus B Te4eHUn gecsatn pabounx gHer co AHA nonyyveHus 3aasneHnsa otT KomuteTta nposepser
COOTBETCTBME CTaTyca hapmaLeBTUYECKOro npenapara v ctatyca opraHMsaumm ¢ AaHHbIMU PermcTpaunoHHOro 4OChe,
npeacTaBneHHoro Ans aKCnepTu3bl Npu rocyAapcTBEHHOW perncTpaumm, nepepernctpanmm, a Takke BHeCEHUN
M3MEeHeHUN B perncTpaLmoHHOe JOCbe NekapCTBEeHHOro npenaparta. o pesynbTataMm NpoBepKu SKCnepTHas opraHusauus
odopmMnsSieT NpPoOeKT cepTudmkaTta Ha hapmaveBTuyecknin npogykt (CPP) un HanpasnsieT B KomuteT ¢ conpoBOAMTENbHBLIM
NUCbLMOM, NOANNCAHHBLIM PYKOBOAUTENEM UMM YNONIHOMOYEHHBIM UM NULIOM 3KCMEPTHOM OpraHu3aumm.

8. B TeueHun Tpex pabounx gHel co AHA NonyveHns npoekTa ceptudmkaTta Ha dhapMaueBTuyeckuii npogykt Komurtet
BblAaET 3asaBUTENIO cepTudUKaT Ha papmaueBTudeckuii npoaykt (CPP) no hopMe cornmacHo NpUnoXeHuto 2 K
HacTosAwwmmM NpaBnnam NOANMCaHHbIA PYKOBOAMTENEM U 3aBEPEHHBIN NevaTbio KomuteTa.

B cnyyasix o6palueHus 3aasuTtensa 06 odopMneHun ceptudmkaTa Ha papmaneBTmdeckmin npoaykT (CPP) ¢
NpUNoXeHnem UHCTPYKLMKN N0 MeAULUHCKOMY MPUMEHEHMIO Ha nekapcTBEHHOe cpeAcTBO KOMUTETOM OCyLUeCcTBRsieTCs
Bblgaya AaHHOro cepTudukaTta ¢ NPUNoXeHWeM MHCTPYKLUM NO MeauLMHCKoMy npumeHeHnto. O6 3Tom 3asBuTenb
OTMeYaeT B 3asBMeHUN Ha Bblgady cepTudukaTa Ha chapmaueBTuyeckui npoaykt (CPP) n npunaraet kK Hemy Konuio
MHCTPYKLUMM NO MEAULMHCKOMY NPYMEHEHUIO Ha NeKapCTBEHHOE CPEACTBO, YTBEPXKAEHHYI0 npukasom KomuteTa, Ha
OyMaKHOM HocuTenNe B ABYX 3K3eMMMspax.

9. KomuteT BegeT yyeT BbiAaHHbIX cepTndukaToB Ha dhapmauesTnyeckun npogykt (CPP).

10. Boigava gybnukata ceptudukaTta Ha chapmaueBTnydeckuii npoaykt (CPP) (nanee — aybnukaT) ocyliectensieTcs



KoMuTeTomM Ha OCHOBaHWMM NUCbMEHHOIO 3asiBNeHWsl BnagenbLa ceptudukara B TedeHne Nty paboumnx gHen co gHs
noctynneHus s3asenexus. [lybnukat BbliaeTca Ha CPOK AeNCTBUA opurrHana cetudmkara Ha hapmavueBTUdeckuii
npoaykt (CPP).

Ha pybnukat HaHocuTtcsa wramn «JybnmkaTy.

11. KomuTeT oTKasbIBaeT B Bbigaye ceptudumkarta Ha hbapmaneBTnydeckuin npoaykt (CPP) B cnyyasx:

1) HeCooTBETCTBMSA NPON3BOACTBEHHOIO y4acTka (MPOM3BOACTBO KOHEYHOTO NMPOAYKTa) TpeboBaHMAM Hagnexallemn
NPOV3BOACTBEHHOW NPAKTUKK;

2) npon3BoAcTBa OCHOBHOIO fleKapCTBEHHOrO CpeacTBa 3a npeaenamu Tepputopun Pecnybnukm KasaxctaH u
OCYLLECTBNEHUS TOMNbKO KOHEYHOW YNaKOBKW NeKapCTBEHHOrO CpeAcTBa Ha Tepputopum Pecnybnukm Kasaxcrah;

3) He nonHoW MHopMaLmK B 3asBKe Ha Bblavy cepTudmkata Ha dpapmauesTmyeckuin npoaykt (CPP).

Mpunoxerwne 1
K MpaBunam Bblgayn ceptudgukata
Ha dapmaueBTmyeckuii npoaykt (CPP)
dopma
3asBneHue Ha Bblgayvy cepTudukarta Ha hapmaLieBTMHECKUA NPOAYKT
(CPP)

(HanmeHoBaHWe 3aaBUTENS C ykasaHWem agpeca 1 6aHKOBCKUX PEKBU3UTOB)
UMeHyeMbI B AanbHelweM «3aasutenby, B e

(momkHOCTb, haMunus, NMsi, OTYECTBO (NPY Ero HaNU4YUK)
npocuT BblgaTb cepTudukat Ha dhapmaLreBTnydecknin npoaykt (CPP) Ha
3aperncTpupoBaHHoOe NekapCcTBEHHOE CPeACTBO:

Toproeoe HavMeHOBaHMWe B CTpaHe-aKkcnopTepe
Toproeoe HanMeHOBaHWe B CTpaHe-umnopTepe

MexgyHapoaHoe HenaTeHTOBaHHOE HauMeHoBaHue (Mpu Hanuymum)

NekapcTBeHHaa hopma, 103MPOBKa, KOHLIEHTpaLMA, 06beM 3anonHeHUs,
KONMYECTBO [03 B yNaKoBKe

HaumeHoBaHMe oTe4eCTBEHHOrO NPOn3BoANTENS
[epxatenb perncTpaunoHHOro yaA0CTOBEPEHNS

[aTta n Homep perMcTpaLMoHHOro YA0CTOBEpeHMs

MoaTeepxaeHne 0 TOM, HYTO NPOM3BOACTBEHHbIN Y4aCTOK COOTBETCTBYET
TpeboBaHNAM Haanexallen NPon3BOACTBEHHON NPAKTUKM (HOMEpP 1 CPOK
Aenicteua ceptudmkata GMP)

[aTta nocnegHen nHcnekumm, NpoBeaeHHOM YNOJIHOMOY€HHbIM OpraHom

CepTudumkat Ha papmaueBTudeckuii npoaykt (CPP) npegHasHaveH ons

npefocTaBneHns B B Lensx
neyatb

(mognuck 3asBuTens) (dbamunusa, ums, oT4ecTBO (MPU HaNMYKK)

Data

MpunoxeHue 2
K MpaBunam Bblgaun ceptudukata
Ha chapmaueBTryeckuii npoaykt (CPP)

®opma
CepTudmkar Ha cpapmMaueBTUYeckuit npoaykt (CPP)!
Ne (Homep cepTudukaTa)
Ne TpebGoBaHus MHdopmaumsa
1.1 OkcnopTupylowasa cTpaHa (cTpaHa, BolaatoLlas cepTudumkar)
1.2 MmnopTupytowasa ctpaHa (3anpalwuvBatoas crpaHa)

ToproBoe HanMeHOBaHWE 1 NeKapcTBEeHHast popma NeKapcTBEHHOro
npenapara:

1.3

B cTpaHe-akcnopTepe



1.4

15

1.6

2.A1

2.A2

2.A3

2.A3.1

2A4

2.A5

2.A6

2.BA1

2B.2

2.B.2.1

2B.3

2B4

3.1

3.2

3.3

B cTpaHe-umnopTepe
HanmeHoBaHWe 1 KONMMYECTBO akTUBHbLIX BellecTsl Ha eOuHMLY 003bI°

MHdopmaumsa o norHoM cocTase, BKMoYas BCrnoMoraTernbHble BelecTsa?

3apervncTpupoBaH nv npenapat AN peanusaunn Ha pblHKe B CTpaHe-
aKcnopTtepe®?

pa/Hetr

Peanuayetcsa nu pakTnyecky nekapcTBeHHbIN NpenapaT B CTpaHe-
akcnopTepe?

Ecnu oTBeT Ha Bonpoc B nyHKTe 1.6 — «Aax», 3anonHUTb NyHKTbl 2.A 1
NponycTuUTb NYHKTbI 2.B

Ecnun otBeT Ha Bonpoc B NyHKTe 1.6 — «HET», MPONyCTUTb NYHKTbI 2.A 1
3anonHUTL NyHKTLI 2.8

Ha/Het

Homep peructpauroHHoro yaoctoBepeHus’
(nnueH3un) n gaTa Bbiaaun

HepxaTtenb perncTpaLmoHHOro yaoCcToBepeHns (NuueHsnm) (HassaHme u
appec)
Cratyc gepxaTens pericTpaumMoHHoro yaoctosepeHus® (nuueHsum) (8

COOTBETCTBUU C KATEropnsMu, ykazaHHbIMU B NpUmMeyaHunm 8)
A/B/C/D

Ons kateropwuii (B) n (C) HasBaHWe u agpec npou3BoauTens
nekapcTBeHHoro npenapara®

MpunaraeTcs Nu kpaTkoe 060CHOBaHWE AN NPUHATUSA PELLEHNUS O
peructpauumnt?
Ha/Het

fBngeTca nv npefcTaBneHHas nHdopmaums o nekapcTBEHHOM npenapare
YTBEPXKOEHHOW, NMOSTHOM U COOTBETCTBYIOLLEN PErMCTPaLMOHHbIM
JOKyMeHTam?1!

[a/HeT/He npeacTaBneHo

3asBuTenb Ha NonyyYeHne cepTudurkaTa, ecnm oH He SBNsieTcs
AepxaTenem perncTpaunoHHOro yA0CTOBEPEHMS Ha NekapCTBEHHOE
cpencTso (NvueHaun) (HassaHue v agpec)t?

3asBuTenb Ha nony4veHne ceptudmkata (HasBaHve n agpec)

CraTyc 3asiBuTens (B COOTBETCTBUM C KATEFOPUSIMM, YKa3aHHbIMU B
npumeyaHuu 8)

Ons kateropum (B) n (C) HasBaHWe n agpec npou3soauTens
nekapcTBeHHoro npenapara®

Moyemy OTCyTCTBYET perucTpaums?
He TpebyeTcs/ He 3anpalwmBanacs/ Ha cTaguy pacCMOTPEHUs/ oTkazaHo

MpumevaHuats

OpraHusyeT nv opraH, BblgaloLwmi ceptudmkaT, nepnognyeckme
WHCNEKLMN NPOM3BOACTBEHHOM MNIOLWAAKU, HAa KOTOPOM NPON3BOANTCS
neKapCcTBeHHbIN Npenapart?4

[a/HeT/He NPUMEHMMO (ECINN KHETY» UMK KHEMPUMEHUMO» NEPEXOAMNTH K
NyHKTY 4)

Mepmnoan4HOCTL NNaHOBBLIX MHCMEKLUWIA (roabl)

VHcnekTnpoBarncs N1 nporM3sBoauTeNnb JaHHOMO BMAa fIeKapCTBEHHON
cdopmbI?

Da/net

CoOoTBETCTBYET N NPOM3BOACTBEHHbIN 0O6BLEKT, 060pPYAOBaHNE 1
Npou3BOACTBEHHbIE Npoueccbl GMP kak pekomeHgoBaHo BcemupHom
opraHusauveit 3aapaBooxpaHeHnats

[a/HeTt/He npyMmeHnmo

Mpu3HaeT nv opraH, BblAaoLwuii cepTudumkaT, NpeacTaBNeHHyH
MHDOPMaLVio YOOBNETBOPUTENBHO MO BCEM acnekTam Npov3BoAcTBa



nekapcTBeHHoro npenapara?i®
Ha/Het
(ecnn «HET» pasbsICHNTDL)
HacTosawmn ceptudukaTt BblaaH
(HaMMmeHoBaHWe 1 agpec opraHa,

BblAatoLLero ceptudukaT, TenedoH, akc)

(dbamunnusa, nmsa, oTY4ECTBO (MPU HANUYUKM) PyKOBOOUTENS (nognuceb)
opraHa, BblgatoLero ceptudukar)

[ata Bblgaun « » 20 ropa

HenctBuTenbHO 0O «__ » 20___ ropa

MecTo nevatu

MpumeyvaHus

1. HacTtoawmn ceptudukat Ha hapmauesTndeckuii npoaykt (CPP) (aanee — ceptudukaT) cocTaBneH B COOTBETCTBUN
C pekomeHaoBaHHLIM BceMumpHon opraHnsaumen sagpaBooxXpaHeHnst popmaTom 1 ycTaHaBnmMBaeT cTaTyc
hapmaLeBTM4ECKOro npenapara n ctaTtyc opraHnsaumm, obpatlatoenica 3a ceptudmkaTtoMm Ha npenapar B CTpaHe-
aKcnopTepe.

2. o BO3MOXHOCTM UCMOMb30BaTb MEXAYHAapOO4HOEe HeNaTeHTOBAHHOE Ha3BaHNe Ui HaLMOHamnbHbIe
HenaTeHTOBaHHble Ha3BaHWS.

3. B cepTudumkarte nnm B NpunoXeHnn K Hemy ykasblBaeTCs MOSHbIN Ka4eCTBEHHbIN COCTaB rOTOBOIO NeKapCTBEHHOTO
npenapara.

4. NopgpobHas nHdopmaLmMio 0 KOMYECTBEHHOM COCTaBe, HO Takas HopMaLms NpeaoCcTaBnAaeTCs TOMbKO C
cornacvs gepxartens perMcTpauMoHHOro yaocToBepeHus.

5. B kayecTBe NpunoxeHus npeacrasnseTca NogpobHas nHdopmaums o NiobbIX yKazaHWAX B perMcTpaLMOHHbIX
AOKYMEeHTax Ha NnekapcTBEeHHbIV npenapaT, OrpaHNYeHNaX B OTHOLLEHUW peanv3auunn, pacnpegeneHns unv npuMmeHeHus,
ecnu Takne nmetotcs. Npu oTBeTe «Aay, NepexoasT K nyHkTam 2.A, nyHKTbl 2.B nponyckatoT, npy 0TBETE «HETY,
nepexoasT K NyHkTam 2.B u nponyckatT NyHKTbI 2.A.

6. MyHkTbI 2.A 1 2.B B3auMHO vCKoYaloT Apyr Apyra.

7. B cnyyae, ecnu peructpaumoHHoe yaoCToBEpPeHne BpeMeHHOoe Unu npenaparT eLle He 3aperncTpupoBaH, To 910
Heob6xoamMMo ykasaTb.

8. YkasaTb cTaTyc aepxatens perucTpaunoHHOro yaoCTOBEPEHUS Ha NekapCTBEHHbIN Npenapar:

A) ABnseTCa NPOM3BOAMTENEM NEKapCTBEHHOTO NpenapaTta 1 OTBETCTBEHHbLIM 3a KaYeCTBO W BbiNyCK B 0O0POT;

B) ocyLwuecTBnsieT pacgacoBKy, ynakoBKy U/unu MapkMpoBKy ekapCTBEHHOro npenaparta, MPOM3BeAeHHOro APYrum
npeanpusTMeM, B TOXe BPeEMS SBMAETCA OTBETCTBEHHbIM 3a €70 Ka4ecTBO 1 BbiNyCK B 060poT;

C) He y4yacTByeT B MPOM3BOACTBE, pacdacoBke, yNnakoBKe, HO ABMAETCA OTBETCTBEHHbLIM 3a €ro Ka4eCTBO W BbINyCK B
oboporT;

D) He yyacTByeT HM B OQHOM MpoLiecce.

9. NHdopmauus npeacTaBnsaeTcs TOMNbKO C Cornacus AepxaTterns perncTpaumoHHOro YA0CTOBEPEHWs, ecnuv rpadpa He
3anorHeHa, To 37O O3HaYaeT, YTO AepXKaTenb PerncTpaurMoHHOro yaoCTOBEPEHWS He Aan cornacus. Mindopmaums o
MecTe NPon3BOACTBA ABMNAETCHA YacTbio PErMcTpaLmoHHOro yAoCcToBepeHus. B cnyyae nameHeHus Mecta Npon3BOACTBa B
perncTpaumoHHoe YA0CTOBEPEHNE BHOCATCS COOTBETCTBYIOLLME N3MEHEHWS], B MPOTMBHOM Clly4ae OHO CTaHOBUTCSH
HeAenCTBUTENbHBIM.

10. Mopa kpaTkMm 060CHOBaHMEM MOHMMAETCS JOKYMEHT, COCTaBMNSEMbIN 3KCNEPTHON OpraHu3auuneit, CocTaBeHHON
no pesynbTaTam 3KCNepTu3bl NpY rocyAapCTBEHHON perncTpaumm, nepepernctpauum, BHECEHUA U3MEHEHWS B
perncTpaLmoHHOe JOChbe NeKapCTBEHHOrO CPeACcTBa, KOTOPbIV NOCMYXXWUIT OCHOBaHNEM AN BblAa4M perncTpaunoHHOro
YAOCTOBEPEHUS.

11. UHbopmaLumst oTHOCUTCA K yTBEpXAEHHON KOMUTETOM MHCTPYKUMW NO MEANLIMHCKOMY NPUMEHEHUIO
nekapcTBEHHOro npenapara.

12. Ans Bblgaun ceptudukarta sasBuTenb NpefocTaBnseT paspelleHne oT AepXKaTens perncTpaumoHHOro
YAOCTOBEPEHWS NekapCTBEHHOIO CPeAcTBa (NMueH3nn) Ha Bblgady ceptudukara.

13. YkasaTb NpuynHy OTCYTCTBUS perncrpaumu:

1) nekapcTBeHHbI Npenapat Obln pa3paboTaH UCKMIOYUTENBHO AN 3aboneBaHWii, He PacnpPOCTPaHEHHbIX B CTpaHe
aKcnopTa (Hanpumep, Tponuyeckux 3abonesaHui);

2) cocTtaB nekapCTBEHHOro cpeAcTBa Obln M3MEHEH C Lienblo NOBbILLEHWS ero CTabunbHOCTU B TPOMMYECKUX YCIOBUSIX;

3) cocTaB nekapcTBEHHOro npenaparta Obifl U3MEHEH C LieMNbio UCKMIOYEHNS BCOMOraTernbHbIX BELLECTB, He
paspeLleHHbIX K NPYMEHEHUIO B CTPaHe UMMopTa;

4) cocTaB NekapCTBEHHOro npenapara 6bin N3MeHeH C Lienbio BbINOMHEHNS NHbIX TPe6oBaHUA B OTHOLLIEHWM
MakcuMarbHOro CoaepXaHusi akTMBHOIO BeLLlecTBa B rOTOBOM JlekapCTBEHHOM npenapare;

5) opyrvie npnymHbl C 06 BbSCHEHNAMMN.

14. «He npumeHnm» 03HayvaeT, YTO NeKkapCTBEHHbIN NpenapaT NPOU3BOANTCH He B TON CTPaHe, rae BblaaeTcs
cepTuduKaT Ha Hero, MO3TOMY MHCMEKTUPOBaHWE MPOBOANTCH MO KOHTPOMEM OpraHoB CTPaHbI-NPOU3BOANTENS.

15. TpeboBaHMsa MO COOTBETCTBYIOLLEW NPAKTMKE NPOU3BOACTBA U KOHTPOMS KavyecTBa fiekapCTBEHHOro npenapara,
ykasaHHble B cepTudukare, COOTBETCTBYIOT TEM, KOTOPbIE BKIMHOYEHbI B 0T4eT 32 KomuteTa SKCnepToB No cepTudmnkaumnm
nekapcTBeHHbIX npenapaToB (Cepusi TexHuuecknx otyeToB BO3 Ne 823, 1992, npunoxenue 1). Komutetom BO3 no
Guonornyeckon crtaHgapTUsaumm 6einn cchopmynmMpoBaHbl cneuuanbHele pekoMeHaaumMm no Grnonornyeckon
craHgapTunsauum (Cepusa TexHudeckux otyetoB BO3 Ne 822, 1992, npunoxeHune 1).



16. NyHKT 3anonHsaeTcs B TOM criydae, ecrnu 3asBuTenb COOTBETCTBYET cTtaTycy (B) unu (C), koTopble yka3aHbl B
nyHkTe 8 npumedaHuun. B Takom cnyyae 3asButenb NpeacTtaBnsaeT B OpraH, Bblaawowmii ceptudmkat, tHpopmMaLmio o ToMm,
Kakne CTOPOHbI KOHTPaKTa OTBEYaloT 3a KaXaylo CTafmio npouecca NpomM3BOACTBa KOHEYHOrO NPoAyKTa, a Takke 06
obbeme u xapakTepe MobbIX TMMNOB KOHTPOMS Ka4ecTBa, NPOBOAMMbIX KaXAbIM M3 3TUX NPeanpUATUN.
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