006 yTBep>xaeHun n BBepgeHuu B gencteue "lMpasun nposeneHus

ceptudukauum B Cucteme ceptuduKaLum IeKapCTBEHHbIX

cpencrtB Cucrtembl ceptudpukauumn rocT P

MocTaHoBNEHWe FOCyAapCTBEHHOrO KOMUTETa Mo CTaHAApTVU3aLuy 1 MeTposiorun Poccuiickon degepaumm - Ne 36 - oT

24.05.2002 - YTpaTun cuny

MNMocTaHoBseHMe [oCcyAapCTBEHHOrO KOMUTETA NO CTaHA4apTU3aumnm n MeTposiorum Poccunckon denepaunn

0T 24.05.2002 r. Ne 36 (BtonneTeHb HOPMATMBHbLIX aKTOB (hefepasibHbIX OPraHoOB UCMOSHUTENBLHON BAACTU

ot 2002 r., Ne 31)
MOCTAHOBJNEHWE

locypnapcTBeHHOr0 KomuTeTa Poccuiickon Gepepaiimm
no CTaHAapTU3aLun 1 METPOSIOT M
oT 24 masa 2002 r. N 36

06 yTBEpXAeHWUM 1 BBeAeHUMN B AeicTBue "lpaBus npoBeLeHns
ceptudurkaunm B Cucteme ceptuuKkaumm nekapCTBeHHbIX
cpencts Cuctemsl ceptudnkaumm rOCT P"

3aperncTpupoBaHo MUHUCTEPCTBOM OCTULMM Poccminckon deaepaunm

9 miond 2002 r. PernctpaumoHHbin N 3556

MpaBunia npoeefeHna cepTudrkauum B Cucteme ceptudmkauum
JIeKapCTBeHHbIX cpencTB Cuctemsl cepTudmkauum FOCT P pa3paboTaHbl BO
ncnosHeHne 3akoHa Poccuinckon ®epepaumm "O 3awmTe Npas
notpebutenen" ot 7.02.92 r. N 2300-1 (c n3MeHeHNsIMU 1

LONOJIHEHNAMU, BHECEHHbIMW 3aKOHOM Poccuickon depepaumm oT

2.06.93 r. N 5076-1, ®epnepasbHbiMu 3akoHamMm 0T 9.01.96 r. N 2-03, oT
17.12.99 r. N 212-®3) 1 3akoHa Poccunckon ®egepauum "O cepTudmrkaymm
npoaykuum n ycnyr" ot 10.06.93 r. N 5151-1 (c usMeHeHnsAMM un
AOMNOSIHEHMAMUY, BHECEHHbIMN DefiepanbHbIMK 3aKOHaMu oT 27.12.95 1.

N 211-®03, o7 2.03.98 r. N 30-®3, o1 31.07.98 r. N 154-03).

HacTtosawwe MNpaBuna onpenenstoT 0OCHOBHbIE MPUHLMMNLI U TpeboBaHus,
CBAi3aHHbIE C MOPSALKOM CepTUdMKaLny 3aperncTpupoBaHHbIX B
[ocynapCTBEHHOM peecTpe eKapCTBEHHbIX CPeLCTB 0Te4YEeCTBEHHOIO 1
3apy6eXXHOro NPOM3BOACTBA C Lie/blo 3alMThl MPaB U MHTEPECOB
notpebutenei n NpoBefeHNs eanMHON rocyAapCTBEHHON MNOANTUKN B
obnacTn obecnevyeHns HaceneHns BblICOKOKa4YeCTBEHHbLIMU JIeKaPCTBEHHbLIMU
cpencTeamu,

B cooTBeTCTBMM C 3aKOHOM Poccuinckon ®epepauun "O cepTudmKaLmmn
npoaykKuum n ycnyr" n noctaHoneHnem NpasutensctBa Poccninckon
®epepaumm ot 29 anpens 2002 r. N 287 "O BHECEHWNMN U3MEHEHWNI B
nepeyvyeHb TOBapOB, Nognexalmx obssaTensHoOM cepTudmrKkaunm, nepeyeHb
paboT 1 ycnyr, nognexawnx obs3aTensHon cepTudmKaLmmn, 1 B nepeyeHs
NPOAYKLNN, COOTBETCTBME KOTOPOW MOXET OblTb MOATBEPXKAEHO
fLeknapauuen o cootTeeTcTBUN" FoccTaHfapT PoCCMM NOCTaHOBASET:

1. YTBepauTh npunaraemeole lpasusia npoBefeHNs cepTudnkaumm B
Cucteme cepTumrkKaumm nekapCTBEHHbIX CpeacTB Cuctembl cepTuduKalmm
FOCT P.

2. HanpasuTb lNpaBuna npoBeneHnsa ceptudukaumm B Cncrteme
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cepTudrKaLnm nekapcTBeHHbIX cpeacTs Cuctembl ceptudukaumm NOCT P Ha
roCyfapCTBEHHYIO perncTpaumio B MMHUCTEPCTBO CTULMK Poccninckon
depfepaumm 1 Nocse perncTpaunm BBeCTn ux B gencrene ¢ 15 gexkabps

2002 .

3. Mpr3HaTb yTpaTMBLUUM CUJy NOCTaHOBMIeHMe occTaHgapTa Poccun

oT 3 sHBapsa 2001 r. N 2 "O6 yTBep>XA€HUN 1 BBEAEHUWN B IENCTBUE

"MpaBus cepTUPUKaLNN NeKapCTBEHHbLIX CPeaCcTB", 3aperncTpUpPoBaHHbIX
MwuHtocToM Poccum 13 heBpans 2001 r., peructpaunoHHsin N 2570
(BtonneTeHb HOPMATUBHbLIX aKTOB (hefepanbHbIX OPraHoB NCMOJIHUTENIbHON
Bnactm N 9, 2001 r.).

NMPABUNA
nposefeHnsa cepTudurkaumm B Cnucteme cepTudukaymm
JlIeKapCTBeHHbIX cpencTs Cuctemol cepTudmkaunm NOCT P

HacTosiwwme MNpaBuna onpepensoT OCHOBHbIE NMPUHLMMLI U TpeboBaHUS,
CBSA3a@HHble C NOPALKOM CepTUMKaLMM peannsyembiX Ha TeppUTopuK
Poccuinckon ®epepaummn NeKapcTBEHHbIX CPEACTB OTEYECTBEHHOIO 1
3apy6eXxxHoro NPoM3BoACTBa, MPUMEHSAEMbIX B MEAULUHCKUX Lensax u
BKJIIOYEHHbIX B [0CYyJapCTBEHHbIV PEeCTp JIeKapCTBEHHbIX CPEACTB, C Lenblo
3alNUTbl NPaB M UHTEpPeCcoB NoTpebuTenen N NPOBEAEHNS e ANHON
roCyfapCTBEHHOW NOAUTMKN B 06acTn obecnevyeHns HaceneHus
BbICOKOKa4YeCTBEHHbIMU 1 Be30nacHbIMUK NneKapCTBeHHbIMU CpeacTBaMu (KOJJ,bI
OKI: 93 1000, 93 2000, 93 3000, 93 4000, 93 5000, 93 6000,

93 7000).

HacTosiwwme MpaBumna He pacnpoCTPaHAIOTCS Ha IeKapCTBEHHbIE

CPencTBa, M3roTOBJIAEMbIE B anNTeKax Mo peLenTam Bpaden, no

TpeboBaHMAM yyYpexAeHUI 34PaBOOXPaHEHNS, BHYTPUANTEYHYO 3aroTOBKY U
(hacoBKy, a TakXe JieKapCTBeHHbIe CPeACTBa, NpefHa3HavYeHHble Ans
NpoBefeHNs KIIMHNYECKX UCCIeL0BaHMNN.

|. ObLme nonoXeHns

1. O6s3aTencHOM cepTUMKaL MM NoaNeXaT NeKapCTBEHHblE CPeACTBa:

- BbllyCKaeMble NnpeanpuaTusMm - npon3BoanTeNs MM NeKapCTBEHHbIX
CpencTB Ha Tepputopun Poccuninckon degepaunu;

- BBO3MMbIe Ha Tepputoputo Poccninckon degepaunm B nopsake,
YCTaAHOBJ/IEHHOM AEeNCTBYIOWMM 3aKOHOAATEIbCTBOM,.

2. CepTuduKaLma NeKapCTBEHHbIX CPeACTB MPOBOANTCS
aKKpeanToBaHHbIMU B CUCTeMe CepTUUKALUN JIeKapCTBEHHbIX CPeACTB
Cuctembl cepTudmkaunm FOCT P (nanee - Cuctemsl) opraHamm (LeHTpamm)
no cepTuduKaLmm Ha OCHOBaHUMN NPOTOKOJIOB UCMbITaHWI, BblAAHHbIX
aKKpeauToBaHHbIMU B CUCTEME UCMbITaTeNbHbIMU NabopaTopuamu.

3. Mpun cepTUUKaLMK NIeKapCTBEHHbIX CPeaCTB MPUMEHSAITCS CXeMbl
cepTuduKauum, NpuHaTLIE B MNopsaaKe NpoBeAeHUs CepTUPUKaLUN MPOAYKLNN
B Poccuinickon ®efepaLumm, yTBEpXAEHHOM NOCTaHOBeHeM [ocCcTaHaapTa
P® ot 21 ceHTs6psi 1994 r. N 15 1 3aperncTpnpoBaHHOM MUHUCTEPCTBOM
tocTuumm PO 5.04.95 r., pernctpauunoHHsin N 826 (bronneteHb
HOPMaTUBHbLIX aKTOB MUHUCTEPCTB 1 BegomMcTB P®, 1995 ., N 7),
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N3meHeHnem N 1 Mopsaka npoBedeHnsa cepTudmkaumm npoaykLumm B
Poccuinckon depepaunmn, yTBepXAeHHbIM NMOCTaHOBAeHNeM occTaHpapTa PO
oT 25 miona 1996 r. N 15 u 3apernctpupoBaHHbiM MUHUCTEPCTBOM HOCTULNN
P® 1.08.96 r., peructpaunoHHbin N 1139 (btonneTeHb HOPMaTUBHbBIX aKTOB
thefiepanbHbIX OPraHOB UCNONHUTENbHON BRacTu, 1996 r., N 5):

- cxeMma 5 - cepTugmkauma npomsBoACTBa UK cepTUUKaLmMa CUCTEMBI
KayecTBa, KOHTPOJIb CUCTEMbI KayecTBa (NPOM3BOACTBA), UCMbITaHNE
0bpa3LoB., B3ATbIX y NpodasLa 1 (Mn) M3roToBUTENS.

Cxema N 5 MOXET NpUMEHSTbLCSA OpraHoM Mo cepTudukanmm npu
cepTUUKaL MmN NeKapCTBEHHbIX CPEACTB, NMPOM3BEAEHHbIX NPEANPUATUAMNA,
UMerLLNMK cepTUdmUKaT COOTBETCTBMA CUCTEM KavecTBa (NpOM3BOACTBA).
CBefieHus 0 cepTudmKaLmm CucTeMbl KayecTsa (NPoM3BOACTBA)
YKa3blBalOTCA B CepTUdMKaTe COOTBETCTBUA B pasgesne "[ononHnTenbHas
NHdopmaumna”.

CepTuurkaT COOTBETCTBMA CUCTEM KavecTBa (Mpon3BOACTBA)
JleKapCTBEHHbIX CPeACTB BblaeTCA CPOKOM Ha 3 roja.

CepTudmkaT COOTBETCTBUSA CUCTEM KayecTBa (MPOn3BOACTBA) MOXET

ObITb BblAaH NPEANPUSATUIO KaK Ha BCHO BbIMYCKAEMYI0 MPOAYKLIMIO, TaK 1 Ha
OTAEeNbHbIe ee BUAbI;

- cxeMa 7 - ucnblTaHne napTum (Cepmmn) NeKapCTBEHHOro CpencTBa.

Bbibop obbema NpoBOAUMBIX UCMLITAHWI B KaXXA0M KOHKPETHOM Cny4vae
ornpeLensieTcs opraHoM Mo cepTUrKauum B COOTBETCTBUN C HOPMATUBHbLIMU
akTamu hegepanbHOro opraHa UCMONHUTENIbHOW BIaCTu B cdepe
3[1paBOOXPaHEHUs, periaMeHTUPYLLMK NOPSALOK NPOBEAEHUSA KOHTPOIA
KayecTBa U CepTUPUKALINN NEKAPCTBEHHbIX CPeaCTB.

4. Mpwn cepTUdMKaLUN TIeKapCTBEHHbIX CPeaCTB N3y4vaeTcs

NHopMaLMA O MPOLYKLMW, HOPMATUBHbLIX LLOKYMEHTaX, perjaMeHTUpYyoLwmx
nokasaTenun u MeTolbl UCMbITaHURN; NPOBOANTCA NAEHTUDUKALUSA MPOLYKLNN,
B TOM 4uMCJie NPOBEPSAETCSA NPOUCXOXKAEHNE, COOTBETCTBME NPOAYKLAN
COMPOBOANTENBbHON N HOPMAaTUBHOW AOKYMEHTauMmM, NPUHaLNEeXXHOCTb K
LaHHOM napTuu. MpoBOAATCSA NCNbITAHNS AN NPOBEPKMN XapaKTePUCTUK
(Moka3aTenemn) neKapCTBEHHbIX CPEACTB, MO3BOASAOLLMX MOJIHO U

LLOCTOBEPHO NOATBEPAUTL COOTBETCTBME NEKAPCTBEHHbIX CPEACTB
TpeboBaHWAM, yCTaHOBAEHHBIM HOPMATUBHbLIMU LOKYMEHTaMM, YTBEPXAEHHbLIMU
thenepanbHbIM OPraHOM UCMOJIHUTENBbHON BJIACTW B Chepe 34paBOOXPaHEHMS.
5. FocynapCTBEHHbIN KOHTPOb 3@ CEPTUPULMPOBAHHLIMUA

JIeKapCTBEHHbIMUK CpefCTBaMK, B TOM YUC/e NPOBepKa KavyecTBa
JleKapCTBEHHbIX CPEACTB MPW NOCTYMJIEHUMN NO MECTY Ha3HavYeHus o
nokasaTenam "onucaHue", "ynakoska", "MapKMpoBKa" 1 NHble MeTOAbl
KOHTPOJ151, OCYLLLeCTBAAETCS B MOPSALKE N Ha YCJI0BUAX, YCTAHOB/IEHHbIX
thefepanbHbIM OPraHOM UCMNOMHUTE/IbHON BAACTH B Chepe 34paBOOXPaHEHMS.
6. Y4acTHUKN CUCTEMbI, BAHOBHbIE B HApYLLUEHUW NPaBU

06s3aTeNbHON cepTUdUKaALIAN, HECYT B COOTBETCTBUM C AEACTBYIOLLNM
3aKOHO4aTe/IbCTBOM YroJI0BHY0, aAMUHUCTPATUBHYO nnbo
rpak4aHCKO-NpPaBOBYI OTBETCTBEHHOCTb<1>.

<1> CtaTbs 20 3akoHa P® "O cepTudurKkaumm npofykumm n ycnyr" ot
10 mioHs 1993 r. N 5151-1.
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Il. Mopsanok o6s3aTeNbHOM cepTUdUKaLIMM NEKAPCTBEHHbIX CPeCTB

1. O6wume TpeboBaHma K Nopsaaky obsa3aTensHON cepTudUKaLnm
NEeKapCTBEHHbIX CPeACTB yCTaHaBAMBaOTCA MopsaKOM NpoBefeHNs
cepTndmKaumm npoaykumm B Poccunckon ®epepaunm (MOCTaHOBEHME
lFoccTtaHpapTa PO oT 21 ceHTsabps 1994 r. N 15), ¢ UameHeHnem N 1
Mopsimka npoBeaeHns cepTudmnkaunm npoaykunm B Poccumnckon Gegepauun
(nocTaHoBneHwe lFocctaHpapta PO ot 25 uiona 1996 r. N 15); MNpasunamu
NPUMEHEHNS 3HaKa COOTBETCTBNA Npu 0643aTeNbHON cepTUdUKaLmum
npoaykuum (noctaHosneHue NocctaHgapta PO N 14 o1 25 uionsa 1996 r.).
2. CepTuduKaT COOTBETCTBMSA IEKApPCTBEHHOIO CPEACTBa

0hOpMASETCA OpraHaMm no cepTugmKaLnm neKkapcTBeHHbIX CpeacTB nocae
NPOBEPKU NIEKapCTBEHHOIO CPeACTBa Ha COOTBETCTBME TpeboBaHMNAM
HOPMATMBHbIX LOKYMEHTOB, YTBEPXXAEHHbIX (hefepasibHbIM OpraHoMm
NCNOMHUTENLHOW BNAacTK B Chepe 34paBOOXPaHEHNS, Ha 3asBUTENS.

Cpok peicTBUs cepTuduKaTa Ha NapTUio (Cepuio) NeKapCTBEHHbIX
CpencTB He ycTaHaBnnBaeTcs. CepTudukaT LeNCTBMTENEH NPX NOCTaBKe,
npofake NapTum NPOAYKLMN B TE4EHNE CPOKa FOAHOCTY JIEKAPCTBEHHOMO
cpencTBa, YCTAHOBIEHHOrO HOPMAaTUBHBLIMK LOKYMEHTaMMU.

3. OpraHbl Mo cepTUMKaLMM NeKapCTBEHHbLIX CPEACTB AOJKHbI
MCMN0/b30BaTh pe3y/bTaTbl UCMbITAHWIA, BblAaHHbIE N060M UCNbITaTEIbHON
nabopaTopuei, akkpeaMTOBaHHOW B yCTaHOBAEHHOM MOPALKE, B TOM
cny4vae, eCiv aHann3 BbINOJIHEH MO BCEM MOKa3aTensM, NpeayCMOTPEHHbIM
HOPMATMBHbLIMW JOKYMEHTaMU,

4. CepTnduKaumns UMNOPTUPYEMbIX JIEKAPCTBEHHbIX CPEACTB
OCYLLLeCTB/IAETCS MO TEM XXe MpaBuaaM 1 CXeMaM, 4TO U OTe4eCTBEHHAS
NPOAYKUUS Ha COOTBETCTBME TPpeboBaHNAM HOPMAaTUBHbLIX LOKYMEHTOB,
yTBEPXAEHHbIX pefepasibHbiM OPraHoOM UCMOSHUTENLHOW BAacTU B cdhepe
34paBooxpaHeHuns. CepTudurkaums UMNOPTUPYEMbIX NEKAPCTBEHHbIX CPEACTB
MOXKET OCYLLEeCTBAATLCA OPraHoM Mo CEPTUMUKALLUN NEKAPCTBEHHbIX
CpPencTB, akKkpeanToBaHHbIM B Cucteme cepTudurKkaunm 1eKapCTBEHHbIX
cpencts Cuctemsl cepTuduxkaumm rOCT P.

5. Mopapok nposefeHns cepTUrKaLMm N1eKapCTBEHHbIX CPeaCTB
BKJItOYAET:

- NpeAcTaB/IeHNe 3a9BKY B OpraH no cepTuduxkauum;

- paccMOTpeHME 3a8BKU 1 NpeLCTaBeHHbIX 3a8BUTESIEM OKYMEHTOB;

- MPUHATME peLLeHns No 3asBKe, BbIBop CXeMbl cepTudmrKaumny;

- oTbop 06pa3LoB;

- NAEHTUDMKALMIO NPOAYKLUN;

- NpoBefieHne UCNbITaHW;

- cepTumrKaumnio CMCTeM KavyecTsa (NPon3BoACTBa), eCn 3TO
npeaycMOTPEHO CXeMOW cepTudmkalmu;

- @aHaNM3 NoNyYeHHbIX Pe3yabTaTOB UCMbITaHWUA, MPOBEPOK N MPUHATME
peleHns o Bbigavye (06 oTka3e B BhlAaye) cepTudrkaTa COOTBETCTBUS;

- othopMAIeHue 1 Bblfadvy cepTudmKaTa COOTBETCTBUS;

- OCYLLECTB/IEHNE UHCNEKLMOHHOIO KOHTPOIS 3a CepTUPMNLNPOBAHHON
NpoayKuuen (ecnm aTo NPefyCcMOTPEHO CXEMON cepTudurKaLmm);

- KOPPEKTUPYHOLLME MEPONPUATUS NPU HapPYLUEHUN COOTBETCTBMUA
NPOAYKUUN YCTAHOBAEHHLIM TpebOBaHMAM N HEMPABUILHOIO NPUMEHEHMNS
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3HaKa COOTBETCTBUS;

- MHDOPMaLLMIO O pe3ysibTaTax CepTUtKaLmn.

6. 0ns npoBeaeHns paboT No cepTudMKaLnmM NeKapCcTBEHHbIX CPeACTB
3a8BUTESIb HaNpaBAsSeT B OpraH no cepTudurKaumnm 3aseky.

7. OpraH no cepTumrKaunm paccMaTpmMBaeT 3as8BKY U NPUHUMAET Mo

Hel pelLeHne B CPOK He no3gHee 3 gHen. Mo pesynbTaTtaM pacCMOTPEHUS
3a5BKW OpraH no cepTugurkaumm opopMaseT 1N HanpaBnseT 3asaBUTENIO
pelleHne no 3asBKe.

8. OT6op, naeHTUMKauns obpasuos U UX NCMbITaHNA.

8.1. KonnyecTso obpasLoB, Nnopagok nx otbopa u npasunia
NAEeHTUMUKaLMM YCTaHaBAMBAKTCSA B COOTBETCTBMM C HOPMATUBHbLIMNA
LOKYMEHTaMM No cepTUPUKaLnm nekapCTBEHHbIX CPeACTB U MeTOLNKAMU
NCNbITaHURA, YTBEPXXAEHHLIMU (heepasibHbIM OPraHOM UCMONHUTENbHOW BAaCcTH
B Chepe 34paBoOXpPaHeEHUS.

MicnblTaHUs IeKapCTBEHHbIX CPEACTB 0TEYECTBEHHOIO 1 3apybeXxxHOro
NPOM3BOACTBA NPU CEPTUDUKALNN AOSKHbLI MPOBOANTLCSA TOJILKO MO
HOPMATMBHbLIM JOKYMEHTaM, YTBEPXXAEHHbIM hefepasbHbIM OPraHOM
NCMNOJIHNTESNIbHON BNIAaCTW B chepe 3apaBooxpaHeHmns (obuime apmakoneiHble
CTaTbW, (hapMaKonenHble CTaTbU, (hapMakoneHble CTaTbU NPeanpUaTUn,
HOPMaTMBHbIE JOKYMEHTbI Ha JIeKapCTBEHHblE CpeacTBa 3apybexHoro
NpPoOun3BOLCTBA).

8.2. OT60p 06pasuoB A4 NCAbITAHWUA OCYLLLECTBASET OpraH no
cepTuUKaL M Uanm KoMNeTeHTHas opraHnsaums, ynojaHoMo4YeHHas
LEeHTpasIbHbIM OPraHoM.

8.3. OT6op 06pa3LoB NPOM3BOANTCS Ha CKNlafe 3aaBUTeNSA B

KoNn4ecTBe, He06X04MMOM AN NPOBEAEHUS 3 aHAJIM30B MO BCEM
nokasaTensam, NpeayCMOTPEHHbIM HOPMATUBHLIMU JOKYMEHTaMMU,

8.4. OT60p 0bpasuoB ohopmnseTca akToM. OTobpaHHbIe 0b6pa3Lbl
N30JIMPYIOT OT OCHOBHOW MPOAYKLMW, YNaKOBbIBAIOT, MAOMBUPYIOT Man
orneyvyaTblBaloT Ha MecTe oTbopa. OTnyck oTobpaHHbIX 06pa3uoB (Npob)
JleKapCTBEHHbIX CPeACTB 0hOPMIAETCA B YCTAHOBJEHHOM Ha NpeanpusaTum
nopsake.

8.5. OpraH no cepTudurKaumm NpoBOAUT NOAEHTUPUKALMIO NPOLYKLMMN B
COOTBETCTBUM C TpeboBaHUAMM, YCTAHOBAEHHbLIMW (hegepasbHbIM OpraHoM
NCNONHNTENIbHON BACTK B chepe 34paBooxpaHeHmns. aoeHTudukaumns
NPOBOANTCH: Ha NPUHAANEXHOCTb K 3as8BASEMON NapTUKN; 3aKOHHOCTb ee
NPOM3BOACTBA U peanunsaunm (Haamdme NMLEH3UN); HA COOTBETCTBUE
LOKYMEHTaM, NoATBEPXAAKLWMM MPOUCXOXLEHNE MPOAYKLMM N CodepXKaLLuM
CBEeLEHMNA 0 ee Ka4yeCTBE U KONNYECTBE; Ha COOTBETCTBME YKa3aHHOMY
HaWUMEHOBAHWIO N UHOPMaLIK, YKA3aHHOW Ha yrNaKoBKe, MyTEM OLEHKN NO
nokasarenam "onucaHue", "ynakoska", "MapKnpoBka".

Mpu ngeHTudrKauum opraHomM no cepTugunKaumm paccMmaTpmuBarTCs
cnepyrowmne JOKyMeHThbI:

KOMuWs NMLIEH3MM Ha NPaBo NPOM3BOACTBA (peanm3aunn)

JIeKapCTBEHHLIX CPEACTB, 3aBEPEHHAsA HOTapUyCoMm;

- MPOTOKON aHanu3a nponssoanTens (418 oTe4yeCTBEHHbIX

JIeKapCTBEHHbIX CPEACTB) UK CepTUGMKAT aHanu3a pupMbl U ero Nepesos
(ons 3apybexxHbIX NeKapCTBEHHbIX CPEACTB) C pe3ysibTaTaMy MPOBEPKMY
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Ka4yeCTBa JIeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHUAM
HOPMATMBHbIX LOKYMEHTOB NMPU BbIMYCKE;

- OOKYMEHT, NOATBEPXXAAOLWMNIA NponcxoxxaeHne (npnobpeteHmne)
NEKaPCTBEHHbIX CPEACTB;

- LOKYMEHTMPOBaHHble CBELLEHUS O KOJIM4eCTBe cepTMduLnpyemoro
JleKapCTBEHHOr0 CpeacTBa.

3aaBuTeNb 415 COKpaLLeHUs cpoka paboT no cepTudmkaLmm

npeacTaBnseT paccMaTpMBaeMble NPU NAEHTUDUKALMN NEKAPCTBEHHbIX
CPeLCTB AOKYMEHTHI O4HOBPEMEHHO C MOAAYEN 3a58BKU.

Ecnun no pesynbTaTtam naeHTUUKaLMM NPOAYKLIMN YCTAaHOB/IEHO, 4YTO
NPOAYKLMS HE COOTBETCTBYET 3a5BJIEHHOMY HaVMEHOBAHWIO,
COMPOBOANTENLHOW LOKYMEHTaLUN, ONMCAHNIO, YIAKOBKE NN MapKUpPOBKe,
3a8BUTESb N3BELLAETCS O TOM, YTO AaJibHewmne paboTel N0 cepTudUKaLnm
He NPOoM3BOAATCA.

8.6. Obpa3ubl NeKapCTBEHHbIX CPeACTB NepenalnTCcs OpraHoM o
cepTudUKaLUN B NCMbITaTebHY0 NabopaTopnio C COOTBETCTBYIOLLUM
HanpaBfieHNEM C yKa3aHWeM BUA0B HEOBX0ANMbIX CEPTUDUKALMOHHBIX
NCMNbITaHWI 1 Konuen akTa oTbopa 0bpa3uoB (Mpob) nekapCTBEHHbIX
CPeLcCTB.

O6pa3subl IeKapCTBEHHbIX CPeACTB, OCTaBLUMECS OT NPoBeAEeHNS
NCMAbITAHNIA, XPaHATCS B OpraHe no cepTudukauum He MeHee 6 MecsLes,
nocne 4Yero nNeKapCTBEHHble CPpeACcTBa, YA0BAeTBOpSAOLWMe TpeboBaHUAM
HOPMaTMBHOr0 AOKYMeHTa, 6e3B03Me34HO NepeaatoTcsa C cornacus
3a89BUTENA B YYPEXAEHNS 34PaBOOXPAHEHUS UM BO3BPALLAOTCA 3aABUTENIO
C 0hopMJIEHMEM aKTa nepefayn, He yA0BAETBOPAIOLWME - YHUHTOXKAOTCA C
0(hOPMNEHNEM aKTa YHUYTOXEHNSA. TpeboBaHUSA K MapKUPOBKE U y4ETY
06bpa3L0B yCTaHaB/MBAIOTCA B 4OKYMEHTaxX OpraHa rno cepTudukauunm.

8.7. Pe3ynbTaTbl UCMbITAHUN OhOPMASIOTCA B BUAE NPOTOKOA

MCAbITAHWIA, KOTOPbIA [OKEH OTpaXkaTb hakTUYeCKne faHHbIe
3KCNepMMeHTaIbHOW MPOBEPKMW, MMETb 3aKJIl04YeHNe 0 COOTBETCTBUM
TpeboBaHNAM HOPMATUBHOIO AOKYMEHTa U AO/KEeH OblTb NoANUCaH
PyKOBOAUTENEM UCMNbITaTeNbHOM nabopaTopun. MPOTOKOA UCMILITAHUIA B OBYX
3K3eMniApax nepenaeTcs B OpraH no cepTudukaLny nam B ciyyae, eciu
3aaBuUTeNb 06paTUICA HENOCPeACTBEHHO B UCNbITaTeNbHY0 nabopaTopuio C
Lesbio NPoBEeAEHNSA UCMBITAHWUA MO BCEM NOKa3aTesiaM HOPMaTUBHbIX
LOKYMEHTOB - 3aBUTeN0. [POTOKONbI MCALITAHWUIA NOANIEXAT XPaHEHMIO B
TeyeHne BCEro Cpoka rogHOCTU SIeKapCTBEHHOro CpeacTBa.

8.8. B cnyyae BbISIBIEHNS HECOOTBETCTBUS KavyeCTBa IEKapCTBEHHbIX
cpencTs TpeboBaHNSAM HOPMATMBHbLIX JOKYMEHTOB MUCMbITaTe/bHas
nabopaTopms HanpaBnsSET 3aK/OYEHNE C MPOTOKOJIOM UCMbITaHUS B OpraH no
cepTudUKaLUmM NeKapCTBEHHbIX CPEeACTB 1 hefepanbHbli OpraH
NCNOJIHNTENIbHON BJIACTW B Chepe 34paBOOXPaHEHMS.

CpOKU XpaHeHns NPOTOKOJIOB UCMbITAHNS IEKAPCTBEHHbIX CPEACTB,
Ka4eCTBO KOTOPbIX He COOTBETCTBYET TpeboBaHUAM HOPMaTUBHbIX
LOKYMEHTOB, yCTaHaBAMBAOTCA A5 UCIbITAaTeNbHbIX labopaTopuni
thefepanbHbIM OPraHoOB UCMONHUTESNILHOW BNAcTW B cchepe 34paBoOXpaHeHNS,
HO He MOryT BbITb MeHee 6 MecsLeB.

VHdopMaLms 0 BbISBNIEHAN HECOOTBETCTBMSA JIEKAPCTBEHHOMO CPEACTBA
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TpeboBaHNAM HOPMAaTUBHOIO AOKYMEHTa NPW CEPTUDMKALMMN HanpaBiseTcs
OpraHoM Mo CcepTUUKaLLMM NEKAPCTBEHHbIX CPEACTB 3asaBUTENIO, B
thenepanbHbIi OpraH MCNOJHNTENbHOW BAAcTy B chepe 34paBO0XPaHEHNS, C
npeacTaBAeHNEM MPOTOKOAA NCMbITaHWA.

B Tex cnyyasx, Korga ucnoitatesbHble nabopaTopuun He MOryT

OLEHNTb Ka4eCTBO JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C
TpeboBaHMAMN HACTOALLErO AOKYMEHTA, 06pa3Libl 3TUX IEKAPCTBEHHbIX
CpencTB C COMPOBOAMTENbHLIMWA AOKYMEHTAaMN PEKOMEHAYETCSA HanpaBasTh B
WHCTUTYT roCyAapCTBEHHOr0 KOHTPOS SIeKapCTBEHHbIX cpencTB. Obpasubl
NeKapCTBEHHbIX CPeACTB HaMpPaBASIOTCA Ha UCNbITaHUS B KOJINMYECTBE,
Heobx04MMOM [11 MPOBELEHUS 3 aHa/IM30B MO BCEM MOKa3aTeNnaMm,
nNpeayCcMOTPEHHbIM HOPMAaTMBHLIMU AOKYMEHTaMK, BKJIIOYas UCMbITaHME Ha
MUKPOBMONOrMYECKYH0 YNCTOTY, C CONMPOBOAMNTENbHBIM MUCbMOM, aKTOM
oTbopa 0bpa3LoB, OPUTrMHAIOM NN 3aBEPEHHON KOMUEWN NPOTOKONA

aHasm3a, NpoBEeAEHHOr0 NPOM3BOANTENEM,

8.9. OpraH no cepTudukaunm nocne nAeHTUGOUKaLUN NPOLYKLNN,

aHanM3a NPOTOKOJIOB UCMbITAHWIA, CepTUDUKALIMM CUCTEMbI KayecTBa
(Mpon3BoacTBa) (€Cm 3TO yCTaHOBIEHO CXEMOW cepTUdmMKauum) n aHanmnsa
NpeacTaBNeHHbIX JOKYMEHTOB OCYLLECTBASET OLLEeHKY COOTBETCTBUA
JIEKapCTBEHHbIX CPEACTB HOPMATUBHbLIM LOKYMEHTaM. Pe3ynbTaThbl UCAbITAHUN
L,0JDKHbI MOIHO 1 AOCTOBEPHO MOATBEPANTL COOTBETCTBME NPOAYKLUN
TpeboBaHVAM HOPMATUBHbIX LOKYMEHTOB.

CokpalwaTb 06beM MPOBOANMbBIX UCMbITAHUA (KOHTPOANPYEMbIE

noKa3saTenn HOPMaTUBHbIX LOKYMEHTOB) IeKapCTBEHHbIX CPEACTB,
BbIMyCKaeMbIX 0T€4EeCTBEHHbIMU NPEeANPUATUAMU-NPON3BOANTENAMN Y
3apy6exxHbIMW HUPMaMU-NPON3BOANTENAMU, ANMTENbHOE BpeMs paboTatowmmum
Ha hapMaLeBTUYECKOM PbIHKE 1N HE NMEILLMMIN MPETEH3NI K Ka4eCTBY
BbIMYCKAEMOMN NPOAYKLMK, AOMYCKAETCS TONLKO MO COMTAacOBaHMIO C
thefepanbHbIM OPraHOM UCMNOMHUTE/IbHON BAACTH B Chepe 34paBOOXPaHEHMS.
Pe3ynbTaTbl 3TON OLEHKM OTPaXkatoT B 3aK/II0O4EHMM 3KCnepTa. Ha

OCHOBAHWW JaHHOI0 3aKJ/04EHUs OpraH no cepTudunkaLumum npuHMMaeT
pelleHune o Bblgaye cepTudmrkaTa COOTBETCTBUSA, 0OPMAAET CepTuduKaT u
pPerncTpupyeT ero.

Mpun oTpuLaTeNbHbIX pe3ysibTaTaX OLEeHKM COOTBETCTBUS

JIeKapCTBEHHbIX CPEACTB OpraH no cepTuguKauum BbigaeT
aprymeHTupoBaHHoOe pelleHne 06 0Tkase B Bblgade cepTudmkaTa.

9. MHCMEKLUMOHHbIN KOHTPOJIb 3a CEPTUMMLINPOBAHHON NPOAYKLINEN.

9.1. 'HCMEeKUMOHHbBIN KOHTPOJIb 3@ CepTUULMPOBAHHON NPoayKLUnei
nNpoBOANTCH (€CaN 3TO NPEeAYCMOTPEHO CXEMON cepTUUKaLMKn) B Te4eHne
BCEro Cpoka AenCcTBuS cepTudmkaTa o4nH pa3 B 6 mecsLeB B hopMe
nepuoinyecknx 1 BHEMNIaHOBLIX NPOBEPOK, BKAOYAIOLLMX NCMbITaHNS 06pa3LoB
NIEKAPCTBEHHbIX CPEACTB U NHble AENCTBUS, HeobxoanMble ONs
NOATBEPXKAEHUS, 4TO NPOU3BOAMMAS U peanmdyemMas NpoayKLnua NpoaoskaeT
COOTBETCTBOBATb YCTAHOBAEHHbIM TPebOBaHNAM, MOATBEPKAEHHBIM MpU
cepTudrKaLlmm.

9.2. IHCMEKLMOHHBIA KOHTPOJIb COCTOUT U3 CnefyoWwmnx 3Tanos:

pa3paboTka NporpamMmbl NHCMEKLIMOHHOWN MPOBEPKY;

aHanM3 NocTynarLLen nHpopmaLnm 0 CepTUOULNPOBAHHON NPOAYKLNN;
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oT6op 0bpasLos,

npoBefieHne UCMbITaHUM U aHann3 Nx pesybTaTos;

ohopMaeHne pe3ybTaTOB KOHTPOASA U MPUHATUE PELLEHUN.

9.3. BHensiaHOBbIE NPOBEPKY MPOBOAATCA B C/Iy4asaX MNOCTynjeHns
MH(OPMaLUK O NPeTeH3NAX K Ka4eCTBY JIeKapCTBEHHbIX CPeLCTB OT
notpebuTtenen, NpeanpuATUA TOProBaun, ne4ebHo-NPoPUIaKTUYECKNX
YyUYpeXXLEeHU, a TakXXe OpraHoB, OCYLLECTBASIOLLNX FOCY AapCTBEHHbIV
KOHTPOJIb U HAaA30p 3a NPOAYKLMEN, HAa KOTOPYIO BblAaH cepTudukat.

9.4. Pe3ynbTaTbl MHCNEKLMOHHOIO KOHTPOJ1 OhOPMASIOTCA aKTOM. AKT
XPaHUTCA B OpraHe rno cepTudukaLm, a ero Konmm HanpasnsoTCs
npov3ssoanTento (NpoaasLy) 1 B OpraHmnsaumm, NnpuHUMaBLLMe yYacTue B
WNHCMNEKLMOHHOM KOHTpOe.

9.5. Mo pe3ysbTaTaM MHCNEKLMOHHOMO KOHTPOJ1S OpraH rno

cepTUUKaL MM MOXXeT NPUOCTAaHOBUTb WK OTMEHUTbL AeNCTBME CepTUpUKaTa
B C/ly4ae HECOOTBETCTBUSA NEeKAPCTBEHHbIX CPeacTB TpeboBaHmAM
HOPMaTUBHbLIX JOKYMEHTOB.

WHdopmMaLms o NpruoCcTaHOBAEHUN LENCTBUA NN OTMEHe AeNCTBuUSA
cepTuurkaTa OBOOMTCA 4O CBeAeHMUs pelepalibHOro opraHa
NCNONHUTENLHOW BNAcTK B chepe 34paBooXpaHeHns, noTpebutenen n
APYIMX 3aMHTEpPeCcoBaHHbIX YH4aCTHUKOB CUCTEMbI cepTudmKaunn. NMopsanok un
CPOKMN [O0BELEHUSA 3TOMN MHOPMaLMKM YCTaHaBMBAOTCA hefepasbHbIM
OpraHoM UCMOJIHUTEIbHON BNACTU B chepe 34paBOOXPaAHEHMS.

10. OpraHbl No cepTMdurKaL MM HanpaBASIOT B LEHTPaJIbHbIA OpraH
CncTeMbl B YCTAaHOBJIEHHbIE CPOKM MH(OPMaLIMIO 0 pe3yJsibTaTax
cepTuUUKaLMm N CBEAEHUSA O NPOBEAEHNN NHCMEKLNOHHOMO KOHTPONS.

11. ObecneyeHune opraHoB Mo CePTUDMKALAN U NCMbITAaTENbHbIX
nabopaTopmin HOpMaTMBHBIMU AOKYMEHTaMM BO3naraeTcs Ha dpefepanbHbin
opraH UCNOJIHUTENIbHON BJIAaCTW B Chepe 34paBOOXPaHEHMS.

12. OnnaTta paboT no cepTudurKaLm nekapCTBEHHbIX CPeACTB
NPOM3BOANTCH 3a8BUTENIEM B COOTBETCTBMM C [paBunamm no ceptTudmrkaumnm
"OnnaTa paboT no cepTUmMKaLMm NPOAYKLUN 1 yCAyr", yTBEP>KAEHHbIMU
noctaHossieHnem NocctaHgapTa Poccum ot 23 aBrycta 1999 r. N 44,
3aperncTpupoBaHHbiM1 MuHcToM Poccum 29 nekabpsa 1999 r.,
permctpaumoHHbin N 2031,

IV. OpraHbl no cepTudmrkaumm

1. PaboTbl N0 cepTudMKaLUM NPOBOAAT OpraHM3aLnny He3aBMCMMO OT

NX OpraHn3aLnoHHO-NPaBOBbIX OPM 1 hopM COBCTBEHHOCTN, €CAN OHU HE
ABNAOTCS NPOM3BOANTENAMM (MpodaBLamMmn) n notpebutensmu
(mokynaTenamun) cepTuduumMpyemMon NpoayKLUNK, NMpK YCAOBUK MX
aKKpeLuTauum B yCTaHOBIEHHOM MOpsKe.

2. OpraH no cepTudurKaumm NeKapCTBEHHbIX CPEACTB 40JIKEH
obecneymBaTb KOHDUAEHUMNANBHOCTbL MHOPMaL MK, ABASIOLLENCS
KOMMEpPYeCKON TanHOoM.

3. OpraH no cepTudurKaumm IeKapCTBEHHbIX CPEACTB NOALEPKUBAET B
paboyeM COCTOSHUN CUCTEMY PErnucTpaLmm U NPOTOKOMPOBAHNS.
PerncrpaumnoHHble 3anncu JO/HKHbI OTpaXkaTb Npouenypy cepTudukaumm
JIeKapCTBEHHbIX CPeacTB.
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4. OpraH no cepTugmKaLnm NeKapCTBEHHbIX CPeacTB BeleT y4yeT
BblJaBaeMbIX UM CEPTUPMKATOB B YCTAHOBJIEHHOM MOPSALKE U HanpasnseT
NHOPMaLNo 0 HUX B LleHTpanbHbIN opraH no cepTUdmKaunum 1eKapCTBEHHbIX
cpencTs.

5. BegeHue peectpa cepTUOULNPOBAHHBIX IEKAPCTBEHHbIX CPEACTB
OCYLLECTBJIAT OpraHbl Mo cepTUdrKaLnm, KOTOPbIe HAaNPaBAaloT
COOTBETCTBYIOLLY UHGOPMaLuio B LieHTpanbHbIA opraH AN8 BeieHUs
CBOAHOIO peecTpa CepTURULIMPOBAHHbIX JIEeKAPCTBEHHbIX CPEeACTB B
Poccuickon ®epepaumu.

V. UcnbiTaTenbHble nabopatopun

1. Ins ocyLLeCcTBIEHNA UCMbITaHUIA NEKAapPCTBEHHbIX CPEACTB B Liensx
cepTudrKaL My OOMYCKAOTCA aKKpeaUTOBaHHbIe B YCTAHOB/IEHHOM Nopsike
ncnblTaTenbHblie nabopaTtopum (LeHTPbI) HE3aBUCUMO OT MX
OpraHn3aunoHHO-NPaBoOBLIX HOPM 1 hopM COBCTBEHHOCTM, YA0OBAETBOPAOLLNE
YCTaHOBJ/IEHHbIM TPebOoBaHMAM N SBASAIOLLMECH HE3ABUCUMbIMUN OT
npounsBoanTens (npoaasua) n noTpebutens (nokynartens).

2. [ledATenbHOCTb UCNbITaTeNbHbIX NTabopaTopuin B 0bnactu

cepTUUKaL MM NeKapCTBEHHbIX CPeACTB OCYLLECTBAETCSA Ha OCHOBaHUK
aTTeCTaToOB aKKpeauTaLnu, BblAaHHbIX B YCTaHOBAEHHOM MOPSAKE.

3. cnbiTaTensHas nabopaTopms oOCyLWECTBASET UCMbITaHWA
JIEKAPCTBEHHbIX CPEACTB OTEYECTBEHHOIO 1 3apybeXxHOro Npon3BoACTBa B
CTPOroM COOTBETCTBUM C TPeOOBAHUAMN HOPMATUBHbIX LOKYMEHTOB,
yTBEpXXAaeMbIX hefepasbHbiM OpraHoM UCNOJIHUTENbHON BNacTu B chepe
3[4paBOOXPaHEHNS.

VI. PaccMoTpeHune anennsaumm

1. Mpwv BO3HWKHOBEHMU CMOPHbIX BOMPOCOB 1 KOHJIMKTHBLIX CUTYaLUIA

MeX Iy y4acTHMKaMK cepTudukaumum B pamkax CUcTeMbl 3aMHTepecoBaHHas
CTOpOHa(bl) MOXET(ryT) NoAaTh anennsaunto B anennsaunoHHyo KOMUCCUIO
(hefiepasbHOro opraHa UCMOJIHUTENIbHON BAACTK B chepe 34 paBOOXPaHEHMS.
2. PellieHnst opraHoB Mo cepTudukaumm, aneansunoHHoN KOMUCCN

MOryT BbiTb 06>Kal0BaHbl B CyAe B yCTAHOBJIEHHOM MOPSIIKeE.
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