06 yTBepxaeHuu Mopapka aTrecTauum ynoJIHOMOYEHHOro nua
NPOU3BOAMUTENA IEKAPCTBEHHbIX CPEACTB AJIA BEeTePUHAPHOro
npUMeHeHus

Mpuka3 MMHUCTEPCTBA CENbCKOro Xo3aincTea Poccuninckon ®enepauum - Ne 192 - o1 20.04.2017 - YTpaTtun cuny

MWHWUCTEPCTBO CEJIbCKOIr0 XO34CTBA POCCUACKOWN ®EAQEPALLN
MPNKA3
MOCKBA

20 anpens 2017 r. Ne 192

06 yTBepxaeHun Mopsigka aTTecTaumm ynoaHOMOYEHHOro anLia
MPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB /1 BETEPUHAPHOr0
NPUMEHEHUS

3aperuncTtpupoaH MuHiocToM Poccnm 29 asrycta 2017 r.
PernctpauunoHHbii Ne 48002

B uenax peanusaumm ctaTbn 45 GefepanbHOr0 3aKoHa oT 12 anpens
2010 r. Ne 61-03 "O6 obpalLieHnm nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHogaTenbCTBa Poccuinckon Pepepaunn, 2010, Ne 16, cT. 1815; Ne 31,
CT. 4161; Ne 42, cT. 5293; Ne 49, cT1. 6409; 2011, Ne 50, cT. 7351;

2012, Ne 26, €T. 3446; Ne 53, cT. 7587; 2013, Ne 27, cT. 3477; N. 48,

CT. 6165; 2014, Ne 11, cT. 1098; Ne 43, cT. 5797; Ne 52, cT. 7540;

2015, Ne 10, cT. 1404; Ne 27, cT. 3951; Ne 29, cT. 4359, cT. 4367,

CT. 4388; Ne 51, cT. 7245; 2016, Ne 1, cT. 9; Ne 23, cT. 3287; Ne 27,

CT. 4194, cT. 4238, cT. 4283) 1 B COOTBETCTBMMN C NOAMNYHKTOM

5.2.25(38) NMonoxxeHunsa o MMHNCTEPCTBE CENbCKOro X03ANCTBa Poccminckon
depepauunm, yTBEPXAEHHOr0 NOCTaHOBAeHMEM [paBnUTeNbLCTBa PoCCMincKon
®epnepaumm oT 12 nioHs 2008 r. Ne 450 (CobpaHue 3akoHOAATEIbCTBA
Poccuinckon ®egepaumm, 2008, Ne 25, cT. 2983; Ne 32, cT. 3791; Ne 42,
CT. 4825; Ne 46, cT. 5337; 2009, Ne 1, cT. 150; Ne 3, cT. 378; Ne 6,

CT. 738; Ne 9, cT. 1119, cT. 1121; Ne 27, cT. 3364; Ne 33, cT. 4088;

2010, Ne 4, cT.394; Ne 5, cT. 538; Ne 16, cT. 1917; Ne 23, cT. 2833;

Ne 26, cT. 3350; Ne 31, cT. 4251, cT. 4262; Ne 32, cT. 4330; Ne 40,

cT. 5068; 2011, Ne 6, cT. 888; Ne 7, cT. 983; Ne 12, ¢T. 1652; Ne 14,

CT. 1935; Ne 18, cT. 2649; Ne 22, cT. 3179; Ne 36, cT. 5154; 2012,

Ne 28, cT. 3900; Ne 32, cT.4561; Ne 37, cT. 5001; 2013, Ne 10,

CT. 1038; Ne 29, cT. 3969; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014,

Ne 4, cT. 382; Ne 10, ¢T. 1035; Ne 12, cT. 1297; Ne 28, cT. 4068; 2015,

Ne 2, cT. 491; Ne 11, cT. 1611; Ne 26, cT. 3900; Ne 35, cT. 4981; Ne 38,

CT. 5297; Ne 47, cT. 6603; 2016, Ne 2, cT. 325; Ne 28, cT. 4741; Ne 33,

CT. 5188; Ne 35, cT.5349; Ne 47, cT. 6650; Ne 49, cT. 6909,

CT. 6910), npuKa3blBalo:

1. YTBepanTb Npunaraemoin Mopagok atTecTaunm ynosHOMOYEHHOr 0
JILa NPOM3BOANTENS JIEKAPCTBEHHbIX CPEACTB A4J1 BETEPUHAPHOM O
NpYMeHEeHNS.

2. HacTosawmin npukas BCTynaet B cuny ¢ 1 heBpansa 2018 r.
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MuHucTp A.H.Tka4es

YTBEPXXIEH
npmkasom MuHcenbxo3sa Poccun
oT 20 anpens 2017 r. Ne 192

MOPALOK
aTTecTaunm yrnoaHOMOYEHHOMO JiMLa NPON3BOAUTENS
NEeKapCTBEHHLIX CPEACTB AJ151 BETEPMHAPHOI0 NMPUMEHEHUS

|. ObLime nonoXxeHns

1. HacTosawwun MNopagok onpenenseT npaBu/ia NpoBedeHns aTTecTauum
YMO/HOMOYEHHOrO M@ NPON3BOANTENS NIEKAPCTBEHHLIX CPEACTB ANs
BETEPUHAPHOr0 NPUMEHEHNS.

2. ATTecTaums ynoaHOMOYEHHOr0 inLa NPOM3BOANTENSA JIeKapCTBEHHbIX
CPeLCTB ANs BETEPMHAPHOMO NPUMEHEHUs (fanee - ynoJHOMOYEeHHoe nL0
NPON3BOANTENS) MPOBOANTCA aTTECTALUNOHHON KoMuccnen MnHcenbxosa
Poccun (nanee - ATTeCcTauMoOHHasa KOMUCCKS) B LLeNSIX OLLEHKW 3HaHUI
paboTHMKa NPOU3BOANTENSA NEKAPCTBEHHbIX CPEACTB A8 BEeTEepUHAPHOro
NPUMEHEHNS (fanee - 3a9BUTENb, aTTECTYEMOE IML0), HEOBXOANMbIX ANA
BbINOSHEHNA UM 0693aHHOCTEN YNOJIHOMOYEHHOr0 LA NPOM3BOAUTENS,
npefycMOTPEHHbIX YacTbio 6 CTaTbyh 45 GefepanbHOro 3akoHa oT 12 anpens
2010 r. Ne 61-®3 "O6 obpalleHnmn nekapCTBEHHbLIX CPeacTB".

3. ATTecTaums ynoaHOMOYEHHOM0 AnLa NPOM3BOANTENA MPOBOANTCS

OOWH pa3 B NATb NeT.

4. CBefeHnsa 0 nnLax, aTTeCTOBaHHbIX B Ka4eCTBe YNOJHOMOYEHHOr0

i@ Npon3BoANTENA, pasMeLLaloTcsa Ha omLmnasbHOM canTe MnHCenbxo3a
Poccunn B MHDOPMaLIMOHHO-TENEKOMMYHUKALNOHHON ceTn "IHTepHeT"
(nanee - ceTb MHTepHeT) € cobNoaeEHNEM OrpaHUYEHUIA, YCTAHOBAEHHbIX
®epepanbHbIM 3aKOHOM OT 27 uions 2006 r. Ne 152-03 "O nepcoHanbHbIX
naHHbIX" (CobpaHue 3akoHogaTenbCTBa Poccuinckon ®epepaunun, 2006,

Ne 31, cT. 3451; 2009, Ne 48, cT. 5716; Ne 52, cT. 6439; 2010, Ne 27,

CT. 3407; Ne 31, cT. 4173, cT. 4196; Ne 49, cT. 6409; Ne 52, cT. 6974,

2011, Ne 23, ¢T. 3263; Ne 31, cT. 4701; 2013, Ne 14, cT. 1651; Ne 30,

CT. 4038; Ne 51, cT. 6683; 2014, Ne 23, cT. 2927; Ne 30, cT. 4217,

CT. 4243).

Il. DopMMpOBaHME N OCHOBHbIE YHKLN ATTECTALMOHHON KOMNCCUM

5. MepcoHasbHbIN cocTaB ATTECTaLMOHHON KOMUCCUN YTBEP)KOAETCS
npukasom MuHcesnbxo3a Poccun.

B cocTaB ATTeCTaUNOHHON KOMUCCUMN BKOYAKOTCS NpeacTaBuTesNmn
MuHcenbxo3a Poccum n Poccenbxo3Haf3opa, a Takxe obpa3oBaTesibHbIX
opraHu3auuii BeicLiero obpa3oBaHus, NPoheCcCcMoHaNbHbIX 06beaNHEHN 1
opraHm3auui B 0bnactu obpalleHns nekapCTBEHHbLIX CPeACTB Ans
BETEPUHAPHOI0 MPUMEHEHMS.

Kom4yecTBo YneHoB ATTECTaLUMOHHON KOMUCCUN, ABASIOLWLMXCS
npencrtasutensMm MuHcenbxosa Poccum n Poccenibxo3Ha3opa, LOJIKHO
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COCTaBNIATb HE MEHee MOJI0BMHbI OT 06LLEr0 KOMMYECTBa YJIEHOB
ATTeCTaLMOHHOW KOMUCCUW.

Konn4ecTso 4a1eHoB ATTECTALMOHHON KOMUCCUW, SBASIOLLNXCS
npencTaBmTensMu obpa3oBaTeNbHbIX OpraHu3auunin Bbiclero obpasoBaHus,
npogeccnoHanbHbIX 06beANHEHNIN N OpraHn3aunii B o6nacTtu obpaleHns
JIeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOI0 MPUMEHeHNS, OKHO
COCTaBNATbL He 6onee NOMOBMHLI OT 06LLIEr0 KOIMYECTBA YJIEHOB
ATTecTauMoHHON KOMUCCUN,

CocTaB ATTECTaLMOHHOW KOMUCCUU POPMUPYETCS TakuM obpasom,

4T706bI BblNa NCKNOYEHA BO3MOXHOCTb BO3HUKHOBEHUA KOH(DANKTA MHTEPECOB,
KOTOPGbIN MOr 6bl NOBAUSATL Ha NPUHMMaeMble ATTECTALMOHHON KOMUCCHENR
pelleHuns.

6. Npeacenatens ATTECTALNMOHHON KOMUCCUN, SBASIOLLMIACS
npeactasuteneMm MunHcenbxosa Poccun:

ocyllecTsasdeT obLiee pyKOBOACTBO AEATEbHOCTbIO ATTECTaLMOHHOW
Kommuccuuy;

onpefenseT gaTbl 3acefaHnin ATTeCTaLUUOHHON KOMUCCUK;
npencenatenbCTBYET Ha 3acefaHnax ATTECTaLMOHHOW KOMUCCUN,
opraHusyet ee paboTy;

obnapaeT NpaBOM peLLAoLLLErO ro0Ca NPy NPUHATUN PELLIEHNI Ha
3aceflaHnax ATTeCTaUNOHHON KOMUCCUK;

OCyLLeCcTBASAET 06N KOHTPOSIb 3a peanusaLment NPUHATLIX peLleHnn;
pacnpenenset 0653aHHOCTU MeXAyY YeHaMn ATTeCTauNoHHOM

Kommuccuuy;

noAnunceIBaeT NPOTOKOJIbI 3acefaHnin ATTECTaLMOHHOW KOMUCCUN.

7. 3amecTuTens npeacenatens ATTeCTaUuMOHHON KOMUCCUMN UCMOJSTHAET
oba3aHHOCTY NpeacepaTens ATTeCTaLlMOHHON KOMUCCMM B €ro OTCYTCTBUE,
OCYLLECTBJIAET NHblE PYHKLIMM MO NOPYYEHUIO NpeacenaTens ATTeCTaloHHON
KomMmuccuu,

8. CekpeTapb ATTECTaLMOHHON KOMUCCUN Ha3HAYaeTCa U3 yncna
npeacTtasuTenen MuHcenbxosa Poccum n ocyLLecTBAsET:

NOArOTOBKY MaTepUasnoB A5 PaCCMOTPEHUSA Ha 3acefaHunsax
ATTeCTaLUMOHHOW KOMUCCUW 1 UX PACCbIIKY BMECTe C NpurialleHnem Ha
3acefaHune 4yaeHaMm ATTeCTauMOHHON KOMUCCUK,

BeZeHNe NPOTOKOJI0B 3acefaHnin ATTeCTaLMOHHON KOMUCCUN,
HanpaBJieHNe NX KOMUIA YneHaM ATTeCTaLNOHHON KOMUCCMIM U XpaHeHne
NPOTOKOJI0B 3aceaHnin ATTECTALMOHHON KOMUCCUN.

9. OCHOBHbIMW (PYHKUMAMN ATTECTALMOHHOW KOMUCCUW ABNSIOTCS:
pacCMOTpEeHNe OOKYMEHTOB, NPeACTaB/IEHHbIX 3a8BUTENEM B
COOTBETCTBMU C NYHKTOM 11 HacToswero lMopaaka;

OLEHKa TeopeTMYeCKnX 3HaHU aTTeCTyemMoro anua, Heobxoanmbix 4Nns
BbINOJIHEHNSA UM 06593aHHOCTEN YNOJIHOMOYEHHOr 0 LA NPOM3BOAUTENS;
NpuHAaTKe peweHns ob aTTecTaumm (0TKase B aTTecTauuun) B

KayecTBe YNoJIHOMOYEHHOr 0 fvla Npon3BOAUTENS MO pe3y/ibTaTam
TECTOBOIro KOHTPONS 3HAHWI;

OpraHu3auns pacCMOTPEHNS CIOPHbLIX BOMPOCOB U NPUHATME MO HUM
peLLeHn.

lll. MpoBefeHne aTTeCcTaUMN
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10. K aTTecTauum gonyckarTcs paboTHUKM Npoun3BoanTenen
JIeKapCTBEHHbIX CPEACTB 415 BEeTEPUHAPHOro NpuMeHeHuns (aanee -
NpoM3BOANTENDb), MMetoLWMe CTax paboTbl HE MeHee YeM NATb NeT B obnacTu
NPOM3BOACTBA M (MN) KOHTPONA KaYyecTBa JIeKapCTBEHHbIX CPencTBs,
BbiCLLee 0bpa3oBaHMe No OAHON U3 CeuuanbHOCTeN U (MAKn) OGHOMY 13
HanpaBJIeHUA NOAroTOBKU: Bronorns, 6MoTexHoONOrns, BeTeEpPUHapUS,
KJINHMYeCKas MeanumnHa, pagmaumnoHHas, Xummnyeckasa n buonorunyeckas
3almTa, dapmauns, hyHaaMeHTalbHas MeAULMHA, XMMUYECKas TEXHONOM K,
Xumus,

11. lna npoxoxaeHnsa aTTecTauun 3aaBmTe b HanpaBaseT B
ATTeCTaUMOHHYIO KOMUCCUIO 3asiBIeEHNE O MPOXOXKAEHUM aTTecTaumu, B
KOTOPOM YKa3blBaloTCA MOYTOBbLIN agpec 1 afpec 3eKTPOHHON MOYThI
3as8BUTENIA, C NMPUIOXKEHNEM C/IEAYIOLLNX AOKYMEHTOB:

a) 0THYET 0 NpPoeCcCMOHaNbHON OeATeIbHOCTY 3a8BUTeNS,

NOAMUCAHHbIA 3adBUTENEM, COMIaCOBaHHbLIN C PYKOBOAUTENEM MPON3BOAUTENS
1 3aBEPEHHBIN MeYaTblo NPON3BOANTENS (MPW HaM4YMK), pabOTHNKOM
KOTOPOro fBASieTCA 3adBUTENb. B 0T4YeTe 0 NpodeccnoHanbHoOM
AEeATEeIbHOCTM O0JKHA CoAgepXaTbCs cnegyouas nHhopmaLus:

onncaHne BbIMOHSAEMbIX paboT;

AN 3as8BMTeNIeN, NPOXOASAWMX aTTeCTaLuo NOBTOPHO, - CBEAEHNS O

Ha M4 MM OTCYTCTBUM NOCTYMNMBLUUX B @ PEC NPOM3BOANTENS,
paboTHUKOM KOTOPOro SBASETCA 3adBUTENb, XKanob Ha KavyecTBo
JIeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOr0 NPUMEHEHUS, MPeanucaHmni
YNOJIHOMOYEHHbIX OPraHOB, OCYLLECTBASAOLWNX FOCYAapPCTBEHHbIN KOHTPOJIb
(Hag30p) 3a NPON3BOACTBOM U Ka4eCTBOM JIEKAPCTBEHHbIX CPEACTB AJiA
BETEPMHAPHOIr0 NPUMEHEHNS, Pe3yIbTaTOB MHCMEKLMOHHBIX MPOBEPOK, a
TaKXXe 0 MPUHATLIX MO HUM peLleHnax NPoOn3BoANTENS 3a nepuog paboTsl y
Hero 3asBuUTeNs;

6) xapakTepucTrka, NoANMCaHHas PyKOBOAUTENEM NPON3BOANTENS U
3aBepeHHas nevyaTblo NpounsoauTeNs (Npy Hann4mm), PaboTHNKOM KOTOPOro
ABNSETCA 3a9BUTENb, COAEPXKallas BbIBOAbI O NPOGEeCCMOHaIbHOMN
JeATesIbHOCTY 3a9BUTeNS,;

B) HanpaBJ/ieHMe 3as8BUTENSA Ha aTTeCcTauno, NoanMcaHHoe

pyKoBOAMTENEM NPOM3BOANTENA U 3aBEPEHHOE NeYaTbio NponssoanTens (npu
Hannyun), paboTHMKOM KOTOPOro ABASETCA 3a9BUTENb;

) 3aBepeHHbIe B YCTAHOB/IEHHOM 3aKOHOA4ATENbCTBOM PoCCUACKON
depepaumm nopsiake Konum oKymeHToB 06 0bpa3oBaHUM 1 OKYMEHTOB,
NoATBEPXAAOLWMX TPYAOBYIO AEATENLHOCTD;

4) ANd 3aaBuTenNen, NpoxoaaWmx aTTecTaunto NOBTOPHO, - PEKBM3UTDI
npukasa MuHcenbxo3a Poccum 06 aTTecTauum (0Tkase B aTTecTauun) B
KayeCcTBe YNOJHOMOYEHHOr 0 InLa Npou3BoAUTENS;

e) ons 3aaBuTenen, NPOXoasLnx aTTecTaumMio MOBTOPHO, - B C/lyvae
N3MeHeHUs haMusium, UMeHW, OTHECTBA 3as8BUTENS NOC/Ie MPOXOXKAEHNSA
aTTecTauum Tak)Xe NpuiaraeTcs Konns OOKYMeHTa, NOATBEPXAAOWEro MakT
N3MeHeHUs pamMuann, UMeHu, oTHeCTBa.

12. 3aaBsieHne N LOKYMEHTbI, MOCTYyNuBLINE B ATTECTALNOHHYIO

KOMUCCUIO, PErNCTPUPYIOTCS CeKpeTapeM ATTECTaUNOHHON KOMUCCUN B
)KYPHaJie perncTpaumm JOKYyMEHTOB B eHb UX NOCTYMJIEHUS.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp.4mn38



BeneHmne n xpaHeHUe )XypHana perncrpauum ooKyMeHToB obecneynBaeT
cekpeTapb ATTECTaLNOHHON KOMUCCUN.

13. 3aaBsieHne N LOKYMEHTbl, MPpefyCMOTPeHHbIe MyHKTOM 11
HacTosdLero lNopsafka, paccCMaTPUBAKOTCA Ha 0YepedHOM 3acefaHun
ATTecTaunoHHOWN KoMuccun. 3acegaHne ATTeCTaLlMOHHON KOMMNCCUK
NMPOBOAMUTCA HE peXXe 0HOro pa3a B MecAl,.

YneHamm ATTECTaALMOHHON KOMUCCMMN OLLEHMBAETCA NOJIHOTa U
LOCTOBEPHOCTb MPeACTaBIEHHbIX 3adBUTENEM CBEAEHUI, @ TaKXe
NpoBepseTCs COOTBETCTBUE 3aABUTENS TPebOoBaHNAM, YCTaHOBEHHbLIM
nyHKToM 10 HacToswero Mopagka.

14. Mo pe3ynbTaTaM 3acefaHns ATTeCTaLuMOHHON KOMUCCUN
NPUHMMAETCS peLleHune:

0 OOoMNycKe 3as8BUTENA K MPOXOXAEHNIO TECTOBOIO KOHTPOASA 3HAHWNA;

06 0TKa3e B NpuemMe LOKYMEHTOB Y 3a8BUTENSA C YKa3aHUEM MPUYNHbI
OTKasa.

15. ATTecTauMoHHaa KOMUCCUS MPUHUMAET peLleHne nyTemM OTKPbITOro
ronocoBaHna. Kaxablin 4neH ATTeCTaLMOHHOW KOMUCCUW UMeeT OAMH rosocC.
MuHMManbHoe KOAN4eCTBO Y1eHOB ATTECTaLNOHHON KOMUCCUN,
HeobxoamMoe ONS NPUHATUS PeLLEHNS MYyTEM OTKPbITOrO roJI0COBaHNS,
COCTaBASAET NATb YeJIOBEK.

16. PeweHne ATTeCTaUMOHHON KOMUCCUMN NPUHUMaETCA B0NbLINHCTBOM
roJIOCOB Y4/1€HOB KOMUCCUM, MPUHSABLUMX yYacTue B 3acefaHun. MNpu
paBeHCTBe roJIoCoB peLleHne NpuHUMaeT NnLo, NpeacenaTensCTByolee Ha
3acefaHmm ATTeCTaLuNOHHON KOMUCCHK,

17. PeweHne ATTeCTaUMOHHON KOMUCCUMN 0DOPMISIETCS MPOTOKOJIOM
3acefaHunsa ATTeCcTauMOHHON KOMUCCUM 1 NOANUCLIBAETCA npeacenatenem
ATTecTauMoOHHON KOMUCCUN,

18. YneHbl ATTECTaLNOHHON KOMUCCUN, HE COrlacHble C MPUHATbLIM
pelleHneM, BrpaBe BbiCKasaTb 0coboe MHeHMe, KOTOPOE NOANEXUT
3aHeCeHWNo B NPOTOKOJI 3acefaHnsa ATTeCTaunoOHHON KOMUCCUN.

19. PeweHne ATTeCTaUMOHHON KOMUCCUN B CPOK, HE MPEBbILLAOLWMNIA
naT paboynx gHeEN ¢ MOMEHTa ero NPUHATKNS, LOBOAMTCS CEKpeTapeM
ATTeCcTauMOHHOMN KOMUCCMM 00 CBELAEHNS 3a8BUTENS NOCPeaCTBOM

3J'IEKTpOHHOIZ no4Thbl C nocnenyrowmnm HarpaBeHNEM NOYTOBbLIM OTIPaBJIEHNEM!

yBEeAOMJIEHNA O LOMNYCKe K MPOXOXXAEHUIO TECTOBOIO KOHTPOIS 3HAHUN,
a TakXXe 0 BpeMEeHMW U MecTe NPoBeAeHNs TECTOBOr0 KOHTPOS 3HAHWUN;
yBeoM/IeHns 00 0TKa3e B NpuemMe LOKYMEHTOB 3adBUTENA C

yKa3aHVeM NpuYnHbI 0TKasa C NpuioKeHneM rnpeactaBlieHHbIX 3asaBuTeneM
LOKYMEHTOB.

20. PelueHune 06 oTKase B NpuemMe NpeayCMOTPEHHbIX MyHKTOM 11
HacTosLwero Mopsaka LOKYMEHTOB 3asBMTeNsA NPUHMMAETCA B CJlyvae nx
NpeacTaBAeHNs B HEMNOJIHOM 00beMe, YCTaHOBIEHUS HELOCTOBEPHOCTU
cofepXalmnxcs B HAX CBeieHUin 1Mbo HeECOOTBETCTBMSA 3a5BUTENS
TpeboBaHMAM, YCTAaHOBNEHHbLIM NyHKTOM 10 HacTosiwero Mopsaaka.

21. B cnyyae yCcTpaHeHns OCHOBaHWM, NOCAYXMBLUMX MPUYNHON 0TKa3a

B NPUHATUN SOKYMEHTOB, 3afBUTE/Ib BMpaBe NoBTOPHO HamnpaBuUTb
LOKYMEHTbl B ATTECTaLMOHHYI0 KOMUCCUIO.

MoBTOpHOE paccMOTpeHne ATTeCTaUNOHHON KOMUCCUEN AOKYMEHTOB
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OCYLLECTBIAETCSA B CPOK, YCTAHOBJIEHHbIV MYHKTOM 13 HacToswero Mopsaaka
415 PAaCCMOTPEHMNSA LOKYMEHTOB, U MCHUCNAETCA C MOMEHTa NOBTOPHOIO
NOCTYNJIEHNSA LOKYMEHTOB B ATTECTaLMOHHYI0 KOMUCCUIO.

22. TeCTOBbI/ KOHTPOJIb 3HAHUIN NPOBOANTCS B NMPUCYTCTBUMN HE MeHee

Tpex 4neHoB ATTEeCTaLMOHHOM KOMUCCUW B CPOK, He MpeBbILaoWnA ABaLaTh
paboynx OHEN Co AHA HanpaBAeHWS 3asSBUTENI0 YBEAOMIEHUS O AOMYCKe K
NMPOX0XXAEHNIO TECTOBOr0 KOHTPOJIS 3HAHMWN.

23. TeCTOBbI KOHTPOJIb 3HAHUIN NMpeayCcMaTPUBaAET BbINMOJHEHNE

TeCTOBbIX 3afaHN B T@4eHMe CTa ABagLUaTi MUHYT U NPU3HaeTCs
NPONAEHHbLIM MPKX YCAOBUM YCNELIHOrO BbIMOAHEHNS HE MEHEe CEMUAECATH
NPOLEHTOB OT 06LLero obbemMa TECTOBbLIX 3aA4aHWiA. Mpu NPOX0XAEHNN
TEeCTOBOr0 KOHTPOJIS 3HAaHUIN He [OMYCKAEeTCA NCMO/b30BaHNe aTTeCTyeMbIM
JIMLLOM CNeunanbHOM, CNPaBOYHON U MHOM NUTEPaTypPbl, MUCbMEHHbIX
3aMeTOoK, CPeaACTB MOBWJIbHON CBA3U U NHbLIX CPEACTB XPaHEHUSA U NepeaaYn
NHopMaumnm.

24. TecToBble 3a4aHNs BKAOYaOT B cebs BONPOChI, KacatoLimecs

TpeboBaHWI NpaBua HadeXxalle NPON3BOACTBEHHON NPAKTUKN, a Takxe
TpeboBaHWIN PErncTPaLMOHHOr0 OCHE Ha JIEKAapPCTBEHHbIV NMpenapaT 44
BETEPMHAPHOIr0 NPUMEHEHNS.

MepeyeHb TeM BOMPOCOB, BKJIIOYEHHbIX B TECTOBbIE 3aAaHNS, @ TaKXe
HOPMATMBHbIX MPaBOBbIX aKTOB, 3HAHNE KOTOPbIX HeobxoauMo Ans
BbIMOJIHEHNS TECTOBbIX 3aA4aHWi, NOAEXMNT ONy6ANKOBaHMNIO Ha 0MLINASTIbHOM
cante MuHcenbxo3a Poccun B ceTn NIHTEpHET.

25. Mo pe3ynbTaTaM TECTOBOIr0 KOHTPOSA 3HaHUN ATTeCTalUNOHHON
KOMUCCUEN MPUHMMAETCS peLleHue:

06 aTTecTaumm aTTeCTYEMOro nLa B Ka4eCTBE YNOJIHOMOYEHHOr 0

JiLa NPOM3BOANTENA B C/lyHae BbIMOJIHEHUSA aTTECTyEeMbIM JNLOM CEMUAECATH
npoueHToB 1 6osee oT obLiero obbema TECTOBLIX 3a4aHUN;

06 0TKase B aTTecTaLWmM B Ka4eCTBE YNOJIHOMOYEHHOro NnLa

NPOM3BOANTENA B C/ly4ae BbINOJHEHUS aTTECTyeMbIM JINLOM MeHee
CeMNaecaTN NpoLeHToB OT obwero obbeMa TECTOBbLIX 3a4aHWI.

26. [lonyckaeTcsa nepeHoC BPeEMEHN NPOXOXAEHNA aTTeCTyeEMbIM JINL,OM
TeCTOBOro KOHTPOJIS 3HaHWI B CJlyvae NpefBapuTesnbHOro (He no3aHee Yyem
33 04VH JeHb) YBEAOMIEHNA aTTeCTyEeMbIM ANLOM ATTECTaLMOHHOW KOMUCCUN
0 HEBO3MOXXHOCTU ABKM Ha NPOX0OXKAEHME TECTOBOr0 KOHTPOJIA 3HaHMIN C
yKa3aH/eM NpuymnHbl. YKazaHHoe yBeomeHne ATTeCTauMOHHON KOMUCCUM
HanpaBAAeTCs aTTEeCTYEMbIM JINLIOM B 3/IEKTPOHHON DOpMe Man Ha ByMaKHOM
HocuTene.

27. ATTeCcTauMOHHas KOMMCCMA He No3aHee naTHaguaTh paboynx gHewn

CO [AHS NMPUHATUS OQHOr0 U3 YKa3aHHbIX B MyHKTe 25 HacTodAwero MNopsiaka
peLueHuiA:

obecneymBaeT n3faHne nprnkasa MmnHcenbxo3a Poccum 06 aTTecTaumm

B Ka4yecTBe YNoJIHOMOYEHHOr 0 nLa NPOM3BOAUTENS, pa3MeLLeHne CBeAeHNN
06 aTTecTaumm Ha ohmuUnanbHOM canTe B ceTu IHTepHET 1 HanpasfeHmne
(BblB@Yy) KOMMK npukasa MnHcenbxo3a Poccmm 3a8BUTENIO;

obecneymBaeT n3faHue nprkasa MuHcenbxo3a Poccum 06 oTKase B
aTTecTaumm B Ka4yecTBe YNOJHOMOYEHHOrO inLa NPoM3BOANTENA 1
HanpasJfieHUe (BblAavy) Konum npukasa MmnHcenbxo3a Poccum 3asasuTento.
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28. ATTecTyeMble n1ua, He npowefllne aTTecTaumto B Ka4yecTee
YNOJSIHOMOYEHHOI 0 JiMLia NPOMU3BOAMTENS, LOMYCKATCS K MOBTOPHOW
aTTecTauMm He paHee YeM Yyepes TPU Mecaua Co AHS NOANUCAHNS NpUKasa
MwuHcenbxo3a Poccun 06 oTKase B aTTeCTaUun B Ka4ecTBe
YNOJIHOMOYEHHOr 0 JiMLia NPOoU3BOSMTENS.

29. B cniydae Hecornacusa aTTecTyeMoro Jinga € peleHnemM
ATTeCTaUMOHHOM KoMUCCUK 06 0TKa3e B aTTeCTalun B KayecTse
YNOJIHOMOYEHHOT 0 JiMLia NMPOM3BOANTENS OHO BNpaBe 0bpaTuTbCs C
anennsunen.

Anennsguuns nogaetca B MuHcesibxo3 Poccum He nosgHee TpuauaTu
KaneHJapHbIX OHEN C AaThbl N34aHNS nprkasa MuHcenbxo3a Poccum 06
O0TKa3e B aTTecTauuMm B Ka4eCTBe YNOJHOMOYEHHOr 0 JiMLa Npon3BogMTeNS.
Anennauus CoCTaBNAeTCsA B ABYX IK3eMNaspax: O4MH nepefaeTca B
MuHcenbxo3 Poccun, gpyrom C MOMETKOW 0 NPUHATMM €€ K PaCCMOTPEHUIO
MuHcenbxo30M Poccum ocTaeTcs y aTTecTyeMoro anua. YkasaHHas
anennsaumns pacCMaTpmMBaeTCa 3aMmecTmTeneMm MHUCTpa CeNbCKOro X035AMCTBa
Poccuinckon degepaumm B TedeHne gecatn paboymx gHen, cnegyowmx 3a
LHEM ee nogayun.

30. lNo pe3ynbTaTam pacCMOTPEHUSA anenaumum NPUHUMAETCS peLleHune:
06 OTKJIOHEHUN anenasaunn N COXPaHeHUW pe3ynbTaToB aTTecTauunn,
KOTOpOEe LOBOAMTCS L0 aTTECTyeMoro simua cekpetapeM ATTeCTaunoHHON
KOMUCCUWN NOCPEACTBOM 3IEKTPOHHON NOYTbI C MOCAEAYIOLLUM HanpaBaeHneM
NMOYTOBbLIM OTrMpPaBAEHNEM;

06 ygoBneTBOpPEHNM anenssauumn n oTMeHe nprkasa MuHcenbxo3a

Poccnn 06 0TKase B aTTeCcTaUMM aTTECTYEMOrO NnLLa B KayecTBe
YNOJIHOMOYEHHOI 0 JiMLia NPOonU3BOAMTENS.

31. B c/iyyae ygosJsieTBopeHus anenndumum MuHcenbxo3om Poccun
NPUHNMaeTCsa pelleHmne 0b aTTecTauum aTTECTYEMOro NMLa B KaYecTBe
YNOJIHOMOYEHHOr 0 JiMLia NPOU3BOSMTENS.

IV. AHHYNMpOBaHMe aTTecTalun B Ka4eCTBEe YNOJHOMOYEHHOr0 Mua
npounssoanTensa

32. OCHOBaHMAMW QNS aHHYJIMPOBAHNS aTTeCTalMW B KavyecTBe
YNOJIHOMOYEHHOr 0 JiMLia NPON3BOANTENS ABNAIOTCS:

npegcTaBneHne 3assnTenem B MMHcenbxo3 Poccumn He0CTOBEPHbIX
CBELEHMIN N OKYMEHTOB A1 MPOXOXAEHMA aTTecTauuny;

nofa4va ynoJIHOMOYe€HHbIM JTINLIOM NPON3BOANTENA B ATTeCTaLI,VIOHHyIO
KOMUCCUIO 3aaBneHns 06 aHHyMpoBaHMM aTTeCcTaunn B KavyecTBe
YNOJIHOMOYEHHOr 0 JiLia NPOMU3BOANTENS;

BCTYMJIEHNE B 3aKOHHYIO CUY peLleHns cyaa, KOTOPbIM YCTaHOBJIEH

(hakT Nnpon3zBoaCTBa N peanmnsaumm GanbCUPULMPOBAHHBIX JIEKapPCTBEHHbIX
CpencTB NS BETEPUHAPHOIro NPUMEHeHNA 1 (M) OCYLLEeCTBeHUS
npeanpuHUMaTEeNbCKOW OeATEeNbHOCTM C rpybbiM HapyLLUEHNEM JINLLEH3NOHHbIX
TpeboBaHWin B YaCTW OCYLLECTBAEHNS NPON3BOACTBA IEKAPCTBEHHbLIX CPEACTB
C HapyLeHneM TpeboBaHWI NPaBWA Hagaexalen NPon3BOACTBEHHON NPaKTUNKK
B CBS3M C HEHaA1eXaLLMM NCMONHEHNEM YMONHOMOYEHHbIM JINLLOM
npon3BoanNTENa cBOUX 06s93aHHOCTEN.

33. B TeveHune pecatu paboymx gHen C MOMeHTa NOCTYMNaeHns
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MHgopMaLmnm B COOTBETCTBUM C MYHKTOM 32 HacToswero Mopsaka
NpoBOAUTCH 3acefaHne ATTECTaUNOHHON KOMUCCAM, HA KOTOPOM
ATTeCTaUMOHHON KOMUCCUEN MPUHUMAETCS pelleHne 06 aHHY IMpOBaHNN
aTTeCTaunn B Ka4eCTBe YyrnoJIHOMOYEHHOr o 1nba npon3BoanTena.
ATTecTaUMOHHasa KOMUCCUS He no3fHee naTu paboyumx LHen co AHA
3acepaHnsa obecneynBaeT n3gaHme npukasa 06 aHHYIMPOBaHUM aTTeCcTauun
B Ka4yecTBe YNOoJIHOMOYEHHOr 0 NnLa NPOM3BOAUTENS, pa3MeLlaeT CBeAeHNS
Ha omLManbHOM calTe B ceTu MHTEpHET, HanpaBseT (BpyYaeT) KOMUIO
npuKasa siuy, B OTHOLWEHUN KOTOPOro aHHy/IMpoBaHa aTTecTaums B
KayecTBe YNOAHOMOYEHHOr 0 nLia NPOU3BOAUTENS.

34. N3paHne npukasa MuHcenbxo3a Poccum o npekpaleHnm

aTTecTaunm B Ka4ecTBe YNOJIHOMOYEHHOr 0 nLa NPOM3BOAUTENS MO
NCTEYEeHUN CPOKa, YKa3aHHOro B NyHKTe 3 HacTosAwero MNMopsaka, He
TpebyeTcs.
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