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MHAHHCTEPCTBO CEJ!I)CKOFO XO3SHCTBA
POCCUMCKOU ®EJEPAIIUNA
(Muncensxo3 Poccun)

IIPHUKA3

ot 20 anpens 2017 1. Ne 192

MockBa

06 yreepxaernu Iopaaka aTTecTalHH YIIOJIHOMOYEHHOTO JIHIA
NPOoN3BOAHTEIS JEKAPCTBEHHBIX CPEICTB /Jisi BeTePHHAPHOTO NPpHMEeHeHH

B Leaax peanu3alnuu cratel 45 depepabHOTO 3aKoHa
ot 12 anpens 2010 r. Ne 61-®3 «O6 obpalueHHH JEKApPCTBEHHBIX CPENCTB»
(Cobpanue 3akoHomarenbcTBa Poccuiickoi @enepauny, 2010, Ne 16, cr. 1815;
Ne 31, ct. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, cr. 7351; 2012,
Ne 26, ct. 3446; Ne 53, cr. 7587; 2013, Ne 27, c1. 3477; Ne 48, c1. 6165; 2014,
Ne 11, ct. 1098; Ne 43, c1. 5797; Ne 52, ct. 7540; 2015, Ne 10, ct. 1404; Ne 27,
cT. 3951; Ne 29, c1. 4359, ct. 4367, c1. 4388; Ne 51, ct. 7245; 2016, Ne 1, cT. 9;
Ne 23, cr. 3287; Ne 27, cr. 4194, cr. 4238, cr. 4283) u B COOTBETCTBHHU
¢ monmyHkToM 5.2.25(38) IMonoxenus o MUHMCTEPCTBE CENLCKOTO XO3SHCTBA
Poccuiickoit PefepanuH, YTBEPKASHHOIO MOCTaHOBIEHHMEM [IpaBUTenbCTBa
Poccuiickoit ®emepaumn ot 12 wmons 2008 r. Ne 450 (Cobpanue
3aK0HOJATeILCTBA PocéHﬁCKoﬁ Denepanun, 2008, Ne 25, cr. 2983; Ne 32,
cT. 3791; Ne 42, c1. 4825; Ne 46, ct. 5337; 2009, Ne 1, ct. 150; Ne 3, ct. 378; Ne 6,
ct. 738; Ne 9, ¢T. 1119, cT. '1121; Ne 27, c1. 3364; Ne 33, cr. 4088; 2010, Ne 4,
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cT. 394; Ne 5, ct. 538; Ne 16, c1. 1917; Ne 23, er. 2833; Ne 26, cr. 3350; Ne 31,
cT. 4251, ct. 4262; Ne 32, ct1. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888; Ne 7,
cT. 983; Ne 12, cr. 1652; Ne 14, c1. 1935; Ne 18, c1. 2649; Ne 22, ct. 3179; Ne 36,
ct. 5154; 2012, Ne 28, ct. 3900; Ne 32, ctr. 4561; Ne 37, c1. 5001; 2013, Ne 10,
ct. 1038; Ne 29, ct. 3969; Ne 33, cr. 4386; Ne 45, cr. 5822; 2014, Ne 4, ct. 382,
10, ct. 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, cr. 5297; Ne 47, ct. 6603; 2016,
Ne 2. ct. 325; Ne 28, ct. 4741; Ne 33, cr. 5188; Ne 35, ct. 5349; Ne 47, ct. 6650;
Ne 49, ¢1. 6909, cT. 6910), npr ka3 eI BaO:

z

1. VrBepaurs npuiaraeMblid Ilopagox arrecTalid  yIOJIHOMOYEHHOIO
THIA TIPOM3BOAHTES JIEKAPCTBEHHBIX CPEACTB AJIA BEeTEPUHAPHOIO IPHUMEHEHHS.

2. HacTosmwmii npukas Bctymaet B cuny ¢ 1 ¢pespana 2018 ¢

MuHHCTp A .H.Txaues



YTBEPXIEH
npukazoM MuHceapxo3a Poccun
ot 20 anpesnst 2017 r. Ne 192

MOPAAOK
aTTECTAIMH YIOJHOMOYEHHOr0 JINIA IPOH3BOAUTEIS JIEKAPCTBEHHBIX CPEICTB
AJIF BeTEPHHAPHOTO IPHMEHEHHA

I. O61ue noyoxKeHHA

1. Hacrosmuii Ilopsagok ompenenser NpaBUiia NPOBEASHHS AaTTSCTAIHU
YIOMHOMOYEHHOI0  JIML[a  TPOM3BOMUTENSA  NEKApCTBCHHBIX  CPeACTB I
BETEPHHAPHOTO ITPIMEHEHHS.

2. ATTecTauus YIOJIHOMOYEHHOrO JIHI[A IIPOM3BOAMTENA JIeKapCTBEeHHBIX
CpelCTB Ui BeTEPUHAPHOrO TpPHMEHEHM: (Janee — YHIOIHOMOYEHHOE ITHLO
TIPOM3BOJHUTE IS) MPOBOAUTCS ATTECTAMOHHOM KomuccHed Muncensxosza Poccun
(natee — ATTecTAUMOHHAsA KOMMCCHA) B LEISX ONEHKH 3HAaHMH paGoTHHKE
IPOHM3BOMTENS JEKAPCTBEHHBIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHHS
(mamee — 3afBHUTENh, ATTECTYEMOE JHI0), HEOOXOAWMBIX I BBITOJHCHASA HM
OOs3aHHOCTEN  YIIOJHOMOYEHHOTO JHML@A IPOU3BOJMTENA, I[[PEAYyCMOTPEHHBIX
gacTbro 6 ctathu 45 ®enepanpHoro 3akoma or 12 ampens 2010 r. Ne 61-®3
«(06 obpallleHHH TeKapCTBEHHBIX CPEACTB».

3. ATTecTalus YITOJHOMOYEHHOIO JULA IPOU3BOIHTE/IS MPOBOUTCA OJIMH pa3s
B MATH JIET.

4, CBeneHHs O JIHIAX, ATTECTOBAHHBIX B Ka4eCTBE YMOIHOMOYEHHOIO JIHIIA
IPOM3BOMTENS, pa3MellaloTcs Ha oduumanbHOM caiite MuHcensxo3a Poccuu
B MH(OPMAIHOHHO-TEICKOMMYHHKAIIHOHHOH ceTH «MHTepreT» (namee — ceThb
HTepHeT) ¢ coBMI0AeHHEM OTPAaHHHEHHH, yCTAHOBICHHBIX (DenepaibHbIM 3aKOHOM
or 27 moma 2006 r. Ne 152-®3 «Q mnepconansHbix maHHBIX» (Cobpanue
sakoHomaTenscTBa Poccuiickolt Menepauuu, 2006, Ne 31, cr. 3451; 2009, Ne 48,
cT. 5716; Ne 52, c1. 6439; 2010, Ne 27, ct. 3407; Ne 31, ct. 4173, cT. 4196; Ne 49,
cT. 6409; Ne 52, ct. 6974; 2011, Ne 23, cr. 3263; Ne 31, ct. 4701; 2013, Ne 14,
cr. 1651; Ne 30, c1. 4038; Ne 51, c1. 6683; 2014, No 23, ct. 2927; Ne 30, ct. 4217,
cT. 4243).

I1. ®opMupoBAHHE H OCHOBHBIE PYHKIHA ATTECTAKMOHHOH KOMHCCHH

5. TIlepcoHanmpHbBIM cOCTaB ATTECTAllMOHHOH KOMHMCCHHM yTBEpPKIaeTCH
npukazoM MuHcenbxo3a Poccnn.

B cocrap ATTeCTaLUOHHON KOMHCCHHM  BK/IIOUANOTCI MOPEICTaBHTEIH
MuHcenbxo3a Poccud M Poccenbxo3Haazopa, a Takke oOpasoBaTe/IbHBIX
OpraHM3alEii  BBICIIEro  00pa3’oBaHHA, IPO(ECCHOHATBHBIX 00be IVHEHHN
H OpraHu3aluii B 00JacTH o6pallieHUs IEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
NpPUMEHEHH.

KonnuecTBO 97€HOB ATTrecTallHOHHOMN KOMUCCHH, SBJISTIOLLITXCA
npeactaButelasMie  MuHcenbxoza Poccum W PoccenbxosHansopa,  JOJDKHO
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COCTABRJIATL HE MEHee MOJIOBHHEBI OT 00IIero KOJM4YECTBa YJICHOB ATTeCTAITHOHHOU
KOMHCCHH.

KonudgecTro YJIeHOB ATTecTalilHOHHOH KOMHCCHH, ABIAIOIIUXCA
NpeACTABUTENSAMI  00pa30BaTeNbHBIX opramsaiyit  BeICIIEro  00Opa3oOBaHMA,
npoeCCHOHANBHRIX OOBEANHEHUH | opraHusauuii B 00MacTH obpateHus
JIEKapCTBEHHBIX CPE/CTB JUIA BETEPUHAPHOTO MPHMEHCHHMS, TODKHO COCTABIATE HE
Gosiee TOIOBUHAI OT 0OIIEro KONMYEeCTBA YIEHOB ATTeCTalOHHOH KOMHCCHH.

CocTaR ATTecTALHOHHON KOMHcCHH (opMEpyeTcs TakuM ofpasoMm, yToOBI
6LUla HCKITIOMEHA BO3MOXKHOCTD BO3ZHHKHOBEHHA KOHQIIHKTA MHTEPECOB, KOTOPBIH
MOTI OBl TTOBIHATE HA IPHHHMaCMBbIe ATTecTalHOHHOH KOMHCCHEH pellieHHS.

6. [Ipencenatens ATTecTalHOHHON KOMHCCHH, SBISIOLIANACA [IPEICTaBUTENEM
Muncensxoza Poccun:

ocylnecTBifeT obuiee pPYKOBOACTBO  JAEATENBHOCTHIO ATTecTallMOHHOMN
KOMHCCHH,

ONpeAeISIeT JAThI saceqaHuil ATTECTALMOHHON KOMUCCHH,

npejceaaTeNbCTByeT Ha 3acCeNaHsIX ATTecTallHOHHOM KOMHCCHH, OpraHU3yeT
ee paboty;

061aaaeT MPaBoM PEMIAIOIIETrO TOI0Ca NPH MPUHATHH pelleHHH Ha 3aceIaHuAX
ATTecTanMoOHHOH KOMHCCHH,

OCYIIeCTBJIAET OOMIKi KOHTPOIb 38 peann3alued MPHHATHIX peLLeHMH;

pacnpenenier 00s83aHHOCTH MEXY WICHAMH ATTecTallHOHHOH KOMHCCHH;

TIOJMUCHIBAET TIPOTOKONEI 3acejaHuii ATTeCTALMOHHOH KOMHCCHH.

7. 3amectuTens mpencenatens ATTECTAMOHHOH KOMMCCHH HCIIONHACT
00sI3aHHOCTH  mpejicenarens ATTECTAUMOHHOH XOMMCCHH B €ro OTCYTCTBHE,
OCYIIECTBIseT WHble (PYHKIMHA 0[O I[OPYHCHHIO Tpencenarens ATTeCTallHOHHOH
KOMHCCHH.

8. Cekperapp ATTeCTaLIMOHHOM KOMHCCHM Ha3HA4aeTcs HW3 HHCTA
npencraputeneil MuHcenpxo3a PoccHy U OCYIIECTBIIACT:

HOJTOTOBKY MAaTepHaloB [Ulsl PACCMOTPEHHS Ha 3aCeIaHuiX ATTECTAITHOHHOMN
KOMHCCHH U MX PacCBUIKY BMecT¢ ¢ IpUrjiauleHueM Ha 3acelaHWe ‘LIeHaM
ATTECTALIHOHHOH KOMHUCCHH,

BeJEHUE TIPOTOKOIOB 3aceNaHrii ATTeCTAaUHOHHON KOMHCCHH, HAMPABICHHE
MX KO 1IeHaM ATTecTaudoOHHOM KOMICCHH M XpaHeHHe IPOTOKOJIOB 3ace/JaHtH
ATTecTaUHOHHON KOMHUCCHH.

9. OcHOBHBIMH QYHKIUSMI ATTECTAHOHHOH KOMUCCHU ABJIAIOTCS:

paccMOTpEeHUe [JOKYMEHTOB, MPENCTABICHHBIX 3ajABUTENEM B COOTBETCTBHUM
¢ nyukrom 11 nacrosmero [lopsnka;

OHEHKA TEOpPETHYECKUX 3HAHMHM  arTecTyeMoro JHIa, He0OXO0IHMBIX
Ji7151 BBIMIOJTHEHHS UM 00A3aHHOCTEH YIIOMHOMOYEHHOI'0 JIUIA NPOH3BOUTEIL;

OpUHATHE peleHuss 00 aTTeCTaluK (oTkaze B aTTeCTallMH) B Ka4eCcTBE
YIIONHOMOYEHHOTO JHI@ MPOM3BOAMTENS IO pPEe3yNbTaTaM TECTOBOTO KOHTPOJLA
3HAHUH;

OpraHM3aliid pPacCMOTPEHHs CMOPHBIX BONPOCOB M TPHHATAE [0 HHM
peleHui.



II1. IlpoBeneHne aTTECTALHH

10. K arTecTanuy MONMyCKAIOTC pabOTHHKH IMPOU3BOAUTENEH TeKapCTBEHHBIX
CPeACTB /T BETEPUHAPHOrO IPHMeHeHUs ([anee — NPOM3BOMUTENb), HMEIONIUE
crax paBoTHl He MeHee YeM IIATh JIET B 00/1acTd NPOM3BOACTBA U (MJIM) KOHTPOJIA
KAa4ecTBA  JIGKAPCTBEHHBIX  CpEJCTB, BhICIIee  00pasoBaHme [0  OJHOH
W3 cIenHanbHOCTell W (HIH) ONHOMY W3 HampapieHWH MOITrOTOBKH: OHONOrHs,
OHOTEXHONOTUS, BETEpHHApYs, IJIMHHYECKas  MeJMUMHa,  paavaldoHHad,
XHUMHYecKas M OWoJorudeckas 3amuTa, dapMarus, QyHJaMeHTanibHas MeIHIHHA,
XUMHYECKAsA TEXHOIOMHA, XUMUS.

11. JInst mpoXoKAEHUS aTTECTALMY 3aABUTEIb HANPABIACT B ATTECTallMOHHYIO
KOMMCCHIO 3asBIIEHHE O IIPOXOXKIEHUM AaTTecTalHH, B KOTOPOM YKa3bIBAOTCA
MOYTOBBIA ampec M aJpec DIEKTPOHHOM MOYTHI 3aiABHTENA, C IPUIOKEHHEM
CIIEAYIOMIFX AOKYMEHTOB:

a) oT4eT 0 MpPO(ecCHOHANBHON IeATENBHOCTH 3aABMTENA, MOMMMCAHHBIH
3asBUTENeM, COIrIACOBAHHEIM ¢ PYKOBOAMTENEM IPOH3BOJMTENS M 3aBePeHHBIH
fleYaThi0 Npou3BOAMTENS (TMPM HaIWYKM), PabOTHHKOM KOTOPOTO ABJACTCH
3aBUTENb. B oTdere o MpodecCHOHANBHON AEATENBHOCTH JOIDKHA COAEePKATHCA
creayomas HHQopMaIHs:

ONHCaHHEe BBIIOIHAEMEIX paboT;

TS 3asSBUTEJNEH, TPOXOMAIINX aTTECTAIIHIO IIOBTOPHO, — CBEJICHUA O HAIMIUH
MM OTCYTCTBHH IOCTYITHBIIHX B aJIPeC NMPOU3IBOAMTEN, PAGOTHHKOM KOTOPOTO
ABIIIETCS  3adBUTEeNb, ka0l Ha  KadecTBO  JICKapCTBEHHBIX  CPEICTB
AN BETEPHHAPHOTO TpPUMEHEHHs, IPEANWUCAaHHM YMONHOMOYEHHBIX OPraHoB,
OCYLIECTRISIONUX TOCYAApCTBEHHBIH KOHTpomb (Han3op) 3a TMPOU3BONCTBOM
W KaueCcTBOM JIEKAPCTBEHHBIX CpPEACTB [UIA BETEPHHAPHOIO TMPHMEHEHHH,
pe3yNbTaTOB MHCIIEKIHOHHBIX MPOBEPOK, 8 TAKKe O NPHHATBIX IO HUM PEeIICHHAX
IPOM3BOUTENA 38 TIEPHO I PA0OTHI Y HEro 3asiBHTEILT,

6) XapakTepucTHKa, MOJANMACAHHAA  PYKOBOOMTENEM  TPOM3BOAWTEINA
¥ 3aBepeHHas TMeyaThio NPOW3BOAMTeNA (TP HANMYMH), PAaGOTHHKOM KOTOPOrO
SBIAETCS 3aABHUTENb, COAEpXKallad BHIBOIbI O NpodieCcCHOHANBHOU JeATeIbHOCTH
3asABUTEILS;

B) HAIpaBIcHUE 3asBATENd HAa aTTECTAIMIO, MMOANHCAHHOE PYKOBOAHMTENIEM
NpOM3BOAMTENS M 3aBEPeHHOE MedaThlo Mnpouspojuresss (MpH HAJIMYUH),
paGOTHHKOM KOTOPOTO SIBISETCS 3asBHTEIIB;

r) 3apepeHHbIE B YCTAHOBIEHHOM 3aKOHONATENbCTBOM  PoccHiCKOH
Qepepaliy NOPAOKE KOIUH JOKYMEHTOB 00 o0pasoBaHWM H JOKYMEHTOB,
MOATBEPKAALOLINX TPYIOBYIO JAEATENLHOCTE;

1) Ina 3asBpTeneli, MPOXOAAINHX AaTTeCTALHIO [OBTOPHO, — PEKBU3UTHI
nprkasa Murcensxosza Poccnu 06 artecraruu (0TXase B aTTECTAUMH) B Ka4eCTBE
YHOTHOMOYEHHOTO JTHIA IPOH3BOAUTEA;

e) I8 3adBUTENECH, NPOXONAIIMX aTTeCTallfio MOBTOPHO, — B Cilytae
H3MEHEeHMs (aMWIMH, WMMEHH, OTHECTBA 3aABUTENA TOCTAE  MPOXOMICHHS
ATTECTALMM TAKKe NPHIATACTCA KOMHA IOKYMEHTA, NOATBEPKAAIOIIErO (akKT
W3MeHeHnd haMIuIii, TMEHH, OTYCCTBA.
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12. 3asiBneHHe U JOKYMEHTHI, MOCTYIHBIIHE B ATTECTALHOHHYIO KOMHUCCHIO,
PETHCTPHPYIOTCS CEKPeTapeM ATTECTALHOHHON KOMUCCHH B JKyPHANIE PerucTpalH
JOKYMEHTOB B JIeHb HX TIOCTYILICHHUA.

BejeHre W XpaHEHME KypHAJa PETMCTPALIHM JIOKYMEHTOB OOecIeyuBaet
cekpeTaph ATTecTAHOHHOW KOMUCCHU.

13. 3asBNeHWe M JOKYMEHTBI, TipedycMOTpeHHBle NMyHKToM 11 Hactosiero
[Mopsaxa, paccMaTpuBalOTCd Ha O4YEPEIHOM  3aceiaHuu ATTECTalHOHHOH
KOMUCCHH. 3aceqaHHe ATTeCTAllHOHHON KOMUCCUH NMPOBOAMTICH HE PEXe OJHOro
pasa B MecAll.

UnenaMu ATTecTallHOHHON KOMHCCHH OILIEHUBACTCA MOJIHOTA M [IOCTOBEPHOCTD
IpeACTABIICHHBIX 3asBUTENleM CBEJCHHMH, a TakKe MPOBEPSETCI COOTBETCTBUE
3afBHTEI TpeOOBAHMSM, YCTAaHOBNEHHEIM MyHKTOM 10 HacToswero Ilopsaaxa.

14. Tlo pesynbTaraMm 3acefaHis ATTECTAL[HOHHOM KOMHCCHHM TIPHHHUMAECTCA
peIIcHHUE:

O JIOMYCKE 3asABUTENS K IPOXOXKACHHUIO TECTOBOIO KOHTPOIIS 3HAHUH;

06 0TKa3e B IpUeMe JOKYMEHTOB Yy 3asBUTENS C YKa3aHUEM MPHYIHHBI 0TKa3a.

15. ATTecTanMOHHAA KOMUCCHS IIPHHHMAeT DEIISHHE MYTeM OTKPBITOro
rojocoBanus. Kax /sl uneH ATTecTallHOHHOH KOMHCCHH HMEET OJIHH r'0JI0C.

MyHMMATBHOE  KOJNMYECTBO  4WIEHOB  ATTecTalMOHHOM  KOMHCCHH,
HeoOXOIHUMOE [T MPHHATHSA PeIleHHs TyTeM OTKPRITOrO TOJIOCOBAaHNUs, COCTABIACT
[ATh YENOBEK.

16. Pemenme ATTECTAIIMOHHOH KOMMCCHH IIPHHHMAETCH OOJBIIMHCTBOM
roJIOCOB YWIEHOB KOMHCCHHM, MPUHABIIHX yuyacThe B 3acemaHuu. [Ipu paBeHCTBE
rolloCOB pelICHHe TIPHHHMAaeT /MO, NpelcefaTebCTBYIONee HA 3accIaHuM
ATTecTanoHHON KOMHCCHH.

17. Pewrenne ATTecTALIMOHHOM KOMHCCHH OQOpMIIAETCA MPOTOKOJIOM
3acenaHnsd ATTECTAI[HOHHOM KOMHMCCHM H IOJINMCHIBAETCA IpeAceHaTelieM
ATTeCTAIlMOHHOH KOMHACCHH.

18. Unewbl ATTecTAI[HOHHOH KOMMCCHH, HE COLJACHLIE ¢ IIPHHATHIM
peIlleHreM, BIIpaBe BEICKa3aTh 0CO00OE MHEHMe, KOTOpOe IOIJIeKHT 3aHECEHHIO
B IPOTOKOI 3aceJaHusl ATTECTAIOHHON KOMHCCHH.

19. Pemrenne ATTecTAUMOHHOM KOMMCCHH B CPOK, HE NPEBBIIAOIIHN MATH
pabounx mHeil ¢ MOMEHTA €ro NPUHATHSA, JOBOAUTCS CEKpeTapeM ATTeCTalHOHHOMH
KOMHMCCHH [0 CBEJEHMA 3adBHUTENA TOCPEICTBOM  DAEKTPOHHOH  IOUYTHI
C MOCIEAYIOLUIMM HAIIPABICHHEM [TOYTOBBIM OTIPABICHHEM:

YBEZIOMJIEHHSI O JOMYCKe K MNPOXOXKIEHHIO TECTOBOTO KOHTPOIS 3HAHWH,
a TakKe 0 BpEMEHH H MeCTe TPOBENICHHS TECTOBOI'O KOHTPOJIS 3HAHHUIA;

yBeJoMIeHuss 00 OTKa3e B NpPHEME [OKYMEHTOB 3asBHTENA C YKasaHHEM
NPUYHHGL OTKA3a ¢ MPUT0KEHUEM NPENCTABICHHBIX 3aABUTEIIEM JOKYMEHTOB.

20. Peumrenne 06 oTKase B MPHeMe NPeoyCMOTPEHHBIX MyHKTOM 11 HacTosiiero
[Topsnka NOKYMEHTOB 3asBHTENA TMPHUHHMAETCA B ClIyd9ae HMX NPEJICTABICHUA B
HENoNHOM 00BeMe, YCTAHOBJIEHHs HEJOCTOBEPHOCTH COLEpKAIUXCs B HHX
CBeleHH /MO0 HECOOTBETCTBHS 3asBHTENs TpeOOBaHMAM, YCTAHOBIEHHBIM
nyHakroM 10 Hactosiiero Tlopska.
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21. B ciayuae ycrpaHeHUS OCHOBAHHH, MOCTYXHBIUMX NPUYHHOHW OTKa3a
B TNPHHATUM NOKYMEHTOB, 3ajiBHTENh BIIPABE IOBTOPHO HAMPAaBHTH NOKYMEHTHI
B ATTeCTAllHOHHYIO KOMHCCHIO.

ITosTOpHOE paccMOTpeHHe ATTECTaHOHHOH KOMHCCHEH JIOKYMEHTOB
OCYILIECTBIIAETCS B CPOK, YCTaHOBICHHBIH MyHKTOM 13 Hactosiuero [lopsaka amnst
PacCMOTpPEHHS JOKYMEHTOB, X MCUHCIAETCS ¢ MOMEHTA ITOBTOPHOIO MOCTYMIICHHUS
JOKYMEHTOB B ATTE€CTALIHOHHYH) KOMHCCHIO.

22. TecTOBBIH KOHTpPOIb 3HAHUH MPOBOJHTCH B IMPHCYTCTBHHM HE MCHEE TPeEX
4IeHOB ATTECTALMOHHOM KOMHCCHH B CPOK, He TPEBBILAIOINH ABaIIaTH pabodmx
AHeH CO JHs HapaBICHUA 3asABUTEIIO YBEJOMIIEHHS O JOIYCKE K MPOXOXJCHHIO
TECTOBOTO KOHTPOJIA 3HAHUH.

23. TecToBbifi KOHTpOJNb 3HAHUIT [IPEAyCMAaTPHBAET BHINOJIHEHHE TECTOBBIX
3a[aHKll B TeUEHHME CTa JABAALATH MHHYT H [IPU3HAETCA NPOAICHHEIM TP YCJIOBUH
YCITENTHOTO BBINOMHCHUS HE MEHee CEMHAESCSTH MPOLEHTOB OT obwero ofsema
TECTOBBIX  3ajaHMi. IIpy TIPOXOXJCHHH TECTOBOrO  KOHTPOJISL — 3HAHHH
He IOIYCKAETCS HCTIONB30BAHUE ATTECTYEMBIM JIHLOM CIEUHAIbHOM, CIpaBO4MHOH
W WHOH JIMTepaTyphbl, THCHMEHHBIX 3aMETOK, CPEJCTB MOOHMIBHOH CBA3M W HMHBIX
CpeACTB XpaHeHHs U epeiavd HHOPMAaLlHH.

24. TecToBbIE 3aaHKs BKIIOUAIOT B cebf BOMPOCHI, Kacaloluecs TpeGoBaHuii
MpaBHN HAMJIeKalleldl [POM3BOACTBECHHOW TPAaKTHKH, a TaKxe TpeboBaHuil
PETHCTPAIHOHHOIO JOChe HA JIEKADCTBEHHBIH Tpermapar Uil BeTePUHAPHOTO
IpUMEHEHHA.

IlepeyeHsr TEM BOIPOCOB, BKJFOUEHHEIX B TECTOBBIE 33JaHHA, a TaKke
HOPMATHMBHBIX IPAaBOBBIX AKTOB, 3HAHHE KOTOPBIX HEOOXOAMMO ISl BBIOJHEHHA
TECTOBBIX 3aJaHuil, NOAJISKUT ONMyONuKoBaHWIO Ha oduIuaTbHOM caiTe
Muncensxo3za Poccun B cetu MHTepHET.

25. Tlo pe3ynpTaTaM TECTOBOrO KOHTPONS 3HaHMH ATTecTalHOHHOH
KOMMCCHeH MpUHUMaeTC s peIlicHHE:

06 arTecTal[MH AaTTECTYeMOT0 ITHIA B KadecTBe YMOJIHOMOYEHHOIO AHLA
MPOH3BOAWTENS B CIydae BBINOJHEHHS ATTECTyeMBIM JIMLOM CEMMIECATH
IPOLEHTOB U Golree OT 001IEro 00beMa TECTOBLIX 3a[AHHH,

00 0TKa3e B ATTECTALHH B KAYeCTBE YIOJHOMOYEHHOIO JHIA IIPOH3BOAUTEI
B CJIy4ae BBIMOJHEHHA AaTTECTyeMbIM JHUIIOM MeEHee CEMHOECITH TMPOLUCHTOB
oT 00111er0 00BEMA TECTOBLIX 33 JAHHH.

26. JlomyckaeTcsi MepeHOC BPEMEHH TIPOXOXKIEHHS ATTCCTYeMBIM JIHIIOM
TECTOBOTO KOHTpONs 3HAHWH B Cily4ae [IpelBapHTeNBHOro (He IO3jHee
YeM 3a OJHH /IeHb) YBEAOMIIEHHS ATTECTYEMbIM ITHIIOM ATTECTalHOHHOH KOMHCCHH
0 HEBO3MOXKHOCTH ABKH Ha [IPOX0XKIEHUE TECTOBOTO KOHTPOIIS 3HAHMKH ¢ YKa3aHHEM
MPUYMHEL. -YKa3aHHOE YBEeJOMIEHHE ATTCCTALHOHHOW KOMHCCHY HANpaBIIeTCs
aTTECTYEMBIM JIHIIOM B ISKTPOHHOH (opme win Ha OyMaXKHOM HOCHTEJIE.

27. ATTecTaupoHHas KOMHCCHS He TO3/IHee MIATHAALATH pabodix JHeH co qHA
NPUHATHS OJHOTO U3 YKa3aHHBIX B IyHKTe 25 Hactosmero [Topsanxa peleHuii:

ofecrieduBaeT W3faHUe MNpHKaza Muncensxoza Poccun 00 aTrecTauuu
B KauecTBe YIIOJHOMOHYEHHOTO JIMIia MPOU3BOAMTENS, pa3MelleHHe CBeJeHHH 00
aTTeCcTallHd HA oduLMaIsHOM calTe B ceTH HIHTEpHET W HampaBileHUC (BBLHAYY)
KOMMH npHkaza MuHcensxos3a Poccuu 3adsuTelno;




obecrieunBaeT M3NaHMe nOpuKaza MwHcensxoza Poccum 00  orkase
B aTTECTAllMM B KA4eCTBE YIIOTHOMOYEHHOIO JIHIA MPOH3BOAMTENA U HAlIPABICHHE
(BBIAAYyY) KOIMH IpHKa3a MuHcenbxo3a Poccuu 3asBUTENIO.

28. ATTecTyeMble JMLA, He NpOIIEAMIME AaTTeCTallHI0 B Ka4yecTBe
YIOJTHOMOYEHHOTrO LA MPOU3BOJUTEN, JIOMYCKAIOTCA K NOBTOPHOH aTTecTalMH
He paHee 4eM 4epes TPH MeCsla cO JHA TTOAICaHusA NpHKa3a Muncensxo3a Pocenn
00 OTKa3e B aTTECTAlHH B KAYECTBE YIOJIHOMOYECHHOI0O IHI[a OPOXU3BOIHTENA.

29. B ciiyuae HECOTNIAcHs aTTECTYeMOTO IIMLA ¢ PEIICHHEM ATTecTalnOHHOH
KOMHCCHH 00 OTKasze B AaTTecTallid B KayecTBE YIOJIHOMOYCHHOIO JHIA
NPOH3BOHTEISL OHO BIIPaBe 0OPATHTHCA ¢ aNeIUIALIMEH.

Anennauus  nogaerca B Muncensxoz Poccuu He TNo3aHee TpUALATH
KaJeHJapHBIX OHeil ¢ AarThl H3maHus mpukasa MuHcenmsxosa Poccuu 00 oTkaze B
aTTECTALMH B KAYECTBE YIIOMHOMOYEHHOIO JIMI[A MPOH3BOIUTEISA.

Anentauus CoCTapindgercs B JBYX DK3eMIUIpax: OJUH IIEPEJaeTcsl B
Muncensxo3 Poccun, Apyroi ¢ ToMeTkod O NpPHHATHH €€ K PacCMOTPEHHIO
Mpuncensxo3oM PoccHr ocTaeTcsd y aTTecTyeMOro JIMIA. YKa3aHHas aneuTsains
paccMaTpUBAETCS 3aMmecTureneM MHHHCTpa celbCKoro xossictsa Poccuickoil
depepalyy B TeUeHHE ecATd pabounx AHEH, CIeayIouX 3a JHEM ee ITOAAH.

30. Ilo pesynbTaTaM pacCMOTPEHHA ATIENIANNA IPHHAMACTCS pelieHHe:

00 OTKJIOHEHHH anesIalHA U COXPaHEHHH pPe3yIbTaTOB aTTECTALIMU, KOTOPOE
NOBOIUTCA JO AarTeCTyeMOro JIHLIA ceKpeTapeM ATTECTAHOHHOH KOMHCCHH
NOCPENCTBOM BISKTPOHHOM ITOYTHl ¢ IOCNEAYIOIIMM HamnpaBieHHeM [OITOBBIM
OTIIPABJICHUEM;

06 YMOBIETBODEHHM AaTENAINAM M OTMEHe Npukaza Muncenbxosa Poccuu
00 oTKa3e B ATTECTAIlHH aTTECTYEMOrO JIMIA B Ka4eCTBE YMOTHOMOHYEHHOTO JIHLA
OPOH3BOAUTEIA.

31. B caydae yposieTBOpeHHS aneusiuuH  MuHceapxozom  Poccun
NPUHHMAETCA pemlieHHe o0 arTecTalMy aTTECTYeMOro JMna B KavYecTBe
VIIOJTHOMOUYEHHOT'0 JIMLIA IIPOM3BOAUTEIIH.

IV. AHHY/IMpOBaHHE ATTECTAUMH B KaUecTBe YNOJIHOMOYEHHOI'0 JIHIA
NPOH3BOAHTEA

32. OcHoBaHMSMH JN4 AHHYJIMPOBAHMA  4TTECTAllAM B  KaueCTBE
yIOJTHOMOYEHHOTO JIHIIA IPOH3BOOMTEINS ABJISIOTCS:

IpecTaBIcHUE 3asBuTeneM B MuHcenbpxoz Poccri HETOCTOBEPHBIX CBEIEHHH
H JOKYMEHTOB JUIS [IPOXO0KICHHUS aTTECTAIIMH;

nojada YOOJHOMOYEHHBIM JIULIOM TPOH3BOJMTEN B ATTECTAlHOHHYIO
KOMMCCHUIO  3adBJIEHHS 00  aHHYJIHpOBaHMHM  aTTECTAallHH B KayeCTBE
YIIOTHOMOYEHHOIO JIHLA ITPOU3BOIHTEIA,

BCTYTIIEHHE B 3aKOHHYIO CHIIy PeLICHHS CyIa, KOTOPBIM YCTAHOBJEH (aKT
NPOM3BOJACTBA H pealu3alii $aibCHOHUIMPOBAHHEIX JEKAPCTBEHHBIX CPEACTB JUIA
BETEPMHAPHOTO NpUMEHEHHs H (WIH) OCYLIECTBISHHS IIpeANpPHMHHMATENBCKOH
IeATeNBHOCTH ¢ TpyOBIM HApyIUEHHEM JHMIEH3HOHHBIX TpeOoBaHWM B 4acTH
OCYLIECTBJIEHHsA TIPOM3BOACTBa JIEKAPCTBEHHBIX CPEOCTE C  HapylIeHHEM
TpeGoBaHUi TpaBWl HaAIeXalledl NPOM3BOJACTBEHHOH NPAaKTHMKH B CBA3H C




HEHA/IEKAMIHAM HCMOJHEHHEM YIIOJHOMOYEHHBIM JIMLUOM TIPOH3BOJUTE/IA CBOUX
o0si3aHHOCTEN.

33. B TeueHue mecATH pabovux AHEil ¢ MOMEHTA MOCTYIIEHHS HHQOPMALHH B
COOTBETCTBHM ¢ myHKTOM 32 Hacrosmero Ilopsgka mpoBoauTCs 3acelaHue
ATTECTAIMOHHON KOMMCCHM, Ha KOTOPOM  ATTeCTallMOHHOM  KOMUCCHEH
IPHHUMAETCA  pemieHde 00  AHHYJIHPOBAaHHM  &TTeCTAllAM B KauecTBe
YITOJTHOMOYEHHOT0 JTUIIA IPOU3BOIUTENS.

ATTeCTallMOHHAN KOMHCCHA He MO3JHEe TIATH pabounX JHEH Co AHA 3aCeNaHug
obecrieunBaeT M3JAHHE TMpHKa3za 00 aHHYNIUPOBAHMHM arTeCTallid B Ka4ecTBe
YIIOJIHOMOYEHHOTO JTHIA [POU3BOLUTEIS], PA3MEMIaeT CBE/ICHHUS Ha OQHIMATEHOM
caiite B cety MuTepHeT, HanpasisieT (Bpy4aeT) KOIUIO PHUKa3a ULy, B OTHOLICHUH
KOTOpPOr0 AaHHYIHpOBaHa aTTecTaldA B Ka4ecTBe YMOIHOMOYEHHOIO JIMIA
IPOM3BORHTENS.

34. Uzpanve npukasa MwuHcenpxo3za Poccur O NpeKpalieHHH aTTeCcTaldH
B KauecTBe YIOJHOMOYEHHOIrO JIMI[a TIPOM3BOIMTENA MO HCTCYSHHM CpOKa,
YKa3aHHOTO B TyHKTe 3 Hactosmero [lopsaka, He TpeGyerca.

—




