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MHHPICTEPCT]%O CEJ}I)CKOI‘O XO3SIMICTBA
POCCUUCKOU ®ENEPAIINA
(MuHcenpxo3 Poccun)

NPUKA3

ot 20 ampens 2017 r. Ne 192

MockBa

06 yreep:xaennu [opsiaka aTTecTalud YIOJIHOMOYEHHOYO JIHLA
NPOM3BOIHTEISl JIEKAPCTBEHHBIX CPEACTB [JIsi BETEPHHAPHOI0 NPHMEHEHM

B  memax  peammsauuu cratbu 45  DefepalbHOro - 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obOpaleHHH JIEKApCTBCHHBIX CPEACTB»
(Cobpanue 3axoHomarensctBa Pocculickoi @enepauiy, 2010, Ne 16, ct. 1815;
Ne 31, cr. 4161; Ne 42, ct. 5293; Ne 49, cr. 6409; 2011, Ne 50, ct. 7351; 2012,
Ne 26, ct. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477; Ne 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, cr. 4359, ct. 4367, ct. 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9;
No 23, ct. 3287; Ne 27, cr. 4194, cr. 4238, c1. 4283) U B COOTBETCTBHU

-]

¢ nommyHKkToM 5.2.25(38) IlonoxeHus 0 MHHHCTEPCTBE CEJIbCKOIO XO35HCTBA
Poccuiickoit ®enepalivi, yTBEPKISHHOIO MOCTaHOBIeHHWEM [IpaBuTenbCTBa
Poccuiickoii ®emepammu ot 12 wmions 2008 1. Ne 450 (CoGpanue
3aKOHOIATEIHCTBA Pocénﬁcxoﬁ ®enepanun, 2008, Ne 25, cr. 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, cr. 1119, c1. 1121; Ne 27, c1. 3364; Ne 33, ct. 4088; 2010, Ne 4,
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cT. 394; Ne 5, ct. 538; Ne 16, ct. 1917; Ne 23, cr. 2833; Ne 26, ct. 3350; Ne 31,
ct. 4251, cr. 4262; Ne 32, ct1. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888; Ne 7,
cT. 983; No 12, c1. 1652; Ne 14, ct. 1935; Ne 18, ct. 2649; Ne 22, ct. 3179; Ne 36,
ct. 5154; 2012, Ne 28, c1. 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;
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, c1. 4981; Ne 38, cT. 5297; Ne 47, ct. 6603; 2016,
Ne 2, ct. 325; Ne 28, c1. 4741; Ne 33, ct. 5188; Ne 35, cT. 5349; Ne 47, ct. 6650;
Ne 49, cr. 6909, cT. 6910), npru ka3 B Balo:

=

1. ViBepaute npunaraemsiii [lopsaok arrectaluy yYMOJHOMOYEHHOIO
JIMIIA TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB A/ BETEPUHAPHOI'O IPUMEHEHHUS.

2. Hacrosiuuii puka3 Bctynaet B cuity ¢ 1 gpespansa 2018 r,

MuHucTp A.H.TkaueB



YTBEPXJIEH
npuka3zoM MuHcenbxo3a Poccun
ot 20 ampenst 2017 r. Ne 192

MOPSIOK
aTTeCTAllHNA yIIOJ'lHOMO‘leHHOI"O JIHIA npomnonn"re.rm J'leKapCTBeHHle Cpe}_'lCTB
JAJIA BeTeanapnoro npnmenelmﬂ

1. O0mue noJsioKeHHus

1. Hacrosmmii Ilopsmox ompenenser MpaBuia IIPOBEACHHS aTTeCTallUH
YIOJHOMOYEHHOTO  JIMNA  IIPOU3BOJMTENS  JICKAPCTBEHHBIX  CPEICTB A
BETEPHHAPHOTO [IPUMEHEHHUSL.

2. ArtTecTalus YIOJHOMOYEHHOTO JIMI[A INPOM3BOAMTENS JIEKApCTBEHHBIX
CPENCTB Uil BETEPHHAPHOTO IPUMEHEHHs (danee — YMONHOMOYEHHOE JIHUIO
TIPOM3BOHUTENA) MPOBOAKUTCS aTTeCTALMOHHOKH kommccued Muncensxo3a Poccunt
(mamee — ATTecTaUMOHHAs KOMHCCHS) B ILEIAX OLEHKHM 3HAHHUMA paboTHHKa
IPOM3BOJAMUTENS JIEKAPCTBEHHBIX CPEJICTB M  BETEPUHAPHOrO IMPHMEHEHHS
(manee — 3adBUTENb, ATTECTYEMOE JIHIIO), HEOOXOAMMEIX JUIS BBIMIONHCHUS UM
OOSI3aHHOCTEH  YIIOJHOMOYEHHOTO JIML@ IPOMU3BOJMUTENA, IPEIyCMOTPEHHBIX
yacteio 6 craten 45 ®enepansroro 3akona or 12 ampens 2010 r. Ne 61-@3
«O06 ob6pallleHU N JTeKapCTBEHHBIX CPEACTBY.

3. ATTecTauus yIIOJIHOMOYEHHOTO JIMLA IPOU3BOAMTENS IPOBOIUTCS OAUH pa3
B IIATH JIET.

4. CenmeHus O NHUIAX, aTTECTOBAHHBIX B KAa4deCTBE YMOJIHOMOYEHHOIO JIMIA
MPOM3BOIHTENS, pasMelaoTcss Ha oduiManbHOM cakite Muncensxo3a Poccun
B HMHGOPMALMOHHO-TEIEKOMMYHHKAIMOHHON ceTH «MHTepHeT» (majiee — CeTb
MHTepHET) ¢ cOOM0AeHIeM OTPaHUUEHHM, yCTaHOBIEHHBIX DeiepanibHBIM 3aKOHOM
or 27 wmions 2006 r. Ne 152-®3 «O mnepconanpHbX AaHHBIX» (CobpaHnue
zakoHomarenascTBa Poccuiickoit ®enepauun, 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, ct. 3263; Ne 31, ct. 4701; 2013, Ne 14,
cr. 1651; Ne 30, ct. 4038; Ne 51, c1. 6683; 2014, Ne 23, ct. 2927; Ne 30, ct. 4217,
cT. 4243).

II. ®opMupoBanue H OCHOBHbIE GYHKIIMH ATTECTAIMOHHOH KOMHCCHH

5. TIlepcoHanpHBI cocTaB ATTECTAlMOHHOW KOMHCCHHM  yTBEPKAAETCHA
npuka3zoM MuHcensxo3a Poccnn.

B cocraB ATTecTalMOHHOM KOMMCCHHM BKJIIOYAIOTCSA MPEICTaBUTEIIH
Muncenbxo3a Poccuu u  PoccenbxosHaazopa, a Takxke o00pa3soBaTeIbHBIX
OpraHW3alliii  BBICIIETO  OOpa3oBaHUsA, MNPO(ECCHOHATBHBIX 00Be IUHEeHUMN
¥ OpraHu3aiyii B 06;1acTH 06palleHus JEKapCTBEHHBIX CPEJICTB ISl BETEPHHAPHOIO
ITPUMEHEHHUS.

KonyecTBO YJICHOB ATTtecTaliOHHOMN KOMHCCHH, SIBJISFOLITUXCS
npencraButesmMiu  MuHcenbxosa Poccum u PoccenbxosHansopa,  JOJDKHO
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COCTABJISTH HE MEeHee TIOJOBHHBI OT OOILIEro KONMYeCTBa WICHOB ATTECTallHOHHOH
KOMHMCCHH.

KonuuecTBo YJIEHOB ATTecTalMOHHON KOMHUCCHH, SIBJIAIOIUXCS
NpeACTaBUTENSIMU ~ 00pa3oBaTeNbHBIX oprammsaiuit BhICIIEro oOpa3oBaHUA,
npo)eCCHOHANBHBIX OOBEIMHEHUA H opranusamuii B obsacTH obpaieHus
JNIEKapCTBEHHBIX CPEJICTB JJIs BETEPUHAPHOTO HPHMEHEHHM, JOJDKHO COCTABIATh HE
Gosee TOJIOBUHBL OT OOIIEro KOJIMYECTBA WIEHOB ATTECTAlIHOHHON KOMHUCCHUH.

CoctaB ATTeCTALIMOHHOM KOMHCCHH (OpMHUpYETCs TakuM oOpas3oM, YTOOBI
6BUIa HCKIIFOYEHA BO3MOKHOCTS BOSHAKHOBEHHA KOH(MIMKTa HHTEPECOB, KOTOPBIH
MOT GBI OBJIHATH HA TPUHAMAEMBble ATTECTAl[MOHHOW KOMUCCHEH peleHHUS.

6. Ipencenarens ATTeCTAllMOHHON KOMHCCHUH, SABIISIIOLUIICS TIpeiCTaBUTEIIEM
Muscensxo3a Poccun:

OCyLIECTB/IsIET ~ o0miee PYKOBOACTBO  JEATENBHOCTBIO ATTecTalnMOHHOU
KOMHCCHH;

oIpedeNseT AaThl 3aceaHuil ATTeCTalHOHHOH KOMHUCCHH,

IpeaceIaTenbCTByeT Ha 3aCeaHusIX ATTecTallMOHHOM KOMHCCHH, OPTaHU3YET
ee paborTy;

00J1a1aeT MPABOM PELIAIOIIEro roj10ca Npy MPUHATHH pellieHnit Ha 3aCelaHMsX
ATTecTaliMOHHON KOMHCCHUH;

OCYILECTBJISET OOLIHI KOHTPOIb 3a peann3alell IPUHATHIX pelIeHuH;

pacnpezenseT 0043aHHOCTH MEXIY WICHAMH ATTecTallMOHHON KOMUCCHUH;

TIOMKCHIBAET MIPOTOKOJIBI 3acelaHuil ATTeCTAMOHHON KOMHCCHH.

7. 3amecturenp mnpeacemaressi ATTECTAMOHHOW KOMHMCCHH HCIIOJHSCT
06s3aHHOCTH mpencefareNisi ATTECTallHOHHOA KOMHCCHH B €roO OTCYTCTBHE,
OCYILIECTBISIET HHble (QYHKIWH IO IOPYYSHHIO IIpejcenaTesis ATTecTallHOHHOMN
KOMHMCCHH.

8. Cekperapp ATTeCTAalMOHHOM KOMHCCHM HA3HA4aeTCs M3 HHCIA
npezcraputeneii MuHcenpxo3a Pocciu U OCYIIECTBIIAET:

HO/ATOTOBKY MarepyaioB IJis paCCMOTPEHHUs Ha 3acelaHusaX ATTecTalMOHHOU
KOMHCCHMH M HMX PpAcCBUIKy BMeCT€ C IMpUIVIAlleHHeM Ha 3acefaHue WICHaM
ATTecTallMOHHON KOMUCCHH;

BeZleHHe IPOTOKOJOB 3ace[aHUH ATTeCTAlMOHHON KOMMCCHH, HANpPaBICHHE
1X KONt wieHaM ATTeCTalHdOHHON KOMUCCHH M XpaHEHHe IPOTOKOJIOB 3aceNaHmi
ATTECTAllHOHHON KOMUCCHH.

9. OCHOBHBIMH QYHKIUSIMHA ATTECTALIAOHHON KOMUCCUH SBIIAIOTCA:

PacCMOTpeHHe JOKYyMEHTOB, MPEACTABICHHBIX 3asABHTENIEM B COOTBETCTBUH
¢ nyakroM 11 Hacrosmmero Ilopsinka;

OLEHKA TEOPETHYeCKHUX 3HAHMM aTTeCTyeMoro JHIa, HEOOXOIUMBIX
JJIs BBIIIOJTHEHHUSI UM 00S3aHHOCTEH yIIOJTHOMOYEHHOTO JIMIA NPOU3BOAUTEIIS;

NpuHATHE pelleHHs 00 aTTecTaily (oTKa3ze B aTrTecTallid) B KadyecTBe
YIIOTHOMOYEHHOTO JIHIa HPOU3BOAWTENS IO pe3ynbTaraM TECTOBOTO KOHTPOJA
3HAHUM;

OpraHM3alds PacCMOTPEHHS CIIOPHBIX BONPOCOB M MPUHATHE 10 HUM
pelLIeHui.




I11. IIpoBeneHne aTTeCTALHH

10. K arrecTanuy JOIYCKAKOTCH PAaOOTHUKH MPOU3BOAUTENEH JIEKapCTBEHHBIX
CpeICTB Ul BETEPUHAPHOTO MPHMEHEHHMs (Janee — IPOU3BOAUTENb), UMEIOLIUe
cTax paGoThI HE MEHee YeM ISTh JIET B 00NaCTH MPOM3BOACTBA H (M) KOHTPOJIL
KauecTBa  JIGKAPCTBEHHBIX CPEJCTB, BhICIIee 00pasoBaHMe MO  OJHOH
W3 CIIeNMaIbHOCTEN W (MIH) OJHOMY W3 HANpaBleHWH MOArOTOBKM: GuoONOrud,
OMOTEXHOJIOTHS, BETEpPUHApWs, KIMHUYECKas  MENMIMHA, paJuallioHHad,
XUMHMYecKas ¥ GHoyorvdeckas 3amuTa, GpapManus, QyHIaMeHTalbHas MeAULHHA,
XUMHUYeCKas TEXHOJIOTHS, XUMUS.

11. JI1st OpOXOXKASHUS aTTECTAlUH 3asBUTENb HANPABISET B ATTECTAlHOHHYIO
KOMMCCHIO 3asiBIE€HHE O IIPOXOXIEHWM AaTTECTalliH, B KOTOPOM YKAa3BIBalOTCS
MOYTOBHIH afpec M agpec JIEKTPOHHOHW MOYTH 3asABUTENA, C IPHUIOKEHUCM
CIIEIYFOMIMX JOKYMEHTOB:

a) oT4eT O MPOQPECCHOHANBHON [eSTeNbHOCTH 3asBUTENs, [NOAMHCAHHBIH
3afBUTEIEM, COIIACOBAaHHBIM C PYKOBOJWUTENIEM IPOM3BOJUTENSA M 3aBEPEHHBIH
MeyaTpio npouspoauTens (MpY HaNUM4YuM), PaGOTHHKOM KOTOPOro ABJAETCH
3asBUTENb. B oT4ere 0 MpodecCHOHANBHON NEATENIbHOCTH IOJDKHA COAEPIKATHCA
creayromas uapopmaLus:

OIMCaHHE BBIIOJIHIEMBIX paboT;

TS 3asiBUTeNIEH, IIPOXOISALINX aTTECTAlMIO [IOBTOPHO, — CBEICHUA O HAIMYUH
WM OTCYTCTBHH TOCTYNHMBIIMX B afipeC NMPOU3BOAMTENS, PaCOTHHKOM KOTOpOTO
ABIsseTCs  3asBUTENb, Kamo0 HAa  KadecTBO  JIEKApCTBEHHBIX  CPEICTB
I BETEPHHAPHOTO TpUMEHEHHs, NpPeANHUCaHuil YNOJHOMOYEHHBIX OpraHoB,
OCYIIECTBISIONMMUX TOCYAapCTBEHHBIH KOHTPONb (Ha30p) 3a IIPOU3BOJICTBOM
¥ KauecTBOM JIEKAPCTBEHHBIX CpEACTB [UI1 BETEPUHApHOTO IMPUMCHEHHMS,
pe3yJIbTaToOB MHCIEKI[MOHHEIX MPOBEPOK, & TAaKKe O MPUHATHIX 10 HUM PELICHHIX
NPOM3BOAUTENS 3a IIEPHOJ PabOTHI y HETO 3asBUTEN,;

6) XapaKTepUCTHKa, IOJNMCaHHas  PYKOBOJHUTENEM  IPOM3BOAUTEIIA
¥ 3aBepeHHas IIeYaThlio Mpou3BoAuTeNns (IpH HATMYMU), PAbOTHHKOM KOTOPOTO
ABISETCS 3asBUTENb, COJAEpXKAIlasd BBIBOJBI O MNPOdeCCHOHATBHON [esTelbHOCTH
3assBUTEIIS;

B) HaIpaBlicHHME 3asBUTENII Ha aTTECTAIMIO, MOIMHCAHHOE PYKOBOIHMTEIEM
IPOM3BOJMTEN M 3aBepeHHOe MedaThio Mpom3Boputels (IpH HaJTI4HH),
paGOTHIKOM KOTOPOTO SIBJISETCS 3asBUTEIb;

r) 3aBepeHHBle B YCTaHOBIEHHOM 3aKOHOJATenbCTBOM Poccmickoi
Qepepallidl  MOpAKE KOIMH JTOKYMEHTOB 00 o00pasoBaHMM H JOKyMEHTOB,
TIOATBEPKIAIOIINX TPYAOBYIO NEATEIBHOCTE;

o) Ui 3agBUTeNed, NPOXOAAIMX AaTTeCTalHIo TOBTOPHO, — PEKBU3UTHI
nprkasa Muncensxo3a Poccnu 06 artectaruy (0TKase B aTTeCTalUH) B KauecTBe
YIIOJHOMOYEHHOTO JIMlia IPOU3BOTUTEILS;

e) mIs 3asBHTENEH, NPOXOIAIIMX AarTeCTalldio IOBTOPHO, — B cCiy4ae
W3MEHeHHsI (aMIJIMM, KMEHH, OT4eCTBa 3asiBUTEI II0CHAE IPOXOXKICHUSL
ATTECTALMM TAK)Ke IPHIAaraeTcs KOMHs [OKyMEHTa, MONTBEPXKIAIOEro (akT
u3MeHeHns GpaMUInK, UMEHH, OTYECTBA.
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12. 3asBneHMe W JOKYMEHTHI, MOCTYNUBIINE B ATTECTAIHOHHYIO KOMUCCHIO,
PETHCTPUPYIOTCS CeKpeTapeM ATTECTalMOHHON KOMUCCHH B JKypHAlIE PErHCTpaliiH
JOKYMEHTOB B JIEHb HX IOCTYIIICHHA.

BemeHue W XpaHEHHE J)KypHAla PerdCTpaliM JOKyMEHTOB oO0OecIednBaeTt
cekpeTaph ATTeCTallHOHHONW KOMHCCHH.

13. 3asBIeHHe ¥ JOKYMEHTHI, MPEAyCMOTpeHHbIe IMyHKToM 11 HacTosiero
[Topsiixa, paccCMaTpUBAIOTCA Ha OYEPeTHOM 3aCENaHWd  ATTeCTALHOHHOH
KOMHCCHH. 3acefaHue ATTECTAI[HOHHOM KOMMCCHM NPOBOJHUTCS HE pexe OJHOro
pasa B Mecsll.

YsreHaMH ATTECTal[HOHHOH KOMHCCHH OLIEHUBAETCS IOJHOTA U JOCTOBEPHOCTh
NpEACTABIECHHBIX 3asBUTENIEM CBEJIEHHH, a TakKe MPOBEPSETCs COOTBETCTBUE
3asBHTEN TPeGOBAHUSIM, YCTAaHOBICHHBIM ITyHKTOM 10 Hactoswero Ilopsnxa.

14. Tlo pesynbraTaM 3aceflaHus ATTECTALMOHHOW KOMHMCCHU TIPHHHMACTCA
pelIeHue:

0 JIOITyCKE 3aABUTEJA K [IPOXOXKIECHUIO TECTOBOTO KOHTPOJISI 3HAHHUH;

006 0TKa3e B IpHeMe JOKYMEHTOB Yy 3asBUTEIA C YKa3aHHEM NPUYUHBI 0TKa3a.

15. ATTecTanMoHHAsd KOMHCCHS TpPHUHHMMAeT peEIIeHHEe IIyTeM OTKPBITOro
rojocoBanus. Kaxpiit uiieH ATTeCTallMOHHOW KOMUCCHH UMEET OUH TOJIOC.

MuHuMaTbHOe ~ KOJIMYECTBO  WIEHOB  ATTECTAllMOHHOM  KOMHCCHY,
HeoOX0oAUMOoe I NPUHATHS PeIleHHUs IIyTeM OTKPLITOIO I'OJIOCOBAaHHS, COCTABIACT
IIATh YEJIOBEK.

16. Pemenne ATTECTALIMOHHOW KOMHCCHH TIPUHHMAETCA OOJBIIHHCTBOM
rOJIOCOB WIEHOB KOMMCCHM, NPHMHSBIOMX y4acThe B 3acejanuu. IIpy paBeHCTBE
TOJIOCOB peIleHHe NPUHHMAeT JHMIO, IIpeJcefaTeNbCTBYIONee Ha 3accIaHdH
ATTeCTalMOHHOW KOMUCCHUHU.

17. Pemrenne ATTecTallMOHHOM KOMHCCHH OQOpPMIIIETCS IIPOTOKOJIOM
3acemaHds ATTECTAllMOHHOW KOMHCCHMM U IOJIUCBEIBACTCA IMpeaceaTesieM
ATTeCTallMOHHOU KOMHUCCHH.

18. UneHsl ATTECTALlMOHHOM KOMHCCHHM, HE COIVIaCHBIE C IIPUHATBIM
pellleHHMeM, BIIpaBe BHICKa3aTh 0C000€ MHEHHE, KOTOpOe MOIEKHT 3aHECEHUIO
B IIPOTOKOJI 3ace/laHks ATTECTallMOHHONH KOMUCCHHU.

19. Pemrenue ATTeCTALMOHHOM KOMHCCHH B CPOK, HE IPEBBIIIAIOIINNA MATH
pabounx JHell C MOMEHTa ero HPUHSATHSA, JOBOAUTCS CEKpeTapeM ATTeCTallHOHHOH
KOMHCCHHM JO CBEICHHSA 3asiBUTENS TIOCPEACTBOM  DJIEKTPOHHOM  MOYTHI
C MOCJIEAYIOLIMM HAaIIPaBIE€HUEM [TOYTOBBIM OTIPABICHUEM:!

YBEOMIIEHHsI O JOMyCKEe K MPOXOXIESHHIO TECTOBOTO KOHTDOJIS 3HAHWH,
a TaKKe 0 BpEMEHH H MECTE MPOBEICHUS TECTOBOIO KOHTPOJIS 3HAHUH;

yBeqoMiIeHss o0 OTKa3ze B IpHEMe [IOKYMEHTOB 3asiBHTEI C YKa3aHHEM
NPUYHHBI 0TKA3a C MPUI0KEHHEM NPEICTaBICHHBIX 3asBUTEIIEM TOKYMEHTOB.

20. Pemienue 06 oTkase B IpUEME NPEIyCMOTPEHHBIX MyHKTOM 11 HacTosiero
[Mopsifka IOKYMEHTOB 3asBUTElN NPHHHMAETCA B Cilydae WX IIPE/CTABICHUS B
HEIoJHOM o00BeMe, YCTaHOBJICHHMs HENOCTOBEPHOCTH COAEPXKAIUXCS B HHUX
cBemeHH# OO0 HECOOTBETCTBHS 3asBHUTENs TpeOOBaHHWAM, YCTaHOBJICHHBIM
nyuktoM 10 HacTosimiero Iopsaka.
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21. B ciydae ycTpaHeHHs OCHOBaHHUM, MOCTY)XHBIIMX HPUYHHOW OTKa3a
B IPUHATHA JOKYMEHTOB, 3asiBUTENb BIPaBe IOBTOPHO HANpPaBUTh JOKYMEHTHI
B ATTECTAIMOHHYIO KOMHUCCHIO.

[ToBTOpHOE paccMOTpeHHe ATTECTALMOHHOM KOMHCCHEW JIOKyMEHTOB
OCYIIIECTBIISAETCS B CPOK, YCTAaHOBIEHHBIM ImyHKkTOM 13 Hactosiiuero Ilopsinka s
PacCMOTPEHUs JOKyMEHTOB, U UCYHMCIIAETCA C MOMEHTA MOBTOPHOI'O MOCTYIICHUS
JOKYMEHTOB B ATT€CTal{lHOHHYIO KOMHCCHIO.

22. TecTOBBIH KOHTPOJb 3HAHUI NMPOBOJUTCS B IIPUCYTCTBUH HE MEHEe TpexX
YJIeHOB ATTECTAIIMOHHON KOMHCCUH B CPOK, HE MPEBBILIAIOIIMH ABaALATH pabodmx
IHEH cOo JHA HaIpaBJeHUs 3asBUTEIIO YBEIOMJICHHS O JIOMYCKE K MPOXOXKICHUIO
TE€CTOBOI'0 KOHTPOJIS 3HAHUM.

23. TecToBbIli KOHTpPOJIb 3HAaHUM IpelyCMAaTPUBAET BBIMOJHEHHE TECTOBBIX
3aaHUl B TEYCHHUE CTA OBaALIATH MUHYT U [PU3HAETCA IIPOUAECHHEIM IIPH yCIIOBUHU
YCIIEIIHOro BHINOJIHEHH HE MeHee CEeMHIECATH IIPOLEHTOB OT OOIIero oO0BeMa
TeCTOBBIX 3afaHuii. IIpM TMPOXOXKISHHH TECTOBOrO  KOHTPOIA  3HAHHUM
He IOIMYCKAeTCsl HCIOIb30BaHHe aTTeCTYSMBIM JIMIIOM CIEMHAIbHOM, CIpaBOYHON
U UHOM NHUTepaTyphl, IMCHMEHHBIX 3aMETOK, CPEACTB MOOH/ILHOM CBS3W M MHBIX
CpEICTB XpaHeHUs U Nepefadl HHQOPMAaLUH.

24. TecToBbie 3a1aHUs BKIIOYAIOT B ce0s BOMPOCHI, Kacaroluecs TpeOoBaHui
NpaBWI  HAJUIEKALIECH MPOU3BOJCTBCHHONM IIPAKTHKH, & TaKxke TpeGoBaHuU
PETHCTPAl[MOHHOTO JIOChe HAa JIEKAapCTBEHHBIM Mpenapar Ijisi BEeTepHHApHOTO
IIPUMEHEHUS.

[lepeyeHb TeM BOIPOCOB, BKIIOYEHHLIX B TECTOBBIE 3aJaHUs, a TaKkKe
HOPMATUBHBIX MPABOBBEIX aKTOB, 3HAHHE KOTOPBIX HEOOXOIMMO IJIsl BBIIOJIHEHUS
TECTOBBIX 3aJaHMil, IOMJIEKUT OIyOIMKOBAHHIO Ha OQHUIHMATILHOM CaiTe
Mumncensxo3a Poccun B cet HTEpHET.

25. Tlo pesynbTaTaM TECTOBOTO KOHTpOJIS 3HAaHHMM ATTeCTAllHOHHOM
KOMHCCHEH MPUHUMAETCS PEILICHHE:

00 arrecTalil aTTECTyeMOro JHIA B Ka4yeCTBE YIOJIHOMOYEHHOTO JUIA
NPOU3BOMUTENS B ClIydae BBHINOJHEHHS QTTECTYEMBIM JIUIOM CEMUAECATH
IPOLIEHTOB U GoJiee OT 00IIero 06beMa TECTOBBIX 3a/IaHHH;

00 OTKa3e B arTecTallid B KayeCTBE YNOJHOMOYEHHOI'O JIULA IIPOU3BOAUTENIS
B Cilyyae BBHIOJHEHHUS aTTECTyEMBIM JIMIIOM MeHee CEMHUAECITH IPOLCHTOB
OT 0011ero 00beMa TECTOBBIX 3aJIaHUH.

26. JlomyckaeTcs NEpeHOC BPEMEHH IIPOXOXAECHHA aTTeCTYeMBIM JIHIIOM
TECTOBOTO KOHTpPON 3HAaHWM B Ciydae IIpelBapUTeNbHOro (He TIO31HEe
YyeM 3a OfIMH JIeHb) YBEIOMIIEHHS aTTECTyEMBIM JIULIOM ATTECTAllMOHHONH KOMHCCHH
O HEBO3MOXKHOCTH BKM Ha IPOX0XKIEHHE TECTOBOTO KOHTPOJIS 3HAHHI C yKa3aHHeM
IpUYKMHEL. YKa3zaHHOE YBEJOMIIEHHE ATTECTAlHOHHOW KOMHCCHH HAarpaBIsAeTCs
aTTeCTYeMBIM JIMIIOM B 3JIEKTPOHHOM (popMe Hnu Ha GyMaKHOM HOCHUTEIIe.

27. ATTecTalOHHAS KOMUCCHSA HE ITO3HEE MATHAIIATH paboyuX JHEH CO AHS
NPUHATHSA OJHOTO U3 YKa3aHHBIX B ITyHKTe 25 HacTosero Ilopsaka pemeHuii:

obecrieunBaeT W3JaHUe IpuKkasa MuHcensxo3a Poccunm 006 arrecTanuu
B Ka4yecTBE YIOJHOMOYEHHOTO JIMIa TPOU3BOIMTENSA, Pa3MELICHHE CBEICHHN 00
aTTecTalMH Ha o(UIHMAILHOM caiite B ceTH MHTepHeT M HampaBieHue (BbAady)
KoMuHK nprka3a MuHcesapxo3a Poccuu 3aiBUTENIO;




obecrieunBaeT HM3JaHME TNpHKaza MuHcensxo3a Poccun 00  oTkase
B aTTECTAllMM B Ka4eCTBE YIIOJHOMOYEHHOIO JIMIA MPOU3BOAUTENS U HalpaBICHUE
(BBIIA4y) Komuu Tpuka3a MuHcenbpxo3a Poccun 3asBUTEIO.

28. ArrecTyeMble JMlla, He TpOLIEAIIME AaTTECTAlMI0O B  Ka4veCTBE
YIIOJTHOMOYEHHOTO JIMIIa IPOU3BOJAMTENS, JOIMYCKAIOTCA K MOBTOPHOH aTTeCTalMH
He paHee 4eM Yepe3 TPH Mecsilia co JHS MOoAIMcanus npukaza MuHcenpxo3a Poccun
00 oTKa3ze B aTTECTAI[MH B KAYECTBE YIOJIHOMOYEHHOI'O JIMIA IIPOU3BOJUTEI.

29. B ciy4yae HecoOIJachs aTTeCTyeMOTro JIHLA C pelleHHeM ATTECTAlHOHHOM
KOMHCCHH 00 OTKaze B aTTeCTallUd B KayecTBe YIIOJIHOMOYEHHOIO JIHIfa
IPOU3BOAUTENSI OHO BIpaBe 0OPATHTECA C aleJUIALHeEH.

Anenngauusi momaercs B Muncenbxo3 PoccuM He mo3gHee TpHANATH
KaJleHIapHBIX JHe# ¢ JaThl W3maHus mpukasa MuHcenbxosa Poccun 06 oTkase B
aTTECTALlMK B KAUECTBE YIIOJHOMOYEHHOIO JIUIIA ITPOU3BOTUTEIIA.

Amnemsaius COCTaBlIfeTcd B [BYX OK3EMIUIIpaX: OJIUH IIeperacTcs B
Muncenbxo3 Poccum, apyro#t ¢ HoMeTKOM O NPUHATHM €€ K PacCMOTPEHHUIO
Muncensxo3oM PoccHu OCTaeTcst y aTTecTyeMoro JMna. YKa3aHHas amejuisilus
paccMaTpUBaeTCs 3amecTuTeneM MUHHCTpa CejlbCKoro xossictsa Poccuiickoit
deepalyiy B TeUeHHE JeCATH pabodnx AHEH, CISAYIONHNX 32 JHEM €€ IIOAATH.

30. I'lo pe3ynbTaTaM pacCMOTPEHHS alleIALUN NPUHAMAETCS PELIeHUE:

00 OTKJIOHEHUH aIeUIAlHY U COXpPaHEeHHH pe3yJIbTaTOB aTTECTAI[MH, KOTOPOe
JIOBOIUTCA IO AarTecTyeMOro JIHIa CeKpeTapeM ATTEeCTalHOHHONW KOMHCCHU
MOCPEACTBOM DIIEKTPOHHOH IOYTHI C MOCIEAYIOIIMM HampaBieHHEM [MOYTOBBIM
OTIIPABIICHHUEM;

006 yJOBIETBOPEHHH Aare/UIAlMH H OTMeHe mnpHkaza Mumcenbxo3a Poccuu
06 OTKa3e B aTTeCTald aTTECTYEMOTO JIUIAa B Ka4eCTBE YMOJIHOMOYEHHOTO JHIA
TIPOU3BOJUTENS.

31. B cnywae ymoBieTBOpeHWs amneuanud Muncensxozom Poccun
NpUHAMAETCS pelleHHe 00 aTTecTalMud aTTeCTyeMOro Jdna B KadecTBe
YIIOJITHOMOYEHHOTO JIMLA IIPOU3BOIUTEIA.

IV. AuHyiMpoBaHHe aTTeCTAIHH B Ka4ecTBe YIIOJTHOMOYeHHOr' 0 JTHIA
NPOU3BOJAHTE A

32. OcHoBaHMSMH [Ji1 AaHHYJIMpPOBaHMS  aTTeCTallid B  KadeCTBe
yIIOJIHOMOYEHHOT'O JTUIA IPOU3BOJUTENA ABJIAIOTCS:

TIpesicTaBIeHUe 3asBuTeNieM B MuHcenbx03 PoccHu HEIOCTOBEPHBIX CBECHUH
¥ TOKyMEHTOB JUIS [IPOXO0XKICHHS aTTECTAI[H,

foJaya YIOJHOMOYEHHBIM JIUIOM IPOM3BOJMTENS B ATTECTAlHOHHYIO
KOMUCCHIO  3asBJieHHSs 00  aHHYJUPOBAaHMU  aTTeCTalliM B KadecTBe
YIIOJTHOMOYEHHOTO JIUIIA IPOU3BOIUTENIS,

BCTYINIEHHE B 3aKOHHYIO CHILy PEILIeHHs CyJa, KOTOPHIM YCTAHOBJEH (akT
IPOM3BO/ICTBA M pealn3anuy GatbCHOHUIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB IJIA
BETEPMHAPHOTO NpUMEHEHHss W (WIH) OCYIUECTBICHHS MpeINpPHHUMATENbCKON
JeATENPHOCTH C TpyObIM HapyIIeHHEM JHIEH3UOHHBIX TpeOoBaHMH B 4YacTH
OCYIIECTBIIEHHsI TPOM3BOJACTBA  JICKADCTBEHHBIX CPEACTB C  HapylIEHHEM
TpeboBanuii TpaBWl HajIeXalled INPOM3BOICTBEHHOW MPAaKTUKA B CBA3H C




HEHaJUTeXaIllAM HCIIOJHEHUEM YIIOJTHOMOYEHHBIM JIMIIOM IPOU3BOIUTENS CBOUX
00s3aHHOCTEH.

33. B Teuenue necaTH paGouux aAHeH ¢ MOMEHTA MOCTYIIEHH HHPOpMAIUK B
COOTBETCTBHM ¢ NyHKTOM 32 Hacrosimero Ilopsaka mnpoBoautcs 3acelaHHe
ATTECTAIMOHHON KOMMCCHM, Ha KOTOpPOM ATTECTalMOHHOW  KOMHCCHEH
NIpUHHUMaeTcss  penleHHe 00  aHHYJMpOBaHWM — aTTeCTalldd B Ka4ecTBe
YIIOJTHOMOYEHHOTO JIUIA IPOU3BOTUTEIIS.

ATTeCTallMOHHAS KOMHUCCHS He MO3JHEe MATH pabodux JHEH CO JAHS 3acCefaHusd
obecrieunBaeT H3JaHUe INpHKa3za 00 aHHYJIUPOBAHMM arTeCTallMd B KayeCcTBE
YIIOJTHOMOYEHHOTO JIMUA [POU3BOAHUTENS, Pa3MEIIAcT CBE/ICHH HA OQHIHATEHOM
caiite B ceTu MIHTEpHET, HanmpaBisieT (Bpy4aeT) KOIMIO [IpHKa3a JIUIY, B OTHOIICHUH
KOTOPOr0 aHHYJMpOBaHa arTecTalldd B KauyecTBe YNOIHOMOYEHHOro JIHIa
IIPOU3BOJUTES.

34. Uspanue mnprkasza MuHcenbxosa Poccun o mpekpallieHHM aTTeCTaluH
B KadecTBe YIOJHOMOYEHHOTO JIMIA IPOM3BOJUTENS IO MCTEUYCHHH CPOKa,
yKa3aHHOTO B ITyHKTe 3 Hacrosiero [Topsaka, He TpeOyercs.
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