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MockBa

06 yreepxaennu Ilopsiaka aTTecTalHH YHOJIHOMOYEHHONO AHIA
NPOM3BOAMTEIN JEKAPCTBEHHLIX CPEACTB A5 BETEPHHADPHOIO NPHMEHEeHH

B  memax  peamusanuu  craten 45 @DefepalpHOro - 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 oGpareHUH JEKAPCTBEHHBIX CPEICTB»
(Cobpanue 3axoHomaTenscTBa Poccmiickoit denepauuu, 2010, Ne 16, cr. 1815;
Ne 31, cr. 4161; Ne 42, ct. 5293; Ne 49, cr. 6409; 2011, Ne 50, c1. 7351; 2012,
Ne 26, c1. 3446; Ne 53, cr. 7587; 2013, Ne 27, ct. 3477; Ne 48, c1. 6165; 2014,
Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, cr. 7540; 2015, Ne 10, ct. 1404; Ne 27,
cT. 3951; Ne 29, ct. 4359, cr. 4367, c1. 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9;
Ne 23, cr. 3287; Ne 27, cr. 4194, cr. 4238, cr. 4283) M B COOTBETCTBUH

¢ nmoamynktoM 5.2.25(38) IMonoxenus 0 MHHHCTEPCTBE CENBCKOTO XO3SiCTBA

o

<

Poccuiickoii ®efiepaiy, yTBEpXKACHHOro IOCTaHOBJeHHeM [lpaBuTenscTsa
Poccuitckoit ®emepammu ot 12 wmiows 2008 r. Ne 450 (CoGpanme
3aKOHOJaTeNbCTBA Pocénﬁcxoii denepamum, 2008, Ne 25, cr. 2983; Ne 32,
cT. 3791; Ne 42, ct. 4825; Ne 46, ct. 5337; 2009, Ne 1, c1. 150; Ne 3, ct. 378; Ne 6,
ct. 738; Ne 9, ct. 1119, cr. 1121; Ne 27, er. 3364; Ne 33, ct. 4088; 2010, Ne 4
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c1. 394; Ne 5, c1. 538; Ne 16, c1. 1917; Ne 23, ct. 2833; Ne 26, ct. 3350; Ne 31,
cr. 4251, cr. 4262; Ne 32, c1. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888; Ne 7,
ct. 983; Ne 12, cr. 1652; Ne 14, ct. 1935; Ne 18, cT. 2649; Ne 22, ct. 3179; Ne 36,
cr. 5154; 2012, Ne 28, cr. 3900; Ne 32, ct. 4561; Ne 37, ct. 5001; 2013, Ne 10,
cr. 1038; Ne 29, ct. 3969; Ne 33, ct. 4386; Ne 45, ct. 5822; 2014, Ne 4, ct. 382;
Ne 10, ct. 1035; Ne 12, ct. 1297; Ne 28, cr. 4068; 2015, Ne 2, cr. 491; Ne 11,
cr. 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, ct1. 6650;
Ne 49, ct. 6909, ct. 6910), ipu ka3 6 Bao:

©

1. ViBepaute npunaraemeri ITopsaaox arrecTalMu yHIOMTHOMOYESHHOTO
JIMLA OPOU3BOJUTEI JIEKAPCTBEHHBIX CPEACTB AJisi BETePHHAPHOTO TIPUMEHEHHSL.

2. Hacrosmwit npukas BeTynaeT B cuny ¢ 1 deppans 2018 ¢

Munuctp A.H.TxaueB



YTBEPXOEH
npuka3oM MuHcensxo3a Poccun
ot 20 anpens 2017 r. Ne 192

MOPAAOK
aTTeCTAIHH YIOJHOMOYEHHOI0 JIHLA NPOH3BOAUTEIN JIeKAPCTBEHHbLIX CPeacTB
AJs BETEPHHAPHOTO NPHMEHeHHSE

I. O6mue nonoxenns

1. Hacroammii Ilopsinox ompenensieT NpaBHia MPOBENEHHS aTTECTAUH
YIOJIHOMOYEHHOTO  JMLia IPOM3BOAUTENS  JIEKAPCTBEHHBIX CPEACTIB LA
BETEPHHAPHOT0 IIPUMEHEHHUS.

2. ATtrecTands YIMOJIHOMOYEHHOIO JIHIA IPOM3BOLMTENS JIEKAPCTBEHHBIX
CpelcTB /Ul BeTepHHAPHOrO IpuUMeHEHus (Janee — YNOTHOMOYEHHOE JIULO
MPOU3BOAUTEINA) MPOBOAUTCA aTTECTAIMOHHON KoMuccHeidt Muncensxosa Poccnn
(mamee — ArtTecTamuOHHas KOMHCCHS) B LeNSMX OIIEHKH 3HAaHWiT pabGoTHHKa
TIPOM3BORUTENS JIEKAPCTBEHHBIX CPEACTB [UI1 BETEPHHAPHOTO IPHAMEHEHH
(manee — 3ajgBUTENb, ATTECTYeMOE IHIIO), HEOOXONUMBIX I/ BHIOJHEHHS WM
obs3aHHOCTEH  YIIOMHOMOYEHHOrO JIHIA IPOU3BOAUTENA, TPEIYCMOTPEHHBIX
yacThlo 6 crarted 45 MepmepancHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3
«0O06 ofpallieHHH IeKapCTBEHHBIX CPEICTBY.

3. ATTecTauus yIOTHOMOYEHHOTO JIMLA IPOU3BOAUTENS NPOBOTUTCS OJUH pa3
B IIATB JIET.

4. CeeieHuUs O NHIAX, ATTECTOBAHHBIX B KA4YECTBE YIOJHOMOYEHHOTO JIMIIA
TIPOU3BOAUTEIIA, PasMEUIAOTCA Ha O(bI/IHI/IaIIBHOM cauTe MHHCCJ’IBXOB& Poccun
B HH()OPMalHOHHO-TEICKOMMYHHKAMOHHOM ceTn «MHTepHeT» (mamee — cerb
HHTepHeT) ¢ cobmoieHneM OrpaHuueHM, YCTaHOBIEHHBIX PenepalbHbIM 3aKOHOM
or 27 wmoas 2006 r. Ne 152-®3 «O mepcoHanbHBIX JaHHBIX» (CobOpamue
sakoHomaTenbcTBa Poccuiickoit ®enmepanuu, 2006, Ne 31, cr. 3451; 2009, Ne 48,
ct. 5716; Ne 52, ct. 6439; 2010, Ne 27, ct. 3407; Ne 31, c1. 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. ®opmupoBaHHe H OCHOBHbIE (PYHKIIHH ATTECTALHMOHHOH KOMHCCHH

5. TlepconanpHbili cocTaBp ATTECTALIMOHHOM KOMHCCHH YTBEpIKAAeTCA
npukazoM MuHcensxo3a Poccuu.

B cocraB ATTeCTallMOHHOH KOMHCCHM BKJIIOYAIOTCS [pPeACTaBUTENH
Muncensxo3a Poccun u  Poccembxo3namszopa, a Takke o00pazoBaTeNbHBIX
opraHuzaiii  BBICIIEr0  00pa3oBaHus, INPOGECCHOHANBHBIX  OGBENUHEHHMI
M OpraHu3auii 8 06/acTi 0OpalleHHs TeKapCTBEHHBIX CPE/ICTB IJIs BETEPHHAPHOTO
MIpUMEHEHHSL.

Konuuectso YJI€HOB ATTecTalioHHON KOMHCCHH, SIBJISTEFOIIIXCS
npencraBuTensMu  Muncensxosa Poccum u  PoccenbxosHagsopa,  HOMKHO
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COCTaBJIATh HE MEHEE IOJOBHHEI OT OOLIEro KOJNHYeCTBAa WICHOB ATTeCTallMOHHON
KOMHUCCHH.

Konuuectso YJIEHOB ArtTtecTanHonHOM KOMHCCHH, ABJIIOIINXCA
MIPEACTaBUTENAMH 00Opa3oBaTeNbHBIX OpraHu3anyii  Beicmero o6pa3oBaHUA,
npojeccHoHaNbHEIX 00beAMHEHMIT W opraHu3amuii B obmacTH oOpameHus
JIEKapCTBEHHBIX CPEJICTB JUI BETEpHHAPHOTO NPHMEHEHUS, TOJDKHO COCTABIIATh HE
GoJee TIONIOBUHBI OT 06MIIEr0 KONMYECTBA WICHOB ATTECTAlIMOHHON! KOMHUCCHH.

CoctaB ATTeCTaHOHHOH KOMHCCHH (opMHpyeTcs TakuM oOpa3oM, 4ToOHI
6bina UCKIIFOYEHA BO3MOXKHOCTh BO3HHKHOBEHMS KOH(IMKTAa WHTEPECOB, KOTOPBIH
MOT OBI TOBJIMATH HA IPUHAMAaeMBIe ATTECTallMOHHOM KOMHUCCHEH pelieHHs.

6. IIpencenarens ATTeCTAlIMOHHON KOMHCCHY, SBISIOIIAHCS IPEACTABATENEM
Mumncensxo3a Poccun:

OCYLIECTB/IET 0OOIIee pPYKOBOACTBO JeATENBHOCTBIO ATTeCTAllHOHHOM
KOMHCCHH,

ollpeessieT NaThl 3aceNaHuil ATTECTallOHHONH KOMICCHU;

TpeAceNaTeNbCTBYET Ha 3aCEAaHHAX ATTeCTallHOHHON KOMHCCHH, OPTraHU3YeT
ee paborty;

o0nafaeT rMpaBoM pelIaioIiero roioca Ipyu IPHHATHH PelleHHH Ha 3aceJaHUsIX
ATTecTariMOHHOM KOMHCCHH,

OCYIIECTBIET 001K KOHTPOND 33 peanu3alueii NPHHATHX pPeleHUH;

pacnpeensier 00S3aHHOCTH MeX Iy WieHaMH ATTeCTalluOHHON KOMUCCUH;

TIOAMKCLIBACT MMPOTOKOJBI 3aceJaHti ATTeCTaHOHHON KOMHCCHH.

7. 3aMecrurenp mpencenaTens ATTeCTALHOHHOH KOMHCCHH HCIIONHAET
0053aHHOCTH Mpefcenaresii ATTECTAHOHHOM KOMHMCCHM B €ro OTCYTCTBHE,
OCyILIeCTBIseT HMHble GYHKUMU MO TOPYYeHUIO Ipeicenarens ATTeCTALIMOHHON
KOMHCCHH.

8. Cexperapp ATTecTaMOHHOM KOMHCCHM Ha3sHayaeTcs M3 4ducia
npencrapuresiest Muncensxo3a Poccun U ocyIecTBIseT:

MOJITOTOBKY MaTepHalioB Ul PACCMOTPEHHUS HA 3acelaHusiX ATTeCTalHOHHON
KOMHCCHMH M MX DAacChUIKy BMECTe C IIpUIVIallleHHeM Ha 3acefaHHe wWIeHaM
ATTeCTAIMOHHOM KOMUICCHUH;

BeleHHe MIPOTOKOJOB 3acelaHHi ATTeCTallMOHHON KOMHCCHM, HallpaBleHHE
HX KOMUi 4jieHaM ATTeCTalMOHHOH KOMHCCHH U XpaHEHHE NMPOTOKOJIOB 3acefaHuil
ATTeCTalIMIOHHOH KOMUCCHH.

9. OCHOBHEIMH QYHKIMAMH ATTECTAMOHHON KOMUCCHH SIBIAIOTCA:

paccMOTpeHHe NOKYMEHTOB, NpPEACTaBICHHBIX 3asfBHTENIEM B COOTBETCTBHU
¢ myakroM 11 Hactosmero Ilopsaka;

OLCHKA TEOPETHYECKHX 3HAHMH AaTTeCTyeMOro JIHIA, HeoGX0JUMBIX
JUTsl BBITIOJIHEHHS UM 0OSA3aHHOCTEH YIIOTHOMOYESHHOTO JINIIa IIPOM3BOAMTENS;

NpUHATHE pelleHus 00 aTrecranuu (OTKa3e B arTecTallii) B Ka4ecTBe
YIOJIHOMOYEHHOr0 JMIia HpOU3BOAMTENS 10 PE3ylETaTaM TECTOBOIO KOHTPOJIS
3HaHUM;

OpraHH3allHs pPAcCMOTPEHHSI CHOPHBIX BONPOCOB H MPHHATHE MO HUM
pelLeHHi.



I11. IpoBeneHne aTTeCTANMH

10. K arrecranuu nomyckarotcst pabOTHHKH MPOU3BOAUTEINEH JIEKapCTBEHHBIX
Cpe[iCTB JUIsl BETEPUHAPHOTO HPHMEHEHHA (Jajiee — IPOU3BOJMTEIND), UMEIOUIHE
CTaX paboTEI He MeHee YeM ITh JieT B 00JIacTy MpOoM3BOACTBA B (WJIH) KOHTPOJIS
KauecTBa  JIEKAPCTBEHHBIX CpelCTB, BeICIIee  o0pa3oBaHHE [0  OJHOW
W3 COelManbHocTed W (WIM) OJHOMY U3 HampaBleHHWH MOArOTOBKU: OHONOTH,
OMOTeXHONOTWs, BeTepUHApWs, KIMHAYeCKas MeJUIWHA, paJualioHHAad,
XUMHAYECKas 1 Ouojormdeckas 3amura, dhapmanus, GpyHAaMeHTanbHas METUIHHA,
XMMHAYECKas TEXHOJOTHS, XUMUS.

11. Ins npoxoxAeHN aTTeCTAI[HY 3asBUTEIb HAlpaBiieT B ATTECTallHOHHYIO
KOMHCCHIO 3asBJICHHE O NPOXOKACHHH ATTECTAl[MH, B KOTOPOM YKAa3bIBaIOTCS
TIOYTOBEIF ajmpec M aipec SIICKTPOHHOW IMOYTHI 3agBUTENs, C IPUINOKEHHUEM
CIIEAYIOUIVX JOKyMEHTOB:

a) oTdeT O NpoeCCHOHANBHOH MeATeIbHOCTH 3asABUTENS, MOAMMCAHHBIH
3a4BHTEIIEM, COINIACOBAHHBI C pPYKOBOJMTENEM MPOU3BOAUTENA U 3aBEPCHHBIH
MedYaThbio TNPOM3BOAMTENS (NpH HANWYWHM), PAGOTHHKOM KOTOPOTO SBISETCS
3a4BHTENB. B OTYeTe O MPodecCHOHANBHON JEATENBHOCTH JOJKHA COAEPXAThCS
crefyionas uHpopMarys:

OITMCAHHUE BBIIOIHAEMEIX paboT;

JIA 3asIBUTeNIeH, IPOXONAIHMX aTTeCTAlHIO IIOBTOPHO, — CBEJIEHUS 0 HAJIMINHU
WY OTCYTCTBHH IOCTYIHBUIMX B aJpec MPOU3BOAUTENS, PabOTHHKOM KOTOPOTO
SBISETCH  3ajABHTENh, kanod Ha  KaueCTBO  JIEKQPCTBEHHBIX  CPEACTB
JUsL BETEPUHApPHOTO MPUMEHEHHs, TPeNNHCaHHil YIOIHOMOYEHHEIX OpraHOB,
OCYMIECTBIIIOMMX TOCYAApPCTBEHHBIH KOHTPOIb (HaA30p) 3a MPOH3BOACTBOM
W KadeCTBOM JICKADPCTBEHHBIX CPEACTB JUIA BETEPUHApPHOTO NpPUMEHEHHs,
Pe3yILTATOB MHCIEKIMOHHEIX MPOBEPOK, a TAKKEe O MPHHATHIX M0 HUM pEelIeHHAX
TIPOM3BOAUTEINS 32 IIEPHOX PabOThI y HEro 3asBUTENLA;

6) XapaKTepUCTHKa, TIOJNHCAHHAS  PYKOBOAUTENEM  IPOU3BOAUTENS
W 3aBEpeHHas [e4aThio MpousBoutend (MpH HaJW49uM), pabOTHHKOM KOTOPOTO
ABISETCA 3ajABHUTENB, COJEPXKAIas BBIBOABI O NMPO(ECCHOHANBHON AEATENBHOCTH
3asBUTEILS;

B) HANpaBJIeHUE 3asABHTENS HAa ATTECTAlMIO, MOANMCAHHOE DPYKOBOIHUTEIEM
TIPOM3BOAMTENA M 3aBEPEeHHOE MevyaTblo [pOoH3BoAuTeNs (UpH  HAIHYHH),
pa60THHKOM KOTOPOTI'O SIBISIETCA 3asBHUTEIIb,

T) 3aBepeHHbIE B YCTAHOBJIEHHOM 3aKOHOZATeNbCcTBOM Poccuiickoi
@enepanud MOPAAKE KOMHM JOKYMEHTOB 00 00pa3oBaHMM U JOKYMEHTOB,
TIOATBEPXKAAIOIUX TPYJOBYIO AEATENBHOCTD;

I) IOns 3asBUTENeH, MPOXOAALIMX AaTTECTAal[dI0 NOBTOPHO, — PEKBH3UTHI
npuka3za Muncensxo3a Poccuu 06 arrecranuu (OTKase B arTecTalldd) B KauyeCTBe
YIIOTHOMOYEHHOTO JIAIA IPOU3BOXUTENS;

€) Uil 3ajdBHTENIei, IPOXOAAIIMX ATTECTALMIO IOBTOPHO, — B ciydae
H3MCHEeHHs (aMuiiM, WMEHH, OTYeCTBA 3asiBUTENA TIOCHE IIPOXOXKICHHUS
aTTeCTAMH TAaKXe IMPHIAraeTcs KOMHUA HOKYMEHTa, TOATBEPKAAIOIETO (aKT
U3MeHeHus (aMIINK, IMEHH, OTYECTBA.
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12. 3asiBieHHe W DOKYMEHTHI, OCTYNHBIIME B ATTECTAIHOHHYIO KOMFECCHIO,
PETUCTPUPYIOTCS CeKpeTapeM ATTECTaI[MOHHON KOMHMCCHH B XypHale perHcTpalii
JOKYMEHTOB B JICHb HX NOCTYIUICHHS.

Bengenne W XpaHeHHe XXypHala PETHCTpalMH JOKYMEHTOB obecreunBaeT
ceKkpeTapb ATTeCTallMOHHOM KOMHCCHH.

13. 3asBnenne W MOKYMEHTHI, NpeAycMOTPeHHBIE IMyHKTOM 11 Hacrosmiero
[Topsinka, paccMaTpuUBAIOTCS Ha OYEPeNHOM 3acelaHih  ATTECTalMOHHON
KOMMCCHH. 3acefanue ATTeCTaMOHHON KOMHCCUH TPOBOIUTCSA HE PeXe OAHOro
pasa B MecsIl.

YrreHamu ATTeCTAlHOHHO KOMHCCHH OLIHHBAeTCS MOIHOTA U JOCTOBEPHOCTD
[IPEACTABIIEHHBIX 3asBUTENEM CBEleHHH, a TaKkKe IPOBEPseTCS COOTBETCTBUE
3aABHTENSI TpeOOBAHMAM, YCTaHOBJIEHHBIM IyHKTOM 10 HacTosmwiero [Topanxa.

14. Tlo pesymsTaTaM 3aceJaHUs ATTECTAl[MOHHOH KOMHCCHUM IMPUHUMACTCS
pellieHue:

0 JIOIYCKE 3astBUTEIIS K IIPOXOKICHHIO TECTOBOTO KOHTPOJIA 3HAHHIA;

00 oTKasze B npueMe TOKyMEHTOB Y 3asIBHTCIISL C YKa3aHUEM IPHYHHBI OTKa3a.

15. ATrecTalMOHHAasd KOMHUCCHS IpPHHUMAET pelleHWe MyTeM OTKPBITOrO
romocoBaHus. Kaxaplii uiieH ATTECTALIMOHHON KOMHCCHH UMeeT OJIHH I'oJIoC.

MusuManbHOE KOJIM4eCTBO 4JIEHOB ATTECTallHOHHOM KOMMCCHH,
Heo0X0aUMOe IS NPUHATHS PELICHNS I[yTeM OTKPHITOTO FOJIOCOBAHHSA, COCTABIAET
IISITh YeI0BEK.

16. Pemenne ATTECTAMOHHONW KOMHCCHH TPHHUMAETCA OGOJBIMHCTBOM
rOJIOCOB YIEHOB KOMHCCHH, NPHHSABIIAX y4dacTHe B 3acemanuu. IIpu paBeHCTBe
TOJIOCOB pEIIeHHe MPUHHMAeT [HIO, IIpe/CeZaTeNbCTBYIOMee Ha 3acefaHuu
ATTecTaiioHHO# KOMUCCHH.

17. Pemenne ArTtecraunoHHO# KoMHCCHH OQopMISETcss IPOTOKOJIOM
3acemaHud ATTECTallHOHHOHM KOMMCCHM U TIOJNHMCHIBaeTCS NpescefaTesnieM
ATTecTalIOHHOH KOMHCCHH.

18. Unensl ATTecTaUMOHHON KOMHCCHH, HE COINIACHBIE C IPHHATBHIM
peuieHreM, BIIpaBe BBICKa3aTh 000606 MHCHHE, KOTOpO€ MOIJICKHUT 3aHCCECHHIO
B IIPOTOKOJI 3ace/aHusi ATTeCTaHHOHHOM KOMUCCHY.

19. PemieHne ATTeCTalMOHHOW KOMHMCCHH B CPOK, HE HMpPEBbIIIAIOMINA TATH
pabouux mHell ¢ MOMEHTA ero MPHHATHUS, JOBOIUTCS CeKpeTapeM ATTeCTallMOHHOMH
KOMHCCHH O CBeJCHHs 3adBUTENA IIOCPEACTBOM  OJIEKTPOHHOM  IOYTHI
C HOCIIG,I[YIOII.H/IM HaIpaBJICHHEM IIOYTOBBIM OTIIPABIICHUEM:

YBEIOMIIEHHSA O [OMYyCKe K IPOXOXKAEHHIO TECTOBOTO KOHTPOIA 3HAHHIA,
a TaKKe O BpeMeHH U MecTe MPOBENeHHUs TECTOBOTO KOHTPOJIS 3HAHUIE,;

yBemomieHus o0 OTkase B HpHEME IOKYMEHTOB 3asBHTEN € YKasaHHEM
TIPUYUHEI 0TKa3a C [PIII0KCHHEM NPE/ICTARICHHBIX 3aIBUTENIEM JOKYMEHTOB.

20. Pemienre 06 oTkaze B pHeMe NpeAyCMOTPEHHBIX MTyHKTOM 11 HacTosIIero
Tlopsinka DOKYMEHTOB 3asBUTENS IPUHHUMAETCS B Clydae HX IIPEJCTABIEHUS B
HETOJHOM 00beMe, YCTaHOBIEHHS HEAOCTOBEPHOCTH COJNEPXKAIMXCS B HUX
cBegeHMH JHMOO HECOOTBETCTBHMS 3asBHUTENA TpeOOBaHWAM, YCTAaHOBIECHHBIM
myHkroM 10 Hactosmero IMopsnka.
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21. B cioyuae ycTpaHEHHS OCHOBaHHH, IOCTYXHBIIHX TNpPHUYHHOH OTKa3a
B NPHUHATHH JOKYMEHTOB, 3asBUTENb BIpaBe IIOBTOPHO HANPABHUTh NOKYMEHTEHI
B ATTecTallMOHHYIO KOMUCCHIO.

TloBTOpHOE paccMOTpeHHE ATTECTANMOHHOM KOMHCCHell JIOKYMEHTOB
OCYIIECTBIIETCA B CPOK, YCTaHOBNEHHBIA IMyHKTOM 13 Hacrosmero ITopsnxa pnd
PacCMOTpeHHS AOKYMEHTOB, M HCYHCIISETCS ¢ MOMEHTA MOBTOPHOIO MOCTYIUIEHHUS
JOKYMEHTOB B ATTECTALIMOHHYIO KOMUCCHIO.

22. TecToBBIif KOHTPOJIb 3HAHUI MPOBOAUTCA B NPUCYICTBHH HE MEHee TpexX
YIEHOB ATTeCTAI[MOHHOM KOMUCCHY B CPOK, He [IPEBbILIAIONIMI ABaAATH pabodmux
IHEl cO JIHS HANpPAaBIECHUS 3asSBHTENIO YBEIOMIIEHHS O HOMyCKe K MPOXOXICHHIO
TECTOBOTO KOHTPOJIA 3HAHU.

23, TecroBBIf KOHTPOJb 3HAHWII MpeTyCMATPUBAET BBINIONHEHHE TECTOBBIX
33a7aHUil B TeUeHHE CTA JBAAUATH MUHYT U IPH3HACTCA NPOMICHHBIM [IPH YCIOBHH
YCIIEIIHOrO BBHIMIONHEHHS HE MeHee CEMHIECSATH MpPOLEHTOB OT o6Imero oobema
TecTOBBIX 3amaHuit. Ilpm NpoxXOXAEHWH TECTOBOrO KOHTPONSA  3HAHHUM
He JOITYCKaeTCA MCIONB30BaHUE ATTECTyEMBIM JIHIIOM CIENUANBHOM, CIPaBOTHON
U MHOH JHUTEpaTypHl, TACHMEHHBIX 3aMETOK, CPEACTB MOGHIBHOM CBA3M M MHBIX
CpPEeICTB XpaHEeHU U Nepefadn NHMOPMaIUH.

24. TecToBBIe 3afaHus BKJIOYAIOT B ce0s BOMPOCH, Kacalomuecs TpeboBaHuit
OpaBui Hajjexaleil MpOM3BOACTBEHHON MpPaKkTHKHM, a Takke TpeOoBaHuii
PEeruCTPallHOHHOTO ROChe HA JIeKapCTBEHHBIH IIpemapar A BeTepHHapHOTO
TIPUMEHEeHUSL,

IlepeyeHs TeM BOIPOCOB, BKJIOYEHHBEIX B TECTOBBIE 3aflaHud, a TakKxke
HOPMAaTHUBHEIX TPaBOBBIX aKTOB, 3HAHHE KOTOPHIX HEOOXOAMMO HJIs BBITOJHEHHS
TECTOBBIX 3aJaHUi, MONIEKUT ONYONMKOBAHUIO Ha OQUIHAIEHOM caifte
Muncensxo3a Poccuu B cetn MHTepHeT.

25. Tlo pesymsTaTaM TeCTOBOTO KOHTPOJII 3HaHUH = ATTeCTAallMOHHOM
KOMHCCHeH IpYHUMAETCs pellieHHe:

o6 arrecTald¥ aTTECTyeMOIro0 JHI[A B KadyecTBe YIOJHOMOYEHHOTO JIMIA
NPOU3BOOUTENS. B Ciydae BBIIOJHEHHS aTTSCTYEMBIM JIMLOM CEMHIECSTH
IIpOLIEHTOB U Ooiee oT 06miero 06beMa TECTOBEIX 3alaHuH;

00 0TKa3e B aTTeCTalUU B KauecTBE YHOIHOMOYCHHOTO JTHIA TIPOM3BOIUTEISL
B CIy4ae BBIMONHEHHA AaTTECTyeMEBIM IMIIOM MeHee CEMHIECSITH IPOLEHTOB
OT 00111eT0 00BEMa TECTOBBIX 3aIaHUH.

26. Jlomyckaercs NepeHOC BpeMeHH IIPOXOXICHHS AaTTeCTyeMBIM JHIOM
TECTOBOTO KOHTPOJA 3HAaHWU B Cilydae [penBapuTenbHOro (He IIo3qHEE
YeM 3a OJIVH JieHb) YBeIOMIIEHHS aTTeCTYEMbIM JIUIIOM ATTECTAl[IOHHOH KOMHCCUH
0 HEBO3MOXKHOCTH ABKH Ha IIPOXOXK/(EHIE TECTOBOTO KOHTPOJII 3HAHHIA ¢ yKa3aHHeM
TIPUYMHBL. ' YKa3aHHOE yBeJOMJICHHE ATTeCTaIllMOHHOH KOMMCCHH HAIPaBIAETCS
aTTECTYEMBIM JILIOM B 3JIEKTPOHHO# (opMe min Ha OyMaKHOM HOCHTEIE.

27. AtTecTanioHHas KOMICCHSA HE NO31HEe [IMTHAMLATY paboyux JHel co THI
MpHHATHA ONHOTO U3 YKa3aHHBIX B MyHKTe 25 HacTosmero [lopsifka peleHuii:

obecrieynBaeT H3LaHMe Impukasa MuHcenbxoza Poccuu 06 arTecTanuu
B Ka4yecTBE YMOJHOMOUYEHHOIO JIMIA MPOU3BOIUTENS, pa3MelleHne CBelleHHH 00
aTTecTallMd Ha OQHULHAILHOM caiiTe B ceTu VHTepHeT W HampasieHHe (BBIAYY)
KonMu nprka3a Musncensxo3a Poccun 3asButento;



obecriequBaeT W3JaHWE Inpukasa MuHcensxo3a Poccun 06  orkaze
B aTTECTallMd B KaYeCTBE YIMOIHOMOYECHHOIO JIMIA NPOMU3BOAUTEINS M HAlPaBICHHE
(BbIaYy) KONUHM NpHKa3a MuHcenpxo3a Poccun 3asBuTenio.

28. ArtrecTyeMble JmMIa, He MNpoIUEANIde AaTTeCTAallMI0 B KadecTBe
YIOIHOMOYEHHOIO JIUIA NPOH3BOAUTENSA, JOIMYCKAIOTCA K [OBTOPHOM aTTeCTaluH
He paHee 4eM uyepe3 TpH MecqIla co JHA MoAMHcanusa npruka3za Muncenpxosa Poccun
00 0oTKa3se B aTTeCTAlHH B Ka4eCTBE YIOJIHOMOYEHHOT'O JIULIa POU3BOJAUTEIIS.

29. B cimyuae HecorjiacHs aTTECTyeMOrO JIMLA C pelieHHeM ATTeCTaliOHHOH
KomHccHH 00 OTKa3e B aTTeCTallMd B KavyecTBe YNOJIHOMOYCHHOIO JIMIA
TIPOM3BOAUTENS OHO BIpaBe OOPATUTEHCH € ameuIyei.

Anemnsmus mopmaercs B MuHcenbxo3 Poccunm He Mo3qHee TpHUALATH
KaleHJapHBIX JHell ¢ JaThl M3/jaHus mpuka3za MuHcensxo3a Poccun 06 orkase B
aTTeCTALH B Ka4eCTBE YIIONHOMOYEHHOTO JIMI[A IPOU3BOJUTENS.

Arnennsums cocTaBifeTcsl B JIByX 9JK3eMIULIpax: OJUH Iepenaerci B
Muncensxo3 Poccum, npyroil ¢ HoMeTKOHl O HPHHATHH €€ K pPacCMOTPEHHIO
Muncensxo3oM Poccuy octaercs y arrecTyeMoro JMLa. YKa3aHHas amlesUIsiius
paccmartpuBaeTcs 3amecTuTeneM MuHECTpa celbCcKkoro xossiictsa Poccuiickoif
Depepanny B TeUeHHE NeCATH paboyux aHel, CICAYIOMNX 33 JHEM ee TIoNaYH.

30. ITo pe3ynbTaTaM paccMOTpPEHHS aleIUIIIIH IPHHAMAETCS PelIeHHe:

00 OTKJIOHEHHH amneUIALAH N COXpaHEHHH Pe3yJbTaTOB aTTeCTaluH, KOTOpoe
JOBOIUTCS IO AaTTeCTYEMOro JHMIAa CeKpeTapeM ATTecTalluOHHON KOMMCCHU
[IOCPEACTBOM SJIEKTPOHHOM IMOYTHl C MOCIEAYIOIAM HamnpaBieHHEeM [10YTOBBIM
OTIIpaBIICHUEM;

00 YIOBIETBOPEHHM ameUIALNM M OTMEHe mprkasa MuHcenpxo3a Poccuu
06 OTKaze B aTTECTAllMH ATTECTYEeMOro JIMIA B KaUeCTBE YIIOJHOMOYEHHOTO JIMIA
IIPOM3BOAUTEIS.

31. B cnywuae yZIOBIETBOpeHHA amewauuu MuHcensxo3oM Poccun
OpUHUMAeTCd peineHHe o0 arTecTallM aTTeCTyeMOro JMIa B KadecTBe
YIIOJIHOMOYEHHOTO JIUIIa IIPOU3BOAUTENIA.

IV. Am-ly.nnponamle aTrrecTallud B Ka4YecTBe YIOJTHOMOYE€HHOI'0 JINHa
MPOH3BOAHTEHA

32. OcHoBanusMH [N AHHYJIHPOBaHMs  aTTECTAllAd B  KauecTBe
YTONTHOMOYEHHOTO JHIA IPOM3BOAUTENS ABIAIOTCS:

npeacTaBlICHHE 3aaBUTeNneM B MUHCeIbX03 POCCHH HEIOCTOBEPHBIX CBENEHMIt
H JOKYMEHTOB JJIS IIPOXOXKICHHUS ATTECTALHH;

MoAaya YIOJHOMOUYCHHBIM JIMLOM MPOU3BOJMTENS B ATTECTAL[HOHHYIO
KOMHCCHIO  3asBlieHHss 00  aHHyNMPOBaHMH  aTTeCTAllMH B  KauyecTBe
YIIOJTHOMOYEHHOTO JIMIIA IPOU3BOIMTEIS;

BCTYIMIEHHE B 3aKOHHYIO CHIIy PEIIeHHS Cyna, KOTOPBIM YCTaHOBIEH (akt
MPOU3BOACTBA M peaim3anin (arbCHOUIMPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB IUIA
BETEepHHApHOTO IPHMEHEHHS M (WIM) OCYLIECTBICHHS NpeANPHHAMATETLCKON
JEATENBHOCTH C TIpYOBIM HapyHIeHHEM JIMIEH3MOHHBIX TpeOOBaHMIT B YacTH
OCYIIECTBJIEHHS NPOM3BOACTBA  JIGKAPCTBEHHBIX CpPEACTB C  HapylIeHHEM
TpeGoBaHMil MpaBuNl HaUICkKAledl NPOW3BOJICTBEHHOW MPAaKTUKU B CBA3H C



HEHAUIEKALIUM HCHOJHEHHEM YIOJTHOMOYCHHBIM JIHIIOM TIPOU3BOJUTEINT CBOKX
00s13aHHOCTEH.

33. B Teuenwue gecaru pabounx jAHel ¢ MOMEHTa MOCTYIUIeHus MH(OpMaIuu B
COOTBETCTBHM ¢ NyHKTOM 32 Hacrosmero Ilopsaka mnpoBomuTcs 3acefaHue
ATTecTalMOHHOM KOMHCCHHM, Ha KOTOpPOM ATTECTAlMOHHOH  KOMHCCHEH
TNpPUHUMAaeTca  pelleHHe 00 aHHYJIMPOBaHWHM  aTTecTallid B  KauecTse
YHOOTHOMOYEHHOTI'0 JINIA [IPOU3BOAUTEILA.

ATTecTanpoHHas KOMHCCHA He mO3JHee MATH pabodux AHeH co THA 3aceaHus
obecrieanBaeT HW3JaHHE IpUKa3a o0 aHHYIHPOBAaHHHM AaTTECTAllMM B KayecTse
YIIOJTHOMOYEHHOTO JTHLA NPOM3BOAMUTENS, pa3MelliaeT CBeJleHHs Ha OQHIMATLHOM
caiite B cetn UHTepHeT, HanpasiseT (Bpy4YaeT) KOMHUIO NpUKa3a JHIy, B OTHOLICHHHU
KOTODOTro AaHHYNHpOBaHA aTTeCTalusi B KadecTBE YNMOJHOMOYEHHOTO JMIa
TIPOM3BOJUTENA.

34. Usnanue mpukasa MuHcensxo3a PoccHn 0 mpekpallleHHH aTTecTaluH
B KadecTBE YNOIHOMOYEHHOTO JIHIa NPOW3BOXMTENSA II0 HCTEYEHHH CpOKa,
yKasaHHOTO B IyHKTe 3 Hacrosiero Ilopsska, He TpeGyeTcs.
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