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nepevyHs J0KYMEHTOB, NPeAcTABIAEMBIX ATTECTYEMbIM YIIOJHOMOYECHHBIM JTHIOM
NPOM3BOUTE/Is JIEKaPCTBEHHBIX CPEJCTB rocyaapcrsa — wiena EBpasniickoro
IKOHOMHYECKOT0 0032, TANOB NPOoLEAYPHI H MOPSAAKA NPHHATHSA PelleHHH
00 aTTecTallii YIOJTHOMOYEHHbIX JIHI NPOH3BOANTEIEH JIEKAPCTBEHHBIX CPeCTB
AJI8 MeJHIHHCKOro NpuMeHeHHs B cooTBeTcTBHH ¢ IlopsinkoM aTTecTanuu
YIOJIHOMOYEHHBIX JIHI IPON3BOJHTEIEH JeKaAPCTBEHHBIX CPECTB,
yTBepkaeHHbIM pemienneM CoBera EBpasuiickoli 3KOHOMHY€CKOH KOMHCCHH
ot 3 Hostops 2016 r. Ne 73 «O Ilopsiake aTTecTAllHH YNOJHOMOYCHHBIX JIHIL
npou3BoxHUTe el JIeKAPCTBEHHBIX CPEACTB

B coorBerctBuu ¢ moxmyHkroM 5.2.162(1) Ilonoxenus o MuHKHCTEpCTBE
3apaBooxpaHeHuss  Poccuiickoit ~ @Defepauud, YTBEp)XKICHHOIO  IOCTaHOBJICHHEM
IIpasutensctBa Poccmiickoii ®enepamuu ot 19 mroms 2012 r. Ne 608 (CobGpanue
3aKoHomarenbseTBa Poccuiickoit @enepanuu, 2012, Ne 26, ct. 3526; 2020, Ne 23, cT. 3665),
NMpHUKa3blBalo:

1. YrBepmuth  mpuiaraeMple  NepeveHb  JOKYMEHTOB,  IPEJCTaBIIACMBIX
aTTECTYEMBIM YIIOJHOMOYEHHBIM JIMIIOM IIPOM3BOJHUTENS JIEKapCTBEHHBIX CPEICTB
rocyaapcTsa — 4WieHa EBpasHiCKOro 3KOHOMHYECKOIO COI033, 3Talbl IPOLEXYPHI
¥ TOPSJOK NPHHATHS PELIeHHH 00 aTTecTalliy YIOJHOMOYEHHBIX JIMIl IIPOU3BOAHTENCH
JNIEKapPCTBEHHEIX CPEACTB Il MEAMIMHCKOrO NpUMEHEHHs B cooTBeTcTBHH ¢ [lopsaxom
aTTeCTalldd  YMOJHOMOYEHHBIX JIMI[ IPOHM3BOAUTENEH JICKApCTBEHHBIX  CPEJCTB,
yTBepxaeHHEIM  pemreHneM CoBeta  EBpasuiickoM — 9KOHOMHYECKOH — KOMHCCHH
or 3 HosOpa 2016 r. Ne 73 «O [Ilopsaake arrecTauuy YNOJTHOMOYCHHBIX JIHII
TIPOM3BOANTENEH TEKaPCTBEHHBIX CPENICTBY.

2. HacTosmmii mpuKa3 BCTyNaeT B CHITy 1O MCTEUSHUH JECATH JHEH Mocie AHS ero
0QHIIHATBEHOTO OIlyONIHKOBaHHUS U JEHCTBYET B TEUSHHUE IESCTH JIET.

-

MuHUCTp M.A. Mypamuixo




YTBEPX/IEHBI
npuka3zoM MuUHHCTEPCTBA 34paBOOXpaHEHHS
Poccuiickoit @enepanuu

oT «f » Iufepl 2021 1. Ne Ly

IlepeyeHnb, npeacTaBaAsieMbIX ATTECTYEMBbIM YIOJHOMOYEHHBIM JIHIIOM
NPOH3BOIUTENS JEKAPCTBEHHBIX CPEACTB rocyAapcTsa — wieHa Espasuiickoro
IKOHOMHYECKOI'0 COI032, 3TAIbI MPoLeyPhl H NOPSI0K NPHHATHS pelenHii 00

ATTECTAIMM YIOJHOMOYEHHBIX JHI PON3BOANTEIEH IeKapCTBEHHBIX CPeICTB sl
MEAHIHHCKOro npuMeHeHns B cooTBeTcTBHM ¢ llopsakom aTrecrauuu
YIOJITHOMOYEHHBIX JINI NMPOH3BOAHTe/IeH JIeKapCTBEHHBIX CPEACTB, YTBePKACHHbIM
pemennem CoBera EBpa3suiickoii 5xoHoMH4Yeckoli komuccHn oT 3 HonOps 2016 r.
Ne 73 «O Ilopsiake aTTecTAMH YNOJTHOMOYEHHBIX JIMI POH3BOAUTE/IEH
JIEKaPCTBEHHBIX CPEACTB»

1. Hacrosmuii JTOKyMEHT oOIpeAenseT IIpaBUlIa IIPOBEACHHSA  aTTECTallHH
YIIOJTHOMOYEHHBIX JIUI IIPOM3BOAUTENCH JTEKaPCTBEHHEIX CPEACTB IOCYyIapCTB — YICHOB
EBpa3uiickoro  DKOHOMHYECKOTO  COl03a (Jajee  COOTBETCTBEHHO —  MpPaBHIa,
YIOJHOMOYEHHOE JIMIIO), B TOM 4YHCle TpeboBaHHA K TMEpeYHIO [IOKYMCHTOB,
HpENCTABISEMBIX aTTeCTyEMbIM YIIOJIHOMOYEHHEIM JIMIIOM, 3TalaM MpoLeaypsl U NOPIIKY
NPUHATUS PELeHuit 00 aTTecTalMy YIOJHOMOYEHHBIX JIUIl B COOTBETCTBUM C [lopsikom
aTTecTallid  YMOJHOMOYEHHBIX JIMI IPOM3BOAMTENICH  JICKApPCTBEHHBIX  CPEJCTB,
yTBEPKACHHBIM pemeHneM Cosera EBpasuiickofi 3KOHOMHMYECKOH  KOMHCCHH
ot 3 Hos6ps 2016 1. Ne 73! (nanee — ITopsaoK aTTeCTAIHH).

2. Ilpu BBOJE JIEKapCTBEHHBIX CPEICTB B TPakAaHCKMH OOOPOT Ha TEPPUTOPHH
EBpasuiicKOro 5KOHOMHMYECKOTO  COI03a  YIOJIHOMOYEHHOE JIMIO  OCYLIEeCTBISAET
TIOJITBEPXKICHHUE COOTBeTCTBI/IH JIEKapCTBEHHBIX CpPelCTB TpeOOBaHMAM, yCTaHOBIECHHBIM
pU UX perucTpaniy’, M TapaHTHPYeT, YTO JIEKapCTBEHHbIE CPEICTBA IPOU3BENEHbI
B cooTBeTcTBUH ¢ [IpaBmiamu Ha[iexanieii Mpou3BOACTBEHHOM NpakThku EBpasuiickoro
KOHOMMYECKOTO  COI03a, yrBepxaeHHbMH pemieHueM Cosera  EBpasuiickoit
AKOHOMHYECKOH KoMmuccHH OT 3 Hosops 2016 r. Ne 77 «OO6 yTBEpXICHUH HpaBHJI
HaJuIeXalleil MpOW3BOACTBEHHOM IpaKkTHUKH EBpasuickoro SKOHOMHUYECKOTO cor03a»°
(nanee — INpaBuna HaamexKaleil IPOU3BOJCTBEHHOM IIPAKTHKH).

3. TIpoueaypa aTTecTaudy BKIIOYaeT B ce0s MPOBEPKY COOTBETCTBHS 00pa3oBaHus,
obydeHns M CcTaxa pabOTBl aTTECTYeMOTO YIOJHOMOYEHHOro JIMIa TPeOOBaHMsM,
ycraHoBIeHHBIM [Topsisikom artectanuy U [IpaBHnaMu Hajulexalled MpOM3BOACTBEHHON
IIPAKTHKH, MOCPENCTBOM OCYIIECTBICHHS OLEHKH OTYeTa O MPOodeCCHOHATBHOMU

! Odumanshbiit caitt EBpasuiickoro skoHOMHeCKoro coio3a http://www.eaeunion.org/, 21 nosGps 2016 r.

2 Pemenue Comera EBpasmiickoii 5koHOMHYeCKOH Komucchu OT 3 HoaGps 2016 r. Ne 78 «O [lpaBumax peructpauuu u
3KCIIEPTH3bI IEKAPCTBEHHBIX CPEACTB MUl MeAMIMHCKOTo Mpumenerns» (Oduuuansuslit caiiT EBpasuiickoro 3kOHOMUYECKOro
coto3a http://www.eaeunion.org/, 21 Hos6ps 2016, 20 monsa 2018 r., 21 pespans 2020 r.)

3 OdmumansHeti caiit EBpa3suiickoro 5KOHOMHYECKOTO coro3a http://www.eaeunion.org/, 21 Hos6ps 2016 T.
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NeSTeTbHOCTH, TECTOBOIO KOHTpONs 3HaHMHW U coleceloBaHUS AaTTECTYEMOIO
YIOJHOMOYEHHOTO JIUIIA.

4. Tlo pe3ynbprataM NpOBEpPKH, yKa3aHHOHW B IyHKTe 3 IpaBwi, MHHHCTEpCTBOM
3mpaBooxpaHeHuss Poccuiickoit ®Penepanum (manee — MHHHCTEPCTBO) NPHUHHUMACTCS
pellieHHe 00 aTTeCTallMM YHNOJHOMOYEHHOIO JIMLA ¢ YKa3aHHEM BUJIOB AEATEIBHOCTHU IO
MIPOU3BOACTBY JIEKQpPCTBEHHBIX CPEICTB B COOTBETCTBUM ¢ lIpaBuiamMu Haanexamein
MIPOU3BOACTBEHHOM  MNPAakTUKH, HA  OCYIIECTBIEHHE  KOTOpPBIX  aTTECTOBAHO
YIIOMHOMOYEHHOE JIAIIO .

5. Ilpu aTTecTaliy OLIEHMBAKOTCS 3HAHUS M NPAKTHYECKHME HABBIKH, HEOOXOIUMBIE
JUI BBIITOJTHEHWS OOIIMX W CHEeHUAM3UPOBAHHBIX INPOGECCHOHANBHBIX 00s3aHHOCTEN
YIIOJTHOMOYEHHOI0 JIUIIA.

ATTecTanus BKJIIOYaeT B ce0sl OIEHKY OTYeTa O IpodecCHOHaNbHOM HesITenbHOCTH
paboTHNKA TMPOU3ZBOJUTENS JIEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOIO IPHUMEHEHUS
(manee — or4er O MpodecCUOHANBHON AESITeNbHOCTH), TECTOBBIM KOHTPOJIb 3HAHHM
U cobeceJOBaHHE.

Jng TpoxoXAeHHS TECTOBOIO KOHTPOJS 3HAaHWW YIOJIHOMOYEHHBIX JIHI[ IIpU
aTTecTalui MHHHCTEPCTBO HE peXe OJHOIO paza B TPH roja yTBEp)KIaeT eIHMHBIe
BOIIPOCHI, KOTOpble pa3MelllaeT Ha cBoeM OQUIMaIbHOM cailiTe B HH(OpMalUOHHO-
TeJIEKOMMYHHKAIIMOHHOH ceTh «HTepHeT» (Aanee — ceTs MHTEpHET).

6. ATrecTalus YIOJHOMOYEHHBIX JHI MPOBOAMUTCA OAWH pa3 B IIITh JIeT
aTTECTAI[HOHHOM KoMHccHell MuHucTepcTBa (1ayiee — ATTecTallOHHAs KOMUCCHS).

7. AttecTalliOHHas KOMHCCHS COCTOMT U3 KOOpIMHAaMOHHOIO KOMMTETA,
OCYIIECTBIAIOMEro (YHKIMM IO OpraHHW3alHd JeSTENbHOCTH ATTeCTaLUMOHHOMN
KOMHCCHH, BKIo4as oOecneueHue OEATEIbHOCTH  ATTECTallMOHHOHM  KOMHUCCHH
B IepephiBax Mexay 3acemaHusamu (manee — Komurer ATTecTallMOHHOW KOMHCCHH),
U SKCIEPTHBIX TPYIIN, OCYMIECTBIAIOMUX PaCCMOTPEHUE MOCTYIUBIIMX [IJIs aTTECTAlUH
JOKYMEHTOB, TECTOBBIIi KOHTpOJNb 3HaHUH U colecefoBaHMe (Aanee — OKCIIEPTHBIE
IPYIIbl ATTeCTAaMOHHON KOMUCCHH).

8. OpraHu3alMOHHO-TEXHHYECKOe oOecreyeHrue AeqATeNbHOCTH ATTecTalMOHHOR
KOMHCCHH OCYIIeCTBIseT JlermapTaMeHT roCyIapCTBEHHOTO peryIMpOBaHHs OOpalieHus
JIEKapCTBEHHBIX cpencTB MuHucTepcTBa (nanee — JlenapraMeHr).

9. CocTtaB ATTeCTallIOHHOW KOMUCCUH YTBEp)KAaeTcs NMprKa3zoM MuHuUCTEPCTBA.

CocraB ATTecTal[HOHHOM KOMHUCCHU hopMmupyeTcs JlemapTaMeHTOM TakuM 00pa3oM,
4T00BI OBLIa UCKIOYEHa BO3MOXKHOCTh BOZHUKHOBEHHUSI KOH(INKTa HHTEPECOB, KOTOPBIH
MO>KET MOBJIHUATh HAa MPUHUMaeMble ATTECTallMOHHON KOMUCCHEN PEILIEHHUS.

10. Tlpeacenarens ATTecTallMOHHONW KOMMCCUU sBIseTcs npeacenareineM Komurera
ATTecTallMOHHON KOMHCCHH, OCYIIECTBISeT oOllee pPyKOBOJACTBO JAEATEIBHOCTBIO
ATTecTallMOHHOH  KOMMCCHH, TIpelcelaTelIbcTByeT Ha 3aceqaHusax Komwurera
ATTeCTallHOHHOM KOMHCCHH, OpraHusyer paboTy ATTeCTallUOHHOM KOMHCCHH,
OCYIIECTBIIAET OOIIUIT KOHTPOJIb 3a peau3alfied MPUHATEIX ATTECTALMOHHON KOMUCCHEN
pelIeHuil, pacnpeenseT 0013aHHOCTH MEX Iy YICHaMH ATTECTALlMOHHON KOMHCCHH.

3aMectuTenp mpencenarens ATTECTALMOHHOM KOMMCCHH SBISETCA 3aMECTHTENIEM
npencenatens Komurera ATTeCTallMOHHOH KOMMCCHH, MCIIONHAET 00S3aHHOCTH
npeacenatens ATTeCTallMOHHONM KOMHCCHH B €ro OTCYTCTBHE, OCYLIECTBIISET HHBIE

* IMynkr 7 MopsAaka aTTecTALMA.



GYHKUMH [0 TIOpyUYEHHIO NpeceaaTes ATTeCTallMOHHOW KOMUCCHHU.

OTBETCTBEHHBIM CekpeTapeM ATTeCTallMOHHON KOMMCCUM SIBJISETCS OTBETCTBEHHBIN
cekperapp Komurera ATTeCTallMOHHOM KOMMCCHH, Ha3HAYaeMbBId M3  YHCiIa
npezacraBuTeneit lemapramenTa.

11. OcHoBubIME pyHKIHAMH KoMuTeTa ATTECTaLlMOHHON KOMHCCHUH SABIISAIOTCA:

a) OpraHu3alys JeITeIbHOCTH ATTeCTallHOHHON KOMUCCHH;

0) xoopauHaIUs paboThl DKCIEPTHHIX TPy ATTECTALIMOHHON KOMHCCHH;

B) MOATOTOBKAa W HampapiieHHe B JlemapTaMeHT MpOEeKTOB IpHKa30B MHMHHCTEPCTBA
00 aTrecTanyMy B KadeCcTBE YIOJHOMOYEHHBIX JIMI, 00 OTMEHe aTTecTallud B KayecTBe
YIIOJTHOMOYEHHBIX JIMLL;

I') YTBEpXXIEHHE U OTKJIOHEHHE PEKOMEHAALUil ODKCIEpTHBIX IPYII II0 aTTeCTallH
B KadyecTBE YIIOJHOMOYEHHBIX JIML[, OpraHU3alisi PacCMOTPEHHSA CHOPHBIX BOIIPOCOB,
B TOM YHCJIE B ClTydae HECOTJIACHs aTTECTYeMOro JIMIA C pellieHueM DKCIIEPTHOM IPyIIIbL
ATTecTallMOHHON KOMHCCHH, ¥ PUHATHE 110 HAM pEIICHUH;

1) BeJIeHHE JeJIONMPOU3BOACTBA ATTeCTAlMOHHON KOMUCCHY;

€) pacCMOTpeHHe  HEeOOXOMUMOCTH  OCYHIECTBICHHMA IpPOLEAYpbl  aTTecTallud
YIIOJHOMOYEHHBIX JIMI C HCIOJb30BaHHEM HH(GOPMaIMOHHO-TEIEKOMMYHHMKAIIMOHHBIX
TEXHOJIOTUH.

12. DkcmeprHble Tpynmbl ATTeCTalMOHHOM KoMHccHH (opMupyloTcss Ha 0Oase
o0pa3oBaTeNbHBIX  OpraHM3aldii  BhICIIEro  00pa30BaHUsA,  I0/BEIOMCTBEHHBIX
MuHHUCTEPCTBY.

Ilepeyens DKCHOEPTHBHIX TPymn  ATTECTalHOHHOH KOMHCCHHM  pa3sMelaeTcs
Ha ohHIMATBLHOM caiite MuHUcTepcTBa B ceTu MHTepHeT.

13. DKcrepTHBIE Tpynibsl ATTECTAMOHHOM KOMHCCHH OCYMIECTBISIOT CIEXYIOIIue
GbyHKIUH:

a) pacCMaTpUBAIOT JOKYMEHTHI, INpE/CTaBICHHbIE 3asABHTENISIMM B COOTBETCTBUH
¢ myHKToM 20 mpaBui;

0) TOTOBAT 3aKIIOYEHUS IO OT4eTaM O MPOQECCHOHAIBHON JeATENLHOCTH,
IPEJCTABIEHHBIM B COOTBETCTBHH C IIPaBHIAMH, NPOBOAAT TECTOBBIA KOHTPOJb 3HAHHIA
U cobeceqoBaHHe, NMPUHUMAIOT PEKOMEHJAIMM IO BOMNPOCAM aTTeCTallid B Ka4yecTBe
YIOJIHOMOYEHHBIX JIUI.

14. K aTTecrammu JOMMyCKAIOTCS CIELHAINCThI, MEIOIKME He MEHee 3 JIeT CTaka
paboThl B 00IacTH TMPOM3BOACTBA, WM 00ECHeYeHUs KaveCTBa, WM KOHTPOJS KadecTBa
JIEKApCTBEHHBIX CPEJICTB U 3aKOHUEHHOE BhICIIEE 00Opa3oBaHHE B OJHON M3 CIEXYIOIIHUX
o6nacTeit’:

a) XUMH4IecKas;

0) XUMUKO-TEXHOJIOTHYECKas;

B) XMMHUKO-(apMalleBTUYECKa;

r) Ouosornueckas;

1) GUOTEXHOIOrNIeCKas;

€) MUKpoOHoJIoTn4ecKas;

x) bapmaneBTHUECKas;

3) MEIUIIMHCKAS.

15. K arrecraiuy Ha IIpaBO OCYIIECTBICHUS ()YHKLUHUH YHNOIHOMOYEHHOrO JIMIIA

5 ITynkr 2 Ilopsnka aTTeCTalliH.



Ha MPEANPUATHAX, OCYIIECTBIIOMUX MPOU3BOACTBO MEIHIUMHCKUX ra30B, JOMYCKAIOTCS
TaKKe JIMLNA, MMEIOIIME 3aKOHYEHHOe BEhICIIee oOpa3oBaHME B 001acTH  (HU3MKO-
TEXHUYECKUX HayK.

16. K arrectaiu Ha IpaBO OCYIIECTBICHUS (YyHKIMH YNOJIHOMOYEHHOIO JIHIIA
Ha [OPEANpHATHAX, OCYIIECTBISIONMX  IIPOM3BOJCTBO  PanuohapMaleBTHIECKHX
IpeNnaparoB, JOIYCKAIOTCS Takke JIMIA, HMEOIle 3aKOHYEHHOE BEICIIee 00pa3oBaHUe
B 00JIaCTH SIEPHON QU3UKU U paTuo(PU3HKH.

17. ArTecTyeMoe YMONHOMOYEHHOE JIHLO MJOJDKHO HMETh TPYAOBOM JIOTOBOP
C MPOU3BOAMTENIEM JIEKAPCTBEHHBIX CPEJCTB.

18. ArTecTyeMOe YIOJHOMOYEHHOE JIMLO TIPM TIOMYyYEHUHM BBICIIETO HIIH
JOIOJIHATENIFHOrO 00pa30BaHUsA JODKHO IIPOUTH oOydeHHE IO CIIEAYIOUIMM Kypcam
(IMCUMILTAHAM, MoxyIsm)’:

a) mpuKiaaHas (MeJUIMHCKas U GHonorndeckas) GH3MKa,

0) oOmmas u HeopraHU4YeCcKask XUMUs;

B) OpraHAYecKasi XUMUs;

I') aHAJTUTUIECKas XUMUSI;

1) bapManeBTUYeCKas XAMHs (BKIIIOHas aHATH3 TeKapCTBEHHBIX CPEJICTB);

e) Gruosoruyeckas XuMus;

K) puznonorus;

3) MUKPOOHOJIOTHS;

1) GapMaKoJIorus;

K) papMalieBTHUYeCKas TEXHOJIOTHS;

J1) TOKCHKOJIOTHS (TOKCHKOJIOTHIECKas XUMHUS);

M) (hapMaKOTHO3HS.

19. JIng DOpOXOKIEHUS aTTecTalid MUHHCTEPCTBO 00eCIevYHuBaeT 3aABHUTENIO
NMUYHBIA KaOMHET Ha MOpTajie IO BeJEeHHIO I'OCYAapCTBEHHOIO PeecTpa JEeKapCTBEHHBIX
cpeAcTB (mamee — IMYHBIA KaGWHET), IIOCPEACTBOM KOTOPOTO 3asBUTENb BHIOMpaeT
DKCIEPTHYIO TPYIITy ATTeCTAllHOHHON KOMHCCHM U IIPEJCTABIAET B JIEKTPOHHOM BHIE
CIeQyIOIIUe JOKYMEHTBI:

a) aTTECTAIMOHHBINA JIMCT (PeKOMEHIYeMBIH o0pasel] NpuBe/ieH B IpuiioxeHrun Ne 1
K DpaBHNIaM), 3alONHEHHBIH B OJNEKTPOHHOM BHAE WM MeYaTHRIMM OyKBamu
M 3aBEPEHHBIN OTIENOM KaJIpOB M PYKOBOAMTENEM IPOM3BOJUTEN JIEKapCTBEHHBIX
CPEICTB Ui MEAMIMHCKOro IpPUMEHEHHs, a TaKkKe Me4YaTblo OpraHU3allly,
OCYILECTBIISIIONIE MPOU3BOJCTBO  JIEKAPCTBEHHBIX  CPEICTB ISl  MEAMIMHCKOIOo
TIpEMEHEeHHs, pabOTHHKOM KOTOpO¥M SBIs€TCA 3asBHTENb (OPH HAIMYMM TIEYaTH)
(nanee — aTTeCTAllIOHHBIH JIUCT);

6) oT4eT O TPO(ECCHOHANBHOH JeATeNbHOCTH, MOJNUCAHHBIA  3asBUTENEM,
COTJIACOBAHHBIA C  PYKOBOOWTENEM W  3aBEPEHHBIM  MEYaThi0O  OpraHU3alyy,
OCYIIECTBIIAIOMIEH MPOU3BOACTBO  JIEKAPCTBEHHBIX CPENCTB JUIi  MEIMIMHCKOIO
TIpHMeHeHHs1, pAGOTHHKOM KOTOPOH SABISAETCS 3asBUTENb (IIPH HATMYHMK Ievatn). B ot4yere
0 NpoeCCHOHANBHON MAeiTeNbHOCTH NPEACTABIAIOTCA B TOM YHCIE OIHUCAaHUE
NpodecCHOHANBHOM JeATENBHOCTH 3asBHTENs 3a TPH roga paboTEl € ONHCaHHEeM
TPYZOBBHIX (QYHKLIHMM H MX CHCHUANH3ALMH, JaHHBIE O paboTojarensx ¢ yKasaHHEM
HOMEPOB JIMLIEH3UIi Ha IPOU3BOACTBO JICKAPCTBEHHBIX CPEJCTB (IIPH HATMYUH);

® ITynxT 6 TTopsaaka aTTeCTalLMK.




B) KOIIMK JOKYMEHTOB O BBICIIEM OOpa3sOBAaHHH, NPOIIEJUIME IIPH HEOOXOAMMOCTH
NpoLENypY IPH3HAHHA HMHOCTPAHHOro 00pa3oBaHMs#A, BKJIOYas MEpPevHH OCBOCHHBIX
B Xoje OOy4eHHd KypcoB (MoIyJeil), KONHM JOKYMEHTOB O IOIOJHHUTEIBHOM
po(ecCHOHaNLHOM 00pa30BaHUH 00 OCBOEHMH KYpCOB (MOIYJIEH), TPYNOBON KHUKKH
(MY BBIIIMCKY M3 3JIEKTPOHHOH TPYOBOM KHUXKH);

) KONMIO JOKyMeHTa O TMOBBIIEHUH KBaTHGUKALUMKM 33 IMOCHEAHHE 5 JeT
110 COOTBETCTBYIOILEH 06pa3oBaTenbHON IpOrpaMMe [Uisl YIIOJHOMOYEHHOTO JINLA;

I)B cilydae H3MeHeHHs GaMWINHM, HMEHH, OTYECTBA — KOIHMIO JIOKYMEHTa,
HOATBEPKAAoIIero hakT HU3MEHEHUs (paMUITUH, HIMEHH, OTIECTBaA.

20. OTBETCTBEHHBIN CEKpETapb OKCIEPTHONW TIpyNnbl ATTECTAlHOHHOW KOMHCCUH
IIpOBepsieT HAIMYHE MPEIyCMOTPEHHBIX MyHKTOM 19 MpaBUil JOKYMEHTOB, HEOOXOAMMBIX
I PpacCMOTPEHHs OKCIepTHOH TIpynmoil ATTeCTallMOHHOW KOMHCCHH BOIIPOCa
06 arrecranud 3adBUTEN]s B KayecTBE YINOJHOMOYEHHOIO JIMIA, HMX COOTBETCTBHE
YCTAHOBJICHHBIM HACTOAIIMM [IPHKa30M TpeGOBaHMAM, YyH0004MTaeMOCTh (ailiioB
U B TeueHHe Tpex pabouymx [HEH cO [HA PETrUCTpalyM JOKYMEHTOB IEepeaaeT
MX Ha PacCMOTpeHHe DKCIEPTHON rpynibl ATTECTAIlHOHHOW KOMHUCCHHU.

21. B cmydae OTCYTCTBHs NPeAyCMOTPEHHBIX MyHKTOM 19 mpaBun NOKYMEHTOB,
HEOOXOAUMEIX JUIS pacCMOTpPEeHUS DKCIEPTHOH Ipymmon ATTECTAlMOHHOH KOMHCCHEN
Bompoca 00 arrecTauyu 3asgBUTENss B KayecTBE  YIOJIHOMOYEHHOro  JIMIA
HIM MX HEyJI00OYHUTAEMOCTH, HEMpPaBUIBHO O(QOPMIEHHOTO aTTeCTallMOHHOIO JIHCTA,
HEMoJMHOTO MM HEJAOCTOBEPHOTO OT4eTa O IPO(ECCHOHANBHOW IEATENbHOCTH,
HECOOTBETCTBHS 3asBUTENS YCTAHOBJEHHBIM B IyHKTax 14-17 mpasun TpeGoBaHUIM
OTBETCTBEHHBIN CEKpeTaph DKCIEepTHON Ipymnbl ATTECTALMOHHOW KOMHCCHH B TEYCHHUE
Tpex paboumx JHEeH co JHS pasMEICHHs 3asgBUTE/IEM B JINYHOM KaOWHETE JOKYMEHTOB H
CBeIeHHH, YKa3aHHEIX B MyHKTe 20 MpaBHi, pasMelaeT B JAYHOM KaOHHETe 3asBUTeE
yBeIOMJIeHHE 00 OTKa3e B IPUHATHH JIOKYMEHTOB C pa3bsCHEHHEM NPUYUHEI OTKa3a.

22. Tlo pesynbpraTaM yCTpaHeHHs OCHOBAHHH, IMOCITYXHBIUMX NPUYMHOH OTKas3a
B IIPUHSATHH JOKYMEHTOB, 3asBUTENb BIIPaBe IIOBTOPHO Pa3MECTUTh NOKYMEHTEI B JIMYHOM
KabuHeTe B COOTBETCTBHHM ¢ TpeGOBaHMAMH IyHKTa 19 npasui.

23. TloBTOpHOE paccMOTpeHHe JKCIEepTHOH TIpynmnod ATTeCTalHOHHOM KOMMCCHH
JIOKYMEHTOB OCYIIECTBIIIETC. B CPOK, YCTAHOBIEHHBIH MyHKTOM 24 mpaBul A
PacCMOTpEHHsT [OKyMEHTOB M HCHYHCISEMBId CO JHS MOBTOPHOIO MOCTYIICHHSA
JIOKyMEHTOB B DKCIEPTHYIO IPYNIy ATTECTAMOHHOM KOMUCCHH.

24. B Teuenue 10 paboumx AHEH cO OHA pasMEIICHUs 3AjABUTECIIEM B JTHYHOM
kaOHHeTe NOKYMEHTOB H CBEJEHMH, yKa3aHHBIX B HyHKTe 19 mpaBui, OKcrepTHOH
rpynmnoii ATTeCTallMOHHOM KOMHCCHM MPOBOIHUTCA HMX PacCMOTPEHHE, dhopmupyercs
M YTBEpKaeTcs 3aKIOYeHHE HAa OTYET O MPOGECCHOHANBHOH AEATENHHOCTH, KOTOpOe
pasMelaeTcss B IMYHOM KaOMHETe 3asBUTENs, U Ha3HAYACTCA BPEMs UL MPOXOXKACHHA
TECTOBOrO KOHTPOJS 3HAHUi B OYHON (opMe MM C HCTONb30BAHMEM HH(GOPMAIOHHO-
TEJeKOMMYHHUKAIL[MOHHBIX ~TEXHONOTMH, O YeM 3ajgBUTENb TAaKXKE yBEAOMIACTCA
IOCPEICTBOM JTUYHOTO KabuHeTa.

25. TecTOBBIi KOHTPOJb 3HAaHMH OCYILECTBIAETCS B paMKaX YTBEPKACHHBIX
MHHHACTEPCTBOM ~ €IMHBIX  BOIPOCOB, PasMEMICHHBIX Ha  OQUIMATEHOM caiite
MuHKCTepCcTBa B ceTH VHTepHeT, M C y4eTOM 3asBICHHBIX JUIA aTTecTalud BUIOB
JeSTeBHOCTH 110 TIPOH3BOJICTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHM C IIpaBunamu
HaAJeXallel MPOU3BOJACTBEHHOM MPaKTHKH.
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TecToBBIM KOHTPOJIb 3HAHUU IIpeycMaTpUBAET BEINIOJIHEHUE He MeHee 120 TecTOBBIX
3ajanuii B Teyenue 150 MHHYT 1o OOHOHM crelManv3alddl U NPU3HAETCS NPOHAECHHBIM
IpH YCJIIOBHM YCIEIIHOro BHIMONHeHHS He MeHee 80% or obmero o6beMa TECTOBBIX
3apanuit. [Ipy MPOXOXKAEHHUHM aTTeCTallMd Ha HECKOJBKO CHELMAIM3alUi KOIHYECTBO
TECTOBBIX 3aJaHMH M BpeMs TECTUPOBaHHS IODKHO ObITh yBenudeHo (He OGonee 60
BOIIPOCOB JIJIst KaXKIOW JTOTIONHUTENBHON ClIeIHaIN3alUn).

IIpy TPOXOXAEHWH TECTOBOTO KOHTPOJS 3HAHWM JOIYCKAeTCs HCIOB30BAHUE
aTTeCTYEMBIMH JIMIAMH HOPMATHBHBIX IIPaBOBBIX AaKTOB, CIIPaBOYHOM JIUTEPATYpBI
(B OyMa)XxHOM BHJle WM Ha DIIEKTPOHHOM HOCHTENE) B IIpejieiaX BPEMEHH, OTBEIECHHOIO
Ha TECTOBBIN KOHTPOJIb 3HAHUH.

3asBUTENH JOMYCKAETCA K IIPOXOXKACHHIO TECTOBOTO KOHTPONIS B OYHOM (popmare
C Ipyrod Tpymmoil B ciydae NpeIBAPUTEIBHOTO YBENOMICHHA OKCIEPTHOM TPYIINbI
ATTeCTalIMOHHON KOMHCCHH O HEBO3MOXXHOCTH SIBKH JJI IIPOX0XKICHHUS aTTECTALIUY.

CobecefioBaHrie TMPOBOTUTCA IO TEOPETUYECKMM M IPAKTUYECKHM BOIPOCaM
po(heCCHOHATIBHOM AEATeIbHOCTH aTTECTYEMOro YIOJIHOMOYEHHOIO JIMIA C YYETOM €ro
CIIEeIHAIM3aldH B paMKaX MPOrpaMMbl 00yUeHHUs [IPH YCIOBHH YCIEUIHOTO NPOX0XKIEHUS
aTTeCTyEMBIM JIMIIOM TECTOBOTO KOHTPOJIS 3HaHMH. [Ipyn mpoxoskaeHnn cobeceJoBaHus He
JIOTIyCKaeTCs KCIOJIb30BaHNe AaTTeCTyeMbIM JIMLOM CpPEACTB XPaHEHHs M Iepelavu
uHpopMaIH.

26. ITo pesynpTaTaM arTecTaldi JKCIEPTHOH rpynnoil ATTeCTallMOHHON KOMHCCUH
IPHHAMAETCS pellleHHe O PEeKOMEHJALUMH K aTTeCTallMd B KayeCTBE YIOJIHOMOYEHHOIO
JIMLIA MM 00 OTKa3e B aTTECTALIMH B Ka4eCTBE YIIOJIHOMOYEHHOIO JIULA.

Pemenne DKCIepTHOM IpyNbl ATTECTAI[HOHHOW KOMUCCHH 00 OTKa3e B aTTeCTalMu
B KQUECTBE YIIOJHOMOYEHHOTO JIMIA IIPUHUMAETCS 110 CIEAYIOIIUM OCHOBAHHUSAM:

a) pefocTaBiIeHHe 3asiBUTENIeM HEIOCTOBEPHOH HH(OpMalMK;

0) HeyIOBJIETBOPUTENBHBIC pe3yJIbTaThl TECTOBOTO KOHTPOJIA 3HaHUU
1 (W) cobeceoBaHus C 3asBUTEIIEM;

B) HesIBKA  3ajABUTENA [N IPOXOXKIACHHA  TECTOBOrO  KOHTPOJIA  3HAHHA
n (unm) cobecenoBanus 0e3 MpeIBapUTENIBHOTO HAJJIEXKAIIEr0 YBEAOMIICHUS DKCIIEPTHOM
IPYIITbl ATTECTAlIMOHHON KOMUCCHH.

27. Pemenve DKcnepTHOM rpynmbl ATTeCTaMOHHOH KOMHCCHHM O(QOpMISETCS
NPOTOKOJIOM 3acefaHusi (peKOMeHIyeMElil o0pasel] NMpHBeJeH B MpUiokeHuH Ne 2 K
NpaBWIaM) U pa3sMEIaeTCs B INYHOM KaOHHeTe 3asBUTENA B TeUCHHE IATH paboumx JHeH
CO JHS TPOXOXJICHHS 3asBUTE]EM TECTOBOIO KOHTPOIS 3HAHHKM W HamnpaBiseTcs B
KoMuteT ATTeCTalMOHHOM KOMUCCHH.

ITpy Hanuyuu 0co0Or0 MHEHHS 4iIeHa OKCHEepPTHOM TIpyNnel ATTeCTalHOHHOM
KOMHCCHM B IIPOTOKOJ€ OTMedYaeTcs NaHHBIH (akT, coiepaHHe O0CO00ro MHEHHs
u3jnaraeTcs 4ieHOM OKCHEPTHON TIpymnmbl ATTECTallMOHHOM KOMHCCHH B IIMCEMEHHOM
BHUJIe U IIpHJIaraeTcs K IIPOTOKOILY.

28. B Tedyenue mnsaTH paboumx JgHell co JHA THocTymneHus B Kowmwurer
ATTecTallMOHHON KOMHCCHH MTPOTOKOJIA 3acelaHs DKCIIEPTHOMN IPyIIIEL:

a) OTBETCTBEHHBIN cekperapp KommuTera ATTECTalMOHHOM KOMHCCHM Ha3Ha4aeT
3aceganie Komutera ATTECTAal[MOHHOW KOMHCCHH, Ha KOTOPOM IIPUHHMMAIOTCSA pPEIICHHS
00 yTBEp)KIEHHH WIH OTKIOHEHHH pEKOMEHJAUi ODKCHEPTHBIX TIPYNI MO aTTeCTaluu
B KauyecTBE YIIOJHOMOYEHHBIX JHI[ HIH 00 OTKase B aTrTeCTallkd B KayiecTBe
YIIOJTHOMOYEHHBIX JIMLL;
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0) otBeTcTBeHHbIt  cekpeTapp  Komurera  ArtTecTauMOHHOHN KOMHUCCHHU
NOAroTaBNMBaeT M HampaBiseT B JlemapTaMeHT NpOEKTHl NpHKa3oB MHHHUCTEpPCTBa
00 aTTecTaluy B Ka4yecTBE YIIOJHOMOUEHHBIX JIUL] WIH pelleHuil 00 0TKa3ax B aTTecTallH
B Ka4eCTBE yIIOJIHOMOYEHHBIX JIUII;

B) [lemapraMeHT obecnieunBaeT M3JaHHE IPHKa30oB MUHHCTepcTBa 00 aTTecTaluu
B KayecTBe YIOJHOMOYEHHBIX JIML, pa3MelleHWe B JIMYHBIX KaOuHeTax 3asBHUTeNed
pemeHuii 00 arrecTaMd B KayecTBe YIOJHOMOYEHHBIX JIMIl, BHECEHHE B peEecTp
YIIOJTHOMOYEHHBIX JIMI[ MPOM3BOJUTENCH JIeKapCTBEHHBIX CpeAcTB EBpasuiickoro
3KOHOMHYECKOTO COM3a CBEJEHHIM 00 aTTeCTOBAHHBIX YIIOJHOMOYEHHBIX JIHIEX',
pa3MelleHHe TaKUX CBeJleHUi Ha odulManbHOM caiite MUHHUCTEPCTBa U Ha OHULIIUATIBHOM
caiite EBpa3miickoro skoHOMHYEeCKOro coro3a B ceTd HHTepHeT ¢ coOnojeHneM
TpeboBaHUl 3akoHOoAarenbcTBa Poccuiickoit ®enepauuu o 3amyTe NEPCOHANBHBIX
JaHHBIX® JHOO pasMellleHHe B JIMYHBIX KaOMHETax 3asBUTeNedl pelueHuii 06 orTkasax
B aTTECTallMH B Ka4eCTBE YIIOTHOMOYEHHBIX JIMII.

29. B ciayyae u3MeHeHHs MecTa pabOTHI MM MpeKpalleHHs NpoQeccCHOHATbHON
IeATeFHOCTH YIOJIHOMOYEHHOe JHMII0 pa3MellaeT B JUYHOM KaOHWHeTe yBeIOMIIEHHE
C yKa3aHHEM H3MEHEHHBIX CBEICHUI O 3aHMMaeMOW JODKHOCTH U (M) MecTe paboThI:
TI0JIHOE U COKpAIlleHHOE HauMEeHOBaHUS IOPUAMYECKOTrO JIMIA COMIAaCHO yYpeIUTEIbHOMY
OOKYMEHTY C YyKa3aHHeM OpraHU3al[iOHHO-IPaBOBOH (OPMBI M  YHHKAJIBHOIO
UACHTU(OHUKATOpAa IOPUIUYECKOr0 JMIA B peecTpe OpUAMYECKUX JIML, alapec
OCYIIECTBJICHHS JAEATENHHOCTH IOPHMAMYECKOTO JIMIA, KOHTAKTHBIE CBEIEHHS: HOMepa
tenedoHa U ¢akca, aapec NEKTPOHHOU MOYTH (MPU HATUYNH) IOPUAMUECKOro JIMLIA HIIH
IaTy  TpeKpalleHHs CBoeid  MpodecCHOHANbHOM  JEATENBHOCTH B KayecTBe
YIIOJTHOMOYEHHOT'O JIUIIA.

30. Jluna, He TmIpolIEAIIXME AaTTECTAlMI0 B KadyeCTBE YIIOJHOMOYEHHBIX JIMII,
IOIyCKAIOTCS K TOBTOPHOM aTTecTalyH.

31. TIloaTBepxaeHue  aTTecTallid B  KadecTBe  YIOJHOMOYEHHOro  JIMIA
OCYIIECTBIAETCS MPH TPeICTaBIEHUH YIIOMTHOMOYEHHbIM JIUIIOM JOKYMEHTOB U CBEIECHUH,
yKa3aHHBIX B IIYHKTe 19 mpaBuil, He IMO3/Hee YeM 3a TPH Mecsla [0 JHA OKOHYaHHUsA CpoKa
aTTeCTallUu.

32. Pemenne 00 aTTecTali YMOJHOMOYEHHOrO JIHLA TMOJJIEKHT OTMEHE
MHHHCTEPCTBOM B CIIEAYIOMIMX CIyYasx’:

a) ycTaHOBJIeHHe (aKkTa TpeACTaBICHHS AaTTECTYEMbIM YMOIHOMOYEHHBIM JIHIOM
HeIOCTOBEPHBIX CBEACHUM U JJOKyMEHTOB;

6) nojaya YIOJHOMOYEHHBIM IHMIOM B MHHHCTEPCTBO 3asBlIEHHS 00 OTMEHE
pELIEHHs O ero aTTeCTaluHy;

B) B MHBIX ClIy4asX, NPeJyCMOTPEHHBIX 3aKOHOJATEIbCTBOM TOCYAapCTB — HIICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 COH3a.

CeeneHus 06 oTMeHe pelieHHs 00 aTTecTalyd BHOCATCS MMHHCTEPCTBOM B peecTp
YIIONHOMOYEHHBIX JIMI [POM3BOJMTENEH JIeKapCTBEHHBIX CpelcTB EBpasmiickoro

7 Tynkr 9 Topsinka GOPMUPOBAHHS W BEJCHHS PeecTpa YIOJHOMOYEHHBIX JIML NPOM3BOJMTEINIEH EKAPCTBEHHBIX CPEICTB
EBpasHiickoro JKOHOMHYECKOTO COM033, YTBepXaeHHoro pemenvem Coseta Epasuiickoi SKOHOMHUYECKOH KOMHUCCHH
oT 3 Hosi6psi 2016 r. Ne 74 (OduumanbHelii caiit EBpa3uiickoro 3kOHOMHMYECKOro COl03a http://www.eaeunion.org/, 21 Hoa6ps
2016 r.).

8 (QenepanbHbiii 3akoH or 27 wmona 2006 r. Ne 152-@3 «O nepcoHanbHBIX NAHHBIX» (CoOpaHue 3aKOHOAATENbLCTBA
Poccuiickoit @enepauun, 2006, Ne 31, ct. 3451; 2020, Ne 17, ct. 2701).

9 [Tynxr 10 ITopsaka aTTeCTAlMH.




KOHOMHYECKOTO COl03a, pa3MelaloTcss Ha ouuuanbHOM caite MHHHCTEPCTBA
1 Ha odunuaisHOM caiite EBpa3uiicKOro SKOHOMHYECKOro cor3a B ceTH IHTepHer
¢ coOJI0IeHreM OrpaHUYEeHUH O 3aIIUTE IEPCOHAIBHBIX JAHHBIX.

33. YnoaHoMoOY€eHHbIE JIMIIA, aTTECTOBAaHHbIE B COOTBETCTBUM C YacCThIO 7 CTaThH 45
denepansHoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaleHHH TeKapCTBEHHBIX
cpencTB»'’, pasMeInaloT B JMYHOM KalWHeTe 3asBieHHe 00 aTTecTalMd B KadecTBe
YIIOJTHOMOYEHHOr0 Jinia (peKoMeHIyeMbli obpasell HpHuBedeH B IpuioxkeHHH Ne 3 K
IIpaBUiIaMm).

34. JlemapTaMeHT B Te€4YeHHE [ECSTU KaJCHOApHBIX AHEH CO JHSA pa3MeElICHUs
B JINYHOM KaOWHeTe 3asBJICHHUS, YKa3aHHOTO B IIyHKTE 33 mpaBuiI:

a) MpOBEPAET JOCTOBEPHOCTh MPEACTABICHHBIX CBEICHHI;

0) obecrieunBaeT H3JaHHE INPHKA30B MuHHCTepcTBa 00 aTTecTaldd B KaueCTBE
YIIOJTHOMOYEHHBIX JIMII, pa3MellleHHe BBINMCOK M3 HUX B JIMYHBIX KaOMHETax 3asiBUTENIEH,
BHECEHHE B PEECTP YNOJHOMOYEHHBIX UL TPOU3BOAMTENEH JIEKapCTBEHHBIX CPEICTB
EBpasuiickoro 3KOHOMHYECKOT'0 COI03a CBeJIeHHI 00 aTTeCTOBaHHBIX YIOJIHOMOYEHHBIX
JIMIAaX, pa3MelleHHe TaKMX CBeIeHWH Ha o¢uUUaNbHOM caiite MuHucTepcTBa
¥ Ha oduiuanpHOM caiite EBpa3smiickoro 3KOHOMHYECKOro coro3za B ceTd HHTepHer
C COOMIONEHMEM OrPaHHYEHHMI O 3alluTe [EePCOHANBHBIX AaHHBIX JHOO pasMellleHHe
B JIMYHBIX KaOMHeTax 3asgBHTENed pemeHUd 00 OTKa3aXx B aTTeCTalldd B KayeCTBE
YIIOTHOMOYEHHBIX JIMIL;

B) IPY BBHIABJIEHHM HEHOCTOBEPHOCTH NPEACTABIEHHBIX 3aABUTEIEM CBEICHHUH
IPUHUMAET peleHre 00 0TKa3e B aTTECTAllMH B KaYE€CTBE YIIOJTHOMOYEHHOTO JIHLA.

Ipu mnpuHATAM MHHUCTEPCTBOM pelleHHs 00 OTKase B aTTeCTalldd B KayecTBe
YIIOJIHOMOYEHHOTO JIMIa B COOTBETCTBHM C IOANYHKTOM «B» HACTOSIIETO ITyHKTa
YIIOJHOMOYEHHOE JIMLIO BIIpaBe NPEACTaBUTH JOKYMEHTBI U CBEJECHHS B COOTBETCTBUH
¢ myHKToM 19 mpasuit.

10 Co6pannue 3akoHonaTenscTBa Poccuiickoit ®enepauuu 2010, Ne 16, cT. 1815; 2014, Ne 52, cr. 7540.




Ipunoxenue Ne 1
K IIEPEYHIO JJOKYMEHTOB, IPE/ICTABIIAEMBIX ATTECTyEeMBIM
YIOJHOMOYECHHBIM JTUIIOM IPOH3BOIUTENIS
JIEKApCTBEHHBIX CPEJCTB rOCyAapcTBa — WieHa
EBpa3uiickoro 3KOHOMHYECKOTO COK03a, ITaram
IPOIIEAYPHI H HOPSIKY IPHHATHS PEIICHHUI
00 aTTecTalliy YIIOJIHOMOYEHHBIX JHI] IPOU3BOAUTENCH
JIEKAPCTBEHHBIX CPEACTB UL MEJUIIMHCKOTO MMPUMEHEHU
B cooTBeTcTBHH C [lopsnxoM aTrecTanuu
YIIOJITHOMOUYEHHBIX JIUII IPOU3BOIUTENCH JIEKApCTBEHHBIX
cpecTB, yTBepxkaeHHsM penenreM Copera EBpasuiickoit
HKOHOMHYECKOH KoMHccHu oT 3 Hosa0ps 2016 r. Ne 73 «O
TTopsifike aTTeCTaIlMK YIIOJTHOMOYEHHBIX JIAIL
MPOU3BOTUTENEH JIEKAPCTBEHHBIX CPEACTBY,
yTBEPKACHHOMY IIpHKa30M MUHHCTEPCTBA
3/IpaBOOXPAaHEHUS
Poccwmiickoit @exepanuu

oT « /A » ,?qu 2021 1. Ne ._ﬂ/

PexomMenyemblii oOpasen

ATTECTALIMOHHBIN JUCT

damuusi, UM, 0TYECTBO (TIPY HATHYHH):

Jlata poxaeHus (YKCII0, MECSII, FOJ] POXKICHHUA):

1
2
3. I'paxxpaHcTBO:
4

MecTo XUTENBCTBA:

5. KoHTaKTHBIE CBeleHHUsA: HoMepa TeledoHa M (akca, afpec IJIEKTPOHHOH

NOYTHI (IIPH HAJTUYKH):

6. CBefieHHs O HAJIMYKH BBICIIETO 00pa30BaHusL:
Haumenosaune | Jlathl Hauana | HaumenoBanne | Ksamnpukarms | HaumenoBaHue, cepus
06pa3oBaTebHOM | 1 OKOHYAHHUS | CIEUMANBHOCTH | (CTCICHB) U HOMEp  JOKyMEHTa
OpraHu3aliH 00y4eHus B COOTBETCTBHH 0 BBICLIEM
c JIMILIOMOM npodeccHOHATBHOM
00 oOpa3oBaHHHU 00pa3oBaHUH
7. CaezneHus 00 yueHO# cTerieHH (IIpY HaJTHIKH):
8. CgezieHH O JOIOJIHUTEIBLHOM 00pa30BaHuH:
Hanmenosanue | Jlatel Havana | HaumeHoBaHue Kpanmudukanus | Haumenosanue, cepus
06pa3oBaTeNbHOM | I OKOHYAHMS | CIENHATBHOCTH (cTeneHs) i HOMep  JOKyMEHTa
OpraHU3alHH o0yueHus B COOTBETCTBHH ) JIOTIOJTHATEIBHOM
c JIOKyMEHTOM o0pa3oBaHHH
0 JOMOJHHTETEHOM
o0Opa3zoBaHnu
9. CBemleHUs O TMPOXOXICHHH OOy4eHMs TpH TOJYYCHHH  BBICIIETO

HTH JOMOJHUTENBHOrO 00Pa30BaHHs MO CIEAYIOLIAM KypcaM (IUCIMILTMHAM), MO JISM.




Ha3zpanue moxayis | HaumeHoBaHue O6reM Moayns (Kypca)
(kypca) u  oObeM | 06pasoBaTenbHOH | (C yKasaHWEM €IHHHUIBI
COIJIACHO  BKJIQJBIIY | OpraHH3aLuu TPYIOEMKOCTH:

K JUTUIOMY aKaJIeMU4YECKHE

WIN COTJIACHO 3a4eTHHIC eIUMHHULIBI
yJIOCTOBEPEHHIO

0 IIOBBHIIIEHAN

KBaJI(pUKanuu

7 (umm)  JUINIOMY
0 mnpodecCHOHAIBHOR
TIePENOATOTOBKE

HaumeHoBaHue, cepus
%4 HOMeEp JIOKyMEHTa
0 JOIIOTHATETHHOM
00pa3oBaHNK/BICIIEM
00pazoBaHUM

PUKIIaHAs
(MeUIIMHCKAs

51 Ouosormyeckas)
du3uKa

oOmasa
U HeopraHuyeckas
XUMHSA

OpraHn4cCKasi XuMHs

aHAIIUTHYCCKas XUMUA

dapmaneBTHYECKAS
XUMHS (BrIIO9ast
aHAJIA3 JICKaPCTBEHHBIX
CpPEZICTB)

OHoOIOoruIecKas XUMUs

(bu3Kn0IOTUL

MHKPOOHOJIOTHS

(apmaKonorus

thapMarieBTHYECKas
TEXHOJIOTHS

TOKCHKOJIOTHsI
(TOKCHKOJIOTHYECKAs
XMMHS)

(hapMaKorHo3us

10. CaeneHus o TeKyllei TpyJOBOH AEATENPHOCTH HAa MOMEHT IPEICTaBICHHS
3agBlieHHs 00 arTecTallMd B KadecTBe YIOJHOMOYEHHOIO JIMIAa MPOU3BOJUTENA
JNIEKAPCTBEHHBIX cpe/ICTB EBpasuiiCKOro 9KOHOMUYECKOro COr03a:

ITosIHOE ¥ COKpAIICHHOE HANMEHOBAHMS FOPHINIECKOrO
JHIA COIVIACHO YUYPETUTEIPHOMY HOKYMEHTY C yKa3aHHEM
OpraHH3alMOHHO-TIPaBOBOX  (OPMBI U YHHKAJIBHOTO
ugeHTHQHUKATOpa  IOPHAMYECKOrO  JIMI@a B PEECTpe
JOPUJIMYECKUX JIMI TocyjapciBa - wieHa EBpasmiickoro
3KOHOMHYECKOTO COI03a:

AIlpCC OCYIICCTBJACHUA OCATCIBHOCTH IOpHJIAYCCKOTIO
Jana.

KoHTaKTHBIE CBefcHHS: HoMepa TenedoHa u (axca,
afipec JIEKTPOHHON MOYTHI (NPH HATMYHM) IOPUIUIECKOro
LA

HanmeHoBaHHE JOKHOCTH




lIaTa IIpueMa Ha JOJDKHOCTD

11. CeenieHus o0 npeabiAyHIel TpyA0BOM AESITENbHOCTH:

Tlonnoe Anpec KoHTtakTHEIE HaumenoBanue | Jlata Jara
Ne | u cokparueHHoe OCYIIECTBJICHUS | CBEACHMS: JIOTDKHOCTH npuemMa YBOJIbHEHHSA
n/n | HauMeHOBaHHSA JeSATeTBHOCTH HOMED Ha

FOPUIHYECKOTO IOPUANYECKOr0 | TenedoHa JOJDKHOCTD

JIMLA COTJIACHO iz " akca, agpec

VUpeIUTeIbHOMY 3NEKTPOHHOM

JIOKYMEHTY TOYTHI

C YKa3aHueM (npu Hanu4UM)

OpraHH3alMOHHO- OPHIHIECKOTO

npaBoBo# GopMer auua

Y YHUKAJIbHOTO
HIEHTH(HKATOpa
IOPHIHIECKOTO
nuua

B peecTpe
IOpHIMYECKHX JIULL
rocyznapcTaa -
YjieHa
EBpasmiickoro
HKOHOMHYECKOT0
coro3a

12. Crax B 00J1aCTH MPOU3BOJCTBA, WM OOecleueHns] KauyecTBa, WM KOHTPOJIA
Ka4yecTBa JIEKAPCTBEHHBIX CPELICTB!

(nonmuck paboTHHKA KaapoBOii CIryk0bI 1 NleYaTh OT/ieNIa KaJpoB
opraHu3aluy, pabOTHUKOM KOTOpOii
SIBJISETCS aTTECTYEMOE JIHLO)

13. CBemeHwss O JOKyMeHTe, IIOATBEp)KJAIONMIEM IPUHATHE  pPELICHUs
00 arTecTalldd YIMOJHOMOYEHHOIO JIMIA: HOMep, HaUMEHOBaHHE [OKyMEHTa W Aara
€ro BBIJAYH, HAHWMEHOBAHWE YIOJIHOMOYEHHOTO OpraHa, BBIAAaBUIET0 JIOKYMEHT
(Ipu HANTUYMHN):

14. Jlata Havaja OCYIIECTBIEHHS NEATEIBHOCTH B KaueCcTBE YIOJIHOMOYEHHOIO
nuna (Ipyu HATHYHH )

15.  Bug npou3BOJICTBEHHOH AEATENILHOCTH, Ha OCYIIECTBIEHHE KOTOPOH BBIAAH
JOKYMEHT, TOATBEP)KIAIOIINIA TPHHATHE pelleHus 00 aTTecTalyy YIOIHOMOYEHHOIO
nuna (TIpyu HAJTMYUH ):

16. HanMmeHOBaHMe BHIA IPOU3BOACTBEHHOW JEATENPHOCTH B COOTBETCTBHHU
C mepeyHeM paboT, Ha KOTOPYIO MPOBOAMTCS aTTEeCTALIUA:

Ne i/t HanmeHoBaHHe BHAA JCITCIBHOCTH B COOTBETCTBHHA C NEPEIUHEM pa60T,

COCTaB/IOIINX ACATCIBHOCTE 110 MPOU3BOACTBY JICKAPCTBCHHBIX CPEJICTB




17.  Pe3ynpTaThl TECTOBOTO KOHTPOILS: %.

18. Pesynbratsl cobecenoBaHus:
(YHOBIIETBOPUTEIBHO/HEYIOBIETBOPUTEIILHO)
19. 3aKioyenne DKcnepTHOH TPYIIIBI ATTecTallHOHHOH
KOMHUCCHH:

(peKOMeHHaHHH 00 aTTeCTald B Ka4eCTBC YIIOJTHOMOYCHHOIO JIMIA WIH 00 oTKaze B aTTeCTalluu B
Ka4YCCTBC YIIOJJHOMOYEHHOI'O J'II/lHa)

20.  KonudecTBeHHBIN cocTaB ATTECTAllMOHHON KOMUCCHUM:
Ha 3acenanuu npucyTcTBOBaJIO YJIeHOB ATTeCTalHOHHOM KOMHUCCHH
KonuuecTBo ronocos 3a , IPOTHB

21.Ilpumeyanus

IIpeacenatens JxkcrepTHOU

TpyIIIBI
(moamuce) (pacumdpoBka moamuch)
CekpeTapb DKCHEpTHON IPyMIIBI
(moamuce) - (pacmudpoBka noanvcH)
UsneHbl JKCIEpTHOM rpyIIbl
(noxmucu) (paciudpoBka noamnuceii)
Jlarta 3aceqanust DKCIIEPTHOM IPYIIIBL: «__ » 20 T

C aTTecTallMOHHEIM JTHCTOM MOXET OBITH O3HAKOMIIECH(2)

(noAmKCH aTTECTYEMOTO JIUIIA)



Iprnoxenue Ne 2
K IEPEYHIO IOKYMEHTOB, IPEJICTABIISIEMBIX aTTECTYEMbIM
YIIOJTHOMOYEHHBIM JIHIIOM IPOM3BOAUTEIS
JIEKAPCTBEHHBIX CPEJICTB FOCYAApCTBA — WIEHA
EBpa3uiickoro 5JKOHOMH4ECKOTO COK03a, 3Talam
HpONEeTYPhl M MOPAAKY NPUHATHS PEMICHUH
00 aTTecTalyy yIOoJTHOMOYEHHBIX JIUI] TPOM3BOUTENICH
JIEKapCTBEHHBIX CPEJCTB A METULIMHCKOTO
IIPHMEHEHHS B COOTBETCTBUH ¢ IlopankoM arrecTanun
YIOJIHOMOYEHHBIX JIUI IPOU3BOJUTENECH NEKAPCTBEHHBIX
CpeJCTB, YTBep)KAeHHBIM peneHneM CoBeTa
EBpasuiickoil 5SKOHOMHYECKO#H KoMHCCHY OT 3 HOA6ps
2016 r. Ne 73 «O Ilopsinke arTecTanuu
YIIOJTHOMOYEHHBIX JIUI] IPOU3BOAUTENIEH JIEKaPCTBEHHBIX
CpeACTBY, YTBEPXKICHHOMY ITpUKa3oM MHHHCTEPCTBA
3apaBooxpaHenus Poccuiickoit ®enepanun

oT « /4 » }Mﬂﬂﬂ, 2021 r. Ne ;Z,L/

PexomenayembIii obpasert

MMPOTOKOJ 3ACEJAHUSA
JKCHepTHO rpynnbl ATTeCTAHOHHOH KOMHCCHH

IIpencenarenscTBOBAN:

OTBETCTBEHHBIN CEKPETAph:

(thamustus, MM, OTIECTBO (NPH HANHIHH)

IIpucyrcTBOBaIN:

UneHsl DKCIEpTHON IPYIIIIEL:

(hamunusi, UM, OTYESCTBO (IIPU HATUTHM)

(hamunus, UMs, OTUECTBO (TPH HATIMYHH)

(bamunus, UM, OTIECTBO (IIPH HATHYHH)

(pamunus, uMs, OTIECTBO (TIPH HATHYHH)

(bamunus, uMs, oTIECTBO (IIPH HATHYHH)

(damumas, UM, OTIECTBO (TIPH HAJTMIHH)

(daMunus, UMs, OTIECTBO (IIPH HAJIMYKH)
IToBecTka OHA:

OO6 arrecTanuy:

(bamwust, UM, 0TUECTBO (NIPH HATIMUHUH) aTTECTYEMOrO JHIIA,
HAMMEHOBAHHE TPON3BOIMTENS IEKAPCTBEHHBIX CPEACTB T MEUIMHCKOTO MPUMEHEHNS)




3akmroueHre ODKCHEpTHOM Trpynnbl  ATTECTaMOHHOM KOMHCCHH IO  OTYETY
0 npodecCHOHAIBHON JeATENbHOCTH:

PesyanaT BBITIOJIHEHHSI TECTOBBIX 3aJaHUMN

(npouem YCIEeITHO BBINOTHEHHOIO
o0bema TeCTOBBIX 3a/laHuil)

CoJeprxaHue U pe3ybTaThl cobeceJoBaHus]

(OTIHMCEIBAIOTCS BOTIPOCHI K ATTECTYEeMOMY JIHLY H COJIEPKaHUE OTBETOB HA HHX)
Crneunnanuszanusi, Ha KOTOPYIO aTTECTYETCH

Pemenue:

PexoMeH0BaTh K arTecTald B KaueCTBE YIOOJTHOMOYCHHOT'O JIMIa IIPOHU3BOAUTEIIA
JICKApCTBECHHBIX CPEACTB I MEIAHUIIHHCKOI'O HpI/IMeHeHI/Iﬂ/OTKaBaTB B arrectanyu
B KavecTBE YIOJHOMOYCHHOI'O JIMIla IIPOHU3BOAUTENS JICKApCTBCHHBIX CPCACTB JJIA
MCIUIHHCKOTO MPUMCHCHHA

HpI/IHHTO OTKPBITEIM I'OJIOCOBAaHHUEM 3a , IPOTHUB

Hanuure oco6oro MHeHHS WieHa DKCIePTHON IPYIIbL:

IIpeacenarens JKcepTHON
TpyMIBL

(moanuce) (pamummust, ums, 0TIeCTBO (IPU HATHIHH)

YsneHsl DKCTIEpTHOM rPyIIbL

(noxmmcw) (hamunuy, uMeHa, oTdecTBa (TIPH HATHIHH)

OTBeTCTBEHHBIN CEKpeTaph
DKCIEePTHOU IPyIIIBI

(moanuce) (amumust, UM, 0TIECTBO (MPH HATHYHH)




. [Tpunoxenne Ne 3
K IIEPEYHIO JOKYMEHTOB, IIPEACTABIISIEMBIX aTTECTYEMbIM
YIIOJIHOMOYEHHBIM JIMLIOM ITPOU3BOIUTENS JIEKAPCTBEHHBIX
CpeZCTB rocyaapcTBa — wieHa EBpa3zuiickoro 3x0HOMHYECKOTO
COI03a, 3TanaM MpOLEAYpHl ¥ MOPSAAKY MPUHATUS PEIICHUN
00 aTTecTaluy YIOJTHOMOYEHHBIX JIUI] IPOU3BOAUTENIEH
NIEKapCTBEHHBIX CPEACTB JUI MEAULIMHCKOTO MPUMEHEHHS
‘ B COOTBeTCTBHH ¢ [lopsiikoM aTTecTaluy yIIOJHOMOYEHHBIX
| JTHI] TIPOU3BOJUTEIIEH JIEKAPCTBEHHBIX CPEICTB,
yTBepXKIeHHbIM peineHneM CoBeta EBpazuiickoit
SKOHOMHUYECKO# KomuccHu OT 3 HOs6ps 2016 1. Ne 73
«O Tlopsyke aTTecTallMy YHOJTHOMOYEHHBIX JTHIT
IIPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEICTBY, YIBEPKIACHHOMY
nMprKa3oM MHHHCTEPCTBA 3ApaBOOXpaHEHUS
Poccuiickoit ®eaeparyu
|
|
|

ot « A ,,9//&5/4 2021 . Ne 4/

Pexomenayemsiii obpazen

3AABJIIEHUE
00 aTTeCTAIIMM B KaYecTBe YNOJHOMOYEHHOI0 JINIA IIPOH3BOAUTEIA JIEKAPCTBEHHBIX
cpeactB EBpasniickoro 3x0HOMHYECKOI0 01032

damunus, uMs, 0T4ECTBO (ITPU HATUYHH):

Jlata poxaeHHs (YMCI0, MECSL, TOJ] POXKICHMSA):

1
2
3. I'paxxnaHcTBO:
4

MecTo XuTenbpCcTBa:

5. KounrakTHele CcBefeHHs: HoMepa TenedoHa U ¢akca, ajgpec 3JIEKTPOHHOM

ITOYTHI (TIPpH HAJIMYWH):

6. CBelleHus 0 HAJIMYUH BBICHIET0 00pa30BaHU:
HaumenoBanue | Jlarel Havana | HaumenoBanue | KBamudukamms | Hammenosanue, cepus
00pa3oBaTebHON | B OKOHYAaHHSA | CHEHHAIBHOCTH | (CTENCHB) H  HOMEp  JOKyMEHTa
OpraHu3aluu o0yueHus B COOTBETCTBHH 0 BBICIIEM
C JUILTIOMOM npodecCHOHATEHOM
00 oOpazoBaHUH 00pa3zoBaHUH
7. CaeieHus 00 yueHO# cTerneHy (IIpyU HaTU4UN):
8. CaejleHHUs O JAOIOJIHUTENIEHOM 00pa30BaHUU:
HanmenoBanue | Jlatel Havana | HaumeHoBanue Kpamduxkanus | HaumeHnoBanue, cepHs
00pa30BaTeNbHOM | 1 OKOHYaHHSA | CHEHATBHOCTH (cTereHb) U HOMEp  JIOKyMEHTa
OpraHu3anuu 00yueHus B COOTBETCTBUH 0 JOTOTHUTETIHHOM
v JOKyMEHTOM 06pa3oBaHUH
0 JIOTOJTHUTEIIFHOM




00pa3zoBaHNH

9. CeelleHHs O TeKylleil TPyIOBOU NeATENbHOCTH Ha MOMEHT INpPEACTaBICHUA
3asdBJIEHAd 00 aTTecTalid B KadyeCcTBE VYIIOJHOMOYEHHOIO JIMIA IIPOU3BOJAMUTENS
JIeKapCTBEHHBIX cpeAcTB EBpa3uiiCKOro 3KOHOMHYECKOTO COH3a!

ITommoe u COKpallcHHOS HAUMCHOBAHHS IOPUAUIECKOrO JINIA

COIJIACHO  YYPEAHUTEIBHOMY IOKYMEHTY C YyKa3aHHEM
OpraHU3allHOHHO-TIPaBOBOH  (GOPMBI M YHHKAILHOIO
uneHTH(QHUKATOpa  IOPUAMYECKOrO JIADA B PeecTpe

IOpUIUYECKUK JMI[ TocyaapcTBa - wieHa EBpasmiickoro
3KOHOMHMYECKOI0 COI03a:

Az[pec OCYIICCTBJICHUA ACATCIIBHOCTH IOPUANYCCKOrO JINLa:

KoHnTakTHEIE CBemeHHs: HOMepa TeiedoHa M (akca, agpec
DIIEKTPOHHOH MOYTHI (IIPY HAIWYKH) IOPHIMYECKOTO JIMIA

HaunMmeHOBaHHE JOTXKHOCTH

Jlata mpuema Ha JOJDKHOCTD

10. CseneHus 0 NIpeablIyeit TPy 10BOH AESTEIbHOCTH:

IlonHoe Anpec KonrakTHbIE HawnmenoBanmne | Jlata Hata
Ne | u cokpaleHHOe OCYIIECTBJICHHS | CBEACHHM: JOJDKHOCTH npuema YBOJIbHEHHUA
n/n | HaHMEHOBaHHS JeATeNbHOCTH HOMep Ha

IOPUANYECKOTO IOpHanYecKoro | TenedoHa JOJDKHOCTh

JMLA COTIACHO vna U (akca, agpec

YUpeAUTENBHOMY 9NEKTPOHHOM

JOKYMEHTY HOYTHI

€ YKa3aHHEM (Tipu HAJTU4UK)

OpraHU3aLMOHHO- IOPUINYECKOTO

npaBoBoH (Gopmsl aMua

¥ YHUKQJIBHOTO
UIeHTUUKaTOpa
IOpPHINYECKOTO
aua

B peecTpe
JOPUAMYECKHX JIHLL
rocyJapcTea -
qIeHa
EBpaswuiickoro
KOHOMHYECKOTO
coro3a

11.

12.

Ceemenus o

JOKYMCHTE,

Crax paboTel B 00JacTH IPOM3BOJACTBA, MM OOECIEYEHUs KaveCTBa, WIH
KOHTPOJIS KaueCcTBa JIEKApCTBEHHBIX CPE/ICTB!

IIOATBEPXKJAIOIIEM

NIpUHATHE

peleHus

00 arTTecTallid YIOJIHOMOYCHHOTO JIMIa: HOMEp, HAaUMCHOBAaHHUC [OKYMCHTA H Jara




ero BBIJIaYH, HaMMEHOBaHHeE YIIOJTHOMOYEHHOTO oprasa, BBIJIABIIIETO
JOKYMEHT: ,

13. JlaTa Hayajia OCYIIECTBICHUS JEATENIBHOCTH B KAYeCTBE YIIOJIHOMOYEHHOTO
JIAIA:

14. Buj IpoM3BOACTBEHHOM IEATENBHOCTH, HA OCYIIECTBIEHUE KOTOPOil BBIAH

JAOKYMCHT, l'IOI[TBep)K}IaIOIHI/Iﬁ NPHUHATHE PEHICHUS 00 arTeCTallii YIIOJJHOMOYCHHOTO
JIULaAa:

HpOll.ly aTTecTOBATH MCHA B Ka4yecTBe YNIOJHOMOYECHHOI'0 JIHIIA IPOU3BOANTEIA
JEKAPCTBCHHBIX CPEACTB EBpa3ﬂﬁCKOFO 3KOHOMHYECKOro c¢omw3a no BHAaAM
JeSITEJIbHOCTH IO NMPOM3BOACTBY JICKAPCTBEHHbIX CPEACTB:

No /i | HamMeHoBaHHE BHIAa AEATENLHOCTH B COOTBETCTBHH C HeEpedHeM padoT, COCTaBJISIONIHX
JEATENLHOCTD 10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB

—

2.
3.
IIpunoxenue:
1. Konus numioma o BeICIIEM 00pa3oBaHUM Ha I
2. Komus TpynoBo#l KHIKKM (BBIIHCKA M3 3JIEKTPOHHOW TPYHOBOM KHIDKKH )
Ha 11
3. Konuu JOKYMEHTOB O JOMOJNHUTENHHOM 00pa3oBaHHMHM 00 OCBOECHHHM KypCOB
(IUCHHIUTHH, MOAYIIell) Ha m.

Iloamuce 3agBUTENA

(aMunus, HHULHAANBL)

Jata« __ » 20 T.




