EBPA3UHCKASI SKOHOMUUYECKASI KOMUCCUS
COBET

PEIMEHMWE
«03» HOs10ps1 2016 T. Ne 73 r. Acrana

O Ilopsake aTTecTalUM YIIOJTHOMOYEHHBIX JIUI IPOU3BOUTEJIEH
JIeKapPCTBEHHbIX CPeICTB

B coorBerctBun co cratbeir 30 JloroBopa o EBpasuiickom
SKOHOMHYECKOM coro3e oT 29 masg 2014 roma, crateeit 9 CornameHus
O €OUHBIX NPHHLOMIAX W IpaBHiIaX OOpalleHus JEKapCTBEHHBIX CPEJCTB
B paMmkax EBpazuiickoro s3xoHOMHUYECKOro corosza oT 23 aekadps 2014 rona,
nyHkroM 99 npunoxenus Ne 1 k Pernmamenty pabotsl EBpasuiickoii
ODKOHOMHYECKOM  KOMHCCHM, yTBepxJAeHHOMy PemenwemM  Bricmiero
EBpasuiickoro skoHomuyeckoro cosera oT 23 nekabps 2014 r. Ne 98,
u Pemenuem  Beicuiero  EBpasuiickoro  3KOHOMHYECKOTO  COBeTa
or 23 nekabpst 2014 r. No 108 «O peanuzanuu CornameHuss O €JUHBIX
NpUHIMIAX W MpaBwiax OOpallleHUsl JIEKApCTBEHHBIX CPEJCTB B paMKax
EBpasuiickoro HKOHOMMYECKOTO COHO3a» Coger EBpazuiickoi
HSKOHOMHYECKOA KOMUCCHU P € Il M J1:

1. YTBepaurs npuinaraemselid llopsjiok arrecranvu ynoJHOMOYEHHBIX
JIUL POU3BOAUTEIICH JIEKAPCTBEHHBIX CPEICTB.

2. Hactosimiee  Pemenwe BeTymaeT B CHUIy IO HMCTEYEHHH
10 xamengapHbIX [JHEH C Jarbl BCTyIUleHHss B cuiy llportokona,

nojanucadHoro 2 gexkabps 2015 roma, o mnpucoeguHeHun PecnyOnuku
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Apmenus k CorjalieHHI0 O €JUHBIX NPHHLIMIAX U I[IpaBUIaX OOpalleHus
JIeKapCTBEHHBIX CPEACTB B paMKax EBpazuiickoro 3KOHOMMYECKOrO COI03a
ot 23 nexabps 2014 roxa, HO He paHee yeM Mo uctedeHuH 10 KajgeHIapHbIX
JHeW ¢ gaThl odUIMANBHOTO OMyOJIMKOBaHMS HacTosero Perenus,
3a  HCKIoYeHWeM TnyHkTa 6 Ilopsinka, YTBEpKIEHHOTO HACTOSLIUM
Pemenuem.

[Tyukt 6 Ilopsinka, yTBEpKIEHHOTO HAaCTOAIIMM PelneHunem, BcTymaer

B cuity ¢ | stHBaps 2019 1.

Yaenst Cosera Eppaszuiickoil 5KOHOMHYECKOH KOMUCCHH:




YTBEPX/IEH

Pemenuem CoBera
EBpa3uiickoil 5JKOHOMHUYECKOH KOMHUCCUH
ot 3 HosiOps 2016 1. Ne 73

MNOPAJOK
ATTECTAIMM YIIOJHOMOYEHHbIX JIUI IPOU3BOANTE el
JIEeKAPCTBEHHbIX CPeICTB

1. Hacrosmmii [lopsimok ompenensier TpeOOBaHUS, IpeNbsABIISEMEIE
K 00pa3oBaHUIO, OOYYEHHIO M CTaxy paOOTHl YIOJTHOMOYEHHBIX JIHIL
MPOU3BOAUTENEN JIeKapCTBEHHBIX CpEeICTB roCy1apCTB — YJIEHOB
EBpasuiickoro HSKOHOMHMYECKOro COI03a (Jajee COOTBETCTBEHHO —
YIIOJHOMOYEHHBIC JIMIa, rocygapcTBa-awieHsl, Cowo3) U K IPOBEIEHUIO HX
aTTeCTallUH.

2. ATTecTyeMoe yIOJIHOMOYEHHOE JIMLO JI0/DKHO UMETh He MeHee 3 JieT
TPYIOBOTO CTa)Xa B 00J1aCTU MPOU3BOJCTBA, WM O0eCIIeYeHUs KauecTBa, WK
KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEACTB W 3aKOHYECHHOE BBICLLIEE
oOpa3oBaHKe B OJTHOM U3 CIEIYIOMMX 00IacTel:

a) XUMUYecKasl;

0) XMMHUKO-TEXHOJIOTUYECKAS;

B) XUMHUKO-(apMalieBTHUECKas;

r) OMosIoruyecKas;

1) OHoTexXHOJIOTHYecKas;

€) MUKpPOOHOJIOTHYECKas;

) hapMalieBTHYECKAS;

3) MEJULUHCKAS;

1) BeTepUHaApHas.

3.K arTecTaluu Ha NpaBo OCYILIECTBJICHUS GyHKUIMN

YIOJHOMOYEHHOT'O JIUIIa Ha NpeanpusAaTHUax, OCYIMICCTBIIAIOMHNX
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NPOU3BOACTBO MCIAUIMHCKHUX ra3oB, AOIYCKAIOTCA TAaKXKE JIHIQA, MMCHOIIHC

3aKOHUYEHHOE BhICIIee 00pa3oBaHHe B 00/1acTH (PU3MKO-TEXHUYECKUX HayK.

4. K  arrecrauuu Ha  IIPaBo OCYILIECTBJICHUS byHKIUH
YIIOJHOMOYEHHOTO  JHI@  HA  NPEANPHATUAX,  OCYILECTBIISIONIMX
IIPOM3BOICTBO parodapMaleBTHYECKUX IIPENapaToB, JOIYCKAIOTCS TaKKe
MLA, MMEIOIIME 3aKOHYeHHOe Bhicliee oOpazoBaHWe B 00JIaCTH sAEpHOM
(GU3KMKK U PaguOPU3UKH.

5. CooTBeTcTBHE HAIIMOHAJIBHBIX ~ HaIpaBJICHUM MIOJITOTOBKHU
yKa3aHHBIM B MyHKTax 2 —4 Hacrosimero Ilopsaaka obmactsim oOpasoBaHus
yCTaHABJIMBAETCS YIIOJTHOMOYEHHBIM OpPraHOM TOCyAapcTBa-wieHa B cepe
oOpallleH!s] JIGKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIOLIMM  aTTECTALUIO
YIOJIHOMOYEHHBIX JIHII (J1ajiee — YIIOJTHOMOYEHHBIH OpraH).

6. ATTectyeMoe YIOJHOMOYEHHOE JIMIO, 3a MCKIOYEHUEM JIHLI,
yKa3aHHBIX B MyHKTax 3 u 4 HacToswero [lopsaka, mpu nony4YeHu BBICIIETO
HIIA  JTOTIOJTHUTEIBHOTO O00pa30BaHMs JIOJDKHO TMIPOUTH oOydeHWe 110
CJICIYIOIINM KypcaM (AUCIUIUIMHAM, MOIYJISIM):

a) IpUKJIaHast (MEUIMHCKAst U Ouosiornyeckas) pu3uka;

0) oO111ast ¥ HEOpraHUYECKass XUMHMS;

B) OpraHuyveckasi XMuMHusi;

I') aHAJIMTAYECKasl XUMUSI;

1) dbapmaneBThueckass XHUMHSL (BKJIOYasl aHajiu3 JIEKapCTBEHHBIX
CpEJ/ICTB);

¢) Ouosoruyeckasi XuMusl;

k) (hU3roIIOrHKs;

3) MUKPOOHOJIOTHS;

1) papmMaxosiorus;

K) (papmarieBTHUecKas TEXHOJIOTHs;

J1) TOKCUKOJIOTHS (TOKCHKOJIOTHYECKast XUMU );

M) (hapMaKOTHO3HS.



3

7. Ilponeaypa arrectalliyd BKJIIOYAeT B ceOsi MPOBEPKY COOTBETCTBHS
oOpa3oBaHus, 00yUeHHS U CTaka pabOThl aTTeCTyeMOro yHOJHOMOYEHHOTO
auna TpeOOBaHMSIM, YCTaHOBJIEHHBIM HacrtosiuM llopsakom u npaBunamu
HajuIexaled mnpousBojacTBeHHOM mnpaktuku Coroza. [lo  pesynbratam
yKa3aHHOW MPOBEPKH YIIOJIHOMOYEHHBIM OPraHOM IPUHUMAETCS pelleHue 00
aTTeCTAllMH YIIOJHOMOUYEHHOTO JIMLA (C YKa3aHUEM BUAOB JIESTEIBHOCTH TI0
IIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMM C IPaBUIAMH
HaJJIeXxame Mnpou3BoACTBeHHON npakTuku Coroza, Ha OCYLIECTBJICHHE
KOTOPBIX aTTeCTOBAHO ynonHCMoqeﬂﬁoe JTUII0).

[lepeyenb u ¢dopMaT JOKYMEHTOB, HpPEICTABISIEMBIX aATTECTYEMBIM
YIOJTHOMOYEHHBIM JIMIIOM, 3Talbl MPOUEAYPhl M TOPSJOK MPHHSITHS
pEIIeHHH OTIPEIETSIFOTCSl YITOTHOMOUYEHHBIM OPraHoM.

8. Perenue YIOJTHOMOYEHHOTO opraHa 00 aTTecTalluu
YIOJHOMOYEHHOTO JIMLA [OATBEPKIAAET, YTO YIOJHOMOYEHHOE JIHI[O
OTBeYaeT TPpeOOBaHHUSIM, YCTAHOBIEHHBIM HacTosIMM [lopsiikom.

9. CBenenusi 00 aTTECTOBAHHBIX YMOJHOMOYEHHBIX JIMIIAX BHOCSTCS B
peectp ynojiHOMO4eHHBIX Jull Coio3a U paszMmelaioTcs Ha OPUIUATBHOM
caiiTe yIMOJHOMOYEHHOrO opraHa W Ha odunuansHoMm caite Coroza B
HH(OPMAIHOHHO-TEJIEKOMMYHUKAIITMOHHOM CeTH «MaTepHETY ¢
COOI0ICHHEM OI'paHUYeHUH O 3allUTe MTePCOHATBHBIX JaHHBIX.

10. Peuenre 00 arrectayuyd YIOJHOMOYEHHOIO JIMLA MOJJIEXKUT
OTMEHE YITOJTHOMOYEHHBIM OPraHOM B Cllyyae:

a) YCTaHOBJICHUS (dhaxra peACTaBICHUS aTTECTYEMBIM
YIOJIHOMOYEHHBIM JIUIIOM HEIOCTOBEPHBIX CBEACHUHN U JOKYMEHTOB;

0) mojjaud YMOJHOMOYEHHBIM JIMIIOM B YINOJHOMOYEHHBI Opras

3asBJIEHHs 00 OTMEHE peuIieHusd O €ro aTTECTAIINH,
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B)B  HMHBIX CIydasX, HpPeIyCMOTPEHHBIX  3aKOHOJIAaTeILCTBOM

rOCy/IapCTB-YJICHOB.
11. CBenenus 06 OTMEHe pelleHus 00 aTTecTallud YIOJIHOMOYEHHOIO
JIMIAa BHOCSITCS B peecTp yIOJHOMOUEHHBIX Uil Coro3a M pa3MelnaiTcs Ha

ouIMaTbEHOM caiiTe yIOJHOMOYEHHOTO OpraHa M Ha O(HIHUAILHOM caiite

Coro3a B MHPOPMALMOHHO-TEIIEKOMMYHUKALUMOHHOW ceTH «MHTepHeT»

nna
KYMEHTOB
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