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« J»_dugd 20 /9. IIPUKA3 Ne {3

00 oOprasu3anyn paboTsl  TIO COOITIOICHHIO
orpaHUYCHEN, HanaracMbx Ha MEIMLMAHCKUX H
dapMaleBTHIECKUX paboTHUKOB TIpA
OCyILECTBIICHAN npo@eccHOHanLHoﬁ
e TeIbHOCTH B Y3 PHI Nel M3 Pb

B 1emsix coOmo/ieHrs CTaThl 74 ®3 ot 21.11.2011 Ne323-®3 «O6 ocHOBaX OXpaHBI
3[0pOBbs TPaX[aH B Poccuifckoii ®exepanum» H TTocraHoBNeHus 1IpaBUTENBCTEA
Poccuiickoit Penepaniu Nel52 «O6 yTBEpXKIACHUH [TofoXKeHwst O TOCYHapCTBCHHOM

KOHTPOJIC KagecTBa 1 0e301MacHOCTH MBI[H.IIHHCKOﬁ JI&HTEHLHOCTH)),

[IPUKA3BIBAIO:

1.  Vreepmurh 1I0MOKCHAC 00 opraHu3zanuy paboThl 110 COOIIIO/IEHHAIO orpaHUIeHHY
HajaraeMBIX Ha MEJHIMHCKAX H (hapmaleBTHIeCKAX paGOTHUKOB IIPH OCyILECTBICHH
npoqxeccHOHanBHoﬁ nesTeNbHOCTH. (TIpunoxenue Nel)

5. CrenuaymcTaM OTACNIA KaIpOB O3HAKOMHTE C HACTOAIIAM IpHKa3oM BCC
MeIUIMHCKAX, (hapMaIeBTHIECKIX pabOoTHUKOB yupexueHus, a TaloKe obecreurnBaTh

JaspHeiTIeM 03HAKOMIICHHE ¢ HACTOSIIAM [IPHKa30M BHOBE TIPUHATEIX paOOTHHKOB.

3. KoHTpOns 32 HCTIONHCHHEM HACTOSTIIETO TIPUKa3a BO3IAraio Ha 3aMECTUTEN

TJIaBHOrO Bpada Io MeIAIMHCKON JacTh Tpodumosa EB., T'emypasosa [1.C.

[J1aBHBINA Bpad — — . — — B.P. bamapos



[Tprmoxerue Nel
K mpukasy Ne{3f or«d» wawit 2019

IlonoxeHue
06 opranu3anuy paboTEI 110 COOTIOAEHUIO OTPaHUYEHIH, HaJlaraeMbIX Ha
MEIULIMHCKUX PabOTHUKOB U (apManeBTHIECKUX PaOOTHUKOB IIPH OCYIIECTBICHUH UMH
Ipo(ecCHOHATBHON AeATeNbHOCTH B ["ocyapcTBEHHOM OFOIKETHOM YIpekKICHHH
3apaBooxpaHenuy PecnyOmmkanckuit Hapkoorudaeckuit gucrancep Nel MunmucTepcTBa
3npasooxpaHeHusa Pecy6nuku bamkoprocran (nanee [5Y3 PHJI Nel M3 Ph)

1. OO011He T0JT0XKEHUS

Hacrosmee ITomoxernne o6 oprammsamuu pabotel B8 IBY3 PHJII Nel M3 PB mo
COOMIONEHUIO OTPaHUYEHW, HAIaraeMblXx Ha MEOWIMHCKAX H (apMaleBTHIECKHX
pabOTHUKOB TIPU OCYIIECTBIEHHHM MMM IMPOGECCHOHANBHON NEATENbHOCTH (maiee —
ITonoxxenue) ompenensier NOpSAOK paboTHL O COOIIONEHUIO OrpaHMYECHHM, HalaraeMbIX
Ha MEIUWIMHCKUX M (apMalleBTUYECKUX pabOTHHUKOB IIPH OCYIIECTBICHHH HMH
IPOPECCUOHATBPHON JAedTenbHOCTH. IlomoxkeHwe pa3paboTaHO B COOTBETCTBUU C
@DenepanbHbEIM 3akoHOM P® ot 21 HosiOps 2011 r. Ne323-@3 «O6 ocHOBax OXpaHBI
310poBbs rpaxzaaH B Poccuitckoit @enepannu», OenepansHemM 3akoHOM oT 12.04.2010
roga Ne61-®3 «O06 ofpameHuy JIEKapCTBEHHBIX CpEACTBY», IloCTaHOBIEHUEM
IIpaBurensctBa PO ot 12 HosOps 2012 r. Nell52 «O6 yteepxaenuu IlonoxeHus o
roCyIapCTBEHHOM KOHTpOJIE KauyecTBa M 0e30IacHOCTH MEIUIIMHCKON MIesTEeTbHOCTHY.
HetictBue Hacrosmero IlomokeHHMsT pacHpoCTpaHseTcss Ha BCe  CTPYKTYpHEIE
nomgpasgenenus [BY3 PHJI Nel M3 PB, cobmopenume IlomokeHHs SBIISETCS
00S3aHHOCTBIO K&XKIOTO MEOWLIUHCKOTO U (apMmareBTudeckoro pabotauka 1'bY3 PHJI
Nel M3 PB, He3aBHCHMO OT 3aHUMAaeMOH JOJDKHOCTH.

2 OrpaHuueHns, HaJlaraeMble Ha MEUIUHCKHX paOOTHUKOB H
(hapMaleBTHYeCKAX PaGOTHHKOB IIPU OCYIIECTBICHHH UMH IIPO(ECCHOHATBHOM
JeATETBHOCTH

Mepurackue pabotauka ['5Y3 PHJI Nel M3 Pb He Bopase:

1) mpWHWUMATE OT OpraHU3allvii, 3aHUMAIOIIUXCS pa3pabOTKOM, MPOHU3BOJACTBOM H
(un) peanusalpell JeKapCTBEHHBIX NPENapaToB, MEIUIIMHCKUX M3/eJINH, OpraHu3alni,
o6na/laoluX MpaBaMyi Ha HCIIOIb30BaHHE TOPrOBOTO HAWMEHOBAHMA JEKapCTBEHHOI'O
Ipernapara, OpraHW3aliii ONTOBOM TOPrOBIH JIEKADCTBEHHBIMH CPEACTBAMM, ANTEYHBIX
opranusaudii (MX INpeAcTaBuUTeNeH, HHBIX (QHUIAYECKHX U HOPHAMIECKHUX AL,
OCYIIECTBISIONMX CBOK [ESTENLHOCTE OT HMEHH OSTHX OpraHusaunui) (mauee
COOTBETCTBEHHO - KOMITAHMs, IIPEICTABUTENs KOMIIAHUHK) MOAAapKH, NeHEXHBIe CPEACTBa
(32 HCKIIOYEHHEM BO3HArpaXAeHWH II0 JOroBOpaM IPH IPOBEACHHM KIMHMIECKHX
WCCIIeOBaHMH JIEKAPCTBEHHBIX MPENapaToB, KIMHHIECKHX MCHBITAHUA MEIHULIUHCKHIX



-

H3eNil, BO3HATPAXIEHHH, CBASAHHBIX C OCYIIECTBICHAEM MEIALIIHCKIM pa6omm<o£w
[IeaTOTMYecKoR 1 (WIH) HayIHOH TeATEIbHOCTH), B TOM THCIC Ha OIIaTy pa3BleyeHNH,
OTIBIXa, Ipoe3fa K MecTy OTHAbIXa, 2 TaK)Xe YdJacTBOBaTk B pasBIeKaTeIbHbIX
MepONPHSTHAX, TPOBOMMBIX 32 CICT CpeJICTB KOMIIaH!H, TpejcTaBUTENeH KOMITaHWM,

2) 3aKIIHOYaTh C KOMITaHHEH, TIpeCTaRATeIeM KOMIaHAH corJIAlIeHys O Ha3HAUYCHUH
WA PEKOMEH/IAlNY NaleHTaM JIeKapCTBEHHBIX MPENapaToB, Me TUITAHCKIX H3/Ie/iH (za
JCKIIOYEHHEM [OroBOPOB O MPOBEACHUH OTIHAIeCKAX HCCIeOBaHMN JIeKapCTBCHHBIX
TIpenapaToB, KIMHAICCKHX HACIBITAHUN MEeIUITHHCKAX W3NeHl);

3) momydaTh OT KOMIIAHHUH, IIpeACTaBUTENS KOMIIAHUH 06pasisl JIeKapCTBEHHBIX
IIpenapaToB, MEIMLHCKAX py3nenwii Ui BPY9ICHHA mampeETaM (33 HCKIIOYCHHEM
CIydaeB, CBA3AHHBX C IpoBeJieHHAEeM  KITHHITICCKHX FcCeOBaHuN  JIEKapCTBEHHBIX
IIpenapaToB, KIHHAIeCKHX HCIIBITAHMM MEIUIITHCKAX H3HeTHi);

4) TpemOCTABIATH NPY Ha3HATCHMH Kypca JeUeHHS MAlHeHTY HEeIOCTOBEPHYIO H

{um) HEOJHYO pHpopMaIo 00 HCIOIB3YeMBIX JeKapCTBEHHBIX Ipernaparax, O
MeTAIMHCKAX H3[EHIX, B TOM HHCIC CKpBIBATH CBEICHHA O HAIHIMK B 0OpaleHuH
‘aHAJOTMIHBIX JleKapCTBEHHBIX NIPerapaTos, MeTAIIAHCKIAX H3EIIHH;
" 5) OCymecTBIATh MPHEM TIpeficTaBUTENCH KOMIIAHHH, 38 UCKIIOYEHHEM CIyacs,
CBS3AHHEIX C IPOBEICHHEM KIMHIICCKIX JCCIIEIOBAHHUH JIeKapCTBEHHBIX IpenapaTos,
KITAHITIECKAX HCIBITaHUM MeIUIAHCKIAX W3IeNHi, y9acTusl B MOPSJIKS, yCTaHOBJICHHOM
aIMAHVCTPAIHCH MeIHIMHCKON opraHu3anyy, B COOpaHUIX MEUIMHCKAX pabOTHHKOB H
MHBIX MEPOTPHATHAX, HANPABICHHBIX HA [TOBEIIICHYE HX IPO(eCCHOHAIBHOTO ypOBHA
WM Ha IPENOCTaBICHHC pHOOpMALHH, CBS3AHHOA € OCYIIECTBICHUEM MOHHUTOPHHTI
6e30IIaCHOCTH JIEKapPCTBEHHBIX IPETIapaTos U MOHHTOpHHIa 6e3011aCHOCTH MeIUALIMHCKAX
W3 IeITUH;

6) BELO@BaTh pELENTHl Ha NeKapCTBeHHEIE Ipernaparsl, MeIVIIHHCKHe U3Jlenns Ha
6I1aHKaX, COMEpIKaIX MHQOPMAIHIO PEKJIaMHOTO XapakTepa, a TaioKe Ha peLenTypHBIX
6raEKaX, Ha KOTOPHIX 3apaHee HaledaTaHo HaHMEeHOBaHWe JIEKapCTBEHHOTO Mpernapara,
Me TAIHCKOr0 M3JICTIHsL.

DapMaleBTUIECKHe paborankn [BY3 PHJI Nel M3 Pb He Brpase:

1) nprHAMATH IOJEPKH, JleHEeXHBIE CPeICTBa, B TOM THCIC Ha OIUIaTy pasBIedeHHR,
OTIBIXa, TpOe3fa K MecTy OTHpIXa, H [pUHAMATh yJacTHC B pa3BIIeKaTebHBLX
MEpOTPHATHAX, IPOBOMMBIX 32 CHCT CPECTB KOMIIAHWH, IIpeIcTaBUTEIs KOMIIAHHH,

2) monydaTh OT KOMIIAHWH, TIpeaCTaBHUTelsl KOMIaHHH 06pasisl J1eKapCTBEHHBD
IIperapaToB, MeIUIUHCKIX M3 el Iy BpydeHIs HaCceCHIIO;

3) 3awmo4aTe C KOMIAHMEH, IIPENCTABHUTENeM KOMIIAHHH COTJIAIIeHnd  (

TIpeIOKEHIY HACCICHHIO OIpeIeIEHHBIX JIeKapCTBEHHBIX IIPeTapatos, MeTULIMHCKHL
W3IENHH;

4) TpeOCTABIIATE HACCICHUIO HEIIOCTOBEPHYIO H (wn) HEIONHYIO uHdOpMAaLHIO
HATMYUY JIeKapCTBEHHbIX MPerapaTos, BKJTFO4AsS JISKapCTBEHHbBIE MpenapaTel, AMEFOLIH
OOMHAKOBOC MG}I{,Z(yHaPOJIHOB I-IGII&TGHTOBB,HHOB HauMEHOBAHHIE, MGJ];PHJ;E'IHCKID{ I/IBI.[GJ'IH]’:
B TOM 4YHCJE CKpEIBATE pH(OpMaIIO O HATHIMHA JIeKApCTBEHHBIX [IPeHapaTos
MeTHIIHHCKIX H3Ielii, AIMEIOTIHIX 6omee HA3KYIO IEHY.



3. OlpezeNeHne JIHII, OTBETCTBEHHBIX 3a Opranu3anuio pabotsl B 'BY3 PHI Nel M3
PB 110 cOGIIIOeHNI0 OrpaHHIe 7}, HalaraeMbIX Ha MEIMIMHCKAX ¥ (QapMalleBTHIeCKHIX
pabOTHHKOB IIPH OCYIIECTBICHHH UMH ITPO(QECCHOHANBHOH NEeATEIbHOCTH

JHomxaoctasie una I'BY3 PHJI Nel M3 PB, OTBeTCTBEHHBIE 32 OpraHU3AIMIO
paboTE IO COOMOIEHII0 OTPAHUYEHNAH, a TakKe Juia B oppasenenusx I'BY3 PHJI Nel
M3 PB, OTBETCTBEHHBIE II0 COONIONEHUIO OTpaHWYECHHM, HaJaraeMeIX Ha MEIUIMHCKUX
pPaGOTHUKOB IIPH OCYLIECTBICHUM UMH IPOGECCHOHAIBHON NeATENbHOCTH, Ha3HATATCA
TIPUKa30M IJIaBHOTO Bpadya.

K KOMITETEHIHH JIHI, OTBETCTBEHHEIX 3@ OPraHW3allii0 PaboTHl IO COGIIONEHHIO
OrpaHWYeHH}!, HATaraeMblX Ha MEJMIMHCKUX H (apmaresrmdeckux paborHukoB I'BY3
PHII Nel M3 PB npu OCyWECTBISHHH HMH TNPOGECCHOHATLHON IeSTENBHOCTH,
OTHOCHTCA:

1) opraumzamms HHOOPMUPOBAHKS MEIUIMHCKIAX U (apMaleBTHIECKUX PabOTHIKOB
I'BY3 PHJI Nel M3 PB 06 orpaHWYeHUsIX, HAlTaraéMbIX Ha MeIUIIHHCKAX PaOOTHHKOB IIPH
OCYIIECTBICHUY UMY ITPO(QECCHOHAIBHON JAeATe/IbHOCTH;

2) PpYKOBOJACTBO JIALAMM, OTBETCTBEHHBIMHM 3a MaHHBIA pasfen paboTsl B
noapasaenenusx ['BY3 PHJ[ Nel M3 PE;

3) KOHTpOIb 32 COCTOSHUeM paboTsl B moxpasaenesusx I'BY3 PHJ Nel M3 PB 1o
COOIOEHHIO OrpaHWYeHUH, HalaraeMbIX Ha MEIUIMHCKHX PabOTHHKOB I'BY3 PHJI Nel
M3 PB mip¥ OCYIIECTBICHUN UMH IPOYECCHOHAIBHON NesSTEILHOCTH;

4) oprammsaiys coOpaHuii paGOTHUKOB M HHBIX MEPONPHSTAH, MPESTyCMOTPEHHBIX
IeHCTBYIOMHM 3aKOHOATENBCTBOM, CBA3aHHBIX C BOIPOCAMH COOIIOCHNS OrpaHUIeHNUH,
HaJlaraeMBIX Ha MEIUIUHCKUX M (hapMaleBTHIeCKUX PaOOTHHUKOB IIPH OCYIIECTBICHUH
UM TpodhecCHOHATBHON NS TeIbHOCTH;

5)  opraHW3amus =~ B3aUMONENCTBAS B  COOTBETCTBHM C  TPeGOBaHHAMH
3aKoHoarenscTsa PO 1Mo COOMIOACHUIO OTpaHUYEHMM, HalaraeMbIX Ha MEIUIMHCKHX H
(apManeBTHUeCKUX paGOTHHKOB IIPH  OCYIIECTBICHHH HMH IIPO(ECCHOHAIBHOH
IEATeNIBHOCTH, ¢ OpraHM3allisMH, 3aHUMAIOIIMMUCSA pa3spaboTKO#, IPOM3BOICTBOM H
(vnn) peanuzandedf JEKApCTBEHHBIX IIPENAparoB s MEIUIMHCKOro IPUMEHEHH,
OpraHu3allUsIMy, 00NafaloNMMy IIpaBaMy Ha HMCIOJIB30BAHNE TOPrOBOr0 HAMMEHOBAHHMA
JIEKapCTBEHHOTO Iperapara Ijis MeJULMHCKOr0 NPUMEHEHHs, OPTraHU3alisIMU ONTOBOX
TOPrOBJIM  JIEKAPCTBEHHBIMH  CPEACTBAMHM,  aANTEYHBIMH  OpraHM3alHsIMH (x
IIpEICTABUTEIAMY, WHBIMA (QU3UUECKHMMH U FOPUIMYECKHMH JIHIA, OCYIIECTBIAIOMNMH
CBOIO JIeATEIBHOCTS OT UMEHH 3THX OpTraHU3aluk);

6) pelIeHHe BONMPOCOB O L€1eCOOOPasHOCTH W HEOOXOZMMOCTH IIPOBECHIA
ob6ydenus M (WIM) MHCTpyKTaXa IO IpaBuiaM paboTEl C ONPEIENCHHBIM BHIOM
MEIUIMHCKUX H3IeNHH;

7) oOpraEM3alhs KIMHWYeCKMX pa3bopoB B TECHOH CBA3M C BOIPOCaMH
HCIIOIB30BAHMS TEX I HHBIX JIeKAPCTBEHHBIX MPENapaToB, MEIUIIMHCKIAX H3/IeIIHii;

8) pelleHHE WHBIX BONPOCOB, CBS3AHHBIX C COGIIONCHHEM OrpaHWYCHHUN,
ycTaHOBIeHHBIX DenepanbHeM 3akoHOM PXD oOT 21 mosbps 2011 r. Ne323-®3 «O6
OCHOBAX OXpPaHBI 37I0POBBS Ipakaad B Poccuiickon Oenepaum.



