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HOJIOKEHHME [ [ o0
00 opranu3anuy paboThbl 10 HHGOPMHPOBAHHIO Mennliﬁ'ﬁéxﬁi"paﬁo"mmcoa,
(papmaneBTHUCCKHX PAGOTHHKOB, KOMIIAHMI, peACTABHTE el KOMIAHUI 1
rpazaan 006 ycTaHOBJICHHBIX 3aNpeTax HA COBEPIIEHHE ONpe/le/IeHHbIX
AEHCTBHH H OTBETCTBEHHOCTH 32 HX COBEpIIEHHE

... FnaBHoro Bpaua
&

1. O6mme nosioxkeHust
I.1.Ilonoxenne 06 opranusanuu paboTsl M0 HHGOPMUPOBAHUIO MEAULIMHCKHX
pabOTHHKOB, (hapMaleBTHYECKUX pabOTHUKOB, KOMITAHHA, TIpeICTaBUTE e
KOMITAaHWH W TpakaaH o0 yCTaHOBIIEHHBIX 3amperax Ha COBeplIeHHe
ONpeJIe/ICHHBIX JIEACTBUH U OTBETCTBEHHOCTH 3a MX COBeplleHue (nanee -
«ITonoxenuer), pazpaboTaHo B COOTBETCTBHH C:

— ®epepanbHbM 3akoHOM OT 21 HOsOps 2011 r. Ne 323-03 «O6 ocHoBax
OXpaHbl 3710p0Bbs rpaxaan B Poccuiickoii Menepaummny;

— ®enepanbHeiM 3akoHoM oT 12 anpens 2010 roga N 61-®@3 «O6 obpaiiennu
JIEKapCTBEHHBIX CPEJICTBY;

— mnocradosienuem IIpasurenscrsa Poccuiickoit ®enepauun ot 12.11.2012 1.
N 1152 «O06 yTBepKIeHHH TMOJOKEHHS O TOCYAapCTBEHHOM KOHTpOJIE
KauecTBa U 0e30MacHOCTH MEJAMIMHCKON e TeIbHOCTIHY);

— TpynoseiM kosekcom Poccuiickoit Menepariim;

— MHBLIMHM JICHCTBYIOUIMMH HOPMATHUBHO-TIPABOBBIMU akTamu Poccuiickoit
Penepaluu.

1.2.TTonoxenne pernamentupyer pabory B I'bY3 JIO «BriGoprckas Mby» 1o
UH(QOPMHUPOBAHUIO  MEIUUMHCKMX  paboTHHKOB, (hapMaleBTHYECKHX
pabOTHUKOB, KOMIAHWH, TNpeAcTaBUTeNell KOMMaHWH | rpaxkiaaH o6
YCTAHOBJICHHBIX 3alperax Ha COBepIlIeHHUE OIMpelelIeHHbIX JAeHCTBHH MU
OTBETCTBEHHOCTH 3a UX COBEpILIECHHE.

1.3.Komnanus, npeacraBuTelb KOMIAHWH - OpraHU3alfy, 3aHUMAaloLIHecs
pa3paboTKOl, NpPOM3BOACTBOM W (MJIM) peanusalueif JeKapCcTBeHHbIX
npenaparoB, MeAULIMHCKUX U3JIe/uil, opranu3anuii, obianaomux npaBamm
Ha MCIOJIb30BaHKE TOProBOI0 HAMMEHOBAHMS JIEKApCTBEHHOI'O Mpernapara,
OpraHu3aLKUK ONTOBOH TOPrOBIIM JIEKAPCTBEHHBIMH CPEJICTBAMHM, allTeYHbIC
opraHu3aluu (UX MpejACTaBUTENH, MHBIX (PU3UYECKUX U IOPUAUYECKUX JIMII,
OCYILIECTBISIOUMX CBOIO JICATE/IbHOCTh OT UMEHH 3THX OpraHu3arnii).



2. Orpanuvenusi, HalaraeMble HA MEAHUMHCKHX H papMALEBTHYECKHX
paboruuxos I'bBY3 JIO «Buiboprekas Mby»
2.1.Meauuunckue pabotHuku U raasublii Bpad [BY3 JIO «Beiboprekas Mby He

BIIpaBe:

2.1.1. mpyHMMaTh  OT  OpraHu3alMil, 3aHUMAIOUMXCH  pPa3paboTKOIA,
MPOM3BOJICTBOM W (WJIM) peanu3allMell JIeKapCTBeHHBIX IperapaTos,
MEIMIMHCKHUX M3JeJIHi, opraHu3auui, objajaloumx npaBamMu Ha
MCIIOJIB30BaHHE TOPrOBOIr0 HAMMEHOBAHMS JIEKAPCTBEHHOIO Mperapara,
OpraHM3aliid  ONTOBOH TOProOBIM JIEKAPCTBEHHBIMH  CpEeJCTBAMM,
anTe4YHbIX OpraHM3auuii (MX npeacraBuTeneil, MHBIX (UINUECKHX M
IOPHIUYECKHX JIUL, OCYIUECTBISIIOLUMX CBOK NEATEIBHOCTh OT UMEHH
3TUX OpPraHu3aluii) (1anee COOTBETCTBEHHO - KOMITAHHSI, MPEICTABUTENb
KOMIIAHWH) [OJIapKH, JICHEeXKHbIE CpeAcTBa (32  MCK/IIOYEHHEM
BO3HATPAXJAEHHUM, CBA3AHHBIX C OCYUIECTBJICHMEM MeJIHIHHCKUM
pabOTHHKOM MNejarornyeckoi v (Man) Hay4HOH JeSTeIbHOCTH), B TOM
4MClIe Ha OIUIaTy pasBliedeHui, OTAbIXa, Mpoe3sia K MeCTy OT/bIXa, a
TaK)Ke y4acTBOBATh B Pa3BlleKaTe/IbHbIX MEPONPUSATHUSAX, TPOBOIUMBIX 3a
CYET CPE/ICTB KOMITAaHUMH, MpecTaBUTeIeH KOMITaHHiA;

2.1.2. 3aKkro4arh ¢ KOMIAHUEH, Mpe/cTaBUTeIeM KOMIAHUK COTJIALIeHUs O
Ha3HAYeHUM  MJIM  PEKOMEHJAlMH  TalMeHTaM  JIeKapCTBEHHBIX
npernapaToB, MeJULIMHCKUX U3/IeJIUi;

2.1.3. monyyath OT KOMIIAHMH, TMpPEACTABUTENs KOMIIAHHH OOpa3Libl
JIEKAPCTBEHHBIX IIpernapaTroB, MeJMUMHCKMX H3JEIUH s Bpy4dyeHus
MalMeHTaMm;

2.1.4. npepocTaBisaTh  NpPH  HA3HAYEHHH Kypca JIeYEHHs  NALMEHTY
HEJIOCTOBEPHYIO0 W (MJIM) HEIOJHYI0 UHPOpMALHI0 00 HCIOIb3yeMbIX
JIEKapCTBEHHBIX IpernapaTtax, 0 MeJMLUHHCKUX H3/E/IHIX, B TOM 4YHcie
CKpBIBATH CBEJEHUS O HAIWYMM B OOpallleHWH AaHaJIOrMYHbIX
JIEKapCTBEHHBIX NpenapaToB, MeJAMLUMHCKUX W3/1e/1H;

2.1.5. ocymecTBIATL MMPUEM MpeJcTaBUTeNeH KOMITaHWH, 32 UCKIIIOYEHHEM
cllydaeB, CBA3AHHBIX C [IPOBEJCHHUEM KIMHHMYECKUX HCCIe]0BaHUH
JIEKapCTBEHHBIX IperapaTroB, KIMHHYECKUX HCIBITAHMH MEIMLMHCKUX
M3/IeIUi, ydacTHsi B IMOpsi/IKe, YCTAHOBIEHHOM aJMHHHMCTpaLuei
MEJIMIIMHCKON OpraHu3aluu, B COOpaHUsIX MEJIHIMHCKUX PaOOTHHKOB U
MHBIX  MEpPONpPHUATHAX,  HANpaBIEHHbIX  HA  TOBBILIEHHE  HX
NMpo(hecCHOHAIIBHOIO YPOBHS WM Ha TpejocTaBleHue MH(pOopMaluu,
CBS3aHHOM C  OCYLIECTBJIEHHEM  MOHMUTOpUHra  0e3onacHocTH
JIEKapCTBEHHBIX  MNpernaparoB M MOHUTOpMHra  0e30MacHOCTH
MEJIHIIMHCKHX U3/1eTHH;

2.1.6. BbITUCHIBATH JIEKAPCTBEHHbBIE Ipenaparhl, MEJAMLIMHCKHE M3JIe/IUs Ha




OnaHKax, cojepiKalinx HH(QOPMALUIO PeKIaMHOro XapakTepa, a TakKe

Ha pelenTypHbIX OJlaHKaX, Ha KOTOPBIX 3apaHee Hare4aTtaHo

HaMMEHOBaHHE JICKaPCTBEHHOIO [pernapaTa, MeJAMIMHCKOTO H3/Ie/Hsl.
2.2.Meanuunckuit padorauxu ['BY3 JIO «Beiboprekas Mby He Bripase:

2.2.1. npMHUMATh NOJAPKH, JICHEXKHBIE CPEeJCTBA, B TOM YMCIIE HA OIUIATY
pasBiieYeHH, OT/bIXA, POE3/Ia K MECTY OT/AbIXa, H IPHHUMATD YYaCTHE
B PpasBlieKaTeIbHbIX MEPONPHUATHAX, MPOBOJUMBIX 3@ CYET CpPE/CTB
KOMITAHUH, TIPEICTaBUTEISI KOMITAHUM;

2.2.2. monyyath OT KOMIIAHWH, TIPEJICTABUTENs] KOMIAHUM 0Opasiibl
JIEKAPCTBEHHBIX TIPernapaToB, MEJAMLUHCKUX H3JeNUi Ul Bpy4YeHUS
HaceIeHHIO,

2.2.3. 3aK/1104aTh ¢ KOMITAHUEH, MpeJCTaBUTEIeM KOMIIAaHHH COIJIALUeHUS O
IPE/UI0KEHUH HACEJICHHIO OIpe/Ie/ICHHbIX JeKapCTBEHHBIX IpenaparTos,
MEJIMILIMHCKUX U3JIeJTHH;

2.2.4. npeloCTaB/IATh HACE/IEHUIO HEAOCTOBEPHYIO M (WJIM) HENOJHYIO
MHQOPMALHMIO O HAJIWYMH JIEKAPCTBEHHBIX IpernapaToB, BKIIOYas
JIEKapCTBEHHBIE Iperaparbl, UMEIOLIHUEe OJMHAKOBOE MEXIyHapoaHoe
HernaTeHTOBAaHHOe HauMEeHOBaHHWe, MeUIIMHCKUX U3/Ie/IHi, B TOM Yucie
CKpbIBaTh HH(POPMALMIO O HAJIMYHM [pernapaTtoB M MeJAHLHHCKHX
U3J1eJIHi, UMeroLHX OoJlee HU3KYIO LIeHY.

2.3.C uenso HHGOPMHUPOBAHUS MEIULITHCKUX PAOOTHUKOB, (hapMalieBTHYECKUX
pabOTHUKOB, KOMIIAHWH, TNpeacTaBUTeNed KOMNaHuil W rpaxaad od
YCTaHOBJIEHHBIX 3anpeTax Ha COBeplLIeHHe Onpe/esieHHbIX JAeHCTBHHA U
OTBETCTBEHHOCTH 3a UX COBepllUeHHe, HHpopMalus, rpejcTaBieHHas B CT.
74 ®enepanbHoro 3akona ot 21 HosOps 2011 r. Ne 323-D3 «O6 ocHoBax
OXpaHbl 310p0oBbs rpazxiaH B Poccuiickoii Penepaumn»

— pa3MeriaeTcs Ha MHPOPMALIMOHHBIX CTEH1aX U Ha opunHanbHoM caiite [BY3
JIO «Beiboprekas Mb;

— uMmeercs B Hannuuu y pykooautesed ['bY3 JIO «Beiboprekas Mb», a Takke
BO BCEX CTPYKTYPHBIX IOJpa3/ieNleHusiX W JOCTyNHA JUISi MeIMIHUHCKHX
pabOTHUKOB, (hapMaLeBTHYECKUX paDOTHUKOB, KOMIAHUH, MpecTaBUTEIeH
KOMITaHUIH 1 rpakiaH.

2.4.B I'bY3 JIO «Beiboprckas Mb» ocyuectBisiercss o0s3arenbHoe JIMYHOE
HHOOPMHUPOBAHHE  MEIUIMHCKUX  pabOTHMKOB,  (hapMaleBTHYECKHX
pabOTHUKOB 00 YCTAHOBJIEHHBIX 3alpeTax Ha COBEpLICHHE ONpe/eeHHbIX
JNeNCTBUH W OTBETCTBEHHOCTH 3a WX COBEpIIEHHE ITOCPEIACTBOM
O3HAKOMJICHMS] MEIMIMHCKUX pPabOTHHKOB I0Jl POCIHCH B JIMCTE
O3HAKOMJIEHMSI C JIOKQJIbHBIMM HOPMATUBHBIMM akTamu KJIMHHMKH,
periiaMeHTHPYIOIIUMH padoTy 1Mo coOII0IeHHIO OrpaHHYEHHH, HajlaraeMbixX
Ha MEJMIUHCKAX pabOTHUKOB, (apMaleBTHYECKUX pabOTHUKOB [pH




OCYLLECTBJIEHMH UMHU TTPO(PECCHOHAIBHOM eATeIbHOCTH.

2.5.Memuunnckuii paboruuk, I'bY3 JIO «Beiboprckas Mb» unpopmupyer

NalMeHToB, YTO OHM HE BIIpaBe MPEJOCTaBIATh MPH Ha3HAYEHHH Kypca

JIEYEHUs TIALMEHTY HEJAOCTOBEPHYIO M (MJM) HenojHylo uHdopmaimio o

MCIOJIb3YEMbIX JIGKAPCTBEHHBIX Iperaparax, 0 MeAULMHCKUX H3/IeNnAX, B

TOM YMCJIE CKPBIBATH CBEAEHUS O HAJIMYUU B OOpalleHHMH AHAJIOIMYHBIX

JIEKaPCTBEHHBIX IpenapaToB, MEIUIMHCKUX H3Je/uil, umeommx Oonee

HU3KYIO IIEHY.

3. Onpeaesenne Jinil, OTBETCTBEHHbIX 3a oprann3auuio paborsl B I'bY3 JIO
«Bbi6oprekas Mb» no cob/1101eHHI0 OrpaHHYeHHH, HA/IaraeMbiX Ha
MeIHUHHCKHX H papmManeBTHYECKHX Pa00OTHHKOB NPH OCYIECTB/ICHHH
HMH NpoecCHOHAILHOMH e TeIbHOCTH
3.1. JlomkuocTHoe o (auna) 'bY3 JIO «Beiboprekas Mb» oTBeTcTBeHHOE 3a

opraHmsauuio paboTel MO COOMIONEHHIO OrpaHMYEHHH, a TakkKe JiMla B

nogpazaenenusx [BY3 JIO «Beiboprekas Mby», orBercTBEeHHBIE I10

cOOJIIO/IEHHIO OrpaHHYeHUI, HajlaraéMblX Ha MeJIMIMHCKUX paOOTHHUKOB IPH

OCYILECTBJICHUM MMHU Tpo(ecCHOHANbHON AEeATE/NbHOCTH, Ha3HAYaKTCs

MPUKa30M INIABHOTO Bpaya.

3.2.K xomnereHuuu Juna (J1il), OTBETCTBEHHOrO 3a OpraHu3aluio paboThl Mo
COONMIOJIEHUI0 ~ OTpaHWyYeHWi,  HajaraeMblX Ha  MEIMUHHCKHX M
papmanesruueckux padorHukoB ['BY3 JIO «Briboprekas Mb» npu
OCYILIECTBJIEHHH HMH IIPO(ECCHOHABHOM 1eATEILHOCTH, OTHOCHTCS!

3.2.1. opranu3anus HHOOPMHPOBAHUS MEIUIMHCKHX W (apMaleBTHYeCKHX
paboTHMUKOB  OOJBHULLI 00  OrpaHHYEHHsX, HajaraeMbix  Ha
MEJIHLIMHCKHUX paGoTHUKOB npu OCYIIIeCTBICHHH UMH
npogeccHoHalIbHON J1eATe/IbHOCTH,;

3.2.2. pyKOBOJCTBO JIMLIAMH, OTBETCTBEHHBIMH 3a JJaHHBIH pa3jes paboThl B
nojipazieeHuaxX OOMbHUILBI;

3.2.3. KOHTPOJIb 3@ COCTOSIHHEM paboThl B MozapaszieneHuaX OOJbHULBL 110
COOTIO/IEHUIO OTPAaHHYEHHH, HaJlaraeMbIX Ha MeJIMIIMHCKUX PabOTHHKOB
GONBHUIBI  NPH  OCYLIECTBICHHH MMM MPO(peCcCHOHATBHOMI
JIesiTeTbHOCTH;

3.2.4. oprauusanus coOpaHuii pabOTHHKOB M MHBIX  MEPOIPHATHIA,
MpeyCMOTPEHHBIX JeHCTBYIOUMM 3aKOHO/IATe/IbCTBOM, CBSA3aHHBIX C
BOIIPOCAMH COOJIFOICHHUS OTPAHUYEHHI, HallaraeMbIX HA MEJIMUUHCKHX U
¢GapmaueBTHYECKHX ~ pabOTHUKOB  MpH  OCYLICCTBICHHWH  HMH
npogecCHOHAIBHOM J1esTe/IbHOCTH,;

3.2.5. opraHu3alns B3aUMOJCHCTBHS B COOTBETCTBUM C TPeOOBaHMAMH
3akoHoaTesibeTBa P no cobuoeHHIo OrpaHHyeHuid, HajlaraéMbIX Ha
MEIMIIMHCKHX U (hapMaleBTHYEeCKUX PabOTHUKOB MPH OCYILECTBICHNUH



MMM NPO(ECCHOHANbHON  JeATeNbHOCTH, ¢  OpraHu3alisMH,
3aHUMAIOUIMMHKCS pa3paboTKOH, MPOM3BOJCTBOM M (MJIM) peaiu3aliei
JICKapCTBEHHBIX  IpernaparoB I  MEAMIMHCKOro  NpHMEHEHHS,
OpraHu3alusaMu, o01a1aloMMHK paBaMHU Ha UCTIOIB30BaAHUE TOPTOBOTO
HAaMMEHOBAHHs  JIEKAPCTBEHHOrO Mpernapara s  MeJULUMHCKOro
MPUMEHEHHs, OpraHu3alMsAMH ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMH
Cpe/ICTBaMH, aNTEeYHbIMM OpraHu3auMsMu (UX TpeACTaBUTEIAMHU,
MHBIMH (U3MYECKUMH M IOPHIMYECKHMH JIHIA, OCYIIECTBISIOUIMMU
CBOIO JIEATEJILHOCTh OT MMEHH ITHX OpraHu3alii);

3.2.6. pelieHue  BONPOCOB O  1eJecoo0pasHOCTH ¥ HeoOXOJAHMOCTH
npose/ieHus o0ydeHus U (MJIM) MHCTPYKTaXka Mo mpaBuiaM paboThl ¢
OTIpe/Ie/IEeHHBIM BHJIOM MEIMIIHHCKHX H3/IeJIHIA;

3.2.7. opraHu3zalus KIMHUYECKUX pa3bOpoB B TECHOM CBS3H C BONPOCAMH
MCIIOJIB30BAHMS  T€X MJIM  MHBIX  JIEKApCTBEHHBIX  IIpernapaTos,
MEAMLIMHCKUX U3/1eJTHH;

3.2.8. pelieHHe UHBIX BOIIPOCOB, CBA3AHHBIX ¢ COOIIONEHNEM OrpaHUYeHUH,
ycraHoBlieHHbIX DenepanbHbiM 3akoHOM P® ot 21 HosOpsa 2011 r.
Ne323-03 «O6 ocHoBax oxpaHbl 370pOBbsi rpaxiaaH B Poccuiickoit
Denepaunny.

3.3.K KOMIMETEeHLHH OTBETCTBEHHBIX JIMIl B MOJpa3jefeHusiX OOJNbHULBI 110
COOMIOICHUIO OrpaHUYeHMH, HajaraeMbplX Ha MEAMIMHCKMX pabOTHUKOB
OONBHULIBI TPU OCYLIECTBIGHUH UMM IMpo(hecCHOoHaTBHOW AesaTelbHOCTH,
OTHOCHUTCSL:

3.3.1. KOHTPOJL ~ 3a  OTCYTCTBMEM B  TIOMEUIEHMAX  CTPYKTYPHBIX
nojpasjieneHuii O1aHKOB, MHBIX NPEJAMETOB M M3JeNHUH, cozepKallnx
UHpOpMALMIO PEKIAMHOrO XapakTepa, pelenTypHblX OJlaHKOB, Ha
KOTOpPBIX 3apaHee Hane4aTaHo HaMMEHOBAHHE JIEKapCTBEHHOI'O
npernapara, MeJIMLUHCKOTO U3/IeJHsI, a TaK)Ke 00pa3loB JIeKapCTBEeHHbBIX
npenapaToB U MEJIMLUHCKUX U3CNIHIH IS BpyHYeHHS NallHeHTaMm;

3.3.2. uHBIE  BOMpPOCHI, CBs3aHHbIE C COONIOACHUEM OrpaHUYeHHIH,
ycraHoBneHHbIX PesepanbHbiM 3akoHOM PO or 21 nHos6psa 2011 r.
Ne323-03 «O6 ocHoBax oXxpaHbl 3/10poBbs rpaxjaH B Poccuiickoit
Oeepauumny.

4. OTBeTCTBEHHOCTH PAGOTHHKOB 32 HAPYLIEHHEe YCTAHOBJICHHbIX

OrpaHuvYeHuH

4.1.Hapymenue tpeboBanuii wHacrosiuiero [losoxkeHus MEIHUMHCKUMU U
¢apmauepruyeckumMu  paboruukamu ['bY3 JIO «Bwibopreckas Mb»
KBAIM(PHUUMPYETCS KaK HEUCIIOJIHEHHE WM HEHaJIe/Kalllee HMCIOJIHEHHE
JIOJIKHOCTHBIX 00s13aHHOCTEH.

4.2 Memuunnckue u (apmanesrudeckue paborauku ['bBY3 JIO «Bwiboprexas



Mb» 3a wHecobmonenue oOrpaHWueHHH, HalaraeMblX Ha HHUX IIpH
OCYLIECTBIIEHMH MMM  NMPO(MECCHOHAIBHONW  JeATEeNLHOCTH,  HECyT
IPaXKAAHCKYI0, aJMMHHCTPATHUBHYIO, YIOJOBHYIO M JMCUMIUIMHAPHYIO
OTBETCTBEHHOCTh B COOTBETCTBHH C JEHCTBYIOLIMM 3aKOHOAATEIbCTBOM
Poccuiickoit ®enepanum.



