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MopsiAoK yyacTusi NpeAcTaBUTENE KOMMNaHWA B cobpr

PaGOTHUKOB M UHbIX MEPONPUATUAX, HaNpPaB/IEHHbIX Ha
NPOogeccnoHasIbHOro YPOBHSI UM Ha Mpe,AocTaB/ieHe MH(OPMaLUK, CBA3aHHOW
C OCYLLLECTBNIEHNEM MOHUTOPMHIa 6e30MacHOCTM IEKAPCTBEHHbIX NPEenapaToB U

MOHMUTOPUHIa 6e30NacHOCTU MeAULMHCKMX U3Aennii

1. Hactoswwmin Mopsgok paspaboTaH BO WUCMONHEHUE cTaTtby 74, yacth 3 cTaTbh 96
defepanbHoro 3akoHa oT 21.11.2011 Ne 323-®3 «O6 oCHOBax OXpaHbl 3[0p0BbA
rpakgaH B Poccuiickon ®efepauumn», ctatbM 64 PegepanbHOro 3akoHa oOT
12.04.2010 Ne 61-®3 «O6 obpalleHNIN NeKapCTBEHHbIX CPeACTB».

2. [JeictBue HacTosAwero [lopagka pacnpocTpaHseTcs Ha npegcTaBuTenei
opraHusauui, 3aHUMaroLWMXca pa3paboTKon, MPOU3BOACTBOM W (MnK) peanm3auumen
NEeKapCTBEHHbIX MpenaparoB, MeAWMLMHCKUX W3LeNNiA, opraHu3auunin, ob6nagatolmx
npaBaMy Ha UCNO/b30BaHWe TOProBOro HaMMeHOBaHWUA fIeKapCTBEHHOrO npernapara,
opraHv3auyuii  ONTOBOW  TOProBMW  NIEKAPCTBEHHLIMW  CPeACTBaMM,  anTeuyHbIX
opraHusayui; WHbIX (U3NYECKUX W OPUANYECKUX NINL, OCYLLECTBASAIOWMX CBOHO
[eATeNIbHOCTb OT MMEHW 3TUX OopraHusauuin (ganee - npeAcTtaBATENN KOMNAHWUW); a
TaKkKe Ha BCeX MeAMUMHCKUX pPaboTHUMKOB rOCYyAapCTBEHHOrO0 aBTOHOMHOIO
YUPEXEHNS  34paBOOXPaHEHUs  ApXaHresibCKon  06/1acTm  «ApXaHrenbCKuim
KNIMHUYECKNIN KOXXHO-BeHepoiornyeckunin gucnarcep» (ganee - FAY3 AO «<AKKB/[»,
yupexzneHue).

3. Yyactue npefcTaBUTENEil KOMNAHUN B COOpPaHUSAX MeAUUMHCKUX paboTHMKOB U
MHbIX MeponpuATUAX, HanpasfieHHbIX Ha MOBbIWEHWe WX MNPONECCUOHAIBHOIO
YPOBHS WM Ha MpeaocTaBfieHMe MHGopMauMu, CBA3aHHOW C OCYLLECTBEHNEM
MOHUTOPMHIa 6e30MacHOCTM  NIeKapPCTBEHHbIX  MNpenapaToB UM MOHUTOPWHra
6e30MacHOCTM MeAULUNHCKNX n3aenuii (aanee - cobpaHmsa MeauLUHCKNX paboTHMKOB
N VHble MeponpuAaTUSA), LONYCKaeTCA Moc/e NofiyyeHUss MUCbMEHHOr0 paspeLleHuns
rNaBHOro Bpaya yupexzaeHusa (mua, UCNosHAKLWEro 0643aHHOCTM FNaBHOrO Bpaya).
4. Ob6palleHne 0 O0MNycKe npefacTaBUTeNed KOMMaHWA Ans yyacTusi B CobpaHum
MeANLMHCKUX paboTHUKOB M MHbIX MEPONPUATUAX HarnpasiseTcsa Ha UMA TN1aBHOIOo
Bpaya (mua, MCMONHAKOLWEro 0643aHHOCTU rNaBHOIO Bpaya) B MUCbMEHHOM BUfe
MoyToNn, (PaKCoM, 3NEKTPOHHOW NOYTON, KypPbEPOM.

5. B BbllLEeyKa3aHHOM 06palleHUN J0/MKHbI BbITb YKa3aHbl ClefytoLwmne CBeleHUs:

- HAMeHOBaHMe KOMMaHuu;

- afipec, KOHTAKTHblE JaHHbIE;

- AaHHble 1La, YNONTHOMOYEHHOTO AeiNCTBOBaTb OT MMEHWN U B UHTepecax KoOMMaHuu;
- chepa AeATeNbHOCTU KOMMNaHUW;

- NpeaMeT UHTepeca;

- NpodeccroHanbHasa ayamTopmsa MeaMLMHCKNX paboTHUKOB YUpeXaeHWs.

6. BbllleykazaHHOe o6pallleHne 0 AoMycke npeacTaBuTens(ei) KomnaHui [ans
yyacts B CO6paHMM MeAUUMHCKMX pPabOTHMKOB W B WHbIX MeponpuaTnax

paccMaTpunBaeTCAa r1aBHbIM Bpay4oOM (]'II/ILI,OM, NCrnosiHArWwnm 0653aHHOCTN NaBHOIO
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Bpaya) B TeueHue 5 (NsTn) paboumx AHei.

7. CornacoBaHue BpemMeHW W faTtbl Yy4yacTusi npefctaButensi(ein) KomnaHuMM B
COBOpaHNAX MeaANUUHCKNX Pab0THUKOB M B MHbLIX MEPOMPUATUAX OCYLLLECTB/AETCA MO
npeaBapuTeNbHOMY 06paLleHN0 KOMMaHMM B MMCbMEHHOM BUJE.

8. B cnyyae HeobxoguMmocTV NpeAocTaBneHUs WHGopMaumu, CBA3aHHOW C
OCYLLIECTB/IEHMEM MOHMUTOPMHra 6e30MacHOCTU IeKaPCTBEHHbLIX MNpenapaTtoB MU
MOHMTOPUHIra 6e30MacHOCTU MeAULMHCKUX W3LENNA, WHAUBUAYaNbHBIA NPUEM
npeactasutensi(ein) KOMNaHUn Ha TEPPUTOPUMN YUPEXAEHNA OCYLLECTBSET NaBHbIA
Bpay yupexxaeHus.

9. naBHbIV Bpay Npu HeOO6XOAMMOCTN MOXEeT OpraHu3oBaTb CoObpaHue MeaULMHCKNX
pabOTHMKOB C Yy4yacTuem npefcTaBuTens(erd) KOMNaHWn AN npefocTaB/ieHUs
MH(opMaLMK,  CBS3aHHOM C  OCYLLECTB/IEHMEM  MOHMTOpMHra  6e3onacHocTu
NeKapCTBEHHbIX MpenapaTtoB U MOHUTOPUHIa 6€30MacHOCTU MeANLUHCKUX U3AeNTNNA.

10. MpegctaBUTENM KOMMAHUMA B OTHOLUEHUM MeLUUMHCKUX pPaboTHMKOB,
3aMecTUTeNlel PYKOBOAUTENSA N PYKOBOAUTENA YUPEXAEHUA He Brpase:
10.1. B3auMmofelcTBOBaTb C MeAULUMHCKAMWU paboTHUKaAMM U 3aMecTUTeNnsamu
PYKOBOAUTENA YyupexAeHus 6e3 CcorfacoBaHusi C rflaBHbIM BpayoM; a Takxke C
naymeHTamm (NOCETUTENAMMN) N HEMEAULMHCKUMN paboTHUKAMUN YUpeXxLeHus;
10.2. BpyyaTb NOAapKW, BbIMIAUYMBATL [eHeXHble CpeacTBa (3a MCKIKYEHMEM
BO3HArpaXkJeHnin Mo [orosopam npuv npoBeAeHUUN KINHUYECKUX WUCCef0BaHUiM
NEeKapCTBEHHbIX MNpenapaToB A8 MeAUUUHCKOTO MNPUMEHEHUS, BO3HArpaxaeHwin,
CBSI3aHHbIX C OCYLLECTB/IEHMEM MEAULMHCKMM PaboTHUKOM Mefarornyeckoin u (Mnm)
Hay4YHOWN [eATeNbHOCTW), B TOM YWCNe OnnavyvMBaTb PasBfiedeHWUs, OTAbIX, Npoesq K
MeCTy OT[blXa, a TakXe MpuBMeKaTb K y4acTUIO B pasB/ieKaTe/lbHbIX MeponpuaTtuax,
NPOBOAMMbIX 3a CYET CBONX CPEACTB;
10.3. 3aknwyaTb COrnaweHnss 0 HasHayYeHUM WA  pekomeHfaunn nayueHTam
NeKapCTBEHHbIX NpenapaToB, MEAULUMHCKMUX U3LeNNiA (3a UCKIOYEHWEM A0rOBOPOB O
NPoBeAeHNN KIMHUYECKNX UCCNeL0BaHNI NIeKapCTBEHHbIX NPenapaToB, KINHUYECKMX
UCNbITAHUIA MeANLUHCKNX U3LENNIA);
10.4. npefocTaBnATb 06pasubl IEKAPCTBEHHbLIX NpPenapaToB, MeAULUHCKUX WU3LeNNiA
ANA BpyYeHUs naumeHTaMm (3a UCKIKOYEHMEM CNy4aeB, CBA3aHHbLIX C NPOBeAEHMEM
KNIMHUYECKNX UCCMeA0BaHNA NEKaPCTBEHHbIX MpenapaToB, KINHUYECKUX UCMbITaHWIA
MeAVNLMHCKUX N3aenni);
10.5. npepocTaBnATb HeLOCTOBEPHYHD W (MAM)  HEMONMHYK  MHGopMmauuo 06
NCcnonb3yemMblX NeKapCTBEHHbIX npenapaTax, 0 MeAULNHCKUX N34enuax, B TOM YuCne
CKpblBaTb CBELEHUS O HaIMuyMm B 06palleHUM aHaNOrMYHbIX JIEKAPCTBEHHbIX
npenaparos, MeANLNHCKUX U3LEeNNiA;
10.6. nocewatb MeAMUMHCKMX PabOTHUKOB W 3aMeCcTUTesNlel PYyKOBOAUTENS
yupexieHms Ha pabouymx MecTax, 3a WCK/IOYEHWEM C/lyvyaeB, CBSA3aHHbLIX C
NPOBeAEeHNEM  K/IMHMYECKUX  WUCCNeAoBaHWIA  NIEKApCTBEHHbIX  Npenaparos,
KNIMHUYECKMX UCMbITAHUIA MEAUUMHCKUX U3LENNA, N y4acTUsA COrlaCHO HacTosLEMY
MNopsaaky;
10.7. nepepaBas 6naHKKW, cofepxawime WHGOPMaLMI0O PEeKNaMHOro Xapakrtepa,
NMo6y>AaTb K BbIMUCbIBAaHNIO PELLENTOB Ha /IeKapCTBEHHbIE Mpenaparbl, MegULUHCKNe
N3LeNNA Ha yKasaHHbIX GnaHKax, a TakkKe Ha peuenTypHbiX 611aHKax, Ha KOTOpbIX
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3apaHee HameyaTaHO HaMMEHOBAHWE NeKapCTBEHHOro npenapara, MeAULMHCKOro
n3genvs;

10.8. pasmeliaTb MOOYHO peKnamMHyt0 WHQOPMaUUIO BHYTPU W CHapy>Xu 3[aHus
FAY3 AO «<AKKB».

11. MefMUMHCKMM paboTHMKaM yUYpeXXaeHNs 3arnpeLLaeTcs:

11.1. npuvHMMAaTbL OT MpeAcTaBUTENe KOMMNaHWUW NOAAPKWU, AeHeXHble cpefcTsa (3a
UCK/TIOYEHNEM BO3HarpaxeHuin Mo Aorosopam Mpu MPOBeAeHMN  KIMHUYECKUX
NCCNefoBaHNIN NeKapCTBEHHbIX MpenapaToB, KIMHUYECKNX UCMbITAHUIA MeAULMHCKNX
N3Lennii, BO3HarpPaXXAeHWn, CBSI3aHHbIX C  OCYLLECTB/IEHUEM  MeAULMHCKAM
pabOTHMKOM Mefarornyeckon n (Unn) HayyHoW [eATeNbHOCTW), B TOM 4MC/e Ha
onnaty pasBfiedeHWid, OTAbIXa, Mpoesfa K MeCTy OTAbiXa, a TakXke yyacTBoBaTb B
passfieKaTe/IbHbIX MePOnpuATUAX, MNPOBOAMMBIX 32 CYET CPeACTB  KOMMaHWM,
npeacTaBUTENEN KOMMaHWIA;

11.2. 3aknwyaTb C KOMMNaHWeWl, MpeAcTaBUTENeM KOMMaHWW  COrNalleHns o
HasHayeHUn WAM  peKoOMeHJauun nauueHTam  IeKapCTBEHHLIX  MpenapaTos,
MeLNLMHCKUX U34eNnii (3a UCKIOYEHMEM [OrOBOPOB O MPOBeAEeHUU KINHUYECKMX
NCCNefoBaHNN NeKapCTBEHHbIX MpenapaToB, KMMHNUYECKUX UCMbITAHWIA MeAULUHCKNX
n3aenuni);

11.3. mony4yatb OT KOMMaHWA, NpeACTaBUTENE KOMNAHUN 06pasubl NeKapCTBEHHbIX
npenapaToB, MeAWLMHCKUX W3LEeNUA AN BPYyYeHWA naumeHTaMm (3a WUCK/IOYeHUeM
C/lyyaeB, CBfI3aHHbIX C MPOBEAEHWEM KMHUYECKUX WCCNefoBaHWUM NIEKapCTBEHHbIX
npenapaToB, KIMHNUYECKUX UCTbITAaHUA MeAULMHCKUX U3LENNiA);

11.4. npefocTaBNATb NPW HasHaYeHUWN Kypca NevyeHns nauneHTy HedOCTOBEepHYH U
(M) HenonHyK WHGopMaLMilo 06 MCMoSb3yeMbIX NeKapCTBEHHbLIX MpenapaTax, o
MeAUNLMHCKUX U3[eNnax, B TOM YMC/e CKpbIBaTb CBEAEHUA O HAM4YMM B 0OpaLLeHnK
aHa/I0rMYHbIX /IEKAPCTBEHHbLIX NpenapaToB, MeANLMHCKUX U3LeNNN;

11.5. ocyLllecTBATbL Mpuem nNpeacTaBuUTeNiel KOMNaHWA, 3a UCKIOYEHUEM Cy4daes,
CBS3aHHbIX C  MPOBEAEHVMEM  K/IMHUYECKUX  UCCNeLOBaHUN  NeKapCTBEHHbIX
npenapaToB, KANHUYECKUX WCMbITAaHUA MeLULUUHCKUX wu3genuin, unm 6e3 ydeta
MONOXeHU HacTosLero Nopsaaka;

11.6. BblfaBaTb peLenTbl Ha NEKAPCTBEHHbIE npenapaTbl, MeAULMHCKME U3LENUSA Ha
OnaHkax, cogepXawmx WHMOOPMaUMIO PEKNaMHOro Xapakrtepa, a TaKxXe Ha
peuenTypHbIX 6/M1aHKax, Ha KOTOPbIX 3apaHee HareyataHo HauMMeHOBaHWe
NeKapCTBEHHOro npenapara, MeguLuMHCKOro u3genuns.

12.3a HapylleHne HacTtosiwero [llopsiaka, B TOM u4ucne TpeboBaHWA CTaTbl 74
depfepanbHoro 3akoHa oT 21.11.2011 Ne 323-d3 «O6 0OCHOBax OXpaHbl 3[40pOBbA
rpakpaH B Poccuiickon Pepepaummn», nNpeactaBuUTeNin KOMMaHUA U MeaULMHCKMeE
paboTHMkn TAY3 AO «AKKB[» HecyT OTBETCTBEHHOCTb, MNPeAYCMOTPEHHYIO
NENCTBYOLLMM 3aKOHO4aTeNbCTBOM Poccuiickon degepauun.



