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TTOPAJIOK
Y9aCTHS TIPENCTABHTENEH KOMIaHNA B COOPAHHUAX METHIIMHCKIX pabOTHHKOB ¥ B HHBIX
MEPOTIPHATHSAX, HAIPABJICHHBIX Ha IIOBBIICHHE Ipo(heCCHOHATEHOTO YPOBHS MEIUIMHCKAX
pabOTHUKOB, Ha IPE/ICTaBIeHRE HH(OPMALWH, CBSI3aHHOM C OCYIIECTBICHHEM MOHUTOPHHTA
6€30MACHOCTH JIEKAPCTBEHHBIX IPEapaToB ¥ MOHUTOPHHIY 6€30IaCHOCTH H3aeui MeIUIIHHCKOTO
Ha3HAYCHUL

1. Hacrosmmuit ITopstmox pazpaboTaH BO HCIIOIHEHHE CTaThH 74 OenepaIbHOTO 32KOHA OT

21.11.2011 roma No 323-®3 «O6  ocHOBax OXpaHbl 3II0POBBS rpaxnaas B
Poccuiickon Denepanuu».

2. Jle#tctBme Hacrosumero Ilopsimka —pacIpoCTpamseTcs Ha BCCX MEUIIHCKIX,
hapmanepTraeckux paboTHIKOB [BY3 «CTI6 KHul[CBMII(0)» (nanee — YUpexKIeHHE), 8 TAKKE
Ha IIpEICTAaBATENedl OpraHu3alui, 3aHUMAIOMMXCH pa3paboTKOM, MPOU3BOACTBOM H (vrmm)
peanm3anyell IeKapCTBEHHBIX TPENapaToB, MEIUIIHCKAX W3/eIri;, TpeicTaBuTeNel opranu3alyi,
06IAIATONIIK IPABaMHA Ha MCIOB30BAHHE TOPrOBOrO HAMMEHOBAHHUA JICKAPCTBEHHOTO TIpernapara;
IIpe/ICTABUTENE} OpraHW3aluii ONTOBOH TOPTOBIM JICKAPCTBEHHBIMH CpENCTBAMH, AITEYHBIX
OpraHM3aImit; HEBX (H3MIECKUX U IOPHIMIECKUX JIAL, OCYMECTRITOMIX CBOO IeSTEbHOCTE OT
FIMEHY YKA3aHHBIX ~ OpraHu3aimit (fajuee - IpencTaBHTeIb KOMTIQHHH).

3. VyacTre TpencTaBATeNs (IIPEeACTaBATENeH) KOMIAHNA B coOpaHmsaX MEIUITHCKHIX
paGOTHHKOB YUPEKNEHHS ¥ B HHEIX MEPONPUITHSX, HAMPABICHHBIX Ha TIOBLINIEHHE
Ipo(heCcCHOHAIEHOTO YPOBHS MEIHIMHCKIX paGOTHHKOB YapEKIEHH s, NOMyCKAETCs TOIBKO HOCTIE
[OTydeHusl MHCHMEHHOTO Da3pelleHrs IMPEKTOpa Vupexuenus 00 JHid, HCIIOJHSIIOMETro
0OS3aHHOCTH IUPEKTOpa Y UPEKICHHUA.

3.1. CoriacoBade BpEMEHH H JaTbl YydJacTHA MPeNCTaBHUTCIA (IpencTaBUTENE])
KOMTIAHWA B COODAHMAX MEIHWIMHCKEX DPAabOTHHKOB ¥ B HMHBIX MCDONPHATHAX, CBSI3aHHBIX C
[OBBIIEHUEM HX IPO(QECcCHOHAIBHOTO YPOBHA MEANULMHCKAX paGOTHHAKOB, OCYINECTBILIETCA I10
TIpe[BapUTEIEHOMY OOpAIIeHHIO KOMIAHHH (upencTaBWTeNs KOMIIAHWH) Ha MM [THPEKTOpa
VupexxaeHus (JIULa, HCIOTHAIOMEro 06S3aHHOCTH AUPEKTOpa YUIpeikIeHws) B IHCEMCHHOM BHIC
(HampaBjeHde IHCbMa IOYTOH, SIEKTPOHHON MOYTOH, KyphepoM b0  TOCPENCTBOM
(paKCHMUIILHON CBA3H).

3.2. B ofparmenny JO/DKEE! OBITh yKa3aHE! CIICAYIOMHE CBEICHI:

- HAaUMEHOBaHUE KOMIIaHHH;

- azpec, KOHTAKTHBIE IAHHBIE,

- JIAHHbIE JHIA, YIOTHOMOYEHHOrO IeACTBOBATE OT MIMCHH X B MHTEPECaX KOMIIaHHH;
- chepa HeATETEHOCTH KOMIIAHUH,

- IpeIMET HHTEPECa;

- IpodeccrOHATbHAs Ay IUTOPHS MEUIIUHCKIX pabOTHUKOB yIPEKICHHA.

3.3. O6pameHnue 0 IOIIyCKe IPENCTABATEIL] (mpezcTaBuTENCH) KOMITAHHH I yIacTHis B
coBpaHuy MENMUMHCKHX PabOTHHKOB ¥ B MHBIX MEDOIPHATHAX, CBS3aHHBIX C ITOBBINECHHEM HX
TIpothecCHOHATEHOTO yPOBHS, PACCMATPUBACTCA B TEHEHNC 3 (Tpéx) pabodmx THEH.

4, MemummaCcKrEe pabOTHUKY IPHHUMAIOT YIaCTHE B COOPAHUSX MEIUIIHCKIX PaGOTHHKOB
1 WHBIX MEPOIPHUSATHSX, CBA3aHHBIX C IOBBINICHUEM HX podeCcCHOHaTBHOTO YPOBHS C yIacTHeM
IIpecTaBUTeNeH KoMIarul B CBOOOTHOE OT OKa3aHHs MEIHITMHCKON TOMOIIY BpeMSL.

5. B ciryuae HEOOXOOMMOCTH — HPEIOCTABIICHHA uHQOpMAlMH, CBA3AHHOH C
OCYINECTBIEHHEM MOHHTOPHHT2 0€30ImacHOCTH JICKaPCTBEHHBIX IIpenaparoB ¥ MOHWTOPHHTA
6630 MACHOCTY MEIUIMHCKIX H3/Ie/Ui, HHIMBHALY/IbHBI TPUEM IIPEICTaBATCILA (mpencTaBUTEINCH)
KOMITAHHMH Ha TEPPHTOPHH Y UPE:KICHHUA OCYIIECTBIIAET 3aMECTHTC/b JUPEKTOPa 10 MEIUITMHCKON



yacTH (II0 XUPYPrAYecKOH MOMOINH) C OOS3aTENBHEIM YBEIOMIICHHEM IHPEKTODAE YupexneHus
(7vLa, HCTIONHSIOMETO 0043aHHOCTA TUPEKTOPa YapexneHus).

5.1, 3aMecTUTENs TUPEKTOpa 0 MEIMIMHCKOH JacTH (0 XHPYPrAIecKoH TIOMOIIY) IIpH
HEOGXOMAMOCTH MOXET Opragk30BaTh COOpaHWEe METMIMHCKAX DabOTHMKOB C  Y9acTHEM
pencTaBuTeNs (IPEACTABUTENEH) KOMIIAHMA IS HPEIOCTAaBICHILA uHGOpPMAIIIH, CBA3AHHOH ¢
OCYIIECTBIEHHEM MOHHUTOPHETa (€30TacHOCTH JIEKAPCTBEHHBIX IMPEHApaToB M MOHUTOpHHIE
6€30IIaCHOCTH MEIWIIIHCKAX U3 /IeIHH.

6. Ilpu y9acTuy IPENCTaBATEI] (mpencrasuTeneit) KOMIaHEH B COOpaHUIX MEIUIHHCKAX
paboTHMKOB VYUpeXIEHHS H B HHBX MEPONpPHATHAX, HANPABICHHBIX HA  IOBBIIICHHC
IPO)ECCHOHATBHOrO YPOBHA MEIWIMHCKMX DPabOTHHMKOB, HA MPEIOCTABICHHE wH)OpPMAIHH,
CBS3aHHON C OCYIIECTBJIEHWEM MOHHUTOPHHTa G€30MacHOCTH JIEKApCTBEHHBIX IMIPCIapaToB H
MOHHTOPHHTA 0€30MacHOCTH MENMIMHCKMX H3NeIMH HEOOXOmMMO —HCKIIOWATE  PeKiIaMmy
IPOMYKIMM, HABS3bIBAHME DEKOMEHIAlWHd TOTO WM HHOTO JICKAPCTBCHHOTO  Iperapaia,
MEIUIIMHCKOTO U3IETHIL.,

7. B cootBeTcTBHX ¢ 4.1 cT.74 DenepabHOro 3akona oT 21 Hos6ps 2011 roma Ne323 — @3
«O6 ocHOBax OXpaHbl 3I0POBbS TIpakmad B Poccuifckoi Depepanuu» MEIUIMHCKHE H
dbapmanesTHdecKue DPaGOTHUKA YUPEXACHHS HE BIIpase COBEPINATH Je¥CTBUS, YKa3aHHEIE B
MYHKTax 2 ¥ 3 HaCTOAIIEro IIPHKa3a, a TaKkKe

- TIOJTB30BAThCS HPH OKa3aHWH MEIMIMHCKOH MOMOIMM IAalHCHTaM H3/CTIHAME (pyuxamu,
6IIOKHOTAMH ¥ T.I.), COAEPKAIUME PEKIaMHEYIO HH(OPMALKIO O JIEKAPCTBEHHOM IIPENapaTe W
MEIUIIMHCKOM H3IeTTUH; '

- HOCHTH B TeUeHWE pafodero JHS MEIWIMHCKYIO ONCKIY, CONCPIXKAILIYIO AHDOPMAIHIO
PEKTAMHOTO XapaKTepa O JISKaPCTBEHHOM HPETIApaTe Ml MEUIHHCKOM H3/ICTTHH,

- OCYIIECTBJLITH B3AHMOJECHCTBHE C KOMITAHUAMHE / IpenCTaBATENIME KOMIIAHAH BO BPEMA
mpreMa ITalAeHTOoB.

8. [Ipu BOSHUKHOBEHUH KOHGJIMKTa HHTEPECOB  MEIMLHHCKHC A
(apMmareBTHYeCKAE PAOOTHAKA IOJDKHBI IMTHCHMEHHO UHQOPMHpPOBATE IIPENCENATessI KOMUCCHH
[I0 TIPOTHBOJNEHCTBUIO KOPPYILHH B TBY3 «CII6 KHnl{CBMII(o)» KorbmuxT #HTEpECOB
paspermaeTcst B IOPSKE, YCTAHOBJICHHOM JCHCTBYIOIMM 3aKOHOAATENECTEOM H JIOKaJIbHBIMH
HOPMATHWBHBIMY aKTaMH Y UPEKACHHS.

9. BauMoeHCTBIE MEIALUMHCKAX PabOTHUKOB C MEIHIWHCKAME X (apMaleBTAIeCKAME
KOMTIAHISIMH ¥ HX IIPEICTaBUTEIAMHY JOITyCKaeTCs!

- TIPY TIPOBEICHAM B YUPSKICHUH KIMHHICCKHX WCCIIEIOBAHNHN JIEKAPCTBEHHBIX CPENCTB
IpY B3aUMOICUCTBHM B paMmKaxX IPOBOJUMBIX KIMHHICCKAX HCCNEeOBAHUN, MEIHIIHHCKIE
paGOTHUKM JOIDKHEI PYKOBOJICTBOBATBCS COOTBETCTBYIOIIMMH IOKYMCHTAMH H MaTepHaIaMu
HCCIIeJOBaHUH,

10. YuacTHe MEIMIMHCKHX W (HapMaleBTHISCKMX KOMIAHWH U HX IpefcTaBuTEIeH B
MEPOPHUATHIX, IPOBOJUMBIX C YIACTHEM MEIULHHCKHEX pabOTHHKOB GOJBHHUIEI HOIYCKAeTCS B
06pazoBaTeNbHEIX LEMsX, MeIX HHQOPMHPOBAHKS MEIMIMHCKAX paGOTHMKOB O CIIydasx
OGOIHEIX NEHCTBAY, He YKa3aHHEX B MHCTPYKIMH IO TPAMCHEHHIO JIEKAPCTBEHHOTO IPETapara, o
CCPBE3HBIX HEKENATCNBHBIX —DEaKIMiX, HEIPE/BHACHHBX —HEXEIAaTCIBHBIX peaKImsaxX [pu
IPUMEHEHNY JIEKAPCTBEHHBIX IPENapaToB, 06 0COBEHHOCTSIX B3aMMOICHCTBUS JICKAPCTBEHHBIX
IpernapaToB ¢ JPYTHMH JIEKapCTBCHHBIMH IIpeTiapaTaMi, KOTOPBIC OBUIM  BBIIBIEHBI TIPH
IIPOBEICHWH KIMHIYECKAX HCCIE/IOBAHKHA ¥ IPUMEHEHHH JICKAPCTBEHHBIX IIpenaparosB.

11.  Vupexneswe coxpaHseT 3a COOOH IpaBo OTKasaTh KOMIAHWH WM e
[IPeLCTABMTENIO B YI4CTHH B COOpaHyH, 1100 IPEUIOKATE HHOM hopMaT ydJacTHsl.

12. Tlpw y9acTuu KOMIIAHWH MIIH €€ IPEACTAaBUTENL B coBpaEud MEUIHHCKIX PaOOTHHKOB
VupeKIeHus KOMIAHMS ¥ €€ TPEICTAaBUTE/H HE MUMEIOT IIPaBo PACHpOCTPaHATh IPOM3BOIUMEIE
FUTH PEATU3yeMBIE UMH TOBaphl, PABHO KaK M WHBIC HOCHTCIH HHQOPMAIMH O TIPOU3BOIUMOM HIH
peanusyemMoM TOBape.

13. VupexzeHue 0CTaBISET 32 COOOU IPaBO JOMyCTHTb K yHaCTHIO B coOparuu 2 u Oonee
KOMIIAHMH W/WIIH WX IIPEICTaBATENEH OMHOBPEMEHHO.

14. B YupesxneHur KOMITaHAAM / IPSACTABUTEIIM KOMIIaHHUH 3aIpernacTcs.



1) Bpy4aTs MEIMIMHCKEM H (apManeBTHYCCKHM pabOTHHKAM MONAPKH, NCHEKHEIC
CpelcTBa (3a HCKIIOYEHHEM BO3HATPAKICHMH II0 JOTOBOPAM IIPH IPOBENECHHH KIMHWYECKHX
HCCIICNIOBAHVUH JIEKADCTBEHHBIX IIPENApaToOB, B CBS3W C OCYIIECTBICHHEM MEIHIIMHCKHAM
pabOTHWKOM MEeNarorWd¥eckod u (WJIM) HAay4YHOW IeATeJBHOCTH), IIPHINAIIATh Ha JIHOOBIE
MEPONIPUATHA Pa3BICKATCIBHOIO XapaKTepa, OCYINECTBIATh OIUIATY pa3BICUCHHH, OTObIXA,
IIpOe3/a K MECTY OTZBIXa 3a CUET CPEICTB KOMITAHUIH;

2) 3aKmodaTe C MEIWOWHCKUMH pPabOTHMKAMH COTJIAIIEHHS O Ha3HAYEHHWH WX
PEKOMEHIAIMHY TAlHEHTaM JIEKAPCTBEHHAIX IIPENapaToB, MEAULUHCKAX U3eauil (3a HCKIIFOUEHHEM
JIOrOBOPOB O IIPOBENEHUH KIMHUYECKHAX HCCIEA0BaHNH JIEKaPCTBEHHBIX IPETIapaToB);

3) BpydaTh MEIMIMHCKMM ¥ (apMaleBTHYECKHM paGOTHHKAM OOpasubl JIEKapCTBEHHBIX
IIpenapaToB, MEIHLMHCKMX H3IEIMH Mg BPyYEHHS NIanueHTaM (38 WCKIIOYCHHEM CIIy4Yacs,
CBSI3aHHBIX C MPOBEACHHUEM KIMHUYECKUX HCCIENOBAHUN JTEKaPCTBEHHBIX IIPETIAPaTOB);

4) BpydaTh MEIMIMHCKAM pabOTHHKaM OIaHKH, COMEPKAIMMX MH(DOPMALHMIO PEKIAMHOTO
XapakTepa, IV BEITUCHIBAHWSA JIEKADCTBEHHBIX IIPEIapaToOB, MEIUIMHCKIX H3ICIHH Ha YKa3aHHBIX
OnaHKax, a TaKKe pPENeNTypHble ONaHKW, HA KOTOPHIX 3apaHee HANedaTddo HAUMEHOBAHWE
JIEKaPCTBEHHOTO IIpenapara, MEAUIIMHCKOTO U3 ICIIHS;

5) pasmemars o0y peKIAMHYI0 HHOOPMAIHIO, CONEPKAINYI0 HAMMEHOBAHHE
JIEKAapCTBEHHOIO IIPElapaTa, MEIUIUHCKOTO W3MIeNHS Ha TEPPUTOPHH, B 3HAHUIX W IIOMEMISHUIX
YupexneHus;

6) OCYINECTBIIATh B3aWMOJCUCTBHE C MEIWIWHCKAMH pabOTHHUKAME BO BpeMs IIpueMa
MIAI[MEHTOB.

7) Bpy4aTb MEIWIWHCKAM H (GapMaleBTHYECKHM pabOTHHKAM H3ICIHs, COACPIKAIIUE
PEKJIaMHYI0 HH(OPMALIHIO O JIEKAPCTBEHHOM IIPETIapaTe Wik MEIUITMHCKOM W3 ICITHH.

15. 3a mapymenue TpeboBaruit HacTosmero [lopsaka MenunuHCKHEe ¥ QapMaleBTHIeCKUe
paboTHUKE VYUpEeXKIEHWA, a TakKe NIPEIACTABUTEIN KOMIAHWM HECYT OTBETCTBEHHOCT,
IIPEeIYCMOTPEHHYIO 3aKOHONaTeNsCTBOM Poccuiickolt @enepanuy.

16.  Hapymenue MEIUIMHCKMM WIH (QapManeBTHIecKuM pabOTHUKOM HACTOSIIErO
[Topsimka w (WiM) MDOIMYINEHWE HECOOIIONEHWS OTrpaHWYeHWH, HajaraéMbIX HA HHMX 3aKOHOM H
HACTOSIIIUM IIPUKa30M SBISETCA TUCLHUILIMHAPHBIM ITOCTYTIKOM, 38 KOTOpoe paboTomaTells UMEeT
IIpaBO IPHUBJIEYL K OTBETCTBEHHOCTH B IIOPSAIKE, YCTAHOBJICHHOM AEHCTBYIOIOWM TPYIOBBIM
3aKOHOJATEIECTBOM.



