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ITPUKA3

r./lanbHErOpCK
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O6 opranu3zanuu paboThl 10 UHOOPMUPOBAHUIO MEAULIMHCKUX H
bapManeBTHIECKAX paOOTHHUKOB 00 YCTaHOBIIEHHBIX 3allpeTax Ha COBEPIIEHHE
oTIpefieNIeHHBIX AeUCTBHUM U OTBETCTBEHHOCTH 33 UX COBEPIIEHHUE

PykoBozcTBysch ctT. 74 ®enepanbHoro 3akona ot 21.11.2011 N 323-®3 "O6
OCHOBaxX OXpaHBl 3J0pPOBbA TIpaxkgaH B  Poccuiickoit =~ @Demepanun’,
ITocranosnenneM IlpaButenscrsa Poccuiickoit ®enmepanun ot 29.06.2021 N 1048
"O6 yrtBepxnenuu IlonoxeHus o QenepaibHOM TOCYJAapCTBEHHOM KOHTpOJIE
(Ham3ope) KauecTBa M 0OE30MIACHOCTH MEIHUIIMHCKOW IESATENIBHOCTH' U B LENIX
opraHu3anyi paboThl M0 HHPOPMUPOBAHUIO MEIUIIMHCKIX U (hapMalleBTHIECKUX
pabOTHHKOB, KOMIIAHHMM, NpEICTaBUTENeHd KOMIIAHWM ¥  TpaxIaH 00
YCTAHOBIEHHBIX 3alpeTax Ha COBEpIIEHHE OlpeneleHHBIX AEUCTBHH H
OTBETCTBEHHOCTH 3a WX COBEpIIICHUE,

IMPUKA3BIBAIO:

1.YtBepauts ITonoxenne 06 opranu3zaiiuu padoThl 10 HH(OOPMUPOBAHUIO
METUIIMHCKUX PaOOTHUKOB, (hapMarieBTHIeCKUX paOOTHUKOB, KOMIIaHUH,
IpeCcTaBUTENeH KOMIIAHUHN U IpakaaH 00 yCTaHOBJIEHHBIX 3allpeTax Ha
COBepIIIEeHHE ONpeIeeHHBIX IeHCTBHI 1 OTBETCTBEHHOCTH 38 MX COBEpIIEeHHE. (
ITpunoxenue)

2.Ha3HauuTh OTBETCTBEHHBIM 3a OPTaHH3AIHI0 paOOThI M0 UH(MOPMUPOBAHHUIO U
3a HEITOCPELICTBEHHOE MHGOPMHUPOBAHUE MEIUILIUHCKAX PabOTHHUKOB,
dpapMaLeBTHUSCKHX PaOOTHHKOR, KOMIAHHIH, IIpeacTaBuTeneidl KOMMOaHUN WU
rpakaad 00 yCTaHOBJIEHHBIX 3allpeTax Ha COBEpIIeHNe ONpeieeHHbIX IeHCTBUN 1



OTBETCTBEHHOCTH 3a HX COBEpILIEHHE 3aMeCTUTels IJIaBHOTO Bpaua I10 KJIMHUKO-
3KCIIepTHOM paboTe 3abposckoro M.B.

3. Hayaneuuky otnena xanpos Pementox T.}HO. opranuzoBath 03HaKOMIICHHE
BceX pabOTHHMKOB IOJ IOIKCH C coaepykaHueM ctT. 74 demepalbHOro 3aKOHA OT
21.11.2011 N 323-@3 "O0 ocHOBax OXpaHBI 3I0POBbSl I'pakiaH B PocCHICKOM
Qenepanuu”" 00 orpaHWYEHHUSIX, HaJaraeMbIX Ha METUIIUHCKMX pPaOOTHUKOB H
(apManieBTHYECKUX PAOOTHHUKOB IIPH OCYIIECTBICHHH HMH IPOQPECCHOHATBHON
IeSITeTbHOCTH.

3. HaganeHuky otaena kanpos Pementok T.FO. mpu odopmiieHnu Ha paboTy
HOBBIX pabOTHHUKOB OpPraHH30BaTh UH)OPMHUPOBAHHE TION IOIIHCH 00
OTpaHUYCHUSX, HAJIATaeMBIX Ha MEIUIIMHCKAX PaOOTHHUKOB M (apMaleBTUIECKUX
pabOTHUKOB IIPU OCYIECTBIEHUH UMHU TPO(PECCUOHATBHOM e TeIbHOCTH.

4. KoHTpos 3a HcoHeHHeM HacTosiiero [Ipukasa ocTaBiisito 3a cOO0H .
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[Ipunoxenue
K nipukasy Ne 366-n ot 20.10.2022

IOJIO)KEHUE

00 opraHuzanuu paGoTs! 110 HHGOPMHPOBAHMIO MeTHIHHCKHX paGoTHHKOB,
papmanesTHYecKHX paGOTHHKOB, KOMIAHMIA, npeacraBHTe/ el KOMIAHUIA U
rpaKiaH o0 yCTAHOBJICHHBIX 3allPETAX HA COBePIIEHHE onpeeaeHHbIX
eHCTBHIi H OTBETCTBEHHOCTH 32 HX COBEpPLICHHE

1.00mue monosxeHust

1.1.ITonoxenne 06 opranusanum paGoTHI 110 MH(OPMUPOBAHHUIO
MEIUIMHCKUX PabOTHUKOB, hapMalieBTHUECKHX PaGOTHUKOB, KOMIAHMUH,
TIpeACTaBUTENEH KOMIIaHUH M IpakIaH 00 yCTaHOBIEHHBIX 3apeTax Ha
COBEPILICHUE ONPE/ENEHHBIX NEHCTBAN U OTBETCTBEHHOCTH 3a MX COBEpIIEHNE
(masee - «Ilomoxenuey), pa3paboTaHO B COOTRETCTBUH C:

- QPenepanbubM 3aK0HOM 0T 21 Hos6ps 2011 1. Ne 323-®3 «O6 ocHOBax
OXpaHbI 3X0POBbA rpaxkiaH B Poccuiickoit Oenepanumy;

- OezepanbHBIM 3aK0HOM 0T 12 amperns 2010 roma N 61-®3 «O6 obparieHrn
JICKaPCTBEHHBIX CPEIICTBY;

- nocranoneHneM IIpasurenscra Poccuiickoit ®enepanuu ot 12.11.2012 T.
N 1152 «O6 yTBepkneHUM ONOKEHHS O roCcyapCTBEHHOM KOHTPOJie KauecTBa U
0€301aCHOCTH MeIUIMHCKOMN NesITENbHOCTHY

- TpymossiM kozmexkcom Poccuiickoi ®Oenepanuu;

- MHBIMH JIeHCTBYIOMUMHI HOPMAaTHBHO-TIPaBOBBIMH aKTaMy POCCHICKOMH
Deneparumn.

1.2. Tlonoxenue periiaMeHTHpPYET PaboOTy B MeIHIIMHCKOR OpTaHU3aIIUH 10
MH(OPMUPOBAHUIO MEIUIUHCKMX PAaGOTHUKOB, (apmaneBTHYECKHX PAGOTHUKOB
(TIpY ¥IX HATHYKK B IITATE), KOMIIAHMIA, IpeicTaBUTENIed KOMIIaHU# U IpakaaH oo
YCTaHOBJICHHBIX 3aIlpeTax Ha COBEPIIEHUE ONpPeeIeHHbIX NeHCTBUN 1
OTBETCTBEHHOCTH 33 UX COBEpIIEHHE.

1.3. KoMnanwst, mpeacTaBuTEelh KOMIAHUH -
OpraHH3alluy, 3aHUMAaroIHecs paspaboTKOH, POU3BOACTEOM U (HIIH)
peajinsanyeii IeKapCTBeHHEIX [IPENapaToB, MEIHIIHHCKIX HA30ENNI, OpraHu3alni,
00J1aJafOIIMX [TPaBaMH Ha MCIIOJIb30BAHUE TOProBOI0 HAUMEHOBaHUS
JICKapCTBEHHOr'O Tpernapara, OpraH|3aluK ONTOBOMN TOPTOBIIH JIeKapCTBEHHBIMH




CpeICTBaMU, aliTEYHbIC OPraHru3aluy (UX MPEeACTaBUTENH, HHBIX (U3HUECKUX U
IOPUANYECKUX JIMI, OCYINECTBIIAIOIINX CBOIO JEATCIBHOCTE OT HMEHH 3TUX
OpraHu3aui).

2.0pranuasuus paéoThl N0 HHPOPMHPOBAHUIO MEAHIIUHCKHUX PA0OOTHHKOB,
(apmaneBTHYECKUX PAOOTHUKOB, KOMIIAHHI, MpeAcTABUTeNeH KOMIAHHH H
rpa;aaH o0 ycTaHOBJIEHHBIX 3alpeTax Ha cOBeplleHNe onpee e HHbIX
AeficTBHH U OTBETCTBEHHOCTH 32 HX COBepIlieHHE

2.1.B mMegummHCKON opranu3anuu pabota mo vHGOPMHUPOBaAHHUIO
MEIULUHCKUX PaOOTHUKOB, (papMalleBTUUECKUX PAaOOTHUKOB, KOMIIAHUH,
IpecTaBUTeNeH KOMIIaHUH U rpakaaH 00 yCTaHOBJIEHHBIX 3allpeTax Ha
COBepIIIeHNe ONPEENeHHbBIX JeMCTBUN U OTBETCTBEHHOCTH 3a UX COBEPIIEHHE
BKJIFOYaeT B ce0s CleyIolye HalpaBIeHuUs:

- OpraHuU3anyIo PaboThI IO COOTBETCTBYIOIEMY UH(GOPMHUPOBAHUIO
MEIULUHCKUX PabOTHUKOB, (papMaiieBTHUeCKUX pabOTHUKOB;

- OpraHu3aIiio paboThI IO COOTBETCTBYIOIIEMY HH(MOPMUPOBAHHUIO
KOMIIaHUH, IIPEACTABUTENIEN KOMITaHUH;

- OpTaHU3aIHo0 pabOTHI TI0 COOTBETCTBYIOIIEMY UH(MOPMUPOBAHHUIO
rpaXKJaH;

- OIpeJieieHre OTBETCTBEHHBIX JIHI] 32 OpraHU3aluio paboThl 110
MH(OOPMHUPOBAHUIO U 3@ HEMTOCPEACTBEHHOE HH(DOPMUPOBaHNE MEIUIIMHCKHX
pabOTHHKOB, apMalleBTHYECKUX PAOOTHUKOB, KOMIIAHUH, ITpeICTaBUTEIEH
KOMIIaHUM ¥ rpaXkaaH 00 YCTaHOBJICHHBIX 3allpeTax Ha COBEpIIEHHE
ornpezieNIeHHBIX AeWCTBUM U OTBETCTBEHHOCTH 3a UX COBepIleHHE;

- IOJrOTOBKY U U3/1aHWe HeOOXOAUMBIX JIOKAJIbHBIX HOPMATUBHBIX aKTOB H
UHBIX OKYMEHTOB, IPOBEJIEHUE MEPOIIPUATUH, IPUHITHE HHBIX MED,
HEO0OXOIMMBIX JJI OpraHu3aly padoThl 10 HWHMOPMUPOBAHHUIO U
HEIOCPEICTBEHHOTO UHPOPMUPOBAHHUS MEAUIIMHCKUX PaOOTHHUKOB,
dapMalieBTHUECKUX PaOOTHUKOB, KOMIIAaHHUH, ITpeIcTaBUTEeH KOMIaHUK U
rpak[iaH 00 ycTaHOBIIEHHBIX 3allpeTax Ha COBEpIIeHHe ONpeIelleHHbIX NeUCTBUM 1
OTBETCTBEHHOCTH 34 UX COBEPILICHHE.

2.2. UadopmupoBaHrie MeIUITMHCKHX PaOOTHUKOB, papMalleBTHIECKHAX
pabOTHUKOB, KOMIIaHUH, Mpe/ICTaBUTENIEH KOMIIAaHUH U TpaxKaaH 00
YCTaHOBIJICHHBIX 3allpeTax Ha COBEPIIICHUE ONpeeIeHHbIX ASUCTBUN U
OTBETCTBEHHOCTH 32 UX COBEPIIIEHNE BKIIIOYAET B Ce0sI MPeJOCTABICHHUE U
pa3bsCHEHHE ClieqyIolel nHhOpMaIIHH.

MeaunuHCKHE paGOTHHUKH U PYKOBOIUTEN MEIUIIMHCKIX OpraHU3aliil He
BIIpaBe:



1) npuEMMaTE OT Opranu3aLyii, 3aAHUMAOIIMXCS Pa3PabOTKOI,
IIPOM3BOJICTBOM | (MJIM) peau3aliyeil JiekapCTBEHHBIX IPENapaToB, MEAULIHMHCKAX
M3JIe/TAH, OpraHu3alki, 00IaJaloIINX IPaBaMY Ha HCIIONB30BAHIE TOPTOBOTO
HAUMEHOBAHUS JTIEKAPCTBEHHOI'O MPENapara, OpraHu3aiuil OnToBOH TOProBIHU
JIEKAPCTBEHHBIMU CPENICTBAMH, allTEYHbIX OpraHU3alnil (MX NpeICTaBUTENEH,
MHBIX QU3MYECKHX M IOPUINYECKUX JIULI, OCYIIECTRIISIONIUX CBOKO [eSTeIEHOCTD
OT MMEHH 3TUX OpraHu3allyii) (ajee COOTBETCTBEHHO - KOMITAHUS, [IPEICTaBUTEND
KOMIIaHWH) MOJapKH, IEHEKHbIE CPE/ICTBA (38 MCKIIIOUeHHeM BO3HATPAXKIEHUH 110
J0roBOpaM IpH MPOBEACHUH KIMHUIECKUX UCCIIeIOBAHUM JIEKapCTBEHHBIX
IpenapaToB, KIMHHYECKHX UCIIBITAHUH MEIUIIMHCKUX U3IEIHNA, BO3HATPAXK ICHUIH,
CBA3aHHBIX C OCYIIECTBIIEHUEM MEIUIMHCKAM PAOOTHHKOM I1€1arOrMYeCKOi 1
(Win) HayYHOH NEeATeNbHOCTH), B TOM 4HCIIE HA OIUIATY pa3BICUeHHUH, OTABIXA,
Ipoe3nia K MECTy OTABIXa, a TAaKXKe y4acTBOBATh B Pa3BIEKATENbHEBIX
MEPOIIPHUATHUAX, IPOBOJUMEIX 38 CYET CPE/ICTB KOMITAHUH, IpeCcTaBUTENEH
KOMIIaHUH;

2) 3aKIIroYaTh ¢ KOMIIaHKEH, PeICTABUTENIEM KOMIIAHUHU COTTIAIICHUS O
HAa3HAYCHUU UM PEKOMCHALMY MTal[MeHTaM JIEKAPCTBEHHBIX MPENapaToB,
MEIULMHCKHUX U3MEINH (33 HCKITIOUEHIEM JOTOBOPOB O MPOBEIECHUH KIMHHYECKUX
VICCJIC/TOBAHMM JIEKAPCTBEHHBIX NPENapaToB, KIMHUYECKUX UCIIBITAHUN
MEIUIUHCKUX U3MIEITHH);

3) mosy4ath OT KOMIIAHHUH, IPeJCTABUTENS KOMIIAHUH 00pa3iibl
JIEKapCTBEHHBIX MPENapaToB, MEAULMHCKUX U3LEIUI I BpYUYeHUs IallieHTaM
(32 HCKIIFOYEHHEM CITyYaeB, CBI3aHHBIX C TPOBEICHHEM KIMHHIECKHX
HCCIICIOBAaHUH JIEKapCTBEHHBIX NMPENapaToB, KIMHUYECKUX UCIIBITAHUN
MEIUILIUHCKUX U3/IEITUi);

4) npeIoCTaBIAT IIPY HA3HAYESHUH Kypca JIeUeHHUs IalJUeHTy
HEJIOCTOBEPHYIO U (UIIK) HEMOJIHYIO HH)OPMALMIO 00 UCIIOIB3YEMBIX
JIEKapCTBEHHBIX IIperaparax, 0 MEAUIUHCKUX U3EIHUIX, B TOM YHCIIE CKPBIBATh
CBE/ICHUSI O HAIMYMH B OOpAILEHNN aHAIOTUYHbIX JIEKAPCTBEHHBIX IIPENapaToB,
MEIULIUHCKUX H3/IEIIN;

5) OCyIeCTBIATh IPUEM IIPECTaBUTENEH KOMIIAHHUH, 38 HCKITIOYEHHEM
CITy4acB, CBA3aHHBIX C IPOBEICHHEM KIIMHUYECKUX MCCIIeI0BaHUM TeKapCTBEHHBIX
IIPEIIapaToB, KIMHUYCCKUX UCIIBITAHUNA MEIUIIMHCKUX U3ENIUH, y4acThs B
NIOPSAAKE, YCTAHOBIIEHHOM aIMHUHUCTpAIMEN METUIIMHCKOM OpraHn3aliny, B
COOpaHUsIX MEAUIMHCKIX paOOTHUKOB U UHBIX MEPOIIPUATHUIX, HAIPABJIEHHbIX HA
MOBBIILICHHE HX ITPO(YECCHOHANBHOTO YPOBHS WM Ha IpeJOCTaBIeHUE
MH(pOPMAIUH, CBA3AHHOM C OCYIIeCTBICHHEM MOHUTOpPHUHTA O€30ITaCHOCTH
JIEKapCTBEHHBIX MPENapaToOB ¥ MOHUTOPUHTa 0€30MMaCHOCTH MEIULIUHCKUX
U3ICIINM;



6) BBIITMCBIBATD JIEKAPCTBEHHBIC NpenapaThl, MEAULIMHCKUE U3/E/IHs Ha
6HaHKaX, comepxalux I/IH(I)OpMaLII/IIO PCKIIaMHOT'0 XapaKTepa, a TaKXKe Ha
PEeUEnTYPHBIX 6JI&HK8.X, Ha KOTOPBIX 3apaHee HalleuaTaHO HauMEeHOBaHUeE
JICKAPCTBEHHOT'O penapara, MEIHIITHHCKOTO U30eTHud;

2.3. C uembro HHGOPMHUPOBAHHUS MEIULMHCKIX PAGOTHHKOB,
(hapmaneBTHIECKUX PaGOTHIKOB, KOMIIAHHMH, IIpeIcTaBuTeNel KOMIAHUH 1
rpaXkJaH 00 yCTaHOBIEHHEIX 3allpeTax Ha COBEpIIEHHE OTPEeNeTeHHEIX NeCTBIMN 1
OTBETCTBEHHOCTHU 32 MX COBEpIICHUE, HHPOpMAlIUsI, IIPeICTaBIeHHas B CT. 74
®enepanbHOTO 3aK0Ha OT 21 Hosi6pst 2011 1. Ne 323-@3 «O6 0cHOBaX OXPAHEL
310pOBbs Tpaxkaan B Poccuiickoii @enepanmmy:

2.3.1. Pasmernaercs Ha MHGOPMALMOHHBIX CTEHAaX U HA O(GHUIHATBHOM
caiTe MeIUIIMHCKON OpraHN3aIiH;

2.3.2. meeTcs B HAMMYKMK y PyKOBOIMTENEH MEIMIMHCKOM OpraHu3alyui, a
TaK € BO BCEX CTPYKTYPHBIX MOAPA3AEICHHUIX U TOCTYIHA IJIs MEIULIMHCKUX
pabOTHHKOB, GapManeBTHIECKUX PabOTHHKOB, KOMITaHH, IIpecTaBHTeleH
KOMIIaHUHN U TpaXkaaH.

2.4. Kpome nnbopMEpoBaHwsI, yKa3aHHOTO B 1. 2.3., HHGOPMHUpPOBaHHE
Pa3UYHbIX KATeTOPUH JIUI U KOMIIAHWH, B TOM YKCIe MEAUIMHCKAX paOOTHUKOB,
(hapmarieBTHYeCKHX PabOTHUKOB, KOMITAHHIA, TIpeICTABHTENeH KOMITAHIH 1
T'paXJaH, OCYIIECTBILIETCS Tak XKe ¢ y4ETOM 0COOEHHOCTEH opranu3alyy paboTsl
TI0 JaHHOMY WH()OPMHPOBAHHUIO B COOTBETCTBHH C HACTOSIINM [10I0KEHHEM.

3.0coGenHocTH OpraHu3auuu paGoThl 10 MHGOPMHPOBAHHIO MeAHLHHCKHX
PabOTHHKOB, hapMaleBTHYECKHX PAGOTHHKOB 00 YCTAHOBJIEHHBIX 3amperax
Ha coBepIlleHHEe ONpPeAe/IeHHbIX JeHCTBHI M OTBETCTBEHHOCTH 3a HX
CcOBepIleHHe

3.1. B megunmHCKOM Opranusanuu OCYILECTBISIETCS 00I3aTeIbHOE JTHUHOE
UHGOPMUPOBaHNE MEIUILIMHCKHX pPabOTHHUKOB, (hapManeBTHIECKUX paGOTHHKOB 00
YCTaHOBJICHHBIX 3aIlpeTaX Ha COBEPIUECHUE ONpeaeIeHHbIX 1eUCTBUN U
OTBETCTBEHHOCTH 32 UX COBEpIIEHHUE.

3.2. B MenuuuHCKOM OpraHu3saluu 0653aTebHOe THIHOE HHGOPMUPOBaHHUE
MEJIUIIHHCKUX PabOTHUKOB, hapMalleBTHUECKUX PAOOTHUKOB (€CITH TaKOBBIE
MMEIOTCS B 1UTATe MEAULIMHCKOW OpraHu3alui) 00 yCTaHOBIEHHbIX 3alpeTax Ha
COBEpIICHHUE ONPENETEHHBIX IEUCTBHI U OTBETCTBEHHOCTH 3 UX COBEPIIECHHE
OCYIIECTBIISAETCS TOCPEACTBOM:

- O3HAKOMJICHUS MEJUIIUHCKUX PAOOTHUKOB MO POCIIUCH B JIMCTE
O3HAaKOMJICHUA C JIOKAJIbHBIMH HOPMaTHBHBIMK aKTAMH MEAUIIMHCKOMN
OpTaHU3aIUH, PETIaMEHTHPYIOIUMH paboTy 110 COOIIIOAEHHIO OTPAHUYEHHMH,



HajaraéMbIX Ha METUIMHCKUX paOOTHUKOB, hapMalleBTHIECKUX PAOOTHUKOB IIPU
OCYIIECTBIIEHHH UMHU IIPOPECCHOHATBHOMN MEATETHLHOCTH;

- YBCAOMIICHUA 00 or PAaHUMYCHUAX, HAJIara€MbIX HA MEOIULMHCKHAX
PabOTHHUKOB, apMaleBTHYECKHX PAOOTHUKOB IIPH OCYILECTBICHUN UMU
IPO(eCCUOHATEHOM eATENbHOCTH;

- BKJIIOYEHHS HHPOpMaUHU 00 OrpaHHyYeHUsX, HaJlaraeMbIX Ha
MEIUIUHCKUX PaOOTHUKOB, (hapMalieBTHUECKAX PAOOTHUKOB IIPH OCYLIECTBICHUH
UMH TIPOHeCCHOHATIBHON AESATENBHOCTH B JOJDKHOCTHEIE HHCTPYKIIUH
MEIULUHCKUX PabOTHHUKOB.

3.3. ®opma yBenoMIIeHHSI 00 OTpaHHYEHUAX, HATAaTra€MBIX HA MEIAIUHCKAX
pabOTHMKOB, hapMalleBTHYECKUX PaOOTHHKOB IIPY OCYIIECTBIEHUH UMM
PO eCCHOHABHON NeSITEBHOCTH, YCTAHABIMBAETCS B MEIUIIMHCKOM
OpraHu3aly U JOBOJUTCS IO POCIHKCH 10 CBEIEHUS KaXKIOr0 MeIULUHCKOrO,
(apmaneBTHIECKOr0 pabOTHHKA, B TOM YUCIIE IPU pruéMe Ha paboTy.

3.4. IIponenypy yBeZOMIICHHS METUIIMHCKUX, (h)apMalleBTHYECKHX
pabOTHHKOB 00 OrpaHUYEHHsIX, HAJIArAeMbIX Ha MEAUIMHCKHX PabOTHUKOB,
(hapManeBTHIECKHX PaOOTHHKOB TIPU OCYIIECTBICHAN UMH ITPO(eCCHOHATBHOM
ACATEIbHOCTH, a TaK )K€ XpaHCHHUE NaHHBIX YBEIOMIICHUH OCYIIECTBISICT
KazpoBas Ciry»0a MEIULIMHCKON OpPraHU3aIliK WM HHOE YIIOJHOMOYEHHOE
IIPUKa30M PYKOBOAMTEIS MEIULUHCKONW OpraHUu3aliy JTUIO.

4.0cobennocTi opraHu3anu paGoTel Mo HHGOPMHPOBAHHIO KOMIIAHMI,
npeacTaBUTe/Iel KOMIAHUH 00 YCTAHOBJIEHHBIX 3alIPeTax HA COBepIeHHe
olnpe/e/ieHHbIX JeACTBHI H OTBETCTBEHHOCTH 32 HX COBepIIIeHHE

4.1. B MequIMHCKOH OpraHU3aIliy IPU B3aUMOIENCTBUU B yCTAHOBIEHHOM
3aKOHOM IIOPSIIKE C KOMIIAHUSMH, IPEACTABUTENSIMU KOMIIAHUM OCYILIECTBISETCS
o0s13aTeNbHOE NX HHDOPMUPOBAHKE 00 YCTAHOBIEHHBIX 3aIIPETaX HA COBEPIIECHHE
OIpe/eNICHHBIX NEHCTBUM U OTBETCTBEHHOCTH 3a UX COBEPIIIEHHE.

4.2. B MeMIMHCKOM OpraHu3aiyy nHGpOPMUPOBaHHE KOMIIAHHUH,
NpeJCTaBUTENeN KOMIIaHHM 00 YCTaHOBJIEHHBIX 3alpeTax Ha COBEPIIEHNE
OIIpEe/EJICHHBIX NEHCTBUI U OTBETCTBEHHOCTH 32 X COBEPIIIEHHE OCYIIECTBIISIETCS:

4.2.1.B nuceMeHHOH U yCTHOHN (hopMe NpH B3aMMOJEHCTBHUH B
YCTaHOBJICHHOM 3aKOHOM TOPSIAKE ¢ KOMIIAHUAMH, IIPEACTABUTENIMH KOMIIAHUH, a
UMEHHO:

- B ClIy4qasX, CBA3AHHBIX C ITPOBECACHUEM KIIMHUYECKUX HCCIeJOBaHUHU
JIeKapCTBEHHBIX Ipernaparor, KIMHHUUECKHX HCILITAHUH MECAHIIHMHCKHX 1’13}16.111/1171,
y4dacTusd B IOPSAAKE, YCTAHOBIIEHHOM aHMHHHCTpaHHeﬁ MeﬂI/IHI/IHCKOﬁ
OopraHusaliyu, B coGpammx MEAHUIIMHCKHUX pa6OTHPIKOB W HHBIX MCPOIIPpUATHUAX,



HarpaBJeHHbIX Ha MOBBIILIEHHE UX MPO(HECCHOHANIBHOTO YPOBHS WK Ha
IIpeoCTaBlIeHue HHPOPMAIH, CBSI3aHHON C OCYIIECTBICHUEM MOHUTOPHUHIA
6€30MacHOCTH JIEKAPCTBEHHBIX MPerapaToB U MOHUTOPUHTA 0€30I1aCHOCTH
MEIUIMHCKUX U3JIETTH;

- TIPH 3aKIIOYECHHUH JOTOBOPOB O ITOCTaBKaX JICKAPCTBEHHLIX MPENapaTos,
MEAUITMHCKHUX PI3,)1€.TIPII>1, a TaK K€ JOIrOBOPOB Ha TEXHUYCCKOC 06Cﬂy}KI/IBaHI/Ie, u
ITPpHU UCIIOJIHCHUH ITPHUHATBIX JOTOBOPHBIX 00513aTENBCTB.

Opranuzanuio yKa3aHHOTO B HACTOSIIEM ITyHKTe HHPOPMHUPOBAHHUSA
o0ecrieyuBaeT JIMI0, OTBETCTBEHHOE 32 COOJIOACHNE OrpaHUYEHHH, HallaraeMbIX
Ha MEIUIIMHCKUX PabOTHHUKOB, (hapMarieBTUIeCKUX PAOOTHUKOB IIPH
OCYILECTBIIEHUH UMH IIPOPECCHOHATIBHOM NesTeTBHOCTH.

4.2.2.He3aMeUIUTENIEHO B MUCBMEHHOU MIIM YCTHON (hopMe IIPH JTHYHOM
oOpallleHUH KOMIIaHUH, TpeicTaBUTENel KOMIAHUN B MEJULIUHCKYIO
OpraHHU3alIHIo, KOTZIa O TaHHOM OOpallleHNMH MEIUIIMHCKas OpraHu3alys Uin e€
KOHKpETHbIE METUITMHCKHE PabOTHUKH, (hapMalleBTHYeCKHe PAOOTHUKH 3apaHee
He OBLIX IOCTABJIEHbI B H3BECTHOCTh OOPATUBIIIUMCS, ¥ OHO He OBIJIO 00YCIIOBIEHO
dbopmamu B3auMOJIeHCTBYSL, yKa3aHHBIMU B 11. 4.2.1. B naHHOM city4ae
HEMOCPENCTBEHHOE HH(POPMUPOBAHNE KOMIIAHUH, [IPEACTABUTEIS] KOMIIAaHUK 00
YCTaHOBJICHHBIX 3allpeTaX Ha COBEPIICHHUE ONpeIeTICHHBIX AEUCTBUN U
OTBETCTBEHHOCTH 3a UX COBEPIIIEHHE OCYIIEeCTBISIEeT TOT MEIULIMHCKUN UK
dapmalieBTHUECKHAN pabOTHHK, K KOTOpOMY 00paTHiIach KOMIIaHHS,
IpencTaBUTeNb KOMIaHUH. B Xo7e U 1mocie ocylecTBIEeHUs JaHHOTO
WHOOPMUPOBAHUSA MEIUIMHCKIH, (hapMalleBTUIeCKHH pabOTHUK MEUIIMHCKON
OpraHM3alMK 00eCIIeUBaET HEYKOCHUTEIBHOE COOII0/IeHUE OrpaHuYEHUN
HaJlaraeMbIX Ha MeIUITHHCKHAX PabOTHUKOB, (hapMaIieBTHIeCKUX PAOOTHUKOB IIPH
OCYIIIECTBIIEHHH UMH MPO(PeCCHOHATBHON AeSITENEHOCTH.

5.0co0eHHOCTH OpraHu3alHU padoThl 10 HHPOPMHPOBAHHIO IPAKIAH
00 yCTaHOBJIEHHBIX AJIsl MEAHIIHHCKUX Pa0OTHHKOB, (papMaleBTHYECKHX
pabOTHHKOB 3ampeTax Ha coBeplIeHHe Ofpe/ieseHHbIX JeHCTBHH U
OTBETCTBEHHOCTH 3a HX COBepIlICHHE

5.1. B MeauIMHCKOM OpraHu3aliy OCYIIECTBRIsIeTCS 00513aTeIbHOE
UHGOPMHUPOBaHHE IpaXKaaH 00 yCTaHOBJIEHHbIX 1T MEIUIIHHCKIX paOOTHUKOB,
dapmarieBTUYECKIX pabOTHUKOB (TIPW WX HAIMYUM B LITATe) 3aIpeTax Ha
COBEPILICHUE OTpeIeNICHHbIX JeHCTBUN U OTBETCTBEHHOCTH 34 MX COBEPIICHHE.

5.2.MemuuuHCKAN pabOTHUK MEIUIIMHCKOW OpraHU3aliy IPH HasHAYCHUH
Kypca JiedeHuUs TallueHTy HHPOPMHUPYIOT ero, 4T0 MeTUIIMHCKUY pabOTHUK HE
BIIpaBe NPENOCTABIATE IIPX Ha3HAUYECHUM Kypca JIEUCHUS MTallieHTy
HEIOCTOBEPHYIO U (MJIM) HEMOJIHYIO MUHPOPMALKIO 00 UCIIOAb3YyEMBIX
JIEKapCTBEHHBIX IIpernaparax, 0 MeIUIMHCKUX U3/IeNNSIX, B TOM YHCJIE CKPBIBaTh



CBCIACHHS O HAJIMUYHHU B 06paIHCHHI/I AHAJIOIMYHBIX JICKAPCTBEHHBIX IIpenaparTos,
MEOUIIMHCKUX U3JICIUH.

5.3. ®apMaleBTHYECKH pabOTHHK MEIMIMHCKOI OpraHm3amuy (IpH
HaJIMYUHY B IITATe) UHPOPMHUPYET IpakaHUHA [IPU €ro 06paIlleHHHU, YTO
(hapManeBTHYECKUH pabOTHHUK He BIpaBe TIPELOCTABIISTh HACETEHHIO
HEJJOCTOBEPHYIO U (WJIK) HEMOJHYIO HHOOPMAIMIO O HATMYMH JIEKAPCTBEHHbIX
ImpenaparoB, BKIIr04Yas JICKapCTBECHHBbIE npemnaparsl, HMEIOIIINE OAUHAKOBOE
MEXAYHAPOIHOC HEMATEHTOBAHHOE HaMMCEHOBAHUE, MECIUIIMHCKHUX I/IB,IIGJIHfl, B TOM
HYHUCJIE CKPBIBAThH HH(bOpMaHI/IIO O HAJIMYWHU JIEKAPCTBEHHBIX IperaparoB U
MEIMIUHCKUX U3/ICNIUHI, MMEIOIIUX 60oJiee HU3KYIO 1IEHY.

5.4.Io TpeGoBaHHIO NAIlMEHTa MK €r0 3aKOHHOTO Hpe/ICTABATENIS
PYKOBOIHUTENB CTPYKTYPHOI'O IOAPA3/eNIeHNs, B KOTOPOM IOJTy4aeT
MENHUIUHCKYIO TOMOIIb MALKEHT, 00eCIIeYnBaET HEMOCPEICTBEHHOE
O3HAKOMIJICHHE NAIlMeHTa WK €0 3aKOHHOT'O NMPEACTABUTENS C ITOJIOXKEHUSIMH
3aKOHOJATENBCTBA, 4 TaK XKE JIOKATbHBIMH HOPMATHBHBIMU aKTaMU
PETTIaMEHTUPYIOIIMMHE YCTaHOBJIEHHE 3alIpETOB Ha COBEPIIIEHHE METUIIMHCKUMHI
paboTHMKaMH, apMaleBTHICCKUMU PAOOTHUKAMY OIPEIeICHHbIX eHCTBUN 1
OTBETCTBEHHOCTH 3a UX COBEpIIIEHHE.

6. OTBeTcTBeHHBIE JTHLA 10 HHPOPMHPOBAHHIO MeIHIHHCKHX
paboTHHKOB, papManeBTHYeCKHX PA0OTHHKOB, KOMITAHHI,
npejicTaBHTe/ el KOMNAHUH H IpaskIaH 06 yCTAHOBJIEHHBIX 3aNpeTax
Ha COBEpIICHHE ONpeae/IeHHbIX 1eHCTBHH H OTBETCTBEHHOCTH 32 HX
coBeplIeHHe

6.1.0mpenenuts, uto:

- OTBETCTBCHHBIM JIMI[OM 3a OpraHU3aluio paboThl B MEUIMHCKON
OpTraHU3aLKH 110 HHPOPMHPOBAHHUIO MEIUIIMHCKIX PAOOTHHKOB,
(papmaneBTHYECKHX PaGOTHUKOB, KOMIIAHUIA, IIpEeCTaBUTENIEA KOMITAaHUH U
rpaxkaH o0 yCTaHOBJIEHHBIX 3allpeTax Ha COBEpILIEHNe ONPeIeIeHHbIX TeHCTBHH |
OTBETCTBEHHOCTH 32 UX COBEPILEHUE SBISETCS JIMI0, OTBETCTBEHHOE 34
OpraHU3alXI0 pabOThl B MEAUIIMHCKON OpraHM3aIuH 110 COOITIOIEHHIO
OTPaHM4EHUH, HAllaraeMbIX Ha MEUIUHCKUX PAOOTHUKOB U (hapMareBTHIECKUX
PabOTHMKOB IPU OCYIIECTBICHHH UMH TIPODECCHOHALHOM TeSTENBHOCTH;

- OTBETCTBEHHBIMH JIMIIAMH B [TOAPA3ECIICHUSX METUITHHCKOM OpraHu3alun
o MH(MOPMUPOBAHUIO MEIUIUHCKUX PAGOTHUKOB, DapMal|eBTHYECKUX
paboOTHMKOB, KOMIaHUH, PeACTaBUTETeH KOMITaHWH 1 rpaxzaas oo
YCTaHOBJICHHBIX 3allpeTaX Ha COBEPIICHUE OIpeeIeHHbIX AeICTBUN U
OTBETCTBECHHOCTH 3a UX COBEPILIEHUE SBIISTIOTCS JIMIIA, OTBETCTBEHHBIE B
[IO/Ipa3ACICHUAX METUIMHCKON OpraHu3auu 3a padoty no cobOmoaeHuo
OrpaHHYEHHUH, HAllaraeMbIX Ha MEIUIHHCKUX PabOTHUKOB U (hapMaIieBTHIECKHX
PabOTHHMKOB IIPU OCYILECTBICHUH UMHU IIPO(DECCHOHANBHOMN AesATENbHOCTH.



7. HeiicrBus anmunncrpanun KTBY3 « laasueropckas uré» npH
BbISIBJICHHH CJIy4Yasi HecoOJII0leHIsl OrPaHHYeH i, HaJlaraeMbIX Ha
MEIHLIHHCKHX pa00THHKOB H (hapMaLeBTHYECKHX PAOOTHHKOB NpPH
OCYLECTBJIEHHH UMM NpodecCHOHANLHOM AeITeIbHOCTH.

Tl IIpu BBISIBIIEHUH ClTydas HECOOIIONEHUS OTpaHUYEHUM, HaJlaraeMbIX
Ha MEJIMLIUHCKAX PaOOTHUKOB U (hapMaleBTUUECKUX PabOTHUKOB IIPU
OCYIIECTBIIEHUH UMM IIPOPECCHOHATBHOM AesiTenbHOCTH, OTBETCTBEHHBIE
7110 32 naHHoe Hanpasinenue padbotsl B KI'BY3 « JlansHeropckas
Lro»IOBOHUT No cBeneHus pykoBogutenst KIBY3 « JlansHeropckas nroy
MH(POPMAIIHIO O BBISIBIEHHOM HapYyLIEHUHU.

1.2 Ipuxazom pykosonurens KI'BY3 « [lansreropckas nurb» 1o ¢paxry
HapyleHUs co30a€TCs KOMUCCHUS U IIPOBOUTCS CITy)KeOHOe pacciieJoBaHue.

1.3. Ilo pesynpTaTam ciry>xeOHOr0 paccienoBaHus COCTABIIAETCS
COOTBETCTBYIOIIMM aKT.

7.4. Ipu BEIABIEHUH BUHOBHBIX JHIl pyKoBoauTens KI'BY3 «
JanbHeropckas Lré» NpUHUMAET PENIEHKE O IIPUBJIEYEHUH UX K
OTBETCTBEHHOCTH B COOTBETCTBUH C JEHUCTBYIOIIMM 3aKOHOAATETLCTBOM.

8. 3aKI0YHTe/IbHbIE IM0JI0KEeHHUS

8.1. Hacrosmee IonoxxeHre BCTymaeT B CUly ¢ MOMEHTA YTBEPKIEHHS U
JEeHCTByeT OeccpoUHO.

8.2. Bce MenunuHCKue U (papMaleBTUYECKUe PabOTHUKH MEIUITUHCKOMN
OpraHu3aIiyi HECYT OTBETCTBEHHOCTH 34 BBEIIIOIHEHNWE HACTOMIIErO [10JI0KeHus B
COOTBETCTBHUU C AEHCTBYIOIIMM 3aKOHOATEILCTBOM.

8.3. smenenus B Hacrosmiee [To0xeHrne MOTYT OBITh BHECEHBI IPHKA30M
PYKOBOIHUTEIST MEAUIIMHCKOM OpraHU3aliy ITyTeM yTBepxkaeHus [lomoxeHus B
HOBOW penaKIuy.

8.4. B ciyyae BO3HUKHOBEHWUsI KOH(JIUKTA MEXy HOPMAaMHU JOKAJILHOTO
aKTa MEUIIMHCKON OpraHu3ally, PEryIUPYIOIIEro yKa3aHHbIE B ITOJIOKEHUH
BOIIPOCHI, ¥ HOPMaMH HacToAIero 11onoxXeHus MpUMEHSFOTCS HOPMEI aKTa,
IIPUHATOr'O IO3IHEE.



