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O6 ytBepxaeHuu Ilonoxxenust 00 opraHu3aIuu

paboThI IO COOIOACHUIO OTPaHUYEHHMIA, HaJlaraeMBIX

Ha MEIULIMHCKUX paOOTHUKOB U (papMaleBTUIECKHX PaOOTHHKOB
IIpY OCYIIECTBIEHUH UMU NPOGeCCUOHAILHON JeATeIbHOCTH

B UY3 «PXX/I-Menuiuna» 1. VIkeBcK»

PyxoBoacTBysch cT. 74-75 denepansHoro 3akona ot 21.11.2011 N 323-®3
«O0 ocHOBax OXpaHBl 3H0pPOBbs TpaxaaHn B Poccuiickoit ®enepanum,
Ilocranosnenuem IlpaButensctBa Poccuiickoit ®emepanuu ot 12.11.2012T.
N 1152 «O06 yTBep>KEHUHU IIOJOXKEHHUS O TOCYapCTBEHHOM KOHTPOJIE KauecTBa U
0e30macHOCT  MEIMIMHCKOM  JNeATeIbHOCTH», IpHKa3oM MHHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoit ®@epepamum ot 07.06.2019 r. N 381 «0O6
YTBEPXKIECHUH TPeOOBaHMI K OPraHU3alMU ¥ IPOBECHUIO BHYTPEHHETO KOHTPOJIS
KayecTBa U 0€30IaCHOCTH MEIULIMHCKOMN JeATENbHOCTH», B CBSI3H C M3MEHEHHEeM
Ha3BaHUs YUPEKJEHUS U KaJPOBBIMU U3MEHEHUSIMH,

[TIPUKASBIBAIO:

1. Vreepmute Ilonoxenne 006 opranuzanuud paGoThl IO COOIIIOAECHHUIO
OTpaHUYEHHUM, HaJlaraeMbIX Ha MEJHUIIMHCKUX PaOOTHUKOB U (apMalleBTUUYECKUX
PaGOTHUKOB NIPH OCYIIECTBICHHH UMH NMPO(ECCHOHATIBHOMN JesTenbHOCTH (naee
Ilonoxenue), ycraHoBleHHBIX PenepanbHbiM 3aKkoHoM oT 21.11.2011 N 323-®3
«O6 ocHOBax OXpaHBI 30pOBBS rpaxaaH B Poccwuiickoit Dexmeparuu» B UY3
«PXXI-Memuumnay r. Mxesck» (Ilpunoxenue Ne 1 k HacTosIeMy npukasy);

2. HazHauuTe:

2.1. OTBETCTBEHHBIM JIUIIOM B MEIUIIMHCKON OpraHH3alli{ 3a OpraHH3allfio
paboThl 1O COOJIONEHUIO OrpaHHYeHUN, HajlaraeMbIX Ha MEIMIMHCKHUX
pabOTHHKOB M (apMaleBTHYECKUX paOOTHUKOB IpU OCYUIECTBIECHHUH HMH
npoecCHOHANBHON JEesTEeIBHOCTH, H.0. 3aMECTUTEeNIs TIJIaBHOTO Bpaya IIo
MeaunuHcKo# yactu Areesa J[.I1. (manee — OTBeTCTBEHHOE JUIIO),



2.2. OTBeTCTBEHHBIMH JIMIIAMM 3a OpraHU3aluio paboThl B IMOApa3IeeHusIX
MEJUIMHCKON OpraHu3ald II0 COOJIONEHUIO OrpaHUWYEeHMN, HajaraeMblx Ha
MEIMLMHCKAX  pabOoTHUKOB ¥  (apManeBTUUECKUX  pabOTHUKOB MU
OCYIIECTBIIEHUH HUMHU  IpOo(ecCHOHATBHOH  JEATEIBHOCTH,  3aBeIyIOIIUX
CTPYKTYPHBIMU IOAPA3IEIICHUIMH YUpPEXKACHUS.

3. OTBETCTBEHHOMY JIMIly OpraHN30BaTh:

3.1. PaboTy B MeAMIMHCKOH OpraHu3alMy MO COOJIOJECHUIO OrPaHHYEHMIA,
HaJlaraéMbIX Ha MEAULIMHCKUX paOOTHUKOB U (hapMaleBTHIEeCKIX PaOOTHUKOB IIPH
OCYLIECTBIICHUM HMH HpOo(ecCUOHANBHON MAESITeNbHOCTH, B COOTBETCTBHU C
yTrBepxA&€HHBIM [lonoxenuem;

3.2. Oznakomnenue c IlonoxeHueM MEIUIMHCKUX pPaOOTHHKOB U
(dapMaleBTUYECKUX pPAOOTHUKOB MEIUIIMHCKONH OpraHM3alud II0J JHYHYIO
POCIIUCH B JIMCTE O3HaKOMIJIeHUsI B cpok a0 31.10.2019 roxa.

4. I'lpukas rinaBHoro Bpada ot 22.01.2016 roma Ne 44/'B «O06 opraHu3arym
paboThl IO COONIIOACHUIO OTPaHUYEHHUH I MEOUIMHCKUX U (papMaleBTHUECKUX
pabotaukos HY3 «Otnenenueckas 6onmpHuua Ha ctr. VbkeBck OAO «PX]I» mpu
OCYILECTBJICHUM UMM NPO(ECCUOHANBHON IEATENbHOCTH» CYHMTATh YTPATHBIIHAM
cuiy ¢ 14.10.2019 ropa.

5. KoHTpoJIb 3a BEINIOJTHEHNEM HACTOSIILIEr0 IIPHKa3a OCTABJISIO 3a COOOIA.

I'naBHBII Bpay O.B. Opnoga




[Ipunoxxenue

1 :
K [IpHKa3y OT 740 ’/\%’NQ /7'25/ %

MOJOXEHHUE
06 opraHuzanuu paéoThl MO cOGJII0AEHHI0 OrPAHHYeHHIH, HAJJaraeMbIX Ha
MeIHIMHCKAX paGOTHHKOB H (papMalleBTHYECKUX PaOOTHHKOB NPH
oCyIIeCTBJIEHHH HMH NPOodhecCHOHAIBLHOM AeATeIbHOCTH

1.00mue moJioKeHust

1.1. ITonoxeHue 06 opraHu3ayy paboTHI MO COOIOAEHHIO OrpPaHUYCHUH, HaaraeMbIX
Ha MEIUIMHCKHX paOOTHMKOB U (papMaleBTHYECKHX PAaOOTHHUKOB NPH OCYIIECTBICHUM HMH
Ipo(eCCHOHANBHOM esiTenbHOCTH (fanee - «[lonoxenue)
, pa3paboTaHo B COOTBETCTBUH C:

- ®enepanbubpM 3akoHOM oT 21 HOsOps 2011 1. Ne 323-®d3 «O06 ocHOBaxX OXpaHBI
370poBbs rpaxaan B Poccuiickont ®enepauumy (nanee Penepanbubii sakod N 323-03);

- @enepanbHbpM 3akoHoM 0T 12 ampens 2010 roma N 61-®3 «O6 oOpamenun
JIEKapCTBEHHBIX CPEIICTBY;

- TloctanosnenueM IlpasutenscrBa Poccuiickoit @enmeparuu oT 12.11.2012 1. N 1152
«O6 YTBEpXIEHHU TIONOXKEHUS O TOCYJApCTBEHHOM KOHTpOJE KadecTBa M Oe30macHOCTH
MEIUITHCKOM JIEITEIBHOCTHY;

- Tpynossmm kozmexcoM Poccuiickoit Oenepanvu,

- mpuKa3oM MunmcTepeTBa 3apaBooxpaneHus Poccuiickoit ®enepanuu ot 07.06.2019 r.
N 3811 «O6 yTBepxaeHHH TpeOOBaHUM K OpraHM3alidy U MPOBEICHUIO BHYTPCHHETO KOHTPOJIA
KayecTBa U 0€30IIaCHOCTH MEIUIIMHCKOM NEATENBHOCTI,

- MHBIMH JEHCTBYIOIIAMH HOPMATHBHO-NIPaBOBHIMH akTamu Poccuiickont ®eneparuu
(mamee — «POy).

1.2. TlonoxxeHue periaMeHTUpyeT paboTy B MEAUIMHCKOH opranusanuu (nanee MO) no
COGITIOIEHHIO OTpaHMYEHHMH, HalaraeMbIX Ha MEJULIMHCKAX PaOOTHHUKOB H (hapMalleBTHIECKIX
pabOTHUKOB MY OCYIIECTBICHUN HMH IPOYECCHOHAIBHON IEATSIBHOCTH.

2. OpraHuszanusi padoThl O co0/II0ieHNE OrPAHMYEHH I, HAJIaraeMbIX HA MeIHIHHCKHX
paGoTHNKOB B (papManeBTHIECKUX PAOOTHUKOB MPH 0CYIECTBICHHH HMH
npogecCHOHATbHO AeATEIbHOCTH

2.1.IIpukasom pykoBoxutens MO:

2.1.1. Haznagarores:

- OTBETCTBEHHOE JIMIIO 3a opraHu3anuro padotsl B MO 1o cOONMIONEHHIO OTPAaHHYCHUH,
HalaraeMpIX HAa MEIMIMHCKMX pPabOTHHKOB H  (hapMalleBTUYECKHX DPabOTHUKOB MM
OCYIIECTBJICHUH UMH NTPOHECCHOHAIBLHOM AEATENILHOCTH;

- OTBETICTBEHHBIE JMIa B mompasgeneHusx MO 1o COOMIONEHHIO OrpaHHYCHHH,
HAJlaTaéMbIX Ha MEIUIUHCKUX pabOTHUKOB M  (apMaleBTUYECKHX pabOTHHUKOB IPH
OCYIIECTBJICHUHN UMH ITPOPECCUOHAIBEHOMN NEATEIEHOCTH.

2.1.2. YTBepxnarorcs:

- TOJOXEHHE O IOPAJAKE B3aUMOJEHCTBHS MEIHIUHCKHX PAbOTHMKOB MEIUIUHCKON
OpraHM3allid C IIPEICTABUTENSAMH OpraHM3aliii II0 pa3pabGoTKe, HPOM3BOACTBY W/WIH
peaNu3aiy MeUIUHCKIX M3/eNnii, IeKapCTBEHHBIX IPENapaToB, OpraHu3alui, 00Jaaromux
IpaBaMM Ha HCIOJB30BaHME TOPrOBOrO HAMMEHOBAaHHs JICKAPCTBEHHOIO IpEmNapaTta,
OpraHu3alHii ONITOBOM TOProBJIX JIEKapCTBEHHBIMH CPEICTBAMM, AIITCYHBIX OpraHH3allii;

- COOTBETCTBYIOIIME JOIOJHEHUS B JOJ/DKHOCTHBIE HHCTPYKIHH MEIUIUHCKUX U
(apmaneBTHUECKUX PaOOTHUKOB,



- hOpMBI yBEIOMJICHHH MEIUIMHCKIX U (papMaIleBTHYECKUX PAOOTHIKOB O HalaraeMbIx
OrpaHMYEHHUSIX TIPH OCYIIECTBICHHH UM IIPO(ECCHOHATBHON eI TeIBHOCTH;

- WHBIE JIOKQIHHBIE HOPMATHBHEIE aKTHI IO BOIIPOCAaM COOJIONECHHS OrpaHMYCHHH,
HATaraeéMeIX Ha MEJUIMHCKAX pabOTHHKOB ¥  (apMaleBTUUECKUX pPaOOTHHMKOB IIpH
OCYIIIECTBICHIH UMH IPOEeCCUOHATBHOM AeATEIBHOCTH.

2.2. Tlpu OCYLIECTBICHNH CBOEH NEATENBbHOCTH, yKa3aHHbE B ILIL. 2.1.1. Hacrosiiero
paszena OTBETCTBEHHEIE JINIA, PYKOBOACTBYETCS HOPMAaMH JEHCTBYIOIIErO 3aKOHOAATENIBCTBA,
nacTosmum ITooxkeHneM, a Taoke JOKaTbHEIX akToB MO 110 BBII€yKa3aHHBIM BOIIPOCAM.

2.3. K xommerenimu OTBETCTBEHHOro JiMIa 3a opraHusamuio paborer B MO mo
COOMIONICHAIO OTPAaHMYEHHM, HAAraeMblX Ha MEIUIMHCKUX PaGOTHUKOB M (papMarieBTHYECKHX
PabOTHHUKOB IIPH OCYIIECTBICHUN MU NPO(YECCHOHATIBHON NCATCIBHOCTH, OTHOCHTCSA PCLICHUE
CIIEIYIOLIUX BOIIPOCOB:

2.3.1. Opranusarust paboThI 10 CIEIYIOLUM HalpaBICHHIM:

1). Hajnyre 1 UCMONb30BaHUE B MEUIIMHCKON OpraHU3alMy JOKYMEHTOB U MaTepHasoB,
XapaKTEPU3YIOLIMX OpraHu3aliio paboThl, HANpPaBICHHOH Ha COONIOJEHHE OrpaHUYEHHH,
YCTaHOBJIEHHBIX cTaThei 74 @enepanbHoro 3akoHa N 323-03, B TOM 4HnCIE:

- JIOTOBOPOB O IIOCTAaBKax JIEKAPCTBEHHBIX IPEIAapaToB, MEAUIMHCKUX M3JCIHM, HU IPU
KaKkuxX OOCTOSTENbCTBAX, HE COJEpXKAIUMX YCIOBHH O Ha3sHAUYEHUU HIM PEKOMEHIAIMU
HanueHTaM JM00 O MPEIUIOKEHUH HACEJICHUIO OIpEACICHHBIX JIEKAPCTBEHHBIX IIPENaparoB,
MEIUIUHCKUX U3/IEITHIA;

- YTBEPXJECHHOTO aJMUHHUCTpAIMel OpraHM3allud IOpAAKa Yy4acTHs IpeACTaBUTEIEH
OpraHu3aiuii, 3aHUMaIOIIMXCS pa3paboTKoi, TNPOM3BOJACTBOM U (WJIH) peanu3anuen
JIEKapCTBEHHBIX IMPErapaToB, MEIUIIMHCKUX M3JEINH, OpraHu3alyi, obiafaromux npaBaMu Ha
HCIIOJIb30BaHKE TOPrOBOTO HAUMEHOBAHUS JIEKAPCTBEHHOI'O IIpenapara, OpraHu3aluil ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMH, allTEUHBIX OpraHu3aluil (UX mpeacTaBHTENed, MHBIX
(GU3MUECKUX U IOPUAMYECKHX JIMI, OCYIIECTBISIOUIMX CBOKO AEATEIBHOCTh OT HUMEHH 3THX
opraHu3anuii) (majee COOTBETCTBEHHO - KOMIIAHHS, IPEJICTaBUTEIh KOMIIAHHH) B COOpaHHUAX
MEIUIMHCKAX pabOTHUKOB ¥ HMHBIX MEPOIPHUSATHAX, CBSI3aHHBIX C IIOBBIIICHHEM HX
Ipo(eCCHOHAIIEHOTO YPOBHS MIIM MIPEJOCTaBICHHEM HH(pOpMAaINHY, IIPEelyCMOTPEHHOM YacThIo 3
cratbu 64 @enepanpHoro 3akoHa N 61-O3 u yacteio 3 craten 96 PenepansHoro 3akoHa N 323-
®3;

- JIOTOBOPOB O IPOBEJCHHM KIMHUYECKUX HMCCIECIOBAHUK JIEKapCTBEHHBIX IIPENaparoB,
KIMHUYECKUX UCIBITAHUNA MEIULUHCKUX U3AeNHi (B clIydae, €ClId TAKOBBIE IIPOBOIATCS);

- JIOTOBOPOB 00 OCYIIECTBICHUM MEIUIMHCKMM pabOTHHUKOM Ilelarormueckoi u (wmm)
Hay4HOU JIeSTENbHOCTH (B ClIy4yae, €CIIU TaKoBasl e TEIbHOCTD OCYIIECTBIISETCS);

2). UudopmupoBaHHe MEIUIUHCKUX pPAOOTHHUKOB, (hapMarieBTUYECKUX pabOTHUKOB,
KOMIIaHUH, Ipe/icTaBUTeIel KOMIIaHU# U rpaXkaaH 00 yCTaHOBJICHHBIX 3allpeTax Ha COBEPLICHUE
OIIpENIENICHHBIX ACHCTBUI U OTBETCTBEHHOCTH 32 UX COBEPIICHHUE;

3). [IpunsiTue Mep 10 HENOMYIIEHUIO HAJIMYUS U IOSBJICHUS B IOMEIIEHHUSIX MEAUIMHCKON
opraHuzanuy OJIAaHKOB, COJEp Kalux HH(OPMALMIO pPEKJIIAMHOTO XapaKTepa, pPeleNTypHBIX
OJaHKOB, Ha KOTOpBIX 3apaHee HalleyaTaHO HAaWMEHOBaHUE JIEKapCTBEHHOIO IIperapara,
MEIUIIMHCKOTO H3AETHs, a Takke oOpas3loB JIEKAPCTBEHHBIX IIPENapaToB U MEAUIMHCKHUX
U3IETHA T BpyYEHUs ITallueHTaM;

4). Amnamu3 oOpaleHUH TrpaxaaH, COAEpXKAIUUX CBEACHHSA O IIPEIOCTABIICHUU
HEJIOCTOBEPHOM, HEMOIHOM MM MCKa)XKEHHOH MH(popManuu 00 HCIOJIb3yEMBIX IIPH Ha3HAUYECHHUHU
Kypca JIeueHHs JICKapCTBEHHBIX Ipernaparax, 0 METUIIMHCKUX H3JENUSIX, BKIIOYas COKPHITHE
CBEJICHUI O HAJHMYMU B OOpallleHHH aHaJIOTWYHBIX JIEKApCTBEHHBIX IpPENapaToB, MEAHULIMHCKUX
HU3JEIHH;

5) AHanu3 BBIIBICHHBIX B MEIHMIUHCKONH OpraHU3allld CJIy4aeB HECOOIIOACHUs
OrpaHMYCHHU, YCTAaHOBJIEHHBIX cTaTheil 74 DenepanpHoro 3akoHa N 323-®3 ¢ paspaboTkoit
NpeIJIOKeHUH A pYKOBOAUTENS  MEIULMHCKOM  OpraHM3aluM, HalpaBICHHBIX Ha
IpeIOTBpalleHIe HeCOOIIOIEHNS OTPaHUYEHIH MEJUIIMHCKIMU paOOTHHUKAMHU.



2.3.2. PykoBomcTBo OTBETCTBEHHBIMHM JIMLAMHM 33 J@HHBIA pasfien paboTel B
noapasaeneHusx MO;

2.3.3. KoHTponb 3a cocTosHieM paboTsl B mojpaspencHusx MO 1o coOmosenuro
OrpaHUYEHMH, HaJlaraeMblX Ha MEIUIMHCKMX PabOTHHKOB H (apmarieBTHYECKUX PAOOTHHKOB
IIPU OCYILIECTBICHUH UMHU IPOQECCHOHANBHON IEATEIbHOCTH,

2.3.4. OpraHusanmus coOpaHMil MEIMUMHCKUX DPAGOTHHKOB M HHBIX MEPOIPHATHH,
IIPeyCMOTPEHHBIX ICHCTBYIOMIM 3aKOHOJATENBCTBOM, CBA3aHHBIX C BONPOCAMH colOmoneHus
OrpaHHYCHHH, HajlaraeMblx Ha MEIMIMHCKAX PaGOTHHKOB U (hapMarieBTHYECKHX pabOTHHKOB
IIPY OCYIIECTBICHUH HMH ITPOQECCHOHANBHOM NEeATEIbHOCTH,;

2.3.5. Pemrenre BOmpOCOB O IeecoobpasHocTH IpoBefeHHS B MO KIMHMYECKHX
WCCIIeOBAHHI JIEKapCTBEHHBIX IPENapaToB, KIMHUYECKHUX UCTIBITAHUM MEAULMHCKUX H3IEIU;

2.3.6. Opranum3anus  B3aUMOJCHCTBHS B COOTBCTCTBHH  C TpeOOBaHUAMHU
3akoHomaTesbcTBa P® 1o COONIONEHHIO OTrpaHWYEHMH, HajgaraéMblX Ha MEIUIUHCKUX
paGOTHHKOB M (papMalleBTUYECKUX PAGOTHUKOB MPH OCYIIECTBICHAN MMH HPO(ECCHOHANBHOMN
NESTENBHOCTH, C OPTaHH3AIUAMHM, 3aHMMAIOIUMHUCS Pa3pabOTKOH, IIPOU3BOJCTBOM U (WiIH)
peanu3anMell  JIEKAPCTBEHHBIX  IPENaparToB, MEIMIMHCKHX — H3[CNUH, OpraHu3aluiMY,
00JafaloIyMy IIpaBaMM Ha MKCIIOJIb30BaHUE TOProBOrO HAWMEHOBAHHS JIEKAPCTBEHHOTO
npenapara, OpraHM3allsIMH OITOBOM TOProBJIM JIEKAPCTBCHHBIMU CPEICTBAMH, aNTEYHBIMH
OpraHuM3alMaAME (Jalee COBMECTHO - KOMIIAHHM) H HX TPEACTaBUTENsAMH (Jamee —
IIpeJICTABUTENN KOMITaHHM]);

2.3.7. PaccMOTpeHHE BOIPOCOB, CBS3aHHBIX C BOSHUKHOBEHHMEM KOH()IMKTA HHTEPECOB
IIpH B3aMMOJIEHCTBHM MEJUIMHCKUX U (apManeBTHYecKux paGoTHukoB MO ¢ KoMmaHUAMH U
IIpeJCTaBUTEIISIMU KOMIIAHHIA,

2.3.8. Pemrenne BOIpPOCOB O IENECOOOPa3sHOCTH U HEOOXOAMMOCTH IpoBeneHus B MO
TPEHHHIa W/WI¥ HHCTPYKTaXka IO IpaBUiIaM pabOoThl ¢ ONPENETICHHBIM BHAOM MEAHIMHCKHX
U3NICIINIM;

2.3.9. Peumenne BOIMPOCOB O I1e1€COO0PAa3sHOCTH HAIpABJICHHS MEIUIUHCKAX U
hapmanesTHIecKnX paboTHIKOB MO Ha MEPONPHATHS JUIA 3aciylIMBaHus MH(POPMAIUOHHOTO
WM HayYHOTO JOKJIana MO BOIPOCaM MPO(MIAKTHKH, IMATHOCTUKU M JIeUeHHUs 3a0oJieBaHni,
cnenupuke JieYeHWs ONpENENCHHBIX 3a00NeBaHMA y OTHCNBHBIX TpPyNN IalHUCHTOB,
0COOEHHOCTAM INPUMEHEHHS OIPEIEICHHOI0 MEIUIMHCKOTO H3IEHs WM JIEKapCTBEHHOIO
npenapata M HWHBIM CBSI3aHHBIM TeMaTHKaM, a TaikkKe g OOCYKIEHHs MEIUIUHCKUMH
paGOTHUKAMHM BBIIIETIEPEYHCICHHBIX BOIIPOCOB B LEIAX 0OMEHA ONBITOM;

2.3.10. Opra#msamys KIMHHYECKMX pa30opoB B TECHOH CBfA3M C Bompocamu 00
HCIIOIB30BAaHUH TEX MM UHEIX JIEKAPCTBEHHBIX IIPEeNapaToB, MEAULIMHCKUX U3ICIINN,

2.3.11. Oprauusanus B3aumMozeiicTsust MO ¢ KOMIAHUAMM U NIPENCTABUTEIISIMA KOMITaHHUHA
II0 BOIPOCaM TNPHUMEHEHHUs M HCIOJIb30BAHMA JICKAPCTBEHHBIX IPENapaToB, MEAHLUHCKHX
M3ENHi B OPSAIKE, YCTAHOBJIEHHOM JIOKJIFHBIME HOPMAaTHBHBEIME akTamMu MO;

2.3.12. Pemenue MHBIX BOMIPOCOB, CBA3aHHBIX C COOIIIONCHUEM OTPAaHMYCHHH, HajlaraeMbIX
HA MeJMIMHCKHUX U  (apManeBTHUeCKuX paOOTHUKOB IPH - OCYIIECTBICHHH  HMH
Ipo(hecCHOHANLHOM JeATENBHOCTH, YCTaHOBIEHHBIX deepanbHbM 3aKoHOM 0T 21 HosA6ps 2011
r. Ne 323-®3 «O6 ocHOBax OXpaHbl 340poBbs rpaxaaH B Poccuiickoit ®Denepanuu» u
®epepanbapiv 3akoHoM oT 12 ampens 2010 roma N 61-03 «O6 oGpaleHuy JeKapCTBEHHBIX
CPENCTBY.

2.4. K xomnerennun OTBETCTBEHHBIX JIMI] 32 OPTaHU3aIMIO paboTHl B MOAPa3IEICHUIX
MO 1o CcOONIONEHHMIO OrPAaHHYEHHWM, HalaraeéMblXx Ha MEIUIMHCKAX pPabOTHUKOB W
(apmaneBTHUECKUX PAGOTHHUKOB IIPU OCYLICCTBICHHHM MMH HPO(ECCHOHANBHOM JCATEIBHOCTH,
OTHOCHUTCS PEIICHHE CIIEAYIOUINX BOIIPOCOB:

2.4.1. WadopMupoBaHHE MEIUUMHCKUX W  (apMaleBTHYECKHX  paGOTHHKOB
cooTBeTCTBYIOIMX monapaszfeneHuiit MO o6 orpaHuyYeHusX, HajaraeMblXx Ha MEIULIUHCKHX
pabOTHHKOB ¥ (papMaleBTHYECKUX PaGOTHHKOB IMpPH OCYIIECTBICHUN MMM NPOQECCHOHANBHOM
JESITENLHOCTH;



2.4.2. Opranmsanuss paGoTBl B COOTBETCTBYIOIIMX —IOAPA3ACICHUAX MO 1o
COOJIIO/ICHHIO OTPAHHYEHUH, HAIAraeMbIX Ha MEJUIMHCKUX PAaOOTHHKOB U (apMareBTHIYECKUX
PaGOTHUKOB IIPH OCYIIECTBICHUY UMU npod)ecCHOHANBHOM ACATEIBHOCTH,

2.4.3. PelmeHne BOIPOCOB B MpejAeNax CBOEH KOMIETEHIMH O IeNeCO00pasHOCTH
mpoBeJieHus B moppasaeneHud MO KIMHMYECKAX HCCIIE/IOBAHUI JIGKApCTBEHHBIX NPENapaTos,
KIMHUYECKHUX HUCIBITAHNA METUITMHCKUX U3IEIIHiA;

2.4.4. BsauMmo/eliicTBiEe B COOTBETCTBMH ¢ TpeGOBaHHMSAMH 3aKOHOAaTenbcTBa PO mo
COGIIO/ICHHIO OTPAHMYEHMHM, HAaraeMbIX Ha MEJUIMHCKUX PabOTHHKOB U (papMalleBTHISCKUX
paGOTHHKOB [PH OCYINECTBICHUM MMM HPOQECCHOHATIBHOH NEATEIPHOCTH, C KOMIIAHUSIMH U
[PEICTaBUTEISIMU KOMITAHHIA,

2.4.5. Pemenue BOIPOCOB B Ipefeiax CBOCH KOMICTCHIMH O 1eJIECO00pa3sHOCTH U
HEOOXOAMMOCTH TIpOBEleHHs B mojpasfeneHuun MO TpeHMHra W/WiM MHCTPYKTaXa IO
TpaBuIaM paGoTHI C ONPENSICHHBIM BUIOM MEIUIIMHCKIX U3/ICIIHIM;

2.4.6. IlpencraBnenue npepioxesuii OTBETCTBEHHOMY JIAIY 33 OPTaHU3AIUI0 paboThI B
MO 10 COGIIONEHHIO OrpaHMYEHMH, HaJaraeMblX Ha MEIUIMHCKAX pabOTHUKOB U
(hapManeBTHYECKUX PAGOTHUKOB IIPU OCYIIECTBICHHUN MMH NPOGECCHOHAIBHON NEATENbHOCTH,
0 Ieeco0OPasHOCTH HAIpaBIeHHs] MEJUIMHCKUX paboTHHKOB mnoxpaspenenus MO Ha
MEpONPHATHS IS 3aciIylIMBaHMSA MH(GOPMALMOHHOIO WIM HaydHOro JOKjIana II0 BOIpOCam
IpO(GUIAKTHKY, TUATHOCTHKA U JIedeHHs 3a0oNeBaHMH, crenupuke JCUCHHUs ONPEeNeNeHHBIX
3a60€BaHMil y OTHAEJbHBIX TPYNI NAIEHTOB, OCOOCHHOCTAM IPUMEHEHUS OINPENCICHHOrO
MEIUIMHCKOTO H3JEIMs WM JISKApCTBEHHOro IIperapaTa M MHBIM CBA3aHHBIM TEMaTHKaM, a
TaKXke U1 00CYKISHUS METUIIUHCKIME PaOOTHUKAMH BBIIETIEPEYMCIIEHHBIX BOIIPOCOB B LEIAX
0OMEeHa OIIBITOM; '

2.4.7. TloAroToBKa MaTepHaIOB JUIs IPOBEACHUS KIMHUYECKHX pa300pOB B TECHOMU CBSI3H C
BolpocaMd 00 KCIIOJb30BAaHUM TeX HJIM MHBIX JIEKAPCTBEHHBIX IMpPEMaparoB, MEIHIMHCKHUX
H3JICTINI;

2.4.8. B3auMmozelcTBUE ¢ KOMIIAHHAMH M IPEACTABUTEIIIMH KOMIIQHMH II0 BOIIPOCaM
IIPIMEHEHHUS ¥ MCIIOJIb30BAaHMU JIEKAPCTBEHHBIX NPENApaTOB, MEUINHCKUX U3ICIUN B IIOPSIKE,
YCTaHOBJIEHHOM JIOKJIBHBIMHA HOPMaTUBHBIMH akTamu MO;

2.4.9. Kourtponp 3a coOMIONEHMEM OrpaHMYEHHM, HaJllaraeMbIX Ha MEAUIMHCKUX
paGOTHHKOB ¥ (apMaIeBTHIECKUX PaGOTHHKOB IIPH OCYIIECTBIEHHH MMM INPOhecCHOHANIBHON
JIeSITEIEHOCTH;

2.4.10. Vnpopmuposanue pykosoacTBa MO o ciiydasx HeCOONIOACHHs OrpaHAYCHHH,
HaJlaraeMblX Ha MEIUIUHCKHX paOOTHHKOB ¥  (apMaleBTHYECKHX PpaOOTHUKOB IIpH
OCYIIECTBIICHNH MMH IPO(ECCHOHATBHOMH AEATEIbHOCTH, a TaKXKe O CIIy4asX BO3HHKHOBECHHS
KOH(JIMKTa HHTEPECOB B JaHHOM cdepe.

3. Orpand4eHHds 4 3aNPEThI, CO0II0/IeHHEe KOTOPBIX 00ecneYnBaeTcsl B MEIHIHHCKOM
OpraHu3alMu

3.1. B coorBercTBuH ¢ Tpe6GoBamusamu cr. 74 @egepansHoro 3akona N 323-@3
MEIUIUHCKHAE PaOOTHHKY HE BIIPaBeE:

- IPUHUMATH OT IPEICTaBUTENICH KOMIIaHHUM JEHEXKHBIE CPECTBA, B TOM YHCIIE HA OIJIATy
pasBleUEHHH, OTHbIXA, Npoe3Ja K MECTy OTABIXa, 332 MCKIIOYEHMEM BO3HArPaXICHHH IO
JIOTOBOpaM IPH IPOBEACHHM KIMHMYECKHX MCCIEJOBAHUN JICKApCTBEHHBIX IIpENaparos,
KJIMHAYECKUX HMCIBITAHHM METUIIMHCKUX H3JENIUNA, B CBSA3H C OCYIIECCTBJICHHEM MEIUIIMHCKUM
pabOTHUKOM ITeAaroruueckoi u (Miam) Hay4yHoH NeATeTbHOCTH;

- IPUHUMATH OT IPEACTaBUTENEH KOMIIAHUH TTOAAPKHY;

- IPUHUMATh y4acTUE B Pa3BIEKATENBHBIX MEPONPUATHSIX, IPOBOJUMBIX 32 CUET CPEICTB
KOMIIaHH, IIpeJCTaBUTENIEH KOMIIaHHH;

- 3aKJIIOYaTh ¢ KOMITQHHEH, MpEeJCTaBUTEIEM KOMIIAHHH COTJIAIICHHUS O Ha3HA4YCHUU WM
PEKOMEHJAIMU IalMEeHTaM JICKApPCTBCHHBIX IIPENapaToB, MEAUIMHCKAX u3gemuii  (3a



HCKJIIOUYEHHEM JIOTOBOPOB O MPOBEACHHM KIMHHYECKHX HCCIIEIOBaHUM JIEKapCTBEHHBIX
TIpenapaToB, KIMHAYECKIX UCIIBITAHIN MEMIMHCKUX H3/IEIHH);

- monmydaTh OT KOMIIAHMHM, IIPEACTaBUTENS KOMIIAHMM 00pasibl JIEKapCTBEHHBIX
IpenaparoB, MEIUIMHCKUX H3IENuil I BpydeHHs NalUeHTaM (3a HCKIIOUEHHEM CIIy4aes,
CBS3aHHBIX C IIPOBENCHHEM KIMHHUYECKHX HCCIECNOBAaHMM JIEKAPCTBEHHBIX IIPENaparos,
KIMHAYECKUX UCIBITAHUHA MEIUIUHCKUX H3AEIHi);

- BpydYaThb MalMeHTaM Takue oO0pa3lbl 3a MCKIIOYEHHEM CJIy4yaeB, CBA3AHHBIX C
[POBEACHUEM KJIMHUYECKUX WCCIENOBAaHUIM JICKAPCTBEHHBIX IIPENAapaToB, KIMHHYECKHX
UCTIBITAaHUH MEIUIIMHCKUX U3EIUH;

- MIPEJOCTABJIATh IIPU HA3HAYEHUH Kypca JICUYCHUS NAlHEHTy HENOCTOBEPHYIO, HEIOIHYIO
WIM HCKaXEHHYI0O HMHOpOpMamuio 00 HCIONB3yeMbIX JIEKApCTBEHHBIX IIpenaparax, o
MEIUITMHCKUX H3JICNIUAX, B TOM 4YHCIIE CKPHIBATh CBEAECHUS O HaIUyuk B 0OOpalieHun
AQHAJIOTMYHEIX JIEKAPCTBEHHBIX IpenapaToB, MEAUIIMHCKIX U3EIIH;

- OCYIIECTBIATh MNpUEM IpelcTaBUTENeH KOMIAHUN, 3a HCKIIOYCHHEM CIIyYaes,
CBS3aHHBIX C TIIPOBEJCHHEM KJIMHUYECKUX HCCIEJOBAHUN JIEKapCTBEHHBIX IIPENapaToB,
KIMHUYECKUX HCIBITAaHUA MEOUIIMHCKUX U3IENUi, yd4acThs B IOpPSJAKE, YCTaHOBICHHOM
aJIMUHUCTpaIieil METUIIMHCKOM OopraHu3auy, B COOpaHUIX MEIUIIUHCKUX PaOOTHUKOB M MHBIX
MEpOIIPUATHAX, CBA3aHHBIX C TMOBBIIIEHHEM WX INPOPECCHOHATBFHOIO YPOBHS WM
IpeocTaBlIeHHeM UHGOpMAIUH, IIPeyCMOTpeHHOM yacThio 3 craTthu 64 denepaabHOro 3aKoHa
ot 12 ampenst 2010 roga N 61-®3 "O6 obpaineHnu JeKapCTBEHHBIX CPEACTB" U YaCThIO 3 CTAaThH
96 ®enepanpHOro 3akoHa oT 21 Hos6ps 2011 r. Ne 323-d3 «O6 ocHOBax OXpaHBI 3I0POBbS
rpaxxgad B Poccuiickoit @enepanuny;

- BBIIaBaTh PEIENThl HU JIEKAPCTBEHHBIE NpernapaThl, MEAUIIMHCKHE U3IeNus Ha OJlaHKax,
coZiepXKaliuX HMH(POPMALMIO PEKJIAMHOTO XapakTepa, a TakXKe Ha pelenTypHBIX OJlaHKax, Ha
KOTOPBIX 3apaHee Hale4yaTaHO HaWMEHOBAaHME JIEKApPCTBEHHOIO IIperapara, MEIUIIMHCKOTrO
U3JIETHSL.

3.2. B MeIUIMHCKON OpraHU3aluy 3aIpeIacTcs:

- HaJM4de Yy MEIOULMHCKUX pabOTHUKOB CYBEHHPHOH HPOAYKIUH OT KOMIIAHHIA,
IpefCTaBUTENS KOMIIaHHH,

- HaJM4Me B MEAWLIMHCKOM OpraHu3aly CyBE€HHPHOM NIPOAYKIHU OT KOMIIAHMIA,
npeJicTaBUTENEH KOMIIaHKH (32 HCKITIOYEHHEM BO3HAIrpaXICHUH 110 JOroBOpaM IIPH HPOBEICHUM
KIMHUYECKUX  MCCIIEJOBAHMM  JIEKAPCTBEHHBIX IIPENapaToB, KJIMHHYECKHX  HCIBITAHHM
MEIMLIMHCKAX M3AENUH, BO3HArPAKICHUM, CBSI3aHHBIE C OCYIIECTBICHHEM MEIUIIMHCKUM
pabOTHHKOM Iearornyeckoi ¥ (W) HayqHOU AeATSIEHOCTH);

- HajJu4Me B JOroBOpax C KOMIIaHMEH (IIpeCTaBUTEIEM KOMIIAHHHM) O IIOCTaBKaXx
JEKapCTBEHHBIX IIpENapaToB YCJIOBUH O Ha3HAYEHHH WIM PEKOMEHJAUUH IaldeHTaM
OIPEIENEHHBIX JIEKAPCTBEHHBIX IIpenapaToB (3a HCKIIIOYEHHEM JIOTOBOPOB O IPOBEICHHUH
KIMHIYECKUX UCCIIEAOBAaHUH JIEKapCTBEHHEIX IIPEIapaToB);

- HalM4yue B JIOTOBOpax O IIOCTaBKE MEIOUIIMHCKHAX M3ICIHHA ¢ KOMIIAHHEH
(mpencraBUTENEM KOMIIAaHMM) YCIOBHH O Ha3HAYEHWH WJIH DPEKOMEHJIAIMM MAlUeHTaM
ONpPENENEHHBIX MEIUIUHCKUX M3OeIui (32 HCKIIOYEHHEM JIOTOBOPOB O IIPOBEICHHUU
KIIMHUYECKUX UCIBITAHUN MEIUITMHCKUX U3 );

- HaIM4de B MEIMUMHCKONM OpraHu3alud oOpa3loB JIEKAPCTBEHHBIX IPENapaToB ISt
Bpy4Y€HHs IalMEHTaM (3a MCKIIOYEHUEM CIIyYaeB, CBA3aHHBIX C IPOBEICHHEM KIMHHYECKHX
HCCIIEIOBaHUH JIEKapCTBEHHBIX IIPETIapaToB);

- HaJlM4YMe B MEIUIMHCKON OpraHu3anuy o0pa3lioB MEIUIIMHCKUX H3JIENUM JJIs BpydYEeHUs
IalMeHTaM (3a MCKJIIOYCHHEM CIy4aeB, CBS3aHHBIX C IPOBEACHHEM KIIMHHYECKUX HMCIIBITAHMIM
MEJIULMHCKHAX U3IEITUR);

- Hau¥yue B MEIUIUHCKOH opraHuzaiuu OJaHKOB, cOAEpXKalluX HHPOPMAIIHIO
PEKJIaMHOT0 XapakTepa O JIEKapCTBEHHOM IIperapare;

- Hau¥M4Me B MEIUIUHCKOH opraHu3aluu OJaHKOB, COAEpXalluX HH(OpMAaLHIO
PEKJIaMHOT0 XapaKTepa 0 MEIUIIUHCKOM U3JEINH;



- INpefOCTaBJIIEHHE HEJOCTOBEPHON, HEMOJNHOM MM HCKaXeHHOH uHpopManuu 00
UCIIOJIB3YEMbIX IIPU Ha3HAYEHUM Kypca JIeUeHHs JIEKapCTBEHHBIX IIpenaparax, BKIIOYas
COKDBITHE CBEJCHHI 0 HAIMYMH B 0OpALICHIH aHAJIOTHYHBIX JEKAPCTBEHHBIX IIPENaparos 0o
0 HaJIMYU¥ B MEIUIMHCKON OpraHu3alyy JIEKapCTBEHHBIX IIpernapaToB, HMEIOLINX OJUHAKOBOE
MEXIYHapoJHOE HEIaTeHTOBAaHHOE HAMMEHOBaHME, BKIIOYass COKpBITHE HH(MOpPMaUH o
HAJIMYUY JIEKApPCTBEHHBIX IIPENapaToB UMEIOMUX 6oJiee HU3KYIO IIEHY.

3.3. KonTpons 3a coctossHueM pa6oThl B MO 1o COONMIONCHHUIO YKa3aHHBIX B IIYHKTax
3.1. m 3.2. orpaHuuYeHHH M 3ampeToOB, HajlaraéMbIX Ha MEIUIUHCKUX paOOTHHKOB W
(apmarieBTHUECKUX paOOTHHUKOB IIPU OCYIIECTBICHUN UMM MPO(ECCHOHANBHOM JIesTeNbHOCTH,
OCYIIECTBIIIET OTBETCTBEHHOE JIUIIO 3a OpraHU3aLuIo JaHHoH paboTsl B MO.

4. NeiictBus agMuaucTpanuu MO npu BeISIBJICHHH CcJIy4asi HecoO0JII0ieHUsI OrpaHNYeHHid,
HaJIaraeMbIX Ha MEAMLMHCKUX PA00THHKOB U (papManeBTHYECKHUX PA0OTHHKOB NPH
OCyIeCTBJIEHUH MMH NPO(ecCHOHAILHOM AeATeTbHOCTH

4.1. Ilpu BBIABICHHM CIIydyas HECOOJIIOJEHHS OTpPaHUYCHMI, HalaraeéMbiXx Ha
MEIUIUHCKAX pPAOOTHUKOB M (hapMalleBTUYECKUX PpPaOOTHHUKOB IPU OCYIIECTBICHHH HMH
npoecCHOHAIBHON AeATeNbHOCTH, OTBETCTBEHHBIE JIUIO 33 JaHHOE HalpaBjeHHEe paboTHl B
MO noBogut no cBeneHus pykoBoautens MO HH(POPMAIHIO O BEISIBICHHOM HapYIICHHH.

4.2. Tlpukazom pyxoBomutenss MO mo ¢axTy HapyIIeHHs cO3MaéTCs KOMHCCHS H
IIPOBOJUTCS CIIy>kKeOHOE pacclieIoBaHuUe.

4.3. Ilo pesynpraTtam Ci1y>K€OHOTO pacciieIOBaHHsI COCTABIISCTCS COOTBETCTBYIOLIMM aKT.

4.4. Ilpu BBIABIEHMH BHMHOBHBIX JHMII pyKoBomuTenb MO NpHHHMAET peIIeHHE O
IIPUBJIEYEHHUH X K OTBETCTBEHHOCTH B COOTBETCTBUU C JEHCTBYIOIIMM 3aKOHOIATEIHCTBOM.

S. 3ax/ounTEbHbIE MOJI0KEHHS

5.1. Hacrosmee IlonoxxeHne BCTymaeT B CHIIy C MOMEHTa YTBEPXKIEHHSA U JEHCTBYET
6eccpodHo.

5.2. Bee meqununckue U apmarieBTHYeckue paboTHUKH MO HeCyT OTBETCTBEHHOCTH 32
BBIIIOJIHEHME HACTOsAIIEro [10/105keHNs B COOTBETCTBUY € ACHCTBYIOIIUM 3aKOHOAATEIHCTBOM.

5.3. Hsmenenums B Hacrosmee IlomoxeHHe MOryT OBITh BHECEHBI IIPHKA30M
PYKOBOAMTENS MEIUIMHCKOM OpraHu3alid IyTeM YyTBep)kKIeHus IlomokeHus B HOBOH
pelaKLuu.

5.4. B ciny4ae BO3HMKHOBEHHS KOH(GIIMKTA MEXIY HOpPMaMH JIOKaJbHOro axkra MO,
PEryJIMpYIOIIEro yKa3aHHBIE B IIOJIOXKEHUHM BOIIPOCHl, M HOpMaMH Hacrtosmero IlomoxxeHus
IIPUMEHSIOTCS HOPMBI aKTa, IPUHATOTO II03/IHEE.




