PeweHune CoBeTa EBpasuiickoi akoHoMmuyeckon kommccum ot 3 Hosi6psA 2016 roga Ne 80
06 yTBepxaeHun MNpaBun Hapgnexawen AUCTPUOBLIOTOPCKOM NPAaKTUKM B paMkax EBpasuiickoro
3KOHOMUYECKOIro colo3a
(r. MockBa)

B cootBetcTtBUMM co crtatben 30 [loroBopa o EBpasuickom akoHoMuyeckom cotose oT 29 masa 2014 ropa,
ctatbern 11 CornaweHns O eAuHbIX MpuHUMNax M npasunax obpalleHus nekapcTBEHHbIX CPeAcTB B paMkax
EBpasuitickoro akoHomu4eckoro cotoda oT 23 aekabps 2014 roga, nyHktom 85 npunoxenus Ne 1 k PermameHty
paboTel EBpa3vincKON  3KOHOMWYECKOW KOMMUCCUM, YyTBepxaeHHoMy PeweHvem Beicwero Epasuiickoro
3KoHOMM4Yeckoro coBeTa oT 23 gekabpsa 2014 r. Ne 98, n Pelwwennem Bbicwero EBpasmMnckoro aKOHOMMYECKOTO
coseTa oT 23 gekabpsi 2014 r. Ne 108 «O peanusaummn CornaweHus o0 eauHbIX NpUHUMNaxX 1 npaesuniax obpalleHus
NIEKapCTBEHHbIX CPeAcTB B paMkax EBpasuiickoro akoHoMMYeckoro coto3a» CoBeT EBpasuiickol 3KOHOMWUYECKOM
KOMWUCCUU peLumn:

1. YTBepanTb npunaraemble [IpaBuna Hagnexaiien AUMCTpMObLIOTOPCKON NpakTukM B pamkax EBpasuiickoro
3KOHOMWYECKOro Co3a.

2. lNpaBuna, yTBEepXAeHHble HacToswum PelieHnem, BCTynawT B Cuny no uctedeHum 1 roga c Aathl
BCTynneHna B cuny [lpoTtokona, nognucaHHoro 2 aekabps 2015 r., o npucoeamHeHnn Pecnybnukun ApmeHus K
CornalwleHnio 0 eguHbIX MpyHUMNax M npaBunax obpalleHus nekapCTBEHHbIX CPEeACTB B pamkax EBpasunckoro
3KOHOMMYECKOro coto3a oT 23 gekabps 2014 roga.

3. Hactosiwee PelwweHne BcTynaeT B cuny no uctevyeHnn 10 kaneHgapHblX AHEW C AaTbl BCTYNMEHUS B CUMY
MpoTtokona, nognucaHHoro 2 pAekabps 2015 roga, o npucoeamHeHun Pecnybnuku Apmenus k CornaileHuo o
€[VHbIX MpYHUMNAx u npaeunax obpalleHnsa NnekapCcTBEHHbIX CpeacTB B pamkax EBpasvickoro SKOHOMMYECKOro
cotosza oT 23 gekabpsa 2014 roga, HO He paHee 4yeM Mo ucteveHun 10 kaneHgapHbIX AHEN C AaTtbl 0huLManbHOro
onyoGnvkoBaHus HacTosiero PewweHuns.

YneHbl CoBeTa EBpa3sMmnckomn aIKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nuku Ot Pecny6nuku Ot Pecny6nukn OT Kbiprbisckon Ot Poccuiickon
ApmeHus Benapycb KazaxcTtaH Pecnybnukn Pepepauun
B. MabpuensH B. MaTiowwieBCcKkum A. MamuH 0. NMaHkpaToB W. lWyBanos

Hacmoswue npasuna ecmynunu 8 cumiy o ucmedeHuu 1 2o0a ¢ dambl ecmyrnneHusi e cusy [Ipomokona,
nodnucaHHo20 2 Oekabps 2015 2., o npucoeduHeHuu Pecriybnuku ApmeHus k CoanaweHuto 0 eOUHbIX NpuHyUnax u
rnpasurax obpaweHus 1ekapcmeeHHbIX cpedcme 8 pamkax Egpa3ulickoeo 3KOHOMUYECKO20 coro3a om 23 dekabps
2014 2o0a
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Pewennem CoBeTta

EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUU
oT 3 Hos6ps 2016 1. Ne 80

NPABUNA
Hapnexaiwen AUCTPUOLIOTOPCKON NPaKTUKU
B pamkax EBpa3ninckoro akKoHomM1M4ecKkoro corosa

|. O6LKre nonoxeHus

1. Hactosiwme lNpaBuna ABNSOTCA 4YacTbio CUCTEMbl 0bGecrneyeHns kadecTBa U yCTaHaBnMBalT Mpasuna B
OTHOLLEHMM ANCTPUBLIOLMN NEKAPCTBEHHbIX CPEACTB.

2. TpeboBaHus HacTosAwmx [NpaBun NPUMEHSIIOTCS B OTHOLLEHMM BCEX NUL, yYacTBYOLMX B ANCTpUBLIOLMM
NEeKapCTBEHHbIX CPeacTB B COOTBETCTBUM C BbIMNOMHAEMbIMA UMW  (PYHKUMAMM, BKMNOYas OUCTPUOBIOTOPOB U
Npou3BOANTENEN NEeKapCTBEHHbIX CPEACTB, HE3aBMCMMO OT BEAOMCTBEHHOW MPUHAANEXHOCTM U popMbl
COBCTBEHHOCTH.

Llenbto Hagnexaiien ancTpmbbOTOPCKOM MPaKTUKN ABMSIETCA COOMAeHNe Haanexawmux yCrioBuin XpaHeHwus,
TPaAHCMOPTMPOBKM M pacnpocTpaHeHusi, Heobxoaumbix Anst obecneyeHus kadvecTBa, Ge3onacHOCTU U
3(pPEKTMBHOCTM NEKAPCTBEHHbIX CPEACTB MO BCEW LIENU NOCTaBKM, a Takke NpefoTBpaLLEHUs pUCKa NPOHUKHOBEHMS
danbcnULNPOBaHHbIX NEKAPCTBEHHbIX CPEACTB B LieMNb NOCTaBKU.

CobntogeHne TpeboBaHui HacToswmx lNMpaBun obecnevnT KOHTPOMb Lenu MOCTaBKUM U MO3BOMUT COXPaHUTb
KayeCTBO W LeNOCTHOCTb NEKAPCTBEHHbIX CPEACTB.

3. F'ocypapcTBa - YneHbl EBpasniickoro 3koHOMUYECKOro Coto3a (Jarnee COOTBETCTBEHHO - rOCy4apCTBa-UneHbI,
Coto3) BnpaBe NpvHUMaTb HOPMAaTWMBHbIE MPABOBbIE aKTbl, PErynupyloline OTAenbHble 3Tanbl AMCTPUObLIOLUK
neKapcTBEHHbIX CPEACTB M He npoTuBopedvalime HacTtoswwmm [lpaBunam (Hanpumep, 3Tanbl AUCTpUObHOLMK
neKapCTBEHHbIX CPeacTB, OTHOCMMbIX K Fpynnam HapKOTUYECKWUX, NMCUXOTPOMHBLIX NEeKapCTBEHHbIX CPeacTB UnmM ux
NPEeKypcopoB, NEeKapCTBEHHbIX CPEACTB, OTHOCMMBIX K rpymnne ocob0 AO00BUTbIX (BbICOKOTOKCUMYHBIX) COEAMHEHWHN,
NEKapCTBEHHbIX CPEACTB, ABMSAOLLMXCSA UCTOYHUKAMM MOHU3UPYIOLLIETO U3MNYYEHUs).

Il. OnpepeneHusn

4. insa uenen HacTosAwWwMxX [paBun NCNONb3YTCA MOHATUS, KOTOPbIE O3HAYaloT creaytoLee:

«Banupaumnay - OOKYMEHTanbHO OdOpMIeHHble AeViCTBUS, AoKasbiBawlowMe, 4YTO npouedypa, npouecc,
obopydoBaHve, maTepuarn, onepaumus unm cuctema CooTBETCTBYIOT 3aA4aHHbIM TpeboBaHMSAM M UX UCMONb30BaHWe
OygeT MOCTOSAHHO MNpUBOAWUTL K  pesynbTataM, COOTBETCTBYIOLWMM 3apaHee YCTaHOBIEHHBbIM  KpUTEPUSAM
npuemnemocTy;

«BO3BpAT» - OTNPaBKa JIeKapCTBEHHbIX CPEACTB B aApec MpoM3BoaAUTENSA UNN AUCTPUMObLIOTOpPa HE3aBMCMMO OT
TOro, UMEET N 3Ta NpoAayKuus aedekT ka4yecTsa;

«AMCTPUOBLIOTOP» - OpraHuW3auMs OMTOBOM peanu3auuu, WMelowas paspelunTenbHbin  OKYMEHT Ha
OCYyLLeCTBIIeHWe AUCTPUObLIOLUMKW, B TOM 4YMCIEe Ha XpaHeHWe W TPaHCMOPTWPOBKY feKapCTBEHHbIX CPEeAcTB, M
ocyLecTBAsAoLWasn 4eSTeNbHOCTb N0 UX AUCTPUOLIOLMY;

«AMCTpUbBLIOLMAY - AESATENbHOCTb, CBA3aHHAs C 3aKynkowm (3akynom, npuvobpeTeHuem), XpaHeHMem, BBO3OM
(vmnopToMm), BbIBO3OM (3KCMOPTOM), peanu3auuen (3a UCKIYeHneM peanu3aumn HaceneHuto) 6e3 orpaHuyeHus
06BbEeMOB U TPAHCNOPTUPOBKOW NEKAPCTBEHHbIX CPEACTB;

«30Ha» - MOMELLEeHNe UnM 4acTb MOMELLEHWI, CreunanbHO NpeaHasHaYeHHbIX ANA BbINOMHEHWS pPasnuyHbIX
YHKUMI;

«Ka4yecTBO» - COBOKYMHOCTb CBOWCTB W XapakTepuUCTWK NeKapCTBEHHOro CpeacTBa, BAMSAIOWMX Ha ero
CNocoBHOCTb AeCTBOBATL MO HAa3HAYEHMIO;

«KBanuduKaumsa» - OOKyMeHTanbHO OdOpPMNEHHble AeWCTBUS, yAOCTOBepsiowMe W MoATBepXaatlume, 4To
obopygoBaH/e unu BecromoratesbHble CUCTEMbl CMOHTMPOBAaHbI AOMKHBIM 06pasoM, NpaBubHO OYHKLMOHMPYIOT U
AENCTBMTENbLHO MPUBOAST K OXMAAEMbIM pedyrbTaTtam;

«Hagnexawas AMCTpuObIOTOpCKas MpakTUKa» - 4YacTb cucTembl obecneyeHus KayecTBa, rapaHTupyloLias
KayeCTBO IEKapCTBEHHbIX CPEeACTB Ha MNPOTHAXEHWM BCEX 3TanoB LenW MOCTaBkW, BKMYas XpaHeHne u
TPaHCMOPTUPOBKY, OT NPOM3BOAWTENS OO CYOBEKTOB, OCYLIECTBASIOLMX MNPOU3BOACTBO, OMTOBYH peanusaumio,
PO3HUYHYIO peanu3aumilo  WAM  OTMYCK HAaceneHWilo NeKkapCTBEHHbIX CPeAcTB, BKMYas — opraHusauumm,
OCYLLECTBAAIOLME MEQNLMHCKYIO AeATENbHOCTb;

«obecneyeHne kayecTBa NEKAPCTBEHHbIX CPEACTB» - COBOKYMHOCTb BCEX OpPraHM3auMOHHbIX MepOonpusTUn,
NpoBeAeHHbIX B LEensax yO4oBneTBOpeHus TpeboBaHWAM KayecTBa JleKapCTBEHHbIX CPEACTB B COOTBETCTBUM C WX
HasHayeHuewm;

«0b30p pucka» - 00630p UMM MOHUTOPWMHI pe3ynbTaTOB Mpouecca YnpaBreHWss PUCKOM C y4yeTom (mpwu
Heo6X0AMMOCTH) HOBbIX 3HAHWI N OMNbiTa OTHOCUTENBHO PUCKA;

«OT3bIB» - AENCTBME, KOTOPOE HamnpaBneHO Ha U3bATWE U3 Lieny NOCTaBKWU NeKapCTBEHHbIX CPeAcCTB B Cry4yae
BbISIBIEHNS UX HEHAAEeXallero kayecTsa WUnu BbIIBIEHWS Cepbe3HbIX HeXenaTenbHbIX Peakumin 1 KOTOpoe MOXeT
ObITe  MHULMUPOBAHO W3rOTOBWUTENEM, WMMOPTEPOM, AMNCTPUOLIOTOPOM, MOCTaBLUMKOM WAW  YMONIHOMOYEHHbIM
opraHoMm rocyaapcTBa-yiieHa;



«OLEHKa pucKka» - CpaBHeHWe npeanonaraeMoro pucka C AaHHbIMW KPUTEPUSIMUM puUcka C UCMOMb30BaHUEM
KONMMYECTBEHHON U Ka4eCTBEHHOW OMPeAeneHHOCTN 3HaYMMOCTUN PUCKA;

«nepenyTbiBaHUE» - CMELUEHNE HECKOMbKNX BUAOB, PA3HbIX CEPUA U (M) NapTUiA NEKapCTBEHHbIX CPeACTB Un
noiMeHa o4HOro Bnaa NPoayKuMn ApYyrumMu Npu XpaHeHnun, TpaHCnopTUPOBaHUA 1 peanusaumu;

«PYKOBOACTBO MO Ka4yeCTBY» - OOKYMEHT, OMMCbIBaIOWMIA CUCTEMY KavecTBa OpraHuM3auuv 1 OXsaTbiBaOLLUIA
BCIO A€ATENbHOCTb OpraHn3aumm unu TornbKo ee YacTb;

«cucTema kadecTtBa» - COBOKYMHOCTb BCEX 3MIEMEHTOB CUCTEMbl, HanpaBfeHHOW Ha BHeApEeHWe MONUTUKU B
obnacTtu kadecTBa 1 obecrneyeHust AOCTMXKEHUSN Lienen B obnactu ka4yecTsa,

«cKmag» - KOMMMEKC CchneunanuanpoBaHHbIX MNOMELLEeHUd, 0bopyaoBaHUsA, TEeXHWYECKUX CpeacTs,
npeaHasHa4YeHHbIX ANs MPUEMKUN, XPaHEHNs 1 peanusaunm NnekapcTBeHHbIX CPEACTB;

«ynpasfeHne Ka4ecTBOM» - MeTOAbl U BUAbI AeATeNbHOCTW, UCNOoNb3yeMble Ans BbiNONHeHns TpebosaHuin no
Ka4yecTBy W HanpaBrieHHble Ha YyrnpaBfieHne MpoLeccoM, YCTPaHeHWe TMNPUYMH  HeydoBrEeTBOPUTENbHOIO
PYHKLMOHMPOBAHNSA Ha BCEX Tanax >XM3HEHHOro LMKna NpoayKuum;

«ynpaBsrieHve pruckammn Ansa Kka4ectsa» - CMCTEMaTUYECKUIA NPOLIECC OLIEHKM, KOHTpOns, obMeHa nHdopmaumen
1 ob630pa pMCKOB A5 KaYecTBa NEKapCTBEHHbIX CPEACTB Ha NPOTSXEHNN NX XKU3HEHHOTO LMKNa;

«hanbcumunpoBaHHble NlekapCTBEHHbIE CPeACTBa» - JIeKapCTBEHHble CpeacTBa, MPOTMBOMNPaBHO U
npegHaMepeHHoO CHabXeHHble HedOoCTOBEPHON MHopMaLumen o6 nx coctase u (Mnu) NpousBoauTene, a Takke o
rocTaBkax, BKIOYas 3anvcu 1 AOKYMEeHTbI, 3aTparmBatoLLme NCNoMb30BaHHbIe KaHasbl AMCTPUbbLoLMK.

[ns uenen HacToswwmx MNpaswun:

MOHATMSA «KMOYEBOM 3Tan» 1 «3Ha4YMMOE U3MEHEHME» NMPUMEHSIOTCA B OTHOLLIEHUM Moboro npouecca, KoTopbI
cnocobeH MOBMAUSATb Ha MoKasaTenu KayecTBa JeKapCTBEHHOro CpeacTBa fMBO WM3MEHWTb CTabuNbHOCTb UX
COXpPaHeHVs C y4eTOM BMAA HOMEHKMAaTYypHbIX MO3ULMI (nekapcTBeHHOW AedekTypbl), C KOTopbiMu paboTaeT
KOHKPETHbIV ANCTPUOLIOTOP;

MOHATUS «3HAYMMbBINY, «HaONEeXaWwnny N «40CTaTOUHbINY NPUMEHUTENBHO K NM06OMY MPOoLECCYy UNKn 3aNeMeHTy
CUCTEMbl AMCTPUOLIOLMM NEeKapCTBEHHbIX CPEeACTB O3HAYaloT, YTO [AaHHbIM Mpouecc unuv aneMmeHT cnocobeH
obecneunTb BbiNOMHeHWe TpeboBaHui HacToswmx [pasun u rapaHTupoBaTb paboTy cucTeMbl oGecneyeHus
KayecTBa Takum obpasoMm, 4TOObl CBOEBPEMEHHO YCTaHOBMTb fboe OTKIOHEeHWe OT nokasaTenew KavecTsa
neKkapcTBeHHOro cpeactsa NMBO M3MeHeHUs CTabuMbHOCTU UX COXPaHEHMs C y4eTOM BMAA HOMEHKNaTypHbIX
no3vuui (nekapcTeeHHON AedekTypbl), C KOTOPbIMK paboTaeT KOHKPETHbIA ANCTPUOBIOTOP;

NoA KMMeHTamMu MNOHUMAITCA MNOCTaBLUMKW, ayTCOPCMHIOBblE OpraHusauuu, nonydvatenu (nokynaTtenu)
neKapcTBEHHbIX CPeAcTB, a Tawke Bce CybbekTbl cdepbl obpalleHus rnekapCTBEHHbIX CpeacTB, C KOTOPbIMM
ANCTPNOBLIOTOP HaXOAMTCHA B JOrOBOPHBLIX OTHOLLEHUSAX (BHE 3aBUCMMOCTM OT TOro, OPOpPMIIEH JOTOBOP B YCTHOW MIu
nucbMeHHoW dopme), n ap.;

MOHATME «paccrefoBaHWe» O3HavyaeT YCTaHOBMEHWE MPUYUHHO-CIEACTBEHHOW CBSA3W MeXAYy BO3HUKLLUM
OTKIIOHEHNEeM B AMCTPUOLIOTOPCKOW LIeMn M BO3MOXHbIMWU (hakTopamu, fexalimmy B ero OCHOBe, BbIMOSIHEHHOE
ANCTPUOLIOTOPOM UMM ayTCOPCUHTOBON OpraHv3aunen.

lll. OcHoBHas 4yacTb
1. YnpaBneHue Ka4eCTBOM
1.1. NpuHUMN

5. OMcTpnBbLIOTOPBI CO34al0T U NOAAEPXKUBAIOT CUCTEMY KavyecTBa, onpeaensioLyo 0653aHHOCTM, NPOLECCh U
MPUHLUMMbI YNPaBeHWs PUCKaMU B OTHOLLEHWM OCYLLECTBIISIEMON UMK AesiTeNbHOCTU. Bece aeiicTBus, cBS3aHHble C
AMCTpUOboUMeE, OOMKHbI BbITb OAHO3HAYHO onpenenieHbl M npoaHanuanpoBaHbl. KrtoueBble aTanbl npolecca
OonTOBOW peanusauun (BkMoyas Haubornee 3HauMMble W3MEHEHWS1) [OSMKHbI OblTb 06OCHOBaHbI U Npu
HeobxoaAMMOCTM BanuampoBaHbl. OTBETCTBEHHOCTb 3a (DYHKLMOHMPOBAHME CUCTEMbI KAYeCTBa HECET PyKOBOAUTENb
opraHusauuu. epcoHan opraHu3aumMu AOKeH HaanexawyMm obpas3om WUCNOmMHsTb 06S3aHHOCTW, CBA3aHHbIE C
hYHKLUMOHNPOBaHNEM CUCTEMbI KauyecTBa.

1.2. Cuctema KavectBa

6. Cctema ynpaBneHusi KauecTBOM BKMOYaeT B cebsi opraHvM3aLMoHHYI0 CTPYKTYpPY, NpoLeayphbl, NpoLecchl 1
pecypchl, a Takke AeNCTBUS, HeobxoanMble Ansi obecneveHns COXpaHeHUsl Ka4ecTBa M LENOCTHOCTU NOCTaBNSeMbIX
neKapCTBEHHbIX CPeACTB U HEBO3MOXXHOCTM UX dhanbcudmrkauum B NpoLiecce XpaHeHust U (M) TpaHCNOPTUPOBKM.

7. Cnctema KavecTBa AOIMKHa ObITb MOMHOCTLIO JOKYMEHTUPOBAHA, ee 3(pEKTUBHOCTb A0MKHa NoaBepraTbes
MOHWUTOPUHIY U aHanuay. [ecTBusi nepcoHana, OTHOCSLIMECs K CUCTEME KayecTBa, AOMKHbl ObiTb OnMcaHbl B
COOTBETCTBYIOLMX NMUCbMEHHbIX Mpoueaypax. Heo6xoaMmo BHeApUTb U MoaaepXkuBaTh B akTyanbHOM COCTOSIHUM
PYKOBOZCTBO MO KayecTBy.

8. PykoBoAcTBOM opraHuMsauuyM HasHa4YaeTcsl OTBETCTBEHHOE JMUO, HaderneHHoe MOMHOMOYMSIMU 1
06s13aHHOCTAMY ANst obecneyveHns BHeapeHUs U NoaAepKaHUsi B akTyanbHOM COCTOSIHAM CUCTEMbI KavecTBa.

Bce yacTu cuctembl kKayecTBa AOSKHBI OblTh Haanexawmum obpa3oM oGecrneyveHbl KOMNETEHTHLIM NMEPCOHaNoMm,
A0CTaTOYHbIM KONMYECTBOM MOMeLLeHNi, 060pyAoBaHUS N TEXHUYECKUX CPEACTB.

9. TMpu cosgaHun, nopdepkaHUM WM U3MEHEHUM CUCTeMbl KavyecTBa HeobGXoAMMO  y4UTbiBaTb
OpraHM3auUMOHHY0 CTPYKTYpY, OOBbEM BbINOMHSAEMbIX paboT M ycnyr M MHOFOMMaHOBOCTb AESTENbHOCTU
ancTpubbioTopa.



10. Y auctpmbbloTopa JormkHa ObiTe BHegpeHa cucTeMa ynpaBrieHUsi U3MEeHEHUs MW, KoTopasi AOrmkHa ObiTb
NPOMOPLMOHanbHON 1 3hdEKTUBHON, a TakKe OCHOBAHHOWM Ha NPUHLMMAX YNpaBneHns puckamu Ans kavecTsa.

11. Cnctema kayecTBa 4OSKHA rapaHTMpoBaTh creaytoLlee:

a) nekapcTBeHHble cpefAcTBa NpMOOpPeTalnTCs, XPaHATCH, TPAHCMOPTUPYIOTCH, MOCTaBAATCA  UNU
3KCMOPTMPYIOTCA C cobnogeHnem TpebosaHui HacToAwmx Mpaswnm;

6) 06513aHHOCTM PyKOBOACTBA OpraHM3aLnm YeTko onpeaeneHsbi;

B) NeKkapCTBEHHbIE CpeAcTBa AOCTaBNATCA Haanexalum nonyvyaTensm B COrnacoBaHHbIV NepMos BPEMEHU;

r) OOKYMeHTanbHoe odopmiieHne AeNCTBUIA OCYLLECTBNSETCSH B XOA4E BbIMNOMHEHUS WNW HEeNnocpeaCTBEHHO
rnocne 3aBepLUEeHNs COOTBETCTBYOLNX AENCTBUN;

[) OTKIMOHEHWS OT YCTaHOBIEHHbIX NPOLEeAYypP AOKYMEHTarnbHO OhOpMISIOTCA U B UX OTHOLUEHUM NPOBOAATCS
paccrefoBaHus;

e) HeobxoAuMble KOppeKTUpylowmne w npegynpexparowine OencTBvsa npeanpyvHUMaloTcs Ans yCTpaHeHus
OTKIIOHEHWI ¥ NpeaynpexaeHns X NosSiBNeHNs B COOTBETCTBUM C MPUHLMNAMU YNPaBreHnss puckammn Ans KavyecTsa.

1.3. YnpaBneHue neAatenbHOCTLIO, NepeaaBaeMon AN BbINOMHEHUA
Apyromy nuuy (ayTCOpPCUHTr)

12. Cuctema kadvecTBa BKM4aeT B cebA KOHTPONb U aHanv3 AeATenbHOCTW, NepeaaHHoON Ha ayTCOPCUHT U
OTHOCALLENCA K NpPUODPETEeHNIO, XPaHEHMWIO, TPAHCMOPTUPOBKE, MNOCTaBKE WM 3KCMOpTy. [edaATenbHocTb no
ayTCOPCUHIY [IOIMKHA YYMTBIBATb BO3MOXHbIE PUCKU Afsi KAYeCcTBa U coaepXaTb:

a) OLEHKY NPWUrogHOCTU U KOMMETEHTHOCTU MCMOMHUTENS BbIMONMHUTL 06s13aTenbcTBa MO JOrOBOPY AOMMKHbLIM
obpasom, a Takke NPOBEPKY HaNMMunUs y MCNONHUTENS HEOBXOANMBIX pa3peLLnTerbHbIX JOKYMEHTOB B COOTBETCTBUM
C 3aKOHOAaTENbCTBOM rOCy4apCTB-4IEHOB;

0) onpeaeneHne OoTBETCTBEHHOCTU, NOPsSAKa B3anMOOEeNCTBUSA CTOPOH N obMeHa nHpopmaumen o 4eNCTBUSAX B
pamMkax MepornpuUsiTUiA, OTHOCALLMXCS K KAYECTBY;

B) MOHUTOPWHI U aHanu3 OesTeNbHOCTU WCMOSHUTENS, a Takke OonpeferneHve U BHEOPEHWE Ha peryrsipHoW
OCHOBE Mep, HEOOXOAUMBIX A1 YNyYLLEHUS.

1.4. MOHUTOPUHI U aHanNM3 co CTOPOHbI PYKOBOACTBA

13. PykoBOACTBO OpraHu3aumMm AOMMKHO YCTaHOBMTb (DOPMann3oBaHHbLIA Mpouecc nepuoauyeckoro obsopa
cucteMbl kadecTtBa. O630p 4OMmMKeH BKNOYaThb B cebs:

a) OLLeHKY CTEeNEeHMN JOCTWKEHUS Lienei CUCTEMbI KaYecTBa;

6) oueHKy nokasatenen SdPEMEKTUBHOCTU, KOTOpble MOryT OblTb WCMOMb30BaHbl ANs  MOHWUTOPUHra
3(PPEKTUBHOCTM TAKUX MPOLIECCOB CUCTEMbI KAYeCTBA, KaK KONMYECTBO NPETEH3MIA, OTKNOHEHWUIA OT YCTAHOBMEHHBIX
HOPM, 3(hEKTUBHOCTL KOPPEKTUPYIOLLMX U Mpeaynpexparolmnx AeUCTBUA, U3MEHEHWA B Npoueccax, OT3blBbl O
AEeATENbHOCTU MO ayTCOPCWHIY, MPOLIECChl CaMONpoBepkM (BKM4Yas aHanmM3 pUCKOB W ayauTbl), pesynbTaThbl
BHELLHEro KOHTPONS (BKMOYas MHCMEKLUMUN U ayanTbl), BbISIBNEHHbIE HECOOTBETCTBUS, ayAnThbl KITMEHTOB;

B) U3MEHEHUsl, BHECEHHble B HOPMaTMBHbLIE MPaBOBbIE aKTbl, PYKOBOACTBA, a Takke BO3HWKHOBEHWE HOBbIX
06CTOATENLCTB, CBSA3AHHbIX C KAYECTBOM, KOTOPbLIE MOMYT OKa3aTb BIIUSIHNE HA CUCTEMY YNpPaBIieHUs KaYeCTBOM;

r) MIHHOBALMK, KOTOPbIE MOTYT MNOBLICUTb 3MEKTUBHOCTL CUCTEMBI KAYECTBA;

[) U3MEeHeHNs B AenOoBON cpefe U NOCTaBMEHHbIX LEnsX.

14. PesynbTaTtbl 0630pa CUCTEMbl KadyecTBa CO CTOPOHbl PYKOBOACTBA [AOSKHbI OblTb CBOEBPEMEHHO
[OKyMeHTanbHO ocpopMIeHbl U 4OBEAEHbI O CBEAEHMUS NepcoHana.

1.5. YnpaBneHue puckamu ans Kayectsa

15. YnpaBneHue puckamu Ons kadecTBa sIBNSIETCA CUCTEMATUYECKMM NMPOLIECCOM OLEHKM, KOHTPOns, obmeHa
MHopMaumen n ob3opa PUCKOB AN KayeCcTBa feKapCTBEHHbIX CPeAcTB. OTOT MPOLECC MOXET NPOBOAUTLCS Kak
NepcnekTMBHO, Tak N PETPOCMNEKTUBHO.

YnpaBneHne puckamu Ons KadyecTtBa npegnoriaraeT, YTO OLEHKa PUCKOB ANS KadecTBa OCHOBbLIBAETCSH Ha
Hay4YHbIX 3HAHUSAX, MPAKTMYECKOM OnbiTe paboTbl 1 HanpaBneHa Ha 3awuTy 300poBbsa nNaumeHtTa. O6bem paboT no
yNpaBeHno puckammn O KadecTBa U OOKYMEHTanbHOe OhopMIieHne pesyrnbTaToB OLEHKU PUCKOB OOIMKHbI ObiTh
COM3MEPUMBIMU C YPOBHEM pucka. MNpumepbl MPOLECCOB U UHCTPYMEHTOB MO YMNPaBIEHNIO PUCKaMU NpuUBEOEHb! B
npasunax Hagnexawien npon3BOACTBEHHOM MpPaKkTUKM EBPa3sMNCKOro 9KOHOMMYECKOrO COH3a, YTBepXKOoaeMblX
EBpasninckomn 3KOHOMUYECKOM KOMUCCUEN.

2. NepcoHan

2.1. MpuHUMN

16. BbinonHeHne TpeboBaHU Hagnexalen ANCTPUObLIOTOPCKOM NPaKTUKM 3aBUCUT OT YENOBEYECKOro (hakTopa.
OncTpnbbioTOp OOMKEH MMETb LOCTAaTOYHOE KONMMYECTBO KBANM@UUMPOBAHHOIO MepcoHana Ans pelleHust Beex
3ajad, 3a KOTopble OTBeYaeT opraHm3auus. Kaxabin paboTHUK JOIMKEH 3HATb U NOHMMaTh TpeboBaHus Hagnexallen
ONCTPUOLIOTOPCKOM MPaKTUKM B 4acTu, kacawllencs ero gestenbHocTu. Kaxabii pabOTHMK OOMKeH MoHMMaTb
WHAMBUAYanNbHYI OTBETCTBEHHOCTb, KOTOPAs AOMKHA ObITb 4OKYMEHTUPOBAHA.



2.2. OTBeTCTBEHHOE NULUo

17. PykoBOACTBOM AMCTPUOLIOTOPA AO/MKHO ObiTb Ha3HA4YeHO OTBETCTBEHHoe nuuo. OTBETCTBEHHOE NULIO
OOIMKHO COOTBETCTBOBATb KBanMUKaLMOHHbIM TpeboBaHMSAM, YyCTAHOBMNEHHbIM 3aKOHOAATENbCTBOM rocyaapcTBa-
yneHa, n obnagatb Heobxogumow kBanudukaumen (npeanoyvTUTENsbHO apMaueBTUYeckum obpasoBaHuem),
ONbITOM M 3HaHMAMU B 06NacTu Hagnexailen auctpubbtoumn. B oTaenbHbIX cnyvasax OTBETCTBEHHOE NULIO MOXET
umeTb HecbapmaueBTMyeckoe obpa3oBaHue,

B TOM uucrne npu Auctpubblounn pagnodapMaueBTUYECKMX MpenapaToB - obpasoBaHMe B 00nactu
pagnobuonorun, sioepHon OU3NKKU Unu pagnousnkn, nNpyu AMCTPUObLIOLUMM MEAWLMHCKMX Fa3oB - obpasoBaHue
dusunko-TexHudeckoro npodwuns. [podune obpasoBaHWs OTBETCTBEHHOrO nuUa [JOMMKeH OblTb YCTaHOBIEH
PYKOBOACTBOM MO Ka4yecTBy AMCTPMObIOTOpa MCXOOA U3 €ro HOMEHKNATypbl TOBAPHbIX MO3WLUIA NEKAPCTBEHHbIX
CpeacTs.

18. OTBETCTBEHHOE NULO AOIMKHO BbIMOMHATH CBOWM 0653aHHOCTU NUYHO. [JOCTYyN K KOHTakTaM C OTBETCTBEHHbIM
nMuoMm aorxkeH ObiTb obecneyeH B NOCTOAHHOM pexume. OTBETCTBEHHOE NULIO MOXET AernernpoBaTtb 4YacTb CBOMX
obs3aHHOCTEN, HO HE OTBETCTBEHHOCTb.

19. NonHOMOouYNst OTBETCTBEHHOIO NMLA MO NPUHATUIO PELLEHMI B paMKax CBOMX LOMKHOCTHbIX 06513aHHOCTEN, a
Takke HeobXoouMble pecypecbl ANs UX BbINMOMHEHUSA AOIMKHbI ObiTb OnpefeneHbl LOMMKHOCTHOW WHCTPYKUMEN.
OTBETCTBEHHOE NULO AOIMKHO ObITb HAZerneHo YeTKO onpeferieHHbIMU MOMHOMOYUAMU, pecypcamu U 30Hamu
OTBETCTBEHHOCTU, HEOOBXOANMbIMU ANS BbINOSTHEHNUSI BO3MOXEHHbLIX HA HEro 00s1I3aHHOCTEN.

20. OTBETCTBEHHOE NMULIO AOMKHO BbIMOMHATL CBOM 06513aHHOCTM TakMM o6pa3oM, 4ToObl AUCTPUOBLIOTOP MOT
noaTBepanTb cobniogeHe Hagnexawen aNCTpMObLIOTOPCKOM NPAKTUKK.

21. K 0693aHHOCTSIM OTBETCTBEHHOIO fnLia OTHOCATCS:

a) obecneyeHne BHeOPEHMSA 1 NOLAEPXKAHUS CUCTEMbI YIPABMNEHUS KayeCTBOM;

6) KOHUEHTpaLMsA Ha ynpaBleHUW YCTAHOBMEHHOW AEATENbHOCTbIO U Ha obecneyeHun TOYHOCTU M KadecTBa
3anuvcen;

B) obecrneyeHne BHeOpeHUs U MOOLEPXKAHMSA MPOrpaMM NEPBUYHOrO M nocnepykowero obydeHnss ons Bcero
nepcoHarna, BOBMEYEHHOro B NPoLiecc AUCTpmnbbiounm;

r) KOOPAMHUPOBAHME N CBOEBPEMEHHAA OpraHM3auns 0T3biBa NeKapCTBEHHbIX CPeacTB 13 obpalleHuns;

A) obecneyeHne acdekTmBHOW paboThl C NpeTeH3MAMN NokynaTtenen (nonyyarenewn);

€) yTBepXXaeHe NocTaBLUUKOB 1 nonyyarenen;

X) yTBEpXAeHMe nepedadn Ha ayTCOPCUHI AesTeNbHOCTU, MOTEHUManbHO BRMAKLWEN Ha cobniogeHve
Hagnexawien gNcTpnbbITOPCKOM NPaKTUKK;

3) obecneyeHve MpoBeAEHUsI CaMOMHCMNEKUMA B COOTBETCTBUM C YCTAHOBIMEHHOW MNEPUOAMYHOCTBIO U
NOAroTOBMEHHON MPOrpamMMoN, a Takke NPUHATUA HEODXOOUMbIX KOPPEKTUPYIOLLUX MEp;

n) XpaHeHne HeoOXOOUMBIX 3anucei, OTHOCALLMXCS K AenermpoBaHHbiM 06513aHHOCTAM;

K) NPUHSITUE peLUEHUA OTHOCUTENBHO BO3BPALLEHHbIX,

OTO3BaHHbIX, OTKITOHEHHbIX, MPU3HaHHbIX HeaobpokavyecTBEHHbIMU, hanbCUULMPOBAHHBIX NEKapPCTBEHHbIX
CpeacTs;

1) ogobpeHne BO3BpaLLEHNs NTIEKapCTBEHHbIX CPEACTB B KATErOPUIO MPUroaHbIX 4118 peanvsauuu;

M) obecneveHne cobnogeHns nbbIX AOMONMHUTENbHBIX TPebOBaHWMA, YCTAHOBIEHHBIX B OTHOLUEHUM
onpeneneHHon NpoayKLUMn 3akoHO4ATENbLCTBOM roCyapCTB-4MEHOB.

2.3. Mpounit nepcoHan

22. AncTprbBLIOTOP AOMKEH UMETb AOCTaTOYHOE KONMMYECTBO KBanMduumpoBaHHbIX PaboTHMKOB, BOBNEYEHHbIX
B [OEATeNnbHOCTb MO AMCTPMObIOUMM NeKapCTBEHHbIX CpeAcTB Ha Bcex ee dTanax. KonmyectBo paboTHWMKOB
onpepensieTcs o6bemamMmu BbINONMHAEMbIX paboT 1 TpeboBaHMAMN 3aKOHOAATENLCTBA roCy4apCTB-4NEeHOB.

23. OpraHu3auuoHHas CTpykTypa pAuctpubbioTopa odopMmnsieTcs B BUAE CXeMbl W yTBepXKAaeTcs
pykoBoamTenem. ®yHKkuun, 0683aHHOCTY 1 B3anMoaencTamne paboTHUMKOB OMKHbI BbiTb YETKO 0603Ha4eHbI.

24. Ha paboTHWMKOB, 3aHMMalOLMX KrloYeBble [OMKHOCTW, [OMKHbI OblTb COCTaBMeHbl [AOMKHOCTHbIE
WHCTPYKUMK, B KOTOPbIX OMPEAEeNstoTCa UX OOMMKHOCTHbIE 06A3aHHOCTW, a Takke NOPSAOK UX 3aMeLLeHUs APpYrumn
paboTHMKamu.

2.4. ObyyeHue

25. Bce paboTHMKW, BOBMEYEHHble B OEATENbHOCTb MO AMUCTPUOLIOLMM NeKapCTBEHHbIX CPeACTB, OOSMKHbI
nponTn obyyeHve No BOMpOCaM, KacallMMCs Hagnexallen AUCTPUObIOTOPCKOM MPaKTUKW, UMETb HeobXoauMyHo
KBanudukauuo 4o Havyana BbINOSHEHNS CBOUX AOMKHOCTHbIX 06s13aHHOCTEN.

PaboTHUKM JOIMKHBI MPOXOAUTL NEPBUYHOE U nocrneayrollee obyyeHne B COOTBETCTBUN C BbIMNOMHAEMbIMA UMK
0083aHHOCTAMM Ha OCHOBAHMU NMUCbLMEHHO OCPOPMITEHHBIX Mpoueayp U nporpamMmmbl 00yyeHnsi. OTBETCTBEHHOE NULIO
OOIMKHO MOAAEPXKUBaATb KOMMETEHTHOCTb MNepcoHana B 06ractu Hagnexawen [UCTPUOBIOTOPCKOM NPaKTUKK
NOCPeACTBOM PEryNspHOro 0byyeHus.

JononHutenbHo 06yYeHWe [OMKHO BKIOYATb aCMeKTbl WAEHTMMKALMU MNpoayKUMU U NpesoTBpalleHust
nonagaHuns B Lienb NOCTaBkN dhanbcurLMpOBaHHbIX IEKaPCTBEHHbIX CPEACTB.

26. MepcoHan, paboTalowuini ¢ NpoayKUMen, B OTHOLLEHWN KOTOPOW yCTaHOBIEHbl Gonee XecTkue ycrnoBus
obpalleHusi, JOMKEH NPONTU creumanbHyl NoaroToBky. NpuMepamy Takon NpoAyKUUWM SIBNSIOTCSI OrHEOonacHble,



B3pbIBOOMNACHbIE, JIerKOBOCMNAMEHSIIOLLMECS, TErkoroploune, pagvoakTUBHble MaTtepuarnbl, eKapCTBeHHble
cpefcTtBa, noanexawme ocoboMy KOHTPOM B COOTBETCTBMM C 3aKOHOOATENbCTBOM [OCYOapCTB-YNeHoB,
TepMonabunbHble NekapcTBeHHble cpeacTsa).

27. 3anvcy o npoBeAeHUn oBy4eHUs NoanexaT XpaHeHuto,

a 3 (HEKTUBHOCTL 0BYYEHUS JOIKHa NEPUOANYECKU OLLEHUBATLCS U [OKYMEHTUPOBATLCS.

2.5. N'rneHa

28. [JomkHbl GbiTb YCTaHOBMEHbI U OOSHKHbI COBMIOAATLCA COOTBETCTBYHOLLME NPOLEAYpbl MO rMrMeHe Tpyda u
JIMYHOW rUrMeHe paBGoTHUKOB, MPUMEHUMBIE K OCYLLECTBIAEMON AeATeNIbHOCTU. T Npoueaypbl AOHKHbI BKITHOYaTb
Tpe6oBaHUs, OTHOCALLIMECS K 3[0POBLIO0, FMIMEHe U oaexae.

3. NomeweHunn n obopynoBaHue
3.1. NpuHuun

29. OncTpmbbioTOop AOMKEH MMeTb NpuroaHbie nomellleHnsl, oGopyaoBaHne AnA obecneyveHns Haanexallero
XpaHeHUs U pacnpoCTpaHEHUs] NEeKapCTBEHHbIX CPeAcTB. MomelleHnUs AOMKHbI ObiTb YACTBIMM, CYXUMW, B HUX
JOJDKHbI NoadepKnBaTbes TpebyeMble TEMMNepaTypPHbIN PEXMUM U BaXKHOCTb.

3.2. MomelueHun

30. MomelyeHnsa AomxkHbl ObITb CNPOEKTUPOBaHbI MW NpUcnocobneHsl Takum obpasom, 4Tobbl obecnevnTb
cobniogeHne Tpebyembix ycnoBui xpaHeHus. OHW  JOMKHbI ObiTe  3alUMLLEHHBIMW, NPOYHbIMKM K obnajaTb
AOCTaTOYHOW BMECTUMOCTbIO Ans 6e30nacHoro XpaHeHWsi fekapcTBeHHbIX CPeAcTB M obpalieHns ¢ Humu. Ons
obecneyeHns TOYHOCTM M Be30MacHOCTV BCeX MPOBOAMMBIX OnepaLii 30HbI XPaHEHNS JOMKHbI UMETb HaanexXaLllyo
OCBELLEHHOCTb.

31. B cnyyae ecnv nomMelleHne He MNpUHAOMEXUT HEeNOCPEeACTBEHHO AUCTPUOLIOTOPY, AAaHHOE NoMeLleHne
MOXET UCMONb30BaTbCs ANCTPUOBLIOTOPOM MO A0roBoOpy apeHapbl (cybapeHapbl) NGO Ha OCHOBaHWM MHOMO BELLHOro
(MmyLlecTBeHHOro) unu o6s3aTensCTBEHHOro npasa. NomelleHns, ucnonb3yemble Ans XpaHeHUs NeKkapCTBEHHbIX
CcpeacTB, AOMKHbI BBOAWUTBLCSA B 3KCMMyaTauMio B COOTBETCTBUM C 3aKOHOAATENbCTBOM roCyAapCTB-UreHOB.

32. JlekapcTBeHHble CpeAcTBa AOSMKHbI XPaHUTbCS COOTBETCTBYIOLWMM 00pa3oM B BblAEMEHHbIX U Y4eTKo
0603HaYeHHbIX 30HaX, JOCTYN B KOTOpble paspeLleH TOMbKO NepcoHany, nMetoLlemy Ha ato npaso. Jliobas cuctema,
3amMeHsoLWan dusnyeckoe pasgeneHve 30H XpaHeHus (HampuMep, KOMMbOTepu3MpoBaHHas cucTema), OOmKHa
obecneymBaTb 3KBMBANEHTHBIV YpOBEHb 6e30nMacHOCTV 1 ObITb BanvanposaHa.

NekapcTBeHHble CpeacTBa, B OTHOLUEHUW KOTOPbIX HE MPUHATO OKOHYaTemnbHOe pelueHne 06 obpalueHun nnm
obpaLleHne KOTOpbIX MPUOCTAHOBMEHO, OOMKHbI ObiTe M3onvpoBaHbl NMnbBo duranyeckn, nMbo ¢ NpumMeHeHem
3NEKTPOHHON CcUCTEMBI, 06ecneynBatoLLE SKBUBANEHTHOE pa3aerneHne. [laHHoe TpeboBaHNe OTHOCUTCS, Hanpumep,
K NMoGow NpoAyKUMM C MO03peHNEM Ha hanbCcmmrKaLmio 1 K BO3BPaLLEHHOW NPOAYKLNW.

Tlobas danbcudunumpoBaHHas NpoayKUUS, MPOAYKUUS C UCTEKLLIMM CPOKOM FOAHOCTU, OTO3BaHHAA NpoayKumus,
a Takke 3abpakoBaHHasi (OTKIOHEHHAs B LieNM NOCTaBKM) NPOAYKUMS AOMKHA ObiTb HemMedsneHHO dM3nNYecKm
M30MMpOBaHa 1 pasMelleHa B CneuuanbHO BblAENEeHHOW 30He, OTAENEHHOW OT APYrnX NeKapCTBEHHbIX CPefcTB,
npurogHbIX Ans AncTpubbtoumn. JlekapcTBeHHble CpeacTBa, NOMyYeHHble U3 TPETbUX CTPaH U He NpeAHa3HayveHHble
Ansa obpalyeHunst Ha pbiHke Coto3a, Takke AOIMKHbI ObiTb PU3NYECKN N30NNPOBAHSDI.

MpeanpuHATbIE Mepbl 6€30NacHOCTV OOMKHbI rapaHTUpOBaTb, YTO AaHHble 30HbI obecneuynBaloT XpaHeHune
NpoAyKUMN OTAENBHO OT NEKapCTBEHHbLIX CPEACTB, MPUrOAHbIX ANS AUCTPUOBIOLMMK, N B YCNOBUSX, UCKITIOYAIOLLMX MUX
noctynneHue B cBoboaHoe obpaieHne. [aHHble 30Hbl OOMKHbI ObiTb MAEHTUULUMPOBaHbLl (0603HaYeHbI)
Haanexawum o6pasom u 3awmLLeHbl OT HeNpPaBOMEPHOro AOCTyNa.

NekapcTBeHHble cpefcTBa, Tpebyiowme ocoboro obpaleHns (Hanpumep, HapKOTMYeckue CcpencTsa,
NCUXOTPONHbIE BelecTsa

N npekypcopbl, SAbl (S40BUTbIe BeLllecTBa), ApyrMe onacHble BellecTBa), AOSIKHbI XPaHUTbCA B YCIIOBMSIX,
COOTBETCTBYIOLLMX TpebOBaHNAM 3akoHoAaTeNbCTBa rocy4apCTB-4NeHOB.

PagvodhapmaueBTuyeckme u  Apyrne onacHble nekapCTBEeHHble CpeacTBa, a Takke OrHeonacHole W
B3pbIBOOMNACHbIE NEKapCTBEHHbIE CpeacTBa (Hanpumep, MeAMUMHCKNE rasbl, NIErkOBOCMIaMEHSAIOLMECS XKUAKOCTU 1
TBepAble BeLleCcTBa) AOMKHbI XPaHUTLCS B CreumarnbHO OTBEAEHHbIX 30HaX B COOTBETCTBUM C 3aKOHOAATENbCTBOM
rocyaapcTB-YreHOB C MPUMEHEHMEM COOTBETCTBYIOLMX Mep 6e30nacHoCTM U AOIKHbI ObiTb  3awWyeHbl OT
HenpaBoOMepHOro JgocTyna.

33. B 30Hax npuemku 1 oTrpy3Kkn SOMKHbI ObiTb 0becneveHbl 3alumTa

OT BO3AENCTBUSA NOTOAHbIX YCMOBUW, afeKkBaTHOe pasfenieHne 30H NMPUEeMKU, OTIPY3KM U XPaHeHus, a Takke
AOIKHbI ObITh paspaboTaHbl Npoueaypbl, onpedensiowme NopsaoK OCYLLECTBIIEHWS KOHTPONs 3a BXOASAWMMU K
UCXOOSLLUMMM MOTOKaMW JEeKapCTBEHHbIX cpeAcTB. [ormkHbl ObiTb cneuvanbHO onpegeneHbl M obecneyeHbl
Hagnexawum o6opyi0BaHNEM 30HbI MPUEMKW, UCTIONb3yEMble AN NPOBEPKN MOMyHYEHHOW NPOAYKLUUN.

B 30He npremkm gomkHa ObITb NpeaycMoTpeHa 04MCcTKa Tapsbl.

34. Heobxoammo obecnevnTb Hanuuume OXpaHHOW CUCTEMbl, MO3BONSOLEN NPefoTBpaLlaTbe HENpaBoOMepHoe
NPOHUKHOBEHVE B Mtobble MOMeLLeHMs C KOHTponupyeMbiM goctynom. MNpedynpeautenbHble Mepbl, Kak npasuno,
AOIKHBI BKMOYaTh B cebs OXpaHHY CUMrHanu3aumio C CUCTEMOW MOHUTOPWHIA 1 NPOMYCKHOW pexuM. MoceTutenm
He OOIMKHbI HaXoAWUTBCS B NoMeLLeHusix 6e3 conpoBoXAEHUS.



35. MNomeweHna n obopygoBaHne AN XpaHeHUs OOMKHbI ObiTb YACTBIMWU, B HUX HE OOIMKHbI HaKannMBaTbCs
Mbifib U Mycop. [JOomkHbl GbiTb B HannyMm nporpaMmbl, AOKYMEHTMPOBAaHHbIE Mpouedypbl, 3anMcu MO OYUCTKe
nometleHnn n obopynosaHusa. O6opyaoBaHue, NHBEHTapb U MaTepuarnbl, Ucnonb3yemble Ans y6opku (o4ncTkm), a
TaKKe MolLMEe U Ae3MHUUMPYIOLWMe CPeacTBa AOMKHbI BblOMPaTbCH, UCMOMb30BATLCA WM XPaHWUTLCH TakuM
06pa3om, YTOObl OHM He SBUNNCb UCTOYHUKOM KOHTaMUHaLMK.

36. MNMomelleHnsa AomkHbl GbiTb CNPOEKTMPOBAaHbI U OCHALLEHbl TakuM 06pa3oM, YToObl obecneynTb 3almTy oT
NPOHVKHOBEHUSI HACEKOMbIX, T[PbIBYHOB WNW ApYrMxX XMBOTHbIX. [lomxHa 6biITb paspaboTaHa nporpamma
NPOdUNaKTUYECKOro KOHTPONSA BpeanTenen.

37. KomHatbl otgpbixa, rapgepobHble komHaTbl, AylweBble W TyaneTbl AnA paboTHWKOB [OMKHbI ObiTb
Hagnexawum obpa3oM oTAeneHbl OT 30H XpaHeHus. Hannyve nuiieBbix MPOAYKTOB, HANUTKOB, TabayvHbIX U3denun,
a TaKkKe NekapcTBEHHbIX CPeACTB AN NIMYHOMO NCNOMb30BaHNA B MOMELLEHNSAX CKnaga 3anpeLyeHo.

3.2.1. KoHTponb 3a TemnepaTypom 1 yCrnoBUsiMmm nNpou3BoAcTBEHHOW cpeAbl NOMeLLeHUs

38. [omkHbl BbITb B HanuuuuM CoOTBETCTBYOLee obopydoBaHue, a Takke pernameHTupylowmue npoueaypbl
AOKYMEHTbI (Hanpumep, cTaHgapTHbIE OnepauvoHHbIE NpoLueaypbl) Ans KOHTPONs 3a YCNOBUAMW NMPOU3BOACTBEHHOWN
cpedbl NoMeLleHns.

K ycrnoBusiM Mpou3BOACTBEHHOM cCpefbl MOMELLEHUsi, KOTOopble MOryT noTpeboBaTb KOHTPOMS, OTHOCHATCS
TemnepaTtypa, OCBELLEHHOCTb, BIAXXHOCTb M YACTOTA B MOMELLEHUSIX.

39. HeobxogmMmo BbIMOMHUTL MepBOHaYanbHOE W3yYeHue pacnpefeneHus TemnepaTypbl (TemnepaTypHoe
KapTupoBaHve) B MOMELLEHUSX AMs XpaHeHWs nepen HayarnoMm WX WCMoNnb3oBaHUA C cobniogeHneM ycrnoBwn,
oTpaxalLux napameTpbl akcnnyaTaumn. ObopyaoBaHme Ans KOHTPOMS TemnepaTtypbl JOMKHO ObiTb pa3MelleHo B
COOTBETCTBMM C pesynbTaTaMuM aHanu3a TemnepaTypHOro KapTMpOBaHUS B TOYKax Hambornee 3HayvMTenbHOro
konebaHusa TemnepaTypbl.

TemnepaTypHOe KapTMpoBaHWe HeobxoaMMO MOBTOPSATE B COOTBETCTBUM C pe3ynbTatamy aHanM3a puUckoB uUnn
B CryYae CyLLeCTBEHHbIX N3MEHEHWNI B YCTPONCTBE NOMELLEHMS unmn obopyaoBaHn AN KOHTPONSA TeMnepaTypbl.

B cnyyae ecnu nnowage NOMELLEHWUNA, MUCMONb3yeMblX ANS XPaHEHWs Npu KOMHATHOW TemnepaType, He
NpeBbILLIAeT HECKOMbKUX KBagpaTHbIX METPOB, AOMKeH ObiTb NPOBEAEH aHanu3 NoTeHuManbHbIX PUCKOB (Hanpumep,
HanuM4mMsa oTonNuUTENbHbIX NPUBopPoB) 1 obopygoBaHWe ANS KOHTPONA TemnepaTypbl AOMKHO ObiTb pasmelleHo B
COOTBETCTBWM C pe3ynbTatammn aHanuaa.

3.3. O6opynoBaHue

40. OO6opygoBaHue, oOkKasblBalllee BfWSHWE HA XpaHeHWe W peanu3aumio NeKapCTBEHHbIX CPeAcTs,
NpPoeKTMpyeTCs, pa3MeLLaeTcs U 06CnyXMBaeTCs COrNacHO MHCTPYKLMAM MO €ro MCMosfib30BaHMIO (dKCnnyaTtauum).
JormkeH OblTb yTBepXAeH MnaH TexHu4eckoro obcnyxuBaHuss Havbornee 3HAYMMOrO Afs  BbINOMHEHWS
COOTBETCTBYIOLLMX Onepauni obopyaoBaHus.

41. O6opynoBaHuve (CpeacTBa U3MEPEHWIA), UCNONb3yeMoe ANst KOHTPONS UM MOHUTOPWHIA YCINOBUIA XpaHeHNs
NeKapCTBEHHbIX CPEACTB, AOMKHO ObiTb NOBEpPEHO B MOpsiAke, YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM rOCYAapCTB-
YNeHoB, U 0TKanNMbpPoBaHO B onpeAerneHHbIe MEXNOBEPOYHbIE MHTEPBASIbl UCXOAA U3 aHanu3a PUCKOB U HaAEeXHOCTM
o6opynoBaHus.

Mpn kanmbposke obopydoBaHus p[ormkHa ObiTb obecneyeHa MeTpororMyeckass nNpoCnexmuBaemMocTb
MCMoMb3yeMblX 3TaNIOHOB K HALMOHaMbHBIM UK MeXAyHapOAHbIM dTaroHaMm eavHUL, BENUYMH.

42. [Ina onepaTVWBHOIO BbISIBNEHNSI OTKMOHEHWI OT TpebyeMbIX YCNOBUI XpaHeHNss HeOGXO4MMO UCNONb30BaTh
COOTBETCTBYIOLLME CUCTEMbI CUTHANMU3aUuW. YPOBEHb OMOBELLEHUS AOMKEH OblTb YCTAHOBMEH COOTBETCTBYHOLLUM
obpasom. CuUCTEMbl CUrHanu3auMu AOSKHbI MEPUOAMYECKM TecTUpoBaTbCa Ans obecneveHuss nx Hagnexaiiero
PYHKLMOHNPOBaHWS.

43. Onepauun No pemoHTy, 06CnyXuBaHWIO, NOBEPKE 1 KanubpoBke o60pyaoBaHMA AOIMKHbLI OCYLLECTBNATLCS
Takum o6pa3om, 4YTOObl KayeCTBO FEKapCTBEHHbIX CPEACTB He MoABepranocb HeraTMBHOMY BnAvsAHWMIO. [lpu
HeobxoAMMOCTM AOMKeH ObiTeb CO34aH pe3epBHbIN POHA NPUroAHbIX 0OOPYAOBaHUS M CPEACTB M3MEepeHun Ans
MCMOb30BaHUsl BO BPEMS PEMOHTA, OBCNYXXMBaHUSA UK NMOBEPKW.

44. Onepaumm No pemMoHTy, obcnyXxunBaHuio 1 kannbdposke Hanbornee 3Ha4MMoro o6opyaoBaHNSA OOMKHbI ObITh
COOTBETCTBYHOLMM 06pa3oM AOKYMEHTanbHO 0popMIeHbl, JOKYMEHTaLMs AOKHA OblTb COXpaHeHa.

K Hanbonee 3HauMMoMy OGOPYOOBaHWMIO OTHOCATCS KOHAULIMOHEPbI, XONOAWMbHbIE Kamepbl (XONOAUIbHUKM)
WM yCTPOWCTBA, OXpaHHas M MoXapHasi CUrHanusaumsl, CUCTEMbl KOHTPONA AOCTyna, BEHTUMSLMOHHAsS cucTema,
cucTeMa yBraXHeHWs 1 (Mnv) ocylleHus Bo3fdyxa, TEePMOrMrpoMeTpbl (MCUxXpomMeTpbl) unu nHoe obopyaoBaHue,
ucronb3yemoe AN perucrpaumMm TemnepaTtypbl U BRAaXHOCTM, a Takke obOopydoBaHue, ucnonb3yemoe Ans
TPaHCMOPTUPOBKM.

3.3.1. KomnbloTepusnpoBaHHbIe CUCTEMbI

45. Mepen Havyanom MCMoNb30BaHUA KOMMbIOTEPU3NPOBAHHOM CUCTEMbI HEOOXOOAMMO NMPOAEMOHCTPUPOBaTL C
MOMOLLIO BanupauuMn unum BepuduKauummn, 4TO CcucTemMa crnocobHa nonyyaTb 3afaHHble pesynbTaTbl TOYHO,
eanHoobpasHo 1 BOCNPOU3BOAMMO.

46. JormkHO OblTb B HanNMyMn NUCbMEHHOE AeTanbHOoe onucaHue KOMMbITEPU3MPOBAHHON CUCTEMBI (BKMNoYas
Mo BO3MOXHOCTW Auarpammbl). Takoe onucaHve [OMMKHO MOALEPXKMBATBCSH B akTyanibHOM COCTOSIHUM WM JOSHKHO



BKNtoYaTb B cebsi npuHUMnbl, uenu, Mepbl 6e3onacHocTW, 06nacTb NPUMEHEHUsI U OCHOBHblE (OYHKLIMOHAMbHbIE
0COOEHHOCTH, a TaKkke NOPSAO0K UCMONBb30BaHUSA 1 MHTEPdIENC A1 B3aUMOAENCTBUS C APYTMMIN CUCTEMaMU.

47. BBo4 Oa@HHbIX B KOMMbIOTEPU3NPOBAHHYK CUCTEMY UIN MX U3MEHEHWE AOMKHbl OCYLLECTBNATLCA TOJbKO
paboTHMKaMn, OTBETCTBEHHbIMM 3@ [JaHHbIi  Bua paboTbl. KomnbloTepumsmMpoBaHHasi cucTeMa  [OJDKHA
permcTpmpoBaTtb BCe U3MEHEHWS B CUCTEME C yKa3aHUeM Nofb30BaTenNsi, COBEPLUAIOLLETO 3TN U3MEHEHWS.

48. [omxHbl ObITb NPeayCcMOTPEHbl (U3MYECKME UMM INEKTPOHHble CcpeacTBa AN 3alMTbl AaHHbIX OT
CNy4anHoOro Unu HenpaBOMEPHOrO BHECEHUSI U3MeHeHU. [JOCTYNHOCTb COXpaHEHHbIX AaHHbIX AOMKHa perynspHo
npoBepsATbCs. HeobxoamMmo Ha perynspHoi OCHOBe co3aBaTtb pe3epBHbIE KONUM COXPaHEHHbIX AaHHbIX. Pe3epBHble
KOMUU OaHHbIX, BBEAEHHbIX B KOMMNbOTEPU3UPOBAHHYD CUCTEMY, OOIMKHbI XPaHUTBCS B COOTBETCTBMM CO CPOKamu,
YCTaHOBIEHHBIMM 3aKOHOAATENbCTBOM FOCYAAapCTB-UYIIEHOB, HO HE MeHee 5 neT, B M3onupoBaHHOM M Ge3onacHoM
MecTe.

49. fNomxHbl 6bITb NPeayCMOTPEHbI NPoLEeAypbl, onpeaensowmne NopsiAoK AeNcTBMI B criydae cboes B paboTte
CUCTEMbI UNK BbIXOAa €€ U3 CTPOos, a TakkKe Mepbl MO BOCCTAHOBSIEHUIO AAHHbIX.

3.3.2. Ksanudpmkaumsa v Banugauma

50. OpraHusauuss JorkHa onpefenuTb KrveBoe obopyAoBaHME U MPOLECChl, KOTOpble noanexar
KBanudukaumm 1 (Mnn) Banugaumm C Lenbilo NOATBEPXAEHWUS Haanexalero MoHtaxa u akcnnyatauun. Obbem
NpoBOAMMBIX paboT no ksanudukaumm u (Mnu) Banmugaumn (HanpuMep, XpaHeHue, MOAroToBKa K OTrPy3ke K
ynakoBka) onpegenseTcsi Ha OCHOBE AOKYMeHTanbHO OhOPMIEHHOro aHannsa pUckos.

O6GopynoBaHne © npoueccbl AOMKHbl ObITb  KBanMMUUUPOBaHbI M (MNWM) BanuAMpoBaHbl [0 Havana
aKcnnyataumm wnu nocne nioboro 3Ha4yMTenbHOrO W3MEHEHUs (Hanpumep, Nocrne pPemMOoHTa MINN TEXHUYECKOro
o6CcnyxuBaHus).

MposegeHue BanuaaumMn mnu keanudukaumm oopmMnaeTca otyeTamm, B KOTOPbIX AOMXHbI ObiTb 0606LLeHbI
nonyyYeHHble pesynbTaThl, a Takke AaHbl 06 bACHEHNS BbISBMIEHHBIM OTKITOHEHNSAM.

51. OTKMOHEHMs OT YCTaHOBMEHHbLIX Mpouedyp AOKYMeHTanbHO odopMNsITCs, pa3pabaTbiBaloTcs Mepbl,
HamnpaBrneHHble Ha WX YCTPaHeHWe, a Takke Ha npedoTBpalleHVe UX MosiBNeHus B Oyayliem (KoppekTupyowme v
npegynpexgatowmne gencrens). HeobxoaMmMocTb OCYLLECTBNEHNS KOPPEKTUPYIOLWNX N Npedynpexaarowmnx 4encTBuin
onpegensieTca Ha OCHOBE CTAaTUCTMYECKOro MNpPOrHo3mpoBaHusi  (NpuMeHeHne  bBanecoBckux — moaenen
NPOrHO3NPOBaHWS), MPUMEHEHUS KOHLENUMM aHanusa dapmaueBTU4EeCKUX PUCKOB U MHCTPYMEHTOB NO YNpaBneHuto
puvckamn, NpuMBeOEHHbIX B MpaBunax Hagnexaiien npousBOACTBEHHOM MpakTWKM EBpPasnickoro 3KOHOMMWYECKOro
coto3a. [ormkHbl OblTb NOMyyYeHbl AoKasaTenbCTBa YCMEWHONW BanuauMnm U NpuMeMrneMocTV npouecca unm
obopyaoBaHus, KOTopble YTBEPXAAIOTCA COOTBETCTBYIOLMMI paboTHUKaMu.

4. lokymeHTaumA
4.1. MpuHUMN

52. Hapnexaiwas [OOKyMeHTauusi 4BMSIeTCA HEOTbEMIIEMOM 4YacTbld CUCTEMbI KayecTBa. 3agadamu
OOKYMeHTauunn SBnsATCS NpeaoTBpaLleHne ownbok, KOTOpble MOryT BO3HMKATb BCNEACTBME YCTHON KOMMYHUKaLMK,
1 OTCNEeXuBaHWe OTAENbHbIX Onepaunii B npouecce AUCTpUObLIOLNM NeKapCTBEHHbIX CPeaCTB.

4.2. O6wme TpeboBaHUA

53. K gokymMeHTauum oTHOCATCA: MMCbMEHHbIE NMPoLeaypbl, MHCTPYKLUMMK, LOrOBOPbI, 3aN1CK, OTYETbI, MPOTOKONbI
UCNbITAHUA 1 apyrue BymakHble UMW 3NEKTPOHHbIE HOCUTENWN MHAOPMALIMK, Ha KOTOPbIX PErMCTPUPYIOTCS OaHHbIE.
JokymeHTaumst gormkHa 6bITb NErko AOCTyNHa AN nepcoHana AncTpmMbboTopa 1 BOCCTaHaBnMBaeMa.

54. ObpaboTka nepcoHanbHbIX AaHHbIX PaboTHMKOB ANCTPUOBLIOTOPA, NUL, HaMpaBUBLLMX NPETEH3MU, a Takke
noBbIX Apyrmx U3NYECKMX ML, OCYLLECTBMSIETCS B COOTBETCTBUN C TPeOOBaHMAMN 3aKkoHoAaTENbLCTBA rocyAapcTB-
YreHoB, NpeaycMaTpuBalLLMMU MOPSiAOK 00paboTKM, XpaHEeHWst MepcoHanbHbIX [AaHHbIX, BKMYas nepenady
nepcoHarnbHbIX aHHbLIX TPETbUM Nuuam.

55. [dokymeHTauus [JomxkHa B [OCTAaTOYHOM CTEMeHW OxBaTbiBaTb BCE MPOLECCHI, BbIMNOHSAEMbIE
ONCTPpUOBLIOTOPOM, U ObiTb MOHATHOW paboTHMKaM. TEeKCT [OOKYMEHTOB [OJDKEH OblTb OAHO3HAaYHbIM, He
OOMYyCKaLWMM ABYCMbICIIEHHbBIX TONKOBAHUIA 1 OLUMOOK.

56. MNMpouenypbl AOMKHbI ObITh YTBEPXKAEHbI, MOANUCAHBI M 4ATUPOBAHbLI OTBETCTBEHHBIM MLOM. [JoKyMeHTaums
OOIKHa ObiTb yTBEpXAeHa, mnognucaHa W AaTupoBaHa crneuuanbHO Ha3HaYeHHbIMU  NMuaMK,  COrflacHo
yCTaHOBMNEHHbIM TpeboBaHusaM. [JokyMeHTauma He JomkHa oopmMnsTees OT pyku. B Tex cnyyasx, koraa BHeceHue
PYKOMUCHbIX 3anucein Heobxoanmo, AOMKHO BbITb NPeayCMOTPEHO HanMuMe HeobxoauMbIX Nomnen.

57. Iwbble uWcnpaBneHusi, BHECEHHble B [OOKYMEHTAUWO, [OOMKHbl ObiTb [aTMpoBaHbl WM MOAMUCAHbI,
uUcnpaBneHnss OOMKHbl OblTb BHeCEeHbl TakuM 00pa3oM, 4TOOblI CcoXpaHsnacb BO3MOXHOCTb MPOYTEHUS
nepBoHavarnbHbIX 3anucei. MNpu HeobxoauMOCTU crieayeT yKasbiBaTb NPUYUHBI BHECEHUS UCMPABNEHUN.

58. [JoKyMeHTauus NOANEXUT XPAHEHUIO B TEYEHNE CPOKA, YCTAHOBIIEHHOrO 3aKOHOAATENbCTBOM rOCY4apCTB-
YNEHOB, HO He MeHee 5 neT. NepcoHanbHble AaHHbIE PabOTHMKOB AOIMKHbLI ObiTh YHUUTOXEHbBI U 06e3nnyeHbI, Kak
TONbKO UX XpaHeHue nepecTtaeT TpeboBaTbCa A1 Lenen AMCTpUbbIOLUN NEKAPCTBEHHbBIX CPEACTB.

59. Kaxabln paboTHWK AOMKEH MMETH ONepaTUBHLIN AOCTYN K AOKYMEHTaUMKW, HeOOX0aUMOW ANst BbIMOHEHNS
CBOUX JOIMKHOCTHbIX 00s13aHHOCTEN.



60. Ocoboe BHUMaHWE OOMKHO YAENATbLCS UCMOMNb30BaHWI0 OENCTBYIOWUX U YTBEPXKAEHHbBIX B YCTAHOBMEHHOM
nopsigke npoueayp. OormkHbl ObiTb YeTKO 0O03HAYeHbl HaMMEHOBaHWE W Lenb AOKYMeHTa. [JOKyMeHTbl OOSKHbI
perynspHo nepecmaTpvMBaTtbCa M MOAAEPXKUBATLCS B akTyanbHOM coctosiHM. K npouegypaM HeoOxoavMmo
NPUMEHATb KOHTPOMb Bepcuin. [JomkHa cyulecTBoBaTb CUCTeEMa, nNpedoTBpallalowas HenpegHamepeHHoe
UCMOMnb30BaHWe yTpaTMBLUEN CUMbl peAakunyi AOKyMeHTa. YCTapeBLUne 1 yTpaTuBLUME CUIY pefaKkumMn JOKYMEHTOB,
pernameHTUpYOLLMX NpoLeaypbl, JOMDKHbI M3bIMaTbCHA U3 JOKYMEeHTo060poTa 1 apXMBMPOBATHLCH.

61. [lormkHbl COXPaHATLCS 3anncK, OTHOCALLIMECS K BbINOMHEHNIO BCEX AEUCTBUN, KacaloLmnXcs Nony4YeHHoON unm
NOCTaBMEHHON NPOAYKUMM, a TakkKe 3anucu no okasaHuio OpoKepckux ycnyr (Hanpumep, 3asiBKu, c4eTa, TOBapHbIe
HaknagHble) Unn gpyrue 3anvcu B 3NeKTPOHHOM BUAe 1nv MHon opme.

3anncy OOmKHbI BKMOYATb Kak MUHMMYM CreayloLllylo MHopmaumio: aata, HauMeHoBaHWE NEeKapCTBEHHbIX
CPEACTB, KONMMYECTBO MNPUOOPETEHHBIX WM MOCTaBMIEHHbIX JIEKAPCTBEHHbIX CPeACTB, HaUMEeHOBaHWe W appec
nocTasLLyKa, nonyyartens unu rpysonosnyyarens (B 3aBUCUMOCTU OT TOTO, YTO MPUMEHUMO), @ TaKKe HOMEpP CEpPUMN.

3anncy gomkHbl 6bITb caenaHbl HeNOCPEACTBEHHO B MOMEHT OCYLLIECTBIEHNS COOTBETCTBYIOLLMUX ONepauui.

5. Mpouecc AMcTpMObLIOLMK NeKapCcTBEHHbIX CPeACcTB
5.1. MpuHuun

62. Bce penctBusi guctpubbloTopa AOMKHbI OCYLLECTBNATLCS Takum obpasom, 4ToObl He Obina yTpadeHa
WOEHTUYHOCTb NEKapCTBEHHbIX CPEACTB M cobniofjanuck TpeboBaHMA, ykasaHHblE Ha YMakoBKE IeKapCTBEHHbIX
cpeactB. OucTpubbloTOp AOMKEH NPUHMMATb HeobOxoauMmble Mepbl AN MUHMMM3aUWUM puUcKa MPOHUKHOBEHMS
danbcnUUMpPOBaHHbIX NEKAaPCTBEHHbIX CPEACTB B LieMb peanusaumm.

63. Quctpmnbbiounn nognexaTt cneayroLlime nekapcTBeHHbIe CpeacTBa:

a) 3aperncTpmpoBaHHbIE B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM roCy4apCTB-UIIEHOB;

6) 3aperncTpupoBaHHble B COOTBETCTBUM C akTamu, BXoasAWwmumK B npaso Coto3a;

B) HE3aperMcTpMpoBaHHbIE U (UNK) BBO3NMbIE (BbIBO3MMbIE) B COOTBETCTBUM C 3aKOHOAATENBCTBOM rocyAapcTB-
YNEeHoB U akTamu, BxogswmmMu B npaso Cotosa.

64. ductpnbbioTop, Kpome AepxaTens (Bnagenbla) perncTpaurMoHHOro yaoCTOBEPEHMS (TOProBON NULIEH3UN),
KOTOpbLIV MpuobpeTaeT fekapCTBEHHOEe CPEACTBO B APYroM rocydapcTee-uneHe, o6A3aH yBe[AOMUTb O CBOEM
HamepeHun pJepxaTens (Brnagenbua) perncTpauMoHHOro yAOCTOBEpPEHMs, a Takke YMOSIHOMOYEHHbI OpraH
rocyfapcrea-yrieHa, B KOTOpoe npearonaraeTcsa NocTaB Tb NeKapCTBEHHOE CPeacTBo.

65. Jlobble OencTBusl, BbIMNOMHSAEMbIE COMMACHO MOJIOKEHUSM HACTOSLWEro nogpasgena, OOSMKHbl ObiTb
MOMHOCTbLIO ONMUCAHbI B COOTBETCTBYHIOLLIEN AOKYMEHTaUMM CUCTEMbI Ka4eCTBa.

5.2. OueHKa NocTaBLLNKOB

66. [OuctpubbioTop 006s3aH nomnyyaTb JEKApCTBEHHbIE CPeACTBa TONMBKO OT OpraHv3auvin, WUMELLnX
paspelleHne Ha OCyLleCTBMeHUe OeATENbHOCTM MO MPOU3BOACTBY UMW AUCTPUOBLIOLMU NEKAPCTBEHHbLIX CPEACTB,
BblaHHOE YNOJTHOMOYEHHbLIM OPraHOM.

OuctpnbbioTop, npuobpeTaloWwuin  NekapcTBEHHble CpeacTBa Yy  OPYroro  AWCTpuObIOTOpa,  OOJMKEH
yOOCTOBEPUTLCS, 4YTO  TMOCTaBLUMK  JIEKApPCTBEHHbIX  CpPeAcTB  cobniogaeT  TpeboBaHMs  Hagnexallen
ONCTPUOLIOTOPCKOWM MPaKTUKM M UMeEET paspelleHMe Ha OCYLLECTBMEHWE OaHHOro BuAaa AeATenbHOCTW, BbiAaHHOE
YNONTHOMOYEHHbIM OPraHOM.

Ecnu nocTtaBka nekapcTBEHHbIX CpeacTB OCYLLECTBMSIETCS Npu y4vacTum OGpokepa, OUCTPUOLIOTOP OOMKeH
YAOCTOBEPUTLCS, YTO BPOKEp 3aperMcTpMpoBaH B yCTaHOBIIEHHOM NoOpsiaKe.

67. MeponpusaTia no oueHke U O0J0OpPEHMI0 MOCTaBLUMKOB AOSMKHbI ObiTh BbIMONHEHLI AUCTPUOLIOTOPOM A0
npuobpeTeHns NeKapCcTBEHHbIX cpeacTB. [daHHble MeponpusiTUa OOMMKHbI OCYLLECTBMATLCS B COOTBETCTBUMM C
YTBEPXXOEHHON NpoLenypon, Nx pesdynbTaTbl A0MKHbI OPOPMIIATECS JOKYMEHTANbHO U NEPUOANYECKN NMPOBEPSATLCS.

68. MNpun noanucaHnyM OOrOBOPOB C HOBbIMM MOCTaBLUMKaMM OpraHusauus OOIDKHA NPOBOAWUTb Haasexallyto
NPOBEPKY MOCTaBLiMKA C Lenbi MNOATBEPXKAEHUS €ro  KOMMETEHTHOCTW, HaOeXHOCTU WU COOTBETCTBUS
yCTaHOBMeHHbIM TpeboBaHusaM. Ocoboe BHUMaHue HeOOXoaNMO yAensaTb cneaylLwum daktopam:

a) penytauus n (UNK) HAOEXHOCTb NOCTaBLUMKA;

6) NpeanoXeHUs No NOCTaBKe NeKapCTBEHHbIX CpeacTB, Hanbornee NoaBepPX)XeHHbIX hanbCcUULNPOBAHNIO;

B) NPeAnoXeHUs Mo nocTtaBke OONbLUON NapTuM NeKapCTBEHHbIX CPEeAcTB, OObIMHO OOCTYMHbIX TOMBbKO B
OrpaHMYEHHOM KOMNNYECTBE;

r) LeHOBbIE NPeaSIOKEHMS!, HE COOTBETCTBYIOLLME PbIHOYHBIM.

5.3. OueHka 3aKka34uuKoB (nony4yatenemn)

69. OuctpubbioTop 0653aH yO4OCTOBEPUTLCS, YTO MOCTaBKa NEKapCTBEHHbIX CPeACTB OCYLLECTBSIETCSH TOMbKO
opraHusaumsaM, UMEKLMM paspelleHne (NUUEH3UI0) UMW UHble 3aKOHHbIe OCHOBaHWS AnA  OCYyLEeCTBIEHUS
AEeATENbHOCTU, OTHOCALLENCS K 0bpalLeHnIo NekapCTBEHHbIX CPeACTB Ha pbiHKe Cotosa.

70. K nepBoHavanbHOW W MNOCMEAYHOLWMM MEepUoOSUYECKUM OLEHKaM BbIMONTHEHUS YKa3aHHbIX TpeboBaHui
OTHOCATCS cnegyrouime AencTBus:

a) nonyyeHmne Konuim COOTBETCTBYIOLUMX paspeLLeHnin (MUEH3nN);



6) oueHka MOAMMHHOCTU CBEAEHWN, COoAepXaluMxcad B [OOKYMeHTax, OnybnuMKoBaHHbIX Ha canTax
COOTBETCTBYIOLLMX OpraHoB rocyJapCTBEHHOM BnactM B  MH(POPMALMOHHO-TENIEKOMMYHUKALMOHHOW  CeTun
«HTEepHeTY;

B) 3anpoc AOKYMEHTOB, MOATBEPXAALLMX KBaNUdmMKaumio nonyyaTens unn Hanmune npasa Ha ocyLlecTBreHne
AeATeNnbHOCTMN, OTHOCALLENCS K 0BpaLLeHNIo TeKapCTBEHHbIX CPpeacTB Ha pbiHke Coto3a,

B COOTBETCTBMU C 3aKOHOAATENLCTBOM FOCYAapCTB-4YIEHOB.

71. AncTpmBLIOTOP OTCNEXMNBAET OCYyLLEeCTBRAEMble CAENKU

1 NPOBOAMUT paccrnefoBaHns B OTHOLLEHUM NMoBbIX OTKIOHEHMI B LEMOYKE peanu3auum HapkoTUYEeCKnX CpeacTs,
NCUXOTPONHBLIX BELECTB U APYrnX OnacHbIX BewecTB. [1py BbISBNEHUN OTKIMOHEHWA OT MPOMNWCaHHOM Mpouenypbl
peanu3auun, KoTopble MOryT O3Ha4daTb WCMOMb30BaHWEe IeKapCTBEHHbIX CPeACTB He MO Ha3Ha4YeHWuto, [AOIMKHbI
npoBoaMTbCs paccnefosaHns. O pesynbTatax paccrnefoBaHWin OOSMKHbI ObiTb yBeAOMMEHbI YMOSIHOMOYEHHbIE
opraHbl rocyapcTB-4EHOB.

72. QncTpnbbioTOPOM AOMKHBI BbITb MPUHATHI MePbl N0 o6ecnevyeHunto BbINONHeHUS TpeboBaHW B OTHOLLEHUN
obpaLleHnss nekapCTBEHHbIX CPeACcTB Ha pbiHke Colo3a, YCTAHOBIEHHbIX 3aKOHOA4ATENbCTBOM rOCYAapCTB-YIEHOB U
akTamu, Bxoaswmmm B npaso Cotosa.

5.4. Npuemka nekapcTBEHHbIX CPeaAcTB

73. OCHOBHbIMM 3a4a4amMu onepauum nNo NpPUeMKe NekapcTBEHHbIX CPEACTB ABNAIOTCA cneayoLmne:

a) NpoBepKa COOTBETCTBUSA NPUHMMAaEMbIX NIEKAPCTBEHHbIX CPEACTB TOBAapOCONPOBOANTENBHOW AOKYMEHTaLuu;

6) npoBepka NonyyYeHns NekapCcTBEHHbIX CPEACTB OT YyTBEPXKAEHHOrO NOCTaBLUMKA;

B) MpoBepka OTCYTCTBUS BUAUMbIX MOBPEXOEHUI, KOTOPbIE MOINN BO3HUKHYTL B NMPOLIECCE TPaHCMOPTUPOBKY.

74. JlekapcTBeHHble cpeacTBa, Tpebylowue cneumnanbHbIX YCoBUI XpaHeHnsa nnu mep 6esonacHoCTu, JOMKHbI
NPUHMMAaTBLCA B NEPBYIO O4Yepedb W Mocne BbINOMHEHWS HeobXOAMMOWN MPOBEPKN AOMKHbI ObiTb HE3amMmeanuTensHO
nepemeLleHbl B COOTBETCTBYIOLLYIO 30HY XPaHEeHUs.

75. Cepun nekapCTBEHHbIX CPeACTB, MpefgHasHaveHHble Ans peanu3auuym B pamkax Coto3a, He [OOSKHbI
HanpaBnsATbCA B 30HY peanu3auMu [o TOro, Kak B COOTBETCTBMM C NUCbMEHHbIMW npouedypamu 6yget
YAOCTOBEPEHO BbINOMHEHNE BCex TpeboBaHWiA, YCTaHOBMEHHbIX 3aKOHOAATeNbCTBOM rOCyAapCTB-YNEHOB U akTamu,
Bxogsawummn B npaso Coto3a. [ina cepwuii, nocTynawLmx M3 Apyroro rocyaapcrea-yrneHa, gokasaTenscrBa Aonycka
Ha pbiHOK Coto3a A0 MX NOMELLEHUs B 30HY peanusauuv OOMKHbl ObiTb TWATENbHO NPOBEPEHbl MepCOoHaroMm,
06y4eHHbIM Hagnexatumm obpasom.

5.5. XpaHeHue

76. JlekapcTBeHHble CpefcTBa M Npyu HeoBXOAMMOCTU Apyras MeAUUMHCKas NPOAYKUMSA [OIDKHbl XPaHWUTbCA
OTAENbHO OT APYrUX MPOAYKTOB, CMOCOOHBLIX OKasaTb Ha HUX BIUSIHWE, U AOMXKHbl ObiTh 3allyLiEeHbl OT BPEAHOro
BO3[€ENCTBMA CBETa, TeMNepaTypbl, BNaXHOCTUN U ApYrnx BHeWHNX daktopoB. Ocoboe BHUMaHue cregyeTt yaensTb
nekapcTBEHHbIM CpeAcTBam, TpebyloLWwmM cneumanbHbIX YCNOBUIN XPaHEHUS.

77. TpaHcnopTHas Tapa C nekapCTBEHHbIMW CpeacTBaMy Npy HeoBbxooMMOCTM AOorkHa ObiTb ouuleHa nepeg
pasMeLlLeHneM NeKkapCTBEHHbIX CPEACTB Ha XpaHeHWe.

78. Cknagckve onepaumm [OomxkHbl obecneynBatb TpebOyemble YCNOBUSI XpaHEHUs, a Takke Mepbl
6e3onacHocTu.

79. Ouctpubbioumsa nekapCTBEHHbIX CPeACTB (OTrpy3ka) AoMmkHa ObiTb OopraHu3oBaHa Takum o6pa3om, 4TOObI
neKapcTBEHHbIE CpeAcTBa C MEHbLUMM CPOKOM FOAHOCTM OTrpyXanuch B nepsyto odepeab (FEFO - first expire first
out). OTKNoHeHWs OT AaHHOro TpeboBaHUs AOMKHBI ObITb 3840KYMEHTMPOBAHDI.

80. [lMpu xpaHeHWn nekapCTBEHHbIX CpeacTB M obpaweHWM C HUMW OOMKHbl OblTb MNPUHATLI Mepbl,
HanpaeneHHble Ha MpefoTBpalleHMe pacchbiNaHus, HapyLeHWs LEenoCTHOCTU YMaKOBKW, KOHTaMuMHauuMn U
nepenyTbiBaHUS. JlekapCTBeHHbIE CPeacTBa He AOIPKHbI XPaHWUTBCS HENoCpeACTBEHHO Ha MOy, 3a WCKIIoYEeHMEM
crnyyaesB, Korga ynakoBka creumanbHo paspaboTaHa Ans Takoro XpaHeHust (Hanpumep, 6anmnoHbl ¢ MegULMHCKUM
rasom).

81. IlekapcTBEHHbIE CPEACTBA, CPOK FOAHOCTU KOTOPbIX UCTEK, AOMKHbI ObiTb HE3aMeanUTENbHO U3bATbI U3
KaTeropuv npurogHbIX Ans noctaBky Nubo cusmyeckn (M30NMpoBaHbl B CMELUanbHOM MOMELLEHUN WX 30HE
XpaHeHwust), GO C MOMOLLbIO ANEKTPOHHBLIX CPEACTB, 06ecneynBatoLLnX SKBMBANEHTHYIO N30MNSALMIO.

AHanus ckrmagcKkMx 3anacoB  OOMMKEH MPOBOAWUTLCS PErynsapHO B COOTBETCTBUM C  TpeboBaHuAMHK
3aKOHOAaTenNbLCTBa rocyAapCTB-YreHOB. BbisBrNeHHbIEe OTKNOHEHNS AOIMKHbI ObITb JOKYMEHTanbsHO 0OpMIEHb!, U B
UX OTHOLLEHUW JOIMKHO BbITb NPOBEAEHO paccrnefoBaHuve.

5.6. YHNuYTOXEHME

82. JlekapcTBeHHble cpefcTBa, NpeaHas3HayYeHHble ANs YHUUTOXEHWUS, AOSMKHbI ObiTb Hagnexawum obpasom
NPOMapKUPOBaHbl, XPaHUTLCA OTAENbHO B CNELManbHOM MOMELLEHUN UMW 30HE, AOCTYN B KOTOPbIE OrpaHUYeH, npu
3TOM onepaunmn C HUIMU AOMKHbI OCYLLECTBAATLCS B COOTBETCTBUM C NMCbMEHHBIMU NpoLeaypamMu.

83. YHUUTOXEHNe [JOIMKHO OCYLLECTBMATLCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM rOCYAapCTB-YNEHOB M
NPUMEHUMBIMU MEXAYHapOAHbIMU TPeboBaHUAMU B OTHOLIEHUU OBpalLeHUs, TPaHCMOPTUPOBKU U YHUUTOXEHUS
nekapcTBEHHbIX CPeCTB.

3anncnm 06 YHWUYTOXKEHWUM [OMKHbI XPaAHUTBCH B TEYEHWe CpOoKa, YCTAHOBMEHHOrO 3aKOHOAATENbCTBOM
rocyapCTB-4neHoB.



5.7. MNoaroTtoBKa K oTrpy3ke

84. Heobxogumo KOHTpOsnnpoBaTb, 4YTOObI K OTrpyske ObINN MOArOTOBMEHDI 3ane6OBaHHble NeKapCTBeHHbIe
cpenctea. Ha MOMeHT nogroTtoBkuM K OTrpy3ke JeKapCTBeHHble cpeactBa AOJDKHbI UMETb cornacoBaHHbIN
nony4yarenem un otnpasutTenem OCTaTOYHbIN CPOK roaHoCTH.

5.8. MocTaBka

85. TMMoctaBka neKapCTBEHHbIX CPeACTB [OIKHA COMPOBOXAATHCA [AOKYMEHTaMW, MpeayCcMOTPEHHbIMU
3aKoOHOAATENbCTBOM TOCYAapCTB-UYNEHOB (CYeT-hakTypa, TOBapHO-TPAHCMOPTHasi HaknagHasi, MexayHapoaHas
HaknagHasi, WHBOWC, aBuaHaknagHas u Ap.). B conpoBoauTenbHbIX AOKYMEHTax JeKapCTBEHHbIX CpedcTB
yKasblBalOTCs criefylolne CBefeHUsi: aata, HauMeHOBaHWe NEeKapCTBEHHOrO CpeacTBa, HOMep cepuu (naptum),
MOCTaBMsiEMOE  KONWYECTBO, fekapcTBeHHasi opma, [03MpoBKa, HaMMEHOBaHWE W  afpec MNOCTaBLLMKa,
HavMeHOBaHWe U agpec rpysononydvaTtens (agpec MecTa HaxOXOEHWs ONTOBOrO ckrnafa, eCriv OH OTnnYaeTcs oT
afipeca opuaMYEcKoro nuua), a TaKkke YCroBWsi TPAaHCTOPTUPOBKM U XPaHEHWSI.

3anucy o mocTaBke MoANEexaT XpaHeHWo Takum obpas3om, 4Tobbl Obina obecrneyeHa MPOCHEXUBAEMOCTb
[BWXEHWS NIEKapPCTBEHHbIX CPEACTB.

5.9. dkcnopT

86. OpraHu3aumsi, aKCnopTUpYytoLLas nekapcTBEHHbIe CPeACTBa, AOMKHA UMETb NULEH3UIO UMK UHble 3aKOHHbIe
OCHOBaHWsI B COOTBETCTBUM C 3aKOHOAATENbCTBOM FOCYAapCTB-YUNEHOB ANS OCYLLECTBIEHUST OeATENbHOCTU Mo
ANCTPUOBLIOLMM NEKapPCTBEHHbIX CPEACTB UMW NULEH3MIO HA NMPOU3BOLCTBO JIEKAPCTBEHHbIX CPEACTB.

87. Hactosiwume [MpaBuna NPUMEHSIOTCA K 3KCMOPTY JEKapCTBEHHbIX CPEeACTB B MOfIHOM obbeme. Ecnu
3KCTMOPTMPYEMbIE FeKapCTBEHHbIE CPeAcTBa He 3aperucTpupoBaHbl Ha Tepputopun Coto3a, opraHusauus,
SKCNopTUpYIOLWas JeKapCTBEHHblIE CpeAcTBa, AOSPKHA NPeAnpUHSTbL HeobXxoauMMble Mepbl, HamnpaBlieHHble Ha
npenoTBpalleHne NocTyneHns AaHHbIX NeKapcTBEeHHbIX CPeAcTB Ha pbiHOK Coto3a.

Mpun akcrnopTe NeKapCTBEHHbLIX CPEACTB OpraHv3auusi, 3KCropTUpylowas NekapCcTBEeHHble cpeacTBa, AOMmKHa
yOOCTOBEPUTLCS,, YTO MOCTaBKa OCYLLECTBMSIeTC B adpec Iul, MMEewLWUX 3aKOHHble OCHOBaHMS nony4vaTb
riekapcTBeHHble CcpeacTBa B COOTBETCTBMM C  3aKOHOOATENbCTBOM  COOTBETCTBYHOLLEro rocygapcTBa  Ans
ANCTPUOBLIOLMM AaHHBIX NEKAPCTBEHHbLIX CPELCTB.

6. MpeTeH3nun, Bo3BpaT, Nofo3peHus B hanbcudrkauum n oT3biB rieKapcTBEHHbIX CPeACcTB U3 oGpaLleHus

6.1. MpuHUMuN

88. Bce npeTeH3nu, cnyyau BO3BpaTta, NoAo3peHuns B anbcudukaumm, a Takke OT3blB JIeKapCTBEHHbIX
cpeactB M3 obpalleHust JOMkHbl ObiTb AOKYMEHTanbHO OopMIeHbl M MpOaHanu3vpoBaHbl B COOTBETCTBUM C
yCTaHOBMEHHbIMK npouedypamu. CooTBETCTBYHOLME 3aNUCKH AOSKHbI ObiTb JOCTYMHbI YNOMIHOMOYEHHBIM OpraHam
rocyapCTB-4neHoB.

89. OueHka BO3BpaLLEHHbIX NeKapCTBEHHbIX CPEACTB AOIKHA OCYLLECTBMSATLCA A0 MPUHATUA pelueHust o6 ux
of0bpeHnn Ans NOBTOPHOM NocTaBku. [nsi ycnewHon 60opbbbl ¢ danbcudmkaumen 4omkHbl ObiTb COrnacoBaHHble
[AeNCTBMS BCEX YHaCTHMKOB Lienu peanunsaumm.

6.2. NpeTeH3nn

90. lMNpeTeH3nn OOMKHbI ObITb 3apPErMCTPUPOBaHbI C yKasaHWeM criefyollert uHdopMaumm: aata nonyvyeHus
NpeTeH3nu, HauMeHOBaHWE opraHu3auun unu amunusa, “Msi, OTYECTBO (NMPW Hanmuuuu) nuua, nNpeabsBUBLLETO
NPeTeH3nto, KOHTaKTHble [aHHble (Homep TenedoHa M dakca (MpW Hanmuuuu), SMNeKTPOHHas MouvTa, ajpec),
HaMMEHOBAHME JeKapCTBEHHOrO CPEACTBA, NEeKapCTBEHHOM (hOpMbl, OO3MPOBKA, HOMEp cepun u (Mnn) naptum,
006bem, NpuyMHa NPeTEH3nU U np.

Mpu aTOM Heobxo0aAMMO pas3nuyaTb NPEeTEH3UN B OTHOLLEHMM KayeCTBa NeKapCTBEHHbIX CPEACTB U NPEeTEH3UN B
OTHOLLEHWM cobnoaeHns TpeboBaHNMiA 1 yCnoBuii AMCTPUOBLIOLNN.

91. B cny4ae ecnv npeTeH3nst OTHOCUTCS K Ka4ecTBY NeKapCTBEHHbIX CPEACTB Uy npeanonaraeTcs Hanuine
He06pokavecTBEHHbIX (hanbCMdULMPOBaHHLIX) NEeKapCTBEHHbLIX CPeAcTB, NMpou3BoauTeNnb W (MNK) OepxaTtenb
perucTpaLnoHHOro yaA0CTOBEPEHNUSI JOIMKHbI ObITb YBEAOMIEHLI 06 3TOM HE3aMea IUTENbHO.

92. B oTHOLLEHMN NPETEH3UI NO cobrnitogeHuo TpeboBaHMiA U YCNOBUIA AUCTPUOLIOLIMN JOMKHO ObiTh NPOBEAEHO
paccnefoBaHue C Lenbio YCTAaHOBMNEHUS UCTOYHMKA (CyObeKTa) Ui NpUYuHbLI MpeabABEHNS NPETEH3NN.

93. [na paboTbl C NpeTeH3naAMN AOIMKHO ObiTb HAa3HAYeHO crneuuanbHoe NMLUO, a Takke MOryT MpUBIeKaTbCs
apyrne paboTHMKN ANCTPMObLIOTOPa B HEOOXOAMMOM KONMYeCTBe.

94. Mo pesynbTataM paccriefoBaHMs U aHanu3a B OTHOLUEHUWU MPETEH3UN NMpu HEOOXOAMMOCTM OOJMKHbI ObITh
NpeanpuHsiTel COOTBETCTBYHOLLME MEPbI, BKMOYas KOPPEKTUpyLLMe 1 npegynpexaatolime AencTsusl, B TOM Yucne
yBEIOMIEHNE, €ecnn 370 HeobxoOuMO B COOTBETCTBMM C YCTAHOBIEHHbIMM TPebOBaHWAMU YMNOMHOMOYEHHBLIX
rocyapCTBEHHbIX OPraHoOB roCyAapCTB-YreHOB.



6.3. Bo3BpallueHHble nekapcTBeHHbIe cCpeacTBa

95. Onepaumun ¢ BO3BPaLLEHHbIMW NEKAaPCTBEHHbIMU CPEACTBAMMN AOSKHbI OCYLLECTBAATLCA B COOTBETCTBUU C
AOKYMEHTUPOBaHHLIMW Mpoueaypamy, OCHOBaHHbIMU Ha OLIEHKE PWUCKOB, C YY4eTOM Crneundukm nekapCTBEHHbIX
CcpencTB, cneumanbHblX YCIOBUA XpaHEHNs, a Takke BpeMeHU, NpoLueLero ¢ MOMeHTa NepBoHaYarnbsHOW OTrPy3Ku.
BosBpaT ocyujecTBnsieTcA B COOTBETCTBMM C  3aKOHOOATENbCTBOM [OCYAAPCTB-YNIEHOB W [JOrOBOPHbLIMU
06sa3aTenLCTBaMM Mexay CTOpoHaMu, y4acTBYIOLLMMU B BO3BpaTe NPOAYyKLUN.

96. JlekapcTBeHHble CpeacTBa, KOTOpble paHee Obinu OTrpyXeHbl, MOryT ObiTb BO3BPALLEHbl B KaTeropuio
NPUroAHbIX 41151 NOCTaBKW TOMbKO B TOM Crlyyae, eCrin BbIMOMHEHbI BCE ClieAyoLMe yCroBuUs:

LIleNTOCTHOCTb BTOPUYHOWN (MOTPeBbUTENbCKOWM) YNakoBKM MeKapCTBEHHbIX CPEeACTB He HapylueHa, OTCYTCTBYHOT
cnefbl NOBPEXAeHUW, OTCYTCTBYeT MapKUpOBKa, HeNpedyCMOTPEeHHas NPOM3BOAUTENIEM, CPOK FOAHOCTU He WCTEK,
npoAayKums He oTo3BaHa 13 obpalleHus;

nonyyatenb npeacTaBun AOKYMEHTbI, MOATBepxAatolme cobnogeHne cneumanbHbIX YCNOBUW XpaHEeHUs U
TPaHCNOPTUPOBKY;

nekapcTBeHHble cpeacTBa Obinv NpoBepeHbl U OLUEHEHbl KOMMETEHTHbIM NULOM, Ha3Ha4YeHHbIM AN
BbIMOJIHEHUS AAHHbIX AEACTBUN;

ANCTpMObIOTOP pacnonaraeT gokasatenbCTBaMu TOrO, YTO feKapCTBEHHble cpefdcTBa ObiMM MOCTaBneHbI
AaHHOMY nofyyaTento (COrnacHo MPUOXEHHBIM KOMWUAM COOTBETCTBYIOLMX COMPOBOAMTENbHBLIX AOKYMEHTOB):
HOMep cepun M (MnM) NapTMM COBMagaeT C yKasaHHbIM B [OKyMEHTax, OTCYTCTBYIOT OCHOBaHWS MonaraTtb, YTO
AaHHble NekapcTBeHHble cpeacTBa hanbCcnULMpoBaHbI.

JNlekapcTBeHHble cpefcTBa, Tpebytowme ocobbix TeMnepaTypHbIX YCIOBUI XPaHEHUS, MOTYT ObiTb BO3BpaLLEHbI
B KaTeropuvio NpurogHbIX AN NOCTaBKK, €CNN UMETCH AOKyMeHTanbHble AoKasaTenbCTBa TOro, YTO OHW XPaHUNNCh
W TPaAHCMNOPTUPOBANUCh B HaAMeXaLlmX yCroB1sAX B TEHEHNE BCEro BPEMEHN.

97. B cnyyae BbISIBMEHMS NtOObIX OTKMIOHEHWI HEeOo6GXOAMMO MpPOBECTU OLEHKY PUCKOB, MO3BOJSISAIOLLYHO
YCTaHOBUTb COXPaHHOCTb FEeKapCTBEHHbIX cpeAcTB. [omkHbl ObiTb cobpaHbl M OLEHeHbl [okasaTenbcTBa Mo
crnepyowmm aTanam:

a) nocTaBka nosy4aTento;

6) npoBepka NpoayKuMmn (MgeHTnudunKkaums);

B) BCKpPbITWE TPAHCMOPTHOM YNaKkoBKM (KOHTeNHepa Ans NocTaBku);

r) BO3BPAT NEeKapCTBEHHbIX CPEACTB B TPAHCMOPTHYO YNAKOBKY (KOHTENHEP AN NocTaBKu);

) cbop 1 BO3BpaT NeKapCTBEHHbIX CPEACTB AUCTPUBLIOTOPY;

€) NomeLLeHne NnekapcTBEHHbIX CPeACTB B CeumarnbHYH0 30HY XpaHeHWs AucTpubbioTopa.

98. Npremka Bo3BpaLLLEHHOW NPOAYKLUMN 6e3 OKYMeHTanbHOro ohopMIIeHNs 3anpeLyaeTcs.

99. JlekapcTBeHHble cpefcTBa, BO3BPALLEHHblE B KaTeropuio MNPUrogHbIX Ans MNOCTaBKW, OOSMKHbI ObiTb
pa3melLleHbl Takum 06pa3oM, YTOObI cucTeMa OTIPYy3KM NMPOAYKLMU C MEHBLUMM CPOKOM FOQHOCTM B MEPBYIO ovepedb
(FEFO) dpyHkumoHmpoBana addeKTMBHO.

100. MNoxwuieHHble NekapCTBEHHblE CPEeACTBa, KOTopble Obinu obHapyXeHbl, He MOryT ObiTb BO3BpalleHbl B
KaTeropvo NpUrofHbIX 419 NOCTaBKU 1 NOCTaBIEHbl MonyvaTensm.

6.4. PanbcucnumpoBaHHbIe NIeKapCTBEeHHbIe cpeacTBa

101. OnctpubbioTop AOMKEH He3aMeanUTenbHO MHAOPMUPOBATL YNOMHOMOYEHHbIN OpraH rocy4apcTBa-yneHa,
a TakKe [epxaTens perncrpauyMoHHOrO YAOCTOBEPEHUsI FEeKapCTBEHHOrO npenapata O Ccriydae BbISIBNEHUSA
danbcnUUMPOBAHHOIO MPOAYKTA UNU O HanMMyYuu MNOAO3PEHMI B Takon danbcudmkaumn. JaHHaa nHgpopmaums
AOMKHa ObITb 3adhmKkcpoBaHa AOKYMEHTanbHO B COOTBETCTBMU C YCTAHOBIEHHBIMW NpoueaypaMm C COXpaHeHuem
BCEX UCXOAHBIX AaHHbIX, 1 B €€ OTHOLLEHUN AOIMKHO ObiTb NPOBEAEHO paccrnefoBaHuve.

102. danbcmuruMpoBaHHbIE NeKapCTBEHHbIE CPEeACcTBa, OOHApYXEHHbIe B LEenu peanusauuv, AOMKHbl ObiTb
HesameanuTensHO (U3NYECKM W30NUPOBaHbI M MOMELLEHbl Ha XpaHeHWe OTAENbHO OT APYro NpoaykumMu B
crneumansbHo BblAeNEHHOM NOMELLEHUN UK 30HE, JOCTYN B KOTOPbIE OFPaHNYEH.

103. Bce onepauuu ¢ hanbcmpmumpoBaHHbIMIN NEKapCTBEHHBIMU CPeACTBaMU LOIMKHbI OblTb JOKYMEHTAarNbHO
0hOpMIEHbI, C COXPAaHEHWEM 3aMNMCEN.

6.5. OT3bIB U3 ObOpalleHus

104. OdpeKkTMBHOCTL AOENCTBUIA MO OT3bIBY IEKAPCTBEHHBLIX CPeAcTB U3 obpalleHusi OOIKHa perynsipHo
oueHunBaTbCs (He pexe Yyem 1 pas B rog).

105. JomxkHa cyLecTBOBaTb BO3MOXHOCTb MHULIMMPOBATL AENCTBUS MO OT3bIBY M3 0OpaLLeHns NekapCTBEHHbIX
cpeacTB B KpaTyaiLLmMe CPOKU B M0G0 MOMEHT BpEMEHM.

106. OncTpubbLIOTOP OOSMKEH CregoBaTh yKasaHWsiM MHAOPMAUMOHHOIO nucbma o6 oT3biBe M3 obpalleHus,
KOTOpPOE Mpu HEOBX0AMMOCTUN AOJHKHO ObITh YTBEPKAEHO YNOMHOMOYEHHBIM OPraHOM rocyapcTBa-yneHa.

107. JenctBmsa No OT3bIBY U U3BATUIO U3 0OpaLLeHUsa AOMKHbI AOKYMEHTANbHO OopMIATbCS B MOMEHT UX
OCYLLECTBNIEHMS B COOTBETCTBUMM C YCTAHOBMIEHHbIMU Npoueaypamu. [OKyMeHTauus no OT3biBYy AOMKHA ObiTb
AOCTYMHOWN YNONHOMOYEHHbIM OpraHam rocy4apCTB-4IEHOB.

108. 3anucu, oTHocsAWMECA K OUCTPUOLIOLMW, OOIMKHBLI ObiTb AOCTYMNHbLI AN NuUUa, OTBETCTBEHHOIO 3a OT3bIB
NeKapCTBEHHbIX CPEACTB U3 0OpalleHusi, U LOIKHbI codepXaTb AO0CTATOYHYH WHGOpPMauu O AMCTpubbIoTOpax
neKapCTBEHHbIX CPEACTB M O MPsSIMbIX Nony4aTensx (agpec, Homep TenedoHa n Homep cakca (Mpu ero Hanuuum),



KOTOpble AOMKHbl ObiTb  OOCTYMHbI B pabouse M HepaGouve udackl), BKMOYAs [OaHHble B OTHOLIEHUU
3KCMOPTUPOBAHHbLIX JEKAapPCTBEHHbLIX CPEACTB U MX 0OpasuoB (HOMep cepuu W (UnM) MapTuM, HavMeEHOBaHMe,
nekapcTBeHHasi popma, JO3MPOBKA, a TakkKe NMOCTaBNEeHHOE KOJIMYECTBO).

109. MocnegoBaTenbHOCTb BIMOMHEHUS AEACTBUM, OCYLLECTBNAEMbIX MPU OT3bIBE U U3BATUM cepun U (M)
napTUM JNeKapCTBEHHOTO cpeAcTBa M3 obpalleHusi, JoJbkHa ObiTb AOKYMEHTalnbHO OGopMIleHa U OTpaxeHa B
MTOroBOM OTYeTe.

7. DeaTenbHOCTb, NepegaBaemasi Ha ayTCOPCUHT

7.1. MNpuHUMN

110. Illobasn aeaTenbHOCTb, HAa KOTOPYHO pacnpocTpaHaloTes HacToswme MNpasuna, nepegaHHas Ha ayTCOPCUHT,
JomkHa 6bITe Hagnexawwym obpa3oM onpegeneHa M cornacoBaHa, [OMMKHA KOHTponupoBaTbCA BO u3bexaHune
pasHOYTEHWI, CNOCOBHBLIX NPUBECTM K HapyLLUEHUIO COXPAHHOCTU NEKapCTBEHHbIX CpeAcTB. [lomkeH BbiTb 3aknioyveH
NMUCbMEHHBLIN A0roBOp Mexay AMCTPUOBLIOTOPOM-3aKa34yMKOM W UCMOMHUTENEM, B KOTOPOM YeTKO OnpeaereHbl
06513aHHOCTMN KaX[0/ N3 CTOPOH.

7.2. 3aKa3uuk

111. 3aka34mk HeceT OTBETCTBEHHOCTb 3a AeATEeNbHOCTb, NepeAaHHyto Ha ayTCOPCUHT.

3aka34ymk gormkeH ybeantbCa B KOMNETEHTHOCTN UCTIONMHUTENS ANSA BbINONHEHUs oba3aTensbCcTB MO A0roBopy U
obecneunTb cobnogeHne ucnonHutenem TpeboBaHW Hapnexaiwien AMCTPUMOBLIOTOPCKON MpaKTUKU NOCPEeACTBOM
YCTaHOBMNEHNSA B JOrOBOPE COOTBETCTBYIOLLMX YCIOBUIA 1 NPOBEAEHNS MPOBEPOK.

lMpoBepka NPaBOMOYHOCTU, KOMMETEHTHOCTU W BO3MOXHOCTW WCMOMNHWUTENS BbINOMHATL YCMOBWS [OroBopa
AOIKHA MPOBOAUTLCA A0 Havana OCYLLECTBMEHUSA OeATenbHOCTW, NepedaHHoN Ha ayTCOPCUHI, a Takke B criyvyae
CYLLECTBEHHbIX W3MEHEeHWW Takow JeATenbHocTU. [lepuognMyHOCTe MpOBEedeHUs MPOBEPOK  AeATENbHOCTH,
nepefaHHON Ha ayTCOPCUHT, AOMMKHA ONpeaensATbCa Ha OCHOBaHUM aHanmaa puckoB. CpoKM 1 yCnoBus NpoBeaeHns
NPOBEPOK AOIMKHbI BbITb COrnacoBaHbl CTOPOHAMM.

112. 3akasyuMk npegocTaBnsAeT WCMONHWTENO BCKO UHMOPMauMilo, HeobxoauMmylo [AONnA  BbINOMHEHWA
AEeATenbHOCTW, NepeaaHHON Ha ayTCOPCWHI, B COOTBETCTBUM C TpeboBaHUAMM, MPUMEHUMBIMU K NEKapCTBEHHbLIM
cpecTeam, a Takke nbbiMu Apyrummn npyMeHnMbiMn TpeboBaHnsMU.

7.3. UcnonHuTtenb

113. WcnonHutenb [omkeH uMeTb HeobXxoaumble MOMeLLeHWs W obopygoBaHWe, AOKYMEHTMPOBaHHbIE
npoueadypbl, 3HaHUS W OMbIT, @ Takke KBaNMMUUMPOBAHHLIN MEepcoHan Ans Hagnexaliero BbiNOonHeHus paboT
(ycnyr) no gorosopy.

114. WUcnonHuntenb He OOMXKEH nepefaBaTb TPeTbel CTOPOHE BbINOMHEHWe paboT (ycnyru), BbIMONTHEHME
KOTOpbIX MOPYY4eHO eMy Nno AoroBopy, 6e3 npeaBapuTEnbHON OLEHKU 1 0400peHnsa Takon nepegayn 3aka3ynkom, a
Takke A0 NPOBeAEHNSA MPOBEPKN TPETbEN CTOPOHbI 3aKa34nMKkom unu ucnonHutenem. [lorosop mexagy ucnonHutenem
W TpeTbel CTOPOHOW AOMKEH rapaHTMpoBaTb, YTO MHGOPMauus O BbIMOMHSAEMbIX paboTax npedcTaBnsieTcs B
COOTBETCTBMU C JOrOBOPOM MEXAY 3aKa3unKoM U UCMOSNTHUTENEM.

115. VicnonHuTenb He [OMKEH OCYLLeCTBNATb Kakve-nnmbo AencTBMS, KOTOpble MOryT MPMBECTM K mnoTepe
KayecTBa NnekapcTBEHHbIX CPEACTB 3aKa3uuka.

116. Wcnomnutenb pomkeH coobuwartb 3akadumky mobylo  MHGOpMauuio, OTHOCALLYIOCH K  KavecTBy
neKapcTBEHHbIX CPeacTB 3akasyvka, B COOTBETCTBMM C YCIOBUSMMW JOrOBOpa.

8. CamoMHcneKuus AMCTpuOLIOTOPOB

8.1. NMNpuHuMn

117. CamMoMHCNeKUMn OOMKHbI NMPOBOAUTLCS AN KOHTPOMNS 3a BHeApeHWeM u cobrogeHuem TpeboBaHuii
Hagnexawen oucTpnbbOTOPCKOWM MPAKTMKN NEKAapPCTBEHHbIX CPEACTB, a TakkKe C Lenbk pa3paboTkM Heobxoanmbix
KOPPEKTUPYHOLLNX MEp.

8.2. CamounHcneKkuus

118. [omkHa OblTb BHegpeHa nporpamma MPOBEAEHMS CaMOWMHCMEKUWA, OxBaTbiBalollas B paMKkax
onpeaeneHHoOro nepuoaa Bce acnekThl Haanexallen ANCTpMbbioTOPCKOM NpakTukun, TpeboBaHWiA 3akoHoA4aTENbLCTBA
rocyfapcTB-4fieHOB, PYKOBOACTB U Mpoueayp.

119. CamouHcnekuun MoryT ObiTb pasfeneHbl Ha HEeCKONIbKO CaMOCTOSITENbHbIX MPOBEPOK, OXBaTbIBAOLLMX
OTOenbHbIE CTOPOHbI  AEeATENbHOCTM  opraHm3auun. CamMOUHCNEKUUW [OOMKHbI  MPOBOAUTLCHA  CreuumarnibHO
Ha3HAYeHHbIM KBaNMMPUUMPOBAHHBLIM MepcoHanoMm OecnpucTpacTHO W TwartenbHo. [onyckawTcs ayauThl,
NPOBOAUMBIE HE3ABUCUMbLIMWU BHELLUHUMUW SKCNEpTaMu, OAHAKO OHU HE MOTYT 3aMEHsITb CAMOVHCIEKLIO.



120. Pe3ynbTaTbl camMoOMHCREKUMI OOMKHbI 0POPMNATLCA AOKYyMeHTanbHO. OTyeTbl OOIMKHbI cogepXaTb BCHO
MHOpMaLMIo, MOMYYEHHY0 B XoAde WHcnekuun. Konms oTtdeTa gorkHa ObiTb NpedcTaBneHa pyKOBOACTBY
ONCTPMObLIOTOPA, a TakkKe MHbIM 3aMHTEPECOBAHHBIM NLIAM.

B cnyyae BbIIBNEHUS HE4OCTATKOB UIN OTKIIOHEHMI HEOOXOAMMO BbISCHUTL UX NMPUYMHY, @ Takke paspaboTaTtb
W [OKYMeHTanbHO 0dOpMUTb KOppEKTUpylolWMe W npegynpexaawlie LEeNCTBUS M NPOKOHTPONUPOBATh WX
BbIMNOJTHEHME.

9. TpaHcnopTUMpoBKa

9.1. MpuHUMN

121. OnctpubbioTop, MOCTaBMSIOLWMIA NEKapCTBEHHbIE cpeacTBa, 06si3aH OCYLLECTBNATb TPaHCMOPTUPOBKY B
ycnoBusix, 06ecnevmBaloLLiMx UX COXPaHHOCTb U LEMNOCTHOCTb, 3alUMTy OT BO3AEWCTBMSA (PaKTOPOB OKpyXKatloLlen
cpedbl, cobniogeHne HeobxoAMMOro TemnepaTypHOro pexuma (YyCrnoBWUA XpaHeHus), a Takke 3awmty oT
danbcudukauum.

122. He3zaBucumo oT cnocoba TpaHCnopTUPOBKM Heobxoanmo obecneunTb BO3MOXHOCTb MOATBEPXKAEHNS TOrO,
YTO Ka4yeCcTBO M LEMOCTHOCTb JeKapCTBEHHbIX CPeACTB He Oblnv noaBeprHyTbl HeraTMBHOMY BO3AEWCTBUIO B
npouecce TPaHCNOPTUPOBKK.

123. lnaHvpoBaHWe TPaHCMOPTMPOBKM AOIMKHO ObiTb OCYLLECTBNEHO Ha OCHOBaHWM aHanu3a BO3MOXHbIX
PVCKOB.

9.2. TpaHCNOpPTUPOBKaA

124. Tpebyemble yCrnoBMS XpaHEHUS NEKapCTBEHHbLIX CPEACTB AOMMKHbI cobrniogatbCs B TeyYeHue BCero
BPEMEHW TPaHCNOPTUPOBKM B COOTBETCTBUM C YKa3aHWAMMN MPON3BOAUTENS UM MHDOPMaLMEN Ha YNaKoBKe.

B cnyyae BO3HUKHOBEHMS TakMX OTKMIOHEHWI, KaK HapylleHne TemnepaTypHOro pexuma unu nopya
neKkapCcTBeHHbIX CPeACTB B MpoLecce TPaHCNOPTUPOBKU, MHADOPMALMS O HUX AOMKHa ObiTe coobLLeHa oTnpaBUTenNto
n nonyyatento. [JomkHa GbiTb pa3paboTaHa v AOKyMeHTanbHO odopmiieHa mpouedypa, onpegensiowas nopsgok
AENCTBMIN NPY BO3HNKHOBEHUW OTKITOHEHWUA U paccrnefoBaHMmn AaHHbIX (DaKToB.

125. OuctpmnbbioTop AomkeH obecneyntb yCrioBusi, MpU KOTOPbIX TPaHCMOpPTHbIE cpeactBa M obopynoBaHue,
ucnonb3yemble AN TPaHCMOPTUPOBKM NEKapCTBEHHbIX CPeACTB, COOTBETCTBOBANM Obl LENsM MX MCMONb30BaHUA 1
ObinM Hagnexawmm o6pasom YKOMNNEKTOBaHbl ANS 3aliMTbl OT HeXenaTenbHOro BO3OEeWCTBMS, KOTOpOe MOXEeT
NPUBECTU K MOTEpe KayecTBa NeKapCTBEHHbIX CPEACTB UMW HAPYLUNTL LeNOCTHOCTb YNaKoBKW.

126. TpaHcnopTHoe cpeAcTBO M ero obopygoBaHue, UCMofb3yemble Ans TPaHCMOPTUPOBKW NEKapCTBEHHbIX
CpeacTB, OOIMKHbI codepXaTbCsi B 4MCTOTE W nogsepratbCs oyvucTke M ybopke no mepe HeoGXOAUMMOCTU B
COOTBETCTBMU C TPebOBaHWAMM CaHWUTapHbIX HOPM, YCTAHOBIEHHbIX 3aKOHOAATEeNbCTBOM rOCYAapCTB-YNEHOB.
JormxHbl 6biTe pa3paboTaHbl MMCbMEHHbIE NpoLeaypbl MO 06CNYXMBaHMIO U 3KCMNyaTauuy TpaHCNOPTHBIX CPEACTB 1
0o6opyaoBaHNs, MCNOMb3yeMbIX AONA  AUCTPMObIOLMM NEeKapCTBEHHbLIX CPeACTB, BKIHOYAs OYUCTKY W Mepbl
6esonacHocTy.

127. OnpepgeneHve HeobXxoOMMOCTM KOHTPONSA TemnepaTypbl AOMMKHO OCHOBLIBATLCH Ha aHanuse PUCKOB,
CBSA3aHHbIX C TPaHCMOPTMPOBKOW JIEKAPCTBEHHbIX CPEACTB MO BblOpaHHOMy MapwpyTy. OGopynoBaHue,
ucnosnb3yemoe AN KOHTPONs TemnepaTypbl B Mpouecce TPaHCMOPTUPOBKM, YCTAHOBIIEHHOE HAa TPaHCMOPTHOM
cpeactBe uNM B KOHTENMHepe, AOIMKHO MpOXOoAWTb MEepUOAMYeckoe TexXHUYeckoe obCcnyxuBaHue, MOBEpKY WU
KannbpoBKy B COOTBETCTBUM C 3aKOHOAATENbCTBOM rOCyAapCTB-4NeHOB.

128. Mpn obpalweHn € nekapcTBEHHbIMW CPeacTBaMu  crnedyeT No  BO3MOXHOCTM  MCMONb3oBaTb
crneuvanusMpoBaHHble TPaHCMNopTHbIE cpefcTBa M obopydoBaHme. Ecnn ucnonb3yloTcs HecneumanvsanpoBaHHbIe
TpaHCNOpTHblE CpeAcTBa M obopyaoBaHue, AOMKHbI OblTb pa3paboTaHbl M MPUHATEI B POPME MUCbMEHHOTO
AOKyMeHTa npouenypbl, obecneymBaloLme CoOXpaHeHne KayecTBa NnekapCTBEHHbIX CPeacTB.

129. JlekapcTBeHHbIE CPEACTBa AOMKHBLI OblTh 4OCTaBMNEHbI MO agpecy, ykasaHHOMY B IOKYMEHTax Ha MOCTaBKy,
W nepefaHbl HENOCPEACTBEHHO B MOMeLLEeHWe nonyyartens. JlekapcTBeHHble CPeACTBa He AOIMKHbI OCTaBMATLCA B
Kakux-nnmbo Apyrnx noMeLLeHUsX.

[na opraHm3aumn 3KCTPEHHbIX AOCTaBOK B Hepabouue yacbl AOMmKkeH ObiTb HasHayeH cneunanusnpoBaHHbIN
nepcoHar, Ae!CTBYIOLMA Ha OCHOBaHUM JOKYMEHTMPOBAaHHbLIX NpoLeayp.

130. TpaHcnopTUpOBKa TPETbUMWU NML@MU OOIMKHA OCYLLECTBNATLCH Ha OCHOBaHWM AOroBoOpa, COoAepallero
TpeboBaHus, yCTaHOBMEHHblE B nogpasgene 7 HacTosLero pasgerna. TpaHCMopTHble KOMNaHuM AOIMKHbl ObiTb
yBeAoMIeHbl 0 TpeboBaHNsIX K YCNOBUAM TPaHCMOPTUPOBKU NEKapCTBEHHbIX CPeACTB.

OTBeTCTBEHHOCTL 3a cobnogeHue YCMOBMI TPAHCTMOPTUPOBKM NEKapCTBEHHbIX CPeacTB BO3naraeTcs Ha
ancTpubbioTopa.

131. B cnyyasx korga TpaHCNopTUPOBKa COMPOBOXAAETCSA onepauusiMm no pasrpyske 1 obpaTHOM 3arpyske unm
BKMNo4aeT B cebA TpaH3MTHOe XxpaHeHue, HeobxoaMmo obecneunTb Hagnexalime yCrnoBusi NPOU3BOLCTBEHHOW
cpedbl nomMelleHui 1 6e30NacHOCTb XpaHeHUs Ha TPaH3UTHbIX cknagax. K ycnoBusim npov3BoACTBEHHON cpepbl
NMOMELLEHWNIA, KOTOPbIE AOIMKHbI KOHTPONMPOBATLCH, OTHOCATCH: TEMNEPaTyPHbIN PEXMM, OCBELLEHHOCTb, BMaXXHOCTb
BO3AyXa 1 4ymcToTa.

JomkHbl OblITb NPeanpuHATLI Mepbl ANS COKpalleHWs MNpPOAOIMKUTENBHOCTU BPEMEHHOTO XpaHeHusa nepeq
crnefyoLWmM 3Tanom TpaHCNOPTUPOBKM.

9.3. Tapa, ynakoBKa n MapKupoBKa



132. JlekapcTBeHHbIE CPeACTBa AOIMKHbI TPAHCMOPTUPOBATLCA B TPAHCMOPTHOM Tape, KOTopasl He OkasbiBaeT
HeraTMBHOTO BIIUSIHUSI HA UX KQ4eCcTBO 1 obecneynBaeT HaAEXHYIO 3alMUTy OT BHELLUHEro BO34EeNCTBUS, B TOM Yucne
npenoTBpallaeT BO3MOXHOCTb KOHTaMUHALUN.

Bbibop TpaHCMOpPTHOW Tapbl M YNakOBKM [OIDKEH OCHOBLIBATbCA Ha TPebOBaHUSIX K YCNOBUSIM XpaHEHUS U
TPaHCNOPTMPOBKN NeKkapCTBEHHbIX CPeacTs, Ha obbeme, HeobxoanumMom Ansa pasmelleHusa Tpebyemoro konmyecTsa,
npeanonaraemMbix konebaHusx TemnepaTypbl OKpyXatoLLlen cpeapbl, NpeanonaraeMon MakCMManbHOW ANUMTENbHOCTH
TPaHCNOPTMPOBKK, BKMNOYasA BPEMEHHOE XpaHEHWE Ha TaMOXEHHbIX CKnaaax.

133. [ins obGecneyeHns Hagnexawiero obpalyeHns ¢ nekapcTBeHHbLIMU CPeacTBaMmn U YpoBHS Ge30nacHOCTU Ha
TPaHCMOPTHYD Tapy [JofkHa ObITb HaHeceHa MapKuMpoBKa, cogepxalwasi Heobxogumyr uWHpopmaumio o
TpeboBaHUsIX MO OOPALLEHNIO N XPaHEHUIO AaHHOW TPAHCMOPTHOM Tapbl C NeKapCTBEHHbIM CPEACTBOM, a Takke O
HeobGXoaMMbIX Mepax MpefocTopoxHocTU. WHdopmauma Ha TpaHcnopTHOW Tape pJomkHa obecneunBatb
BO3MOXXHOCTb MAEHTUMMKALMN COAEPKMMOIO U UCTOYHUK Er0 MPOUCXOXKOEHMS.

9.4. llekapcTBeHHbIe cpeacTBa, Tpebylowme ocoboro obpalieHus

134. Tlpn TpaHcnopTMpoBKke Takux Tpebytowmx ocoboro obpalleHns nekapCTBEHHbIX CPeAcTB, Kak
neKkapcTBeHHble CPeAcTBa, codepXallne HapKOTU4ecKue CpeAcTBa, MCUMXOTPOMHblE BELeCTBA U MX NPEKYpPCopsl,
A0bl (A40BMTble BellecTBa) M noAanexawme ocobbiM BuaamM KOHTPOMSA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
roCyAapcCTB-4/IEHOB, AMCTPUOBLIOTOP A0MKeH obecneuntb 6e3onacHbIN U 3aLMLLEHHbIR OT HeMpaBoOMEpPHOro AocTyna
pexmm TpaHCMOPTMPOBKM B COOTBETCTBMU C TpeboBaHUSMM 3akoHoAaTeNnbCTBa roCyAapCTB-4YNEHOB.

[omkHbl  ObITb CcO3AaHbl  AOMOMHUTENbHBIE CUCTEMbl KOHTPONA B OTHOLUEHWM MOCTaBOK YKa3aHHbIX
nekapcTBeHHbIX cpeacTts. [lomkHa ObiTb paspaboTaHa 1 AOKyMeHTanbHO odopmrieHa npoueaypa, onpegensowas
nopsifoK AEUCTBUIA B Criyyae ux xuueHus. Jliobble criydanm xvweHnin 4OMmKHbI OblTb JOKYMEHTMPOBAHBI.

135. OnacHble (BbICOKOAKTVBHbIE) Y PaANOaKTVBHBIE NeKapCTBEHHble CPeacTBa AOSMKHbI TPAHCNOPTMPOBaTLCS
B 3aLUMLLEHHbIX, CNIEeLNann3npoBaHHbIX N HAAEXHbIX TPaHCMOPTHLIX cpeacTBax. MNprMHMMaeMble Mepbl 6e3onacHoCTH
AOIMKHBI COOTBETCTBOBATh 3aKOHOAATENbCTBY rOCYAapCTB-YNEHOB Y MEXAYHapOAHbLIM AOrOBOpaM.

136. Onsa obecneveHns TpebyeMblx YCROBWUIA TPaHCMOPTUPOBKM NPV TPaHCMNOPTMPOBKE TepMonaburbHbIX
neKapcTBEHHbIX CpPeAcTB  AOMKHbI  ObiITb  MCNOMb30BaHbl  cneuvanbHoe obopydoBaHve WnM  CpeacTsa
(n30Tepmmyeckas ynakoBka, KOHTEWMHepbl), a Takke TPaHCMOpPTHble cpeAacTBa, obecneumBatowime MnoaAepKaHue
Tpebyemoro TemnepaTypHOro pexvma.

TpaHcnopTHble cpefcTBa, obecneuymBarolime nogaepxaHue Tpebyemoro TemnepaTypHOro pexuma, W
obopydoBaHve, MCMonb3yeMoe ANSA KOHTPONs TemnepaTypbl B NpoLecce TPaHCMOPTUPOBKM TepMOonabunbHbIX
neKkapCcTBeHHbIX CPeACTB, AOMMKHbI MPOXOAUTL NepUoanyeckoe TexHM4eckoe obecnyxmeaHue, NOBEpKy 1 KannubpoBky.
Heobxogumo npoBoAMTb aHanmM3 TemnepaTypHOro KapTUpOBaHWs C COGNIOAeHUEM YCNOBWI, OTpaaroLwmx
napameTpbl 3KCnyaTauum, U C y4eTOM CEe30HHbIX KonebaHui.

Mo 3anpocy nonyyatensa [AomkHbl ObiTb NpeAcTaBneHbl AdaHHble, MOATBepxAalme cobnogeHne
TemnepaTypHOro pexuma npv XpaHeHun n TpaHCNoPTUPOBKE TePMONabunbHbIX NeKapCTBEHHbIX CPeacTB.

137. XnapoanemeHTbl B M30TEPMUYECKUX KOHTEMHEepax AOIMKHbI ObiTb pa3smelleHbl Takum obpas3om, 4Tobbl
OTCYTCTBOBasn MPAMON KOHTaKT C NekapCTBEHHbIMU cpepctBamu. [MepcoHan pomkeH ObiTb 0byveH TpeboBaHusiM
npouegyp MO MNOArOTOBKE W30TEPMUYECKMX KOHTEMHEPOB (C Y4YeTOM Ce30HHbIX OcoDeHHOCTen), a Takke
TpeboBaHNsIM K MOBTOPHOMY MCMOMb30BaHWIO XIaA03r1eMEHTOB.

HormxHbl ObiTb pas3paboTaHbl Mepbl, HampaBMneHHble Ha MpeAoTBpalleHne MNOBTOPHOrO WCMOfb30BaHUS
He[oCTaToOMHO OXMaXadeHHbIX xnagoanemeHToB. [lomkHa ObiTb obecneyveHa Hagnexawas guandeckas nM3onsaums
OXNaXAEHHbIX U 3aMOPOXEHHbIX XNaf03M1eMEHTOB.

Mpouecc AoctaBknm TepmMoONabunbHbIX NEKapCTBEHHbIX CPEACTB C YYETOM KOHTPOMS CEe30HHbLIX KorebaHuin
Temnepartyp 4OrmkeH BbiTb onncaH B JOKYMEHTMPOBAHHOW npoueaype.



