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3apeructpupoaHo B MuHtocte Poccum 9 siHBaps 2017 1. N 45112

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW ®EOEPALINA

NMPUKA3
ot 31 aBrycTta 2016 r. N 646H

. OB YTBEPXOEHWUN NPABUN
HAONEXALLEW NPAKTUKU XPAHEHUA U MEPEBO3KN NEKAPCTBEHHbIX
NPENAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA

B cooTtBeTcTBUM C nyHKTOM 18 cTaTthu 5 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6palleHumn
nekapcTBeHHbIX cpeacTs” (CobpaHue 3akoHopatensbcTBa Poccunckon ®epepaumm, 2010, N 16, cr. 1815; 2012, N 26,
cT. 3446; 2013, N 27, c1. 3477; 2014, N 52, ct. 7540; 2015, N 29, cT. 4367) n noanyHkrom 5.2.171 lNonoxeHusa o
MwuHucTepcTBe 3gpaBooxpaHenus Poccuiickon ®egepauun, yTBEpXKAEHHOrO nocTtaHoBrneHuem [paBuTenbcTea
Poccuiickon ®epepauum ot 19 mioHss 2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepauun, 2012, N
26, c1. 3526; 2013, N 16, c1. 1970; N 20, cT. 2477; N 22, cT. 2812; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, cT1. 3577;
N 30, ct. 4307; N 37, cT. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23, cT1. 3333; 2016, N 2, cT. 325; N 9, cT1. 1268; N
27 cT.4497; N 28, cT. 4741; N 34, cT. 5255), npukasbiBato:

1. YTBepauTb npunaraemble [lpaBuna Hagnexaiwen npakTUKM XpaHeHUa W NepeBO3KU NeKapCTBEHHbIX
npenapartoB Anda MeanumMHCKOro npuMeHeHus.

2. Hactosawmi npukas sctynaet B cuny ¢ 1 mapta 2017 roga.

Bpro MuHuctpa
N.H.KATPAMAHAH

YTBEpPXOEHbI

npukasom MuHucTepcTBa 34paBooOXpaHeHns
Poccuiickon ®epepatmm

ot 31 aBrycta 2016 r. N 646H

NMPABUNA
HAONEXALLEW NPAKTUKN XPAHEHUA U NEPEBO3KU IEKAPCTBEHHbIX
NMPENAPATOB ANnA MEOULUMHCKOIO NPUMEHEHUA

|. O6bwme nonoxeHns

1. Hactosiwme [MpaBuna Hagnexawen npakTUKM XpaHeHUs M NEepeBO3KW JieKapCTBEHHbLIX MpenapaTtoB Ans
MEAMLMHCKOro MpUMEHEeHusa (ganee cOOTBETCTBEHHO - [lpaBuna, nekapCTBEHHble npenapatbl) YCTaHaBNUBAKOT
TpGGOBaHVIﬂ K yCcrnoBuaM XpaHeHUA U NnepeBO3KU JeKapCTBEHHbIX npenapaTos, H606XO£I,VIMbIM ana obecneyveHus
kayecTtBa, 0Oe3onacHoCTM U 3(PEKTUBHOCTU JIEKAPCTBEHHbIX MpenapaToB, a Takke MWHUMMMU3aUMM pucka
NPOHUKHOBEHUS panbCMdULMPOBaHHbBIX, HeaobpoKavyeCcTBEHHbIX, KOHTpPadaKTHbIX JfeKapCTBEHHbLIX MpenapaToB B
rpaxkgaHckui o6opor.

2. Hactoswue [lNpaBuna pacnpocTpaHSalTCa Ha NpousBoauTEnen NekapCTBEHHbIX MpenapaTos, opraHusauuu
ONTOBOW TOProBMM J€KapCTBEHHbIMU MpenapaTaMu, anTeyHble OpraHusauuv, UHAMBMAYanbHbIX NpeanpuHUMaTenen,
UMEeLWMX NUUEH3NI0 Ha apmaueBTUYeCKyl0 OeATenbHOCTb, MeAUUMHCKME opraHu3auum u ux 060cobneHHble
nogpasgenexus (ambynatopuu, denbaliepckme n enbalepcko-akylepckue NyHKTbl, LeHTpbl (oTAeneHms) obuien
BpayebHOM (CeMEeNHOW) MpaKTUKK), PaCMOSIOXKEHHbIE B CESIbCKMX HACENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHuMsauun (ganee - cybbekTbl 0bpalleHns NekapcTBEHHbIX NpenapaTos).
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Il. Cuctema obecneyeHns kayecTBa XpaHeH sl U NEPEBO3KM
rieKapCTBEHHbIX NpenapaToB

3. PykoBogutenb cybbekta obpalleHns nekapCTBEHHbIX npenapaToB obecneymBaeT peanu3auuio KoMMnekca
Mep, HanpaeneHHbIX Ha cobntogeHne ero paboTHMKamy HacToswmx [paBun Npu XpaHeHun u (Unu) nepeBo3ke
nekapCTBEHHbLIX MpenapaToB (Oanee - CUCTEMa KayecTBa), NMOCPEACTBOM YTBEPXKOEHWUS [OOKYMEHTOB, B KOTOPbIX
pernaMeHTUpPYTCA B TOM YUCIe NOPSA0K COBEpLUEHMS paboTHUKaMU OEWCTBUIM NMPU OCYLLECTBIIEHNN XPaHEHUS U (M)
nepeBO3Ke JleKapCTBEHHbIX MNpenapatoB, MOPSAOK OOCNYyXMBaHUA W MOBEPKM W3MEPUTENbHbIX NpubopoB u
obopyaoBaHus, BeAeHWe 3anucen, OTYETOB M UX XpaHeHWe, MPUEeM, TPAHCMOPTMPOBKA, pasMeELLEHME NEKAaPCTBEHHbIX
npenapaToB (ganee - CTaHOapTHble ONepauMoHHbIE NpoLedypbl), M OpraHMsaumMmM KOHTpond 3a cobniogeHuem
CTaHOapTHbIX OnepauUrOHHbIX NpoLeayp.

4. Cuctema kayecTBa JOIMKHA rapaHTUPOBaTb, YTO:

a) nepemMeLlleHmne nekapCrteBeHHbIX npenapaTtoB Mexay Cy6'beKTaMI/I O6paLLLeHMF| NeKapCTBEHHbIX MnpenapaTtoB, B
TOM 4uncCne BHYTPU KOHKPETHOrO cy6be|<Ta o6pau.|,eH|/|;| JIeKapCTBEHHbIX MNMpenapaToBs, obecneunBaet XpaHeHune n (VIJ']I/I)
nepeBO3Ky C cobntogeHnem Tpe6OBaHI/Il7I, YCTaHOBJ1€HHbIX HACTOALLNMNA I'IpanmaMM;

6) onpeneneHa OTBETCTBEHHOCTL pabOTHUKOB CyObekTa obpalleHVsl NekapCTBEHHbIX NpenapaToB 3a HapyLleHue
TpeboBaHWUi, yCTaHOBMEHHbIX HacToAWwMMU MpaBunamu, U CTaHAaPTHLIX ONepaLVoHHLIX Npoueayp;

B) JeKkapCTBEHHble mpenapaTtbl AOCTaBMSATCA Cy6bekToM obpalleHns reKapCTBEeHHbIX MpenapaTtoB B
COrnacoBaHHbLIN C MosyyaTeNieM JeKapCTBEHHbIX MNpenapaToB nepuod BpeMeHu ¢ cobriogeHveM TpeGoBaHui,
YCTaHOBINEHHbIX HacToALmMMY Mpasunamu;

r) OOKyMeHTanbHOoe OMgOpMIEeHNEe [AOEWCTBUW, yKa3aHHbiX B rnaee VI Hactoswwmx [MpaBun, M AOCTUIHYTbIX
pe3ynbTaTOB OCYLLECTBIISIETCA B XOAE BLINOJIHEHWUS] MM HEMOCPEACTBEHHO MOCHe 3aBEepLUEHUS COOTBETCTBYHLLUX
OEencTBum;

[) B OTHOLUEHMWN KaXKOOro HapylleHusi TpeboBaHWi, YCTaHOBMEHHbIX HacToswmMKn Mpaeunamu, ctaHgapTHLIMU
onepauVoHHbIMK NpoLieaypamMu, NPOBOAUTCS BHYTPEHHSIS NpoBepka 1 pa3pabaTbiBaloTcst KOPPEKTUPYIOLLME AeNCTBUS C
LieNblo YCTPAHEHNS BbISIBIIEHHbIX HAPYLUEHWIA.

5. PykoBogutenem cybbekTa obpalleHusi nekapCTBEHHbIX MpenapaToB C y4eToMm TpeboBaHui TpyaoBOro
3akoHofaTenbcTBa Poccuiickon ®enepauum M UHbIX HOPMATMBHbIX MPAaBOBbLIX aKTOB, COAEPXKaLUMX HOPMbI TPYAOBOrO
npaea, Ha3HayaeTCsi NWLO, OTBETCTBEHHOE 3a BHEApPEHWE U obecneyeHWe CUCTEMbI KayecTBa, OCYLLECTBRSOLLEE
MOHUTOPUHI 3(PEKTUBHOCTM CUCTEMBI KAyecTBa M akTyanusauuio CTaHAapTHbIX OMepauuoHHbIX mpoueayp (ganee -
OTBETCTBEHHOE NMLO).

6. [leaTenbHOCTb MO XpaHEeHMIo U (MnK) NepeBO3Ke fiekapCTBEHHbIX NpenapaToB, NepeaaHHas Npou3BOAUTENEM
NeKapCTBEHHbIX MpenapaTtoB WM  opraHu3auuvelrt ONTOBOM TOProBfM  NIEKAPCTBEHHbIMKM  Mpenapatamyv  ans
OCYLLIECTBNEHMS ApPYyro (CTOPOHHEWN) opraHu3aumn (ganee - ayTCOPCUHI), OrnpenensieTcsi, COrnacoBbIBAeTCsl U
KOHTponupyeTca BO wu3bexaHne pasHOYTEeHWW, CNocobHbIX MPMBECTM K HEYAOBNETBOPUTENBHOMY KayecTBy
NleKapCTBEHHbIX npenapatoB U BbINOJTHAEMbIX pa60T.

[oroBop, MO KOTOPOMY OCYLUECTBRSIETCA Mepefadya [AeATenbHOCTM Ha ayTCOpCUHr (gamee - [O0OroBop
ayTCOPCUHra), 3aKnyaeTcs C ykazaHMeM O00SI3aHHOCTEN KaXKOoOW U3 CTOPOH, nopsiaka AEWCTBMW U OTBETCTBEHHOCTU
CTOPOH.

[o 3aknto4eHnsa goroBopa ayTCOpPCUHIa NPON3BOANTENb NEKAPCTBEHHbIX NPenapaToB UM OpraHn3auust onTOBOM
TOProBNU NEKapCTBEHHbIMW MpenapaTtamu OOIMKHbI yoeauTbcs B NPaBOCMOCOOHOCTU UCNOMNHUTENS (B TOM 4ucre B
HanuMuMM y Hero HeobGXOAMMOW B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuiickon Pepepauumn nuueHsnm) u
BO3MOXHOCTW BbINOMHUTL 00si3aTeNbCTBa MO [AOrOBOPY ayTCOPCMHra B COOTBETCTBMM C TPeOOBaHUAMU HACTOSILLUX
MpaBun (B TOM YnCrie B HANNYUM ONbITHOTO M KOMMNETEHTHOro nepcoHana, nomeLLeHnn, obopyaoBaHns).

MpousBoauTenb NeKapCTBEHHbIX MNpenapaToB WM  OpraHM3auMsi ONTOBOW TOProBMM  NIEKAPCTBEHHbLIMM
npenapatamv AOMKHbl rapaHTMPOBAaTb, YTO UCMOMHUTENb MO JOrOBOPY ayTCOPCUHIa NOMHOCTLIO OCBEeAOMIIEH 060 Bcex
dakTopax, CBA3aHHbIX C NleKapCTBEHHbIMY NpenapaTtamu Unu OesTenbHOCTbI0, NepegaBaeMoit Ha ayTCOPCUHT, KOTopble
MOryT NpeacTaBnsTb ONACHOCTb AN ero NoMelLeHniA, obopyaoBaHus, nepcoHana.
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lll. MepcoHan

7. Onga cobnogeHns yctaHoBMeHHbIX HacToswmmn Npasunammu TpeboBaHnii CybbekT obpalleHnst ekapcTBEHHbIX
npenapaToB C y4eToM O0Bbema OCyLLeCTBNSEMON UM AeATENbHOCTU Mo XpPaHeHUo 1 (Mnn) NepeBo3Ke NeKapCTBEHHbIX
npenapaTtoB JOMKeH MMeTb He0OXOAMMbIN NepcoHan.

8. TpeboBaHus K kBanudmkaumMm n ctaxy paboTbl MepcoHarna yCTaHOBIEHbl [lonoxeHneM O NUMUEH3NPOBAHUN
hapmaLeBTMYeCKon aesTensHoCcTn <1>.

<1> [octaHoenenve [lpaButensctBa Poccuickon ®depepaumm ot 22 pgekabpa 2011 r. N 1081 "O
nuueHsnpoBaHun hapmaleBTudeckon geatensHoctn" (CobpaHue 3akoHogaTensctea Poccunckon ®egepaumn, 2012, N
1, c1. 126; 2012, N 37, cT. 5002; 2013, N 16, cT1. 1970).

9. O6GA3aHHOCTN U OTBETCTBEHHOCTb pa6OTHVIKOB cy6be|<Ta 06paLLI,eHVIﬂ JIeKapCTBEHHbIX MpenapaTtoB, B TOM
ymncne oTBeTCTBEHHOIO Nnua, 3akpenmAarTCA B AOIMKHOCTHBIX MHCTPYKUUAX.

10. PykoBoauTenb cyGbekTa obpalleHns nekapcTBEeHHbIX MpenapaTtoB yTBepaaeT nnaH-rpaduk npoBedeHus
NepBUYHOW M MOCNEeAyoWNX NOAroTOBOK (MHCTPYKTaXel) nepcoHana, KOHTPONUpyeT ero MCMoSiHeHWEe U OLeHWBaeT
3O DEKTUBHOCTbL NOATOTOBOK (MHCTPYKTaXa) C Lierblo UX COBEPLLUEHCTBOBAHUS.

I'IepCOHan, paGOTarou.wuZ C NNeKapCTBeHHbIMW npenapaTtamMn, B OTHOLLEHNN KOTOPbIX YCTaHOBJIEHbI cnelunarnbHble
yCnoBua XpaHeHna wu (MJ'lI/I) nepeBoO3Kn, npoxoanT noaroToBKY (I/IHCprKTa)K) B COOTBETCTBUM C 3aHMMaeMOWN
AOJTXHOCTbIO.

[JokyMeHTbl O npoBedeHUM NOArOTOBKM (MHCTPYKTaxa) apXMBMPYKOTCA W XPaHATCA B COOTBETCTBMM C
3akoHogaTenbcTBOM Poccuinckon egepaumm ob apxmeBHOM gere.

IV. MNomeLeHns n obopynoBaHue Ansa XpaHeHus
NeKapCTBEHHbIX NpenapaToB

11. CybbekT obOpalleHnss nekapCTBEHHbIX MpenapaToB ANA OCYLECTBMEHUS OESATEeNbHOCTU MO XpPaHEHWHo
nekapCTBEHHbIX MpenapaToB AOMKEH MMETb HeobxoAumble MOMeLLeHUs U (Unu) 30Hbl, a Takke obopyaoBaHwe Ans
BbIMOSIHEHNS1 Onepauui C JekapCcTBEeHHbIMM npenapatamu, obecneyvBalollMe WX XpaHeHWe B COOTBETCTBUM C
TpeboBaHnAMK HacTosAwwmx MNpaswun.

12. NomelLeHns Ang XxpaHeHUs NnekapcTBEHHbIX NpenapaToB AOMKHbI 0b6nagats BMECTUMOCTLIO 1 obecneynBaTtb
BesonacHoe pasfenbHoe XpaHeHue 1 NepemMelLeHne nekapcTBEHHbIX NpenapaTos.

13. MNnowagb NOMELLEHMI, UCNOMNb3YEMbIX NMPOVU3BOAMTENSAMU NEKAPCTBEHHBIX MpenapaToB M OpraHvM3aunsiMu
ONTOBOV TOPrOBMWM JIEKApPCTBEHHBbIMW NpenapaTtamMu, OOJPKHA COOTBETCTBOBaTb OOBEMY XPaHMMbIX JTEKAapCTBEHHbIX
npenapaToB 1 COCTaBNsATb He MeHee 150 KB. METPOB.

14. Mnowagb NOMELLEHMI, UCMNONb3YyEMbIX NMPOVU3BOAUTENSAMU JIEKAPCTBEHHBLIX MpenapaToB M OpraHvM3aunsiMm
ONTOBOM TOProBfM JEKapCTBEHHbIMW MpenapaTtampn, OoIbkHa ObiTb pasgernieHa Ha 30Hbl, NpegHa3HayYeHHble Ans
BbIMNOMMHEHUA CeayoLWmnX QYHKLUNNA;

a) NPUEMKM NEKapCTBEHHbLIX NPeNapaToB;

6) OCHOBHOIO XpaHEeHNs fIeKapCTBEHHbIX Npenaparos;

B) aKcneavumu;

r) XpaHeHUs1 NeKapCTBEHHbIX NpenapaToB, TPEDbYLWMX creumanbHbIX YCNOBUIA;

[) XpaHeHus BbIABMEHHbIX (anbCUPUUMPOBAHHBLIX, HeO0BGPOKaYEeCTBEHHbIX, KOHTPAMaKTHbIX NeKapCTBEHHbIX
npenaparos;
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€) KapaHTUHHOIO XpaHEeHUs! NieKapCTBEHHbIX NMpenapaTos.

15. Mnowaab NOMeELLEHUA, UCMoNb3yeMblX APYrMMU cyGbekTamn obpalleHnst rekapCTBEHHbIX MNpenapaTtos,
JormkHa BbiTb pa3feneHa Ha 30Hbl, NpeAHa3HaYeHHble NS BbINOMHEHNS creayloLmX yHKLWA:

a) NPMEeMKM NeKkapCTBEHHbIX NpPenapaTos;
6) XpaHeHWsa NekapCTBEHHbLIX NPenapaToB, TPebyLLMX cneumarnbHbIX YCIOBUIA;

B) XpaHEHMs1 BbISIBNEHHbIX hanbcuuLmMpoBaHHbIX, HegobpoKavyeCTBEHHbIX, KOHTpadaKTHbIX NeKapCTBEHHbIX
npenaparoB, a Takke NekapCTBEHHbIX NPenapaToB C UCTEKLUNUM CPOKOM FOHOCTMY;

F) KapaHTUHHOIo XpaHeHnd NnNekapCTBEeHHbIX npenaparTtos.

16. ®yHKUMKM, NpeayCcMOTpeHHble nyHkTamun 14 n 15 HacTosawmx MpaBun, MOryT BbINOMHATLCA B OTAENbHbIX
NOMeLLEHUSIX.

17. ToMeLLEeHNS 1 30HbI, UCMOSb3yeMble A1 XpaHEHUS NIeKapCTBEHHbIX NMpenapaToB, A0MKHbI OblTb OCBELLEHbI.

18. Cuctema, 3ameHsiloWan pasfeneHne 30H XpaHeHusl, B TOM 4YuCile MOCPeacTBOM 3MEKTPOHHON 06paboTkm
OaHHbIX, AoMmkHa obecneynBaTb TpebyeMblli ypoBeHb Ge3onacHoOCTU U BbITb BanuaMpoBaHa.

19. AIMVUHNCTPATUBHO-ObITOBBIE MOMELLEHMS OTAENAOTCA OT 30H XPaHEHUsI NEKAPCTBEHHbIX NpenapaTos.

20. B nomeLlLeHUsIX ONA XpaHEeHWs1 NeKapCTBEHHbIX MpenapaToB 3anpellaeTcs XpaHeHue MULLEBLIX NPOOYKTOB,
TabayHbIX W3OEnWiA, HanWTKOB, 3a WCKIOYEHWEM TMUTLEBOW BOAbl, a TakKe JeKapCTBEHHbIX MpenapaTtos,
npeAHasHavYeHHbIX A5 FIMYHOro UCMOoSb30BaHMs paboTHUKaMK cyGbekTa obpalleHns nekapCTBEHHbIX MpenapaTos.

21. B nomeLleHnax 1 (Unun) 30Hax OOIKHbI NOAOEePKMBATLCA TeMNepaTypHbIe PEXUMbI XPaHEHUS U BMaXKHOCTb,
COOTBETCTBYIOLLME YCMOBUAM XPaHEHUS!, YKasdaHHbIM B HOPMaTUBHOW [OKyMEHTaLIMM, COCTaBMSIOLLEN PErMcTpaLoHHOe
[lI0Cbe NeKapCTBEHHOro mpenapara, UHCTPYKUMUM MO MEAMLMHCKOMY MPUMEHEHMIO NEeKapCTBEHHOro npenaparos U Ha
yrnakoBKe NeKapCTBEHHOro npenapara.

22. na obecneyeHns TpebyeMbiX YCMOBWUIA XPaHEHMST NEKAPCTBEHHLIX MpenapaToB B MOMELLEHUsX (30Hax),
NCMNOMb3yeMbIX AN XpaHEHUS! JEeKapCTBEHHbIX MpenapaToB, MPOU3BOAUTENSAMWU JEKAapCTBEHHbIX MpenapaToB W
opraHu3auMsmMu OMTOBOW TOProBfM JIEKAPCTBEHHBIMW MpenapaTtamMu OCYLLECTBNSAETCA W3ydYeHue pacnpeneneHus
TeMnepaTypbl (aanee - TemnepaTtypHoe kapTUpoBaHue).

O60pyAOBaHMe ana  KOHTponA TemnepaTtypbl pasMellaeTcd B NOMeELleHUA (3OHaX) B COOTBETCTBMN C
pes3ynbTatamMn TemnepaTtypHoro KaptTmpoBaHuA, Ha OCHOBaHMUKX NpoBeAEeHHOro aHannaa n OUueHKN PpUCKOB.

TemnepaTypHoe kapTUpoBaHWe Heo6XxoAMMO MOBTOPSiTb B COOTBETCTBUM C pesynbTaTaMu aHanu3a puUCKOoB, a
TaKkKe Npu U3MEHEHMsIX B KOHCTPYKLUM NOMELLEHUs (30H) unmn 060pyaoBaHus ANs KOHTPOMsS TeMrnepaTypbl.

23. PesynbTaTbl TeMnepaTypHOro KapTMpOBaHWS PEFMCTPUPYIOTCS B crielmarnbHOM XypHane (kapTe) peructpaumm
Ha GymakHoM HocuTene u (Mnu) B SNEKTPOHHOM BUAE €XeOHEBHO, B TOM YWCMe B BbIXOAHbIE M MpPa3dHUYHbIe OHW.
XypHan (kapTa) peructpauum XpaHuTcs B TeYeHe ABYX NeT.

24, CybObekt obpalleHusi neKkapCTBEHHbIX MpenapaToB paspabaTtbiBaeT W yTBEpXOaeT KOMMIEKC Mep,
HanpaBfeHHbIX Ha MMHMMMW3ALMIO pUCKa KOHTaMUHaLMU MaTepuarnoB UMM NEeKapCTBEHHbIX NMpenapaToB, NpW yCroBun
cobntogenns 3aWwunTbl OT BO3AENCTBUSI DaKTOPOB BHELLHEN cpeabl.

25. Mpoueaypbl No ybopke NOMELLEHU A (30H) AN XpaHEeHWs eKapCTBEHHbIX MpenapaTtoB MPOBOAATCA B
COOTBETCTBUW CO CTaHAAPTHLIMU OMepaLnoHHBIMU NpoLeaypamMu.

OTpenka nomMelleHnid (BHYTPEHHWE MOBEPXHOCTU CTEH, MOTOMKOB) AN XPaHEHWs! NIeKapCTBEHHbIX NpenapaToB
OOIMKHa AoNyCcKaTb BO3MOXHOCTb NPOBEAEHNS BNIAXHOW YOOPKM M UCKINOYaTb HAaKOMMEHNE Mbifu.

O6opynoBaHve, VMHBEHTapb U MaTepuanbl Ofs YOOpKM (OYMCTKM), a Takke Mowwwue U ae3vHduumpylowme
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CPeACTBa AOIMKHbI XPaHUTLCS B OTAENbHbIX 30HaX (LKkadax).

26. NomeweHnsa ans XpaHeHnA nekapCcTBeHHbIX npenapatoB OAOJTKHbI ObITb CMNpPOEKTNPOBaHbl N OCHaLLEeHbl TaKUM
06pa30M, 4yTObObI 06ECnEeYnTb 3aWmnTy OT MNPOHNKHOBEHUA HACEKOMDbIX, NpbIBYHOB UIMN OPYITNX XUBOTHbIX.

27. B nomeLleHmns (30HbI) ANs XpaHeHUs nekapCcTBEHHbIX NpenapaToB He JoMyCcKaloTcs nuua, He nMeloLme npasa
AocTtyna, onpegeneHHoro ctaHgapTHbIMK OonepaLMoHHbIMKU Npoueaypamu.

28. TMpousBoanuTeENAM JEKapCTBEHHbIX MNpenapaTtoB W OpraHM3auusiM ONTOBOW TOProBNM eKapCTBEHHbIMU
npenapatamv HeobXxoauMo NpedycMoTpeTb pasfesieHne NMOTOKOB NMepeMelLeHusl TeKapCTBEHHbIX NMpenapaToB Mexay
noMeLLeHUsIMK 1 (MNK) 30HaMK NSt XpaHEeHUs! NeKapCTBEHHbIX NpenapaTos.

29. Crennaxu (wkadbl) ONA XpaHEHUS NEKAPCTBEHHbIX MpenapaToB OOJKHbI ObiTb MapKUMpOBaHbI, UMETb
CTEnnaXxHble KapTbl, Haxo4dWMecs B BUAMMON 30He, obecnednBaTb MAEHTUUKALMIO NTEKAPCTBEHHbIX NpenapaToB B
COOTBETCTBMM C MPUMEHSIEMON CyObEKTOM 0bOpalleHus NeKapCTBEHHbIX MpenapaToB cucTeMon y4yeTa. [onyckaetcs
NPUMEHEHNE SMNEKTPOHHOW CUCTEMbI 06PabOTKM JaHHBbIX BMECTO CTENMaxHbiX KapT. [pyn MCnonb30BaHUN 3rEKTPOHHOM
cucTeMbl 06paboTKM AaHHbBIX AONYCKAeTCA MAEHTMdUKaLMS NPY MOMOLLIM KOOOB.

30. JlekapcTBeHHble NpenapaThbl, B OTHOLLIEHWN KOTOPbIX CYyObEKTOM obpalleHusl NEKapCTBEHHLIX NpenapaToB He
MPUHATO pelleHMe O pJanbHeilwem obpalleHun, WnM  NekapcTBeHHble npenapaTtbl, oOpalleHne KOoTopbIX
MPUOCTaHOBMNEHO, a Takke BO3BpalleHHble CyObekTy oOpalleHusi feKkapCTBeHHbIX MpenapaToB eKkapCTBEHHbIe
npenapatbl 4OJKHbI ObITb nomMeLlleHbl B oTAaernbHOE nomMelwieHune (30Hy) nnn mn3onuposaHbl C NPpUMEeHeHnemM CUCTeMbl
3NEeKTPOHHOW 06paboTkM AaHHbIX, obecneyvmBaloLLEen pasgeneHme.

JlekapcTBeHHblE MpenapaTtbl, B OTHOLUEHWM KOTOPbIX CYGBLEeKTOM OOpalleHVsl JIeKapCTBEHHbIX MpenapaToB
MPUHATO peLleHne O NPUOCTAHOBMEHUN NPUMEHEHUA UK 06 M3bATUM U3 obpalleHns, a Takke danbcuPULMPoBaHHbIE,
HeOqoGpoKayYeCcTBEHHbIE U KOHTpadaKTHble MNeKkapCcTBEeHHbIe npenapartbl A0MKHbI GbiTb M30NUPOBaHbI U pPa3melleHbl B
cneumanbHO BblAeNeHHOM NoMeLLeHUn (30He).

MpeanpuHATbIE Mepbl U3ONSALUUN YKa3aHHbIX FIEKApPCTBEHHLIX MpenapaToB AOMKHbI rapaHTUPOBaTb MCKITOUEHNe
ux nonagaHusi B obpaiieHue.

31. ﬂeKapCTBeHHble npenapartbl, nognexauue npeamMeTHO-KONMMYeCTBEHHOMY Y4eTy <1>, 3a WCKIOYEHNEM
HapKOTUYECKUX, TCUXOTPOINHbIX, CI/IJ'IbHOﬂGI?ICTByI-OLLI,VIX N  4A00BUTbIX JIEKApPCTBEHHbIX CpPeacTB, XpPaHATCA B
MeTanm4yeckmnx nnn aepeBaHHbIX LIJKaq:)aX, onevyaTtbiBaeMbIX U I'IJ'IOM6VIpy€MbIX B KOHLIE p860‘-IeFO OHA.

<1> [pukas MwunsgpaBa Poccum ot 22 anpens 2014 r. N 183H "OG6 yTBepXAeHMM MepedHsi NeKapCTBEHHbIX
CPEeACTB ANs MEOUUUHCKOrO MNPUMEHEHWs, MOANeXawmx npeaMeTHO-KONIMYECTBEHHOMY Yy4yeTy" (3apermctpupoBaH
MuHncTtepcteom toctuuum Poccuiickon ®epepauun 22 nonga 2014 r., pernctpaumoHHsin N 33210) ¢ nsmeHeHuamum,
BHECEHHbIMK npukasom MunsgpaBa Poccum ot 10 ceHTabps 2015 r. N 634H "O BHECEHUM U3MEHEHUN B HEKOTOpPbIE
npukasbl MuHUCTEpCTBa 34paBOOXpaHeHWst U couunansHoro pas3suTus Poccuiickon ®epepauum n MuHucTepcTBa
3gpaBooxpaHeHus Poccunckon ®egepauun” (3apermctpupoaH MunmuctepcteoM toctuumm Poccunckon ®egepauun 30
ceHTa6psa 2015 r., peructpaumoHHbin N 39063).

32. INekapcTBeHHble MpenapaThbl, cogepXaline HapkoTUYeckue cpeacTBa M NCUXOTPONHbIE BELLeCTBa, AOMMKHbI
XpaHUTbCA B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccuiickon ®Pegepaumm O HAPKOTUYECKMX CPEACTBaxX M
MCUXOTPOMHbIX BELLECTBAX.

33. XpaHeHue nekapCTBEHHbIX MpenapaToB, coAepXKallnx CUIbHOAENCTBYOLWME WM SO0BUTblIE BelwlecTBa <1>,
HaxoOsLMXCA Mo KOHTPONeM B COOTBETCTBMM MeEXOYHapOOHbIMM MPaBOBbIMW HOPMaMW, OCYLLECTBRSeTCs B
noMeLleHnsx, OOOpPYyOOBaHHLIX  WHXEHEPHbIMW U TEXHWYECKMMM  CPEACTBAMW  OXpPaHbl,  aHanorM4HbIMU
npeaycMOTPEHHbIM A5 XpaHEHWUs] HAPKOTUYECKUX U NMCUXOTPONMHBIX NIEKaPCTBEHHbIX CPEeACTB.

<1> [ocTtaHoBnenwe lNpaButenbctBa Poccuickon ®enepauun ot 29 gekabpsi 2007 r. N 964 "O6 yTBepxaeHUn
CMUCKOB CUIMbHOOENCTBYIOWNX U SO0BUTLIX BeLecTB AN uenen crateu 234 M Apyrnx ctaten YronoBHOro Kogekca
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Poccuiickon ®epepauumn, a Takke KpYynHOro pasMepa CWUIbHOLEWCTBYHOLMX BELECTB And uenen cratbum 234
YronoBHoro kogekca Poccuinckon ®epepaummn” (CobpaHne 3akoHogaTtenbctea Poccuinckon ®epepauuu, 2008, N 2, cT.
89; 2010, N 28, ct. 3703; 2012, N 10, c1. 1232; 2012, N 41, cT. 5625; 2013, N 6, cT. 558; N 9, cT. 953; N 45, cT. 5831).

34. [onyckaeTcs XpaHeHMe B OOHOM TEXHWUYECKM YKpenrieHHOM MOMeLLeHNM NeKapCTBEHHbIX MpenapaTos,
npegycMOTPEHHbIX  MyHKTOM 32  HacTtoswmx [lpaBun, M fekapCTBEHHbIX MpenapaToB,  coAepXalinx
CMNbHOOENCTBYIOLWLME MUNN S00BUTblIE BewlecTBa. [pn 3TOM XpaHeHMe TakuMxX fNeKapCTBEHHbIX MpenapaToB AOMKHO
ocyLecTBnATbCA (B 3aBUCUMMOCTM OT obbema 3anacoB) Ha pasHbIX Mornkax cendpa (metannuyeckoro wkada) unm B
pasHbIx cendrax (MeTannuyeckunx wkadax), onevarbiBaeMbIX UNn NIIOMOBUPyeMbIX B KOHLE paboyero aHs.

35. CybGbekTy obpalleHns neKkapCTBEHHbIX MpenapaToB Heobxooumo obecneynTb OXpaHHYl CUcTeMmy,
MO3BONSOLWYO MNpeaoTBpaliaTe HENPaBOMEPHOE MNPOHWKHOBEHME B MoOble MOMELLEHMS (30Hbl) ANs XPaHEHUs
nekapCTBeHHbIX NpenapaTos.

36. Ob6opynoBaHue, okasblBalOLEe BrMSIHAE Ha XpaHEHMEe U (MnK) NepeBO3Ky NEKAPCTBEHHLIX MpenapaTos,
OOMKHO MPOEKTMPOBATLCS, pasMellaTbCs U OBCNYyXMBATbCA COrMMAacHO AOKYMEHTauuM MO €ero  MCronb30BaHMIo
(akcnnyatauunm).

37. K 060pyD,OBaHI/II'O, ncnonb3yeMmomy B npouecce XpaHeHua un (I/IJ'IM) nepeBO3KN NMEKAPCTBEHHbLIX MNnpenapaTos,
OTHOCATCA B TOM 4ncne:

a) cMCTEMbl KOHONLMOHNPOBAHWS;

6) xonoaunbHble Kamepbl U (UNN) XONOUITBHUKY;
B) OXpaHHas 1 noxxapHasa CUrHanmnsaums;

r) cMCTeMbI KOHTPOSA AOCTYNa;

[) BEHTUNALNOHHAs CUCTEMA;

€) TepMorurpoMeTpbl (MCUXPOMETPbI) UK MHOe 0GopyaoBaHUe, UCNONb3yeMOoe AN perucTpaummn TemMneparypbl 1
BIa)KHOCTW.

38. O6opynoBaHMe, OTHOCSALLLEECH K CPeACTBaM M3MEPEHMIA, 40 BBOAA B AKCNyaTaLlmio, a Takke nocrne pemMoHTa
NOANEXWT NEPBUYHON MOBEpPKe U (MnK) KanMbpoBKe, a B Mpouecce 3KcniyaTaumm - NepMoguydeckor noBepke n (Mnm)
KanMbpoBKke B COOTBETCTBMM C TpeboBaHWsIMM 3akoHopaTenscTBa Poccuickon ®egepauum o6 obecneveHnm egnHcTBa
N3MepeHnin <1>.

<1> Cratbm 13 n 18 PepepanbHoro 3akoHa oT 26 utoHa 2008 r. N 102-d3 "O6 obecneyeHun eguHcTBa
namepennn" (CobpaHue 3akoHogartenbcTBa Poccuiickon ®egepaunm, 2008, N 26, ct. 3021; 2014, N 26, c1. 3366; N 30,

cT. 4255).

39. PeMOHT, TexHn4yeckoe o6cny>|<|/|BaHme, noBepka n (MJ'II/I) Kanm6posl<a OGOpy,EI,OBaHMﬂ OOJDKHbI OCYLLECTBIATLCA
B COOTBETCTBUU C yTBEpPXOAAEMbIM FIJ'IaHOM-FpaCbVIKOM, TaknmMm o6pa30M, 4YTOObI Ka4ecTBO JIeKapCTBEHHbIX MNMpenapaTtoB
He noasepranocb HeratTuBHOMY BO34ENCTBUIO.

40. Ha Bpems peMoHTa, TEXHUYECKOro obCcnyxuBaHus, NoBepku 1 (unu) kannbposku 0BopyaoBaHUS U CPEacTB
N3MepeHust LOSKHbl ObiTb MPUHATBI Mepbl, obecneunBatowme Tpebyemble YCrOBUS XpPaHEHWs! NEeKapCTBEHHbIX
npenaparos.

PemoHT, TexHuuyeckoe obcnyxuBaHuwe, nosepka u (Mnv) kannbpoBka 0OOPyOooOBaHUS W CpPeacTB M3MepeHus
OOMKHblI BbITb COOTBETCTBYIOLLMM 0BpasoM OTpaxeHbl B [OKYMEHTax, KOTOpble apXMBUPYKOTCA W XpaHAaTcA B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®eaepaunm 06 apxmBHOM Jerne.

V. [loKyMeHTbI MO XpaHeHWIo U NepeBo3ke
rieKapCTBEHHbIX MpenapaToB
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41. [JoKyMeHTbl MO XpaHEHUO U (MNK) NepeBO3Ke NEeKapCTBEHHbIX MpenapaToB, ONUCLIBAKOWMM OENCTBUS,
BbIMOSTHSIEMble CyOBEKTOM 0OpalleHnsi NeKapCTBEHHbIX MpenapaToB, HanpaBfieHHble Ha cobnwgeHne TpeboBaHWN,
YCTaHOBJ1€HHbIX HaCTOALLNMU I'IpanmaMM, BKINOYAaKT B TOM 4ucne cCtaHAdapTHble onepaunoHHble npoueaypsbl,
WMHCTPYKLUWU, AOrOBOPLI, OTYETHI.

CopepxaHne [OOKYMEHTOB [OMMKHO ObiTb MOHATHbIM, OAHO3HAYHbIM, HE [OMYCKalWMM OBYCMbICIIEHHbIX
TONKOBaHWUMN.

42. Cpok xpaHeHVs1 JOKYMEHTOB onpeaenseTca B COOTBETCTBMM C TpeboBaHnAMM 3akoHoaaTenbcTea Poccuiickoit
denepaumm o6 apxmeHoMm aene.

43. MNepcoHan [omkeH OblTb O3HAKOMIIEH W UMETb AOCTYN K OOKyMEeHTam, HeobxoouMMbiM Ans UCMOSHEHUS
OOMKHOCTHbIX 06a3aHHOCTEN.

VI. OencTtBus cybbekTa 06palleHnsi TeKapCTBEHHbIX NpenapaToB
MO XpPaHEHMIO N NEPEBO3KE

44. Bce pewnctBusa cybbekta obpalleHus fekapCTBEHHbIX NpenapaTtoB MO XpaHeHu u (Mnn) nepeBo3ke
nekapCTBEHHbIX NpenapaToB OCYLLEeCTBASIOTCA TakuM 06pa3oMm, 4Tobbl NAEHTUHHOCTb U KaYECTBEHHbIE XapaKTepPUCTUKM
neKkapCTBEHHbIX NpenapaToB He Obinn yTpayeHbl U cobnoganucb YCroBUs X XpaHeHWs!, ykazaHHbIE B UHCTPYKLMU MO
MeONLMHCKOMY MPUMEHEHUIO U Ha YNaKkoBKe NekapCTBEHHOro npenapara.

45. CybbekToM OOpalleHNss neKapCTBEHHbIX MpenapaToB MPUMHUMAKTCS Mepbl AAs MUHUMW3aLUK  puycka
NMPOHUKHOBEHUS PanbCUULMPOBaHHbIX, KOHTpadaKkTHbIX, He4oBpOKavyeCTBEHHbIX MEeKapCTBEHHbLIX MpenapaToB B
obGpalleHue.

46. B npouecce NpUeMKU JieKapCTBEHHbIX MpenapaTtoB paboTHMKamy cyObekTa obpalleHusi NeKapCTBEHHbIX
npenapaTtoB  OCYLIECTBMSIeTCA  MpoBepka  COOTBETCTBUS  MPUHMMAaEMbIX  MeKapCTBEHHbIX  npenapaTos
TOBapPOCOMNPOBOAMTENBHON AOKYMEHTALMU MO aCCOPTUMEHTY, KONMUYECTBY W KadecTBy, COGMIOAEHUIO creumanbHbIX
YCNOBUiA XpaHeHus (MpU HanMuMmn Takoro TpeboBaHNa B HOPMATUBHOMN OOKYMEHTaLWUW Ha NekapCTBEHHbIN npenapar), a
TaKkKe HanMuuio NoBpexaeHnin TpaHCNopPTHOW Tapsbl.

47. JlekapcTBeHHble npenapaTbl HEOOXOAMMO XpaHWTb C y4yeToM TpeboBaHWA, HOPMATMBHOW AOKYMEHTauuu,
COCTaBnsOLWEN perncTpaumoHHoe A0Cbe Ha NEKapPCTBEHHBIN npenapat, MHCTPYKLMM N0 MEAULMHCKOMY NMPUMEHEHNIO,
WHpopmaLmm, cogepxallencs Ha NepBnuYHOn 1 (MnuM) BTOPUYHON YNakoBKE NeKapCTBEHHOro npenapaTta, TPaHCNopTHOM
Tape, a Takke B COOTBETCTBMM C TPeOOBaHMSAMMN, YCTAHOBMNEHHBIMU HAcToAWMMHY [paBunamm.

48. INekapcTBeHHble MpenapaTtbl OOMKHbI pasMellatbCs Ha cTennaxax (B wkadpax) unM Ha NoAToBapHMKax
(nogpoHax). He ponyckaetcs pasmelleHWe NeKapCTBEHHbIX MpenapaTtoB Ha nony 6e3 nognoHa. MoadoHsl MoryT
pacrnonaratbCsl Ha Nomny B OAMH PAf UMK Ha CTennaxax B HECKONbKO SIPYCOB B 3aBUCUMOCTM OT BbICOTbI cTennaxa. He
JornyckaeTcsi pasMellleHMe MNOAAOHOB C JeKapCTBEHHLIMM MpenapatamMv B HECKOMbKO psSiAOB MO BbiCOTe 6e3
MCMOMb30BaHUs CTENNAXEN.

49. JlekapcTBeHHble npenapaTtbl pasMellalnT B MOMELEeHUAX U (Mnu) 30Hax Ons XpPaHeHUs nekapCTBEHHbIX
npenapaToB B COOTBETCTBMU C TPeOOBaHWAMW HOPMATUBHOW AOKyMeHTauun u (Mnu) TpeboBaHWAMM, yKa3aHHbIMU Ha
ynakoBKe fieKapCTBEHHOro npenaparta, C y4eToM:

a) PU3NKO-XMMUYECKNX CBOWCTB NeKapCTBEHHbIX NpenapaTos;

6) dhapmakonornyecKkmx rpynm;

B) cnocoba BBEAEHMS NEKAPCTBEHHbIX NpenapaTos.

|_|pl/l pa3MeLlleHnn NeKapCTBEHHbIX NnpenapaTtoB B MOMELLUEHUAX U (I/U'IVI) 30HaX AnA XpaHEeHUA JNeKapCTBEHHbIX
npenaparoB 0MyCKaeTCA UCMNOoJ1Ib30BaHNE KOMIMNbHTEPHbIX TEXHOMOornm (I'IO a.l'l(*)aBI/ITHOMy npuHUuuny, no KO/J,aM).

50. B cnyyae oTcyTCTBMS BO3MOXHOCTU COBMIOAEHUSA YCIOBUI XpaHEHUs B MpoLecce NpUeMK/n nekapCTBeHHble
npenapartbl, TpebyoLme cneumnanbHbIX YCMOBUI XpaHeHns U mep 6e3onacHOCTU, Nocne BbIMOSIHEHWUS HEOOXOOANMbIX
NPOBEPOYHbLIX MEPOMPUATUIA MepeMeLLalTcs B COOTBETCTBYIOLLEEe MOMELLeHWe WM 30HY XpaHeHuUs C y4yeToM
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TpeboBaHWM CTaHAAPTHOM ONepauMoHHON NpoLeaypbl.

51. XpaHeHme OrHeonacHblX U B3pbIBOOMNACHbLIX NEKapCTBEHHbIX NMpenapaTtoB OCyLeCTBNAeTCA BAarnn OT OrHA U
OTONUTENbHbIX I'IpM60pOB. HeobxoaumMo MCKNioYMTbL MexaHM4Yeckoe BO3OENCTBME Ha OrHeonacHble u B3pbIBOOMNAaCHbIE
JleKapCTBEHHbIE NpenapaTthbl, B TOM 4uUcrie BO3gencTeme NPAMbIX COJTHEYHbIX nyqeﬁ nyaapbl.

52. JlekapcTBeHHble NpenapaTkl, TpedyoLmne 3alnTbl OT BO3AENCTBUSI CBETA, AOMMKHbI XPaHUTLCS B MOMELLIEHUSX
unu cneumanbHo obopydoBaHHbLIX 30HaAX, obecrneymBalroLMX 3aWUTy OT MOMafaHUs Ha yKasaHHble feKkapCTBEHHble
npenapatbl NPSIMbIX CONTHEYHbIX Fy4e.

53. Onepauun c nekapCTBEHHbIMWU MpenapaTamu, OCYLLECTBIISIEMble B CKMaACKMX MOMELLEHUsIX, U nepeBoska
nekapCTBEHHbIX NpenapaToB BbINOMHATCA ¢ cobnogeHnem TpeboBaHMI, yCTaHOBIEHHbLIX HacToswmmMn Mpasunamu, a
Takke mep 6esonacHocTu.

54. OTrpy3ka nekapCTBEHHbIX NpenapaToB MPOW3BOAUTENISIMUA JIEKAapCTBEHHbIX MpernapaToB U OpraHuM3auusiMmm
OMTOBOW TOProBMY NEKAapCTBEHHLIMM Npenapatamy opraHu3yeTcsl TakuMm obpasom, YTobbl NekapcTBeHHbIe npenaparbl C
MEHbLLM CPOKOM FOAHOCTY OTMNYCKanuch B NepByto ovepeb.

55. JlekapCTBeHHble MpenapaThbl, NpeAHasHayYeHHble AN YHUYTOXEHWS, B COOTBETCTBMM CO CTaHAapTHbIMU
onepauVoHHbIMK  MpoLedypamMyi OOKHbI OblTb MapKMpOBaHbl M M30NMPOBaHbl OT JIEKApCTBEHHbIX MpernapaTos,
JOMYLIEHHbIX K 0BpaLleHuto.

VII. NMepeBo3ka NekapCTBEHHbIX NpenapaTos

56. CyGbekT obpallieHnst nekapCcTBEeHHbIX NpenapaToB Npu NMoaroTOBKe K NepeBO3Ke JieKapCTBEHHbIX NpenapaTos
obecrieumBaeT cornacoBaHuMe C ronyvyaTesieM JIeKapCTBEHHbIX MNpenapaToB OCTaTOYHbIX CPOKOB TOAHOCTU
NOCTaBMAEMbIX NEKAPCTBEHHbIX NpenapaTos.

57. MNepeBo3Kka neKapCTBEHHbIX NPeNapaToB COMPOBOXAAETCS AOKYMEHTaMU B COOTBETCTBUM C TpeboBaHUAMU
3akoHogaTtenbcTBa Poccuinckon denepaumm.

58. MHdopmauusa o nepeBo3ke NekapCTBEHHbIX NMpenapaToB AorkHa (OUKCMPOBaTbCS CyObekToM obpalleHus
neKkapCTBEHHbIX NpenapaToB Takum o6pa3om, 4ToObl 06ecneunTb KOHTPOSb UX NEePEMELLEHNS.

59. B mpouecce nepeBo3Ky NeKapCTBEHHbIX MpernapaTtoB He3aBMCMMO OT ee criocoba CcybGbekTom obpalleHus
J1IeKapCTBEHHbIX npenapaTtoB AOJIKHa obecneymBaTbC BO3MOXKHOCTb noaTBepXxgeHna KadecrtBa, NOAJIMHHOCTUN U
LeNT0OCTHOCTU NNeKapCTBEHHbIX NnpenapaTtos.

60. nJ'IaHVIpOBaHI/Ie nepeBO3KN JIEKapCTBEHHbIX MpenapaTtoB AOJT)KHO OCYLLEeCTBIIAETCA Cy6'beKTOM 06pa|.|.l,eHVIFI
J1eKapCTBEHHbIX npenapaTtoB Ha OCHOBAaHMK NpoBeeHHOro aHanmsa n oLueHKM BO3MOXHbIX PUCKOB.

61. NHdopmauma o BbIIBNEHHbIX CyGBHEeKTOM oGpallleHns NeKapCTBEHHbLIX MpenapartoB B Npolecce nepeBo3Ku
NeKkapcTBEHHOro npenaparta criydasix HapylleHUsi TeMNepaTypHOro pexuma XpaHeHusl U (M) NoBpeXaeHUs YNakoBKu
JoBoanTcs cybbekToMm obpalleHns NeKapCTBEHHbIX NMpenapaToB A0 OTNpaBuTens 1 (Mnu) nonyyatens nekapcTBEeHHbIX
npenaparos.

Mo 3anpocy nony4yartens nNeKapCTBEHHbIX NpenapaToB CyObekToM o6palleHus NekapCTBEHHbIX MNpenapartos
JOIMKHbI OblTb MPeAoCTaBMeHbl CBeAEHNA O CObMoAeHUM TeMnepaTypHOro pexuMa Mpu NnepeBo3Ke NeKapCTBEHHbIX
npenaparos.

62. [Ina nepeBO3KM neKapCTBEHHbIX MpenapaTtoB MCMOMb3yKTCA TPaHCMNOPTHbIE cpeactsa U 0bopyaoBaHue,
obecneunBatoLme cobnogeHme nx kadectsa, 3peEKTUBHOCTN U GE30NACHOCTMW.

Mpv nepeBo3ke TepMONaAOWIbHBIX JEKAPCTBEHHBLIX TMpenapaTtoB  WCMONb3yeTcs  creuvanvavpoBaHHOe
obopynoBaHue, obecneunBaiollee noadepkaHve TpebyeMblx TemnepaTypHbIX PEXMMOB XpaHeHUs! NeKapCTBEHHbIX
npenapaTtos.

63. XnagoanemeHTbl B U30TEPMUYECKMX KOHTEMHepax pasMellaloTcs TakuM obpasom, YTobbl OTcyTCTBOBAr
MPSIMOWA KOHTAKT C NEKapCTBEHHbIMW NpenapaTamu.
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Mpuka3 MuH3gpasa Poccum o1 31.08.2016 N 646H
"O6 yTBepxaeHUM MpaBun Haanexallueln NPaKTUKN XpaHeHns u
NepeBO3KN NIEKAPCTBEHH. ..

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.05.2020

MoBTOPHOE MCMOMb30BaHUA HEOOCTAaTOMHO OXMaXAEHHbIX W (UNKU) NOBPEXOEHHbIX XIado3/1eMEHTOB He
JonyckaeTcs.

PyKOBOD,VITeﬂb Cy6beKTa 06pau.|,eH|/|;| NNEKapCTBEHHbIX NMpenapaTtoB obecneunBaet npoBegeHne MHCTPyKTaxa o
nopAagke noarotToBkM M30TEPMUYECKUX KOHTeVIHepOB K nepeBOo3Ke J1eKapCTBEHHbIX MpenapatoB (C y4€TOM CEe30HHbIX
OCO6eHHOCTel7I), a TakXe 0 BO3SMOXXHOCTU NOBTOPHOIO NCNoJ1b30BaHUA XNaao03J1EMEHTOB.

64. ObopynoBaHune, yCTaHOBIIEHHOE BHYTPW TPaHCMOPTHOrO CPEACTBAa UMW B KOHTEWHepe, MCNonb3yemMoe Ans
KOHTPONS W NoJAepXaHus TemnepaTypHOro pexwuma B Mpouecce MepeBO3kM JieKapCTBEHHbIX Mpenaparos,
OTHOCSLLEeecs B COOTBETCTBUM C TpeboBaHuAMW 3akoHopaTenbcTBa Poccuiickonn ®epepaummn o6 obecneyeHun
eaQMHCTBa U3MEepeHu K CpeAacTBaM WM3MepeHwun, A0 BBOAA B SKCMfyaTauuio, a Takke Mocfie pemMOoHTa NOANeXuT
nepBWYHON noBepke 1 (Mnu) kanmbposke, a B MpoLecce IKCnnyaTaumm - nepnoamnyeckon nosepke n (Unu) kannbposke B
cooTBeTCTBMM C TpeboBaHMAMN 3akoHoaaTenbcTBa Poccunckon ®egepaummn o6 obecneveHnn egquHCTBa N3MepPeHni.

65. ﬂeKapCTBeHHble npenapartbl OOCTaBIIAKTCA MO agpecy, YKa3aHHOMY B TOBapOCONpPOBOAUTENIbHbIX
OOKyMeHTax.

66. OTBeTCTBEHHOCTb 3a cobniogeHne TpeGoBaHUi HacTosAwwMx [paBun Npu NepeBO3Ke NEeKapCTBEHHbIX
npenapaTtoB Bo3naraeTcsl Ha CyObekT obpalleHNs nekapcTBEeHHbIX NpenapaTtos.

67. B cnydasix, korga nepeBo3kKa COMPOBOXOAETCA onepauvMsMu No pasrpy3ke u obpaTHOW 3arpyske wnm
BKMoYaeT B cebs TpaH3MTHOEe XpaHeHue, cobniogalTcs YCNoBUS XpaHeHWss B MOMeLleHMax u obecnedeHve
©e30nacHOCTN Ha TPaH3UTHbLIX CKNagax, KoTopble onpeAeneHbl JOTOBOPHLIMU OTHOLIEHUSMU MeXAy OThnpaBuUTENEM U
TpaHCNOPTHOW KOMMaHuewn, HacTosawmnmm MNpasmnammn n 3akoHogaTenscTBoM Poccuiickon ®epepaunn.

VIIl. Tapa, ynakoBka 1 MapKnpoBKa nekapCTBEHHbIX NpenapaToB
68. JlekapcTBeHHblEe MpenapaTbl NEPEBO3ATCS B TPAHCMOPTHOW Tape, KOTOpas He OKa3biBaeT OTpuuaTenbHOro
BMNUAHUS Ha MX Ka4yecTBO, 3h(PeKTUBHOCTb M Ge3onacHOCTb M obecneumBaeT HaLEXHyH 3alUUTy OT BO3OENCTBUS

¢aKkTOpOB BHELLHEN Cpeabl.

69. Brbibop cybbekToMm obpalleHus nekapCTBEHHbIX NpenapaTtoB TPaHCMNOPTHOW Tapbl, YNakOBKM OCHOBbIBAETCS
Ha:

a) YCTaHOBJ1€HHbIX TpeGOBaHVIFIX K YCIOBUAM XpaHEHUA N NepeBO3KU J1IeKapCTBEHHbIX NMpenapaTtoB <1>;

<1> MyHkT 18 cTaTtbu 5 PenepansvHoro 3akoHa oT 12 anpens 2010 r. N 61-93 "O6 obpaleHnn nekapcTBEHHbIX
cpeactB" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepauum, 2010, N 16, ct. 1815; 2012, N 26, c1. 3446; 2014, N
52, c1. 7540; 2015, N 29, cT. 4367), noanyHkT 5.2.171 lNMonoxeHnsa o MuHucTepcTBe 3apaBoOXpaHeHus Poccumckom
depnepaumnmn, yreepxaeHHoro nocraHosneHuem lMpasutensctea Poccunckon ®egepauun ot 19 uioHsa 2012 r. N 608
(CobpaHnue 3akoHogaTenbcTBa Poccuickon ®Pepepaummn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cT1. 2477; N
22, c1. 2812; N 45, c1. 5822; 2014, N 12, cT. 1296; N 26, cT. 3577; N 30, cT. 4307; N 37, CcT. 4969; 2015, N 2, cT. 491; N
12, c1. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT. 5255).

6) o6beme, HeOOXOANMOM NSt pa3MeLLEHNS NTEKapCTBEHHbIX NPenapaTos;
B) koneGaHusxX TemnepaTypbl OKpy>KatoLen cpeapl;
F) ONUTENbHOCTU NepeBO3KU, BKIKOYaA BO3MOXHOE NPOMEXYTO4HHOEe XpaHeHMe NeKkapCTBEeHHbIX npenapaTtos.

70. TpaHcnopTHas Tapa C fekapCTBEHHbIMW Mpenapatamy B Mpolecce NpUEMKU fiekapCTBEHHbIX NpenapaToB
nepea nepemMmelleHneM B MOMELLEHUS U (MNN) 30HY XpPaHEHMS OOSMKHA OblTb OYMLLEHA OT BM3yarlbHOrO 3arpsi3HEHUs
(mpn HeobxogMmocTH).

71. Ha TpaHcnopTHylo Tapy, KoTopas He npedHasHayeHa [AOna noTpebutenein U B KOTOPYH MOMELLEHbI
nekapcTBeHHble npenapartbl, 4OoIKHa HAHOCUTBLCA MHbopMaLKMsa O HaMeHOBaHUW, CepuUn NeKapCTBEHHBIX Npenaparos,
JaTe BbiNycka, KONMYECTBE BTOPUYHbLIX (MOTPEBUTENbCKMX) YNAaKOBOK NEKAPCTBEHHBLIX MpenapaTtos, npoussoauTene
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Mpuka3 MuH3gpasa Poccum o1 31.08.2016 N 646H [lokyMeHT npeaocTasnen KocynbTaTilatoc
n ~
06 yTBepxaeHun MpaBun Haanexallen NPaKTUKKU XpaHeHUs U nara C—y—oxpaHeHm: 13.05.2020

NEPEBO3KN NEKAPCTBEHH...

NeKapCTBEHHbIX MpernapaToB C yKasaHWEM HaMMEHOBaHW U MEeCTOHaXOXaeHust (agpec) npousBoauTens
NeKapcTBEHHbIX MpenapartoB, a Takke O CPOKe roAHOCTM NeKapCTBEHHbIX npenapaToB U 06 YyCroBUAX UX XpaHeHUs U
nepeBo3Kn, HeobxoavMble NpeaynpeanTenbHble HAANUCU U MaHUNYNATOPHbIE 3HAKW.
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