[Mpnka3s MuHuctepctBa 3gpaBooxpaHeHus P® ot 31 asrycta 2016 r. N 646H
"O6 yTBEpXaeHun MNpaBun Hagnexawemn NPpakTuKN XpaHeHns u NepeBOo3Kn
nekapcTBEHHbIX NpenapaToB Ana MeAULMHCKOro NpuMmeHeHns"

B cooTtBetctBUM C nyHkTOM 18 ctatem 5 PepepanbHOro 3akoHa ot 12 anpens
2010r. N61-®3 "O6 obpaweHun nekapctBeHHbix  cpeacts"  (CobpaHue
3akoHopaTenbcTBa Poccunckon ®egepaummn, 2010, N 16, c1. 1815; 2012, N 26, cT. 3446;
2013, N 27, cT. 3477; 2014, N 52, cT. 7540; 2015, N 29, cT1. 4367) n nognyHktom 5.2.171
MonoxeHna o  MwuHUCTepcTBEe  34paBOOXpPaHEHMUs Poccunckon  depepaunn,
yTBepXaeHHoro nocrtaHosneHnem lNpaeutenbctBa Poccuickon ®enepaumm ot 19 mtoHA
2012r. N 608 (Cobpanue 3akoHogaTenbcTBa Poccuickon Pepepaumn, 2012, N 26,
cT. 3526; 2013, N 16, cT.1970; N 20, cT1.2477; N 22, cT.2812; N 45, cT1. 5822; 2014,
N 12, cT. 1296; N 26, c1. 3577; N 30, cT1. 4307; N 37, cT.4969; 2015, N 2, c1.491; N 12,
cT. 1763; N 23, c1.3333; 2016, N2, c1.325; N9, c1.1268; N 27 cT1.4497; N 28,
cT. 4741; N 34, cT. 5255), npukasbiBato:

1. YTBepauTb npunaraemble [lpaBuna Hagnexawewn npakTuKkM XpaHeHusa W
nepeBO3KN NIEKapCTBEHHbIX NpenapaToB ANs MeaNUMHCKOro NPUMEHEHUS.

2. Hactoawum npukas Bctynaet B cuny ¢ 1 mapta 2017 roga.

Bpvo MuHuctpa WN.H. KarpamaHsH

3apeructpupoBaHo B MuHiocte P® 9 ansapa 2017 .
PernctpaumoHHbin N 45112

MpaBuna
Hagnexaien NpakTUKN XpaHeHUA U NepeBO3KMU fleKapCTBEHHbIX NpenapaToB Ans
MeAULMHCKOro NnpuMeHeHus
(yTB. npukazom MuHuctepctBa 3apaBooxpaHeHus P® ot 31 aBrycta 2016 r. N 646H)

. O6wme nonoxeHus

1. Hactoawue [paBuna Hagnexaiwen nOpakTUKA XpaHEeHUss U  NepeBO3KU
nekapCTBEHHbIX NpenapaTtoB AN MeULMHCKOrO NpMMeEHeHns (qanee COOTBETCTBEHHO -
[MpaBuna, nekapcTBeHHble npenapaTtbl) YycTaHaBnuBakT TpeboBaHUA K YCNOBUAM
XpaHeHMs1 U NepeBO3KM NEKAaPCTBEHHbIX NpenapaTtoB, HeobxoauMbiM onga obecneyeHns
KayecTBa, 6GesonacHOCTU W 3PPEKTUBHOCTU NEKAPCTBEHHbIX MpenapaTtoB, a Takke
MUHUMU3ALUN pUCKa MPOHUKHOBEHUS hanbCUPUUMPOBAHHLIX, HEJOBPOKAYECTBEHHDIX,
KOHTpadgaKkTHbIX NEKapCTBEHHbIX NpenapaToB B rpaxgaHCKnin obopoT.

2. Hactosiwme lNpaBuna pacnpocTpaHsalTCa Ha Npon3BoauTerNien NieKapCTBEHHbIX
npenapaTtoB, OpraHu3auMm ONTOBOM TOProBNM JieKapCTBEHHbIMM  fpenapaTamMu,
anTeyHble opraHn3aunn, MHAnBUAYyanbHbIX NpeanpuHUMaTenen, UMerLWmMX NMLEH3NI0 Ha
dhapmaLeBTUYECKYD OeATEeNbHOCTb, MeAUUUHCKME opraHmsaumMm n mx obocobneHHble
nogpasgeneHuns (ambynatopumn, enbawepckue n genballepcKko-akyLlepckmue nyHKTbI,
LeHTpbl (oTaeneHunsa) obuwen BpadebHOM (CEMENHOM) MPaKTUKK), PacrofioXXeHHblEe B
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CENbCKMX HaCemneHHbIX NyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHm3aumm (ganee
- cybbekTbl 0bpaLleHnst NekapCTBEHHbIX NpenapaTos).

Il. Cuctema o6ecnevyeHusi KauecTBa XpaHeHNs U NepeBO3KU NeKapCTBEeHHbIX
npenapaToB

3. PykoBogutenb cybbekta obOpalleHuMsi  NeKapCTBEHHbIX  NpenapaTtos
obecneymBaeT peanus3auuvio KOMMNeKca Mep, HanpaslieHHbIX Ha cobrniogeHne ero
paboTHMKamMn HacToswmx [NpaBun nNpu XpaHeHuuM u (MnNn) nNnepeBO3Ke NeKapCTBEHHbIX
npenapaTtoB (ganee - cucteMa KadecTtsa), MOCPEACTBOM YTBEPXOAEHUA LOKYMEHTOB, B
KOTOpPbIX pernaMmeHTUpPYyTCS B TOM YuCrie NOPSAOK CoBepLUeHUst paboTHUKaMn OeNCTBUN
NPpY OCYLLUECTBNEHUN XpaHeHWa wn (MnNu) nepeBO3Ke feKapCTBEHHbIX nNpenapaTos,
NOpsSiAOK OBCnyXMBaHUA U MOBEPKNM W3MEpUTENbHbIX NpubopoB U obopyaoBaHMS,
BeAEHNEe 3anucen, OTYETOB U MX XpaHeHue, MpueM, TPaHCMOPTMPOBKA, pa3MelleHue
nekapCTBEHHbIX MpenapaTtoB (ganee - cTaHAapTHble onepauuoHHble npoueaypbl), U
OpraHu3aLmm KOHTpons 3a cobnogeHnemM CTaHgapTHbIX ONepaLMOHHbIX Npoueayp.

4. Cuctema KavyecTBa AOSKHA rapaHTUpPOBaTh, YTO:

a) nepeMelleHne nekapcTBEHHbIX NpenapaTtoB mexay cybbektramu obpalieHus
neKkapCTBEHHbIX MpenapaTtoB, B TOM 4YuChe BHYTPU KOHKPETHOro cybbekta obpalleHus
nekapCcTBEHHbIX npenapaTtoB, obecneynBaeT XxpaHeHne W (MNK) NEepeBO3Ky C
cobntogeHmem TpeboBaHnin, yCTaHOBMNEHHbIX HacTosw MK Mpasunamu;

6) onpegeneHa  OTBETCTBEHHOCTb  paboTHMKOB  cybbekta  obpalieHus
flekapCTBEHHbIX NpenapaToB 3a HapylweHne TpeboBaHUN, YCTAHOBIIEHHbIX HACTOALLMMM
[MpaBunamu, n ctaHaapTHBIX ONepaunoHHbIX NpoLeayp;

B) JleKapCTBEHHble npenapaTtbl OOCTaBnsAlTCA cybbekTom  obpaweHus
neKkapCTBEHHbIX MpenapaTtoB B COrMacoBaHHbIA C nonyvatenemM JiekapCTBEHHbIX
npenapatoB nepuog BpeMeHu C cobniogeHnem TpeboBaHUA, YCTAHOBIIEHHbLIX
HacToswmmm MNpaBunamu;

r) OOKYMeHTanbHoe odopMneHne OENCTBUM, YKkasaHHbIX B rrnase VI HacToswmx
MpaBun, M [OCTUTHYTBLIX pPe3yNnbTaToB OCYLLECTBNSAETCA B XOAE BbIMNOMHEHUA UMK
HenocpeaCcTBEHHO Nocne 3aBepLUeHnsa COOTBETCTBYHOLLNX AENCTBUN;

[1) B OTHOLUEHUWN KaXKAOro HapyLleHus TpeboBaHUN, YCTaHOBIEHHbIX HACTOALWUMMU
MpaBunamu, cTaHgapTHbIMKM ONEpPaUUOHHbLIMK NpoueaypamMu, NPOBOAUTCA BHYTPEHHSS
npoBepka n paspabaTbiBalOTCA KOppeKkTUpylowmue OEeNCTBUS C Uenblo  YCTpaHeHUs
BbISIBIIEHHbIX HapPYLLUEHWN.

5. PykoBogutenem cybbekta obpalleHns nekapCTBEHHbIX npenapaToB C y4eToMm
TpeboBaHMM TpyaooBOro 3akoHogatensctBa Poccuinickon  defepauum U UHbIX
HOPMAaTMBHbIX MPABOBbLIX AKTOB, COAEpXallMx HOPMbl TPYAOBOro npaea, HasHavaeTcsd
nnuo, OTBETCTBEHHOE 3a BHeApeHue U obecrneyeHMe CUCTEMbI  KayecTBa,
OCYLLECTBIIAIOLWEE MOHUTOPUHT 3(P(PEKTUBHOCTM CUCTEMbI KavyecTBa W akTyanmsauuto
CTaHAapTHbIX ONepaLUNoOHHbIX Npoueayp (4anee - oTBETCTBEHHOE NMLO).

6. [leaTenbHOCTb MO XpaHEeHMO U (MNK) NepeBO3Ke NEKAPCTBEHHbLIX NpenapaTos,
nepefaHHas NpoM3BoAMTENEM NeKapCTBEHHbIX NpenapaTtoB UM opraHu3aumen onToBomn
TOProBnM nNeKapCTBEHHbIMM NpenapaTtaMmy AOnsi OCYLeCTBMEHUs Opyro (CTOPOHHEWN)
opraHmsauuMmn  (ganee -  ayTCOPCWHI), onpegenseTcs, CorracoBbiBaeTca U
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KOHTpoOnmMpyeTcs BO  unsbexaHue pa3HOYTEHUN, CNOCOBHbIX  MPUBECTHU K
HeyaoBMETBOPUTENIbHOMY KaueCTBY JIEKAPCTBEHHbLIX MpenapaTtoB WU BbIMOMHAEMbIX
paboT.

[loroBop, N0 KOTOPOMY OCYLLECTBAAETCS nepefadya AesaTenbHOCTU Ha ayTCOPCUHT
(hanee - OOroBop ayTCOPCUHra), 3akrno4aeTcss C ykadaHnem O06A3aHHOCTEN KaXKaon 13
CTOPOH, Nopsiaka AENCTBUN N OTBETCTBEHHOCTUN CTOPOH.

[lo 3aknw4eHMsa goroBopa ayTCOpPCUHra npov3BoAUTENb  NeKapCTBEHHbIX
npenapaTtoB WNuU oOpraHM3aumsd ONTOBOW TOProBNM feKapCTBEHHbIMU MNpenapaTtamu
AOSMKHbI y6eanTbCca B NPaBoCNOCOBHOCTM ucnonHuTens (B TOM YMCne B Hanuymm y Hero
HeobOxoQMmMOM B COOTBETCTBUMM C 3akoHogaTenbcTBOM Poccuinckon depepauum
NNUEH3NN) U BO3MOXHOCTU BbINONHUTL 00s3aTenbCTBa NO OOroBOpPY ayTCOPCWUHra B
COOTBETCTBMM C TpeboBaHnAMU HacToAwMX NMpaBun (B TOM YMCne B HANMYMM OMNbITHOMO U
KOMMETEHTHOro nepcoHana, noMeLleHnn, obopynosaHus).

[MpounsBoaguTeNb NEKapCTBEHHbIX NpenapaToB UM OpraHn3auns oNToBOWM TOProBnu
nekapcTBEHHbIMUM NpenapaTaMmn A0SKHbI rapaHTUpoBaTb, YTO UCNOMHUTENb NO LOroBOPY
ayTCoOpCUHra nomnHocTbld ocBegomsieH 0060 Bcex @aktopax, CBs3aHHbIX C
nekapcTBeHHbIMUK MpenapaTtaMmn UM OesTenbHOCTbIo, NepeaBaeMon Ha ayTCOPCUHI,
KOTOpble MOryT nNpeAacTaBnaATb OMACHOCTb AN €ero nomelweHun, obopyaoBaHus,
nepcoHana.

lll. MepcoHan

7. Ona cobniogeHns ycTaHoBMEHHbIX HacTtodwmmu [lpaBunamn TpeboBaHumn
cybbekT obpalleHna nekapcTBEHHbIX nNpenapaTtoB C y4eToM obbema OocyLlecTBNseMown
UM OEeATENbHOCTU NO XPaHEHUIO N (MNKN) NepeBO3KE NEeKapCTBEHHbIX NpenapaToB A0SHKEH
NMEeTb HeOBXOANMbIN NepcoHan.

8. TpeboBaHua K kBanuukaumm u cTaxy paboTbl nepcoHana YCTaHOBMEHbI
[MonoxeHnem 0 NMUEH3NpPoBaHUN (hapMaueBTUYEeCKON AeaTenbHOCTM (1).

9. 0O06siI3aHHOCTM U OTBETCTBEHHOCTb pPabOTHMKOB CyObekTa obpalleHus
neKkapcTBEHHbIX NpenapaTtoB, B TOM 4uCre OTBETCTBEHHOro Ivua, 3akpennawTcsa B
OOIMKHOCTHBIX MHCTPYKLNSX.

10. PykoBoguTenb cybObekta obOpalleHus feKkapcTBEHHbIX MpenapaToB
yTBEpPXOAeT nnaH-rpaduk nNpoBedeHUs MNepBUYHON W MOcnefywmnx noAroTOBOK
(MHCTpyKTaxken) nepcoHana, KOHTPONUPYeT €ero  WUCMOSIHeHMEe U OueHuBaeT
3P PEKTUBHOCTb NOArOTOBOK (MHCTPYKTaXa) C Lenblo UX COBEPLLUEHCTBOBAHUS.

[MepcoHan, paboTalowmin C neKapCTBEHHbIMM NpenapaTtamMn, B OTHOLUEHWUU
KOTOPbIX YCTAHOBIMIEHbI CrieunanbHble YCIOBUS XpaHeHnsa 1 (UnNn) nepeBo3ku, NPOXoanT
NoAroTOBKY (MHCTPYKTaX) B COOTBETCTBUM C 3aHMMAEMOW LOSMKHOCTLIO.

[loKyMeHTbI 0 NpoBeAeHUU NOArOTOBKM (MHCTPYKTaXa) apXmBUPYIOTCS U XPaHATCSA
B COOTBETCTBUM C 3akoHoaaTenscTtBoM Poccunckon ®egepaumm o6 apxmBHoM gene.

IV. NomelweHunsa n OGOPyAOBaHVIe AnA XpaHeHUA fieKkapCTBeHHbIX npenaparoB

11. Cy6beKT o6pau.|,eHM;| JIEKAPCTBEHHbIX TripenapaTtoB AOJ1d OCyLWeCTBIIEHUNA
OeATeN1IbHOCTU MO XpaHEeHU0 NeKapCTBEeHHbLIX npenapartoB AOJTKEeH MMETb Heobxoaumbie
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nomMeLleHns n (Unn) 30HbI, a Takke obopydoBaHWe ANS BbINOSHEHUS onepauun
nekapcTBEHHbIMM MpenapaTaMmn, obecneunBarmMe WX XpaHEHWe B COOTBETCTBMU C
TpeboBaHusaMKN HacToAwmx Npasun.

12. TNomelleHns ana XpaHeHust NekapCTBEHHbIX NpenapaToB OOMkHbl obnagaTb
BMECTUMOCTLIO M obecneumBatb GesonacHoe pasgenbHoe XpaHeHue N nepemelLeHune
neKapcTBEHHbIX Npenaparos.

13. lMnowagb nNoMeweHUn, UCNosfb3yeMbIX MPOM3BOAUTENSAMMU FEKapCTBEHHbIX
npenapaTtoB M OpraHM3auussMm OMNTOBOW TOProBNM JleKapCTBEHHbIMM MpenapaTamu,
AOIKHa COOTBETCTBOBATL 0ObEMY XpaHUMBbIX IEKAPCTBEHHbIX NpPenapaToB U COCTaBNATb
He meHee 150 KB. MeTpOB.

14. Tlnowagb nomMelweHWn, UCNornb3yeMbiX MPOU3BOOUTESNIAIMU JEKapCTBEHHbIX
npenapaTtoB M OpraHM3auusMm OMNTOBOW TOProBNM JleKapCTBEHHbIMM MpenapaTamu,
AOMKHa ObITb pasgeneHa Ha 30Hbl, NpeAHa3HaYeHHble ANA BbINOMHEHUS CreayrLwmnx
YHKUNR:

a) NPUeMKN NekapCTBEHHbIX NpenapaTos;

6©) OCHOBHOIO XpaHeHUs NekapCTBEHHbIX NpenapaTos;

B) aKcneanumu;

) XpaHeHNS NeKapCTBEHHbIX NpenapaToB, TpebyoLlwmnx cneymanbHbIX YCIOBUN;,

O) XpaHeHust BbIABNEHHbIX anbcnnumMpoBaHHbIX, HegobpoKayeCcTBEHHbIX,
KOHTpad)akTHbIX NeKapCTBEHHbIX NpenapaTos.;

€) KapaHTMHHOIO XpaHEeHNsa NekapCTBEHHbIX NpenapaTos.

15. Mnowanb NOMELLEHUN, MCMNOMb3YEMbIX APYrMMM cybObekTamu obpalleHus
nexkapCTBEHHbIX NpenapaToB, AOMKHA OblTb pasgeneHa Ha 30Hbl, NpeAHa3HavYeHHble Ans
BbINOSTHEHWS CNeayoLWNX QYHKLMWNA:

a) NPUeMKN NeKkapCTBEHHbIX NpenapaTos;

6) XpaHeHUs NekapCTBEHHbIX NpenapaToB, TPeOYLWKMX cneunanbHbIX YCIOBUM;

B) XpaHEeHMs BbISBMEHHbIX danbCcMMUNPOBaHHbIX, HegobpoKayeCTBEHHbIX,
KOHTpaakTHbIX NEKapCTBEHHbIX MpenapaTtoB, a TakkKe NeKapCTBEHHbIX npenapaToB C
MCTEKLWMM CPOKOM rOAHOCTY;

) KAPAHTUHHOIO XpPaHEHUsI NeKapCTBEHHbIX NpenapaToB.

16. ®yHKUMK, NpeayCMOTpPeHHble nyHkTamu 14 n 15 HacToswmx [paBun, moryT
BbIMOMHATLCS B OTAENbHbIX MOMELLEHUSAX.

17. TlomeweHna n 30Hbl, WUCMNONb3yeMble AN XPaHEHUA NeKapCTBEHHbIX
npenapaToB, AOSMKHbI BbITb OCBELLEHbI.

18. Cuctema, 3ameHsiowasi pasgeneHne 30H XpaHeHusi, B TOM 4ucne
NnocpeacTBOM 3fEKTPOHHOM 06paboTKM AaHHbIX, OOMMKHa obecnedmBaTb Tpebyemblin
YypOBeHb 6e30onacHoOCT K ObITb BanngupoBaHa.

19. AOMUHUCTPATUBHO-ObITOBbIE MOMELLEHUS OTAENSAKTCS OT 30H XPaHEHUs
neKkapcTBEHHbIX NpenapaTos.

20. B nomeweHunax Ons XpaHeHUs nekapCTBEHHbIX MpenapaTtoB 3anpellaeTcs
XpaHEeHNEe MULWEBLIX MNPOAYKTOB, TabauyHbIX W3OEnWA, HamnuTKOB, 3a WCKNIOYEHNEM
NMMTLEBOM BOAbl, @ TaKkkKe NeKapCTBEHHbIX NpenapaToB, NpeaHa3Ha4YeHHbIX Ans TMYHOro
ncnonb3oBaHna paboTHUKamMK cybbekTa obpalleHus nekapcTBEHHbIX NpenapaTos.

21. B nomewieHnsix U (Mnn) 30HaX AOSMKHbI MOAOEPXMBATbLCA TemnepaTypHble
PEXUMbl XpaHEHUSI U BNAXXHOCTb, COOTBETCTBYIOLLME YCIIOBUSIM XPaHEHUS!, yKa3aHHbIM B
HOPMaTMBHOW OOKYMeHTaUMnN, COCTaBNAILLEN perncTpaumMoOHHOE A0CbE NEKAPCTBEHHOIO



npenapara, UHCTPYKUUN Mo MeOULNHCKOMY NPUMEHEHUIO JIeKapCTBEHHOIO NpenapaToB U
Ha ynakoBKe flekapCTBEHHOro npenapara.

22. [Ona o6ecneyeHnss TpebyemMbix YCNOBUMN XpaHEHUS  NeKapCTBEHHbIX
npenapaTtoB B MOMELLEHUAX (30Hax), UCNOMb3yeMblX AOS1 XPaHEHUs! JeKapCTBEHHbIX
npenapaToB, NMPOU3BOANTENAMM NIEKAPCTBEHHbLIX NpenapaToB ¥ opraHn3aumMsMmn onToBOW
TOProBnM NeKapCTBEHHbIMM MpenapaTtaMn OCYLLECTBISETCA U3ydeHue pacnpeneneHus
Temnepatypbl (ganee - TemnepaTypHoOe KapTupoBaHue).

O6opynoBaHuMe ans KOHTponsa TemMnepaTypbl pasmewaeTcs B NOMELLEHNS (30HaX)
B COOTBETCTBUM C pesynbTaTaMy TemnepaTypHOro KapTUMpOBaHWHA, Ha OCHOBaHWU
NPOBEAEHHOrO aHann3a n oL EeHKN PUCKOB.

TemnepaTypHOe KapTMpOBaHMEe HeobXoOMMO MOBTOPSATb B COOTBETCTBUM C
pesynbTaTaMy aHanmsa PUCKOB, a Takke Mpu U3MEHEHUSIX B KOHCTPYKUMWN MOMeELLeHUs
(30H) unu obopynoBaHuA N5l KOHTPONS TeMMNepaTypbl.

23. PesynbTaTtbl TEMNepaTypHOro KapTMpOBaHUs PEMMCTPUPYIOTCA B crieumanbHOM
XypHane (kapTe) perucrpaumm Ha BymaxkHOM HocuTene u (Unum) B 3MEKTPOHHOM BMAE
eXedHEeBHO, B TOM 4uUcre B BbIXOAHble W npasgHuMdHble gHu. XKypHan (kapta)
perncTpawlmm XxpaHuTcs B TedeHne OByx ner.

24. Cybbekt obpalweHns nekapCcTBEHHbIX MpenapaToB paspabaTtbiBaeT W
yTBEPXOAEeT KOMMMEKC Mep, HanpaBfeHHbIX Ha MUWHMMWU3AUUIO puUcKa KOHTaMMUHaLUUK
MaTepuanoB WM NEKAapCTBEHHbIX MpenapaTtoB, Npu yCrnoBuMM COBMOAEHUNA 3alnTbl OT
BO34ENCTBUS (haKTOPOB BHELUHEN Cpeabl.

25. lMpouenypbl no ybopke nOMELLEHMA (30H) ONA XPaHEHUS JIEKAPCTBEHHbIX
npenapaTtoB MPOBOAATCA B COOTBETCTBUM CO CTaHAAPTHbIMK  OnepalMOHHbIMU
npoueaypamu.

Otgenka nomMmelleHu (BHYTPEHHNE MOBEPXHOCTM CTEH, MOTONKOB) ANS XpaHEHUs
nekapCTBEHHbIX MpenapaTtoB AO0SHKHA AO0NyckaTb BO3MOXHOCTb MPOBEAEHUSA BRa)KHOM
ybOpKM 1 NCKNYaTb HAKOMNMEHME MbISN.

O6opynoBaHue, WHBEHTapb W MaTepuanbl Ans YOopku (04UCTKM), a Takke
MowLWMe U Oe3nHpUuuMpylowmne cpeactBa LOSMKHbI XPaHUTBCA B OTAESIbHbIX 30Hax
(wkadpax).

26. lMomelieHna [Nsa XpaHEHUs NEKaApCTBEHHbIX MpenapatoB AOMKHbl ObiTb
CMPOEKTUPOBAHbI W OCHAaLLEHbl Takmm obpasom, 4Tobbl obecneunTb 3awmTty OT
MPOHUKHOBEHUSI HACEKOMbIX, FPbI3YHOB NN OPYTNX XXUBOTHbIX.

27. B nomeweHus (30Hbl) ANS XpaHEHUs NEeKapCTBEHHbIX npenapaToB He
AOMNyCKalTCA nuua, He uMmelwue npaBa AOCTyna, onpenenieHHoro CcraHOapTHbIMM
onepawmMoHHbIMU NpoLeaypamu.

28. lMponsBoanTensM nekapCTBEHHbIX NpenapaToB M OpraHu3auMsiM OMTOBOM
TOProBnM fneKapCTBEHHbIMW npenapatamyM HeobxooMmo npenycMOTPeTb pasgeneHue
MOTOKOB MNepeMeLLeHNsi NIeKapCTBEHHbIX MpenapatoB Mexay MOMeLLeHNsSMU n (1nmu)
30HaMKM A58 XpaHEeHUs NekapCTBEHHbIX NpenapaTos.

29. Ctennaxwu (WKadgbl) 4ns XxpaHeHNa NeKapCTBEHHbIX NpenapaToB A0SKHbI ObITb
MapKupoBaHbl, MMeTb CTeNnnaxHble KapTbl, Haxogswumecs B BUOUMOW  30HE,
obecneumBaTb MAEHTUMPUKALMIO NEKApPCTBEHHbIX MpenapatoB B COOTBETCTBUM C
npuMeHsieMon cyObekToM obpalleHns NekapCTBEHHbIX MpenapaTtoB CUCTEMOM Yy4eTa.
[onyckaetca nNpuMMEeHeHue SNeKTPOHHOM cucTemMbl 00paboTkM AaHHbIX BMECTO
cTennaxHbiX KapT. [lpyM MCnonb3oBaHWM 3MEKTPOHHOM cucTeMbl 06paboTKM AaHHbIX



AonyckaeTca ngeHTudunkaumnsa npym noOMoLLn Kogos.

30. JlekapcTBeHHble npenapaTbl, B OTHOLIEHUM KOTOPbIX Cy6bekToM obpalieHus
NeKapCTBEHHbIX MpenapaTtoB He MNPUHATO pelleHMe O AanbHenwem obpalleHun, unm
nekapcTBeHHble npenapaTtbl, obOpalweHue KOTOpbIX MPUOCTAHOBMNEHO, a TaKke
BO3BpaLleHHble CybbekTy obpalleHus nekapCTBEHHbIX npenapaToB feKapCTBEHHbIE
npenapatbl AOSMKHbl  ObITb MOMELWEHbl B OTAENbHOE MoMelleHne (30Hy) unu
N30NNUPOBaHbl C  MPUMEHEHMEM  CUCTEMbl  SfEKTPOHHOM  00paboTkM  [aHHbIX,
obecneumBatoLlen pasgeneHue.

JlekapcTBeHHble NpenapaTtbl, B OTHOLWIEHWN KOTOPbIX CyO6bekToM obpalleHus
nekapcTBEHHbIX NpenapaTtoB MPUHATO pelleHne O NPUOCTAHOBNEHUN MPUMEHEHUSA UIA
06 n3baATUKN 13 obpalleHuns, a Takke danbcnPuunpoBaHHble, HeaobpOKa4YeCTBEHHLIE U
KOHTpadhakTHbIe NlekapCTBEHHbIE NpenapaThl JOMKHbI OblTb N30SIMPOBaHbI U pasMeLLeHbI
B cneumasnbHO Bbl4eNIeHHOM NoMeLLeHum (3oHe).

MpeanpuHATbIE Mepbl U30MALMM YKa3aHHbIX NeKapCTBEHHbIX NpenapaToB AOSIKHbI
rapaHTMpoBaTb UCKMOYEHME NX NonagaHusa B obpalleHue.

31. JlekapcTBeHHble nMpenapaTbl, nognexawue npeamMeTHO-KONNYecTBEHHOMY
yyeTy*(2), 3a MWCKIOYEHMEM HapPKOTUYECKMX, MCUXOTPOMHbLIX, CUIbHOAENCTBYHOLMX U
A00BUTbIX JIEKAPCTBEHHbLIX CPEACTB, XPaHATCSA B MeTanfn4yecknx WNnu OepeBsiHHbIX
LWKaghax, orneyaTbiBaeMbIX Ui NnomMorpyemMblix B KOHLE paboyero aHs.

32. JlekapCTBeHHble nMpenapaTtbl, CoAepXaline HapKkoTM4Yeckne cpeacrtea U
NMCUXOTPOIMHbIE BELLECTBa, OOMKHbl XPaHUTLCA B COOTBETCTBUM C 3aKOHOAATESTbCTBOM
Poccuinckon degepaumm o HApKOTUYECKUX CPeaCcTBax U NCUXOTPONHbLIX BeleCcTBax.

33. XpaHeHue nekapCTBEHHbIX NpenapaTtoB, cogepXalmux CUNbHO4ENCTBYOLWNE U
A00BUTbIE  BewlecTBa*(3), HaxogsAWwMxXcss nog  KOHTponeM B COOTBETCTBUMU
MEeXAyHapoAHbIMW  MPaBOBbIMM  HOPMaMK,  OCYLIECTBRSETCAS B MNOMELLEHMSX,
000pYyaOBaHHbBIX MHXEHEPHLIMU N TEXHUYECKUMU CPpeLCcTBaMU OXpaHbl, aHANOrMyYHbIMU
npegyCcMOTPEHHbIM OS5 XPaHEHUS HApPKOTUYECKUX M MCUXOTPOMHbIX FeKapCTBEHHbIX
cpeacTs.

34. [onyckaeTcsd XpaHeHWe B OOHOM TEeXHWYECKM YKpPensieHHOM MoMeLleHun
neKkapcTBEHHbIX MNpenapaTtoB, NPeAyCMOTPEHHbIX MyHKTOM 32 Hactoswwmx [Npasun, wn
nekapcTBEeHHbIX MpenapaToB, coAepXawux CUbHOAENCTBYWOWME WU A00BUTbIE
BewecTBa. [lpyn 9TOM XpaHeHMe TaKMxX FeKapCTBEHHbIX MpenapaTtoB  AOJHKHO
OCYLLECTBNATLCA (B 3aBUCMMOCTM OT OObeMa 3amacoB) Ha pasHbiX MNonkax cenda
(MeTannuyeckoro wkaca) WM B pasHbiX cendax (MeTannuMyecknx wkadax),
orneyvyaTblBaeMbIX UK NIIOMOMpyeMbIX B KOHLIE paboyero gHs.

35. CybbekTy obpalleHns nekapcTBeHHbIX npenapaTtoB Heobxoanmo obecneunTb
OXPaHHYI CUCTEMY, NO3BOSIAIOLLYIO NpeaoTBpallaTe HeNpPaBoMepPHOe MPOHUKHOBEHNE B
nobble nomeLeHna (30Hbl) NS XpaHeHUs1 NekapcTBEHHbIX NpenapaTos.

36. ObopynoBaHue, oOkasblBaloLlee BIIMSHUME Ha XpaHeHue u (Mnn) NepeBO3KY
nekapcTBeHHbIX  MpenapaToB,  [OO/MKHO  MPOEKTMpPOBaTbCH,  pasmMewarbcsa U
obcnyxmBaTbCA COrnacHoO JOKYMEHTaLUKM Mo ero UCnofb30BaHUIO (AKCnyaTauumn).

37. K obopynoBaHuio, UCNorib3yeMoOMy B Mpouecce XpaHeHus un (Mnu) nepeBo3Ku
nekapcTBEHHbIX NpenapaToB, OTHOCATCSA B TOM YUCE:

a) CMCTEeMbl KOHOMLMOHUPOBAHUS;

6) xonoaunbHbIE KaMepbl U (UITN) XONOAUNBHUKMY;

B) OXpaHHas 1 noXapHasa curHanusaums;
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) CUCTEeMbl KOHTPOIS AOCTYNa;

[) BEHTUNALMOHHAA cucTema,;

e) TepMorurpomeTpbl (MCUXpOMeETpbl) UM uHoe obopyaoBaHMe, UCNOSb3yemoe
ANa peructpaunm TemnepaTypbl U BIIaXKHOCTH.

38. O6opynoBaHue, OTHOCsLlEeCA K cpeacrtsaMm W3MepeHun, A0 BBOAa B
aKcnryaTaumio, a TaKkKe [Mocrne pPeMOHTa MoAnexuT MNepBUYHOW rnosepke W (unwu)
KannbpoBKe, a B MpoLiecce aKcnnyaTauum - Nnepmoanyeckon nosepke n (unm) kanmbposke
B COOTBETCTBUM C TpeboBaHuaMKn 3akoHopaTensctBa Poccuiickon depepaunm 06
obecneyeHnn eanHCTBa N3MepeHnin*(4).

39. PeMoHT, TexHudeckoe obcnyxuBaHue, nosBepka W (Mnu) kanubposka
obopyaoBaHUA  OOMMKHblI  OCYLLECTBRATbCA B COOTBETCTBUM C  yTBEpPXOaeMbIM
nnaHoM-rpadnkom, TakMm obpasom, 4TOObl Ka4yecTBO NeKapCTBEHHbIX MpenapatoB He
nogeepranocb HeraTMBHOMY BO3AENCTBUIO.

40. Ha Bpems peMoOHTa, TEeXHMYECKOro obCnyxuBaHuUs, MNOBepkn wun (KUnu)
KannbpoBkn o0b6oOpyooOBaHUA W CPenCTB M3MEPEHUA AOMKHbl ObiTb NPUHATHI Mepbl,
obecneymnBaroLme TpebyemMble YCNOBUS XpaHEHUS NeKapCTBEHHbIX NpenapaTos.

PeMOHT, TexHuyeckoe obcnyxuBaHue, noBepka W (MnNu) kKanubposka
obopynoBaHua WM CpeacTB M3MEPEHUA OOSMKHbl ObiTb COOTBETCTBYHOLWMM 06pa3om
OTpaXeHbl B [OOKYMEHTaX, KOTOpble apXMBUPYKOTCA M XPaHATCA B COOTBETCTBUM C
3akoHogaTenscTesom Poccuinckon degepaumm od apxmBHom gerne.

V. JoKyMeHTbI MO XpaHEeHUIO U NepeBO3Ke NIeKapCTBEHHbIX NpenapaToB

41. [JOKYMEeHTbl MO XpaHEHU U (UNM) NepeBo3Ke JIeKapCTBEHHbIX MpenapaTos,
ONUCbIBaOLWUM  OENCTBUSA, BbINOSIHAEMble CYObEKTOM obpalleHns neKkapCTBEHHbIX
npenapatoB, HanpasfieHHble Ha cobniogeHne  TpeboBaHWA,  YCTAHOBIEHHbIX
HacToawmmu [MpaBunamu, BKAKYAKT B TOM 4uCre CTaHAapTHble onepauuoOHHbIe
npoueaypbl, MHCTPYKLUUKX, AOTOBOPbLI, OTYETHI.

CopepxaHve [OOKYMEHTOB [OO/MKHO OblTb  MOHATHbIM, OOHO3HAYHbIM, He
AonyckarLwmMm OBYCMbICIIEHHbIX TONTKOBAHWUMN.

42. CpoK XpaHeHns OOKYMEHTOB onpefenseTcs B COOTBETCTBUN C TpeboBaHMSAMHU
3akoHopaTenbcTBa Poccuinckon ®epepaumm 06 apxmBHom gene.

43. TlepcoHan pomkeH OblTb O3HAaKOMMEH W MMeTb [OOCTyn K [OKYMEeHTaM,
HeobXo4MMbIM A1 UCMOMHEHUS OOMKHOCTHbLIX 06513aHHOCTEN.

VI. lenctBnA cybbeKkTa obpalieHMA NeKapCTBeHHbIX NpenapaToB MO XPaHEeHUIo U
nepeBoO3Ke

44, Bce penctBua cybbekta obpaweHuss nekapcTBEHHbIX MpenapaTtoB Mo
XPaHEHUD W (M) NepeBO3KE JIEKAPCTBEHHLIX MpenapaToB OCYLIECTBSATCA Takum
obpa3omMm, 4TOObl MAEHTUYHOCTb W KAYeCTBEHHbIE XapaKTEePUCTUKU JEKapPCTBEHHbIX
npenapaTtoB He OblNu yTpadeHbl U cobnoganucb YCNoBUS UX XPaHEHWUSs!, YKasaHHble B
WHCTPYKUMM NO MEeOULMHCKOMY NPUMEHEHUIO U HA YNAKOBKe NIeKapCTBEHHOro npenapara.

45. CybbekTom obpalleHna fiekapCTBEHHbIX NpenapaToB NPUHMMAaKTCA Mepbl Ans
MUHUMU3ALUM  pUCKA  MNPOHMKHOBEHMSA  (panbCUdUUMPOBaHHbBIX, KOHTPadaKTHbIX,
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HefOoBpoKayYeCTBEHHbIX JIEKAPCTBEHHbIX NpenapaTtoB B obpalleHue.

46. B npouecce npueMKn NeKapCTBEHHbIX NpenapaTtoB paboTHuKamun cybbekTa
obpaleHns nekapCTBEHHbIX MNpenapaToB OCYLLECTBNSAETCA NpoOBEpKa COOTBETCTBUS
NPUHUMAaEMbIX JIEKAPCTBEHHbIX MpenapaToB TOBApPOCOMNPOBOAUTENIbHOW AOKYMEHTaumum
MO acCOPTMMEHTY, KOMMYECTBY M KayecTBy, COOMNIOAEHUIO cneuuanbHbIX YCoBUI
XpaHeHnsa (Npu HanMyuMm Takoro TpeboBaHUS B HOPMATMBHOW [OKYMEHTauun Ha
nekapcTBEHHbIN Npenapar), a TakKe Hann4ymio NoBpeXaeHU TPaHCMOPTHON Tapbl.

47. JlekapcTBeHHble npenapaTbl HEOOBXOOMMO XpaHUTb C y4yeToMm TpeboBaHuN,
HOPMaTUBHOW  OOKYMEHTauuu, COCTaBnsAwLWen  perucTpaumoHHoe  [Oocbe  Ha
nekapcTBEHHbIN npenapart, UHCTPYKUUN MO MeAULMHCKOMY MPUMEHEHWNIO, NHopMauuu,
cogepxallenca Ha nepBUYHOM 1 (M) BTOPUYHOW YNaKOBKE NeKapCTBEHHOro npenapaTa,
TpaHCMOPTHOW Tape, a Takke B COOTBETCTBUM C TpeboBaHWAMMW, YCTAHOBMEHHbLIMU
HacTosawmmm Npasmunamu.

48. llekapCTBEHHbIE NpenapaTbl AOSMKHbI pa3MeLLaTbCs Ha cTennaxax (B wkadax)
UM Ha noaTtoBapHMKax (noggoHax). He pgonyckaeTcs pasMelleHne neKapCTBEHHbIX
npenapaTtoB Ha nony 6e3 nogaoHa. MNogaoHbl MOryT pacnonaraTtbCs Ha Nony B OAWH psg
WM Ha cTennaxax B HEeCKOSIbKO SipyCOB B 3aBUCMMOCTM OT BbICOTbl cTennaxa. He
AonyckaeTca pasMelleHne noaaoHOB C fleKapCTBEHHbIMU MpenapataMn B HECKOSbKO
pSOoB Mo BbiCOTe 6e3 NCNONb30BaHNA CTENNaXen.

49. JlekapcTBeHHble npenapaTtbl pasMeLlarnT B NMOMELLEHUAX U (Mnu) 3oHax gns
XpaHeHUs NekapCTBEHHbIX npenapaTtoB B COOTBETCTBUM C TpeboBaHMSAMW HOPMATUBHOM
AOKYMEeHTaumm un (nnu) TpeboBaHWAMM, YyKa3aHHbLIMW Ha YMNakoBKE JIEKAPCTBEHHOrO
npenaparta, C y4eTOM:

a) PU3NKO-XMMNYECKNX CBONCTB NIEKapCTBEHHbIX NpenapaTos;

6) dbapmakonornyeckux rpynn;

B) cnocoba BBeAEHNA NEKAPCTBEHHbIX NpenapaTos.

[Mpn pasmeLLeHnn NekapCTBEHHbIX NpenapaToB B NOMELLEHUAX U (UIK) 30HaxX ANs
XpaHeHUs1 NnekapCTBEHHbIX NpenapaTtoB JOonyckaeTca WCMOoNb30BaHWE KOMMbIOTEPHbIX
TexHonornn (no andaBnTHOMY NPUHLKMNY, NO Kogam).

50. B cnyyae OTCyTCTBMSI BO3MOXHOCTU COONIOAEHUS YCNOBUW XpaHEHUs B
npouecce nNpUEMKU JieKapCTBEHHble npenapatbl, Tpebylwme cneumanbHbIX YCNoBUN
XpaHeHMss U Mep 6e3onacHOCTW, nocne BbIMOMHEHUST HEOBXOOMMbIX MPOBEPOYHbIX
MEPOMNPUATUIN NEPEMELLAIOTCA B COOTBETCTBYIOLLEE NMOMELLEHME WUMN 30HY XpPaHEHUSA C
yyeTom TpeboBaHUM CTaHA4APTHOW onepauyMoHHON npoLeaypbl.

51. XpaHeHne oOrHeonacHblX W B3pbIBOOMACHbLIX JIEKAPCTBEHHbLIX MpenapaTos
OCYLLECTBISETCS BOAANM OT OrHS M OTONUTENbHbIX NPUBopoB. HeO6XOANMO MCKMNIOYUTL
MexaHM4Yeckoe BO3OENCTBME Ha OrHeonacHble W B3pPbIBOOMACHbIE JleKapCTBEHHbIE
npenapaTthbl, B TOM Y1Ce BO3LENCTBME MPSAMbIX COMHEYHbIX Nyden u yaapbl.

52. JlekapcTBeHHble npenapatbl, Tpebywlwmne 3awmuTbl OT BO3OEWCTBUS CBETA,
OOSDKHbl  XPaHUTLCA B MOMELLEeHUAX wunu  cneumanbHO 06OpyAoBaHHbIX  30HaX,
obecneumBarowmx 3alWnTy OT NOMagaHUs Ha YyKasaHHble JleKapCTBEHHble npenapaThbl
NPAMbIX COSTHEYHbIX NyYen.

53. Onepauuun c nekapcTBeHHbIMM Npenapatamu, OCylWecTBnseMble B CKNaaCcKuX
NoMeLLEHNSAX, U NepeBO3Ka NeKapCTBEHHbIX NPenapaToB BbIMOMHATCA C cCObnoaeHnem
TpeboBaHUI, yCTaHOBMEHHbIX HacToAwmMMHK NMpaBunamu, a Takke mep 6esonacHoCTu.

54. OTrpyska IiekapCTBEHHbIX MpenapaToB MNPOU3BOAUTENSAMU JIEKaPCTBEHHbIX



npenapaTtoB W OpraHM3auusiMM OMTOBOM TOPrOBNW JIEKAPCTBEHHLIMW MpenapaTamum
opraHm3yeTcs Taknm obpa3om, Y4TOObl NIEKAPCTBEHHbLIE NpenapaTtbl C MEHbLLUNUM CPOKOM
rogHoOCTW OTMyCKanucb B NEpPBYIO oYepeab.

55. JlekapcTBeHHble nMpenapaTtbl, MpegHa3HayeHHble OS19 YHUYTOXEHUS, B
COOTBETCTBMM CO CTaHAAPTHbIMW OMNEpauMOHHbIMKU NpouedypaMn  LOSMKHbl  OblTb
MapKMpoBaHbl M U30NIMPOBaHbl OT JIEKAPCTBEHHbIX MNpenapaTtoB, OONYLUEHHbIX K
obpalleHuto.

VII. NMepeBo3Ka nekapcTBeHHbIX NpenapaToB

56. Cybbekt obpaleHna rnekapCTBEHHbIX npenapaTtoB nNpu MNOAroToBKE K
nepeBO3Ke feKapCTBEHHbIX NpenapaToB obecneyMBaeT corflacoBaHue C nonydaTtenem
NeKapCTBEHHbIX  MpenapaTtoB  OCTATOYHbIX  CPOKOB  FOQHOCTM  MOCTaBNsSEMbIX
rflekapCTBEHHbIX NpenapaTos.

57. lMepeBo3ka NeKapCTBEHHbIX MNpenapaToB COMPOBOXAAeTcs [LOKYMeHTamu B
cooTBeTCTBMM C TpeboBaHnAMM 3akoHogaTenbcTBa Poccuiickon ®enepaumn.

58. WHGopmauusa O nNepeBO3Ke NeKapCTBEHHbIX MpenapaTtoB  OOSkKHa
domkcnpoBaTbCs CyOBHEKTOM OOpalLeHUst NekapCTBEHHbIX NpenapaTtoB TakuM obpasom,
4TOOLI 06ECNEeUYnTb KOHTPOSb X NEPEMELLEHNS.

59. B npouecce nepeBO3KM NEKApCTBEHHbIX MpenapaTtoB He3aBWCMMO OT ee
crnocoba cybbekToM obpalleHnsa nekapCTBEHHbIX NpenapaToB AoSMMKkHa obecnevnBaTbCs
BO3MOXHOCTb MOATBEPXKOEHMUS KayecTBa, MOASIMHHOCTU U LIeNOCTHOCTU JIeKapCTBEHHbIX
npenaparos.

60. [naHupoBaHMe nNepeBO3KNM  NEKApCTBEHHbIX  MpenapatoB  LOSMKHO
ocyulecTtBrnsieTca cybbektoMm obpalleHns nekapCTBEHHbIX NpenapaToB Ha OCHOBaHWUU
NPOBEAEHHOrO aHann3a 1 oLeHKM BO3MOXHbIX PUCKOB.

61. WHdopmaumsa O BbISIBNEHHbIX CyObekToM obpalleHns feKkapCTBEHHbIX
npenapaTtoB B Mnpouecce NepeBO3KM NEKapCTBEHHOro npenaparta cryyasax HapyLlleHus
TEMMNEPATYPHOro peXxmma XpaHeHus u (MnNu) noBpexXaeHUs YnakoBKM O0BOAUTCS
cybbekToM obpalleHns nekapCTBEHHbIX npenapaToB A0 oTnpaButena u  (unu)
nonyyaTens NekapCcTBEHHbIX NpenapaTos.

Mo 3anpocy nonyyaTensi fekapCTBEHHbIX MpenapaTtoB CyObekToM obpalleHus
nekapCTBEHHbIX MpenapaToB AOMMKHbI OblTb MpefocTaBeHbl CBEAEHUS O cobnoaeHum
TeMnepaTypHOro pexuma npu nepeBo3Ke fiekapCTBEHHbIX NpenapaTos.

62. [Ina nepeBO3KM fEKAaPCTBEHHbLIX MpenapaToB WMCMNOMb3YTCA TPaHCMNOPTHbIE
cpeactBa M obopymoBaHue, obecneunBawwme cobnwgeHne  MX  KavecTBa,
9P EKTUBHOCTU 1 BE30NACHOCTH.

Mpn nepeBo3ke TepMonabunbHbIX JNEKAPCTBEHHbLIX MpenapaTtoB WUCMNONb3yeTcs
cneuvanusnpoBaHHoe obopyanoBaHve, obecneudmBatollee nogaepxaHne Tpebyembix
TeMnepaTypHbIX PEXNMOB XpaHEHUS NTEKAaPCTBEHHbIX NpenapaTos.

63. XnagosnemeHTbl B M30TEPMUYECKMX KOHTEMHEpax pasMeLLarTcs Takum
o6pa3om, 4Tobbl OTCYTCTBOBAI MPSIMOWN KOHTAKT C NIeKapCTBEHHbIMM NpenapaTamMu.

[MoBTOpPHOE MCMONBb30BaHMSA HEAOCTATOYHO OXMaXOEHHbIX U (UNM) NOBPEXAEHHbIX
XnagoaneMeHToB He JonyckaeTcs.

PykoBoguTenb cybbekTa obpalleHus nekapcTBeHHbIX NpenapaTtoB obecneyvnBaeT



npoBeeHNe WHCTPYKTaXka O nopsake MOArOTOBKU U30TEPMUYECKUX KOHTEMHEPOB K
nepeBO3Ke NeKapCTBEHHbIX NpenapaToB (C y4eTOM CE30HHbIX OCOBEHHOCTEN), a TakkKe O
BO3MO>HOCTM MOBTOPHOIO MCMOSb30BaHMS XNaL03/IEMEHTOB.

64. ObGopygoBaHWe, YCTaHOBIIEHHOE BHYTPU TPAHCNOPTHOrO cpencTsa unu B
KOHTerHepe, Ucnosibdyemoe Ana KOHTPONA U nogaepXaHus TeMnepaTtypHoro pexuma B
npoLecce MNepeBO3KN NEeKapCTBEHHbIX NpenapaTtoB, OTHOCALLEeCAa B COOTBETCTBUMM C
TpeboBaHMaMn 3akoHogaTenscTBa Poccuinckon degepaumm o6 obecneveHmn eguHcTBa
N3MepeHnn K cpeacrBaMm M3MepeHuin, 0O BBoAa B I3KChnyaTauuio, a Takke nocne
pEMOHTA MOANEXWT MNepBMYHON noBepke wn (unu) kanubpoBke, a B Mnpouecce
aKcnnyataumm - nepuoamMyeckon nosepke W (Mnu) kanubpoBke B COOTBETCTBUMM C
TpeboBaHusMK 3akoHogaTenbcTBa Poccuinckon ®epepaunm ob obecnevyeHnm eanHcTea
N3MEPEHNN.

65. JlekapcTBeHHble npenapatbl OOCTaBAATCA MO agpecy, ykasaHHOMY B
TOBapPOCONPOBOANTENbHbBIX JOKYMEHTAX.

66. OTBETCTBEHHOCTb 3a cobniogeHne TpeboBaHM HacTosawmx [lpasun npwu
nepeBO3Kke JEeKapCTBEHHbIX MpenapaTtoB Boanaraetcd Ha cybbekT obpalleHns
rfiekapCTBEHHbIX NpenapaTos.

67. B cny4asnx, korga nepeBo3ka CONPOBOXAAETCA onepaumaMm no pasrpyske u
obpaTHoM 3arpy3ke unn BKNYaeT B cebs TpaH3UTHOE XpaHeHne, cobnogatoTcs yCroBums
XpaHeHnsa B nomelieHnsx n obecneveHne 6e30NacHOCTM Ha TPaH3UTHbLIX CKragax,
KOTOpble oOnpedeneHbl OOroBOPHbIMM  OTHOLUEHUAMM  MeXay OoTnpaBuTenemMm u
TPaHCNOPTHOW KOMMaHnewn, HacToawmmmn lNpasmunamm n 3akoHogaTenscTBoOM Poccunckomn
depepauymn.

VIll. Tapa, ynakoBka U MapKupoBKa fieKapCTBEHHbIX npenapaTtoB

68. JlekapcTBeHHble NpenapaTtbl NEPEBO3ATCA B TPAHCNOPTHOM Tape, KoTopasi He
OKa3blBaeT OTpULATENbHOrO BNUSHUSA Ha UX KayecTBO, 3P EKTUBHOCTb N 6e30MacHOCTb
n obecneunBaeT HaAEXHYI 3alWnTy OT BO3AENCTBUA (paKTOPOB BHELLHEN cpeabl.

69. Bblbop cybbekTtoM obpalleHuss NnekapCTBEHHbIX MpenapaToB TPaHCMOPTHOW
Tapbl, YNakoBK/ OCHOBbIBAETCA Ha:

a) YCTaHOBIEHHbIX TpeboBaHMAX K YCMOBUSIM XpaHEHWA U  MepeBO3KU
nekapcTBeHHbIX nNpenapatos*(5);

6) o6beme, HeO6XxOAUMOM AN pasMeLleHNs NekapCTBEHHbIX NpenapaTos;

B) KonebaHusix TemnepaTypbl OKpYXatoLLen cpeabl;

r) ANUTENbHOCTUM MNEPEeBO3KW, BKMHOYAA BO3MOXHOE MPOMEXYTOYHOE XpaHeHue
nekapCTBEHHbIX NpenapaTos.

70. TpaHcnopTHasa Tapa C NekapCTBEHHbIMM NpenapaTtamMu B Npouecce NpUEMKM
neKkapCTBEHHbIX MNpenapaToB nepes nepemMelleHMeM B MOMELEeHUa U (Mnn) 30HY
XpaHeHnsa OoImKHa ObITb OYULLLEHA OT BU3YyaribHOIo 3arpsi3HeHus (npyM HeobxogmMmMocTK).

71. Ha TpaHcnopTHyO Tapy, KOTopasi He npegHasHayeHa ansa notpebutenen n B
KOTOPYIO MOMELLEHbl NeKapCTBEHHbIE NnpenapaTbl, A0/MKHA HAHOCUTbCA MHGOPMaUUsa o
HaMMEeHOBaHUKW, CepUN JeKapCTBEHHbIX MpenapaTtoB, faTe BbiNycKka, KonuyecTtse
BTOPUYHbIX (MOTPeOUTENBLCKNX) YNaAKOBOK NIeKAapCTBEHHbIX npenapaToB, Npou3sBoauTene
NeKapCTBEHHbIX MpenapaToB C YKa3aHMEM HaMMEHOBaHUN M MeCTOHaxoxaeHus (agpec)
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NpoM3BOANTENS NEKapCTBEHHbIX NpenapaToB, a Takke O CPOKe rOAHOCTU NIeKapCTBEHHbIX
npenapatoB W 00 YCRNOBUSIX UX XpaHEHUs U  NepeBO3KM, Heobxoaumble
npeaynpeanTenbHble HAANUCU U MAHUMYNATOPHbIE 3HAKW.

*(1) lNMoctaHoBneHue [lpaButenbctBa Poccuinckon depepauum oT 22 agekabps
2011 r. N 1081 "O nuueHsnpoBaHun dapmaueBTuyeckon pestenbHoctn" (CobpaHune
3akoHogaTtenbctBa Poccunckon degepauyun, 2012, N 1, ct. 126; 2012, N 37, cT. 5002,
2013, N 16, cT1. 1970)

*(2) Mpukas MuHsgpaBa Poccun ot 22 anpens 2014 r. N 183H "O6 yTtBepxaeHuu
NepeyHsa JeKapCTBEHHbIX CpPeacTB Ans MEeAMUMHCKOrO NPUMEHEHUs, noanexawmx
npeaMeTHO-KONMYEeCTBEHHOMY  y4eTy" (3apeructpupoBaH MWHUCTEPCTBOM  HOCTMLNN
Poccunckon ®epepaumm 22 niona 2014 r., peructpaumoHHbin N 33210) ¢ nsmMeHeHuamn,
BHeCceHHbIMM npukazom MwuH3sgpaBsa Poccun ot 10 ceHTtabpa 2015r. N 6341 "O
BHECEHUN W3MEHEHWN B HEKOTOpble npukasbl MWHUCTEPCTBA 34pPaBOOXPAHEHUS U
coumanbHoro passutma Poccuickon depepaumm n MuHucTepcTBa 34paBOOXpPaHEHUS
Poccunckon depepaumn” (3apernctpuposaH MuUHUCTEPCTBOM OCTMUMK PoccUncKomn
®epnepaummn 30 ceHTabps 2015 r., pernctpaunoHHbin N 39063).

*(3) lMoctaHoBneHue [lpasutenbctBa Poccuinckon Pepepauum ot 29 pekabps
2007 r. N964 "O6 yTBEPXOEHMUN CMUCKOB CUSTbHOLEWCTBYIOLWMX U SO0BUTbLIX BELLECTB
Ans uenen ctatbn 234 n gpyrux ctaten YronoBHoro kogekca Poccunckon ®epepaumm, a
TakkKe KPYynHOro pasmepa CUMbHOAEWCTBYIOWMX BewWwecTB And uenen cratbn 234
YronosHoro kogekca Poccuinckon ®depepauun” (CobpaHne 3akoHogaTesnibcTBa
Poccuinckon depepaumn, 2008, N 2, ct. 89; 2010, N 28, cT. 3703; 2012, N 10, cT. 1232;
2012, N 41, cT1. 5625; 2013, N 6, cT. 558; N 9, cT. 953; N 45, cT1. 5831).

*(4) Ctaten 13 n 18 depepanbHoro 3akoHa oT 26 mwoHa 2008 r. N 102-93 "O6
obecneyeHmn eguHctBa usMmepeHnn" (CobpaHue 3akoHogaTenbcTBa Poccuinckon
depepaumn 2008, N 26, cT. 3021; 2014, N 26, cT1. 3366; N 30, cT. 4255).

*(5) MyHkT 18 ctaTtbn 5 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-03 "O6
obpalleHnn nekapctBeHHbIXx cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccuinckon
depepaumn, 2010, N 16, crt. 1815; 2012, N 26, cT. 3446; 2014, N 52, cT. 7540; 2015,
N 29, cT.4367), nognyHkt 5.2.171 [lonoxeHna o MuHUCTepCTBe 34paBOOXPaHEHUS
Poccuinckon ®enepaunn, yTBepKXaeHHOro nocrtaHosrneHvem Npasutenscrea Poccumnckomn
depepaummn ot 19 uwoHa 2012r. N 608 (CobpaHne 3akoHogaTenbcTBa Poccuimnckon
depepaumn, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970; N 20, cT. 2477; N 22, cT1. 2812,
N 45, c1.5822; 2014, N 12, c1.1296; N 26, c1.3577; N 30, cT1.4307; N 37, cT. 4969;
2015, N2, c1.491; N12, cT.1763; N 23, c1.3333; 2016, N2, cT.325; N9, cT. 1268;
N 27, cT. 4497; N 28, cT. 4741; N 34, cT. 5255).
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