006 yTBepxaeHuu MNMpaBun HagneXxawen NPaKTUKU XPaHEHUs U
nepeBO3KM JIeKAapPCTBEHHbIX NpenapaToB AJ1A MeAULMUHCKOro
NPUMeHeHus

Mpukas - Ne 646H - oT 31.08.2016 - MMHNCTEPCTBO 34pPaBOOXPaHeHUs - [lencTeyeT 6e3 n3MeHeHun

MWHWUCTEPCTBO 3PABOOXPAHEHIA POCCUACKOI ®EOEPALLAN

MPUKA3

MockBa

31 aBrycta 2016 r. Ne 646H

06 yTBepxxaeHum MNpaBun Hagnexxallen NPakTUKN XpaHeHNS 1

nepeBO3KM NEKAaPCTBEHHbIX NpPenapaToB AN MeAULNHCKOro

NpYMeHEeHNs

3aperuncTtpuposaH MuHtocTom Poccum 9 sHeaps 2017 r.

PernctpauunoHHbIin Ne 45112

B cooTBeTCTBUM C NyHKTOM 18 cTaTbk 5 PenepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-d3 "06
obpalleHnmn nekapcTBeHHbIX cpeacTB" (CobpaHue 3akoHoagaTeNnbCTBa Poccuinckon ®eanepauuu, 2010, Ne 16,
CT. 1815; 2012, Ne 26, cT. 3446; 2013, Ne 27, cT. 3477; 2014, Ne 52, cT. 7540; 2015, Ne 29, CT. 4367) 1
noanyHKToMm 5.2.171 MonoxeHns o MMHUCTEPCTBe 34paBooxpaHeHns Poccunckon ®epepalimm,
yTBEPXXAEHHOr0 NocTaHoBAeHneM MNpaBnTenbcTBa Poccuinckon Pepepaunm ot 19 uioHs 2012 r. Ne 608
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2012, Ne 26, cT. 3526; 2013, Ne 16, cT. 1970; Ne 20,
CT. 2477; Ne 22, cT. 2812; Ne 45, c1. 5822; 2014, Ne 12, cT. 1296; Ne 26, cT. 3577; Ne 30, cT. 4307; Ne 37, CT.
4969; 2015, Ne 2, cT. 491; Ne 12, cT. 1763; Ne 23, ¢T. 3333; 2016, Ne 2, ¢T. 325; Ne 9, ¢T. 1268; Neo 27 CT.
4497; Ne 28, cT. 4741; Ne 34, cT. 5255), npuka3sbiBato:

1. YTBepanTb NnpunaraemMble MNpaBuna Hagexallen NPakTUKN XpaHEeHNS 1 MepPeBO3KMN NeKAPCTBEHHbIX
npenapaToB ANS MEANLMHCKOrO NPUMEHEHNS.

2. HacToAwmn nprkas BCcTynaeT B cuay ¢ 1 mapta 2017 roaa.

Bpno Munuctpa WN.H.KarpamaHsH

YTBEPXKJEHbI

nprKa3oM MUHNCTEPCTBa 34PaBOOXPAHEHUS

Poccuinckon ®egepaumm

oT 31 aBrycta 2016 r. Ne 646H

MNpaBuia

Hagnexxallen NPakTUKN XpaHeHNS U NepeBO3KM JIeKapCTBEHHbIX NpenapaTos

AN MeANLMUHCKOr0 MpMMEeHeHNs

|. ObLime NnonoXxeHns

1. HacToswume MNpaBrna Hagnexallen NpakTUKN XpaHEHNS N NePEBO3KN IEKAPCTBEHHbIX MpenapaToB ANs
MeLMLMHCKOro NpUMeHeHus (4afiee COOTBETCTBEHHO - [TpaBua, lekapCcTBeHHbIe npenapaTsl)
yCTaHaBAMBalOT TpeboBaHMA K YCIOBUAM XPaHEHMWS 1 NEPEBO3KN JIEKAPCTBEHHbIX MPEnapaTos,
HeobxoamMbIM ans obecrnevyeHns KavecTsa, 6€30MacHOCTY U 3 HEKTUBHOCTM SIeKapCTBEHHLIX NpenapaTos,
a TakXXe MUHMMM3aLMN PUCKA MPOHMKHOBEHNA (haNbCUDULIMPOBaHHbIX, HEA0OPOKA4YEeCTBEHHbIX,
KOHTPataKTHLIX NEKAPCTBEHHLIX NPenapaToB B rpakAaHCKuin 06opoT.

2. HacToswwme MNpaBuna pacnpoCcTPaHATCS Ha MPOU3BOAMTENEN IeKapCTBEHHbIX NpenapaTos,
opraHm3auny oNTOBON TOProBAW NEKAPCTBEHHbLIMU NpenapaTaMu, anTeyHble OpraHn3auum,
NHAMBUAYANbHbIX NpeanpuHMMaTeNnen, MEeKLWMX JIMLEH3MNI0 Ha (hapMaLEeBTUYECKYIO OeATENbHOCTD,
MeLMLMHCKME opraHu3aumm n nx obocobneHHble noapasaeneHmns (ambynatopuu, henbhlepckme n
henbaLlepcko-aKyLlepckmne NyHKThI, LeHTPbI (0TAeneHus) obuien BpayebHom (CeMeNHON) NPaKTUKK),
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PaCMOJIOXKEHHbIE B CENbCKNX HACENEHHBIX MYHKTaX, B KOTOPLIX OTCYTCTBYIOT anTeYHbIe OpraHu3aLmm
(manee - cybbekTbl 0bpalleHnsa NeKapCTBEHHbIX MPenapaTos).

Il. Cnctema obecneyeHns Ka4eCTBa XpaHeHMSA 1 MEPEBO3KM

NEKapPCTBEHHbIX MpenapaToB

3. PykoBoauTenb cybbekTa obpalleHns nekapcTBEHHbIX npenapaToB obecneynBaeT peannsaunto
KOMMJIEKCa Mep, HanpaB/ieHHbIX Ha cobnoaeHne ero paboTHUKaMM HacToAWwmMX MNpaBua Npy XpaHeHUN 1
(nnKn) nepeBo3Ke NEKAPCTBEHHbLIX NPenapaToB (fanee - cUcTeMa KaveCTBa), MOCPELCTBOM YTBEPKAEHUS
LIOKYMEHTOB, B KOTOPbIX PEr/IaMEHTUPYIOTCS B TOM YNCJIE NMOPSAOK COBEPLUEHUS paboTHMKaMU OeNCTBUIA
NpW OCYLLECTBJIEHNN XPAHEHUS U (MNKN) NEPEBO3Ke NEKAPCTBEHHbLIX NPenapaToB, MOPSLOK 06CNYy)KMBaHUS U
NMOBEPKMN U3MepuTenbHbIX Npubopos 1 0bopyaoBaHUS, BeAeHWE 3anncer, 0TYETOB U UX XPaHEHUe, NpUeM,
TPaHCNOPTUPOBKA, Pa3MeLLeHNE TIEKAPCTBEHHbIX MPeNapaToB (Aanee - CTaHA4apTHbIE ONepPaLNOHHbIe
npouenypel), U OpraHm3aLmm KOHTPOAS 3a cobniogeHnem CTaHAAPTHBIX ONepaLoHHbIX MpoLeayp.

4. CucTeMa KavecTBa [A0JKHa rapaHTUpPoOBaTb, YTO:

a) NepeMeLLeHne NeKapCTBEHHbLIX NpPenapaToB Mexay cybbekTamm obpalleHns neKkapCTBEHHbIX
npenapaToB, B TOM YMC/e BHYTPW KOHKPETHOro cybbekTa obpalleHns IeKapCTBEHHbIX MPenapaTos,
obecneymBaeT xpaHeHue 1 (1n) nepeBo3Ky c cobntogeHnem TpeboBaHNA, YCTaHOBEHHbIX HACTOALLIMMUI
MNpasunamuy;

6) onpeneneHa 0TBETCTBEHHOCTb PaboTHMKOB CybbekTa obpalleHnss NeKapCTBEHHbIX NPenapaToB 3a
HapyLleHue TpeboBaHWIN, YCTaHOBAEHHbLIX HAaCTOAWMMY [paBrunaMm, U CTaHLAPTHLIX ONepPaLMOHHbIX
npouenyp;

B) JIeKapCTBEHHbIE NpenapaThl 4OCTaBAATCA CybbekToM 0bpalleHns IeKapCTBEHHbIX MPenapaToB B
COrnacoBaHHbIV C NoJlydaTeneM nekapCTBEHHbIX NpenapaToB Nepuo BpemMeHun ¢ cobniogeHnem
TpeboBaHWi, YCTaHOBNEHHbLIX HAacToAWMMY MpaBuiamu;

r) LOKYMeHTaslbHOe 0hopMIeHe AENCTBU, YKa3aHHbIX B rnase VI HacToawmx Mpasua, n GOCTUMHYThIX
pe3ynbTaTOB OCYLECTBASETCS B XO[€ BbIMNOJHEHNS UM HEMNOCPEACTBEHHO MOC/E 3aBEPLLEHNS
COOTBETCTBYIOLMX OENCTBUN;

1) B OTHOLLEHNN KaXK[0ro HapyleHust TpeboBaHW, YCTAHOBJIEHHbIX HACTOSALWMMM [paBmunamum,
CTaHAAPTHbLIMU OMepaLMOHHBIMU NpoLeaypPaMu, MPOBOANTCS BHYTPEHHSA NpoBepKa 1 pa3pabaTbiBaloTCs
KOPPEKTUPYIOLLME AENCTBUA C LIeNbl0 YCTPAHEHNS BbISBAEHHbIX HapyLUEHUNA.

5. PykoBoamuTenem cybbekTa obpalleHns eKkapCTBEHHbIX NMPenapaToB C y4eToM TpeboBaHWn TpyA0BOro
3aKoHodaTenbCTBa Poccuinckon ®epepauiv U MHbIX HOPMATMBHbIX MPABOBLIX aKTOB, COAEPXKALLUX HOPMBI
TPYZLOBOro npaBa, Ha3Ha4YaeTCs ML, OTBETCTBEHHOE 3a BHEAPEHUE 1 obecrneyeHne CUCTEMbI KavyecTBa,
OCYLLECTBAIAOLLIEE MOHUTOPUHT 3PHEKTUBHOCTM CUCTEMbI KQYeCTBa U aKTyan3aunio CTaHAapPTHbIX
onepaLmnoHHbIX Npouenyp (fanee - 0TBETCTBEHHOE NULO).

6. [leATenbHOCTb MO XPaHEHMIO 1 (MNIM) NepeBO3Ke IEKAPCTBEHHbIX MPenapaToB, NepeaaHHas
Npou3BOANTENEM NEKAPCTBEHHbLIX NPEenapaToB 1AW OpraHM3aLen oNToBOW TOProBAN JIeKapCTBEHHbIMU
npenapaTtaMy a5 OCyLIEeCTBAEHNS OPYron (CTOPOHHER) opraHu3aummn (ganee - ayTCOPCUHT),
onpenenseTcs, COrnacoBLIBAETCA U KOHTPONMPYETCS BO U3bexxaHne pa3HOYTEHUNA, CNOCOBHBLIX MPMBECTU K
HeyOO0BNETBOPUTEIbHOMY Ka4eCTBY IEKAPCTBEHHbIX NMPenapaToB UM BbIMOJHAEMbIX paboT.

[loroBop, Mo KOTOPOMY OCYLLECTBNAETCA Nepefadya AeSTENbHOCTY Ha ayTCOPCUHT (fanee - 4OroBop
ayTCOPCUHIa), 3aK/04aeTCs C YKasaHmeM 0683aHHOCTEN KaXX 40N U3 CTOPOH, NopsAKa AeNCTBUA 1
OTBETCTBEHHOCTMW CTOPOH.

[l0 3aK/l04eHNa SOroBopa ayTCOPCUHIa MPOU3BOAMTESb SIEKapCTBEHHbIX NPenapaToB AN OpraHu3aLms
OMTOBOW TOProB/AW NEKAPCTBEHHLIMU MpenapaTamMn OO/KHbl y6eanTbCs B NPaBoCNOCOBOHOCTU NCMONHUTENS
(B TOM 4ncne B HaNM4MK y Hero Heobxo4MMOM B COOTBETCTBMMN C 3aKOHOLATENLCTBOM POCCMICKOW
depepaln NLEH3UN) U BO3MOXXHOCTM BbINOJHUTL 0653aTenbCcTBa No LOrOBOPY ayTCOPCUHIa B
COOTBETCTBUYM C TpeboBaHMAMYN HacToAWMX MpaBuA (B TOM YMcie B HAaUYUM OMNbITHOTO N KOMMETEHTHOMO
nepcoHana, nomeLleHnin, obopyLoBaHNA).
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Mpon3BoanTesNb IeKapCTBEHHbIX NPenapaToB UanM OpraHn3aumsa ONTOBON TOProBAW JIEKAaPCTBEHHbIMU
npenapaTtaMn LOJ/DKHbI FapaHTUPOBATb, YTO UCMOMHUTESb MO LOrOBOPY ayTCOPCUHIa NOJSIHOCTbIO
ocsegomieH 060 Bcex hakTopax, CBA3AHHbLIX C IEKAPCTBEHHbIMM NpenapaTaMy WK LeATeNbHOCTbIO,
nepenaBaemMoin Ha ayTCOPCMHI, KOTOPbIE MOTYT NPeacTaBAATb OMAaCHOCTb A1 €ro NoMeLLeHN,
obopynoBaHus, nepcoHana.

lll. MepcoHan

7. Ins cobnoaeHns yCTaHOBAEHHbIX HacToAWwMMY MpaBunamn TpeboBaHuin CybbekT obpalleHns
JIeKapCTBEHHbIX MpenapaToB C y4eTOM 06beMa OCYLLECTBASEMON UM AEATESIbHOCTY MO XpaHeHuo 1 (1an)
nepeBo3Ke NEKAPCTBEHHbLIX MPENapaToB A0JKEH MMEeTb HEOBXOANMBIA NepCoHal.

8. TpeboBaHMA K KBanudmKaumm n ctaxy paboTbl nepcoHana ycTaHoBAeHbI [0N0XKeHNEM O
JIMLLEH3UPOBaHMM (hapMaLeBTUYECKON AeATebHOCTN.

MocTaHoBneHue MpaBuTenbcTBa Poccuiickon ®epepaumm ot 22 gekabps 2011 r. Ne 1081 "0
NNUEH3MPOBaHUN hapMaueBTUYeckon geatensHoctn" (CobpaHne 3akoHofaTeNsCTBa Poccninckon
®epepaumm, 2012, Ne 1, cT1. 126; 2012, Ne 37, cT1. 5002; 2013, Ne 16, cT. 1970)

9. O6543aHHOCTM U OTBETCTBEHHOCTb PaboTHNKOB CybbekTa 0bpalleHns NeKapCTBEHHbLIX MPenapaTos, B TOM
yuncne OTBETCTBEHHOIO ML, 3aKPEnIaTCS B JO/DKHOCTHBIX UHCTPYKLUMAX.

10. PykoBoanTenb cybbekTa obpalleHns nekapCTBEHHbIX MPENapaToB YTBEPXKAAET NaaH-rpagmk
NpoBefeHNs NEPBUYHON 1 MOCNeAYIOWNX NOATOTOBOK (MHCTPYKTaXKel) nepcoHana, KOHTPONPYeT ero
NCNOJIHEHUNE 1 OLEeHUBAET 3(EKTUBHOCTb MOATOTOBOK (MHCTPYKTaxka) C LieSibio X COBEPLUEHCTBOBAHNS.
MepcoHan, paboTalowWwmin C NeKapCTBEHHbLIMW NpenapaTamMn, B OTHOLLEHWUW KOTOPbIX YCTaHOBJIEHbI
cneumnanbHble yCNoBMSA XpaHeHUs 1 (Man) NepeBo3Kn, MPOXOANT NOAFOTOBKY (MHCTPYKTaX) B COOTBETCTBUM
C 3aHMMaeMon LOMKHOCTbIO.

[loOKyMeHTbI 0 MPOBELEHNMN NOATOTOBKM (MHCTPYKTaXa) apXMBUPYIOTCS U XPaHATCSA B COOTBETCTBUM C
3aKoHomaTenbCcTBOM Poccuinckon ®epepaunm 06 apxmueHom aene. V. NMomeweHns n obopynosaHme ans
XpaHeHWs IeKapCTBEHHLIX NpenapaTos

11. CybbekT obpalieHns nekapCTBEHHbIX MPenapaToB 415 OCYLLeCTBAEHNS LeATeNlbHOCTU MO XPaHEeHWNIO
JIEKAPCTBEHHbIX NPEnapaToB AOJ/KEH UMETb HEOOXOAUMbIE MOMELLEHNS U (UN) 30HBI, @ TaKXe
obopynoBaHMe ons BbINOJHEHNA OnepaLnii C IeKapCTBEHHbIMY NMpenapaTamu, obecneynBatomne nx
XPaHeHMe B COOTBETCTBMM C TpeboBaHUAMU HacToALWMX Mpasu.

12. NomeLleHns ANa XpaHEHNS NIeKapCTBEHHbIX NpenapaToB A0/KHbI 061aaaTb BMECTUMOCTbIO U
obecneymBaTb 6e30MacHOE pa3fefibHOE XPaHEHME U NePEMELLLEHNE IEKAPCTBEHHbIX MPenapaTos.

13. Mnowaab NOMELLEHNIA, NCMOJIb3YEMbIX MPON3BOAUTENAMN NEKAPCTBEHHbIX NPENnapaToB K
OopraHu3aunsMm oNTOBOW TOProBAN JIeKapCTBEHHbIMU NpenapaTaMu, 4O/KHa COOTBETCTBOBAThL 06beMy
XPaHMMbIX NeKapCTBEHHbIX NPernapaToB U COCTaBNATbL He MeHee 150 KB. MeTpoB.

14. Nnowagb NOMELLEHWU, NCMOJIb3YEMbIX MPON3BOANTENAMUN JIEKAPCTBEHHbIX MPenapaToB
OpraHM3aunsaMun onNTOBOW TOProB/N JIEKAPCTBEHHBIMU NpenapaTaMun, A0SKHa ObITb pa3feneHa Ha 30Hbl,
npegHa3sHavyeHHble 04 BbINOJHEHNS CAEYIOWNX PYHKLMNA:

a) NPUEMKMN NeKapCTBEHHbIX MPenapaTos;

6) OCHOBHOIr0 XpaHeHNS NeKapPCTBEHHbIX NPENapaToB;

B) aKcneguuunu;

) XpaHEeHNS NIeKapCTBEHHbIX NPenapaToB, TPebyLWNX cneumanbHbIX YCIOBUN;

[) XpaHeHNA BbISIBJIEHHbIX (hanbCUPMLMPOBAHHbIX, HeA0bpOoKaYeCTBEHHbIX, KOHTPaMaKTHbIX
JIeKapCTBEHHbIX NpenapaTos;

€) KapaHTMHHOI0 XpaHeHMA NeKapCTBEHHbIX NpenapaTos.

15. Mnowagb NOMELEHNI, NCNOb3yeMbIX ApYruMn cybbekTammu obpalleHns nekapcTBEHHbIX NpenapaTos,
L,0/KHa ObITb pa3feneHa Ha 30Hbl, MpeAHa3HayYeHHbIe A5 BbIMONHEHNS CNeAYOLNX QYHKLMNIA:

a) NPUEMKMN NeKapCTBEHHbIX MPenapaTos;
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6) XpaHeHNs NeKapCTBEHHLIX NPenapaToB, TPebYLWNX CneunanbHbIX YCIOBUIA;

B) XpaHeHWA BbISBIEHHbIX (hanbCUOULNPOBAHHbIX, HEA0OPOKAYECTBEHHLIX, KOHTPaMaKTHbLIX
JIEKapCTBEHHbIX NPENapaToB, a TakXXe IeKapCTBEHHbIX NpenapaToB C UCTEKLIUM CPOKOM FrOAHOCTH;

) KAPAHTUHHOIO XpPaHeHNs NeKapCTBEHHbIX MpenapaTos.

16. ®yHKUMKM, NpefyCMOTpeHHble NyHKTaMu 14 n 15 HacToAwmux MpasBun, MOTryT BbIMONHATLCA B OTAE/bHbIX
noMeLLeHmnsaXx.

17. MomeLleHns 1 30HbI, UICNOAb3YEeMble A1 XPaHEHWS IEKapCTBEHHbIX MpenapaToB, A0KHbI ObITb
OCBELLEHBbI.

18. CnctemMa, 3aMeHsOLWan pa3fesieHne 30H XpaHeHWs, B TOM YMCe NOCPeaCcTBOM 3JIEKTPOHHON 06paboTku
LaHHbIX, 0oJKHa obecneynBaTh TpebyeMmbli ypoBeHb 6e30nacHOCTU 1 ObITb BanMAnpoBaHa.

19. ABMUHNCTPATUBHO-ObITOBLIE MOMELLEHNA OTAENATCA OT 30H XPaHEHUS IEKAPCTBEHHLIX NPenapaToB.
20. B nomMelLeHMAX 419 XpaHEeHMA JIeKapCTBEHHbIX MpernapaToB 3anpeLlaeTcs XpaHeHe NuLLeBbIX
NpoayKToB, TabayHbIX M34ENNIA, HAMWTKOB, 3@ CK/OYEHNEM NMUTbLEBONM BOAbI, @ TaKXe JIeKapCTBEHHbIX
npenapaTos, NpefHa3Ha4YeHHbIX A5 IMYHOMO NCMO0b30BaHUS paboTHnkaMu cybbekTa obpalyeHns
JIeKapCTBEHHbIX NpenapaTos.

21. B noMelleHmsax 1 (nam) 3o0Hax AOJDKHbI NOALEPXUBATLCA TeMNepaTypHble PEXUMbI XPaHEHNUS 1
BNA>XHOCTb, COOTBETCTBYIOLLME YCI0BMAM XPaHEHUS, YKa3aHHbIM B HOPMATUBHON LOKYMEHTaLuK,
COCTaBAAOLWEN PerncTpaLnoHHoe A0Ckbe IeKapCTBEHHOro NpenapaTa, UHCTPYKLMMW N0 MeANLNUHCKOMY
NPYMEHEHNI0 JIeKapCTBEHHOr 0 NnpenapaToB 1 Ha YNakKoBKe JlieKkapCTBEHHOr o npenaparTa.

22. ns obecneyeHuns Tpebyemblix YCIOBUIA XPaHEHUS IEKAPCTBEHHbIX NPENapaToB B MOMELEHNSX (30Hax),
NCNOJIb3yeMbIX A1 XpPaHEeHWs SIeKapCTBEHHbIX NpenapaTos, NPOU3BOANTENAMUN JIeKapCTBEHHbIX
npenapaToB 1 OpraHn3aLmnsamMm oNnToBOM TOPrOBAN IeKapCTBEHHLIMW NpenapaTaMm oOCyLLeCTBASETCS
n3y4yeHume pacnpegeneHna TemMmnepaTypbl (fanee - TeMnepaTypHOe KapTUpOBaHMe).

Ob6opyLoBaHMe oNs KOHTPOJIA TeMNepaTypbl pa3MellaeTcs B NOMeLLeHUs (30Hax) B COOTBETCTBUN C
pesynbTaTaMy TeMNEpPaTyPHOro KapTUPOBAHUSA, HA OCHOBAHWMN NPOBEAEHHOI0 aHan3a U OLLEHKN PUCKOB.
TemnepaTypHOE KapTMpoBaHUe HeobxoanMO NOBTOPSATbL B COOTBETCTBUM C pe3ySibTaTaMy aHasln3a PUCKOB,
a TaKXXe NP N3MEHEHUSX B KOHCTPYKLMM NoMeLLeHns (30H) nan obopyaoBaHns 419 KOHTPOS
TeMmnepaTypsbl.

23. Pe3ynbTaTbl TEMMNEPATYPHOro KapTUPOBAHUS PErMCTPUPYIOTCA B CNeLMaNbHOM XypHane (kapTe)
perncrTpaummn Ha BymMa)KHOM HoCUTene 1 (WIn) B 3EKTPOHHOM BUAE €XEOHEBHO, B TOM YUCJIE B BbIXOAHbIE
1 Npa3sfHUYHble OHW. XKypHa (KapTa) perncrpauum XpaHUTCs B Te4eHne ABYX JeT.

24. CybbeKkT obpallleHnsi NneKapCTBEHHLIX NPenapaToB pa3pabaTbiBaeT N YTBEPXKAAET KOMIMJIEKC Mep,
HanpasJieHHbIX HA MUHUMM3ALNI0 PUCKA KOHTaMUHALUN MaTepuasnos WK eKapCTBEHHbIX NpenapaTos,
npw ycnosum cobniofeHns 3almTbl OT BO3LENCTBNA (hakTOPOB BHELLIHEN cpefbl.

25. MNpouepypbl No ybopke NoMeLLeHN (30H) AN XPaHEHNS NeKapCTBEHHbIX NPenapaToB MPOBOAATCS B
COOTBETCTBUM CO CTaHAAPTHbLIMW ONepaLnoHHbIMU Npoueaypamu.

OThenka noMeLLeHnin (BHyTpeHHMEe NOBEPXHOCTY CTEH, MOTONKOB) A1 XPaHEHUNSA IeKapCTBEHHbIX
npenapaToB A0/HKHA AONYCKaTb BO3MOXXHOCTb MPOBEAEHNS BAAXXHON YOOPKM U NCKOYaTb HaKoMNeHne
nblan.

ObopyLoBaHMe, MHBEHTapPb 1 MaTepuanbl ANna yOopKM (04MCTKK), @ TakKe MotloLWwmne n aesnHduunpyLline
CPeLCTBa AO/MKHbI XPAaHUTLCA B OTAEJbHbIX 30HaX (LWKadax).

26. MNoMeLLeHns pnsi XpaHeHUS NeKapCTBEHHLIX NPenapaToB A0JHKHbI ObITb CMPOEKTMPOBaHbI U OCHALLEHbI
TakuMm obpa3om, 4Tobbl obecneynTs 3amUTy 0T MPOHUKHOBEHUS HAaCEKOMBIX, MPbI3YHOB AN APYruX
YKMBOTHbIX.

27. B noMelleHuns (30Hbl) 0151 XpaHEeHUs NeKapCTBEHHbIX NpernapaToB He AONYCKATCA nLa, He nMeroLLme
npasa LOCTYyNa, onpefesieHHOro CTaHAapTHLIMY OnepaLVMoHHbIMU NpoLLefypaMu.

28. MpousBoamnTensaM ieKapCTBEHHbIX NpenapaToB 1 OpraHu3aumam ONTOBON TOProBAW JIeKapCTBEHHbIMU
npenapaTtaMmu HeobxoaMMO NpefyCcMOTpeTh pa3fesieHne NoOTOKOB NepeMeLleHmns TeKapCTBEHHbIX
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npenapaToB MeXAy MNOMELLEHVUSMU 1 (UIN) 30HaMKN AN1F XPaHEHWS NeKapCTBEHHbIX NPenapaTos..

29. CTennaxu (WKadbl) 4159 XPaHEHWUS TEKAPCTBEHHbIX NPENapaToB AO/MKHbLI ObITb MapKUPOBaHbI, UMETb
CTesIaXHble KapTbl, HAXOAALWMUECS B BUAMMOW 30He, 06ecneqnBaTh UAEHTUDVKALNIO NEKAPCTBEHHbIX
npenapaToB B COOTBETCTBUM C NPUMeHsieMoil CybbekToM obpallieHns 1IeKapCTBEHHbIX NPenapaToB
cncTemon yyeTa. lonyckaeTcs NpuMeHeHne 31eKTPOHHON cncTeMbl 06paboTKM AaHHbIX BMECTO
CTesIaXHbIX KapT. Mpu NCNosIb30BaHNMN 3N1EKTPOHHOM CUCTEMbl 06paboTKM AaHHbIX AOMYCKAeTCs
NAEHTUMMKALNS NPU MOMOLLU KOJ0B.

30. JlekapCTBEHHbIE MpenapaThl, B OTHOLEHNN KOTOPbLIX Cy6bekToM obpallieHns NeKapCTBEHHbIX
NpPenapaToB He NPUHATO PelleHne 0 JaNbHeheM 00palleHn, U NeKapcTBEHHbIE NPenapaThl,
obpallieHne KOTOpPbIX NPMOCTAHOBMEHOD, @ Tak)Ke BO3BpPaLLeHHble Cy6bekTy obpalleHns NeKapCTBEHHbIX
npenapaToB JIeKapCTBEHHbIE MpenapaThl A0JXKHbI ObITb NOMeLLEHbl B OTAENbHOE NMOMeLLeHNe (30HY) 1an
M301POBaHbI C NPUMEHEHNEM CUCTEMbI 3N1EKTPOHHOM 06paboTKM AaHHbIX, obecneynBatowen pas3aeneHue.
JlekapCTBEHHbIE MpenapaThl, B OTHOLLIEHUM KOTOPbIX CybbeKTOM 06palleHns IEKapCTBEHHbIX NpernapaToB
MPUHATO peLIeHre 0 NPUOCTAHOBIEHUN NPUMEHEHUS UK 00 N3BATUM U3 0bpallleHns, a TakXe
(haNbCUPULIMPOBAHHbIE, HEL06POKA4YECTBEHHbIE U KOHTPAa(aKTHbIE SIeKaPCTBEHHbIE NMpPenapaThbl A0/KHbI
ObITb N30/IMPOBAHbI U Pa3MelLieHbl B CNeLWaibHO BblIe/IEHHOM MOMeLLeHUN (30He).

MpeanpuHaTbIE MEPbI N30SLMKN YKa3aHHbIX IEKAPCTBEHHbIX MPEnapaToB A0JIXKHbI FapaHTUPOBaTh
NCKJII0YEHME UX nonafaHus B obpalleHue.

31. JlekapCTBeHHbIE NpenapaThl, Nofsexalline NPeaMeTHO-KOJIMYECTBEHHOMY YYETY, 33 UCKJII0YEHNEM
HAPKOTUYECKUX, MCUXOTPOMHBIX, CUIbHOAENCTBYIOLLMX U SO0BUTHIX IEKAPCTBEHHBLIX CPEACTB, XPaHATCSA B
METaJIINYECKMX UNN AepeBAHHBIX WKadax, ornevaTbiBaeMblX UK NIOMOUPYeMbIX B KOHLE paboyero aHs.

Mpuka3 MuH3apasa Poccum oT 22 anpens 2014 r. Ne 183H "O6 yTBEP)XAEHUN NEPEYHS NIEKAPCTBEHHbIX
CPencTB ond MeQULMHCKOro NPUMEHeHNs, Noanexallmnx npeiMeTHO-KOINYeCTBEHHOMY y4eTy"
(3apeructpmnpoBaH MuHuCTepcTBOM tocTuumm Poccuinckon ®epepauun 22 nionsd 2014 r., perncTpaumoHHbIN
Ne 33210) C M3MeHeHNAMU, BHECEHHbIMU NpuKa3oM MuHsgpasa Poccum oT 10 ceHTAbps 2015 r. Ne 634H "O
BHECEHWW N3MEHEHWI B HEKOTOpPbIE NPUKa3bl MUHNMCTEPCTBA 34PaBOOXPAHEHUS N COLMANLHOMO Pa3BUTUS
Poccuinckon degepaumm n MMHUCTEPCTBa 34paBooxpaHeHnst Poccuinckon ®egepaunn (3aperncTpupoBaH
MuHncTepcTeoM tocTuumm Poccminckon ®epepaumm 30 ceHTabpsa 2015 r., pernctpaunoHHbin Ne 39063).
32. JlekapCTBeHHbIE NpenapaThl, COAepXXaLlne HapKOTUYeCKe CpeacTBa U NCMXOTPOMNHbIE BELLECTBa,
JAO/KHbI XPaHMTbCSA B COOTBETCTBUM C 3aKOHOA4ATeNbCTBOM Poccuinckon deagepaum 0 HapPKOTUYECKUX
cpencTBax v NCUXOTPOMHBIX BeLleCTBax.

33. XpaHeHune nekapCTBEHHbIX NMpenapaToB, COAepXKallMX CUIbHOOAENCTBYIOWME N AA0BUTbIE BELLECTBA,
HaXOLALNXCA MOL KOHTPOJIEM B COOTBETCTBUN MEXAYHAPOOHLIMU NPaBOBbIMA HOPMaMU, OCYLLLEeCTBISETCS
B NMOMeLLEeHNAX, 060pYA0BAHHbLIX MHXEHEPHBIMW N TEXHUYECKUMU CPEACTBAMM OXPaHbl, aHa0r NYHLIMU
npenycMOTPEHHbIM A5 XPaHEHUS HAPKOTMYECKUX N NMCUXOTPOMHbIX JIEKapCTBEHHbIX CPeACTB.

MocTaHoBneHwne MpaBuTenscTBa Poccuinckon ®epepaumm ot 29 gekabps 2007 r. Ne 964 "0O6 yTBepXAeHUN
CMUCKOB CUIbHOAENCTBYIOLWMX N AA0BUTbIX BELLECTB 419 Lefnen cTaTbh 234 1 apyrux ctaTen YronoBHOro
Kopekca Poccuinckon denepaun, a Takxxe KpYnHoro pasmepa CUbHOLENCTBYIOWNX BELLECTB 4119 uenen
cTaTbk 234 YronoBHoro kogekca Poccuiickon Pegepaunn” (CobpaHne 3akoHodaTenbCTBa Poccminckon
®epepaumm, 2008, Ne 2, c1. 89; 2010, Ne 28, c1. 3703; 2012, Ne 10, ¢T. 1232; 2012, Ne 41, cT. 5625; 2013, No
6, cT. 558; Ne 9, cT. 953; Ne 45, cT. 5831).

34. [lonyckaeTcsa XpaHeHWe B OAHOM TEXHUYECKN YKPENJeHHOM MOMELLLEHMNN NeKAPCTBEHHbIX NpenapaTos,
NpeayCMOTPEHHbIX MYHKTOM 32 HacToAwWwmMX MpaBu, 1 N1eKapCTBEHHbLIX NpenapaToB, COAEPKALLMX
CUbHOLENCTBYIOLME UK A40BUTHIE BeLLeCTBa. Npy 3TOM XpaHeHWe Takux JlekapCTBEHHbIX NpenapaTos
JONKHO OCYLLLECTBAATLCA (B 3aBUCMMOCTM OT 06 beMa 3aMacoB) Ha pa3HbIX NoJKax celda (MeTanmyeckoro
lwKada) nam B pasHblx cenax (MeTannnmyeckux Wwkadax), onevyaTblBaeMbIX NN NAOMOMPYEMbIX B KOHLLE
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paboyero gHs.

35. CybbekTy 0bpalleHns NekapCTBEHHbIX NpenapaToB He0bxoAMMOo 06eCneynTb OXPaHHYO CUCTEMY,
MO3BOJIAKOLLYI0 NpeaoTBpaLLaTbh HEMPaBOMEPHOE MPOHUKHOBEHME B Nt0bbie NoMeLLleHNs (30Hbl) Ans
XPaHEeHUs IeKapCTBEHHbIX NPenapaToB.

36. ObopynoBaHuMe, OKa3blBaloLee BANSHNE Ha XpaHEHNe 1 (1K) NepeBO3Ky eKapCTBEHHbIX MpenapaTos,
L0JKHO NMPOEKTMPOBATLCA, pa3MeLLaTbCa 1 06C/y)KMBaTbCS COrNacHO AOKYMEHTaL MU MO ero
NCNonNb30BaHMO (3KCnayaTaumm).

37. K obopyLoBaHMIo, NCMOJIb3yeMOMY B MPOLIECCe XPaHEHMSA U (MK) NePEBO3KUN IeKapCTBEHHbIX
npenapaToB, OTHOCATCS B TOM YUCne:

a) CMCTEeMbl KOHAULMOHNPOBAHMS;

6) xonogunbHble KaMmepbl U (MIK) XONOANSIbHUKMY;

B) OXpaHHas 1 NoxapHasa CUrHann3auns,

) CMCTEMbl KOHTPOJSIA AOCTYNa;

[) BEHTWUALMNOHHAA CUCTEMA;

€) TepMornrpoMeTpbl (MCMXPOMETPLI) MK MHoe obopyaoBaHMe, UCNOb3yeMOEe AJ1 perncTpauum
TeMmnepaTypbl 1 BJIAXXHOCTHN.

38. ObopyLoBaHMe, OTHOCSALLEECS K CpecTBaM U3MepeHuid, 40 BBOAA B IKCMJIyaTaLmio, a Takxe nocne
PEMOHTA NOAJIEXNT NEPBUYHOM NOBEPKE 1 (11n) KannbpoBKe, a B NpoL,ecce 3KCnayaTauum -
nepruoamnyeckon noBepke u (nam) kannbposke B COOTBETCTBUM C TpeboBaHMAMN 3aKOHOAATENLCTBA
Poccninckon ®@eapepaunn 06 obecnevyeHumn eanHCTBa N3MEPEHWI.

CtaTby 13 n 18 ®depepanbHOro 3akoHa ot 26 nioHsA 2008 r. Ne 102-®3 "0O6 obecneyeHnn efUHCTBA
nsmepeHnin" (CobpaHne 3akoHomaTenbcTBa Poccuinckon ®epepaunn 2008, Ne 26, cT. 3021; 2014, Ne 26, cT.
3366; Ne 30, cT. 4255).

39. PeMOHT, TexHn4yeckoe 06Cny)XBaHUe, NoBepKa U (Unn) KannbpoBka 060pyA0BaHNSA LOSKHBI
OCYLLECTBAATHLCSA B COOTBETCTBMU C YTBEPXKAAEMBIM MIAHOM-TpacPuKoM, Takmm obpa3om, 4Tobbl KayecTBo
JIeKapCTBEHHbIX NPenapaToB He MNoABepranocb HeraTUBHOMY BO3L4ENCTBUIO.

40. Ha BpeM$sl peMOHTa, TEXHMYECKOr0 06CyXUBaHWA, MOBEPKN 1 (1n) Kanmbposky 0b6opyaoBaHMS 1
CPeLCTB U3MepeHUs A0KHbI ObITb MPUHATBLI Mepbl, obecneynBatoLme Tpebyembie yCa0BMA XpaHEHNS
JIeKapCTBEHHbIX NpenapaTos.

PemMOHT, TexHU4eckoe obcnyxumBaHme, NoBepka 1 (nam) kanmbposka obopyLoBaHUS U CPEACTB U3MEpPEeHNs
LO/MKHbI 6bITb COOTBETCTBYIOLWMM 06pa30M OTpPaKeHbl B LOKYMEHTaX, KOTOPbIE apXNBUPYIOTCA U XPaHATCA
B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon ®epepaumm 06 apxmBHOM fene.

V. [IOKYMEHTbI M0 XpaHEeHWI0 1 NepeBO3Ke JIeKapCTBEHHbIX NpenapaTos

41. [IOKYMeHTbI M0 XpaHeHuo 1 (uan) nepeBo3Ke IeKapCTBEHHbIX NPenapaTos, ONUCbIBAOLWUM AeNCTBUS,
BbiNnosHAeMble CybbekToM obpalleHuns nekapCTBEHHbIX MPenapaToB, HanpaB/ieHHble Ha cobnoaeHne
TpeboBaHWI, YyCTAaHOBNEHHbLIX HAacToAWMUMY [NpaBuiaMu, BKIKOYAOT B TOM YUCIEe CTaHAAPTHbIE
ornepaunoHHble Npouenypbl, MHCTPYKLAN, LOFOBOPbI, OTHETHI.

CopepxaHue LOKYMEHTOB LO/IKHO BbiTb MOHATHBIM, OAHO3HAYHbIM, HE AOMYCKAKLNM OBYCMbICIEHHbIX
TOJIKOBaHWI.

42. CpoK XpaHeHUs LOKYMEHTOB OnpefenseTcs B COOTBETCTBMMU C TpeboBaHUSAMU 3aKOHOLAaTe/IbCTBa
Poccuinckon ®epepaumm 06 apxmBHOM aene.

43. NepcoHan foKeH bbiTb 03HAKOMAEH M UMETb A0CTYN K AOKYMEHTaM, He0bX0AMMBIM A5 UCAOSHEHUS
JOJKHOCTHbIX 06513aHHOCTEN.

VI. Nencteus cybbekTa obpalleHuns NekapCcTBEHHbIX NpenapaToB no

XPaHEeHMIo 1 NnepeBo3Ke

44, Bce pencteus cybbekTa obpallleHns NeKapCTBEHHbIX MPenapaToB Mo XPaHEHUIO 1 (MaKn) NepeBo3Ke
NeKapCTBEHHbIX MpenapaToB OCYLLECTBAATCA TakuM 06pa3oM, 4ToObl MAEHTUYHOCTb U Ka4eCTBEHHbIe
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XapaKTEPUCTUKN NEKAPCTBEHHbIX MPenapaToB He Hbln yTpayeHbl 1 COBMI0AaNNCL YCIIOBUS NX XPaHEHUS,
YKa3aHHbIe B MHCTPYKLUM MO MEANLUHCKOMY MPUMEHEHWIO U Ha YNaKOBKE NeKapCTBEHHOM0 npenapaTa.
45, CybbekToM 0bpalleHns NeKapCTBEHHbIX NpenapaToB NPUHUMAOTCA Mepbl 419 MUHUMK3aL MM pUCKa
NMPOHNKHOBEHNSA asIbCUPULINMPOBAHHbBIX, KOHTPathaKTHbIX, HeJ0OPOKaYeCTBEHHbIX IEKAPCTBEHHbIX
npenapaToB B obpalLeHue.

46. B npouiecce NpueMKun NeKapCTBEHHbIX NpenapaToB paboTHMKaMu cybbekTa obpalleHus
NEeKapCTBEHHbIX MpenapaToB OCYLLECTBASETCSA NPOBEpKa COOTBETCTBUSA NPUHUMAEMbIX IEKapPCTBEHHbIX
npenapaToB TOBApOCOMPOBOANTENbHON AOKYMEHTaL MM N0 aCCOPTUMEHTY, KOJIMYECTBY U KayecTBy,
cobnofeHnio cneunanbHbiX YCI0BUIA XpaHeHUsa (Npyu Hannydnym Takoro TpeboBaHMs B HOPMAaTUBHOW
LOKYMEHTaLMW Ha IeKapCTBEHHbIN NpenapaT), a TakXXe Han4nio NoBpexXaeHnin TPaHCMOPTHON Tapbl.

47. JlekapCTBEHHble NpenapaTbl HE0BX0AUMO XPaHWTb C y4eToM TpeboBaHWI, HOPMATVUBHOM
LOKYMEHTaL MW, COCTaBNALLIEN PperucTpaLMoHHOe L0Cbe Ha JIeKapCTBEHHbI MpenapaT, MHCTPYKLKK No
MeOMLNHCKOMY NMPUMEHEHUNIO, UHpOPMaLMK, COAEPKALLENCA Ha NEPBUYHON 1 (MSI1) BTOPUYHON YNAKOBKE
NEeKapCTBEHHOro NpenapaTta, TPAHCMNOPTHOW Tape, a TakXXe B COOTBETCTBMM C TpeboBaHUsMU,
YCTaHOB/AIEHHbIMY HacToAWMMM [paBunamm.

48. JlekapCTBEHHbIE NpenapaThl A0JHKHbI Pa3MeLLaThCs Ha CTennaxax (B Wwkadax) nam Ha NoOATOBapPHMKaX
(nogpoHax). He gonyckaeTcs pa3MeLLeHne NekapCTBEHHbIX npenapaTos Ha nony 6e3 nognoHa. NMoaaoHbI
MOryT pacnonaraTbCs Ha NOJly B OOAUH PAL WK Ha CTeNflaXaX B HECKOJIbKO SPYCOB B 3aBUCUMOCTH OT
BbLICOTbI CTeNNaXa. He fonyckaeTcs pa3meLleHne NOAA0HOB C NEKAPCTBEHHBIMU NpenapaTamu B
HEeCKONbKO PSiA0B MO BbICOTE 6€3 NCMOb30BaHNA CTENIaXKEN.

49, JlekapCTBEHHbIE NMpenapaThl pa3MeLLaloT B MOMELLEHUAX U (MAN) 30HaX AN XPaHEHUS NIeKapCTBEHHbLIX
npenapaToB B COOTBETCTBMM C TPeOOBaHUAMUN HOPMATMUBHON AOKYMeHTauuu n (unu) TpebosaHusaMu,
yKa3aHHbIMW Ha YMaKoBKe JIekapCTBEHHOIro npenapaTa, C y4eToM:

a) U3MKO-XMMUNYECKMX CBONCTB NEKAPCTBEHHbLIX NpenapaTos;

6) hapMakonormyeckmx rpynmn;

B) cnocoba BBeeHUS NeKAapCTBEHHbLIX NPenapaTos.

Mpy pa3MeLleHnn NeKapCcTBEHHbIX NpenapaToB B MOMELLEHNSAX U (UAKN) 30HaX ANA XpaHEHUS
NEKaPCTBEHHbIX MPenapaToB AOMYCKAETCA NCMOb30BaHNE KOMMbIOTEPHbLIX TEXHONOTMIA (M0 andaBnTHOMY
NpUHLMUMNY, N0 KOAAM).

50. B cnyyae OTCYTCTBMSA BO3MOXHOCTU COBMIOAEHNS YCI0BMIA XPaHEHNS B NMPOLLECCe NMPUEMKM
NeKapCTBEHHble NpenapaThl, TpebyloLine cneumanbHbIX YCIOBUA XpaHeHUs 1 Mep 6e3onacHoCcTK, nocie
BbIMONHEHNS HEOBXOAMMbIX MPOBEPOYHbLIX MEPOMNPUATUI NEPEMELLAIOTCA B COOTBETCTBYIOLLEE NMOMELLeHNE
NN 30HY XpaHeHWs C y4eToM TpeboBaHUI CTaHLAPTHON ONepaLMoOHHON NpoLeaypbl.

51. XpaHeHue orHeonacHbIX 1 B3pbIBOOMACHbLIX NEKAPCTBEHHbLIX NPenapaToB OCyLLeCTBASETCA BAaNN OT
OFHA 1 0TONMUTENbHLIX NPN6oPoB. HeE0BX0AMMO NCKITIYNTL MEXAHNYECKOE BO3AENCTBUE Ha OrHEOMaCHbIE 1
B3pPbIBOOMACHbIE JIEKAPCTBEHHbIE NPenapaThbl, B TOM YuCe BO3AENCTBINE NPSAMbIX COMIHEYHbIX JTyYen 1
yhapbl.

52. NlekapCTBeHHblE NpenapaThl, TpebyloLine 3anTel OT BO3AENCTBUSA CBETA, AO/KHbI XPAaHUTLCS B
noMeLLLeHnaxX nan cneunanbHo obopynoBaHHbIX 30Hax, obecneymBaloLLNX 3aWMTy OT NoNagaHUs Ha
yKa3aHHble IeKapCTBEHHbIE NPenapaThl NPSMbIX COMTHEYHbIX JTYYeEN.

53. Onepauuu ¢ nekapCTBEHHbLIMU NpenapaTamMu, OCyLLeCTBASEMbIE B CKNAACKMX NOMELLEHNAX, U
nepeBo3Ka JIeKapCTBEHHLIX NPenapaToB BbINMOJIHATCA € cobofeHneM TpeboBaHWiA, YCTaHOBIEHHbIX
HacTosAwwmMuM MNpaBrunamm, a Takxxe mep 6esonacHoCcTU.

54, OTrpy3Ka nekapCTBEHHbIX NpenapaToB NPOU3BOANTENAMN IEKAPCTBEHHbIX NPenapaToB U
OpraHM3aunamMmn oNTOBON TOProBAN JIEKAPCTBEHHBLIMU NpenapaTaMmn OpraHn3yeTcs TakuMm obpa3omM, 4Tobbl
NeKapCTBEeHHble NpenapaThbl C MEHbLUUM CPOKOM FOAHOCTM OTMNYCKaNCh B NEPBYI0 oYepelb.

55. JlekapCTBeHHbIe NpenapaThbl, NpeAHa3HaYeHHble 415 YHUHTOXEHWS, B COOTBETCTBUMN CO CTaHAAPTHbLIMU
ornepaunoHHbLIMK NpoLeaypamMm AOMKHbI BbITb MaPKUPOBaHbI 1 M30JNPOBaHbI OT IEKAPCTBEHHbIX
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npenapaToB, AOMNYLLEHHbIX K 0bpaLLeHuto.

VII. NepeBoO3Ka JIeKapCTBEHHbIX NMpenapaTos

56. CybbekT obpalueHuns nekapCTBEHHbIX NPenapaToB NPy NOAFOTOBKE K NEPEBO3KE NEKAPCTBEHHbIX
npenapaToB obecneynBaeT COrnacoBaHue C NoJiyvyaTesNleM NeKAPCTBEHHbIX MPenapaToB 0CTaTOYHbIX
CPOKOB rOAHOCTY NOCTaBJIAEMbIX JIEKAPCTBEHHbLIX NpenapaTos.

57. lMepeBo3Ka NeKkapCTBEHHbIX NpenapaToB COMPOBOXAAETCSA JOKYMEHTaMn B COOTBETCTBUN C
TpeboBaHMAMN 3aKoHOAATENbLCTBa Poccuinckon Genepauuu.

58. H(hopMaLms 0 NnepeBo3Ke SIeKapCTBEHHbIX MPenapaToB A0/KHA MUKCMPOBATLCA CYOBEKTOM
obpalleHnsa NekapCcTBEHHbIX NPenapaToB TakuM 0bpa3oM, 4Tobbl 06ecneynTb KOHTPOb UX MEPEMELLEHNS.
59. B npoLiecce nepeBo3KU eKapCTBEHHbIX MpernapaToB HE3aBMCUMO OT ee crocoba cybbekToM
obpalleHns nekapCTBEHHbIX MPenapaToB A0KHa 06ecneynBaTbCa BO3MOXKHOCTb NOATBEPKAEHNS
KayecTBa, NOAJIMHHOCTU U LLeSIOCTHOCTW JIeKapCTBEHHbIX NpenapaTos.

60. NMnaHMpoBaHME NEPEBO3KN JIEKAPCTBEHHbIX MPENapaToB AO/KHO OCYLLECTBAAETCA CYyObEKTOM
obpallLeHmnsa NeKapCTBEHHbIX NPeNapaToB Ha OCHOBAHWUM NPOBEAEHHOMO aHasn3a N OLLEHKN BO3MOXKHbIX
PWCKOB.

61. MH(hopMaLums 0 BbIABNEHHbLIX CyObeKTOM 0bpalLeHNs NeKapCTBEHHbIX MPenapaToB B NpoLecce
NnepeBOo3KKM JIEKapCTBEHHOMO NMpenapaTa C/lyvyasax HapyLeHUsa TeMNepaTypHOro peXxnma XxpaHeHns n (nam)
NOBPEXAEHNS YNAKOBKU AOBOANTCA CyObekTOM 0bpalleHns IeKapCTBEHHbIX MPenapaToB 40 OTNpaBUTeNs
n (Mnn) nonydvaTens neKapCTBEHHbIX NpenapaTos.

Mo 3anpocy noay4aTens NeKapCTBEHHbIX NpenapaToB CybbekToM obpallleHnsi NeKapCTBEHHbLIX NPenapaTos
L0/KHbI 6bITb NPefOCTaB/eHbl CBeAEHNS 0 COBNOAEHNN TEMMEPATYPHOrO PEXMMa NpPU NeEPEBO3Ke
JleKapCTBEHHbIX NpernapaTos.

62. [1na nepeBO3KMN NeKapCTBEHHbIX MPenapaToB NCMOJIb3YTCA TPAaHCMOPTHbLIE CPeACTBa U 060pyLoOBaHNE,
obecneuymBatowne cobnofeHme nx Kayectsa, IPPEKTUBHOCTM 1 6€30NaCHOCTH.

Mpwn nepeBo3ke TepMoNabunibHbIX JIeEKAPCTBEHHbIX NMPENapaToB NCMOJIb3YeTCA CheLmaim3npoBaHHoe
obopynoBaHue, obecneynBatoLlee nogaep)xaHne TpebyemMbix TeMNepaTyPHbIX PEXXNMOB XPaHEHUS
JIeKapCTBEHHbIX NpenapaTos.

63. Xnafo3/1eMeHTbl B U30TEPMUYECKMX KOHTENHEPaX pa3MelLaloTcs TakuM 0bpa3oM, 4Tobbl OTCYTCTBOBA
NPSMOI KOHTAKT C IeKapCTBEHHbIMI NpenapaTami.

lMoBTOPHOE NCMOJIb30BaHNA HELOCTAaTOYHO OXNaXKAEHHbIX U (UAK) NOBPEXAEHHbIX X1aA03/IEMEHTOB He
LlonycKaeTcs.

PykoBoaouTens cybbekTa obpallleHnsi NneKapCTBEHHbIX NMpenapaToB obecrneynBaeT NpoBeneHne
NHCTPYKTaXka 0 NopsiaKe NoAroTOBKN N30TEPMUYECKUX KOHTENHEPOB K NEPEBO3Ke JIeKapCTBEHHbIX
npenapaToB (C y4eTOM Ce30HHbLIX 0COBEHHOCTEN), @ TakXe 0 BO3MOXXHOCTUW NMOBTOPHOI0 NCM0J1b30BaHMUS
X1al03/1eMEeHTOB.

64. ObopynoBaHue, yCTaHOBJIEHHOE BHYTPU TPaHCMOPTHOIrO CPeACTBa WM B KOHTENHepE, NCMoJib3yeMoe
L4719 KOHTPO1S U NOAAEPXKaHNS TeMNepaTyPHOro pexnmMa B NpoLiecce nepeBo3ky 1eKapCTBEHHbIX
npenapaToB, OTHOCALLEECs B COOTBETCTBMM C TpeboBaHMAMN 3aKOHOAaTENbCTBa Poccuinckon ®enepauun
06 obecnevyeHun egnHCTBa M3MEPEHUI K CPeACTBaM N3MEPEHUIA, [0 BBOAA B IKCMJIyaTaUMto, a TakXKe
nocJie peMOHTa NOoAJIEXUT NePBUYHON NOBEPKE 1 (1K) KannbpoBKe, a B MpoL,ecce 3KCnayaTauum -
nepruoamnyeckon nosepke u (nam) kannbposke B COOTBETCTBUM C TpeboBaHMAMN 3aKOHOAATENLCTBA
Poccuinckon ®epepaummn 06 obecnevyeHnmn equUHCTBaA N3MEPEHUNA.

65. JlekapCTBEHHbIE NpernapaTbl JOCTaBAATCSA N0 a4pecy, YKa3aHHOMY B TOBapOCOMNPOBOANTENbHbIX
LOKYMEHTaX.

66. OTBETCTBEHHOCTb 3a cobnogeHne TpeboBaHMIN HacTosAWMX MpaBua NPy NepPeBO3Ke NIEKAaPCTBEHHbIX
npenapaToB Bo3/araeTcs Ha CybbekT obpalleHns nekapCTBEHHbIX MpenapaTos.

67. B cnyyasx, Korfa nepeBo3ka COMPOBOXKAAETCSA oNepaumsaMn no pasrpyske n obpaTHON 3arpyske nam
BKJItOYAET B cebd TpaH3MTHOE XpaHeHmne, cobnoaalTCs YC0BMA XpaHeHMs B NoMeLleHnsax n obecnevyeHune

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru CTtp.8u39



6e30MacHOCTM Ha TPaH3UTHBIX CKNafax, KOTopble onpeAesieHbl AOrOBOPHLIMU OTHOLLEHMAMMN MeX Oy
OTMNPaBMTENEM 1 TPAHCMOPTHOW KOMMNaHMer, HacToawmmn MpasBnnamMm 1 3aKOHOA4ATENbCTBOM POCCUIACKON
depnepauymm.

VIIl. Tapa, ynakoBKa 1 MapKNpOBKa JieKapCTBEHHbIX MpernapaTos

68. JlekapCTBEHHbIE NpenapaThbl NepPeBO3ATCA B TPAHCNOPTHOW Tape, KOTOpas He OKa3blBaeT
OTPVLIATENIbHOIr0 BAIMAHMSA Ha UX KavyecTBO, 3PHEKTUBHOCTb 1 6€30NacHOCTL U 06ecneyvnBaeT HadeXXHyo
3alUMUTY OT BO3LENCTBMA (hPaKTOPOB BHELLHEW Cpeabl.

69. Bbibop cybbekToM obpalleHns NeKapCTBEHHLIX NPenapaToB TPAHCMOPTHOW Tapbl, YNMaKOBKU
OCHOBbIBAETCS Ha:

a) YCTaHOBMEHHbIX TpeboBaHMAX K YCNOBUAM XPaHEHUS 1 NepeBO3KUN IeKapCTBEHHbIX NpenapaTos;

6) 06beme, HeObX0AMMOM ANS pa3MeLLEHNS NeKapPCTBEHHbIX NPenapaTos;

B) KosiebaHNAX TemMnepaTypbl OKpYy>KatoLLen cpeabl;

r) BANTENbHOCTM NEPEBO3KM, BK/OYASA BO3MOXKHOE NMPOMEXYTOYHOE XPaHEHNE IeKapPCTBEHHbIX
npenapaTos.

70. TpaHCNoOpTHasa Tapa C IEKAPCTBEHHbLIMI NpenapaTamn B NPoLEecce NPUeMKUN IEKapCTBEHHbIX
npenapaToB Nepes NepeMeLleHneM B MOMELLEHUS U (MAKN) 30HY XPaHEHMS OO0/MKHa ObITb 04MLLEHE OT
BM3YaslbHOr0 3arps3HeHns (mpy HeobxoanmocTu).

71. Ha TpaHCNOpPTHYIO Tapy, KoTopas He npefHa3HavyeHa aas notpebutenen n B KOTOPYO NOMELLEHbI
NEeKapCTBEHHbIE NpenapaThl, LO/MKHA HAHOCUTLCA NH(OPMALINA O HAUMEHOBAHUW, CEPUMN JIEKAPCTBEHHbLIX
npenapaToB, faTe BbiNyCKa, KOJMYECTBE BTOPUYHLIX (MOTPeEbUTENbCKMX) YNAKOBOK JIEKAPCTBEHHbIX
npenapaToB, MPOMN3BOAUTENE NIEKAPCTBEHHBIX MPENapaToB C YKa3aHNEM HaUMEHOBAHWIA U
MeCTOHax0XAeHns (aapec) Npon3BoOANTENSA NeKapCTBEHHbIX NPenapaToB, a TakXe 0 CPOKe rofHOCTU
JIEKAPCTBEHHbIX MpenapaToB 1 06 yCI0BMAX UX XPAaHEHNS 1 NEPEBO3KM, He0BXoaMMble
npeaynpeanTesibHbie HAAMUCU U MaHUMYAATOPHBLIE 3HAKMW.

MyHKT 18 cTaTbu 5 ®PefnepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 "O6 obpallleHnn neKapCTBEHHbIX
cpencts" (CobpaHue 3akoHogaTenbcTBa Poccuinckon dPepepaumm, 2010, Ne 16, cT. 1815; 2012, Ne 26, CT.
3446; 2014, Ne 52, cT. 7540; 2015, Ne 29, cT. 4367), noanyHKT 5.2.171 MonoxeHna o MuHuUCTepcTee
34paBooxpaHeHns Poccmnckon deaepauun, yTBEpXXAEHHOM0 NOCTaHOBAeHWEM MpaBuTenbCcTBa PoccMnckon
®epepaumm ot 19 noHa 2012 r. Ne 608 (CobpaHue 3akoHogaTenbCcTBa Poccuinckon ®epepaumm, 2012, Ne
26, cT. 3526; 2013, Ne 16, cT. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296;
Ne 26, cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12, cT. 1763; Ne 23, cT. 3333; 2016,
Ne 2, cT.325; Ne 9, cT. 1268; No 27 cT. 4497; No 28, cT. 4741; Ne 34, cT. 5255).
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