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MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOW ®EOEPALIUN

NMPUKA3
ot 31 aBrycta 2016 r. N 646H

. OB YTBEPXXOEHWUN NMPABUI
HAONEXALLEW NPAKTUKUA XPAHEHUA U NMEPEBO3KU JIEKAPCTBEHHbLIX
NPENAPATOB AnA MEAUMLMHCKOIO NPUMEHEHUA

B cooTtBeTcTBUMM ¢ nyHkToM 18 cTatbm 5 ®depepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-®3 "O6
obpalleHnn nekapctBeHHbIx cpeacTtB" (CobpaHune 3akoHoaatensctBa Poccuiickon depepauum, 2010, N 16, cT.
1815; 2012, N 26, cT. 3446; 2013, N 27, c1. 3477; 2014, N 52, c1. 7540; 2015, N 29, cT. 4367) n NOoANYHKTOM
5.2.171 T[lonoxeHusa o MwuHucTtepctBe 3gpaBooxpaHeHus Poccuiickon ®depepaunun,  yTBEPXOEHHOTO
noctaHoBneHnem [paButenbctBa Poccuiickon ®epepauumn ot 19 wmwoHa 2012 r. N 608 (CobGpaHue
3akoHogartenbcTBa Poccuiickon ®eagepauuu, 2012, N 26, c1. 3526; 2013, N 16, c1. 1970; N 20, cT. 2477; N 22, cT.
2812; N 45, ct1. 5822; 2014, N 12, c1. 1296; N 26, cT. 3577; N 30, cT. 4307; N 37, cT. 4969; 2015, N 2, cT. 491; N
12, c1. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT1. 1268; N 27 cT. 4497; N 28, cT. 4741; N 34, c1. 5255),
nprKasbIBalo:

1. YTBepauTb npunaraemble [1paBuna Hagnexaileh MNpakTUKM XPaHEHUS U MEPEBO3KU NEKAPCTBEHHbIX
npenapaToB Ans MEANLMHCKOrO NPUMEHEHNS.

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

Bpvo MuHuncTtpa
N.H.KATPAMAHAH

YTBEPXOEHDI

npuka3om MuHMCTepCcTBa 34paBoOOXpPAHEHNS]
Poccuickon ®egepauun

ot 31 aBrycta 2016 r. N 646H

. NPABUNA
HAONEXALLEW NPAKTUKUA XPAHEHUA U MEPEBO3KU JIEKAPCTBEHHbLIX
NPENAPATOB ANnA MEOAULUMHCKOIO NPUMEHEHUA

|. O6bwue nonoxeHus

1. HacTosiwume lMpaBuna Hagnexaluen npakTUKM XpaHeHUss U NepeBO3KU NeKapCTBEHHbLIX npenapaToB Ans
MeOMUMHCKOrO MpUMEHeHus (Janee COOTBETCTBEHHO - [lpaBuna, nekapcTBeHHble npenapatbl) ycTaHaBnusawoT
TpeboBaHMsA K YCNOBUAM XpaHEHWs 1 NepeBO3KN NEeKapCTBEHHbIX NpenapaTos, Heobxoammbiv Ans obecnedeHuns
kadyecTBa, ©GesonacHoCTM U 3PHEKTUBHOCTU fEeKapCTBEHHbLIX MpenapaTtoB, a Takke MWHUMMU3auMn pucka
NMPOHUKHOBEHNST (hanbCMULMPOBaHHbIX, HeJobpokayeCTBEHHbIX, KOHTPAMaKTHbIX NIEKApPCTBEHHbIX NpenapaToB B
rpaxkgaHckuii 00opoT.

2. Hacrosawue [lpaBuna pacnpoCTPaHAKTCA Ha npou3BoaUTENEn NeKapCTBEHHbIX MpenapaTos,
opraHm3aumMm OnTOBOW TOProBMnW feKapCTBEHHbIMU npenaparamMu, anTeyvHble opraHusauuu, WHAMBUAOYanbHbIX
npeanpuyHUMaTenen, UMEILWMX NULEH3NI0 Ha apMaueBTUYECKYI0 AeATENbHOCTb, MEOULMHCKME OpraHn3aummn u
nx obocobneHHble nogpasaeneHus (ambynatopum, denbaliepckme n genbalepcko-akyLepckme NyHKTbl, LeHTPbI
(oToeneHnsn) obuien BpavyebHON (CEMENHOW) MPaKTUKM), PacnONOXEHHbIE B CENbCKUX HACENEeHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeyHble opraHu3aumm (ganee - cyobekTbl obpalleHns nekapCTBEHHbIX Npenapartos).

Crpanuna 2 u3 9



consultantplus://offline/ref=505ECCE4C0D94F04C6536136E28B1CC4D0CD290C420612E524DACD64DDA72D15A2CF7682CBe1s0L
consultantplus://offline/ref=505ECCE4C0D94F04C6536136E28B1CC4D0CC2A0F410B12E524DACD64DDA72D15A2CF768BeCsCL
consultantplus://offline/ref=505ECCE4C0D94F04C6536136E28B1CC4D0CC2A0F410B12E524DACD64DDA72D15A2CF768BeCsCL

Ipuxa3 Munzapasa Poccun ot 31.08.2016 N 646n
"O6 yrBepxaeHuu [IpaBun Hagexaelt MPaKTUKK XPAHCHHUS H IIEPEBO3KU
JIEKapCTBEHH. ..

[I. Cuctema obecneyeHuns KavyecTBa XpaHeHua n nepeBo3Kn
JNIeKapCTBEHHbIX NpenapaTtoB

3. PykoBogutenb cybbekta obpallieHus nekapcTBeHHbIX npenapaToB obecneyvBaeT peanusaumio
KOMMMeKkca Mep, HamnpasreHHbIX Ha cobniogeHne ero paboTHMkamu HacTodAwmx [paBun npu xpaHeHUn u (Mnu)
nepeBO3Ke NekapcTBEHHbIX NpenapaToB (danee - cuctema KadvecTsa), NOCPEACTBOM YTBEPXAEHUS OJOKYMEHTOB, B
KOTOPbIX pernameHTUpyTCs B TOM 4YuCrie NopsigoK CoBeplleHusi paboTHMKamu OeVCTBUA MPU OCYLLECTBREHUM
XpaHeHus 1 (unn) nepeBoske NeKapCTBEHHbIX NpenapaTtoB, NOpPSgoK OBCNYKMBaHUS M NMOBEPKU U3MEPUTENbHbIX
npmbopoB 1 0bopyaoBaHUs, BeAeHue 3anncemn, oTYETOB N UX XpaHeHue, NpueM, TPaHCNopTUPOBKa, pasMeLleHme
nekapCTBEHHbIX NpenapaToB (Oanee - cTaHAapTHble OnepauVoHHbIE Mpoueaypbl), N OpraHM3aunM KOHTPONns 3a
cobnogeHem cTaH4apTHbBIX OnepaunoHHBbIX MPoLeayp.

4. Cuctema kavecTBa AOIMKHA rapaHTMpOBaTh, YTO:

a) nepemelleHVe IeKapCTBEHHbIX nNpenapaTtoB Mexay cybbektamu obpalleHns nekapCTBEHHbIX
npenapaTos, B TOM YMCiie BHYTPU KOHKPETHOro cybbekTa obpalleHuns nekapcTBeHHbIX npenapartos, obecneyvsaeT
XpaHeHve n (Mnn) nepeBo3Ky ¢ cobnogeHvem TpeboBaHuii, yCTaHOBMNEHHbIX HacToawmmn MNpasunamu;

6) onpegeneHa OTBETCTBEHHOCTb pabOTHWKOB CybObekTa obpalleHuss nekapCTBEHHbIX MpenapaToB 3a
HapylweHne TpeboBaHU, yCTaHOBMEHHbIX HacToswmMn [Npasunamm, 1 cTaH4aPTHBIX ONepauUMOHHbIX Npoueayp;

B) neKapCTBEHHble MpenapaTbl AOCTaBMASTCA CyObeKkToM obpalleHus nekapCTBEHHbIX MpenapaToB B
COrnacoBaHHbIN C nonyvaTenem nekapCTBEHHbIX NpenapaTtoB nepuop BpemeHu ¢ cobnogeHnem TpebosaHui,
YyCTaHOBMEHHbIX HacToswwmmun Npasunamu;

r) AOKyMeHTarnbHoe odopMreHne AenWCTBUW, ykasdaHHbiXx B rmase VI Hactoawmx [Npasun, n AOCTUIHYTbIX
pe3ynbTaToB OCYLLECTBNAETCA B XO4€ BbINOMHEHUS UMW HENOCPEACTBEHHO NOCne 3aBepLUeHnst COOTBETCTBYIOLLNX
JencTBum;

A) B OTHOWEHMW Kaxgoro HapyweHus TpeboBaHW, YCTaHOBMEHHbIX HacToAwmmu [pasunamu,
CTaHAApPTHbIMX  OMEepPauMOHHBIMU  Mpoueaypamu, MPOBOAUTCH BHYTPEHHSAS MpoBepka M paspabarbiBaloTcs
KOpPEKTUpYIoLne AeNCTBUS C LieNblo YCTPAHEHUS BbISIBNIEHHBIX HAPYLLIEHWUNA.

5. PykoBogutenem cybbekta obpalleHns nekapCTBEeHHbIX NpenapatoB C y4yeToM TpeboBaHui TPyLOBOro
3akoHogartenbcTBa Poccuiickon ®Pepepaumm M MHbIX HOPMATMBHBLIX MPAaBOBLIX aKTOB, COAEpXalux HOPMbI
TPyOOBOro npasa, HasHadyaeTcsa nuuo, OTBETCTBEHHOE 3a BHegpeHuMe U obecrnevyeHne cucTembl KadecTBa,
OCYLLECTBMAIOLWEE  MOHUTOPUHT  3(PEEKTMBHOCTU CUCTEMbI  KayecTBa W akTyanu3auumilo  CTaHOapTHbIX
onepaumnoHHbIX Npouenyp (ganee - OTBETCTBEHHOE NULO).

6. [estenbHoCcTb MO XpaHeHUMIO W (UNK) MNepeBO3Ke feKapCTBEHHbIX MpenapaToB, nepedaHHas
npoussoguTeneM neKkapCcTBEHHbIX MpenapaToB WMAM OpraHv3aumen ONTOBOW TOProBnv NEKapCTBEHHbIMU
npenapatamu Ansg OCYLLEeCTBMeHUs ApYyron (CTOPOHHEW) opraHusauuu (ganee - ayTCOpPCWHT), onpefenseTcs,
COrnacoBbiBaeTCA M KOHTponupyetca  BO  u3bexaHue  pa3HOYTEHUW,  CNocOoOHbIX  mpuBecTn K
Heya0BMeTBOPUTENBHOMY Ka4yeCTBY NEKapCTBEHHbIX MPenapaToB UKW BbIMOMHAEMbIX paboT.

[loroBop, MO KOTOPOMY OCYLUECTBNAETCA nNepedada [OesATeNbHOCTM Ha ayTCOpPCUHr (Janee - [OOroBop
ayTCOpCMHra), 3ak/oyaeTcd C YyKkasaHMeM 00A3aHHOCTEeM KakAOW W3 CTOpPOH, MOopsiAka [ewcTBUn  ©
OTBETCTBEHHOCTU CTOPOH.

[o 3aknoyeHus goroBopa ayTCoOpCUHra MpoV3BOAMTENb fEKapCTBEHHbIX MpenapaToB MMM opraHu3auus
ONTOBOW TOProOBIIM NEKapCTBEHHbIMY NpenapaTtaMu A0MKHbl yoeanTbCca B NpaBocnocobHOCTU ucnonHuTens (B ToM
yncne B HaNM4YuM y Hero Heo6xoauMoN B COOTBETCTBMU C 3akoHoAaTenbCTBOM Poccuickon ®egepauun nuueH3nm)
N BO3MOXHOCTU BbINOMHUTL ob6s3aTenbcTBa NO [OOrOBOPY ayTCoOpCuHra B COOTBETCTBUM C TpebosaHusaMM
HacTtoswmx [MpaBun (B TOM 4ucrne B HaNMuuMM OMbITHOTO W KOMMETEHTHOro fepcoHana, MnoMeLLeHNN,
obopynoBaHus).

MpounssoanTenb NeKkapCTBEHHLIX MNpPenapaTtoB WM OpraHu3auMsi OMTOBOW TOProBnv nekapCTBEHHbIMU
npenapaTamMv OOMKHbl rapaHTMPOBaTh, YTO UCMONHUTENb NO AOroBOPY ayTCOPCUHIa NOMHOCTbI0 ocBeaoMIieH 060
BCeX (pakTopax, CBsiI3aHHbIX C JleKapCTBEHHbIMW MpenapaTtamMv Wnu AeATenbHOCTbIo, MepefaBaemMon Ha
ayTCOPCUHT, KOTOpble MOTYT NpeAcTaBnsaTb ONAacHOCTb ANA ero noMmeLleHuin, obopygoBaHms, nepcoHana.

lll. Mepconan

7. Ona cobnogeHns ycTaHOBIEHHbIX Hactodwumu [lpaBunammn TpeboBaHun cybbekT obpaleHus
NEKapCTBEHHbIX MpenapaTtoB C y4eTOM OObeMa OCYLLECTBMSAEMOM UM LEATENbHOCTM MO XPaHeHu u (Mnwn)
nepeBO3Ke NeKapCTBEHHbIX MpenapaToB JOMKEH MMETb HEODXOAMMbIA NepcoHarn.

8. TpeboBaHna Kk kBanudwukauum u cTaxy paboTbl nepcoHana YcTaHoBreHbl [lonoxeHnem o
NMUEH3NPoBaHNM hapmaLeBTUYECKON AeATenbHoCTM <1>.
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<1> [octaHoBneHue [lpaButenbctBa Poccuiickon Pepepauumn ot 22 pekabps 2011 r. N 1081 "O
NUUEH3MpPOBaHUN dhapmaueBTnyeckon aestenbHocTn" (CobpaHue 3akoHopaTenbcTBa Poccuiickon Pepepaumm,
2012, N 1, ct. 126; 2012, N 37, cT. 5002; 2013, N 16, cT. 1970).

9. O6a3aHHOCTM N OTBETCTBEHHOCTb PAbOOTHUKOB CyOBbEKTa 0bpalleHUs nekapcTBEHHbIX NpenapaTos, B TOM
yucre OTBETCTBEHHOTO NuLa, 3aKpennaTCa B JOMKHOCTHBIX MHCTPYKLMSAX.

10. PykoBogutenb cybbekta obpalleHus nekapCTBEHHbIX MpenapaToB YyTBepXaaeT nnaH-rpaduk
npoBeaeHUs NEPBMUYHOM 1 NOCEeaYLLMX NOArOTOBOK (MHCTPYKTaXeN) nepcoHana, KOHTPONMpyeT ero UCNoJTHeHne
1 oueHMBaeT 3PEKTUBHOCTb NOATOTOBOK (MHCTPYKTaXa) C LieNblo UX COBEPLUEHCTBOBAHUS.

lMepcoHan, paboTawoWwuin C nekapcTBEHHbIMM MpenapaTaMn, B OTHOLUEHUW KOTOPbIX YCTaHOBIIEHbI
cneumanbHble YCIOBUS XPaHEeHWst U (Mnun) NepeBO3KW, NMPOXOAWUT MOArOTOBKY (MHCTPYKTax) B COOTBETCTBMU C
3aHMMaeMON OOMKHOCTbIO.

[OKyMeHTbl O npoBedeHMM MOArOTOBKM (MHCTPYKTaXka) apXUBMPYHOTCA WU XPaHATCA B COOTBETCTBMM C
3akoHogaTenscTBoM Poccuickon degepaumm 06 apxMBHOM Lere.

IV. NomeLleHnsa n obopyaoBaHue ons XxpaHeHus
nekapcTBEHHbIX NpenapaToB

11. CybbekT obpalleHns nekapCTBEHHbIX MpenapaToB Af1A OCYLEeCTBNEHUS OeATEeNbHOCTU MO XPaHEHUHo
nekapCTBEHHbIX NpenapaToB AOMMKEH UMETb HEOBX0AUMbIE NOMELLEHNS 1 (MK) 30HbI, a Takke obopyaoBaHue Ans
BbIMOMHEHNA Onepauun C NnekapCTBEHHbIMW npenapatamu, obecrneymBarolimMe WX XpaHEeHWe B COOTBETCTBUM C
TpeboBaHuaAMN HacToAwwmx MNpaswun.

12. TlomelleHns AnNA XpaHeHWs nekapCTBEHHbIX MpenapaTtoB AOMKHbI obnagatb BMECTUMOCTbI U
obecneunBaTb 6e3onacHoe pasgenbHOe XpaHeHre 1 nepemeLleHne nekapcTBEHHbIX NpenapaTos.

13. Tlnowage MNOMELLEeHW, WCMOoNb3yeMblX MNPOU3BOAMTENSAMU  JIeKAPCTBEHHbLIX MpenapaToB WU
opraHu3auvsaMmn oNnTOBON TOProBNN NlekapCTBEHHbIMK NpenapaTamMm, OfMKHA COOTBETCTBOBATbL OObEMY XpaHNMbIX
nekapCTBEHHbIX NpenapaToB 1 cocTaBnAaTb He MeHee 150 KB. MeTpoB.

14. Tllnowagb MOMELWEHUR, UCMNOMb3yeMblX MNPOM3BOOUTENAMU  JIEKAPCTBEHHbIX MpenapaTtoB U
opraHmsauvsMm ONTOBOW TOPrOBNWM FeKapCTBEHHbIMW npenapatamu, AOfmkHa ObiTb pasgeneHa Ha 30Hbl,
npegHasHa4YeHHble AN BbIMONTHEHMS Crieaylowmx (YHKUMN:

a) NPMeMKN NekapCcTBEHHbIX NPenapaTos;

©) OCHOBHOMO XpaHeHWs fieKapCTBEHHbIX NPenapaTos;

B) aKcneamumu;

r) XpaHeHMs NekapCTBEHHbIX NpenapaToBs, TpebyoLWwnx cneumanbHbiX YCNOBUN;

A)  XpaHeHWs  BbISIBMEHHbIX  anbCMdUUMPOBaHHBLIX,  HeAO0OPOKAaYeCTBEHHbIX,  KOHTpadaKTHbIX
rniekapCcTBeHHbIX NpenapaTos;

€) KapaHTUHHOro XpaHeHUs fieKapCTBEHHbIX NpenapaTos.

15. Mnowaab nomeLleHuin, ncnonb3yemblx ApyruMu cybbektamy obpalleHns nekapcTBEeHHbIX Npenaparos,
AormkHa bbITb pasgeneHa Ha 30Hbl, NpeAHa3HayYeHHbIe AN BbIMOMHEHNS cregyowmx pyHKUni:

a) NpMeMKKN NekapcTBEHHbIX NpenapaTos;

0) xpaHeHns nekapcTBEHHbIX NpenapaToBs, TpebyoLwmx cneunanbHbiX YCNOBUiA;

B) XpaHeHus  BbiSBNEHHbIX  (hanbcnduunpoBaHHbIX,  HEOOOPOKAYEeCTBEHHbIX,  KOHTpadakTHbIX
nekapCTBEHHbIX NpenapaToB, a Takke NekapCTBEHHbIX NpenapaToB C UCTEKLWMM CPOKOM FOAHOCTY;

r) KAPaHTUHHOIO XpaHEeHMs NeKkapCTBEHHbIX NpenapaTos..

16. ®dyHKUUK, NpefycMOTPeHHble NyHkTamun 14 n 15 HacToawmx MNMpaBun, MOryT BbINOMHATLCA B OTAENbHbIX
NoMeLLEeHMSAX.

17. TlomelleHUss u 30HbI, WUCMOSMb3yeMble AfA XPaHEHUs NeKapCTBEHHbIX MNpenapaTtoB, OOMKHbl ObiTb
OCBeLLEHbI.

18. Cuctema, 3ameHsoLWas pasgeneHne 30H XpaHeHnsi, B TOM Yncre nocpeacTBOM 3N1EKTPOHHON 06paboTku
OaHHbIX, AOMKHa obecneyvmBaTtb Tpebyembli ypoBeHb 6e30MacHOCTU 1 ObITh BanMaupoBaHa.

19. AODMUHNCTPaTUBHO-ObLITOBBIE MOMELLEHWS OTAENAIOTCS OT 30H XPaHEHUs NTEeKapCTBEHHbIX MpenapaTos.

20. B nomeweHnax AN XpaHeHWs MeKapCTBEHHbIX NpenapaTtoB 3anpeLiaeTtcs XpaHeHWe MULLEBbIX
nNpoaykToB, TabauyHbIX W3Oenun, HanNWTKOB, 3a WCKIIOYEHWEM MNUTbEBOM BOAbl, a TakKe eKapCTBEHHbIX
npenapaToB, MpegHasHayeHHbIX AN  JIMYHOTO  UCMOMb30BaHuMs  paboTHMkamum cybbekta obpaleHus
nekapCTBEHHbIX NpenapaTos.

21. B nomelieHMaX W (UNn) 30HAX AOIPKHbI MOOAEPXKMBATLCH TemnepaTypHble PEXUMbl XpPaHeHWs u
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BMaXHOCTb, COOTBETCTBYIOLLME YCMOBUAM XPaAHEHWS, YKa3aHHbIM B HOPMAaTMBHOW AOKYMEHTauuW, CoCTaBnsioLen
perncTpaumMoHHoe [OCbe IeKapCTBEHHOro npenapaTa, WHCTPYKUMM MO  MEAMLMHCKOMY  NPUMEHEHWIO
riekapCTBEHHOr0 NpenapaToB U Ha yNaKkoBKe NeKapCTBEHHOro npenapara.

22. ina obecneyeHns TpebyeMbix YCMOBMI XpaHEHWS NeKapCTBEHHbIX MpenapaToB B NOMELLEeHNaX (30Hax),
MCcnonb3yemblX AN XpaHEeHUs feKapCTBEHHbIX npenapaTtoB, NPOU3BOAUTENSMMU fEKapCTBEHHbLIX MpenapaTtoB U
opraHm3aumsiMm ONTOBOW TOProBMNW NEKapCTBEHHbIMU MpenapaTammn OCyLLEeCTBRASETCH U3ydyeHne pacnpegeneHus
TemnepaTypbl (danee - TemnepaTtypHoe KapTUpOBaHUeE).

Ob6opynoBaHue Onsi KOHTPOMs TemnepaTypbl pasmellaeTcss B MNomelleHus (30Hax) B COOTBETCTBUM C
pesynbTatamMu TEMNepaTypHOro KapTMPOBaHWNS, HA OCHOBaHUM MNPOBEAEHHOrO aHann3a u OLEHKN PUCKOB.

TemnepaTtypHoe kapTupoBaHne HeobxoanMo NOBTOPSATb B COOTBETCTBUM C pesyrnbTaTaMu aHanvM3a pUCKOB,
a TaKKe Npu N3MEHEHWAX B KOHCTPYKLUMM NOMeLLeHns (30H) unyu obopyaoBaHnsa Ans KOHTPONs TemnepaTypbl.

23. PesynbTaTbl TemnepaTypHOro KapTMpOBaHWUSA PEerucTpupyroTcs B ChleumanbHOM XypHane (kapTe)
perncTpaumm Ha GymaxHom Hocutene u (Mnu) B 3MEKTPOHHOM BWAE €XeAHEBHO, B TOM 4uCfie B BblIXOOHbIE U
npasgHuyHble aHK. XXypHan (KapTa) peructpaunm XpaHUTCcs B TeYeHne ABYX feT.

24, Cybbekt obpallleHns rekapCTBEHHbIX MnpenapaTtoB paspabaTbiBaeT W yTBEpXA4aeT KOMMNIEeKC Mep,
HanpaBMneHHbIX Ha MWHMMMW3aLMIO pUCKa KOHTaMUHaLuWM maTtepuanoB WM neKapCTBEHHbIX npenapaTtos, npu
ycnosuu cobnogeHuns 3awwmTbl OT BO3AeNCTBMSA haKTOPOB BHELLHEN cpebl.

25. Mpoueaypbl No ybopke MoOMeLLeHUn (30H) OANA XpaHEeHWs NeKapCTBEHHbIX MpenapaToB MpPOBOASTCS B
COOTBETCTBMU CO CTaHAAPTHLIMU ONepaLMOHHbIMM NpoLeaypamu.

OTgenka nomMeleHMn (BHYTPEHHME MOBEPXHOCTW CTEeH, MOTOMKOB) ANS XPaHeHUs feKkapCTBEHHbIX
npenapaToB AOIPKHA AONYyCKaTb BO3MOXHOCTb MPOBEAEHNS BNAXXHON YOOPKU 1 UCKIOYaTb HAKOMNNeHme nbinu.

O6opynoBaHue, MHBEHTapb U MaTepuanbl Ang ybopku (04nCTKM), a Takke Mowwme 1 aesmHduumpyowme
CpeAcTBa AOMKHbI XPaHWUTBCA B OTAENbHbIX 30HaX (LuKadax).

26. MNomelleHNa oNsa XpaHeHWs NekapcTBEHHbIX NpenapaToB AOMKHbI ObiTb CIPOEKTMPOBAaHbI M OCHALLEHbI
Takum obpasom, 4Tobbl obecneunTb 3aLmnTy OT MPOHMKHOBEHMWS HACEKOMbIX, MPbI3YHOB UMW OPYrMX XUBOTHBbIX.

27. B nomelLeHus (30Hbl) ANS XpaHeHUs riekapCTBEHHbIX NpenapaToB He AONyCcKalTCs Nuua, He umelolme
npaBa AoCTyna, onpeaeneHHoro cTaHaapTHbIMU OnepauyoHHbIMY Npoueaypamu.

28. NpownsBognTensam NekapcTBEHHbIX NpenapartoB M OpraHu3auusiM OMTOBON TOProBMM feKapCTBEHHbIMU
npenapatamm Heobxooumo MNpeaycMoTpeTb pasgeneHne MOTOKOB MepeMeLleHuss NeKapCTBEHHbIX mpenapaToB
Mexay noMeLeHusaIMmn 1 (nu) 3oHaMu Ans XpaHeHUst NeKkapcTBEHHbIX NpenapaTos.

29. Crennaxu (Wkadbl) ANS XpaHEeHUs NekapCTBEHHbIX npenapaToB AOMKHbl OblTb MapKkMpoBaHbl, NMETb
cTennaxHble KapTbl, HAXoAaWMeCs B BUAMMON 30He, obecneynBaTb aeHTUdMKaLMIO NeKapCTBEHHbIX NpenapaToB
B COOTBETCTBMM C MPUMEHSIEMON CyObekTOM obpalleHnss nekapCcTBEHHbIX MNpenapaTtoB CUCTEMOWN yyeTa.
[JonyckaeTcsa npuvMeHeHWe 3NEeKTPOHHOW cucTeMbl 00paboTkM AaHHbIX BMECTO CTeNNnaxHblX KapT. [lpu
NCMONb30BaHNN 3MEKTPOHHOW CUCTEMbI 06paboTkun AaHHbLIX AonycKaeTcs naeHTUdMKaums npyM NOMOLLM KOG 0B.

30. JlekapcTBeHHble npenapaTtbl, B OTHOLIEHUW KOTOPbIX CYObEeKTOM 00palleHusi feKkapCTBEHHbIX
npenapaToB He MPWHATO pelleHue O danbHenweM obpalleHun, Uu nekapcTBeHHble npenapaTbl, obpalueHve
KOTOpbIX MPWOCTAHOBMEHO, a Takke BO3BpaLleHHble CyObekTy obpalleHus nekapCTBEHHbIX MpenapaTos
rniekapcTBeHHble npenapaTbl AOMPKHblI ObiTb MOMelleHbl B OTAEefbHOE NOMeLLeHue (30HYy) MNM M30nMpPOBaHbl C
NPMMEHEHNEM CUCTEMbI INEKTPOHHOW 06paboTkn AaHHbIX, 0becneynBatoLlen pasaeneHume.

JlekapcTBeHHble npenapatbl, B OTHOLIEHUN KOTOPbIX CyObekToM obpalleHus nekapcTBEHHbIX MpenapaToB
MPUHATO pelleHMe O MPUOCTaAHOBMEHUM MPUMEHeHMs unm o6 u3bATUM U3  obpalleHus, a Takke
danbcmnuMpoBaHHble, HegobpokavyecTBEHHbIE U KOHTpadhakTHble fekapCTBeHHble mnpenapaTbl AOIKHbI ObiTb
N30MMpOBaHbl U pasMeLLeHbl B cneunanbHO BblAeNEeHHOM NoMeLLEeHNN (30He).

MpeaonpuHATbIE Mepbl U30MAUUW  YKa3aHHbIX JeKapCTBEHHbIX MpenapaToB AOSMKHbI rapaHTUpoBaTb
NCKINIoYeHne Ux nonagaHuns B obpatlleHwve.

31. INekapcTBeHHblE MpenapaTbl, NOAnexalye nNpegmMeTHO-KONMMYeCTBEHHOMY yyeTy <1>, 3a UCKNYeHneM
HapKOTUYECKNX, MCUXOTPOMHbIX, CUNMbHOAENCTBYIOWMX W SOO0BUTbIX JEeKapCTBEHHbIX CPEeACTB, XpaHATCA B
MeTannMyecknx Unm gepeBsiHHbIX Wkadax, oneyaTbiBaeMblX UM NNOMOMPYyeMbIX B KOHLLe paboyero aHs.

<1> MNpwukasd MuHsgpaea Poccum ot 22 anpensa 2014 r. N 183+ "O6 yTBepxaeHUN nepeyHs NnekapCTBEHHbIX
cpencTB Ans MEAMUUHCKOro NMpUMMEHeHUs, Noarexallmx npeaMmeTHO-KONMYeCTBEHHOMY ydeTy" (3apernctpupoBaH
MuHucTtepcTBom tocTuumm Poccuickon ®egepauum 22 niongd 2014 r., pernctpaunoHHbii N 33210) ¢ usmeHeHunsimu,
BHECEHHbIMM npukazoM MuH3gpaBa Poccum ot 10 ceHTtabpsa 2015 r. N 634H "O BHecCeHWM M3MEHEHUN B
HekoTopble npukasbl MUHUCTEPCTBA 34paBOOXPAHEHWs U coumanbHoOro passutusa Poccuinckon Pepepaummn wm
MuHuctepctBa 3gpaBooxpaHeHusi Poccuinckon ®epepauun” (3apernctpmpoBaH MuHUCTEPCTBOM  HOCTULMM
Poccuiickon ®egepauum 30 ceHTabps 2015 r., peructpaumoHHsin N 39063).
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32. JlekapcTBeHHble npenapaTbl, COAepXaliMe HapKOTUYecKne CpedcTtBa M MNCUXOTPOMHblE BELLECTBA,
OOJDKHBI XpaHUTLCSA B COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuiickon ®egepaunm 0 HApKOTUYECKUX CpeacTBax
N NCUXOTPOMHbIX BELLLECTBaX.

33. XpaHeHne nekapCTBEHHbIX NpenapaToB, COAepXallux CUNbLHOAENCTBYIOLINE U 9A00BUTbIE BellecTBa <1>,
HaxoOsALWMXCA NoA KOHTPOMEeM B COOTBETCTBMM MEXOYHApPOOHbIMU MPaBOBbIMW HOPMaMu, OCYLLECTBNSETCHA B
nomeLleHnsax, OOOpPYAOBaHHbIX WHXEHEPHbIMAU W TEeXHUYECKMMW CpeacTBaMuM  OXpaHbl, aHanornyHbIMu
NpeayCMOTPEHHbIM A1151 XpaHEeHNsT HAPKOTUYECKUX U NCUXOTPOMHbIX NeKapCTBEHHbIX CPEeACTB.

<1> [octaHoBneHue [lpaButensctBa Poccuiickon ®epepauun ot 29 pgekabps 2007 r. N 964 "O6
YTBEPXKOEHUN CMUCKOB CUSNBbHOOENCTBYIOWNX U SO00BUTbIX BELLECTB ANd uenen cratbn 234 v gpyrux craten
YronoBHoro kogekca Poccuiickon ®epepaumm, a Takke KpynHOro pasmepa CUINbHOAEWCTBYHOLLMX BELLECTB AN
uenen cratbn 234 YronosHoro kogekca Poccuiickon ®Pepepauun” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon
depepaummn, 2008, N 2, cT. 89; 2010, N 28, c1. 3703; 2012, N 10, cT1. 1232; 2012, N 41, cT. 5625; 2013, N 6, cT.
558; N 9, cT. 953; N 45, cT. 5831).

34. [JonyckaeTca xpaHeHWe B OOHOM TEXHMYECKWU YKPEMIEeHHOM MOMELLEeHUM NeKapCTBEHHbIX Mpenaparos,
NpefyCMOTPEHHbIX MyHKTOM 32 Hactoswux [lpaBun, W nekapcTBEHHbIX MNpenapaToB, COAepXallux
CUNbHOAENCTBYIOLWME UK SA0BUTbIE BellecTBa. MNpy STOM XpaHeHWe Takux NekapcTBEHHbIX NpenapaToB AOMMKHO
OCyLecTBNATLCS (B 3aBMCMMOCTM OT o6bemMa 3anacoB) Ha pasHbIX Nofkax cenda (MeTannnyeckoro wkada) nnuv B
pasHbIx cerdrax (MeTannmnueckmx wkadgax), onedyarbiBaemblX v NNomMbnpyemMblix B KOHLE paboyero gHs.

35. CybbekTy oOpalleHnss nekapCTBEHHbIX NpenapaTtoB HeobxoaumMo oGecneudnTb OXPaHHYH CUCTEMY,
MO3BONAIOLLYIO NPeAoTBpaLllaTbh HenpaBOMEpPHOEe MPOHUKHOBEHME B Mobble NoMeLleHns (30Hbl) AN XpaHeHus
rnieKkapCTBEHHbIX NpenapaTos.

36. ObopynoBaHve, oka3blBaloLLee BNUSAHME HA XpaHeHne un (Mnn) NepeBO3Ky feKapCTBEHHbIX NpenapaTos,
OOIDKHO MPOEKTMPOBAaTbCH, pa3mellatbcs M 06CnyKMBaTbCA COrMacHO AOKYMeHTauuu no ero MCnonb30BaHWIo
(skcnnyaTtauun).

37. K obopynoBaHuio, WCMOMb3yeMOMYy B MpPOLECCE XpaHeHus W (Unu) NepeBO3KM feKapCTBEHHbIX
npenapaToB, OTHOCATCSI B TOM YnChe:

a) CMCTeMbl KOHAMLMOHNPOBAHWS;

©) xonoaunbHble Kamepbl 1 (UN) XONOAUITBHUKN;

B) OXpaHHasi U NoXapHas curHanmsaums;

r) CUCTEMbI KOHTPONSA AOCTYNa;

A) BEHTUNSALMOHHAsA cnctema;

€) TepmorMrpomeTpbl (NCUXPOMETPbI) MM MHoe obopyAoBaHWe, MWCNonb3yeMoe pANnd  perucrpaumm
TemMnepaTypbl 1 BAXHOCTK.

38. ObopynoBaHue, oTHOCSLLEECA K CpeAcTBaM W3MepeHu, A0 BBOAA B JKCMNyaTauuio, a Takke nocne
peMOHTa MOAMEXWUT NEPBUYHON MOoBepke M (MnM) kannbpoBke, a B Mpouecce 3Kcnnyatauuu - nNepuoanyeckomn
nosepke M (unu) kanMbpoBke B COOTBETCTBMM C TpeboBaHusIMM 3akoHogaTenbcTBa Poccuiickon Pegepauum ob
obecneyeHnn eguHCTBa N3MepeHni <1>.

<1> Cratbu 13 n 18 depepancHoro 3akoHa oT 26 moHa 2008 r. N 102-®3 "O6 obecneyeHun egunHCTBa
nameperHnii" (CobpaHne 3akoHogatenbctea Poccuiickon ®epepauun, 2008, N 26, ct. 3021; 2014, N 26, cT. 3366;
N 30, cT. 4255).

39. PeMoHT, TexHudeckoe ob6cnyxkuBaHue, nosepka W (unu) kKanubpoBka 0OOPYAOBAHUS AOSDKHbI
OCYLLEeCTBMATbCA B COOTBETCTBUM C YTBEPXKOAeMbIM MNfaHOM-rpacdmkoM, Takum obpas3oMm, 4Tobbl KavyecTBO
rniekapCTBEHHbIX NpenapaToB He NoABepranocb HeraTUBHOMY BO34EVCTBUIO.

40. Ha Bpemsi pemoHTa, TEXHMYECKOro obCnyxuBaHWs, NoBepkn M (Mnu) kanubposkn oBOpyAoBaHWA WU
CPeACTB W3MepeHus JOIkHbl ObiTb MPUHATBI Mepbl, obecneuyvBatowime Tpebyemble YCrOBUS XpaHeHUs
nekapCTBEHHbIX NpenapaTos.

PemoHT, TexHunyeckoe obcnyxmBaHue, nosepka un (unu) kannbpoeka obopyaoBaHNs U CPeACcTB N3MEpPEHS
OOMKHbI BblTb COOTBETCTBYIOLUMM OOpa3oM OTpaXeHbl B OOKYMEHTax, KOTOpble apXMBUPYKTCA W XPaHATCS B
COOTBETCTBMM C 3aKkoHoAaTenscTBoM Poccuinckon degepaumm 06 apxvBHOM gerne.

V. [JOKyMEHTbI N0 XpaHEHWo N NepeBo3ke
nekapcTBeHHbIX NpenapaTos
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41. [JOKyMEHTbl NO XpPaHEHWO U (UNKM) NepeBO3Ke NEKapPCTBEHHLIX MpenapaToB, OMNMWCbIBAKLINM OENCTBUS,
BbINOSIHAEMblE CYOBbEKTOM OOpalleHnss JekapCTBEHHbIX MpenapaTtoB, HanpaBlfieHHble Ha cobntogeHune
TpeboBaHWiA, YCTAHOBIEHHbLIX HacTosAwMMK [MpaBunamu, BKIHOYAOT B TOM YMCMe CTaHOapTHble onepalyOHHble
npoueaypbl, MHCTPYKLMX, LOrOBOPbI, OTHEThI.

CogepxaHne [OOKYMEHTOB AOMMKHO ObiTb MOHATHBIM, OAHO3HAYHbLIM, HE [OMYCKaKLWMM [ABYCMbICIIEHHbIX
TOJTKOBaHUN.

42. Cpok XpaHeHuUsi OOKYMEHTOB OMpeaensercss B COOTBETCTBMM C TpeboBaHMAMU 3akoHoOaTenbCTBa
Poccuiickon ®epepaumnm 06 apxusHom gene.

43. MNepcoHan fomxeH OblTb O3HAKOMMEH U UMETb AOCTYN K JOKYMEeHTaM, HeobXoaAMMbIM ANS UCMONHEHNSs
JOMKHOCTHbIX 00s13aHHOCTEN.

VI. OencTtBus cybbekTa obpalleHns nekapCTBEHHbIX NpenapaToB
MO XpaHEHMIO N NepeBo3Ke

44. Bce penctBus cybbekta obpalleHns NekapCTBEHHbIX NpenapatoB MO XPaHeHWIo U (Unn) nepeso3ke
NnekapCTBEHHbIX MpenapaToB OCYLIECTBRAOTCA Takum o6pa3om, 4ToObl MAEHTUYHOCTL M KaYeCTBEHHble
XapaKTepUCTUKN JeKapCTBEHHbIX MpenapaToB He Obinu yTpayeHbl M cobnoganucb YCMOBUS WX XPaHEHUs,
yKa3aHHbI€ B MHCTPYKLMM NO MEAULMHCKOMY MPUMEHEHMIO N Ha YNaKoBKe fiekapCTBEHHOro npenapara.

45. CybbekToMm obpalleHus nekapCTBEHHbIX NpenapaTtoB MPUMHUMAKTCS Mepbl AN MUHMMU3auMu pucka
NMPOHNKHOBEHNST (hanbCUULMPOBaHHbIX, KOHTpPadakTHbIX, HeAOBPOKaYEeCTBEHHbIX NEeKapCTBEHHbIX NpenapaToB B
obpalleHune.

46. B npouecce npueMkun nekapcTBeHHbIX NpenapaTtoB paboTHUKamn cyGbekTa obpalleHns nekapCTBEHHbIX
npenapaToB  OCYLIECTBMSIETCA MpOBepka COOTBETCTBUS  MPUHMMAEMbIX NeKapCTBEHHbIX  MpenapaToB
TOBapOCONPOBOANTENbHON AOKYMEHTaLu No acCOPTUMEHTY, KONMYECTBY U KavyecTBY, COBMNIOAEHMIO cneumnanbHbIX
YCMOBMIN XpaHeHus (Mpyv Hanuuuu Takoro TpeboBaHus B HOPMAaTVMBHOW AOKYMEHTaLWW Ha JieKapCTBEHHbIN
npenapar), a TakKe Hannynio NOBPEXAEeHUA TPaHCNOPTHOW Tapbl.

47. IlekapcTBeHHbIe npenapaTtbl HEOOXOANMO XpaHUTb C y4eTom TpeboBaHui, HOPMaTUBHOW JOKYMEHTauuK,
COCTaBMAIOLWEN perucTpauMoHHOe [OCbe Ha JeKapCTBEeHHbIM npenapaTt, WHCTPYKUMM Mo  MeAMUUHCKOMY
NPMMEHeHWI0, MHopMauun, cogepxalencs Ha MepBMYHON M (UNK) BTOPUYHOM YMakoBKe IEeKapCTBEHHOro
npenapaTa, TPaHCMOPTHOW Tape, a Takke B COOTBETCTBUM C TpeboBaHMAMU, YCTAHOBIIEHHLIMU HACTOSALLMMU
MpaBunamu.

48. JlekapcTBeHHble MpenapaTtbl OMKHbI pa3MeLlaTbCcs Ha cTennaxax (B wkadgax) unu Ha noaroBapHUKax
(noppoHax). He gonyckaeTcs pa3MelleHne nekapcTBeHHbIX npenapaTtoB Ha nony 6e3 nogdoHa. MNoaaoHsl MoryT
pacnonaratbCsi Ha NONy B OAWH PA4 UMK Ha CTennaxax B HECKOSbKO SPYCOB B 3aBMCUMOCTM OT BbICOTbI CTennaxa.
He ponyckaeTcs pasmMelleHve NoAAOoHOB C NeKapCTBEHHbIMM Mpenapatamy B HECKOMbKO pPSAoB MO BbicoTe 6e3
NCMONb30BaHUA CTENNaXew.

49. JlekapcTBeHHble MpenapaTbl pasMeLLaoT B NOMELLEHUSX W (MNKn) 30HaxX Ans XpaHeHUs nekapCTBEHHbIX
npenapaToB B COOTBETCTBMM C TpebOBaHUAMN HOPMATMBHOW OOKYMEHTauum u (unun) TpeboBaHnaMU, yKasaHHbIMM
Ha ynakoBKe fieKapCTBEHHOro npenapara, ¢ y4eToMm:

a) PU3NKO-XMMUYECKNX CBOVCTB NIEKapCTBEHHbIX NpenapaTos;

©) dhapmakonormyeckmx rpynm;

B) cnocoba BBeAeHWS NekapCTBEHHbIX NpenapaToB.

Mpu pas3meLLeHnn NekapCcTBEHHbIX NPenapaToB B MOMELLEHMAX 1 (Unn) 3oHaxX ANs XpaHEeHUs NeKkapCTBEHHbIX
npenapaToB AOMyCKaeTCsa NCMONb30BaHMe KOMMNbIOTEPHbIX TEXHOMOMMI (Mo andasnTHOMY NpUHUMMY, MO KOAaM).

50. B cny4yae oTCyTCTBMS BO3MOXHOCTW COOMIOOEHUS YCMOBUWA XpaHeHMs B Mpouecce NpUeMKM
rnekapcTBeHHble npenapatbl, Tpebywlwwne cneumanbHbIX YCMOBUM XpaHeHuss W Mep OGesonacHocTM, nocne
BbIMOSIHEHNS1 HEOOXOAUMBIX MPOBEPOYHbIX MEPONpUATUIA NepeMeLLaloTcs B COOTBETCTBYIOLLEEe MOMELLeHne nnm
30HY XpaHeHus ¢ yyeTom TpeboBaHU cTaHAapTHOW OnepaLnoHHON NpoLeaypsbl.

51. XpaHeHune orHeonacHbiX M B3pbIBOONACHbLIX JIEKAPCTBEHHbIX NpenapaTtoB OCYLLeCTBNAeTCA BAanu ot
OTHS U OTOMUTENbHbIX NPUBopoB. HeobGXxO0AMMO WCKMIYMTL MEXaHW4Yeckoe BO3OEeWCTBME Ha OrHeonacHble U
B3pbIBOOMACHbIE JIEKapCTBEHHbIE NpenapaTthbl, B TOM YXCIe BO3AENCTBME NPSAMbIX COMTHEYHbIX MyYyen 1 yaapbl.

52. JlekapcTBeHHble npenapaTbl, Tpebywwme 3awmTbl OT BO3OEWCTBUS CBETA, AOIMKHbI XPaHUTbCS B
NMOMELLEHMAX UMK crneumanbHo 06opyagoBaHHbIX 30HaX, obecneymBaloLMX 3alWnTy OT MonagaHus Ha ykasaHHble
nekapcTBeHHble npenaparbl NPSMbIX CONHEYHbIX JTy4en.

53. Onepaunn ¢ nekapCTBEHHLIMU MpenapaTaMu, OCyLLEeCTBNSEMbIE B CKNaACKMX NOMELLEHNSX, U NepeBo3ka
nekapCTBEHHbIX NpenapaTtoB BbIMNOMHATCA C cobnogeHnem TpeboBaHWIA, YCTaHOBMEHHbIX HAaCTOAWMMU

Crpanuna 7 u3 9




Ipuxa3 Munzapasa Poccun ot 31.08.2016 N 646n
"O6 yrBepxaeHuu [IpaBun Hagexaelt MPaKTUKK XPAHCHHUS H IIEPEBO3KU
JIEKapCTBEHH. ..

MpaBunamu, a Takke Mep 6Ge30MnacHOCTU.

54. OTrpyska neKapCTBEHHbIX MpenapaToB MPOU3BOAUTENAMU  NEKAPCTBEHHbIX MpenapatoB U
opraHusauusiMM OMNTOBOW TOPrOBMM JEeKapCTBEHHbIMU MNpenapaTamy opraHusyeTcsl Takum obpasom, 4ToObl
rekapcTBeHHble NpenapaThl C MEHbLUVMM CPOKOM FOAHOCTM OTMyCKanuch B NEPBYIO odepeap.

55. NlekapcTBeHHble Mpenapartbl, NpeaHasHavyeHHble AN YHUUYTOXEHWS!, B COOTBETCTBMMU CO CTaHAapTHLIMU
onepauUVoHHbIMKU NpoLUeaypaMn OOMKHbI BbiTb MapKUpPOBaHbl U M30NMPOBaHbI OT NeKapCTBEHHbLIX NpenapaTos,
JONYLIEHHbIX K 0BpaLleHuIo.

VII. lNepeBo3ka NekapCTBEHHbIX NpenapaToB

56. CybbekT oOpalleHuss NnekapCTBEHHbIX MpenapaTtoB MNpy MOATrOTOBKE K MNEpPEBO3KE I1eKapCTBEHHbIX
npenapaToB obecne4vrBaeT COrnacoBaHWe C MoflydyaTeneMm feKapCTBEHHbIX MpenapaToB OCTATOYHbIX CPOKOB
rOAHOCTU MOCTaBMSEMbIX NIEKAPCTBEHHbIX NPenapaToB.

57. TlepeBo3ka IeKapCTBEHHbIX MpenapaToB COMPOBOXAAETCA [OOKyMEeHTamMu B COOTBETCTBUM C
TpeboBaHMsMuM 3akoHodaTenscTBa Poccuiickon ®epepauun.

58. WHcpopmaumsi o nepeBO3Kke JeKapCTBEHHbIX MNpenapaTtoB [AOMmkHa uKcupoBaTbCs CyObeKToM
obpalLeHns nekapCcTBEHHbIX NpenapaToB Takum obpa3som, 4Tobbl 06ecneynTb KOHTPONb UX NEPEMELLEHMS.

59. B npouecce nepeBO3Kkn NeKapCTBEHHbIX NpenapaToB HE3aBUCUMO OT ee cnocoba cybbekTom obpalleHms
nekapCTBEHHbIX NMpenapaToB AOIMkHa obecnednBaTbCs BO3MOXHOCTb NMOATBEPXKOEHMS KayecTBa, NOASIMHHOCTU U
LeNOCTHOCTU NEeKapCTBEHHbIX NpenapaTos..

60. [MnaHupoBaHMe nepeBO3KU JeKapCTBEHHbIX MpenapaToB AOMMKHO OCYLLECTBRSETCS CybObekToM
obpalLeHns nekapcTBEHHbIX NpenapaToB Ha OCHOBaHWM NPOBEAEHHOMO aHanm3a n OLEHKN BO3MOXHbIX PUCKOB.

61. WHdopMauunsa o BbIsIBNEHHbIX CYOBbEKTOM obpalleHus IeKapCTBEHHbIX MpenapaTtoB B npolecce
NnepeBO3KM FeKapCTBEHHOrO Mpenaparta Cryyasx HapylweHuss TemnepaTypHOro pexuma XpaHeHus u  (unwu)
NOBPEXAEHUS YNAKOBKN JOBOAMTCSA CyObLEKTOM 0OpalleHnsl NekapCTBEHHbIX NpenapaToB 40 OTNpaBuTens u (unm)
nonyyatens nekapCcTBEHHbIX MpenapaToB.

Mo 3anpocy nonyyartens nekapcTBEHHbIX NpenapaToB CyObEKTOM OOpalleHUs NeKkapCTBEHHbIX NpenapaToB
OOMKHbl  ObITb  MpefocTaBneHbl CBegeHuss O CcobniogeHuM TeMmnepaTypHOro pexuma npu  nepeBo3ke
nekapCTBEHHbIX NpenapaTos.

62. [1na nepeBoO3kM NekapCTBEHHbIX NPenapaToB MCMOMb3YKTCA TPaHCMOPTHbIE CpeacTBa u obopynoBaHue,
obecneuunBatoLme cobniogeHre nx kadectaa, aIPPEKTUBHOCTIN U BGe30MacHOCTW.

Mpn nepeBo3ke TepmonabunbHbIX JEeKapCTBEHHbIX MpenapaTtoB WCMNOMb3yeTcs chneunanvM3npoBaHHOe
obopygoBaHue, obecneuyvBalowee noggepxaHne TpebyeMblX  TeMnepaTypHbIX  PEXWMOB  XpaHeHus
nekapCTBEHHbIX NpenapaTos.

63. XnagoaneMeHTbl B U30TEPMUYECKNX KOHTEMHEPAX pa3MeLLalTca TakuMm obpasoM, YTobbl OTCyTCTBOBAr
NPSIMOW KOHTaKT C flekapCTBEHHbLIMU MpenapaTamMu.

lMOBTOPHOE MCMONb30BaHUSA HEAOCTATOMHO OXNaXAEHHbIX W (UNKN) MOBPEXOEHHbLIX XNaA03/IEMEHTOB He
JonyckaeTcs.

PykoBoauTenb cybbekTa obpalleHnsi nekapCTBEHHbIX NpenapaToB obecneynBaeT NPpoOBEeAEHNE MHCTPYKTaXa
O nopsigke MOAroTOBKM M30TEPMUYECKMX KOHTEMHEPOB K MepeBO3Ke IeKapCTBEHHbIX npenapatoB (C y4yeTom
CE30HHbIX 0COBEHHOCTEN), a Takke O BO3MOXHOCTU NMOBTOPHOIO MCMNOMNb30BaHNS XNag031eMeHTOB.

64. Ob6opynoBaHue, yCTaHOBNEHHOE BHYTPW TPAHCMOPTHOIO CPEACTBA WM B KOHTEMHEpe, UCMONb3yemoe
ONsl KOHTPONSA W noggepXaHus TeMnepaTypHOro pexuma B npouecce nepeBo3KU NeKapCTBEHHbIX npenapaTtos,
OTHOCSILLeecss B COOTBETCTBUM C TpeboBaHusiMM 3akoHopaTenbctBa Poccuickon depepaumm o6 obecneveHun
e[MHCTBa M3MEepeHMn K cpeacTBaM M3MepeHui, 40 BBOAA B JKCMnyaTauuio, a Takke Nocrne peMOoHTa MOANEeXuUT
nepBuMYHON MoBepke U (Mnu) kanubpoBke, a B MNpoluecce 3JKcnayatauum - Nepuogmnyeckor NnoBepke u (Mnm)
KanmbpoBke B COOTBETCTBUM C TpeboBaHmsMM 3akoHogaTenbcTBa Poccuiickon ®Pepepauumn o6 obecneyeHum
€[MHCTBA U3MepPEHIA.

65. JlekapcTBeHHble npenapaTtbl OOCTaBMSOTCSA MO agpecy, yka3aHHOMY B TOBAapOCOMPOBOAUTENbHbIX
OOKYMEHTax.

66. OTBeTCTBEHHOCTb 3a cobniogeHne TpeboBaHun HacToAwwmx [paBun nNpu nNepeBO3Ke JeKapCTBEHHbIX
npenapaToB Bo3naraeTcs Ha CybbekT obpalleHns nekapCcTBEHHbIX NpenapaTos.

67. B cnydyasx, korga nepeBo3ka COMPOBOXAAETCA onepauusiMu Mo pasrpy3ke n obpaTHOW 3arpyske unm
BKNtOYaeT B cebs TpaH3MTHOE XpaHeHue, cobniogalTcs YCMNOBUS XpaHEHWs B MOMeLLeHusX M obecneyeHue
Ge3onacHOCTM Ha TPaH3UTHbIX CKNagax, KoTopble onpegefnieHbl [AOrOBOPHbIMW  OTHOLUEHUSMU  MEeXAay
oTnpaBuTENEM M TPAHCMOPTHOW KOMMaHuWen, HacToswumn [MpaBunamm m 3akoHogaTenbCTBOM Poccuiickon
degepaumm.
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"O6 yrBepxaeHuu [IpaBun Hagexaelt MPaKTUKK XPAHCHHUS H IIEPEBO3KU
JIEKapCTBEHH. ..

VIIl. Tapa, ynakoBka 1 MapkupoBKa NeKkapCTBEHHbIX NpenapaToB

68. JlekapcTBeHHble MpenapaTbl MEPeBO3ATCA B TPaAHCMOPTHOW Tape, KoTopas He oOKasbiBaeT
OTPULATENBHOIO BANSHMS HA UX Ka4yecTBO, 3PEKTMBHOCTL U 6e3onacHOCTb U obecneumBaeT HAOEXHYIO 3aLUUTy
OT BO34eNCTBMS (DaKTOPOB BHELLHEN Cpeabl.

69. Bblbop cybbektoM O0OpalleHVMs neKapCTBEHHbIX MpenapaToB TPAHCMNOPTHOW Tapbl, YMNaKOBKU
OCHOBbIBaETCA Ha:

a) yCTaHOBMEHHbIX TPEOOBAHMAX K YCNOBUAM XpaHEHUS U NePeBO3KM NeKkapCTBEHHbIX NpenapaTtos <1>;

<1> [MyHkt 18 cratbu 5 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O06 obpalieHumn
nekapcTBeHHbIX cpeacTB" (CobpaHne 3akoHoaaTenscTBa Poccunckon Pepgepaumm, 2010, N 16, ct. 1815; 2012, N
26, cT. 3446; 2014, N 52, ct. 7540; 2015, N 29, ct. 4367), noanyHkT 5.2.171 lMonoxeHnsa o MwuHucTepcTBe
3apaBooxpaHeHus Poccuickon ®Pepepaunmn, yTBEpXKOEHHOro noctaHoBneHnem [lpaButenbctBa Poccuiickon
depepaumm ot 19 nroHa 2012 r. N 608 (CobpaHue 3akoHopatenbcTBa Poccuiickon ®epepauun, 2012, N 26, cT.
3526; 2013, N 16, cT. 1970; N 20, cT. 2477; N 22, cT. 2812; N 45, cT1. 5822; 2014, N 12, cT. 1296; N 26, cT. 3577; N
30, cT. 4307; N 37, cT1. 4969; 2015, N 2, c1. 491; N 12, c1. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT. 1268;
N 27, cT. 4497; N 28, c1. 4741; N 34, cT. 5255).

0) obbeme, HeobxoaNMMOM ANst pasMeLLeHNs NeKapCTBEHHbIX NPenapaTos;

B) konebaHuax TemnepaTypbl OKpyXatoLen cpeapl;

r) BNUTENBbHOCTU NEPEBO3KM, BKIOYAS BO3MOXHOE MPOMEXYTOYHOE XpaHEHUE NeKapCTBEHHbIX NpenapaTos.

70. TpaHcrnopTHass Tapa C neKapCTBEHHbIMW MpenapaTtaMuM B Mpouecce MNPUEMKM JeKapCTBEHHbIX
npenapaToB nepea nepemeLleHnemM B NoMeLLeHns 1 (Mnn) 30HY XpaHeHWs A0MKHa ObiTb OuMLLeHa OT BU3yarbHOro
3arpsid3HeHmns (Npy1 HEOOXOAMMOCTH).

71. Ha TpaHcnopTHylo Tapy, KOTopas He npegHa3HadeHa Ans notpebuTenen M B KOTOPYW MNOMELLEHbI
rniekapcTBeHHble npenapaTtbl, AOMMKHA HaHOCMTbCA WHAOPMAUMA O HaUMEHOBaHWM, CEepuUn NeKapCTBEHHbIX
npenapaToB, AaTe BblNycka, KONMYECTBE BTOPUYHBLIX (MOTPEOUTENbCKNX) YNakoBOK NEKapCTBEHHbIX Npenaparos,
npousBoauTENe NeKapCTBEHHbIX MpenapaToB C YKa3aHMEM HaVMEHOBaHWA U MeCTOHaxoxaeHus (agpec)
NPOM3BOAUTENS NEKApCTBEHHbIX MpenapaToB, a Takke O CPOKe TroAHOCTW FfeKapCTBEHHbIX npenapaToB M 06
YCMNOBUSX X XpPaHEHNS 1 NEPEBO3KU, HEOOX0aUMbIE NpeaynpeanTenbHbIE HAANMUCHA U MaHUMYNATOPHbIE 3HAKW.
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