[Mpuka3z MunucrepctBa 3apaBooxpanenuss PO ot 31 aBrycra 2016 r. N 6461 "O0 yrBepx)aeHun [IpaBun
Ha/JIeKallel MPaKTUKU XPaHEHHS U MIEPEBO3KHU JIEKAPCTBEHHBIX MPENapaToB AJIsi MEJUIMHCKOTO TPUMEHEHH"

B cootBerctBuM ¢ nyHkToM 18 crathu 5 ®enmepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-d3 "O6
oOpameHun JekapcTBeHHbIX cpeAcTB" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit ®@epeparum, 2010, N 16,
ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, cr. 7540; 2015, N 29, cT. 4367) 1 10AITYHKTOM
5.2.171 Tlonoxenus o MuHucTepcTBe 3apaBooxpaHeHus Poccuiickori ®Denepanuu, YTBEP:KICHHOTO
noctanoBienneMm IlpaButenbctBa Poccuiickort ®emeparun ot 19 wmrors 2012r. N 608 (Cobpanue
3akoHomarenbcTBa Poccuiickoit deneparum, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22,
cT. 2812; N 45, cr.5822; 2014, N 12, cr. 1296; N 26, crt. 3577; N 30, cr. 4307; N 37, ct.4969; 2015, N 2,
ct. 491; N 12, cr. 1763; N 23, cr. 3333; 2016, N 2, ct. 325; N 9, cT. 1268; N 27 ct. 4497; N 28, cr. 4741; N 34,
CcT. 5255), npuka3siBaro:

1. YTBepauth npunaraembie [IpaBuia Hamaekamel MpakTUKH XPaHCHUS U TIEPEBO3KH JIEKAPCTBEHHBIX
MpernapaToB JJis MEIUIUHCKOTO TPUMEHCHUSI.

2. Hacrosmuii mpuka3s BctymaeT B cuity ¢ 1 mapra 2017 rona.

Bpuo Munucrpa W.H. Karpamansu

3apeructpupoBano B Muntocte PO 9 suBaps 2017 r.
Perucrpanmonnsiiit N 45112

IMpaBuia
Ha/UIe:KALeld MPAKTUKU XPAHEHHUS W NePeBO3KHU JIEKAPCTBEHHBIX MPeNapaToB VIS MeIHMIHHCKOI0
NPpUMEHEeHUs!
(yTB. mpukazom MuHHucTepcTBa 31paBooxpanenus P® ot 31 aBrycra 2016 r. N 646H)

1. O6mue moJ1oKeHUA

1. Hacrosimue [IpaBuna Hagnexamieid NpakTUKA XPaHEHUS U MEPEBO3KHU JICKAPCTBEHHBIX IMPENapaToB
JUIE  MEIWIMHCKOTO IpPHMEHEHHUsl (Jajliee COOTBETCTBEHHO - [IpaBuma, JieKapcTBEHHBIE —IperapaTsl)
YCTaHABJIMBAIOT TPEOOBAHUS K YCIOBUSM XpaHEHHS W MEPEBO3KH JICKAPCTBEHHBIX IIPENapaToB, HEOOXOINMBIM
s oOecriedeHHs KadecTBa, Oe30macHOCTH M 3()(EKTHBHOCTH JIEKApCTBEHHBIX IPENapaTroB, a TaKke
MUHHMH3AIMA PHCKAa TPOHUKHOBEHHSA (DaibCH(UIIMPOBAHHBIX, HEJO0OPOKAYECTBEHHBIX, KOHTpa(aKTHBIX
JIEKApCTBEHHBIX MPENapaToB B IPaXJAaHCKHI 000POT.

2. Hacrosmme [IpaBuima pacmpocTpaHsSIOTCS Ha TPOM3BOAMTENCH JIEKApPCTBEHHBIX IPENapaToB,
OpraHM3alMy ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMH IperapaTaMy, alTeyHbIe OpPraHW3allMd, WHIUBHIYAIBHBIX
MpeanpuHUMAaTeNe, UMEIOIIHX JIMICH3HIO Ha (JapMalleBTHYECKYIO JAeSTeIbHOCTh, MEAUIIUHCKHE OPTaHU3AINT 1
nx o000coOieHHbIe moApa3aeneHus (amOynaTopuu, Qenpauepckue W (peapAmepcKo-aKymepeKiue MyHKTEI,
LEHTPHI (OTHeNeHus) oOmel BpadyeOHOW (CeMEWHOM) MPaKTHKH), PACIIONOKEHHBIE B CEIIbCKUX HACEJICHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTe4YHble OpraHM3alluu (Jlajee - CyOBeKThl OOpalleHusl JEeKapCTBEHHBIX
MpenaparToB).

II. Cucrema olecneyeHHs1 KA4eCTBA XPaHEHHS U NePeBO3KH JIeKAPCTBEHHBIX NPenapaToB

3. PykoBomutenbp cyObekTa oOpalleHHs JEKapCTBEHHBIX NpenaparoB OO0ECHEUMBACT pPEaTU3aLUIo
KOMIUIEKCa Mep, HaIllPaBJICHHBIX Ha COOIIOJIcHHE ero paboTHUKaMu Hactosmux [IpaBui npu xpaHeHuu u (Win)
MepeBO3Ke JIEKAPCTBEHHBIX TPETapaToB (1ajee - CHCTeMa KauecTBa), OCPEJCTBOM YTBEPKACHHUS JOKYMEHTOB, B
KOTOPBIX PETJIAMEHTHUPYIOTCS B TOM YHCIIE MOPSIOK COBEPIICHHUS PAOOTHUKAMU JIEHCTBHUI MPH OCYIIECTBICHUN
XpaHeHUs U (WIK) IepeBO3Ke JIEKAPCTBEHHBIX MPENapaToB, MOPSIOK 00CTYKUBAHHUS U TIOBEPKH U3MEPUTEITBHBIX
npubOPOB U 00OPYIOBAHMUS, BEICHUE 3alMCEH, OTYETOB M UX XPAaHEHHE, IPUEM, TPAHCIIOPTHPOBKA, Pa3MelIcHUE
JIEKapCTBEHHBIX IPENaparoB (jajee - CTaHAApPTHHIE ONEpalMOHHBIE MPOIEAYPhl), U OPTaHU3AIMKA KOHTPOJIS 3a
cOOJII0ZICHNEM CTaHJAPTHBIX OMEPAHOHHBIX TPOLEAYD.

4. CuctemMa KauecTBa JI0JDKHA TapaHTHPOBATh, UTO:

a) TepeMeleHre JIeKAPCTBEHHBIX IPErapaToB MeXay cyObeKTaMu oOpalleHusl JIeKapCTBEHHBIX
MpermapaToB, B TOM UYHCIIE BHYTPU KOHKPETHOI'O CyObEKTa OOpalleHus JICKapCTBEHHBIX IPernapaTosB,
o0ecrieunBaeT XpaHeHHWE W (WJIM) TMEPEBO3KY C COOJroAeHHMEM TpeOOBaHMH, YCTAHOBJICHHBIX HACTOSIIUMHU
[IpaBunamu;
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0) ompeercHa OTBETCTBEHHOCTh PAOOTHHKOB CYOBEKTa OOpaIleHHs JICKApPCTBEHHBIX IPEMapaToB 3a
HapyIeHne TpeOOBaHUi, yCTAaHOBIEHHBIX HACTOSIIMY [IpaBuiiaMu, ¥ CTAHJIAPTHBIX OMEPAIIMOHHBIX TPOLIEIYP;

B) JICKAPCTBEHHBIC MpenapaThl JOCTABISIOTCS CyOBEKTOM OOpallleHUs JEKapCTBESHHBIX NPEMapaToB B
COTJIACOBAHHBIN C TOJydaTeJIeM JIEKApCTBEHHBIX IPErapaToB MEPHOA BPEMEHH C COOo/IeHHeM TpeOOBaHMIA,
YCTaHOBJICHHBIX HacTosuumu IIpaBuiiamu;

I) JOKyMeHTalbHOe o¢dopMIleHHe MACWCTBHH, YKazaHHBIX B riaBe VI nHacrosammx IlpaBun, wu
JOCTUTHYTBIX PE3yJNbTaTOB OCYIIECTBISIETCS B XOJ€ BBINOJHEHMS WM HEMOCPEICTBEHHO IIOCIE 3aBEpIICHUS
COOTBETCTBYIOLLUX ICHCTBHIA;

) B OTHOIIEHWH KaXIOTO HapyIIeHWs TpeOOBaHWHN, YCTAaHOBIEHHBIX HacTosmmMmu [lpaBumamm,
CTaHJIAaPTHBIMH ONECPAIMOHHBIMU TPOIEAYpaMHU, MPOBOIAUTCS BHYTPEHHSS TPOBEpKA U Pa3padaThIBAIOTCS
KOPPEKTUPYIOLLKE ACHCTBUS C LIEJIBbIO YCTPAHEHUS BBISIBICHHBIX HAPYILICHHM.

5. PykoBomuTeneM cyOBpeKTa 0OpaleHus JIEKapCTBEHHBIX MPENapaToB ¢ y4eTOM TPeOOBaHUN TPY/IOBOTO
3akoHoaTenbeTBa Poccuiickoit denepanuu M MHBIX HOPMATHBHBIX IMPABOBBIX AKTOB, COACPXKAIIMX HOPMBI
TPYAOBOTO MpaBa, Ha3HAYAETCs JIMLO, OTBETCTBEHHOE 3a BHEApPEHHE M OOECIeYeHHEe CHCTeMBl KauecTBa,
OCYIIECTBIISIONIEE MOHHUTOPHHT 3(pGEKTUBHOCTH CHUCTEMBl KadecTBa M AaKTyaJH3aIfi0 CTaHIapTHBIX
OTIEPallMOHHBIX poLeAyp (anee - OTBETCTBEHHOE JIHIIO).

6. J[lesTenbHOCTh MO XpaHEHWIO M (WJIM) TEPEeBO3KE JIEKAPCTBEHHBIX IPENaparoB, IepelaHHas
MPOU3BOAMTENIEM JICKAPCTBEHHBIX INPEMAapaTOB WM OpraHUu3alydeld ONTOBOM TOPIOBIU JIEKAPCTBEHHBIMU
mpermapaTaMu ISl OCYIIECTBJICHHUS APYrod (CTOPOHHEH) OpraHm3anvv (fajiee - ayTCOPCHHT), OIperernseTcs,
COTJIACOBBIBACTCSI W  KOHTPONHUpYyeTcs Bo  u30ekaHWE  Pa3HOUTCHHWH, CHOCOOHBIX  MPUBECTH K
HEYJIOBJIIETBOPUTEIEHOMY Ka4eCTBY JIEKAPCTBEHHBIX MPENApaTOB N BBIITOIHAEMBIX pa0oT.

JloroBop, MO KOTOPOMY OCYIIECTBISIETCS Tiepefada JesTebHOCTH Ha ayTCOPCHHT (Jajnee - JAOTOBOp
ayTCOPCUHTA), 3aKIIIOYaeTCs C YKa3aHUEM OOS3aHHOCTeH KaXJOH W3 CTOPOH, IOpsIKa JEHCTBUH U
OTBETCTBEHHOCTH CTOPOH.

o 3aknro4yeHus: 1oropopa ayTCOpCHHra NpOU3BOJUTEND JEKAPCTBEHHBIX MPENapaToB WM OpPraHUu3aLus
OIITOBOM TOPTOBIHM JIEKAPCTBEHHBIMH TpenapaTaMy JOKHBI yOEAUThCS B MPABOCIOCOOHOCTH MCTIONHUTENS (B
TOM 4YHCJIE B HAJIMYMHM y HEr0 HEOOXOIMMOM B COOTBETCTBHH C 3aKOHOjaTelbcTBOM Poccuiickoit denepanuu
JMUIEH3WN) W BO3MOXKHOCTH BBITIONHUTH 0053aTENbCTBA II0 JIOTOBOPY AayTCOPCHHTa B COOTBETCTBHU C
TpeboBaHUAME HacTosimux l[lpaBun (B TOM dYHCle B HaJWMYWU OMBITHOTO W KOMIIETEHTHOTO IIEPCOHANA,
MOMEIIEHUH, 000pyIOBaHYS).

[IpousBoauTenp JEKAPCTBEHHBIX MPENApPaTOB WM OPraHU3alMsl ONTOBOM TOPIOBIU JEKAPCTBEHHBIMU
npenaparaMu JOJDKHBI TapaHTUPOBATh, YTO HCIOIHUTENb IO JOTOBOPY ayTCOPCHUHIA MOJIHOCTBIO OCBEIOMIICH
000 Bcex (hakTOpax, CBS3aHHBIX C JIEKAPCTBEHHBIMH TpemapataMi WIH ACATelbHOCTBIO, MepeaaBaeMoi Ha
AyTCOPCHUHT, KOTOPBIE MOTYT MPEACTABIATH ONACHOCTH JUIS €r0 MOMEIICHHUH, 000pyI0BaHMUs, IepcoHaa.

III. ITepconan

7. Hdns coOnroneHuss ycTaHOBJIEHHBIX Hactosmumu IlpaBunmamu TpeOoBaHuii cyOBEKT oOpaiieHus
JICKApCTBEHHBIX IPENapaToB C y4eToM 00beMa OCYLIECTBISIEMOW MM AEATENILHOCTH MO XPAaHEHWIO U (WIIN)
MepeBO3Ke JICKAPCTBEHHBIX MPENapaToB J0JKEH UMETh HeOOXO0IUMBIN TIepcoHall.

8. TpeOoBaHMsS K KBaTUQUKANMKM U CTaXy pabOTHl IMEpPCOHANa YCTAaHOBJIEHBI [lolokeHneM O
JHMLEH3UPOBaHUH (hapMalleBTUUECKOM nesTenbHocTH ™ (1).

9. O0s3aHHOCTH ¥ OTBETCTBEHHOCTh PAOOTHUKOB CYObEKTa OOpaIlleHHsI JIEKAPCTBEHHBIX MPENapaToB, B
TOM YHCJIe OTBETCTBEHHOT'O JIMIIA, 3aKPEIUISIOTCS B JOJDKHOCTHBIX HHCTPYKIIHSIX.

10. PykoBomutens cyObekTa oOpallleHHs JIEKapCTBEHHBIX MpPENapaToB YTBEPXKAAeT IUIaH-TpaduK
MPOBEIEHUs] TEPBUYHOH W MOCIEAYIOUIMX MOATOTOBOK (MHCTPYKTaKEH) INepcoHaja, KOHTPOJIHMPYET €ero
WCTIOJIHEHHE U OIICHUBaeT 3QPEKTUBHOCTH MOATOTOBOK (MHCTPYKTaXKa) C METBI0 X COBEPIICHCTBOBAHUSL.

[lepconan, paboTtarommii C JIeKapCTBEHHBIMH NpenaparaMd, B OTHOIIEHHMH KOTOPBIX YCTaHOBJIEHBI
CHELUAIbHBIE YCIOBUs XpaHEeHHU U (MJIM) MEPEeBO3KH, MPOXOAUT MOATOTOBKY (MHCTPYKTaX) B COOTBETCTBHH C
3aHUMAEMOM JTOJKHOCTBIO.

JIOKyMEHTBI O TPOBEJCHUH TOATOTOBKH (MHCTPYKTaXKa) apXUBUPYIOTCS W XPAHITCS B COOTBETCTBHH C
3aKOHO/1aTeNIbcTBOM Poccuiickoii denepanun 00 apXHUBHOM JieJIe.

IV. llomemenust u 000opyAOBaHUe UIST XPAHEHHUS JIEKAPCTBEHHBIX NIPENapaTos

11. CyOnekT oOpartiieHus JIGKApCTBEHHBIX MPENapaToB JUIsl OCYIIECTBICHUS A TEIHHOCTH 10 XpaHESHUIO
JICKAPCTBEHHBIX MPENapaToB JOJDKEH UMETh HEOOXOAMMBIC MOMEIIEHU U (MIK) 30HBI, a TaKKe 000pyIOBaHME
JUTSL BBITIOJTHEHUS OTNIepaIiii ¢ JIEKapCTBEHHBIMH TperapaTaMu, 00eCIeUnBaIOIIe X XPaHEHUE B COOTBETCTBUU
¢ TpeboBanusMU HacTosmux [IpaBwui.
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12. IlomemeHus a1 XpaHEHHs JIEKapCTBEHHBIX IPENapaToB MOJDKHBI 00J1afaTh BMECTUMOCTBIO U
obecrieynBaTh 0€30MacHOE pa3/ieIbHOE XPaHEHUE U IIEpEeMEIlIEHUE JIEKapCTBEHHbBIX IIPerapaToB.

13. Ilnomans mOMEUICHWH, WCHOJIB3YEMBIX MPOM3BOJUTEISIMUA JIEKAPCTBEHHBIX MpenapaToB U
OpraHu3allusIMU ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMM IIperapaTaMM, JOJDKHA COOTBETCTBOBATH O0BEMY
XpaHUMBIX JICKAPCTBEHHBIX IIPENAPaTOB U COCTABIATh He MeHee 150 KB. METpOB.

14. TIlnomangs mOMENICHWH, WCHOJIb3YEMbIX MPOM3BOJUTEISIMUA JIEKAPCTBEHHBIX IMpenapaToB U
OpTraHU3alMsSIMU OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMH MpenapaTaMiy, AOJDKHA OBITh paslielieHa Ha 30HBI,
IIpeJHa3HaYCHHbIE ISl BBITOJHEHNS CACAYIOMUX (HYHKIUH:

a) IPUEMKH JIEKapCTBEHHBIX IIPENapaToB;

0) OCHOBHOT'O XpaHEHHsI JIEKapCTBEHHBIX MPENapaToB;

B) DKCIICTUTINM;

I') XpaHEHUs JIEKApCTBEHHBIX MIPENapaToB, TPEOYIOLUINX CHIEIMAIbHBIX YCIOBHIA;

) XpaHCHHS BBIIBICHHBIX  (adbcU(UIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX, KOHTpagaKTHBIX
JIEKApCTBEHHBIX MIPENapaToB;

€) KapaHTHHHOT'O XPaHEHHs JIeKapCTBEHHBIX IIPENapaToB.

15. Ilnomane MOMEMICHUH, WCHOIB3YEMBIX JAPYTMMH CyObeKTaMH OOpalleHHUsl JIeKapCTBEHHBIX
MpernapaToB, 10JDKHA OBITH pa3zesieHa Ha 30HbI, IpeAHa3HAYCHHBIC [T BBIITOJHEHUS CIIETYFOIINX (QYHKIHHA:

a) IPUEMKH JIEKapCTBEHHBIX IIPENapaToB;

0) XpaHEeHWsI IeKapCTBEHHBIX MPENapaToB, TPEOYIONNX CIEIHATbHBIX YCIOBUI;

B) XpaHECHUS BBUIIBICHHBIX  (anbcH(UIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX, KOHTpadaKTHBIX
JICKapCTBEHHBIX NIPEIIApaTOB, a TAKXKE JIEKAPCTBEHHBIX NIPENAPATOB € UCTEKIIUM CPOKOM F'OAHOCTH;

I') KAPaHTHHHOTO XPaHEHUsI JIEKapCTBEHHBIX MIPENapaToB.

16. ®ynkuuu, npegycMoTpeHHble nyHkrtamu 14 u 15 Hactrosmux IlpaBui, MOTYT BBIMOJHATHCS B
OTICIBHBIX TTOMEIICHHSX.

17. TlomemieHus: M 30HBI, HCIIONB3yEMBbIC IJISl XpPAaHEHMs JIEKApCTBEHHBIX IPENapaToB, AOJKHBI OBITh
OCBEILIEHBI.

18. Cucrema, 3ameHsOIIas pas3/eieHHE 30H XpaHEHHs, B TOM YHCJE IOCPEJCTBOM 3JIEKTPOHHOU
00paboTKM TaHHBIX, JOPKHA 00ecTieuuBaTh TpeOyeMblil ypOBEeHb 0€30MaCHOCTH M OBITH BAIMANPOBAHA.

19. AIMHHHACTPAaTHBHO-OBITOBBIE IIOMEIICHUS OTAEISIIOTCS OT 30H XPaHEHUsl JIEKapCTBEHHBIX
MpernapaToB.

20. B momemeHusX A7 XpaHEHHs JIEKApCTBEHHBIX IPEMNapaToB 3alpeliaeTcss XpaHEHUE IMHILEBbIX
MIPOAYKTOB, Ta0auHBIX M3ICJINH, HAMUTKOB, 3a HMCKIIOYEHHEM IUTHEBOM BOABI, a TaKXKe JIEKapCTBEHHBIX
mpenapaToB, MpeIHa3HAYCHHBIX JUIA JIMYHOTO HCIIOJIb30BaHMS pPabOTHHKaMU CyObeKTa oOpalieHHs
JIEKAPCTBEHHBIX MPETapaToB.

21. B momenieHusx W (MiaM) 30HAX JOJDKHBI HOAJEPKHUBATHCS TEMIEpPATypHBIE PEXXHUMBI XpaHEHUS H
BJIaKHOCTb, COOTBETCTBYIOLIME YCJIOBUSIM XpaHEHHs, YyKa3aHHbBIM B HOPMAaTUBHOW JOKyMEHTAlUH,
COCTABIISIIONICH PETHCTPAIMOHHOE JOChEe JIEKAPCTBEHHOTO TIpernapara, WHCTPYKIUH TI0 MEIHIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOT'O MPENapaToB U Ha YIIAKOBKE JIEKAPCTBEHHOT'O IIpenapara.

22. Jlna oGecrieueHust TpeOyeMBbIX YCIOBUH XpaHEHHMs JIEKAPCTBEHHBIX NPENapaToB B IOMEIIEHHUSX
(30HaX), HCIONB3YEMBIX JUISI XpaHEHHsS JICKAPCTBEHHBIX IPEMapaToB, MPOWU3BOJUTEISIMA JICKAPCTBEHHBIX
MpenapaToB W OpraHU3alMsIMH ONTOBON TOPTOBIH JIEKAPCTBEHHBIMH TperapaTaMy OCYIIECTBISETCS H3ydeHHE
pacrnpeneneHus TeMIepaTypsl (Jajee - TeMIepaTypHOe KapTHPOBAHHE).

O6opynoBaHue JUIsi KOHTPOJSL TEMIIEPATyphl pa3MelaeTcs B MOMENIeHUs (30HaX) B COOTBETCTBHU C
pe3yJbTaTaMH TEMIIEPaTypPHOTO KapTUPOBAHHMsI, HA OCHOBAHHH MPOBEICHHOTO aHAIN3a U OLIEHKH PUCKOB.

TemneparypHoe KapTUpOBaHHE HEOOXOIMMO TOBTOPATH B COOTBETCTBUH C PE3yJIbTaTaMU aHAJIN3a
PHCKOB, a TaKKe MPHU HM3MEHEHUSAX B KOHCTPYKIMH IIOMELICHUS (30H) WIM OOOpYAOBaHMS [UI KOHTPOJIS
TEeMIepaTyphl.

23. PesynbTarhl TeMIEpaTypHOro KapTHPOBAHHS PETUCTPUPYIOTCS B CIIELHAJIBHOM >KypHaie (KapTe)
peructpaury Ha OyMa>KHOM HocuTene M (WIM) B 3JEKTPOHHOM BHJE €XKEAHEBHO, B TOM YHCIIE B BHIXOJHBIE H
npa3gHIYHbIe THU. JKypHa (KapTa) perucTpalyy XpaHuTcs B TEYCHUE JIBYX JIET.

24. CyObekT oOpalleHusl JeKapCTBEHHBIX IpernapaToB pa3padaThiBacT U YTBEPXKIAET KOMILIEKC Mep,
HanpaBJICHHBIX HA MHUHUMH3ALMIO0 PHCKa KOHTAMHUHALUM MaTepUalIOB WJIM JICKAPCTBEHHBIX IPENaparoB, MPH
YCIIOBHHU COOJIIOIGHUS 3alIUThI OT BO3JICHCTBHUS (hPaKTOPOB BHEIIHEH CPEJIBI.

25. Ilponeaypsl mo yOOpke MoMeIeHuH (30H) I XpaHESHHsI JICKAPCTBEHHBIX MPEapaToB MPOBOISTCS B
COOTBETCTBHH CO CTAaHAAPTHBIMHU ONEPALIMOHHBIMHU MPOLELYyPaAMH.

Otnenka moMmemeHui (BHYTpPEHHHE IMOBEPXHOCTH CTEH, MOTOJIKOB) U XPaHEHHS JIEKapPCTBEHHBIX
MpernapaToB JOJKHA JIOIYCKaTh BO3MOXKHOCTh TIPOBEJICHHUS BIAYKHOW YOOPKHU M UCKITIOYATh HAKOTUICHHE TIBUIH.

ObopynoBaHue, HWHBEHTapb M MaTepuaibl il  yOOpPKM (OYMCTKHM), a TakKe MOIOIIHE U
Je3MH(UIUPYIOLINe CPEACTBA TOJDKHBI XPAHUTHCS B OTAEIBHBIX 30HaX (MIKagax).

26. TlomemieHust aisi XpaHEHUsS JICKAPCTBEHHBIX TPENapaToB JOJDKHBI OBITh CIPOCKTHPOBAHBI U
OCHAIIIEHBI TAKUM 00pa3oM, YTOOBI 00ECTIEYHTh 3alIUTy OT MPOHUKHOBEHHS HACEKOMBIX, TPHI3YHOB WIIH JIPYTHX



KUBOTHBIX.

27. B momemienus (30HBI) JUIS XpaHEHHS JIEKAPCTBEHHBIX IIpPemapaToB HE OMYCKAIOTCA JHIA, HE
HMEIOIIHE MIPaBa JA0CTYIa, ONPEACICHHOIO CTaHAAPTHBIMHU OTNIEPALlMOHHBIMU MPOLETyPaMH.

28. llpom3BomuTensiM JIEKapCTBEHHBIX MpEMapaTOB W  OPTraHM3alWsSM  ONTOBOW  TOPTOBIH
JIEKapCTBEHHBIMH  IIpermaparaMd  HEoOXOAWMO TPEAyCMOTPETh  pa3/eleHHe TIOTOKOB  IepPeMELICHHS
JIEKApCTBEHHBIX MPENapaToB MEKAY MOMEUICHUSAMH U (WJIK) 30HAMH JJIs1 XpaHEHHs JIEKapPCTBEHHBIX MPETapaToB.

29. Cremnaxu (wkadsl) IUIsi XpaHEHHs JIEKapCTBEHHBIX MpeNnapaToB AOKHBI ObITh MapKHPOBAaHBI,
MMETh CTEJUTAXHBIE KapThl, HAXOMAIINECS B BHIMMOW 30HE, O0eCIeunBaTh HIACHTHU()HKAIUIO JIEKAPCTBEHHBIX
MIpermapaToB B COOTBETCTBUU C MPUMEHIEMON CYOBEKTOM OOpaIeHHs JEKapCTBEHHBIX MPENapaToB CHCTEMON
yueta. JlomyckaeTcss MpUMEHEHUE 3JIEKTPOHHOW CHUCTEMBl 00pa0OTKH JaHHBIX BMECTO CTEUTaXKHBIX KapT. [lpu
WCTIONTF30BAaHUH IEKTPOHHOM CHCTEMBI 00paOOTKH JAaHHBIX JOMTyCKAeTCs WACHTU(UKANS IPHU TOMOIIN KOJIOB.

30. JlekapcTBeHHBIE Mpemaparbl, B OTHOIIEHHH KOTOPHIX CYyOBEKTOM OOpamieHusi JeKapCTBEHHBIX
npenapaToB He MPUHATO pelieHHe O AajbHEHIIeM oOpallleHWH, WK JIEKapCTBEHHBIE Mpenaparhbl, oOparieHue
KOTOPBIX TPHUOCTAaHOBJIECHO, a TaKXKe BO3BPAIICHHBbIE CYOBEKTY OOpalleHHUs] JIEKApCTBEHHBIX IPEMapaToB
JIEKapCTBEHHBIE IIperapaThl JOJDKHBI OBITh IMOMEIIEHBl B OTIEIFHOE MOMEIIeHHE (30HY) WM H30JUPOBAHBI C
MPUMEHEHHUEM CUCTEMBI DIIEKTPOHHON 00pabOTKH JaHHBIX, 00eCTIeUnBalOIIe pa3aeeHue.

JlekapcTBeHHBIE Tpemaparbl, B OTHOIIEHWH KOTOPBIX CYOBEKTOM OOpalleHusl JIeKapCTBEHHBIX
MIperapaToB MPHUHSITO PEHIeHHe O NMPHUOCTAHOBICHWW NMPUMEHEHHS WM 00 M3BATHU M3 OOpalleHus, a TakxkKe
(dhanscudunrpoBaHHbBIe, HEAOOPOKAYECTBEHHBIE M KOHTpa(aKTHBIC JEKAPCTBEHHBIC MpEnaparhl JOKHBI OBITh
W30JIMPOBAHBI U pa3MeEIleHbI B CIICIIHATBHO BBIICJICHHOM MTOMEUICHUH (30HE).

[IpenmpuHATEIE MEpPHI W3OIALIWN YKa3aHHBIX JIEKAPCTBEHHBIX NpPENapaToB OJDKHBI TapaHTHPOBAThH
WCKITIOYCHHE UX TOMaJaHus B oOpalieHue.

31. JlexkapcTBeHHBIE TMpeMapaThl, MOJICKAIINE MPEAMETHO-KOIMYSCTBEHHOMY yueTy*(2), 3a
HCKJIFOUYCHHEM HAapKOTUYECKUX, TICHXOTPOIHBIX, CHUJIBHOJICHCTBYIOIIUX W SIOBUTHIX JIEKAPCTBEHHBIX CPEJICTB,
XPaHATCS B METATMYECKHX WIIN JIEPEBIHHBIX MKadax, OmeyaThIBAEMBIX WIIH IDIOMOMPYEMBIX B KOHIIE pabodero
JTHSL.

32. JlekapcTBeHHBIE TpEMapaThl, COAEpXKAIlUe HAPKOTHYECKHE CPEICTBA U TICUXOTPOITHBIC BEIECTBA,
JOJDKHBI XPAHHUTHCA B COOTBETCTBHHM C 3aKOHONATENbCTBOM Poccuiickoit ®Denepanmmn 0 HAPKOTHUECKUX
CPEeICTBaxX M MCUXOTPOITHBIX BEUIECTBAX.

33. XpaHeHue JIEKapCTBCHHBIX TNPENapaToB, COACPKAIIUX CHUIBHOJCHCTBYIONINE W  SJOBUTHIC
BerecTBa*(3), HaXOAANIMXCS IMOJ KOHTPOJEM B COOTBETCTBUH MEXIYHAPOJHBIMU IMPABOBBIMH HOPMaMH,
OCYIIECTBISETCS B TOMEIICHUSX, O0OpYNIOBAaHHBIX HWHXEHEPHBIMA W TEXHUYECKHMMH CPEIICTBAMH OXpaHBI,
AHAJIOTHYHBIMH MIPEAYCMOTPEHHBIM ISl XpaHEHHS HAPKOTUYECKUX U IICUXOTPOITHBIX JIGKAPCTBEHHBIX CPE/ICTB.

34. JlomyckaeTcss XpaHEHHE B OJHOM TEXHHYECKH YKPEIUIEHHOM IIOMENICHUH JIEKapCTBEHHBIX
MIperapaToB, MPeIyCMOTPEHHBIX TyHKTOM 32 HacTosmuX [IpaBui, u IeKapCTBEHHBIX MPENapaToB, COASPIKAIIUX
CWIBHOJICUCTBYIOIINE WIIM SIOBUTHIE BemiecTBa. lIpm 3TOM XpaHEeHWE TaKWX JIEKAPCTBEHHBIX IPENapaToB
JIOJDKHO OCYIIECTBIATHCS (B 3aBUCHMOCTH OT 00ObeMa 3alacoB) Ha pPa3HBIX TOJIKAaxX celda (MeTauin4ecKkoro
mkada) WM B pasHbIX ceddax (MeTalummyeckux MKadax), ONedYaThIBaeMbIX WIH IJIOMOMPYEMBIX B KOHIIE
pabodyero HsI.

35. CyObekty oOpalieHusl JIEKapCTBEHHBIX MPerapaToB HEOOXOIUMO 00ECIICYUTh OXPAaHHYIO CHCTEMY,
MO3BOJISIFOIIYIO MPEIOTBPANIaTh HEMPAaBOMEPHOE MPOHUKHOBEHHE B JIOOBIE MOMENICHHUS (30HBI) JJISI XpaHEHUS
JIEKapCTBEHHBIX MPENapaToB.

36. OOopynoBaHue, OKasbIBalolllee BIMSHUE HA XpaHeHHe W (WIH) MEepeBO3KY JIEKapCTBEHHBIX
MpernapaToB, JOJDKHO MPOCKTHPOBATHCSA, Pa3MEIIaThCsl M OOCIYKHBATHCS COTJIACHO JIOKYMEHTAI[MH IO €ro
WCIIONIb30BaHUIO (PKCIUTYaTaIlHN ).

37. K obopynoBaHHIO, HCIIONB3YEMOMY B TIpoIlecce XpaHEHHUS ¥ (WMJIM) MEPEeBO3KH JIEKapCTBEHHBIX
MpenapaToB, OTHOCSITCS B TOM YHCIIE:

a) CHCTeMbl KOHIUITUOHUPOBAHUS;

0) XOJIOAWIIbHBIE KaMephl U (M) XOJOMIbHUKH;

B) OXpaHHAas ¥ MOXKapHasi CUTHATU3AIIHS

T') CUCTEMBI KOHTPOJIS TOCTYTIA;

1) BEHTWJISILIMOHHAS CUCTEMA;

€) TEPMOTHUTPOMETPHI (TICHXPOMETPHI) WM HHOE OO0OpYyIOBaHWE, HWCIIONB3yeMOEe IS PETHUCTPAIHH
TEMIIepaTyphl U BIAXKHOCTH.

38. ObopynoBaHue, OTHOCSIEECS K CPEACTBAM M3MEPEHHH, 1O BBOJA B IKCIUIyaTalldIio, a TaKkkKe Moclie
PEMOHTa IOJUIEKHUT MEPBUYHON MOBEpPKE M (MJIM) KaTHOpPOBKE, a B MPOLECCe HKCIUTyaTalllu - NePHOAMYECKON
MOBEepKe U (MiM) KaJuOpPOBKE B COOTBETCTBHHM C TPEOOBaHUSIMH 3aKoHOaTescTBa Poccmiickoit deneparun 06
obecreYeHn  eIMHCTRA U3MepeHuit™(4).

39. PemonT, TexHHueckoe 0OCTy)XKMBaHHE, TMOBepka M (WIM) KaluOpoBKa 00OpPYJOBaHMS JOJKHBI
OCYIIECTBIISITECS. B COOTBETCTBUH C YTBEPXKIAEMbIM IUIAHOM-TpaUKOM, TaKUM 00pa3oM, UYTOOBI KadecTBO
JIEKApCTBEHHBIX MPENIapaToB He MOJIBEPrajJoCh HEraTUBHOMY BO3JICHCTBUIO.
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40. Ha Bpemsi peMOHTa, TEXHHYECKOT0 OOCIYKHUBaHMs, IOBEPKU U (MJIH) KATHOPOBKKU 000pYIOBaHUS U
CPEICTB W3MEPEHHS MOJDKHBI OBITh TPHUHATHI MEpHI, OOeCHednBaloniie TpeOyeMble YCIOBUS XpaHEHUS
JICKapCTBEHHBIX MPENapaToB.

PeMonT, TexHHMYeckoe OOCITy)KMBaHHE, IOBepKa M (WIHM) KajauOpoBKa OOOpPYIOBaHHS M CPEICTB
H3MEpPEHUsI JOJDKHBI OBITh COOTBETCTBYIOIIMM 00pa3oM OTpPaKeHBI B JOKYMEHTAX, KOTOPhIC apXUBUPYIOTCS H
XPaHATCS B COOTBETCTBUU C 3aKOHO1aTe)IbcTBOM Poccuiickoii denepanun 00 apXUBHOM Jiee.

V. JIOKyMeHTI)I IO XpAaHEHUI0 M MEPEBO3KE JICKAPCTBEHHBIX IpenapaTroB

41. JlokyMeHTHl TO XpaHEHWIO W (WIM) MEepeBO3KE JIEKAPCTBEHHBIX IPENapaToB, OMHCHIBAIOIINM
JeMCTBYS, BBIIIOJHIEMbIE CyOBEKTOM OOpallieHHs JIEKAPCTBEHHBIX MPENapaToB, HAIIPABICHHbBIE Ha COOMIOACHHUE
TpeOOBaHUH, YCTAHOBJICHHBIX HacTOAMMU [IpaBunaMu, BKIIIOYAIOT B TOM YHCJIE CTaHAAPTHBIE OIIEPAL[IOHHbIE
MPOLEayPbl, HHCTPYKLIUH, AOTOBOPHI, OTYETHI.

ConepxaHre TOKYMEHTOB JTOJDKHO OBITh MMOHATHBIM, OTHO3HAYHBIM, HE JIOMTYCKAIOLINM JBYCMBICIIEHHBIX
TOJIKOBAaHUH.

42. Cpok XpaHEHHsI JTOKYMEHTOB OIPEAENACTCS] B COOTBETCTBHUH C TPEOOBAaHHAMH 3aKOHOAATEIIHLCTBA
Poccuiickoii ®enepannu 06 apxUBHOM JeTie.

43. Ilepconan momkeH OBITh O3HAKOMIIEH W HMETh JOCTYNl K JOKyMEHTaM, HEOOXOAMMBIM st
WCTOJIHEHHSI JOJKHOCTHBIX 00sI3aHHOCTEH.

VI. leiicTBus cy0beKkTa 00palieHNs JIeKapCTBeHHbIX NPeNapaToB 0 XPaHEHHNIO U NepeBo3Ke

44. Bcee neiictBusi cyObeKTa oOpallleHHs JIEKapCTBEHHBIX MPENapaToB MO XpaHEHUIO U (MIIH) TIepeBO3Ke
JIEKApCTBCHHBIX TIPEMapaToB OCYLIECTBIAIOTCS TakuM 00pa3oM, 4YTOOBl WAEHTHYHOCTh M KaueCTBEHHBIE
XapaKTePUCTUKU JIEKAPCTBEHHBIX IPENapaToB HE ObUIM YTpadeHbl U COOJIIOAATHMCH YCIOBUS MX XPaHEHUS,
yKa3aHHbIE B MHCTPYKIMX TI0 METUIIMHCKOMY MTPUMEHEHHUIO ¥ Ha YIIAaKOBKE JIEKAPCTBEHHOTO IperapaTta.

45. CyOopekToM oOpalleHus JIeKapcTBEHHBIX MPENnapaToB MPHUHUMAIOTCS MEPBI Ui MUHUMHU3AIMH PHCKa
MIPOHUKHOBEHUS (anbCU(PUINPOBAHHBIX, KOHTPa(aKTHBIX, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX MPENapaToB
B oOparteHue.

46. B mpomecce TpPUEMKH JIEKAPCTBCHHBIX TpemaparoB pabOTHUKAMH CyOBeKTa oOOpalleHus
JICKApCTBEHHBIX IPEMNapaToB OCYLISCTBISIETCS MPOBEPKAa COOTBETCTBUS NPUHHUMAEMBIX JICKAPCTBEHHBIX
[penapaToB TOBAPOCONPOBOJUTEIBHON JOKYMEHTALlMM [0 ACCOPTUMEHTY, KOJIMYECTBY U KauyecTBy,
COOJIIOZICHUIO CIEIMANbHBIX YCIOBUIM XpaHeHWs ([P HaJIWMYMH Takoro TpeOOBaHUS B HOPMATHBHOU
JOKYMEHTAIIMH Ha JIEKApCTBEHHBIH Iperapar), a TakKe HaJIMUHIO MOBPEXKICHUH TPAaHCTIOPTHOM Taphbl.

47. JlekapcTBEeHHBIE IIpenapaTbl HEOOXOIMMO XpaHUTh C YYETOM TpeOOBaHW, HOPMAaTHBHON
JNOKYMEHTAllUH, COCTaBJIIOUICH pErucTpalMoOHHOE JOChe Ha JIEKApCTBEHHBIH Ipenapar, HMHCTPYKLUHU IO
MEJIUIMTHCKOMY TpPUMEHEHHI0, WHPOPMALIMK, cojep)Kallelicss Ha MEpBUYHON W (WMJIM) BTOPHYHON YIaKOBKe
JIEKapCTBEHHOTO Tpenapara, TPaHCIOPTHON Tape, a TAK)Ke B COOTBETCTBHU C TPEOOBaHMSMH, yCTAaHOBICHHBIMU
Hacrosimumu [IpaBunamu.

48. JlexapcTBeHHBIC mperaparbl JO/DKHBI pa3MelIaThCsd Ha CcTeutaxkax (B mikadax) WIM Ha
MoJITOBapHUKax (mojaoHax). He momyckaercst pa3melenue J1eKapcTBEHHBIX MpernapaToB Ha MOy Oe3 MmoJoHa.
[ToamoHs! MOTYT pacmosiaraThCsi Ha MOy B OJIMH PSA MM HA CTEJUIAXKaxX B HECKOJIBKO SIPyCOB B 3aBUCHMOCTH OT
BBICOTHI cTeuiaka. He formyckaercsi pa3melieHre IMOJJIOHOB C JIGKAPCTBEHHBIMH IpenapaTaMu B HECKOIBKO
PSIOB TI0 BBICOTE 0€3 MCIIONBb30BaHMS CTEIUIAKEH.

49. JlekapcTBEHHblE Npemaparbl pa3MEIIAlOT B MOMEUICHMAX M (MIM) 30HAX Uil XpaHEHHs
JICKApCTBEHHBIX IIPENapaToB B COOTBETCTBMM C TPeOOBAaHMSIMU HOPMATHBHOW JOKyMEHTaUMH W (WIIN)
TpeOOBaHUSIMH, YKa3aHHBIMH Ha YITAKOBKE JIEKAPCTBEHHOTO TIperapaTa, C y4eToM:

a) (PU3BUKO-XMMHUYECKUX CBOWCTB JIEKAPCTBEHHBIX MIPENapaToB;

0) dpapmMaKoIOruIECcKUX IPyIIIL;

B) crmoco0a BBEJICHUS JIEKaPCTBEHHBIX IIPEIapaToB.

[lpu pasmemeHnn JEKapCTBEHHBIX IPENapaToB B IMOMENICHUSX H (WIM) 30HAX JUIS XpaHEHHs
JICKApCTBEHHBIX TIPENapaToB JOIMYCKAeTCsS HCIOJIb30BAHUE KOMIBIOTEPHBIX TEXHOJIOTHH (10 andaBUTHOMY
MIPUHIINITY, TIO KOAAM).

50. B cnyyae OTCyTCTBHSI BO3MOXKHOCTH COOJIOJIEHHS YCIIOBUH XpaHEHUs B IIpollecce IMPHUEMKH
JIEKapCTBEHHBIC MpenapaTbl, TPeOyIOUIHe CHEeNMANbHBIX YCIOBHH XpaHeHHS M Mep Oe30HacHOCTH, IOocie
BBITTOJIHEHHUSI HEOOXOANMBIX MPOBEPOYHBIX MEPONPHUITUI NMEPEMEIIAIOTCA B COOTBETCTBYIOIIEE TOMEIIEHUE HITH
30HY XpaHEHHs ¢ y4eTOM TpeOOBaHNUN CTAaHJAPTHON ONEPAIIOHHON POIIeTyPHI.

51. XpaHeHue OrHEONMAaCHBIX M B3PHIBOOMACHBIX JIEKAPCTBEHHBIX MPENapaToB OCYLIECTBISIETCS BAATH OT
OTHS U OTONMTENIBHBIX MPpUOOpoB. HeoOXoaMMO HCKIIOUNTh MEXaHWYECKOE BO3ICHCTBHE HA OTHEONACHBIE H
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B3pPBIBOOTIACHBIE JIEKAPCTBEHHBIE MTPETapaThl, B TOM YHCIIE BO3ACUCTBHE MPSMBIX COTHEUHBIX JTy4el U yIaphl.

52. JlekapcTBeHHBIE TpENapaThbl, TPeOyIOMIME 3alUTHl OT BO3ACUCTBUS CBETA, MOJDKHBI XPAaHUTHCS B
MMOMEIIEHUSIX WU CHEIHaThbHO 000PYA0BaHHBIX 30HaX, 00CCIICUMBAIONINX 3aAIIUTY OT IMOMAJaHUsI Ha yKa3aHHBIC
JIEKapCTBEHHBIE MPETapaThl MPSMBIX COTHEYHBIX JTy4eil.

53. Omepauuu ¢ JEKapCTBEHHBIMH IIpemapaTaMH, OCYIIECTBISEMBbIE B CKJIAQACKHUX TOMEIICHUAX, U
MEepPeBO3Ka JIEKAPCTBCHHBIX IIPEMApaToB BHIMONHAIOTCS C COONIOJICHMEM TpeOOBaHUM, YCTaHOBJICHHBIX
Hactosmumu [IpaBuiiamu, a Takxke Mep 0€30MacHOCTH.

54. Otrpy3ka JEeKapCTBEHHBIX MPEMapaToB MPOM3BOAMTEISIMH JIEKAPCTBEHHBIX IIPEMapaToB U
OpraHM3aliAMA OMNTOBOM TOPTOBJIH JIEKAPCTBEHHBIMHU IpemapaTaMd OPTraHU3yeTCs TaKuM O00pa3oM, YTOOBI
JIEKapCTBEHHBIE TIPETapaThl C MEHBIITUM CPOKOM T'OJHOCTH OTITYCKAIIUCh B MIEPBYIO OYEPEb.

55. JlexkapcTBeHHBIE TIpemaparhl, NpeAHA3HAUeHHBbIE IS VHUYTOXKEHHUS, B COOTBETCTBHU CO
CTaHIAPTHBIMH  OTEPAIlOHHBIMH TPOIEIypaMy OJDKHBI OBITh MapKHPOBAaHBI W  H3OJUPOBAHBI  OT
JICKaPCTBEHHBIX NIPENapaToB, JOMYIIECHHBIX K O0PaICHHUIO.

VII. IlepeBo3ka 1eKapCcTBEHHBIX NIPeNapaToB

56. CyObexT obpalleHus JIEKapCTBEHHBIX NPENapaToB MPH MOATOTOBKE K MEPEeBO3KE JIEKapCTBEHHBIX
IIpernapaToB OOECIEYUBAET COTJIACOBAHUE C IOIydYaTeJeM JIEKapCTBEHHBIX IPENapaToB OCTaTOYHBIX CPOKOB
TOAHOCTH IOCTABIISIEMbIX JICKAPCTBEHHBIX MPENAPATOB.

57. IlepeBo3ka JIEKapCTBEHHBIX IIPENApaTOB COIMPOBOXKAAETCS JOKYMEHTAMH B COOTBETCTBUM C
TpeOoBaHMSIMH 3aKOHOIaTeNbcTBa Poccuiickoit deneparum.

58. Hudopmamms o mepeBO3KE JIEKapCTBEHHBIX IPENapaToB AOJDKHA (UKCHPOBATHCA CYOBEKTOM
oOpallieHus JICKAPCTBEHHBIX MPENapaToB TaKUM 00pa3oM, 4TOObI 00€CIIEUHTh KOHTPOJIb UX NIEPEMEIICHUSI.

59. B mpomecce mepeBO3KH JIEKAPCTBEHHBIX TIPEMapaToB HE3aBUCHMO OT €€ crocoba CyOBEeKTOM
oOpalleHus] JIEKapCTBEHHBIX MpPENapaToB AODKHA O0ECHEeYMBATHCS BO3MOXKHOCTH IMOIATBEP)KICHHS KauecTBa,
MNOMJIMHHOCTH U HEJIOCTHOCTH JICKAPCTBCHHBIX MPCIIapaToB.

60. IlmanupoBaHWE TEPEBO3KU JICKAPCTBEHHBIX MpENapaToB [ODKHO OCYIICCTBISIETCS CYOBEKTOM
oOpalleHusl IeKapCTBEHHBIX MIPENapaToB HA OCHOBAaHUM MIPOBEIECHHOTO aHAJIN3a U OLIEHKH BO3MOKHBIX PUCKOB.

61. Mudopmauuss o BBISIBICHHBIX CYOBEKTOM OOpAIlEHUs JICKApCTBEHHBIX INPENapaTroB B IpoLEcce
MEPEeBO3KU JIEKAPCTBEHHOTO IMperapaTa Clydasx HapymeHHs TEeMIEpaTypHOTO peXuMa XpaHeHUs U (W)
MOBPEXKJCHUS YIIAKOBKU AOBOJUTCS CyOBEKTOM OOpallieHHs JIEKapCTBEHHBIX MPENapaToB A0 OTHPABUTEIS U
(nnn) moIrydaTens JeKapCTBEHHBIX MPENapaToB.

[lo 3ampocy momyuaTenss JEKapCTBEHHBIX TMPENapaToB CyOBEKTOM OOpalieHus] JeKapcTBEHHBIX
MpernapaToB JIOJHKHBI OBITh MPEIOCTABICHBI CBEJICHHUS O COOJIOIEHIH TEMIIEPaTYPHOTO PEXHMa MPH TIepeBO3Ke
JICKApCTBEHHBIX MPENapaToB.

62. Jlnsg TepeBO3KM JICKAPCTBEHHBIX IPENapaToB MCIOJB3YIOTCS TPAHCHOPTHBIE CPEACTBa M
o0opyaoBaHue, oOecrieunBaroIue coOM0IeHHe X KauecTBa, 3)(HEeKTUBHOCTH U O€30MaCHOCTH.

[Ipn nepeBo3ke TEepMOIAOMIIBHBIX JIEKAPCTBEHHBIX NPENapaToOB HCIIOJIB3YETCS! CIELUATU3UPOBAHHOE
o0opyznoBaHue, oOecreunBaroliee IMOANEp)KaHHE TpPeOyeMbIX TEMIIEPATYpPHBIX  PEXKHUMOB  XPaHEHHS
JIEKApCTBEHHBIX MPETapaToB.

63. XmamodJaeMeHTHl B HW30TEPMUYECKHUX KOHTEHHEpax pa3MemlaroTcs TakuM o0pa3oM, YTOObBI
OTCYTCTBOBAJI IPSAMON KOHTAKT C JIEKAPCTBEHHBIMHU IperapaTaMu.

HOBTOpHOG HCIIOJIB30BaHUA HEAOCTATOYHO OXJIAXKACHHBIX U (I/IHI/I) MOBPCKACHHBIX XJIaIO3JIEMCHTOB HE
JIOTMTYCKAaEeTCH.

PykoBonutens cyObekTa oOOpalleHUs] JIEKApCTBEHHBIX IIpernapaToB OOecleYMBacT MpPOBEICHHE
HHCTPYKTaXa O MOPSAAKE MOArOTOBKM M30TEPMHUUYECKHX KOHTEHHEPOB K IEPEBO3KE JIEKAPCTBEHHBIX MPENapaToB
(c y4eToM Ce30HHBIX 0COOEHHOCTEI), 8 TAKIKE O BOZMOKHOCTH MTOBTOPHOT'O MCIIOIB30BAHMUSI XJ1a/103JIEMEHTOB.

64. OOopyznoBaHHEe, YCTaHOBJICHHOE BHYTPH TPAaHCHOPTHOIO CpEACTBA WM B KOHTEHHEDE,
HCTIONB3YeMOE JJIsl KOHTPOJISL M TIOAIEPKAHUS TEMIIEPATyPHOTO PEXXHUMA B MPOLECCE MEPEBO3KH JIEKAPCTBEHHBIX
MIperapaToB, OTHOCSINEECS B COOTBETCTBHH C TpeOOBaHUSAMH 3aKkoHojaTenbcTBa Poccmiickoit denepannn 00
oOecriedeHn €MHCTBA M3MEPEHUIl K CpelicTBaM W3MEpPEeHHid, JI0 BBOJA B JKCIUTyaTalMIO, a TaKXke MOcIie
PEMOHTa IOJUIEKHUT MEPBUYHON MOBEpKE M (MJIM) KaTHOpPOBKE, a B MPOLECCe HKCIUTyaTalluy - NePUOAMYECKON
MOBEepKe U (MiM) KaJuOpOBKE B COOTBETCTBHHM C TPEOOBAaHMSIMH 3aKOHOAaTenbcTBa Poccuiickoit @eneparim 00
o0ecrieueHnH eTUHCTBA N3MEPEHHA.

65. JlekapcTBeHHBIE Mpenaparhl JOCTABISIOTCA MO aApecy, yKa3aHHOMY B TOBAapOCONPOBOIUTEIBHBIX
JOKYMEHTaXx.

66. OTBETCTBEHHOCTH 3a coOI0/IeHre TpeOoBaHU HAacTOSAIMX [IpaBuIl MpH MepeBO3Ke JIEKAPCTBEHHBIX
MpenapaToB Bo3JaraeTcs Ha CyObeKT oOpalieHusl JIeKapCTBEHHBIX MTpenapaToB.

67. B cnydasx, korza nepeBo3ka CONMpOBOXKAAETCS ONEpalMsIMU 110 pa3rpy3Ke U 0OpaTHOM 3arpy3Ke Hiu
BKITIOYAeT B ceOs TPaH3UTHOE XpaHEHHUe, COONIONAIOTCS YCIIOBHS XpaHEHHS B TOMEIICHHSAX M obecriedeHue
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0e30macHOCTH Ha TPAH3UTHBIX CKJIa/JaX, KOTOpBIE OIMpEAENeHBl JOTOBOPHBIMUA OTHOIIECHUSMH MEXIY
OTIpaBUTENIEM W TPAHCHOPTHOM KOMIaHWeH, Hactodmumu IlpaBunamMu M 3akoHOJaTeILCTBOM Poccuiickoit
®denepanun.

VIIIL. Tapa, ynakoBka 1 MAapKHPOBKA JICKAPCTBEHHbIX IIPENapaToB

68. JlexkapcTBeHHBIE TMpemaparbl IEPEeBO3SATCS B TPAHCIOPTHOM Tape, KOTopas HE OKa3bIBaeT
OTPHUIATETHHOTO BIVSIHHAA HA MX Ka4eCTBO, 2(PPEeKTHBHOCTH M OE€30IaCHOCTh U 00ECTIeUNBAET HASKHYIO 3aIIUTY
OT BO3JICHCTBUS (haKTOPOB BHEITHEH CPEIIbI.

69. BpiOop cyObekToM oOpallleHHs JIEKapCTBEHHBIX IPENapaToB TPAHCIIOPTHOW Tapbl, YMNAaKOBKU
OCHOBBIBACTCS HA!

a) YCTaHOBJICHHBIX TPEOOBAHUSX K YCIOBHSIM XPaHCHUSI U IEPEBO3KH JICKAPCTBEHHBIX MpernapatoB™(5);

0) o0beMe, HeOOXOJMMOM ISl pa3MelleHHsI JIeKapCTBEHHBIX PENapaToB;

B) KOJIeOaHMAX TEMIIEPATYPhl OKPYKAIOIIEH Cpeabl;

I) JUIUTEIBHOCTH TIEPEBO3KH, BKIIIOYAS BO3MOXHOE MPOMEKYTOUYHOE XpaHEHHE JIeKapCTBEHHBIX
MpernapaToB.

70. TpancnopTHas Tapa C JIGKAPCTBEHHBIMH IMperapaTaMd B TPOLECCEe MPHUEMKH JIEKapCTBEHHBIX
MpenapaToB Iepes] MepeMelleHHeM B TOMENICHUS W (MM) 30HY XpaHEHUs JOJDKHA OBITh OYHIICHA OT
BH3YQJIBHOTO 3arpsi3HEeHUs (TP HEOOXOTUMOCTH).

71. Ha TpaHCcmopTHYIO Tapy, KOTopas He MpeaHa3HadeHa IJis MOTpeOuTeNeil 1 B KOTOPYIO MOMEIIEHBI
JICKapCTBCHHBIC MpenapaThl, JODKHA HAHOCHThCS HH(MOpMAIMs O HAWUMCHOBAHUHW, CEPUH JICKApCTBEHHBIX
MpenapaToB, 1aTe BHIMYCKa, KOIUYECTBE BTOPUYHBIX (MMOTPEOUTENHCKIX) YIIAKOBOK JICKAPCTBEHHBIX MPENapaToB,
MPOM3BOJMTENE JIEKAPCTBEHHBIX MpENapaToB C YyKa3aHHEM HAWUMEHOBAaHMH M MECTOHAaxXOXIeHHs (ampec)
MPOM3BOJUTENS JICKAPCTBEHHBIX TPEMApaToB, a TAKXKE O CPOKE TOJHOCTH JICKAPCTBEHHBIX IMpEnapaTtoB U 00
YCIIOBHSX WX XPAaHCHHUS U MIEPEBO3KH, HEOOXOUMBIC MPEAYIPEAUTENHLHBIC HAAMUCH U MAHUTYJIATOPHBIC 3HAKH.

*(1) Tlocranornenue IlpaButenbctBa Poccuiickoit ®enepamuu ot 22 mekabps 2011 r. N 1081 "O
nuneH3upoBannn (apmaneTuiaeckor nestenpHOcTH" (Cobpanme 3akoHomaTenbcTBa Poccuiickont deneparum,
2012, N 1, ct. 126; 2012, N 37, ct. 5002; 2013, N 16, ct. 1970)

*(2) Tlpukas MunsapaBa Poccum ot 22 ampens 2014r1. N 183u "OO yTBepKICHHH IEpPCUHS
JIEKapCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO MPUMEHEHUS, MOIJISKAIINX MPEAMETHO-KOIIHYECTBEHHOMY y4eTy"
(3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoit @enepanuu 22 utons 2014 1., perucTpaMoOHHBIHN
N 33210) ¢ u3meHeHusIMH, BHECEHHBIMH TNpukazoM MmunzzapaBa Poccuu ot 10 centsiops 2015 . N 6341 "O
BHECEHUM W3MEHEHWIl B HEKOTOpble MpPHKa3bl MHHHCTEPCTBA 3APABOOXPAHEHHS W COIMAIBLHOTO pPa3BUTHA
Poccuiickoit ®enepanuu u MuHHCcTepcTBa 31IpaBooxpaHeHuss Poccuiickoit ®enepanmu” (3aperucTpupoBaH
MununcTtepcTBoM rocturmu Poccuiickoit @eneparmu 30 centsops 2015 ., peructpanmonnsiii N 39063).

*(3) Ilocranornenue IlpaButenbctBa Poccuiickoit demepaiuu ot 29 mexabps 2007 r. N 964 "O6
YTBEPKICHUU CIHUCKOB CHJIBHOAECUCTBYIOIIMX M AJIOBUTBHIX BELIECTB AJIs1 Lenel craTtbu 234 u Opyrux crarei
VYrosoBHOTro Kojiekca Poceuiickoil @enepannu, a Takxke KPyIIHOTO pa3Mepa CHIbHOACUCTBYIOIINX BEIIECTB JUIs
neneit crateu 234 YromoBHoro kojekca Poccuiickoit @enepanmu (CoOpanne 3akoHOAATENbCTBa Poccuiickoit
®eneparmmu, 2008, N 2, cr. 89; 2010, N 28, ct. 3703; 2012, N 10, ct. 1232; 2012, N 41, crt. 5625; 2013, N 6,
ct. 558; N 9, ct. 953; N 45, ct. 5831).

*(4) Crateu 13 u 18 ®enepanbroro 3akona ot 26 urons 2008 r. N 102-®3 "O6 obecrnieyeHnH eInHCTBA
mmepenwuii” (Cobpanue 3akoHomaTenscTBa Poccuiickoit @eneparmm 2008, N 26, ct. 3021; 2014, N 26, cr. 3366;
N 30, cT. 4255).

*(5) IMymkrt 18 craten 5 ®Pemepanbhoro 3akoHa ot 12 ampenst 2010 . N 61-®3 "O6 obpaieHnn
nexapcTBeHHbIX cpeAcTB" (CoOpanue 3akoHomatenscTBa Poccuiickoit @enepanuu, 2010, N 16, cr. 1815; 2012,
N 26, cr. 3446; 2014, N 52, ct. 7540; 2015, N 29, cr. 4367), noanyukt 5.2.171 TlonoxeHuss 0 MUHUCTEPCTRE
3apaBooxpaHeHust Poccuiickoir @enepanuu, yTBEpKAeHHOro noctaHoBieHueMm IIpaButenscrBa Poccuiickoi
®denepannu ot 19 urons 2012 r. N 608 (Cobpanue 3akoHomarenbctBa Poccuiickoit deneparuun, 2012, N 26,
ct. 3526; 2013, N 16, ct.1970; N 20, cr. 2477; N 22, ct. 2812; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26,
ct. 3577; N 30, ct. 4307; N 37, ct. 4969; 2015, N 2, ct. 491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, ct. 325;
N9, cr. 1268; N 27, cr. 4497; N 28, ct. 4741; N 34, c1. 5255).
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