3apeructpupoBano B Munrocte Poccuu 9 ssaBapst 2017 r. N 45112

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
or 31 aBrycra 2016 r. N 6461

OB YTBEPKJIEHUU MPABUJI HAJUIEKAIIEHA
INPAKTUKU XPAHEHUSA U IIEPEBO3KHA
JIEKAPCTBEHHbBIX IIPEITAPATOB JJIAA

MEIULHAHCKOI'O IPUMEHEHUA

B cootBercTBUU ¢ myHKTOM 18 cTathu S5 @eaepanbHoro 3akona oT 12 ampens 2010 r. N 61-03 "06
obpamiennn JiekapctBeHHbIX cpeactB” (CoOpanue 3akoHomaTenbcTBa Poccuiickoit denmeparu,
2010, N 16, cr. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, ct. 7540; 2015, N 29,
cr. 4367) u moanynkroM 5.2.171 Tlonoxkenus o MuHuUCTEpCTBE 3apaBooXpaHeHus Poccuiickoit
®denepanun, yTBepxkaAeHHOro mnocraHoBieHueM IIpaBurensctBa Poccuiickoit ®enepamuun ot 19
utons 2012 r. N 608 (CobOpanwue 3akonomatenscTBa Poccuiickoit @eneparuu, 2012, N 26, ct. 3526;
2013, N 16, ct. 1970; N 20, ct. 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; N 9, c1. 1268; N 27 c1. 4497; N 28, ct. 4741; N 34, cr. 5255), npuka3ssiBaio:

1. VrtBepauts mnpunaraemple [IpaBuna Hagiexamied NpakTUKUM XpaHEHUS U EPEBO3KHU
JIEKapCTBEHHBIX MPENApaTOB A1 MEAULIMHCKOTO IPUMEHEHUS.

2. Hacrosumii nmpuka3 Bcrynaet B cuiy ¢ 1 mapra 2017 rona.

Bpuo Munucmpa
HU.H. KATPAMAHAH

YTBEP)K/I[EHBI
npuxazom Munucmepcmea
30paBoOXpaHeHus

Poccuiickoti @edepayuu

om 31 aszycma 2016 2. N 646n
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MMPABUJIA HAJJIEXKAIIENA IPAKTUKU XPAHEHUS U
IHHEPEBO3KHN JIEKAPCTBEHHbBIX ITPEITAPATOB JJIA
MEIULHAHCKOI'O IPUMEHEHUA

. O01IMe moJioKeHus

1. Hacrosmmue IlpaBuna Hamnexameidl NPAKTUKA XpaHEHHS W TIEPEBO3KU JIEKAPCTBEHHBIX
npernaparoB Ui MEJUIMHCKOrO NMpPUMEHEHUs (ajiee cOOTBETCTBEHHO - [IpaBuiia, JeKapCTBEHHBIC
Hpenaparbl) yCTaHABIMBAIOT TPEOOBAaHHMS K YCIOBHSM XPAaHCHUS W HEPEBO3KH JICKAPCTBEHHBIX
IpenapaToB, HEOOXOAMMBIM [uis oOOecreueHHs] KadecTBa, Oe30macHOCTH U A(PPEKTUBHOCTU
JEKapCTBEHHBIX  IIPENaparos, a  TaKkkKe  MHUHMMHU3AIMM  pUCKAa  NPOHUKHOBEHUS
¢banbCcuUIMPOBAHHBIX, HEAOOPOKAUYECTBEHHBIX, KOHTPAa()aKTHBIX JIEKAPCTBEHHBIX IPEIapaToB B
TpakIaHCKUI 000POT.

2. Hacrosmue [IpaBuiia pacmpocTpaHSIOTCS Ha MPOU3BOAMUTENEH JEKapCTBEHHBIX IPernapaTos,
OpraHu3alMy OINTOBOM TOPTOBJIM JIGKAPCTBEHHBIMHU TIperapaTaMu, arTeYyHble OpraHU3alluy,
WHAMBUAYAIbHBIX  MpeANpUHUMATENeH, UMEIONMX  JUIEH3UWI0 Ha  (hapMaleBTHUECKYIO
JeATeNIbHOCTh, MEAMIIMHCKUE OPraHM3allil M MX 000COOJICHHBbIC MojpaszeicHus (amOynaTtopuu,
denpamepckue ¥ (HenbamepcKo-aKyepckie MyHKThI, HEHTPbl (OTacieHHs) oOmiel BpaueOHO
(cemeiiHO#) MPAaKTUKH), PACIONIOKECHHBIE B CEIIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTe4HbIe Opranu3anuu (nanee - cyobeKThl 00paIiieH st JeKapCTBCHHBIX MTPENapaToB).

1. Cucrema obecnieyeHUs1 Ka4eCcTBA XPaHEHMs U MEPEBO3KH JEKAPCTBEHHbBIX
Npenaparos

3. PykoBoaurens cyObekTa oOpalleHHs JIEKapCTBEHHBIX IPENapaToB OOCCIICYMBACT pPeaTH3aIlHio
KOMIUIEKCa Mep, HampaBlICHHBIX Ha cOOMoJeHHe ero paboTHHMKamMu Hactosmmx [IpaBun mpu
XpaHeHur u (MJM) TIEPEBO3KE JICKAPCTBCHHBIX TMpenapaToB (najee - CHCTeMa KadecTBa),
MOCPEACTBOM YTBEPKICHHUS JOKYMEHTOB, B KOTOPBIX PETIAMEHTHUPYIOTCS B TOM YHUCIE TMOPSIOK
COBepUIEHHs paOOTHUKAMU

JICWCTBHIA TIPU OCYIIECTBICHUN XpaHeHUs U (MJIM) MEPEeBO3KE JICKAPCTBEHHBIX MPENapaToB, MOPSI0K
00CITy’)KUBaHUS ¥ TIOBEPKU U3MEPUTENILHBIX PUOOPOB U 000pyI0BAHNUS, BECHHUE 3allUCel, OTYETOB
U HMX XpaHEHHWE, NpPUEM, TPAHCIOPTUPOBKA, pa3MEICHHE JIEKapCTBCHHBIX IpenapaToB (manee -
CTaHIApTHBIC OINEPAIlMOHHBIC MPOLEAYPbl), W OpPraHU3alMd KOHTPOJIT 3a COOJIOJCHUEM
CTaHJAPTHBIX ONEPALMOHHBIX ITPOLIEYP.

4. Cucrema KauecTBa JOJDKHA rapaHTUPOBaTh, 4TO.

a) MEepeMEIICHUE JIEKAPCTBEHHBIX TpENapaToB MEXIy CyObeKTaMu OOpaIeHHs JIEKapCTBEHHBIX
MpenaparoB, B TOM YUCJIE BHYTPU KOHKPETHOTO CYObEKTa 0OpaIleHUs JICKAPCTBEHHBIX MPEMapaToB,
obecrieurBaeT XpaHeHHe M (WIM) TEPEBO3KY C COOJNIIOJICHHMEM TpeOOBaHUM, YCTaHOBJICHHBIX
Hactosmmmu [IpaBunamu;

0) ompezeneHa OTBETCTBEHHOCTh PAOOTHUKOB CYObEKTa 00OpallleHHs JIEKapCTBEHHBIX TPEIapaToB 3a
HapylleHHe TpeOOBaHUM, YCTAaHOBJIEHHbIX HacTtosmmMmu [lpaBunmamu, W CTaHAAPTHBIX
OIIEpALMOHHBIX IPOLEAYD;



B) JICKAPCTBEHHBIC MpPENaparhl JOCTABISIOTCS CYOBEKTOM OOpaIeHHUs JISKApCTBEHHBIX MPENapaToB
B COTJIACOBAHHBIN C MOJyYaresieM JICKapCTBEHHBIX MPErmapaToB MEPUOI BPEMEHHU C COOJIIOICHUEM
TpeOoBaHUii, yCTaHOBIECHHBIX HacTosiuMu [IpaBunamuy;

r) JOKyMeHTalibHOE odopmiicHHE AEHCTBUM, yKazaHHbIX B miaBe VI Hacrosmmx [lpaBui, u
JIOCTUTHYTBIX PE3YJIbTATOB OCYIIECTBIISIETCS B XOJI€ BBIMIOJIHEHHUS WJIM HEMOCPEACTBEHHO IMOCTE
3aBEpIICHUS] COOTBETCTBYIOIINX JACHCTBUIA;

1) B OTHOIICHUHM KaXIOTrO0 HapylleHHs TpeOOBaHWil, YCTaHOBJICHHBIX HacTosmuMu [IpaBuiamy,
CTaHJAPTHBIMH  OICPALIMOHHBIMU  IIPOLEAYypaMH, IPOBOAMTICS BHYTPEHHSA IPOBEpPKa U
pa3palaThIBatOTCsl KOPPEKTUPYIOLIUE IEHCTBUS C LIEJIbI0 YCTPAHEHUS BBISBJICHHBIX HAPYILICHUH.

5. PykoBomutenem cyObekTa OOpaIleHUsl JIEKAPCTBEHHBIX IPEMapaToB C Y4YETOM TpeOOBaHUI
TPYAOBOro 3aKoHojaTenbcTBa Poccuiickoit denepanyy M MHBIX HOPMATHUBHBIX NPABOBBIX AKTOB,
COJEpXKAIMX HOPMBbI TPYAOBOIO IIpaBa, HA3HAYaeTCs JIMIO, OTBETCTBEHHOE 3a BHEIPEHUE U
o0ecrieyeHne CHCTEMbl KayecTBa, OCYILIECTBISIONIEE MOHUTOPHHI 3(P(YEKTUBHOCTH CHCTEMBI
Ka4eCTBa M aKTyaJIM3allUI0 CTAHJAPTHBIX ONEPAMOHHBIX TIpoLeayp (najee - OTBETCTBEHHOE JIUIIO).

6. JleATenbHOCTh MO XpaHEHHIO WM (WJIM) TEPEeBO3KE JIEKAPCTBEHHBIX MPENaparoB, MepeaaHHast
MPOU3BOJUTENIEM  JICKAPCTBEHHBIX  IpenapaToB WM  OpPraHU3alMe  ONTOBOM  TOPTOBJIHU
JIEKapCTBEHHBIMHU TpenapaTaMu Ul OCYIIECTBICHHs APYroil (CTopoHHei) opranu3aiuu (manee -
AYTCOPCHHT), ONPEENSETCS, COTIACOBBIBACTCS M KOHTPOJIMPYETCS BO M30C)KAHHME Pa3HOUTCHHUH,
CIIOCOOHBIX TMPUBECTH K HEYAOBICTBOPUTEIBHOMY KaueCTBY JIEKAPCTBEHHBIX IPENapaToB WU
BBITIOJIHSIEMBIX PaboT.

JloroBop, 1Mo KOTOPOMY OCYIIECTBIISICTCS Iepeada AesITeIbHOCTH Ha ayTCOPCHUHT (1ajiee - JT0roBop
ayTCOPCHUHTA), 3aKJII0YAETCs C yKa3aHHEeM OOS3aHHOCTEH Ka)I0W M3 CTOPOH, MOpsAKa JCUCTBHN H
OTBETCTBEHHOCTH CTOPOH.

Jlo 3akiroueHHs JOroBOpa ayTCOPCHUHIa IIPOU3BOAMTENL JIEKAPCTBEHHBIX IIPENapaToB WU
OpraHM3aiysl ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMHM IpernaparaMyd JIOJDKHBI YOeIUThCS B
IPaBOCIIOCOOHOCTH MCIONHUTENS (B TOM YHCIIE B HAJIMYUU y HETO HEOOXOIUMO B COOTBETCTBHHU C
3aKOHOMATeNLCTBOM  Poccuiickoit ~ denepanuu  JIMIEH3WH) W BO3MOYKHOCTH  BBINOJHHUTH
00s13aTenbCTBA 110 JI0OTOBOPY ayTCOPCHUHTA B COOTBETCTBHU € TpeOoBaHMsAMH HacTosmux [Ipasun (B
TOM YHCJIC B HAJTMYUH OTBITHOTO M KOMIIETEHTHOTO MepCOHAalIa, MOMEIEHHI, 000pyI0BaHHUS).

[Ipon3BomuTeNs  JEKAPCTBEHHBIX  IpEMapaToB WM  OpPraHU3alMsi  ONTOBOM  TOPTOBIHA
JeKapCTBEHHbIMM IIperapaTaMi JOJDKHbI TapaHTHpPOBAaTh, YTO HWCIHOJHUTENb IO JIOTOBOPY
ayTCOPCHHTA TIOJMHOCTBIO OCBEIOMIIEH 000 BceX (PaKkTopax, CBS3aHHBIX C JIEKQpPCTBEHHBIMH
npenapaTtamMi WM JesTeIbHOCThIO, IepeaBaeMoi Ha ayTCOPCHHT, KOTOpbIE MOTYT IpPEACTaBIATh
OTTaCHOCTH JIJISl €70 TIOMEIICHUH, 000pyI0BaHMUs, TIEPCOHAIA.

I11. Ilepconan

7. JIns cobmo/ieHusi yCTaHOBJIEHHBIX HacTosiuMu [IpaBunamu TpeOGoBaHM CyOBEKT oOpalieHus
JIEKapCTBEHHBIX MPENapaToB C y4eTOM 00beMa OCYILECTBIAEMON UM JIEATEIbHOCTH O XPAaHEHUIO U
(nyn) mepeBO3Ke JIEKapCTBEHHBIX MPENapaToB TOJDKEH UMETh HEOOXOAUMBII MEPCOHAIT.

8. TpeboBanus kK KBaIM(PHUKAIMM U CTaXy padOTHI IMepcoHana yCTaHOBIEeHBI [losioxkeHueM o
TUTIEH3UPOBAHNH (PapMaIleBTUIECKOMN AesITeIbHOCTH <1>.




<1> IlocranoBnenue [IpaBurenscrtBa Poccuiickoit ®eneparuu ot 22 mekabps 2011 r. N 1081 "O
JUIeH3UpoBaHuM (apMmarieBTuueckor aesteiapbHocTu’” (CobOpanue 3akoHOAaTeIbcTBa PoccHiicKOi

Ddeneparun, 2012, N 1, ct. 126; 2012, N 37, cr. 5002; 2013, N 16, ct. 1970)

9. OOs3aHHOCTH W OTBETCTBEHHOCTh paOOTHUKOB CyOBEKTa OOpalIeHHs JIEKAPCTBEHHBIX
IPEenaparoB, B TOM YHCJIE OTBETCTBEHHOTO JIUIA, 3aKPEIUISIOTCS B JOJDKHOCTHBIX MHCTPYKIIHSAX .

10. PykoBoauTens cyObekTa OOpalieHHs JEKApCTBEHHBIX IPENapaToB YTBEPXKAAET IUIaH-Tpaduk
IPOBE/ICHUS IEPBUYHOI U MOCIIEAYIOMINX TOArOTOBOK (MHCTPYKTa)Kell) MepcoHaia, KOHTPOJIUPYET
€ro HCIOJHEHHE W OleHMBaeT AS((EKTHBHOCTh TOATOTOBOK (MHCTPYKTaXa) C IEIbI0 HX
COBEPIICHCTBOBAHUSI.

[Tepconai, paboTaromuii ¢ JeKapCTBEHHBIMHU IIperiapaTaMy, B OTHOIICHUH KOTOPBIX YCTaHOBJICHBI
CICLUANIbHBIC YCIIOBUSI XpaHEHHs M (WJIM) TEePEeBO3KH, MPOXOAUT IMOATOTOBKY (MHCTPYKTaXK) B
COOTBETCTBUH C 3aHUMACMOM JIOJDKHOCTBIO.

JIOKyMEHTBI O MPOBEACHUH MOIOTOBKH (MHCTPYKTaXKa) apXUBUPYIOTCS M XPAHSITCS B COOTBETCTBUH
¢ 3aKoHo/1aTesbeTBOM Poccuiickoii @enepanun 06 apXUBHOM JI€Ie.

V. Iomemenus u 060py)1013aHne AJIA XPaHCHUSA JJEKAPCTBCHHBIX NIpennapaToB

11. CyOwexT oOpamieHus JIEKapCTBEHHBIX IPENapaToB JUIsl OCYIIECTBICHHUS JEATEIBHOCTH TI0
XPAHCHHUIO JICKAPCTBEHHBIX MPENapaToB JOKEH UMETh HEOOXOAUMBIC MOMENICHUs 1 (WIn) 30HbI, a
TaKke OO0OpylOBaHME JUIsl BBIIOJHEHHUS OINEpaluil ¢ JIeKapCTBEHHBIMHM  IpernapaTami,
o0ecreynBaroIue UX XpaHEeHHe B COOTBETCTBUY ¢ TpeOOBaHUAMM HacTosAMX [IpaBuil.

12. Tlomemenns 1jsi XpaHEHUsT JIEKAPCTBEHHBIX IMPETapaToB JOKHBI 00JIaaTh BMECTUMOCTBIO U
oOecrieunBaTh Oe30MacHOE pa3/eIbHOE XpPaHEHUE U MTepeMellleHUe JeKapCTBEHHbBIX MPENapaTosB.

13. HJ'IOH.I&I[B HOMGH.[CHI/II\/'I, HCIOJIB3YEMbIX TIPOU3BOAUTCIIAMHA JICKAPCTBCHHBIX IMPCIIApaTOB U
OopraHu3alsIMu OIITOBOM TOProBJIM JICKAPCTBCHHBIMU IIpC€riapaTaMu, JOJKHAa COOTBETCTBOBATH
O6’L€My XPAHUMBIX JICKAPCTBCHHBIX IIPCIIAPATOB U COCTABJIATH HC MCHEC 150 xs. MCTPOB.

14. Ilnomane NOMENIEHUH, HCMIOIb3YEMbIX IPOU3BOJUTENSMHU JIEKAPCTBEHHBIX IpENapaToB U
OpraHu3alUsIMM ONTOBOM TOPIOBIM JIEKAapCTBEHHBIMU MpenapaTaMi, JOJDKHA ObITh pa3/ieleHa Ha
30HBI, TPeIHa3HAYEHHbBIE JJIs BBIIIOJHEHUS CAEAYIOMUX (DYHKIIMA:

a) IPUEMKH JIEKAPCTBEHHBIX MPENAPATOB;

0) OCHOBHOT'O XpaHCHUS JICKAPCTBEHHBIX MPENaparoB;

B) 9KCICIUIINH;

I) XpaHeHHs JIEKAPCTBEHHBIX MIPENApaToB, TPEOYIOIINX CIIEUATBHBIX YCIOBHI;

1) XpaHCHHS BBISIBICHHBIX (GaTbCHDUIIMPOBAHHBIX, HEIOOPOKAYSCTBEHHBIX, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX NIPENApaToB;

€) KapaHTUHHOTO XpaHEeHHUS JICKAPCTBEHHBIX TPEIapaToB.

15. [Inomaap mMomemieHud, HCHOIb3YEMbIX IPYTMMH CyObeKTaMu oOOpallleHus JIeKapCTBEHHBIX
IpenapaToB, JO/DKHA OBITH pa3/ielieHa Ha 30HbI, IpeAHa3HAYCHHbIE JUIsl BBIIOJHEHHS CIIEIYIOIIUX

byHKIMIA:
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a) IPUEMKH JICKAPCTBCHHBIX MPENapaToB;
0) XpaHeHHUs JICKAPCTBEHHBIX MPEIapaToB, TPEOYIONMIUX CICI[HATIbHBIX YCIOBHIA;

B) XpaHEHHs BBISBJICHHBIX (agbCU(UIMPOBAHHBIX, HEJOOPOKAYECTBCHHBIX, KOHTpPA(paKTHBIX
JIEKapCTBEHHBIX IIPENAPATOB, a TAKXKE JICKAPCTBEHHBIX MIPENAapaToB ¢ UCTEKIIUM CPOKOM I'OJHOCTH;

I) KapaHTUHHOTO XpaHEHUS JICKAPCTBEHHBIX MPEIapaToB.

16. ®ynkuuu, npexycMorpeHHble myHkTamMu 14 u 15 nactosmux I[IpaBui, MOTYT BBIONTHITHCS B
OTJICIbHBIX IOMEIICHUSIX.

17. HOMCH_IGHI/IH M 30HBI, UCIIOJB3YEMBIC JJIs1 XpaHCHUS JICKAPCTBCHHBIX IIPCIIapaToB, JOJXKHBI OBITE
OCBCIICHEI.

18. Cuctema, 3ameHsmOLas pa3feieHUe 30H XpaHEHUs, B TOM YMCIE MOCPEICTBOM 3JIEKTPOHHOMN
00pabOTKM JaHHBIX, [OJDKHA oOecreynBaTh TpeOyeMblii ypoBeHb 0€30macHOCTH U OBITh
BaJIUIUPOBAHA.

19. AnMUHHMCTPAaTUBHO-OBITOBBIE IOMEIIEHUS OTIENAIOTCS OT 30H XPAHEHMs JIEKapCTBEHHBIX
IIpenapaToB.

20. B nomeneHusIX A1 XpaHEHUs JIEKAPCTBEHHBIX IPENapaToB 3alpelaeTcs XpaHeHUe MUILEBbIX
NOPOAYKTOB, Ta0auHBIX W3MENWH, HANHWTKOB, 3a WCKIIOYEHHEM NHMTHEBOM BOJBI, a TaKXke
JIEKapCTBEHHbIX IPErnapaTroB, NPEJHA3HAYCHHBIX JUIS JIMYHOTO UCIIOJIB30BaHUS PAOOTHUKAMU
cyObeKTa 0OpallleHus JIGKAPCTBEHHBIX MPETapaToB.

21. B momerieHusx 1 (MIM) 30HAX JOJDKHBI MTOJICPKUBATHCS TEMIICPATYPHBIC PEXKUMBI XPAaHCHUS
BJIQ)KHOCTb, COOTBETCTBYIOIIME YCJIIOBUSAM XPaHEHMsI, yKa3aHHbIM B HOPMAaTUBHON JOKYMEHTAlUH,
COCTaBISIIOIIEN  PETUCTPALIMOHHOE  JOChE  JIEKAPCTBEHHOIO  IIpenapara, HMHCTPYKLIUH IO
MEJULUHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIPENaparoB M Ha YIAKOBKE JIEKAPCTBEHHOIO
npenapara.

22. llns obecnieueHus: TpeOyeMbIX YCIOBUI XpaHEHMs JIEKAPCTBEHHBIX MPENapaToB B MOMELICHUAX
(30Hax), HCHOJB3YEeMBIX JJIsI XPAHEHUS JICKAPCTBEHHBIX IPEMaparoB, MPOHM3BOAUTEISIMH
JIeKapCTBEHHBIX MpenapaToB M OpraHU3alUsMH ONTOBOW TOPTOBIIH JICKAPCTBEHHBIMM IperapaTamMu
OCYIIECTBIISICTCSl M3YUSHUE PACIpeelIeHHs TEMIIEPaTyphlI (J1ajiee - TeMIepaTypHoe KapTUPOBaHHE).

OO0opynoBaHKe Il KOHTPOJIS TEMIIEpaTyphl pa3MeliaeTcs B TOMENIeHUs (30HaX) B COOTBETCTBUU C
pe3ynbTaTaMu TEMIIEPaTypHOTO KapTUPOBAHUS, Ha OCHOBAaHUHU IMPOBEACHHOTO aHaJIN3a U OLICHKHU
PHCKOB.

TemreparypHoe KapTHpOBaHHE HEOOXOJIUMO MOBTOPATH B COOTBETCTBUHU C PE3yJIbTaTaMU aHAIIN3a
PHCKOB, a TaKke MPH HU3MCHEHHSIX B KOHCTPYKIIMH IMOMEIIeHHs (30H) WM O0OpYIOBaHUS st
KOHTPOJI TEMIIEPATYPHI.

23. Pe3ynpTaThl TEMIIEPaTypHOTO KAPTUPOBAHUS PETUCTPUPYIOTCS B CIICIIHATBHOM KypHaie (Kapre)
perucTpanu Ha OyMaKHOM HoOcuTeNe U (MIH) B DJICKTPOHHOM BHJIE ©KCITHEBHO, B TOM YHCJIEC B
BBIXOJIHBIC M MTPpa3JHUYHbIC JHU. JKypHan (KapTa) perucrpanuu XpaHUTCs B TSUCHHE JIBYX JIET.

24. CyOBexT oOpameHHs JIEKapCTBEHHBIX IPENapaToB pa3padaThbiBaeT M YTBEPIKIACT KOMILIEKC
MeEp, HalpaBICHHBIX Ha MMHMMM3AIMI0 PUCKAa KOHTAMUHAIMM MAaTEpHAIOB WJIM JIEKAPCTBEHHBIX
MpenapaToB, IPH YCIOBUU COOIOICHHUS 3aLUTHI OT BO3JEHCTBUS (PaKTOPOB BHEIIHEN CPE/IBI.

25. Tlpouenypsl 1o yOOpke mMOMeIIeHHH (30H) Ui XpaHEHUs JICKAPCTBEHHBIX IMpenapaTroB
IIPOBOJATCS B COOTBETCTBUM CO CTAaHAAPTHBIMU OINEPALMOHHBIMU IIPOLIEYPAMH.



Otnenka nomenieHnil (BHYTPEHHHE MOBEPXHOCTH CTEH, MOTOJKOB) JJIsl XPaHCHHUS JICKAPCTBCHHBIX
MpenapaTroB JIOKHA JIOMYCKaThb BO3MOXXHOCTb MPOBEJICHUSI BJIAKHOW YOOPKM U HCKIIOYATh
HAKOIUICHUE TBLIH.

OOopy/noBaHKe, HWHBEHTaph M MaTepHajibl sl YOOpKH (OYMCTKH), a TaKKe MOIOIIHE |
Ne3UHPHUIMPYIOIINE CPECTBA JO/DKHBI XPAaHUTHCS B OT/ICIbHBIX 30HaX (mkadax).

26. Ilomerenus A XpaHEHMs! JIEKAPCTBEHHBIX MPENapaToB JOJDKHBI OBITh CIPOEKTUPOBAHBI U
OCHAIIIEHBI TAKMM 00pa30M, YTOObI 00ECIeUUTh 3alIUTY OT MPOHUKHOBEHHSI HACEKOMBIX, IPhI3yHOB
WUJIU IPYTUX KUBOTHBIX.

27. B nomenienust (30HbI) U XpaHCHUS JIEKAPCTBEHHBIX IMPENapaToB HE JOIMYCKAOTCS JIMIA, HE
MMEIOIIIME MPaBa JOCTYIIA, ONPEIECICHHOTO CTaHAAPTHBIMU ONIEPALIMOHHBIMU MPOLIETYPaAMHU.

28. Ilpom3BoauTensM JIEKapCTBEHHBIX MpENapaToB M OpPraHU3alisM ONTOBOM TOProBIIU
JIEKapCTBEHHBIMU IpenapaTaMyd HEOOXOIHUMO IPENyCMOTPETh Pa3eiieHUE MOTOKOB IEPEMEIICHMUS
JIEKapCTBEHHBIX MPENapaToB MEX1y MOMEIICHUSIMH U (MJIM) 30HAMH JUTS XPaHCHHUS JIEKapCTBECHHBIX
Mpenaparos.

29. Cremunaxu (mkadpl) s XpaHSHHUS JICKAPCTBEHHBIX MPEMapaToB JAO0JKHBI ObITh MAapKUPOBAHBI,
UMETh CTEUIAXKHbIE KapThl, HaxXOJdIIMEcs B BHUAUMOW 30HEe, oOecneuuBaTh HACHTU(DHUKALMIO
JIEKapCTBEHHBIX IpPENaparoB B COOTBETCTBUM C IPUMEHSEMOW CyOBEKTOM oOpalieHus
JIEKapCTBEHHBIX IPENapaToB CHUCTEMOM ydera. [lomycKaeTcsi IpUMEHEHUE DJIEKTPOHHOM CHCTEMBI
00pabOTKM NaHHBIX BMECTO CTEJUIXHBIX KapT. [Ipy HMCIONB30BaHUM DIEKTPOHHONH CHCTEMBI
00pabOTKM JAHHBIX JIOIYCKAeTCs UAECHTU(PHUKALMS IPU HOMOILHU KOJIOB.

30. JlekapcTBeHHBIE TpEMapaThl, B OTHOIIEHUH KOTOPBIX CyOBEKTOM OOpaIieHus JeKapCTBEHHBIX
IpenapaToB He MPUHSATO PELICHHE O JalbHEIIeM OOpalleHHH, WK JICKapCTBEHHbIC Mperaparsl,
oOpamieHHe KOTOPBIX IPHOCTAHOBICHO, a TakXKe BO3BpAIIECHHbIE CYOBEKTYy OOpalieHus
JIEKapCTBEHHBIX IPENapaToB JICKApCTBEHHBIE IMpenapaThl JODKHBI OBITh MOMEIIEHBI B OTACIHHOE
nometieHue (30Hy) WM U30JUPOBAHbBI C MPUMEHCHHEM CHCTEMBI dJICKTPOHHON 00pabOTKM JTaHHBIX,
oOecrieunBarollel pas/esieHue.

JlekapCTBEHHBIE TIpenaparbl, B OTHOIICHHH KOTOPBIX CYOBEKTOM OOpAIIeHUS JIEKapCTBEHHBIX
[IPENnapaToB MPUHATO PEIICHNE O MPUOCTAHOBICHUH PUMEHEHUS WK 00 U3BATHH U3 oOpalleHus, a
TaKke  (aabCHPHUIMPOBAHHBIE, HEIOOPOKAYECTBEHHbIE M  KOHTpa)aKTHBIE JIEKAPCTBEHHBIE
npemnaparbl JOJKHBL 6I)ITI) HU30JIMPpOBAaHbI U PasMCIICHBI B CIICHUMAJIbHO BBIACIICHHOM IMOMCIICHHUU
(3ome).

HpeI[HpI/IHSITI:IG MCPBI U30JIIIUN YKA3aHHBIX JICKAPCTBCHHBIX IMPEMapaTOB AOJIKHBI rapaHTHUPOBATH
HCKIIIOYCHHUEC UX ITOoIIagaHus B O6paH_ICHI/Ie.

31. JlekapcTBeHHBIE MpemapaThl, MOAJIEKANIME MPEIMETHO-KOJIMUYECTBEHHOMY yueTy <2>, 3a
HCKITFOYCHHEM HAapKOTHYECKUX, TICUXOTPOITHBIX, CHIIbHOJIEHCTBYIONINX U STOBUTHIX JIEKAPCTBEHHBIX
CPEICTB, XpaHATCS B METANIMYECKUX WM JIEPeBIHHBIX INKadax, OMeyaThlIBaMbIX WIH
MJIOMOMPYEMBIX B KOHIIE pab0Overo JHs.

<2> [lpuxa3z Mun3npaBa Poccun ot 22 ampens 2014 r. N 183 "OO yTBepKACHHU NepedHs
JIEKapCTBEHHBIX Cpe/cTB TUTS MEIUIUTHCKOTO pUMEHEHNH, TTOJTeKATITUX
NpeIMETHO-KOJIMYECTBEHHOMY ydeTy" (3apeructpupoBan MuHHCTEpPCTBOM IOoCTHIMH Poccuiickoit
Oenepannu 22 urons 2014 1., perucrpanmonusii N 33210) ¢ W3MEHEHHSMH, BHECCHHBIMH
npukazoM MunszapaBa Poccun ot 10 centsiOpst 2015 r. N 634n "O BHeceHMHM H3MEHEHHMH B
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HEKOTOpbIE MpHUKa3bl MHHUCTEPCTBA 3PABOOXPAHEHHUS] M COIMAJIbHOrO pa3BUTHs Poccuiickoit
Oenepaiun 1 MuHucTepcTBa 37paBooxpaHeHus Poccuiickori ®exepanuu’ (3aperucTpupoBaH
MunucrepctBom toctuiiuu Poccutickoir ®eneparun 30 centsaops 2015 r., perucrpanuonubiii N

39063).

32. JlekapcTBeHHBIC TIpenaparbl, COJEPKAIIME HAPKOTHYECKHUE CPEJICTBA M IICHXOTPOITHBIE
BEILIECTBA, JOJDKHBI XPAaHUTHCA B COOTBETCTBUHU C 3aKOHOAATENIILCTBOM Poccuiickorn denepauun o
HapKOTHUYECKUX CPEJICTBAX M IICUXOTPOIHBIX BEIIECTBAX.

33. XpaHeHHe JEKAapPCTBEHHBIX IIPEMAapaToOB, COJACPIKANINX CHJIBHOACHCTBYIOIINE W SIOBUTHIC
BellecTBa <3>, HaxOIAUIMXCA IOJ KOHTPOJEM B COOTBETCTBUH MEXIYHAPOJIHBIMH MPABOBBIMU
HOPMaMH, OCYIIECTBISICTCS B TMOMEMICHUSX, OOOPYAOBAHHBIX WHXCHEPHBIMU M TEXHHUYECCKHUMH
CpPEACTBAMMU OXpaHbl, AHAJIOTMYHBIMU IPEAYCMOTPEHHBIM Ul XPAaHEHUs HAPKOTUYECKUX U
MICUXOTPOIHBIX JICKAPCTBEHHBIX CPEJICTB.

<3> IlocranoBnenue [IpaBurensctBa Poccuiickoii deneparuu ot 29 nekabps 2007 r. N 964 "O6
YTBEPXKJACHUH CIFCKOB CWJIBHOJCHCTBYIONIMX M SIJOBHTBIX BEIICCTB ISl Iele cTatbu 234 u
npyrux crareil YronoBHoro kojekca Poccuiickoit ®denepanmu, a Takke KpPYIMHOTO pasMepa
CHIIPHOJICHCTBYIOIIMX BEWIECTB JuIg wLened crtarbu 234 VYronoBHoro kojekca Poccuiickoit
Denepanun” (Cobpanne 3akonomarenscrBa Poccuiickoit @eneparuun, 2008, N 2, cr. 89; 2010, N
28, ct. 3703; 2012, N 10, ct. 1232; 2012, N 41, ct. 5625; 2013, N 6, c1. 558; N 9, ct. 953; N 45, cT.
5831).

34. JlomyckaeTcss XpaHEHHE B OJHOM TEXHHYECKH YKPEIJICHHOM IOMEIICHUH JIEKapCTBEHHBIX
IpenaparoB, MPEeAYCMOTPEHHBIX IMyHKTOM 32 HacTosmux [IpaBui, W JIeKapCTBEHHBIX MPENapaToB,
COZICPIKAIUX CUJIBHOJCHCTBYIOIINE WM SITOBUTHIC BEIIECTBA. [IpM 3TOM XpaHEHHE TaKuX
JIGKapCTBEHHBIX MPENapaToB IODKHO OCYIIECTBIAThCS (B 3aBHCHMOCTH OT OOBbEMa 3alacoB) Ha
pa3HbIX Mmojkax ceida (Metayummdeckoro mkada) wim B pa3HbeX ceridax (MeTauTMYecKuX mKadax),
OTIeYaTHIBAEMBIX MJIH TUIOMOMPYEMBIX B KOHIIE Pab0OYero JTHs.

35. CyOwekty oOpaleHus JIEKapCTBEHHBIX IPENapaToB HEOOXOAMMO OOECIEUUTh OXPAHHYIO
CHCTEMY, MO3BOJIIONIYI0 MPEAOTBPALIaTh HENPABOMEPHOE MPOHUKHOBEHHE B JIHOObIE MOMEIICHUS
(30HBI) AJIs1 XpaHEHUS JICKAPCTBEHHBIX MPETapaToB.

36. OGopymoBaHue, OKa3bIBAIOIEE BIHMSHUE HAa XpaHeHWEe W (MIM) MEPEBO3KY JICKAPCTBEHHBIX
IpenaparoB, JOJDKHO NMPOSKTHPOBATHCS, pa3MeNIaThCsl U 00CIY)KUBAaThCS COTJIACHO JOKYMEHTALUH
TI0 €r0 UCIOJIb30BAHUIO (IKCILTyaTaI|H).

37. K obopynoBaHuIo, MCIOIB3yeMOMY B Tpoliecce XpaHeHHs U (M) MepeBO3KH JIEKapCTBEHHBIX
[pernapaToB, OTHOCSATCS B TOM YHCIIE!

a) CUCTEMbI KOHAMIIMOHUPOBAHHUS,

0) XOJIOIUIIbHBIC KaMepbl U (HJIK) XOJIOMILHUKH;
B) OXpaHHAs U MOXKapHAasi CUTHAJIN3ALIHUS;

T) CHCTEMbI KOHTPOJIS JIOCTYTIA,;

1) BEHTHJIAIUOHHAS CUCTEMA,;
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€) TepMOTHUrpoMeTphl (MICUXPOMETPhI) WM MHOE O0OpYIO0BaHHE, UCIOJIB3YEMOE Ui PETUCTPALIUH
TEMIIEpaTyphl U BIKHOCTHU.

38. ObopynoBaHue, OTHOCAIIEECS K CPEICTBAM M3MEPEHH, O BBOAA B IKCIUTyaTaIlMIO, a TaKXKe
10CJIe PEMOHTA IOJUIEXKHT IEPBUYHON MOBEpKe M (MJIK) KaTHOPOBKE, a B MPOIECcce IKCILTyaTalluu -
NEPUOINIECKOM oBepKe U (MiIH) KaJIMOPOBKE B COOTBETCTBHH C TPEOOBAHUSAMH 3aKOHOATEIbCTBA
Poccuiickoii deneparuu 00 obecrieueHnn eIUHCTBA U3MEPEHUIN <4>,

<4> Crateu 13 u 18 denepanproro 3akoHa oT 26 utons 2008 r. N 102-®3 "O6 obecnieuenunn

enunctBa u3Mepenuii” (Cobpanue 3akonomatenscTBa Poccuiickoit ®eneparmun 2008, N 26, cr.
3021; 2014, N 26, ct. 3366; N 30, cr. 4255).

39. PeMoHT, TexHMUYECKOE OOCIY)XHMBaHUE, MOBepKa U (MJM) KaTuOpOBKAa 00OPYIOBaHUS JOJIKHBI
OCYIIECTBIISATHCS B COOTBETCTBUHU C YTBEPXKIAEMbIM IUIAHOM- rpadukoM, TakuM 00pa3oM, 4TOOBI
Ka4eCTBO JICKAPCTBEHHBIX MPENAapaToOB HE MMOIBEPrajoCh HEraTHBHOMY BO3/CHCTBHIO.

40. Ha Bpems peMOHTa, TEXHHYECKOTO OOCIY)KMBAaHUS, TOBEPKU U (WIK) KaTHMOPOBKH
000pyIOBaHUS U CPEJCTB U3MEPEHHs JOJKHBI ObITh IPUHATHI MEphl, 0OecneunBarole Tpedyemble
YCJIOBHSI XpPaHEHUs JIEKAPCTBEHHBIX IIPENAapaToB.

PeMOHT, TexHUYECKOe OOCITy:KHBaHUE, MOBepka M (MH) KaauOpoBKa OOOPYIAOBaHHS M CPEICTB
U3MEpPEHUS JIOJDKHBI OBITh COOTBETCTBYIOIIMM O0pa3oM OTPaXKCHBI B JOKYMEHTaX, KOTOpHIE
ApXUBUPYIOTCSA W XPaHSTCS B COOTBETCTBUU C 3aKOHOAATenbCTBOM Poccuiickoit @eneparuu 06
ApXUBHOM JIETIE.

V. JIOKyMeHTBI 10 XPAHEHHUIO U NepPeBo3Ke JIeKAPCTBEHHBIX NPenapaTos

41. I[OKYMGHTBI 0 XpaHCHUIO U (I/IJ'II/I) MEPCBO3KE JICKAPCTBCHHBIX IIPCIIAPATOB, OIIMCHLIBAIOIHNC
I[GﬁCTBHSI, BBITIOJITHACMBIC Cy6’I)eKTOM 06paIIIeHI/I$I JICKApCTBCHHBIX MPCIapaToB, HAIIPABJICHHBIC Ha
CO6J'IIOI[6HI/IC Tpe60BaHHI>i, YCTAHOBJICHHBIX HACTOAIIUMHA HpaBI/IJ'IaMI/I, BKIIIOYAaKOT B TOM YHCIC
CTaHAAPTHBIC OINCPAIMOHHEBIC NTPOUCAYPhl, MHCTPYKIUH, JOTOBOPHLI, OTYCTHI.

CO,Z[ep)KaHI/IC JOKYMCHTOB  JOJIZKHO OBITh NOHATHBIM, OJAHO3HAYHBIM, HC HJOIYCKAKOIINUM
JABYCMBICIICHHBIX TOJIKOBaHHI.

42. Cpok XpaHEHUS TOKyMEHTOB OTIPENIEISIETCS] B COOTBETCTBHH C TPEOOBAHUSIMH 3aKOHOIATEILCTBA
Poccuiickoii @enepaniun 06 apXUBHOM JIeJIe.

43. TlepcoHan JOJDKeH OBITh O3HAKOMJICH W HMETh JIOCTYIl K JIOKYMEHTaM, HEOOXOJMMBIM IS
HMCIOIHEHMS TOKHOCTHBIX 00SI3aHHOCTEIA.

V1. JleiicTBus cy0beKTa 00panieHusi JIeKAPCTBEHHBIX NMPENapaToB M0 XPAHEHUIO U
nepeBo3Ke

44. Bce pneiictBusi cyObeKkTa OOpalIeHUs JIEKapCTBEHHBIX MNpENaparoB MO XpaHEHUIO0 W (Wim)
MEePEBO3KE JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBIAIOTCS TaKUM 00pa3oM, YTOObI MAEHTUYHOCTD U
Ka4eCTBEHHBIE XapaKTEPUCTHKH JIEKAPCTBEHHBIX IMPENapaToB HE ObUIM YTpayeHbl U COOIIOIATUCH
YCIIOBUSL MX XPAaHEHMs], YKa3aHHbIE B UHCTPYKLUU MO MEAUIIMHCKOMY MPUMEHEHHUIO M Ha yIaKOBKe
JIEKapCTBEHHOTI'0 IIpernapara.
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45. CyObekToM 0OpalleHus JICKaPCTBEHHBIX MPEMapaToB MPUHUMAIOTCS MEPHI 1T MHHUMHU3AINH
pHcKa TMPOHUKHOBEHHUS  (aTbCHUPHUIMPOBAHHBIX, KOHTpa(aKTHBIX, HEIOOPOKAYECTBEHHBIX
JICKapCTBEHHBIX MPENapaToB B 00palicHue.

46. B mpomecce mNpuUEeMKH JIEKAPCTBEHHBIX IpernapaToB paOOTHUKAMH CyOBEKTa OOpaIieHus
JCKapCTBEHHBIX  IPEMapaTroB  OCYIIECTBISAETCS  MPOBEPKAa  COOTBETCTBUS  NPHUHUMAEMBIX
JICKapCTBEHHBIX IMPENapaToB TOBAPOCONPOBOAMTEIHLHOM JOKYMEHTAIlMM [0 aCCOPTHUMEHTY,
KOJIMYECTBY M Ka4yeCTBY, COOJIIOJCHUIO CIICIHAJbHBIX YCIOBHU XpaHEHUs (IIPU HAIUYUU TAKOTO
TpeOOBaHUs B HOPMATUBHON MOKYMEHTAIMM Ha JICKAPCTBEHHBIH Mperapar), a TakKe HATUYHIO
MOBPEKICHUH TPAHCIIOPTHON TapBbl.

47. JlexapCTBEHHbIE MpenapaTbl HEOOXOAUMO XpPaHUTh C Y4eTOM TpeOOBaHUI, HOPMATHUBHOM
JOKYMEHTAllMM, COCTaBJIAIOIIEH pEruCTpPallMOHHOE JIOCh€ Ha JIEKapCTBEHHBIM Ipenapar,
UHCTPYKIUHU IO MEIULIUHCKOMY MPUMEHEHHIO, MH(OpMAlUU, COJEpKalleiicss Ha MEepBUYHON H
(nM) BTOPHYHOM yIAKOBKE JIEKAPCTBEHHOTO TIperapara, TpPAHCIOPTHOW Tape, a TakKkKe B
COOTBETCTBUU C TPeOOBAHUSAMH, YCTAHOBIEHHBIMU HacTosIIIUMU [IpaBunamu.

48. JlekapCTBEeHHBIC Mpernaparbl JOJDKHBI pa3MemiathCs Ha creiaxkax (B mikadax) WIH Ha
noaroBapHukax (mommoHax). He nmomyckaercsi pa3melieHUe JICKAPCTBCHHBIX IPENapaToB Ha IOy
0e3 nmoanona. [TogmoHBl MOTYT pacrosiaraThCsl Ha MOJIy B OJMH PSAJ WIM HA CTEJUIaXKaX B HECKOJIBKO
ApyCOB B 3aBUCUMOCTH OT BBICOTHl cTeulaxka. He nomyckaercss pa3MelieHHue IOJAJI0HOB C
JIEKapCTBEHHBIMU MpernapaTaMy B HECKOJIBKO PSIOB MO BbICOTE €3 UCIOIb30BaHUS CTEIIaKEH.

49. JlexapCTBEHHBIE Mpernaparbl pa3MelIalOT B MOMEIICHHUAX M (WIM) 30HAX Ui XpaHCHUsI
JICKapCTBEHHBIX IPENapaToB B COOTBETCTBUU C TPeOOBAaHMSIMH HOPMATUBHON JOKYMEHTAIMH U
(nin) TpeOOBaHUAMH, YKa3aHHBIMH Ha YIIAKOBKE JICKAPCTBEHHOTO Mpenapara, ¢ y4eToM:

a) GU3UKO-XUMHUYECKUX CBOWCTB JICKAPCTBEHHBIX MPENapaToB,;
0) hapmakoIOrHYecKuxX rpyIm;
B) crioco0a BBE/ICHHUS JICKAPCTBEHHBIX IPEapaToB.

[lpu pa3mMeleHUH JIEKAPCTBEHHBIX MpENapaToB B MOMENICHUSX M (MJIM) 30HAX U XpaHCHUSI
JIGKapCTBEHHBIX IPENapaToB [OMYCKAETCS KCIOIb30BAHUE KOMIIBIOTEPHBIX TEXHOJOrHi (1Mo
an(aBUTHOMY TPUHIIUITY, 110 KOJaM).

50. B cimygae OTCYTCTBUSI BO3MOXHOCTH COOJIOACHHUS YCIOBHH XpaHEHHS B TPOILECCE MPUEMKH
JeKapCTBEHHbIE IpenapaThl, TPeOyIole CHelUalbHbIX YCIOBUHA XpaHEHUs U Mep 0e30MacHOCTH,
1oC/ie  BBIIIOJHEHUS  HEOOXOJAMMBIX  MPOBEPOYHBIX  MEPOINPHUATHI  HepeMeliaroTcss B
COOTBETCTBYIOIIIEE IIOMEIIEHWE WJIM 30HY XpaHEHHs C Yy4eToM TpeOOBaHUI CTaHIapTHOU
ONEPALMOHHON IPOLETYPHI.

51. XpaHeHHE OTHEOINAaCHBIX M B3PHIBOOMACHBIX JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBIISETCS
BJIJIM OT OTHSI U OTOMUTENIbHBIX MPHOOpOoB. Heo0X01uMO HCKITIOUNTh MEXaHUYECKOe BO3/EHCTBHE
Ha OTHEOIIACHBIE U B3PBIBOOIIACHBIC JIEKAPCTBEHHBIE IIPENAPAThI, B TOM YUCJIE BO3AEHCTBUE MPSIMBIX
COJIHEUYHBIX JIy4el U yJaphl.

52. JlexapcTBeHHBIE TIpenapaThl, TPEOYIOIINE 3aUThl OT BO3JCHCTBUS CBETA, TOJDKHBI XPAaHUTHCS B
MOMEIIEHUAX WIH CHEeNHaIbHO 000PYAOBAaHHBIX 30HAX, 00ECIEUNBAIOIIMX 3aLIUTY OT MONaaHus Ha
YKa3aHHBbIE JIEKAPCTBEHHBIE MTpEnapaTsl MPSMbIX COJTHEYHBIX JIYUEH.

53. Onepanuu ¢ JeKapCTBEHHBIMH TperapaTaMu, OCYIIECTBIsIEMbIe B CKIAJACKUX MOMEIICHHSX, U
MepeBo3ka  JIEKAPCTBEHHBIX  TMPEMAapaToOB  BBIMOJIHSAIOTCS € COONIOACHHEM  TpeOoBaHUH,



yCTaHOBJIEHHBIX HacTosiuMu [IpaBuniamu, a Takke Mep 6€30MacHOCTH.

54. Ortrpy3ka JEKapCTBEHHBIX INpenaparoB MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IpEnapaToB u
OpTaHU3aIUSIMHU ONTOBON TOPTOBIIM JIGKAPCTBEHHBIMHU TIperiapaTaMy OPTaHU3YyeTCsl TaKUM 00pa3oM,
YTOOBI JIEKAPCTBEHHBIE NPENapaThl ¢ MEHBIIMM CPOKOM I'OJJHOCTH OTITYCKAIKCh B IIEPBYIO OUYEPEb.

55. JlekapcTBeHHbIE Mpenaparbl, NpPeJHA3HAYEHHbIE I YHUYTOXXEHMs, B COOTBETCTBUHU CO
CTaHJAPTHBIMU ONEPALMOHHBIMU NPOLEAYPAMHU JOJIKHBI ObITh MapKHPOBaHbl M HU30JMPOBAHBI OT
JIEKapCTBEHHBIX MPENapaToB, JOMYIICHHBIX K O0paIleHuIo.

VII. IlepeBo3Kka JieKapCTBEHHBIX NPENapaToB

56. CyObekT oOpaiieHus JEKapCTBEHHBIX IIpenapaToB IpU IOJIrOTOBKE K IEpeBO3Ke
JICKapCTBEHHBIX TMpenaparoB 00eCrnevYnBacT COTJIACOBAaHHE C TOJydyaTelieM JICKapCTBEHHBIX
MIPernapaToB OCTATOYHBIX CPOKOB FOJJTHOCTH MOCTABISIEMBIX JICKAPCTBEHHBIX MPENapaToB.

57. IlepeBo3ka JEKAPCTBEHHBIX MPENAPATOB COMPOBOXKIAETCS JOKYMEHTAMH B COOTBETCTBUM C
TpeOOBaHUAMU 3aKOHOIaTeIbCTBA Poccuiickoit denepamu.

58. Nudopmanus o mepeBo3Ke JIGKAPCTBEHHBIX MPENapaToB 0JDKHA (UKCUPOBATHCS CYyOBEKTOM
oOpaleHus JIEKapCTBCHHBIX IPENaparoB TakuM 00pa3oM, 4YTOOBI 00ECHeYnTh KOHTPOJh UX
NepeMEIICHHUS.

59. B mporecce mepeBO3KU JICKAPCTBEHHBIX IPENapaToB HE3aBUCHMO OT €€ CIoco0a CyOheKTOM
oOpalieHus JIGKAPCTBEHHBIX IMPENapaToB JODKHA 00ECIEeUYMBATHCS BO3MOXKHOCTD TOJITBEPIKICHHS
Ka4ueCTBa, HOAJIMHHOCTHU U LECIIOCTHOCTH JICKAPCTBCHHBIX IIPCIIapaTOB.

60. [TmanupoBaHre MEPEBO3KHM JIEKAPCTBEHHBIX MPENapaToB JOJDKHO OCYIIECTBISIETCS CyOBEKTOM
oOpallleHnsl JIEKapCTBEHHBIX MPENaparoB Ha OCHOBaHMM IPOBEJCHHOTO aHAJIW3a M OLIEHKU
BO3MOJKXHBIX PUCKOB.

61. Unpopmanus o BBISBIEHHBIX CYOBEKTOM OOpalIeHUs JEKapCTBEHHBIX IpenapaToB B Ipoliecce
NEPEBO3KH JIEKAPCTBEHHOT'O Mpenapara ciydasx HapyUIeHHs] TEMIEPAaTypHOTO peXUMa XpaHEHUS U
(MH) TOBPEK/ICHHS YITAKOBKH JOBOAUTCS CyOBEKTOM OOpAIlleHUs JICKAPCTBEHHBIX MPENapaToB 0
OTHpaBUTENS U (MIJIK) MOTydaTessl JIeKapCTBEHHBIX TPEIapaToB.

[To 3ampocy moisy4arens JEKapCTBEHHBIX MPEMapaToB CyOBEKTOM OOpalleHus JIEKapCTBEHHBIX
MpenapaToB JTOJKHBI OBITH MPEIOCTABICHBI CBECHUS O COOTIOACHUN TEMIIEPATYPHOTO PEeKUMA TIPH
MepeBO3Ke JIEKAPCTBEHHBIX MTPENapaToB.

62. Jlns TmepeBO3KH JIEKApCTBEHHBIX IMPErmapaToB HCIONB3YIOTCS TPAHCIOPTHBIE CpelCTBA U
obopynoBanue, obecrieunBaronye CoOII0IeHNE X KauyecTBa, 3 (HEKTUBHOCTH U OE30MaCHOCTH.

[Tpu nepeBo3Kke TEPMOIAOUIBHBIX JIEKAPCTBEHHBIX MPENApaTOB UCIOIb3YETCS CHEUAIN3UPOBAHHOE
o0opynoBaHue, obecreynBarolee Noiep:kaHiue TpeOyeMbIX TeMIEepaTypHbIX PeXUMOB XpaHEHUs
JIEKapCTBEHHBIX MPenapaToB.

63. XJIaI[OBHCMCHTBI B H30TCPMHUYCCKUX KOHTCﬁHCan pasMCIiarOTCd TaKUM o6pa30M, YTOOBI
OTCYTCTBOBAJ prIMOﬁ KOHTAKT C JICKAPCTBCHHBIMU ITPEIiapaTaMu.

HOBTOpHOG HCITIOJB30BaHUA HEJOCTATOYHO OXJIAXXACHHBIX U (I/IJ'II/I) MOBPECIKACHHBIX XJIAA03JIEMCHTOB
HC JOITYyCKaCTCA.

PykoBoguTens cyObekTa OOpaleHHs JIEKapCTBEHHBIX IpPEnapaTtoB OOeCIeunuBaeT IMPOBEACHUE



MHCTPYKTaXka O MOPSAKE MOATOTOBKH M30TEPMHUUECKUX KOHTEHHEPOB K MEPEBO3KE JIEKapCTBEHHBIX
npernaparoB (C yd4eTOM CE30HHBIX OCOOEHHOCTEi), a TakkKe O BO3MOXXHOCTH IOBTOPHOTO
MCIOJIb30BaHUs XJIaJ03IEMEHTOB.

64. OOopynoBaHue, YCTAaHOBIIEHHOE BHYTPU TpPAHCIIOPTHOTO CpEACTBAa WM B KOHTEHHeEpe,
UCIIOJIB3YeMOE JJII KOHTPOJSL M TMOJJEpPKaHUS TEMIIEPATypHOI'O peXMMa B IMPOIECCE MEPEBO3KU
JICKapPCTBEHHBIX MPENapaToB, OTHOCSIIEECS B COOTBETCTBUU C TPeOOBAHHMSIMH 3aKOHOAATEIHCTBA
Poccwuiickoit ®enepanuu 06 oOecrieueHnr eIUHCTBA U3MEPEHHI K CPEJICTBAM U3MEPEHUIt, 10 BBOJIA
B OKCIUTyaTaIlMIO, a TAKXKE MOCIC PEMOHTA MOJUICKUT TIEPBHYHON TOBepKe U (WJIK) KaTHOPOBKE, a B
nporecce 3KCIUTyaTallMd - TEPUOJHMUECKON MOBepKe ¥ (M) KaauOpOBKE B COOTBETCTBHH C
TpeOoBaHUsIMU 3aKOHOIaTeNnbcTBA Poccuiickoit deneparuu 06 obecrnieueHUN eIMHCTBA U3MEPEHUH.

65.  JlexkapcTBeHHBIC  TIpemapathl  JOCTaBISAIOTCA IO ajgpecy,  YKa3aHHOMY B
TOBaPOCONPOBOIUTEIBHBIX TOKYMEHTAX.

66. OTtBeTcTBEHHOCTh 3a coOdrofeHHe TpeboBaHul Hacrosmux IIpaBuin mnpu  nepeBo3ke
JIEKapCTBEHHBIX MPENapaToB BO3JIAraeTcsl Ha CyObeKT 0OpaleHns JeKapCTBEHHBIX MPenapaToB.

67. B cnyuasx, Korja nepeBo3ka COIPOBOXKIAETCS ONEPallMsIMU 10 Pa3rpy3ke U 00paTHOI 3arpys3ke
WJIM BKJIIOYAET B ce0s TPAH3UTHOE XpaHEHUe, COOJIIOIAI0TCS YCIOBHS XPAaHEHUsI B IMOMEUICHUSAX U
obecrieueHre OE30MACHOCTH Ha TPAH3WTHBIX CKJIaJax, KOTOPBIE OIPEACICHBl JOTOBOPHBIMHU
OTHOUIEHUSAMH MEXIY OTIPABHUTEIEM M TPAHCIOPTHOW KOMMaHueW, Hactosmmmu [IpaBuinamu u
3aKkoHOAaTeNbcTBOM Poccuiickon denepannm.

VIIIl. Tapa, ynakoBka 1 MAapKHPOBKA JIEKAPCTBEHHbIX MPENapaToB

68. JlexkapcTBeHHBIE TpemapaThl IEPEBO3ATCS B TPAHCIIOPTHOM Tape, KOTOpas HE OKa3bIBaeT
OTPHIIATEILHOTO BIMSHUS Ha WX KadecTBO, H(PQPEKTUBHOCTb M 0OE30MacHOCTh U 00OecreyuBaeT
HAJIEKHYIO 3aIIUTY OT BO3JEHCTBUS (PaKTOPOB BHEIIHEH CPEIbI.

69. Bri6op cyObexkTOM oOpallieHHs JIEKapCTBEHHBIX IpenapaToB TPAHCHOPTHOM Taphl, YINaKOBKU
OCHOBBIBAeTCs Ha!

a) YCTaHOBJICHHBIX TPEOOBaHMSX K YCIOBHUSM XPaHCHHUS M MEPEBO3KH JICKAPCTBEHHBIX MPENapaToB
<5>:

<5> [lynkr 18 crareu 5 @enepanpHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6 obpamennn
nekapctBeHHbIX cpenactB” (Cobpanue 3akoHomarenbeTBa Poccuiickoit ®eneparmu, 2010, N 16, cr.
1815; 2012, N 26, cr. 3446; 2014, N 52, ct. 7540; 2015, N 29, cr. 4367), nmoanyukr 5.2.171
[Tonoxenuss o MunuctepcTBe 3apaBooxpaHeHuss Poccuiickoit dPenepanuu, yTBEPKIACHHOTO
nocraHoBjeHueM [IpaButenscrBa Poccuiickoit @enepanuu ot 19 urors 2012 r. N 608 (Cobpanue
3akoHoAarenscTBa Poccuiickoit @eneparnun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cr.
2477; N 22, ct. 2812; N 45, ct1. 5822; 2014, N 12, ct. 1296; N 26, cr. 3577; N 30, cr. 4307; N 37,
ctT. 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, ct. 4741; N 34, ct. 5255).

0) oObemMe, HeOOXOIMMOM TSl Pa3MEIICHHUS JISKAPCTBEHHBIX MPEMapaToB;

B) KOJICOAHUSIX TEMIIEPaTyphl OKPYKaIOIIEH Cpe/bl;


https://normativ.kontur.ru/document?moduleid=1&documentid=285027#l91
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r) JUTUTEIBHOCTH TMEPEBO3KH, BKIIOYAs BO3MOXKHOE MPOMEKYTOUHOE XPaHEHHE JIEKapPCTBCHHBIX
IIpEnapaToB.

70. TpancnopTHasi Tapa C JIGKAPCTBCHHBIMHU IpENapaTaMd B MPOIECCE MPUEMKHU JICKApCTBEHHBIX
IpenapaToB Hepes MNepeMelleHneM B IoOMeleHnst U (MIn) 30Hy XpaHEeHUs! JI0JDKHA ObITh OYHMINCHA
OT BU3YaJIbHOTO 3arpsi3HeHHs (IIPH HEOOXOJMMOCTH).

71. Ha TpaHCmOpTHYIO Tapy, KOTOpas HE MpeAHa3HauyeHa JUisl HoTpedureneii u B KOTOPYIO
MIOMEIIEHBI JIEKApCTBEHHBIE MTPENapaThl, JODKHA HAHOCUTHCS HH(OpMAIUs 0 HAMMEHOBAHUH, CEPHH
JIEKapCTBEHHBIX IPEMaparToB, aTe BBIMTYCKA, KOJMYECTBE BTOPUYHBIX (MOTPEOUTEILCKUX) YITAKOBOK
JIEKapCTBEHHBIX IpENaparoB, IPOU3BOJUTENE JIEKAPCTBEHHBIX IIPEMApaTOB C  YKa3aHUEM
HAMMEHOBAHUN ¥ MECTOHAXOXICHHS (aJpec) MPOU3BOAUTENS JICKAPCTBEHHBIX MPENapaToB, a TAKIKE
O CpOKE TOJHOCTH JIEKAPCTBEHHBIX IpEnapaToB M 00 YCIOBHAX HMX XPaHEHUS M IEPEBO3KH,
HEOOXOUMBIE MIPeIyNpeaUTeNbHbIE HAIUCH U MAaHUITYISTOPHBIEC 3HAKH.



