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MockBa

OG yTBep:KIeHHH
ITpaBuJ Haj/Iexamed NPaKTHKH XPaHEHHH H NEPEBO3KH
JleKapCTBEHHbIX MPENapaTos A MEAHIAHCKOrO NPHMEHEHHS

B coorsercTBMM ¢ TIyHkToM 18 crarem 5 @enepanpHOro  3aKoHa
ot 12 anpens 2010 r. Ne 61-®@3 «O6 obpallleHHH JIEKapCTBEHHBIX CPe/ICTBY (Cobpanue
3aKoHOmaTesscTBa Poccuiickoil Denepanyy, 2010, Ne 16, cr. 1815; 2012, Ne 26,
cr. 3446; 2013, Ne27, cr. 3477; 2014, Ne 52, cr. 7540; 2015, Ne 29, cT. 4367)
¥ moxmyHkToM 5.2.171 TTonoxeHus 0 MHHHCTEPCTBE 3APaBOOXPAHEHMA Poccuiickoi
denepalyy, YTBEPXKICHHOTO  MOCTaHOBJICHUCM I[IpaBuTensctBa  Poccuiickoi
®epeparuu ot 19 mona 2012 r. Ne 608 (Cobpanue 3aKoHOAAaTeNbCTBa PoccuiicKoH
denepannn, 2012, Ne 26, cT. 3526; 2013, Ne 16, ct. 1970; Ne 20, cr. 2477, Ne 22,
ct. 2812; Ne 45, c1. 5822; 2014, Ne 12, c1. 1296; Ne 26, cT. 3577; Ne 30, ct. 4307; Ne 37,
cr. 4969; 2015, Ne 2, cr. 491; Ne 12, cr. 1763; Ne 23, ct. 3333; 2016, Ne 2, cT. 325;
Ne 9, ct. 1268; Ne 27 ct. 4497; Ne 28, ct. 4741; Ne 34, cT. 5255), npuxa3slBaio:

1. YTBepauTh mpmiaracMble IlpaBria HaJjIexalied IIPAKTHKH —XPaHCHHA
¥ TIepeBO3KH JIEKapCTBEHHBIX IPENapaToB AJ MEAUIIMHCKOTO IPUMEHEHHA.

2. Hacrosmuit npuka3s BeTynaet B cuity ¢ 1 mapra 2017 roza.

Bpuo Munucrpa W.H. Karpamangaa

KOIMSA BEPHA
é E.M. ITanuna

3'&MCC'["ATCJI b HA4YAIbHE
20/f T

O0wIero oTiCIH




YTBEPXJIEHBI
IpHUKa3oM MUHHCTEPCTBA 3/[paBOOXPAHECHUS
Poccuiickoit @enepannu
oT «i/» g%&a, 2016 T. Ne 6454

IlpaBuaa
HaJJIexale NPAKTHKH XPAHEHHS H NePeBO3KH
JIEKAPCTBEHHBIX MPeNapaToB AJs MEAHIHHCKOro NPHMEHEHH

I. O0wue mooXeHust

1. Hacrositune IlpaBuna Hamnmexamed NOpakTUKA XpaHEHUS U IEPEBO3KH
JIEKapCTBEHHBIX  MpemapaToB  JJi1  MEOWIHHCKOrO  NpUMeHeHus  (Janee
COOTBETCTBEHHO — [IpaBuiia, JeKapCTBEHHBIE Mpenaparhl) yCTaHABIUBAIOT TPeOOBaHUS
K YCJIOBHUSIM XpaHEHHS W MEPEBO3KH JIEKAPCTBEHHBIX IPENapaToB, HEOOXOAMMBIM IS
obecrievyeHus: KayecTBa, 0€30MacHOCTH B 3G (HEKTHBHOCTH JIEKapCTBEHHBIX IPENaparTos,
a TaKkkKe  MHHHMHU3Al[dd  PHCKa  TPOHUKHOBeHHS  (anbCUUIHPOBAHHBIX,
HeT0OPOKaYeCTBEHHBIX, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX NMPENaparoB B rPakJaHCKUN
000poT.

2. Hacrosimue IIpaBuia pacipoCcTpaHSIOTCA Ha IMPOU3BOAUTENEH JI€KapCTBEHHBIX
IpernapaToB, OpraHHM3alliM ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH IpenapaTaMy,
anTevyHble OpraHU3allMK, MHAWBHUAYAJIBHBIX MpEeANpPUHUMATENEH, UMEIOMIUX JIULEH3HIO
Ha (bapMaleBTHIECKYIO IS TeIbHOCTb, MEIUIIUTHCKUE OpraHu3anuu
) 1704 000co0ieHHBIe moApa3aeneHus (amOymnaTopum, benpamepckue
U (enpIuIepcKo-aKyluIiepckue IyHKTBI, LEeHTphl (oTHeneHus) oOmel BpaueOHOMH
(ceMeitHOM ) MPaKTHKH), PacIIOIOKEHHBIE B CEBCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHBIE OpPraHU3aluy (Janee — CyObeKTHl oOpalleHus JIeKapCTBEHHBIX
penapaToB).

II. CucreMa obecrnieueHus KauecTBa
XpaHEHHUs U NEePEBO3KH JIEKAPCTBEHHBIX IPEapaToB

3. PyxoBomuTens ~ cyObekra ~ oOpalleHWs  JIGKApCTBEHHBIX  IPENaparoB
obecreunBaeT pealu3aldio KOMIUIEKCa Mep, HamnpaBICHHBIX Ha COOIONEHHE €ro
paboTHHKaMu HacTosmmx [IpaBui mpu XpaHeHHH W (MJIHM) MEPEBO3KE JIEKAPCTBEHHBIX
IpenaparoB (gajee — CHCTEMa KayecTBa), MOCPENCTBOM YTBEPXKIEHUS NOKYMEHTOB, B
KOTOPBIX PErTaMEHTHPYIOTCA B TOM 4YHCJE€ TMOPSOOK COBEpIIEHUS pabOTHUKAMU



JNEeHCTBUH TpH OCYIIECTBJICHHM XpaHeHMs M (WH) [epeBO3Ke JIEKapCTBEHHBIX
IpenaparoB, MOPANOK OOCTyXWBaHMS M TIOBEPKH M3MEPUTENBHBIX MPUOOPOB
1 000pynOBaHMs, BEICHUE 3allUCel, OTYETOB H UX XpaHEHHE, PHEM, TPaHCIIOPTUPOBKA,

pa3MelleHue JIeKapCTBEHHBIX IpernaparoB (najee — CTaHJapTHBIE OIEpaliOHHBIE
IPOIEAYPHl), U OpraHU3aAIUKA KOHTPOJISA 332 COOMONEHHEM CTaHAAPTHBIX ONEPalliOHHBIX
IpOLEenyp.

4. CucreMa KadecTBa JOJDKHA TapaHTHPOBATH, YTO:

a) mepeMelIeHne JIeKapCTBEHHBIX IpenapaToB MeXAy CyOBheKTaMu oOpalleHus
JIEeKapCTBEHHBIX MpPENapaToB, B TOM YHUCJIE BHYTPH KOHKPETHOTO cyOBheKTa oOpaiieHus
JIeKapCTBEHHBIX IMpermapaToB, oOOecmedYnBaeT XpaHeHHe © (W) TEPeBO3KY
¢ cobmonenneM TpeOOBaHUH, YCTaHOBJICHHBIX HacToamuMu [IpaBunamu;

0) ompeneneHa  OTBETCTBEHHOCTh  pabOOTHHKOB  cyOBeKkTa  oOpalieHus
JIeKapCTBEHHBIX IIPEmapaToB 3a HapylleHHe TpeOOBaHMiA, YCTAaHOBIEHHBIX HACTOAIIMMH
[IpaBunamu, 1 cTaHAAPTHBIX OMEPALIHOHHBIX MPOLIENYP;

B) JICKapCTBEHHBIE  TpemapaTrbl  JOCTaBIAIOTCI  CYOBEKTOM  oOpalieHus
JeKapCTBEHHBIX IMpPEnapaToB B COTJIACOBaHHBIM C TONydYaTelieM JIEKapCTBEHHBIX
IpernapaToB IEepUOJ BpeMeHHW ¢ coOmoneHneM TpeOOBaHHN, YCTaHOBJIEHHBIX
HactosmMmu [IpaBunamus;

') JOKyMeHTalbHOe oGOopMIIeHHe NEeHCTBUH, yKa3aHHBIX B IiaBe VI HacTosmmx
IIpaBuii, © OOCTUTHYTHIX PE3YJBTaTOB OCYLIECTBISAETCS B XON€ BBINOJHEHHUS WA
HEMOCPEACTBEHHO IOCJIE 3aBEPIIEHUS COOTBETCTBYIOIINX JIEHCTBHIA;

I)B OTHOIIEHHH KaXAOr0 HapymieHUus TpeOOoBaHWUH, YCTAaHOBIEHHBIX
HacTosuumu [IpaBuiamMu, CTaHAAPTHBIMHU ONEPAllMOHHBIMH MPOLIEypaMH, IPOBOJUTCS
BHYTpPEHHSSI TpoBepKa W pa3pabaThIBalOTCS KOPPEKTHPYIOUIHE AEWCTBHS C LEJBI0
yCTpaHEHUS BBISABIEHHBIX HApyIIEHHUH.

5. PykoBogutenem cyObeKkTa oOpallleHHs JIEKApCTBEHHBIX IMPENaparoB C Y4€TOM
TpeGOBaHMN TPYHOBOro 3aKkoHomaTenbcTBa Poccuiickoir Pexgepanud W UHBIX
HOPMAaTHBHEIX IPABOBBIX AKTOB, COAEPXAIUX HOPMBI TPYAOBOIO IpaBa, Ha3HA4aeTCs
JWIO, OTBETCTBEHHOE 3a BHeApeHHWe U obecleueHHe CHCTeMBl KadecTBa,
OCYILIECTBIAIONIEE MOHUTOPUHT 3G (HEKTHBHOCTH CHCTEMBI KauyecTBa M aKTyaIH3alHIo
CTaHJapPTHBIX ONEPAIMOHHBIX IPOIenyp (Hajiee — OTBETCTBEHHOE JIUIIO).

6. lesaTeNbHOCTD MO XpaHEHHUIO U (MJIM) IepeBOo3Ke JIEKApCTBEHHBIX MpPENnaparos,
nepegaHHas MPOU3BOAUTENIEM JIEKAPCTBEHHBIX MPEMapaToB MM OpraHU3aliell OnTOBON
TOPrOBJIM JIEKAPCTBEHHBEIMH IIperapaTtaMy A OCYIIECTBJICHHS IPYroi (CTOpOHHEM)
opraHm3anud  (mamee  —  AYTCOPCHHI),  ONpEeHNeNseTcs,  COrJIACOBBIBAETCS
U KOHTpPOJHMpYyeTcs BO  u30eXaHWe  pa3sHOYTEHHH, CIOCOOHBIX TPUBECTHU
K HEYJIOBJIETBOPUTEILHOMY KadeCTBY JIEKAPCTBEHHBIX MPENAapaTOB HJIM BHITIOTHAEMBIX
pabor.




4

JloroBop, o KOTOpOMY OCYIIIECTBIISETCA Mepeaada JeITeIbHOCTH Ha Ay TCOPCHUHT
(manee — MOTOBOP ayTCOPCHHTA), 3aKITFOYAETCSA C YKa3aHHeM 00g3aHHOCTEeH Kaxmoil m3
CTOPOH, MOPSIIKA NEICTBUI U OTBETCTBEHHOCTH CTOPOH.

Jlo 3akiroueHds [AOrOBOpa AayTCOPCHHTa MPOU3BOAUTENL JIEKaPCTBEHHBIX
IpenapaToB WJIM OpPraHu3alys ONTOBOM TOProBIU JIEKAPCTBEHHBIMHU IIpenaparamu
TOJKHBI YOEIUTHCS B PABOCTIOCOOHOCTH UCTIOJTHHUTENIS (B TOM YKCJIE B HAJIMUUU Y HETO
HEOOXOAUMOH B COOTBETCTBMH C 3aKOHOJATeNbCTBOM Poccuiickoit ®enepanuu
JIMIIEH3UY) W BO3MOXXHOCTH BHINOJHUTH 00s3aTeNbCTBA IO JOTOBOPY AYTCOPCHHTA
B COOTBETCTBHH C TpeOOBaHHUSIMH HacToAmux I[IpaBuyi (B TOM 4YHClIE B HAJIHYHH
OMBITHOTO ¥ KOMIIETEHTHOT'O NepCOHAala, MOMEIIeHnH, 000py10BaHu).

IIpon3BonuTtenp JIEKAPCTBEHHBIX IIpENapaTOB MM OpraHU3alds ONTOBOM
TOPIrOBJIM JIEKAPCTBEHHBIMM IIpernapaTaMy NOJDKHBI FapaHTUPOBATh, YTO HUCIOJIHUTEID
IO JOTOBOPY ayTCOPCHHTa IMOJHOCTBIO OCBeAOMIIEH 000 Bcex (hakTopax, CBA3aHHBIX
C JIEKapCTBEHHBIMHU IIperapaTamu WIH AEITEIBHOCTBIO, IEPENaBaeMOi Ha ayTCOPCHHT,
KOTOpPhIE MOTYT IPECTaBIIATH OMACHOCTh IJI1 ero IOMeIneHHi, o0opymoBaHUs,
IepcoHasa.

III. ITepconan

7. Ay cobirofeHus YCTaHOBJICHHBIX HacToamuMHu [lpaBunamMu TpeGoBaHMIA
cyOBeKkT oOpaleHus JeKapCTBEHHBIX MPEnapaToB C y4eTOM 00BeMa OCYIIEeCTBIIIEMOIt
UM JESATeNIbHOCTH M0 XPaHeHWIO W (W) TMepeBO3Ke JIEKapCTBEHHBIX IpernapaToB
IOJDKEH UMETh HEOOXOMUMEIH ITepCOHA.

8. TpeboBanus k KBanuUKAIMH W CTaxy pabOTHl NepcoHaja YCTaHOBIIEHBI
[10JI0’KEeHHEM O JTHIEH3HPOBAHHHU (apMAIEBTHUCCKOI e TEIBHOCTH .

9. O6si3aHHOCTH ® OTBETCTBEHHOCTh pPAOOTHMKOB cyOBeKkTa oOpalleHus
JIeKapCTBEHHBIX IpenaparoB, B TOM 4YHCJI€ OTBETCTBEHHOI'O JIMIA, 3aKpPEIUISIOTCS
B JIOJDKHOCTHBIX HHCTPYKLHUSX.

10. PykoBomutens  cyObekTa  oOOpalieHHs  JIeKapCTBEeHHBIX  IpernapaToB
yTBEp)KAAeT IJIaH-rpaduK MPOBEACHHS TNEPBUYHON W MOCIEAYIOIIUX IMOATOTOBOK
(MHCTpYKTaXkeii) TmepcoHajia, KOHTPOJUPYET €ro WCIOJHEHHE W  OLEHUBAET
3¢ HEeKTUBHOCTH MOATOTOBOK (MHCTPYKTaXKa) C IEIBI0 MX COBEPIICHCTBOBAHMUS.

[lepconan, paGoraromuii C JEeKAPCTBEHHBIMH IpelapaTtamMi, B OTHONIICHHH
KOTOPBIX YCTaHOBJICHBI CIICLMAJIbHBIC YCIIOBHS XpaHeHUS U (MJIH) IEPEBO3KH, POXOIUT
IIOATOTOBKY (MHCTPYKTaXX) B COOTBETCTBUH C 3aHUMAEMOH JIOJDKHOCTHIO.

JIOKyMEeHTBI O TIPOBEIEHMM IOATOTOBKH (MHCTPyKTa)xa) apXHUBHPYIOTCS
U XpaHATCAd B COOTBETCTBHM C 3aKoHomarenbcTBOM Poccuiickoit ®enepanuun
00 apXMBHOM JelIe.

! Mocranoenenne IlpaButenscta Poccniickoit ®epepamiu or 22 nexabps 2011 r. Ne 1081 «O nuueHsMpoBaHmM
(apmanerTHaeckoi gestenbHoctH» (Cobpanue 3akoHomarenscTBa Poccmiickoit @enepammu, 2012, Ne 1, cr. 126; 2012,
Ne 37, er. 5002; 2013, Ne 16, c1. 1970)



IV. Ilomemenus u obopynoBaHue
JUTS XpaHEHH JIEKApCTBEHHBIX MPEnapaToB

11. CyOpexT oOpamieHuss JIEeKapCTBEHHBIX MpernapaToB Ui OCYIIECTBIICHUS
IEeATEIBHOCTH 110 XPaHEHHUIO JIEKapCTBEHHEIX MPenapaToB JOKEH UMETh He00X0IMMBbIe
noMenieHuss ¥ (WJIM) 30HBL, a Takke O0OpyIHOBaHWE [Js BBINOJIHEHUS OIEpalui
C JIEKapCTBEHHBIMH IIpenapaTaMu, O00ecledYHBaIOIIHEe HMX XpPAaHCHHE B COOTBETCTBHHU
¢ TpeboBaHUAMY Hactoamux [IpaBui.

12. ITomemnenus: A XpaHeHHs JIEKapCTBEHHBIX IpenapaToB IODKHBI 00Nanarh
BMECTHMOCTEIO H OOeclieunBarh Oe30macHOe pasfelibHOe XpaHeHHE M IEepeMELICHHE
JIEKApCTBEHHBIX MPEnapaToB.

13. [noiaap MOMEIIEHHWHA, HWCIOIB3yEMBIX IPONU3BOAMUTENAMH JIEKAPCTBEHHBIX
IpernaparoB U OpPraHW3alMsIMH OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMH IIpelaparaMmi,
JOJDKHA  COOTBETCTBOBaTh O00BEMY XpPaHHMBIX JICKAPCTBEHHBIX IpemnapaToB
¥ COCTaBIATH HE MeHee 150 KB. MeTpOB.

14. TInomans NMOMEUIEHHH, HCIOIB3YEMBIX HMPOU3BOAUTENSIMHU JI€KAPCTBEHHBIX
IpernaparoB W OpraHW3alMsAMH ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMH IIpelapaTaMy,
IO/DKHA OBITH pa3iefieHa Ha 30HBI, NMpeAHa3HAYEHHBIE U BBIIOJHEHHS CIEAYOIIUX
GYHKITUR :

a) MPUEMKH JIEKapCTBEHHBIX MTPEMapaToB;

©) OCHOBHOT'O XpaHEHH JIEKapCTBEHHBIX IIPENapaToB;

B) OKCIIEIUIIHH;

I') XpaHEHHs JIEKaPCTBEHHBIX MTPeNapaToB, TPeOYIOUIMX CelUalbHbIX YCIOBUH;

I) XpaHEHHS BbISBICHHBIX  (QaNlbCHPUIMPOBAHHBIX, HEZOOPOKAYECTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX MPENapaToB;

€) KapaHTHHHOI'O XpaHEeHHU JIEKAPCTBEHHBIX NPENapaToB.

15. [Tnomane moMelIeHU#, UCTONB3yEeMBIX APYTUMH CyObeKTaMH OOpalleHus
JeKapCTBEHHBIX IIPernapaToB, TOJKHA OBITH pa3/ieieHa Ha 30Hbl, MpeqHa3HAaueHHbIE IS
BBHIITOJIHEHHUS CJIeTYFOIIUX (yHKIIHMN:

a) MPUEMKH JIEKAPCTBEHHBIX MTPEHapaToB;

0) XpaHeHHs JIeKapCTBEHHEIX MTPEapaToB, TPeOYIOIUX CIEHUAIbHBIX YCIOBUH;

B) XpaHeHHs] BBIABJICHHBIX (ambCHPUIHPOBAaHHBIX, HENOOpPOKauYeCTBEHHBIX,
KOHTpa(akTHEIX JIEKAPCTBEHHBIX IPENaparoB, a TaKXKe JEeKapCTBEHHBIX IIPenapaTroB
C UCTEKIITUM CPOKOM FOJHOCTH;

I') KAPAaHTHHHOTO XpaHEHHUS JIEKaPCTBEHHBIX IIPENapaToB.

16. ®yuknwm, npexycMoTpeHHble myHKTaMu 14 u 15 Hacrosmux IIpaBui, moryt
BBIMOJIHATHCS B OTIEIBHBIX TOMEII[EHUX.

17. TloMemieHuss ¥ 30HBI, WCIOJb3yeMble Ui XPAaHEHUS JEKapCTBEHHBIX
MpenaparoB, JOJDKHEI OBITH OCBELICHBI.




6

18. Cucrema, 3aMeHsIONIAs pa3feIeHNe 30H XPaHCHUS, B TOM YHCIIE II0CPENCTBOM
3JIEKTPOHHOM 00paboTKM MJaHHBIX, [ODKHA oOOecmeuynBaTh TpeOyeMBId YpOBEHB
0€e30MacHOCTH U OBITh BaJMIUPOBaHA.

19. AAIMMHUCTPATHBHO-OBITOBEIE TIOMEIICHUS OTACISIOTCS OT 30H XPaHEHHs
JIEKapCTBEHHBIX MPETapaToB.

20. B moMeleHusax I XpaHEHHS JIeKapCTBEHHBIX IIPENaparoB 3alpelacTcs
XpaHEeHHEe MHINEBBIX MPOAYKTOB, Ta0auHbIX M3[ENUH, HAIMTKOB, 3a MCKIIOYEHHEM
IUTHEBOM BOMEI, a TAKKE JIEKAPCTBEHHBIX MPENapaToB, MPEIHA3HAYEHHBIX I TMYHOIO
MCIONB30BaHUsA PabOTHHKaMHK CyObeKTa oOpalleHHs TEKapCTBEHHBIX IIPENaparoB.

21. B nomemenusx u (MJIM) 30HAX JOJDKHBI MOIAACPXKHUBATHCS TEMIIEPaTypHEIE
PEXMMBI XpaHEHHs W BIaXHOCTh, COOTBETCTBYIOILUE YCIOBUAM XPaHEHHs, YKa3aHHBIM
B HOPMATHBHOW  JOKYMEHTAl[MM, COCTABIAIOMEH  PETUCTPALMOHHOE  JOCHE
JIEKapCTBEHHOTO  MperapaTta, HWHCTPYKIMH IO MEOULIMHCKOMY IPMMEHEHMIO
JIEKapCTBEHHOTO MPenapaToB U Ha YIAKOBKE JIEKAPCTBEHHOI' O Npenapara.

22. Jlna obecneueHns TpeOyeMbIX YCIOBUA XpaHEHUs JIEKAPCTBEHHBIX
[IpenapaToB B IOMEIIEHHSIX (30HaX), UCHOJb3YEMBIX U1 XPAHEHHUS JIEKAPCTBEHHBIX
[IpernapaToB, MPOU3BOJUTENIMH JICKApCTBEHHBIX IMIPENapaToB MU OpraHu3alldsaMH
ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH IIpelnapaTaMH OCYINECTBIAETCI H3y4YEHHE
pacnpeneeHus TeMIeparyphl (ajiee — TeMIeparypHoe KapTUPOBaHHE).

OGopymoBaHue Il KOHTPOJISE TEMIIEPATyphl pa3MeINaeTcsi B MOMELIeHUs (30Hax)
B COOTBETCTBMHM C pe3yJbTaTaMH TEMIIEPaTypHOro KAapTUPOBAaHM:A, Ha OCHOBaHHHU
IIPOBEJICHHOTO aHAJIN3a U OLIEHKU PUCKOB.

TemneparypHoe KapTHpOBaHHEe HEOOXOIUMO TIOBTOPATE B COOTBETCTBHH
C pe3y/bETaTaMy aHaJIM3a PUCKOB, a TaKXKe IPU U3MEHEHHUAX B KOHCTPYKLUHUU IIOMEIIEHHS
(30H) WK 00OpynOBaHUS JJIsl KOHTPOJIS TEMIIEPATyPBHI.

23. Pe3ynbTaThl TEMIIepaTypHOTO KapTHPOBAHUS PETUCTPHUPYIOTCS
B CIENMANLHOM JKypHaje (KapTe) perucrpaudd Ha OyMaXHOM HOCHTene M (W)
B 3JIEKTPOHHOM BHJIE€ €XKEJHEBHO, B TOM YHCJIE€ B BBIXOAHBIC U IIPA3NHHUYHBIE IHH.
XypHan (kapTa) peructpanuy XpaHUTCS B TE€YEHHE JBYX JIET.

24. CyObekT  oOpalieHdss  JIEKAPCTBEHHBIX  IPENapaToB  pa3pabaTeiBacT
U yTBEPXKIaeT KOMIUIEKC Mep, HAPaBJICHHbIX HA MUHAMH3ALMIO PUCKA KOHTAMHHAIUU
MaTEpUANOB MM JIEKAPCTBEHHBIX IPEnaparoB, MPH YCIOBHU COOJIIOAEHHUS 3aIlUThHI
OT Bo3JielcTBHS (haKTOPOB BHEUIHEH CpebI.

25. [lpouenypsl mo ybopke HmOMELEeHWH (30H) Ay XpaHEHMs JIEKAPCTBEHHBIX
IpEnapaToB IMPOBOAATCS B COOTBETCTBUU CO CTAaHJApTHBIMH OIE€PAllMOHHBIMU
IIPOLIEyPaMH.

Otxenka noMenieHnii (BHyTPEeHHHE TIOBEPXHOCTH CTEH, MOTOJIKOB) AJIs XpaHECHHUS
JIEKapCTBEHHBIX IPENapaToB JMODKHA OMYCKAaTh BO3MOXHOCTh NPOBEACHHUS BIIAXKHON
yOOpKH M HCKIIIOYAaTh HAKOIIJICHUE IIBLIH.
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OGopynoBaHue, WHBEHTaph M MarepHaibl i yOOpKH (OYHCTKM), a TaKke
MOIOILIME M Ae3UHGHUIMPYIOIIME CPEACTBa INOJDKHBl XPaHUTHECS B OTAEIBHBIX 30HAX
(mkadax).

26. ITomernennss 1y XpaHeHMs JIEKAPCTBEHHBIX IIpeNapaToB MOJKHbI OBITH
CIIPOEKTHPOBAaHEl M OCHAIIeHBl TaKuM o00pa3oM, 4dTOObl 00ecHeuuTh 3alUTy
OT IPOHUKHOBEHHUS HACEKOMBIX, TPBI3YHOB MJIM JPYTUX XMBOTHBIX.

27.B noMemienus (30HBI) JUIA XpaHEHUS JIEKapCTBEHHBIX IIPENapaToB
He IOMyCKAIOTCA JIMIA, HE UMEIOIINE paBa JOCTYINa, ONPEAENIEHHOro CTaHIapTHHIMU
ONepanMOHHBIMU MPOIETYPAMHU.

28. IIpou3BOAMTENSIM JIEKAPCTBEHHBIX IIPEMAapaToB M OPraHU3alUsAM ONTOBOM
TOPIrOBJIA JIEKAPCTBEHHBIMH IIPEMapaTaMd HEoOXOIUMO INPeAyCMOTPETh pa3lielieHHue
IIOTOKOB MEPEMEINEHHs JIEKAPCTBEHHBIX MpernapaToB MEXAy IOMEINEHHAMH U (HIIM)
30HaMH JIJIs XpaHeHHUs JIeKapCTBEHHBIX IPenaparos.

29. Cremaxu (mkadsl) AMS XpaHEeHHS JICKAPCTBEHHBIX IPENaparoB JIOJIKHBI
OBITH MAapKHPOBAaHBI, MMETh CTEJUIAXKHBIE KapThl, HAXONALIMECS B BHIUMOH 30HE,
obecreunBarh, MICHTH(QMKAIMIO JIEKAPCTBEHHBIX I[IPENapaTtoB B  COOTBETCTBHH
C MPUMEHIEMOM CYOBeKTOM OOpalleHus JeKapCTBEHHBIX IIPENapaToB CUCTEMOH ydYerTa.
JlomyckaeTcs IpUMEHEHHWEe OJJIEKTPOHHOH cucTeMbl OOpabOTKM HaHHBIX BMECTO
CTEJUTaXHBIX KapT. IIpH HCIIONB30BAaHHH DICKTPOHHOH CHCTEMBI OOpabOTKH HaHHBIX
HoIycKaeTcs uaeHTU(UKAIKs TPU OMOIIHU KOIOB.

30. JIekapcTBEHHEIE TIpenaparsl, B OTHOLIEHUH KOTOPBIX CyOBEKTOM OOpalleHus
JIEKAPCTBEHHEIX IMPENapaToB He MPHHATO pEeIleHWe O AajbHeHIeM OOpalleHHH, UIH
JIEKapCTBEHHbIE IIperaparthl, OOpallleHHe KOTOPBIX HPHOCTAaHOBJIEHO, a TaKxke
BO3BpallleHHbIE CyObeKTy oOpalleHHs JEeKapCTBEHHBIX MPENapaToB JEKapCTBEHHBIE
mpenaparsl JOJDKHBI OBITH TOMEIIEHBl B OTAENBHOE IOMeleHHe (30HYy) MIIM
W30IMPOBAaHEl C IPUMEHEHHEM CHCTEMBI OSJIEKTPOHHOH 0OpabOTKM  JaHHBIX,
obecrieunBaroIell pa3ielcHue.

JlexkapcTBEHHBIE MpenapaThl, B OTHOIICHUH KOTOPBIX CyOBEKTOM oOpalieHus
JIEKapCTBEHHBIX MPENapaToB MPHHATO PEHICHUE O NMPUOCTAHOBJIEHHM IPUMEHEHUs WIH
00 u3bATHH M3 oOpalleHus, a Takke GarbcuUUIPOBaHHBIE, HEAOOPOKAYECTBEHHEIE U
KoHTpahaKTHEIE  JIEKAPCTBEHHbiE  Ipemaparsl  JOJDKHBI ~ OBITh  H30JIMPOBAHEI
¥ pa3sMelIeHE! B CIeNHaIbHO BBIIEJIEHHOM TIOMEIIECHUH (30HE).

TpeanpuHATEle Mephl H30JALMH YKA3aHHBIX JIEKAPCTBEHHBIX IIPEnapaToB
JOJDKHEI TapaHTUPOBATh UCKIIOUYEHHEe X MONafaHus B OOpallleHHE.

31. JlekapCTBEHHBbIE MpemapaThl, MOAJICKAIUE IPEIMETHO-KOTHYECTBEHHOMY
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yuyery’, 3a HCKIIOYCHHEM HAPKOTHYECKMX, IICHXOTPOINHEIX, CHIBHOAEHCTBYIONUIMX
U SAJOBHTHIX JEKApCTBEHHBIX CPEJCTB, XPaHATCS B METANIMYECKUX WM JEPEBIHHBIX
mKkadax, oneyaTeIBAEMBIX HIIH INIOMOUPYEeMBbIX B KOHIIE paboyero JIHS.

32. JlekapcTBeHHBIE Mpemaparhl, COJAEpKAlllie HAapKOTHYECKHE CpPeICTBa
¥ IICUXOTPOIIHEIE BEIIECTBA, JOJDKHBI XPAaHUTHCS B COOTBETCTBUU C 3aKOHOAATEIbCTBOM
Poccuiickoii Peiepalinil 0 HAPKOTHIESCKMX CPEACTBAX U IMCUXOTPOMHBIX BEHIECTBAX.

33. XpaHeHue JeKapCTBEHHBIX MperapaToB, COJEPKaIMX CHIBHOAEHCTBYIOIINE
W SIOBATHE BElECTBA , HAXOAIIUXCA IO KOHTPOJEM B COOTBETCTBHH
MEXIYHApPOIAHBIMA IIPAaBOBRIMH  HOpPMaMM, OCYUIECTBISETCS B  IMOMELICHHUSAX,
000pYNOBaHHBIX HH)XEHEPHBIMU M TEXHUUYECKIMHU CPEICTBAMU OXPAaHbI, AaHATOTHYHEIMH
IPeAyCMOTPEHHBIM I XpaHEHHUs HAPKOTHUYECKHUX U ICHUXOTPOMHBIX JIEKAPCTBEHHBIX
CPEICTB.

34. JlomyckaeTcsl XpaHeHHE B OJHOM TEXHHYECKH YKPEIIEHHOM IOMEIIEeHUN
JIEKapCTBEHHBIX IPemaparoB, MPeIyCMOTPEHHbIX NyHKTOM 32 Hactosmux IIpaemi,
H JIEKApCTBEHHBIX IPENapaToB, COAEPKAIMUX CHIBHOJACHCTBYIOIIUE WM SOOBHTHIE
BemiecTBa. [Ipy O>TOM XpaHeHHE TaKUX JIEKapCTBEHHBIX IPENapaToB JOJDKHO
OCYIIECTBIATECS (B 3aBUCHMOCTH OT O0ObeMa 3amacoB) Ha pa3HBIX MHOJKax ceilda
(MeTannuyeckoro mkada) MIM B pasHBIX cefipax (MeTasnmmyeckux wKadax),
orevyaThIBaeéMbIX WJIH TNIOMOMPYEMBIX B KOHIE paboyero JHs.

35. CybOmekty oOpalleHus JIeKapcTBEHHBIX IpernapaToB HEOOX0AUMO 00eCeUnTh
OXPaHHYIO CHCTEMY, MO3BOJIIOIIYIO MPEIOTBpAaIaTh HEMPaBOMEPHOE MPOHUKHOBEHHE
B JIOOBIE IIOMeIeHHs (30HBI) IJI XpaHEHH JIEKapCTBEHHBIX TPEnapaToB.

36. O6opymoBaHme, OKa3pIBalOllee BIHMSHHE HA XpaHEHUE U (WUIHM) MEPEBO3KY
JIeKapCTBEHHBIX Ipenaparos, JIOJIKHO IPOEKTHPOBATECH, pa3MeInaTsCs
¥ 00CITy)KHBATHCS COMACHO JOKYMEHTAIIMHU IO €r0 MCIOJIb30BAHUIO (IKCILTYaTaluH ).

37. K o00opynoBaHuIO, HCIIOJIB3YEMOMY B MPOIIECCe XpaHEHUS U (UJH) NePEeBO3KH
JIeKApCTBEHHBIX NMPENapaToB, OTHOCSATCS B TOM HUCJIE:

a) CHCTEMBI KOHTUIITAOHAPOBaHU;

0) XoNMoMIIbHBIC KaMephl U (HITH) XOIOMUIBHHKY;

B) OXpaHHas M MOXKapHas CUTHAIM3aIlus;

I') CHCTEMBI KOHTPOJISA IOCTYIa;

1) BEHTHJISILIAOHHAS CUCTEMA;

? Ipuxas Munsapasa Poccun ot 22 ampens 2014 1. Ne 1831 «O6 yTBEpXACHHM NEPEYHs JEKAPCTBEHHBIX CPENCTB IS
MEMUMHCKOTO MPUMEHEHHs, MOMISKALHNX HPEIMETHO-KOIMYECTBEHHOMY YUeTy» (3apeructpupoBaH MHHHCTEPCTBOM
wcetuiud  Poccuiickoii ®enepamun 22 mions 2014 r., peructpaumonHbtii Ne 33210) ¢ m3MEHEHMSMH, BHECEHHBIMM
npukazoM Mumsapasa Poccuu ot 10 centsabps 2015 r. Ne 634H «O BHECEHMH M3MEHEHWH B HEKOTOpDBIE IPHKA3LL
MHuHHCTEPCTBA 3/ipaBOOXpaHeHHs U COLMANLHOrO pasBuTus Poccuiickoit Pdenepauun 1 MuHUCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoit Menepauumn» (3apeructpupoBan MunncrepcreoM rocruin Poccufickoit @enepaunu 30 centabps 2015 r.,
?CFHCTpaHI/IOHHLIﬁ Ne 39063).

IMocranosnenue Ilpasutensctea Poccuiickoit ®enepamuu ot 29 nexabpa 2007 r. Ne 964 «O6 yTBepKICHHH CHUCKOB
CHIBHO/ICHCTBYIONUIMX M SIIOBHTHIX BELIECTB Ui Lenel ctatbu 234 u Apyrux cratedl YromoBHOro kogekca Poccmiickoit
Degepauuy, a TakkKe KPYIMHOrO pasMepa CHIBHOACHCTBYIOIMX BeIECTB MiA wenell cratbu 234 YIONOBHOTO KOoAekca
Poccuiickoii ®emepauumn» (Cobpanne 3akoHomarenscrBa Poccuiickoii ®enepauym, 2008, Ne 2, ct. 89; 2010, Ne 28, ct.
3703; 2012, Ne 10, ct. 1232; 2012, Ne 41, cr. 5625; 2013, Ne 6, cr. 558; Ne 9, ct. 953; N 45, cr. 5831).
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€) TEPMOTHTPOMETPHI (IICHXPOMETPHI) MM HHOE OOOpYyIOBaHHE, HMCIIONB3yeMOe
1T PETUCTPALIMN TEMIIEPATYPHI H BIAKHOCTH.

38. ObopynoBanne, OTHOCAINEeCs K CpelcTBaM W3MepeHud, 10 BBOAA
B JKCIUTyaTalldIO, a TaKXXe IMOCJe PEeMOHTa IMOMJIE)XUT IEPBHYHON MOBepke W (MJIH)
KaJHOpoBKe, a B IpolEecce OKCIUTyaTallud — MEpPUOAMYECKON moBepke u (W)
KaTUOpOBKE B COOTBETCTBHMH C TpeOOBaHHAMH 3aKOHOJAATENbCTBA Poccuiickoi
®deneparuu 06 obecrniedeHUH eTUHCTBA 1/13mepeHm714.

39. PeMonT, TexHHM4Yeckoe oOcHyXHWBaHHe, TOBepKka W (WiIHM) KanuOpoBKa
000pYIOBaHHUS MOJIKHBI OCYIIECTBIATHCA B COOTBETCTBHU C YTBEPKIAEMBIM ILIAHOM-
rpadukoM, TakuM 00pa3oM, UTOOBI KadecTBO JIEKAPCTBEHHBIX IMPENaparoB
HE MOJIBEPraJloCh HETAaTHBHOMY BO3AECHCTBHIO.

40. Ha BpemMs peMOHTa, TEXHHYECKOTO OOCTY)XHBaHHs, IOBEPKH M (WJH)
KaJHuOpOBKH OOOPYIOBaHHS W CPEACTB M3MEPEHUs HODKHBI OBITh HPUHSATHL MEPEHI,
obecrnieunBaronie TpedyeMble YCIOBHS XpPaHEHUs JIEKAPCTBEHHBIX MPENapaToB.

PemoHT, TexHHMueckoe oOOCHy)KHBaHWe, TiOBepKka M (WiM) KaamOpoBKa
00OpyIOBaHUS W CPEACTB H3MEPEHHs JOJDKHBI OBITh COOTBETCTBYIOIIMM 00pa3zom
OTpaXeHBl B JOKYMEHTaX, KOTOpBIE apXMBHPYIOTCS M XpaHATCA B COOTBETCTBHH
¢ 3aKOHOAATebCTBOM Poccmiickoii Denepanuu 06 apXHUBHOM JIETIE.

V. JIOKyMEHTBI 10 XpaHEHUIO
U TIEpEeBO3Ke JIEKapCTBEHHBIX IPENapaToB

41. JlIokyMEHTHI 1I0 XpaHEHWIO W (WJIH) TMepeBo3Ke JIEKApCTBEHHBIX IMpEnapaTos,
ONACBHIBAIOIIAM JEWUCTBHUS, BBIIOJHSAEMBIE CYyOBEKTOM OOpalleHus JeKapCTBEHHBIX
IpernaparoB, HampaBlieHHble Ha coOmomeHue TpeOoBaHWUHM, YCTaHOBJIEHHBIX
HactosmuMu [IpaBuiiaMu, BKIIOYAIOT B TOM YHCIIE CTaHAApPTHHIE ONEpallUOHHBIE
POLEAYPHI, UHCTPYKUUH, JOTOBOPHI, OTYETHI.

ConmepxaHde  JOKYMEHTOB  JIOJDKHO  OBITh ~ TOHSTHBIM, ONHO3HAYHEIM,
HE JOIYCKAaIOIUM ABYCMBICIEHHBIX TOJTKOBaHUH.

42. Cpok  XpaHeHHUs  JOKYMEHTOB  OMNpeJeNsierci B COOTBETCTBHH
¢ TpeboBaHUAMH 3aKOHONMaTeNbCcTBa Poccuiickoil @eneparyin 06 apXUBHOM JIETE.

43. Ilepconan pomxeH OBITH O3HAKOMJIEH W HMETh JOCTYNl K [IOKyMEHTaM,
HEOOXOIMMEBIM JJIS1 UCTIOJIHEHHS JOHKHOCTHBIX 00s13aHHOCTEH.

VI. JleiictBusa cyObexTa oOparneHus
JIEeKapCTBEHHBIX MPenapaToB M0 XpaHEHHUIO U IePeBO3Ke

44. Bce peiictBus cyOpekra oOpallleHHs  JIEKapCTBEHHBIX IIpenapaToB
M0 XpaHEHHUIO W (W) TIepeBO3Ke JIeKapCTBEHHBIX MPENapaToB OCYIIECTBIAIOTCA TaKUM

* Craren 13 u 18 denepanpHoro 3akona or 26 monsa 2008 r. Ne 102-®3 «O6 obecrieyeHNH €IWHCTBA U3MEPESHUI»
(CoGpanue 3akonoxarensctea Poccuiickoit @enepaunn 2008, Ne 26, cr. 3021; 2014, Ne 26, ct. 3366; Ne 30, ct. 4255).
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0o0pa3oM, 4TOOBI HMACHTUYHOCTh M KA4E€CTBEHHBIE XapaKTEPUCTUKH JI€KapCTBEHHBIX
IpenapaToB He ObUTM yTpadeHbl M COOMIONANNCh YCIOBUS HX XpaHEHHs, YKa3aHHBIE
B MHCTPYKIHH IO MEJULNHCKOMY NIpPHUMEHEHHI0O M Ha YIMAaKOBKE JIEKApCTBEHHOTO
npemnapara.

45. CyOpexToM oOpalleHusl JIeKapCTBEHHBIX NperapaToB NPUHUMAIOTCS MEPBI
IJI1 MUHMMU3AIUH DHUCKA NPOHUKHOBEHHS (anbCU(UIMPOBAHHEIX, KOHTpa(aKTHEIX,
HeZ0OpoKa4eCTBEHHBIX JIEKAPCTBEHHEBIX [IPenaparoB B OOpalleHHe.

46. B mpolecce NpHEMKH JICKAPCTBEHHBIX IMPENapaToB pabOTHUKAMH CyOheKTa
oOpallleHus] JIeKapCTBEHHBIX IIPENapaToB OCYILIECTBIISETCS IIPOBEPKA COOTBETCTBHS
IPUHMMAEMBIX JIEKAPCTBEHHBIX IpENapaToB TOBAPOCONPOBOAUTENBHON HOKYMEHTAIIUH
II0 aCCOPTUMEHTY, KOJIMYECTBY H KadeCTBY, COOJIOJECHHUIO CIICHUAIBHBIX YCIOBHIA
XpaHeHHs (IIpM HAIMYUM Takoro TpeOOBaHHMsS B HOPMATHBHOW [OKYMEHTALUH
HA JIEKAPCTBEHHBIN Nperapar), a TakKe HAJMYUIO IIOBPEXISHUH TPAHCITOPTHOM Tapkhl.

47. JlexapcTBeHHBIE IIperapaTsl HEOOXOOUMO XpaHHUTh C y4eToM TpeGOBaHHM,
HOpMaTHBHOM JOKYMEHTallWH, COCTaBIISIONIEH perucTpalrioHHoe J0ChE
Ha JIEKapCTBEHHBIM Ipenapar, WHCTPYKIHH [0 MEIWIHMHCKOMY NPHUMEHEHHUIO,
uH(pOpMaLuH, coAep)Kallelicss Ha IepBUYHOM ¥ (WJIHM) BTOPHYHOM YIIaKOBKE
JIEKapCTBEHHOI'0 IIpernapaTta, TpaHCIOPTHOW Tape, a TakXe B COOTBETCTBHH
¢ TpeOOBaHUAMH, YCTaHOBJIEHHBIMH HacTosIIMMH [IpaBuiiamy.

48. JlexapcTBeHHBIE IIpenapaTbl JOJDKHBl  pa3MEINaThCs Ha  CTeJIaKax
(B mxadax) mim Ha NoOATOBapHHKax (moxmoHax). He momyckaercs pasmelneHue
JIEKapCTBEHHBIX IIperapaToB Ha noiy 6e3 nognoHa. [loanoHe! MoryT pacmonaratscs Ha
IOy B OOUH psAJ WM Ha CTeJUIa)kaxX B HECKOJIBKO SPYCOB B 3aBHCHMOCTH OT BBICOTEHI
cremnaxa. He nomyckaercs pasMellieHue HOJIOHOB C JIEKAPCTBEHHBIMH TNpenapaTaMH
B HECKOJIBKO PALOB 110 BhICOTE 0€3 HCIIOIb30BaHUs CTEIIaXKEH.

49. JlekapcTBEHHBIE NpenapaThl pa3MeNaloT B MOMELCHUAX W (HJIH) 30HaX IJIs
XPpaHEHHs JIEKapCTBEHHBIX NPEapaToB B COOTBETCTBHH C TPeOOBaHUIMH HOPMATHBHORH
JOKyMEHTanuyM W (Wix) TpeOOBaHUSMH, yKa3aHHBIMH Ha YHAaKOBKe JIEKapCTBEHHOTO
npemnapara, C yueToM:

a) GU3NKO-XMMHYECKUX CBONCTB JIEKAPCTBEHHBIX MPENapaToB;

0) dpapMakoIOrHYecKuX IPyIII;

B) crioco0a BBEJIEHN JIEKAPCTBEHHBIX MPENapaToB.

IIpu pa3MeleHUU JeKapCTBEHHBIX MPENapaToB B MOMEIIEHHAX U (MIH) 30HAX JJIs
XpaHEHHUs JICKapCTBEHHBIX IIPENapaToB JOIMYCKAeTCs HCIOJb30BaHHE KOMITBIOTEPHBIX
TEXHOJOTH (110 ayi)aBUTHOMY NPUHIIMITY, IO KOAaM).

50. B cmygae OTCYyTCTBHSI BO3MOXKHOCTH COOJIIOICHHS YCIOBHM XpaHEHHS

B IIpoliecce NPUEMKH JIEKApCTBEHHBIE NIpenapaTsl, TpeOyroye crenuaibHbIX YCIOBHI
XpaHeHHss M Mep 0e30MacHOCTH, IIOC/Ie BHIITOJHEHHS HEOOXOIMMBIX IPOBEPOYHBIX
MEPOIIPUATUN INEPEMEIAlOTC B COOTBETCTBYIOIIEE MMOMEILEHHE HIIH 30HY XpPaHEHUS
C yueToM TpeboBaHUI cTaHAAPTHOH ONepallMOHHOMN MPOLIEAYPHI.
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51. XpaHeHne OrHeomacHBIX M B3PHIBOOMACHBIX JIEKAPCTBEHHBIX IMpENapaToB
OCYIIECTBIISETCSA BAAIM OT OTHS M OTONMHTENBHBIX MpubopoB. HeobxoaumMo HCKIIOUNTE
MEXaHMYeCKoe BO3JeiCTBUE Ha OrHEOMacHble M B3PHIBOOMACHBIE JICKAPCTBEHHBIE
mpemnaparsl, B TOM YUCJIE BO3IEUCTBUE MPSMBIX COIHEYHBIX JIy4e# B y1aphl.

52. JlekapcTBeHHBIE Mpemnaparhl, TpeOylolye 3alluThl OT BO3IEHCTBUSA CBETa,
IOOJDKHBI XpaHHUTBCA B IOMEIICHHAX WM CIeNHaJbHO OOOpYNOBaHHBIX 30HAX,
obecreynBarOIIUX 3alIUTy OT MOMAJaHUs Ha yKa3aHHBIE JIEKAPCTBEHHBIC Ipernaparhbl
NPSMBIX COJTHEYHBIX JIyYEH.

53. Onepanuu c JieKapCTBEHHBIMU TpernapaTaMy, OCYLIECTBISEMBIE B CKIAACKUX
TIOMEMIEHHUAX, U IIepeBO3Ka JIEKAPCTBEHHBIX MPETapaTOB BEITOIHAIOTCS C COOIOIEHNEM
TpeOOBaHMiA, ycTaHOBICHHBIX HacTosmuMu [IpaBuiiamu, a Takke Mep 6€30MacHOCTH.

54. Otrpy3ka JeKapcTBEHHBIX NpPENapaToB IPOU3BOAUTENSIMH JIEKAPCTBEHHBIX
mpenapaToB W OpraHU3alMsAMH OINTOBOM TOPI'OBJIM JIEKAPCTBEHHBIMH IIpenapaTaMu
OpraHu3yeTcs TaKUM 00pa3oM, UYTOOBI JIEKAPCTBEHHBIE MPENapaThl C MEHBIIMM CPOKOM
TOJJHOCTH OTIyCKAJIMCh B IIEPBYIO OYEPENb.

55. JlekapcTBeHHBIE MNpemapaThl, IpPeJHA3HAYECHHbIE I  YHUYTOXKECHUS,
B COOTBETCTBMHM CO CTaHJApTHBIMU OIEpPAlHOHHBIMH MPOLEAypPaMH HOJIKHBI OBITh
MapKHUpOBaHbl W H30JHPOBaHBl OT JIEKAPCTBEHHBIX MPENapaToB, NOMYIIEHHBIX
K 0OpalleHuro.

VII. IlepeBo3ka neKapCTBEHHBIX IIPENapaToB

56. CyOpekt oOpameHuss JIEKapCTBEHHBIX MPENaparoB IMpH IOATOTOBKE
K TIepeBO3Ke JICKapCTBEHHBIX MpenapaToB 00eCIevYnBaeT COrJIaCOBAaHUE C MOIydaTeaeM
JIEKapCTBEHHBIX  IPENapaTOB  OCTATOYHBIX CPOKOB TOJHOCTH  IOCTaBISEMBIX
JIeKapCTBEHHBIX MPENapaToB.

57. IlepeBo3Ka JIEKApPCTBEHHBIX IPENApaTOB COIPOBOXKIACTCA JTOKYMEHTaAMH
B COOTBETCTBHH C TpeOOBaHUAMH 3aKOHOAaTeNbCTBa Pocculickoit denepaunu.

58. MadopMaius 0 mepeBO3Ke  JIEKAPCTBEHHBIX  IpenaparoB  JODKHA
buKCHpPOBaTBC CyOBEKTOM OOpamIeHHus JIEKapCTBEHHBIX IPENapaToB TaKUM 00pa3oM,
4TOOBI 00ECTIEUUTh KOHTPOJIb UX MepEMELEHUS.

59.B nmnpomecce TmepeBO3KH JIEKAPCTBEHHBIX IIpeNnaparoB  HE3aBHCHMO
OT ee cmocoba cyObeKTOM OOpalieHHs JIeKapCTBEHHBIX IMPEnapaToB TOJDKHA
o0ecIeYnBaThC BO3MOXKHOCTL MOATBEP)KACHUS KauecTBa, MOMIMHHOCTH U 1IETOCTHOCTH
JIEKApCTBEHHBIX IIPENapaToB.

60. [InanrpoBanue MIepPEBO3KHU JICKApPCTBEHHBIX  IIpernaparoB JOIKHO
OCyIIECTBIIIEeTC CYObeKTOM OOpaleHus JIeKapCTBEHHBIX IPenaparoB Ha OCHOBAHHU
MPOBEIEHHOT'0 aHAJIM3a U OLEHKH BO3MOXKHBIX PUCKOB.

61. MadbopManus O BBIABIEHHBIX CYOBEKTOM OOpalleHus JIeKapCTBEHHBIX
IpernapartoB B Ipolecce MEPEeBO3KH JIEKAPCTBEHHOTO Mpenapara Ciaydasx HapyLICHUs
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TEMIICPATYPHOTO peXHMa XpaHeHWss M (WIM) IOBPEXKIEHHS YIIAKOBKH IOBOIUTCS
CyOBEKTOM O0pallleHHs IEKAPCTBEHHBIX TIPENaparoB A0 OTMPaBUTENs U () TOJTyYaTeis
JIEKapCTBEHHBIX ITPETapaToB.

lo 3anpocy momyuarens JeKapcTBEHHBIX IpPENapatoB CyOBEKTOM oOOpaIieHus
JICKapCTBEHHBIX MPErapaToB JODKHBI OBITH NPENOCTAaBIEHE! CBEACHUS O COOMIONEHHH
TEeMIIEPATYPHOTO PEKMMA IIPH MEPEBO3KE JIEKAPCTBEHHBIX MPENAPATOB.

62. [ TepeBO3KH JIEKAPCTBEHHBIX IIPENapaTtoB HCHOB3YIOTCS TPAaHCIIOPTHBIE
CpezcTBa U 000pyRoBaHKe, 00ecTieunBarolIie COOMIOEHHE X KauecTBa, 3 {eKTHBHOCTH
1 6e30macHOCTH.

Ilpy mepeBo3Ke TepPMONAOMIIBHEIX JIEKAPCTBEHHBIX MPENApaToB HCIONB3YETCs
CICLMANIM3HUPOBAHHOE  000pyAOBaHKe, obecleynBaolliee MOAIEPKaHHE TpebyeMbIX
TEeMIIEPATYPHBIX PEKHMOB XPaHEHHS JIEKAPCTBEHHBIX MIPEMapaToB.

63. Xnanoo/eMeHTsl B M30TEPMHYECKMX KOHTEHHEpaX pasMeIalOTCs TakhM
00pa3soM, 4TGB! OTCYTCTBOBAI PAMOM KOHTAKT C JIEKAPCTBEHHBIMH TPETIapaTaMH.

IIoBTOpHOE HCTIONB30BAHMS HENOCTATOYHO OXJIAXKACHHBIX U (M) MOBPEXKICHHBIX
XJIaZI03NIEMEHTOB HE IOy CKAETCH.

PykoBonurens cyGbekTa oOpallieHHs JIEKAPCTBEHHBIX IIPENapaToB 0GeCeYnBaeT
NPOBEACHHE HHCTPYKTXa O MOPSAKE TNOATOTOBKH M30TEPMHYECKHX KOHTEHHEPOB
K IIEPEBO3KE JIEKAPCTBEHHBIX IIPENapaToB (C y4ETOM CE30HHBIX OCOGEHHOCTEN), a TakxKe
O BO3MOXXHOCTH ITOBTOPHOTO HCIIONIB30BAHMS XJIa03JIEMEHTOB.

64. ObopynoBaHve, YCTaHOBJIGHHOE BHYTPH TPAHCIIOPTHOTO CpPEACTBA HIIA
B KOHTEHHepe, HCIIONb3yeMOe i KOHTPONS M MOINEP)KAHHS TEMIIEPATyPHOTO PEeXHUMa
B IIpoLiecCe IIEPEBO3KH JIEKAPCTBEHHBIX IIPEIapaToB, OTHOCSIIEECS B COOTBETCTBHH
C TpeOOBaHMAMH 3aKOHOZATenbCcTBA Poccuiickoii ®Pemepannn 06 obecreveHun
CIIMHCTBA W3MEPCHU K CPENCTBAM M3MEPEHMH, MO BBOJA B OKCILTYATALHIO, a TAKXKe
IOCJIe PEMOHTA IONIEXUT NEePBUYHOW ITOBEpKe M (WIHM) KaIHOpOBKe, a B IpOIECcCe
3KCITyaTallid — MEepPHOTUYECKONW IOBepke M (WIH) KaIUOpOBKE B COOTBETCTBHH
C TpeOOBaHMAMH 3aKOHOJATeNbCcTBA Poccuiickoii Deneparmuu o6 obecreyeHun
€IMHCTBA U3MEPECHUH.

65. JlekapcTBeHHble  NpemapaTsl  JOCTABISIOTCS 10 aipecy, yKa3saHHOMY
B TOBAPOCOITPOBOMUTENBHBIX JOKYMEHTAX.

66. OTBeTCTBEHHOCTh 33  cobmrofieHHe TpeGoBaHMM — HacTosmmx  IlpaBun
MpY MEPEBO3KE JICKAPCTBEHHBIX IMPEMapaToB BO3NAraeTcs Ha CyGheKT obpaleHus
JIEKapCTBEHHBIX IIPenaparoB.

67. B cmydasx, Korma TepeBO3Ka CONPOBOXKAACTCS OIEpALMsIMH 110 PasTpy3Ke H
00paTHOM 3arpy3ke HJIM BKIIOYAeT B ce0sl TPAH3UTHOE XPAHEHHE, COOMIONAIOTCS YCIOBHSL
XpaHeHHs{ B INOMCIICHHIX M oOecreyeHHe O€30IMacHOCTM HA TPAH3MTHBIX CKIAJaX,
KOTOpBIE ~ ONpEZCTEHBl  JOTOBOPDHBHIMHM  OTHOIEHHSMH  MEXAY  OTIPaBUTEIEM
¥ TPAHCTIOPTHOM KOMITaHWeH, HacTosmumH [IpaBriamu ¥ 3aKoHOMaTenbCTBOM Poccuiickoit
Oenepanyu.
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VIIL. Tapa, ynakopka
¥ MapKHpPOBKa JIGKAPCTBEHHBIX IPEMApPaTOB

68. JlekapcTBeHHBIE IIpenaparhl MEPeBO3ATCS B TPAHCIOPTHOH Tape, KOTOpas
HE OKasplBa€T OTPHULATEIBHOTO BIHUSHHS Ha HMX KavecTBO, 3((HEeKTUBHOCTH
n Oe3omacHOCTH M oOOecHeudMBacT HAAEKHYIO 3alUTy OT BO3IeHCTBHSA (PAKTOPOB
BHEUIHEN Cpelibl.

69. Beibop cybpexTtoM oOOpalneHus JeKapcCTBEHHBIX IPENaparoB TPaHCIOPTHOM
Taphbl, YIIAKOBKY OCHOBHIBACTCS Ha!

a) yCTAHOBJICHHBIX ~ TPeOOBaHHMAX K YCIOBUSAM XpaHEHHMS M  IIEPEBO3KH
JNeKapCTBEHHBIX [PENapaToB’;

6) obbeMe, HEOOXOTUMOM IS pa3MeeH s JIEKAPCTBEHHEIX IIPENApaToB;

B) KoJIeOaHUSIX TEMIIEPATYPhl OKPYXKAIOIEH Cpeb!;

I) JNMTENTHHOCTH MEPeBO3KH, BKIIOYAas BO3MOXHOE IIPOMEXYTOYHOE XPAHEHHE
JIEKapCTBEHHBIX MPETIapaToB.

70. TpancropTHast Tapa C JIEKapCTBEHHBIMH IIperaparaMd B NPOLECCE IPHEMKH
JIEKAPCTBEHHBIX IIPENapaTroB Iepe] IepeMElIeHHeM B TOMelleHus H (WJIH) 30HY
XpaHeHHs JOJKHA OBITh OYMIIEHA OT BU3YaJIbHOTO 3arps3HeHus (IIpH HEOOXOAUMOCTH ).

71.Ha TpaHcmopTHyIO Tapy, KOTOpas He mNpemHa3Ha4yeHa Ui IOoTpeOuTenei
U B KOTOPYIO IIOMEIIEHBI JICKAPCTBEHHBIE MpenapaThl, JOJKHA HAHOCUTHCS HH(OpMAIus
O HAWMEHOBAHWM, CEPUU JIEKApPCTBEHHBIX IIPENapaToB, JaTe BBITYCKA, KOJIMYECTBE
BTOPHUYHBIX (IOTPEOUTEIHCKHAX) YIMAKOBOK JIEKAPCTBEHHBIX IPENApaToB, IPOU3BOIMTETIE
JIEKAPCTBEHHBIX MPENapaToB C yKa3aHWeM HAWMEHOBAHWH M MeCTOHaXOXIeHus (ampec)
IPOM3BOJHUTEIIA JISKAPCTBEHHBIX MPENapaToB, a TAKKE O CPOKE FOAHOCTH JIEKAPCTBEHHBIX
npernapatoB M 00  yCIOBHAX HMX XpaHEHHS W [EPEBO3KH, HEOOXOAUMBIE
HpeaynpenuTeabHble HaAUCH U MaHUITY IATOPHEIE 3HAKH.

5 Tynkr 18 crateu 5 MenepansHOro 3aKoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpalieHHN TeKapCTBEHHBIX CPEACTBY
{Cobpanne 3axoHomarensctBa Poccuiickoit ®emepamuu, 2010, Ne 16, cr. 1815; 2012, Ne26, ct. 3446; 2014, Ne 52,
cT. 7540; 2015, Ne 29, cr. 4367), mommynkr 5.2.171 Ilonoxkenus o MuUHHCTEPCTBE 3ApaBOOXpaHeHHs Poccuifckoii
®enepauuy, YTBEPKACHHOTO mocTaHoBieHHeM [IpaBurtenscrtBa Poccuitckoit ®emepanun or 19 mons 2012 r. Ne 608
(Cobpanme 3akoHopmarenbcTBa Poccuifickoit ®enepaumy, 2012, Ne26, cr. 3526; 2013, Ne 16, cr. 1970; Ne 20,
CT. 2477; Ne 22, ct. 2812; Ne 45, cr. 5822; 2014, Ne 12, cr. 1296; Ne 26, cr. 3577; Ne 30, ct. 4307; Ne 37, c1. 4969; 2015,
Ne 2, cr. 491; Ne 12, c1. 1763; Ne 23, ct. 3333; 2016, Ne 2, cr. 325; Ne 9, cr. 1268; Ne 27 cT. 4497; Ne 28, c1. 4741; Ne 34,
cT. 5255).



