3apeructpupoBano B Muntocte Poccun 9 suBapst 2017 r. N 45112

MWHUCTEPCTBO 31IPABOOXPAHEHUA POCCUNCKOWU ®EQEPALIUU

NMPUKA3
ot 31 aBrycta 2016 r. N 646H

5 Ob YTBEPXAEHUU NMPABWUI
HAONEXALLEW NPAKTUKN XPAHEHUA U NMEPEBO3KU NNEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA

B cooterctBuu ¢ nmynkrom 18 crareu 5 denepanbroro 3akona ot 12 anpens 2010 r. N 61-®3 "O6
oOpanieHuu jekapcTBeHHbIX cpenactB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepanmu, 2010, N
16, ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, ct. 7540; 2015, N 29, c1. 4367) u
noanyHktom 5.2.171 Ilonoxenus o MuHucTtepcTBe 3apaBooxpaHeHus Poccuiickoit ®enepanuu,
YTBEPKACHHOIO noctaHoBieHueM [IpaButenbcrBa Poccuiickoit @enepanuu ot 19 utona 2012 r. N 608
(CobOpanue 3akonomarenscTBa Poccutickoit @eneparuu, 2012, N 26, cr. 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, cT1. 3333; 2016, N 2, c1. 325; N 9, cT1. 1268; N 27 cT.
4497; N 28, ct. 4741; N 34, cT. 5255), npuka3biBaio:

1. VYTBepmute mnpunaraemeie [IpaBuna Hajexamieidl MNPaKTUKA XpaHEHUS U TEPEBO3KH
JIEKApCTBEHHBIX MIPETMapaToB AJIsi MEIUIIMHCKOTO TPUMEHEHUSI.

2. Hactosmuii npuka3s BcTynaet B cuily ¢ 1 mapra 2017 rona.

Bpuo Munucrpa
N.H.KATPAMAHSH

YTBEpKACHBI

IpHKa3oM MHHHCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 31 aBrycra 2016 r. N 646H

5 NMPABUJIA
HAONEXALLEW NMPAKTUKUA XPAHEHUA U NMEPEBO3KWU JIEKAPCTBEHHbIX
NPEMAPATOB ANA MEANLUMHCKOIO NPUMEHEHUA

1. O0wue nmonoxeHus

1. Hacrosmue IIpaBuna Haanmexameld TMPaKTUKA XPaHEHHS M TIEPEBO3KH JIEKapCTBEHHBIX
npemnaparoB Ajad MCAUOHWHCKOIO ITPHUMCHCHUA (zlanee COOTBETCTBCHHO - HpaBHna, JICKApCTBCHHBIC
mpemapaThl) YCTaHABIMBAIOT TPEOOBAHHUS K YCIOBUSM XpaHEHHs W TEPEBO3KU JIEKAaPCTBEHHBIX
npenaparoB, HEOOXOAUMBIM JJisi  oOecreueHuss KadecTBa, Oe3omacHOCTH U A()PEKTUBHOCTH
JICKapCTBEHHBIX IPEnapaToB, a TAKKe MUHHUMHU3AIMH PHUCKA MPOHUKHOBEHUS (PaabCHPHUIUPOBAHHBIX,
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HET00pPOKAaYeCTBEHHBIX, KOHTPa(aKTHBIX JEKAPCTBEHHBIX MPENapaToB B TPXKAAHCKUNA 000POT.

2. Hacrosimme [IpaBmiia pacrpOoCTpaHSIOTCS Ha TPOM3BOIUTENCH JIEKAPCTBEHHBIX IPENapaTos,
OpraHM3aliii  ONTOBOM TOPTOBIM JICKAPCTBCHHBIMH  MpenaparaMu, anTeYHble OpraHU3aIuw,
WH/IMBUYAIBHBIX TPEINPUHUMATEICH, MMEIONIMX JIMICH3UI0 Ha (apMalleBTUYCCKYIO NESTEIBHOCTD,
MEIWIIMHCKUE OpraHu3alid W UX 000COOJICHHBIC Mojapa3feieHus (amOynaTtopuu, (enpaimepckue u
(dhenpamepcKo-akyepcKue MyHKThI, EHTPhI (OTIAeNeHus1) 001eid BpauyeOHON (CEeMEWHOM) MPaKTHUKH),
PacToJIOKEHHBIC B CEIBCKUX HACEICHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT alT€YHBIE OPTaHU3AINH
(manee - cyOBEKTHI OOpaIeHHS JICKAPCTBEHHBIX MTPENapaToB).

II. Cucrema obecrieueHus: KauecTBa XpaHEHHsI U IEPEBO3KU
JIEKapCTBEHHBIX IIPENapaToB

3. PykoBomuTenb cyObeKkTa OOpamieHHs JICKAPCTBEHHBIX MPEMapaToB OOCCIICUMBACT pPeaTH3aIUio
KOMILJIEKCa Mep, HalpaBJICHHBIX Ha COOJIOCHUE ero pabOTHUKAMK HacTosAMX [IpaBui npu XpaHeHUH U
(vn) TIepeBO3Ke JIGKAPCTBEHHBIX NPENapaToB (fajiee - CUCTeMa KavyecTBa), TIOCPEICTBOM yTBEPKIACHHS
JOKYMEHTOB, B KOTOPBIX PErJIAMEHTUPYIOTCS B TOM YHUCIIC TIOPSIIOK COBEPILCHUS pAOOTHUKAMHU JICHCTBUI
IIPU OCYILLECTBICHUN XPaHEHUs U (WJIK) EepeBO3KE JIEKaPCTBEHHBIX MPENapaToB, MOPSIA0K 00CTyKUBAHUS
U TIOBEPKH U3MEPUTEIILHBIX NPUOOPOB W 00OpYyIOBaHUs, BEJCHUE 3aIMCCH, OTUYETOB U UX XPaHEHHE,
MpUEeM, TPAHCIIOPTUPOBKA, pPa3MEIICHHWE JICKAPCTBEHHBIX TpENaparoB (Iajsee - CTaHJIApTHBIC
OTIEPALMOHHBIC MPOIEAYPHI), ¥ OpPraHU3aIMA KOHTPOJIS 3a COOJIIOJICHUEM CTaHIAPTHBIX ONEPAIMOHHBIX
poIeTyp.

4. CucremMa KadyecTBa JOJDKHA rapaHTUpOBaTh, YTO!:

a) TepeMelIeHue JICKapCTBEHHBIX IPErapaToB MEeXIy cyObeKkTamu OOpamieHHs JeKapCTBEHHBIX
MpernapaToB, B TOM YHWCJIE€ BHYTPU KOHKPETHOro cyOBekTa oOpallieHus JeKapCTBEHHBIX MpernapaTos,
oOecrieunBaeT XpaHeHue M (W) MePeBO3KY € COOTI0IEHUEM TPeOOBaHUHM, YCTAHOBIICHHBIX HACTOSITUMU
[IpaBunamuy;

0) onpeneneHa OTBETCTBEHHOCTh PAOOTHUKOB CYyObEKTa 0OpaIlleHHsl JIEKAPCTBEHHBIX MPENapaToB 3a
HapyleHue TpeOOBaHMU, YCTaHOBJIECHHBIX HacToAMMHU IlpaBmiamu, W CTaHAAPTHBIX OIEPALMOHHBIX
[IpoLeayp;

B) JICKAPCTBCHHBIC IPLCIIapaThl JOCTABIAKOTCA CY6’BeKTOM O6paH_IeHI/I$I JICKApCTBCHHBIX IIPEIIapaTOB
B COTJIACOBAaHHEBIA C moJIydaTreJieM JICKAPCTBCHHBIX IIPCIapaToB IMIEPHUOA BPEMCHHU C CO6J'IIO)1€HI/IGM
Tpe60BaHPII>i, YCTAHOBJICHHBIX HACTOAIIUMU HpaBI/IJ'IaMI/I;

r) JOKyMEHTaJbHOe O(OpMIICHHE JEUCTBUH, yKa3aHHBIX B TiiaBe VI wacrosmmx IlpaBwn, u
JOCTUTHYTBIX PE3YJIBTATOB OCYILUECTBIIETCS B XOJ€ BBIIIOJHECHUSA WIM HEIOCPEACTBEHHO II0CIIE
3aBEPIICHUS] COOTBETCTBYIOIINX ACHCTBUM;

J) B OTHOIIEHUM Ka)XJI0OT0 HapylIeHHs TpeOOBaHMM, yCTAaHOBIEHHBIX HacTosumMMu I[IpaBuiamu,
CTaHJIAPTHBIMU ONEPALlMOHHBIMU MPOLIEypaMH, IPOBOJAUTCS BHYTPEHHSISI IPOBEPKA U pa3padaThIBalOTCS
KOPPEKTUPYIOIINE IEHUCTBHS C LIEJIBIO YCTPAHEHUS BBISBIICHHBIX HAPYILICHUM.

5. PykoBoauteneMm cyObekTa oOpallleHus JEKapCTBEHHBIX IpernapaToB C y4eToM TpeboBaHUM
TPYIOBOrO 3akoHojaTenbcTBa Poccuiickoil denepanny M HMHBIX HOPMATHUBHBIX IIPAaBOBBIX aKTOB,
COJIEpKALIMX HOPMBI TPYIOBOIO IIPAaBa, HA3HAYAETCS JIUI0, OTBETCTBEHHOE 33 BHEJPEHUE U 00ecrieueHue
CHUCTCMBbI KaUCCTBA, OCYHICCTBJIAIONICC MOHUTOPUHT B(I)q)eICTI/IBHOCTI/I CHUCTCMBbI KaUCCTBA U AKTyaJIU3alluO
CTaHJAPTHBIX ONEPALMOHHBIX IPOLELYp (Aajee - OTBETCTBEHHOE JIMUILIO).



6. JleATenbHOCTh MO XpaHEHUIO M (WJIM) NEPEBO3KE JIEKAPCTBEHHBIX IMPENaparoB, IeperaHHas
IIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX MpENapaToB WIM OpraHU3alueil ONTOBOM TOProBIM JIEKAPCTBEHHBIMU
npenaparaMu  JUisi  OCYIIECTBJICHHMSI Jpyro (CTOpOHHEH) opraHu3anuu (Jajee - ayTCOpPCHHT),
OIpEJIeIIAETCsl, COINIACOBBIBAETCS U KOHTPOJIMPYETCSl BO M30€KaHUEe pa3HOUYTEHUH, CLIOCOOHBIX IPUBECTH
K HEYJOBJIETBOPUTEILHOMY KaueCTBY JIEKAPCTBEHHBIX MPEMAPATOB MM BHIIOIHIEMbIX Pa0oOT.

JloroBop, Mo KOTOPOMY OCYIIIECTBIISIETCS Ilepeaya AesiTeIbHOCTH Ha ayTCOPCUHT (J1ajee - JOroBOp
ayTCOPCHHTA), 3aKIIOYACTCS C yKa3aHUEM OOS3aHHOCTEH KaKIOW M3 CTOPOH, MOpsIKa JEHCTBUN U
OTBETCTBEHHOCTH CTOPOH.

Jlo 3akiroueHHs JOroBopa ayTCOPCHHIA IPOU3BOAMUTENDL JIEKAPCTBEHHBIX IPENapaToB WU
OpraHm3alysi ONTOBOM  TOPrOBJIM  JIGKAPCTBEHHBIMM  MpermapaTamMu  JOJDKHBI — YOenuTbCs B
MIPABOCIIOCOOHOCTH HCIIONIHUTENS (B TOM YHCIE B HAIMYUU y HErO HEOOXOIUMOW B COOTBETCTBUHU C
3akoHOAaTenbCcTBOM Poccuiickoii denepanuy JIUIEH3UH) U BOZMOKHOCTH BBITIOJHUTH 00s13aTENIbCTBA 110
JIOTOBOPY ayTCOPCUHTAa B COOTBETCTBUU ¢ TpeOoBaHusMU HacTosmmx [IpaBui (B TOM duciie B HAIUYUU
OTIBITHOTO U KOMIIETEHTHOTO MEePCOHANa, IOMEIIECHUN, 000pyIOBaHUS).

HpOI/I3BOI[I/ITeJH) JICKAPCTBCHHBIX npernaparoB HnJIN opraHnusanusa OIITOBOM TOProBJIN
JIEKapCTBEHHBIMHU TIpETapaTaMy JO0JDKHBI FAPaHTHPOBATh, YTO HCIOJHHUTENb IO JOTOBOPY ayTCOPCHHTa
MOJTHOCTBIO OCBEIOMJIEH 000 Bcex (aKTopax, CBS3aHHBIX C JIGKAPCTBEHHBIMHU IIpernapaTaMu MU
JEATENLHOCTBIO, TepelaBacMOoil Ha ayTCOPCHUHT, KOTOpPhIE MOTYT HPEACTAaBISATh OHNACHOCTH JJISI €ro
[IOMEILEHUH, 000py10BaHUsl, IEPCOHAIA.

III. TTepconan

7. s coOmoeHusl yCTaHOBJIEHHbIX HacTosummu [lpaBminaMu TpeGoBaHul CyOBEKT oOpallieHus
JIEKapCTBEHHBIX MIPENapaToB ¢ y4ETOM 00beMa OCYIIECTBIIEMOI UM AEATEIbHOCTH MO XpPaHEHHUIO U (WJIH)
MIEPEBO3KE JIEKAPCTBEHHBIX MPENapaToB JOHKEH UMETh HEOOXOAUMBIN IEPCOHAIL.

8. TpeboBanusi Kk KBadU(UKALUKW M CTaXy pabOTHI MepcoHana ycTaHOBJEeHBI [lomoskeHueM o
JTUIEH3UPOBAHUH (papMaIleBTUUECKON AeATEIbHOCTU <1>.

<1> [locranoBnenue [IpaBurenscrBa Poccuiickoit @enepanun ot 22 nexadbps 2011 r. N 1081 "O
TuneH3upoBanun  (apmareBTruueckoi gestensHocTH" (CoOpaHue 3akoHoAaTenbcTBa Poccuiickoit
®eneparum, 2012, N 1, ct. 126; 2012, N 37, ct. 5002; 2013, N 16, cT. 1970).

9. OO0s3aHHOCTM U OTBETCTBEHHOCTh pAOOTHUKOB CyObeKTa OOpallleHHs JIeKapCTBEHHBIX
IIPENapaToB, B TOM YUCIIE OTBETCTBEHHOTO JINLIA, 3aKPEIUIAIOTCS B TOJKHOCTHBIX MHCTPYKLUSX.

10. PykoBoautens cyObekTa oOpalleHHs JIEKApCTBEHHBIX IpPErapaToB yTBEpXkAaeT IiaH-Tpaduk
IIPOBEJEHUS NEPBUYHON U MOCIEAYIOIIMX MOATOTOBOK (MHCTPYKTAXKEH) MEPCOHANA, KOHTPOJIUPYET €ro
UCIIOJIHEHUE U OlleHUBaeT 3()(PEeKTUBHOCTH MOJTOTOBOK (MHCTPYKTaXka) C IEJIbI0 UX COBEPLICHCTBOBAHMUS.

[Tepconan, paGoTtarouiyii ¢ JeKapCTBEHHBIMH INpernapaTaMu, B OTHOIIEHUH KOTOPBIX YCTaHOBIICHBI
CHelalibHbIe YCIOBUS XpaHEeHUs U (WIKM) TEepeBO3KH, IPOXOJUT MOJATOTOBKY (MHCTPYKTaX) B
COOTBETCTBUH C 3aHUMAEMOM JTOJKHOCTBIO.

JIOKYMEHTBI O POBEACHUH MOATOTOBKH (MHCTPYKTaXa) apXUBUPYIOTCS U XPAHSTCS B COOTBETCTBUU
C 3aKOHOJaTeNIbcTBOM Poccuiickoit denepanmu 06 apXUBHOM JIETIE.
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IV. Ilomemenust u 000pyAOBaHHUE IJIsI XPAHCHUS
JIEKAPCTBEHHBIX MPEMapaToB

11. CyObekT oOpaiieHusi JICKQpCTBEHHBIX MPENapaTroB i OCYIIECTBICHUS ACSITEILHOCTUA IIO
XPaHEHUIO JIEKApCTBEHHBIX IPENapaTroB JOHKEH HMMETh HEOOXOAMMBbIE MOMEIIeHHUs U (WJIK) 30HBI, a
Takke 000pyJOBaHUE JIs BBHITIOJHEHUS OMEpaIfii ¢ JIEKAPCTBCHHBIMU TIperaparaMu, 00eCreUrBarOIIHe
UX XpaHEHHE B COOTBETCTBUH ¢ TpeOoBaHUsIMU HacTosuux [IpaBu.

12. HOMGH_ICHI/ISI JJId XpaHCHHA JICKAPCTBCHHBIX MPCIApaTOB JOJIZKHBL O6HaI[aTB BMECTUMOCTBIO U
obOecrieunBaTh 0€30I1acHOE PasaCIbHOC XpaHCHUC U IICPEMCIICHUEC JICKAPCTBCHHBIX ITPCIIapaToB.

13. Ilnoumjanp NOMEUIEHMM, MCIOJNB3YEMBIX NPOU3BOAMTEISIMU JIEKAPCTBEHHBIX IpenapaTroB H
OpraHu3alMsIMM ONTOBOM TOProBIIM JIEKAPCTBEHHBIMM IpenapaTaMy, JOKHA COOTBETCTBOBATh 00bEMY
XPaHUMBIX JIEKApPCTBEHHBIX IIPENapaToOB U COCTABIATh HE MeHee 150 KB. METpOB.

14. HJ'IOH_[a,I[L HOMGI.HCHHFI, HCIOJIb3YEMbIX MNPOU3ZBOAUTCIIIMH JICKAPCTBCHHBIX IIPCIIApaTOB U
opraHu3anvsiMu OIITOBOM TOProBJIM JICKAPCTBCHHBIMU IpCriapaTaMu, AOJIKHA OBITh pasaciicHa Ha 30HBI,
MMpeAHA3HAUYCHHDBIC JISI BBITIOJIHCHUA CICAYROIINX (I)YHKHHIZZ

a) MPUEMKH JICKApPCTBEHHBIX MIPEIapaToB;

0) OCHOBHOT'O XpaHEHHUS JICKAPCTBCHHBIX NIPENapaToB;

B) DKCIIEIULINN;

T') XpaHEHHUs JIeKapPCTBEHHBIX MPernapaToB, TPEOYIOMIMX CIEIHATbHBIX YCIOBHIA,

J1) XpaHEHUs BBIABIEHHBIX (aTbCU(UIUPOBAHHBIX, HEJOOPOKAUECTBEHHBIX, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX IIPENApaTOB;

€) KapaHTUHHOT'O XPAaHEHUs JIEKapCTBEHHBIX IIPENapaToB.

15. Ilnomanp moOMelIeHUH, UCMONb3YEeMBIX APYTUMH CyObEKTaMu OOpallleHus JeKapCTBEHHBIX
[pernapaToB, JOJKHA OBITH pa3[elieHa Ha 30HbI, NpeJHA3HAYEHHbIE JJIS BBINOJIHEHMS CIEAYIOLIUX

GbyHKIMIA:
a) IPUEMKH JIEKAPCTBEHHBIX IPENapaToB;
0) XpaHEHHUs JIEKAPCTBEHHBIX IPENAapaToB, TPEOYIOLIUX CIIEIUAIbHBIX YCIOBUIA;

B) XpaHEHUs BBISBICHHBIX (albCUPUIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX, KOHTpPa(aKTHBIX
JIEKapCTBEHHBIX NIPENAPATOB, a TAKXKE JIEKAPCTBEHHBIX MPENApaToOB C UCTEKIIUM CPOKOM T'OJHOCTH;

') KAPaHTUHHOT'O XpaHEHUS JIEKapCTBEHHBIX MPENapaToB.

16. ®ynkuuu, npeaycMoTpeHHsle nyHkramu 14 u 15 nHacrosmmx IIpaBui, MOTyT BBIIOJIHATHCS B
OTJIENIbHBIX TOMEIIECHHUSX.

17. TlomenieHus ¥ 30HBI, UCTIOIB3YEMBbIE JJIsI XpaHEHUs JICKaPCTBEHHBIX MPEMapaToB, TOIKHBI OBITh
OCBEIILIEHEL.



18. Cucrema, 3aMeHsIOLIAs pa3/ie]I€HUE 30H XpPaHEHMsI, B TOM YMCJIE IOCPEICTBOM 3JIEKTPOHHON
00pabOTKHU JaHHBIX, TOJDKHA 00eCTIeunBaTh TPEOyeMbIil YPOBEHBb O€30IIaCHOCTH M OBITh BATHIMPOBAHA.

19. AAMHHHCTPATHBHO-OBITOBBIC TOMEIICHHS OTIEISIFOTCS OT 30H XPAHCHHS JIEKapCTBEHHBIX
MpernapaToB.

20. B nomenieHusAX s XpaHEHMs! JIEKAPCTBEHHBIX IPENApaToB 3alpEIlaeTCsl XPaHEHUE MUILEBIX
IPOAYKTOB, TaOAUHBIX M3/EIUI, HAIUTKOB, 32 UCKJIIIOUCHHEM ITUTHEBON BOJbI, a TAKXKE JIEKAPCTBEHHBIX
IpernaparoB, MpeIHA3HAYEHHBIX IS JHYHOTO HCIOJBb30BaHUS paOOTHHKAMU CyOBEKTa oOpalieHus
JIEKapCTBEHHBIX IIPETApaToB.

21. B nomemieHusax u (Win) 30HaxX JOJKHBI TOAJEPKUBATHCSA TEMIIEPATYPHBIE PEXUMBI XPAHEHUS U
BJIQKHOCTb, COOTBETCTBYIOILIME YCIIOBHSIM XpAaHEHMs, YKa3aHHbIM B HOPMATHBHOM JIOKYMEHTAlLlUH,
COCTaBJISIIOLIEH PErMCTPalMOHHOE J10ChE JIEKAPCTBEHHOr'O Mpernapara, MHCTPYKLIUU IO MEIULUHCKOMY
IPUMEHEHMIO JIEKapCTBEHHOTO MPENapaToB U Ha YIaKOBKeE JIEKApCTBEHHOI'O Mpenapara.

22. lns obecrieueHus: TpeOyeMbIX YCIOBHI XpaHEHHUs JIEKAPCTBEHHBIX MPENApaToOB B MOMEIIECHHIX
(30HAax), UCMOJIL3YEMBIX JJISl XpaHEHHsI JIEKAPCTBEHHBIX MPEMapaToB, MPOU3BOIUTENSMHU JIEKAPCTBEHHBIX
[IpenapaToB M OPraHU3alUSIMU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMHU IIpeHapaTaMu OCYILIECTBIISIETCS
M3YYEHUE paclpeeNieHUs TeMIIepaTyphl (J1ajee - TeMIepaTypHOe KapTUPOBAHUE).

OO6opynoBaHue sl KOHTPOJISL TEMIIEPATYPhl pa3MeIIaeTCs B MOMENICHUS (30HAaX) B COOTBETCTBUU C
pe3ylbTaTaMi TeMIIEpaTypHOro KapTUPOBaHUs, HA OCHOBAaHHUH IIPOBEIEHHOTO aHAJIN3a U OLEHKU PUCKOB.

TemrieparypHOoe KapTHUpOBaHHUE HEOOXOJMMO MOBTOPSTH B COOTBETCTBHH C PE3yJIbTaTaMU aHAIIN3a
PHCKOB, a TaKXe IPU U3MEHEHUSAX B KOHCTPYKIUH MMOMEUICHHUs (30H) UM 000pYJOBaHUS JUIsl KOHTPOJIS
TEMIIEPaTypPBI.

23. Pe3ynbTaThl TEMIIEPATYPHOI'O KAPTUPOBAHUS PETUCTPUPYIOTCS B CHIELIMATBHOM KypHale (KapTe)
peructpauuy Ha OyMa)XHOM HocuTene M (WIM) B AJIEKTPOHHOM BHJE €KEIHEBHO, B TOM 4MHCIE B
BBIXOJHBIE U Npa3aAHU4HbIe THU. JKypHai (KapTa) perucTpaluy XpaHUTCs B TEUYEHUE IBYX JIET.

24. CyObexT oOpalleHHs JeKapCTBEHHBIX IPErnapaToB pa3padaThlBa€T M YTBEPKAAET KOMILUIEKC
MEp, HamNpaBlICHHBIX HAa MHMHHMMM3ALMI pUCKA KOHTAMHUHALMM MATEpPUAIOB WM JIEKAPCTBEHHBIX
IIpenapaToB, PH YCIIOBUU COOIIOICHUS 3aIUThI OT BO3JIEHCTBUS (PaKTOPOB BHEIIHEN CPEbI.

25. Tlpouenypsl mo yOopke NOMEIIEHUH (30H) Ui XpaHEHUs JIEKAPCTBEHHBIX IpenapaToB
MIPOBOJSTCS] B COOTBETCTBUU CO CTaHAAPTHBIMU ONEPAIMOHHBIMH MPOLIETypaMHu.

OTI[CJ'IKa HOMCH_ICHI/Iﬁ (BHYTpCHHI/Ie IMMOBCPXHOCTHU CTCH, HOTOHKOB) IJId XpaHCHUSA JICKAPCTBCHHBIX
nmpemnapaToB JOJDKHA JOIMYCKATb BO3SMOXKHOCTH ITPOBCACHUA BIAKHOU y60pKI/I N UCKJIKYaTh HAKOIIJIICHHUEC
IIBbIJIN.

O6opynoBaHue, HWHBEHTaph M MaTepualibl g YOOpKH (OYMCTKHM), a TaKkKe MOIoIue U
Ne3UH(PULIMPYIOIINE CPEACTBA JTOJKHBI XPAHUTHCS B OT/IEJIbHBIX 30HaX (IIKadax).

26. [lomemenuss sl XpaHEHUsl JIEKAPCTBEHHBIX IMPENapaToB JOJKHBI OBITH CIIPOCKTHPOBAHBI U
OCHAIIlEHbl TAKUM 00pa3oM, 4T0Obl 00ECIIEUUTh 3aLIUTY OT MPOHUKHOBEHUS HACEKOMBIX, I'PHI3YHOB WJIH
JNPYTUX )KUBOTHBIX.

27. B nomenieHus (30HbI) A1 XPaHEHUs JIEKAPCTBEHHBIX MPENApaTOB HE JOIYCKAKOTCA JIMLA, HE
HMMEIOIINE MPaBa JOCTYIA, ONPEAEIEHHOIO CTAHAAPTHBIMU ONIEPALIMOHHBIMU MTPOLIEAYPAMH.



28. Ilpom3BoauTensM JIEKapCTBEHHBIX IIpENapaToB W OpraHU3alUsM OINTOBOM TOProBiIU
JIEKapCTBEHHBIMM IIpenapaTaMd HEOOXOAMMO MpPEeLyCMOTPETh pa3felieHHe IOTOKOB IepEeMeEIleHuUs
JIEKapCTBEHHBIX IPENapaToB MEXJy MNOMEHICHUSMU U (WJIM) 30HAMM JUIsl XPAHEHMs JIEKAPCTBEHHBIX
[Ipenaparos.

29. Crennaxu (mkadbl) A1 XpaHEHHs! JEKapCTBEHHBIX MpenapaToB JOJDKHBI ObITh MapKUPOBAHBI,
UMETh CTEJUIaKHBIC KapThl, HaxOJsIIMecs B BUAWMOW 30HE, oOOecHeuuBaTh HACHTH()UKAIMIO
JICKapCTBEHHBIX IPENapaToB B COOTBETCTBUH C MPUMEHIEMOW CyOBEKTOM OOpalleHHs JeKapCTBEHHbBIX
IpenaparoB CHCTEMOH ydera. JlomyckaeTcs NMpUMEHEHHE SJIEKTPOHHOW CHUCTeMBI 0OpaOOTKM JaHHBIX
BMECTO CTEJUIAXHBIX KapT. [Ipy uconbp30BaHUM 3IEKTPOHHONW CUCTEMBI 00paOOTKH JaHHBIX JOMYCKACTCS
UICHTH(UKAIMS TIPU TOMOIIHA KOJIOB.

30. JlekapcTBeHHBIE MpemnapaThl, B OTHOUIEHUH KOTOPBIX CyOBEKTOM OOpaleHHs JIEKapCTBEHHBIX
npenaparoB HE IPHHATO pPEUICHWE O JallbHEeWIIeM OOpalleHHH, WM JIEKapCTBEHHBIC Ipenaparsl,
oOparnieHne KOTOPBIX NMPHOCTAHOBIICHO, & TAKXKE BO3BpAIICHHBIE CYOBEKTY OOpalIeHHs JIEKApCTBEHHBIX
IpenaparoB JIEKApCTBEHHBIE MIPENapaThl JOJDKHBI OBITh TIOMELICHBI B OT/ACIBHOE IMOMEIICHHE (30HY) HIIH
M30JIMPOBAaHBl C TPUMEHEHHEM CHCTEMBI DJEKTPOHHOH OOpabOTKM JaHHBIX, OOECIICYHBAIOIICH
paseneHue.

JlekapcTBEHHbIE Tpemaparbl, B OTHOUICHHH KOTOPBIX CYOBEKTOM OOpaIeHHs JIEKapCTBEHHBIX
[IPEnapaToB MPUHATO PELICHWE O NMPHOCTAHOBIECHUU IPUMEHEHUS WM 00 M3BATHUM M3 OOpalleHus, a
Takxke (anbcuUIMpOBaHHbIE, HEJOOPOKAYeCTBEHHBIE W KOHTpa(aKTHBIC JIEKAPCTBEHHBIC IpErapaThl
JOJDKHBI OBITh U30JIMPOBAHBI U Pa3MEIICHBI B CIICIIMAIBHO BBIJICJICHHOM HOMEIICHHH (30HE).

HpeI[HpI/IHﬂTI)IG MCPBI U30JIUN YKa3aHHBIX JICKAPCTBCHHBIX IMPETIApaTOB JOJIKHBI IapaHTHPOBATH
HCKIIIOYCHHUEC HX IIOIIaJaHUs B 06pameHHe.

31. JlexapcTBeHHBIE Tpernaparbl, MOJIEKAIIUE PEIMETHO-KOJIMYECTBEHHOMY YyueTy <I1>, 3a
UCKIIIOUEHUEM HAPKOTHYECKHUX, IICUXOTPOIHBIX, CHUJIBHOJIEHCTBYIOIIMX M SJOBHUTHIX JIEKAPCTBEHHBIX
CPEICTB, XPaHATCS B METAIUIMUECKUX WUJIM JEPEBSHHBIX IIKa(ax, ONevyaTblBaeMbIX WIH IUIOMOUPYEMBIX B
KOHIIE paboyero JHs.

<1> IIpuxa3z Munznpasa Poccum ot 22 ampens 2014 r. N 183n "OO yTBepXkaAeHUHU IEpeyHs
JIEKapCTBEHHBIX CPEACTB NIl MEJAMIIMHCKOIO MPUMEHEHHUS, MMOAJIEKAIIUX MPEAMETHO-KOIMUYECTBEHHOMY
yuety" (3apeructpupoBaH MunuctepctBoM toctunun Poccuiickoit ®enepanuu 22 wurons 2014 r.,
peructpanonabii N 33210) ¢ u3MeHEHHsIMHU, BHECEHHBIMH TpuKazoM Mumn3apaBa Poccum ot 10
ceHtsiops 2015 1. N 6341 "O BHeceHMHM U3MEHEHMH B HEKOTOpble NpHUKa3bl MHHHCTEpCTBA
3paBOOXPAHEHUS] M  colMalbHOro  pa3Butusi  Poccuiickoit  @Penepauuu  u MHHHCTEpPCTBA
3npaBooxpaneHus Poccuiickoit denepanun” (3apeructpupoBad MuUHHCTEPCTBOM rocTULIMM Poccuiickoit
®enepanuu 30 centsiops 2015 r., peructparmonssiii N 39063).

32. JlexapcTBEHHbIE TMpenapaThl, COAEPKAIIME HAPKOTUYECKUE CPEACTBA M IMCUXOTPOITHbIE
BEILIECTBA, JIOJDKHBI XPAHUTBCS B COOTBETCTBUHM C 3aKoHoAarenbcTBOM Poccuiickoit ®exnepauun o
HapKOTHYECKUX CPEJICTBAX M NMCUXOTPOIHBIX BEIIECTBAX.

33. XpaHeHME JIEKapCTBEHHBIX IPENAapaToOB, COJEP)KALIMX CHJIBHOAECHCTBYIOIIME M SIOBUTHIE
BelecTBA <|>, HAXOAAMMXCS O/ KOHTPOJIEM B COOTBETCTBUU MEXKIYHAPOAHBIMH MPABOBBIMU HOPMAaMH,
OCYILECTBISIETCS B MOMEIICHUSX, 000PY/I0BaHHBIX WHKECHEPHBIMH U TEXHUUYECKUMHU CPEICTBAMH OXpaHBbI,
AQHAJIOTUYHBIMU IIPELYCMOTPEHHBIM [JI XPAaHEHHWS HAPKOTHYECKUX U IICUXOTPONHBIX JIEKAPCTBEHHBIX
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CPEICTB.

<1> Tlocranosienue IIpaButensctBa Poccuiickoit denepanun ot 29 nekadpst 2007 r. N 964 "O6
YTBEP)KJICHUHM CITUCKOB CHJIbHOJEHCTBYIONIUX M SAOBHUTBIX BEIIECTB IS Iieieil cTaThu 234 W Apyrux
crated YroioBHOro kogekca Poccuiickoit denepanuu, a Takyke KpyIIHOTO pasMepa CHIIbHOIECHCTBYIOIIMX
BellecTB Ui 1enedl cratbum 234 VYronoBHoro kozaekca Poccuiickoit ®enepamuun" (CobOpanue
3akoHonarenscTBa Poccuiickoit @eneparuu, 2008, N 2, ct. 89; 2010, N 28, ct. 3703; 2012, N 10, cr.
1232; 2012, N 41, ct. 5625; 2013, N 6, ct. 558; N 9, c1. 953; N 45, cT. 5831).

34. JlomyckaeTcs XpaHEHHWE B OJHOM TEXHHYECKH YKPEIUICHHOM IOMEIICHHH JIEKapCTBEHHBIX
MpemapaToB, MPEAYCMOTPEHHBIX MYyHKTOM 32 Hacrosmmx [IpaBwi, W JEKapCTBEHHBIX IPENaparos,
COJCPKAIINX CHJIBHOJCHCTBYIONIUE WM SJAOBUTHIC BellecTBa. IIpM 3TOM XpaHEHHE TaKHX
JICKaPCTBCHHBIX MPENapaToB JOKHO OCYIISCTBIATHCS (B 3aBUCHMOCTH OT 00BhEMa 3aracoB) Ha Pa3HBIX
nmonkax cedda (Merauimdyeckoro Imkada) wiIM B pasHbIX ceidax (MeTauMueckux Imkadax),
OTIeYaThIBAEMBIX WJIH IFIOMOUPYEMBIX B KOHIIE pabovero JHS.

35. CyObekTy oOpallleHusl JIEKQpCTBEHHBIX MpEnaparoB HEOOXOAMMO OOECHEeUUTh OXPaHHYIO
CUCTEMY, TIO3BOJISIIONIYIO MPEJOTBPAIATh HEMPABOMEPHOE TPOHUKHOBEHHUE B JIFOOBIEC MIOMEIIEHUS (30HBI)
JUIS XpaHEHUs JIEKapCTBEHHBIX MPernapaToB.

36. ObopynoBaHue, OKa3bIBAIOILEE BIMSHUE Ha XpaHEHHE M (WMJIM) MEPEBO3KY JIEKapCTBEHHBIX
IpenaparoB, AOJDKHO NMPOSKTHPOBATHCS, pPa3MENIaThCsl U OOCITYKHBAaThCS COTJIACHO JOKYMEHTALUH II0
€ro UCIOJIb30BaHUIO (IKCILTyaTaIluu).

37. K obopynoBaHuio, UCMIOIB3YEMOMY B TIPOIECCE XPAHEHUS U (WJIHM) MEPEBO3KHU JIEKapCTBEHHBIX
MpenapaToB, OTHOCSITCS B TOM YHUCJIE:

a) CUCTeMbl KOHAULIMOHUPOBAHMS,

0) xoJ0IMIbHBIE KaMepbl U (UJIN) XOJIOIUIbHUKHY;
B) OXpaHHas U MOXKapHas CUTHAIN3ALHUS;

') CUCTEMBI KOHTPOJISI IOCTYIA;

1) BEHTHJISILIUOHHAS CUCTEMA;

€) TepMOTUTPOMETPHI (TICUXPOMETPHI) I WHOE 000PYyI0BaHUE, MCIIOIb3yeMOe NJIsi PeTUCTPaIiu
TEeMIIepaTypbl U BIAKHOCTH.

38. Ob6opymoBaHue, OTHOCSAIIEECS K CPEICTBAM M3MEPEHUH, /10 BBOJA B IKCILTyaTaIlHIO, a TAKKe
1ocjae PeMOHTAa MOJUICKHUT MEPBUYHON MOBEepKe W (WIM) KalIUOpOBKE, a B MpoIecce IKCIUTyaTalluu -
MEepUONYECKON MOoBepke W (WIKM) KaauOpOBKE B COOTBETCTBHM C TPeOOBAHMSIMH 3aKOHOJIATENIbCTBA
Poccuiickoii @enepanuu 06 obecrieueHNH eAMHCTBA U3MEPEHUN <1>.

<1> Cratpu 13 u 18 ®denepanbHoro 3akoHa ot 26 utons 2008 r. N 102-®3 "O6 obecnieuenun
equHcTBa M3MepeHuit" (CoOpanme 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2008, N 26, cr. 3021;
2014, N 26, ct. 3366; N 30, cT. 4255).
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39. PeMOHT, TeXHUYECKOE OOCITy)KMBaHWE, TIOBEpKa M (MJIM) KAIUOpPOBKAa 00OPYIOBaHUS JOJKHBI
OCYIIIECTBISITHCS B COOTBETCTBUU C YTBEPKIAEMBIM IIJIAHOM-TpaUKOM, TAKUM 00pa3oM, YTOOBI KA4eCTBO
JICKaQpCTBEHHBIX MPENapaToB HE IMOABEPTaIoCh HETATUBHOMY BO3JICHCTBHIO.

40. Ha BpeMs peMOHTa, TEXHHUYECKOTO OOCITY)KMBAaHUS, TOBEPKH U (WIH) KAIUOPOBKH
00Opy/OBaHUSI U CPEICTB M3MEPEHHs JOJKHBI OBITh HMPUHATHI Mephl, obOecredyuBaroniye TpedyeMble
YCJIOBHSI XpaHEHHUS JIEKAPCTBEHHBIX IIPENapaToB.

PemoHT, TexHHMuUeckoe oOchmyXMBaHUE, MOBepka M (WiM) KaIMOpOBKa 0OOPYIOBaHUS W CPEJICTB
W3MEpPEHUs] JIOJDKHBI OBITh COOTBETCTBYIOIIMM O0Opa3oM OTpPaXEeHbl B JOKYMEHTaX, KOTOpHIC
aApXUBHUPYIOTCS M XPAHATCS] B COOTBETCTBHU C 3aKOHOAATEIbCTBOM Poccuiickoit denepannu 00 apXxMBHOM
nene.

V. JIOKyMEHTBI 110 XPaHEHHUIO U IIEPEBO3KE
JIEKapCTBEHHBIX IIPENApaToB

41. JIoKyMeHTHI MO XpaHEHUIO0 U (WJIM) MEepPeBO3KE JEKAPCTBEHHBIX IMPENapaToB, OMNUCHIBAIOIINM
JCWCTBUS, BBINOJHIEMBbIE CYOBEKTOM OOpamieHusi JEKapCTBEHHBIX IpEenapaToB, HAlpaBlICHHbIE Ha
coOmofeHnne TpeOOBaHUM, YCTAHOBIGHHBIX HacTosmuMu [IpaBuiaMu, BKJIIOYAIOT B TOM 4YHCIE
CTaHJIapTHbIE OllEpPallMOHHBIE TPOLEAYPBI, HHCTPYKIUH, TOTOBOPBI, OTYETHI.

COI[ep)KaHI/IC AOKYMCHTOB  OOJIKHO OBITE IMNOHATHBIM, OJHO3HA4YHbIM, HC HOOIIYCKAKOIINM
ABYCMBICJICHHBIX TOJKOBaHHUH.

42. Cpok XpaHeHHS JOKYMEHTOB ONpENENseTcs B COOTBETCTBUU C  TPeOOBAHHIMHU
3akoHoarenscTBa Poccuiickoit deneparum 00 apXUBHOM JieIe.

43, HepCOHaJ'I JOJIDKCH OBITh O3HAKOMJICH M HMMETh AOCTYII K NOKYMCHTaM, HCO6XOI[I/IMLIM JJIA
HUCITOJTHCHUA JOJIKHOCTHBIX 00s3aHHOCTEH.

V1. JleiicTBust cyObekTa oOpalieHus JIeKapCTBEHHBIX MPEnapaToB
10 XPaHEHHUIO U MEPEBO3KE

44. Bce neiictBHus CyObeKkTa OOpallleHUs JEKapCTBEHHBIX IpernapaTroB IO XpaHEHHIO U (M)
MIEPEBO3KE JIEKAPCTBEHHBIX IPENapaToB OCYLIECTBISIIOTCS TakKUM 00pa3oM, 4TOOBl HIAEHTUYHOCTh U
KayeCTBEHHbIE XapaKTEPUCTHKH JIEKAPCTBEHHBIX IIpPEernapatoB HE ObUIM YTpauyeHbl M COOJIOJANUCH
YCIIOBUSL UX XPAaHEHHUS, YKa3aHHbIE B MHCTPYKLUHUU MO METUIIMHCKOMY NPHMEHEHHI0O W Ha YIMAKOBKe
JIEKapCTBEHHOI'O IIperapara.

45. CyOobexToM 0OpalieHus JeKapCTBEHHBIX MpenapaToB MPUHUMAIOTCS MEphl Al MUHUMU3AIHUU
pucka IIPOHUKHOBEHUS ¢banbcupUIMPOBAHHBIX, KOHTpa(aKTHbIX, HEe100pOKaueCTBEHHBIX
JIEKapCTBEHHBIX IIPENapaToB B 00palleHUE.

46. B mporecce NpuUEMKH JIEKapCTBEHHBIX IMpenapaToB paOOTHUKAMHU cyObekTa OOpalieHHs
JIEKapCTBEHHBIX IMPENapaToB OCYIIECTBISETCS MPOBEPKAa COOTBETCTBUS MPUHUMAEMBIX JIEKaPCTBEHHBIX
IIPENapaToB TOBAPOCONPOBOJUTENBHON JOKYMEHTAlUM IO aCCOPTUMEHTY, KOJIMYECTBY U KauecTBY,
COOJIIOIGHUIO CIIEMATIbHBIX YCIOBUM XpaHeHUs (IpU HaJMYUU TaKOro TpeOOBaHMS B HOPMATUBHOMN
JOKYMEHTAIMHU Ha JIEKapCTBEHHBIN MPENapar), a TAkyKe HAJIMYUIO IOBPEXKAECHNUN TPAaHCIIOPTHOM Tapsbl.

47. JlekapcTBeHHBIC TpemapaTbl HEOOXOIUMO XPaHUTh C YYETOM TpeOOBaHUM, HOPMATHBHOU



JOKYMEHTAIMH, COCTABJIAIOIIEH PETUCTPALlMOHHOE J1I0ChE HA JIEKAPCTBEHHBIN Ipernapar, HHCTPYKLIUHU IO
MEIUIIMHCKOMY MNPUMEHEHHUI0, HH(QOpMAIMH, CcoAepalleics Ha MepBUYHOM U (WJIM) BTOPUYHOM
YIIAaKOBKE JICKApPCTBEHHOTO Ipernapara, TPAaHCIIOPTHOU Tape, a TakKe B COOTBETCTBUHU C TPEOOBaHHSIMH,
YCTaHOBJICHHBIMU HacTosumu [IpaBunamu.

48. JlekapcTBeHHBIC TIpenaparbl JOJDKHBI pa3MeIIaThCs Ha CTeliakax (B mKkadax) Wid Ha
noJToBapHHUKax (moamoHax). He mormyckaercsi pa3MmelieHre JIGKAPCTBEHHBIX IpenapaToB Ha Moy Oe3
noanona. [ToaIoHBl MOTYT pacroiaratbes Ha MOy B OJMH PSJ WIIM HA CTEJUIaXKaX B HECKOJIBKO SPYCOB B
3aBHCUMOCTH OT BBICOTHI cTeiaka. He momyckaercs pasmeleHHe IOAJ0HOB C JIEKapCTBEHHBIMU
mpermapaTamMy B HECKOJIBKO PSIOB IO BBICOTE 0€3 MCIOIb30BaAHUS CTEIIAXKEH.

49. JlekapcTBeHHBIE Tpernaparbl pa3MellaloT B IMOMEIIEHUSAX W (MIU) 30HAX MJig XpaHCHHS
JIEKAPCTBEHHBIX MPENapaTtoB B COOTBETCTBUM C TPEOOBAHUSIMU HOPMATHUBHOW JIOKYMEHTAUUU U (WIJIH)
TpeOOBaHUSAMH, YKa3aHHBIMU Ha YIAaKOBKE JIEKapCTBEHHOT'O Mpernapara, ¢ y4eToM:

a) pU3UKO-XUMHUYICCKUX CBOMCTB JIGKAPCTBECHHBIX TPEIAPATOB;
0) hapMaKoIOTUYECKUX TPYIII;
B) crioco0a BBEJICHUS JICKAPCTBEHHBIX TPEMapaToB.

[lpu pa3merneHNy JICKAPCTBEHHBIX IpPENapaToB B TOMEIICHUSX W (WIM) 30HAX ISl XpaHCHHs
JICKapCTBCHHBIX  TIPEMapaTroB  JOMYCKAETCS  HWCIOJb30BaHWE KOMITBIOTEPHBIX  TeXHOJIOTHH  (TI0
an(aBUTHOMY MPUHIIUITY, 10 KOAAM).

50. B cimyuyae OTCYTCTBHSI BO3MOXKHOCTH COOJIOJICHHS YCIOBHI XpaHEHHs B IPOLECCe MPUEMKHU
JIeKapCTBEHHbIE Mperapathl, TpeOyroIre CrieUalbHBIX YCIOBUN XpaHEHUs U Mep 0€30MacHOCTH, 1ociie
BBITIOJTHEHUSI HEOOXOAMMBIX IPOBEPOYHBIX MEPONPUSATUI MEpPEeMElIaloTCs B  COOTBETCTBYIOLIEE
MIOMEIIEHUE UITH 30HY XpaHEHUs C Y4eTOM TpeOOBaHUM CTaHAAPTHOM onepanMoHHON MPOLEaAYpHI.

51. XpaHeHHe OTHEOMAacHbIX M B3PHIBOONACHBIX JIEKAPCTBEHHBIX IPEMNapaToB OCYLIECTBIISETCS
BJAJIM OT OTHA M OTONUTEIbHBIX NMpUOOpOoB. HeoOX0auMO HMCKIIOYMTH MEXaHHYECKOE BO3ZCHCTBUE Ha
OTHEOINAaCHblE M B3pPHIBOONACHBIE JIEKAPCTBEHHbIE IIperapaThl, B TOM YHCIE BO3AECUCTBHUE MPSMBIX
COJIHEYHBIX JIy4el U yiapsbl.

52. JlexapcTBEHHBIE TIpenaparthl, TPEOYIONINUE 3aIUThI OT BO3JICUCTBUS CBETA, TOJDKHBI XPAHUTHCS B
MOMEIIEHUSAX WM CIEIUAlIbHO OOOPYIOBAHHBIX 30HAX, 00ECHEUMBAIOIIMX 3alIUTy OT MOMaJaHus Ha
yKa3aHHBIC JIEKAPCTBEHHBIC MPENapaThl MPSMbIX COTHEYHBIX JIYICH.

53. Onepauuu Cc J€KapCTBEHHBIMHU IMperapaTaMu, OCYIIECTBISAEMbIE B CKJIAJICKUX MOMEIICHUSX, U
MepeBO3Ka JIEKAPCTBEHHBIX IPENapaTOB BBIMOIHIIOTCS C COOMIOJEHHEM TPeOOBaHMM, yCTaHOBJICHHBIX
HacTosmumu [IpaBunamu, a Takxke Mep 6€30MacHOCTH.

54. Otrpy3ka JIEKapCTBEHHBIX IMPENAPATOB IMPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IPENapaToB M
OpraHM3alysIMH OINTOBOW TOPTOBIU JIGKAPCTBEHHBIMH IIpemapaTaMH OPTraHU3YeTCsl TaKHUM 00pa3oM,
YTOOBI JICKAPCTBEHHBIE MPEMapaThl ¢ MEHBIIIUM CPOKOM TOJHOCTH OTITYCKAJUCh B MIEPBYIO OUYEPEIb.

55. JlexapcTBeHHbIE IIpenaparsl, NPEAHA3HAYEHHBIC I YHUUYTOXKECHHUS, B COOTBETCTBUHU CO
CTaH/IaPTHBIMU OIEPAlMOHHBIMU MPOLEAYpaMH JIOJDKHBI OBITh MapKUPOBaHbl U H30JHMPOBAHBI OT
JIEKapCTBEHHBIX MPENapaToB, JOMYIICHHBIX K 00paIleHHIo.

VII. IlepeBo3ka 1eKapCTBEHHBIX IIPENApaToOB



56. CyObekT oOpaieHusi JIEKapCTBEHHBIX MpenaparoB NpH IMOATOTOBKE K IEpPEeBO3KE
JICKapCTBEHHBIX MpEnapaToB 00ECIEUnBaeT COTVIACOBAHUE C IOJIydaTesieM JIEKapCTBEHHBIX INPErnapaToB
OCTaTOYHBIX CPOKOB T'OJHOCTH MOCTABIISIEMBIX JIEKAPCTBEHHBIX MPENapaToB.

57. IlepeBo3ka JIEKapCTBEHHBIX MpENapaToB COMPOBOXKIAAETCA JTOKYMEHTAMH B COOTBETCTBUHM C
TpeOOBaHUAMHU 3aKOHO1aTeIbCcTBa Poccuiickoit deneparuu.

58. Undopmanus o mepeBo3Ke JEKapCTBEHHBIX MPENapaToB JIOHKHA (PUKCUPOBATHCA CyOBEKTOM
oOpallleHHsl JIEKapCTBEHHBIX MpenaparoB TakUM o00pa3oM, dYTOOBI OO0ECIeYHTh KOHTPOJb UX
HEepEMEIICHUS.

59. B mporecce nepeBo3KU JEKApPCTBEHHBIX IMPErnapaToB HE3aBUCHMO OT €€ CIocoba cyObeKToM
oOpareHusi JIGKAPCTBEHHBIX IPENaparoB JIOJDKHA OOCCIICUYUBATHCS BO3MOXKHOCTH IOATBEPIKICHUS
KauecTBa, MOAJIMHHOCTH U IIEJIOCTHOCTH JIEKAPCTBEHHBIX MPENapaToB.

60. [1lnanupoBaHue MEPEBO3KU JIEKAPCTBEHHBIX MPENapaToB JOJKHO OCYIIECTBISETCS CYObEKTOM
oOpallieHusl IEKapCTBEHHBIX MPENapaToB Ha OCHOBAaHUM MPOBEICHHOIO aHANM3a U OLIEHKH BO3MOXKHBIX
PHCKOB.

61. udopmaius o BBISIBICHHBIX CyOBEKTOM OOpallleHUs JEKapCTBEHHBIX MPErnapaToB B IMpoliecce
[IEPEBO3KH JIEKAPCTBEHHOT'O IIpenapara ciay4yasx HapyleHUsl TEMIEPAaTypHOTO peKuMa XpaHEHHUs U (UJIHN)
MOBPEXKICHHUSI YIIAKOBKH JOBOJUTCS CyOBEKTOM OOpalleHus JIEKapCTBEHHBIX IpEnapaToB 10
OTIIpaBUTEIIA U (WJIM) MOIYy4aTess JIEKAPCTBEHHBIX IIPENapaTos.

IIo 3aIpocCy IMOJy4daTeiiad JICKAPCTBCHHLBIX IIPCIIApaToOB CY6L6KTOM O6paH_[eHI/ISI JICKApCTBCHHBIX
npemnaparoB AOOJIKHBI OBITh npeaoCTaBJICHBI CBCACHUA O CO6J'II-OI[€HI/II/I TEMIICPATYPHOI'0 peKHUMa IpUu
MEPCBO3KE JICKAPCTBCHHLIX IIPCIIApaTOB.

62. Jlns mepeBO3KH JIEKAPCTBEHHBIX IPENapaToB HCHOJB3YIOTCS TPAaHCIOPTHBIE CPEACTBA U
obopynoBaHue, oOecreunBaronue coooIeHIe X KauecTBa, 3(p(HEKTUBHOCTH U O€30MaCHOCTH.

IIpn IIEPEBO3KE TEpMOIaOUIBHBIX JIEKApCTBEHHBIX IIpenaparoB HCIIOJb3YETCS
CIEeLMAIN3UPOBaHHOE 000py/AOBaHMEe, obOecnednBaroliee MOJep)KaHHe TpeOyeMbIX TeMIepaTypHbIX
PEKUMOB XPaHEHHUSI JICKAPCTBEHHBIX IIPENApaTOB.

63. XJ'Ia,Z[o&]'IeMeHTBI B HU30TCPMUUCCKHUX KOHTeﬁHean pPasMCIIaroTC TaKUM 06pa30M, YTOOBI
OTCYTCTBOBAJI prlMOfI KOHTAKT C JICKAPCTBCHHBIMU ITPCIiapaTaMu.

HOBTOpHOC HUCIIOJB30BaHUA HEAOCTATOYHO OXJIAXKICHHBIX U (I/IJ'II/I) MOBPCIKACHHBIX XJIATO3JICMCHTOB
HC JOIMYyCKacTCA.

PYKOBOI[I/ITCJ'IB CY6’LCKTa O6paH_ICHI/I$I JICKApCTBCHHBIX MPCIapaToB obecrieunBaeT MMPOBCACHUC
HHCTPYKTa)XXa O MOpAAKE IMOATOTOBKH H30TCPMHUUYCCKHUX KOHTeﬁHepOB K TEPEBO3KE JICKAPCTBCHHBIX
npemnapaTron (C YUYCTOM CC30HHBIX OCOGCHHOCTeﬁ), a TaKKC€ O BO3BMOKHOCTHU IMOBTOPHOI'O MCIIOJIb30BaHUA
XJIag02JI€MCHTOB.

64. OOopynoBaHHE, YCTAaHOBIEHHOE BHYTPH TPAHCIOPTHOTO CpEACTBA WM B KOHTEHHEpe,
WCTIONB3YEMOE JIJII KOHTPOJISI W TIOJJEP)KaHHUS TEMIEPAaTypHOTO PEKHMMa B TIPOIECCE TEPEBO3KHU
HeKapCTBeHHBIX HpenapaTOB, OTHOCAIIECECCA B COOTBETCTBHUU C Tpe6OBaHI/I$IMI/I 3aKOHOAAaTCJIbCTBA
Poccuiickoit @enepamnuu 06 oOecriedYeHMH €IMHCTBA U3MEPEHUN K CPEJCTBaM WM3MEPEHH, 0 BBOJA B
AKCIUTyaTaIio, a TaKXe IOCIe PEMOHTa MOMJECKHUT IMEePBUYHON TOBEpKe W (WIHM) KAIMOPOBKE, a B



MPOLIECCe JKCIUTyaTallid - TEPUOJUYECKON ToBepke M (WIHM) KaIMOpPOBKE B COOTBETCTBHH C
TpeboBaHUsIMU 3aKOHOAaTeNnbCcTBa Poccuiickoit deaeparuu 06 obecrieueHuu eIMHCTBA U3MEPEHUIA.

65.  JlekapcTBeHHble  IpenapaTsl  JOCTaBISAIOTCA IO ajpecy, yKa3aHHOMY B
TOBApOCONPOBOAUTEIbHBIX JOKYMEHTAX.

66. OTBeTCTBEHHOCTh 3a coOmojeHue TpeOoBanuii Hacrosmux [IpaBun mpu  HepeBo3Ke
JIEKapCTBEHHBIX IPETapaToB BO3JIAracTcsi Ha CyObeKT 00palieHus JIeKapCTBCHHBIX MTPETapaToB.

67. B ciryuasix, korja nepeBo3ka COINpOBOXKIAETCS OMEPALUSIMHU 10 pa3rpy3Ke U 00paTHOM 3arpys3ke
WIA BKJIIOYaeT B ce0sl TPaH3UTHOE XpaHEHHE, COOJIONAIOTCA YCJIOBMSI XPAHEHUS B IMOMELICHMSX U
obecriedeHne ©0€30IAaCHOCTH Ha TPAH3UTHBIX CKJIAJaX, KOTOPBIE OMNPEICNCHBI JIOTOBOPHBIMH
OTHOLICHMSIMU MEXJy OTIpPaBUTEIIEM W TPAHCHOPTHOM KommaHued, Hactosmumu [IpaBunamu wu
3aKoHoarenscTBOM Pocculickon denepanuu.

VIII. Tapa, ynnakoBka 1 MapKMpOBKa JICKAPCTBEHHBIX IIPENapaToB

68. JlekapcTBeHHBbIE IMpenaparbl NEPEBO3SATCS B TPAHCIIOPTHOM Tape, KOTOpas HE OKa3bIBaeT
OTPULIATENILHOTO BJIMSHUS HAa UX KauecTBO, 3PHEKTUBHOCTh U OE30MIaCHOCTh U 00ECIIeUMBAET HAJEKHYIO
3alIUTY OT BO3JCHCTBUS (PaKTOPOB BHEIIHEH CPEIIBI.

69. Bpibop cyObekToM oOpalleHus JEKapCTBEHHBIX MpernapaToB TPAHCIIOPTHON Taphl, YIaKOBKU
OCHOBBIBAETCS Ha:

a) YCTAHOBJICHHBIX Tpe60BaHI/I$IX K YCJIOBUAM XpPAaHCHUA U IICPCBO3KHU JICKAPCTBCHHBIX IMPEIIapaTOB

<1> [lynkt 18 crathu 5 DenepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpaienun
nekapcTBeHHbIX cpenacTB" (CoOpanue 3akoHonaTenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2012, N 26, ct. 3446; 2014, N 52, ct. 7540; 2015, N 29, ct. 4367), noanmyukt 5.2.171 Ilonoxxenus o
MunucrepcTtBe 3ApaBooxpaHeHus Poccuiickoit  ®Depepannu, YTBEPKAEHHOTO TMOCTAHOBIECHUEM
[IpaButensctBa Poccuiickoit ®enepanun ot 19 urons 2012 r. N 608 (CoOpaHue 3akOHOJATEIbCTBA
Poccuiickoit ®enepanuu, 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, c1. 4969; 2015, N 2, cT. 491; N
12, ct. 1763; N 23, ct. 3333; 2016, N 2, c1. 325; N 9, c1. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT.
5255).

0) oObeMe, HE0OX0IUMOM JIJISl pa3MellEeHUs JIEKapCTBEHHBIX MPENnapaTos;
B) KOJIeOaHMIX TEMIIEPaTyphl OKpY KaloIiel cpeabl,

I) JUIMTEIbHOCTH MEPEBO3KH, BKIIOYAsh BO3MOXKHOE MPOMEXKYTOUHOE XpaHEHHE JIEKapCTBEHHBIX
[Ipenaparos.

70. TpancnopTHas Tapa C JEKAPCTBEHHBIMH IIperapaTaMu B IPOLECCE NMPUEMKH JIEKaPCTBEHHBIX
IpernapaToB nepes NnepeMelieHueM B MOMEIeHUs U (WiIM) 30HYy XpaHEeHHs J0JDKHA ObITh OYMIIEHA OT
BHU3YaJIbHOTO 3arpsi3HEHUs (TIpU HEOOXOTUMOCTH ).

71. Ha TpaHcnopTHyi0 Tapy, KOTOpas HE NpeJHa3HaueHa JUId IMOTpeduteneil U B KOTOPYIO
MIOMEIIEHbI JIEKapCTBEHHbIE IpENaparhbl, JOJKHA HAHOCUTHCS HMH(OpMAIMs O HaUMEHOBAaHUM, CEpUU
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JICKaQpCTBEHHBIX TIPENapaToB, JaTe BBINTYCKA, KOJMYECTBE BTOPHYHBIX (MOTPEOMTEIBCKHX) YIIaKOBOK
JIEKapCTBEHHBIX MPENaparoB, MPOU3BOAUTENE JIEKAPCTBEHHBIX IPENApaToB ¢ yKa3aHUEM HAaUMEHOBAHWU
U MECTOHAXO0XKJeHUs (aapec) MPOU3BOAUTENS JIEKAPCTBEHHBIX IIPENApPaTOB, a TAKXKE O CPOKE I'OJHOCTH
JEKapCTBEHHbIX IIpernaparoB M 00 YCIOBUAX MX XpaHEHHUs U IEPeBO3KH, HEoOXOauMble
IpeAYNpPEaUTENbHBIC HAIIUCHA U MAHUITYJISITOPHBIE 3HAKHU.




