MHHHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUHCKOM ®EJIEPAIIUA
IIPUKA3

ot 31 aBrycra 2016 . N 646H

OB YTBEPXJIEHUU ITPABUJI HAJUIEXKAIIEN MTPAKTUKA XPAHEHUSA 1
HEPEBO3KHU JIEKAPCTBEHHBIX ITPEITAPATOB J1JISI MEAJUIITUHCKOI'O
INPUMEHEHMUSA

B coorBercTBuu ¢ myHnkroM 18 crarbu 5 denepanbHoro 3akoHa ot 12 anpens 2010 . N
61-®3 "OO obpamienuu nekapcTBeHHBIX cpeacTB" (CoOpanue 3akoHoAaTenscTBa Poccuiickoit
®enepanuu, 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) n noanmynkToM 5.2.171 Tonoxxenust o MunucrepcTse
3npaBooxpanenus Pocculickoit @enepannn, yTBEpKICHHOTO OCTAHOBICHUEM
ITpaBurensctBa Poccuiickoit @eneparuu ot 19 urons 2012 r. N 608 (CobOpanue
3akoHonaTenbcTBa Poccuiickoit denepanuu, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970; N
20, ct. 2477; N 22, c1. 2812; N 45, c1. 5822; 2014, N 12, c1. 1296; N 26, ct. 3577; N 30, cT.
4307; N 37, ct. 4969; 2015, N 2, c1. 491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, ct. 325;
N9, ct. 1268; N 27 ct. 4497; N 28, c1. 4741; N 34, cT. 5255), npuka3biBaio:

1. VrtBepauts npunaraemolie [IpaBuna Hagmexameil NpakTUKA XpaHEHUS U TIEPEBO3KU
JIEKapCTBEHHBIX MPETapaToB JJIsl MEAUIIMHCKOTO TPUMEHEHHUS.

2. Hacrosmuii npuka3 BcTymnaeT B cuity ¢ 1 mapra 2017 roaa.

Bpuo Munucrpa

N.H.KAT'PAMAHAH

YTBepKIACHBI
mpuKa3oM MUHHUCTEPCTBA 3ApaBOOXPAHEHUS
Poccniickon ®enepanun

ot 31 aBrycra 2016 . N 646H



ITPABUNJTA
HAJUTEXXAIIEM ITPAKTUKU XPAHEHU S U ITEPEBO3KU JIEKAPCTBEHHBIX

ITPEITAPATOB U1 MEJIUITMHCKOI'O IIPUMEHEHU S

[. O0wue noJoxeHus

1. Hacrosimue [IpaBuiia Hajiexxaiieil IpakTUKKA XpaHEHUSI M IEPEBO3KHU JIEKAPCTBEHHBIX
MpenaparoB JJIsi MEIUIIMHCKOTO TPUMEHEHUs (Jaee COOTBETCTBEHHO - [IpaBmuiia,
JIeKapCTBEHHBIE MIPENapaThl) yCTAHABIMBAIOT TPEOOBAHMS K YCIOBHAM XpaHEHUS U
MIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIUMBIM I 00ecTIeYeHHs KaueCcTBa,
6e3omacHOCTH U 3¢ (HEKTUBHOCTH JIEKAPCTBEHHBIX MPENApaToOB, a TAKKEe MUHUMU3ALUN PUCKa
MIPOHUKHOBEHUS (PabCUPUINPOBAHHBIX, HETOOPOKAYECTBEHHBIX, KOHTPa(aKTHBIX

JICKApCTBEHHBIX MPENapaToB B IPaXTaHCKUH 000POT.

2. Hacrosimue [IpaBuia pacipocTpaHsFOTCs Ha MPOU3BOIUTENCH JICKapCTBCHHBIX
MperapaToB, OpraHU3aIMK ONITOBOI TOPTOBIN JIEKAPCTBEHHBIMH MpETapaTaMu, alTeYHbIC
OpTaHU3aIH, UHINBUAYAIBHBIX MPEITPUHUMATENICH, IMEIONIHNX JINIICH3UIO Ha
(apMareBTHUECKYIO AEATEIbHOCTD, METUIIMHCKUE OPTaHU3AINH U UX 000COOICHHBIE
nozpasaencHus (amOynaropuu, Gepamepckue u (enbaepcko-akyepCKHe MyHKTHI,
LEHTPHI (OTHeNeHus) 001el BpaueOHOM (CeMEHOM ) MPAKTUKH ), PACIIOJIOKEHHBIC B CEITbCKUX
HACEJICHHBIX MTyHKTaX, B KOTOPBIX OTCYTCTBYIOT aliTeUYHbIE OPraHU3aINH (J1ajee - CyObeKThI
oOpalIeHus JIEKaPCTBEHHBIX MIPENapaToB).

II. Cuctema obecriedeHus1 Ka4eCTBA XPaHCHUS U TIEPEBO3KH JICKAPCTBEHHBIX MTPENapaToB

3. PykoBoauTens cyObekTa 0OpalieHus JeKapCTBEHHBIX MPENapaToB 00ecrneuynBaeT
pealn3alio KOMILICKCa Mep, HalpaBlIeHHBIX Ha COOMIOJICHUE ero0 Pa0OTHUKAMH HACTOSIIITUX
[IpaBun npu XpaHeHUH U (WJIH) TIEPEBO3KE JICKAPCTBEHHBIX Mpernaparos (fanee - cucreMa
KauecTBa), IOCPECTBOM YTBEPKICHUS IOKYMEHTOB, B KOTOPBIX PETJIAMEHTUPYIOTCS B TOM
qHcIIe MOPSAA0K COBEPILECHUs paOOTHUKAMU JICHCTBUI TIPU OCYIIECTBICHUH XpAaHEHUS U (UIIH)
MEPEBO3KE JICKAPCTBEHHBIX MPENapaToB, MOPSI0K 00CTY)KMBAaHUS M TOBEPKU H3MEPUTEIBHBIX
npuOOPOB U 00OPYIOBaHUS, BEACHUE 3aIMCEH, OTUYETOB M UX XpaHEHHE, TIPUEM,
TPAHCIIOPTHPOBKA, pa3MeEIICHUE JICKAPCTBEHHBIX NPENapaToB (Jaiee - CTaHIapTHBIE



OTIEepaLMOHHBIE IPOIIEYPHI), U OPraHU3AIMH KOHTPOJIS 32 COOMIONEHHEM CTaHJapTHBIX
ONEPALMOHHBIX MPOLEAYD.

4. Cuctema KauecTBa J0JKHA rapaHTUPOBATh, YTO:

a) MepeMeIleHre JICKAPCTBEHHBIX MPENapaToB MKy CyObeKTaMu OOpaIieHus
JIEKapCTBEHHBIX MPENapaTroB, B TOM YKCIIE BHYTPH KOHKPETHOTO CyOBbeKTa 0OpaIieHus
JICKApCTBEHHBIX TPENapaToB, 00ecreuynBacT XpaHeHNe U (WIIN) MEPEBO3KY ¢ COOITIOICHUEM
TpeOOBaHUH, YCTAHOBICHHBIX HacTosmumu [TpaBunamu;

0) ompeseneHa OTBETCTBEHHOCTh paOOTHUKOB CYOBEKTa 0OpaIeHus! JIEKapCTBEHHBIX
MperaparoB 3a HapyIIeHUe TPeOOBAHMIA, yCTAHOBICHHBIX HAacTOAMMY [IpaBunamu, u

CTAaHAAPTHBIX ONCPALIMOHHBIX IMPOLCAYP,

B) JIEKAPCTBEHHBIE MIPETapaThl TOCTABISIOTCS CyObEKTOM 00pallleHus JTeKapCTBEHHBIX
IIpEnapaToB B COIIACOBAHHBIH € MOTyyaTesIeM JIEKapCTBEHHBIX MPENaparoB MEPUO] BPEMEHU

¢ coOmozieHneM TpeboBaHM, YCTAaHOBJICHHBIX HacTosUMU [IpaBuiamuy;

') JOKyMeHTanbHOe opopMIIeHUE NeUCTBUH, YKa3aHHbBIX B maBe VI Hactosmux [Ipasui, u
JOCTUTHYTBIX PE3YJIBTaTOB OCYLIECTBIIAECTCSA B XO/I€ BBINIOJIHEHHS NIH HENTOCPEACTBEHHO
MOCJIE 3aBEPLICHUS] COOTBETCTBYIOIINX JCHCTBUN;

1) B OTHOUICHUH Ka)KJJOTO HAPYIICHUS TPeOOBaHMI, YCTAaHOBJICHHBIX HACTOSIIIUMU
[IpaBuiaMu, CTaHAAPTHBIMU ONEPALIMOHHBIMU ITPOLIEAYPaMHU, IPOBOANUTCS BHYTPEHHSAA
IIPOBEPKa U pa3paldaThIBaOTCA KOPPEKTUPYIOIIUE IEHCTBUS C LIETIbI0 YCTPAHEHHUS
BBISIBJICHHBIX HAPYIICHUM.

5. PykoBonuTenem cyObekTa oOpalieHus JIeKapCTBEHHBIX MTPETaparoB ¢ y4eTOM TpeOOBaHHIMA
TPYAOBOTO 3aKoHOAaTeNnbCcTBA Poccuiickoit denepanny 1 HHBIX HOPMAaTHBHBIX MTPABOBBIX
aKTOB, COZIEPIKAIMX HOPMBI TPYZOBOTO NPaBa, HA3HAYAETCsl U0, OTBETCTBEHHOE 32
BHE/IPEHHE U 00eCIieueHNe CUCTEMbI Ka4eCTBa, OCYIIECTBIISIONIEe MOHUTOPUHT

3P PEKTUBHOCTH CUCTEMbI KaY€CTBA M aKTYaIM3alHI0 CTAHIAPTHBIX OMEpallMOHHbBIX
nporeayp (aanee - OTBETCTBEHHOE JIHIIO).

6. JlesTenbHOCTh 10 XpaHEHHIO U (M) IEPEBO3KE JIEKAPCTBEHHBIX MPENapaTroB, NepeaaHHas
IIPOM3BOAMTEIIEM JIEKAPCTBEHHBIX NIPENAapaToOB WM OpraHu3alueil ONTOBONH TOPTOBIN
JIEKapCTBEHHBIMU NpenapaTaMu JJIsl OCYLIECTBICHUS APYroi (CTOPOHHEN) OpraHu3alnuu
(mamee - ayTCOpPCHUHT), OMPEIEISIETCSI, COTNIACOBBIBACTCSA U KOHTPOJIUPYETCS BO M30EKaHUE
Pa3HOUYTEHHH, CTOCOOHBIX MPUBECTU K HEYIOBIETBOPUTEILHOMY KauyeCTBY JIEKapCTBEHHBIX

npenaparoB UJIW BBITIOJIHACMBIX pa60T.

JloroBop, 0 KOTOPOMY OCYILIECTBIISIETCS TIEpeiada JesTeIbHOCTH Ha ayTCOPCUHT (J1aliee -
JIOTOBOP ayTCOPCHHTA), 3aKIIIOYAETCS C yKa3aHUEM O0s13aHHOCTEH Ka)KIOW U3 CTOPOH,
MOPSIIKA IEMUCTBUM U OTBETCTBEHHOCTH CTOPOH.



J10 3aKir04eHus OroBOpa ayTCOPCHHIa IIPOU3BOAUTEND JICKAPCTBEHHBIX IIPENIApaToOB UIU
OpraHM3aIlysl ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU MIpETapaTaMu JOKHBI YOS TUThCS B
MIPaBOCIIOCOOHOCTH MCTIOTHUTEINS (B TOM YHCIIC B HATMYUHU Y HETO HEOOXOIMMOM B
COOTBETCTBHHM C 3aKOHOAATENbCTBOM Poccuiickoit deaepanuu TMLEH3UN) U BO3MOKHOCTH
BBINOJIHUTH 0053aTEeNILCTBA 10 JIOTOBOPY ayTCOPCHUHTA B COOTBETCTBHH C TPEOOBAaHUSIMHU
Hactosux [TpaBui (B TOM uncie B HATUYUU OTIBITHOTO U KOMIETEHTHOTO MEPCOHATa,
MMOMEIICHH, 000pyI0BaHUS).

[Ipou3BoauTENH JIEKAPCTBEHHBIX MPENAPATOB UM OPTaHU3aLMs ONTOBOM TOPrOBIN
JIEKapCTBEHHBIMU NpENapaTaMy J0JKHBI FapaHTUPOBATh, YTO UCIIOJIHUTEND T10 JOTOBOPY
ayTCOPCHHTa MOJTHOCTHIO OCBEIOMIIEH 000 BCeX (PakTopax, CBI3aHHBIX C JIEKAPCTBEHHBIMU
rpenaparamu Win JesTeIbHOCTBIO, IEPEAABAEMOM Ha Ay TCOPCUHT, KOTOPbIE MOTYT
MIPEJICTABIISITh ONACHOCTD JUIsl €0 IOMELIeHH, 000pyI0BaHus, IEpCOHAIA.

III. ITepconan

7. JAns coOnroeHus yCTaHOBJIEHHBIX HacTosiiuMu [IpaBuiiamu TpeGoBaHMi CyObEKT
oOpalleHus JIEKAPCTBEHHBIX MIPENapaToB C YYETOM 00beMa OCYIIECTBIIEMON UM
JESITeIbHOCTH 110 XPAaHEHUIO U (UJIH) TIepeBO3Ke JIEKApCTBEHHBIX MPENapaToB J0HKEH UMETh
HEOOXOIMMBIN MTepCOHAT.

8. TpeOoBanus K kBanu(pUKalUU U CTaXKy padOThI epcoHana ycraHosaeHs! [lonoxennem o

JIMIIEH3UPOBAHUH (PapMalleBTUUECKOM eATeNbHOCTH <1>.

<1> Ilocranosnenue [IpaBurensctBa Poccuiickoit denepanun ot 22 nexadbps 2011 . N 1081
"O nunen3upoBaHuy GapmareBTuueckoi nestebHocTH” (Codpanue 3aKOHOIATEIIECTBA
Poccuiickoit ®enepanuu, 2012, N 1, ct. 126; 2012, N 37, ct. 5002; 2013, N 16, ct. 1970).

9. O0s13aHHOCTH ¥ OTBETCTBEHHOCTh PAa0OTHUKOB CYOBEKTa 00paIleHHsI JIEKAPCTBEHHBIX
mnpemnaparoB, B TOM YKUCJIC OTBCTCTBCHHOTI'O JINIA, 3aKPCIUIAIOTCA B JOJKHOCTHBIX

UHCTPYKLUSX.

10. PykoBogurens cyObekTa 0OpallieHus JIEKapCTBEHHBIX MIPENapaToB yTBEPKIAAET
IUTaH-Tpa(UK MPOBEAECHUS EPBUYHON U MOCIEIYIOIMX OATOTOBOK (MHCTPYKTaXeH)
NepcoHaa, KOHTPOJIUPYET €ro UCIIOIHEHHUE U OLIEHUBAET 3PPEKTUBHOCTH MOATOTOBOK
(MHCTpYKTaka) C LIeIbI0 UX COBEPLIEHCTBOBAHUS.



[Tepconan, paboTaromiuii ¢ JIEKapCTBEHHBIMHU MIpeTapaTaMu, B OTHOIIICHUN KOTOPBIX
YCTaHOBJICHBI CIICIIUANIbHBIC YCIIOBUS XPAaHECHUS U (MJIN) IEPEBO3KH, TIPOXOTUT MOJTOTOBKY
(MHCTPYKTaXX) B COOTBETCTBUH C 3aHUMAEMOM JTOJPKHOCTBIO.

JIOKyMEHTBI O ITPOBECHUU MOATOTOBKH (MHCTPYKTaXa) apXUBUPYIOTCS U XPaHATCS B
COOTBETCTBHH C 3aKOHOAATeNIbCTBOM Poccuiickoit @enepanuu 06 apXUBHOM JieJIe.

IV. ITomernenust u o6opymoBaHue ISl XpaHEHUS JICKAPCTBEHHBIX MPENapaToB

11. CyObekT oOpalieHus JIeKapCTBEHHBIX MPENapaToB sl OCYIIECTBICHUS IESTEIbHOCTH 110
XPaHEHHUIO JIEKAPCTBEHHBIX MPENapaToB JOKEH UMETh HEOOXOAMMbIE TOMEIIEHUS U (WIIN)
30HBI, a TaKXe 000pY/I0BAHUE JJIs1 BHITIOIHEHUS ONEPaLii ¢ JIEKAPCTBEHHBIMU IIperaparamMy,
00eCTeYnBaIONINe UX XPaHEHHE B COOTBETCTBHH C TPEOOBAaHUSAMHU HacToAmuX [IpaBu.

12. TTomerneHus s XpaHEHUs! JICKapCTBEHHBIX MPEnapaToB TOJKHbI 001a1aTh
BMECTHUMOCTBIO M 00ecrieunBarh 0€30MacHOe pa3/iebHOE XpaHEHHE U MepeMeleHUe
JIEKapCTBEHHBIX IIPENAapaToB.

13. Iliomaas moMeIeHnid, UCIOAb3yEMbIX TPOU3BOAUTEISIMH JIEKAPCTBEHHBIX MPENapaToB U
opraHuzatusiMu OITOBOU TOPIroOBJIA JICKAPCTBCHHLIMU IIpCIIapaTaMu, JOJIKHA
COOTBETCTBOBATh O0bEMY XPaHUMBIX JIEKAPCTBEHHBIX MIPEMAapaToOB U COCTABISATH HE MEHEE
150 kB. METpOB.

14. Ilnomaas mOMEeHU, UCTI0Ib3YyEMbIX TPOU3BOAUTEISIMH JIEKAPCTBEHHBIX MPENApaToB U
OpraHU3aIMsIMH ONITOBOM TOPTOBJIN JIEKAPCTBEHHBIMU IIperapaTaMu, 10KHA ObITh

pasiesicHa Ha 30HbI, IPETHA3HAYCHHBIC JUIS BBIMOJHEHHS CIICIYIOMIMX (QYHKIIUIL:
a) MPUEMKH JICKAPCTBEHHBIX TPEIapaToB;

0) OCHOBHOTO XpaHCHHSI JIEKAPCTBCHHBIX MTPETIAPaTOB;

B) DKCIIEAUIINN;

I') XpaHCHUs JIEKAPCTBEHHBIX MTPEMAapaToB, TPEOYIOIINX CIECIHATBHBIX YCIOBHIA;

1) XpaHEHUs BBISBIICHHBIX (DaibCcUPUIIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX, KOHTPa(haKTHBIX
JICKapPCTBEHHBIX MTPETIapaToB;

€) KapaHTUHHOI'O XpaHEHMsI JIEKAPCTBEHHBIX IIPEMNAPATOB.



15. Ilnomaae MOMENeHHiA, KCTIONB3yEMBIX IPYTHUMHU CYOBEKTaMU 0OpaIieHus
JIEKapCTBEHHBIX MpenaparoB, JOKHA ObITh pa3/elieHa Ha 30HbI, IPEIHAa3HAaYE€HHbIE IS
BBINOJIHEHUS CIIEAYIOMMX (QYHKIUI:

a) MPUEMKH JIEKAPCTBEHHBIX MPENaparoB;
0) XpaHeHUs JIEKapCTBEHHBIX MPENapaToB, TPEOYIONNX CIEIUATbHBIX YCIOBUH;

B) XpaHEHUs BBISBICHHBIX (PabCUPULIMPOBAHHBIX, HENOOPOKAUYECTBEHHBIX, KOHTpa(paKTHBIX
JIEKapCTBEHHBIX MPENapaToB, a TAKXKE JIEKAPCTBEHHBIX MIPENAPATOB ¢ UCTEKIINM CPOKOM
TOIHOCTH;

I') KAPAaHTUHHOI'O XPaHEHMsI JIEKAPCTBEHHBIX IIPENAPaATOB.

16. ®ynkuuu, npenycMoTpeHHble yHKkTamu 14 u 15 Hactosuux [IpaBuii, MoryT
BBINOJIHATBCS B OTJEIIbHBIX TOMELICHHUSX.

17. Ilomenienus ¥ 30HbI, UCIIOJIB3YEMBIE JJI XPAHEHUS JIEKAPCTBEHHBIX IIPENapaToB,
JIOJKHBI OBITH OCBEILICHBI.

18. Cuctema, 3aMeHsIIOIIas pa3fAelieHue 30H XpaHEHHs], B TOM YHCJIE MOCPEICTBOM
ANIEKTPOHHON 00pabOTKM TaHHBIX, TOJDKHA 00€CTIeunBaTh TPEOYEMBbIi YPOBEHB 0€30MaCHOCTH
1 OBITH BJIMIUPOBAHA.

19. AIMHHHCTPAaTHUBHO-OBITOBBIE TIOMELICHUS OTACISIOTCS OT 30H XpaHEHHs JIEKapCTBEHHBIX
IpernapaToB.

20. B momenieHusIX 11 XpaHEeHHs JICKAPCTBEHHBIX MPENapaToB 3alpeniacTcs XpaHEHUE
IMUIICBBIX MMPOAYKTOB, TabaYHbBIX H3I[€J'IPII>1, HAaIIMTKOB, 3a UCKIIFOYCHUEM MMUTHEBOM BOJHBI, a
TAaKKC JICKAPCTBCHHBIX NPCIIaPaTOB, IIPCAHAZHAYCHHLIX IJI JIMYHOTO UCITOJIb30BaHUA
paboTHHKaMH cyObEeKTa OOpalleHus JIEKAPCTBEHHBIX MPENapaToB.

21. B noMenieHusIX U (MJIM) 30HaX JTOJKHBI OJIEPKUBATHCS TEMIIEPATYPHBIE PEKUMBI
XpaHEHUS U BIIAYKHOCTh, COOTBETCTBYIOIIUE YCIOBHUSIM XPAaHEHUS, YKa3aHHBIM B
HOPMATHBHOW JOKYMEHTAIIMH, COCTABIISIONICH PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO
npernapara, MHCTPYKLUU IO MEAUIIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOTO MPEnapaToB U Ha
YHaKOBKe JIEKapCTBEHHOTO Mpenapara.

22. JInsa obecnieuenust TpeOyeMbIX YCIOBHM XpaHEHUs JIEKApCTBEHHBIX MPENaparoB B
MOMEIIEHUSX (30HAX), UCIIOIB3YEMBIX JUIS XpAaHEHUS JIEKaPCTBEHHBIX MPETaparos,
MPOMU3BOIUTEISIMU JIEKAPCTBEHHBIX TPETapaToOB U OPTaHU3ALUSIMH ONITOBON TOPTOBIIH
JIEKapCTBEHHBIMU TIPETIapaTaMy OCYIIECTBISICTCS U3YUEHHE PACTIPEICIICHHS TEMIIepaTyphl
(manee - TeMIepaTypHOe KapTHPOBAHHE).



O6opynoBaHue st KOHTPOJIS TEMIIEPATYPhl pa3MeIaeTcss B TOMEIIeHHs (30HaX) B
COOTBETCTBHH C pe3yIbTaTaMH TeMIIEPaTypHOT0 KapTUPOBaHUS, HA OCHOBAHUU
MIPOBEJICHHOTO aHaJIN3a U OLIEHKH PUCKOB.

TemnieparypHoe KapTUpOBaHUE HEOOXOIMMO IMOBTOPSTH B COOTBETCTBUHU C PE3YJIbTaTAMU
aHaJIM3a PUCKOB, a TAKXKE ITPU U3MEHEHMSIX B KOHCTPYKIIMH [TOMEILEHUS (30H) WK
000pyI0BaHUS 1151 KOHTPOJISI TEMIIEpaTyphl.

23. Pe3ynbraThl TEMIEPAaTYpPHOTO KaPTUPOBAHUS PETUCTPUPYIOTCS B CIIELUATIBLHOM JKypHale
(kapTte) peructpanuu Ha OyMa)KHOM HOCHUTENIE U (MJIM) B AJIEKTPOHHOM BHUJIE €KETHEBHO, B
TOM YHCIIE B BBIXOJIHBIE U Mpa3AHUUHbIE JHU. JKypHal (KapTa) perucTpaiuu XpaHUuTcs B

TCUCHUC JIBYX JICT.

24. CyObeKT oOpalieHus JIeKapCTBEHHBIX MPENapaToB pa3padaThiBaeT U yTBEPKIACT
KOMITJIEKC MEp, HAIPaBJICHHBIX HA MUHIUMH3AIUIO PHCKA KOHTAMHHAIIMA MAaTCPHUAIIOB WITH
JIEKapPCTBEHHBIX MPEMapaToB, MPU YCIOBUH COOMIONEHUS 3alTUTHI OT BO3ACUCTBUS (DAKTOPOB
BHEIIHEN CpEbL.

25. [Iponemypsl 1o yOOpKe MoMenIeHuH (30H) ISl XpaHEHUS JIEKApCTBEHHBIX MPEapaToB
MMPOBOAATCA B COOTBETCTBUU CO CTAHAAPTHBIMHU OMNCPAIMOHHBIMHU IMPOLCAYypaMU.

Otnenka nomenieHnii (BHyTpEHHUE IOBEPXHOCTH CTEH, IIOTOJIKOB) JJIsl XpaHEHUS
JIEKapCTBEHHBIX MpenapaTroB JI0JDKHA J0MYCKaTh BO3MOXKHOCTb ITPOBE/ICHUS BIAXKHOM yOOpKH
U MCKJIIOYaTh HAKOIUIEHUE MbLIH.

O06opynoBaHye, HHBEHTAph U MaTepUAIIbI U yOOPKHU (OUUCTKH), a TAK)KE MOIOIIUE
NEe3UH(PHULIMPYIOIINE CPEACTBA TOJKHBI XPaHUTHCS B OTACIBHBIX 30HAX (IIKadax).

26. ITomemeHus ais XpaHCHUA JICKAPCTBCHHBIX MPCIIapaToB AOJI?KHbBI OBITE CIIPOCKTUPOBAHbI
1 OCHaAIICHbI TAKNUM o6pa30M, YTOOBI 00€CIIEUNTE 3alUTy OT IPOHUKHOBCHUSA HACCKOMBIX,

I'PBI3YHOB WM JIPYTUX )KUBOTHBIX.

27. B noMenieHus (30Hbl) AJIs1 XpaHEHUS JIEKAPCTBEHHBIX IIPENApaTOB HE AOITyCKaKOTCs JINLIA,
HE UMEIOILKE MpaBa JOCTYIIA, OIPEAEICHHOIO CTAHAAPTHBIMU OIEpalliOHHBIMU

MPOLEAYPAMH.

28. IIpon3BonuTesiM JIEKapCTBEHHBIX MIPENApaToOB U OPraHU3alMsIM ONTOBON TOPTrOBIU
JIEKapCTBEHHBIMU IIperapaTaMyu He0OX0IMMO MPEAYCMOTPETh pasziesicHHe MOTOKOB
nepeMelleHus JICKapCTBEHHbIX IPenapaToB MKy MOMEIEHUSIMHU U (WJIM) 30HaMU JUIs
XPaHEHMS JIEKAPCTBEHHBIX IIPENApaToB.

29. Cremnaxu (Kadwl) I XpaHSHUS JIEKAPCTBECHHBIX MPETApaToOB JOKHEI OBITH
MapKUPOBAHBI, UMETh CTEIUIAKHBIC KAPThI, HAXOASIINECS B BUTUMOM 30HE, 00eCTICYNBATh
UICHTU(UKAIHMIO JICKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU C MIPUMEHSIEMON CYyObEKTOM
oOpaleHus JIEKapCTBEHHBIX MPETapaToB CUCTEMOM yueTa. JlomycKkaeTcsi IpUMEHEHHUE



ANIEKTPOHHOM CHCTEMBbI 00paObOTKH JaHHBIX BMECTO CTEJUIAXKHBIX KapT. [Ipu ncnonb3oBaHNM
ANIEKTPOHHOM CUCTEMbI 00paOOTKH JaHHBIX AOMYCKAETCs UICHTU(UKALMS TPH TOMOILU
KOJIOB.

30. JlekapCTBEHHBIE TIpENapaThl, B OTHOMIECHHH KOTOPBIX CYOBEKTOM OOpaIieHus
JICKApCTBEHHBIX MPENapaToB HE MPUHATO PEHICHUE O JajdbHENIIeM 00paleHuH, UITH
JIeKapCTBEHHBIE TIpeTapaThl, 00palieHue KOTOPhIX MPHOCTAHOBJICHO, a TAK)KE BO3BPAIICHHBIC
CyOBEKTy 0OpalleHHs JIEKAPCTBEHHBIX PEIapaToB JIEKAPCTBEHHBIC MTPETIapaThl JOJKHEI
OBITH ITOMEIICHHI B OTACIHFHOE TIOMEIIEHHE (30HY) WIH U30JUPOBAHBI C IPUMEHEHUEM
CHCTEMBI AIIEKTPOHHOI 00pabOTKH JaHHBIX, 00ECTICUNBAIOIICH pa3eieHue.

JlekapcTBEHHBIC TIPETapaThl, B OTHOIIEHHUH KOTOPBIX CyObEKTOM OOpAIICHUSs JIEKAPCTBEHHBIX
MperapaToB NPUHSATO PEIICHUE O MPUOCTAHOBICHUH MPUMEHEHHS WU 00 U3bSITHU U3
oOpareHus, a Takxke GaabCUPUITIPOBAHHBIC, HETOOPOKAYCCTBCHHBIC M KOHTPAa(DaKTHBIC
JIEKapCTBEHHBIE MPEnapaThl JOHKHBI ObITh H30JIHPOBAHBI U pa3MEIICHBI B CIICIIHAIEHO
BBIJICTICHHOM ITOMEIICHUH (30HE).

[IpennpunsThIe MEPHI U30AINH YKAa3aHHBIX JEKapCTBEHHBIX MPENapaToB JT0JIKHBI
rapaHTHPOBATh UCKIIOYCHUE UX MOMAJaHus B 0OpallieHue.

31. JlekapcTBeHHbIE Npenaparkl, NOUIEKAIINE TPEIMETHO-KOJIMYECTBEHHOMY yueTy <1>, 3a
UCKJTIOYEHHEM HAPKOTHUYECKUX, ICUXOTPOMHbIX, CUIbHOAECHCTBYIOIINX U SAOBUTHIX
JIEKapCTBEHHBIX CPE/ICTB, XPAHATCS B METAJNIMYECKUX WJIN IEPEBSHHBIX LIKadax,
OIe4aThIBAEMbIX WU INIOMOUPYEMBIX B KOHIIE pabOYero JHs.

<1> Ilpuka3 Munzapasa Poccun ot 22 anpens 2014 . N 1831 "O06 yTBep:k1eHUH NEpedHs
JIEKapPCTBEHHBIX CPEICTB AJI MEAULIUHCKOTO MPUMEHEHHUS, TIOJIEKAIINAX
IIPEIMETHO-KOJIMYECTBEHHOMY yueTy'" (3apeructprupoBaH MUHHCTEPCTBOM IOCTULIUN
Poccuiickoit ®denepannn 22 urona 2014 r., peructpannonssiii N 33210) ¢ u3sMEHEHUAMH,
BHECEHHBIMU NpHKa3oM Munzapasa Poccun ot 10 centsiops 2015 . N 6341 "O BHeceHun
MU3MEHEHUH B HEKOTOPBIE IPHUKa3bl MUHUCTEPCTBA 3APaBOOXPAHEHUS U COLMAIBHOIO
pasutus Pocculickoit @enepanuu 1 MunucrepcTsa 3apaBooxpanenus Poccniickon
®enepanun" (3apeructpupoBad MunuctepctBoM octuiiuu Poccuiickoit deneparu 30
cents0ps 2015 r., peructparmonssiii N 39063).

32. JIekapcTBEHHBIE MpeEMaparhbl, COAEPKAIINE HAPKOTUUECKUE CPEJICTBA U TICUXOTPOITHBIE
BEILIECTBA, JOJUKHBI XPAHUTHCS B COOTBETCTBUHU € 3aKOHOJATENBCTBOM Pocculickoi

q)eﬂepaHI/II/I O HAPKOTUYCCKHUX CPCACTBAX U IICUXOTPOITHBIX BCUICCTBAX.



33. XpaHeHue JIeKapCTBEHHBIX NIPENapaToB, COAEPKAIINX CHIIBHOIEHCTBYIOLIUE U SIOBUTHIE
BeleCcTBa <1>, HAXOMAMXCS N0 KOHTPOJIEM B COOTBETCTBUU MEKyHAPOIHBIMU
IIPaBOBBIMU HOPMaMH, OCYIIECTBIISIETCS B IOMEILEHHSIX, 000PYAOBaHHBIX HH)KEHEPHBIMU U
TEXHUYECKUMH CPEICTBAMH OXPaHbl, aHAIOTMYHBIMU IIPEYCMOTPEHHBIM JUISl XPAHEHUS

HAapKOTUYCCKUX U MCHUXOTPOITHBIX JICKAPCTBCHHBIX CPCACTB.

<1> Ilocranosnenue [IpaBurensctBa Poccuiickoit denepanun ot 29 nexadbps 2007 . N 964
"OO0 yTBEPKIEHUU CITUCKOB CUIILHOJICUCTBYIOIINX U SIZIOBUTHIX BEIIECTB IS 1I€JIel CTaThu
234 u apyrux crareil YronoBHoro kojekca Poccuiickoit denepanuu, a Tak:ke KPymHOTO
pa3Mepa CUIbHOJAEHCTBYOUIMX BEIIECTB AJId Lienel cTaTbu 234 YromoBHOTO KOAEKca
Poccutiickoit @enepanun" (Cobpanue 3akononarensctBa Poccutickoit deneparuu, 2008, N 2,
ct. 89; 2010, N 28, ct. 3703; 2012, N 10, cT. 1232; 2012, N 41, cT. 5625; 2013, N 6, cT. 558;
N9, ct. 953; N 45, ct. 5831).

34. JlomyckaeTcsi XpaHEHUE B OJHOM TEXHUYECKHU YKPETJICHHOM [TOMEIIEHUH JIEKapCTBEHHBIX
MpernapaToB, MPETyCMOTPEHHBIX TyHKTOM 32 HacTosmux [IpaBui, u jekapcTBEHHBIX
[pernapaToB, COIEPKAIINX CHIIbHOACHCTBYIONINE WM SJOBUTHIE BemecTBa. [Ipu aTom
XpaHEHHE TaKUX JIEKAPCTBEHHBIX MPENapaToB JOIKHO OCYIIECTBIATHCS (B 3aBUCUMOCTH OT
o0BeMa 3a1acoB) Ha pa3HBIX MOJIKaX ceida (MeTaTndecKoro mkada) Wik B pa3HbIX ceiidax
(MeTamIMuecKux mkagax), Orne4yaTbBA€MbIX WIH IJIOMOMPYEMBIX B KOHIIE pab0o4ero JAHs.

35. CyObekTy obOpatieHust JeKapCTBEHHBIX MpenapaToB HEOOXOAMMO 00ECIIeUnTh OXPAHHYIO
CHCTEMY, TIO3BOJISIOINILYIO MPEIOTBPALIATh HEMPABOMEPHOE TPOHUKHOBEHUE B JIIOObBIC
MOMeIeHNs (30HbI) sl XpaHEHUsI JICKapCTBEHHBIX MTPETapaToB.

36. O6opynoBaHue, OKa3bIBAIOIIEE BIMSHUE HA XpaHEHUE | (MITH) TIEPEBO3KY JICKApCTBEHHBIX
IperapaToB, T0HKHO MPOEKTUPOBATHCS, pa3MEIaThCs U 00CTYKUBATHCS COTIIACHO
JTOKYMEHTAIMH TI0 €TO HCIOIb30BAHUIO (IKCILTyaTalin).

37. K 060pynoBaHuio, UICTIOIB3YEMOMY B MPOIECCE XPAHCHUS U (MJIN) TIEPEBO3KH

JICKapPCTBEHHBIX MTPEIapaToB, OTHOCITCS B TOM YHUCIIC:
a) CUCTEMBI KOHIUITMOHUPOBAHHSI,

0) XONMOAUIbHBIE KaMEPhI U (MIJIH) XOIOIUIbHUKHY;

B) OXpaHHas ¥ MMOYKapHasi CHTHAIN3aITHS;

I') CUCTEMbI KOHTPOJIS IOCTYTIA;



1) BEHTWISIITMOHHAS CHUCTEMA;

€) TepMOTUTPOMETPHI (TICUXPOMETPHI) WIIM HHOE 000PYI0BaHUE, UCIIONIb3YEeMOe IS
pErucTpany TeMIEepaTypbl U BIAXKHOCTH.

38. ObopynoBaHue, OTHOCSIIEECS K CPEJICTBAM U3MEPEHH, 10 BBO/IA B AKCIUTYaTaIHIO, a
TaKKe TOCIIe PEMOHTA MOJICKHUT MEPBUIHON MOBEpKe U (MIIH) KaTHOPOBKE, a B Ipoliecce
AKCIUTyaTallu! - IEPUOJNUECKOI MoBepKe U (M) KaTuOpPOBKE B COOTBETCTBUHU C
TpeboBaHUsIMHU 3aKoHOmaTenbCTBa Poccutickoit deneparuu 06 obecrieueHnn eTMHCTBA
n3MepeHun <1>.

<1> Cratpu 13 u 18 ®@enepanbHoro 3akoHa ot 26 utoHs 2008 . N 102-D3 "O06 obecneueHun
enuHcTBa M3Mepenuit" (Cobpanue 3akoHonarenbcTBa Poccuiickoit deneparmu, 2008, N 26,
ct. 3021; 2014, N 26, ct. 3366; N 30, cT. 4255).

39. PeMOHT, TexHHUECKOE 00CITy)KMBaHKE, TIOBEPKA U (UJIH) KaTuOpOBKa 000pyaOBaHHUs
JOJKHBI OCYIIECTBIISITECS. B COOTBETCTBHH C YTBEPIKIAEMBIM IUTAHOM-TPpa(uKOM, TaKUM
00pa3om, 4To0BI Ka4eCTBO JEKAPCTBEHHBIX MPETAPaTOB HE TOABEPTaioCh HETAaTUBHOMY
BO3JICHCTBHIO.

40. Ha BpeMsl peMOHTa, TEXHUYECKOTO 00CTY)KMBaHUs, TOBEPKU U (WJIN) KATHOPOBKH
000pyI0BaHUS U CPEJCTB U3MEPEHUS JTOJIKHBI ObITh IPUHATH MEPBI, 00ECIIEUHBAIOIINE
TpeOyeMble YCIOBUS XpaHEHUs JIEKApCTBEHHBIX MPENapaToB.

PemoHT, TexHHYecKoe 00CIyKMBaHUE, TOBEpKa U (M) KaTuOpoBKa 000pyIOBaHUS U
CPEACTB U3MEPEHUs TOJKHBI OBITH COOTBETCTBYIOIUM 00pa30M OTPaKEHBI B IOKYMEHTAX,
KOTOpBIE apXUBUPYIOTCSI M XPAHATCA B COOTBETCTBUH C 3aKOHOAATENHCTBOM Poccuiickoit
®denepannn 00 apXUBHOM JIEIE.

V. I[OKYMGHTBI IO XPAHCHUIO U IICPEBO3KC JICKAPCTBCHHLIX IIPCIIapaTOB

41. JlokyMEHTHI 110 XpaHEHHIO U (WJIHM) EPEBO3KE JIEKAPCTBEHHBIX MIPENapaTos,
OIMCHIBAIOIINM JCHCTBUS, BBHITIOIHAEMbIE CYOBEKTOM 0OpaIleHus! JICKapCTBEHHbBIX
IpernapaToB, HAIIPABJIEHHbIE HA COOIIOICHNE TPEOOBAaHH, YCTAaHOBICHHBIX HACTOAIMMU
[TpaBunamu, BKIIOUAOT B TOM YHMCJIE€ CTAHJAPTHBIE ONEpAIlMOHHbIE POLEAYPbI, HHCTPYKIIHH,
JIOTOBOPBI, OTYETHI.



Co,uepncaHHe JOKYMCHTOB HOJIZKHO OBITh IMMOHATHBIM, OJHO3HAYHBIM, HC JOITY CKatOIIIUM
ABYCMBbICIICHHBIX TOJIKOBAHUH.

42. Cpok xpaHeHHs! JOKYMEHTOB ONIPEICTSAETCS B COOTBETCTBUU C TPEOOBAHHMSIMU
3akoHonarenbcTBa Poccutickoit deneparuu 00 apXuBHOM JieJIe.

43. TlepcoHast JOMKeH OBITh O3HAKOMIICH M KIMETh JJOCTYI K JIOKYMEHTaM, HEOOXOAUMBIM JJIsI
HCIIOJIHEHUS TOJDKHOCTHBIX 00S3aHHOCTEIA.

VI. JleiicTBust cyObekTa 0OpaleHus JeKapCTBEHHBIX MPENaparoB M0 XPaHEHUIO U IEPEBO3KE

44. Bce neiictBust cyObeKkTa 0OpalleHHs JeKapCTBEHHBIX MPEenapaToB 10 XpaHEHHUIO U (KJIH)
NEPEBO3KE JICKAPCTBEHHBIX MPENApaToOB OCYIECTBIIAIOTCS TAKUM 00pa3oM, YTOObI
UJEHTUYHOCTb U KaU€CTBEHHbIE XapAKTEPUCTUKHU JIEKAPCTBEHHBIX MPENapaToB HE ObLIN
yTpaueHbl U COOMIONATNCH YCIOBHS UX XPAaHEHUS, YKa3aHHbIE B MHCTPYKLIUH 110

MCIAUIIMHCKOMY IIPHUMCHCHUIO U HAa YIIAKOBKC JICKAPCTBCHHOTI'O IIpCIiapara.

45. CyObekTom oOpaIieHus JICKapCTBEHHBIX MTPEenapaToB MPHHUMAIOTCS MEPBI IS
MUHHMH3ALUN PUCKA TPOHUKHOBEHUS (aIbCUUITMPOBAHHBIX, KOHTPA(AKTHBIX,

He100pOKaueCTBEHHBIX JICKAPCTBEHHBIX MPENaparoB B 0OpalieHue.

46. B mporiecce mpueMKH JIEKapCTBEHHBIX MPenapaToB padOTHUKAMHU CyObeKTa 0OpaIieHus
JIEKapPCTBEHHBIX MIPENapaToB OCYIIECTBIISAECTCSA TPOBEPKA COOTBETCTBUS IPUHUMAEMBIX
JICKApPCTBCHHBIX MPCIIapaToB TOB&pOCOHpOBOI[HTeJIBHOﬁ JAOKYMCHTAIUU IO aCCOPTUMCHTY,
KOJIMYCCTBY U KaUYCCTBY, CO6JIIOI[€HI/IIO CIIeuaJIbHbIX yCJ'IOBI/Iﬁ XpaHCHUA (HpI/I HaJInunuu
TaKoro TpeOOBaHUS B HOPMATHBHOM TOKyMEHTAIlMU Ha JIEKAPCTBEHHBIN Tpernapar), a TakkKe
HAJIMYUIO TTOBPEKICHHUIN TPAHCIIOPTHOM Taphl.

47. JlekapCTBEHHBIE MTpenapaThl HEOOXOMMO XPAHUTH C YUETOM TpeOOBaHNUN, HOPMATUBHOM
JOKYMEHTALMH, COCTABIISIIOIIEH PETUCTPALIMOHHOE JOChE Ha JIEKapCTBEHHBIN IIpenapar,
MHCTPYKIMHU IO METULIMHCKOMY ITPUMEHEHHIO, HHPOPMAaLIUH, CoAepKaleiics Ha MepBUUHON
U (MIM) BTOPUYHOH yIIaKOBKE JIEKApCTBEHHOTO IIperapara, TPAHCIIOPTHOM Tape, a TakKe B
COOTBETCTBHUH C TPeOOBAaHUSAMH, YCTAaHOBIECHHBIMU HacTosIMMHU [IpaBunamu.

48. JlekapCTBEHHBIE MTpENapaThl JOJKHBI pa3MeIlaThes Ha cTeliaxkax (B mkadax) uia Ha
noAToBapHUKax (moaaoHax). He nomyckaercs pa3melieHne JIeKapcTBEHHBIX MTPENapaToB Ha
noiy 6e3 nognoHa. [loatoHbl MOTYT pacrionaraTbCs Ha I0JIy B OJUH Psiji WM Ha CTeJlIakax B
HECKOJIBKO IPYCOB B 3aBUCUMOCTH OT BBICOTHI cTe/utaxa. He nomyckaercs pa3menieHne
MIOJIJIOHOB C JICKAPCTBEHHBIMHU MIPETriapaTaMy B HECKOJIBKO PsIIOB 10 BBICOTE 0€3
HCTIOJIb30BaHMSI CTEIIIaKEH.



49. JlexapcTBEHHBbIE MpenapaThl pa3MeIaloT B MOMEIICHUAX U (UJIK) 30HaX JUIsl XpaHEHUs
JIEKapPCTBEHHBIX MIPEMapaToB B COOTBETCTBUU C TPEOOBAHUSIMU HOPMATUBHOM IOKyMEHTALIUN
U (unn) TpeOOBaHUSAMH, YKa3aHHBIMU Ha YIAKOBKE JIEKAPCTBEHHOTO Mpenapara, ¢ y4eToM:

a) (PM3UKO-XMMHUYECKHX CBOMCTB JICKAPCTBEHHBIX MPENapaToB;
0) dapmMaKoIOru4ecKux rpymir;
B) crioco0a BBEJCHUS JICKAPCTBEHHBIX MPETapaToB.

[Ipu pazmenieHny JeKapCTBEHHBIX IPENapaToB B MOMEIICHUX U (MJIM) 30HAX JUIsl XpaHEHUs
JIEKapPCTBEHHBIX MIPENAPATOB AOMYCKAETCS UCIIOJIb30BAHNE KOMIIBIOTEPHBIX TEXHOIOTHH (110
anQaBUTHOMY MPUHIIHITY, IO KOAAM).

50. B cimydae oTCyTCTBUSI BOBMOXKHOCTH COOTIOZICHNS YCIOBUN XpaHEHUS B IPoLiecce
IIPUEMKH JIEKAPCTBEHHbIE MpeNnaparkl, TPeOyIOIINe CIIeHUaIbHbIX YCIOBUI XpaHEHHs U Mep
0€30IacHOCTH, TIOCTIC BBITIOTHEHUS] HEOOXOAMMBIX TIPOBEPOYHBIX MEPOTIPHUSTHN
MIEPEMEINAIOTCS B COOTBETCTBYIONIEE TOMEIICHNE HITH 30HY XPAaHEHHS C YYeTOM TpeOOBaHHMA
CTaHJApTHOM ONEPAMOHHON IPOLEIYPHI.

51. XpaHeHue OrHeonacHbIX U B3PBIBOOIIACHBIX JIEKAPCTBEHHBIX MTPENapaToB
OCYHMECTBIIACTCA BAAJIU OT OrHA XU OTOIMUTCIIbHBIX HpI/I60pOB. HCO6XOI[I/IMO HUCKJIHOYUTH
MEXaHMYEeCKOE BO3/ICMCTBUE HA OTHEONACHBIE U B3PHIBOONACHBIE JIEKAPCTBEHHBIE MTPENaparsl,
B TOM YHCII€ BO3/ICHCTBUE NMPSIMbIX COTHEUHBIX JTy4eil U yaaphbl.

52. JIekapcTBEHHBIE Mpemnaparbl, TPEOYIOIINE 3aUThI OT BO3JICHCTBHUS CBETA, JOKHBI
XPaHUTBCA B IOMCUICHUAX W CIICHHUAJIBHO 06OPYI[OB3HHBIX 30Hax, O6CCHG‘-H/IBaIOHII/IX

3al0UTYy OT MoNaaaHus Ha YKA3aHHBIC JICKAPCTBCHHBIC IIPCIIAPAThl IPAMBIX COJTHCUHBIX J'Iy‘-IGfI.

53. Onepanuu ¢ 1€KapCTBEHHBIMU IIpENapaTaMy, OCyIIECTBISEMBbIE B CKIIAICKUX
MIOMEIIIEHUSX, ¥ IEPEBO3Ka JIEKAPCTBEHHBIX MTPENAPATOB BBIMOJIHAIOTCS ¢ COOIIOIEHUEM
TpeOOBaHUH, YCTAaHOBIICHHBIX HacTosiumu [IpaBunamu, a Takke Mep 0e301MacHOCTH.

54. Otrpy3ka JeKapCTBEHHBIX IIPENapaToB IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IIPENApaToOB U
OpraHu3alMsIMU ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMU MpErapaTaMyu OPraHU3yeTCsl TAKUM
o0pa3oM, 4TOObI JIEKAPCTBEHHbIE MPEnaparbl ¢ MEHBIINM CPOKOM FOAHOCTHU OTITYCKAJIUCh B
MIEPBYIO OYEPE/Ib.

55. JlekapcTBeHHBIE Mpenaparbl, IpelHa3HauYE€HHbIC I YHUUYTOXKEHUSI, B COOTBETCTBUU CO
CTaHJIapPTHBIMU OIEPAIIMOHHBIMHU MPOLIEAYPaMH JTOJIKHBI OBITH MAPKHUPOBAHBI U
M30JINPOBAHBI OT JIEKAPCTBEHHBIX MPENapaToB, JOMYIIEHHBIX K 00paIleHHUIO.



VII. IlepeBo3Ka J1€KapCTBEHHBIX IIpENaparoB

56. CyOnekT oOpaleHus JEKapCTBEHHBIX MPENapaToB MPHU MOJATOTOBKE K MEPEBO3KE
JICKApCTBEHHBIX MPENapaToB 00ECIIeUnBaACT COTIIACOBAHKE C TTOTydaTeIeM JICKapCTBEHHBIX

npenaparoB OCTATOYHBIX CPOKOB I'OJHOCTHU IMOCTABJIACMBIX JICKAPCTBCHHBIX ITPCIIApPATOB.

57. IlepeBo3Ka JeKapCTBEHHBIX MPENApaToOB COMPOBOKIAETCS TOKYMEHTAMU B COOTBETCTBUU
¢ TpeboBaHUAMM 3aKOHOAaTeNbcTBa Poccuiickont Depepanum.

58. Nndopmanus o nepeBo3Ke JEKapCTBEHHBIX MPEnapaToB T0HKHA (PUKCHPOBATHCS
CyOBEKTOM 0OpalieHust JeKapCTBEHHBIX MPENapaToB TAKUM 00pa3oM, YTOObI 00eCIeUnTh
KOHTPOJIb UX TIEPEMEIICHHS.

59. B nporiecce nepeBO3KH JICKAPCTBEHHBIX MIPETMapaToB HE3aBUCUMO OT €€ criocoda
CyOBEKTOM OOpaIeHHs JICKapPCTBEHHBIX MPEIapaToB JOJDKHA 00SCIIeUNBaTHCS BO3MOXKHOCTh

MOATBCPKACHUS Ka4CCTBA, MOJJIMHHOCTU U CJIOCTHOCTH JICKAPCTBCHHBIX MPCIIapaToOB.

60. [InanupoBaHue MepeBO3KH JIEKAPCTBEHHBIX MPEMapaToB JOJKHO OCYIIECTBISETCS
CyOBbEKTOM 00palleHHs JeKapCTBEHHBIX MIPENnapaToB Ha OCHOBAaHUH MPOBEIEHHOTO aHAIM3a U
OIICHKU BO3MOYXHBIX PHCKOB.

61. Undopmanus o BBISIBICHHBIX CYOBEKTOM 0OpalleHus JIEKapCTBEHHBIX PENapaToB B
nporiecce MepeBO3KHU JIGKAPCTBEHHOTO Mperapara cliydasx HapylieHHs TEMIIepaTypHOTro
pexuMa XpaHeHUs U (WJIH) TIOBPEKICHUS YITAKOBKH JOBOIUTCS CyOBEKTOM OOpaIeHUs
JICKApCTBEHHBIX MPENapaToB 10 OTIIPABUTENS U (MITH) TIOTYJaTels JIEKapCTBEHHBIX

IIpenaparos.

ITo 3ampocy nosydvaresis JeKapCTBEHHBIX MPENnapaTroB CyObeKTOM O0palleHus
JIEKapCTBEHHBIX MPEnapaToB JOJKHbI ObITh MPEIOCTABIEHBI CBEACHHS O COONIOAECHUN
TEMIIEPATypHOTO PEKUMa IIPU MEPEBO3KE JIEKAPCTBEHHBIX MIPENapaToB.

62. 1511 mepeBO3KH JIEKapCTBEHHBIX MPENAapaTOB UCTIONIB3YIOTCS TPAHCIIOPTHBIE CPEICTBA U
o0opynoBaHue, oOecreyuBarole cooaoneHne nx kauecTa, 3PGEeKTUBHOCTH U
0€30I1aCHOCTH.

[Tpu mepeBo3Ke TePMOTAOUITHHBIX JIEKAPCTBEHHBIX MPETIapaToB UCIOIb3YETCS
CreMaIM3UpOBaHHOE 000pYIOBaHKE, 0OecIeunBalolIee NoAAepKaHUE TPeOyeMbIX
TEMIIEPaTyPHBIX PEKMMOB XpaHEHUs JIEKaPCTBEHHBIX MTPETIapaToB.

63. X1a/1031€MEHThI B U30TEPMUYECKUX KOHTEHHEPAaX pa3MenIaloTcsi TAKUM 00pa3oM, YTOOBI
OTCYTCTBOBAJI pr[MOfI KOHTAKT C JICKAPCTBCHHBIMU IIpCIiapaTraMu.



[ToBTOpHOE UCTIOJIB30BAHUS HEAOCTATOUHO OXJIAXKIECHHBIX U (MJIM) MOBPEXKACHHBIX

XJIaJ02JICMCHTOB HE JOIYyCKACTCH.

PykoBonutens cyObekTa oOpaleHus JIEKapCTBEHHBIX MPenapaToB 00ecreyrBaeT MpoBeIeHIE
MHCTPYKTa)xka O TOPSAKE MOATOTOBKH U30TEPMUUYECKUX KOHTEHHEPOB K EPEBO3KE
JIEKApCTBEHHBIX MPENaparoB (C y4ETOM CE30HHBIX 0COOEHHOCTEH), a TAK)KE O BOSMOKHOCTH
MMOBTOPHOTO MCIIOJIb30BAHUS XJIaJ03IE€MEHTOB.

64. O60opynoBaHNe, YCTAHOBICHHOE BHYTPU TPAHCIIOPTHOTO CPEJICTBA UJIU B KOHTEHHEpE,
HCMOJb3YEMOE U1 KOHTPOJIS ¥ TTOJJIEPKAHKS TEMIIEPATYPHOTO peKUMa B MPOLIECCE
MIEPEBO3KH JIEKAPCTBEHHBIX MPENAPATOB, OTHOCSIIEECS B COOTBETCTBHH C TPEOOBAHHUSIMH
3akoHoAarenbcTBa Poccuiickoit @enepannu 06 obecrnedeHnn eAMHCTBA U3MEPEHHH K
CpeACTBaM M3MEPEHMIL, 10 BBOJIA B AKCILTyaTalyio, a TAK)Ke MOCJI€ PEMOHTA MOJJIEHKHUT
MIEPBUYHON MOBEPKE M (MIIN) KaTMOPOBKE, a B MPOIECCE IKCIUTyaTAIHHU - IEPUOTUIECKON
MOBEPKe U (HITN) KAIMOPOBKE B COOTBETCTBUU C TPEOOBAHUSIMHU 3aKOHO/IATEIbCTBA
Poccuiickoit denepannu 00 oOecredeHny eIMHCTBA U3MEPEHU.

65. JlekapcTBEHHBIE MPEMAPATHI JOCTABIISIOTCS MO aIPECY, YKa3aHHOMY B
TOBApPOCOMNPOBOAUTCIIBHBIX TOKYMCHTAX.

66. OTBETCTBEHHOCTH 3a COOMIOIeHHE TpeOoBaHui HacTosuX [IpaBui npu nepeBo3ke
JIEKapCTBEHHBIX MPENapaToB BO3JIAraeTcs Ha CyOBEKT OOpaIleHHs JIEKapCTBEHHBIX
Ipernaparos.

67. B ciydasx, Koraa nepeBo3Ka COIPOBOXKIAETCS ONEepalusiMU 110 pa3rpy3ke U o0paTHO
3arpy3Ke WM BKIIIOYAET B ce0sl TPAaH3UTHOE XpaHEHHE, COOIIONAIOTCS YCIOBHS XPAaHEHUS B
MIOMEIIIEHUSAX U obecrieueHre 0e30MacHOCTH Ha TPAH3UTHBIX CKJIa/1aX, KOTOPbIE ONPEAeIeHbI
JIOTOBOPHBIMH OTHOILEHUSIMH MEX/y OTIIPABUTENIEM U TPAHCIIOPTHON KOMITAaHUEH,
HacrosiuumHu [IpaBuitamu u 3akoHoaarenscTBoM Poccuiickoit deneparun.

VIII. Tapa, ynakoBka 1 MapKUpOBKa JIEKAPCTBEHHBIX IIPENIapaTOB

68. JlekapCTBEHHBIE TIPENapaThl IIEPEBO3STCS B TPAHCTIOPTHOW Tape, KOTOpasi HE OKa3bIBAET
OTPHLIATETILHOTO BIUSHHS HA X Ka4eCTBO, 3()()EeKTUBHOCTH M 0€30MacHOCTh M 00eCIeunBaeT
HAJISKHYIO 3aIIUTY OT BO3ACHCTBUS (DAaKTOPOB BHEIIHEH CPEJIBL.

69. Be16op cyObeKTOM 00paleHus JeKapCTBEHHBIX MPErapaToB TPAHCIIOPTHON Taphl,
YIAaKOBKHW OCHOBLBIBACTCA HaA:



a) yCTaHOBJICHHBIX TPEOOBAHMIX K YCIOBUSAM XPaHEHUS U NIEPEBO3KHU JIEKAPCTBEHHBIX
npenaparoB <1>;

<1> ITynkr 18 cratbu 5 ®enepanpHoro 3akoHa ot 12 anpena 2010 . N 61-d3 "O6
oOparenuu JiekapcTBeHHBIX cpencTB" (CoOpanue 3akoHoAarenscTBa Poccuiickoit
®enepauun, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2014, N 52, cT. 7540; 2015, N 29,
cT. 4367), noanyHkT 5.2.171 Ilonoxkenus o MuHuCTEpCTBE 31paBooxpaneHus Poccuiickoi
@Penepannu, yTBEpKICHHOr0 nocraHosinenueM Ilpasurensctea Pocculickoit denepanuu ot
19 urons 2012 1. N 608 (Cobpanue 3akononarensctBa Poccuiickoit @eneparum, 2012, N 26,
cT. 3526; 2013, N 16, cT. 1970; N 20, cT. 2477; N 22, c1. 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, c1. 491; N 12, c1. 1763; N
23, c1.3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27, cT. 4497; N 28, c1. 4741; N 34, cT.
5255).

0) oObeMe, HeOOXOIMMOM JTs pa3MEIICHHS JICKAPCTBEHHBIX TIPETapaToB;
B) KOJICOAHUSX TEMIIEPATypPhl OKPYKAIOIIEH Cpe/Ibl;

T) JUTUTENBHOCTH MEPEBO3KHU, BKIIIOUAsl BO3MOXKHOE MPOMEKYTOUHOE XPAHEHHE
JIEKapCTBEHHBIX ITPEIapaToB.

70. TpancriopTHasi Tapa ¢ JEKapCTBEHHBIMH MpernaparaMu B MPOLECCE MPUEMKH
JIEKapCTBEHHBIX MPETApaToOB Mepe] MePEeMEIIeHUEM B OMEIIEHUs U (W) 30Hy XpaHEHUS

JOJDKHA OBITH OYMIICHA OT BU3YAJIbHOTO 3arpsi3HEHUs (IIpH HEOOXOIMMOCTH).

71. Ha TpancniopTHYO Tapy, KOTOpas He MpeHa3HayeHa AJis IoTpeduTenel U B KOTOPYIO
IIOMEIIIEHBI JIEKAPCTBEHHBIE IIPenapaThl, JOKHA HAHOCUTHCS MH(MOPMAIs 0 HAMMEHOBAaHUH,
CEpUH JIEKapCTBEHHBIX MPENaparoB, 1aTe BbITYyCKa, KOJMYECTBE BTOPUUHBIX
(MOTpeOUTENBCKUX) YITAKOBOK JIEKAPCTBEHHBIX MPENapaToB, IPOU3BOAUTEIE JIEKAPCTBEHHBIX
IIpEernapaToB ¢ yKa3aHUEM HaUMEHOBAaHUN M MECTOHAXOXIEHUS (aapec) MPOU3BOIUTENS
JIEKapCTBEHHBIX MPEnapaToB, a TAKXKe O CPOKE TOJAHOCTH JIEKAPCTBEHHBIX MPENapaTroB U 00
YCIIOBUSIX UX XPAHEHUS U NIEPEBO3KU, HEOOXOAUMBIE MPEAYIIPEIUTEIbHbBIE HAIITUCH U

MaHUITYJISITOPHBIC 3HAKH.
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