[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

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

MUHUCTEPCTBO 3/IPABOOXPAHEHMSI POCCUIICKOI ®EJEPALIMN

INPUKA3
ot 31 aBrycra 2016 r. N 646H

. Ob YTBEPXJIEHHWU ITPABHNJI
HAJVIEZXKKAINEN TPAKTUKU XPAHEHUWSA U IIEPEBO3KU JIEKAPCTBEHHBIX
INPEITAPATOB JJIA MEJUIIUHCKOI'O IIPUMEHEHUA

B cootBerctBuun ¢ nynkrom 18 crateu 5 denepanbHoro 3akona ot 12 ampens 2010 r. N
61-®3 "O6 obpamennn nexkapcTBeHHBIX cpeacTB" (CoOpanue 3akoHOAATenbCTBA Poccuiickoit
O®enepanun, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, cr.
7540; 2015, N 29, ct. 4367) n nognynkrom 5.2.171 Ilonoxenuss o MuHUCTEPCTBE 31paBOOXpa-
Henust Poccuiickoit denepannu, yrBepKIeHHOro nocraHoBiaeHuemM [IpaButenscrBa Poccuiickoit
Oeneparun ot 19 utons 2012 r. N 608 (Cobpanue 3akonogarenscTBa Poccuiickoit @enepammu,
2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 45, cr. 5822;
2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, cT1. 4969; 2015, N 2, c1. 491; N 12,
cT. 1763; N 23, ct. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27 c1. 4497; N 28, c1. 4741; N 34,
cT. 5255), npuka3piBaro:

1. YtBepauth npunaraemble [IpaBuia Hajmexanedn NpakTUKH XpaHEHHUS] U TIEPEBO3KHU Jie-
KapCTBCHHBIX MPLCIapaToB AJId MCAUIIMHCKOT'O ITPUMCHCHU .

2. Hacrosmuii mpuka3 Betymnaer B cuiny ¢ 1 mapra 2017 roaa.

Bpuo Munucrtpa
N.HKATPAMAHSH

Y TBEPKICHBI

puKa3oM MUHHCTEPCTBA 3IpaBOOXPaHEHUS
Poccuiickoit @eneparuu

ot 31 aBrycra 2016 r. N 646H

ITPABHJIA
HAJUIEXXAIENA MPAKTUKHU XPAHEHUSA U IEPEBO3KU JTEKAPCTBEHHBIX
IMPEITAPATOB JJIsA MEJUIIUHCKOI'O IIPUMEHEHUA

1. O0uue nonoxeHus

1. Hacrosmue IlpaBuna Hajgiexamed NpakTUKU XpaHEHUS U MEPEBO3KH JIEKApCTBEHHBIX
IpenapaToB IJs MEAMIIMHCKOTO MPUMEHEHHs (J1ajee COOTBETCTBEHHO - [IpaBumia, jgexapcTBeH-
HBIE TIpenaparhbl) YCTAaHABIUBAIOT TPEOOBAHUS K YCIOBHSIM XPaHEHHUS M TIEPEBO3KH JICKAPCTBEH-
HBIX MpenapaToB, HEOOXOIUMBIM JIJIsI 00ECTICUCHHs KayecTBa, 0€30macHOCTH U d()PEKTUBHOCTH



JIEKapCTBEHHBIX MpPENapaToB, a TaKkKe MUHMMHU3ALUU PUCKA MPOHUKHOBEHHs (ambcuduuumpo-
BaHHBIX, HEJTOOPOKAUECTBEHHBIX, KOHTPAPAKTHBIX JICKAPCTBEHHBIX MPEMapaToB B rPa)TaHCKUN
000poT.

2. Hacrosimue IlpaBuiia pacipocTpaHsiIFOTCS Ha MPOM3BOAUTENEH JIEKApCTBEHHBIX Mpemna-
paToB, OPraHU3alUU OIITOBOM TOPIOBJIM JICKAPCTBEHHBIMU IIpElapaTaMy, allTEUYHbIE OPraHHU3a-
U, UHIUBUAYAIbHBIX MPEeANpUHUMATENCH, UMEIOUINX JIUIIEH3HI0 Ha (hapMalleBTUYECKYIO J1esl-
TEJIbHOCTh, MEAMLIMHCKUE OpPTraHU3allui U UX 000COOJIEHHBIE Mojapa3zieieHus (aMOynaTopuw,
denpamepckue U GenpAMEepPCKO-aKyIIepCKUe MyHKTHI, IIEHTPHI (0TIeIeHus) o0Iei BpaueOHOM
(ceMeiHOM) MPaKTHKH), PACHOJI0KEHHBIE B CEIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX OTCYT-
CTBYIOT allTeYHbIC OpPTaHU3alnH (Jayee - CyObeKThl 00palleHus JIEKapCTBEHHBIX MPEIapaToB).

II. Cucrema obecrieueHns KauecTBa XpaHEHUS U EPEBO3KU
JIEKapCTBEHHBIX IIPENapaToB

3. PykoBoauTens cyObeKTa oOpalieHus JIEKapCTBEHHBIX MpenapaToB o0ecieynBaeT peau-
3allMI0 KOMILJIEKCa Mep, HalpaBJIEHHBIX Ha COOJIOJeHHE ero paboTHUKaMu HacTodummx IlpaBun
IpY XpaHEHUH U (WIIN) TIEPEBO3KE JIGKAPCTBEHHBIX MPENapaToB (Jajee - CUCTeMa KauecTBa), Mo-
CPEACTBOM YTBEPXKIEHHUS JOKYMEHTOB, B KOTOPBIX PEIVIAMEHTUPYIOTCS B TOM 4YHCJE MOPSAAOK
COBEpILIEHHS paOOTHUKAMH JICHCTBHI MPH OCYIIECTBICHUH XpaHEHUs U (MJIH) TEPEeBO3KE JIeKap-
CTBEHHBIX IIPENapaToB, MOPSAAOK OOCITY)KMBaHUS U MOBEPKH M3MEPUTEIbHBIX NPHUOOPOB U 000-
pyIOBaHUsl, BEJACHUE 3aMUCEH, OTYETOB M UX XpaHEHHE, IPHEM, TPAHCIIOPTHPOBKA, pa3MeEIIeHUE
JIEKapCTBEHHBIX MpernapaToB (Jajee - CTaHJapTHbIE ONEpPAllMOHHBIE MPOLEAYPhI), U OpraHu3a-
IIUM KOHTPOJIS 32 COOMIOACHNEM CTaHAAPTHBIX ONEPALMOHHBIX IPOLEIYD.

4. CucrteMa Ka4yecTBa JI0JKHA TapaHTUPOBATh, UTO:

a) MepeMeIleHue JIEKAPCTBEHHBIX MpPEnapaToB MEXIy CyObeKTaMH OOpalleHus JeKap-
CTBEHHBIX IIPENapaToB, B TOM YHCJIE BHYTPH KOHKPETHOTO CyObeKTa OoOpalleHHs JICKapCTBEH-
HBIX TIpernapaToB, 0OECIeYMBAET XpaHEHHWE U (WJIM) MEPEeBO3KY C COOIIOACHHUEM TpeOOBaHHIA,
YCTaHOBIJIEHHBIX HacTosmumu [IpaBunamu;

0) ompeneneHa OTBETCTBEHHOCTh paOOTHUKOB CyObeKTa 0OpalleHHs JeKapCTBEeHHbIX Ipe-
1apaToB 3a HapyIIeHne TpeOOBAaHHUM, YCTAaHOBICHHBIX HACTOSIMMU [IpaBuiaMu, U CTaHAAPTHBIX
OTIEPALIMOHHBIX TPOLEYD;

B) JIEKApCTBEHHBIE MperapaThl JOCTABISIIOTCS CYOBEKTOM OOpallleHusl JIeKapCTBEHHBIX
IIPENapaToB B COIJIACOBAHHBIN C MOJIy4aTeseM JIEKAPCTBEHHBIX MPENAapaToB IEPUOJ BPEMEHHU C
coOnroaeHreM TpeOoBaHU, yCTaHOBIECHHBIX HacTosmumMu [IpaBunamus;

I') JOKyMEHTalIbHOe 0(hopMIICHHE ACUCTBUH, yKa3aHHBIX B TaBe VI Hacrosmux [Ipasui, u
JOCTUTHYTBIX PE3yJIbTAaTOB OCYHIECTBIIACTCS B XOJ€ BBINOIHEHHS MU HETIOCPEICTBEHHO IIOCIIE
3aBEPILUECHNS COOTBETCTBYIOIIMX JEHCTBUN;

1) B OTHOLIEHUH KaXKIOr0 HapylIeHUs1 TpeOOBaHUM, YCTaHOBJICHHBIX HacTtosummu [IpaBu-
JaMH, CTaHJAPTHBIMHU OIEPALMOHHBIMU MPOLEAYypaMU, MPOBOJUTCS BHYTPEHHSS IPOBEpKa U
pa3pabaThIBalOTCsl KOPPEKTUPYIOILIUE NEUCTBUS C 1IeJIbI0 YCTPAHEHUS BBISIBICHHBIX HApYIICHUM.

5. PykoBonutenem cyObekTa oOpalieHus JeKapCTBEHHBIX MpPEnapaToB ¢ y4eToM TpeboBa-
HUM TPYAOBOrO 3aKoHoAaTenbcTBa Poccuiickoit denepaniui U MHBIX HOPMATHUBHBIX MTPABOBBIX
aKTOB, COJIEPIKAIMX HOPMbI TPYIOBOTO IIPaBa, Ha3HAYAETCs JIMIIO, OTBETCTBEHHOE 32 BHEPEHUE
U obecrieueHne CUCTEMbI KauecTBa, OCYIIECTBIISIONIEE MOHUTOPUHT (PPEKTUBHOCTH CHUCTEMBI
KauecTBa M aKTyaJU3alldI0 CTaHJApPTHBIX OMNEPALMOHHBIX IpoLeAyp (Hanee - OTBETCTBEHHOE



JIMIIO).

6. JlesITeIbHOCTD TIO XPaHEHHIO U (FJTH) TIEPEBO3KE JIGKAPCTBEHHBIX MPENapaToB, IMepeiaH-
Hasl TIPOM3BOAMTENEM JIEKAPCTBEHHBIX MPENapaToB WM OpPraHHU3aIMe ONTOBON TOPrOBIH Je-
KapCTBEHHBIMH TIpeTapaTaMu I OCYIICCTBICHHUS IPYro (CTOpOHHEH) opraHu3amnuu (gaiee -
AyTCOPCHHT), ONPEEIAETCS, COIJIaCOBBIBACTCS U KOHTPOJIUPYETCS BO M30eKaHHE Pa3HOUTEHHM,
CIIOCOOHBIX NPHUBECTH K HEYAOBJICTBOPUTEILHOMY KadeCTBY JICKAPCTBEHHBIX MPENapaToB WIIH
BBITOJIHSAEMBIX paboT.

JloroBop, 0 KOTOPOMY OCYIIIECTBIISICTCS Tepeada AesTeIbHOCTH Ha ayTCOPCUHT (nasee -
JIOTOBOP ayTCOPCHHTA), 3aKJIFOYACTCS C yKa3aHUEM OOS3aHHOCTEH Ka)JIO0H U3 CTOPOH, MOpSIKA
JIEUCTBUUA U OTBETCTBEHHOCTH CTOPOH.

J10 3aKiItOYEHHs TOrOBOpa ayTCOPCUHIA MPOU3BOAUTEND JICKAPCTBEHHBIX IIPENAapaToB MU
OpraHu3aIysl ONTOBOM TOPTOBIHU JIEKAPCTBEHHBIMHU IperapaTaMu JOJDKHBI YOSIUTHCS B TIPABO-
CHOCO6HOCTI/I HUCITIOJIHUTECIIA (B TOM YHUCJIC B HAJIMUUU y HEro HGO6XOI[HMOI>1 B COOTBCTCTBUU C
3aKOHOIaTeILCTBOM Poccuiickoit denepany JUIEH3WH) U BO3MOKHOCTH BBINTOJHUTH 00s13a-
TEJIbCTBA IO JOTOBOPY ayTCOPCHHIA B COOTBETCTBHM C TpeOoBaHUsAMH HacTosmux IlpaBun (B
TOM YHCJIC B HAJTMYUH OMBITHOTO U KOMITETEHTHOTO TIEPCOHAJIA, TOMEIICHHH, 000pYIOBaHMS ).

IIpon3BoauTEND JIEKAPCTBEHHBIX MIPENApaTOB WM OPraHU3aLMs ONTOBOM TOPrOBIM JEKap-
CTBEHHBIMHU ITpenapaTaMy IO KHbBI FapaHTUPOBATh, YTO UCIIOIHUTENb IO JOTOBOPY ayTCOPCUHTIA
MOJTHOCTBIO OCBEOMJIEH 000 BCeX (pakTopax, CBSI3aHHBIX C JIKAPCTBEHHBIMU IperapaTaMy Win
NeSITeIbHOCTBIO, TIEPEelaBaeMON Ha ayTCOPCHHT, KOTOPbIE MOTYT MPEACTaBIATh OMACHOCTb IS
€ro MoMeIIeHHH, 000pYyA0BaHUs, IepCOHAIA.

III. ITepconan

7. Anst coOno/ieHus] YCTaHOBJICHHBIX HacTosiumu [IpaBunamu TpeboBaHmil cyOBEKT 00-
palieHuns JIeKapCTBeHHBIX IPETapaToB ¢ y4eTOM 00beMa OCYIIECTBIIEMON UM AEATEIBHOCTH TI0
XpaHEHHIO U (MJIM) MEepeBO3KE JIEKAPCTBEHHBIX MpenapaToB JAO0DKEH MMETh HEOOXOIUMBIN Tep-
COHaJI.

8. TpeboBanus K KBaTU(PUKAIMH U CTaXKy pabOTHI epcoHana ycTaHoBjIeHbI [lonoxennem
0 JIMIIEH3UPOBaHUH (hapMaIeBTUUECKON AeATEeIbHOCTH <>,

<1> IlocranoBnenue I[lpaBurensctBa Poccuiickoii ®enepanuu ot 22 nexadbps 2011 r. N
1081 "O nunensupoBanuu (apmareBTudeckoir nestenbHocTH" (CoOpaHue 3aKOHOIATENbCTBA
Poccutickoit ®eneparuu, 2012, N 1, ct. 126; 2012, N 37, ct. 5002; 2013, N 16, ct. 1970).

9. OO0s13aHHOCTH W OTBETCTBEHHOCTh PAOOTHHKOB CyOBEKTa OOpalIeHHs JIEKapCTBEHHBIX
npemnaparos, B TOM YHUCJIC OTBECTCTBCHHOT'O JIMIIA, 3aKPCIIIAOTCA B JOJDKHOCTHBIX HHCTPYKIUAX.

10. PykoBomutens cyObekTa OOpalieHus JEKapCTBEHHBIX MPENapaToB yTBEPKIACT IJIaH-
rpaduK MPOBEACHUS NEPBUYHON M TMOCIEAYIOMIMX MOJATOTOBOK (MHCTPYKTaXKei) mepcoHana,
KOHTPOJIUPYET €ro HWCIOJHEHHE W OIleHHWBaeT 3(()EKTHBHOCTh MOATOTOBOK (MHCTPYKTa)ka) C
IEJTbI0 X COBEPIICHCTBOBAHUSI.

[lepconan, paboTaromuii ¢ JIeKapCTBEHHBIMH MpeNapaTaMy, B OTHOILEHUU KOTOPBIX yCTa-
HOBJICHBI CIICIMAJIbHBIC YCIOBHUS XpaHEHUS M (WMJIM) MEPEBO3KH, MPOXOIUT MOJATOTOBKY (MH-
CTPYKTaX) B COOTBETCTBUHU C 3aHUMAEMOMN JOJKHOCTBIO.



JIOKYMEHTBI O TPOBEJCHUH MOATOTOBKH (MHCTPYKTa)XKa) apXUBHPYIOTCS U XPAHATCS B CO-
OTBETCTBUH C 3aKOHOATeIhCTBOM Poccutickoit deneparu 00 apXUBHOM JIeI€.

IV. Ilomemenust u 000pyAOBaHUE JIJIsT XPAHCHUS
JIEKapCTBEHHBIX IIPENapaToB

11. CyObekT oOpalieHus JIEKapcTBEHHBIX MPENapaToB JUIsl OCYIIECTBICHUS EATEIbHOCTH
[0 XpaHEHHIO JEKApPCTBEHHBIX MpEnaparoB JOKEH UMETh HEOOXOAMMbIE MOMEIIEeHUs U (KJIIH)
30HBI, a TaKXe 00OpYJIOBaHUE JUIS BBHIMOJHEHUS ONepaluii ¢ JIEKapCTBEHHBIMH IperapaTamMi,
oOecrieunBarolIle UX XpaHEHUE B COOTBETCTBUU C TpeboBaHUsAMHU HacTosamux [IpaBu.

12. TTomemnieHust UIst XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB JOJKHBI 001a1aTh BMECTUMO-
CThIO U O0OecrieunBaTh O€30I1aCHOE Pa3/IeIbHOE XpPAaHEHUE U NepEMEIIEHUE JEKapCTBEHHBIX Ipe-
11aparoB.

13. TInomaae moMenmeHnid, UCIOJIb3YEMBIX TPOU3BOIUTENSIMHU JIEKAPCTBEHHBIX MPENapaToB
" OpraHu3anussMunu ONTOBOH TOProBJIK JICKAPCTBCHHBIMU IpCriapaTaM, N0JKHA COOTBETCTBOBATH
00BeMY XpaHHUMBIX JIEKapPCTBEHHBIX IIPETapaToB U COCTaBIATh HE MeHee 150 KB. METpOB.

14. ITnomane noMeleHui, UCIIOIb3yEMbIX IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IIPENapaToB
U OpraHu3alysMU ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTaMu, J0JKHa ObITh pa3eseHa
Ha 30HBI, IPeAHAa3HAYCHHBIC JJIS1 BBITOJHEHHS CIEAYIOMNX (QyHKINMI:

a) MPUEMKH JICKapCTBEHHBIX MPEIapaTos;

0) OCHOBHOTO XpaHEHHsI JIEKAPCTBECHHBIX MPENapaTOB;

B) DKCIICIUIINH,

I') XpaHEeHHUsI JICKAPCTBEHHBIX MPENapaToB, TPEOYIOMUX CHeNHaIbHbBIX YCIOBUH;

1) XpaHEHUs BBISIBIECHHBIX (hambCU(PUITMPOBAHHBIX, HEIOOPOKAUYECTBEHHBIX, KOHTpadaKT-
HBIX JIEKAPCTBEHHBIX MIPENapaToB;

€) KapaHTUHHOTO XPAaHEHUs JIEKapCTBEHHBIX MIPENapaTos.

15. Ilnomane MOMENICHUH, UCTIONB3YEMBIX IPYTUMHU CyOBbEKTaMu OOpaleHus JIeKapCTBEH-
HBIX MpPENnapaToB, J0JKHA OBITh pa3jielieHa Ha 30HbI, IPeAHa3HAaYECHHbIE I BBIOJIHEHHS Cle-
IyIOIUX QyHKITHH:

a) IPUEMKH JIEKAPCTBEHHBIX MpENapaTos;
0) XpaHeHUs JIEKAPCTBEHHBIX MPENapaToB, TPEOYIOMUX CHENHATbHbBIX YCIOBUH;

B) XpaHEHHS BBIIBICHHBIX (haabCH(PHUIIMPOBAHHBIX, HEIOOPOKAUYECTBEHHBIX, KOHTpadaKT-
HBIX JICKAPCTBEHHBIX TPENapaToB, a TAKKe JICKAPCTBEHHBIX MPEMapaToB C HCTEKIIUM CPOKOM
TOJHOCTH,

I') KAPAaHTUHHOI'O XPaHEHUS JIEKAPCTBEHHBIX MPENapaToB.

16. ®yHkuum, npeaycMOTpeHHble TyHKTaMu 14 u 15 HacTosuux [IpaBuii, MOryT BBITOJ-
HATHCS B OTJICJIbHBIX TOMEIICHUSX.

17. IlomemieHnus W 30HBI, HUCIOJNb3yEeMble IS XpaHEHHUsS JIEKapCTBEHHBIX IIPENapaTos,



JOJIDKHBI OBITh OCBCUICHEI.

18. Cucrema, 3aMmeHsronIasl pa3aeieHue 30H XpaHEHUs, B TOM YHUCJIE MOCPEICTBOM dJIEK-
TPOHHOM 00pabOTKH TaHHBIX, JOJKHA oOecrieunBaTh TpeOyeMblil ypOBeHb O€30MaCHOCTH U OBITH
BAJIU/IMPOBAHA.

19. AAMHUHHCTPATUBHO-OBITOBBIC MTOMEIIEHUST OTACISIOTCS OT 30H XPAHECHUS JIEKAPCTBEH-
HBIX TIperaparoB.

20. B momemeHusx A XpaHEHUs JIEKapCTBEHHBIX IIPENapaToB 3alpeliacTcs XpaHEHHE
MUIIEBBIX TPOTYKTOB, TAOAYHBIX U3/IEIUN, HAITUTKOB, 32 UCKITFOUECHHEM TUTHEBOM BOIBI, & TAKKE
JICKAPCTBCHHLBIX MNPCHapaToB, NPCAHA3HAUCHHBIX IJI JIMYHOI'O0 HCIIOJIb30BAHUA paGOTHI/IKaMI/I
cyOBeKTa o0OpaleHus JIeKapCTBEHHBIX MTPEnapaToB.

21. B nomeuieHusax M (MaM) 30HaX JOJDKHBI MOJAJIEPKUBATHCA TEMIEPATYPHBIE PEKUMBI
XPaHEHMs M BJIAKHOCTb, COOTBETCTBYIOLINE YCIOBUSAM XPaHEHMsI, YKa3aHHbIM B HOPMAaTHBHOM
JOKYMEHTAIlMH, COCTABIISAIONIEN PETUCTPAllMOHHOE AOChE JIEKAPCTBEHHOIO Mpenapara, MHCTPYK-
IIUH 110 MEJUIIMHCKOMY IIPHUMEHEHHIO JIEKApCTBEHHOTO IIPENapaToB 1 Ha YIAKOBKE JEKapCTBEH-
HOTO Ipenapara.

22. Jlns obecrnieueHusi TpeOyeMbIX YCIOBUN XpaHEHUs JIEKAPCTBEHHBIX IPENapaToB B IO-
MEIIEHUAX (30HaX), UCHOJB3YEMBIX JUIsl XpPAHEHUS JIEKapCTBEHHBIX MpPENnaparoB, IPOU3BOJUTE-
JISIMU JIEKaPCTBEHHBIX IPENapaToB U OPraHU3alMsIMH ONTOBOI TOPTOBIHU JIEKAPCTBEHHBIMU ITpe-
naparaMy OCYIIECTBIISICTCS M3YUYCHHE PaCHpeeICHHsI TeMIepaTypsl (Janee - TemrmepaTypHoe
KapTUpPOBaHUE).

O6opynoBanue JUIsl KOHTPOJISL TEMIIEPATyphl pa3MellaeTcs B MOMENICHHs (30HaX) B COOT-
BETCTBUU C pe3yJibTaTaMU TEMIEPaTypHOTO KapTHUPOBaHUS, HA OCHOBAaHUU IMPOBEJEHHOIO aHa-
JIU3a U OLIEHKHU PUCKOB.

TemnepaTypHoe KapTHUpOBaHHE HEOOXOAMMO MOBTOPSATH B COOTBETCTBUU C pe3yiIbTaTaMu
aHaJiM3a PUCKOB, a TAKXKE NMPU MU3MEHEHUSIX B KOHCTPYKIMH MMOMELICHUS (30H) MM 000pynoBa-
HUSA JUIs1 KOHTPOJIS TEMIEPATYPBHI.

23. Pe3ynbTaThl TEMIEPATYPHOTO KAPTUPOBAHUS PETUCTPUPYIOTCS B CHELMAIBHOM XKYypHa-
ne (KapTe) peructpanuu Ha OyMaKHOM HOCUTENE W (WMJIM) B JEKTPOHHOM BHJIE €KETHEBHO, B
TOM YHCJIE B BBIXOAHBIE U Mpa3aHuuHble AHU. JKypHan (kapTa) perucTpanuy XpaHUTCs B Tede-
HUE JIBYX JIET.

24. CyObekT oOpalieHusl JIEKapCTBEHHBIX MPENapaToB pa3padaThiBacT U yTBEPKIAAET KOM-
IUIEKC Mep, HAaNpaBJICHHBIX Ha MUHUMM3ALUIO PHCKAa KOHTAMUHALMM MaTE€pPHUAIOB WIH JIeKap-
CTBEHHBIX IPEIapaToB, MPH YCIOBUH COOIOJCHUS 3alIUTHl OT BO3JHCTBUS ()aKTOPOB BHELTHEH
CpeJBbL.

25. Ilponenypsl Mo yOOpKe MOMEIEHUH (30H) IUIsl XpaHEHHUS JIEKApCTBEHHBIX MPENapaToB
MIPOBOJISITCSI B COOTBETCTBUU CO CTaHJAAPTHBIMH OIEPAIIMOHHBIMH MTPOIIETyPaMH.

Otnenka moMeIeHni (BHYTpEHHHE MOBEPXHOCTH CTEH, IOTOJKOB) JUIsl XPaHEHUs JeKap-
CTBEHHBIX IpENapaToB JOJKHA JOMYCKaTh BO3MOXHOCTh MPOBEACHMS BIAKHON YOOpKH U HC-
KJIIOYaTh HAKOIIJIEHUE MBUIH.

O6opynoBaHue, MHBEHTAph U MaTEPHAIIBI JUIsl YOOPKU (OYMCTKHU), & TAKKE MOIOITUE U JI€3-
UHOHUIMPYIOLINE CPECTBA JODKHBI XPAaHUTHCS B OTAETBHBIX 30HaX (1Ikagax).



26. Ilomermienust Ui XpaHEHHs! JIGKAPCTBEHHBIX MPENApaTOB JOJKHBI OBITH CHPOECKTHPO-
BaHbl U OCHAIIEHBI TAKUM 00pa30M, 4TOOBI 0OECIIEUNUTh 3alUTY OT IPOHUKHOBEHHS HACEKOMBIX,
I'PBI3YHOB WM IPYTUX KUBOTHBIX.

27. B momenieHust (30HBI) NI XpaHEHUsS! JIEKAPCTBEHHBIX MPEMapaToB HE JIOMYCKAIOTCS
Jimia, HE UMCIOIIUC IMpaBa AOCTYyIId, ONPCACICHHOTO CTAHAAPTHBIMU OIICPALIMOHHBIMHA IMMPOLCAY-
pamu.

28. IlpousBoauTeNsIM JIEKApCTBEHHBIX MPENapaTroB W OPraHU3alUsM ONTOBOW TOPrOBIIH
JIEKapCTBEHHBIMM IIpernapaTaMu HEOOXOAUMO MPeTyCMOTPETh pa3fielieHHe MOTOKOB IepeMele-
HUS JIEKapCTBEHHBIX IIPENApaTOB MEXAY NMOMEIIEHUSIMU U (MJIM) 30HAMHU JUIsl XpaHEHUs JIeKap-
CTBEHHBIX IPENapaToB.

29. Crennaxu (mkadsl) 1 XpaHSHUS JIEKAPCTBEHHBIX MPENapaToB AOJKHBI OBITh MapKu-
pOBaHbI, UMETh CTEJUIAXKHBIE KapThl, HAXOAAIIUECS B BUAUMOM 30HE, oOecreunBaTh UIeHTUU-
KallUI0 JIEKAPCTBEHHBIX MPENaparoB B COOTBETCTBUU C MPUMEHSEMON CyOBEeKTOM oOparieHus
JIEKapCTBEHHBIX MpenapaToB CUCTEMOM yuera. Jlomyckaercs MpUMEHEHUE JJIEKTPOHHOM CHUCTe-
MBI 0OpaOOTKH JAaHHBIX BMECTO CTEIUIAKHBIX KapT. [Ipu MCIONbp30BaHUH dIIEKTPOHHON CHCTEMBI
00pabOTKHN JaHHBIX JOMYCKAETCS HACHTU(PUKAIMS MPU TOMOIIH KOJIOB.

30. JlekapcTBeHHBIE TIpemapaThl, B OTHOIIEHUU KOTOPBIX CYOBEKTOM OOpaiieHus JeKap-
CTBEHHBIX IPEIapaToB HE MPHUHATO PEIICHUE O JaJbHEHIIeM OOpalIeHUH, WIH JICKAPCTBEHHBIC
npernaparsl, 0OpalieHne KOTOPhIX MPUOCTAHOBJICHO, a TAK)Ke BO3BpAIlleHHbIE CYOBEKTY obOpaiie-
HUS JICKAPCTBEHHBIX IMPEMapaToB JICKApPCTBEHHBIC MpemapaThl JOJDKHBI OBITh TTOMEIICHBI B OT-
JIeNTbHOE TOMEICHHE (30HY) WJIM M30JIMPOBAHBI C MPUMEHEHHUEM CHCTEMBI 3JIEKTPOHHOM 00pa-
OOTKHM JaHHBIX, 00ECIICUNBAIOIICH pa3iesieHue.

JlexapcTBEHHbIE MTpENapaThl, B OTHOLUICHUH KOTOPHIX CYOBEKTOM OOpaIeHHs JEKapCTBEH-
HBIX [IPENapaToB MPHHATO PEIICHHE O MPUOCTAHOBICHUN NMPUMEHEHUS WM 00 U3BSITUH U3 00-
paieHus, a Takxke ¢anbcuUIMPOBaHHbIE, HETOOPOKaUYECTBEHHBIE U KOHTpadakTHbIE JeKap-
CTBEHHBIC TIpETapaThl JOJDKHBI OBITH M30JMPOBAHBI M PAa3MEIICHBI B CIICIHAIBHO BBIICICHHOM
TIOMEIIICHUH (30HE).

[IpennpuHsaThIE MEPHI 30NN YKa3aHHBIX JIEKAPCTBEHHBIX MPENapaToB JOKHBI rapaH-
TUPOBATh UCKITIOYCHHE UX TOMAAaHUs B OOpaIleHue.

31. JlekapcTBEHHBIE MpeEMapaThl, MOJIEKANME MTPEAMETHO-KOINYECTBEHHOMY Yy4eTy <1>,
3a UCKJIIOUEHUEM HApKOTHYECKHUX, IMCUXOTPOIMHBIX, CUIbHOACHCTBYIONINX U SIJOBUTHIX JEKap-
CTBEHHBIX CPEJICTB, XPAHITCS B METAJUIMYECKUX WU AEPEBIHHBIX HIKa(dax, OnevaTblBaeMbIX HIIN
IIOMOUPYEMBIX B KOHIIE pabOyero JHsl.

<1> Ilpuka3z Munsapasa Poccun ot 22 anpenst 2014 r. N 1831 "O0 yTBepxKaeHUH MepeyHs
JIEKAPCTBEHHBIX CPEACTB Il MEAMIMHCKOIO TPUMEHEHUs, MOUISKAIUX IPEIMETHO-
KOJIMYECTBEHHOMY yueTy" (3apeructpupoBaH MuHucrepctsoM roctuuuu Poccuiickoit denepa-
uu 22 wutons 2014 r., peructparmordsid N 33210) ¢ u3MEHEHUSIMUA, BHECEHHBIMH TIPHKA30M
Munsapasa Poccun ot 10 centsabpsa 2015 r. N 6341 "O BHeceHMHM M3MEHEHUH B HEKOTOpBIC
npuKa3sl MUHUCTEPCTBA 3/IpaBOOXPAHEHUS U COLMATIbHOTO pa3BuTusa Pocculickoit denepanuu u
MunuctepctBa 3apaBooxpaHeHuss Poccuiickoit ®Denepanuu" (3aperucTpupoBaH MuHHCTEp-
ctBoM toctuniuu Poccuiickoit @eneparuu 30 centsopst 2015 r., peructparmonsasii N 39063).

32. JlekapCTBEHHBIE MPEMApPATHI, COACPKAINE HAPKOTUUECKUE CPEACTBA U TICUXOTPOITHBIE



BEILIECTBA, JOJDKHBI XPAaHUTHCS B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickon denepaunu
0 HApKOTUYECKUX CPEACTBAX U MCUXOTPOMHBIX BEUIECTBAX.

33. XpaHeHue JIeKapCTBEHHBIX MPENnapaToB, COACPKAINIMX CUIIbHOJACHCTBYIONIUE U SOBH-
ThIE BellecTBa <1>, HaXOAAUIMXCS MOJ KOHTPOJIEM B COOTBETCTBUU MEXIAYHAPOJIHBIMU ITPaBO-
BBIMH HOPMaMH, OCYIIECTBIISIETCS B MOMEMICHUSX, 000PYTIOBAaHHBIX MHKCHEPHBIMU U TEXHUYE-
CKUMHU CpPEJCTBAMHU OXPaHbI, aHAJIOTUYHBIMU MPEAYCMOTPEHHBIM JIJI1 XPAaHEHHUS] HAPKOTUUECKUX
Y TICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJCTB.

<1> Ilocranosnenue IlpaBurenscrBa Poccuiickoit @eneparun ot 29 nexadbps 2007 r. N
964 "OO6 yTBEep)KJIEHUU CIUCKOB CHIILHOJACHCTBYIONINX W SAOBUTHIX BEIIECTB JJIS IIEJICH CTaThU
234 n ppyrux crareil YroiaoBHOro kojaekca Poccuiickoit @enepanuu, a Takke KpyImHOIO pa3Me-
pa CUJIBHOJEHCTBYIONIMX BEHIECTB IS Liesie cratbu 234 YrosioBHOro Kojaekca Poccuiickoi
Oenepanun" (Cobpanue 3akoHonaTenbeTBa Poceniickoit @eneparuu, 2008, N 2, cr. 89; 2010, N
28, cr. 3703; 2012, N 10, cT. 1232; 2012, N 41, cT. 5625; 2013, N 6, cT. 558; N 9, c1. 953; N 45,
cT. 5831).

34. lonyckaeTcst XpaHEeHHE B OJIHOM TEXHUYECKH YKPEIJICHHOM MOMELICHUH JIEKapCTBEH-
HBIX TPETaparoB, MPEeIyCMOTPEHHBIX MyHKTOM 32 Hactosimux [IpaBui, u JeKapCTBEHHBIX Ipe-
[apaToB, COJEpXKAIUX CHIBLHOJCHCTBYIOIIME WM AJ0BUTHIE BemiecTBa. [Ipu sToM XpaHeHue
TaKWX JICKAPCTBEHHBIX MPENapaToB JOJDKHO OCYIIECTBISATHCS (B 3aBUCUMOCTH OT 0ObeMa 3aria-
COB) Ha pa3HBIX MOJKax ceida (Meramanueckoro mkada) mwin B pa3HbIX cedpax (MeTauimye-
CKHX ITKadax), onevaTbIBaeMbIX WIW IMIJIOMOUPYEMBIX B KOHIIE paO0Yero JTHs.

35. CyObekTy oOpalleHus JeKapCTBEHHBIX MpenaparoB HEOOXOAUMO 00eCHedYuTh OXpPaH-
HYIO CHCTEMY, MO3BOJISIONIYIO MPENOTBpAIlaTh HEMPaBOMEPHOE NMPOHUKHOBEHHE B JIFOOBIC T1O-
MeEIIeHUS (30HBI) ISl XpaHEHUS JICKAPCTBEHHBIX TPENapaToB.

36. O6opynoBaHue, OKa3bIBAIOIIEE BIUSHUE HA XpaHEHUE U (MIJIH) TIEPEBO3KY JICKApPCTBEH-
HBIX TIPenapaToB, JOJDKHO IMPOEKTHPOBATHCS, Pa3MEIIAThCS U OOCITYKMBATHCS COTJIACHO JIOKY-
MEHTAIIUH T10 €T0 UCIIOJIH30BAHUIO (IKCILTyaTaIl|N).

37. K o6opynoBaHHIO, UCIOIB3YEMOMY B MPOIIECCE XpaHEHUsS U (WJIK) NEPEeBO3KHU JIeKap-
CTBEHHBIX MPENapaToB, OTHOCSITCS B TOM YHUCIIE:

a) CUCTEMBI KOHIUITMOHUPOBAHUS,

0) XOJIOAWIbHBIC KaMEPhI U (MJIN) XOJI0IUITbHUKH;
B) OXpaHHAs U TIOKapHasi CUTHAIIM3AIINS,

I') CHCTEMBI KOHTPOJIS IOCTYTIA;

1) BEHTUJISIIIUOHHAS CUCTEMA;

€) TEPMOTHTPOMETPHI (IICHXPOMETPHI) HJIM HHOE 000PYI0BaHUE, UCTIOIB3yeMOe sl peru-
CTpaLUy TEMIIEPATYPhI U BIIAXKHOCTH.

38. O6opymoBaHHe, OTHOCSIIEECS K CPEACTBAM M3MEPEHHH, 10 BBOAA B DKCILIyaTallHio, a
Tak)Ke T0CIe PEMOHTA MOAJEKHUT MEPBUYHON MOBEPKE U (MIM) KAIUOPOBKE, a B MPOIECCE IKC-
MJTyaTaluy - TIEPUOJUYECKON MoBepke W (MiIM) KaIUOPOBKE B COOTBETCTBUHU C TPEOOBAHUSIMHU
3aKoHOJaTensCTBa Poccuiickoit @enepanuu 06 odbecriedeHnn eqUHCTBA H3MEepeHu <1>.



<1> Cratbu 13 u 18 ®deaepansHoro 3akoHa ot 26 utons 2008 r. N 102-®d3 "O6 obecrneue-
Huu eanHcTBa m3mMepenuit” (CoOpanue 3akoHoaaTenscTBa Poccuiickoit denepanuu, 2008, N 26,
ct. 3021; 2014, N 26, ct. 3366; N 30, cT. 4255).

39. PeMoHT, TeXxHHUYECKOE OOCITY)KHMBaHHE, MOBepka M (WJIM) KATUOpPOBKAa 00OPYIOBaHHS
JIOJDKHBI OCYHIECTBIISTHCS B COOTBETCTBUU C YTBEPXKIAEMBIM IIAHOM-TpauKOM, TaKUM 00pa-
30M, YTOOBI Ka4eCTBO JICKAPCTBEHHBIX MPENapaToB HE MOJBEPrajioch HETaTUBHOMY BO3JICH-
CTBHIO.

40. Ha BpeMs1 peMOHTa, TEXHUYECKOTO OOCTYKUBAaHUS, TOBEPKH M (MIJIH) KaTHOPOBKH 000-
PYIOBaHUS U CPENICTB U3MEPEHUS JOJDKHBI ObITh MPUHSTHI Mephl, obecneunBaroniie Tpedyemole
YCIIOBHS XpaHEHHUS JICKAPCTBEHHBIX MPETMapaToB.

PemoHT, TexHuyeckoe OOCTyXMBaHHME, TMOBepka M (WJIM) KaauOpoBka 00OpydOBaHUS M
CPEICTB U3MEPEHUS JOKHBI OBITh COOTBETCTBYIOIIMM 00pa3oM OTpa)XeHbl B JOKYMEHTax, KO-
TOPBIE APXUBUPYIOTCSA U XPAHATCS B COOTBETCTBHM C 3aKOHOAATENIbCTBOM Poccuiickonn denepa-
I 00 apXUBHOM JICIIC.

V. JJloKkyMeHTBI IO XpaHEHUIO U MEPEBO3KE
JIEKapCTBEHHBIX IIPENapaToB

41. JlokyMeHTHI 110 XpaHEHHIO U (MJIN) NEPEBO3KE JIEKAPCTBEHHBIX MPENapaToB, ONUCHIBA-
IOIIMM JI€HCTBUS, BBIIOJIHIEMbIE CyOBEKTOM OOpaIlleHuUs JIEKAPCTBEHHBIX MpenapaToB, HANPaB-
JICHHbIE Ha COOJII0JIcHHE TPeOOBAaHUM, YCTAHOBIEHHBIX HAacTOAIMMH [IpaBuiiamMu, BKIIIOYAIOT B
TOM YMCJI€ CTaHIapPTHBIE ONEPALMOHHBIE TPOLIEYPhl, HHCTPYKLIUH, JOTOBOPBI, OTYETHI.

COI[Cp)KaHI/IG JOKYMCHTOB HOJI2KHO OBITh IMNOHATHBIM, OJHO3HAYHLIM, HC OOIYCKAIOIIUM
JABYCMBICJICHHBIX TOJIKOBaHUH.

42. Cpok XpaHEHUs TOKyMEHTOB OIPEAEISETCS B COOTBETCTBUU C TPEOOBAHUSMHU 3aKOHO-
natenbcTBa Poccutickoit deneparu 00 apXuBHOM JieIe.

43. TlepcoHan IOJKEH OBITh 03HAKOMJIEH U MMETh JIOCTYI K JOKYMEHTaM, HEOOXOJMMBIM
JUIsl UCTIOJTHEHUS TOJKHOCTHBIX 00s13aHHOCTEH.

V1. JleiictBusi cyObekTa oOpalieHus JICKapCTBEHHBIX MPEnapaToB
110 XPAHEHUIO U TIEPEBO3KE

44. Bce neiictBHs cyObeKTa OOpalleHHs JIGKAPCTBEHHBIX IPENapaToB IO XPAaHEHUIO U
(i) MepeBO3Ke JIGKAPCTBEHHBIX IMPENapaToB OCYIIECTBISIOTCS TaKMM 00pa3oM, 4TOOBI MJICH-
TUYHOCTb M KaUECTBEHHBIE XaPaKTEPUCTUKH JEKAPCTBEHHBIX MpEnapaToB He ObUIM yTpaueHBI U
COOJTIOJTAJTUCH YCTIOBUS MX XPAaHCHHS, YKa3aHHBIC B MHCTPYKIMH 110 MEAWIMHCKOMY TpUMEHE-
HUIO U Ha YIIAKOBKE JICKapCTBEHHOTO Tperapara.

45. CyObexkToM oOpalieHus JeKapCTBEHHBIX MPErapaToB MPUHUMAIOTCS MEpHI JUI MHHU-
MH3AIMH PUCKa MPOHUKHOBEHUS (DanbCcU(UIIUPOBAHHBIX, KOHTPA(aKTHBIX, HEJOOPOKAYECTBEH-
HBIX JICKaPCTBEHHBIX ITPENapaToB B 0OpalieHue.

46. B npouiecce nMpreMKH JEKapCTBEHHBIX IpenapaToB padOTHUKAMH CyOBbEKTa 0OpalieHus
JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISETCS MPOBEPKA COOTBETCTBHUS NMPUHHMAECMBIX JIEKap-
CTBEHHBIX IPENapaToB TOBAPOCOIPOBOAUTEILHONW MOKYMEHTALMU MO AaCCOPTHMEHTY, KOJIMYe-



CTBY U Ka4eCTBY, COOJIIOZICHUIO CIIEHUAIBHBIX YCIOBHIA XpaHeHUs (IpU HAIUYHH Takoro Tpedo-
BaHM B HOPMaTHBHOHM JOKYMEHTAllMM HA JIEKAPCTBEHHBIN Ipenapar), a TakKe HAJIM4YHIO TOBpe-
JKICHUN TPAHCIIOPTHOM TapHI.

47. JlekapcTBeHHBIC MpernapaThl HEOOXOIMMO XPaHUTh C YYETOM TpeOOBaHUM, HOPMATHB-
HOM JOKYMEHTAllMH, COCTaBIJIAIOLICH PErUCTPAallMOHHOE I0ChE Ha JIEKAPCTBEHHBIN IIpernapar,
UHCTPYKIUHU M0 MEAMIIMHCKOMY IPUMEHEHHUI0, HH(pOopMaluK, coaepKalleiicss Ha MEepBUYHON U
(M7IM) BTOPUYHOM YITAaKOBKE JICKAPCTBEHHOT'O MpernapaTa, TPaHCIOPTHOM Tape, a Takke B COOT-
BETCTBUU C TPEOOBAHUSMHU, YCTAaHOBJIEHHBIMH HacTosIIUMU [IpaBuiamu.

48. JlekapCTBEHHbIE TpENapaThl JOJDKHBI pa3MeIaThCs Ha cTeiaxkax (B mkadax) Uik Ha
NOATOBAapHUKAX (mojnoHax). He momyckaeTcst pa3meleHue JIeKapCTBEHHBIX MIPENapaTroB Ha I0-
1y 6e3 nmoanoHa. [TomoHEl MOTYT pacmoyiaraThCsi Ha MOy B OJIMH Psi/i MJIM Ha CTEJJIaKax B He-
CKOJIBKO SIPYCOB B 3aBUCHMOCTH OT BBICOTHI cTesuiaxa. He nomyckaercs paMelieHue noi0HOB
C JIEKapCTBEHHBIMH TIpenapaTaMyd B HECKOJBKO PAIOB IO BBICOTE 0€3 MCIOJIb30BAHUS CTEIIa-
KEH.

49. JlexapCTBEHHBIE MpenapaThl pa3MeIIaloT B MOMEIIEHUAX U (UJK) 30HaX ISl XpaHEHUs
JIEKapCTBEHHBIX MPENapaTroB B COOTBETCTBUU C TPEOOBAaHUSIMU HOPMAaTHUBHOM JTOKYMEHTALIUU U
(unm) TpeboBaHUSAMH, YKa3aHHBIMU Ha YIIAKOBKE JIEKAPCTBEHHOTO MIpermapaTa, ¢ y4eTOM:

a) (PU3UKO-XUMHUYECKUX CBOWCTB JIEKAPCTBEHHBIX MPETIAPaTOB;
0) papMaKoIOTHUECKUX TPYIIIL;
B) crioco0a BBEICHHUS JICKAPCTBEHHBIX MPENapaToB.

IIpu pa3MenieHUH JEKapCTBEHHBIX MIPENApAaTOB B MOMEILEHUAX U (WIK) 30HAX AJIs XpaHe-
HUS JIEKAPCTBEHHBIX MIPENapaToB JOMYCKAeTCs UCII0Ib30BaHUE KOMIIBIOTEPHBIX TEXHOJIOIHH (110
a(haBUTHOMY MIPUHLIUITY, TI0 KOJIaM).

50. B cimyuae oTCyTCTBHSI BO3MOKHOCTH COOJTFOZICHUS YCIIOBHIM XpaHEHHsI B MPOIIECCE TIPH-
€MKH JIEKapCTBEHHBIE IpenapaThl, TpeOyIoue CrenualbHbIX YCIOBUN XpaHEHHs U Mep 0e3-
OIMACHOCTH, TOCJI€ BBIMOJHEHUS HEOOXOAUMBIX MPOBEPOUYHBIX MEPONPUSATUI MEepeMelialoTcs B
COOTBETCTBYIOIIIEE MIOMEIICHIE WIIM 30HY XPAaHCHUS C YUeTOM TpeOOBaHMWI CTaHAAPTHOW orepa-
UOHHOM MPOLETYPHI.

51. XpaHeHue OrHEONACHBIX U B3PHIBOONACHBIX JIEKAPCTBEHHBIX NPENApaTOB OCYIIECTBIISA-
eTcs BJAJIM OT OTHSI U OTONHUTENBbHBIX MpHOopoB. Heo6X0ANMO UCKIIOUNTh MEXaHUYECKOE BO3-
JICICTBHE HA OTHEOIIACHBIE U B3PBIBOOIIACHBIC JICKAPCTBEHHBIE IIpEnaparsl, B TOM YHUCIIE BO3ACH-
CTBUE NPSAMBIX COJIHEYHBIX JIy4ed U yAapHl.

52. JlexkapcTBeHHBIE MpemapaThl, TPEOYIOIINE 3alIUThl OT BO3JCUCTBUS CBETA, JOJKHBI
XPaHUTHCS B MOMEHICHUSIX WK CHENHaTbHO 000pYAOBAaHHBIX 30HaX, O0ECIEUNBAIONINX 3AIUTY
OT NONAJAaHUs HA YKa3aHHbIE JIEKAPCTBEHHbIE MTPENAPAThI MPSAMBIX COJTHEUYHBIX JIYYEH.

53. Onepauuu ¢ J€KapCTBEHHBIMU IpeNapaTaMy, OCYIIECTBIISIEMbIE B CKIAJACKUAX ITOMeENIe-
HUSX, M TEePEeBO3Ka JICKAPCTBEHHBIX MPENapaToB BBHIMOIHIIOTCA C COOJIOJCHUEM TpeOOBaHHIA,
yCTaHOBJIEHHBIX HacTosimuMu [IpaBuiiamu, a Takke mep 6€30MacHOCTH.

54. Otrpy3ka JeKapCTBEHHBIX NIPENapaToB IPOU3BOAUTENSIMU JIEKAPCTBEHHBIX NIPENApaToOB
U OpTraHu3alMsIMH ONTOBOI TOPrOBIIM JEKAPCTBEHHBIMH NpenapaTaMi OpraHu3yeTcsl TaKUM 00-
pa3oM, 4TOOBI JICKApPCTBEHHBIE IpernapaTrbl ¢ MEHBIIUM CpPOKOM TOIHOCTH OTIIYCKAJUCh B
NIEPBYIO OYEpEb.



55. JlekapcTBeHHBIE MpeNapaThl, NpeJHa3HAYECHHbIE 1JI1 YHUUTOKEHUS, B COOTBETCTBUU CO
CTaHJapTHBIMU OTEPAIIMOHHBIMH MPOIIEypaMu AOKHBI ObITh MAPKUPOBAHBI U MU30JIMPOBAHBI OT
JIeKapCTBEHHBIX MPENapaToB, JOMYIIEHHBIX K 00paIleHuIo.

VII. IlepeBo3ka 1eKkapCTBEHHBIX IIPENApaToOB

56. CyOBekT oOpaleHHs JIEKapCTBEHHBIX IPENapaToB MPH MOATOTOBKE K MEPEBO3KE Jie-
KapCTBEHHBIX MPEnapaToB 00ecleynBaeT COrJIaCOBaHME C MOIydaTeeM JIEKapCTBEHHBIX Mpemna-
paTOB OCTaTOYHBIX CPOKOB F'OJIHOCTH ITOCTABIISIEMBIX JIEKAPCTBEHHBIX IIPENApaTOB.

57. llepeBo3Kka JEKApCTBEHHBIX MpenapaToB COMPOBOXKIAETCS JOKYMEHTAMHU B COOTBET-
CTBUU C TpeOOBaHUSIMHU 3aKOHOAaTeIbCTBa Poccuiickoit denepanuu.

58. Uudopmanus o nmepeBo3Ke JEKapCTBEHHBIX MPENapaToB OJDKHA PUKCHPOBATHCS CYyOh-
€KTOM OOpalieHHsl JIEKapCTBEHHBIX MPEnapaToB TaKUM 00pa3oM, 4TOOBl 00ECIEYUTh KOHTPOJIb
UX TIePEMEIICHHS.

59. B mporiecce nepeBO3KH JIEKAPCTBEHHBIX MPENapaToB HE3aBHUCUMO OT ee crocoba cy0n-
eKTOM OOpaleHns JEeKapCTBEHHBIX MpPEnapaTroB JOJDKHA 00ECHeYMBAaTHCS BO3MOXKHOCTH ITOJI-
TBEPKACHUS Ka4eCTBa, MOJJIMHHOCTH U LIEJIOCTHOCTH JIEKApCTBEHHBIX MpenapaToB.

60. IInanupoBaHHEe MEPEBO3KU JIEKAPCTBEHHBIX MpenapaToB TOJHKHO OCYIIECTBISETCS
CyOBEKTOM OOpalieHus JTEKapCTBEHHBIX MPENapaTOB Ha OCHOBAHWU NMPOBEACHHOIO aHAllM3a U
OILICHKH BO3MOYKHBIX PUCKOB.

61. Madopmanus o BBIABICHHBIX CYOBEKTOM OOpAaIIeHHs JIEKAPCTBEHHBIX IPENapaToB B
HpoLecce MePeBO3KHU JIEKAPCTBEHHOTO MpernapaTa Cirydasx HapyIIeHHs TeMIIEpaTypPHOTO peXuma
XpaHEHUs U (WJIM) TOBPEKACHUS YIAKOBKU JTIOBOIUTCA CyOBEKTOM OOpalleHus JIEKapCTBEHHBIX
IpenaparoB 710 OTIPABUTEIIS U (MIIH) TOITydaTesst JeKapCTBEHHBIX IPETapaToB.

[To 3ampocy moiydarenst JEKapCTBEHHBIX NpenapaToB CyOBEKTOM oOpalleHHus JeKap-
CTBEHHBIX IIPENapaToOB JOJKHBI OBITh IPEJOCTABIEHbI CBEJCHHS O COOIIOAEHUHN TEMIIEPATypHO-
r'o peKMMa IIPU MIEPEBO3KE JIEKAPCTBEHHBIX IIPENapaToB.

62. Jlng nepeBO3KHM JIEKapCTBEHHBIX MPENapaToB UCIOIb3YIOTCA TPAHCIOPTHBIE CPEACTBA U
o0opyaoBaHue, 00ecreunBaronre coooIeHNe nX KauyecTBa, 3(pPpeKTUBHOCTH U 0€30MaCHOCTH.

[Ipu mepeBo3ke TepMOJAOMIBHBIX JIEKAPCTBEHHBIX MPENapaToOB HCIOJIB3YETCs CIElUaTn-
3UpoBaHHOE 000pyIOBaHKE, OOECIIeUnBalOIee MOACPKAHNE TPEOYEMBIX TEMIIEPATypHBIX pe-
KUMOB XpaHEHHUS JICKaPCTBEHHBIX MTPENapaToB.

63. Xn1a10371eMEeHThI B U30TEPMUYECKUX KOHTEHHEepax pa3MemaloTcsl TAaKUM 00pa3oMm, YTo-
OBbI OTCYTCTBOBAJI IIPSIMOM KOHTAKT C JIEKApPCTBEHHBIMHM ITperapaTaMH.

HOBTOpHOG HUCIIOJB30BaHUA HCJOCTATOYHO OXJIAXIACHHBIX H (I/IJII/I) MOBPCKIACHHBIX XJIa10-
OJIEMCHTOB HC OOIIYCKACTCA.

PykoBoauTens cyObekTa oOpalieHHs JEKapCTBEHHBIX IMPENapaTroB 0OeCleurnBaeT MpoBe-
JICHUE MHCTPYKTAXXKa O MOPSAKE IMOJrOTOBKH M30TEPMHUYECKUX KOHTEHHEPOB K IEPEBO3KE JIeKap-
CTBEHHBIX IPENapaToB (C Y4eTOM CE30HHBIX OCOOEHHOCTEH), a TaKKe O BO3MOXKHOCTH IOBTOP-
HOTO MCHOJIb30BaHMS XJIaJJ03JIEMEHTOB.

64. O6opynoBaHue, yCTAaHOBJICHHOE BHYTPHU TPAaHCIOPTHOTO CPEJACTBAa WJIM B KOHTEHHepe,
UCTIONB3yEeMOe UIsl KOHTPOJISI ¥ TOAJICPKAHUS TEMIIEPAaTypPHOTO PEKMMa B IPOLIECCE MEPEBO3KU



JIEKapCTBEHHBIX MPENapaToB, OTHOCAIIEECS B COOTBETCTBUH C TPEOOBAHUSIMH 3aKOHO/IATEIHCTBA
Poccuiickoit @enepanuu 00 obecrieueHUH €IUHCTBA W3MEPEHHUH K CPEICcTBaM H3MEpPEHUH, 0
BBOJIa B DKCIUTYaTaI[MIO, a TAKXKE TOCJIe PEMOHTA MOJUICKUT IEPBUYHON MOBEpKe U (WIIK) Kamuo-
POBKe, a B IIpOIIecce AKCILTyaTallu - IEPUOIUUECKON TTOBEPKE M (UJTH) KaTHOPOBKE B COOTBET-
CTBUU C TpeboBaHUSIMHU 3aKoHOAaTenbcTBa Poccuiickoit Menepainu 00 o0ecrieueHun eIUHCTBA
HM3MEPEHUI.

65. JlexkapcTBEHHbIE IIpeMapaThl JOCTABISAIOTCS O aJIpeCy, YKa3aHHOMY B TOBapOCOIPOBO-
JTUTEIbHBIX JOKYMEHTaX.

66. OTBETCTBEHHOCTD 3a coOroieHne TpeboBaHmii HacTosAmMx [IpaBui npu nepeBo3ke Jie-
KapCTBEHHBIX ITPENapaToB BO3JIAaraeTcs Ha CyObeKT OOpaIleHNs JIGKAPCTBEHHBIX MTPENapaToB.

67. B cinydasx, Korja nepeBo3Ka CONPOBOXKIACTCS ONEPAUSIMH 10 pa3rpy3Ke U 00paTHOM
3arpy3Ke MM BKJIIOYAaeT B ce0sl TPAH3UTHOE XpaHEHUE, COONIIOIAl0TCS YCIOBHUS XPaHEHUs B I10-
MEILEHUIX U obecrieueHne 0€30MacHOCTH Ha TPAH3UTHBIX CKJIagaX, KOTOPHIE OMpEaesIeHbI JI0T0-
BOPHBIMM OTHOUICHMSMH MEXKIY OTIPABUTEIEM M TPAaHCIOPTHOW KOMITAHHMEH, HACTOSIIUMU
IIpaBunamu u 3akoHomarenscTBoM Pocculickon denepanuu.

VIIIL. Tapa, ynnakoBka U MapKMpOBKa JICKAPCTBEHHBIX IIPENapaToB

68. JlekapCTBEHHBbIE MTPeNapaThl EPEBO3SATCS B TPAHCIIOPTHON Tape, KOTOpas HE OKa3bIBAeT
OTPHUIIATEIILHOTO BIMSHHS Ha WX KadecTBO, A((PEKTUBHOCTh U 0€30MacCHOCTh M 00ecreunBacT
HaJICKHYIO 3aIIUTY OT BO3CHCTBUS (PaKTOPOB BHEIIHEH CpeIbl.

69. Br16op cyOBeKTOM 00pallieHus JICKApCTBEHHBIX MPErapaToB TPAHCTIOPTHOM Taphl, yra-
KOBKH OCHOBBIBAETCS Ha!

a) YCTaHOBJIEHHBIX TPEOOBaHMAX K YCIOBHSM XPAaHEHUS U MEPEBO3KH JIEKAPCTBEHHBIX IIpe-
naparoB <I>;

<I> Ilynkr 18 crarbu 5 ®@enepanpHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6 obpa-
HIeHUH JekapcTBeHHBIX cpencTB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2010,
N 16, ct. 1815; 2012, N 26, ct. 3446; 2014, N 52, ct. 7540; 2015, N 29, ct. 4367), NOAIMYHKT
5.2.171 Tlonoxenust o MuHuctepcTBe 3apaBooxpaHenust Poccuiickoit denepanun, yTBEpKICH-
Horo nocraHosieHueM IIpaBurensctBa Poccuiickoit @enepanun or 19 urons 2012 r. N 608
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2012, N 26, ct. 3526; 2013, N 16, cr.
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, c1. 1763; N 23, cT. 3333; 2016, N 2, cT.
325; N 9, ct. 1268; N 27, ct. 4497; N 28, c1. 4741; N 34, cT. 5255).

0) o6beMe, HeOOXOAMMOM IS Pa3MELICHUS JIEKapCTBEHHBIX MPENapaToB;
B) KOJICOQHUSIX TEMIIEPATYPhl OKPY>KAIOIIECH CPEIbI;

I) JUIMTEIBHOCTH IEPEBO3KH, BKJIIOYas BO3MOXKHOE IMPOMEXYTOYHOE XpaHEHUE JeKap-
CTBEHHBIX IIPENapaToB.

70. TpancnopTHas Tapa C JIGKapCTBEHHBIMHU NpenapaTaMy B IpoIecce MPUEMKH JeKap-
CTBEHHBIX IIPENapaToB Iepe]] MepeMelIeHHeM B MOMEINEHHUS M (W) 30HY XpaHEHHsS JIOJDKHA
OBITh OUMIIICHA OT BU3YaJIHHOIO 3arpsi3HeHHs (P HEOOXOTUMOCTH).



71. Ha TpaHCHOPTHYIO Tapy, KOTOpas He ImpeJHa3HaueHa AJIsi MoTpeduTeneil U B KOTOPYIO
IIOMEIIIEHB] JIEKapCTBEHHBIE IMpenaparhl, JOHKHA HAHOCUThCA MH(pOpMalus O HauMEHOBAaHUH,
CepHUH JICKApCTBEHHBIX MPENAapaToB, aTe BBITYCKa, KOJTUYECTBE BTOPHUHBIX (MTOTPEOUTEIBCKUX )
YIIAKOBOK JIEKAPCTBEHHBIX MTPENAapaToB, IPOM3BOANUTEIIE JIEKAPCTBEHHBIX MIPENAPATOB C YKA3aHU-
€M HauMEHOBAaHMM U MECTOHAXOXKICHU (aZpec) NPOU3BOAUTENS JIEKAPCTBEHHBIX IPENaparos, a
TaKXe O CPOKE NOJTHOCTH JICKAPCTBEHHBIX IPENapaToB U 00 YCIOBUSAX UX XPAaHEHUS U MEPEBO3-
K1, HEOOXOJUMBIE MPeTyNpeAUTEIbHBIC HATUCH U MAHUITYJISITOPHBIC 3HAKH.




