MHHHUCTEPCTBO 3/IPABOOXPAHEHHMSA U COIIMAJIBHOI'O PA3BBUTHS
POCCHUIICKOM ®EJIEPAIIUA

ITPUKA3

ot 28 nexadps 2010 . N 12221

OB YTBEPXJIEHWUHU ITPABIAJI OIITOBOM TOPTI'OBJIM JIEKAPCTBEHHBIMHU
CPEJICTBAMM JIJIS1 MEJJUIIMHCKOI'O MPUMEHEHMUSI

B coorBerctBuM co cratheil 54 ®enepanbHoro 3akoHa oT 12 ampens 2010 . N 61-@3 "O6

oOpamenuu  yiekapcTBeHHBIX  cpeacTtB" (CoOpaHue 3akoHOJATeNhCTBA  Poccuiickoit
Oenepanun, 2010, N 16, ct. 1815; N 31, ct. 4161; N 42, ct. 5293) npukasbiBaio:

1. YTBepauth npunaraembie [IpaBuia onToBOW TOProBIM JIEKAPCTBEHHBIMHU CPEICTBAMU ISl
MCIUIIMHCKOI'O IMPUMCHCHMUS.

2. Ilpu3HaTh yTpaTUBLIUMU CUITY:

[Ipuka3z MunucrepctBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 15 mapra 2002 . N 80
"O6 yrBepxaeHun OtpacieBoro cranaapra "[IpaBuiia onTOBON TOPTOBIH JEKAPCTBEHHBIMU
cpenctBamu. OCHOBHBbIE TOJOXKEHMS" (3aperucTpupoBaH MUHHCTEPCTBOM  IOCTULIUU
Poccuiickoit ®enepanun 19 mapra 2002 r. N 3302);

[Ipuka3z MunucrtepcTBa 3apaBooxpanenust Poccuiickoit @enepauun ot 21 mapra 2003 . N
122 "O BHecenuu uzMeHeHui B Ilpukaz Munzapasa Poccum ot 15 mapra 2002 . N 80"

(3apeructpupoBan MunucrepctBom roctuiuu Poccuiickoit @enepanuu 4 anpens 2003 r. N
4377);

[Ipuka3z MunucrtepctBa 3apaBooxpanenust Poccuiickoit @enepaunn ot 28 mapra 2003 . N
130 "O BHecenuu usMeHeHuir B Ilpukaz MunHucrepcTBa 3apaBooxpaHeHusi Poccuiickoi
@enepaunn ot 15 mapra 2002 . N 80" (3apeructpupoBaH MHHHMCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepanun 11 anpens 2003 . N 4414).

MunucTp

T.A.-TOJIMKOBA

Y TBEpKICHBI



IIpukasom

MuHucTepeTBa 34paBOOXpaHEHUs
Y COLMATIBHOTO PA3BUTHS
Poccniickon ®enepanun

ot 28 nekabps 2010 . N 12221

ITPABMJTA
OIITOBON TOPI'OBJIM JIEKAPCTBEHHBIMU CPEJJCTBAMU

JUA MEAMITMHCKOI'O IIPUMEHEHN A

1. IlpaBuna onNTOBOW TOProOBIM JIEKAPCTBEHHBIMH CPEICTBAMU I MEIULIMHCKOTO
npuMeHeHus (nanee - [lpaBuia) onpenensitoT MOPsSI0K ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMHU
CpeIICTBaMI/I JJIA MEOAUIIUHCKOTI'O HpI/IMeHeHI/IH HpOI/I3BO,Z[I/ITCH$IMI/I HeKapCTBeHHLIX CpG[[CTB )41
OpraHM3alisIMH  ONTOBOM TOPTOBIW JIEKAPCTBEHHBIMU CPEICTBAMHU [UISI MEAMIIMHCKOTO
MIpUMEHEHUS (Jaee - OpraHu3aIm).

2. IlpaBuna sBISIOTCS O00A3aTENbHBIMUA JJISi BCEX OpTaHU3allMil HE3aBHCHMO OT UX
OpraHU3aIMOHHO-TIPAaBOBOM (opMBI U (HOpMBI COOCTBEHHOCTH TNPH OCYIIECTBICHUU HUMHU
OIITOBOW TOPTOBIHU JIEKAPCTBEHHBIMH CPEICTBAMH JUISi MEIUIIMHCKOTO MPUMEHEHUs (nanee -
JIEKapCTBEHHBIE CPEJICTBA).

3. B mensax [lpaBuim MCHONB3YIOTCSI OCHOBHBIE TOHSTHS, YCTaHOBJIEHHBIE DemepalbHBIM
3akoHOM 0T 12 ampenst 2010 . N 61-D3 "O6 obparieH!H JeKapCTBEHHBIX CPEICTB".

4. Opranu3zaluyu MOTYT OCYILLIECTBIIATH MMPOJIAXy JIEKAPCTBEHHBIX CPEJCTB MUJIU MEPEIaBaTh UX
B YCTaHOBJIEHHOM 3aKOHOAATENLCTBOM Poccuiickoit deaepanuu nopsiake:

opraHusanyvsim OIITOBOM TOPIOBJIN JICKAPCTBCHHBIMU CPCACTBAMMU,

MPOU3BOAUTCIIAAM  JICKAPCTBCHHBIX CPCACTB  IJIA uenef/'l MMPpOU3BOACTBA JICKAPCTBCHHBIX

CpCACTB,;
AlITCYHBIM OpTraHHU3allsaIM,

HAYYHO-HUCCIICAO0BATCIbLCKUM OpraHu3aliuiaM IJisd HaquO-HCCHCIIOBaTGHBCKOﬁ pa60TI>I;



UHAUBHUAYAJIbHBIM [IPCANPUHHUMATCIIAM, HWMCIOIIUM JIMICH3UIO Ha (I)apMaHCBTquCKYIO

NEeSITeNbHOCTh WU JIMLIEH3UIO HA MEAUIIMHCKYIO e TEIbHOCTH;
METUITMHCKUM OpTaHU3aIIHIM.

5. OnroBodl TOPropie MOIEKAT JIEKAPCTBEHHBIE CPEICTBA, 3aPETUCTPUPOBAHHBIE B
Poccuiickont denepanuu B yCTAHOBICHHOM ITOPSIIIKE.

6. 3ampenaercs onToBasi TOProBis (PpanbCUPUIUPOBAHHBIMU JEKAPCTBEHHBIMU CPEICTBAMH,
He100pOKaueCTBEHHBIMU JIEKAPCTBEHHBIMU CPEJCTBAMU, KOHTpa(paKTHBIMU JIE€KAPCTBEHHBIMU
CPEICTBAMH.

7. OmnroBast TOProBJIsA JICKAPCTBCHHBIMU CPCACTBAMH OCYILICCTBIIACTCA IIPU HAJIWUYHUU
TUIEH3UU Ha (apMaleBTUYECKyI0 JAEITeIbHOCTh (C yKa3aHWeM "ONToBasi TOPTOBIS
JIEKapCTBEHHBIMU  cpelcTBaMu'"), BBIJAHHOW B  YCTaHOBJIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit @eaepanuu nopsiake.

Opranuzanust o0si3aHa pa3MECTUTh B YJOOHOM JJIsi O3HAKOMJICHHUS MECTE KOIHUIO JIMLEH3UU
Ha (papMaLeBTHUECKYIO ESTEIbHOCTb.

8. Ha nexapctBeHHBIE CpencTBa OPOPMITSIETCSI COMTPOBOAUTENBHBIA JTOKYMEHT, COACPIKAITUI
MH(pOpPMaIHIO:

O Jare O(l)OpMJIeHI/ISI CONNPOBOAUTCIIBHOIO JOKYMCHTA,

O HAaWMEHOBAaHUM  JIEKAPCTBEHHOIO  CpeACTBAa  (MEXAyHApoJHOE  HENaTeHTOBAaHHOE
HalMEHOBAHUE JIEKAPCTBEHHOIO CPEJICTBA M TOPrOBOE€ HAMMEHOBAHUE JIEKAPCTBEHHOIO
CpEeACTBA), CPOKE FOHOCTU U HOMEPE CEPHH;

0 MMPOU3BOAUTCIIC JICKAPCTBCHHOI'O cpeacrBa C YKa3aHHuCM HauMCHOBAaHUA nu

MCCTOHAXOXICHUA ITPOU3BOAUTCIIA,
0 KOJIMYECTBC YIIaKOBOK;

O INOCTaBUIMKE (I/II[eHTI/I(l)I/IKaIII/IOHHI)II\/'I HOMCPp HaJioromiarcJibiukKa, MmoJIHOC HaAMMCHOBAHUC
ImocraBuiyvka, €ro MGCTOHaXO)K,Z[eHI/Ie);

0 ToKymatene (UASHTU(PUKAIMOHHBIII HOMEpP HaJOTrOIIaTesbIINKa, TTOJHOE HaUMEHOBAHHE
MOKYTIaTelIs, €r0 MECTOHAXOXKACHHE);

0 JTIOJDKHOCTHOM JIMIIE, COCTABUBIIIEM COIPOBOIUTEIBHBIN TOKYMEHT (10JKHOCT, D.J.0.).

JIOKyMEHT 3aBepsieTCsl MOAMMUCHIO JTOJKHOCTHOTO JIMIA, COCTABUBIIETO COMPOBOIUTEIbHBIN
JOKYMEHT, TeYaTbl0 OpraHM3alMi WM WH(GOPMAIMOHHBIM INTPUX-KOJOM M TI€YaThIO
OpraHU3aIHH.



9. HpI/IeM JICKAPCTBCHHBIX CPCACTB OCYHICCTBIIACTCA MPUCMHBIM OTACIIOM OpraHU3aluu.

Jlviia, OTBETCTBEHHBIC 3a TPOBEICHHE IMOTPY30YHO-PA3TPy304YHBIX PabOT JICKapCTBEHHBIX
CPEICTB:

00€eCIeYnBalOT KaXAYyro mapTuro JICKAPCTBCHHBIX CpCACTB COIMPOBOAUTCIIBHBIMUA

JOKyMEHTaMU;
KOHTPOIUPYIOT HAIMYNE HEOOX0MMMOM HH(OPMALIUK B COPOBOAUTETHHBIX TOKYMEHTAX.
30Ha MPUEMKH JICKAPCTBEHHBIX CPEJICTB JIOJDKHA OBITh OT/IEJICHA OT 30HBI UX XPaHEHUSI.

10. Ilpu mpoBeneHUH MOTPY30YHO-PA3TPY30UHBIX PadOT JOHKHA OBITH OoOecreueHa 3aluTa
MOCTYMAIOLINX JIEKAPCTBEHHBIX CPEACTB OT aTMOC(EPHBIX OCAIKOB, BO3ICHCTBUS HUZKHX U
BBICOKUX TEMIIEparyp.

11. JlekapcTBeHHBIE CpeICTBAa B IOBPEKICHHOW YIAKOBKE WM HE COOTBETCTBYIOIINE
3a5BJICHHBIM B COIMPOBOAWUTCIIbHOM JOKYMCHTC HAMMCHOBAHUAM U KOJIMYCCTBY, HC UMCIOLINC
COIMPOBOAMTEIHLHOTO JIOKYMEHTA, a TAKXKE MOJJICIKAITNE U3BATUIO U3 TPaXKIaHCKOTO 000poTa,
JOJDKHBI OBITH MTPOMApKUPOBAHBI M TIOMEIICHBI B CIIEIUAIBHO BBIJCICHHYIO (KapaHTHHHYIO)
30HY OTHEJNBHO OT JAPYTUX JIEKAPCTBEHHBIX CPEACTB 10 HMX HUACHTU(UKAIMHM, BO3BpaTa

MOCTAaBIIUKY WJIN YHUYTOXCHHUSA B YCTAHOBJIICHHOM ITOPAAKE.

12. Bo3BpaleHHbIe MOIydaTeNeM JIEKAPCTBEHHBIE CPEACTBA MOTYT OBITh IepelaHbl B 30HY
JUIS OCHOBHOTO XpaHEHHsI JIEKaPCTBEHHBIX CPEICTB OPTraHU3alMd TPU COONIOICHHUH
CIEAYIOUIUX YCIOBHM:

OIlTOBasgs TOPIroBJA JICKAPCTBCHHBIMHU  CPCACTBAMHU HE IIPOTHUBOPCUYHUT TpC6OBaHI/I$IM

JNENCTBYIOLIETO 3akoHoAarenbeTBa Poceniickon @enepannu u [Ipasuir;

JICKApCTBCHHBIC  CpCACTBA HAXOLATCA B  CBOUX  IICPBOHAYAJIBHBIX  HCBCKPBLITHIX U
HCIIOBPCIKACHHBIX YITAKOBKAX;

JIEKApPCTBEHHOE CPEICTBO COOTBETCTBYET TPEOOBAHHSM K €r0 KayeCTBY, YTO MOATBEPIKICHO
COOTBETCTBYIOIIUMHU JOKYMEHTaMHU.

13. JlekapcTBEHHBIE CPENICTBA, BO3BPAIICHHbBIE B OPTaHU3AIINIO, JOJHKHBI OBITh H30JIMPOBAHbBI
B CIIEI[HAIBHO BBIJICJICHHYIO (KapaHTUHHYIO) 30HY J10 IPUHATHS M0 HUM PELICHHUS.

14. PykoBomuTens OpraHU3aIlH JIOJDKEH 00SCTICYNTh OPTaHMU3ALNI0 CUCTEMbI BHYTPEHHETO
KOHTpOJIA 3a cobmonenuem [IpaBui.
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