IMPABUTEJLCTBO POCCUHUCKON ®EIEPAIIAU
ITOCTAHOBIJIEHHUE

oT 28 Hos6ps 2013 r. Ne 1086

MOCKBA

00 yrBepxkaenuu IlpaBun popmupoBaHusi nepeqHst
JIEKAPCTBEHHBIX CPEACTB, 3aKYNKa KOTOPbIX 0CYILEeCTBJIACTCSH
B COOTBETCTBHH € HX TOPrOBHLIMH HAHMEHOBAHHSAMH, H O BHECEHHUH
u3MeHeHus B Ilonoxkenue o IIpaBuTebCTBEHHOH KOMHCCHH
110 BONPOCAM OXPaHBbI 310POBbS I'PaxkaaH

ITpaButenscTBO Poccuiickoit Peepalilui NOCTAHOBJI A€ T ¢

1. VTBepnute npunaraemele  IlpaBuna  QgopmupoBaHus — nepeyHs
JIEKapPCTBEHHBIX CPENCTB, 3aKyIllKa KOTOPHIX OCYILECTBIISIETCS B COOTBETCTBHUU
C UX TOPTOBBIMH HAaMEHOBaHUSAMH.

2. Jononuute IlonoxeHne o IlpaBUTENLCTBEHHONW KOMHUCCHHM 11O
BOIIpOCaM OXpaHbl 3[0POBbSl TpaXkAaH, YTBEPXKJIEHHOE IOCTAaHOBJICHUEM
[IpaButenscrBa Poccuiickoit ®Deneparmun ot 8 okTsbps 2012r. Ne 1018
"O IlpaBUTENBCTBEHHON KOMHCCHH I10 BOIIPOCaM OXpaHBl 3J0pOBbs I'pakaaH"
(Cobpanue 3axkoHomarenscTBa Poccuiickoit @enepammum, 2012, Ne 42, c1. 5709),
ITYHKTOM 5! CJIEAYIOLLETO COIEPKAHUA:

"5'. B coctas Kommuccum B KadecTBe pabodero OpraHa BXOMIHT
IOJIKOMHUCCHS 10 BOIIpocaM oOpallleHusl JeKapCTBEHHBIX CpeAcTB. llonoxenue
00 yKa3aHHOW TIOJKOMHCCHM U €€ COCTaB YTBEpXKJAAITCH IMpeaceaaTeeM
Komuccun.".

3. Ilynkt 1 HacTOfIEr0 NMOCTAaHOBIEHWS BCTyNaeT B CUIy C | siHBaps
2014 r.

IIpencenarens Ip

Poccuiickoit Of J.MenBenes
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YTBEPKXJEHDI

nocraHoBieHueM [IpaBuTenbcTBa
Poccuiickoit Oepepanuun
oT 28 Hos6ps 2013 r. Ne 1086

IIPABHUJOA

(¢popmMHpOBaHHSA NepeyHs JIEKAPCTBEHHBIX CPEJICTB,
3aKyNKa KOTOPBIX OCYIIECTBJ/ISIETCH B COOTBETCTBHH
€ X TOProBHIMH HAUMEHOBAHUSIMHU

1. Hacrosamme IlpaBuna  ompenensoT  NHOpPAAOK  (POPMHpPOBaHHUA
yTBepxkaaemoro  IlpaBurensctBoM  Poccuiickoit  ®Depepauuu  nepedHs
JIEKAPCTBEHHBIX CPEACTB, 3aKyINKa KOTODPBIX OCYILECTBIAETCS B COOTBETCTBUU
C X TOPrOBBIMM HaMEHOBAHUSMH (ajiee - ePEeUeHb).

2. OcHOBaHHMEM [UI BKJIIOYEHHMs JIEKapCTBEHHOI'O CPEACTBA B IEPedYEeHb
SIBJISIETCS. HEBO3MOXXHOCTh 3aMEHBI JIEKAPCTBEHHOT'O CPElCTBA B paMKaxX OJHOIO
MEXXIyHapOJIHOI'0 HENaTeHTOBAHHOI'O HAaMMEHOBAHMS JIEKAPCTBEHHOI'O CPEACTBA
WU TpU OTCYTCTBUM TaKOI0 HAaMMEHOBAaHUS XMMHYECKOI'O, IPYNIIMPOBOYHOIO
HaUMEHOBAaHHUs, ONpejeiseMas C YUeTOM TIIoKasaTeleidl 3(QpeKTHBHOCTH 1
6e30macHOCTH JIeKapCTBEHHBIX MpemnapaToB. OCHOBaHMEM ISl HUCKIIOYEHUS
JIEKapCTBEHHOT'O CPEICTBA U3 MEPEYHS SABISIETCA BO3MOXXHOCTh TaKOM 3aMEHBI.

3. PaccMoTpeHHe BOIlpoca O BO3MOXKHOCTH BKJIIOYEHHS JIEKAPCTBEHHBIX
CPEACTB B IepeueHb JTUO0 HUCKIIOUEHHUS JICKAPCTBEHHBIX CPEACTB M3 IMEpeyHs
OCYULIECTBJISIETCS MOAKOMHUCCHEH II0 BOMpocaM oOOpallleHHus JIeKapCTBEHHBIX
cpeactB [IpaBUTENBCTBEHHON KOMMCCHM IO BOIPOCaM OXpPaHbl 30pOBbS
rpaxnas (nanee - Komuccus) mo 3asBKaM (PU3NYECKUX U IOPUIUYECKHX JIMLI.

4. 3asBKM HampaBAIOTCS B (QopMe 3JIEKTPOHHOIO AOKYMEHTa WU Ha
OyMaxxHOM HocuTelne B MUHHUCTEPCTBO 3ApaBooxXpaHeHus Poccuiickoit
Denepanun. Popma 3as1BKU yTBEpKIAETCS YKa3aHHBIM MUHUCTEPCTBOM.

5. PaccMoTpenue Bopoca O BO3MOXKHOCTH BKJIOUEHUS JEKapCTBEHHBIX
CPEACTB B IlepeueHb JTHUO0 HCKIIOUEHHs JIeKapCTBEHHBIX CPEICTB U3 IMEPEHHs
OCYLIECTBIISIETC Ha OCHOBaHUHU CIHEAYIOIIMX JOKYMEHTOB (CBEACHUM),
HaxoAs1MXcs B pacnopskeHuu MuHHcTepeTBa 34paBooxpaHeHus Poccuiickoi
Denepaunu:
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a) OTYETHl O  pe3yJpTaTax  MCCIACIOBaHMA  OMOIKBUBAIECHTHOCTH
JIEKApCTBEHHBIX  IIpENapaToB  HWJM  UCCIEJOBaHHM  TeparneBTUUECKOM
3KBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IIPENApPaTOB, MPOBEJACHHBIX B COOTBETCTBUH
C NIPaBWIAMH KIMHUYECKON TPAKTUKHU, WIH CBedeHUs 00 OTCYTCTBHM TaKUX
OTYETOB;

0) pe3ynbTaThl OKCIEPTH3bl OTHOIICHHUS OXXHIAEMOW  TMOJB3BI K
BO3MOXXHOMY PUCKY IPUMEHEHUS JI€KapCTBEHHBIX MPENapaTos,;

B) pe3yJbTaThl MOHUTOPHHTA O€30I1aCHOCTH JIEKapCTBEHHBIX NIpenaparos.

6. 3asBUTENb BIpaBE MPEJCTAaBUTh YKa3aHHbIE B IIyHKTE 5 HaACTOSILHX
[IpaBusl HOKyMEHTHI (CBEAECHMsI) MO COOCTBEHHOW MHUIMATHBE, a TAaK)Ke MHbIE
CBEICHUs, B TOM YHCJIE JaHHBIE MEXIYHAapOJHOIO OIBITA MPUMEHEHUs
JEKapCTBEHHBIX cpeAcTB (BcemupHO  opranmuzaiuu  3ApaBOOXpAaHEHUS,
EBpomneiickoro areHTcTBa MO JIEKAPCTBEHHBIM CpEeACTBaM W YTIIpaBIEHUS IO
KOHTPOJIIO 3a OOpallleHHeM IHINEBbIX NPOAYKTOB U JIEKApCTBEHHBIX CPEACTB
CILIA) u pe3yabsTaThl OIMyOIMKOBAHHBIX HAYYHBIX HCCIIEOBAaHUN.

7. MuHUCTEPCTBO 3ApaBooxpaHeHus Poccutickont Peaepanuy COBMECTHO
¢ MUHHUCTEPCTBOM MPOMBILIIEHHOCTH U TOproeiau Poccuiickoit @enepauuu u
denepanbHON aHTUMOHOIIONBHOM cly>k00i paccMaTpuBaeT 3asiBKM B CPOK, HE
npeBblaoui 30 1Hed co OHA UX MonydeHus. B ciydae eciid B yKa3aHHBIH
CpOK 3asiBKa He MOXET OBITh pacCMOTpeHa, CPOK IMpoJyleBaeTcs, HO He Ooree
yeM Ha 30 gHel, o yemM MuHHCTEpCTBO 3apaBooXpaHeHus Poccuiickon
Denepauyn HHGOPMHUPYET 3asBUTENd B MUCbMEHHOH (opme umm B popMe
3NEKTPOHHOIO JJOKYMEHTA.

8. C yueToM pe3yJIbTaTOB yKa3aHHOrO B IyHKTe 7 Hacroswmwmx IIpaBui
COBMECTHOTO  PAacCMOTPEHHMs 3asBOK MMHHCTEPCTBO  3paBOOXPAHEHHS
Poccmiickoit ®Depepanun  0000maer uHGOpMaLUIO, HEOOXOAMMYIO A
pacCMOTPEHHUsI BOIIPOCa O BO3MOXXHOCTH BKJIIOUEHMS JIEKaPCTBEHHBIX CPEACTB
B IlepeueHb JTUOO HUCKIIFOUEHUS JICKAPCTBEHHBIX CPEICTB U3 NEpeyHs, 1 BHOCUT
COOTBETCTBYIOIIKE TPEIJIOKEHUS ¢ MPHIOKEHUEM HEOOXOIUMBIX JTOKYMEHTOB
(cBemeHUIl) Ha pacCMOTpPEHHE IOJKOMHUCCHEH 10 BompocaMm oOpalieHus
JIeKapCTBEHHBIX cpencTB Komuccuu.

9. Ilpy HanUyuMu pa3HOrJacud MEXIy YKa3aHHBIMH B IIyHKTE 7
Hactossux IIpaBun QenepasbHEIMA  OpraHaMM MCIIOJIHHUTENBHOH BIAcTH
COOTBETCTBYIOWINE MPEIJIOKEHUST BHOCATCS Ha PacCMOTPEHHUE ITOJKOMHMCCUEN
o BoIlpocaM oOpallleHust JIeKapCTBeHHBIX cpeacTB Komuccum Bmecte C
IIPOTOKOJIOM COTJIACUTEJIBHOIO COBEILIAHHS U 3aMEYaHUSIMU COOTBETCTBYIOIIUX
denepanbHBIX OPraHOB MUCIIOJHUTEIBHOM BIacTH.

10. C y4yeToM pe3ynbTaTOB PacCMOTPEHHUS MPEAJIONKEHUH O BKIIOYEHUU
JIEKapCTBEHHBIX CPEJCTB B MepedeHb JUOO0 00 HCKIIIOUEHUU JICKApPCTBEHHBIX
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CPEACTB U3 MEpPEeYHs NOJKOMUCCHEH Mo BompocaM oOpalleHHsl JIeKapCTBEHHBIX
cpeacts Komuccuun MunuCTEpPCTBO 3paBooxpaHeHus Pocculickoit @enepanuu
TOTOBUT HeOOXOAMMBIE MaTepyaibl JJii BHECEHHS COOTBETCTBYIOIIMX
IIpeJIoXeHuH Ha paccMoTpeHue Komuccueh.

11.C yudetoMm pe3ynbTaToB paccMoTpeHHuss Komuccued mpeioxkeHuH,
yka3aHHbIX B MyHKTe 10 HacTosmux [IpaBun, MuHHCTEPCTBO 34paBOOXPAHEHUS
Poccuiickoit @enepanmu:

dbopMHUpyeT MpPOEKT TNepeuHs, JeKapCTBEHHbIE CpPEACTBA B KOTOPBIN
BKJIIOYAIOTCS I10J, COOTBETCTBYIOLUMHU MEXIYHAPOJHBIMUA HENTAaTE€HTOBAHHBIMU
HaUMEHOBAaHUSIMU WIIM TNIPU OTCYTCTBUM TaKUX HAWMMEHOBAHUA XUMMYECKUMHU,
rpyNIHAPOBOYHBEIMA HAUMEHOBAHUAMHU C yKa3aHHUEM TOPrOBBIX HAUMEHOBAaHUN U
JIeKapCTBEHHBIX GOpM;

MHGOPMUPYET 3aIBUTENS O PELICHUH, IPUHSATOM I10 €r0 3asBKe.
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