[TocranoBnenue IlpaButenscrBa PO ot 28.11.2013 N 1086 "OO6 yrBepxkaenuu IlpaBui
(GopMHpOBaHUS IEPEUHsl JIEKAPCTBEHHBIX CPEICTB, 3aKyIKa KOTOPBIX OCYLIECTBISETCA B
COOTBETCTBUHM C MX TOPrOBbIMH HAUMEHOBAaHUSIMH, U O BHECEHUU H3MeHEHMs B llonoxkeHue o
[TpaBUTENIECTBEHHON KOMUCCHH 10 BOIIPOCAM OXPaHbl 3J0POBbs I'pakJaH".

[IpaBuTenscTBO Poccuiickoit @eaepanuu noCTaHOBIISIET:

Koncynprantllntoc: npumeuanue.
[Tyt 1 BcTynaer B cuity ¢ 1 ssuBaps 2014 roga (myHKT 3 JaHHOTO JOKYMEHTA).

1. YrBepauth npunaraembie [IpaBuna GpopmMupoBaHus mepeyHs JEKapCTBEHHBIX CPEICTB,
3aKyNKa KOTOPBIX OCYIIECTBIISIETCS] B COOTBETCTBUU C MX TOPTOBBIMU HAUMEHOBAaHUSIMM.

2. Hononuuts Ilonoxenue o IlpaBUTENBCTBEHHON KOMHCCHM 110 BOIPOCAM OXPAaHbI
3I0pOBbSl TPaXKJaH, yTBEPKIECHHOE nocraHoBiaeHueM lIpaButensctBa Poccuiickoit denepanuun
or 8 okTsaOps 2012 r. N 1018 "O IIpaBUTEIHCTBEHHOW KOMHCCHH TIO BOIPOCAM OXpaHbI
3nopoBbst Tpaxkaan" (Cobpanue 3akoHomarenbcTBa Poccmiickoit denepanum, 2012, N 42, cr.
5709), nynkrom 5(1) cneayromero coaep kaHus:

"5(1). B cocraB Komuccunm B kadecTBe paboyero opraHa BXOJIUT MOJKOMHCCHUS IIO
BOIIPOCaM OOpaIeHHsI JICKAPCTBCHHBIX cpelcTB. [lomokeHne 00 yKka3aHHOW MOJKOMUCCHH U €€
coCTaB yTBepkJarTcs npeacenarenem Komuccun.".

3. ITyskT 1 HacTosmIero nocTaHOBIEHUS BCTyNaeT B cuily ¢ 1 suBaps 2014 r.
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ITPABUJIA

OOPMHUPOBAHUA ITEPEUHSA JIEKAPCTBEHHBIX CPEJICTB, 3AKVIIKA
KOTOPBIX OCYIIECTBJIAETCA B COOTBETCTBUU

C UX TOPI'OBBIMN HAMUMEHOBAHUAMN

1. Hacrosmme IlpaBuna ompenensoT MOPSAOK (OPMHUPOBAHUS — YTBEPIKIAEMOTO
ITpaButenscTtBOM Poccuiickoit denepannn nepedss JIEKapCTBEHHBIX CPEJICTB, 3aKyINKa KOTOPBIX
OCYIIIECTBIISIETCS B COOTBETCTBUH C UX TOPTOBBIMU HAUMEHOBAHUSAMH (JaJiee - IePeUeHb).

2. OcHOBaHMEM JJsi BKJIKOYEHMs JIEKapCTBEHHOIO CPEACTBA B IEPEUYECHb SBISAETCS
HEBO3MOKHOCTh 3aMEHbI JIEKapCTBEHHOTO CpEACTBA B paMKax OJHOIO MEXKIyHapOJIHOTO
HENAaTEHTOBAaHHOIO HAaWMEHOBAHMsI JIEKAPCTBEHHOI'O CPEACTBAa WM INPU OTCYTCTBUU TAaKOTO
HAaUMEHOBAHMSI XMUMHUYECKOTO, TIPYNIUPOBOYHOTO HAWMEHOBAHUS, ONpelesseMas C Yy4eToM
nokasaresuei 3pPekTUBHOCTH U 0€30IacCHOCTH JICKApCTBEHHBIX MpernapaToB. OCHOBaHUEM IS
UCKIJIFOUEHHS JISKApPCTBEHHOT'O CPENICTBA U3 NIEPEUHS SIBJIICTCSI BO3MOKHOCTh TAKOM 3aMEHBI.

3. PaccmorpeHue BoIpoca O BO3MOXXHOCTH BKJIKOYEHMsSI JIEKAPCTBEHHBIX CPENCTB B
nepedyeHb MO0 MCKIIOYEHHs JIEKApCTBEHHBIX CPEACTB M3 IIEpeYHs OCYIIECTBIIAETCS
NOJKOMHMCCHEH 1O BompocaM oOpamieHus JEeKapCTBEHHBIX cpeacTB IIpaBuTenbCTBEHHOM



KOMHUCCHUHM II0 BOIPOCAaM OXpaHbl 370poBbsl TIpaxnaaH (nanee - Komwmccusa) mo 3asBkam
(GU3NYECKUX U IOPUIUYECKUX JIMIL.

4. 3asiBKM HampaBiAOTCs B (hopMe 3JIEKTPOHHOTO JTIOKYMEHTA MM Ha OyMa)KHOM HOCHUTEe
B MunucrepctBo 31apaBooxpaHeHust Poccuiickoit @enepanun. @opma 3asiBKM yTBEpKIAACTCA
YKa3aHHbIM MHUHHCTEPCTBOM.

5. Paccmorpenue Bompoca O BO3MOXKHOCTH BKJIKOYECHHs JIEKAPCTBEHHBIX CPEICTB B
nepevyeHb JUO0 HCKIIOUEHHUS JIeKapCTBEHHBIX CPEICTB W3 TIEpEYHsl OCYIIECTBIIETCS Ha
OCHOBAaHMU  CIEAYIOIIUMX JOKYMEHTOB (CBEIEHMH), HaXOMSIMXCA B  PACHOPSIKEHUU
Munucrepersa 3apaBooxpanenus Poceniickon ®@enepanun:

a) OT4eThl O pe3yiabTaTax UCCICA0BaHUNA OMOSKBUBAJIEHTHOCTH JIEKapCTBEHHBIX
[IpPErnapaToB WM HCCIEIOBaHUI  TEpalleBTUYECKOW SKBUBAJIEHTHOCTH  JIEKAPCTBEHHBIX
IIPENapaToB, IPOBEIEHHBIX B COOTBETCTBHHM C IPaBWIAMH KJIMHUYECKOW IPAKTUKH, HIIU
CBE/ICHUS 00 OTCYTCTBUU TAKHX OTYETOB;

0) pe3yabTaThl 3KCIEPTU3bl OTHOLICHHUS OXHMIAEMOM IMOJb3bl K BO3MOXHOMY PHCKY
IIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB;

B) pe3yJIbTaTbl MOHUTOPUHIA O€30IaCHOCTH JIEKAPCTBEHHBIX MPENapaToB.

6. 3asiBUTEIb BIIPABE MIPEJCTAaBUTh yKa3aHHbIE B MyHKTE 5 HacTosux [IpaBun qoKyMeHTHI
(cBeneHMs1) MO COOCTBEHHOM MHUIIMATHBE, a TAKXXe WHbIE CBEACHUSA, B TOM 4YHCIE JaHHbIE
MEXJIYHapOJHOIO OIIbITa IMPUMEHEHMs JIEKAPCTBEHHBIX cpelacTB (BcemupHoll opranuzanuu
3paBOOXpaHEeHMs], EBpONecKoro areHTcTBa I0 JIEKapCTBEHHBIM CPEACTBAM U YIIPaBJICHHUS 110
KOHTPOJIIO 3a OOpallleHueM IHUIIEBBIX MPOAYKTOB M JekapcTBeHHbIX cpeacts CIIA) u
pe3yibTaThl OIYOJIMKOBAHHBIX HAYYHBIX MCCIIEJOBAHUH.

7. MunucrepctBo  3apaBooxpaHeHuss  Poccuiickonr  @enepanvu COBMECTHO €
MuHHCTEPCTBOM TNPOMBIIUIEHHOCTH W TOproeiau Pocculickonn ®enepaunn n PenepabHON
AHTUMOHOTIONIEHOM CITY>K00#1 paccMaTpUBaeT 3asiBKH B CPOK, He npeBbimatomuid 30 qHei co THs
uX noyiydyeHus. B ciyyae ecinm B yKa3aHHBIM CpPOK 3asiBKa HE MOXKET OBITh pacCMOTpPEHa, CPOK
npojuieBaercs, Ho He Oosiee yemM Ha 30 aHeil, 0 yeM MUHUCTEPCTBO 3/pPaBOOXPAaHEHUS
Poccuiickoit ®enepanuu uHGOpMHUpYET 3asBUTENs] B NHCbMEHHOW Qopme uiu B (opme
AIIEKTPOHHOTO JJOKYMEHTA.

8. C yueTroM pe3yslbTaTOB YKa3aHHOrO B IyHKTe 7 Hacrosmux lIpaBun coBmecTHOro
paccMOTpeHust 3asBOK MuUHHUCTEpPCTBO 3ApaBooxpaHeHus Poccuiickoit denepanuu 060011aeT
UHPOPMALIMIO, HEOOXOOUMYIO MJIsi PAacCMOTPEHHUS BOIpPOCAa O BO3MOXKHOCTU BKIIFOUEHUS
JIEKapCTBEHHBIX CPEJCTB B MEpeUYeHb MO0 UCKIIOUEHHUS JIEKAPCTBEHHBIX CPEJICTB U3 MEPEUHs, U
BHOCUT COOTBETCTBYIOIIME MPEUIOKEHUS C MPUIOKEHHEM HEOOXOAUMBIX JOKYMEHTOB
(cBeneHuit) Ha pacCMOTPEHHE MTOJIKOMUCCUEH 10 BOIpOcaM 0OpaleHHsl IEKapCTBEHHBIX CPEICTB
Komuccuu.

9. Ilpn HanuuuM pa3HOTJIACUM MEXJY YKa3aHHbIMM B NyHKTe 7 Hacrosmux [IpaBun
(benepaabHBIMU OpraHaMH UCTIOJIHUTENIBHON BJIACTH COOTBETCTBYIOLINE MPEATOKEHHSI BHOCATCS
Ha paccCMOTpEHHE MOAKOMHCCHEN 10 BoIpocaM olpallleHus JIeKapcTBEeHHbIX cpeacTB Komuccuun
BMECTE C IPOTOKOJIOM COIJIACUTEIBHOTO COBELIAHUS U 3aMEYaHUSMU COOTBETCTBYIOIIMX
denepanbHBIX OPraHOB HCTIOIHUTEIHHON BIACTH.

10. C ydyerom pe3ysnbTaToOB pacCMOTPEHUS NMPEAJIOKEHUH O BKIIIOUEHUU JIEKAPCTBEHHBIX
CPEICTB B IepeyeHb 100 00 UCKIIOUEHUH JIEKAPCTBEHHBIX CPEJCTB U3 MEPEUHs MOJAKOMUCCUEN
0 BOMpOCcaM OOpallleHusI JIEKapCTBEHHBIX cpeacTB Komuccun MUHUCTEPCTBO 31paBOOXpaHEHUS
Poccuiickoit denepaiinyn roToBUT HEOOXOAMMbBIE MaTEpUasIbl JJIsl BHECEHUS! COOTBETCTBYIOIINX
IIpeI0KEHUH Ha paccMoTpeHne Komuccuei.

I11. C yueroMm pe3ynbTaToB paccMoTpeHusi Komuccuenl mNpennoKeHuid, yKa3aHHBIX B
nyHkTe 10 HacTosmux IIpaBun, MunuctepcTBo 3apaBooxpanenus Poceuiickoit @enepanuu:

(bopMHpyeT NPOEKT IMepeuHs, JIEKapCTBEHHbIE CPEACTBA B KOTOPBIM BKIHOYAIOTCSA MOJ
COOTBETCTBYIOIIMMHU MEXAYHAapOAHBIMU HENATECHTOBAHHBIMM HAMMEHOBAaHUSMHU WIH IIpU
OTCYTCTBUM TaKHX HAMMEHOBAaHUN XUMHUYECKUMH, TPYNIHMPOBOYHBIMM HAUMEHOBAHHUAMH C
yKa3aHHEM TOPTOBBIX HAUMEHOBAHHI U JIEKAPCTBEHHBIX (hopM;



UHPOPMHPYET 3asIBUTENS O PEIIEHUH, IPUHSATOM 10 €T0 3asiBKe.



