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Ha Ne . oT

JlemapTaMeHT JIeKapcTBEHHOro o0ecleueHus U peryjJMpoBaHus  oOpalleHus
MEeIUIMHCKUX u3fenuit MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit ®enepanun (nanee —
JemaptaMeHT) B COOTBETCTBMM € IYHKTaMM 2 W 3 TpOTOKONA  COBEIAaHUA
y [Ileporo 3amectutens Ilpencematens IlpaButenbctBa Poccuiickoit ®enepaiyu
.. llyBanoBa ot 18.04.2016 Ne HII-T112-26np o mnpopaboTke MNpenIoXeHUN
O TMOCTaBKE JICKApPCTBEHHBIX IIPENapaToB 0 WHHOBAIMOHHBIM MOJEJSAM JIOTOBODPOB,
OpelycMaTpUBAIOUIMX  INpeJoCTaBlI€HHE  CKUAOK  Ha  JIEKApCTBEHHBIM  IpemnapaT
Ipd  BBICOKMX  oObeMax  ero  3akymku, omnpeleieHue  obbeMa  IUIaTexei
3a JIEKapCTBEHHBIH Mpemnapar ¢ YUeTOM pe3yJIbTaTOB JIeUeHHs, U 3aKIIOUCHUH COrIallleHui 06
o0s3aTenbcTBAX  Mpou3BoauTens 0e3BO3ME3AHO  IepefaBaTb 4acTh  JIEKAPCTBEHHBIX
IpenapaToB 3aKa3ylKaM IpU BBHITIONHEHWN UMH OIpeleleHHbIX (OTIaraTeabHbIX) YCIOBUM, a
TaKKe pealn3alusd IHIOTHOrO MpoekTa B cyOwbekTax Poccuiickoit deaepanun, coobmiaer
clenymouiee.

IIo nopyuenuro [HenaprameHta, ®I'BY «LleHTp 3KkcrepTU3Bl M KOHTPOJIS KadecTBa
MEIUIMHCKOM nmoMomu» Munsapasa Poccun (manee — ®I'BY «IOKKMII») opranusosaHa

pabota o pa3MelIeHUI0 Ha o uUIaTEHOM caiite rosmedex.ru
(http://rosmedex.ru/050716/) pexomenganuii 3asButensaM (hapMaLeBTUYECKHMM KOMIAHHAM)
o IpeOCTaBICHUIO HeoO0XoauMoi uHbOpMaIK ns y4acTus

B ITHWJIOTHOM IIPOCKTE.

[Ipu »>TOM nmpoBedeHa NpeABapUTENbHAass JKCIEPTH3a IOCTYNHUBIIMX  3a1BOK
Ha COOTBETCTBHE pPEKOMeHAyeMbIM ¢opmaM. [IpenBapuTensHOe cCOINacoBaHHWE MNPOLLIH 15
3aBOK OT 8 (papmalieBTHUECKUX KoMIaHUM 110 10 HO30JI0TUAM.

HanpaaneM Ha PacCMOTPEHHUE CITHCOK 3as41BOK (HpOGKTOB), MPpOMICAIINX
MMpeaBApUTEIIBHOC COIIaCOBAHHME HA y4YacTHEC B IIMJIOTHOM IIPOCKTE II0 HWHHOBAaIlMOHHBIM
METOAaM 3aKYIIOK JICKapCTBECHHEIX IIPEIIapaToOB U 3a4ABKU OT (bapMaueBanecmx KOMITaHU.

Ne | Komnanus — IIpennaraemas Ho3zosorus | Toprosoe MexayHnapoaHoe
3asiBUTEIb Haspanmue JIII HENMaTeHTOBaHHOE
naszsanue JII1
1 | Baiiep (Bayer) [leuenouHO-KIETOUHBIH pak | Hexcasap Copadenud
2 | buomapus (BioMarin) | ®eHunkeToHypus Kysan Canpontepur
bpucron-Maiiepc PeBmaronausiil apTpuT Opencud AbaTanent
CkBu66 (Bristol-
. Xponuueckuit renatut C CynsBenpa AcyHarnpeBH
Myers Squibb) p yHBEHP yHatpesHp
4 | Hopaptuc Mpuenodpubpos, HCTHHHASL Jxaxasu Pyxconutuaub
(Novartis) IIOJINOUTCMU S
XpoHuueckuil MuenouaHsii | Tacurna Hunotunut
nenKo3




5 | xoncon u [koucon | XPOHUYECKUH renaTut C Cospuan CumenpeBHp
/ Slucen PaccesiHHBII cKkI1EpO3 Texdunepa Jumetundymapar
(Johnson & Johnson / v
Janssen) Pak npencrarensHoOM 3yTira A6upatepon
Kemne3bl
AHKUJI03UPYIOIUHT Cumrnionu [onumymad
6 | MCI{(MSD/Merck | SHOHARTHT
& Co) PeBMaTouHbIi apTpUT CuMmnoHu I'omumymab
SI3BEHHBII KOJIUT Cumnonn I'omumymab
7 | Canodu Dxenzaiim PaccesnHBIH ckiepo3 JlemTpana Anemty3ymab
(Sanofi Genzyme)
8 | Takena (Takeda) bone3ns Kpona OHTUBHUO Benonuzymab
SI3BEeHHBIN KOJIUT OHTUBUO Benonuzymab
9 | ®.Xoddpmanu-JIn Pak Moo4HOI Jxene3sl beitonaiim [Tepry3ymab +
Pour (Roche) TpacTy3ymad
PeBMaTOUHEIN apTPUT Axrtempa Torunuzymab

IIpocum npenoctaBuTh UHGOpMaIUIO O Balliel 3aUHTEPECOBAHHOCTH B Y4acTHH
ITWIOTHOTO TPOEKTa Io clieAytomeid hopme:

- 3a0051eBaHKE;
- IeKapCTBEHHBIN Ipenapar;
- KOMNaHUA-TIPOU3BOIUTET.

WHdopMmaiuio o pesynprarax pacCMOTpPeHHS HeOOXOOUMO IIPeJOCTaBUTh
B MuHuctepcTBo 3apaBooxpanenus Poccutickoit @eneparuu He noznHee 29.08.2016.

O pewmeHun 1O mnHCEMYy Ipockba TNPOMH(YOPMUPOBATH OTBETCTBEHHOIO
UCIIONIHUTENS] OTHeNla JIeKapCTBeHHOro obecredeHus rpaxjaH J[lemapraMmeHTa
JIEKapCTBEHHOTO oO0ecledyeHuss M  peryJlupoBaHUs oOpallieHus MeIULIMHCKHUX
15631 (N85 0% MuHucrepcTBa 3ApaBOOXpPaHEHUs Poccuiickoit Oenepaunu
Pemeruna Wnero AmnaronbeBuua Ten.: +7 (495) 627-24-00, po6. 2554
E-mail: ReshetinlA@rosminzdrav.ru

Hupextop Jlenapramenra E.A. MakcuMkuHa

Peuwterun U.A.
(495)627-24-00, no6. 2554



