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Poctex

TOCYRAPCTBEHHAR KOB'[:IO‘PALW «POCTEX»

" MunmcTpy 3ApaBooxpanenus
Toronescmnii Gynuaap 21, Mocsa, 119991, Pocoun - .
Ten.: (495) 287.2525 charc: (495) 9876573, 987-6574 Poccuiickoi ®enepaynn

NEPBbIA 3AMECTUTENL NEHEPANLHOIO IMPEKTOPA ' _
B.H.Cksopiooi

YsaxaeMas Beponuka Hropesna!

locynapcrsexan kopnopauus «Poctex» (aanee — Kopnopauws) Hanpasnsier npeAnoXeHHs no nyHKTy 4
nepeuna nopyqeniH Mpesngerta Poccwitckod Gepepauun or 7 espana 2016 r. N°Np-226 o gononHuTEALHLIX
Mepax no pasenTio hapMaLeBTHIECKOR NPOMbILUAEHHOCTH B Poccuiickoi Depepaku.

B cooTBETCTBHM C aHANM3OM AAHHBIX FOCYRAPCTBEHHbIX 33KYNOK NeKapCTBEHHLIX Npenapatos 3a 2015 rog,
10% (206,8 Mnpp.pyG.) 3akynoK neKapCrBeHHbix NPEN3PATOB B FOCYAIPCTBEHHOM CErMeHTe NPUXKORATCA Ha 221
MEX/IYHaPOAHOE HenaTeHTOBAKHOE HAUMEHOBAHKE NeKapCrBeHHOro npenapara. ONHOBPEMEHHO, N0 JaHHLIM
POCCHICKHX W MEXOYHAPORHbIX 633 KAMHWYECKMX WCCNENOBAHHA MOXHO NPOTHOIHPOBATL BLICOKHA CNPOC B
CerMenTe rocyaapcTaeHHbIX 3akynok ewe 16 MHH nexapcrsernsix npenaparos.

RHanu3 Komnereuwd pocCHCKMX NPOM3BOKMIENEH B OTHOWEHHH BLILEYKA3AHHbIX NEKapCTBEHHDIX
NpenaparoB no3sonser cfenarb BLIBOA O HEOGXOAHMOCTH OPraHW3aUMA NPOM3BOACTEA HA TepPUTOPHA
Poccuickoli ®enepauwn 114 MHH nexapcrennbix npenapatos (lpunoxerue N°1). K aaHoMy nepeynto
OTHECEHbI NIEKAPCTBEHHbIE NPENapaTbi, NPEACTABAAIOLHE BLICOKYID COLMANBHYIO 3HAYMMOCT, ABARIOLIHECA
PECYPCOEMKMMM C TOHKH 3pEHHA PACXOAOB TOCYAACTBEHHOW CHCTEMbI 3APABOOXPAHEHMA HA WX 33KYNKY,
OTCYTCTBHE NPOW3BOACTBA KOTOPbIX HA TeppHTOpHM PocCHACKoR Defiepaunn MOXET npefcraBnaTh yrposy
HaunoHanbHOH GE30NaCHOCTH M YXyAWaATb INHACMHYECKOR CHTY3LHIO, B TOM YKCAE BAKUMHDI, NA33MaTHYeCKNe
Npenaparbl KpoBH, nekapcrBeHHbie NPenapaThi A1A NeYeHdR HHEKUHOHHBIX 3a601EBaHNA C BLICOKUM PHCKOM
PA3BKTHA INHAEMHH.
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KpoMe Toro, no pesynbrataM npoBefeHHOTO aHanu3a onpeaenes CKCoK 3 60 MHH, nponaéo.ncrao
NOAHOTO L{KKNA KOTOPBIX yXe Hanaxeno B Poccuiickod Penepaun (punoxerne N°2). .
Takum 06pasoM Ha TepprTopHH POCCHACKOR Defepauu LOMXHO OCYLLECTBAATHCA NPOH3BOACTBO B
YCOBHAX NONTHOrO UWKAA NEKAPCTBEHHBIX NpenaparoB, yka3auHbix 8 puaoxenuu N°1 u Mpunoxerus N°2,

B cBA3M C BLUUEH3NOXEHHBM, KOPNOpAUMA nonaraeT uenecooGpasHbiM BKMIOYNT 0GO3HAYEHHblE

REKapCTBEHHbIE NPENapark B HOMEHKNATYPY NEKAPCTBEHHLIX NPENnaparos, NPOM3BOACTBO KOTOpbIX HEOGXOHMO
ofecneyurs Ha Teppuropuu Poccuiickod ®egepauuu no nonHoMy TEXHONOMHYECKOMY UMKNY C Lenblo
ofecneyens HalMoHanLHOR Ge30naCHOCTH.

Mpunoxenne: a n.,813k3.
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B.B.Aprakos




Mpunoxerne N°1

Repevenb nexapcrsernbix npenaparos, npoN3BOACTEO KOTOPBIX HEOBXOHMO 00eCHeyHTS Ha

TepPHTOPHK PoCCHACKOR DeAepayim no NOSHOMY-TEXHONIOTHYECKOMY LNKITY C Lje/Iblo obecnevenns
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HOLUNOHANBHOK 6e30NOCHOCTH,

Nenanugomng

Tpacrysymab

Hicynuu rnapriy

BakuwHa Ana NpOHAIKTHKH NHEBMOKOKKOBBIX KHIEKLHA
IKynH3ymal

Qaktop caeproiBaHma kpoen Vil

Hutepdepon Gera-1a

Hudnrkcumat

byaecoxug+®opmorepon

lnarupamepa ayerar

Hucynuu-u30dan venoseyeckHil reHHO-HHXeHepHbIA
Atanumymab

AnvHocanuyunosas kucnota

WHCYAMH PaCTBOPHMbIK YENOBEYECKHA TEHHO-HHXEHRPHbI
Hucynuu peremup

PomunnocTum

Ledrpuakcon

Hucynuw acnapr

HuMyHornoGynuu yenosexa HOpManbHbIA

AGakasup

AHTHMHWGUTOPHLIA KOATYARHTHLIA KOMILTEKC

daxkrop ceepruisanua kposH Vill+«®axtop Bunnebpanaa
®aktop CBEPTLIBAHAS KPOBH IX

A6axasup+/lamusyghn

Ropraza anvta

Meponetiem
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45.
46.
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49.
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56.

[lopaxtant anba
Copapens

JseponuMyc

Cesodnypan

Jrpasupu
Mukocheronosan kucrora
Haaponapiy kanbyua
WHeynu nusnpo
Panubu3ymatd

Hucynun acnapr Asyxdastblit
lancynbihasa

Lleryxcumat

Hunrnoyepasa

AnbGymuy yenoseka
Nesodinokcaymuu

Amennasa

Toyuau3zymat
Canmerepon+®nyrukason
Jranepyent

Baxuva Ans NPOGUAKTHKH NONKOMHENHTA
JIn03ITHH Gera METOKCHNORHITHAEHTAIMKOND
Naunrymymad

beHgamycTy

Uuxnocepuy

Putonasup

lap63no3tun anbda
Naponugaza

HmmyrornoGynun yenoexa HopmanbHbii IgG+igM+IgA

Tenextennasa
Nanusu3ymad
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[MAPOKCHITHIKPAXMAN

Tpunropenss

MuxadryHrit

Kanpeomuuun

Moxcudpnokcayun

HHeynuH rnynu3u

Tepuanaon

JpraneHem

PonuBakaun

Qocamnpenasup

Hrcynun aeyxdha3Hiii 4en0BEYECKHHA FEHHO-KHXEHEPHbIA
Bunparnuntan+Merdopmun

KacnodyHruu

donnutponud ansda

®akropui caepruiBanua kposH I, VI, IX u X 8 komGunawmu MpoTpoMGKHOBbIA KOMAAGKC
TexodhoaHp

Nacabyeup Om6utaceup+apuranpesnp+Putonasup
Hummyrornabynu yenosexa antupesyc RhoD

Renano3uu

Hucynur nu3npo asyxdasHbIi

ANvKaLyuH

JyxnonextHkcon

Nlamusynuu

Pucbamnuyun

Clar;ynnu

HMMyHOrNOGYAKH QHTHTHMOLHTAPHIA

BakuuHa Ans nPODUAAKTHKK BETPAHOM OCNbI

Hucynun pernynex

BakuuHa AN NPOGHAKTHKK POTABUPYCHOR HHGIEKLIHH, NEHTABANEHTHAR, XHBAA
MkpasuHamug
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8. Bakuuza pnd npodiHnaKTHKY AMCHTEPHH, KOKNIOLIA, NONHOMHENHTA, CTONGHAKA W HHApeKLIHA,

abi3biBaeMbix Haemophilus influenzae tura b

88.  3rambyron

89. - BakuuHa gng npoGHAIKTHKK MEHHHIOKOKKOBbIX HHAEKLWiA

90.  NporroHamup

91.  BaxuuHa npoTHB BHPYCa NaNUNNOMbI YenoBeKa

92.  Baxunua ana npoHAIKTHKK BHPYCHOTO FenatuTa B, AHtTepUH, KOKNIOWA, NOAHOMHEeAHTA, CTORGHAKA
#chekuwit, Bbi3biaaeMbix Haemophilus influenzae Tuna b

93.  Bakuyuua pna npochunaktui uncexywi, Boiabisaembix Haemophilus influenzae
94.  Pwinusnpud

95.  TunpaHaBup

96.  ®axtop csepriBatus kposn Vi

91.  Baxuuxa paa npodHAGKTHKA KOPH, KPaCHYXH W NApOTHTA

98.  Hucynuu gernynex+Hucynuu acnapr

99.  Abarauenr

100.  Tenochoeup+3IMTpHitHTaGHH

101, Imrpuymrabun+Punnusnpur+Tenodosrp

102. Jlaknaraceup

103.  AGakasup+/laMuByHK+3HOBYRHH

104.  [lonyrerpagup

105. Mapasupok

106.  3ugosygun+/lamusysuu+Hesupanuu

107.  Acynanpesup

108.  3neuverpasup+Kobryucrar+Texodiosupa fe3onpokeun dyMapar+IMTpruuTabun
103,  Codrocbysup

10.  3nnuBMpHH

. CodocGysrp+flenunacaup

112, 3dasupens+IMTpuyntabun+Tenodopup

113.  Arasauasup+Putonasup

14, Inewuterpasup




lpunoxenne 2

[Tepeyiets nexapcTBeHHbIX NPenoparoB, NPON3BOACTBO KOTOPLIX OCYLECTRAAETCA HA TePPHTOPHH
PocenRcKon Degepaynn 8 yCnoBNAX NOMHOTO UKD

Putykcumad R . S
Harpus xnopup

bopresoMub

besayusymad

Jnrakor anbea aKTHBHPOBARHBIH

Oxtpeotua

BakurHa Ans npoHAAKTUKM IPHANA KHAKTHBHPOBAHHAA+A30KCHMEPA GpoMuR
Baxuuta ans NpOHAAKTHKH FPHNNA HHAKTHBHPOBAHHAA
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Hurepdpepon Gera-1b

10. floyeraxcen

11. 3no3ruH anvtha

12. MopokTokor anbeha

13. Anneprent 6aktepui

14. 3oneapoHOBas KKCAOTA

15. Naknurakcen

16. Kaneyuratuu

17. Honpomua

18. Tuorponus Gpomua

19. Jlexctposa

20. BakumHa Ans npodrAAKTHKH Knewesoro sHyedanura
21. Hnpatponus 6pomug+detorepon

22. Horekcon

23. Tenapux Hatpua

24, Gocchonunuabi+H AHUMPPH3IHKOBAR KHCAOTA
25. Kseruanuu

26. Prcneprpon




21, BanrauyuknosHp
28. Maruntepdepon anbda-2b
29. Uedorakcum

30. Bakiguta Ans NpoHNAKTHKA BHPYCHOTO renartura B

31. Inoarun Geta

© 32, JTUAMETHAMKAPOKCHNHPHAKHS CYKUHHAT
33. floxcopyGuuu '
34. Hurepdepon anbha-2b

35. BOTyNMHAHECKHH TOKCHH THNA A-TEMATTAIOTHHIH KOMRAEKC

36. Nankpeavun

37. raron

38. Nepunponpun

39. ToxToBas KHCNOTA
40. FemuyuraGuq

41. docdaua

42, Baxumna gns npodunaktiky Gelencrsa
43. Ounronumon

44, Kapbonnaru

45, Xnoprekcuaud

46. byneconug

4]. Tamcyno3nu

48. Kno3anuu

49. flecmonpeccu

50. Knonuporpen

51. Qochonmnugn

52. Aropsactarui

53. Bogopoaa nepokcug
54. Hntpocbypan

55. BakumHa Ang npodNAKTHKM BUPYCHOTO renartiia A

56. edhasonu




57. BakuuHa Ans NPOBHAGKTHKA KOPH H NapoTHIa
58. Hprrotekau
59. Onynapabuu

60. HMatuHub




