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[ 0 COITIACOBAHUM IIPENENLHEIX OTIYCKHBIX II€H IPOH3BOIUTENEH

Ha TEeKapCTBCHHELIC IIPCIIapaTsl, BKIAKOYCHHEIC B IICPCUCHD XI3HCHHO HEOOXOMIMEIX
U BOKHEHIINX JICKAPCTBCHHEIX IIPpEIIapaTeB

B coorserctRMH ¢ nyHkroM 8 IlpaBMn rocymapCTREHHOH  perucTpanuu |
MEPeperucTPalliil  YCTAHABIMBACMBEIX  TPOM3BOJUTENSIMM  JISKAPCTBEHHBLIX  IIPEIIAparoB
TIpeCbHBIX OTILYCKHBIX LECH HA JICKAPCTBCHHBIC IIpenaparh!, BKJIOYEHHBIE B IIEpeYeHb
XH3HCHHO HEOOXOOMMBIX M BaXHCHIINX JEKapCTBEHHBIX MOPENAparoB, YTBEPKEECHHBIX
nocranosnenueM Ilpasurensctba Poccubickoit @epepanuu ot 29.10.2010 Ne 865, denepansuas
aHTEMOHONOIbHAS cIyx0a paccMOTpena JOKYMEHTHl, IIPEACTABICHHBIE NUCEMOM MHH3ApaBa
Poccuz or 03.03.2016 Ne20-4-4007117-c, m mpHHAMA pElieHWE COINIACOBATH IPEACIBHYIO
OTIYCKHYIO I[EHY JAepiKareind WIM  Blafelnblla  PerucTpalMoHHOTO  YAOCTOBEPCHHS
nekapcreeHHOro npenapara 3JA0 «P-®apm» (Poccms), Dpou3BoACTBA M TEPBUYHAN YIIAKOBKA
(Ileppera, MHH - Ilepry3yma6) «Powm [uarsoctuxc I'M6X» (FepManms), mpou3BOACTBA U
nepeuyHas ynakoBka (I'epuentnn, MHH - Tpacrysymalb) «Ixenentex Hux.» (CIIIA),
IpOU3BOJCTBA K TIIepBM4YHas ymakoBka (bakrepuocTarmueckas Boja IS HHBEKIMI)
«®@.Xopdmann-Jia Pom Jlrn» (Iliseiinapus), pBropudnHas ymakoBKa © OpraHH3aLMg,
OCYILECTBIISIOMAA BRITYCKAIOIIHI KOHTpons kadecTBa 3A0 «OPTAT» (Poccus) Ha creayromuii
NEKapCTBEHHBIH MPENapat, BKIIOYCHHBIA B IEPEYCHE XU3HCHHO HEOOXONMMEBIX M BaKHeHNIMX
JIEKAPCTBCHHBIX MPENapaToB:

benopatim (MHH - Ileprysyma6+Tpactysymab [HaGop]), HaGop, 1 mT, - ¢uakonsr (3)
/B Habope: IlepseTa (nepTy3ymal), KOHLGHTpAT AN IPHTOTOBIEHHS PacTBOPA JUI uHDy3uit 420
mr/14 mn (bnaxonsl) — 1 mr; I'epuentun (Tpactyzymal), nHodunusar i NPUTOTOBICHHS
KOHUEHTpaTa JJI1 TPUIOTORICHHMA pacTBopa g uHpy3uit 440 mr (dbmakomsr) - 1 wr; B
KOMIIJIEKTE ¢ PacTBOPHUTENICM - OaKTepHOCTaTHYECKAd BOJA U MHBEKIMH {(nakousr) - 1 mr/
HOLIOHE] KAPTOHHBIE - IAaYKH KAPTOHHEIE, B pasMepe 292357,07 pyo.
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