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r. Mocksa
(MECTO NMPOM3BOACTBA HCCIIEI0BAHHS)

OcHoBaHHe NTPOU3BOACTBA HCC/IJOBAHHUS:
3anpoc 3omuna Arapes FOppeBuua Nel1-10/16 ot 11 oxtsa6ps 2016 .

CﬂellllaJIHCT, BbINMOJTHUBIIHH HCC/IeJOBAHHE:

Tonunmun Cepreit BacunbeBud

LIeHmp XUMUYecKUX uccredosanull
Obwecmso ¢ oepaHu4eHHOU 0meememeeHHOCMbLI0




3aknoyeHue cneyuanucma Ne11-10/16 om 28.10.2016

BBOIHAS YACTD.

L. «11» okra6ps 2016 roma B OOO «lleHTp XMMHYECKHX
FCCIe0BaHMMY MOCTYMHI 3ampoc oT 3onuHa Anapes KOpbeBrya Ha TpoBeJeHHE
XHUMHYECKOr0 UCCIEAOBaHMS.

I1. Ilpu 3anpoce Ha HccJIeI0BaAHHE NMPEACTABIEHbI MaTepHAJIbI:

O6pasenr  nekapctBensoro  mpemapara ~ MPIVIROPACK  ¢upms
npousBogutens Matcytl.

1I1. Ha pa3spemeHde crielHAJHCTAa NOCTABIEHBI CIeAYIOLIHeE 3a1a%H:

1. Kakoe axTHBHOe J[EHCTBYIOLIEe BEIIECTBO  COHEPKUTCS B
JleKapCTBEHHOM Ipernapare, peACTaBIeHHOM Ha UCCIe0BaHue?
2.  Kaxkoe K0JM4eCTBO aKTHUBHOIO JAEWCTBYIOLLETO BELIECTBA COMEPIKUTCS

B JIEKAPCTBEHHOM IIpenapare, IpeACTaBIeHHOM Ha UCCleIOBaHuE?

IV. TIlposexnenme wucciaexoBanuss mnopydyedo Tonmmauny Ceprero
BacuabeBuuy.

Ceenenuss o cneumanucre: TomwiuH Cepredl BacuibeBud, XHUMHK —
cyneOHBI DKCIEpT, MMEIOUWMH  BBICHIES  XMMUYECKoe 0obpazosanie  ([nmmoM
PocroBckoro rocynapcrsensoro yausepcutera JIBC Ne 0886528, 2001 r), umeet
CBHIETENCTBO O IOBBIIIEHMM KBanubukainuu no mnporpamme «lloBslmenne
KBAIM(UKAUMKA CIIELHANUCTOB, OTBETCTBEHHBIX 3a Ka4yeCcTBO, YNAKOBKY H
MapKHPOBKY JI€KApCTBEHHBIX CPEICTB, B TOM WYHCJIe YIOJIHOMOYEHHBIX JIHI»,
MpoILeaIeMy CTaXHUPOBKY Ha Kadeape opraHu3aliy IPOU3BOJACTBA U pealu3aluy
JleKapCTBEHHBIX cpelcTB (apmareBTHdeckoro daxynsrera [lepsoro MockoBckoro
rocyJapCTBEHHOTO MeauUuHCKoro yHusepcutera umenu M. M. Cedvenosa, crax
paboTHI HO CTIIIHANBHOCTH — 14 JIeT.

V. CBeneHusi 00 3KCNEPTHOM YUYPeKACHHH

O61IecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTbIO «LIeHTp XHMHUYECKHX
uccnenosanuii» (OO0 «I1XWM») 3aperucTpupoBaHO B YCTAaHOBIEHHOM IOpPSAKE.
CBHaeTensCTBO 0 rocyaapcTBerHoi perucrpauuu OI'PH 1137746231314.

OO0 «lIeHTp XUMHUYECKUX HCCIEAOBAaHUN» OCYIIECTBISAET ACATEIbHOCTh Ha
OCHOBaHMHU YcTaBa M JEHCTBYIOIIETo 3aKoHojarenbcTBa Poccuiickoi Denepaluu.
[IpoBeieHHE XHMHYECKHX HCCIENOBAHMH M OKCIEPTH3 SABISETCS YCTaBHOM
NEeSTeIBHOCTBIO OpraHu3alim.

Opranusauus «L[eHTp XUMHYECKHX MCCIEJOBaHMI» CepTHQHIHMpOBaHA B
COOTBETCTBHM ¢ MexayHapomusiM crangaprom ISO 9001  (cepruduxar
coorBercTBus RU.MCK.009.005.CM.0516 neiictButenen no 30.08.2018 r), a
TaKKe B KauecTBEe CyldeOHO-3KCIEPTHOW OpraHu3alMud B 00IacTH «C?Kcnepmsa
Cneuyunanucr: C. B. TonunuH

Llenmp xumuveckux uccrecoeaHull
000 «LXH»
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MaTepuaiioB, BEIIECTB M M3NENUI U3 HUX», CepTUMKAT cooTBeTCTBHsS Ne241-10
(mevictBuTenen mo 10.11.2017 ).
FOpunuueckuii agpec: 115172, r. Mocksa, yi1. M. Kameniukw, 1. 18, ctp. 16
Tenedon:  8(499)372-22-44.  VHTEepHET-CaWT:  LEHTP-XMMHUYECKUX-
HccieoBaHui.pG. Apec 3JeKTpOHHOHU 1MoYThl: ccrlab@yandex.ru.

VI. [lepeyeHb 000py10BaHHUs:
1.  BDXX/ xpomaromacc ciektpomerp Agilent 1200 Series.
2 YaeTpazBykoBas BanHa Ya Xun YX2100.

VI. [lepeyeHb HCNOJIBb30BAHHOH JIMTEPATYPbI:

1.  TocymapcTBeHHBII PeecTp 1eKkapCTBEHHBIX CPEICTB;

2. Lok AS, Gardiner DF, Lawitz E, et al. Preliminary study of two
antiviral

3. agents for hepatitis C genotype 1. N /Engl J Med 2012;366:216-224;

4. H. Jiang, H. Jlandoussi, J. Zeng, J. Wang, R. Demers, et. al.
Multiplexed LC-MS/MS method for the simultaneous quantitation of three novel
hepatitis C antivirals, daclatasvir, asunaprevir, and baclabuvir in human
plasma//Journal of Pharmaceutical and Biomedical Analysis 107 (2015) 409 —418;

3. E.A. VYmxkanoBa «HoBbie mnpemnapaTel LI J€YEHHS BHPYCHOIO
renaturta C: pokyc Ha codpocOyBup»// «Dapmatekan//2014 /Nel4, ¢ 24-28;

6. Berden FA, Kievit W, Baak LC, et al. (October 2014). "Dutch
guidance for the treatment of chronic hepatitis C virus infection in a new
therapeutic era". Neth ] Med 72 (8): 388—400.

Cneuuwanucr: C. B. TonunuH 7 / Crp. 3
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UCCIEAOBAHUE

Onucanne 00beKTAa HCC/IEJOBAHHS.

Ha uccrnenosanue npezacrasieH nekapcteHHbid nmpenapar MPIVIROPACK
dupMel mpoumsBoauTens Matcytl. Homep maptuum (B.No) — 1632695, nara
M3rOTOBJIEHHMS, yKa3aHHas Ha ymakoBke — 09/2016, cpok romnoctd — 09/2018.
TaGnerka oBanbHON (GopMbl Oermoro npera. LleT0CTHOCTH NpEACTABIEHHOW Ha
MCCIIeIOBaHUE YIIAKOBKU He HapyllleHa. YIIaKOBKa HE BCKPBITA.

BHemHMI BHUI YNAaKOBKH M TaOleTKW TmpeacTaBieH Ha ¢ororpadusx B
NpWIOKEHUH 1.

MeToabi.

- BricokoaddexkTrBHA KXUIKOCTHAas XpomaTtorpadus ¢ Macc-CeleKTUBHBIM
netektopoM (BXKOX/MC).

HccaenoBanne no Bonpocy 1. Kakoe akmusHoe Oelicmeyouee eeuyecmeo
COOEePHCUMCSL 8 NeKAPCMBEHHOM Npenapame, npeocmasieHHoM Ha uccieooeanue?

CodocdyBup - uzonponui(2S)-2-[[[(2R,3R,4R,5R)-5-(2,4-
JTMOKCOMTMPUMHUIMH- 1 -1 )-4-(Iropo-3-ruIpoKCcH-4-MeTUII-TETparuApodypax-2-
nimMeTokcH-dherokcu-(ochopmi]amuno]nponanoar. CTpyKrypHas Gopmyna:

., ﬁ
H5Cy
L

OH F
HsC CH3

MonekynspHas macca - 529.453 a.e.; Bpyrro-dopmyna - CaoHagFN;OgP

Hurubutop Genka NSS5B (Bupycnoit PHK-3aBucumort PHK-nonumepassi),
WrPaloLIero KIIOYEBYI0 pOjib B Ipollecce peruidkaiuu BUpycHoro remartura C.
[TpumeHsieTCs Ka4ecTBe KOMIIOHEHTa KOMOMHHPOBAHHOMN CXEMbI IPOTHBOBUPYCHOM
Teparyy y B3pOCIIbIX MAllMeHTOB B KOMOMHAIMH C APYTMMH MEIUKAMEHTaMH.

ToroBwiu pactBop ofpasua B anMetwibopmamuze (IM®DA). JLis s1oro
TabneTKy o0pasiia u3Menpdanu B haphopoBoii CTymnKe A0 OAHOPOAHOIO COCTOSTHUS
u Opanu HaBecKy 0,152 r u pactBopsiiu B JIM®A B MepHO# Koi16e 066eMOM 25 MIL.
Jlnsg Jydined SKCTpakUMU pPacTBOp IOMEINAdXM B YJIBTPa3BYKOBYIO BaHHY.
Jumetundopmamua o6nafaeT BBICOKOW pacTBOPSAIOIIEH CIHOCOOHQCTBIO IO

V4
Cneuuanucr: C. B. Tonunux // Crp. 4
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LieHmp xumuyeckux uccneooeaHutl
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