CEPTHUOHMKAT COOTBETCTBUA
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4 OPFAHIIO CEPTHOUKALIMI Ne 0070108 e
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(4942) 656-8035.

H3TOTOBHTEAD

- P Xogpumann~iln Pow JImo. ! F.Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland / ynakosano AQ
. "OPTAT", HHH 4428000115, 157092, Kocmposcxas ofnacmy, Cycamunckuii p-u, ¢. Cesepnoe, sup Xapumonoso, cmpana:
. Weeiyapus/Poccus
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o5 NMPOAVKIIMS
roa OK 034-2014
Hexapemeennoe cpedcmso: Ilecacuc®, pacmgop 018 nodxoxcnoco seedenus 180 axa/0.5 s, (KIEC-2008) (OKTIA2):
wnpuy-mobuxit (1) 6 komexme ¢ uzioft cmepurenon dax unveryuil (konmeinep) (1), noodon 212031
- kapmowweit (1), navka kapmonnaa, o ’&; TH BIA %
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COOTBETCTBYET TPEBOBAHMAM HOPMATHBHBIX AOKYMEHTOR L
[ NOI3704/01-191018, waa ! 24
CEPTHOHKAT BHIAAH HA OCHOBAHUH i
. Ceprmugpuxam coomsememeus CMK ¢ CHCTEME HOEPOBOIBHOMN CEPTHOIICALIMI HHTEIPHPOBAHHBX ny
My CHCTEM MEHEJDKMEHTA Ne POCC RUHMO0.H0130 cpox detiemeus ¢ 21.11.2018 2 00 21.11.202] 2. ewdar epean no i
o cepmuthuxayar cicmem smenedwemenma BHHHC-CEPT AQ e BHHHC s, ammecman axxpedumanuu No RARU 13HC 1,

“»i;_; 123357, POCCHA, 2opod Mocksa, Dnexmpunecxi nep., dox 3/10, cmpoenue 1 npomorea wenwmanui No 655 om
L 29.08.2019 HIT omdeaa skenepmuzsi, KoNMpoaz u u3y¥ent Kanecmaa, sdpexmusnocmu, Gesonacnocmu cpedema
A mpanedysuonnoii u unghyauonnoic mepanuy OIEY "HMHL semamonocuu” Muuzdpaca Poccuu, ammecmam axspeoumayui
i POCC RU.G0OO1.21 D124 om 16.02.2016 2., nacnopm Ne 4 om 26.06.2019 AO "OPTAT”
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AQ «OPTAT»
Orien KONTPOIR KadecTrea

D02COIN-KO-07000-39-06

JIMUEHIMA HA OCYLLICCTR/ICHHE NPOM3ROACTSA SickapeTaeinbix cpencta Ne 00058-JIC ot 16.12.2015
157092, Koctposckas ofin., Cycanimckuli pafion, ¢. Cencpuae, MKp-H. XapiioHoso, Ten.(4942) 650-806

Iacnopr Ne 4 o7 01.07.2019

Meracuc® pacreop ann noakoxnore seeaenns 180 Mkr/0,5 ma mnpuu-robux

Ynakosato: AQ «OPTAT», Poceusn

Konunuectso ynakosox: 19923

Homep cepun: B3061/1
[Hara npowssonctsa: 11.2018

Mpouascaeno: ©. Xodgpmanu-Jia Pow Jlta., Hlseiinapusn
HI I N013704/01-191018, nam. Nel
PV I1 N013704/01 or 25.12.2007 (aaTa 3amens 19.10.2018)

Jlata ynarkosx: 29.06.2019
Toacn no: 11,2022
Cepus npowzsopurens: B3061

Haussenonauie noxsistenelt
xadecyna no HI

Tpebonanun x Kauecysy no HIL

PelyanTarhl ananula

Onncanue

flopanunorTs:

[Dyrunrepdepon nanda-2a
1.OGpamenno-pasonas BIWKX

2.1poTHBOBHPYCHAR AXTHBIOCTL

Lemwaonsili conpr
BIXKX

[paiprnocTs

pernoacrn

pH
Mexaunyeckne BRIIOYCHMHA
PHAHMMC MEXAHHYCCKHC RRIOMCHIN
HEHHANMBIC HACTHLR

OcmoasieHoCTL
Hhanexaemuiil obbem
Yucrora
Obpawmenno-dazosas BIKX

Drekaomonias BORX
CreprasnocTe
BakTepnasbubie JHAOTOKCHILE
KoanuecTsenunoe onpeaeseuie

aruirepdepon ansduo-2a
GerstacaLiil cnupr

[IpoTHBOBHPYCHRN BKTHEHOCTS
¥naxonxa

lpospasssll pactsop oT GCCUBCTIOND A0 CACrKA
MEATORATONO UBCTH.

Bpems  VACDKHDAHHA  OCHOGHOID  DHKR  wa
APOMOTOIPAMME  HCTLITYEMOTO  PACTROPA  ORKNO
COOTHCTCTRORRTS (B npeacmax # LS mun) spemenn
YACPKMBAHKA OCHOBHOTO [HKA 11 XPOMETOrpoMMe
CraaapTiore pactaopa mrmmepdeponas antga-2a.
Tipenapar  zomken  o(ouAaTh  NIPUTHRORHPYCHON
AKTHHHOCTBIO B CPARHCHRN CO CTEHABPTIMM ofpailom
mruirrepdiepona ansiba-Za.
Bpems  vACpMMBORMR  OCHORHOIO  DMEL  na
XPOMATOIPAMME  HCITYEMOTO  PECTROPE  JOMKHO
COOTRCTCTRORATL BPCMCHH  YACPAUBRHHR  OCHOWHOID
NHKA 10 XPOMBTOTPAMMC CTRIABPTIOND  PACTBOPA
GeHIIoBoro clinpTa.
fipcnapar goawcit GuTh NPOIPINLIM HO CPABICIHIO €
BOROR  HAH  HITCHCHRHOCTE €70 ONMICCHCHUHM ne
AGAKI NPEEMLIATE TrR0N cpasneiin |,
Vipenapar gomxcn Gormh, GecuscTibIM 1O CPABISHO C
BOAON MAK HHTCHCHBHOCTE 0O OKDOCKH HE IR
NPCRLILIATE I¥aA0H cpaBicing Y.

Or 5.5 106,5

Mpenspar aoaxci cOOTRCTCTROBATE ThelosHAM
Cpeaniee wncno wactui pammepos = 10 smkm e Goace
6000 na wipnu-niotn;
Cpeatee uncao Mectii poamepor = 25 mks e Goace
600 ua mnpai-niobux.
355-425 mOcmons/xr
He Menee ykmamiono 1a JTHKETRE

[euirepdicpon aakga-2a He Mence 93% nnowan,
Hemoamprunponanimil wirrepdepon wanda-2a < 0,5%
{no macee).

Thrmrrepdepon wvhda-2a e mevee 93 % naowman.

{Ipenapar nonmess OuiTh CTCPHALITGA,
He Goaee 0.25 ED/mxr mornirepdepoin anspa-2a
306-414 mrriam

101 mt/mn
6x10%14x10° Efmr

Tlo 180 mkr{0,5 Ma npenapara b WNPHU-TI0KK, Kopaye |

XATOPOrO HIFOTOBACH M3 HEHTpaABHOro crekan THoa |
(Ed), rexpunmomuiics © oanoll cTopoisd DOPURICK,
WIFOTORACHIUBIM W1 {HADCTMOCCH, N KOHLC KOTaporo
MMmeeTeR aMck #3 GYTHAKaYMYRG AOMINIMDORAINIOTO
drroproansepon. C apyroft croponu wipru-Tiobik
yrynope HAROTICHTIHKOM i OyTiakayaysa,
AAMAIHPORIIIIOTO JTOPHOTHMEPOM.

1 wopnu-nobie smecte © | orepueioll Hraod ane
wmekinf  (erne  AnE WIBCKUNR maowena 8

Tpoipassiait GecuseT st pactaop.

Coorsercrayer

CooTReTcTByCT

Coorscrciayer

Fipoapainas KMAKOCTH
becunerinli

6,0

[ IpaRTHveCKit OTCYTCTAYIOT
66

bl
-

392 mOcsixr
Cootsercrayer

99 %
Metice 0.5 %

99 %
Cootaercrayer

Menee 8,000 EDmxr

364 skrima
10 melma

10%10° EfWur
Mo 180 skr/)S ma- ppenapary 8 wnphu-robake,
KOPIYE KOTOPOTO IDFOTORICH M1 HeHTRAALIOND CTexKn
mupa | (E®), saxpessoummiics © canoll  cropont
FOPIEHEM, HITOTORNCILUAM 1 ILTACTMAOCCK, Hd XOonue
KOTOPOro  WMESTCR  jWex w3 GyTunkaydyka,
assinmposasioro  dropromiepon.  C apyrof
CTOpanE WHPI-TIOONE  YKYHOPCH HAKOHETHINKON H3
Gy iaKay Ly xa, IaMitiposaliioro fropnomsicpos.
I wapserioGyk smecre ¢ b crepuneioll vesoll ans
withexusth  (HUAD  AAR MDEKUMH  BROKCHs B
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Huumenonanue noxazaveaedi
wrueerns no HJL

TpeGosaunn x Kavecray no HJ

Pexyavrate anamna

Mapxkuponra

TAGCTMACCOULI KOHTCIieD ) HOMCUIMIOT B INacTHEDBL

g  kaproumtfi noason.  fNommon  ssmecre ¢
HHCTPYKUNEH DO DPHMCHEHINO HOMEIIBIOT & THYKY K3
xaprona ane noTpebutencxoll Taphy

C uenuio KOWTPORR  MEPROTO NCKPWITHA 1O (HMRY
FHEKACHBIIOT COMOKACRLNCCE CTHRCPL € IoroTsiiom AD
«OPTAT»,

Ha orekerke  umpmeniofika D2 pycosom  muike
YXAWHO: TOPrOvOt  HIMCHORAHHE npenapura®,
MOKAYHAPOAHOE  HCUATCIITORMIIOS  HOMMCHOBAHNC
ACACTBYIMUCTO BLICCTHA, AUINNOBKS B WNPHL-TIOGIKE
{180 mxe/0.5 aen), sckapernenias gopma («pactaep ans
NOARGABOND BHEACHINGY, FOTOTHI KOMILIMIHI

HOMED CepHu®, AUTH IPOHIBOSCTEL, ASTE ORUMTRHIA
CPOKD FOANOCTH (FORCH 0. ), LIKBAL A8 ROTHPORANNR
npenupata; xonosec obormpcune awialim yuaxosg,
AOOYCKBETCN  LANECCHHE  BHYTPSHHErO  [UTPHX-KOAR
YAUKOBKH,

Ha kapronnoli nauxe 1o pycoxom AILIKE yXaILIBaoT:
TOProSoe HEHMEHOBMIMG APCHIPATD”, MEKAYHIPOAHOC
BeHaTeTUBMIIOE  nanmcnoBatde  aclicToyiouiero
BeulecTna, Aothponsy B mupmeTiobnke (180 wa/0.5
Ma),  dekaperaemiyio  dpopmy  (wpacrsop  aaR
HOIKOAHOMD BECACHHAR), KOAHYCCTEO umpui-Tiobixos
M OHFI B YDAKOBKC, HAHMCHOBANHC M COREPMMIHC

Aehorayiomero BUIHECTRA 8 wnpHu-Tinke
(roormirepepon anwjo-2a {40 /1n)
(pexomGuumirrnuf}),  NCPENEHL  BCNOMOTATEABHHIX

semeetn, «CIepiashon, yOIouis Xpancius, ycaosua
OTHYCRA M3 AOTEK, BUHMCNOBRINES §BiPMLL, RBARIOUIHCK

BALICABUEM  PErHCTPAL 0 YAOCTOBEP 3
CTpaHY, M HONMCHOBIIME  UPMLI-IPONIBOINTENR,
crpany

{«d.  Xopdmaun-Jln  Pow  Jlva, Wiseliuapnzy),
NPCAYHPCANTERLIUME B uhOPMAINOINILC  HOAIHCH
(e« Xpamirs s seaocTyitmom ans acted mecres, «Criocol
DPHMEHEHHA, 0360 B MEPLW APENOCTOPOKIOCTH ~
CMOTPR HHCTRYKWNG no upnmmlmm»), AOTOTHR H
HAHMCHOBANIC HPCAnPUATHE, OCyUIeCToAMGIICTO
ynaxouky upeiapata 8 PO (AO «OPTAT»); ero sapee,
temedon u dake; AOTUTHIT M ROHMEIOBAlIHG
kosnmHin-merpufitorops &8 PO (AQ «P-
Dapsn), e aapec, Teredion, Paxc; AOTOTIN KOMBRIM
Roche, uomep cepun®, oty npowiMoncTss, Ty
ORONMIIHA CPOKA FONNDCTH (roden 0...), WIpHx-xoa,
Homep PETHCTPAIHOHIIOND YAOCTORCPENIA, BIYTPCIHKE
msoackie koas, Ho nauxe Tmoke upnseacns oxesa
NOArOTORKH WHMINL-TIOBHKS K DECACHINGD NpenupiT.
Honomurreasito 1 nauky somer Guvn  snwecens
HipopMaLHA ans MOITOPHIE ARHECHIA
ACKUPCTHCNUOND  NPENAPATA O  NPOMIROAHTCAR  AD
KoteqHoro norpebirens,

*HONMEP CepHH (K HOMCDY CEpMH. YKWIAINOMY 1o
frepaiinoll ynakorke, moaer Gums avbunien wpposch
K0d, npucsocii ynakoswmkon w olosuaumonnit
nopsaxossil nosep napTHIY.

IARCTMACCOALA XOITCHIED) noMCHICHEE B KapTORNULI
noggou.  Flomaon  msecte ¢ wuctpykused  no
DREMCHCIMIO  HOMCWICHBE § MAMKY M KUpToNg fuis
nurpelirreanexolt Tapu,
C Uenwo £oIpond NepBOre BCKPWITHE 1A nauxy
HEKCCHB CUMOKACALLICCR CTHRCPS ¢ aoroTiion AQ
wOPFTAT»,
Ha  sruxerke  wnputi-tioBuka
YKAIOHO! TOPrOBOC  NAHMCHOBMINHE npenupate®,
MemAYHBPOAHOC HENATeHT X OBAIHE
ACHCTRYWUWICTO HEULECTRY, JOIMPOBKS B WIRPHIL-TIO0HKE
(180 mxr/0.5 ma), nexaperacinas dopma (« ann
HOAKOKHONG BACACHIMAR), AOCUTHI KOMIBHHM

HOMCP  CCPHM, J4TE  NPOHIROACTDE,
OROITMANKA CpoXa rOAOCTH (rofcH 40...), WKaAn iR
ROTMPOBUNIGE  npenmpara.  xoaosoc  o0olmaMcnne
amsnilita YHIRKOBKM.

0O PYCCKOM  RILIKE

Ho xapromioll nauke Ha PYCCKOM SIMKE YKRIGHO:
Teprosoe HauMenoBme  npenspata®,
MEAIYHAPOAIOE  MENETCITOBIHHDE  HAHMEHOBRHKE
JRICTRYIOUICTO BCIICCTRIL A0IHPONKD B UINPHI-TIOBHKE
(180 mxr/0.5 mn), rexaperaemian (hopaa («pacTsop Ans
NOAKOMHOTD BBCACIHAN), KOAHNCCTSO WIPHI-TIOOHKDS
WoOMIR B YINKOBKE, HAMMCHOBRMINE M CORCPMdiMC

AcficTayiouiero BCLICCTOR B wnpui-nobuke
(mruutepdepon anufo-Ta {40x[a)
{pexomGunonTneiN)),  nepeyenh  BCHOMOTETCNLHBX

seumects, «CTepumios, yCHOBMA XPUICHHS, YCIOBHS
OTHYCKR HY MITTER, HARMENoRaHe dupMn, Nanmomehics
BIUICARIEM  PECHCTPRUMDHIOTD  YAOCTOBSPCHMS,

CYPalE. W BAHMCHOBANHC  GHDPMLI-NPONIBOANTEAR,
crpana
(e, Xopdsonn-fla  Pow Sz, IWsciuapnsn),

BPCAYUPEANTERBIME  # HIHOPMDUMOHILIC  RIUIUCH
{«Xpatiers » neaocTyYNHOM Aik Aetel MecTey, «Criocol
ORUMCRCNHN, JA00M M MCDW NPCROCTOPOXNOCTIH
CMOTPIE HHCTRYKIIIG 110 NPHMCHSINON), R0TOTHIE M
THHMCHOBAHNE  DPCANPUNTHA,  OCYWCCTRIRIOUICTD
yhaxosxy npeunpara 8 PO (AO «OPTAT»); ero anpec,
Tenedoi 1 GAxc; ROTOTHN H HEHMCHOBRINE KOMITRHIE-
anctpubuioropa 8 PO (AQ «P-dapmn}, ee anpee,
Teachoun, daxe; norotin xomnawun Roche, nomep
CCPHH®, RUTU NPOMIBOACTEA, AT OKOHMANHE CPOKE
FOANOCTH  {rogen  [0...),  WTPHR-KDL,  HOMCp
PEFUCTRBLIMONNOND  YAOCTORCPCHHR,  BHYTPCHNHC
Jspoiexne koast Ho unuxe voose npuseacia cxema
NOAFOTORKE MIRPHI-TIONHKA K BECICHINO HPenapoTa.
Aonosnureanio va novwey nanecenn nishopsatia Ay
MOHHTOPHIG ABIGKTIHE CKAPCTBCINOTD Npenaparn or
APOHIBOAWTCAR 40 KOHEHHOTO HoTpeluTean,

*noMep cepri (K BOMCpY CopiM, Yooy e

ncpmitiioll  ynakosxe, aoGamien  wwbposoft  kun,
npucsoctimfl  ynokommukom W ofomaumoutsi
NOPRAKOBLIA HoMep RapTHi).

3akmoucnue: Mpenapar Meracuc® PACTBOP st oAKoAHOTO BBeAcHus 180 mkr/0,5 ma wapuu-Tiobux cepun

B3061/1, ynaxosannsiit AO «OPTAT», Pocenn, coorserers

s, Nel

Hausanuun OTALIA KOHTPONH KavecTna

am HJL IT1 N013704/01-191018,

o




