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LEKNAPALIUA O COOTBETCTBUM

HNEKIMAPAHT, ﬁPMH%MA}O&&!M OEKNAPALIMIO O COOTBETCTBUM:
AD OPTAT, Mexpahonras uHorexurs Miurucreporea Pocenickol Geaepatiun fio vanoram 1 cBopam N2 1 no
Koctpomeron obnacty, OFPH: 1034417360108 or 04.01.2003, agpec: 157082, Poccus, KocTpoMmoran ofnacTs,
{ Cycanurckinh paitod, ¢ Ceseproe, Mkp XapuToHOED, Te +7{4842)850-805, charc: +7{4942) 650-840

B nuue: Menepanbroro aupexktopa Fonoskuion on
Hosepennoe rinuyo! Admansguiosa E. M,
[osepernocts Ne 21 or 01.01.2010

i 'SAS%BI!RET, YTO NEKAPCTBEHHOE CPEACTBO:

Tuenamd, nopaum;( AN APUIOTOBNEHAS pacTBopa Ans nhdryaunia, 500 mr+500 mr. dinakoknl 20 mn (10), noasoks
nnacTukossle, per, ya. Ne I ND14086/02 or 31,03,2008 (nata 3amarbl PY 03.04.2017), suiano Mepk Luapr: u Aoym
58, Hugzepnaunu cepwa 0000BR7734, ronen no: 31.10.2020, naprun: B254 ynakoskw,

BbINYCKaeMOe U3roToBMTenNeM: ' Kog OKIIA2:
i Mepx Lapn u Joym Kopn., CLUA/Merck Sharp & Dohme Corp., 2778 South East Side 21"295 10.191
Highway, Elkton, Virginia 22827, USA/ AD «OPTAT», MHH 4428000115, 167092, '
Koctpomckan ofin., Cycanuncknil pahon, ¢. CesepHoe, MKD, XapuToroso, crpana; Poccus
Kog THBIL:

COOTBETCTBYET TPEBOBAHUAM:

OEKNAPALIMA NPUHATA HA OCHOBAHUU

TipoTokon uenerranii Ne 212 TN or 22.01.2019, 000 "Uentp korrTpons kavectsa buonaid”, arrecrar
aakpen,waum RARU.21LKO1 o7 22.07.2015, CeprucukaT coorsercrans Ne POCC RU.©B14. C73903 or 23.01.2019

Aumansaurosa E. M,
(Tamunvo, nwmw)

CeefleHus O PerncTpauuu AeKNapauun o COOTBETCTBUM
3A0 "TexkauecTso”, 108044, r-Mocksa, yn. [lunamosceas, 4. 1A, o 400, Tan.: +7 (496) 676-5254, daxc: +7 (495)

676-5417, www tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, Attecrar per. Ne POCC
RUW.0001.110B14 Boinan Genepansrod cnyROOR no axkpenuTauun

Hara pe_mcrpaum: 23.01.2019
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CUCTEMA CEPTUOUKAIIMH FOCT P
(DEH,EPAHBH(}E ATEHTCTBO 10 TLXHK‘IECI&{)WV PETYJIMPOBAHUIO U MET?OTIOI'I/IK

088020784,

CEPTM@M KAT COOTBETCT
k 2

Neo POCC RU. CDB‘M C73903

“eoruguron® Cpox Aeﬁc:mnx c 23, 01.2019 1o _

| Ne 0434410
OPTAH I1O CEPTUOUKALIVIN
per. Ne POCC RU. 0001 110B14 . :
3A0 "Texxauecrso”, 100044, r.Mockea, yn. I}uuamascxan A TA ob. 400
Ten.: +7 (495) 676-5254, daxe: +7 (495) 676-5417, wwwtehkachestvo ru, tehkachestvo@gmaut com
HPOAVKHHH

NekapcraenHoe cpeacTao: Tueram®, no
Mr+500 wmr, drakonst 20 M (10), noaa

POLLIOK ,cum npﬂrommeam pacrsapa AnA nhhysui, 500
{nata samersl PY 03.04.2017), BhlAaH

gr xop OK
OHbI INAcTUROBLIE, per. ya. Ne T NO14066/02 o7 31.03.2008 |
o Mepx ILapn 1 floym 6B. Hmapnamu cepun 0000887734, i ;
rodet go: 31.10.2020, naprus; 8254 ynaxoam P ' 21.20.10.191
COOTBETCTBYET TPEBOBAHMﬂM HOPMTHBHIJIX AOKYMEHTOB 2 iln o et ]
11 NO14066/02-180008, wam. Ne1-12 xoa TH BIA

£ |
M3rOTOBMTEAD : '

Mepx Wapn u Joym Kopn., CLUIA/Merck Sharp & Dohime Corp., 2?78 Sauth East Side Highway, Eikton, Virginia 22827, USA/ AD
«OPTAT», MHH 4428000115, 157092 Kocrpomekan ofin., Cycanmucmw paiion, c. Cesepnne, MKD. Xapm’oamm cTpaHa:
Poccun : : ;

- CEPTUOUKAT BBIAAH

AO OPTAT, MexpaiionHan HHcnexuna Munucrepcraa Poccumcxoﬂ ®epepatyrin o Hanoram u cBopam Ne 1 no Koc*rpamcmﬁ
obnactu OTPH: 1034417360108 ot 04.01 .2003; agpec: 157092, F’cccwr Kocrpomckas obnacrs, CycaHuHCKUi paiion, ¢
CesepHoe, mkp XaputoHoso, Ten: +7(4942}650-805 thake: +‘2’(49¢2) 65&-849 7

HA OCHOBAHPIH

MpoToken ﬂcnu‘raam Ne 212 TN or 22.01.2019, QOO "Uenrp mmponn kauecTaa SMOﬂaucp"
arrecrar akkpeauTauun: RA, RU.21 wcm oT 22. 07 2615
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AQ «OPTAT»
Oraes KONTPOAR KAYeCTES

©02COI-K0O-07000-39-06

JIMUEH3IHA Ha OCYLICCTRACHHE NPOHIBOACTEA NEKAPCTREHNNX cpencTs MNe 00058JIC or 16.12.2015
157092, Kocipomckan o0a., Cycanuuncxuii paiton, ¢. Ceseptioe, Mep-H. XapuroHoso, 1en.(4942) 650-806

Macnopt Ne 1 o7 14.01.2019

Tuenam® TDOPONIOK IR NPHTOTORJCHUA pactBopa aas undysuii (S500mr+500mr) Ne 10

Vnaxonano: AQ «OPTAT», Poccusn

Konanvectso ynakosok: 8254

Homep cepuy: 0000887734
Hara npowssoncrsa: 10.2018

Cepus nponpoaurens: 0000887714
Mpousseacno: Mepx Wapn n Joym Kopn., CILIA
HI{ 11 NO14066/02-180908, uas. Nel-12
Perucrpausonnoe yaocrosepesie T1 NO14066/02 or 31,03.2008 (anta samena 03.04.2017)

[Hara ynakosku: 16.12,2018
Fonew no: 10,2020

Haumenosanue noxalaveneh
xavecrea no HJL

Tpebonamust Kk xavecrny no HiL

ptﬁl}’.’lb’fﬂ"ﬂﬂ AHAANRIR

Qoucanne

Hogaunnocrs:
Hnunenes it Wnacrarii

Harpus ruapoxapbonar

Tipo3paunocrs pacreopa

Lipernocrs pacraopa

MexaHinueckue BRAOYCHIA
Baausbie MexaunvecKne
BRITIOMEHHR
Hesuaumuie Mexannseckue
BKAOMEHIH
nast oivemon menee 100 ma

pH pacrpopa

Hoveps b Macce npyu
BLICY B ANHN

Tocvoponuue npumecn

Ocravounsie oprasuieckne
PRCTBOPHTEIH

BaKTePHRALUBIE IHOOTOKCHNEI
AHOMRABHER TOKCHNHOCTR

CrepuashocTs

Qmwpannom AOIHPOBAHMHEA

KoanuecTnennoe onpeacaenue
Hmunenesm (feasoanniit)
Unascraras (coolonnan KucaoTa)

Yoaxkoska

Mopouiok oT Georo 40 CRCTAO-KEATOTO HBCTA.

Bpema  yacpkHBIMHA  OCHOBILIX  [HEOR 12
XPOMATOTPAMME  HCTIMITYCMOT®  PACTROPA [0/ BRI
COOTBCTCTBOBATH  BPCMCHAM  YACPWHBANMA  NUKOR
HMUICHEME  # UMAGCTATHHA  HO  XPOMBTOTpasMue
crangaptrioro pacraopa (£2,5%)

TMoaomurensning KnMECTRCHHIA PLaKLUg

Pactsop npenapara goawen GMTL HPOIPATHIIM PN
CPARICHHH € PACTBOPITC/CM Mitd Booll, Him
RLLICPAHAATE CPABHCHHE ¢ dTancuuoll cycnenanci |,
LlseT pacreopa or GecuseTHoro a0 wenroro,

#0 tie Gonee HUTEHCHBILI, HOM ¥ FTRNOHIIOND
pacraopa Y.

B cooveercranu ¢ TpeGosasunmut Fdr XIH
> 10 mxm — nie Gonee 6000 wocTH/ gaaxon
2 25 mxm - ne Gonee 600 wacriu/faxon

6,585
He Gonee 3,5%

Oxcit usnacrarina - e Gonee 1,0%
Tuenamuign - ne Gonee 1,7%
Enwimimnag npusecs - ne Gosee 1%
Cymma npumeceit - ue Gonee 1,0%

Aueron + wionponanoa ~ He Gonee 0,75%
Meranon - ne Gonee 0,25%
Meswrunorcens - se Gonee 0,2%

He Bonce 0,17 EJI/Mr n HMHncHEMD H UHAGCTAETHHE
JHomxen Guirt HETOKCHUTILIM
Jomsen Gurt CTCPHALHLIM

Jlts 10 dumkotios noxasarens npuesaesoct (AV)
aanwen Guirs ue Gonee 15,0
= Jna 30 dexonos nokmarens npuesacMocti (AV)
aommen Guery ne Gonee 15,0, npwy yohosuw, yro
0.75M<X <125 M

90,0% - 115.0%
S0.0% - 115,0%

o 500 s snunenesma, 500 sr unascTatTina Harpua H
20 mr naTpua ruapokapSonata 2o Paakone W3 Crekna
Tuna | no Es®., ykynopennos peswuonodl npolroit
(io Eo.@.), 1 ofxarnill anioMHHHCEMM KONRHKOM o

lepowiok CBETAO-KEATOTO UBCTR

CooTBeTCTBY T CTAUIAPTY

Hograepuacua
Menee sranonnoft cycnenaun |

Mewee Yy

Bautcpxunuer tpeforasng
2125 yucrwu/haokon
75 sactuw/grnakon

76
14 %

Menee 0,1 %
0.5%
Mesiec 0,1 %
0,5%

0,25 %
0,05 %
0,05 %

Mewee 0,17 Ef/mr
[penapar nerokciycH
Crepatiuht

Jlna 10 shnakonas: iMunciess: AV=7.2
I 10 paakonos: unnactathm: AV=79

1033 %
103,7 %

1o 500 mr svnnenesa, SO0 s (oacraTis HarpHa 4
20 My navpuR rrApoRAOOHATE By BABRONC 313 CTEKAR
Tuua 1 o Ea®., yrynopentiuim peantiosoli uppGroll

(no Endd.). n obxarsm nmmmﬂw“‘ B RGIITHKOM 33




Hanmenosaune noxasarenedl
Kauecrus no HI

Tpelhonanna « kayecrsy no HJ

Peayastat ananma

Muaprspobka

nmackoaod  kpeupncikol  whndin-odidn, [lo 10
{hnaxoion © wCTpyRiHeR 00 NPUMEIICHIO B oaIoN
tngctHkossl oGranyrull nreuxkoli i/,

Ha nepustinolt ynakoaxe (rruxerse nakona) s
PYCCKOM  HIGIKC YKAIBLOT: TOProBOC HAIBANMHE
npenapara ¢ npenynpeastensuel Mopxiponkolt ®,
MCAHYHADONNLIE  HEROTCHIOBAHHBIE  RAIBOHNHA
AefiCTRYIOMUX  Beugectn, ACKAPETHEHHYIO  hopmy,
Ac3uposky, sorotin xomnanm MSD (rpadiwieckuit
cumsonl n aGOpennatypa na notwinue), yenomus
XPAHENHA, YCAOBUR OTIYCKE, naumcs «Crepuanito,»,
HOMED CEPHH, JANTY NPOWIBOACTRE, AOTY OKOHYBHWA
CPOKE FOANOCTH, JuB0ACKOl(Ke) Kon(W) ynakosxs,

Hu aropuiuclt ynuxosxe (otuxetve nogumona) ua
PYCCKOM  A3BIKG  YKRILIBRIOT: TOPrOBOS  LHA3IRGNMC
Apenapars ¢ npeaynpenutensiol Mupkuposkoll @,
MOKAYHUPOAHGIE  HETIATCHTORAHNBIE IUIBIHKY
HeHCTHYIOUIHX  BCIECTR,  ACKOpCTBCHIYID  (hopmy,
Aompoaxy, «l duakon coeprnrt S00 Mr umunenema,
500 sr umnacrariua murpus W 20 mr HETPHY
ruapoxapbonaran,  nerotun  kosngmu  MSD
(rpadirseckutt cimson u a6Gpernarypa ua narKimie),
HoMED PETHCTPRUHONHOTO YAOCTOBCPEHHS,
HAUMCHOBAHAC H CTPANY IODIIHYECKOTO fIHLA, NA HMst
KOTOPONO BLULGHG PEPHCTPAUHOMHOE YAOCTOBCpeiHE

W KOMITAlGH NPOHIBOANTENNA, HRHMCHOBANE, Lipe 1
Tesedioi/haxe  ynaxosumka {AD  «OPTATH),
KONMHECTRO  (hraKOUOB 8 YHRKOBKE,  YCAORMA

KPACHNA, YOROBMA OTHYCKR,  HPEAYNPEAHTENLHRIC
saunnen; «llepen nNpUMENCHHCM  OIHAKOMETECHL ©
npunaraesoft HHCTpYKunety, «Crepunsno.n,
«XpaiHTL 8 HEAOCTYINOM A4 Jietell MECTE,», Chincol
TPHMCHCHIR « Tonuko MR BUYTPUBEHILIX
andymily,  wrpHX-KOA, Homep  cophd,  naTy
UPOHIBOACTEA, AATY OKOUMBIHA CPOKE TOAHOCTH,
aunoacko(ne) xon{st) ynakosxn.

mtactuxosolt  kpriweaxoll  aduuno-odpn, flo 10
thnakouos ¢ uneTpyruuelt 10 NPUMEICHHIO B NONAONS
HASCTHKOBOM 0GTANYTOM Hneuxoll /.

Hu nepewsnioll ynakomke (rukerxe thaakona)
PYCEKOM  #3WKE  YRAOUIOD  TOPIUBOC  HAIBAHME
fipendpara ¢ npeaynpeanteabtiol mapksposxoil ®,
MCHAYHOPOAHBIC  HOHHTEHTONBUMME HOINANHS
AcHCTBYIOWNX  BEWECTR,  ACKAPCTASHIAS dopma,
A0THPORKS, NOroTHN XoMmnanuy MSD (rpaduveckult
cumson u ablpesmarypa ng naruusue), yenobus
KPRHCHHA, YCNORHA OTRYCKD, uammuck «Crepuntno.s,
HOMED CCPHH, LOTR HPOHIBOACTRA, AOTA OKOHYAMMHA
Cpoka FOABOCTH, JUBOACKHE KOALE YNAKOBKH,

Ha sropuunoll ynnxoske (orukerxe noutons) #Ha
[YCCKOM  NILIKE  YKEIOHO!  TOPIOBOT  NAIBating
fipenopara © npeaynpeastentiolt Mapkuponxol ®,
MCHAYHOPOAHRIE  HEMATCHTORANNNME  nodBaling
ACHCTRYIOMMX  BeRfecTR,  NeXapcTBeHnaN thopma,
aoampoxa, «l dnakon conepmur 500 MP umunenema,
500 mr unnacrarmmn nutpHs ® 20 mr Harpus
ruapokapGonatan,  noroTMn  kommanmn  MSD
{rpadiscekudt cumson 1 abGpeanarypa na nrmimue),
HOoMep perdCTpaistontoro yhocrosepenms,
HHIHMENHOBANKE | CTpaig WOPRANMECKOrD JHUD, BE MR
KOTOPOID BLUMSNO PETHCTPRUHONNOS YAOCTOBCPEIHE
H KOMASHUNE NPOH3ROAHTENA, HAHMEHOBAHNHE, fapec o
Teneon/ake  ynaxosunika {AD  «OPTAT»),
KORHYCCTHO  naxoioB B ynakomke,  yenosis
XPEHENHA, YCIOBHA OTAYCKN, NPCAYNpERNTENLHME
Haamven: «llepen npusencndes  oIHaKOMLTECH ©
fipunaracsolt HUCTPYKuMeds, «Crepunino,»,
«XPABHTL B HEAOCTYOHOM Ang netell mecTe, », cnocol
npUMEncHng « Toneko ara  suyrpuBcHHBIX
uidymiy,  wipnx-koa,  Homep cepus, T
NPOMIBOACTRE, AOTA OKOWMGHHA CpOXZ rOUHOCTH,
J8BOACKHE KO/ YIUKOBKH,

3axmouenue: lpenapar Thenam® nopomok ans NPHIOTUBJICHNR PACTRO

cepus 0000887734, ynakosannsiii AQ «OPTAT»,

#iant. Nel-12,

Hauanbnux otaena konrpoas xauccrsa

I'ynosa E.A,

pa ana undyinii (500mr+500mr) Ne 10

Poccus, cootsercrayer TpeGosanmnsm HJX IT N014066/02-180908,




