AEKIAPALIWA O COOTBETCTBUU

OEKNAPAHT, NPUHUMAK LMW OJEKNAPALIMIO O COOTBETCTBWA:

AQ OPTAT, Mesparonnan uHcnekns Murncreperea Poconiicked deaepauni no sanoram w copam Ne 1 no
Koctpomckoh obnactn, OFPH: 1034417360108 or 04,01.2003, anpec: 167082, Pocous, Kocrpomeras oBnacrs,
Cycannnckuil paitor, ¢ Cesepnoe, Myp XapuroHoso, Ten: +7(4842)650-808, thaxe: +7{4842) B50-840

B nuue: MeHepansHoro gupekropa IMonoexunoi 0N

HosepedHoe nuup: Muxaes W, H.

Hosepernocre Ne 7 or 01.01.2019

3AABNAET, 4TO NEKAPCTBEHHOE CPEACTBO:

WHBaHa®, nUohUnUIaT ANR NPUFOTORNEHNS PACTHOPA ANA UHLEKLMA 11, dAaroHs: 1 1 (1), NAYKHA KAPTOHHBIE, Per. YA
Ne 1 NO14486/01 or 14.08.2008 (aata 3amers PY 20.12.2016}, awnaxo Nabopatopun Mepx Wapn » Hoym-ilinGpe,
panuus, cepun 0000908581, roen ao: 01.10.2020, naprus: 32022 ynakoaku,

BbhinycKaeMoe uarorosurenem: Kon OKMif2:
Nabopatopuu Mepx Ulapn u Joym-LUnGpe, ®panuus/Laboratoires Merck Sharp & Dohme- 21.20.30.481
Chibret, Route de Marsat - Riom, 83983 Clarmont Ferrand Cedex 9, France/ AQ «OPTAT»,
MHH 4428000115, 157082, Koctpomekar obn., CycannHokuil paiton, ¢, CepepHoe, MKp.
XapuroHowo, ctpaHa: Poceua

" Kop THBOA |
COOTBETCTBYET TPEBOBAHWUSIM:
H[ 42-12601-02, nam. Ne1-9

AEKNAPAUMA NMPUHATA HA OCHOBAHWMA

ﬁpomgoﬁ:ugnbﬁ&ﬁnﬂ Ne 817 Tl or 05,02\_29_19, Q00 “LienTp koHTpons kavecTsa Buonafdy”, arrecrar
akkpeawrauud. RARU.21UKO1 or 22.07.2015, Ceprudvkar coorpercrana Ne POCC RU.OB14.C75129 o1 06.02.2019

COPTBETCTBUM AENCTBUTENBLHA [0: 01.10.2020

Munaes U H.
[DaMArTion, MHISLMAr st

CaefeHusi O perucTpaunu Jeknapauum 0 COOTBeTCTBUMU

3AQ "Texkavectso", 109044, r Mockea, yn. [lusanoackas, A. 1A, ob. 400, Ten.. +7 (495) 676-5254, daxc: +7 (495)
B876-5417, www tehkachestvo.ru, tehkachestvo@gmail.com, OrPH. 1057746285189, Arrecrar per, Ne POCC
RU.0001.119B14 euinan ®egepansioi cnyGoi no akkpeavTaumum

Harta pervcrpayuun: 06.02.2019




CI/I CTEMA CEPTIfI tIlIﬂ{AHHH FOCT P
(DE[EPAJIBHOE ATEHTCTBO [0 TEXHUMECKOMY. PETVIMPOBAHUIO # METPOIOTHH

CEPTMUC JUKAT COOTBETCTBUS

Ne poce RU ®B14.C75139
Cpox Aei&c‘rxux < 06.02.2019 o

o £ Ne 0434455
OPTAH 110 CEPTHOUKALINH

per. Ne POCC RU.0001.11¢B14
3A0 'Tamwecwo 109044, r. Mocxea, ymj.’iwauonmn, A 1A od. 400 ?
van.: +7 {495) 676-5254, daxc: +7 (495} 6?8-54‘!? www iehkachastvu ru, !ehkachaslvo@gmali com

OPOAYKIMS = e R

Rexapcras&uoa CpeAcTeo: MHsam@ nuoq:unusar ana npummsﬂeﬂus PACTBOPA ANK HHbeKLnA 11, ' Kop OK
‘hnakoHst 17 (1), nauKi KapTolHeie, per, ya. Ne T1 NO14495/01 or 14.08. 2008 {nata samens PY
20.12.2016), BeigaMo Naboparopun Mepx Wapn v, ﬂoyy—ll}nﬁpe ﬁ)panqmy« cepus 0000908551,
roaex po: 01.10. 2020, naprus: 32022 yﬂammm, S _ i 21.20.10.191
g i
COOTBETCTBVET TPEBOBAHH};M HOPMA A THBHHX AOKYMEHTOB -
f T e e xop TH B3A,

HO 42-12601-02, nam. Ne1-9

H3rOTOBHTEAD
- NaGoparcpuu Mep« Wapn v [oym-tuEpa, tﬁpaauuuﬂ.aboraloirss Metek Sharp & Dohme-Chibret, Route de Marsat - Riom,
63963 Clermont Ferrand Cedex 9, France/ AQ «OPTA‘I"; MHH 4428!}(}0115 157092, Kocrpomexkas ofin., Cycanunuciai paitod,
¢ Ceaepnoe. MED. XapHTOHOBO, CTPaHA: Poc.cnn nl

CEPTUDHKAT BBIAAH
AO OPTAT, MexpaiiorHan MHENeKLUA M&mumepmaa Poconitckoi ©eriepaiuu no Hanoram 1 cbopam Ne 1 no Kocrpomexoi
obnactie OFPH: 1034417360108 o7 04.01.2003, ‘agpec: 157092, Pocoun, KooTpomexan o6nacts, Cycasutcxuit paito, ¢
CesepHos, MKp XapUToHOBD, TN +?(4942}650-8l}5 Q}aac +7(4942) 650—840 3

HA OCHOBAHHWU

MpoTokon uenweitaduwid Ne 817 TM ot 05 02 2019, 000 "L{mnp KOHTRONA KA4ECTBA Bugnaind)”,
arrecrar axxpe,qnmuw RA.RU. 21LLKO1 ot 22, 07.2015

e . g s ,

CepTudHKaT He IDHMCHACTCA DU 00A3aTeABHOR CePTH(MKAILL

it I
RO AT W s DU B membeiien 2 08 DA-E9. G012l PO, pen (AEF] TRE 4TAR s bt




Jliugsa ua ocymecTanene
157092, Kocrpomexan ofia

Husam
Ynakosano: AQ «OPTAT», Poceus

Komweeso ynaxonox: 32022

JHOGHLAN3AT A8 0

AO «OPTAT»
Oren xourpons xavecrsa

Ilacoopr Ne 2 o7 04.02.2019

Houep cepuu: 1000908551
Jara npomasozactaa: 10.2018

[powaseneno: JlaGopavopuu Mepk Wapn i Hoyw-UinGpe, ©panuus

HH 42-12601-02, sam. Xe1-9

Perucrpsunonnoe ynocronepeiue 1N N014496/01 o7 14.08.2008

DO2ZCOI-KO-07000-39-06

NPOHIBVACTEA NEKAPCTRCHHBIX cpencTs Me (0058-JIC or 16.12.2015
« Cycanunckufi pafiow, c. CenepHoe, MKp-#.

XapuToHono, Ten.(4942) 650-806

PRrOTOBJICHHS PACTBOPA 1A HELEKIHH 11

Hara ynaxosxy: 18.01.2019
I'ogei no: 10.2020
Cepua npoussosrens: 0000908551

{ava Jamenss 20.12.2016)

Haumenonanne noxkwarench
wavectna no HI

Tpeosauns & xavecrsy no HJ

Peyynnvami suganiz

Konnuecrsenmioe onpeacnenue

Poactuesnnie npumecn

OanoposnocTs aoInposaus

Pacreopumocys

Bona
Crvepuannocin
SﬂKTEPI!MBIIME IHACTOKCHI L
Tokenunocrs

Ynaxonkn

Onucanue Flopowox wam iopicras Macca Geaoro wm nauTH [Mophcros Macca novTy Genoro usera,
Genoro users,
Hopnunnocrs l. Ocnossiol ik prancucsa s XPOBUTOrpAMME Cootsercrayer craumpry
pacteopa  ofpaiun  A0AMCH  COOTBETCTHOBATE 1O
BPCMCIH  YOCDAHBIIME W XNpEKTCPHCTHRAM
INOHPORIHHA NHKY IPTANCHEMA HA XPOMATOIPAMME
CTAARPTIIOND PacTROpA.
2. HK-cnexyp ofpaya cponmm ¢ HEK-coexrponm Coorsercrayer crnunnpry
Gubnmotex cnexmos npenapara.,
Nognunuocrs (mavpu) Beeuserioe nanms oxpautisecTca 1 earuil iper. onrsepwnein
HpospaurocTn Mipurotosncniub POCTROP  LIpOIpaYcH  WAH o Meunee oranona |
CTCNCHE  MYTHOCTH  ME  OpeBRunacT  oranondndl
pactsap 1.
pernocrn Oxpacka puctsopa, nosywenuoro no  Meroaixe, Menee yranona Y,
yrazaunolt 8 painene «[Ipospaysioctsy, He nonXRa
APCBLIIATE OKPACKY JTAAGHIOTO pacTiopa Y.
pH Cr65108,5 7.4
Mexanuaeckue sxmovennn 1, Pacvoop aomken Gurre caolonen ot NOCTOPONIHY Oreyrernyiar
HOCTHIL NPH BHIYAALHOM KOMTPORE 1A TEMHOM W
cneriiom gone.
2. Crumia I: He Gonee 6000 wacruw/gnnxon 210 388 wacrHwihaakon

MiKkpo,

He Gonee 600 wacrw/drakon 225 mukpon,

Cranwa 1 He Goace 3000 wacruw/faaxon 210
MUKPOIL.

He Gonee 300 wactsut/ankon 225 muxpou,

160,0 ~ 115,0% ot yrasaiioro #a aruxeTee
XonpceTRa.

L-44B115 (oxcazunon) - ue Gonee 1,2%
L-774183 (orkpanioe konntio) - e Gones 10,09
Ofuee conepxatiie aMepos - ne Gonee 6,3%
Hpyrie easeniae HesIsecTIne npimcen - ne Gonee
0,2%

Cymma neex npumccedt - ue Gonee 17,5%
B5,0-115% o7 yKamaimioro s yTHKETKE K0AMYceTi,
Jlerxo pactropum B soie, 8 0,9% wscTOMNCEROM
pucTeope xnopaas batpHA, 1% u 2% pecreope

NHACKANUE FUAPOXAOPIAA.
He Goace 2,3%
Npenupar nomken Gurn crepinn i,
He Gonee 0,35 Ellwr

Mpenapar tie aonmes Gsrrn Tokcusen,

Do | r sausiore sewectss ao  dankon 3

Becunctiioro  crexaa  pMectasocteio 15 mn.

0 saerw/ ko

12,1 %

0,1 %
4.6 %

05 %~ 113,1 %

Cooraerersyey

Mo | r asxrusnoro Y
Gecupctioro  crekna B




Haumenonauue noxmiavench
Kauecras no HJL

TpeGonaiug x wasecray no HJ|

Pesyswrates suamumia

Mapxuposia

YRynopetnbiit  pesduosol  npolxol,  oGmarui
WHOMHIHCHLIM  KONRAYKOM ¢ naactakonoll
spuiicykolt. flo | duiakony smecre © HECTRY KUMel
B0 IPRMEACHINO B KEPTOIIYIO NA4KY W3 KEPTOHA ANy
I ALCKOR THPM NOArpYnNM Xpom-apial fo
FOCT 7933-89 1 HMDOPTHOTD,

Ha nepswanoR ynaxosxe (srixerxe (nukouz) ua
PYCCKOAL  RIMKE YKAIMBRIOT: TOProBoc 1iaIsapie
lpenapara ¢ npeaynpeanteasioll mapkrposxoll ®,
MTRDYHUDCAIOE  HOnATENTOBAIGIOT nmBuiue,
ACKNPCYBCHNYIO  hopMy,  nOIMPOKY,  ycnomws
XpaueHus, sorothn xomnaning MSD {rpadunecknil
CHMBOA H oO0peanarypa o norupuie), soamice:
«CTEPHJILHO.», 1iomep copay, JITY NPOKIBOACTER,

nary OKOIMIIHA cpoka rostocTH,
shyrpetiniii{e)asoackofi{ne) koa(L)
nponyxTa/ynakonks,

Ha  sropmunolt ynakosxe {xapronnol nauke) uo
PYCCKOM  SILIKE  YKIWIBAIOT, TOPIoBOC NAIBaNME
fpenupara ¢ upeaynpemineabioil Mapruposkoll @,
MCUAYHAPOUIIOE GERATCHTORANHOE HAIBANHE,
ACKOPCTRENNYIO  dopMy, noIMpomky, NmBANMC W
CoacpRuiive nelicTuylomero semecTaa p rpaMMAX B
onyoM  (anKone, nCPCUCHE  BCHOMOFATEABHLIX
BCIICCTE M HX  KOAMMCCTBH, CROCOG  BBENCHHN,
EONHYCCTIO  (DAOKONON B yNOKOBKE,  NOFOTHI
koManie - MSD  (rpadueckni  cummon  u
aGGpesuaTypa Ha RarHiKue), HoMED
PETHCTPAUMONEOTD YAOCTOBEPCUNS, HARMCHOBAIGIE ¥
CTPaNy IOPILINSCKOTO  JHUR, I MM KOTOPOro
Bllao  perncTpuusonnot  yiocrosepenne
KOMORHIUE ODUHIBOJNTENN, RHMCHOBRHHE, WAPEC M
teacho/daxe  yoakoawka  (AQ  «OPTAT )8
ipeaynpenntensibie nannuen: «flepen padsedeunes
W NpHMENCHNEM  OJMBKOMBTCCH € npHRAracMoll
RucTpykuschn, «Xpanwrs » nesocryimom g gerch
meeren,  «CTEPHIIBHO.»,  yenosus XpancHms,
YCNOQRHA OTHYCKR, HOMEp CepHs, AGTY NPOHIBOACTAR,
JATY  OKOIMAMIMA  CPOKD  FONNOCTH,  WIPIX-KOL,
B nitiii{e)aosonckol{ne) Konfu) ynaxossi.

3axmguennc: Mpenapar Hupans® nu
ynakosaunsiit AO «OPTATY,

Hauannnuk omena Kontponn kavectas

Poccun,

Cynosa E.A.

YRYUOPCHHOM  pentiosolt  npobxoll,  oGwaron
BUIOMBHHCEIIM  KOANAMKOM  ©  wiactHkosol
“pitearoll. Tlo | duakony smecre ¢ mictpyxuneh
0 NpHMEHCIHIO B nauke M3 xapToma i
narpebittentcrkoll Tapul,

Ha nepswsnoRt ynoxomxe (ovukere ¢nakona) na
PYCCKOM  RIBIKC  YKOIMIOD  TOPrOsDE  nAdBOime
APETIApATA € HpeaynpeaHTentuoh mopruponkoll B,
MCRIYHRDOANOS nenaTeiroraRioe nmsanme,
ACKIPCTBCHMAR  diopMa,  foMpoBRL,  yemouis
XpReHis, noroTun xoMnstnn MSD (rpadmsccicnit
CHMBOI K Pa HE aaTHHMuC), hoanHcy:
«CTEPHIBHO. b, nomep copun, nara nponiBoncTee,
A0TA OKOHMOIHHE Cpoka rofgiocTy, JOBOJACKHE XKOJ
YTIRKORKI.

Ha wropussoll ynaxoske (xapronnoll nuike) 1
PYCCKOM  AILIKC  ykadalo: TOPIOROS  LolpmMMe
fipenapaTy ¢ npeynpenwrensiol Mapxuposxol ®,
MERIYHApOIoe HEUATCHTORAIIHOE Hassanie,
JEKIPCTRCIHER  (GOPMA,  JOIMPOBKY, NEIBANME W
concpwaNNe ACHCTBYIOWErO BCHIECTEA B rpAMMOK &
OnHOM  (hADKOUC,  NCPEMCHh  BCNOMOTETEARNBIX
DEWECTH W WX koauMecTRa, ciocol  mBeacima,

KOMIMECTBO  BAGKOIOBE B YNOKOBKE,  AorOTHY
xosuani MSD (rpuusecknfl  cumnon
a66pesuntypa na farRIHNe), HOMED

PEFHCTPALUMOHIOND YAOCTORCPEIUE, NAKNMCHORIINE |
CTPaNL JOPIUIHYECKOTO QLN GO HMA  KOTOpOro
BLUMHO  perHCTpaumsonnoc  ynocromepenie  /
KOMIUIUE NPOHIBORMTCAR, HAHMEIOBAIKE, Bapec
vencdowdexe  ynoxosutikas  (AQ  «OPTATw),
fipeaynpeanTenshivie naanien; «Tepen passencnisem
W NPHMEHCHHCM  OIMAKOMETECH ©  npuaarusesofl
HUCTPYKUHel», «XpaiiTh B HeaocTYINOM A8 ferell
mecren,  «CTEPHIIBHO.»,  yenomus  xpasienis,
YCHORHA OTIYCKR, HIOMCD CEPHiL, AGTE NROHIBOACTSL,
AITR OKOWMMHE  CPOKA  FOMNOCTH,  HITphX-XOM,

JABOACKHE KOAL YIMKOBKY.

OQHANIAT A58 UPHTOTOBACHH PAcTROpa juim nubekunii 1 r cepun 0000908551,
coorsercrayer rpebosaimsm HJT 42-12601-02, nam. Nel1-9.

gOHTEORA
b KAHECTOA




