ik | BO2COTIKOD?000-39-06

W OY goes T AD «OPTATS
Ul tocd gl % ,{C Ories KOHTPOIN KAteCTRA

AIHUEIHS 10 OCYHSCTHACHHC HPOWIHOJCTSA ACKAPCTBCIHILIX CPLACTR Ne 00038-J1C ot 03.11.2020
157092, Kocrpovieras 06, Cycanmucku pasion. ¢ Cosepinoe, MEP-iL XapHTOHOHO, e (49425 650-806

facnopr Ne 3 ot 05.07.2021

Fepuentun® pacisop s noakomnoro sseaenns 600 mr/5 s
(aaxon) * | (mauka kapronnas)

Yoagosuno: AQ «OPTATw, Pocons Hoxep cepui: B1104/1 Jara yoaxosen: 23.05.2021
Koanuecrso yraxonok: 918 Jlara npowsuoacrsa: D2.2021 Pojent qo: 11,2022
Hpowsneaeno: ®.Xopdmame-Js Pows Jra., Wlseiuapna

Cepust tpowssoanreas: B1104

HJLAM-002743-060917, wim, Ne1-2

Perucrpanmonsioe viovreneperse JI-002743 ov 04.12.2014 {aava samenn 05.12.2019)

Haumenonanue noKaiarench

wkaneersa no HjI Tpefonanus & kavecrny no HJ| PesyasTaTel amanmia
Ounncanne TIpospasnias win OUAICCHUPYIONIIA  DeCLBeTHas 1M OnMISCIMPYIOIIRS KEITORATOIO HBCTE
HCITOBATONO HRCTA HHAKOCTS. HHAKOCT b,
Mopauumocts
Henrinoe kapTHposanme Hugr, ofioananennme kaw «lDv ua xpomarorpasae Cooraercrayer
HETIBITYEMOFD PaCTBODG,  AGIDRHbE BHIYQIBID
COOTBCTCTRORATH AHRUION MBI THKAM 1a

XPOMATOTPUMME CTANAAPTIOND PACTROPA TPacTysy Maba.
Y-criexrpodiororerpus UHpenapar A0u6eH COOTRCTCTROBATS TPCGOBANHAM 10

{HPH KOAMYCCTBCHIOM conepwanmo Geaxa (or 108 20 132 Mrvva) Coorsercrayer tpeGonanuny (118)
OUPCICICHHMM )
fipopaunocts Hpenapar ozwen Gurvs BPOIPANHLM 1O CPABHEHHIO ¢ Hpospasuwit no cpasucume ¢ noof,

BOAOH HAM CTCHEHL €10 OIMUICCHCHIMM WE Joamua

NpeshitaTh yraion cpastcnns 11

(He Boaee 180 FTL)

Usernocrs Hpenapar zoimset Surrh GECUBSTHIM 110 CPABHEHIO © Oxpacka ne NECRMBASFOURI0N cpansciing Yi.
BOAOK WM HITTCHCHBIIOSTh €10 OKPACKH TS 0.1 g N800 0N,

HPCREMTATS YTRAOM CpasneHHy Y

pH Or32a058
Mexanuyeckne sRIOEHIA
~ BHAAMBIC MOXBHHUCCRHE Hpenapar 10%eH COOTRCTCIROBATE
BEJOUCHUS rpedonanusy ' X1
— HOBH/MMAIC HACTHITH Cpeauee wneao sacrmg pamvepom 2 10 ves ne Godce
6000 uaxom:
Cpeinee wueao yacriir pasepoy = 23 sk ne Goice
G600/ paaxon.
Hisaexkaemuit ofivem He senee yrasannoro 4 srHeeke
OcmoanianiocTs O 297 20 363 MOcMoan/xr in
Yucrors
Dreeraoznoran 3UHX [hax souovepa - ne senee 93 % ; 100
Homoobuennay BIHKX Fhage 3 - ne senee 60 % i 77
Tug 4 - ue Gosee 20 Y% i 1y
CrepnabHotTs Hpenapar pomxen Guirs crepuining, ! Crepuiei
basrepuaisiuie He Goace 10 EDda | Meuce 10
IHADTOKCHHBE :
AHOMAABHAS TOKCHUHOCTL Hpenapar qomsen GITh HETORCHYUBIM Hertoxcnsen
Creunduieckan aKTHBHOCTh Or 0.8 x 10% a0 L2 x 10° BJVsr i 1.06 x 104
ARTHBHOCTE peromiunanTuoi O 1400 10 2600 EJY/va 1913
HEROBEHECK O
ruaay ponsaaist (rHuPH20) i
Benow O 108 210 132 mrisa i 18
Ynawonxa Ho 600 su/d ma npenapara Bo (uaakon Gecusernore | o 600 ar/S  wa Hpenapars B0 askone

creita {ruapoasriniaeckii kaace T ED), yeynopesuit | Gecuperiore  oreraa {rrapoanisicerinit kiace |
npobkedt  wx  Oyraakayuyka,  Aasssspossunore | EDYL veynopentos npofikolt w3 DByTnakayuyri,
drroproasMepoM, oKarsil LUOMHHRCHLM KOTIHMKOM SEMHUHPOBAHIOM  (PTODIDARMEDOM, obmarom
" s:sxp»rrmﬁ HAGCTMHCCOBOH Ii;)lm!lfik'i'lﬁ. LHOMHHHCERLIM KOSHEAMKOM H 3AKPHITOM
HAMCEMACCOBOHE kpLunKOH.

I duakon ¢ upenapston nosemaor B paactuxosnd | | BaEKOH ¢ HPCHAPETOM  HOMCUIH B RADTOHH LI
finit xza;\*m:mwi& BOAOH, Kni{)]l{xlﬁ BMECTC €| B0, F«’O'f'li{'ﬁ‘!ﬁ #wMeCTe ¢ HHL‘.TP}KHHﬁﬁ Fi$y
HI!CTP}'KELHCﬁ PO ODHMCHCHHIO HOMSIHMOT B TRAMKY HI | DPEMCHUHMKY 1IOMOHICH B HAMKY M3 Kaprona ;o
EAPTOHA LR HOTPHeiHTCABCKOH TapEL. HOTPCOHTLICKDH TapL,

L ueanio KOHTPOIS  HEPROFD  BORPRITAS  na tiniky | C U8B0 KOITPOIR HepRoro BOKPRITHA Hd OEURY
HAKICHBAIOT CAMOKIACEHIHCCH CTHREDE C J010THIION AQ | naieeHnt CUMOKICHINHOUH CTHEREDHE € JIOFOTHION

% «OPTAT». AD «OPTATY,

Crpamia | w2




Haumenonanue nokuisrered
gauecrna no H

Tpebosanun & Kauecrsy no HJL

Peayaprarsl auanuia

Mapxnponia

Ha yrmecrke uukonn na pycckoM s3hye YERiano:
TOPIOBOC HAMMEHOBAHAS nperapara, Ackaporneinyo
thopuy, MERAYHIPOIHOE HEHATSITORTIOR
HARMEHORANME JeHCTBYIONIErD BOIECTIL. COACPIANE
ACHCTRYIONICTD  BOIMECTHA # ofneM  npenapata bo
drraxonie «600 sr?5 s, «/ T8 NOAKOKHOIG BICICHHS,
HCTEPHIBHOD, YEIOBMS XPAHCHAR, HOFOTHI KOMURHME,

HOMED  CepHy. Aty [OPOMIBOACTAR,  Jary
DROMYAHHAR CPOKA TONHOCTH (FOACH 120...). KOAOBOE
Ofio3nauerive Aiiiug YHaKoBK.

Ha gapromiol nause #a pYCCROM S35IKC YRAILIBRIOT:
TOPIOROS HARMCHOBAHUC HPCHIPATA®, JCKapCTRCHIYIO
hopaty, MERAYHAPORHOE HCHATSHTOBANHOC
HaMeHOBaNKE JACHCIBYIONIEIO RCMCCTHL COMCPURIHE
ACHCYBYIONISIO  pemccta 1 ofneM  upeugpara  Bo
gurakone  «000Mr/Svaw.  passanue  n o cotepKanue
AeHerayionero  BomeeTna B0 PAAKOHS,  HEpeHCHEh
BCHOMOTOFCALHBX  BOIICCTHR,  KOAHMECTHO (tlﬂaiﬂ?!!(}ﬂ
NPCIKIDATE B YNAKUBKE. VCAOBHE SDRHCHHE, VCIOBMA
OTHYCRA M3 QITCK. HAIREINC JOPHINCCKOIO AHIR. Ha
M KOTOPOLG BLUIAHD PErHCTPALHOHIOE
YAOCTORCPCHHC, M HAIHARME  (PHPMBI=HPOMIBOIBITENS,
crpany (. Xoddsanie-Jg Pow Jiet. DHsclinapua),
HOTOTHID  KOMIGHHS . AOFOTHID B HASHAHKC
HPEAPHATIN, OCVIMCCTRINIOWSI O YNAKOBKY npcnapar
# P® (AD «OPTATy). ero aapee. renedon o daxe,
JOTOTHH M HEIBRIME KoMuaHHR-THeTpH0M0T0p: B PO
(AD  aP-Dapup). e aupec,  tesedon  Pase,
aCTepuamion, DPEAYHPCARTEALHBIE "
HGOPMBIMOIHLIC  wmmen  («flan HoAROEHOIO
speiennmy,  «Cnocod  UPHMCHCHMA, 036 M MEPb
HPCADCTOPORHOCTH  ~  OMOTPH  HHCTDYKHHIO 110
fIpMeHCHrIoy, «XPanuTh B HOIOCTYNHOM s jerel
MCETES ), HOMED Coprk (HOMED CCPMM NPOHIBOIMTCHS
AONOMACTCH  WHBPORKIM  KOJOM.  HPHCBOCHHLIM
YUAKOBUIHKOM), JaTY NPOHIBOACTBA, JATY OKOHANKA
CPORE  roAHoCt {roact a0, ) IITpHN-KOL  HOMCP
pC]"HC‘FPﬂllHE}!EP&Oﬂ) CAOCTOHCDUHHS, BHYTPCHHHC
BABOACKHS KOIRY,

Ha yruxerke (aarons Ha PYCCKOM SI6IKe YREIEHD,
TOPIOBGE HAMMCHOBIHIS npegapuak,
SACKAPCTREIIY thopua, MERLY HAPOIHOC
HEHATCHTOBAHHOC  HaMMCHOBAHS ;lcﬁ&:l%}‘ﬂ”!l{:ﬂﬁ
BCIHCCTRA. COACHRANHC ACHCTRYIOINETO RCHICCTRE U
odhes npenapara po daakoue «600 wr/s wan, «Jlag
HOUAKOMHOID  BBCIICHHAR, (’:fﬂ“{;;f)n;m“n»‘ }'C.'lﬂlﬂd!‘d
APAHEHUA, J0I0THI KOMIRHEM.

.. HOMED  COpHUH. Jiiu HPOHIBOACTRA. jlaTa

OROIMAIME CPOK FONNOCTH (1061 A0.., ). KOA0BOE
ofo3HatenHe 1RHNL YiaKosKy.

Ha gapronsolt HaMke i PYCCKOM S3MKC VKa3ano;
TOproBOC HEHMEHOBIHHC npeHaparai,
JCKAPCTBLHIN dropma, MERAYHAPOANOC
HEHOTENTOBANHOE  HaMMCHoBaline  achcreyviero
BEIHECTHA, COACPMAHNE ACHCTRYIONICTO BEHICCIRA ¢
ofnem  nperapara 80 dudkone  «b00MIY Sy,
HAHANUE ¥ CONCPMAHAL ACRCTRYIOIIETO BCIICCTRY
B0 QUIIKONE, HEPEUCHE HCHOMOTATCIBHBIN BCHICCTS,
ROGMUCCTBo  (hIdKOHOR  HPCTIPATE B YIRKORKS.
YCADRHA XPRHCHHE. VCIOBME OTTIYCKE M3 anTek.
HASBANHE IODWIHYCCKOrS THHA, HA HMS KOTOPOre
BBLIAHO  PCTHCTRIMOUIOS  VIOCTOSEPEHME, M
pasmanue  upsLl-npowincanTess,  crpana (9.

Xophmanu-Sla Pou Sl Hseihwapis ), aororsn
. GOMOTHIL M HQIBANMC

ROMITQIHK

HPCANDUATHE, OCYIISCTRANKCTO ynamnky
npetapars B PO (AD «OPTAT»). cro wipec.
Teashoi u aKe, JOTOTHI M HEIBAHMC KOMTILHHH-
ancrpulriorops 8 PO (AOQ «P-bapas). ee anpe.
Teaedon, dake, «Crepuaums, HpeiVIPCARTERNRIC
W shopMAHONEBIC B UMeR (/I8 LOARORHOIO
socaermsy, «Cnocol npHMCeHCuEs, Ko3n B1oMeps
IPSIOCTOPORHOCTH  ~ CMOTPM | MHCIPYRIMIG 110
ApHMenennon.  «XpanuTs B HCAOCTYHEOM U
ACTCH  MCCTUR). HOMCP  CCPHM  (HOMED  COpid
HPOHIBOIHTCN  JOTOMGICTCH  HRdiponLM koo,
HPHCBOCHIBIM YIHEKORIMKOM ). 4T3 IPORIBOICTR,
AATA OKOHYAHHA CPOKE POJHOCTH {rOACH A0..)
ITPHX-KOL HoMep PErHCTPAIHOHHOTO
YAOCTORCPCHMA, BHYVIDCHIMG SRE0JCKHC K0T,

Mmecre. He 3aMopascnpars.

fouoinsreanio Mower Ourrn patecenn wadopyanua | lonoamsereanio  sonecens  undopMsii U
AU MOMHMTOPHING  ABHKCIHE  JICKAPCTREHNOTO | MOHHTOPHHTS ABKCHIHS JRKAPCTHEHIOrD
OpERApATE 0T NPOWIBOJIRICHE 10 KONGHHOIO | UPCTapATd O OPOMIBOAMTEIS 10 KOHCYHOrO
norpeButeiis. HorpeluTeas.

Yeaosus xpanenus Tpu remneparype 2-8°C s sawnumennom or ceera | Coorsercrayer

Cpok roaxocTs

| ros 9 mecsues

ogen a0: 11,2022

3akmoyenue: Tpemapar Fepuentan® pactrop ana noakoxuoro snegenus 600 mr/3 s
(paakon) > 1 (nauxa waprouwuan) cepus B1104/1, viarosaunsiit AQ «OPTAT», Poceus,
coorpercreyer rpebosanunm HJL JITT 002743-060917, nim, Nel-2

Hauaiannuk OTe1a KOHTROIR KANeCTRA

Pyrona KA, J——

Crrpaising 2 03 2
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AKUMOHEPHOE OBIECTBO

ORITAT
OPTAT b.=

187092, KOUTROMUKAR DBAACTL,
CYCAHAHCKAR PAROH

C CEBEPHOE,

WP H XAPNTOHORO

Tenedon [4842) 850-805
renihaxc. (4542} 650840
£-mail Pnarm@ortat
W Iphar Lo

DO4ALM-CA-02000-57-01

PASPEWIEHHE HA BBITYCK CEPHH Ne 0212-2021

lepuentun®
PACTBOP 18 NOAKOHHONS BBEACHHA
600 mr/3 ma (daakon) x | (navxa kaprodtas)

ToproBoe HaHMEHOBAKHE, ICKAPCTBEHHAR HOPMA,
A03MpoBKa, GOpMa BHMYCKa

MHH, waH rpynnupoBotHOE, HIH XHMHYECKOE

Tpacryaymad
Homep cepuu BI104/1
Paimep cepun 918 yrakosox
Hara npowisoncTea 02,2021
Fogen a0 11.2022
HammeHoBaH1e NPOHIBOAWTENR, CTPaHA & Xohdmann-ITa Pow JIra , Wiseiiuapua
Y naxosimnk/ Beinyckaonmil KOHTposis kavecTna, AO «OPTATy, Pocens

cTpaHa

Hoaep 1 gata perucTpauHoHHOTO yIOCTOBEPEHHA

AI-002743 o1 04.12.2014

{nata samenst 05.12.2019)
@ Xodpmanu-lla Pow S, Weeliuapns
J-002743-060917, uam Na 1,2

Hausmenonatiue aepkaTens perucTpauHOHHOrO

YAOCTOBEPEHHS, CTpaHA
HoMep HOPMATHBHOH A0KYMEHTALMH

Hacrosumm noaTeepsiaio, yTo JaHHaK COPHA  NPOWIRCACHA M MPOBEPCHA B COOTHETCTEHM C
TpeGoBanHAMy AHLEHINN Ha NPOHIROACTED NEKAPCTBEHHLIX Cpeicts, TpeBoBanHaMi perHeTpaLtOHHOrD
pocse W tpebonanuguy [panun wannewawedt npowssoacTeenyol npaxtuky (GMP), yTsepaaeHHbiMu
npuxkasom Muunpomropra Poccun or 14 mons 2013 Ne 916, a taxke wumvu TpeBopandamu,
YCTRHOBICHHLIMY HOPMETHBHBIMY NPABOBIME aKTasit Poceuiickoil Megepaly, nepen ee BLnycKoM.

3atiMcH No NPOMIBOACTBY H KOHTPOMIO KAMCCTBA AdHHON CEPIH FOTOROH NPOAYKUMI RPOBEPEHEL H
npu3Hanel cooTaeTeTayouMMY TpeGasanuanm [pasun naanexaweil nponzsoacreesnoi npastirn (GMP).
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«CBefieHuna o BBOAE B rpaxaaHckuii obopor B Poceuickoir

CPEACTB Mo CcocToAHMI0 Ha 08.07.2021 11:34»
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,. Oprasnanus,
Aara specenun p " Hpowssogirens Homep Hovep, qara
% Topronec X % ; Hopyarupas BEEEYCYHEIIAN &
AHC {BLINY CRAKHIIG Crpana Crenenim o cragnax HpaisoacTea oo ? cepun, paspenicisin
HAsMeHOBIHTE JOKYMCHTANS | PAATIHOR 1}
Pocaspasnasops KOHTpann) < apTHn wa UL
afopar
. KoubnanrJEs Powg Jrn THsergapus
Tepuerrrun®, pactuop ilpoissonnrens (ravapoi Jdys: @,
AR BOAROEHOTO Armsunepuos Xodparasn-Jln Pow Jig.. Hinefiuapus
FE— BIeACHH OO MrvS mn COHIECTRO Ynaxoenmr/bacommk (5 néprunyio 3 R :
6.07.2021 oo b Pocens | ¢ SECORUIK {1 N ey ik AOOPTAT Bl | -
Easr, (5 s, durasons OPTAT" (AQ YOARORRY |3, ARNSOHEPHOS ohiect po A002743-06091 7 Ham
CLL nasks kapTosmme! "OPTAT) "OPTAT” (AO "OPTAT), Poscui Nel g AN002743-060891 7
& (¥ rarosmpEAbacorpK
{BIOPHGHAR TPOTHUHAR YHAKORKA 1




