AKLIMOHEPHOE OBWECTBO

157092, KOCTPOMCKAS OBNACTY
CYCAHVHC KA PAVOH,

C CEBEPHOE.

BAKP-H XAPUTOHOBO

Teneqon (#942) 650-805
tenfchaxe (4942) 650-840
E.mail Pharm@ortal ru
www Ipharm.com

GO4AM-CLI-02000-57-01
PA3PELLIEHME HA BbIMTYCK CEPUH Ne 0326-2021
ToproBoe HAHMEHOBAHHE, NCKAPCTBCHHAR topma, ) T ﬁéﬁh&?ﬁﬁ — n
[03upoBKa, (HopMa BLINMYCKA KOHUEHTPAT JU1A NPUrOTOBNIEHHA PacTBOopa AnA
! nudyauit 420 mr/14 mn nakon X | (navka
R — B KApTOHHAR) -
MHH, Hau rpynnuposotioe, HiH XHMHUECKOE Mepryaysab
Howmep cepin _ S - H0506/1 s
Paamep cepun o 12938 ynaxosok
Jlata NpoM3BOACTBA o 02.2021
. loaen oo I - 02.2023
HaumenoBalne Npon3BoAHTeNd, cTpatia ~ Pow JinarnocTrke I'm6X, Mepmanns
Y nakosink/Buinyckaioiuit KOHTPO/b KAHCCTBa, AO «OPTAT», Pocchs
cTpaNs R |
Homep ¥ AaTa perHcTPauHonioro YAOCTOBEPEHHA JIN-002034 ot 22.03.2013
S (zara 3amenbt 22.06.2020)
Haunenopalike AepikaTens perucTpauHonioro & Xodmatn-Jls PowJITa, lpeiiuaphs

VJIOCTOBEPCHHA, CTPaHa
[ Homep HOPMATHBHO#H JOKYMEHTAUNH

T Jin-002034-220620, van.Nel.2

HacTORUIMM MOATBEPH/IAD, HTO NaHiad cephi npou3te/ieHa W nposepena B COOTBETCTHHH €
TpeGOBaHMAMM JHUCHIHH HA [IPOH3BOACTRO JIEKAPCTREHHLIX CPEACTE, TpeBopaliHAMH PErHCTPALIMONIIOTO
nocke 1 TpeGosanuamu Tpasun namIeKauieli NPONIBOACTBEHHON MPAKTHKH (GMP), yTBEpHAEHHBIMH
nprkazoM MunnpomTopra Poccnn ot 14 wions 2013 Ne 916, a Takie HHbIMH TpeboBaHHAMH,
YCTAHOBACHHBIMH HOPMATHBHLIMH MIPABOBLIMH axramy Poccuiickoit Deaepauni, EPCA €€ BuINYCKOM.

3anMCH NO MPOH3BOACTBY H KOHTDOMO KAHCCTRA panioil Cepu TOTOBOH NPOAYKUHH NPOBEPCHbI H
npH3HaHbL COOTBETCTBYIOMMH TpeGosanian Tpasin naanexawe MNPOH3IBOACTBCHHO NPAKTHKH (GMP).
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Vnonnomouentoe nuuo: Llysanosa J1.B.

TMpukas Muuaapasa Pocchn 06 aTTECTALMH YNOIHOMOUEHHOMO JIHLA Ne 399 ot 23.04.2021
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[KOMMF BEPHA
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JIMICITSHS! 11 OCYIECTIICHAS TPOHIBO/ICTR HCKAPCTRCIILN ¢
157092, Kocrpomerkas of:.. Cycanmicksii paiion, ¢, Cenepiivg. Mrp-

AQ «OPTAT»
Oraca KouTpoas KauecTna

acnopr Ne 6 o7 29.10.2021

B102C01-KO-07000-39-06

s No 0O058-J1C or 03.11.2020
i, Xapuronono. ten(4942) 650-806

Meppera” KOHUEWTPAT [UIsI [1PHTOTOBJIRHNS PACTBODA IS HHpy3Hi
I Y Y
420 mr/14 s dpaakon X1 (nauKa KAPTOHHAN)

Ynakosatio: AO «OPTAT», Poccus
Koawuectno ynakonok: 12 938
lIpousseaeno: Pow duarnoeriie I'm0X, Cepmanun
Cepus nponssojuirens: HOS00
L JI 002034-220620, sast. Nel-2

Perucrpaunonnoe ynocrosepenne JIM-002034 or 22.0

Homep cepun: HO5006/1
Jata npowssoncraa: 02.2021

Jlara ynaxosku: 11.10.2021

lopen jo: 02,2023

3.2013 (anta samennt 22,00.2020)

Haumenosaune
nokazaTeacii Kaveersa no TpeGopauusi i wauecrsy no HJL PeaysibTaThl anannia
H
Onuneanue FIpospavis Wik QHAICCHEPY NN Gecierias iLim Ongicctpupyionas Geciptiius KKOCHh
CACEKE KOPHIHEBATOTO 1LBCTA IKHIKOCT L.
[ognuuHocTh
Kameasygnistit sonisi oAnHMUHOETL A0 KA Ol HOTICpRCH. HoUHIHOCTH NOJTTBCPAGICHL
saexmpothopes
[1po3payinocts He Gonee yrasona HEL Menee rranona [
[seTnocre [e Gosiee yrunona cpaniiciins Be. Meitee rranotia epasticting Be
pH 5.7-63 6.1

Mexaunieckne BRAIOYCHNN
- Guonsbie yacnio

= HEHHOUANE MO

Flipsiexaembiii 06bem

OQeMosnILHOCTE
Yucrora
1. Mosiekyipio-maceonoe
pacHpeCiciHe
Dxeicnosnunnas BOXWX

2. Hpoditiin OCHOBHLIN THKOR
HonooGaennas 370X

CrepunLuocTL
AHOMAIBHAR TOKCHMBOCTE
Baxrephaibiibie
IHAOTOKCHNBI
Creundiiveckas AKTUBHOCTE

benow

Ynakonka

[ Ipenepar JLosKeH COOTHETCTROBATH TPCOOBALHAN.
Unermie > 10 smxa e Gozee 6000/ akon:
Yaerni > 25 stiem 1ie Bosce 600/(aakon.

e senee T4h.0 Ma

112 - 208 mOcw/kr

OcHornoi 1nk = ne senee 97.3 % (na nuinycK).
He venee 96,7 % (11 KoHE! CPOK FaiocTi):
hicon HIMWS = ne foacee 1.5% (1a nnycr):

ne Gonee 1,7 % (11 KOHCHL CPOKE IOAN0CTH)
[akon LMWS = ne Goaee 1.2 % (i sainyes)
e Gosee 1.6 % (na Konei Cpoka rojuocTin).
Octoptiol nuK - ne senee 45 %
WiCnenorintey dhopaint - ne Goaee 43 %

| Ipenaparr Ao:en GuITh CTEPHAR M.
Hpenapar joiskett Surth HETORCHHERIN
He Gonee 8 B/

0.70 - 1.30 x 107 (0.70 Ed=1.30 Bd) EfUwy
27.0 - 33.0 ate/nn

1o 420 s/ 14 s npenapima 8o haakon Geenernoro
crekitn (Puapoanticeknil kiace L), YRYHOPCIHibIH
npofrol w3 GyTHIKay'uyKL  JEMHHHPOBNINGTO
drroproanMepoM, OONATHIT WIOMHIHCHELIM KOHIMKOM
MOBAKPLITBE TUIRCTMECCO B0’ EPLULKOH  KOPHHHEHONO
LIBCTRL

| uiakon ¢ UPCHAPATON  HOMCIIOT B LICTHROBLI
W kapronmi nojuton,  koTophil o smecte €
MICTPYKIHCH 110 [IPHMCHCHHIO HOMCILIOT i
KUPTOHLYIO WMKY U3 KQpTomd Jus norpednrennekol
Taph HOAPYNI XPOM-IPIUIL 110 1OCT 7933-89 wim
HMTOPTHON.

C ueanio KOHTPOAN Ha  HAKY

Hepuore WCKPBUTHA

[penapar cooTnererayct Tpedonainsm
16
4
15.0

159

0,1
69
19

Crepunens
Herokenaen
Merice 8

1.05 x 10°
304

lio 420 s/ld  ma o upenapata no  paakonc
GecLueTiore  CTeikim  (PapoanTiieckuit  Kaace
LED). yeynopenios (polroi W3 GyTHIkIY yKd,
JAMHEMPOBAIHONO  (PTOPHOAMMEPON,  OBAGITON
WHOMBUHCHLIM KO KOM t JARPLITOM
IEIACTMACCOROH KPLILIKOI KOPHYHICBOTO 1HCTa.

| piakosi ¢ HPCHAPATOM NOMCHICH B apTONInH
HO/ULON,  KOTOpPWEA - BMecre © wnerpykiHei o
FIPUACHCTHIO TIOMCUICHDL B KAPTOHUYI) IHAMKY.

C UQALI0 KOITPOISE HEPHOTO BCKPLITHA 11 HAURY
HAKACCHLL COMOKIICHIHCCH CTHKCPL € JOPOTHIOM
AOQ «OPTAT».

Ha rukerke  paakona ¢ YRUSALO?

HPCHAPATORM

Crpanuua 1 w3 2



[ Haumenopaunne
norazarTeneil Kaueerna no Tpebopanus Kk kauecTsy Mo HIL

HA

PeayanTaThl AHANND

LA ICHIIOT  CAMOKACHIHECH  CTHEEPLL € JOFOTHITOM
A «OPTA .

Mapruposkn Pl riierke  (EaRod ©  HPEnapatoM  ykashinaton:
TOPLOBOE HaHMCHOBMIHG penapara™ ACKAPCTREHLYIO
opay: MERILYIapouioe CIEITCHTOBANINE
JEHMCHOBANHE ACHCTIVIONEIO BEHCCTHAL COjIeprate
seerpytonero  neneerna 1 oGneM  npenapam | 1o
(urakone (420 M/ 14 AL 0P THIE KOMUATTHR
WUt DINTPUACHIOND IREACHII HOCAC PUBCACHIN.
VCIOBIA XPRECTHE NPSAYIPETTe/Ibic nnnmed («lle
perpsxuparie. «lle aMopmEHIRATING 110ACP copun®:
JUry il]’“)ii',.m().-‘l(:'l‘“ii. ililf} QRONALTHES C;’(IKEI FOJUIOCTH
(rojic J10.. ) MOryT Ok THINCCCHL  BHYTPCHITHG
FABOJICKHE KO

115 kapronnoil HKE 1 PYCCKON S3BIKE YREIMIBIKT:
TOPrOROE HARMCHONAITHE petiapira®s ACKapCTECHILYIO
(hopaty: MEIKAY HIPOANOL HCHTCHTOBIITIOE
HEMCHOBANHE ACHETBYIOUICTO BEIICCTRA, COJCPIaHHE
JleiicTaylonero  pemecria i ofneM  Hpenapura Ko
Qaakone (420 /14 aa) ROMHHCCTIO htakonon
l[[iLITI'.lpil'l'il n }'IIHKUHI(L‘: cocran lIﬂCI[ﬂﬂilTu'.
KOUEHTParuo npenapara no 1 A (QROHICIHTpaiis
neprysysmada 300 mefb sl oL BuyTpHscHiore
ARCACHIHS  (IOCAC  PUIBCACHIBN.  YCIOBKA  NXPAICIITA:
YCROBMS OTHYCKRL  RUIIMC (pMBL,mamomeHcH
BILACBIHEN (JICPIaTCIEN ) PCIHCTPAIKONTON
YAOCTOBEPLINA,  CTPAIlY. 1 [asnanme (pmpmini-
HPOIBO TCIBEL CTPRNY (. Xodatai=dis Pom Jiv.
Hinciiapus nposssseiteno. Pous JIan I0cTike I'moX.
Lepaianntis); JOrOTHI KOMIIIH COA0UOTHIE |
HRGBAHIG PSANPHITIN, OCYINCCTHTIOINCIO. YIRIKOBKY
npenapara s P® (A0 «OP I'AT»). ero ajpee, teicor 1
thake: JOFOTHIE M HA3ENIHC KOMIQHHE=HCTPHERIOTO PR
P (AQ «P-apam). ce aipec, Tencipont, dake:

«CTepriniion: HPEY IPCATCHBIBIC H
HIRPOPMALHOHILIC  1HLITTHCH («Criocob  npuMeHeHHi,
AOSEL W MCPHL HPCIOCTOPOIRIDCTH - —  CMOTPH

PHCTPYRIIO 110 IPHMCHCHHION. aXpandrh B
HEAOCTYHHON U AeTel MeCTen. «lle BCTPEXHBATLY.
«lle  JAMOPUKHBATLR).  HOMED cepun®s oy
II]‘!UH'J'IKO;‘[U'BHZ ary QROHMAIHI CPOKD rojiocri (rojei
AULL) WITPHNSKOL HONMCD  PEPHCTpaIBomiare
YAOCTOBEPCIHS (Jtonyexaeres THUTEVITY il
COOTHCTCTRHH C ‘[Vpﬂl‘i()ll'dﬂllﬂ.\m ,'iCHUi'iS)’lﬂ[llC!’l)
SUKONOLETEALCTA): MOYT GBITh HAHCCCHBI BUYTPCHIING
JUHOJICKHE KOJLbL

}In:msmm'uuhnu i Ny NMOKCT Onirs  Hanecena
HIHim[)MllllHﬁ Juis MOBHTOPHITL JIBHIKCHIHA
HCKAPCTHEHNOID  IPCHApaTa 0T IIPORIBOIHTCM i
KOHCUNOMm Il()'l‘pCﬁH'r'L:ilH.

* HOMCD CCPHH HPOHIBOJINTCIS MOMCT Ouirs JlOnoJmeH
|im[apmn.m KOJUOM, IIpHCII()cHHI-IM VIIKORITHEOM,

TOProROe HAHMCHOBOIHE ipenapara®;
JerupeTnennias thopma: AMCITRYHAPOITIDE

HeTATCHTOIRITIOE HARMEHOBANHE ;tuiicrnytmllcru
DEHIECTINY: COACPAANHE ICHCTRYIONICID BEHLCCTIL |
OBBEM  HIPEHEpITY DO raKone (420 afld aan:
JOPOTHIT KOMITUIHE © L BHYTPHICHIOTO
BBEACHHE HOCIC PASTTIICIHNNG YCIOUHI NPUHCHI.
VPCAYIPCANTEARIIC UIRCH (al e neTpsaxHnaThy.
wllc  SuMOPREEHIITEN).  HOMCP cepaits
Ilp(lHil!(Hi\."l'llllI T OKOHIMAN A CPOKH POJHOCTH
(rofeit N0...). NANCCSILL BHYTPCHING SURO/ICKHE
kOB,

Ha kapTonioi HauKe i PYCCKOM st VEOB0
TOPrOBOS HAHMEHOBAITHE npeipara®;
SICKRApCTRCIN N thopw MERLY HEPOTIOE
HCHFCIITOBMIIOS  HARMCIoBatHe  AcHETRYIOnero
BEALCCTIL, CONCPAHING SICHCTIYIONIETD BEILCCTHL H
oles npenapara vo aakone (420 ar/ld as
KOAMHECTRO  (AKONUOB  UpCUApaty i yHakoke:
COCTaB HPSHAPATA KORICHTPAIW Hpeiapara i 1 s
(axonnenrpaitisn neprysysata 30w/l aan): w/lnst
BUYTPHBCHIIONO ARGICHHY  (OCaC  PULIBCACHHANL
YCROBMS  NPUUCHHAL  yCAOBIIL OTIYCKIL  UANAUIMC
rHpMBL SIIOHICHCH  DHULCHBICM {sepaareiien)
PEPHCTPAIONIMN  Y0CTOREpEHMS.  CIPRIL 1
lvinaHe (PHPMLI-POKBBOHT . crpaia
(b Xopgman-Jis Pom Sl I nekapus
nponsaeieno Pow Jsarioctie meX. lepmanus):
AOYOTHIL KOMITBHHH @ L IOrOTHIT M HA3BATINE
HEPC/PHITHL QCYITICCTIANINIETO  YIKOBKY
npanapara o P@ (A0 «OPTATR). crowipec.
eneont B aKE: JONOTHI 1 IEIBAITAC. KOMIETHI-
ancrpudsiotopa B PO (AO «P-thapm»). ce wipec.
renetpon, hake: «CTEpLNO, TPCYNPEMTCALIRC
" HipopMaHOIIHLIC WULHTHCH («Crocoh
UPHAMCHCIMS, H03bI H MEPEI HPLIOCTOPORIOCTH =
CMOTPH HHCTPYKIHIO 110 HIPHMCHEHHION. «XPRIUHTE
B HEIOCTYHHOM Ui Jlereli aecTen. wlle
nerpaxunarsy, e SAMOPAAHBNTLR ). HOMCP
cepiit®s LR HPOHIBOJICTIL JITL OROTNANIY CPOKQ
romnoer (rojen A0..)0 HITPHX-KOG  HoMEp
PCrHCTRAIKOUNIONG  YAOCTORCPEIHI: HEAICCeTIn
WY TPCHIKC JABOJACKHC KOJLbL

JIOHOANMTCILIO N 1ENKY  HAHCCCHR wiropaarms
S MOHHTOPHIED  JUNGKCHHA  ICKApCTBRENHONn
HpELEPATR 0T NPOMIBOJMTERN 0 KOHISUTONe
norpelurens.

L HoMEp CCpHH IIpQH'.!HU}I.Hi'UJIﬂ Jlongaiiein
SPORKIAL KO/IOM, TIPHCBOCHIBIN YIIKOBIUHKOM.

Xpancnne Tlpu resneparype 2-8 © C noaanuninennos o cuera Coorperernyer
MeCTe
Cpox ro;utocTy 2 roaa Posien jo: 02,2023

3acmouenue: [Ipenapar [Mepnera” KONMENTPAT IS IPHTOTOBJICHHS pacrsopa s widysuii 420 mr/14 ma

¢aaxon X1 (navuxa kaprouitas) cepusi HOS06/1, naxopanibii AO «OPTAT», Poccust, coOTBETCTBYCT rpeboBanunm
P y Y

HJL JITT 002034-220620, u3m. Nel-2

HauaibHUK 0TACHA KOITPOJIS KauecTna Iymona E.A

40.10-202(

KOTIAY BEPHAL, .2

i A

Crpannna 2 w3 2

el G fo ROL S
WCH Ay o

O PWOE_ Ol T

“ j(y-&'
5




CAYKEA O HAAZ0PY

o

«CBefileHnsa 0 BBOAE B rpaxaaHckunin obopot 8 Poccunckon depepaymn N1eKapCcTBEHHbIX
cpeAcTs No coctoAHuio Ha 01.11.2021 11:33»

Oprasuanms,
Jlara BHECCHHA B Tlpon3soauTens Homep Hoxep, nara
. Toprosoe ) i . Hopwarusras BhINYCTHBILAA B
AHC (BHLAYCKAMHA Crpana CoejIeHHS 0 CTAJHAX POH3BO/ICTBA B Cepun, paspemieHns
§ HARMEHOBAHKHE , JIOKYMEHTANHA rPAXAAHCKHA
PocanpasHaopa KOHTPO/b) - HApPTHH na HUJITI
vbopor
Pow Juarsocture MMEX, Mepmanna
MepbeTa®: KOHUEHTPAUT {[poussoanTtens (rotosoi JId)): Pou
AR NPHIrOTOBNCHHA AKILMOHEpHOE Juarsocture IMOX, Fepvanus JIT-002034-220620; Ham.
= 200 pacTBopa AN HHpY3MA 0lIEeCTBO Poc (Y nakosumr/HacoBUss (B NEPBHYHY K Nel x AO "0 . 506
29.HL2021 420 mr/14 ma 1wt (14 "OPTAT" (AO veens YIIKOBKY )): AKIHOHepHOe 001IecTBO AM-002034-220620; Ham, | 7 BrEAL HiE0s
mn), paakons (1), nauxkn | "OPTAT") "OPTAT" (AO "OPTAT"), Poccus Ne2 x JIM-002034-220620

KapTOHHBIY/ ~

(¥ nakoBomr/pacoBuIHK
(BTOPHYHAA/TPETHUHAA YIIAKOBKQ))




