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COTEKC

ITACITOPT Ne 346 ot 13.05.2020 r.

&
MPOJAYKT BaokkoC? X3BH
JJEKAPCTBEHHAS ©OPMA n PacTROP /L1 HHTPATEKATRHOTO BBEACHWA 5 MI/MIT B amiynax
DPOPMA BbIITYCKA 4 mu NS
DHUPMA IIPOU3BO/JIUTE. 1Ib 3A0 «Dapmbupma «Corekey, Poceus
CEPHUSI 010420
OBBEM CEPUH 1 551 ynax.
JATA H3TOTOBJIEHH S 04.2020 r.
I'OJEH 10 30.04.2023 r.
CPOK TOJIHOCTH 3 roaa
YCJIOBUI XPAHEHUSA [Tpu remnepatype He Beiuie 25°C.
PETUCTPAIIMOHHOE JITT-005071 ot 25.09.2018 r.
YIOCTOBEPEHHUE
AHAJIM3bI IPOBEJAEHDLI no H/L JIT-005071-250918
HanmenoBanue norasaveiei ! TpeGoranua HJL Pesyaprarer anannza
OHHUCAHHE  TTpospaunslit GecuBeTHsIH pacTBOpP [Tpozpaunsiil GecupeTHbIH
pacrisop
NOJUVIMHHOCTb: Bpemsi yaepscuBaHua OCHOBHOFO TIHKA |
bynupaxanua THAPOXJOPHI | HA  XPOMATOIPAMME  HCTIBITYEMOrO |
(B¥KX) pacTsopa  AOJAHO  COOTBETCTBOBATH

BpeMEHH  yAepikkBaHua  ocHOBHOrO | [MoanuunocTh nonTeepkiacHa
MHKa Ha XpOMATOrpaMMe CTaHAapTHOTO

pacTeopa {cMm. pasnen

«KonuuecTBeHHOE OTIpeaeieHUE»)
Xaopnasi Obpazosanne 0e1oro  TBOPOMKHCTOTO
(KavecTBeHHAH peaKis) ocajlka, HEPACTBOPUMOr0 B  a30THOW

Kk¥caoTe  paseededHod 16 % w | [lomwimHiocTs noaTeepykaeHa
PacTBOPUMOro B aMMHAKa PAcTROpe

10 %
Hdexerpoza Okpalnpanye pacTsopa B KpPacHbIH
i (KaYecTBEHHAN peaKIHs ¢ MelHo- useT ¢ 00pa3oBaHUCM 0CalKa KPACHOTO | [[o1nUHHOCT NOATBEPH/ICHA
TAPTPATHBIM PEAKTHEOM) 1BeTa '
IMPO3PAYHOCTDB Ipenapat f10/mKeH BbIAEPKHBATE Brinepikupaet cpaBHeHHC ¢
CpaBHEHHE ¢ aTasioHoM | stanoHom |
IBETHOCTH OnTHueckas TIOTHOCTE Npenapara rnpu
: ~ - 0,002
400 uMm ve aospkia ObiTe Gonee 0,03,
OnTyueckas MUI0THOCTL NPENapara upu
e i ; 0,001
500 aM He gomkHa SbiTh Gonee 0,01
pH Or1 4,0 10 6.0 5,0
IL1IOTHOCTB, r/em? Ot 1,0245 no 1,0275 1,0265
MEXAHHYECKHE
BEKJIOYEHUSA
- BHIUMBIE JoneH cooTBeTCTBOBATE TpeboBaHKIM

- Hactuuer = 10 MM — He Bosee 6000
- HEBUHMBIE > 25 MxmM — e Gonee 600




POACTBEHHBIE ITPUMECH, %
- lMpumecs B;

- npumecs

- eAqunuunian
HeHACHTH(HIHPOBAHHAS
HPHMECD;

- cymMma npumecei

He 6onee 0,5
He 6onee 0,04
He Gosniee 0.2

He 6onee 1.0

He obunapysxeno
He oGHapy:xeHo
He o0napyxkeHo

He obuapyieno

5 - ruapoxcumMeTHaAGyYphypoa u Orrrudeckas MIOTHOCTB MenbiTyemora | 0,0002
ApPYrHe CBeTONOIIOMANUIHE pacteopa rpu 284 nm He AoskHa ObiTh

MpHMECH ¥ Honee 0.25

M3BJEKAEMBIA OBBEM, ma He menee 4.0 4.1
BAKTEPHAJILHBIE _

SHJIOTOKCHHBL, E9/vii He donee 1.4 Menee 0,3
CTEPWIBHOCTD [Tpenapar Jo/KeH OBbITh CTEPHITbHBIM CrepuabHblid
KOJMUYECTBEHHOE

OIPEAEJEHHUE, mr/vo:
BynuBakanHa rHIpoXJI0pHI

014,75 105,25

4,96

JercTpo3bl MOHOrHApAT

Ot 72,0 10 88.0

Ty

YITAKOBKA [lo 4 ma B amrty bl GecLUBETHOTO [To 4 mn B amnyn
HeHTpabHOro cTerla THN | ¢ uBeTHbIM | DECUBCTHOrO HEHTPaILHOIO
KONBLOM Pa3ioMa Uil ¢ UBCTHOH crexia tun I no Eur Pharm.
TOYKOM M Haceukoi. Ha amrmynst C KpacHOH TOUKOH M
JIOTOJIHWTEIBHO HAHOCAT OJHO, ABa MM | Haceukoii mo [SO 9187 ¢
TPH UBCTHBIX KO/IbLIA Wunu ! HAONONHHUTEINBHBIM AKCIIThIM,
JBYXMEPHBIH WTPHX-KOI, W/HUIH | CHHHM M KEIThIM
OyKBeHHO-UHDPOBYIO KOAMPOBKY HIH UAEHTHOHKALHOHHBIMIA
0e3 JIOTIONIHHTE/IbHBIN LIBETHBIX KOJIEL,  KOJbLAMH,

ABYXMEPHOrO WITPUX-Koa, OykBeHHo- | Ha kasayro ammyay

LUH(POBOH KOJAHPOBKH. | HakJieeHa camOKlesiascs

Ha KaKAYHO aMITyJly HaKJI€MBarOT DTHKETKA.

CaMOKIeALYIOCH ITUKETKY. | 5 amiyJi NOMELIEHb! B

[To 5 aMmmyn NOMeWAT B KOHTYPHYIO | KOHTYPHYI SUeHKOBYHO

AUEHKOBYIO YNAKOBKY U3 [JIEHKH VIIAKOBKY W3 MIEHKH

NOAWBUHHINTOPHAHON W IIEHKH MOJIHBUHUIXJOPHAHON H

MOAMMEPHOR 1K Be3 MIIeHKH. TIEHKH NOJTHMEPHOI.

| Mnu 2 KOHTYpPHbIE AYEHKOBBIE | KOHTypHasd sHeHKOBas

YIAKOBKH BMECTE € MHCTPYKLMEH 110 YITAKOBKA BMECTE C

NPUMEHEHHWID NOMELLAKT B ITa4Ky U3 i’iHC}’p}'KilMeﬁ o

KapToHa. MPHMEHEHHK) MOMELLEHA B
NavuKy U3 KapToH4d.

MAPKHPOBKA Ha THKeTKe aMIyabl YKas3biBaloT Ha aTukeTke ammy/ibl vkazan

TOBAPHBIN 3HAK NPOUIBOINTENA;
TOProBOE HAMMEHOBAHME NPENnapara ¢
npeaynpearTe/1bHOH MapKUposkoit ®;
MENIYHAPOHOE HENATEHTOBAHHOE
HAMMEHOBAHME, JIEKAPCTBEHHYIO
hopMy; KOHUEHTPAUMIO B MI/MT; 00beM
npenaparta B MUWUITHINTPAX; HOMep
CEepHH; CPOK FOAHOCTH H (PapMaKol.
Ha nnenke KOHTYpHO#H sueiikoBoH
YINAKOBKH YKa3bIBAIOT TOBAPHbIH 3HAK
POM3BOAHTENS.

Ha koHTYpHOR suelKOBON yNakoBke
0e3 1/1IeHKU MAPKUPOBKA OTCYTCTRYET.
Ha nauke yka3bIRalOT HAMMEHOBAHHE
MPOU3BOJIMTENS, Er0 TOBAPHbBIN 3HaK,
ajipec, tenedioH u dakce, Toprosoe
HaMMEHOBaHHe [Ipenapara ¢

TOBapHbI# 3HAK
[POM3BOANTEA. TOPIOBOEC
HAMMEHOBAHHE npenapara ¢
npeaynpearTesbHON
Mapkupopkoi ®;
MEAIYHAPOAHOE
HEMATEHTORAHHOE
HAMMEHOBaHUE,
nekapeTsertas opma;
KOHLICHTPALMA B MI/MJ1;
ooLQM-ﬁpemgaId B

: g,tmmax R&zep CEePHH,
/(a(\ o r{#{d&:w i ‘rbap\m;(or:
a TLIeHKE KOHTY
e&;@}qn VHBKOB$§
OBapHbIH 3H:
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MAPKHPOBKA

NpeaynpenTeNbHON MapKkHpoBKOH ®);
MEAYA4PHOE HENATeHTORAHHOE
HaHMEHOBAHUE, IEKAPCTBEHHYIO
(opMY: KOHIEHTPALIHIO B MI/MJT; 0GbeM
Mpenapara B MHTHAMTPAX; COCTAR Ha
OIHY aMITyJTy; KOJTHYECTBO aMIIvil B
yriakoske: «[TpumMenaTs no
Ha3HA4YCHHIO Bpayay, «XpaHHTh B

| HEIOCTYTTHOM JTS JleTell MecTey,

«CTEPHABHO», HOMED
PEFHCTPAIHOHHOTO V0CTOREPEHNA,
YCIIOBHS XPAHEHWA; YCIOBUS OTIIYCKA:
HOMED CEPHH: CPOK MOIHOCTH: WTPUX-
KOJL.

Honoanutensho Ha navxe qonyckaercs
YKa3bIBATb TOPIOBOE HAWMEHOBAHHE
penapara 4 KOHUSHTPALIHIO B MI/MIT
mpudrom bpaina: 2D kon ¢
pacldpposroit unn Ges,

Ha nauke yrazano
HanMCHOBaHue
MPOH3BOINTENS, €0
TOBapHLIH 3HaK, aapec,
TenedoH U dakce: Toprogoe
HaMMEHOBaHHWE Nperapara ¢
npeaynpeanTe/bLHON
MapKHpPOBKOF ®),
MeKy1apHoe
HenaTeHToOBaHHOe

| HAMMCHOBAHHE!

aekapcTeeHHas opma;
KOHIIEHTPALMA B MI/ ML
obbew rpenapara B
MHIIHAMTPAX; COCTaB Ha
OJIHY aMITyny; KOMUYecTBO
aMIlyJ B YNaKoBKe;
«ITpuMeHaTL Mo Ha3zHAYEHHIO
Bpaua»: « XpaHHThb B
HEIO0CTYITHOM U4 neren
MECTEN; «CTEPHITBHO». HOMEP
PErHcTPaLuMOHHOTO
VAOCTOBEPEHHA, VCIIOBHA
XPaHEHHT, YCIOBHS OTTIYCKA;
HOME] CEPHM; CPOK
TOIHOCTH, IITPHX-KOA.
Jononuurensro Ha navke
YKa3aHo TOProBoe
HAHMEHOBAHWE Npenapara u
KOHLEHTPALMA B M/ Ml
wpudTom bpaiias.

3akmiouenne: npenapar «baokkoC* XIBH, pacrop aas HHTPATeKAIBLHOTO BBEICHUS
S mr/ma» B ammyaax 4 ma NS, cepus 010420, npoussesiennsiii 3A0 «@apm®upma «Cotekcn,
Poccusn, coorsererByer tpeGosanuam HJT JITI-005071-250918 u HIPUTOAEH I MCIIOAB30BAHAA JI0

30.04.2023 r.

Hauanennk OKK
3A0 «apmdupma «Coterer

# JLH. Kyanuuxuna

MLIT.
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3akpeIToe akunoHepnoe obuectTro «DapmPupma «Cortexe»

Juyensus na ocyugecmenenue npouzsoocmea JIC NeO0105-JIC

Paspemienne na Boinyck JIIT Ne 346

(B cootreTcTRUHM ¢ [Tpunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazsanne npoaykra /
Name of the product

JlexaperBennas dopma /
Pharmaceutical form

Hozuposka /
Dose

Tun ynaxkoexn /
Package type

BrokkoC® XABU
PACTBOP JUISl HHTPATEKANLHOTO BREIEHHUS

S mr/mit, 4 M

aMIyJsl (5), YIAaKOBKH KOHTYpHBIC suelikoBbie (1), mayku
KapTOHHEIS

MHH / ,
INN Bynupakaun
Homep cepnn /

Bach number 010420
Tava npousnoncraa / 04.2020

Date of manufacture

FOH'EH ! 30.04.2023
Expiry date

Pasmep cepumu / _

Bach size 1 551 ymakosok

Crpana HazHayeHus /
Destination country

Poccuiickas ®enepauus

PerucrpanmnonHoe yioctosepenne /
Marketing authorization
HopmaTuBHbIii 1oKymenT /
Normative document

JIT1-005071 ot 25.09.2018 .

JITI-005071-250918

ITpouzBoOACTEO roToBoON
JIeKapCTBeHHOMN dopmbl /
Finished dosage form manufacturing

3A0 «®apmPupma «Cotekcy, Poceus

Anpec / Address.

Poccus, 141345, Mockosekas 061, Ceprueso-Ilocanckuii MYHHULHIIATEHEIH paloH, celbcKoe
nocenexne bepeznskosckoe, noc. benukoso, m. 10, 1. 11, 1. 12

Iepruynan ynakoska /
Primary packaging

3A0 «®apm®@upma «Coreke», Poccus

Anpec / Address:

Poccns, 141345, Mockosekas o6, Ceprueso-ITocagckuit MYHHIHUIATbHBIH
nocejienne bepesuskosckoe, noc. benuxono, 1. 10, 1. 11, 1. 12

Al0OH, CeJlbCKoe

Bropuunas ynakoska /
Secondary packaging

3A0 «PapmPupma «Cotexc

Anpec / Address:

Poccus, 141345, Mockosckas 061, Ceprueso-Ilocaackuit MyH
nocenenue bepesnsaxonckoe, noc. benukoso, a. 10, a. 11, 1. 12
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S 3akprrToe akunoneproe odmectso «®apm®upma «Cotexen
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‘3
]
5]
3
£%

Beinycexarommii konrpoas kavecrsa / | 3A0 «®apmdupma «Cotexcy, Poccus
Quality Control

Anpec / Address:
Poceusi, 141345, Mockopckas ofin., Ceprueso-Ilocanckuil MyHHUHNATBHbIR paifioH, CelbCKoe

nocenenne bepesnsikosckoe, noc. benukoso, a. 10, 1. 11, 1. 12

Haszpauue ADC/ s "

AP st yIIMBaKaHHa THIPOXIOPHI
Ipomzsogurens ADC /

AP ndrifayer Hunvan KapGoren Amunc Jlumuren, Unmus
Homep cepun ADC / 118BAF0009

API Bach number

Hactosiunm noareepknaio, 4to naHHas cepusi Obila MpOM3BEAeHA U TMPOKOHTPOJMPOBAHA B
COOTBETCTBMM ¢  JeHCTBYOLMMH  llpapunamu  Haanexamtelf  npou3BONCTBEHHOM —IIPaKTHKH
Poccuitcko#t ®eepaunn u TpeboBaHuAMYE PerucTpanHOHHONO A0Che, a TAKKE B COOTBETCTBMH CO
crieMGUKALMAMH 3apPerHCTPHPOBAHHOTO NPOAYKTA.

HoKyMeHTBL 10 NPOM3BOACTBY (MPHMEHHMBIM CTAIHAM) M KOHTPOIIIO KA4yecTBa NPOBEPEHBI U
0100peHsI.

JIroOble OTKNOHEHHS paccIeI0BaHbl B COOTBETCTBUM ¢ BHYTPEHHUMHU MPOLEAYPAMH 1 0/100pEHBI
Y OTHOMOYEHHBIMHU JIHLOM.

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Russian Federation and the requirements of the Marketing
dossier, as well as in accordance with the specifications of the registered product.

Documents for production (applicable stages) and quality control are verified and approved.

Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.
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