-+ 3aKppiToe aKUHOHEPHOE 061ECTBO «Dapv®upma «Corerxce»

OTnen KoHTpOILS KayeCcTBa
COTEKC : il

1413435, Poccus, Mocrosckas obracmey, Cepeueso-TTocaderkuti mynuyunansrwii pation,
cenvckoe nocenenue bepesusrosckoe, noc. benuxoeo, 0. 11
Ten./thaxc: /495/ 956-29-30, /495/ 737-35-71

IIACIIOPT Ne 224 ot 16.03.2021 r.

IMPOOAYKT Onpancerpou

JIEKAPCTBEHHAS ®OPMA U PacTBOp AN4 BHYTPUBEHHOTO H BHYTPHUMLILIEYHOTO BBEAEHUS

DPOPMA BBIITYCKA 2 mr/mn B ammynax 2 Ma N §

DPUPMA TTPOU3BOJINUTED 3A0 «DapmPupma «CoTteken, Poccus

| CEPHsI 010121

OBFBEM CEPHU 21 338 ynax.

JAATA U3TOTOBJIEHUS 01.2021 r.

T'OJEH 10 31.01.2026 .

CPOKI'OJHOCTH 5 ner

YCJIOBHsI XPAHEHUST B sawmiiennom ot ceeta mecte npu TeMrieparype He Beimre 25°C

PETHCTPAIITMOHHOE JIC-001020 ot 16.12.2010T.

YAOCTOBEPEHUE

AHAJIM3BI IPOBEJXEHBI no ®CH | JIC-001020-16121 0, Mam. Ne 1, 2,3, 4,

HaumenoBanue nokazateneii TpeGosanus OCII PesynnTaTsl aHaanza

OIMHUCAHHNE Becusernas win nowrk Gecupertas Becusernas npospaynas
NpO3pavyHas Ui ¢ JIETKOi YKHAKOCTB
OnaJIeCLEeHIHEHR XHIKOCTh

HNOJJIMHHOCTH YD-criekTpsl norsiowenus | [loanuHHOCTS NMOATEEPKAEHA

Y®-CHEKTPO®OTOMETPHSA HCTTBITYEMOrO pacTsopa W pacteopa CO
B obmact oT 190 1o 367 HM ROMDKHBI
MMETh MAaKCHMyMBl W MMHHUMYMBI TIpH
ONHMUX M TeX JKe JIMHAX BOJH (cM.

pazaen «Kosmuectsenuoe
oripene/ieHues)
B22KX Bpewms ynepikuanus ocHoBHOro nika | TTOMIMHHOCTD NOATBEPAKACHA

Ha XPOMATOrpaMMe HCITEITYEMOro
pacTBopa 2 A0IKHO COOTBETCTBOBATE
BPEeMEHH YAECPXKHBAHMI OCHOBHOIO [THKA
Ha xpomaTorpamme pactsopa CO (cm,
pazaen «Poncreennsie MpUMECH»)

NPO3PAYHOCTD Tpenapat nomien GbITE NPO3PAYHBIM ITpenapat npospaunsiii
WITH €T OnasecleH s He J0IDKHA
NPeBRILIATE OMANECLEHIIHIO 3TaNoNa |

OBETHOCTHB Ilpenapat momkeH 6biTh GECLBETHBIM [Ipenapar GecLBeTHEI
penap penap

WIH BBIIEPAKMBATH CPaBHEHHE C

aranoHoMm BY;

H Ot 3,0 104,0 3,6
MEXAHUYECKHE
BK/IFOYEHMS, wactnu/amnyna:
- BHAHMDbIE B cooTBeTCTRHM ¢ TpeGOBAHUAMH Cooteercrayer
- HeBHANMBIe Hactuupt > 10 mxm — He 6onee 6000; 14
> 25 MM — He 6onee 600 0
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POACTBEHHBIE IPUMECH, %
~ eIHHHY HAH

neyaenTuduuuposanuas npumecs | He Gonee 0,20 0,08

- cymMMa npumeceii He Gonee 0,50 0,13
U3BJIEKAEMBIH OBBEM, ma He menee 2,0 2.2
BFAKTEPUAJILHBIE

YHIOTOKCUHBL, E3/mr He 6onee 9,9 Menee 1,5
CTEPUJILHOCTD HomkeH ObiTh CTEPUIBHBIM CrepunbHeIii
KOJMMYECTBEHHOE

OIIPEJEJEHHME, mr/ma Or1,8n022 1,96

Yd-cnexrpodoTomMerpu

YIIAKOBKA ITo 2 mn unu 4 M B amITy s ITo 2 mn B amMoysie! GecuserHoro
GeclBeTHOro HEHTPANLHOTO CTEKI2 HeliTpansHoro crekna tun I ¢
turt | no Eur. Ph. ¢ uBeTHbIM kob1OM | cuneli Toukel W Haceuko# o
pasnoma HIM ¢ UBETHOH TOYKOH U 1SO 9187 u pononHUTENBHEIM
Haceuxo# no ISO 9187, Ha amrynsi CHHHM HACHTH(HHKALHOHHBIM
JOTIONHMTENBHO HAHOCAT OJHO, ABa KOJBLIOM.
WM TPH LBETHBIX KOMbLA H/HIIH Ha kaknyio amnyny HawieeHa
JBYXMEPHEIH LUITPHX-KOM, WHIK camoKJies Lascs STHKETKA,
BykBeHHO-LM(POBYIO KOOUPOBKY MM | 5 amMnyn MoMeLleHb! B
6e3 10NONHHTEIBHEIX LIBETHBIX KOJIEL, | KOHTYPHYIO A4EHKOBYIO
IBYXMEPHOIo ITPHX-KoAa, OYKBEHHO- | YNAKOBKY M3 TUIEHKH
UM(pOBOH KOJMPOBKH. NOJMBUHUIXIOPUAHOIN U MIEHKY
Ha kaxkmyro amriysy HakiIeuBaioT MOJHMEPHOM.
CaMOKJIESAILYIOCH ITHKETKY, | koHTypHas suciKkoBas
Io 5 ammyn noMelaoT B KOHTYPHYIO | YNakoBKa BMECTe C MHCTPYKLHMEH
AYEHKOBYIO YIIAKOBKY M3 MIEHKH M0 NMPUMEHEHHIO NOMELLEHA B
NOMBHHHIIXIOPHIHON H Gonbru rnayvKy M3 KapToHa.
ATFOMHHHEBOM WK TUTEHKU
nonumepHoH, win 6e3 Gpoasru u
TNJIEHKH,
| unu 2 KOHTYpHBIE A4EHKOBbIE
YAAKOBKH BMECTE ¢ HHCTPYKLMEH 10
NPHMEHEHHIO MOMELLAIOT B NAYKy M3
KapTOHa.

MAPKHPOBKA Ha sTukerke aminy/ibl yKa3blBaloT Ha atukeTke aMIry/ibl yxasaHo:

TOBApHbIH 3HAK NIPOU3BOLUTENS;
TOProBOE HAaMMEHOBAHHE Npenapara;
neKapcTBeHHY10 hopmy;
KOHUEHTpaLMIO B MI/MIT; 06bem
npenapaTa 8 MH/UTMIHTPaxX; HoMep
CEePUH; CPOK TOJHOCTH M hapMakos,
Ha donere kontypHoii sueiicosoit
YNAKOBKH YKa3blBAIOT TOBAPHBIN 3HAK
[IPOH3BOAMTEIL; TOPrOBOE
HaMMEHOBaHHE Tpenapara,
JIEKAPCTBEHHYIO (hopMy;
KOHLEHTPAUMK B MI/MIT; 00beM
npenapaTa B MHJUTHIHTPaXx;
KONHYECTBO AMITYJ B YTAKOBKE;
HOMEp CepUH; CPOK MOHOCTH.

Ha nnenke KOHTYpHO#H sueiikoBoi
YNAKOBKM YKa3BIBAIOT TOBAPHBIM 3HAK
MPOH3BOAMTEILS.

Ha xoHTYpHO#i siueiikoBoi ynakoske

TOBAPHLIH 3HAK MPOU3BOAMTENS,
TOProBoe HaMMEHOBaHHE
npenapara; eKkapcTBeHHas
opma; KOHUEHTPALHA B MI/MII;
obweM npenapara B
MHIUTHITHTPAX; HOMEp CepHH;
CPOK 'OAHOCTH M (papMaKon.

Ha nnedke koHTYpHOMH
siueliKOBOH yNaKoBKM yKa3aH
TOBApHBIH 3HAK NPOM3BOAMTENS.
Ha nauke yxasano: Toprosoe
HaWMEHOBAaHME [penapara;
nekapcreeHHas Gopma
KOHLIEHTpaLKa B Mr/mi; o6bem
npenapata B MHUTHJIHTPAXx;
KOJIHYECTRBO aMMyJl B YNaKOBKe;
«CTEPUSIBHOY; COCTaB Ha OIHY
ammyny; «[Ipumensts no
Ha3HAYEHHIO Bpauay; yeloBus
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MAPKHPOBKA

0e3 Gonbry M IWIeHKH MapKHpOBKa
OTCYTCTBYET,

Ha nauke ykasslBaloT TOProsoe
HAUMEHOBaHHWe Tpenapara;
NEeKapcTBEHHYIO (hopmy;
KOHLEHTPALHIO B MI/MJI; 00BEM
Tpenapara B MHJUTHITHTpAX;
KOJTUYECTRO AMIIyJl B YIIAKOBKE;
CCTEPUITBHOY, COCTAB Ha OJIHY
ammyiy; «IpumenaTs rmo Hasnavenuio
Bpavan; YCJIOBHA OTIYCKA; YCJIOBHS
XpaHeHus; «XpaHUTb B HEAOCTYITHOM
IJ1s IeTelt MecTe; HOMEP
PErHCTPAHOHHOrO YA0CTOBEPEHH!S,
HAHMEHOBaHHWE NPOU3BOANTE, €T0
TOBapHbIH 3HAK, ajpec, TenedoH U
hakc; HOMep cepHH; CPOK FOAHOCTH;
HITPUX-KO/,

Hononuurensuo Ha navuke
Aonyckaerca ykasbigath 2D kog ¢
pactuudposkoii nin Gea.

OTHYCKa, YC/IOBUSA XPaHEHNUS,
«XPAHUTEL B HEOCTYITHOM I
AeTeH MecTey; HoMep
PeTHCTPALHOHHOTO
YIAOCTOBEPEHHSA; HAHMEHOBAHHE
MTPOH3BOIMTENIA, €r0 TOBAPHBIH
3HaK, aapec, Teje@oH 1 daxc;
HOMEDP CEPHH; CPOK MOJAHOCTH;
WITPUX-KOL.

JononHuTeNBHO Ha MauKe yKasaH
2D kon ¢ pacuridpoBKOi.

3axmouenne: mpenapar «OHAaNCceTPoH pacTBoOp ISt BHYTPHBEHHOTO H BHYTPHMBINICYHOTO
BBEACHHSI 2 mMr/mi» B ammyaax 2 ma N 5, cepus 010121, npousBeneHusif 3A0 «Dapm®upma
«Cotexc», Poccwus, coorBercTByeT TpeOopamusm OCIT JIC-001020-161210, Mam. Ne 1, 2, 3, 4 u
[IPUTOJEH ISl UCIIONL30RaHKs 10 31.01.2026 1.

Hagaasauk OKK
3A0 «®apm®upma «Corexen §
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COTEKC

3akpeIToe aKIMOHEpHOE 06 IECTBO «Papm®Pupma «Cortexcr

Jluyensus na ocywecmeanenue npoussodcmea JIC Ne00105-JIC

Pazpemenne na soinyck JIIT Ne 224

(B coorercTeuu ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haszpanwme npoaykra /
Name of the product

OHpaHceTpoH

Jlekapcreennas Gpopma /
Pharmaceutical form

PacTBOp Ul BHYTPUBEHHOTO ¥ BHYTPHMEIIIEYHOTO
BBEJICHHUS

Jo3npoeka /
Dose

2 Mr/mm, 2 M

Tun ynakosku /
Package type

amnyisl (5), yNakoBKH sueHKOBGIe KOHTypHEe (1), mauku
KapTOHHEIE

o Onnancerpon
INN a P
Pt e Lot 010121

Bach number

Jdara npousBoacrea /

Date of manufacture 01.2021
Togen no /

Expiry date 31.01.2026
Pasmep cepun /

Bach size 21 338 ynax,

Crpana naznauenns /
Destination country

Poccuiickas @enepanus

Perncrpaunonnoe ynocrosepenne /
Marketing authorization
Hopmarususiii nokymenT /
Normative document

JIC-001020 ot 16.12.2010 .

JIC-001020-161210, U3m. Ne 1, 2, 3, 4.

IIpon3BoacTBO roToBoii
JIEKAPCTBEHHOH (PopmbI /
Finished dosage form manufacturing

3A0 «DapmPupma «Cotexcy, Poccus

Anpec / Address:

Poccus, 141345, Mockogckas 0611, Ceprueso-Ilocanckmii MyRUIMTIATBHBLA PafioH, CENbCKOE
noceneHne Bepesnskonckoe, noc. Benmkoso, . 10, 1, 1 I O

IlepBuunas ynakoska /
Primary packaging

3A0 «Papm®upma «Cotekey, Poccus

Anpec / Address:
Poccus, 141345, MockoBekas 0651.,

Ceprueso-Ilocancku#t MyHHOUNANBHBIH paiioH, cenbckoe

rocenenue bepesuakosekoe, noc. Bemukoso, 1. a1l % 12

Bropuunas ynakoeka /
Secondary packaging

3A0 «Dapmdupma «Coreken, Poccus

Anpec / Address:
Poccus, 141345, Mockosekas 061,

Ceprueso-Tlocalcknii MyHMIHIATBHEIA pailoH, CeTBCKOE

nocenenue bepesnakosckoe, noc, Beimxoso, 1. 10, 1. 1.8 12
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e~ 3akpbIToe akuuonepuoe obmecrso «®apm®Pupma «Corexen
—_—
COTEKE Jluyensusn na ocywecmsnenue npouzsodcmea JIC Ne00105-JIC

Beinyckaomui kontpoas kavecrsa / | 3A0 «®apm®Pupma «Coreken, Pocens
Quality Control
Anpec / Address:
Pocens, 141345, Mockosekas 061, Ceprueso-Ilocanckuit MyRMIMDATbHBIA paioH, cembcKoe
nocenenue bepesnsxosckoe, noc. Benukoro, 4. 10, 1. 11, 1. 12

Hazeanue A®C / -
APl name HIAHCETPOHA THAPOXJIOPHT
Hpoussoanrens ADC /

API manufacturer Can ®apmacsiotukant Uugactpus JIta., MHmus
Homep cepun A®C/

API Bach number PBONHNF003

Hacrosiium moaTeepicaaio, uto naHHas cepHs OBLIA [POM3BENEHA H NPOKOHTPONMPOBaHa B
COOTBETCTBMM ¢ nedctBylomumu  [IpaBunamu  Hannexame#d mpousBoncTseHHOH —MpakTHKH
Poccuiicko#t Qenepamuu u TpeGOBaHMAME PerucTpaldOHHOTO LOCHE, a TAKKE B COOTBETCTBHH CO
crienubUKalNIME 3aperHCTPHPOBAHHOTO TPOIYKTA.

HOKYMEHTEI 10 MPOM3BOACTBY (MPUMEHMMBIM CTafHAM) M KOHTPOMIO KAaYeCTBAa MPOBEPEHDLI H
ono6peHsI.

Jlio6b1e OTKIIOHEHHS Pacc/IeloBaHEl B COOTBETCTBHH ¢ BHYTPEHHHMH IIPOLEYPAMH i 0n06peHs!
YIOTHOMOYEHHBIMH JIHIIOM.

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.

o
YnonHomouennoe JIHIO f Buiinesaan B.C
3A0 «®apm®Pupma «Corexcn :
roct/ DN
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