3akpriToe aKmuonepHoe odmecrso «Gapm@upma «Corekcr

Otaen KoHTpoONA KauecTra
COTEKC

1413435, Poccus, Mocrosckas obracmn, Cepeueso-llocadckui MYHUYUNANBHBLY Pation,
cernckoe nocenenue bepesnakosckoe, noc. Feaukoso, 0. 11
Ten./paxc: /495/ 956-29-30; /495/ 737-35-71

IHACHOPT Ne 720 ot 02.09.2021 r.

OPOJAVKT KomnauramB®
JEKAPCTBEHHASI ®OPMA n PacTBop nns BHyTpuMBIewHOrO BBeEHNA
POPMA BBIITYCKA amryne!l 2 ma N 10
PUPMA IMPOU3BOAUTEIH 3A0 «Dapm®Dupma «Cotexcy, Pocons
CEPHs 340821
OBBLEM CEPHU 26 083 ymak.
ATA H3IOTOBJEHUS 08.2021 r.
'OJAEH 10 31.08.2024 r.
CPOKTOJAHOCTHU 3 rona
YCJIOBUSI XPAHEHW S B samuiennom ot ceera mecte npu Temneparype ot 2 10 8°C. He
ACIYCKACTCA XpaHECHHE U TPAHCTIOPTHPOBAHHE NPH TeMMepaType
HHxKe 2°C
PETHCTPALIMOHHOE JICP-001758/09 ot 10,03.2009 r,
YAOCTOBEPEHHUE (Aata BHECeHHs u3MeHeHuH B PV 14.02.20] 8)
AHAJIM3BI TIPOBEAEHBI IO HJT JICP-001758/09-100309, Usm. Ne 1, 2, 3, 4, 5, 6, 7,8,9,10, 11
Haumenosanue Tpebosanun HJ[ PesyabTatsl anaanza
noKasarejei
OIIMCAHWE Tlpospavneiit pacteop PO30BaTO-KPaCcHOro Ilpospauneiii pactsop poszosaTto-
LIBETa C XapaKTepHBIM CrielU HIeCKHM KPacHOro LBETA C XapaKTepHBIM
3aNaxoM CeUM(pHYSCKHM 3anaxom
HNOJIMHHOCTH
(BIWKX) Bpemena  ynepsusamms  ocHopmsix | [TowtmHHOCTS nonTRepiKICHa
Tuamuna ruxpoxnopug, IIHKOB Ha XpoMarorpamMmme
SHIPHAGRLBER HCMBITYEMOTO  pacTBopa  JOJIKHEI
FREAG Y, COOTBETCTBOBATE BpEMeHaM
nHaHOKOGaIaAMKY,
angoxanua rugpoxnopua, | JACPKUBAHHA  OCHOBHEIX IIHKOB  Ha
GenantoBrIii crupr XpoMaTorpamme CTaHIApPTHOIO
pacTBopa (cM. paszen «KonuvecTsennoe
onpeeneHuey)
NPO3PAYHOCTH Ipenapar nonxex GeiTh 1pO3pavHbIM IMpospaunsii
H O14,0 1o 5,0 4.6
MEXAHHYECKHE
BKJIKOYEHUS:
~BHAHMBIE HosbkeH cooTBETCTBOBATE TpeGoBAHKAM CoorsetcTByI0T
~HEBHANMbIe Hactuupr > 10 mxm — He Gonee 6000 13
> 25 MKM — He Gonee 600 0
H3BJIEKAEMBIN He menee 2,0 2.1
OBBEM, ma
BAKTEPUAJILHEBIE He Gonee 175 Menee 15
IHAOTOKCHUHBI, ED/ma
CTEPHJILHOCTD Ipenapar nomken GbITh CTEPHIBHBIM CrepunbHbiii
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KOJMYECTBEHHOE
ONPEJIEJIEHHME, mr/ma:

HAHMEHOBaHHe npenapata e
NPELYNpPeUTENLHOR  MApKUpOBKOH — ®;
JlekapcTeeHHYI0 (opmy; ofbem nperapara B
MH/UTHINTPAXx; TOBapHBI 3HAK
NPOM3BOJMTENS;  HOMEP  CEPUM;  CpOK
IOAHOCTH M hapMaKog,

Ha nnenke koHTypHO# sueiikoBOH yrakosku
YKa3bIBAKOT TOBAPHLIH 3HAK MPOM3BOIHTEIS.
Ha xontypHoii syeiikoBoil ymakoske 6e3
TUICHKH MapKMpOBKA OTCYTCTBYeT.

Ha navke YKa3BIBAIOT TOproBoe
HAMMEHOBAHHE npenapatra 8
NPEAYNPEAUTENIBHOH — MapkupoBkoit — ®;

JIeKapCTBEHHYO (popmy; obbem mpenapara B
MU/UIHJIMTPAX; COCTaB Ha OIHY AaMIIyJy;
KOJIHYECTBO aMIlyl B YMaKOBKE, YCIOBHA
XPaHEeHHs; YC0BHA OTIYCKa; HAMMEHOBAHHE
NPOU3BOAMTENA, €ro TOBAPHBIM 3HAK, ajpec,
Tenedon, (akce; «IIpumensrs o
HA3HAYECHHIO  Bpayay, «XpaHHTE B
HEIOCTYITHOM asist nereit MecTen,
CCTEPUIIBHO»; HOMEP  PEruCTPaLMOHHOrO
YAOCTOBEPEHHA;  HOMEP  CEpHH;  CPOK
FOZHOCTH; WITPHUX-KOJ,

JonoiHuTe bHO HA mauke  nonyckaercs
YKa3blBAThH TOproBoe HaHMEHOBaHHue
Ipemnapara, JIEKAPCTBEHHYIO hopmy
«PacTBOp A8 B/M BBEACHHAN mpudTOoM

(B2KX)

- THAMUHA THAPOXJIOPHA Ot 45,0 g0 62,5 52,5

- NIHPHIOKCHHA Or147,5 10 52,5 50,0

rUIPOXJI0pPUA

- HHAHOKODATAMHH Ot 0,450 no 0,625 0,570

- IHJA0KANHA 01 9,5 10 10,5 9.9

CHADPOXJIOPHA

- 0eH3NJI0BbIH COHPT O1 19,0 no 21,0 20,3

YIAKOBKA ITo 2 M B ammy Bl CBETO3AIUTHOTO cTekIa | 110 2 M/ B aMITy bl :
tvn I no Eur. Ph. ¢ upetssiM konpuom CBETO3aLIMTHOTO cTekna Tun [ i
pasiioMa Wik ¢ UBETHOH TOYKOH v Haceukoi | Eur. Ph. ¢ kpacHoii Toukoii u
no ISO 9187, Ha ammyibl J4OIMOIHUTENBHO Haceuko# o ISO 9187 n ¢
HaHOCAT OZHO, /IBA HJIH TPH LIBETHBIX KOJIBLA | JONOJHHTELHEIM
WM IBYXMEPHBIA [TPHX-KOJ, W/HIH WIEHTHPHKALHOHHBEIM KOMBIIOM
OyKBEHHO-1M(pPOBYIO KOAMPOBKY HnH Ges KPaCcHOTro LIBETA.
JONOIHUTE/IbHBIX LIBETHBIX KOJIEL, Ha kaxcmyro amnyny nakneena
ABYXMEPHOIO WITPUX-KOAA, OyKBEHHO- CaMOK/IEALIAACA YTHKETKA.
UM POBOI KOAHPOBKH. 5 aMI1ys NOMELUEHbI B
Ha kaxyio amnysny HakieuBaoT KOHTYPHYIO A4eHKOBY10
CaMOKJIEALLYIOCA STHKETKY. YIIAKOBKY M3 TUICHKH
ITo 5 ammmyn MOMELLAIOT B KOHTYPHYIO TOJIMBHHUIXJTOPUIHON U NIEHKH
AYEUKOBYIO YIIAKOBKY U3 MJIEHKH MOJTUMEPHOM.
NO/JIMBHHHIXJIOPHIHOHN U NIIEHKH 2 KOHTYpHBbIE S4eHKOBbIE
NnonTHMepHOi nnu 6e3 e HKH. YTaKOBKH BMECTE C MHCTPYKLIMEH
| Hau 2 KOHTYpHBIE A9EHKOBLIE YNAKOBKH MO NPUMEHEHHKK) [IOMELLEHB! B
BMECTE ¢ MHCTPYKUHUCH N0 NpUMEHCHHIO NayKy 13 KapToHa.
MOMEIIAIOT B NIaYKy U3 KapTOHa.

MAPKHPOBKA Ha stukerke ammynsl ykassiBaroT Toprosoe | Ha aTukeTke AMITYJIBI YKA3AHO:

TOProBO€ HAUMEHOBAHUE
npenapara ¢ npeaynpeauTenTsHON
MapkupoBkoii ®; nekapcTaenHan
¢opma; o6vem npenapara B
MHJITHIIHTPAX, TOBAPHLIN 3HaK
NPOM3BOANTEIS; HOMED CepHH;
CPOK rOIHOCTH M (papMaKo/.

Ha nnexke KoHTYpHO#
SYCHKOBOH YNAKOBKM YKa3aH
TOBapr[ﬁ 3HAK NPOU3BOAHTE.
Ha nauxe ykazaHo toprosoe
HaUMEHOBaHME NIperiapara ¢
NpeayIpeanuTeLHOMH
MapKkupoBkoil ®; jiexapcTpenHas
opma; obbem npenapara B
MHJUTHIIATPAX; COCTAB Ha OfIHY
aMITyJTy; KOAMYECTBO aMITyIl B
YTIaKOBKE; YCIOBUA X PaHEHHA;
YCJIOBHA OTITyCKa; HAHMEHOBaHHe
MPON3BOANTEIA, €M0 TORAPHBIH
3HaK, anpec, TenedoH, dakc;
«[IpuMeHATH 1O Ha3HAYEHMIO
Bpadan, «X paHuTh B
HENOCTYTHOM JUld JleTeli MecTen,
«CTEPHIBLHO»; HOMEP
PErucTpalHOHHOIO
YAOCTOBEPEHHS; HOMED CEpHH;
CPOK MOJHOCTH; LUTPHX-KOZ,
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MAPKHPOBKA Bpaiins; 2D xox ¢ pactuudporkoit wn 6es. | Ha nauxe YKa3aHO TOProsoe
HaHMCHOBaHue rpenapara,
JIEKApPCTBEHHAA (OPMa «PacTBOp
IS B/M BBCICHHA» WpPHPTOM
Bpating, 2D kon ¢
pactHdpoBKoit

3axunouenue: npenapar «KomminramB® PACTBOP /151 BHYTPHMBIIIEYHOI0 BBeEHUS» B
ammynax 2 ma N 10 cepun 340821, npoussencunstit 3A0 «@apmPupma «Coteken, Poccus,
COOTBETCTBYET TpeCoBanusm HJJ JICP-001758/09-100309, HU3m. Ne 1,2,3,4,5,6,7,8,9, 10, 11 H
NPHTONEH Ui Henoab3oBanns 10 31.08.2024 r.

Havaapnnk OKK s
3A0 «Dapm®upma «Corexen 4
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= 3akprIToe aknuoneproe o6mecTso «Dapm®upma «CoTeke»
c &;; an Juyensus na ocywecmenenue npouseoocmesa JIC NeQ0105-7I1C

Paspemenne na Beimyex JIIT Ne 720

(B cOOTBETCTRHH ¢ Ipunoskenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue npoaykra / i
Name of the product KomnmiramB
JleKapeTsentas hopma / 1 MBIIIEYHOTO BBEACHMSA
Pharmaceutical form PACTBOP A3 BHYTPHMEI 4
Hdo3nposka / 2wt
Dose
Tan ynakosku / aMILYJIBI CBETO3AILUTHOIO CTek/1a (5), YIIAKOBKH SUeHKORKe
Package type KOHTYpHEIE (2) Ia9KH KapTOHHBIE
MHH / !
INN IomuBuramMune! [mapenTepansHoe BBeZIeHHE ]
F ]
Homep cepuu /
Bach number 340821
HMarta nponssoncrea /
Date of manufacture s
I'onen no /
Expiry date 31.08.2024
Pasmep cepun /
Bt st 26 083 ymnaxk.
Crpana nazHavenus / T ——
Destination country & * e
Perucrpaunonnoe yaocToBepenHe / JICP-001758/09 ot 10.03.2000 T,
Marketing authorization (mata BHeCeHHs M3MeHeHuH B PY 14.02.2018)
Hopmarusurii NOKYMeHT / HCP-001758/09-100309, Mam.Ne 1,2,3,4,5,6, 7,8,9,
Normative document 10, 11 s
IIpouzsoacreo rorosoii 3A0 «®apm®upma «Cotekcy, Pocens
JIEKApPCTBEHHOH (hopmbl /

Finished dosage form manufacturing A
Anpec / Address:
Poceusi, 141345, Mockosekas 06.11., Ceprueso-ITocanckuii MYHHIMIAILHEIA paiioH, CEJBCKOE
nocenenne bepesuskopekoe, noc, Bemaxogo, a. 10, 1. 11, 12

IepBuunan ynakopka / 3A0 «Papm®upma «Cortexcy, Pocens
Primary packaging

Anpec / Address:

Poccug, 141345, Mockopckas 0611, Ceprueo-ITocanciuii MYHHLIHIANBHBI  paifoH, cembckoe
nocenenne bepesuskosckoe, noc. Benukoso, 1. 10, a. 11, 1. 12

Bropununas ynakosia / 3A0 «Papmbupma «Cotekcey, Pocens

Secondary packaging
Anpec / Address:
Poccus, 141345, Mockopckas 0611., Ceprueso-ITocanckuii MYHHIHOATBHBIA  paloH, cenpckoe
nocenenue bepesuskosckoe, moc., bemnxoso, 1. 10, 1. 11, 1. 12

Beinyckaromuii KOHTpOIb KavecTBa / | 3A0 «Dapmdupma «Cotexcy, Poccus

| Quality Control




— 3akpoiroe akuuonepnoe odmecrso «Papm®@upma «Cotexcy
¢ @;;;, K; Juyensus na ocywecmenenue npoussodcmea JIC Ne00105-JIC
Anpec / Address:

Poceus, 141345, Mockosckas o6, Cepruepo-ITocajuckuit MyHHUHDATLHBIH palioH, ceibcKoe
nocenenue Bepesnskosckoe, noc. Benukoso, a. 10, 1. blon 12

Haszpanne ADC / TuaMMHA THAPOXJIOPHL

API name .

E}ljﬁ;lii%‘;;ﬂ;fx@c} «ACM Hyrpumsn [ponaxre IM6X», Mepmanus
Homep cepuu ADC /

API Bach number UQ00602898

Hassanne APC/

[Tupunokcuna rugpoxnopu;

API name

Ipouspoaurtens ADC / " : .
APT mansfacturer «ICM Hyrpunran IMpoxaxte I'M6X», lepmanus
Homep cepun ADC / ‘

API Bach number UL

Hazpanne AOC / Buramun Bia kpucraminueckuii

API name (LnanokoGanamun)

Iponssoaurens ADC /
API manufacturer
Homep cepun ADC /

«Canotn lumu», Opanuus

API Bach number AN
HanEaE AR | Jlnmoxauna rugpoxnopun
API name
[Ipoussoaurens ADC / Humman ®apmacerorukane sua Kemukance Jumurer,
API manufacturer Hupust

([ummvan Kapboren Amuuc JInmuter, Hunus)
Homep cepun ADC / 119LAB0027

API Bach number

Hacrosmum nonreepiaaro, uro mammas cepus Gbima IIPOH3BeJIeHa W TPOKOHTPOJIMPOBAHA B
COOTBETCTBHH ¢ paedctByromumu  [lpasunamn  Hammesxareit TPOM3BOJICTBEHHOH  MIPAKTHKH
Poccuiickoit Denepauun u tpeboBanusamu PerucrpanmonHtoro gocke, a Takke B COOTBETCTBHH CO
CHCUNHKALMAMHU 3aPErHCTPHPOBAHHOTO IPOAYKTA.

HoxyMeHTBI 0 1pOH3BOACTBY (IpHMEHHUMEIM CTafuaM) H KOHTPOJIO KA4eCTBa NMPOBEPEHBLI U
0no0peHE!.

Jlio6ble oTKNOHEHH paccieIOBAHE! B COOTBETCTRHY C BHYTPEHHUMH NPOLEAYPaMH U 0100peHE!
YIOMTHOMOYEHHEIMH JIHIIOM,

['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 ap pﬁéi’“%‘j”gn\

Authorized Person. i

¥Ynonnomouennoe JHmo0 7
3A0 «®apm®upma «Corexcy,




