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3akpeiToe akunonepHoe odmecTro «Dapm®upma «Corexcr

Oraen KOHTPOJIA Ka4yCcTBa

141345, Poccus, Mockoeckas otaacms, Cepeuego-llocadckuit Mynuyunansislil paiion,

cenveroe noceienue bepesusarkoseroe, noc, beiuroeo, o, 11

Ten./haxc: /495/ 956-29-30; /495/ 737-35-71

ITACITOPT Ne 436 ot 19.05.2021 r.

IIPOJLYKT BiaokkoC®
JIEKAPCTBEHHAS ®OPMA u PacTtop ana uawbexumit 5 mr/mi B ammynax 4 ma N 3

_®OPMA BBIIYCKA
OUPMA H3TOTOBHTEJD 3A0 «DapmDupma «Cotekcr, Poccus

 CEPHA 010421

| OFBEM CEPUU 8 757 ynak.
JATA H3TOTOBJIEHWS 04.2021 r.
I'OJAEH 10 30.04.2026 . B
CPOKTOJHOCTH 5 ner
YCJIOBUS XPAHEHWUSA Tpu Temneparype ne suitie 25°C, He 3amMopausars.
PETHCTPAIMOHHOE JICP-010453/09 o1 22.12.2009 r.
YIOCTOBEPEHHE (nata BHeceHWs WaMeHeHui B PY 17.09.2020)
AHAJIH3BI IPOBEIEHDI 1o HJI J]]B(,P-O](MSJ/09—22120(). HMsm. Ne 1,2,3,4,5,6,7.8,9,10, 11, 12,
Hanmenosanue nokazareneii Tpebosanus HJL Pesyawrarnt anamnsa
ONUCAHUE [Mpo3paunsiii GeclpeTHBIN pacTBop [Ipospaunktii fecuseTHbii pacTBOp

HOAJINMHHOCTb Bpems yaep:kuBaHMA OCHOBHOIO MHKa
(BIKX) Ha Xpomatorpamme UCIBITYEMOro
pacrteopa JO/LKHO COOTBETCTBOBATL
BPCMEHH YAepPIKHBAHHA OCHOBHOIO ”OHHHHHOCTI: NOATBCPIK/ACHA
ITHKa Ha XpoMaTorpamme
CTaHAapTHOTO pacTBopa (CM. pazzes
«KosimuecTBeHHoe opesenenue)
MPO3PAYHOCTH [penapat gomien Gpits npospaunsiM | [Tpospaunslil
HBETHOCTE [Mpenapat no/pkes Guite Gecusetnbiv | BecuseTHBIN
pH Ot 4.0 10 6,5 49
MEXAHHYECKHE
BEJIIOYEHM ST
- BHAHMble Jlonen coOTBETCTBOBATh Cootpercrayer
Yactuubl = 10 MM — He Gonee 6000 150
- HEBHAHMbIe > 25 mkM — He Gonee 600 3
H3BJIEKAEMBIN OBBEM, | He menee 4.0 4,0
M
POACTBEHHBIE
INPUMECH, %
- n0bast exuHIYHAs npuMecs; | He Gonee 1.0 He oSnapyxeno
- cyMMa npumeceii He Gostee 2,0 He oBHnapysceno
2,6- ITMMETUJIIAHWJIWH, % | He 6onee 0,04 Meunee 0,04

BAKTEPHAJLHLIE
IHAOTOKCHHBI, E3/mr
OynHBaKaHHA THIPOXJI0PHAA

He Gonee 0,4

luz3
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CTEPHJILHOCTD Tpenapat j10J15keH GbiTh CTEPHIIbHBIM CrepunpHbIH
KOJMUYECTBEHHOE

OIIPEJEJIEHHE

OYIHBAKAHHA THAPOXJIOPHIA Ot 4,5 10 5,5 5,0

pEl‘HCTpEILI.HOHHOQ YAOCTOBEPEH He;
HOMED CEPUH; CPOK IOIHOCTH ¢
(dapMaxo.

Ha nneHKe KOHTYPHO# A4eHKOBOH
VIAKOBKH YKa3bIBAKOT TOBAPHbBIH 3HAK
MPOHABOIM I,

Ha KoHTYpHOI1 siueHKoBoi yIakoBKe
0e3 NAeHKK MAPKUPOBKA OTCYTCTBYCT.
Ha mauke yka3nIBatOT TOProBoe
HaMMeHOBAHHUE Nperapara ¢
[peAyNpeANTENLHOI MapKHpOBKOH
MeJKyIapHOE HENIATEHTORAHHOE
HaWMEHOBAHHE] 1EKAPCTBEHHY IO
hopMmy; KOHLEHTPALHIO B MI/MIL;
ofbeM npenapaTa B MHUTHIMTPAX!
KOMHUYECTBO aMIyJl B YNAaKOBKe,
«CTEPUIILHOY, COCTAB HA OHY
aMIrysty; «[IpuMEHATE NO HA3HAYEHUIO
Bpauay; yCloBHs OTITYCKA; YCITOBHA
XpaHeHHs; «XpaH1Th B HEJOCTYHOM
18 JAeTel MecTen, HOMEp

(B2KX), mr/ma
[To 4 ma B aMImy /bl OECUBETHOIO [To 4 ma B ammy el DECUBETHOTO,
HeitTpansHoro creksa v I no Eur. HelTpaabHOro crekaa THi [ no
Ph. ¢ (BeTHBIM KOMbLOM paznoMa wiyn | Eur.Pharm. ¢ kpacno# Touko# H
¢ LBETHO TOUKO# 1 Haceukoi no 1SO | naceukoi no ISO 9187w ¢
0187, Ha amnyibl TOMOJHHTEILHO OMNOJHHTENBHEIM KENIThIM,
HAHOCAT OAHO, [IBA WIH TPH LBETHBIX | KPACHBIM H JKEThIM
VIIAKOBKA KOJIbLA M/HIIH IBYXMEPHBIH LITPHX- MACHTH(HUKALMOHHBIMA KOMBLIAMH,
KO, Wunr OYKBEHHO-LH(PORYIO Ha kaskayto aMmyTy HaklIeeHa
‘ KOMMPOBKY MM 6€3 JOTIONHUTENbHBIX | CAMOKEAAACA STUKETKA.
; LBETHBIX KOJIell, ABYXMEPHOro WITPHX- | 5 aMITysl NOMELIEHb! B KOHTYPHYIO
; kona, bykeenHo-UH(pOBOH SUEHKOBYIO YIIAKOBKY H3 IUIEHKH
KOAHPOBKH. [OJIMBUHHITXJIOPUIHON M TIEHKH
Ha kaskayto aMnyny HakIedBator NOAXMEPHOH.
CAMOKJ/IESLLYIOCS 3THKETKY. | xoHTypHas sueliKoBpasi yNakoBKa
[lo 5 aMmys NOMELLAIOT B KOHTYPHYIO | BMECTe ¢ MHCTPYKLMEH 110
SUERKOBYIO YIAKOBKY M3 MUICHKH pUMEHEHHIO MOMELICHA B NAYKY
MOJTMBHHHAXIOPHAHON ¥ TICHKH W3 KapTOHa.
nouMepHOi Wik 6e3 MIeHKH.
1 UK 2 KOHTYpHble AHEHKOBLIE
YNaKkoBKH BMECTE ¢ MHCTPYKIMEH no
MPUMEHEHHIO MTOMEILAIOT B MaUKy M3
KapToHa.
Ha 3THKETKE aMITy/ibl YKa3biBalOT Ha sTrKeTKe aMITyJibl YKa3aHo:
TOProBoe HaWMEHOBAHHME NpenapaTac | TOProsoe HaMMEHOBaHHE
npenynperTeTbHON MapKUpoBKoi ®); | npenapata ¢ npeaynpeanTelbHON
MEK/y HAPO/IHOE HEMATEHTORBAHHOE mapxupoekoi ®; MexIyHApOaAHOE
HaMMeHOBAHHE, TeKaPCTBEHHYIO HEMATEHTORAHIOE HAHMENOBAHHE,
(OpMY; KOHLEHTPALMIO B MI/MIT; nekapcTBeHHan (opma;
obBeM npernapara B MUJUTHIUTPAX, KOHUEHTpaIMs B MI/MIT; 00LeM
TOBAPHBIH 3HAK I0PHAMYECKOrO JIMIE, | Npenapata B MUIUTHANTPAX;
MAPKHPOBKA HA UMl KOTOPOTO BbIIAHO TOBAPHBIA 3HAK IOPHAHYECKOTO

JIMUA, HA UMS KOTOPOTO BhIAAHO
PETMCTPALMOHHOE YI0CTOBEPEHHE,
HOMep CepHH: CPOK FOAHOCTH U
dapmakos.

Ha nneHke KOHTYPHOH siueiikosoi
YMaKOBKH YKAa3aH TOBAPHbIH 3HAK
[POH3BOIHTENS.

Ha nauke yxa3zaHo: TOprosoe
HAMMEHOBaHHKe npenapara ¢
npeaynpearTeIbHOH MapKHPOBKON
®; MeKyIapHOE HEMATEHTOBAHHOE
HaHMEHOBaHHWE! NIeKapCTBEHHAs
dhopma; KOHLUEHTPALMA B MI/MIL
ofbem npenapata B MUUTHIHTPAX;
KOJHYECTBO amIlyJl B YITAKOBKE,
«CTEPH/IBHOM COCTAB HA OJHY

l.;- !
10 Bpaua»; yCcioBHa

Ka; yCITOBMSA XPaHEHMH:
{paHWTb B HEJOCTYIIHOM, \,
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PErMCTPALHOHHOIO YI0CTOBEPEHHS; PErHCTPALIMOHHOTO
HAHMEHOBAHHE NPOH3BOAMTENS, Er0 YIOCTOBEPEHHA, HAMMEHOBAHHE
TOBAPHBIH 3HAK, anpec, TeaeoH U NPOH3BOMTENS, ET0 TOBAPHBIIi
thakc; cnocob Beenenus («IMoakokHo. | 3nak, aapec, TenedoH u (axe;
Bryrpumeimenno. [Mepurespaibto. criocod Beenenus («IloakorkHo.

MAPKHMPOBKA InuaypanbHo. DHaomoMGansHO); BryTpuMmbIinedHo.
HOMED CEPHH, CPOK FOHOCTH, WTPHX- | TlepuHespaibHo. DmuaypanbHo. -
KOZ; hapMaKoa M KO MaKeTa. | DHosroMOaTEHO»); HOMED CepHH,
HononHurensHo Ha nauke | CPOK FOAHOCTHM, TUTPUX-KO;

HOIYCKABTCH VKA3LIBATEL TOProBoe
HaUMEHOBAHME [Ipenapara v
KOHLEHTPaumio & Mr/mn wpudirom
Bpains; konTposistbiii
unentudukatmonnnii sHax (KM3), a
Taxske HHhOpMAaLMIo, KOTopyio
copepucut KH3.

hapMakoa M Kol MakeTa.
JlonmonHUTeNBHO HA NayKe yKazaHo
TOProBOC HANMEHOBAHHE
rnpenapara n KOHU.GHTP&[[HH B
Mr/man wpudTom Bpaiing:
KOHTPOJIbHEIA
HAEHTHHHUKALMOHHBIA 3Hak (KH3),
a Takke HHOOPMALIHIO, KOTOPYIO

| coaepant KH3.

3akmovenne: npenapar «BaokkoC® pactsop mas uabexkuuii 5 Mr/vup B amiyarax 4 mi N §,
cepust 010421, mpoussenennerit 3A0 «apmdupma «Cotexe», Poccus, COOTBETCTBYET TpeOOBAHMAM
HIT JICP-010453/09-221209, M3m. Ne 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13 wu NPUTOAEH A
nernonesosanus 10 30.04.2026 1.

Hauaasnuk OKK s

3A0 «Dapm®Pupma «Corexce» (2 ‘ JL.H. K‘YJ]HHHXHH:R ML
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3akpeiToe akunoneproe odmecrso «@apm®upma «CoTexcn

Jluyensus na ocywecmenenue npouszsoocmea JIC Ne001035-JIC

Pazpemenue na Bummyck JIII Ne 436

(B cootsercTeHy ¢ [Tpunoiennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassauue npoayxra / @

Name of the product broxioC
JlexapcrBennas dopma / "
Pharmaceutical form BETSRpTI SRR
fosnposxka/ SwMr/mi, 4 ma

Dose

Tun ynakoBiu / aMILyJiel (5), yIaKOBKH KOHTYpHBIE stueitkoBbie (1), mayku
Package type KapTOHHbIE

MHH / byn HH

INN YIIHBaKa

Homep cepuu /

Bach number i

JlaTta npousBoacTea / 04.2001

Date of manufacture

T'onen go /

Baepirysdate 30.04.2026

Pazmep cepuu / 2

Bach size S Lot YIHR.,

Crpana HasHavyeHus /
Destination country

Poccuiickas Penepaums

Perucrpannonnoe ynocrosepenne /
Marketing authorization
HopmaTHBHBIN J0KyMenT /
Normative document

JICP-010453/09 ot 22.12.2009 r.
(nata BHeceHHda M3MeHeHHUH B PY 17.09.2020)

JICP-010453/09-221209, M3m. Ne 1,2,3,4,5,6,7, 8,9,
10, 11,12, 13

TIpou3BoaCTBO rOTOBOI
JleKapcTBeHHoi Gopmbl /
Finished dosage form manufacturing

3A0 «DapmPupma «Coreker, Poccus

Anpec/ Address:

Poccus, 141345, Mockogckas 06:1., Ceprueso-Tlocagckuit MyHHIHNATBHBIH paitoH, cenbecKoe
nocenenye bepesuskorckoe, oc. Benukoro, a. 10, a. 11, 1. 12

IMepeuynan ynakoska /
Primary packaging

3A0 «®apmPupma «Cotexey, Poccns

Anpec/ Address:
Poccus, 141345, Mockosckas o6i1.,

nocenenue bepesnakosckoe, moc. Benukoso, 1. 10, 1. 11, 1. 12 §/

poRidiid gy,

Ceprueso-ITocanckuii Mynnunganb}mm panon cenbcxoc
f/ %

Bropuunas ynakoska /
Secondary packaging

3A0 «Dapm®upma «Corezcc‘ff‘ P_t)cg:ﬂﬂ 4
AN

Anpec / Address:

Poccusa, 141345, Mockosckas o6,
nocenenre bepesusikosckoe, noc. Benukoso, 1. 10, x. 11, x. 12

h .L‘.

B p_auori/ €NbCKOe
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Cepruepo-ITocanckuit MyHHUH
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s 3aKpeIToC aKUMOHEpHOE 01ECTBO «@apm®Pupma «Corexcy
—_— s
COTEKS Juyensusn na ocywecmenenue npouszsodcmea JIC No00105-JIC

Buinyckarommii kontposas kauectsa / | 3A0 «DapmDupma «Cotekcy, Poccus
Quality Control '

Anpec/ Address:
Poccus, 141345, Mockosekas 0611., Ceprueso-ITocanckuit MYHHUUNAIBHBIA paloH, cejibcKoe

nocenenue Bepesusikosckoe, noc. Beaukoso, 1. 10, 0. 11, 0. 12

Haspanne ADC /
API name bynueaxausa renpoxsopun
/
,13119) }) ,ﬁ:i;‘;?g;fﬁ;‘mc ' Humivan KapGoren Amuuc JTuvurten, Ungus
Homep cepun ADC /
API Bach number I18BAF0009

Hactosmum moarsepinaro, 4ro manmas cepus Oblna npousBeleHa H MPOKOHTPOTHPOBAHA B
COOTBETCTBHH ¢ feiictByomumyu  [lpasunamu  Hannesxateii MNPOHU3BOJICTBEHHOH  IPaKTHKH
Poccuiickoit Menepanun u TpeGoBaHUSIMHU PerucTpauuoHHoro nocee, a Take B COOTBETCTBHH cO
CcenupUKALHIMU 3aPErHCTPUPOBAHHOrO [IPOAYKTA.

Hokymentsr 1o npoussoactry (IPUMEHUMBIM CTAIMAM) W KOHTPOJI KAYecTBa TIPOBEPEHET U
0100pEeHBI.

JlioBkle OTKIOHEHHS pacceNOBAHEI B COOTBETCTBHH C BHYTPEHHHMH IpOLEaYpaMi B 0400pEHE!
YIOIHOMOYEHHBIMH JIHLOM.

[ 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.

YnoanomoueHHOe AHLO £ A Buwhesckas B.C.

3A0 «®apm®Pupma «Cortexe» Nl

LA b )

« %q///» 25 2047 1.




