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3akpeiToe akunoneproe o6mecrso «®apm®Pupma «Corexe»

Jluyensus na ocywecmenenue npouseodcmea JIC NeQ0105-JIC

Paspemenne na Beimyck JIIT Ne 889

(B cootercTHM ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3spanue npoxyxra /
Name of the product

JlekapcrBennas gopma /
Pharmaceutical form

Ho3upoBka /

HEWUTTUJIEIT®

PacTBOP UL BHYTPUBEHHOTO H BHYTPHMBIIIEYHOTO
BBEIICHHUS

125 mr/mm, 4 mi

Dose

Tun ynakoskn / aMmmysel (5), yNakoBKH S4eHKOBEIe KOHTYpHBIE (1) mauku
Package type KAPTOHHBIE
e [uTHKomMH
INN

Homep cepun /

Bach number 071021
Hdara npoussoncrsa /

Date of manufacture 10.2021
I'open mo /

Expiry date 01.10.2025
Pasmep cepun /

Bach S?Zé‘ P 20 030 ynax.

Crpana naznavenus /
Destination country

Poccuiickas @eneparus

Perucrpanuonnoe ynocrosepenne /
Marketing authorization
HopmaTuBHsIii fokyment /
Normative document

JITI-003116 or 29.07.2015
(mata BHeceHHs u3MeHeHuil B PY 30.07.2020)

JITT-003116-290715, Mam. Ne 1, 2, 3, 4, S.

IIpoussoacreo rorosoii
JieKapeTBeHHo# Gopmbl /
Finished dosage form manufacturing

3A0 «PapmPupma «Cotexcey, Poccust

Anpec / Address:

Poccrs, 141345, Mockosekas 06:1., Ceprieso-Tlocanckuit MYHHIHIIAILHEIH pafioH, CeTbCKoe
nocenenue bepesusakorckoe, noc. bemakoro, 1. 10, 1. 11, 1. 12

Ileppuunasn ynakoska /
Primary packaging

3A0 «PapmPupma «Cotexcy, Pocens

Anpec / Address:

Poccusi, 141345, Mockosckast 061., Ceprueso-Ilocasckuit MYHUIHIATEHBIH paiioH, cenbcKOe
nocenenue bepesnakosckoe, noc. Bemukoso, 1. 10, . 11, . 12

Bropuunas ynakoska /
Secondary packaging

3A0 «PapmPupma «Corerc», Poccus

Anpec / Address:

Poceusi, 141345, Mockosckas 061, Ceprueso-ITocanckuif MyHHIIUNATHHBIH padoH, cenbcKoe
nocesieHne bepesuakosckoe, noc. Benukoro, a. 10, . 11, a. 12

Beinmyckaromuii KoHTpoJIb KagecTBa /

Quality Control

3A0 «Dapm®upma «Cotekcy, Poccus
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3akpbiToe akuuonepnoe odmecrno «Papm®Pupma «Corexe»

R —

C:::Ki Juyensus na ocyujecmenenue npouseoocmea JIC Ne00105-JIC
Anpec / Address:
Poccus, 141345, Mockosckas 0671., Cepruepo-Ilocaackuii MyHHIMIANBHEIH padoH, CeIBCKOE
nocenenue bepesuskorckoe, noc. Bemukoro, a. 10, 1. 11, 0. 12
Hazpaune AOC / LluTuxonuHa MOHOHATPHEBAA COITh
API name (LluTukomH)
MpossRaerTiIe AL | KHOBA XAKKO BAMO Ko., I, Snomus
API manufacturer
Homep cepun ADC / 203416
API Bach number 213447

Hacrosimum moaTBepikaar, 4YTO AaHHas cepust Obula NPOM3BENEHA W NPOKOHTPOJIMPOBaHAa B
COOTBETCTBHH ¢ geiictByrommmu [lpaBunamu  Hajnexamiel  [TpOH3BOACTBEHHOH — IpakTHKH
Poccuiickoit @enepaunn u tpeboBaHusMH PerucTpalMOHHOrO JOCHE, a TAKKE B COOTBETCTBHH CO
crienuUKAIMAMH 3apEerHCTPUPOBAHHOTO NPOAYKTA.

JIOKYMEHTEI 110 MPOHU3BOACTBY (MIPHMEHHMBIM CTaJIMAM) U KOHTPOJIKO KAaueCTBA NPOBEPEHBI H
on00OpeHEL.

JI10Gk1e OTKIIOHEHUS pacc/ieIoBaHbl B COOTBETCTBHH C BHYTPEHHHAMH IIPOLEIYyPaMH U 0000peHEl
VIO THOMOYSHHBIMHU JIUIOM.

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.

YnoaHoMo4YeHHOE JTHIO ler

fonbynona O.b
3A0 «®apm®@upma «Corexc» =

glien




e
A

M——
i ——
e 3axppiToe akunonepnoe oomecrso «Papm®@upma «Corexe»
JICJT KOHTPOJAs Kavyecrpa
COTEKC oo
141345, Poccus, Mockosckas obnacme, Cepaueso-Ilocadckuil aynuyunanbusiii pation,
cenvcroe.nocenente bepesusxosckoe, noc. beauxoso, 0. 11
Ten./thaxc: /495/ 956-29-30; /495/ 737-35-71
ITACITOPT Ne 889 ot 22.10.2021 .
HPOAYKT HEWNNUJIENTS®
JIEKAPCTBEHHASI ®OPMA U PacTBOP [Jifl BHYTPHBEHHOO H BHYTPHMBILIEYHOrO BBeAGHHUs 125 Mr/aut b
POPMA BBIITYCKA amnygax 4 MaN 5
OPUPMA ITIPOU3BOJAUTEJDL 3A0 «@apmPupma «Corexen, Poceus
CEPHII 071021
OBFBEM CEPHUH 20 030 ynak.
JATA U3TOTOBJIEHHSI 10.2021
I'OJEH 10 01.10.2025
CPOKTOJAHOCTH 4 ropma
YCJIIOBUSI XPAHEHU S IIpu Temneparype He Boiine 25 °C
PETHCTPAIIMOHHOE JIT1-003116 ot 29.07.2015 r.
YIOCTOBEPEHUE (naTa BHeceHns nameHenu# B PY 30.07,2020)
AHAJIU3BI ITPOBEIAEHBI no ®CII | JITI-003116-290715, Mam. Ne 1, 2, 3,4, 5.
Haumenonanne nokasareneii Tpebopanns ©CII PesynbTaThl anann3a
OIIMCAHUE [Tpospaunas GecUBETHAA MHAKOCTE ITpo3paunas GecupeTHAsH HHIKOCT
IIOJJIMHHOCTb: Bpems ynepuBaHHS OCHOBHOTO THKA
B2XKX Ha  XpoMaTorpaMme  MCIBITYEMOro
pacteopa, nony4eHHOH npu
KOJIHYECTBEHHOM OMpeieNeHHH,
JO/DKHO ~ COOTBETCTBOBATH  BPEMCHH
YAEPKHBAHHA TNHKA LHTHKOJIMHA Ha
XpoMmaTorpamme CTaHAApPTHOrO
pacTBopa
IPO3PAYHOCTE IMpenapar noyken ObITH Tpospaunblii
po3pavyHEIM
HBETHOCTI) I-Iper[apa'[‘ JIOJIKEH BBIZIEPXHBATE gbmepmuuaer CPABHCHHE C 3TAJIOHOM
CpaBHEHHE C TaNoOHOM By 9
pH 0Ot 6,5 10 7,5 6,7
MEXAHHUYECKHWE
BKIIIOYEHHJI,
yacTHIY/amnyna: Honxen coorsercTaoBath TpeboBanuanM | CoorsercTayer
- BHANMBIE Hactuupr 210 mxsm — He Gonee 6000 19
- HEBHAHMbIE >25 MM — He Gonee 600 1
PONCTBEHHBIE
ITPUMECH, %
- npumecs CMP He 6oJiee 0,5 0,01
- npuseck UDPC He 6onee 2,0 He oGHnapyxeno
ek He 6onee 0,5 He o6napyskeHo
HeuenTHPHIUPOBANHAS
SERISEL ’ He Goee 4,0 0,01
- CYMMA nmpumeceii
HU3BJIEKAEMBII OB BEM, 4,0
e He menee 4,0
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il o He Gonee 21,8 Metee 3

SHIOTOKCHHEIL EJ/ma ;

CTEPHJBHOCTD Ipenapar nomkeH GbITh CTEPHIILHBIM CrepuibHbii

KOJMMECTBEHHOE Or 118,75 go 131,25 128,57

ONIPEAEJEHUE, mr/an i

YITAKOBKA [To 4 mn B ammynst GecuserHoro | o 4 Ma B ammyns! GeciBeTHOro
HeiitpansHoro crexna THi [ ¢ uBeTHBIM | HefiTpanbHOro crekma THN I ¢ XKenToi
KONBUOM pa3sfioMa MJIH C LBETHO | TOYKOH H HACEUKOii U ¢
TOuKOM M Haceukoif. Ha amnynel | mononuurensHbizMu JIBYM31 JKENITHIMH
AOTIONTHHTE/ILHO HAHOCAT OZIHO, JIBA WK | MASHTHQUKALMOHHLIMH KONbLAMH.
TPH LBETHBIX KoJibLIa w/vnu | Ha xaxnyio amnyny Hakneena
ABYXMepHbI LITPHX-KOJ, H/HIH | CAMOKJIEALLAACA STHKETKA.
OyKBeHHO-UH(DPOBYIO KOAMPOBKY WiH | § AMITYJT TOMELIEHBI B KOHTYPHYIO
0e3 JIONONHATE/BHBIX LBETHBIX KOJIEL, AYEHKOBYIO YIIAKOBKY H3 ILIEHKH
ABYXMEPHOTO IITPHX-KOAR, OYKBEHHO- | MONHBHHUAXTOPHIHONH M MIEHKH
UH(POBOIT KOAHPOBKH. NOJHMEPHOH,
Ha «kawnylo amnyny wHakneusaior | | KOHTYpHas sueHKoBas yrnakoska
CAMOKJIESALIYIOCH STHKETKY. BMECTE C HHCTPYKUHEH 110 NPUMEHEHHIO
[To 3 wnm S ammyn nomemaior B | nomemena p Nayky W3 KapToHa.
KOHTYPHYIO A4€HKOBYIO YMAKOBKY M3
TUIEHKH  NOJIMBHHHIXJOPUAHOH W
Gonbru  anomMuHMEBOH HAM  nUEHKH
MoJaHMepPHOH HitH 6e3 (oNbry | NAeHKH.
| KOHTYpHYIO A4eliKOBYIO ynakoBky mo
3 wam 5 amnyn BMmecte ¢ MHCTpyKiHeii
110 NPHMEHEHHIO TIOMELIAIOT B MAYKY H3
KapToOHA.
2 KOHTYpHBIE A4EHKOBbIE YNAKOBKH 110 5
aMnyn  BMECT€ C HHCTpyKudell mo
NPHMEHEHHIO TIOMELIAIOT B [Aa4Ky M3
KapToHa.

MAPKHPOBKA Ha stakerke ammynsl ykaspiBaror Ha aTukerke ammynsl ykaszano:

TOProBOE HAHMEHOBAHHE NpenapaTa ¢
NpeaynpeAHTeNnsHOI MAPKUPOBKOH ®;
JIeKapCTBeHHYIO hOpPMY; KOHLIEHTPALKIO
B Mr/at; o6bem npenapata B
MHIJITHJINTPAX; TOBAPHBIH 3HAK
MPOH3BOUTEIS; HOMED CePHH; CPOK
FOIHOCTH M papmako.

Ha ¢onbre koutypHoii sueiikosoi
YNaKOBKH YKa3bIBalOT TOProeoe
HaMMEHOBaHHe MNpenapara ¢
npeaynpeaHTenbHOH MapKkupoBkoii ®,
TIEKAPCTBEHHYIO (POpPMY; KOHLEHTPALMIO
B Mr/MIT; 06BenM npenapata B
MHJITHITHTPAX; KOJIIHYECTBO aMnyJ B
YTIaKOBKE; TOBAPHbI 3HaK
NPOH3BOJHTEIS; HOMEP CEPHH; CPOK
FOJIHOCTH,

Ha nnenxe xoutypHoii sueiikosoii
YNAKOBKH YKa3bIBAIOT TOBAPHLI 3HAK
TIPOH3BOANTEIS,

Ha xontyproii sueiikonoit ymakoske 6e3
onbry 1 nIeHKH MapKkHpoBKa
OTCYTCTBYET.

Ha nauxe YKassiBaioT TOproeoe
HAHMEHOBAHHE TIpenapara ¢

TOProBOe HAHMEHOBAHHE Mpernapara ¢
npeaynpennTenbHoH MapkHposkoi ®;
JieKapeTBeHHas (hopMa; KOHLEHTPaLHs B
mr/smn; obbesm npenapata B
MHIUIHIINTPAX; TOBAPHBIH 3HAK
MPOH3BOJHTEIIA; HOMEP CEPHH; CPOK
FOAAHOCTH H (apmakos.

Ha nnenxe koutyphoii aueiikoroii
YNaKOBKH YKa3aH TOBapHbI 3HAK
MPOH3BOAMUTENA,

Ha nauke ykasano: Topronoe
HAaUMEHOBAHHE Mpenapara ¢
NpeAynpenTeNbHON MapKHPOBKOH ®;
MEXAYHAPOJIHOE HENATEHTOBAHHOE
HaHMCHOBAHHUE; JieKapcTBeHHAs (opia;
KOHUEHTpauus B Mr/a; o6bem
Mpernapara B MHJUTHIIUTPAX;
KOJIMYECTBO aMITyJl B YNaKOBKE;
«CTEPH/ILHOY; COCTAB HA OJIHY AMILYILY;
«IIpHMEHATE 1O HABHAYEHHIO Bpayay,
YCJIOBHS OTIYCKA; YC/IOBHS XPAHEHHS,
«XpaHHUTb B HEAOCTYIHOM IS feTelt
MECTE»; HOMEP PErHCTPaLIHOHHOIO
YAOCTOBEPEHHS; HAMMEHOBAHHE
NPOH3BOAHTENA, ET0 TOBAPHBIH 3HAK,
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MAPKHPOBKA

TIpeaynpesTentHoi Mapkuposkoi ®;
MEX(lyHapOIHOE HEeNnaTeHTOBAHHOE
HaWMEHOBAHHE; JIEKAPCTBEHHYIO (OpMY;
KOHUECHTPALHIO B MF/MJ'I; obbeM
npenapara B MIUIHIHTPaX;
KOJIMYECTRBO aMnyJst B YITaKOBKE,
«CTEPHJILHON; COCTAB HA OJIHY amIyny;
«[IpuMeHATE MO HA3HAYEHHIO Bpaiay;
YCJIOBHA OTNYCKA, YCJIOBHA XPaHCHHS,
«XpaHUTh B HEIOCTYIHOM IS eTed
MECTE»; HOMEP PerHCTPALMOHHOTO
YAOCTOBEPEHHSA; HAHMEHOBAHHE
NPOH3BOJMTESIS, €r0 TOBAPHBIIT 3HAK,
anpec, Tened)ox u daxc; HoMep cepuH;
CPOK OAHOCTH; IITPHX-KOI.
JlononHuTeNnsHO Ha NavkKe J0MycKaeTes
YKa3blBaTh TOProBo¢ HAMMCHOBAHHE
npenapara, 1ekapcTBEHHYIO opMy
«pacTBOp JU1A B/B H B/M BBEHCHH» H
KOHLEHTPALHIO B MI/MJI WIpH(TOM
Bpaiing; 2D koa ¢ paciunpposkei uiu
Ges.

azpec, Tenedon U (akc; HoMep cepi;
CPOK IOIHOCTH; LITPHX-KOJ,
HOHOJ'IHHTﬁHbHO Ha nMaYKe yKasaHo
TOProsoe€ HAHMEHOBAHHE TIpeIapara,
nexapcTBeHHasA hopma «pacTBop AN B/B
H B/M BBCACHHA» H KOHLCHTpaLHA B
mr/si wpxgrom Bpaiing; 2D ko ¢
pacLHppoBKO.

3axioueHue:

npernapar

«HEUITHJIEIITS,

pacTBop

AJISL BHYTPHBEHHOIO H

BHYTPHMBbIIIEUHOro BBeenust 125 mr/suy B amnynax 4 mu N 5 cepust 071021, npousseeHHbIi

3A0 «Dapm®upma «Cotekey, Pocens,

coorsercTByeT Tpebosanusam OCIT JII1-003116-290715,

Mam, Ne 1, 2, 3, 4, 5 u npurosien auis ucnons3osanus 10 01.10.2025 .

Hawansunk OKK

3A0 «®apm®Dupma «Corexen £7
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