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CEPTHO®HKAT KAYECTBA
HewmeHopanue npoxykTa: KBAMATEJ®
[ JlexapcTReHRas GOpME: TalIeTRH, TOKpLITRE MIEROYHOM ofomosKolt
JloaupoBnka: 20 Mr/ TabneTia, OKPHITAN TIIEROYHOH 060noTXOH '
Howmep cepru: TOC0S0A
Jlata IpOMIBOACTEA: 12 2020
Tofier no: 12 2025

KpauneHue: B salMmeHE0M OT CEETA MCCTE IIPH TeMIIEPATYPS HE BRIIS 2,
TBCTEL TPESOBAHMS JTAHHLIE AHAJTM3A
OIIMCAHHE: Po3onbIe, BHLIYKITbIe TAONETHH, OKPRITHIE nNeHOHOMN
ofonouxoil, ¢ rpassponkoit F20 Ha OFHON CTOPOHE.
Ha panome Hesoro wini nouty Genoro LpeTs. COOTBETCTBYET
TIOTMHHOCTD: V®-cnerTpst TOMOUIEHHS HCITHITYEMOTO 1 CTAHAAPTHOrO
Meroa: V- pacTBOpoB B obnacTH or 200 mo 400 M HODKHEB HMETh
enexTpodoToMeTprA MAKCHMYMB! i MKHHEMYMB IDH OXHHUX H TeX K&
IUTHHAX BOIH. COOTBETCTBYET
Merom: BOKX BpeMs yAEPIKABAHAK OCHOBHOIO IIMKA HA XPOMATOrpavMo
UCITEITYSMOrO PACTHOPA TIOMKHO COOTBETCTEOBATH BPCMEHH
YIIepAHBARNSA TIHKE PAMOTHAHHE AA XPOMATOTPAMME pacTeopa
«A» UL TIPOBSPKY NPHTOTHOCTH CHCTCMB). COOTBETCTBYET
PACTBOPEHHE: He menee 75% (Q) 0T 3asBIEHHON0 KQIHYECTEA thamoTHIHHE
[ROIDKHO TIEPOHTA B pacTeop Hepes 30 MuL. 101%
POJCIBEHHBIE [Tpamecs A ?Dammnm:): He 6oneo 0,3% <0,01%
IIPUMECH: Iprmecs B (Lnxnuyeokuh nEep): e Bonee 0,2% <0,01%
(BOXX) TIpmvecs C (PamMoTHAOH)! ne Goree 0,5% 0,02%
gpmscn D {Amuz aMOKHCAOTAY): ne Gonee 0,5% 0,06%
prmecs E (JlacynsGR): ne Gonee 0,2% 0,02%
Tlpmvecch B (DaMokwcioTs): He Gonee 0,2% <0,01%
Cymsboxeust e Gounee 0,5% 0,08%
| JTiobas eArHIMMAN HEUACHINDHUMPOBANTAK MPHMECH:
He Goneo 0,2% 0,06%
ey Cymma npHMecei: ye Gonee 1,8% 0,24%
MUKPOEHOJIOI' Y-
YRCKAS UACTOTA: | Kereropua 3A. TIBPHOAHEECKOE
(neproagHecKoe HoosITanue
HCITBITAHME)
OJTHOPOIHOCTD [Toxasarens npuemnemoctd (AV) S L1(n= 10) M MOKA3ATEND
JTO3UPOBAHKA: npuemnemocTH (AV) < L1 (n = 30) 1 B 3ToM crysac:
musEMym 2 (1 - L2 x 0,01)M;
makcHvyy < (1 + L2 x 0,00M, rae L1 =150; L2=250. AV =16
KOIMAUECTBBOHOE | Ot 18,50 Mr o 21,00 mr 19,95 mrfrabm,
OITPEAEJIEHKE: ot 92,5% g0 105,0% oT 3agBIEHKOrO KONMAHECTRA) 99,8%
aMOTHAUHA B TAONCTIE.
VIIAKOBKA: Tlo 14 tabaerox 8 Gnucrepe us TIBX - amomptveod GOMLIH. 14 Tabnetox b Gurcrepe
ITo 2 GmuicTepa B KAPTOHHYIO NAWKy BMECTE C WHoTpykoMeimo | M3 NBX - amoMiHHesol
NPYMEHEHHO. donera, 2 Gmictepa B
KapToHHoH mauke BMECTS
© HHOTPYXRIMEH no
TIPHMCHERHEIO,
crp. L33
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CEPTA®IKAT KAYECTBA
HayuMeHOBAKHK® TIPOAYICTA: KBAMATEJI®
JlexapcTReHHAA (opma: TaB/IOTKY, NOKPHITHIO UTBHOTHOR 060MOUKOH
JloaupoBEA: 20 M1/ Tabnerka, IOKpsITaN IgHauHOM 0BonoukoH
Homep cepHH: TOCO0S0A
[aTa MpOM3BOACTEA! 12 2020
Tonex no: 12 2025
Xpanenne! B 3aIAWERHOM OT CBOTA MECTE NPH TEMTITEPATYPe HE BLILIC 23°C.
TECTbI TPEEOBAHHA JIAHHBIE AHAJIM3A

MAPKWPOBKA; | Ha fmicrepe HA PYCCKOM S3LIKC YKAIBIDANOT!

- TOProOBO® HAWMEHOBAHYE Npenapara ¢
NpeyIpeARTENEHON MAPKIPOBROK ®;
-MOICIYHAPOAHOE HENaTeHTORANHOE
HEMMOHOBaHHE,

- NEKAPCTBOHHYIO (OPMY;

- BO3UPOBKY,

- 9MGNeMY KOMNAHUH-(IPOH3BOMATENT;

-~ HOMEp COpRy;

- ATy NPOV3RO/CTRA;

- CPOK MOAHOCTH (AaTy HOTCUEHIT CPOKA
POAHOCTH).

Ha capTonnoil nayKe IR pyCceKoM A3hiKke
YRA3BLIBANOT!

- TOPronoe HAMMEHOBAHHME NPeNEPATA C
TIpeAYNPOIHTENSHOR MBPKAPOBKOH v
(ny6nupyercs Ha AHTAMHCKOM MIBIKE);

- MEAYHAPOIIHOE HENATCHTOBAHHOE
HapMeHoBanKe (yGaupyeTea Ha AHITHHCKOM
AIBIKS);

- IERAPCTBEHHYIO (POPMY;

- o3HpoBIcY (RYSAHPYeTCR Ha AHTMHHACKOM
KIBIKE);

- Hasgapve AeHCTRYIOEr) BeUecTsa H ore
CONEPKAHHE B KAKAOH Tabnerke, MOKPHTOHU
nresoynoil o6ooTKoMH;

- KOMHUecTBO TabneTol B YNaKoBKe,

- crioco® NpUMeHEHHH,

- Mepb! DPeAOCTOPOIKHOCTH NPH TPAMCHEHUHA
NexapeTBEHHOTO MPenapara 1
YIpeAynpeuTenbHbIC RalNHCH: «Conepxur
NAKTO3bI MOHOTHAPAT., «TIpMMEHATD 110
HA3HAYEHHIO DPava.yy, «Ilepes TpUMEREHHCM
NMPOCKHM TPOUMTATE TPHICNKSHHYIO
HHCTPYKLMIO.», (XPEHHTS B HEJOCTYTIHOM JUTA
zeroii MecTe!»;

Ha Gancrepe Ha PYCCKOM S3bIKe YKAANGL
- TOProBOG HAWMEHOBAHWE MPErapaTa ¢
[IpSLYTpeaHTENRHOM Mapivposkoit ®;

- ME&KAYHAPORHOC HEMATCHTOBARHOS
HAMMCHOBAHUE,

- nexapcTBeHHRA (OPMA;

- 03UPOBKa;

- 3MBIEMA KOMIAHHH-TIPOHIBOIUTE NN,

~ HOMED CepHH;

- AaTa NPOU3BOACTRA;

- GPOX FOAHOCTH (HATa MCTSHEHHS CPOKA
rONHOCTH).

Ta kapTronHON naWKe HA PYCCKOM f3bIKE
yKazanee

- TOpropoe Na8WMEHOBAHME TIPEIAPATA C
MpeTynpeaATenbROH MApKAPOBKOR .
(nyGnupyeros Ha AHTTIAHCKOM A3bIKE);

- MEXIYNAPOMHOS HEMTATEHTOBAHHOS
HanMenopaHHe (RyGnHpYeTea HA aHIIRACKOM
A3bIKE);

- nexapcTheHHan Gopma;

- Ro3npoBka. (ZyEAUpPYETCs Ha ARMIMHCKOM
AIBTKE);

- HaaBAHHE KEHCTBYIOWIEO BEIMECTRR | ET0
conepikarme B KuKAOH TabneTke, NOKpPLITON
wichounoi oGonotrol;

- KONKYCCTRO TAOMETOR B YNAKOBKE,

- cnoco® MpHMEHeHRA;

~ MEPH{ IPEROCTOPOKHOCTH NPH NIPHMEHEITHH
MeKAPCTBEHHOYD Npenapata v
npenyIpeauTeasise Haanucn: «ConepKuT
NARTO3ST MOHOrKAPAT.», «[IPYMEHATE N0
HasHAEHMIO BPpaya.y, «Tlepel NPUMEHCHHEM
TPOCHM MPOMHTATH IPHACKEHHYIO
HECTPYKUMIO.D, «XPEHHTD B HEACCTYIHOM A
neredt mecteln;

ctp. 2133
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CEPTHD®HKAT KAYECTBA

HauMeHoBaHWe MpoayKTa; KBAMATEJI®

JlekapcTeeHHas (opMa: TabneTKy, NOKpsIThIE NAEHOUHOH 06onoukoH

JoaupoBka:

20 mr/ TabneTka, NoKpbITas TIEHOUHOH 0Bonoukoi

Homep cepuH: TOCO50A
JaTa npoH3BOACTEA: 12 2020
CoaeH oo: 12 20235
XpaneHue: B aaiunLIeHHOM OT CoeTa mMecTe npy Temnepatype He Buiue 25°C.
TECTBI | TPEBOBAHUA JIAHHBIE AHAJIH3A
- YONOBHA XpaHeHN; - YCNIOBHA XPAHEHNS,
- YCIOBHR OTMYCKE,; - YCAOBHA OTMYCKA;
- HOMEp PErUCTPALMOHHOC YIOCTOBEPEHHA - HOMEp PETHCTPALMOHHOND
{«P.H.:»); yroctosepenns («P.H.:»);
- WUITPHA-KOL,; - WITPHX-KOZ;
- HAYMEHOBAHHE KOMNAHWH ~TIPOM3BOLHTENS, €€ - HAHMEHOBAHHE KOMMAHHY -
KpaTkuii anpec (rOpoa, CTpaHy), NOroTHN H npon3IBOAKTENS, ee Kpatkuil anpec (ropoa,
ambaemy, cTpaua), norotin ¥ amBaema;
- HOMEp CCPHH; - HOMED CepHH,
~ DATY NPOHIBOACTBA; - NaTa POHIBOACTBA,
- ¢pok roaxocTH («[ogeH ao:n). - cpok roavocTH («oneH 10:m).
JIOMOAHATENBHO MOTYT HAHOCHTLCA J@HHBIE AN Ha kapronnoit nayke yka3aHbl AaHHbBIC ANA
uenelt Monutopunra 8 cucresme MU MoHWTOpHHra B cHeteme MIIATT,
CPOK
[QIHOCTU: 5 net. 3 ner,

KauecTso npoay

kta coorsercreyer cneundukaunn Ne (HID) ITNO1 2002/01-231118, Ham. Nel (I1 N012002/01-260719)

28.01.2021
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OAC «leaeoH Puxrep»
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CEPTU®UKAT CEPUW/ CERTIFICATE OF COMPLIANCE

Haumenosauye npoaykra / Name of the product:

KBAMATEJN® IQUAMATEL®

Jlexaperoenuan qopma/ Dosage form:

TabneTkK, NOKpLITLe MnénouHol oBonoukoh /
film-conted lablels

JHo3suposka / 20 mr/ rabnerka, nokpsrran naéxovnok obonoukoll/
Strength/Potency: 20 mg/ film-coated tablet

MHH/ INN: tamoTuauy / Famotidine

Pasmep 1 Tin ynakonxw/ Pack size: 2x14 Tabnerox / 6nucrep/ 2x14 teblets/blister
Howmep cepun/ Batch No.: TOCOSOA

[ata nposznonctsa/ Manufacturing date: 12 2020

Fonen no/ Expiry date: 12 2025

Haumenonasne ADC/ Name of the API:

(hamoTiauH / Famotidine

Howmep cepun ADC/ Batch No. of API:

K07213N, K09116N

MMpouleoacTeeHHEA nnowaaka APC/
Manufacturing facility of the APIL:

QAQ «leneon Puxtep» Benrpua /
Gedeon Richter Ple, Hungary

Crpana-nmnoprep/ [mporting country: Pocewsi/ Russia
Homep peructpallioHHOro yaoctosepeHus/ MTNO12002/01/
Marketing authorization No.: P N(12002/01

Mponasoacraennan nrowaaka’ Manufacturing facility,
Anpec/ Address:

OAO «Tepecon Puxrep» / Gedeon Richter Ple,
yn, J#mpén, 19-21, Bynanewr, 1103, Bexrpua/
Gyémr&i Ut 19-21., Budapest, 1103, Hungary

Homep nuuenann Ha npouasonctao/

Manufacturing and Importation Authorisation number; HU-M-RICH

Homep ceprrpukara GMP/ GMP-01180/19/HU,
Certificate of GMP compliance: OGYEI/9446-6/2019
MMpouece npoiseoncrea/ coorpercTeyet/
Process of manufacturing: conforms

cooTBeTcTRYOmMUMH GMP,

3ananeHue o cepTHONXalLHK: HACTOAWMM YAOCTOBCPSIO, UTO NPHBEACHHER BMWIE KH(IOPMALKA OATHHHAA | TOYHAs, DTa
CEpHA NEKAPCTOCHHOIO CPEACTER Bblta NPOHIBEAEHA, BKIIIOYAR YNAKOBKY/MAPKHUPOBKY H KOHTPONL KAtecTna, Ha
yKa3anHoM(bIX) BLILUE MTPOHIBOACTBEHHOM(LIX) yuacTKe(ax) B MOAHOM COOTBETCTBIY ¢ Tpebopanuamn GMP,
TpeGOBAHHAMM PErHCTPALHOHHOTO ZI0CKE UENEBOTO PLIHKA B CTIEUHIHHIALMAMY PErHCTPAUHONHON AOKYMEHTAUKN
¢TpaHbl-HMnopTepa. [TpoToKGNN NPOH3IBOACTBE, YNIAKOBKH H 2HANKW3IOR §511H NPOBEPEHL! U MPUIHAHEI

[ hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including
packaging and quality control at the above-mentioned site(s) in full compliance with the GMP requirements, requirements of
registration dossier of target market and with the specifications of normative documentation in the importing country, The
batch processing, packaging and analysis records have been checked and found to be in compliance with GMP.

Keuecrro npoayxTa cooreercTByet cmeuudmxarnu Ne (HI) N NO12002/01-231118, Mam, Mol (1T N012002/01-260719)
The quality of the product confonns to the specification Ne (ND) P N012002/01-231118, Var, Nal (P N012002/01-260719)

KommenTapun/ Remarks: —
HacTosluM NOATBEPXCAAK, YTO BhILIEYKA3RHHER CEPHA Pa3peLleHa K peani3auun,
| hereby certify that the above mentioned batch is released 1o market,

28.01.2021 crp. 1 H3 |

Db by L4/

Ap. Hom6n Mars
YnoaxHomoueHHoe nyLo

OAQ «legeoK Puxtep»
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