BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT IKOCTI CEPIf JHUKAPCHKOI'O 3ACOBY

Name of product / Hazsa MPOIYKTY RABEZOL, gastro-resistant tabl lets, 20 mg, 14
(strength, dosage form, package size and | tablets in a blister, 2 blisters in a pack with the
type / posysamis, nixapcexa dopwma, | labelling made in Ukrainian,

poswmip i Tu yrrakosxy)
PABE30JI, Tabnerku KUIUKOBOPOIYBHEL 1o
20 mr, o 14 rabnerox y Brictepi, no 2 Brnicrepy
¥ a4l 3 MapKYBAHHIM YKDPATHCHKOIO MOBOIO

Active substance / JTiiowa pedoBuHa One tablet contains 20 mg of rabeprazole sodium
equivalent to 18.85 mg of rabeprazole /

1 Tabnerka mictars 20 mr pabernpasony narpimo,
mo exsiganentHo 18,85 wr pat EIPA3OoNy

Manufacturing country /  Kpaina- | Spain / Icranin
BHPOOHHK

MA number / Homep PIT Ne UA/18871/01/01

' Batch number and size / Homep rta | LC8294]

po3Mip cepif 36720 packs / 36720 ynaxosox
Date of manufacture / JJata srpobuunrea | 04.2024

Expiry Date / Ctpox npugatnocn 04.2027 i

Name, address and license number of | Laboratorios Liconsa, S.A.

manufactumm site / Hasga, anpeca 1| Avda, Miralcampo, 7, Pol. Ind. Miralcampo,
HOMEP JMinensii supofuuuoi IUTBRMI] Azuqueca de Henares, Guadalajara, 19200,
Spain /

Jlaboparopioc JTikowca, C.A.

Ipocrrexr Mipamskammo, 7, Honirono
Inpycrpians Mipansxamrio, Acykexa- -ne-Erapec,
Ierananaxapa, 19200, lenanis

Manufacturing license Ne 0286 /
Jlinensis sa supobamree Ne 0285
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Indicator / Iloxasaux

- Specification / Crenndixanin

Result / Peayaerat

A:ppeamnce / Onue

Film-coated tablets, yellow round
cores with 730 mm = 1 mm /
Tabrerks oxpyriol dopumu, BKpuT
IABKOBOK  OBOJNOHKOK, KOBTOTO
xonsopy miamerpoM 7,3 mm £ 1 MM

Complies / Bizgnosinae

Average weight / 166,0 mg 483/ 166,0 Mr=38,3 166,9 mg / mr
Cepeans maca
Loss on drying / Not more than 4.5% / 1,5 %

Brpara B maci npu
BHCYINYBanHi

He Simpme mix 4,5 %

Rabeprazole
identification (HPLC)
/ Inearndikauin
padenpasony (BEPX)

Positive / TlozuTueHEa

Positive / Tlozwrusna

Rabeprazole
identification (UV
spectrophotometry) /
Tnenrudianis
pabempasoay (YP-
crexTpohoTOMETpis)

Positive / TosuTiena

Positive / [Tosurrena

Uniformity of dosage
units (content
uniformity) /
OpuopianicTs
JIO30B2ANNX OHHHIE
(meromoM
omuopigHocti BMICTY)

Complies with Ph. Eur. 2.9.40 /
Bianosinae prvoram Cep.@ap.
2.9.40

41

Assay (HPLC/UV
spectrophotometry) /
Kinsxicye
Buosnagenus (BEPX/
YO-criexTpo-
doromerpis)

95,0-105,0 %

99.5 %

Gastric resistance /
Crriffzciers po piy
IHAYHKOBOI'O CORY

{ess than 10 % (2 hours) / Mennre
g 10 % (3a 2 Topuun)

0%

Dissolution /
PoyauueHHs

Q not less than 75 % (60 minutes) /
Q me semme Hix 75 % (sa 60
XBHIHEH)

87 %
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Related substances
(HPLC) / Cynposinui
nontinoxen (BEPX)

Rabeprazole sulphone / | Not more than 0,5%/ 0,1 %
Pabenpazon cynpdon He §insme 0,5 %

Rabeprazole sulphide / | Not more than 0,15 % / <0,05%
PaGenpason cymndin He 6inpnre 0,15 %

Rabeprazole

carboxylate isomer / Not more than 0,2 % / < 0,05 %
PaGenpazox He Ginsmre 0,2 %

Kapbokeunar isomep

Unknown single

impurities / Hepinoma | Not more than 0,2 % / <0,1 %
OMUHUYHA JOMIIIKA He 6insme 0,2 %

Total impurities / Cyma | Not more than 0,8 % / 0,1 %
JOMIICK He Sinsme 0,8 %

Residual ethano] / Not more than 0,6% / He Simpue Hik | 0,5 %
3anuiukosa KinexicTs 0,6 %

eTaHony

Microbiological

purity/ <1000 CFU/g / < 1000 KYO/r
Mikpo6ionorigua

THCTOTA™

Total aerobic microbial

count (TAMC) /

3aransie wHeno

aepofHuX MIKpo- =100 CFU/g / <100 KYO/r Not conducted / He
opraxismis (TAMC) UPOBOAUEBCH
Total yeasts/moulds

count (TYMC) /

3araneue yueno
IAPLIDKIB Ta nnicHsBHX
rpubis (TYMC)

E. Coli

Absence/g / Matots Gyru
BiACYTHIME/T

*- Microbiological testing is a non-routinely test. It shall be conducted in one of each 10
a year. The microbial contamination of finished product release
ions is in accordance with requirements  of the European

batches and at least once
and  shelf-life specificat
Pharmacopoeia 5.1.4. /

BHIIPODYBaHH M, Bunpofysanus
I pas ma pix. Crenudiranis s
TOTOBOTO JHKAPCLKOTO 3a¢06y 3

BunpoGysanus ua MikpoGionoriyny
UPOBOIATS JINA OMHiET 3 XOMKHY
KOCTi 1IpH Bumycky Ta IIpoT
4 moxasmrcoM «MixpoGiosor

BEMOTaM €8p. Dapwm, 5.1 4.
** . Current edition / Hirowe sunanny.

Batch number: LC829%41

HHCTOTY HE € PYTHHHHM
X 10 cepiit abo npunaimmi
AroM repminy 36epirauug
TYHA yHCTOTAR BiAnoninae
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‘The batch meets the requirements of QCM for MA Ne UA/18871/01/01. / Cepis nianosizae
sumoram MKST mo PTT Ne Ne UA/18871/01/01.

he packing, labeling and expiry date correspond to the requirements of QCM. / Viaxoexka,
|MApKYBaHHs T& TEpMIN npumaTHOCT BixnorizaoTs BuMoram MEJSL.
Storage: Store in a place protected from light and moisture at a temperature not exceeding
30 °C. Keep out of the reach of childven/ 36epiraty 5 3axunienomy Bin cBiTna Ta BONOTH
micui upu Temmeparypi ue sume 30 °C. 36epirati B nenooTyHOMY 0 nitelt Micni.

I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing / labeling and quality control at the above-
mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
affirmed in Ukraine for investigational medicinal product. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with requirements and
were signed by the responsible persons of the above-mentioned manufacturer, / Unv =
TATREH/UKYIO, [0 HasedeHa pHme lmpopmailis ¢ mocToRipHO Ta Tounew. Ll cepis
npopyxiil Oyiia BHIOTOB/EHA, BKIIOYAOYM NAKYBAHHS, MapKyBaHHR  T& HPOBCHCHHS
KOHTpoo T sxoerd na 3asuaveniffi supoOHuui¥ mimsmul y oosuilt mignosinsocti 3
paMoraMn GMP, BCTAHOBIGHMME MICLIEBHM DETYIHTOPHEM OPraHoM, & TakoK BIZMOBINHC
10 cnenudikanii, 100 MICTATLCA B PECCTPAlliiHOMY AOCHE, 3aTBSDIVKEHOMY B YKpaTul Ans
Jociaikysaizoro  nikapesxore 3acoly.  [lpotoxonm  BHpoDHEUTBA, [AKYBAaHHA Ta
npoBencHHES ananizis Gynx nepepipeni, BeTaHOBNeHO BixnobigHicTs BEMoram GMP Tta
MANECANO BLATOBI HapHuMu ocodaMu BrpobHMKa.

Issued by / Bunano:
Deputy Qualified Person / 3acrynnyx Yopropakexol ccobu:
Macarena Gonzalez / Maxapena [oncanec

:’7{”{ G

Date / Jara: 30.05.2024

Batch number: L.C82941 ‘ )
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