NEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHUEBI

npos. Hanii Ceitnuusof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €/IPTIOY 37079055

BUCHOBOK
[1PO SIKIiCTh BBe3€HOro B Y KpaiHy JlikapcbKoro 3acody

09.03.2026 Ne 11836/26/26

PABE30.JI

(HaHMeHYBaHH: J1ikapchKoro 3acoby 3rifHo 3 peecTpaLiinuM nocBiaHeHHsM)
TaGJeTKN KUIKoBopo3yHHHi 110 20 mMr; no 14 TabJieTok y GaicTepi, mo 2 6aicrepun y mauni

TRIAL MCDE - a valid lic

(opma BumycKy, IO3yBaHHS, BUI TIakyBaHHA Nikapckkoro 3acoby)

Howmep peecrpaniiitoro mocsimuenns UA/18871/01/01 crpox aif peectpauiitioro nocindeHs 30.07.2026

Cepis nixapcekoro saco6y Ne LC97281 KinbkicTb BBe3€HOTO Mikapeskoro 3acoby 4800
Bupo6HUK JlaGopatopioc Jlikouca, C.A, Icnanist
' (uailmMeHyBaHHs BHPOGHKKA NKApPCLKOro 3acoby, Kpaita MOXOIKEHHS)
Beesero B Vkpainy CnijibHe yKpaiHCbKO-eCTOHCBKE MIANPHEMCTBO Y ¢popMi TOBAapHCTBA
3 00MexkeHo10 BianosinaasuicTio "Onrtima-®apm, JITA", inenr. xon:
21642228

(HaiiMeHyBanHs Ta koA 3a €JIPTIOY opuanuHoi ocobu abo npiseuiLe, imM's, no 6aTbKoBi izuuHoT
0coBu - nianpuemia, 1 Micie nposKHMBaHHA Ta peccTpauiiuuit HoMep 001iKoBOT KAPTKM TIATHHKE
noaarkis abo cepis Ta Homep nacnopra)

MpoTrokon BisyaasHoro koutpomio sia 09.03.2026 Ne 1046/01.10-26/1.

7

3a pe3ynbTaraMHW OEPKABHOrO KOHTPOMIO BCTAHOBJIEHO, 10O Jikap it 3aci6 BeezeHO B VYkpaiHy 3

AOTPHMAaHHHM BHMOT 32aKOHOJABCTBA ILOAO 3abesnedyeHHs AKOCTLHKapcbKHUX 3acobiB.

Mukona XOJIOJAEHKO

{nianuc) (iHiuiany Ta npissuiue)

se will remove this message. See the keywords property of this PDF for mare informatian,




BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPII IIKAPCHKOT'Q 3ACOBY

Name of product / Hazsa npogyxry
(strength, dosage form, package size and
type / nosyBamHs, Jjikapceka opMa,
PO3MIp 1 THI YIIAKOBKH])

RABEZOL, gastro-resistant tablets, 20 mg, 14
tablets in a blister, 2 blisters in a pack with the
labelling made in Ukrainian.

PABE3OJI, Ttalnerks KHIIKOBOPO3YMHHI IO
20 mr, no 14 tabnerox y Onicrepi, mo 2
fricTepy y mavmi 3 MapKyBaHHSIM YKpaiHChKO0
MOBOIO

Active substance / [litoua pegopuna

One tablet contains 20 mg of rabeprazole
sodium equivalent to 18.85 mg of rabeprazole /
1 Tabmerxa wmictate 20 wMr pabenpasory

HaTpiro, o  exksiBaenTHO 18,85 Mmr
pabenpazoiy

Manufacturing  country /  Kpaima- | Spain / Icnanis

BUPOOHAK

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

Batch number and size / Homep 12 pozmip | LC97281

cepif 30 336 packs/ ymaxosox

Date of manufacture / lata Bupo6rrmrea | 10.2025

Expiry Date / Crpok npunatrocti 10.2028

Name, address and license number of
manufacturing site / Hassa, ampeca i
HOMED NieH3i] BUpoOHUY0T AibHATI

Laboratorios Liconsa, S.A.

Avda. Miralcampo, 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200,
Spain /

Jlaboparopioc Jlikonca, C.A.

Ipocnexr  Mipanmsxamro, Iomiroso
Immycrpiane  Mipanskammo,  Acykeka-ne-
Enapec, I'sananaxapa, 19200, Icnanis

7,

Manufacturing license /
Jlinensis va BupoOHMITEO Ne 3414E
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Indicator / [Toxazuux

Specification / Cnenudikauis

Result / PesyabTar

Appearance / Onuc

Film-coated tablets, yellow round
cores with 7.30 mm = 1 mm /

Complies / Bignosinae

Tabnerxku oxpyraoi ¢opmn, Bxputi | 7,33
IUTIBKOBOKO  OCOJIOHKOIO, JKOBTOTO
KONb0py Aiamerpom 7,3 MM = 1 MM

Average weight / 166,0 mg + 8,3 /166,0 mr + 8,3 169,7

Cepenus maca

Loss on drying /
Brpara B maci npu
BHCYINYBAaHHI

Not more than 4.5% /
He 6insme ik 4,5 %

1,1

Rabeprazole
identification (HPLC)
/ InenTudiranis
pabenpasony (BEPX)

Positive / ITozuturEa

Positive / TTosutuera

Rabeprazole
identification (UV
spectrophotometry) /
InenTudirauis
pabernpazony (YO-
CIEKTPodOTOMETPIN)

Positive / ITosutusna

Positive / TTosutuBra

Uniformity of dosage
units (content
uniformity) /
OpxopinaicTs
KO30BAHUX OXHHHIb
(meTomom
OEOPiAEOCTI BMiCTY)

Complies with Ph. Eur. 2.9.40/
Binnosigac sumoram €sp.Dapm.
2.9.40

4,6

Assay (HPLC/ UV
spectrophotometry) /
Kinbxicne
Buszagennsa (BEPX /
Y®-cnexrpo-
doTomerpin)

95,0-105,0 %

101,4

Gastrie resistance /
Cridixicts go mit
HUTYHKOBOTO COKY

Less than 10 % (2 hours) / Menme
Bix 10 % (32 2 romuum)

Dissolution /
Posunnenus

Q not less than 75 % (60 minutes) /
Q me Memme HiX 75 % (3a 60
XBUJINH)
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Related substances
(HPLC) / Cymnposinai
pomimru (BEPX)
Rabeprazole sulphone /
Paberpazon cyns(QoH

Rabeprazole sulphide /
PabGenpazoi cyns(in

Rabeprazole
carboxylate isomer /
Pabenpazon
kapOOKCHNIaT 130Mep

Unknown single
impurities / Hesinoma
ONMHKWYHA TOMIIIKa

Total impurities / Cyma
JOMIIIOK

Not more than 0,5% /
He 6insme 0.5 %

Not more than 0,15 % /
He 6ineme 0,15 %

Not more than 0,2 %/
He 6inpme 0,2 %

Not more than 0,2 %/
He 61ssme 0,2 %

Not more than 0,8 %/
He 6inpme 0,8 %

0,1

<0,05

<0,05

<0,1

0,1

Residual ethanol / Not more than 0,6% / He 6insure gix | 0,4
Sanumkosa kinekicts | 0,6 %
ETANOITY

Microbiological
purity/ <1000 CFU/g / <1000 KYO/r
Mixpobionoriuga
HHCTOTA™

Total aerobic microbial
count (TAMC) /
3aralbHe YHCIo
aepoOHMX MIKpO-
oprauizmis (TAMC)
Total yeasts/moulds
count (TYMC)/
3araypHe YUCIo Absence/g / Marots OyTH
IpiKIKIB TA TWHCHSIBAX | BIACY THIMU/T

rpubis (TYMC)
E. Coli

<100 CFU/g /<100 KYO/r Not conducted / He

TIPOBOIUBCS

% Microbiological testing is a non-routinely test. It shall be conducted in one of each 10
batches and at least once a year. The microbial contamination of finished product release
and shelf-life specifications is in accordance with requirements of the European
Pharmacopoeia 5.1.4. / BumpoGysanss Ha Mikpo6iostoriudy uMCIOTY HE € DYTUHHHM
sunpoGysasHsM. BunpolyBsaHHs IPOBOAATE ML ommiei 3 xoxaux 10 cepilt abo mpuHaiiMai
1 pas ma pix. Creumbixamis sKOCTI NpH BUIYCKYy Ta MIPOTATOM TepMiny 30epirants
TOTOROTO JHKApChKOTO 3aco0y 3a IOKa3HUKOM «MikpoGionoriana 4¥CTOTay BiANOBiAAC
Bumoram Cep. @apm. 5.1.4.

% . Current edition / Jliroue BURAHHSL.
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The batch meets the requirements of QCM for MA Ne UA/18871/01/01./ Cepis simnosinae
Bumoram MKST o PIT Ne Ne UA/18871/01/01.

The packing, labeling and expiry date correspond to the requirements of QCIV. / Ynaxosxa,
MapKyBAHHS Ta TEPMIH NPUAATHOCT] BIATIOBINAIOTE Buvoram MKS.

Storage: Store in a place protected from light and moisture at a temperature not exceeding
30 °C. Keep out of the reach of children/ 30epiraTs B 3aXHIIEHOMY BiI CBITHA T2 BOTOrH
MicLi mp Temuepatypi He sume 30 °C, 36epiratu B HemOCTyIHOMY fTs HiTefi Micui.

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 medicina] 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, / Ham g
HiATBEPIKYIO, MO HaBeTeHa BuWe indopmanisz ¢ JOCTOBIPHOIO Ta TOYHOK. Lix cepist
nponyxuii 6yla BHTOTOBIEHA, BKIIOYAIOWH TIAKYBaHHA, MapKyBaHHS Té NPOBELEHES
KOHTPOMIO 1 SKOCTI Ha 3a3Hagenii BUPOOHM4IY ninsuni y moBmilt Bimmosimmocti 3
BuMoramu GMP, Beranornenuvy Micuenmy PETYIATOPHEM OPraHoM, a TAaKOXK BiANOBiTHO
RO crieuupixanii, mo MicTIThCH B peecTpaniitnomy mocke, 3aTBEPIDKEHOMY B Ykpaimi mis
FOCTIIXYBaHOTO  MiKapChKOro 3ac00y. IlpoToxomu BupoGHMUTBA, NaKyBawHs Ta
UPOBENeHH aHayizis Oymu Iepesiperi, BeTamOBIEHO BiAnoBiHICTs BuMoraM GMP Ta
T ATMCAHO BiATOBIIANEEUMY 0CoBaMH BUPOOHHKA.

Issued by / Bunawo: A
Deputy Qualified Pc;,rs?n / Bacrg/n}mx YnoBrOBaxeH0] 0coBH:
Macarena Gonzalez eﬁif‘gape}zé‘ Toncanec

Iy .
oh A T

Date / lata: 27.01.2026
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