- TOBA ®APMACbBIOTIKAN KOPOI C.J1.

me TOWA ®dapmMaLeBTUYHUIA 3aB0[,

Pharmaceutical Europe Homep ceptudikata GMP: NCF/2552/001/CAT

CEPTU®IKAT BUPOBHWULITBA TA BUMNYCKY CEPII

BupobHuua ginsHuua: TOBA ®APMACLIOTIKAN HOPOM C.N.
Kanne [le Cant Maprti 75-97, NoniroHo IlHgacTtpian
MapTtopenbec, MapTopensec, 08107, IcnaHin
Hazea npoaykrty, cuna fii, nikapcbka chopma / po3Mmip ynakoBku (Tun):
OMEMPA30N-BICTA 40 mr kancynu racTpopesucTeHTHi TBepai; 14 kancyn y Bnictepi, no 2 6nictepu B KApTOHHIl
nayui / Omenpason 40 mr
Homep ynakoBaHoi cepii: 260192
Homep cepii Bulk: 453833
OaTta BupoBHMUTBA (3rigHo s EMEA/CVMP453/01): 12-2025
Tepmin gii: 12-2027
PesynbTati aHanisy:
OvB. nopaHwit ceptudpikat aHanisy (CoA) Homep: 040000152902
HoparkoBa iHchopmauin:

- KpaiHa npuaHaveHHs: YkpaiHa
- Homep peecTtpadijiHoro noceigyeHHs: UA/20854/01/02
- BunyweHa kinbkicts: 15.480
- Poswwupenunit onuc cneuudikadii, onucadoi y gogaHomy Ceptudikati aHaniay (CoA): bini Henposopi Teepgi
*enaTtuHoBi kancynu Ne1 3i wramnom ‘OM’ Ha kpuweddi Ta ‘40’ Ha kopnyci, WO MicTaTe neneTn cdepuqHoi hopmu
Big 6inoro go 6exxeBoro koNLopy.
- Po3wwpeHa mikpobionoriyHa 4uctoTa cneuudikadii, onucaHoi B aogaHomy Ceptuddikati ananisy: Bignoeigae
Bumoram Ph.Eur. 5.1.4.

» 3aranksHa Kinskicte aepo6HMx mikpoopraHiamie (TAMC): He Binbwe 10° KYO /r

» 3arankHa KineKicte Apixmkie Ta nnicHasu (TYMC): He Binblwe 10?2 KYO /r

» BiacytHictb Escherichiacolis 11

CepTudikauis:

Livm s 3acsiguylo, WO BuLie3a3HayeHa iHOpMauis € [ocToBipHOW Ta TouHow. LA cepia npoagykty 6yna
BMrOTOBMEHa, yrnakoBaHa/MapKoBaHa Ta MpOMLINAa KOHTPONb SKOCTI Ha BWLUe3asHauyeHoMmy ob'ekTi y noBsHiiA
BignosigHocTi o Bumor GMP €C Ta cneumdikauiin/Bumor peecTpauiiHOro noceigyYeHHsA KpaiHu-imnopTtepa. byno
nepesipeHo 3anucu wopao obpobku naprTii, ynakosku Ta aHaniay, i Byno BctaHoBneHo, Wo BoHW BignoeigaloTte GMP.

(X) lcToTHMX BinxuneHb y npoueci BUpobHULTBA/YNaKoBKM HE BUSIBNEHO.
( ) HactynHi cyTTesi BigxuneHHs ©ynu BusABneHi B npoueci BUPOGHMLITBA/YNakoBKM Ta HaneXHUM YMHOM
poacnigysaHi.

Nianwc:
/ITIIITAC/
Kpicmina Konem, 3acmynnux Texniunozo oupexmopa Dava . 24 niotoro 2026
(YnoeHoBaxeHa ocoba 3rigHo 3i cT. 49 Aunpektuen 2001/83 €C )

KIHEUb 3BITY - CepTudikat BupobHuKa Ta BUnycky cepii

(c) TOWA PHARMACEUTICAL EUROPE (2025) & CONFIDENTIAL.

ODE - a valid license will remove this message. See eywaords property of this PDF for mare infarmation.




Pharmaceutical Europe

WM\ TOWA

K/ Oe Cant Mapri 75-97,

TOBA ®APMACBIOTIKAN IOPON C.J1. 08107 - Mapropenbec, (BapcenoHa), IcnaHin

CEPTUDIKAT AHANIZY [Jata ananisy: 22.01.2026
MNpoaykr: KANC.OME40,0P,550,5F300962 Cepin: 453833
Oata supobHuursa: 01.12.2025 Cepin API: A-50412411002,A-50412411003
Cneumdikauin/sepcia: AN-ESP-01047
MeToa/sepcia: AN-MET-00956
TECT CNELUMUDIKAIA PE3Y/NbTATHU
Onuc Bini Henpozopi kancynu Nel (Kpuweyka Ta Kopnyc) 3i | Bignosigae
wramnom OM-40, wo MmicTATb nenetu chepuyHoi
dopmu Big 6inoro oo 6exeBoro KONLOPY.
Boga (K®) He 6inbwe 2,6% 2,0%
Boaa (BIMC) He Binble 2,6% NepioanuHni Tect
|neHTUdiKaUia aioKcuay TUTaHy. (Ha neneTax) Mo3uTHBHa Mepioan4yHMiA TECT
LBMAKICTE po3uMHEHHA (YD)
HCI 0,1 N 32 120 xBMnuH
OauHWLi 6,12 abo 24 6
CepefHe 3Ha4YeHHA He 6inbwe 10% 1%
Makcumym 1%
pH 6,8 3a 30 x8
QanHUL 6,12 abo 24 6
CepefHe 3HaYeHHA Q=85% 95 %
MiHimym 93%
BignosigHicT KpuTepiam npuitHaTHOCTI USP/Eur.Ph. | Bignosigae Bignoeinae
laeHTudikauis Omenpasony MosuTtmeHa MNosutneHa
BEPX Omenpazon
laeHTudikauis MNo3autueHa MNo3autueHa
KinbKicHe BU3Ha4YeHHA 95,0 - 105,0 % (38,0 - 42,0 mr / Kancyny) 99,4 %
Aomiku
laeHTUdikoBaHa gomiluKa D He binbwe 0,2% He BuABneHo
laeHTudikoBaHi gomiwku F+G He 6inbwe 0,3% He BuasneHo
laeHTudikoBaHa gomilKa A He 6inbwe 0,2% He BuAaBneHo
laeHTUdikoBaHa gomiwKa | He 6inbwe 0,2% He BuAaBneHo
laeHTUdikoBaHa gomiwKa B He 6inbwe 0,2% He BuAaeneHo
lpeHTudikoBaHa gomiwka C He 6inbwe 0,2% He BuaBneHo
IHaMBIgyanbHi HeigeHTUdIKOBaHI AOMIWKK He Ginbwe 0,2% He BuaBneHo
Cyma foMilIoK He Ginbwe 1,5% He BuaBneHo
OAHOPIAHICT A030BaHWUX OAUHULB
OauHuLi 10 abo 30 10
CepefHe 3HaYeHHA 97,7%
CraHaapTHe BigXMNeHHA 1,6
MpuiimanbHe Y1cno 3rigHo 3 Eur.Ph. 4,5
MikpobionoriyHa yucroTa Bianosiaae Bumoram Ph.Eur. 5.1.4. MNepioguyHnii TecT

Lle 3acBiguye, Wo npoaykT Oye nepesipeHUi BiANOBIAHO A0 3aTBEPAMEHNX METOAIB | BiANOBIAAE HaBeaeHUM cneuundikauiam.
NianucaHo Ta paToeaHo:
ngnuc
K. Konet
YnoeHoBameHa ocoba 24 motoro 2026

AN: 040000152902
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. TOWA TOWA PHARMACEUTICAL EUROPE S.L.
WE Pharmaceutical Europe Pharmaceutical Plant

GMP Certificate number: NCF/2552/001/CAT

CERTIFICATE OF MANUFACTURE AND BATCH RELEASE

Manufacturing site: TOWA PHARMACEUTICAL EUROPE S.L
Calle de Sant Marti, 75-97, Poligono Industrial
08107 - Martorelles, Martorelles, Spain

Name of Product , Strength, Dosage form / Pack Size (type) :

OMEPRAZOLE-VISTA, hard gastro-resistant capsules, 40mg; 14 capsules in blister, 2 blisters in carton box /
Omeprazole 40 mg

Packaging Batch Number: 260192

Bulk Batch Number: 453833

Date of manufacture (according to EMEA/CVMP453/01): 12-2025
Expiry Date: 12-2027

Results of analysis:
See attached Certificate of Analysis (CoA) number: 040000152902

Additional information:

- Destination (Country): Ukraine
- MA number: UA/20854/01/02
- Quantity released: 15.480
- Expanded Description of the specification described in the attached CoA: White opaque hard gelatin capsules No. 1
with “OM" stamped on the cap and "40" on the body, containing spherical pellets from white to beige in color.
- Expanded Microbiological purity of the specification described in the attached CoA:
Meets the requirements of Ph.Eur. 5.1.4.
« Total aerobic microorganism count (TAMC): not more than 10° CFU/g
* Total yeast and mold count (TYMC): not more than 102 CFU/g
* Absence of Escherichiacoliin 1g

Certification:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
packaging/labelling and quality controlled at the above menticned site in full compliance with the EU GMP requirements
and with the specifications/requirements of the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

{X) No significant deviations during manufacturing / packaging are reported.
() The following significant deviations were reported during manufacturing / packaging and properly investigated.

Signature: \
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: 160, Deputy
{:‘i'ﬁ.“”“ ( I‘;il/‘l' Uf‘j . Date:

(Qualified Person according Art. 49, Directive 2001 / 83 / EC)
END OF REPORT - Certificate of Manufacture & Batch Release
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TOWA PHARMACEUTICAL EURCPE S.L. 08107 - Martorelles (Barcelona), Spain

C/ de Sant Marti, 75-97

CERTIFICATE OF ANALYSIS Date of analysis: 22-01-2026

Product: CAPS.OME40,0P,550,5F300962 i : Batch: 453833
Date of manufacture: 01-12-2025 API Batch: A-50412411002,A-50412411003

Specification/version: AN-ESP-01047
Method/version: AN-MET-00956

TEST SPECIFICATIONS RESULTS
Description Opaque white capsule {cap and body) n® 1, printed  Complies
OM-40, containing white to slightly beige spherical
pellets.
Water (KF) Not more than 2.6% 2,0 %

Water (NIRS) Spectroscopy
Titanium dioxide identif. (on pellets)
Dissolution rate (UV)

HCI 0.1 N in 120 minutes

Not more than 2.6%
Positive

Periodic Test
Pericdic Test

Units 6,12 or 24 8
Mean Not more than 10% 1%
Maximum 1%
pH 6.8 in 30 min
Units 6,12 or 24 6
Mean Q=85% 95 %
Minimum 93 %
Complies acceptance criteria USP/Eur.Ph. Complies Complies
|dentification Omeprazol Positive Positive
UPLC Omeprazole
|dentification Positive Positive
Assay 95.0 - 105.0 % (38.0 - 42.0 mg / caps) 99,4 %
Impurities
Known impurities D Not more than 0.2% Not detected
Known impurities F+G Not more than 0.3% Not detected
Known impurities A Not more than 0.2% Not detected
Known impurities | Not more than 0.2% Not detected
Known impurities B Not more than 0.2% Not detected
Known impurities C Not more than 0.2% Not detected
Individual unknown impurities Not more than 0.2% Not detected

Total impurities
Uniformity of dosage units

Not mare than 1.5%

Not detected

Units 10 or 30 10
Mean 97,7 %
Standard deviation 1,6
Acceptance value According to Eur.Ph. 4.5

Microbiolegical purity

Complies Eur. Ph. chapter 5.1.4

Periodic Test

This is to certify that the product has heen tested according to approved methods and conform to the specifications

listed.
Signed and dated:

C. Colet /
Qualified Person,

(c) TOWA PHARMACEUTICAL EUROPE (2026) & CONFIDENTIAL.
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IEPKABHA CJIYKEBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €EAPTIOY 37079055

BUCHOBOK
Npo SIKiCTh BBe3¢eHOro B Y KpaiHy JikapebKkoro 3acoby
08.04.2026 Ne 18026/26/26
OMEIIPA3OJI-BICTA

(HaiMenyBanHa NiKapebKoro 3aco0y 3riIHO 3 PEECTPALIAHUM (10CEIIHEHHM)
KancyJ/d racrpopesucrenTHi TRep/i mo 40 mr no 14 kancya y Giicrepi, mo 2 6aicrepu B
KapToHHii kopobui

{thopma BumycKy, 103yBaHHS, B/ NAKYBAHHA NiKapchkoro 3acoby)
Homep peecrpauiitnoro noceinuenns UA/20854/01/02 crpox aii peecrpauiiinoro noceiguenns 19.05.2030
Cepis nikapcekoro 3acoby Ne 260192 KinskicTs BBeseHoro nikapcskoro sacoby 3360

BupoBHuk Topa ®apmacsrortikan IOpon C.J1., Ienamis

(HaliMeHyBaHHA BMPOOHMKA TiKapCchKOro 3acody, KpaiHa MOXOMKeHHS )

Breseno B Yipainy ToBapucreo 3 obmekenow sinnosinansHicrio "BYCT ®APMA",
inenT. kou; 44107410

(HaimeHyBaHHa Ta ko 3a €JIPTIOY wopuanuHol ocobu abo npizsuule, iM'a, no Garekogi
diznunol 0co0K - nignpHem s, 1T MICLE IIPOMKMBAHKA Ta peecTpauifinmii Homep obnikosol
KapTKH IVTATHH KL FIOﬂﬂ.TKiB ado Ct:pi!l Td HOMED l'I%lCII()pTﬂ.)

IpoToko: sizyansuoro konrpono sin 08.04.2026 Ne 1748/01.10-26/9,

3a pesynbTaTaMM [EPXABHOTO KOHTPOMIO BCTAHOBIEHO, IO Jikapchkuil 3acié Beeseno B YkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA OO 3abe3neueria AKoCTi NikagebKUX 3acobiB.

/ /
I ;( ] | / Bonopumup YEPBATIOK

‘ i [rlji/nuﬁ) U (iniuianu Ta npiseuLle)
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