NEP)KABHA CJAYXKBA 3 JIKAPCBKHX 3AC()BIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos, Hanit Ceitauunol, 3. 02099, tea. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €1PT 1OV 37079055

BUCHOBOK
npo sIKicTh BBE3enoro B YKpainy jgikapcrkoro 3acofy

22.12.2025 Ne 65823/25/26

OMEIIPA3ZOJI-BICTA

(HAUMEHY BaHHS ATKAPCHKOIO 3aCoBYy 3rHO 3 PCCCTPAIHHUM HOCRLICHHNN)
Kancyau racrpopesncerenTni Teepai nio 20 mr no 14 kameyn y 6aicrepi, no 2 Gaicrepu n
KapTouuiii kopooui

(hopma BIITYCKY, A03YBARI, BU/L HAKYBAHNA dikapehkora sacoly)
Homep pecctpauiitnoro nocsinueuns UA/20854/01/01 crpox nii peectpauiiinoro nocainuenns 19.05.2030
Cepis nikapenxoro sacody Ne 251849 Kinskicts saesenoro aikapenkoro 3acody 6500

Bupobiink Tosa Qapmacsiotikan 10pon CJI1., Icnanis

(HalMery s BUPoGHUKA RIKAPCLKOro 3acoBy, KPaiia MOXOIKCHIIN)

Baeseno B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIANMOBIAAJIBHICTIO
"BYCT MAPMA", incnT. won: 44107410

(natimenysaius Ta koa 3a CAPTIOY 10primunol ocodis aGo npissiime, is's. 1o SarbkoRi Qitiior
0coBH - mANpHEMLA, 1T MICUE NPOKUBAHHS Ta PECCTPALLIHHKI HOMCP ODNIKOBOT KAPTKH IATHIHKA
noaatkis ado cepis Ta HoMEp nacnopTa)

Tporoxon BisyanbHoro xontpoao sia 22.12,2025 Ne 5016/01.10-25/4,

34 pesynnTaTaMM  NEPXABHOTO  KONITPOMO  BCTAHOBACHO., B0  fikapcuhii  3aci®  mueeseno w Yepainy 3

AOTPHMANHAM BHMOT 3aKOHOXABCTBA WOAO 3adesneuentn akocTi Aikghlorux sacobis,

Muxkona XOJNOIE Hl\()

(nianuc) (idanns 1a upuumm)

a oq} é}})ﬁ?p}xann
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TOBA ®APMACDBIOTIKAIN FOPOMM C.J1.

TOWA dapmaueBTUYHWA 3aB04
Pharmaceulical Europe Homep cepTudikata GMP: NCF/2552/001/CAT

CEPTUDIKAT BUPOBHULITBA TA BUMYCKY CEPIT

Bupo6Huua ginbHuus: TOBA ®APMACBIOTIKAI KOPOI C.11.
Kanne [le Cant MaprTi 75-97, Noniroxo IhgacTtpian
Maptopenbec, Mapropenbec, 08107, Icnanin
Hasea npony«Ty, cuna gii, nikapcobka ¢opma / po3mip ynakosku (Tun):
OMETPA3ON-BICTA 20 Mr kancynu ractpopeaucTeHTHI Teepdi / 14 kancyn y 6nicTepi, no 2 6nictepu B KapTOHHIN
navui / Omenpason 20 mr
Homep ynakosaHoi cepii: 251849
Howmep cepii Bulk: 452694
[arta Bupo6HUUTBA (arinHo 3 EMEA/CVYMP453/01): 09-2025
Tepmin gii: 08-2027
Pesyribtatu aHanisy:
us. goganuil cepTudpikat aHanisy (CoA) Homep: 040000150660
HonatkoBa iHdopmauin:

- KpaiHa npusHadeHHs: YkpaiHa
- Homep peecTpauiiiHoro noceig4enHs: UA/20854/01/01
- BunyweHa kinbkicTb: 26.200
- Bunyck poamipy ynakoearoro cknas 87% sig sannaHosaHoro obcary yepes Te, Wo BiAxoau B Bnictepi He Bymu
nepepobneHi, a Takox Yepes BNNIUB HAKOMUYEHOro BUXOAY 3 NOMNEpeaHiX eTanis. Y3romKeHHa 3HaxoaUTLCS 8 Mexax
BCTaHOBAEHWX NiMITIB.
- Poswwupennit onuc cneuudikalii, onucaHoi y nogaHoMmy CeptudbikaTi aHanisy (CoA): Bini Henposopi Teepai
xenatuHosi kancynu Ne3 3i wramnom ‘'OM’ Ha kpuweyui Ta ‘20" Ha kopnyci, Wo MiCTATL NeneTu cdepuyHol hopmu
sia Ginoro fo Gexeroro konbopy.
- PoswwupeHa MikpoBionoriyna 4uctoTa cneumdikadii, onucaHoi B AogaHoMmy CepTudikati aHanisy: Bignosigae
sumoram Ph.Eur. 5.1.4.

* 3aranbHa KinskicTb aepobHux MikpoopraHiaMie (TAMC): He Ginblwe 10° KYO /r

+ 3aranbHa KinskicTb gpixaxis Ta nnicHsieu (TYMC): He Binbwe 10* KYO /r

* BipcyTHictb Escherichia colis 1 r
- Ue# ceptucpikat 3amitoe Toi, wo 6ys nignucanwit 04 nuctonapa 2025 poky. Jeski aMiHu 6yno sHeceHo [0
CEPTU®GIKAT BUPOBHWUTBA TA BUIMYCKY CEPIT sianosigHo ao 3anutis knieHTa: Homep PM Ta BUNYyLLEHA
KinbkicTb Bynu BrtoveHi go JogaTkosoi iHhopmauii.

CepTtudikauis:

UM s aaceinuylo, Wo suliesasHaveHa iHcopmalis € AocTosipHOW Ta TouHow. Lla cepis npogykty Byna
BWroTOBMNEHa, YynakoBaHa/MapkoBaHa Ta NpoWWwNna KoHTPonb AKOCTI Ha BuULie3a3HayeHoMy o6'ekTi y noBHIl
BignosigHocTi o suMor GMP €C Ta cneuudikauiii/BuMor peecTpauiiHoro [ocbe KpalHW/KpaiH MpU3HaveHHs,
BKNIOYEKYN NOXOMKEHHA Ta AKICTb akTusHoro dapmauestvyHoro iHrpedierta (AFl). Byno nepesipeHo 3anucu woao
obpobku napTii, ynakosku Ta aHaniay, | 6yno BcraHosneHo, Wo BoHK BignosigaoTs GMP.

(X) lcToTHUX BiAXUNeHs y Npoueci BUpOBHULTBA/YNakoBKU HE BUSIBIIEHO.

() HactynHi cyTTeBi BigxunewHs 6Gynu BusiBneHi B npoueci BUPOGHUUTBA/YNAKOBKU Ta HaMNeXHUM YUHOM
po3scnigysai.

Mianwnc:

Hata . 15 rpynus 2025

(YnoeHoBaxeHa ocoba arigHo ai ¢T. 49 Qupektusu 2001/83 €C )

KIHELIb 3BITY - CepTtudcikar BUpo6HUKa Ta BUNYCKy cepil

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

Pharmaceutical Europe

TOBA ®APMACBIOTIKAJT OPOI C.N.

K/ Be Caur Maprti 75-97,
08107 - Mapropenbec, {bapcenoHa), Icnanis

CEPTUDIKAT AHANIZY

Aara ananizy: 16.10.2025

NpoaykT: KANC.OME20,0P,550,5F300962
fara supobHuurea: 15.09.2025

Cepin: 452694

Cepia API: A-50412409014

TECT CNEUUPIKAIA PE3YNIBTATH
Onuc Bini Henpo3sopi kancynu No3 (kpuuieuka Ta kopnyc) 3i | Bignosigae
wramnom OM-20, wo MicTATb nenetu chepuuHoi
dopmu Big 6inoro go Bexesoro Koibopy.
Bopa (Ko) He 6inbwe 2,6% 2,3%
Boaa (BI4C) He 6inbe 2,6% MepioAnyHuiA TeCT
laeHTUdikauUia giokeuay TuTaHy. (Ha nenerax) (o3utusHa NepioAUYHUA TecT
LWeuaKicTs po3unuHeHHs (YO)
HCI 0,1 N 3a 120 x8uauH
OanHuui 6,12 a6o 24 6
Cepef\HE 3HaYeHHA He 6inblwe 10% 0%
MaKkcumym 1%
pH 6,8 3a 30 x8
OanHuLi 6,12 abo 24 6
CepenHe 3HaueHHA Q=85% 97 %
MiHimym 95%
BianosigHiCcTb KpuTepism npuiiHaTHOCTi USP/Eur.Ph. | Bignosigae Bignosiaae
laeHTUdikauisa Omenpasony No3utusHa MNo3utuaHa
BEPX Omenpason
lnenTudikauis NosuTtusHa flosuTuBHa
KinbKicHe BU3HaYeHHA 95,0 - 105,0 % (19,0 - 21,0 mr / kancyany) 98,7%

LHomilKu

|aeHTrdikoBaHa gomiwka D

He Ginbwe 0,2%

He suasneHo

|aeHTMdIKoBaHI JOMILKK F+G

He 6inbwe 0,3%

He suasneHo

laeHTndikoBaHa gomiwka A

He 6inbwe 0,2%

He suasneHo

|aeHTndikosaHa gomilwka |

He Binbwe 0,2%

He BuasneHo

laeHTUdiIKOBaHa gomilka B

He 6inbwe 0,2%

He suasnexo

laeHTudikoBaHa gomiwka C

He Ginbwe 0,2%

He suasneHo

IHANBIAYaNbHI HeineHTUdIKOBAHI AOMILLIKU

He 6inbwe 0,2%

He suasnexo

Cyma foMmilioK

He 6inbwe 1,5%

He suasneHo

OaHopigHICTb A030BaHMX OAUHMLDL

OanHnui 10 abo 30 10
CepeaHe 3HaYeHHA 98,3%
CTaHAapTHe BiAXUNEHHA 1,7
MpuitmanbHe Ynucno 3rigHo 3 Eur.Ph. 4,1

MikpoBionoriuHa yucroTa

Bianosinae sumoram Ph.Eur. 5.1.4.

NepioguuHuit Tect

Lle 3acsiguye, wo npoaykr Bys nepesipeHuin BiANOBIAHO A0 3aTBEPAMEHNUX METOAIB | BIANOBIAAE HaBeAeHUM cneundikauiam.

MignucaHo Ta AaToBaHO:

THANBE
T. AnoHco

YnosHoBameHa ocoba 04 aycronaps 2025

(c) TOWA PHARMACEUTICAL EUROPE (2025) & CONFIDENTIAL.
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TOWA TOWA PHARMACEUTICAL EUROPE S.L.
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, 20mg; 14 capsules in blister, 2 blisters in carton box /
Omeprazole 20 mg

Packaging Batch Number: 251849

Bulk Batch Number: 452694

Date of manufacture (according to EMEA/CVMP453/01): 089-2025
Expiry Date: 09-2027

Results of analysis:
See attached Certificate of Analysis (CoA) number: 040000150660

Additional information:

- Destination (Country): Ukraine
- MA number: UA/20854/01/01
- Quantity released: 26.200
- The yield of this pack size was 87% vs the planned units due to the waste in blister was not reprocessed and also
the impact of accumulated yields from the previous phases. The reconciliation is within the established limits.
- Expanded Description of the specification described in the attached CoA: White opaque hard gelatin capsules No. 3
with “OM" stamped on the cap and “20" 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 Escherichia coliin 1 g
- This certificate supersedes the one signed on November 4, 2025. Some modifications have been performed on the
CoM according to client's requests: the MA number and the Quantity released have been included in the Additional
Information.

Certification:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
packaging/labellingand quality controlled at the above mentioned site in full compliance with the EU GMP requirements
and with the specifications/requirements of the Marketing Authorization of the destination country/countries, including
APl origin and quality. 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:

3 o mwx Date:
(Qualified Person ac/cordinq,/irh 49 Directive 2001 /83 /EC)
END OF REPORT - Certificate of Manufacture & Batch Release

I R

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



TOWA

Pharmaceutical Europe

TOWA PHARMACEUTICAL EUROPE S.L.

C/ de Sant Marti, 75-97
08107 - Martorelles (Barcelona), Spain

CERTIFICATE OF ANALYSIS

Date of analysis: 16-10-2025

Product: CAPS.OME20,0P, 550, SF300962
Date of manufacture: 15-09-2025

Batch: 452694
AP! Batch: A-50412409014

TEST

SPECIFICATIONS

RESULTS

Opaque white capsule (cap and body) n® 3, printed ~ Complies
OM-20, containing white to slightly beige spherical

Description

Water (KF)
Water (NIRS)
Titanium dioxide identif. (on pellets)
Dissolution rate (UV)
HCI 0.1 N in 120 minutes
Units
Mean
Maximum
pH 6.8 in 30 min
Units
Mean
Minimum

Complies acceptance criteria USP/Eur.Ph.

|dentification Omeprazol
UPLC Omeprazole
Identification
Assay
Impurities
Known impurities D
Known impurities F+G
Known impurities A
Known impurities |
Known impurities B
Known impurities C
Individual unknown impurities
Total impurities
Uniformity of dosage units
Units
Mean
Standard deviation
Acceptance value
Microbiological purity

pellets.

Not more than 2.6%
Not more than 2.6%
Positive

6,12 or 24
Not more than 10%

6,12 or 24
Q=85%

Complies
Positive

Positive
95.0 - 105.0 % (19.0 - 21.0 mg / caps)

Not more than 0.2%
Not more than 0.3%
Not more than 0.2%
Not more than 0.2%
Not more than 0.2%
Not more than 0.2%
Not more than 0.2%
Not more than 1.5%

10 or 30

According to Eur.Ph.
Complies Eur. Ph. chapter 5.1.4

2.3 %
Periodic Test
Periodic Test

0 %
1%

6
97 %

95 %
Complies
Positive

Positive
98,7 %

Not detected
Not detected
Not detected
Not detected
Not detected
Not detected
Not detected
Not detected

10

98,3 %

1,7

4.1

Periodic Test

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

listed.
Signed and dated:

T. Alonso
Qualified Person

AN: 040000150660

Page1 of 1
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