BAUSCH- Health

ICN Polfa Rzeszow S.A.

ul. Przemyslowa 2, 35-105 Rzeszow

tel.: (+48 17) 865 51 00
www.bauschhealth.com, www.icnpolfa.com.pi

CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO
BATCH CERTIFICATE FOR MEDICINALS PROD UucTs
N’ No 571/2026/BG

Nazwa produktu (nazwa handlowa, INN, postac) Thrombo ASS®
(Product name) (1rade name, INN, drug form)

(Acidum acetylosalicylicum) 100 m g gastro-
resistant film-coated tablets |

Dawka (. Dosage) 100 mg
Opakowanie (Wielko$¢ i rodzaj) 20 tablets in a PVC/AI blister.
(Package size and type) 5 blisters (for 20 tablets) together with the

instruction for use (package leaflet)
in a carton.
Carton: C2RUO03, Foil: FIRU04, PIL: PORU04

(Number of units released to the market)

Podmiot Odpowicdzialny Bausch Health Ireland Limited
(Marketing Authorisation Holder)

Pozwolenie na dopuszczenie do obrotu JITI-Ne(011359)~(PI"-RU)
(Marketing Authorization)

Rynek (Markey Russia

Numer serii (Baich number) 80260531

Data prod ukeji (Date of manufacturing) 05.2026

Data waznosci (Expiry date) 04.2029

Tlos¢ opakowan jednostkowych, zwolnionych do obrotu 19 572

Umowa na wytwarzanie produktu leczniczego — numer GL25-006 with Annexes
| (Technical Quality Agreement)

(w przypadku serii wytworzonej przez Zleceniobioreg poda¢ wszystkie
migjsca wytwarzania / in the case of a bateh manufaetured by the
Contractor, provide all manufacturing sites)

Substancja czynna (4P1) Acetylsalicylic acid
Wytworca (Manufacturer) Novacyl SAS

Nr serii API (AP batch number) FRH2600811

Miejsce wytwarzania (Manufacturing site) ICN Polfa Rzeszow S.A.

Nazwa i adres wytwérey, u ktdrego nastgpuje certyfikacja | ICN Polfa Rzeszoéw S.A.

i zwolnienie serii do obrotu (Name and address of the batch 35-105 Rzeszow, Przemyslowa Street 2, Poland

certification and release site)

Zezwolenie na wytwarzanie (Manufacturing Authorization) 174/0098/15

Certyfikat GMP (Garp Certificate) ISF.405.43.2026.IP.1 'WTC/0098 01 05/73

Przechowywanie (Storage) Protect from light, store at a tem perature not
exceeding 25°C.

Uwagi/Comments _

- Odchylenia/Deviation Tak/Yes [J Nie/No X

Niniejszym certyfikuje, ze wszystkie Clapy wytwarzania tej serii kofcowego produktu leczniczego zostaly
przeprowadzone w pehej zgodnosci z wymaganiami Dobrej Praktyki Wytwarzania oraz wymaganiami pozwolenia
(pozwolen) i dokumentacji dotyczacej wprowadzania do obrotu produktu leczniczego docelowego kraju przeznaczenia,
Jezeli produkt leczniczy jest przeznaczony na rynek Unii Europejskiej oraz w/w umowa na wytwarzanie produktu
leczniczego.

(1 hereby certify that all the manufacturing stages of this batch of finished product have been carvied out in full compliance with the
GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorisation(s) of the destination
conntryicowntries and the above mentioned agreement for the manufacture of a medicinal product.)

Seria zostala certyfikowana i zwolniona do obrotu / (batch has been certified and released 1o the merket)

Osoba Wyk\va]iﬁkg\_y_gna ! Qualified Petson

Data certyfikacji i zwolnienia; 09.07.2026 d—
(Certification and release date) Podpis QP / QP signature) /
Imig i nazwisko Osoby Wykwalilfikowanej (surnante and name or)
Kopia Agata | g Y WY ) . o
e e kst el | Seewcen Barbara Glowis
Neemsmeme SZOWCZyK Smmen)
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ICN Polfa Rzeszéw S.A.

ul. Przemystowa 2, 35-959 Rzeszow

tel.: (+48 17) 865 51 00

BAUSCH- Health

www.bauschhealth.com, www.icnpolfa.com.pl

Haumenosauue npenapara /
Product name:

Cepus Ne/ Batch No. :

Hata npoussopcrea / Manufacturing date:

lonen no/ Expiry date:

CEPTUOUKAT AHAJIU3A

CERTIFICATE OF ANALYSIS
Ni‘No 571/2026/BG

Tpombo ACC® 100 mr, Tabnerku KHLIEYUHOPACTBOPHMbIE,
TIOKPLITBIE TIIEHOYHOI 000J104KOf

Thrombo ASS® 100 mg gastro-resistant Jilm-coated tablets
80260531

05.2026

04.2029

Konuuecrso Tabnerok B ynakoske/ Package size: 100 Taénerox B ynaxoske / tablets in the carton box

Manufacturing License

GMP EU / Certificate of
GMP EU compliance

RU GMP / Certificate of
GMP RU compliance

-
Jlnuensus na npoussoncreo /

Ceprudukar coorsercrans

Ceprudmxkar coorsercrans

174/0098/15

ISF.405.43.2026.1P. 1 WTC/0098_01_05/73

GMP/EAEU/RU/00872-2023

Homep cepun AOU
/APl Batch Number

Ilponssopurens-nu AGU,
Ha3BaHue

Anpec, Crpana
NPOUCXONJIEHHS

A®HU Hassauue /4 PI Name

TAPI Manufacturer(s), name

/Address, Country of origin

Auerusicaniuunosas kucsiora / Acetylsalicylic acid

FRH2600811

Hosacun CAC / Novacyl SAS

Rue Prosper Monnet
France-69190 Saint-Fons,
France

Mapkuposka / Labeling

Cwm. Pasnen 1.3.2 monyns | PErUCTPALIMOHHOTO 10CLE.
See Section 1.3.2 Module 1 in the Registration Dossier.

Kommenrapun / Comments

YcnoBus Xpanenus - B 3alMILeHHOM OT cBeTa MECTe, 11pH Temneparype
He Bbile 25 °C.

Storage conditions - protect from light, store at a temperature not
exceeding 25 °C

Cpoxk roanocTH (cpok xpanenus) - 3 rona (ans posuporku 100 mr).
Shelf life (storage period) - 3 years (for the 100 mg dosage).

Crpanuua 2 w3 5



ICN Polfa Rzeszow S.A.
ul. Przemysiowa 2, 35-959 Rzeszéw
tel.: (+48 17) 865 51 00

BAUSCH- Health

www.bauschhealth.com, www.icnpolfa.com.pl

Haumenosanue npenapara /
Product name:

Cepus Ne/ Batch No. :

Jlara npoussoncraa / Manufacturing date:

lonen no/ Expiry date:
Konuuecrso tabnerok s ynakoske/ P

ackage size: 100 Tabaerox B ynakosxke / table

CEPTH®UKAT AHAJIU3A

CERTIFICATE OF ANALYSIS
Nr No 571/2026/BG

TpomGo ACC* 100 mr, Tabnerkn KHUIICHHOPACTBOPUMbIE,

MOKPLITBLIC MJ1€HOUHOMH 06onouKoii

Thrombo ASS*™ 100 mg gastro-resistant film-coated tablets

80260531
05.2026
04.2029

1s in the carton box

NTOKA3ATEJIU KAYECTBA U CChLJIIKU
HA METOJBI UCTIBITAHUN
UALITY PARAMETER AND METHODS

HOPMBI (AONYCTUMBIE I PEJEJILI)
SPECIFICATION (ACCEPTANCE CRITERIA )

PE3YJILTATbI
RESULTS

| PacTsopenue / Dissolution

Esp. .

Ph, Eur,2.5.12, method A or St. Ph. RE
GPM.1.2.3.0002.15 "

He Oonee 10% aueruncanuuunosoi kHeaoTsl wepes | 0,1%  0,2% 0,0%
Y®-cnexrpodoromerpits 2y 0,1% 0,1% 02%
0,1 M p-p xnopucrosogoponnoii kuenoTh
Ph. Eur: Not more than 10% of acetylsalicylic acid in 2 hours | 0.1% 0.2% 0.0%
UV spectrophotometry 0.1% 0.1% 0.2%
0.1 M solution of hydrochloric acid
Bydepnas cranus pH 6,8 He menee 75 % (Q) aueruncamuumnonoii Kucnorei | 97,0% 100,9% 99.6%
yepes 30 mun 96,0% 97,0% 98.6%
Buffer stage pH 6.8. At least 75% (Q) of acetylsalicylic acid in 30 min 97.0% 100.9% 99.6%
96.0% 97.0% 98.6%
Popersennsie npumecn CroGosuan canmuunosas kueiora — ne bonee 3,0 % 0,08%
BOXX Free salicylic acid — NMT 3.0% 0.08%
Related substances Jhobas eIHHHY Has neunenTiduuuposannas | Huxke npenena
HPLC npumeck — ne donee 0,2 % KOJIMUECTBEHHOTO
Single unspecified impurity - NMT 0.2% onpenenens. /Below LoQ
Cymma  HenaeHTHOUUMPOBAHHBIX npumeceii — we | He oGuapyxeno
bonee 0,5 %
Total unspecified impurities — NMT 0.5 % Not reported
Boaa He 6onee 5,0 % 2,58 %
Epp. @., 2.5.12, meton A wnu I'd PD,
O®C.1.2.3.0002.15
Water NMT 5.0% 2.58%

OumoponnocTs nosuposanus

Esp. @©., 2.9.40 wnu I'd P,
O®C.1.4.2.0008.18 (criocod pacueTHo-
MaCCOBhIii)

Uniformity of dosage units

Ph. Eur, 2.9.40 or St. Ph. RF
GPM.1.4.2.0008.18 (mass variation)

Tokasarens npuemnemocty — He Gonce 15,0 %

AV is not more than 15.0 %

AV =240 (L1=15)

AV =240 (L1=15)

Mukpobnosornueckan uncrora*

Esp. @, 2.6.1212.6.13 unu I'd P®,
OdC.1.2.4.0002.18

Microbiological purity*

Ph. Eur, 2.6.12 and 2.6.13. or St. Ph. RE
GPM.1.2.4.0002.18

Egp. ®.5.1.4 un Kareropus 3A I'b PD

Ph. Eur5.1.4 or Category 34 St. Ph. RF

He nenbitano

Not tested

Konnuecrsensoe onpenenenne
BOXX

Assay
HPLC

Coznepxanne aueTHacannumIOBoil KHCIOTH-

and radnerox 100 mr: ot 95,0 mMr o 105,0 mr (ot 95
% 10 105 Y% ot 3asBnennoro KojinuecTsa) /

Content of acetylsalicylic acid:

Sor 100 mg tablets: Jrom 95.0 mg 10 105.0 mg

(95% to 105% of label claim)

101,30 mr (101,30%)

101.30 ;g (101.30%)

Crpamuua 4 ua 5




05.03.2026 Ao [RovtoX

| Manufacturing Plant

¢ Numer vage L 4
' panti 26030094 | NOVACYL établissement Saint-Fons
novacyl i 7 RUE PROSPER MONNET
\ partii 100172555 | 69190 Saint Fons
: ’ novacap group | kontrolnej | France
NOVACYL SAS
21, Chemin de 1la Sauvegarde, T =
Eenlly Paze €8 33167, Certificate of analysis
69134 ECULLY Cedex
FRANCE Print Date
26.JBN.2026
Purchase order Item/Date
SYNOPTIS INDUSTRIAL SP. % 0.0. [1:0?(')502‘955;.t/ 32":0"'2025
KRAKOWIAKOW 65 Ao SVRRY it
02 255 WARSZAWA gi;l?fljDiEGOOZ / 30.JAN.2026
T r em, a
POLOGRE 373022 000010 / 20.NOV.2025
Customer N°©
7038
Truck number /Seal number
/
Material :Our [/ Yourreference
12004 ACETYLSALICYLIC ACID 3020 DRUM 50 KG / 108702
This product complies with the specifications of Acetylsalicylic acid Ph. Eur. Monograph

0309, current edition.

Acetylsalicylic acid is periodically checked in microbiclogy by a qualified laboratory in
accordance with the European Pharmacopeia.

This batch of Acetylsalicylic acid is manufactured in accordance with EUDRALEX Volume 4
Part II / ICH Q7 and with the CEP [R2-CEP 1993-007].

Residual solvents: Only acetic acid, a class III solvent, is used in the manufacture. It
is covered by the Loss on drying test.

Batch: FRH2600811 / Manufacturing date: 08.JAN.2026 /Re-test date: 07.JAN.2029

Delivered quantity : 13 050.00 KG
Lower Upper

Characteristic Unit Value limit Limit

IR Spectrum = In specification - -
uspe

Colored reaction = In specification -~ =
uspe

Coloration (EP) ~Liquid less coloured than B9 — -
Ph. Eur.

Clarity (EP) e Clear = =
Ph. Eur.

Assay (on a dry basis) % 99,6 99,5 101,0
Ph. Eur.

Loss on drying % 0,0 - 0,5
Ph. Eur.

Sulphated Ash % 0,0 i 0,1
Ph. Eur. / USP

4=hydroxybenzoic acid % < 0,01 = 0,15
HPLC

4-hydroxyisophtalic acid % < 0,01 = 0,15
HPLC

3020-EP-F

Property of Novacap,
1 = 03.JUL.2025

no modification is allowed
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