ICN Polfa Rzeszéw S.A.
ul. Przemystowa 2, 35-105 Rzeszow
tel.: (+48 17) 865 51 00

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

BAUSCH- Health

CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO
BATCH CERTIFICATE FOR MEDICINA LS PRODUCTS

Nr/ No 471/2026/BG

]T\lazwa produktu (nazwa handlowa, INN, postac)

(Product name) (trade name. INN. drug form)

Thrombo ASS"
(Acidum acetylosalicylicum) 100 mg gastro-
resistant film-coated tablets

Dawka (Dosage;

100 mg

Opakowanie (Wielko$é i rodzaj)
(Package size and tvpe)

20 tablets in a PVC/AI blister.

5 blisters (for 20 tablets) together with the
instruction for use (package leaflet)

In a carton.

Carton: C2RU03, Foil: F1 RU04, PIL: PORU04

Podmiot Odpowiedzialny

(Marketing Authorisation | lolder)

Bausch Health Ireland Limited

Pozwolenie na dopuszczenie do obrotu
(Marketing Authorization)

JIT-Ne(011359)-(PT-RU)

(Number of units released 1o the market)

Rynek (Marker) Russia
Numer serii (Batch number) 80259687
Data produkeji (Date of manufacturing) 04.2026
Eta waznosci (Expiry date) 03.2029
llo$¢ opakowan jednostkowych, zwolnionych do obrotu 19 656

Umowa na wytwarzanie produktu leczniczego — numer
(Technical Onality Agreement)

GL25-006 with Annexes

Substancja czynna (471

Acetylsalicylic acid

(w przypadku serii wylworzongj preez Zleceniobioreg podaé wszystkie
micjsca wylwarzania / in the case of a batch mamyfactured by the
Contractor, provide all manufacturing sites)

Wytworea (Manufacturer) NOV&C)’[ SAS
Nr serii API (4Pt batch nnmber) FRH2600811
Miejsce wytwarzania (Manmfacturing site) ICN Polfa Rzeszéw S.A.

Nazwa i adres wytwérey, u ktorego nastgpuje certyfikacja

i zwolnienie serii do obrotu (Name and address of the batch
certification and release site)

Zezwolenie na wytwarzanie (Manfacturing Authorization)
Certyfikat GMP (GMP Certificare)

ICN Polfa Rzeszow S.A.
35-105 Rzeszow, Przemyslowa Street 2, Poland

174/0098/15
ISF.405.43.2026.1P.1  WTC/0098 01 05/73

Przechowywanie (Siorage)

Protect from light, store at a temperature not
exceeding 25°C.

Uwagi/Coniments
- Odchylenia/Deviation

Tak/Yes [ Nie/No

-

Niniejszym certyfikuje, ze wszystkie etapy wylwarzania tej serii
przeprowadzone w pelnej zgodnosci z wymaganiami Dobrej Praktyki
(pozwolen) i dokumentacii dotyczgcej wprowadzania do obrotu produktu

Jjezeli produkt leczniczy jest
leczniczego.,

koncowego produktu leczniczego zostaly
Wytwarzania oraz wymaganiami pozwolenia
leczniczego docelowego kraju przeznaczenia,

przeznaczony na rynek Unii Europejskiej oraz w/w umowg na wytwarzanie produkiu

(1 hereby certify that all the manufacturing stages of this batch of finished product have been carvied owt in full compliance with the
GMP requirements of the EU and [when within the EUJ with the requirements of the Marketing Authorisationfs) of the destination

countrvicountries and the above mentioned agreement for the manufacture

Seria zostala certyfikowana i zwolniona do obrotu / (bateh has be

of a medicinal produce )

en certified and released 1o the market)

Osoba Wykwalifikowana / Qualified Person

Data certyfikacji i zwolnienia: 16.06.2026
(Certification and release dare)

“EfeKtronicag )

o i gata pedsiseyr

O o mes e st ! 5 7@ CZy k Dat: 2026.08)
Wbwarzono 1002026, 11:22 Sy

Zalgeznik nr 5 do SOPO0I 100 / ImpDoc060153/1

Podpis Q!mm‘

Imig i nazwisko Osoby Wykwalifikowanej tsurnane and name or)

Barbara Glowis
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ICN Polfa Rzeszow S.A.

ul. Przemyslowa 2, 35-959 Rzeszow

tel.: (+48 17) 865 51 00

BAUSCH- Health

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

Haumenosanue npenapara /
Product name:

Cepus Ne/ Batch No. :

Jara npoussoncrsa ! Manufacturing date:

l'onen no/ Expiry date:

CEPTHOUKAT AHAJIU3A

CERTIFICATE OF ANALYSIS
NrNo 47112026/BG

Tpombo ACC* 100 mr, Tabnerku KHUIEHHOPACTBOPUMBIE,
HIOKPBITBIE NIGHOUHOH 060JI04KOI

Thrombo ASS" 100 mg gastro-resistant film-coated 1ablets
80259687

04.2026

03.2029

Konuuecrso tabnerok B ynakoske/ Package size: 100 Tabnerox B yuaxoske / tablets in the carton box

GMP EU / Certificate of
GMP EU compliance

RU GMP / Certificate of
\ GMP RU compliance

Ceprudmkar coorsercraus

Jlnuensus na nponssoncrso / | 174/0098/15 -]
Manufacturing License
Ceprudukar coorsercrans ISF.405.43.2026.1P.1 WTC/0098_01 05/73

GMP/EAEU/RU/00872-2023

Homep cepun ADH
IAPI Batch Number

lIpoussogurens-nn AOH,
HazBaHue

Anpec, Crpana
NPOUCXOACICHUS

A®U Hazsanue /API Name

IAPI Manufacturer(s), name

/Address, Country of origin

Aueruiacanuumiosas kucnora ! Acetylsalicylic acid

FRH2600811

Hosacun CAC / Novacyl SAS

Rue Prosper Monnet
France-69190 Saini-Fons,
France

Vapxuposxa / Labeling

=

Cwm. Paspen 1.3.2 mopysist | PErHCTPALMOHHOrO JI0Che.
See Section 1.3.2 Module 1 in the Registration Dossier,

Kommenrapun / Comments

Yes084si Xpanenus - B 3aLMILEHHOM OT CBETA MecTe, 1IpH Temnepatype
He Bbiue 25 °C,

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

Cpox roanocti (cpok xpaunenus) - 3 rona (ans nosuposku 100 mr).
Shelf life (storage period) - 3 years (for the 100 mg dosage).

Crpanvua 2 u3 5



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

BAUSCH- Health

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

Haumenosanne npenapara /
Product name:

Cepus No/ Batch No.:

Hara npoussoscrsa / Manufacturing date:

Fonen no/ Expiry date:

Konuuectro Tabnerok B naxosxe/ Package size:
y g

CEPTUD®UKAT AHAJIM3A

CERTIFICATE OF ANALYSIS
Nr'No 47112026/BG

Tpoméo ACC* 100 mr, ta6nerkn KHIICHHOPACTBOPHMBIE,

HOKPBITBIC [IEHOUHOH 06ANI0UKOI]

Thrombo ASS™ 100 mg gastro-resistant Silm-coated tablets

80259687
04.2026
03.2029

100 ra6aerox B ynaxosxe / tablets in the carton box

| NOKA3ATEJIV KAUECTBA W CCRLIKH

HOPMBI (1I0MTYCTUMbIE TIPEAEJIBI) PE3VILTATHI
HA METO/bI UCTTIBITAHUI

QUALITY PARAMETER AND METHO DS SPECIFICATION (ACCEPTANCE CRITERIA) RESULTS
Pacteopenne / Dissolution

Esp. @, He bonee 10% aueruncamuinosoii Kucnore uepes | 0,1% 0,7% 0.1%

Y®-cnexrpodoromerpus 2y 0,1% 04% 0,4%
0,1 Mp-p XJIOPHCTOBOIOPOAHOI KHCHOTSI
Ph. Eur. Not more than 10% of acelylsalicylic acid in 2 hows | 0.1% 0.7% 0.1%
UV specirophotometry 0.1% 04% 04%
0.1 M solution of hydrochloric acid . |
Bydepnas crapus pH 6,8 He menee 75 % (Q) auernncannumnosoii KnenoTH 102,3%  97,9% 98,5%
uepes 30 mun 100,7%  98,8% 96,9%
Buffer stage pH 6.8. At least 75% (Q) of acetylsalicylic acid in 30 min 102.3%  97.9% 98.5%
i 100.7%  98.8% 96.9%
Poacrennsie npusmecn Crolonnas cannumnosas kueiora — ne Gonee3,0% | 0,07%
B3XX Free salicylic acid — NMT 3.0% 0.07%
Related substances Jhoban EAHHNHAs nenaenTuguumposannas | Hike npeaena
HPLC npumecs — He Gonee 0,2 % KONHHECTBEHHOIO
Single unspecified impurity — NMT 0.2% onpeaenenus. /Below LoQ
Cymma HeueHTHpHUMPOBAHHLIX TIpHMeceli — ne | He obnapyseno
bonee 0,5 %
Total unspecified impurities — NMT 0.5 % Not reported
Bona He Gonee 5,0 % 2,21 %
Esp. @., 2.5.12, meron A win I'd P,
OdC.1.2.3.0002.15
Water NMT5.0% 2.21%

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

Onnopoanocrs. gosnposanus

Esp. @., 2.9.40 wau I'd P,
O®C.1.4.2.0008.18 (ciocob pacueTHo-
MAacCcoBBIii)

Uniformity of dosage units

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

Iokasarens npuemnemocTti — ne Gonee 15,0 %

AV is not more than 15.0 %

AV =330 (L1=15)

AV = 3.30(L1=15)

MuxpobGnonornueckas ynerora*

Esp. @.,2.6.12 1 2.6.13 wan I'd Pd,
O®C.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

Esp. ®. 5.1.4 wm Kareropus 3A I'd PO

Ph. Eur.5.1.4 or Category 34 St. Ph, RF

He nenwirano

Not tested

Koanuecrsennoe onpenenenne
BOXX

Assay
HPLG

Conepsxanne aueTHICanHUHIOBOI KHCIOTHI:

Ans rabnerok 100 mr: o1 95,0 mr s10 105,0 mr (or 95
% no 105 % ot 3assnennoro KonuuecTtra) /

Content of acetylsalicylic acid:

Jor 100 mg tablets: from 95.0 mg to 105.0 mg

195% to 105% of label claim)

101,52 mr (101,52%)

101.52 mg (101.52%)

Crpanuua 4 us 5




7 j'  Dd~v | Manufacturing Plant
/{/'} Eiﬁ:;ZUZB ~ QQZ*&A Page 1 / 2
4 parti 26030094 NOVACYL établissement Saint-Fons
novacyl s RUE PROSPER MONNET
partii 100172555 | 69190 saint Fons
novacap group | kontroinej = France
NOVACYIL SAS
21, Chemin de 1la Sauvegarde, =, =
Ecully Parc CS 33167, Certificate of analysis
69134 ECULLY Cedex
FRANCE Print Date
26.JRN.2026
Purchase order Item/Date
SYNOPTIS INDUSTRIAL SP. Z 0.0. g:f?5°2955;1rt’ ig.z:ov.zozs
KRAKOWIAKOW 65 AVaLy o Pate
02 255 WARSZAWA 80719217 900002 / 30.JBN.2026
Order Item/Date
POLOGRE 373022 000010 / 20.NOV.2025
Customer N°©
7038
Truck number /Seal number
f

Material :O0ur / Yourreference
12004 ACETYLSALICYLIC ACID 3020 DRUM 50 KG / 108702

This product complies with the specifications of Acetylsalicylic acid Ph. Eur. Monograph
0309, current edition.

Rcetylsalicylic acid is periodically checked in microbiology by a gqualified 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 selvent, 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 - &
usp

Colored reaction - In specification -~ -
usp

Coloration (EP) -Liquid less coloured than BY — =
Ph. Eur.

Clarity (EP) -~ Clear 5 o
Ph. Eur.

Assay (on a dry basis) & 9¢,6 99,5 101,0
Ph. Eur.

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

Sulphated Ash % 0,0 = 0,1
Ph. Eur. / usp

d-hydroxybenzoic acid % < 0,01 - 0,15
HPLC

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

3020-Ep-F

Property of Novacap, no modification is allowed
1 - 03.JUL.2025
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