GLl®Pharms

G.L. Pharma GmbH - LANNACF
Schlossplatz *

A-8502 Lannach, Austriz

Telefon: 03136/82577-(

Fax: 03136/8156:

e-mail: office.lannach@gl-pharma.a

CEPTUOUKAT AHANU3A/
CERTIFICATE OF ANALYSIS

HaumeHosanue npenapara/ TpomBo ACC® 100 mr, Ta

ONeTK KMLEUHOPACTBOPUMBIE, NOKPLITLIE MMEHOYHO

Product name: obonoukoi
Thrombo ASS® 100 mg gastro-resistant film-coated tablets
Cepus Ne/ Batch no.: MO02858
[Oata npowssoncreal
Manufacturing date: 02.2026
lopex po/ Expiry date: 02.2029
Konuyectso tabnerok B
ynakoske/ Package size: 28
Mpenapar / Product pom6o ACC® 100 mr, TabneTkm KALEYHOPacTBOPUMEIE, NOKPLITLIE NNEHOMHON 0GONOYKON
Thrombo ASS® 100 mg gastro-resistant film-coated tablets
|
MHH/INN AAueTuncannunnosasn kucnota / Acetylsalicylic acid =g

CtpaHa — npouasogurens / Country of
manufacturer

AecTpus / Austria

Homep peructpaumoHHore yaocTosepeHns /
Number of registration certificate

M-Ne(011359)-(Pr-RU) aara peructpauuu 19.08.2025 / Registration date 19.08.2025

HopmatueHas aokymeHTauns/ Mamenenns
/Normative Document/Variation number

M-Ne(011359)-(Pr-RU)-190825
(nocnegoeartenbHocTs/sequence 0002)

flepxaTenb pericTpaunoHHoro
yaocToeepekns / Marketing Authorization
Holder

GAYLL XENC NPNAHAWA NUMWTEN, Vipnanaua
BAUSCH HEALTH IRELAND LIMITED, Ireland

Vimnoptep / Company Importer

000 Bayw PYMO / Bausch RUMO LLC

[03npoBKa/aKTMBHOCTS

trength/activity

AueTuncanuuunosan kucnorta 100 mr/ Acetylsalicylic acid 100 mg

NekapcTeenHas copma /Pharmaceutical form

Tabnetkn kwevHopacTeBopUMbIE, NOKPLITLIE NNEHOYHON oBonodkol /
gastro-resistant film-coated tablets

Paamep 1 Tun ynakoeku / Volume and the
type of package

Io 14 TaGnetok B MBX/An 6nucTep. Mo 2 Gnucrepa BMecTe ¢ UHCTPYKUMEH#
(nucTkom-BKNZAbILLEM) B KapTOHHYIO nauqky./

M0 NPUMEHEHNI0

14 tablets in a PVC/Al blister. 2 blisters together with the instructions for use (package leaflet) in a
lcarton.

Mapkuposka / Labeling

CMm. pasaen 1.3.2 moayns 1 perucTpaluonHoro aocke, / See Section 1.3.2 Module 1 in the
Registration Dossier.

Homep cepun / Batch number
Pa3smep cepun / Batch volume
flata npoussoacTea / Manufacturing date

loaen go / Expiry date

h02858
85.035

02.2026
02.2029
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CEPTU®DUKAT AHATTU3A/
CERTIFICATE OF ANALYSIS

HavmexoBanue npenapara/ TpomGo ACC® 100 Mr, TabneTkn KuLeYHOpacTeopUMBbie, MOKPBLITLIE NNEHOYHOA

GLl®Pharma

G.L. Pharma GmbH - LANNACFH
Schlossplatz -

A-8502 Lannach, Austri:

Telefon: 03136/82577-(

Fax: 03136/8156:

e-mail: office.lannach@gl-pharma.a

Product name: o6onoykoi
Thrombo ASS® 100 mg gastro-resistant film-coated tablets

Cepus Ne/ Batch no.: MO02858
[ara npowussoacreal
Manufacturing date: 02.2026
loaen po/ Expiry date: 02.2029
Konuyecteo tabnetok B

nakoske/ Package size: 28

Appearance Round, biconvex, white, film-coated tablets. The

Visually tablet surface is smooth or slightly rough, shiny
| WpenTudmkauwms / Identification

WK-cnektpockonus, WK-cnektp npenapata noc nonowenmo w Coorsercreyet / Corresponds

Eep. ®. unu v Po,
O®C.1.2.1.1.0002.15
IR spectroscopy,

Ph. Eur. or St. Ph. RF,
GPM.1.2.1.1.0002.15

OTHOCHUTENLHOIA WHTEHCUBHOCTK nonoc
NOrnoLeHun, pJonxeH cooTeetcTeOBaTh WMK-
cnekTpy CTaHaapTHoro obpasua

auetnncanuunnoeoi KUCNoTeL. /

IR spectrum of the product corresponds by
position and relative intensity of absorption bands
to the IR spectrum of the reference standard of
acetylsalicylic acid.

BIMX
HPLC

Bpema ypepmmBaHus oOCHOBHOrO nuka Ha
XpoMaTorpaMme WUCNLITYEMOro PacTBopa JOMKHO
COOTBETCTBOBATL BpeMeHu yAepHUBaHua
OCHOBHOrO nuka Ha Xpomarorpamme
CTaHAapTHOrO pacTBopa  aueTWNCanMUMNoBoR
kucnotel. /

Retention time of the major peak in the
chromatogram of test solution is the same as the
retention time of the major peak in the
chromatogram of standard  solution of
acetylsalicylic acid.

CooTsetcrayeT / Corresponds

TCX (ansTepHaTiBHbIi MeTog)
TLC (alternative method)

OcHoBHoe NATHO Ha Xpomarorpamme
MCNLITYEMOro pacTeopa No NONOXKEHNIo, BENUYMHE
W WHTEHCHUBHOCTHM nornoweHna A0NMHHO
COOTBETCTBOBATE MATHY Ha XpomaTorpamme
CTaHAapTHOro pacreopa 1 aueTMncanuuunosoii
KkucnoTel. /

The principal spot in the chromatogram of test
solution is similar by position, size and intensity of
absorbance to the principal spot in the
chromatogram of standard solution 1 of
acetylsalicylic acid.

Cooteercrayet / Corresponds

Cpeanss macca Tabnetku u
OAHOPOOHOCTL MACChl

Esp. @, 2.9.5 unu ro Po,
0O®C.1.4.2.0009.15

Average tablet mass and

Tabnetku 100 mr:
2150mMr+7,5%

(o7 198,9 no 231,1 mr) /
Tablets 100 mg:
2150mg+7.5%
198.9 to 231.1 ma);

220,9 mr

220.9 mg

uniformity of mass
Ph. Eur,, 2.9.5 or St. Ph. RF,

18/20 Tabnetox: e Gonee £ 7,5 %
18/20 tablets: not more than + 7.5%:

Coorteetcteyer / Corresponds

GPM.1.4.2.0009.15

2/20 Tabnetok: He Gonee £ 15 %
2/20 tablets: not more than + 15%.

Cooteercrayet / Corresponds

PacnagaemocTts

KnuenotHan craaus — He MeHee 2 4

CooTeetcTeyer / Correspon_ds
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Gl®Pharms

G.L. Pharma GmbH - LANNACK
Schlossplatz -

A-8502 Lannach, Austriz
Telefon: 03136/82577-(

CEPTU®UKAT AHAJTU3A/ 3 Fax: 03136/8156:
CEBTIEIC_ATE QFéNALYS|S e-mail: office.lannach@gl-pharma.a

Hanwmenosanue npenapara/ TpomGo ACC® 100 mr, Tabnetku KULIEYHOPaCTBOPUMBIE, NOKPLITLIE AREHOMHOI
Product name: obonouykoii

Thrombo ASS® 100 mg gastro-resistant film-coated tablets

Cepusa Ne/ Batch no.: M02858
Hara nponseoacreal

Manufacturing date: 02.2026
Mopen ao/ Expiry date: 02.2029
Konwuecrteo Tabnertok 8

ynakoBke/ Package size: 28

Eep. ©,2612n 2613 unn o
P®, O©C.1.2.4.0002.18

Microbiological purity*
Ph. Eur, 2.6.12 and 2.6.13. or
St Ph. RF, GPM.1.2.4.0002.18

Konunuecteennoe Copepxanue AUeTUNCanUUMNOBOA KMCNOTbI 101,3 mr
onpepenexHue Ana Tabnetok 100 mr: ot 95,0 mr 40 105,0 mr (ot
BaXX 95 % Ao 105 % ot 3anenexHoro konuuecrsa) / 101.3 mg
Assay Content of acetylsalicylic acid:
HPLC Lfor 100 mg tablets: from 95.0 mg to 105.0 mg

(95% to 105% of label claim)

* AHanWa NpoBoAUTCA ANA KaxAoH 10 Ceépun npenapara, HO He peXe OAHOro pasa B rog. MNokasaTens «Mukpobuonoruseckas uncrorar BBeJEH
thmpmoii B cooTeeTCTBNM C TpeGoBaHuAMK, NPUHATLIMKM B P K CTaHAapTU3aUMM AaHHOI NexapCTBEHHOM OpPMBI, i MOXET GbiTh He BHITIOYEH B
cepTuuKaT aHanuaa upmbi-nponseoautens. Kavecrso Npenapara no aroMy nokasaTenio rapaHTupyeTcs hupmoi. / The analysis is carried out
for each 10th batch of the product, but at least once a year. "Microbiological purity” test was introduced by the company in accordance with the
requirements adopted in the RF for the standardization of this dosage form and may not be included in the certificate of analysis of the manufacturer.
The quality of the product concerning this parameter is guaranteed by the company.

3aknioueHue o cooreercTeuy / Statement of compliance: . ‘

Aaunan cepua M02858 coorseTcrayer TpeboeaHnAM PerncTpaLmoHHOro YyAocTosepeHus Ne JIN-Ne(011359)-(Pr-RU) gata perucrpauumn
19.08.2025 n HOpMaTVBHOM AOKYMEHTALMM JIN-Ne(011359)-(Pr-RU)-190825 (nocneaosatensHocTs 0002) / This batch M02858 complies with the
requirements of Registration Certificate No JN-Ne(011359)-(PT-RU) registration date 19.08.2025 and normative documentation JIM-Ne(011359)-
(PT-RU)-190825 (sequence 0002).

3aknioueHue o ceprudpmraumn / Statement of certification
HacToswum s nogTeepxaaio, uTo npuseaeHHas Buiwe MHAIOPMaALUA ABNSETCH AOCTOBEPHOI M TOuHON, 3Ta CepWA NPOAYKUMM Npou3BeaeHa
(eknioyan ynakosky (Mapkuposky) w KOHTPOMb Ka4YecTBa) Ha BuIWEYKA3aHHON NPOM3BOACTEEHHON nnowagke (nnowagkax) B nonHom

nccnejposaHui. 3anuck no NPOWIBOACTBY, ynakoske W aHanuay npoBepeHsl, W YCTAHOBNEHO WX COOTBETCTBME TpeGoeaHusM Mpasun
Hapnexalwei npou3BoACTBEHHON NpakTUK EBPasMACKOro 3KOHOMWYECKOro coio3a / Hereby | confirm that the above information is true and
accurate. This product series has been manufactured (including packaging (labelling) and quality control) at the aforementioned manufacturing
site(s) in full compliance with the Requirements of the Good Manufacturing Practice Rules of the Eurasian Economic Union and the reqqiremenb
for quality control of medicinal products, as well as in accordance with the specifications contained in the registration dossier of the wnporging
country or in the drug specification dossier in the case of medicinal products for clinical trials. The records related to manufacturing, packaging,
and analysis have been reviewed and found to be in compliance with the Requirements of the Good Manufacturing Practice Rules of the Eurasian
Economic Union.

Crpana-umnoprep: Poccus / Importing country: Russia
Cepus sbinywieHa/Date of release: 12.06.2026
Aara/Date: 16.06.2026
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