CEPTU®UKAT AHATTU3A/
CERTIFICATE OF ANALYSIS

GLl®Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz 1

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

HaumeHoBaHne npenapata/  Tpomb6o ACC® 100 mr, TabneTku KMLUBYHOPacTBOPUMbIE, NOKPLIT
obonoukoit

Product name:

bl€ MNEeHOYHOW

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

Fax: 03136/8156-
e-mail: office.lannach@gl-pharma.a

Cepusa Ne/ Batch no.: K04078

[ata npoussoncrea/

Manufacturing date: 04.2025

logex no/ Expiry date: 04.2028

Konwyecteo Tabnetok B

ynakoeke/ Package size: 28

Mpenapat / Product TpomBo ACC® 100 mr, rabneTkn KALLEYHOPACTBOPMMbIE, NOKPLITEIE NNEHOYHON 0BONOYKON k|
Thrombo ASS® 100 mg gastro-resistant film-coated tablets

MHH/INN

ALeTUNCanMUMNOBas KuCnoTa / Acetylsalicylic acid

(CTpaHa — npouasoguTens / Country of
manufacturer

AscTpus / Austria

Homep peructpauuonHoro ygoctoepenus /
Number of registration certificate

M N013722/01 nara pernctpauuu 01.11.2011 / Registration date 01.11.2011

{Hara nepepervcTpauuv 12.07.2022/ Variation date 12.07.2022

HopmaTineHas pokymeHTauvs/ MameHeHns
YNormative Document/Variation number

N NO13722/01 -211020,
Viam. Ne 1 oT 25.08.2021/ Var. Ne 1 from 25.08.2021,
Wam. Ne 2 ot 12.07.2022/ Var. Ne 2 from 12.07.2022

jlep@arent perucTpaumoHHoro
yAocToeepenns / Marketing Authorization
Holder

000 bayw Xenc / Bausch Health LLC

MmnopTep / Company Importer

000 Bayw PYMO / Bausch RUMO LLC

\losupoexalakTUBHOCTb

LStrength!activirty

AueTuncanuuunosas kucnota 100 mr/ Acetylsalicylic acid 100 mg

lexapcteenHan ¢opma /Pharmaceutical form

TabneTkn kMLeYHOpacTBOpPUMbIE, NOKPLITLIE NNeHoYHOR o6onoqkoi /
gastro-resistant film-coated tablets

Pasmep u Tun ynakosku / Volume and the
type of package

Mo 14 TaBnerok nnu no 20 TabneTok B NBX/AN Gnucrep.

Mo 2 6nucrepa (AnA 14 TabneTtok) unu no 5 Gnuctepoe (anA 20 TabneTtok) BMecTe ¢ WHCTPYKUWER
N0 NPUMEHEHWIO B KAPTOHHYKD Nauky. /

14 tablets or 20 tablets in a PVC/AI blister.

2 blisters (for 14 tablets) or 5 blisters (for 20 tablets) together with the package insert in a carton.

Homep cepuv / Batch number
Paamep cepuu / Batch volume
fata nponssogcTea / Manufacturing date

logen go / Expiry date

K04078
87.945

04,2025
04.2028

Crpannua 1 na b




Gl®Pharma

G.L. Pharma GmbH - LANNACK

Schlossplatz 1

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

CEPTU®UKAT AHANU3A/

CERTIFICATE_ OF ANAL‘!SIS

HaumeHosaKue npenapara/
Product name:

Cepus Nef/ Batch no.:
HAata npoussoacreal
Manufacturing date:
lopew ao/ Expiry date:
Konuuecteo tabnertok B
ynakoske/ Package size:

CpeaHsa macca Tabnetku u OAHOPOAHOCTL

maccht (Esp. . unu I'd)

Average tablet mass and mass variation

(Ph. Eur. or St.Ph, RF)

Pacnagaemocts (Esp. ¢. unu )

KucnoTthan cragus
bBydepran cragus

TpomGo ACC® 100 mr, TabneTku KULLIEYHOPaCTBOpUMBIE, MOKPLITbIE NAEHOYHOM
obonoukoin

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

Disintegration (Ph. Eur. or St.Ph. RF)

Acid stage
Buffer stage

MoanuHHocTs
WK-cnekrpockonus

Identification

IR spectroscopy

TCX (ansTepHaTueHbIil MeTog)

TLC
(alternative method)

B3IMX

HPLC

Bopa (Esp. @. unu I'd)

Water (Ph. Eur. or St.Ph. RF)
Popcreentbie npumecu (BIXX)
Related substances (HPLC)

K04078

04.2025

04.2028

28
2150 mr£7.5 % (o7 198,9 a0 231,1 Mr); 216,0 mr
18/20 — He Bonee + 7.5 % Cooreercrayer
2/20 - He Gonee + 15 % CooTteetcrayer
215.0mg + 7.5 % (198.9 to 231.1 mg) 216.0 mg
18/20 — not more than + 7.5 % Corresponds
2/20 - not more than + 15 % Corresponds
He meHee 2 y Cooreetcrayer
He Gonee 30 muH < 5 MuH,
At least 2 hours Corresponds
Not more than 30 min < 5 min.
VIK-cnekTp npenapata no nonoxeHwio u OTHOCMTENLHOI Cooteetcreyer

WHTEHCUBHOCTW NONOC NOrNOLWEeHUs, A0N¥KeH COOTBETCTROBATL

WK-cnekTpy cranpaprHore ofpasua auetnncanuumunoroi
KMGNOTHI,

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

OcHoBHOe NATHO Ha XpomaTorpamme ucnbiTyemoro pacteopa CooTeeTcTayer
N0 NONOXEHWNIO, BENUYUHE W MHTEHCMBHOCTI NOTNOLLEHUS

AOMKHO COOTBETCTBOBATL MATHY HAa XpOMaTOrpaMme

CTaHAapTHOro pacteopa 1 aueTuNcanuuyunNoBON KUCIOTLI,

The principal spot in the chromato-gram obtained with test Corresponds
solution is similar in position, size and intensity of absorbance to

the principal spot in the chromatogram obtained with standard

solution 1 of acetylsalicylic acid.

Bpems yaepxkveania 0CHOBHOrO Nika Ha XpoMaTorpamme CoorseTcTayer

UCTILITY@MOrO PacTsopa A0/KHO COOTBETCTBOBATh BPEMEHMN

YASPHWBAHWA OCHOBHOIO NWKa Ha XpomaTorpamme

CTaHABPTHOrO PACTEOPA AUETUNCANMLMIOBON KICNOTBI,

Retention time of the major peak in the chromatogram obtained Corresponds
with test solution is the same as the retention time of the major

peak in the chromatogram obtained with standard solution of

acetylsalicylic acid.

He Gonee 5,0 %
Not more than 5.0 %

Crpamua 3 us §

Fax: 03136/8156
e-mail: office.lannach@gl-pharma.a




GLl®Pharma

G.L. Pharma GmbH - LANNACF
Schlossplatz 1

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

CEPTM¢” KAT AHA"MaAI e-mail: office lann:::: 0?1?\8;8156:
E:E_RIIFICATE_OE A_NA_LY:?:IS : - @gl-pharma.a

HaumeHosaHue npenapara/ TpomGo ACC® 100 mr, TabneTku KMLLE4YHOPacTBOPUMBIE, NOKPLITLIE NNEHOYHOIH
Product name: obonoukoin

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

Cepus Ne/ Batch no.: K04078
[ara npouseoacreal

Manufacturing date: 04.2025
lopen no/ Expiry date: 04.2028
Konuuecteo tabnerok e

ynakoeke/ Package size: 28

3akniouenve o cooteercTeum / Statement of compliance:

Hannan cepusn K04078 COOTBETCTBYET TpebosaHuAM PerucTpaymoHHoro yAocToseperns Ne M N013722/01 para pericTpaumum 01.11.2011, gara
nepeperucrpauuu 12.07.2022 u HopMaTuBHOK AokymeHTauum M NO1 3722/01-211020, Mam. N2 1 ot 25.08.2021, Wam. Ne 2 ot 12.07.2022/ This
batch K04078 complies with the requirements of Registration Certificate No N N013722/01 registration date 01.11.2011, variation date 12.07.2022
and normative documentation M N013722/01-21 1020, Var. Ne 1 from 25.08.2021, Var. Ne 2 from 12.07.2022.

3akniouexme o ceptucbukaLmm / Statement of certification

Me! nopTeepxaaem, uto BbilueykasaHHaa uHgopmauva sensercs ROCTOBEPHOI 1 TOMHON. STa cepus npenapara Guina U3roToeneHa, BKNIOYAN
YNaKoBKy 1 KOHTPONL ka4ECTBa, B NOSIHOM COOTBETCTBMN G TpeGoBaHusAMY GMP MECTHOrO PerynsTopHOro opraHa M 8 COOTBETCTEMM ¢
TpeGoBaHNAMM PErucTpaLMOHHOr YAocrosepeHun. CeepeHun of obpabote cepnii, ynakoske W aHanuse Gk NpoBepeHs! U NpUsHaHLI
cooraetcraylowmmu GMP. / | hereby certify that the above information is authentic and accurate. This bakch of product has been manufactured,
including packaging and quality control in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.,

Importing country: Russia G L@ P h al ma

Cepwus ewinywena/Date of release: 01.08.2025
s G.L. Pharma GmbH

[Oata/Date: 04,08.2025 SCNOSSFJJEHZ ;|
8502 Lannach, Austria

2 3313682577 -0 e
7 ﬁéﬁ?ir‘ o M/Z / ;
Moanucs/Signature ,/2’5 _ait n Moanuce/Signature A~ /4’(-,

C. Bypxuy/ S. Bu% , Mcnonnurens A-p. B. 3aitans / Dr. V. Seidel, Ynonsomouentoe nmuo / Quality
Authorized person (Qualified Person)

CrpaHuuya 5us 5
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