GLl®Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz

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

CEPTU®UKAT AHANU3A/ h e Fahx: 0?116,31552
9ERT|F|CATE OF ﬁN_A_LYSIS e-mail: office.lannach@gl-pharma.a

HaumeHosanue npenapara/ TpomBo ACC® 50 mr, TabneTiu KWLUEYHOPACTBOPUMBIE, MOKPLITLIE NNEHOMHOI
Product name: 060no4Koit
Thrombo ASS® 50 mg gastro-resistant film-coated tablets

Cepusa Ne/ Batch no.: M04841
[Hara npouseoacreal

Manufacturing date: 05.2026
logen ao/ Expiry date: 05.2028

Konuuectso TabneTok B
nakoske/ Package size: 100
Mpenapar / Product TpomBo ACC® 50 mr, Tabnetkun KNLLIEYHOPacTBOPUMEIE, NOKPLITEIE NNEHOYHOI oBonaykol
Thrombo ASS® 50 mg gastro-resistant film-coated tablets |

MHH/INN AueTuncanuuunosas kucrorta / Acetylsalicylic acid
CTpaxa — nponseoguens / Country of AscTpus / Austria |
imanufacturer "

Homep perucTpaLoHHoro yaocToBepeHis / J1M-Ne(011369)-(Pr-RU) aata pervctpaLumm 19.08.2025 / Registration date 19.08.2025
Number of registration certificate

HopmatueHas gokymenTauus/ Uamenerna  [NN-Ne(011 359)-(Pr-RU)-190825

/Normative Document/Variation number (nocneaoeatensHocTL/sequence 0002)

[lepxartens perucTpaunoHHoro BAYLU XENC WPNIAHAWA NUMWTER, Wpnanans
pocrosepequa [ Marketing Authorization ~ [BAUSCH HEALTH IRELAND LIMITED, Ireland

kﬁulder

MmnopTep / Company Importer 1000 Bayw PYMO / Bausch RUMO LLC

[loanposka/akTMBHOCTL Auetuncanuunnosas kucnota 50 mr / Acetylsalicylic acid 50 mg

Strength/activity

NekapcTeeHHas dopma /Pharmaceutical form(TabneTku KWLLEYHOPACTBOPWUMBIE, NOKPLITLIE NAEHOYHOW 0BoNoYKoN /
gastro-resistant film-coated tablets

Pasmep 1 Tun ynakoeky / Volume and the Mo 20 Tabnetok 8 NBX/An Gnuctep.Mo 5 Gnucrepos BMECTE C MHCTPYKUMER No NPUMEHEHUIO
type of package (nucTkoM-BKNazbILLEM) B KAPTOHHYIO Nayky./

20 tablets in a PVC/AI blister.5 blisters (for 20 tablets) together with the instructions for use (package
leaflet) in a carton. |
Mapyxuposka / Labeling CMm. pasaen 1.3.2 moayns 1 perucTpaumoHHoro gocee. / See Section 1.3.2 Module 1 in the 1
Registration Dossier.

Homep cepum / Batch number IMD4841
IPaamep cepun / Batch volume 30.320
.202

[aTa npoussoacTsa / Manufacturing date pa.snga

05.2028

lopeH go / Expiry date

Crpatuua 113 6




Gl®Pharma
G.L. Pharma GmbH - LANNACF
Schlossplatz *

A-8502 Lannach, Austriz

Telefon: 03136/82577-(

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

CEPTU®UKAT AHANU3A/
CERTIFICATE OF ANALYSIS _

Haumewnosawnue npenapara/ Tpom6o ACC® 50 Mr, TabneTku KMLeYHOPaCcTBOpUMbie, NOKPbLITbIE NNEHOYHO

Product name; obonoukoi
Thrombo ASS® 50 mg gastro-resistant film-coated tablets
Cepus No/ Batch no.: M04841
data npoussogcrea/
Manufacturing date: 05.2026
lopeH no/ Expiry date: 05.2028

Konuuectso Tabnetok e
ynakoske/ Package size: 100

Appearance Round, biconvex, white, film-coated tablets. The
| Visually tablet surface is smooth or slightly rough, shiny
Wnenrudukauus / Identification
WK-cnexTpockonus, WK-cnektp npenapata no nonowenwio w Coorsercrayer / Corresponds
Esp. ®. unu e Po, OTHOCUTENbLHOM WHTEHCUBHOCTK nonoc
0®C.1.2.1.1.0002.156 NOornoLleHna, AomueH cooTeeTcTeoBate WMK- .
IR spectroscopy, cnexkTpy CTaH/ApPTHOro obpaaya

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

aueTuncanuuMnoBoi 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.

B3XX
HPLC

Bpema ynepXuBaHWs OCHOBHOrO nNuka Ha
XpoOMaTorpamMme UCNbITYEMOro PacTEopa A0MKHO
COOTBETCTBOBATL BpemMeHn yaepKnBaHus
OCHOBHOTO nuxka Ha Xpomarorpamme
CTaHAapPTHOrC pacTeopa aueTWncanvuuwnosoi
Kkuecnotel. /

Retention time of the major peak in the
chromatogram of test solution is the same as the
relention time of the major peak in the

Coorteercrayet / Corresponds

chromatogram  of standard  solution of
acetylsalicylic acid, *
TCX (ansTepHaTUBHLIA METOA ) OcHoeHoE NSATHO Ha xpomatorpamme | Cooteetcrayer / Corresponds
TLC (alternative method) WCNBITYEMOro pacrsopa no NOMOXeHWIo, BenniuHe
" WHTEHCHMBHOCTI NOrnoLweHus AOIDKHO
COOTBETCTBOBATE MATHY Ha Xpomarorpamme
CTaHAapTHOro pacteopa 1 aueTuncanuyunosoil
Kucnotbl. /
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.
CpepgHxnas macca Tabnetku u Tabnerkn 50 mr: 161,9 mr
OHOPOAHOCTE MacChl 160,0 Mr £ 7,5 %
Esp. ®., 2.9.5 nnn ' P, (ot 148,0 go 172,0 mr) /
0O®C.1.4.2.0009.15 Tablet 50 mg:; 161.9 mg
160.0 mg £ 7.5%
Average tablet mass and (148.0 to 172.0 mg);
uniformity of mass 18/20 Tabnetok: He Gonee £ 7,5 % Cootsetctayet / Corresponds
Ph. Eur., 2.9.5 or St. Ph. RF, 18/20 tablets: not more than + 7.5%:
GPM.1.4.2.0009.15 2/20 Ta6neok: He Gonee 15 % CooreetcTayer / Corresponds
|- 2/20 tablets: not more than + 15%.
Pacnapaemocts KucnoTHas cragms — He MeHee 2 4 Cooreetcrayer / Corresponds
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Gl®Pharmsa

G.L. Pharma GmbH - LANNACF

Schiossplatz

A-8502 Lannach, Austriz

Telefon: 03136/82577-

CEPTU®UKAT AHATIU3A/ B S

cERTlFICATE OF ANALYS'S e-mail: office.lannach@gl-pharma.a

HaumeHosaHue npenaparta/ Tpom6o ACC® 50 M, TabneTku KMLeYHOPaCcTBOpPUMBIE, NOKPLIThIE NNEHOYHOM
Product name:; o6onouko

Thrombo ASS® 50 mg gastro-resistant film-coated tablets

Cepus Ne/ Batch no.: M04841
[ata npouasogcrea/

Manufacturing date: 05.2026
lonew po/ Expiry date: 05.2028

KonuuecTeo TabneTok B
nakoske/ Package size: 100

Esp. ®,26.121 2613 um I'd
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

KonuyecteeHHoe Copepxatue aLieTuncaniUUNoBoN KNCNoTLN: 49 8 mr
onpegeneHne Ans Tabnetok 50 mr: ot 47,5 mr go 52,5 mr (oT 95 2
BOMX % A0 105 % ot 3anBneHHoro Konuuecrsa) /

Assay Content of acetylsalicylic acid: 49.8 mg

HPLC for 50 mg tablets: from 47.5 mg to 52.56 mg

(95% to 105% of label claim)
* AHanua NPoBOAMTCA ANA KaMAon 10 Cephu npenapara, HO He pexe oAHOro pasa B rog. Mokasatens «MwukpoBuonoruyeckas unctota» eeefel
¢dupmoii B cooTeeTCTBUM C TpeGoBaHmAMK, NPUHATEIMU B PO K CTaHAaPTU3aLMN JaHHOM NeKapCTBEHHOM POPMbI, N MOXET BLITh He BKMIOYEH |
cepTucukar ananiuaa cupmbi-nponseogutens. Kauecrso npenapara no aTomy nokasatenio rapaHTupyeTcs cupmoi. / The analysis is carried out fo
each 10th batch of the product, but at least once a year. "Microbiological purity” test was introduced by the company in accordance with thi
requirements adopted in the RF for the standardization of this dosage form and may not be included in the certificate of analysis of the manufacture:
The quality of the product concerning this parameter is guaranteed by the company,

3aknioveHve o cooTeeTcTEMM / Statement of compliance:
faHHas cepusa M04841 cooTeeTcTayeT TPEGOBAHUAM PervctpaunonHoro yaocrosepeus Ne 1N-Ne(011359)-(Pr-RU) aata peructpayuu 19.08.202!
W HOPMATUBHOW AoKyMeHTauuk JIMN-Ne(011359)-(PT-RU)-190825 (nocnesosaTensHocTs 0002) / This batch M04841 complies with the requirement:

of Registration Certificate No JIN-Ne(011359)-(PI-RU) registration date 19.08.2025 and nermative documentation JIM-Ne(011359)-(Pr-RU)-18082!
(sequence 0002),

3akmouexue o cepruchukauum / Statement of certification

Hacroswmm A nogTBepKA2I0, YTO NPUBEAGHHES Bhilue VH(OPMaUVA ABNSETCA A0CTOBEPHOI U Tounoil. 3Ta cepun NPOAYKUMM NponsBeaeHa
(BRniovas ynakosky (MapKWpOBKY) M KOHTponb KAYECTBA) Ha BhbIWEYKA3AHHONW NPOU3BOACTEEHHON nnouwgake (nnowaakax) B nonHom
COOTEBETCTBWN ¢ TpeGoBanuAMK paBun Hagnexallel NPOU3BOACTEEHHON NpakTUKY Espasuitckoro IKOHOMUYECKOTD COlo3a U TpeBoBaHusMu
KOHTPONA KAYeCTBA NEeKapCTBEHHBIX CPEACTB, @ Takke B COOTBETCTBMM CO cneLucukaunamm, COAEPXALYNMUCA B PErUCTPaLMOHHOM AOChE
CTpaHbl-MMNOpTEPa WMNU B AOCe CrieUMdukaumnit Ha nekapcTBeHHbIll npenapar B cnyyae nexkapCTBEHHLIX NPENapaTos ANs KNUHUYECKNX
uccnepceaHuii. 3anuch No NPOM3IBOACTBY, YNaKOBKE M aHanusy NPOBEpeHsl, W ycTaHoBneHo ux cooteercrene TpeGosaHuam [pasun
Hagnexallei NpPoWsBOACTBEHHOR npakTuk EBpa3niickoro SKOHOMWUECKOro cowo3a / Hereby | confirm that the above information is true and
acourate. 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 requirements
for quality control of medicinal products, as well as in accordance with the specifications contained in the registration dossier of the importing
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: Poceus / Importing country: Russia

Cepus Beinyuwiena/Date of release: 29.07.2026
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