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Tipenapar: BASOHIT, rabnerku perapx, tokpuTi 060r0HKO0, 110 600 Mr
Product: Vasonit, coated tablets retard 600 mg

Homep pericrpauiiinoro nocsigyenns: UA/8138/01/01 o1 26.04.2018 p.
Number of registration certificate: UA/8138/01/01 frem 26.04.2018.

Cuna Aii / axruBHicTb: nenTokcuginin 600 Mr
Strength / activity: pentoxifylline 600 mg

Jlikapebia dopma: TabNeTin peTapa, OKpHUTi 060JI0HS0I0
Pharmaceuntical form: coated tablets retard

Poamip i Tan ynawosgis: Tlo 10 Tabnerox s Gnicrepi, mo 2 GuicTepa B kaproHiii kopobui
Volume and type of packaging: 10 tablets in a blister, 2 blisters in a carton box.

Homep cepii i xinekicTs ynakosox: H03180, 23.740 ynaxoBoK
Batch number and batch size: 103180, 23.740 packs

Hara supoGumursa / Manufacturing date: 03.2024
Tepmin npuaaruocti go / Expiry date: 03.2029

Name, address and Ne of Manufacturing License for the bateh releaser.
TJL hapsa ['nGX, Wiaocennay |, 8302 flawax, Apctph
G.L. Pharma GmbH, Schiossplatz 1, 8502 {annach, Austria

Jlinensin ua supobunurso Manufacturing License: 481327
Ceprudirar sianonignocti GMP abo cenaxa EurdaGMP

/Certificate of GMP compliance or the reference to LurdaGMP Ne.: INS - 481327-101358959

Name. nddress and Ne of Manufacturing License for the manufacturing site and quality control site
" JL dapma FuBX, hacrpiunpacee 1, 8502 Jiasax, Ascrpis
G.L. Pharoa GrmbH, Industriestrasse 1, 8502 Lannach, Austria

Jlinensin na supobunurso /Manufacturing License: 481348

Cepradivar signosignocri GMP a6o ceniaxa EurdaGMP
/Certificate of GMP compliance or the reference to TordaGMP  Ne INS - 481348-101802660

Komenrapi/Comments

HaiiMeHyBaHNS, MICUEIHAXOLREHHT | HOMEPA Ainersiii BCIX AVIAROK N0 BAPOGHANTBEY i KOHTPOMLIO AKocTi.

Haiimenysanis, MiCIEIRaXonsenis i Homepa sinesnilt seix masuox no BHPOGIITBY | KOHTPOLIO sKocTi.
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TECTH /TESTS Honycrrmi mesxi 419 aikapesioro npenapary / Pesynnrar / Result
Specification
1.0nuc/ Hoeracri, apoonyxni Tabnerky, BKPHTI HNiBKOBOIO OGONOHKGIO
Description 6inoro koBOPY, 3 PO3ALNOBOIO PHCKOIO Ha 0GOX CTOPOHAX. / Binnosinae
Oblong, biconvex, film-coated white, with a break line on both
sides, Corresponds
2. Paanmipu! / size Length ~ About 18 mm / Josxuna ~ npubanzeo ] § MM 18.0 Mm
Width - About 7.5t/ 1llupura — nprbnuzao 7,5 MM 7.5 MM
Thickness ~ 6.2 % 0.3 mm / Tosuuua ~ 6,2 £ 0,3 MM 6.3 MM
3.Inenrudikauis’
- nercokcuinin A ObHOBHA MILiMA Ha XpomaTorpami BUnpoSysaoro posunty Mae | Biamosimae
BlAnoBinatH 2a posmipoM i NonoweHHAM OCHORNIN onAMi Ha
XPOMATOrpaMi CTaHRapTHOro poguniy 1.
B Yac yrpamysanns ochosuoro pixa wa  xposarorpanmi | Bianosinae
Bunpobysatoro poadudy, OTpuManoro B posaim «Kinsxicue
BU3HRYEHHAD, MAC BIANOBIAXTH dacy YTPHMYBAHHI OCHOEHOIO
niKa Ha XpoMaTorpami CraHAAPTHOro po3umuy 1.
THTaHy nioxcun* C Vreopenns saGapeitenus Big xoBTOro g0 noMapauueso- | Bimosigae
HOBTOTO B PEAKLIT 3 HEPOKCHAOM BOAHIO
A
Identification The principal spot in the chromatogram of the test solution must Corresponds
pentoxifylline comply with the size and position of the principal spot in the
chromatogram of a standard solution of 1.
B
The retention time of the principal peak in the chromatogram of'the Corresponds
test solution obtained in the "Assay”, must match the retention time
of the principal peak in the chromatogram of a standard solution of
1.
C
Formation color from yellow to orange-yellow in the reaction with | Corresponds
titanium dioxide hydrogen peroxide
4. Cepenns maca / 764 Mr k5% (725,8 Mr 1o 802,2 mr). / 765.7 mMr
Average weight 764 mg + 5% (725.8 mg and 802.2 mg).
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TECTH /TESTS

Jiouycrumi mexi 15 JIKIPCHKOrOo NPeNapaTy / Specification Peaynprar / Result

5. OnnopinxictTe MacH
oKpeMuX Tabnerox?/
Uniformity the mass of
individual tablets

+5 % Bin cepenHsOl MacH,
Tisicn nei Tabnerid 3 20 MOXKYTE MATH BiOXuIeHHs Bi Binnosinae
cepeiHbOL MacH, HKe NEPeBrULYE 5%, ane xonna Corresponds
iHAKBiRyanbHa Maca HE NOB-1HHA NEpeBRIYBaTH + 10 %./
+ 5% of the average weight.

Only two out of 20 tablets may deviate from the average weight
of which exceeds =+ 5%, but no individual weight does not exceed

% 10%.
6. Oanopiasicts V sinnosiauocti no suMor €spon. dapm. 2.9.40/ Bignoeinae
LO30BAHUX OZMHMLL'/ According to the requirements of E. Ph. 2.9.40 Corresponds

Uniformity of dosage units

7. Critikicrs Tabnerok zo
pO3RABMIOBAHHA" /

He Menwme 145 H
Not less than 145 N

Resistance to crushing 207N

1ablets

8.Croponsi gomitks / TeaGpominy — e Gisniie 0.2 %.

Impurities Byaw-axoi weigewrudikosaol oMtk - He Ginsie 0,2 %. <0.06 %

o . N . . °

Cyna Helnewtndikosanuy Xomiwok - ve Ginsue 1,0 %. <0.06 %
Theobromine - not more then 0.2 %. ‘ < 0‘06 o%
Any unidentified impurities - not more than 0.2%, :
Amount-of unidentified impurities - no more than
1.0 %

9. Posunnenns MDissolution | He Gimmie 30% - 1 ropmna. 18 %
Big 25% no 45% - 2 roppen. 29 %
Bin 30% no 55% - 4 roquy-. 47 %
He Menm Hix 60% - 8 rogrs. 70 %
He menw Hix 80% - 12 rozum / 86 %
Not more than 30 % - 1 hoar
From 25 % to 45 % - 2 hous.
From 30 % to 55 % - 4 hours,
Not less than 60 % - 8 houss.
Not less than 80 % - 12 howrs,

10. Brpata B Maci opH He Ginpie 5,0 % /

pucyirypakHi / Not more than 5.0 %. 03 %

L.oss on drying .

11. KinexicHe BU3HaEHHS 600 mr = 5 % (8in 95 % ac 105 % Bin sasByIeHol kinesxkoeti) /

niegroxcubininy/ 600 mg £ 5 % (from 95 %10 105 %4 of the stated amouat) 765.7 mg

Assav of pentoxifylline
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 TECTM /TESTS

Honycrumi mexi ang nixapesioro fipenapary

/ Specification

Peayaprar / Result

12. MikpoGionoriusa
uucrorat /
Microbiological purity *

B I r npenapary zonyckactscs BasBHICTE He Ginpime 107 Gacrepill;

He 6insiue 102 rpubis,
Bipcyrhicrs E.colig 1 1./

In 1 g of the drug not more than 10° bacteria, not more than 102

fungi.
The absence of E. coliof 1 p

He sunpoGysano

Not tested

Cepig Binnosigae BamMoram

Hara sunyeky / date of release

07.06.2024

*< BUMIPODYBEHHA NPOBOTHTHCA JAA KOKHOT JEcsTol cepil
D TeCT NpOROUITHCH P BHIYCRY

Arect NIpOBOINTECE NpH 10epirani

* - The test is performed for each tenth series

Y Test is carried out at release

3 test carried out during storage

3aspa npo ceprudixaniro.
Cripamricning st zacsizuyio, wo
(BRAONBIOUH YTIRKOBKY | Map

3 pumorasy GMP, neranopner
MICTATLCR B peECTpaLliiBoMy 10che,

sianosianicrs GMP,

Statement of Certification
"With this, I certify that the a

packaging / labeling) and conducted by the quality contro! in the above section,

of GMP, established by local
dossier or N marketing autha

imported N, or in the file specifications for the drug for the investigational product, P

Haseae

Ha siue indopsatis € 20¢TorIpHOI0 i TouHoW. Lo cepito mpogykuil Syno sapobaeno

KYBAHHA) T npOBEASHO KOHTPOAD 11 8K0cT! Ha BHLIE3rafaHyid pinanui B Nopwiit sinrosiaocti

bove information is true and accurate. This series of prod

regulatory authority and in accordance with the

MMM MICUSERNM PEryANTOPHAM OpraHoM, a TakoX BiANoBisHO no cheuudikanii, mo
Tipororoms supoBunirea, ynaxosky Ta anaisis Gynu mepernauyTi i BcraHoBACHO

ucts have been produced {including
in full compliance with the requirements
specifications contained in the registration

rization of the country of the manufacturer or N importing country if the products are

testing has begn revised and the correspondence GMPs,

Compiled by:

5. wecea, |t

; e
a . »g/[ 4
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Hara / Date: 10.06.2024

I-p. B. 3a#pn,

rotoeols produation, packaging and

/4 L i

Buxounaseus

Yyosxosakena ocoba 3 sxocri /Quality Authorized person

Gl®Pharma

G.L. Pharma GmbH
Schlossplatz 1

8502 Lannach, Austria
+43 3136 82577 -0




CERTIFICATE of CONFORMANCE
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e-mail: office@gl-pharma.at

Internal code: 2024-FF-1382710-1-FF Version 1 Page 1/2
Name of product Vasonit ret. 600 mg f/c Item No. | 77230UA
tablets
Importing Country Ukraine
Marketing Authorisation Number UA/8138/01/01

Marketing Authorisaton Holder

Bausch Health LLC

Dosage form

See name of product

Package size / type 20/ Blister
Batch number H03180
Date of manufacture 03.2024
Expiry date 03.2029
Bulk batch number GG00056
Batch size 478304 STK
Packages released! 23740

Manufacturing site
Authorisation Number

G.L. Pharma GmbH, Industriestralle 1, 8502 Lannach, Austria
481348

EudraGMP 63079

Packaging site G.L. Pharma GmbH, Industriestrale 1, 8502 Lannach, Austria
Authorisation Number 481348

EudraGMP 63079

QC site(s): G.L. Pharma GmbH, Industriestrafie 1, 8502 Lannach, Austria
Name of API Lot/batch of API Manufacturer

PENTOXIFYLLINE

2205192 Solara Active Pharma Sciences Limited

india

Results of analysis

There is further information in the attached CoA of the finished product and the
AP}

Deviation Report

no

Comments / remarks




Gl®Pharma

G.L. Pharma GmbH
Schlossplatz 1

A-8502 Lannach, Austria
Phone: +43/(0)3136/82577-0

Fax: +43/(0)3136/81563
CERTIFICATE of CONFORMANCE e-mail: offcogapans oo
Internal code: 2024-FF-1382710-1-FF Version 1 Page 2/2

STATEMENT of CERTIFICATION

Authorisation of the importing country. The batch processing, packing and analysis records were reviewed and
found to be in compliance with GMP.

Any deviation has been assessed and documented. For any deviation that might have an influence on the quality
and/or safety of the product, a deviation report is added to the CoC.

Date of release: 07.06.2024 Mag. Jutta Eber|
Qualified Person

Date of issye: 1 2.06.2024 13:38 Barbara Fess|



