IGN Polfa Rzeszow S.A.

ul Przeroystowa 2, 35-458 Rzeszow

fel. (+45 17) 865 51 00, fax: (+48 17) 862 46 18
www bauscliheaith.com,  www, polfa,com.pl

Certificate of Compliance

Product name (Trade name, INN, drug form)

T-Sept® (Benzydamine hydrochioride)
compressed lozenges

Dosage

3 mg

Package size and type

w20 (10%2)

Marketing Authorization

UA/13494/01/01
Carton: C1UA09, Foil: F1IUA06, PIL: PLUADG

Batch number

80233085

Date of manufacturing 03.2024
Expiry date 022026

Number of units released to the market

14 850 packages

API
APl Manutacturer

Benzydamine hydrochloride
Centaur Pharmaceuticals Pvt, Lid.

API batch number

22033 11PLI

Manufacturing site

ICN Polfa Rzeszow S.A,
2 Przemyslowa Street
35-959 Rzeszow, Poland

Manufacturing Authorization

174/0008/15

GMP Certificate

[WST .405.72.2023.1P.1 WTC/0098_01_05/132

Results of analysis

According to the attached Certificate of Analysis

Storage Store in the original package at the temperature
below 30 °C.
Comments
- Deviation Yes No ¥
- 008§ Yes LJ No &

[ hereby certify that the abave information are authentic and accurate.

Mentioned batch of medicinal product has been manufactured, including packaging/labeling and quality control
at the above meniioned site in full compliance with The Rules Governing Medical Producis in the Ewropean
Community Yolume V. Good Munufacturing Practice for Medicinal Products and with the specification in the
Marketing Authorisation. The batch processing, packaging and analysis records were reviewed and found 10 be in

compliance with GMP.

Batch released to the market.

Date: 15.04.2024

Dxqially vaned
e | AQata  ramn
~ Sirears
S2ewWzyk one 02 cass

Qualified Person

Barbara Glowis
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/opiyiunun bnanx komnanii AuCiEn onega XKewys Ec. Ei./

Ceprudikar Bianosignocri

HaiiMenyBaHHSA NPOIYKTY (TOProsa Ha3Ba,
IHH, nikapcoka dopMma)

T-Cent® (bensuaaminy rirpoxjaopun), Tadjierku
IJIst PO3CMOKTYBAHHSA

Ho3zyBanns 3Imr
Po3Mip Ta TUN YIAKOBKH Ne 20 (10%2)
PeecTpauiiine nocsixuenns Ne UA/13494/01/01

KapronHa kopobka: CIUA09, ®onera: FIUAQ6,
Inctpyxuis: PIUAOG

Howmep cepil 80233085
JlaTa BUroTOBJICHHS 03.2024
Tepmin npugaTHoCTi 02.2026

KisibkicTh OAMHUIIE, BUTYHIEHHX HA PHHOK

14 850 ynmakoBox

ADI
Bupobuuk A®I

BeH3unaMiny riipoXIopHy
Lentasp ®apmacsiorikanc I1sT. JITA.

Howmep cepii ADI

2203311PL1

HinoHuust BHpOOHMITBA

AiCiEn INonnda Kemrys Ec.E#.,
35-959 Xewys, Byn. [Timemucinosa, 2, Ilonsuma

Jlinensist Ha BUPOOHUNTBO

174/0098/15

GMP ceprndixar

IWSF.405.72.2023.1P.1 WTC/0098_01_05/132

PesyabTaTu anajizy

3rigHo 3 JoJaHMM cepTUdiKaTOM aHalisy

36epiranns 36epiraTy B OpUriHaNBHIN yIIakoBIli MpH
temnepatypi sixye 30 °C.
KomenTapi
- Bixxuienun Tak [J Hi X
Tax U Hi X

- Bigxnnenns Bia cuenmndixanii

Llum 51 3ac6i0uyio, wo eunegrazana iHgopmayis € 00CMoGIPHOIO Ma MOUHOIO.

3zadana cepis nikapcokozo 3acoby Byna 6U20MOBRENA, SKAIOYAIOYY YRAKOBKY 1M KOWMPONs AKocmi 1a euwesasiayen i
OinbHuyi, y noeniti gionogionocmi 3 Ilpasunamu, wo pezymoioms nikapcoki 3acobu 6 Tomi IV €eponeticbkozo
Cnismosapucmea, Hanesicna eupobruua npaxmuxa Ons Mikapcekux 3acobis ma i3 cneyughixayieio s2iono peecmpayiiHomy
noceiduenro. 3anucy 3 6upoBHUYMEA, NAKYEAHHA MA ARANIZY OYAU NEPeiAHYME Ma 6USHAHT MAKUMY, 1O §i0nosioaoms

sumozam Haneoicnoi supobruyol npagkumu.

Cepis sunywena Ha puHoK.

Harta: 15.04.2024

Kouis signosinac opurinany
Craopero Arata Ciepulik
Craopeno 16.04.2024, 08:54

Enexrponusit ftignme: Arara Cienunk
Mara: 2024.04.16

08:54:40 +02'00'

{eneKTpOHIIL NEATIHG BAACIBIKS ceprHgikar:

VioeHoBaXeHa ocoba
/mionucano/

EBapbapa I'nogic

CEPTU®DIKAT AKOCTI

/pexeizumu xomnanii AuCiEn Honoa JKeutys Ec.Eil./
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