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HRKA-FARMA d.o.0.

Confirmation of the partial manufacturing
Name of Product: 316808 DEHINEL PLUS XL TBL a2 CZ/SK pom H

Date: 24.05.2022
Page 1/1__

Description of the manufacturing stage: Primary packaging

| Dosags form; tablets

Batch No, of the Product: H13382

i S IS | | :
Strength/Potency (amount per unit dose SISMG/SHMGNTSMG

kage size: a2

Puckage type:

Batch No, bulk: H1329%

Alu-Alu

Date of manufacture: 84/2022

Expiry date: 042025

QA Agreement No: 049-PAKI-26

Newme and address of mamyfacturing site for bulk ;
KREA-FARMA d.oo.

V. Holjevea 20/E,

10450 Jastrebarsko

Croatia

Manufacturing Authorisation No.:
UP/1-530-01/20-03/05
381-13-08/318-21-10
Certificate of GMF compliance ;
UPA-530-10r20-03/10
381-10-05/241-20-03

Name and address of manwfacturing site for primary Masufacturing Autherisation No.:

packaged prouct; UP/1-530-01/20-03/05
KRKA-FARMA d.0.0. 381-13-08/318-21-10

V. Holjevea 200E, Cenificate of GMP compliance -
10450 Jastrebarsko UP-530-10420-03/10
| Croatia 381-10-05/241-20-03

Name and address of quality confrol- Manufacturing Autherisation No.,:
KRKA-FARMA d.o.0. UP/1-530-01/20-03/05

V. Holjevea 2(VE, 381-13-08/318-21-10

10450 Jastrebarsko Certificate of GMP compliance -
Croatia UP/-530-10/20-03/10

- 381-10-05/241-20-03

Quantity of batch: 9 950 PC

Comments/remarks:

Confirmation statement:

| herelyy confirm that the manufacturing stages referred to in the Quality Agreement have been carried out in

full compliance with the GMP requirements of the EU

and terms described in the Agreement for ensuring

compliance with the requirements of the Marketing Authorisation.

Drate of release; /

Qualified Pervon for bulch relisuse:
Nikolind M:wac.MPhann

Quality Management
KRKA-FARMA d.0.0.
V. Holjevea 20E
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