Merckle GmbH
Teva generics system I‘atiophal’m

Release confirmation

Country: Russian Fed.

Customer: Teva

Product: Hylak forte drops

Batch Finished Prod: U14557 Manuf. date: 04.2018
Primary packaging: u14557 Expiry date: 04.2022
Merckle batch no.: U14557

SAP no.: 24517 Pack size: 100
Dosage form: QOral Solution Batch size: 16.246.300
Active ingredient: Lactobacillus

Storage advise: Do not store above +25°C

Registration no.: P NO14917-01

Released quantity: 132.170,000

License no: DE BW_O1 _MIA_ 2017 0024/DE_ BW 01 Merckle

GMP certificate: DE BW_ 01 GMP 2017 1060 - valid (Bldubeuren)

DE BW._ o1 GMP 2018 0069 - valid (Blaubeuren- -Weiler)

(
(

DE BW 01 GMP 2016 0099 - valid Ulm)
Product presentation
Packaging: 100 Oral Solution / Glass Bottle
Label: 79792.08-RU
Folding box: 79793.10-RU
Leaflet: 131308.05-RU
Bulk manufacturer: MERCKLE GMBH
Dr.- Georg-Spohn-Str. 7
89413-Blaubeuren
Germany .
Yulia Bardakova
Packager: MERCKLE GMBH 2018.07.26
GRAF-ARCO-STRASSE 3 16:46:28 +03'00"
89079-ULM
Germany
QC Site: MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM
Germany
Final releaser: MERCKLE GMBH

LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN
Germany
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Merckle GmbH

Teva generics system

No major or critical deviation(s) have been re

ratiopharm

gistered that may influence the release of the batch.

| hereby certify that the above information is authentic and accurate.
This batch of product has been fabricated/manufactured, including

packaging and quality control in full complianc

e with the EU-GMP

requirements and with the specifications of the Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed and

found to be in compliance with GMP.
This batch is released for marketing.

Release date: 12.07.2018
Print date 12.07.2018
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