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Industrial Area of Larissa
PO, BOX 3012 - 41004
Larissa, Gresca
Phone:+30 2410 544 489
Drivirnt by inrovation Fax: +30 2410 841 490
infohellas@rontis. com
hitp:fiwvww rontis.com

CERTIFICATE OF COMPLIANCE

Product DFsE|7 (LEVETIRACETAM) DARNITSA UA FC TABS T000MG BTX30 Quantity: 2.450 boxes, 73.500 tabs
Batch no: P2406118

Bulk Praduct Baten No: TC2403051, Quantity bulk: 299,002 tablets

APL (Manufacturer/Batch No): Lupin Limited / D3000042, D3oosozy

Dosage form: tablets

Manufacturing date {monthiyear): 0372024

Packaging date: (dayfmonth/y@ar): 110612024

Expiry date (monthiyear):03/2027

Package size / Type: 10 tabs x 3 blisters

Marufacturing Site: Rontis Hellas Medical and Pharmaceutical Products S.A.
Packaging site: Rontis Hellas Medical ang Pharmaceutical Products 8 A
Quality Control testing site; Rontis Hellas Medical and Pharmaceutical Products S.A.

Nurnber of Manufacturing Authorization: 000001 0664/20/1
Marketing Authorization Numben UAM18839/01/03 Importing Country: Ukraine

Manufactured For: pJgQ Darnitsa Resuilts of Analysis: Ses attached CoA

Ihereby confirm that the above information is authentic and accurate. This bateh of product has been manufactured,
packaged and tested af the above mentioned site (8) in full campliance with the EU GMP requirerments for assuring
compliance with the Marketing Authorization of the importing country, as defined in the relevant Technical Quality
Agdreement. The batch processing, packaging and analysis testing records were reviewed and found to be in
compliance with GMp.

Deviations which could have an adverse effect on the quality of the product; ¥ no )
7
D yes, see fdmments

This batch is released for dispatch.

Place / Date: Larissa, 03/0712024 Name / Signature:
(Name, QP)

Bobola Evageli4

{Qualified Person as designated in Directive 2001/83/EC)

Nationat Organizativn for Meticines, Cerlificate numbes 10787"/"/30«?1~é’(3‘21, Authorization No: [500()(1’!0{36&7/2(),{7, in
aecordance with At 40 of Directive 20018YEC transposed in the national fegisiation AvS (/T 32221/26-4-2013 Art 57

SOP-62.002, EXHIBIT 1a, EDITION 8§




