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CERTIFICATE OF COMPLIANCE

Product DESEIZ (LEVETIRACETAM) DARNITEA UA FC TABS 500MG BTX20
Batch no, P2406212

i3

Bulk Produst Batch No: TC2404076,  Quantily bulk: 585005 lablets
Ak N

1 {Manufacturer/ Batch Noj: Lupin Limited 7 D3006025, 03008054
Posage form: tablels

Manufacturing date (imonth/yeary, 03/2024

Packaging date: (day/monthiyear): 20/06/2024

Expiry date (month/year).03/2027

Package wc / Typé: 10 tabs x 3 blisters

Manufaciuring Site: Rontis Hellas Medical and Pharmaceutical Products S A,
Packaging site: Rontis Hellas Medical and Pharmaceutical Products S.A.

Industrial Area of Larissa
PO BOX 3012 - 41004
Larissa, Greece
Phone:+30 2410 541 489
fFax: +30 2410 541 490
infohellas@rontis.com
hittp www rontis.com

Qruantity: 10.000 boxes, 300.C00 tabs

Quality Control testing site; Rantls Hellas Medical and Pharmaceutical Products 8.4,

Number of Manufacturing Authorization: 0000010664/20/1

Marketing Authorization Number UA/MB832/01/02 o : Importing Country: Ukraine
Manufaciured For, PISC Damilsa Results of Analysis: See attached UoA

I ereby confirm that the above information is authentic and accurate. This baitch of praduct has bean manufacturad,
packaged and tested at the above mentioned site (s) in full compliance with the BU GMP requirements for assuring
compliance with the Marketing Authorization of the importing country, as defined In the relevant Technical Quatiyy
Agrezment. 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 /
o oyes, Sf:‘;fig;]ifm“l"lrﬂémi':}
This baich is released for dispatch. i
Comments/Remarks: NIA

Place / Date: Larissa, 03/07/2024 Name / Signature:
(Narne, QF)

Bobola Evagelia
(Qualified Person as designated in Directive 2001/83/EC)

Natienal Organization. for Medicines, Codificale. numbor; 107877/30-11-8021, Authorzation Noo DDOORIDEE4/26/
aooordances with Art40Q of Directive 2001/85/EC transposed in the nalfonal legistation 8Y3 ()47 11 32221/28-4-2013 Arts7

SOP-02-002, EXHIBIT 14, BEOITION 8
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