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Declaration

State Institute for Drug Control
(hereinafter only SUKL)

as a competent authority of the Czech Republic for inspection of persons handling pharmaceuticals and
issuing Certificates of Good Manufacturing Practice according to Section 13 of the Act No 378/2007 Coll,,
on Pharmaceuticals and on Amendments to Some related Acts, as amended,

hereby declares that

FARMAK a.s.,

manufacturing site:

Na vi€inci 16/3, Klasterni Hradisko, 779 00 Olomouc, Czech Republic
Buildings No. 13, 22¢, 23, 31, 33, 34 and 401

is a holder of a Certificate of Good Manufacturing Practice issued by SUKL and a manufacturer of active
pharmaceutical ingredients:

Adenosine, tested microbiologically and for pyrogenes, CAS 58-61-7
Alfuzosin hydrochloride, CAS 81403-68-1
Brimonidine tartrate, CAS 70359-46-5

Bromfenac sodium sesquihydrate, CAS 120638-55-3
Butamirate citrate, CAS 18109—81—4

Deferasirox, CAS 201530-41-8

Disodium adenosine 5-triphosphate, CAS 987-65-5
Dofetilide, CAS 115256-11-6

Dosulepin hydrochloride, CAS 897-15-4

Doxazosin mesilate, CAS 77883-43-3

Eszopiclone, CAS 138729-47-2

Hymecromone, CAS 90-33-5

Chlorprothixene, CAS 113-59-7

Chlorprothixene hydrochloride, CAS 6469-93-8
Imidafenacin, CAS 170105-16-5
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Ketorolac trometamol, CAS 74103-07-4
Lurasidone hydrochloride, CAS 367514-88-3

Magnesium lactate, CAS 18917-93-6

Mephenoxalone, CAS 70-07-5

Moxonidine, CAS 75438-57-2
N-(3-morfolin-4-ylpropyl)-4-sulfamoylbenzamide hydrochloride (MSBA.HCI), CAS 1073637-77-0
Nepafenac, CAS 78281-72-8

Regadenoson, CAS 313348-27-5

Riluzole, CAS 1744-22-5

Rivaroxaban, CAS 366789-02-8

Selegiline, CAS 14611-51-9

Selegiline hydrochloride, CAS 14611-52-0

Tizanidine hydrochloride, CAS 64461-82-1

Treamid (XC268BG)

Warfarin sodium amorphous, CAS 129-06-6

Warfarin sodium clathrate, CAS 67430-45-9

XC-8, CAS 1464897-15-1

Zileuton, CAS 111406-87-2

Zolpidem tartrate, CAS 99294-93-6

Zopiclone, CAS 43200-80-2

According to Section 70 of the Act No 378/2007 Coll. the manufacturer of APIs is allowed to manufacture
and market APIs if complies with the principles of good manufacturing practice. Compliance with the principles
of good manufacturing practice in the manufacture of API is evidenced by the Certificate of Good Manufacturing
Practice.

According to law of the Czech Republic no other documents as Manufacturing Licence or Free Sale Certificate are
issued for manufacturers of APIs. Products can be sold freely in country of origin and exported to other
countries.

Stétaf dstav pro kontrolu 16Ziv
Srobdrova 48
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: Ing. FrantiSek Chuchma, CS
e Director of Inspection Section
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