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Certificate No. / Eislo certifikdtu: 382/2020/CGMP

CERTIFICATE OF GMP COMPLIANCE
OF A CONTROL LABORATORY
CERTIFIKAT SPRAVNE VYROBNI PRAXE

PartI/CastI

Institute for the State Control of Veterinary Biologicals and Medicines as national competent
authority of the Czech Republic issues according to Section 16, par 2, letter a), item 3 of the Act No.
378/2007 Coll., on Pharmaceuticals and Amendments to Several Related Laws in current wording (hereinafter
referred to as "Act on Pharmaceuticals No. 378/2007 Coll.") and in accordance with Art. 80(5) of Directive

2001/82/EC as amended, this certificate that to confirm that control laboratory

Ustav pro stétni kontrolu veterinimich biopreparath a 1é&iv se sfdlem v Bmé& jako ptistuiny utad Ceské republiky vyddva
podle § 16 odst. 2 pism. a) bod 3. zdkona &. 378/2007 Sb., o Ié&ivech a 0 zm&nach n&kterych souvisejicich zikoni (déle jen zdkon
&. 378/2007 Sb., o létivech) a v souladu s &lankem 80(5) Sm&rnice 2001/82/EC, ve znéni pozd&jsich predpisd, tento certifikat,
kterym potvrzuje, Ze kontrolni laboratof

ALS Czech Republic, s.r.o.
Na Harf¥ 336/9
190 00 Praha 9 — Vysoéany
Czech Republic
1C/INo: 274 07 551

site address
misto &innosti kontrolni laboratote

Podébradska 540/26, 190 00 Praha 9

has been inspected under the national inspection programme in connection with authorisation of control
laboratory no. 538/2020/RKL in accordance with Art. 44 of Directive 2001/82/EC transposed in the
following national legislation: Act on pharmaceuticals No. 378/2007 Coll.

je kontrolovin Ustavem pro stétnf kontrolu veterindrnich biopreparétd a 1é&iv v pravidelnych terminech a Je drZitelem povoleni
k ¢innosti kontrolnf laboratofe reg. &. 538/2020/RKL vydaném v souladu s &lankem 44 Smé&mice 2001/82/EC ve zn&ni pozdgjiich
Giprav, ktery byl transponovan do § 69 zikona &. 378/2007 Sb., o 1é&ivech.

From the knowledge gained during inspection of this control laboratory, the latest of which was
conducted on 28-29/05/2020, it is considered that it complies for activities listed in Part II of this certificate
with the principles and guidelines of Good Manufacturing Practice laid down in Directive 91/412/EEC
transposed to national legislation: Decree No. 229/2008 Coll. These requirements fulfil the GMP
recommendations of WHO. '

Na zdklad® vysledki inspekce kontrolni laboratote, kdy posledni inspekce byla provedena 28.-29. kvéma 2020 Ustav
potvrzuje, 2e kontrolni iaboratof splituje, pro rozsah uvedeny v dasti II tohoto certifikétu, poZadavky sprévné vyrobni praxe
stanovené Smeérnici 91/412/EEC, transponované do vyhlésky & 229/2008 Sb. Pozadavky sprévné vyrobni praxe jsou v souladu
8 doporudenimi WHO.

This certificate reflects the status of the control laboratory site at the time of the inspection noted
above and should not be relied upon to reflect the compliance status if more than three years have elapsed
since the date of that inspection, after which time the issuing authority should be consulted.

Tento certifikét odraZi aktudlnf stav mista &innosti kontroln{ laboratofe v dob¥ inspekce uvedené vy¥e a jeho platnost je
limitovéna na tfi roky od data této inspekce. Po této dob¥ by mé&la byt platnost certifikétu ov&fena u autority, kterd jej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifikitu miiZe byt ovéfena u autority, kterd jej vydala.
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Part I1 - Scope of the certificate / Cist I1 — rozsah certifikdtu

Veterinary medicinal products / Veterindrnf lé¢ivé ptipravky

1 — Manufacturing operations / Vyrobni operace

1.6 Quality control testing / Kontrola kvality

1.6.3 Chemical/Physical / Chemickd/fyzikiini

Any restrictions or clarifying remarks rélated to the scope of this certificate: none
Omezend nebo vysvétleni k rozsahu tohoto certifikétu: #idné

Date of issuing/Datum vydén{: Name and signature of the authorised person of the
10/07/2020 Competent Authority of the Czech Republic
Jméno a podpis oprévnéné osoby
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/ favDr. Jix Bures
el USKVBL
~ Jiri Bures, [2.V.M.,
‘Chief Executive of USKVBL
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