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ATBILSTIBAS SERTIFIKATS

CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER

Riga
Rlga
1.dala

Part 1

Izdots péc oficialas parbaudes (inspekeijas) saskand ar Direktivas 2001/83/EK 111 .panta
5.punktu l.v.wjﬁci following an inspection in accordance with Art. 111(3) of Directive
200183/ BC

LLatvijas kompetentd iestade — Zalu valsts agentiira apliecina:
Competent authority of Member State —~ Stafe Agency of Medicines confirms the following:

v,

RaZosanas vietas adrese ¢ Site address | Y

Zalu razotajs / The manmfacturer .

Ir aktivo vieluraZotdjs, kas ir oficidli parbaudits saskand ar Dircktivas 2001/83/EK 111 panta
1.punktu, kas parnemts $idos Latvijas Republikas tiesibu aktos: Ministru kabineta 2006.gada
18.aprija noteikumi Nr.304 "Noteikumi par zalu razosanas un kontroles kartibu, par zilu
razosanu athildigas amatpersonas kvalifikdcijas prasibam un profesionélo pieredzi un kartibu,
kada za|u raZosanas uznémurnam izsniedz labas razoSanas prakses sertifikatu”

Is un active substance manyfacturer that has been inspected in accordance wirh Art. 11l
of Directive 2001/83/EC transposed in the following national legislation. Regulation of the
Cabiner of Ministers of 18 April 2006 No 304 "Regulation on mamfacture and control of
medicinal products, requirements for qualified person for manufacture of medicinal products
and procedure for granting of certificate of GMP compliance” '

RaZotdja oficidlajas parbaudgs, no kurdm pedeja tika veikia 15/08/2013, iegitd informicija
lauj uzskatit, ka tas atbilst aktivo vielu labas raZolanas prakses principiem. kas noteikti
Direktivas 2001/83/EK 47.panta. -

Inguna Adovica, Zifu valsts agentivas direktors, Jersikas iela |3, Rfga LV-1003, Latvija
Inguna Adovica, Director, State Agency of Medicines. 13 Jersikas sir., Riga, LV-1003, Latvia
31.10.2013.



From the knowledge gained duving inspection of this manufacturer. the fatest of which was
conducted on 15/08/2013.4¢ is considered thar it complies with the principles of GMP for
active substances referred (o in Article 47 of Directive 2001/83/EC._~

Sis sertifikats atspogulo raoganas vietas statusu iepriekd mingtis oficidlis parbaudes laika, un
tas nevar atspogulot atbilstibas statusu, ja ir pagdjudi vairik nekd s gadi kopé oficidlas
parbaudes, kad tika izsniegts s sertifikats. Tatu $is derfguma terming var tikt salsinats vai
pagarindts, piemerojot riska vadibas regulgjodos principus un veicot ierakstu icrobezojumien
un paskaidrojumiem paredz&taja vieta.
This certificate reflects the status of the manufacturing site al the time of the inspectiofi fiored
above and should not be relied upon to reflect the compliance status if nore than ﬁnw
have elapsed since the date of that inspection, after which time the issuing amhorz‘{?‘s/ id he
consulted. However, this period of validity may be reduced or extended using regulatory risk
management principles by an enfry in the Restrictions or Clarifving remarks fleld.

Sis sertifikats ir derTgs tikai pilnd apjoma, uzrddot visas lapas un abas dokumenta dalas (1. un
2. dalu).
This certificate is valid only when presented with all pages and hoth Paris 1 and 2.

Sertifikta autentiskumu var parbaudit EudraGMDP datubaze. Ja tas datubazé neparadas.
sazinieties ar Zalu valsts agentiru.

The authenticity of this cerrificate may be verified in EndraGMDP database. If it does not
appear, please contact the issuing authoriry.

2.dala
Part 2

| . w . .
3. RAZOSANAS DARBIBAS - AKTIVAS VIELAS
MANUFACTURING OPERATIONS — ACTIVE SUBSTANCES

Aktiva(-as) viela(-as): .
Active substance(s). . J
3.1. ||Kimiski sintez&to akfIvo vielu raZoSana

Manufacture of active substance by chemical synthesis

3.1.1. Aktivo vielu starpproduktu raZosana
Manufacture of active substunce intermediatex

3,1.2. Tehnisko (neatiTrito) akiivo vielu taZoiana
Manufacture of crude active substance '

—

3.1.3. Salu jeghiana / attfrTsanas posmi: Kristalizicija
Sult formation Purification steps: Crystallisation
3,1.4. Citas darbhas; Filtracija

Eirer: Filrrasion
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Inguna Adoviea, Zalu valsts afentiiras divektore, | ersikas iela 13, RTga LY-1003, Latvija 29)
Inguna Adovica, Direcior, State Ageney of Medicines, 13 Jersikas sir., Riga, L1003, Latvia

31.10.2013, . Sertifikata Nr./Certiflcare No. e




