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ZALU RAZOTAJA LABAS RAZOSANAS PRAKSES
ATBILSTIBAS SERTIFIKATS
CERTIFICATE OF GMP COMPLIANCE MANUFACTURER
Riga / Riga

Sertifikats Nr.

Certificate No ZVAILV/2023/004HV

1.dala

Part 1

Izdots péc oficialas parbaudes (inspekcijas) saskana ar Direktivas 2001/83/EK 111.panta
5.punktu, Regulas (ES) 2019/6 94.panta 1.punktu un Direktivas 2001/20/EK 15.pantu.

Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC, Art.
94 (1) of Regulation (EU) 2019/6 and Art. 15 of Directive 2001/20/EC.

Latvijas kompetenta iestade — Zalu valsts agentiira apliecina:
Competent authority of Latvia — State Agency of Medicines confirms the following:

Zalu razotajs / The manufacturer Akciju sabiedriba “Olainfarm”/ Joint Stock Company
“Olainfarm”

RazoSanas vietas adrese / Site address Riipnicu iela 5, Olaine, Olaines novads, LV-2114,
Latvija/5 Rupnicu Street, Olaine, Olaine District, LV-2114, Latvia

OMS Identifiers: ORG-100002509 / LOC-100000997

Ir oficiali parbaudits nacionalas uzraudzibas un kontroles programmas ietvaros attieciba uz
atbilstibu specialajai atlaujai (licencei) zalu razosanai Nr. RO0018 saskana ar Regulas (ES)
2019/6 88.pantu, Direktivas 2001/83/EK 40.pantu un Direktivas 2001/20/EK 13.pantu, kas
parnemts $ados Latvijas Republikas tiesibu aktos: Ministru kabineta 2006.gada 18.aprila
noteikumi Nr.304 ,Noteikumi par zalu razoSanas un kontroles kartibu, par zalu razo$anu
atbildigas amatpersonas kvalifikacijas prasibam un profesionalo pieredzi un kartibu, kada zalu
razoSanas uznémumam izsniedz labas raZoSanas prakses sertifikatu”

Has been inspected under the national inspection programme in connection with
manufacturing authorisation No. R00018 in accordance with Art 88 of Regulation (EU)
2019/6, Art. 40 of Directive 2001/83/EC and Art. 13 of Directive 2001/20/EC transposed in
the following national legislation: Regulation of the Cabinet of Ministers of 18 April 2006 No
304 "Regulation on manufacture and control of medicinal products, requirements for qualified
person for manufacture of medicinal products and procedure for granting of certificate of GMP
compliance™

Dokumenta  datums ir ta Zalu valsts agentiiras pilnvarotas amatpersonas vards, uzvards un paraksts
clektroniskas paraksiSanas Name, surname and signature of the authorized person of the Competent Authority of Latvia

datums (laika zimogs) Sergejs Akulics, Zalu valsts agentiiras direktora vietnieks / Deputy director, State Agency of Medicines,
The document date is the date of talr./phone +371 67078424, fakss/fax +371 67078428, info@zva.gov.lv
electronic sign (time stamp)
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Razotaja oficialajas parbaudés, no kuram peédgja tika veikta 11/11/2022, iegiita informacija lauj
uzskatit, ka tas atbilst labas razoSanas prakses principiem un pamatnostadném, kas noteiktas
Direktiva 91/412/EC, Direktiva (ES) 2017/1572 un Komisijas Delegétaja Regula (ES)
2017/1569".

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 11/11/2022 it is considered that it complies with the principles and guidelines of
Good Manufacturing Practice laid down in Directive 91/412/EC, Directive (EU) 2017/1572 and
Commission Delegated Regulation (EU) 2017/1569Y.

Sis sertifikats atspogulo razo3anas vietas statusu iepriek§ minétas oficialas parbaudes laika, un tas
nevar atspogulot atbilstibas statusu, ja ir pagajusi vairak neka tris gadi kops$ oficialas parbaudes,
kad tika izsniegts Sis sertifikats. Tacu $is deriguma termin$ var tikt saisinats vai pagarinats,
piemérojot riska vadibas regul€joSos principus un veicot ierakstu ierobezojumiem un
paskaidrojumiem paredzg&taja vieta.

This certificate reflects the status of the manufacturing 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.
However, this period of validity may be reduced or extended using regulatory risk management
principles by an entry in the Restrictions or Clarifying remarks field.

Sis sertifikats ir derigs tikai pilna apjoma, uzradot visas lapas un abas dokumenta dalas (1. un 2.
dalu).

This certificate is valid only when presented with all pages and both Parts 1 and 2.

Sertifikata autentiskumu var parbaudit EudraGMDP datubaze. Ja tas datubazé neparadas,
sazinieties ar Zalu valsts agentiiru.

The authenticity of this certificate may be verified in EudraGMDP database. If it does not appear,
please contact the State Agency of Medicines.

1) Sis prasibas atbilst Pasaules veselibas organizacijas (PVO) labas razo$anas prakses ieteikumiem.
These requirements fulfil the GMP recommendations of WHO

Zalu valsts agentiiras pilnvarotas amatpersonas vards, uzvards un paraksts
clektroniskas paraksiSanas Name, surname and signature of the authorized person of the Competent Authority of Latvia

datums (laika zimogs) Sergejs Akulics, Zalu valsts agentiiras direktora vietnieks / Deputy director, State Agency of Medicines
The document date is the date of talr./phone +371 67078424, fakss/fax +371 67078428, info@zva.gov.lv
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2.dala
Part 2
Cilvekiem paredzetas zales
Human medicinal products
Veterinaras zales
Veterinary medicinal products
Cilvekiem paredzetas petamas zales
Human investigational medicinal products
1. RAZOSANAS DARBIBAS — ZALES
MANUFACTURING OPERATIONS — MEDICINAL PRODUCTS
1.1. Sterilas zalu formas
Sterile products
1.1.3. Serijas sertifikacija
Batch certification
1.2. o
Nesterilas zalu formas
Non — sterile products
1.2.1. Nesterilas zalu formas (razo$anas darbibas ar $adam zalu formam)
Non-sterile products (processing operations for the following dosage forms)
1.2.1.1. Cietas kapsulas
Capsules, hard shell
1.2.1.8. Citas cietas zalu formas — pulveris/granulas iekskigi/arigi lietojama skiduma
pagatavoSanai
Other solid dosage forms — powder/ granules for oral/topical solution
preparation
1.2.1.13. Tabletes
Tablets
Dokumenta  datums ir ta Zalu valsts agentiiras pilnvarotas amatpersonas vards, uzvards un paraksts
clektroniskas paraksiSanas Name, surname and signature of the authorized person of the Competent Authority of Latvia
datums (laika zimogs) Sergejs Akulics, Zalu valsts agentiiras direktora vietnieks / Deputy director, State Agency of Medicines
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1.2.2. Sérijas sertifikacija
Batch certification

1.5.

Iepakosana

Packaging

1.5.1. Primara iepakoSana

Primary packing

1.5.1.1. Cietas kapsulas
Capsules, hard shell

1.5.1.8. Citas cietas zalu formas — pulveris/granulas iekskigi/arigi lietojama Skiduma
pagatavosanai
Other solid dosage forms — powder/ granules for oral/topical solution
preparation

1.5.1.13. Tabletes
Tablets

1.5.2. Sekundara iepakoSana

Secondary packing

1.6.

Kvalitates kontroles testéSana

Quality control testing

1.6.1. Mikrobiologiska: sterilitate
Microbiological: sterility

1.6.2. Mikrobiologiska: nesterilo zalu formu tiriba

Microbiological: non-sterility

1.6.3. Kimiska / fizikala
Chemical / physical

1.6.4. Biologiska
Biological

Dokumenta
elektroniskas

datums ir ta

Zalu valsts agentiiras pilnvarotas amatpersonas vards, uzvards un paraksts

parakstsanas Name, surname and signature of the authorized person of the Competent Authority of Latvia

datums (laika zimogs) Sergejs Akulics, Zalu valsts agentiiras direktora vietnieks / Deputy director, State Agency of Medicines
The document date is the date of talr./phone +371 67078424, fakss/fax +371 67078428, info@zva.gov.lv
electronic sign (time stamp)

Sertifikata Nr./Certificate No.
ZVA/LV/2023/004HV




5 (6)

2. ZALU IMPORTESANA
IMPORTATION OF MEDICINAL PRODUCTS

2.1. Importeto zalu kvalitates kontroles testéSana

Quality control testing of imported medicinal products

2.1.1. Mikrobiologiska: sterilitate
Microbiological: sterility

2.1.2. Mikrobiologiska: nav sterilitates (nesterilas zalu formas)

Microbiological: non-sterility

2.1.3. Kimiska / fizikala
Chemical / physical

2.1.4. Biologiska
Biological

22 Importéto zalu serijas sertifikacija

Batch certification of imported medicinal products

2.2.2. Nesterilas zalu formas

Non-sterile products

Jebkadi ierobezojumi vai paskaidrojumi saistiba ar $a sertifikata jomu:

1) 1.6.4. Biologiska testéSana — bakterialie endotoksini;

2) Veterinaras zales - tikai 1.6. Kvalitates kontrole;

3) Nesterilo pétamo zalu pilna cikla razosana, t.sk. iepakoSana, markésana (bez
maskéSanas), sérijas sertificéSana,

4) 2.2.2. Deguna pilieni un deguna spreji.

Any restrictions or clarifying remarks related to the scope of this certificate:

1) 1.6.4. Biological testing — bacterial endotoxins;

2)  Veterinary medicinal products — 1.6. QC testing only;

3) Human investigational medicinal products: full scale manufacturing of nonsterile dosage forms, including packaging
and labelling (without blinding) and batch certification;

4) 2.2.2. Nasal drops and nasal sprays.

Dokumenta  datums ir ta Zalu valsts agentiiras pilnvarotas amatpersonas vards, uzvards un paraksts
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Zalu valsts agentiiras pilnvarotas amatpersonas vards, uzvards un
paraksts

Name, surname and signature of the authorized person of the Competent
Authority of Latvia

Dokumenta datums ir
ta elektroniskas
parakstiSanas datums
(laika Zimogs)

The document date is
the date of electronic
sign (time stamp)

Sergejs Akuli€s, Zalu valsts agentiiras direktora vietnieks / Deputy
director, State Agency of Medicines
talr./phone +371 67078424, fakss/fax +371 67078428, info@zva.gov.lv

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA ZIMOGU
DOCUMENT SIGNED WITH A SAFE ELECTRONIC SIGNATURE AND CONTAINS A TIME STAMP
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