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Certificat Nr./Certificate No: 002/2025/RO

CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE FABRICATIE
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Partea 1/Part 1

Emis in urma unei inspectii in acord cu art. 15 al Directivei 2001/20/EC / Issued following an inspection in
accordance with Art. 15 of Directive 2001/20/EC

Autoritatea competenta AGENTIA NATIONALA A MEDICAMENTULUI §1 A DISPOZITIVELOR
MEDICALE din ROMANIA confirmi urmitoarele / The competent authority NATIONAL AGENCY FOR
MEDICINES AND MEDICAL DEVICES of ROMANIA confirms the following:

Fabricantul/The manufacturer: ARENA GROUP SA

Adresa locului de fabricatie/Site address: B-dul Dunirii, Nr.54, Orag Voluntari, Judet I1fov, cod postal 077190,
Romaénia

A fost inspectat in cadrul programului national de inspectie referitor la autorizatia de fabricatie nr.35F in acord
cuart.13 al Directivei 2001/20/EC transpuse in legislatia nationali prin art.48 din Ordinul ministrului séin#t3{ii publice
nr.904/2006 pentru aprobarea Reglementdrilor privind implementarea regulilor de buna practicé in desfégurarca
studiilor clinice efectuate cu medicamente de uz uman/Has been inspected under the national inspection programme
in connection with manufacturing authorization no.35F in accordance with Art.13 of Directive 2001/20/EC
transposed in the following national legislation: art.48 from Minister of Public Health Order no. 904/2006 for
approval of Regulations relating the implementation of Good clinical practice in the conduct of clinical trials on
medicinal products of human use.

Din informatiile acumulate in timpul inspectiei la acest fabricant, ultima fiind efectuatd in 2024/09/13 se apreciazi

c# acesta respecti cerintele de Bund Practica de Fabricatie la care se face referire in Principiile i ghidurile pentru Buna
Practici de Fabricatie stabilite in Directiva 2003/94/CE"Y From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on 2024/09/13, it is considered that it complies with the Good
Manufacturing Practice requirements referred to The principles and guidelines of Good Manufacturing Practice laid
down in Directive 2003/94/EC’

Acest certificat reflect statutul locului de fabricatie 1a data inspectiei mentionatd mai sus §i nu mai poate fi luat
in consideratic dac de la data acestei inspectii au trecut mai mult de trei ani. Aceasta perioada de valabilitate poate fi
redusi folosind principii de management al riscului in activitatea de reglementare, printr-o remarci mentionati la rubrica
»Restrictii sau observatii care si clarifice”.Acest certificat este valid numai dac are toate paginile incluse precum gi
ambele Parti (15i 2).Autenticitatea acestui certificat poate fi verificatd in baza de date EudraGMP. Dacil nu este inclus
in aceastd bazi de date, v rugim si contactafi autoritatea emitentd./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. 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.This certificate is valid only when presented with all pages and both Parts 1 and 2. The authenticity of this
certificate may be verified in EudraGMP. If it does not appear, please contact the issuing authority.

13/01/2025 Numele, titlul si semnétura persoanei autorizate din
Agentia Nationald 2 Medicamentului §i a Dispozitivelor Medicale din Rominia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21{} TT102. Fax: 0040 21 316 34 97
Elena ancrl 3RODEALA, VICEPRESEDINTE

Semnitura;

! Aceste cerinje indeplinesc recomanddrile de bun3 practic de fabricatié ale Organizatiei Mondiale a Sanatagii
These requirements fulfill the GMP recommendations of VHO
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Certificat Nr./Certificate No: 002/2025/RO
Partea a 2-a/Part 2

M Medicamente de uz uman pentru investigatie clinic / Human Investigational Medicinal Products
1. OPERATII DE FABRICATIE /| MANUFACTURING OPERATIONS
1.1 | Produse sterile ./ Sterile products
1.1.3 Certificarea seriei / Batch certification
1.2' [ Produse nesterile /. Non-sterile products. y : .
1.2.1. Produse nesterile (operafii de procesare pentru urmitoarele forme dozate) / Non-sterile products
| (processing operations for the following dosage forms)
‘ 1.2.1.1. Capsule / Capsules, hard shell
- antibiotice beta-lactamice penicilinice / beta-lactam antibiotics penicillins
- antibiotice beta-lactamice cefalosporine / beta-lactam antibiotics cephalosporins
- antibiotice non beta-lactamice / non beta-lactam antibiotics
1.2.1.8. Alte forme solide dozate: comprimate filmate, drajeuri / Other solid dosage forms: film coated
tablets, coated tablets
1.2.1.13. Comprimate / Tablets
- corticosteroizi / corticosteroids
1.2.2. Certificarea seriei/Batch certification
1.5. | Ambalare {Bagk -
1.5.1. Ambalare primardi / Primary packaging
1.5.1.1. Capsule / Capsues, hard shell
- antibiotice beta-lactamice penicilinice / beta-lactam antibiotics penicillins ,
- antibiotice beta-lactamice cefalosporine / beta-lactam antibiotics cephalosporins |
- antibiotice non beta-lactamice / non beta-lactam antibiotics '
1.5.1.8. Alte forme solide dozate: comprimate filmate, drajeuri / Other solid dosage forms: film coated
tablets, coated tablets
1.5.1.13. Comprimate / Tablets
- corticosteroizi / corticosteroids
1.5.2 Ambalare secundard / Secondary packaging S
1.6 | Teste pentru controlul calititii'/ Quality controlitesting.
1.6.3. Fizico-chimice / Chemical/Physical

Orice restriclii sau observalii care si clarifice domeniu! acestui certificat /Any restrictions or clarifying remarks related to the scope of this
certificate: in cladirile P1, P2 §i P4 sc cfectueazh operalii de fabricalie totald pentru medicamentele de uz uman pentru investigalic clinied din
portofoliul propriu, destinate studiilor de bioechivalent; se efectucazi operatii de fabricatic pargiali (ambalare sccundar/ctichetare, certificarea
seriei} pentru medicamente de uz uman pentru investigatie clinica — produse sterile (picAturi ofialmice, solutii injectabile, solutii perfuzabilc) §i
produse nesterile, conform contractelor incheiate cu solicitantii, pentru produsele incluse in Anexa nr. 8 a Autorizatici de fabricalie. Acest
certificat este valabil pind in Septembrie 2027, / fotal manufacturing operations are carried out in Buildings P1, P2 and P4 for human
investigational medicinal products from their own portfolio, intended for bioequivalence studies; partial manufacturing operations (secondary
packaging/labelling, batch certification) are performed for human investigational medicine producis - sterile producis (eye drops, injeciable
solutions, solutions for infusions) and non-sterile products, according fo contracts signed with applicanis, for the products included in Annex no.8
of Manufacturing Authorization. This GMP certificate is valid up to September 2027,

13/01/2025 Numele, titlul 5i semniitura persoanei autorizate din
Agentia Nationald a Medicamentului §i a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 102 Fax: 0040 21 316 34 97
Elena Valeri _;}QD;RLR, VICEPRESEDINTE

Semnﬁtui:d_s iy

Notii: versiunea In limba englez3 este versiunea de referinga. /|
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