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Certificat Nr./Certificate No: 021/2022/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. 111(5) al Directivei 2001/83/EC/Issued following an inspection in |
accordance with Art. 111(5) of Directive 2001/83/EC.

Autoritatea competentd AGENTIA NATIONALA A MEDICAMENTULUI SI A DISPOZITIVELOR
MEDICALE din ROMANIA™ confirm4 urmitoarele/ The competent authority - NATIONAL AGENCY FOR
MEDICINES AND MEDICAL DEVICES of ROMANIA confirms the following:

Fabricantul/The manufacturer: ZENTIVA SA

Adresa leculm de fabrlcame/{)‘zte address: B-dul Theodor Pallady, nn. 50 Séctorul 3, Bucuresti, cod postal
032266, Roménia Y @ o T B & . u - UL

A fost inspectat in'cadrul programuylui mm&d@mp&. laautgyis ‘ §e fabricatie nr. 15F in acord
ci art, 40 al Direcfivei 2001/83/CE. ccmsmh %%}ygﬁ i ‘\_A 755 dinil.egea nr. 95/2006
privind reforma n domeniul san&tiii, IBpmbI:maﬁa Ml VIHL eds.came “Z\ Hlas. been inspected under the
national inspection programme in connection with mantifacturing authorisationno,15F in accordance with Art. 40
of Directive 2001/83/EC transpased in the following national legislation: art. 755 from:Law no. 95/2006 regarding
the reform in the field of healthrepublished, Title XVIII, Mediginal product

Din informatiile acumulate in timpul inspectiei la acest fabricant, ultima fiind efectuata in 2021/10/07 se
apreciaza cé acesta respectd cerintele de Buna Practicd de Fabricatie la care se face referire in Principiile §i ghidurile
pentru Buna Practica de Fabricatie stabilite in Diregtiva 2003/94/CE'/ From the knowledge gained during inspection of
this manufacturer, the latest of which was conducted.on 2021/10/07, 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’ i 2

Acest certificat reflecti statutul locului de fabrlcatle Ia dal’:a mspectlel mentionatd mai sus i nu mai poate fi luat
in consideratie dacd de la data acestei inspectii au trecut mai mult de trei ani. Aceasta perioada de valabilitate poate fi
redusa folosind principii de management al riscului in activitatéa de reglementare, printr-o remarca mentionati la rubrica
»Restrictii sau observatii care si clarifice”.Acest certificat est¢ valid numai daci are toate paginile incluse precum si
ambele Parfi (1si 2).Autenticitatea acestui certificat poate fi verificatd in baza de date EudraGMP. Daci nu este inclus
in aceastd baza de date, vA rugdm si contactafi autoritatea emitentd./This certificate reflects the status of the
manufacturing site at the time of the inspection noted abgve 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
Sfield.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 appeat, please contact the issuing authority.

27/04/2022 Numele, titlul §i semnatura persoanei autorizate din
Agentia Nationald a Medicamentului si 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 1.1-02-Fax: 0040 21 316 34 97
Ioana TENE, VICE J{Qgﬁ {NTE

Semnaétura:
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! Aceste cerinte indeplinesc recomandarile de buna practici de fabncatgelgle (Drgamza{lel Mondiale a Sanatatii
These requirements fulfill the GAMP recommendations of WHO
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Certificat Nr./Certificate No: 021/2022/RO

Partea a 2-a/Part 2

M Medicamente de uz uman / Human Medicinal Products

1. OPERATII DE FABRICATIE / MANUFACTURING OPERATIONS

Produse sterile / Sterile products

1.1

1.1.1. Preparate aseptic (operaii de procesare pentru urmétoarele forme dozate) / Aseptically prepared (processing
operations for the following dosage forms)
1.1.1.4. Lichide volume mici / Small volume liquids

1.1.2. Sterilizate final (operatii de procesare pentru urmétoarele forme dozate) / Terminally sterilised (processing
operations for the following dosage forms)
1.1.2.3. Lichide volume mici / Small volume liquids

1.1.3. Certiff !-Bm_‘_ch_n ffication

1.2

A

1 2.1, Produse n terlle (opar&th de procesare pentru unnﬁtoarele forme dozat;e) / Non—steri!é products (processing
opergtions+for thleoHawmg dosage forms)

1.2.1.1¢ Capsule / Capsules, hard shell

1.2.1.8. Al,!é forme solide d@zate comprimate filmate, drajeuri-/ Other solid dasage Jorms: film-coated

tablets; coated a"blets ¢

152508 13/Comphmate /Tqblets

1.2.115. Alte medlcamente nesterile: pelete/capsule cu pelete / Other solid dosageﬁ:rm. pellets/ capsules
with pellets A

1.2.2. Certlﬁcarea.senex/ Batch certifi catxon

1.5

Ambalare J’Packaglnl g' 2

1.5.1. Ambalare primara / Primary paak:mg
1.5.1.1. Capsule / Capsules, hand shell
1.5.1.8. Alte forme solide dozate: compmmate filmate, drajeuri /Other solid dosage forms: film-coated

tablets, coated tablets
1.5.1.13. Comprimate / Tablets

1.2.1.15. Alte medicamente nesterile: palemfcagsuie ‘cu pelete / Other solid dosage forms: pellets/ capsules
with pellets a e

1.5.2 Ambalare secundard / Secondary packing

1.6

Teste pentru controlul calititii / Quality. controj :

1.6.1. Microbiologice: sterilitate / Microbiological: stgrz’lity
1.6.2. Microbiologice: fari testul de sterilitate/ Mcroblologzcal non-sterility
1.6.3. Fizico-chimice / Chemical/Physical

1.6.4. Biologice / Biological

Orice restrictii sau observatii care si clarifice domeniul acestui cettificat/dny restrictions or clarifying remarks related to the scope of this certificate: se
efectueaza operatii de fabricatie totald pentru produse sterile — preparate aseptlc'—lmhide volume mici - solutii injectabile, respectiv produse sterile — lichide volume
mici - sterilizate final - solutii injectabile in Cladirile C10 §i C15; in Cladirile Clﬁ, C12, €13 5i C15 - fabricafie totala pentru produse nesterile — capsule, comprimate,
comprimate filmate, drajeuri, pelete / capsule cu pelete; in Cladirile C1, C6 si C17 - depozitarea materiilor prime, a materialelor de ambalare si a produsului finit;
depozitarea produsului finit se realizeazi si In spatiile de depozitare apartinind SC'FM Romania SRL din Sat Dragomiresti Deal, Comuna Dragomiresti Vale, Str.

Bradului, nr.57,

Celula B1, rampele 1.01+1.18, Jud. Iifov, in baza Contractului de depozitare §i servicii logistice nr. 39467/29.03.2018. / total manufacturing

operations for sterile products - Aseptically prepared - small volume liquids - mjec!able solutions, respectively sterile products - Terminally sterilised - small volume
liguids - injectable solutions in the Buildings C10 and C15; in the Buildings C10, C12, CI3 and C135 - total manufacturing for non-sterile products - capsules,
tablets, film-coated tablets, coated tablets, pellets/ capsules with pellets; in the Buildings C1, C6 and C17 - storage of raw materials, packaging materials and the
Jinished product; finished products are stored also in the warehouse belonging to SC FM Romdnia SRL din Sat Dragomiregti Deal, Comuna Dragomiresti Vale, Str.
Bradului nr.57, Celula Bl, rampele 1.01+1.18, Jud Ilifov, according to warehousing and logistic services contract no. 39467/29.03.2018.

27/04/2022

Numele, titlul §i semnétura persoanei autorizate din

Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Romaénia
Name and signature of the authorised person of the National Agency for
Medzcznes and Medzcal Devzces of Romania

—_—————_———
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Certificat Nr./Certificate No: 021/2022/RO

Partea a 2-a (continuare) / Part 2 (continuation)

M Medicamente de uz uman / Human Medicinal Products

2. IMPORTUL MEDICAMENTELOR / IMPORTATION OF MEDICINAL PRODUCTS
2.1 | Teste pentru controlul calitiitii medicamentelor importate / Quality control testing of imported
medicinal products

2.1.1. Microbiologice: sterilitate / Microbiological: sterility

2.1.2. Microbiologice: faré testul de sterilitate / Microbiological: non-sterility

2.1.3. Fizico- chunlee/ Chemwal/Physical

2.1. 4 Blologweﬁ

2.3

2.3. 1 Locul ﬁzw al mrportulul / Site of, pl'wsical zmpaftaaOn

2.3.2 Import de produse intermediare cate vor fi supuse unor procesiri ulterioare / Importation of
intermediate which undergoes further processing.

Orice restrictii sau observatii care si clarifice domeniul acestui certificat/Any restrictions or clarifying remarks
related to the scope of this certificate: se efectueazd importul in vederea testarii si certificarii seriei, precum si a
depozitdrii si distributiei angro pentru medicamentele de uz uman prevazute in Anexa nr.8; testarea medicamentelor
contindnd antibiotice beta lactamice se efectueazi in laboratorul dedicat; import de produse intermediare din China
(Metamizol Sodic DC, Dicarbocalm DC, Acid acetilsalicilic D€, Paracetamol DC), Thailanda (Acid acetilsalicilic DC).
Acest certificat este valabil pini in Octombrie 2024, / importation of medicinal products is carried out for testing
and batch certification, as well as for the storage and whelesale distribution of human medicinal products provided in
Annex no.8; testing of medicinal products containing beta-lactamic antibiotics is performed in the dedicated laboratory;
importation of intermediate products from China (Sodium Metamizole DC, Dicarbocalm DC, Acetylsalicylic Acid DC,
Acetaminophen DC), Thailand (Acetylsalicylic Acid DC). This GMP certificate is valid up to October 2024.

27/04/2022 Numele, titlul si semn&tura persoanei autorizate din
Agentia Nationala a Medicamentului §i a Dispozitivelor Medicale din Romania
Name and signature af the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 FaX' 0040213163497
Ioana TENE

Semnatura:

Nota: versiunea in limba englezi este versiunea de referin{i.
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