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CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA UN FABRICATIE
CERTIFICATE OF GMP COMPLIANCE OF A MANAFACTURER

Din informafiile acumulate in tirnpul inspecJiei la acest fabricant, ultima fiind efectuatdin20lTl04/28 se

apreoiazd ci acesta respectd cerintele de Bund Practicd de Fabricalie la care se face referire in Principiile gi ghidurile

pentru Buna Practic[ de Fabrica]ie stabilite in Directiva 2003l94lcEtl From the knowledge gained during inspection

of this manufacturer, the latest of which was conducted on2017104128, 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 certifrcat reflectd statutul locului de fabricalie la data inspec{iei men{ionatd mai sus gi nu mai poate fi
luat in consideraJie dacd de \a data acestei inspecfii au trecut mai mult de trei ani. Aceastd perioadd de valabilitate

poat,e fi redusd folosind principii de management al riscului in activitatea de reglementare, printr-o remarcd

men{ionatd la rubrica ,,Restrictii sau observa}ii care sf, clarifice".Acest cerlificat este valid nunai dacf, are toate

paginile incluse precum gi ambele Pa$ (lgi 2).Autenticitatea acestui cerlificat poate fi verificatd in baza de date

EudraGMP. Dacd nu este inclus in aceastd bazd de date, vtr rugiln sd contactaJi autoritatea emitentd.lTltis certiJicate

reflects the stahn of the manufacturing site at the time of the inspection noted above and should not be relied upon to

reJlect the compliance status if more than three years have elapsed since the date of that inspection. However, this

pLriod of valiiity may be reduced or extended using regulatory risk ntanagement principles by an entry in the

Rest,rictions or Clarifying remarlrs field.This certificate is valid only when presented with all pages and both Parts l
qnd 2. The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the

issuing authority"

2810712017 Numele, titlul gi semndtura persoanei autorizate din
Agentia Nationald a Medicamentului gi a Dispozitivelor Medicale din

Romdnia
Name and signature of the authorised person of the National Agency for
A[edicines and il[edical Devices from Romania

Tel.: 0040 21 317 1 1 02 Fax: 0040 21 316 34 97

Doctor Nicolae Foti

I Aceste cerin{e indeplinesc recornancldrile de bund practicd de fabricafie ale Organizaliei

Partea llPart I
Emis in urma unei inspeclii in acord cu art, 1l l(5) al Directivei 2\\ll\3lECllssued following an inspection

in accordance with Art. I I I (5) of Directive 200 I /83 /EC.
Autoritatea competentd AGENTIA NATIONALA A MEDICAMENTULUI $I A DISPOZITIVELOR

MEDICALE din ROMANIA confirmd urmdtoarelel The competent authority NATIONAL AGENCY FOR
MEDICINES AND MEDICAL DEVICESfTow ROMANIA confirms thefollowing:

FabricantullThe manufacturer: INSTITUTUL NATIONAL DE CERCETARE - DEZVOLTARE
PENTRU FIZICA$I INGINERIE NUCLEARA ,,HORIA HULUBEI'' _ IFIN - HH RA

Adresa locului de fabricalie lsite address.' LABORATOR MICROBIOLOGIC INDEPENDENT iN
CADRUL CENTRULUI DE IRADIERI TEHNOLOGICE IRASM AL INSTITUTULUI NATIONAL DE
CERCETARE _DEZVOLTARE PENTRU FIZICA $I INGINERIE NUCI.EARA,,HORIA HULUBEI'' _
IFIN - HH RA, Str. Reactorului nr, 30, Comuna Mdgurele, Jud. Ilfov, cod 077125

A fost inspectat in cadrul programului national de inspectie referitor la autorizatia de fabricatie nr. 81F in
acord cu art. 40 al Directivei 200ll83lcB consolidatd transpusd in legislalia nafional[ prin art. 755 din Legea nr.

9512006 privind reforma in domeniul s[nit6{ii, republicatd, Titlul XVII, Medicamentull Has been inspected under

the national inspection programme in connection with manufacturing authorisation no.8lF in accordance with Art.

40 of Directive 2001/83/EC transposed in the following national legislation; art. 755 front Law no. 95/2006

the reform in the field of health, Title WIIL Medicinal

GMF recommendations of II/HO
U2
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a Sdn[tdtii / These requirements fulJill the



MINtSTERUL SANATATII
AGENTTA NATIoNALA n rueolcAMENTULUl

SI A DISPOZITIVELOR MEDICALE
Str. Av. Sinitescu nr.48, sector 1,011478 Bucuregti

Tel: +4021-317.11.00
Fax= +4021-316.34.97

www.anm.ro

Certifi cat Nr./C e rt ific ate No : 03 6 I 20 17 lRO

Partea al-alPart 2

Orice restric1ii sau observaJii care sd clarifice domeniul acestui cerlificat: I Any restrictions or clarifying
remarlrs related to the scope of this certificate:Acest certilicat este valabil pdnl in Mai 2019 lThis GMP certiiicate
is valid ap to May 2019,

28t07t20r7 Numele, titlul gi semndtura persoanei autorizate din
Agenlia Na{ionald a Medicamentului qi a Dispozitivelor Medicale din

Romdnia
Name and signature of the authorised person of the National Agency

for Medicines and Medical Devices front Rontania
Tel.: 0040 21 317 Il 02 Fax: 0040 21 3163497
Doctor Nicolae Fotin, Preqcdinte
Semndtura:

$tampila:

"\;;z/'

Not6: versiunea in limba englezd este versiuuea de referinJd.

M lvledicamente de uzuman/ IIuman Medicinal Products
1" OPERATIIDE FABRICATIE I MANUFACTARING OPERATIONS
1.6 ;Tbste;oentrirl controlui calitdtii I' Quulitv cantrol testfns :

I . 6. 1 . Micr obiologice : sterilitate/ Mi cr o b i o I o gi c al : s t er i I ity
1.6.2, Microbiologice: f6rd testul de sterilitate/ Miuobiological: non-sterility
l . 6. 4. Biolosice/ Biolosical
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