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CERTIFICA
Ci

I' PRIVIND CONFORMITATEA CU BWA PRACTICA DE FABRICATIE
ERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Partea 1/Purt 1

{?Wb‘ﬁg }if l

anei inspectii in acord cu art. 111(8) al Directivei 2001/83/EC/ Issued
mee with Art. 111(5) of Directive 2001/83/EC.
petentd AGENTIA NATIONALA A MEDICAMENTULUI SI A DISPOZITIV EM}L\}R
IMANIA confirmi urmatoarele/ The competent authority NATIONAL AGENCY ffOi%
{EDICAL DEVICES from ROMANIA confirms the following:

marufacturer: ECZACIBASI MONROL NUKLEER URUNLER SAN. VE

Emis I ourma
inspection in accord
Autoritatea com
MEDICALE din R(
MEDICINES AND A
Fabricantul/The
TIC.A.S.
Adresa loculul de
No:1 41470 Gebze
A fost inspectat
situagi in afara Spayi
(EC) 726/2004 say
alin. 4 din Legea
Medicamentul/ Has
located owtside of
| Regulation (EC; 72
fﬁl"is‘{’(ﬂf{??’? ' c.rrr 857

fabricatie/Site adidress: TUBITAK MAM Tahnopark: Baris Mah. Dr. Zeki Acar Cad, ‘
ocaeli, Turkey

in iegéruri% cu autorizatia(autorizafiile) de pupere pe piata care se refers la fabricanti
iglui Economic B uropean in acord cu art. Art. 8(23/33(2)/19(3)/44(3} al Regulamentului
u Art. 111{4) al Directivei 2001/83/CE transpusi fn legislatia nationald prin art, 857
mr. 95/2006 privind reforma in domenidl sanititii, republicats, Titlul XVIII,
been inspected in connection with marketing authorisation(s) listing menufacturers
he Ruropean Economic Area in accordmice with Art. 8(2)/33(2)/19(3)/44(3) of
/2004 or Art. 111(4) of Dirvective 2001/83/EC transposed in the following national
4) from Law no. 95/2006 regarding the reform in the field of health, republished, Title
apfuct o

¢ acumulate fn timpul inspectiet la acest fabricsnt, ultima fiind efeciuatd in 281707721, se
ectd ceringele de Bund Practic de Fabricatie la gare se face referire in Principiile si ghidurile
Fabricafie stabilite in Directiva 2003/94/CEYFrom the knowledge gained during inspection of
west of which was conducted on 281TM7/ZE it 1s considered that it complies with the Good
requirements referred fo in The principles and gw@e[mea of Good Manufacturing Fraciice laid
4EC

mﬂec,té statutul locului de fabricaiie la data inspeq’giei raentionatd mai sus $i nu mal poate 11 luat

;}m mrmz.mg il
apreciazii ¢l acesta resp
pentu Buna Practicd de
this manufiacturer, the
Manufuctiuring Practice
dowi in Directive 20034

Acest certificat

in considersiie daci de
redusi folosind prineipii
. Restriclii sau observat
ambele Pargi (1 si 2), Au
i aceastd bavi
status if more than three
reduces or extended usin
fleld| This certificate is
cerlificate may be verifie

2511002017

? Acelte oerine ;nci»phnesc =
reconuhiendations of BH:

de datg,
manyfocturing site at the

ls data acestei inspectii au trecut mai mult de trei ani; Aceastd pericads de valabilitate poate #i

de management al riscului in activitatea de reglementare, printr-0 remarcd mentionati la rubrica
i care si clarifice”. Acest certificat este valid numal dacd are toate paginile incluse precum si
lenticitatea acestul certificat poate fi verificatit in baza de date Budra GMP. Dacl nu este inclus

Vi rughm s contactall awtoritatea emitentdl/This certificate reflects the status of the
time of the inspection noted above and should ot be relied upon o reflec the complianee
years have elapsed since the dote of that inspection. However, this period of validity may be
o regulatory risk management principles by an ertry in the Restrictions or Clarif; ifving remarks
valid only when presented with afl pages and both Parts 1 and 2 The authenticity of this
i in Eudra GMP.If it does not appear, please contdct the issuing authority.
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Certificat Nv./Certificate No: 049/2017/R0O

| Bl Medicam ente de uy

uman/ Ham an Medicinal Products

1. OPERATH Dh FA

BRICATIE /| MANUFACTURING OPERATIONS

_l_l__ J__.i’mdu:e sterile

Sterile Products

i L2, Sterilizare
1.1.2.5. A}

de radionuclizi/r

; - Radiofa

finai/Terminally sterilised

te produse sterilizate final/ Other terminaily srwz[med prepared products: penerator
wlionuelide generator

maceutice/ Radiopharmacenticals

Produse nesteri

e/Non-sterile producty

L2 Produse n
1.2.1.1. Cyy

- Radiofarn
2.1.6. Lic

- Radivfarinaceutice/ Radiopharmaceuticals

sterile | Non-sterile pr oducis
vsule/Capsules, hard shell

aceutice/ Radiopharmacenticals

ide pentru uz intern/ Liguids for internal use

| L5 | Ambalare /Pack

—_— — i i e i

uging

| 151 Ambalare |
| LS L Cy
f' - Radiofarn
| 1.5.1.6. Li
| - Radiofar

imard /Primary packing

sule/Capswles, hard shell
aceutice/Radiopharmaceuticals

chide pentru uz intern/Liguids for internal use)
naceutice/ Rudiopharmaceuticals

] 1.5.2. Ambalare Secundard/Secondar 5% pc!ckmg

i O T TC‘vff: ;}emlu control ul_‘:zilitétii ! Quality control testing

R \11&1( biolo
[.6.2. Microbiolo

i
§
i
103 Flzico-chin

L 64 Biologice/ Biological

vice: sterilitate/ M’zum’j:a/ogzcai sterility |
ogice: Tara testul de sterilitate/Microbiologicad. non-sterility
ice /Chemical/Physical

Orice restrictii sq
clarifying remarks reluare
Certificate is vaiid untit

25/10/2017

Meth versiungt I Hmba engieard evle v

!
u observatii care s clarifice domeniul acoperiit de acest certificavidny restrictions or
[ to the scope of this certificate: acest Certificat este valabil pind in Inlie 2019/ this
July 2019,
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