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CERTIFICATE No. GIF-IW-400/0348_01_01/04/32-1/15
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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC as amended

Main Pharmaceutical Inspector
/the Competent Authority of Poland/

confirms the following:
the manufacturer

Narodowe Centrum Badan Jadrowych
ul. Andrzeja Soitana 7, 05-400 Otwock, POLAND

site address

Narodowe Centrum Badan Jadrowych
ul. Andrzeja Soltana 7, 05-400 Otwock, POLAND

has been inspected under the national inspection programme in connection with manufacturing
authorisation No. GIF-IW-400/0348/01/802/ZW315/14 in accordance with Art. 40 of Directive
2001/83/EC transposed in pharmaceutical law of 6% of September 2001 (Dz. U. z 2008 r. Nr 45,
poz. 271, z pézn. zm.).

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 03-05/03/2015, it is considered that it complies with the Good Manufacturing Practice
requirements laid down in Directive 2003/94/EC.

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.

e iy

This certificate is valid only when ages and both Parts 1 and 2.

The authenticity of this certific
contact the issuing authority.

.date: 2@?5 “‘ﬁ?* 2 3

Main Phar p
12 Senatorska Street, 00-082 Warsaw, Poland
Tel. +48 22 635 99 51, fax. +48 22 635 99 57

Digitally signed by Luniov Ana
Date: 2019.11.12 09:16:54 EET
Reason: MoldSign Signature
Location: Moldova
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CERTIFICATE No. GIF-IW-400/0348_01_01/04/32-1/15

Part 2

Human Medicinal Products

1

MANUFACTURING OPERATIONS

1.1

Sterile Products

1.1.1 Aseptically prepared

1.1.1.2 Lyophilisates
1.1.1.4  Small volume liquids

1.1.2 Terminally sterilised

1.1.2.3  Small volume liquids
1.1.2.5 Other terminally sterilised prepared products: radionuclide generators

1.2

Non-sterile products

1.2.1 Non-sterile products
1.2.1.1 Capsules, hard shell

1.6

Quality control testing

1.6.1 Microbiological: sterility
1.6.2 Microbiological: non sterility
1.6.3 Chemical/Physical
1.6.4 Biological

date: 20115 -07- 2 3 (46

Main Phar

12 Senatorska Street, 00-082 Warsaw, Poland . Zofia Ulz
Tel. +48 22 635 99 51, fax. +48 22 635 99 57 Main Pharmaceutical Inspector




POLSKIE CENTRUM AKREDYTACJI

POLISH CENTRE FOR ACCREDITATION

Sygnatariusz EA MLA
EA MLA Signatory

CERTYFIKAT AKREDYTACJI
LABORATORIUM WZORCUJACEGO

ACCREDITATION CERTIFICATE OF CALIBRATION LABORATORY

Nr AP 120

Potwierdza sig, ze: / This is to confirm that:

NARODOWE CENTRUM BADAN JADROWYCH
OSRODEK RADIOIZOTOPOW POLATOM

LABORATORIUM WZORCOW RADIOAKTYWNOSCI
ul. Andrzeja Sottana 7, 05-400 Otwock

spetnia wymagania normy PN-EN ISO/IEC 17025:2005
meets requirements of the PN-EN ISO/IEC 17025:2005 standard

Akredytowana dziatalno$¢ jest okreslona w Zakresie Akredytacji Nr AP 120
Accredited activity is defined in the Scope of Accreditation No AP 120

Akredytacja pozostaje w mocy pod warunkiem przestrzegania

wymagan jednostki akredytujgcej okreslonych w kontrakcie Nr AP 120
This accreditation remains in force provided the Laboratory observes
the requirements of Accreditation Body defined in the Contract No AP 120

Certyfikat akredytacji wazny do dnia 18.12.2016 .

The certificate of accreditation is valid until 18.12.2016

Akredytacji udzielono dnia 19.12.2008 r.
Accreditation was granted on 19.12.2008

DYREKTOR
POLSKIEGO CENTRUMAKREDYTACJI

A’

\_EUGENIUSZ W. ROGUSKI

Warszawa, dnia 16 pazdziernika 2012 roku

0




POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.
02-699 Warszawa, ul. Ktobucka 23A

CERTIFICATE OF QUALITY
MANAGEMENT SYSTEM

No. 2358/2/2015

This is to certify that:

Narodowe Centrum Badan Jadrowych
Osrodek Radioizotopoéw POLATOM

ul. Andrzeja Soltana 7
05-400 Otwock

in the following scope of activities:

design, production, sales of isotopic products and
radiopharmaceuticals, services of isotopic equipment,
transport and dispatching of radioactive materials

oo |

is in confor with the st: d

PN-EN ISO 9001:2009 (dentical with 150 9001:2008)

The audit carried out by the Polish Centre for Testing and Certification has afforded evidence of the above.

The certificate holds good if the organization observes the requirements
of the above mentioned standard and of the Contract No. 1258/ JW/4/2015,

This certificate is valid: v o

from 2015-03-20 to 2018-03-19
First certification date: 2003-03-31

ﬂlﬂer - Michal Pachowski, Ph.D.

Director for Testing and Certification President of PCBC

Warsaw, 2015-03-20
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet and PCBC
hereby certify that the organization

Narodowe Centrum Badan Jadrowych
Osrodek Radioizotopow POLATOM

ul. Andrzeja Sottana 7
05-400 Otwock

for the following field of activities

design, production, sales of isotopic products and
radiopharmaceuticals, services of isotopic equipment,
transport and dispatching of radioactive materials

has implemented and maintains a

Quality Management System

which fulfills the requirements of the following standard

PN-EN I1SO 9001:2009

Issued on: 2015-03-20
Validity date: 2018-03-19
PCBC certified since: 2003-03-31

Registration Number: PL - 2358/2/2015

Michael Drechsel Michat Pachowski, Ph.D.
President of IQNet President of PCBC

IQNet Partners*:
AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium ANCE-SIGE Mexico APCER Portugal CCC Cyprus
CISQ Italy CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland IRAM Argentina

JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland

Quality Austria Austria RR Russia SII Israel SIQ Slovenia SIRIM QAS International Malaysia

SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.
02-699 Warszawa, ul. Ktobucka 23A

_ZERTIFIKAT DES
QUALITATSMANAGEMENTSYSTEMS

Nr. 2358/2/2015

Es wird hiermit bestiitigt, dal das Unternehmen:

Narodowe Centrum Badan Jadrowych
Osrodek Radioizotopéw POLATOM

ul. Andrzeja Soltana 7
05-400 Otwock

in folgenden Bereichen:

Projektierung, Herstellung, Verkauf von
Isotopenprodukte und Radiopharmazeutiken,
Bedienung von Isotopengeriite und Apparaten,

Beforderungsdienst und Isotopenversandunternehmen

die Anforderungen der Norm
PN-EN ISO 9001:2009 (dentisch mit 150 9001:2008) erfallt.
Die Nachweise wurden durch ein vom Polnischen Zentrum fiir Priifung und Zertifizierung durchgefiihrtes Audit erbracht.

Das Zertifikat ist giiltig unter der Bedingung, daB die Organisation
die Anforderungen der o.g. Norm und des Vertrages Nr. 1258/JW/4/2015 befolgt.

Dieses Zertifikat ist giiltig: e
von 2015-03-20 bis 2018-03-19 ST
Das Erstzertifizierungsdatum: 2003-03-31

AC 019

QMms
Quszglanr

Direktor fiir Priifung und
Zertifizierung

e

Dr. Michal Pachowski
President von PCBC

Warschau, 2015-03-20



POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.
02-699 Warszawa, ul. Klobucka 23A

CEPTUD®UKAT COOTBETCTBUA
CUCTEMbI KAYECTBA

Ne 2358/2/2015

Hacrosummii ceprud T, 4TO:

W

T YAOCT P

Narodowe Centrum Badan Jadrowych

Osrodek Radioizotopow POLATOM

ul. Andrzeja Soltana 7
05-400 Otwock

B cieaylomem oonéme:

NPOEeKTHPOBaHHUE, MPOU3BOACTBO, MPOIAKA H30TONMHBIX MPOAYKTOB
u paanodapmipenaparToB, cepBHC H30TOIMHON aNnNaparypbl, TPAHCIOPTHLIE
¥ YKCMeIMIHOHHbIE YCJIYTH PAaAHOAKTHBHBIX MAaTEPHAJIOB

COOTBETCTBYET TPeGOBAHMIM CTAHAAPTA

PN-EN ISO 9001:2009 (uaenTHunoro ¢ 1SO 9001:2008)

YTO NOATBEPKACHO AYAHTOM NMPOBEACHHBIM Moabekum UEHTPOM IO HCTILITAHHAM H cep'md)mcauuu.

CepTHQHKAT COXPaHSIET CHILY TIPH YCJIOBHH cOG/II0ICHHSI Opranu3aunu Tpebosanuii
BBIIIEYKA3AHHOrO CTAHAAPTA, 4 TAKIKE ONPEAEIEHHbIX B foroBope Ne 1258/JW/4/2015,

PCA

PoLsKIE CENTRUM
AKREOYTALI!

PARTNER OF
CepruHKaT aelicTBHTE/IeH: R ———
¢ 2015-03-20 mo 2018-03-19

JlaTa nepBoii ceprudurkamun: 2003-03-31

CERTYFIKACJA
SYSTEMOW

ZARZADZANIA o At A e

Tadeusz/Glazer Michat Pachowski, Ph.D.
Director for Testing and Certification President of PCBC

Bapuaga, 2015-03-20



POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.
02-699 Warszawa, ul. Ktobucka 23A

CERTIFICATE OF MANAGEMENT SYSTEM
INTERNAL CONTROL SYSTEM

No. W -241/2/2015

This is to certify that:

Narodowe Centrum Badan Jadrowych

Osrodek Radioizotopow POLATOM

ul. Andrzeja Soltana 7
05-400 Otwock

in the following scope of activities:

export, intra-Community transfer, brokering services, import,
transit of goods, technologies and services of strategic importance
in accordance with the provisions of the Act of 29.11.2000
(Journal of Laws 2004, No. 229, pos. 2315, as amended)

is in conformance with Cl‘iteria Of WSK*

The audit carried out by the Polish Centre for Testing and Certification has afforded evidence of the above
and PCBC certificate no. 2358/2/2015 confirming meeting the requirements of the ISO 9001:2008 standard.

The certificate holds good if the organization observes the requirements
of the above Criteria and of the Contract No. 1258/JW/4/2015.

This certificate is valid:
from 2015-03-20 to 2018-03-19

First certification date: 2003-03-31 PARTNER OF
Q}laur - Michal Pachowski, Ph.D.

Director for Testing and Certification President of PCBC

Warsaw, 2015-03-20
* Criteria of WSK approved for use on 16th of August 2010.
PCBC is authorized to conduct certification and control of system for turnover control and management
under the Minister of Economy Regulation of 12.04.2013 (OJ 2013, item. 525 of 06.05.2013)



POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.
02-699 Warszawa, ul. Ktobucka 23A

ZERTIFIKAT DES MANAGEMENTSYSTEMS
INTERNEN KONTROLLSYSTEMS

Nr. W -241/2/2015

Es wird hiermit bestitigt, daB das Unternehmen:

Narodowe Centrum Badan Jadrowych

Osrodek Radioizotopow POLATOM
ul. Andrzeja Soltana 7
05-400 Otwock

in folgenden Bereichen:

Die Ausfuhr, die innergemeinschaftliche Verbringung,
der Vermittlungsservice, die Ein- und Durchfuhr von Waren,
Technologien und Dienstleistungen von strategischer Bedeutung
iibereinstimmend mit den Bestimmungen des Gesetzes vom 29.11.2000.
(Dz. U. 2004 r. Nr 229, poz. 2315, mit spiiteren Anderungen)

die Anforderungen Kl‘itel‘ien WSK* erfiillt.

Die Nachweise wurden durch ein vom Polnischen Zentrum fiir Priifung und Zertifizierung durchgefiihrtes Audit erbracht
sowie mit dem PCBC Zertifikat nr 2358/2/2015 das die Erfiillung der Anforderungen von ISO Norm 9001:2008 bestiitigt.

Das Zertifikat ist giiltig unter der Bedingung, daB die Organisation
der o.g. Kriterien und des Vertrages Nr. 1258/JW/4/2015 befolgt.

Dieses Zertifikat ist giiltig:
von 2015-03-20 bis 2018-03-19
Das Erstzertifizierungsdatum: 2003-03-31
PARTNER OF o

ou mma

./._“_._>
Dr. Mic ski
President von PCBC

Tadeusz Glazer

Direktor fiir Priifung und
Zertifizierung

Warschau, 2015-03-20
* Die WSK - Kriterien tretten in Kraft am 16 August 2010 Jahr.
PCBC S.A. ist berechtigt eine Zertifizierung und Kontrolle des Kontrolle- und Umsat ystems durchzufiihren,
kraft der Verordnung des Wirtschaftsministers vom 12.04.2013 (GBI. 2013, Pos. 525 vom 06.05.2013)




POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A.
02-699 Warszawa, ul. Klobucka 23A
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CEPTUD®UKAT COOTBETCTBUSA CUCTEMbI
BHYTPEHHEWN CUCTEMBI KOHTPOJISI

Ne W -241/2/2015

Hacrosiuumii cepTudHKAT YA0CTOBEPSIET, 4TO:

Narodowe Centrum Badan Jadrowych
Osrodek Radioizotopow POLATOM

ul. Andrzeja Soltana 7
05-400 Otwock

B cieayiouiem oobéme:

IKCNOPT, nepeBojbl B pamkax EBponeiickoro Coio3a, nocpeiHn4ecKue ycjiyr,

HUMIIOPT H TPAH3HT TOBAPOB, TEXHOJIOTHH H YCJIYT HMEIOIIHX CTpaTeruyecKoe
3HAYEeHHe B COOTBETCTBHH € NoJioxKeHusimu 3axkona ot 29.11.2000

(3akonoaarenbubiii Bectuuk 2004 roxa, Ne 229, nos. 2315, ¢ n3ameHeHHAMH)

cowrse’rc‘rsyermeﬁosauunm Kp“Tep“eB BCK*

4TO NOATBEPHKACHO AYAMTOM NPoBeaeHHbIM IT0ILCKHM HEHTPOM N0 HCNLITAHHAM H CepTHHHKAUNH.
a Take PCBC cepruduiarom Ne 2358/2/2015 npoATBepAAIOMHM BbinoAHeHHe Tpebosanmii cranapra ISO 9001:2008.

CepruHKAT COXPAHSIET CHIIY NPH YCJIOBHH COOJIIO/ICHHS OPraHH3alHH TpeboBaHui
Bbille ykazannoro Kpurepues, a Takue onpeaeJEHHbIX B Jorosope Ne  1258/JW/4/2015.

Tadeusz/Glazer

Director for Testing and Certification

Ceprudukar AeHcTBHTENCH:
¢ 2015-03-20 no 2018-03-19
PARTNER OF "

Jara nepBoii ceprupuranun: 2003-03-31

- Michal Pachowski, Ph.D.

President of PCBC

Bapuaga, 2015-03-20

* Kpurepus BCK yTBepix/ens! k npumenennio 16 asrycra 2010 r.

PCBC S.A. ynojHoMouen Ha npoBeieHHe cepTURUKALIAN 1 KOHTPOJIS CHCTEMBI KOHTPOJISL M YTIPaBiICHUs 000poTOM
cornacto [Tocranosienuio Munnctpa Dxonomuku ot 12.04.2013 r. (Becrnuk 3akonos 2013, nos. 525 or 06.05.2013 r.)
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