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beyond the ordinary in nuclear medicine

www: www.radiomedic.cz e-mail: info@radiomedic.cz x odbyt@radiomedic.cz

Company RadioMedic Ltd. deals with the development, manufacturing and distribution of
radiopharmaceutical preparations.

The company is a holder of the GMP certificate for manufacturing of human pharmaceuticals
and human pharmaceuticals in a clinical study in the phase I, Il and Il (see attachment No.1).

Newly RadioMedic is also the holder of authorization to DISTRIBUTE medical products and
substances in the Czech Republic (see attachment No.2).

For both activities our company holds CSN EN ISO 9001:2009 certification (see attachment
No.3).

RadioMedic Ltd. has a contractual manufacturing site in the Slovak Republic — BIONT a.s.,
Karloveska 63, P.c. 841 04 Bratislava, where the company manufactures one of the
radiopharmaceuticals with the Slovak marketing authorization.

The company holds 5 radiopharmaceuticals with a marketing authorization in the Czech
Republic and 2 radiopharmaceuticals with a marketing authorization in the Slovak Republic.

The company manufactures radiodiagnostics for positron emission tomography (PET)
marked with positron isotope = generators producing ®™Kr for lung diagnostics and
natrium iodide containing 23| for thyroid diagnostics by means of the single photon emission
computed tomography (SPECT).

RadioMedic Ltd. has extensive experience with implementing of the manufacturing process
of radiopharmaceuticals in the GMP mode, elaborating the GMP documentation and

providing all the method validation which is connected with the implementation of the

devices for the manufacturing technology, manufacturing process, quality control and quality
assurance. RadioMedic Ltd. is able to ensure the entire staff training for a new manufacturing
site at the current company’s production site as well as at a new manufacturing site at

the customer’s. The company implements all the necessary technology in a quality

meeting the customer’s requirements (radiochemicals or radiopharmaceuticals).

In the field of research, the company offers cooperation and consultancy for the selected
preparation with a good potential of being applied on the pharmaceutical market - realization
process of the preclinical study, clinical study and the final marketing authorization. The
company has its own rich knowledge and experience with realization of preclinical studies as
well as clinical studies in the Czech Republic and the Slovak Republic.
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Another area of interest is connected with proposal, construction and recycling of the target
systems for the radiochemical production in the cyclotrone, sales of manufacturing synthesizing
technology and quality control service.

Manufacturing of Radiopharmaceuticals and Radiopharmaceutical
Precursors with a Marketing Authorization

[*®F]-PET Radiopharmaceuticals with a Marketing Authorization in the Czech
Republic or in the Slovak Republic

' marked with the most common PET radionuclide *®F with a half-life of 109,8 min and
maximum positron energy 633 keV

U carrier-free, sterile and non-pyrogenic radiodiagnostics

U intravenous application

2-['°F ]-FDG (2-deoxy-2-[**F]fluoro-D-glucose for injection)

U the most common PET radiopharmaceutical for imaging of deposits in the tissues with

an intensive glukose metabolism

U used in imaging of an increased comsuption of glucose in the brain, heart and tumorous
deposits in tissues (diagnosis, staging and monitoring of the used therapy of tumor

diseases)

I the company has released and delivered 5 100 lots of 2-[*°*F]-FDG with reliability of delivery of
99,6 % in the year 2010

[**FINaF, INJ ([*®F ]Natrium fluoride, injection)

[l the preparation intended for topographical analysis of regional alterations in the
skeleton and for in vivo determination of the entire metabolic flow in the skeleton
(primary and secondary malignant tumors of the skeleton and joint diseases)

3-[*®*FJFLT, INJ (3 -deoxy-3 -[*®*F]fluorothymidin, injection)
[l the preparation intended for diagnostics of the quickly proliferative tumors, especially in
brain and lungs

SPECT Radiopharmaceuticals with a Marketing Authorization in the Czech
Republic or in the Slovak Republic

Radionuclide Generator *'Rb /*'"Kr

"I half-life of the ®'™Kr is 13,1 s, gamma emission energy is 190,4 keV

) a radiopharmaceutical for the investigation of the ventilation of the lungs (pulmonary
embolism, chronic obstruction disease, chronic bronchitis, asthma and bronchogenic
carcinoma)

[ reliable imaging of the real state of the ventilation of the lungs thanks to

elimination of the false-negative results (the passive ventilation of the lungs)

[ low irradiation exposure of the patient and the absence of radioactive waste

[ difference of the emitted gamma quantum of BmK (190,4 keV) and ¥mre (140,5 keV)
enables a parallel investigation of the ventilation of the lungs and pulmonary embolism
"I the company has released and delivered 1 250 lots of radionuclide generators ®'Rb/**"Kr
with reliability of delivery of 99,6 % in the year 2010

Jodid 123 (**° -Natrium lodide)

[1the active substance is natrium iodide

0 a radiopharmaceutical for the thyroidal examination and detection of potential metastases of
the thyroid carcinoma after thyroid ablation.
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[ the preparation is eliminated with the half-life of the renal clearance 8 h

[ the radiopharmaceutical performs a high specificity for imaging of the thyroid gland,

thyroid carcinoma and thyroid metastases
[ the substance performs very low irradiation exposure of the patient (the effective dose
is 0,23 mSv/MBq with 55 % accumulation in the thyroid gland)

Radiofarmaceutics Precursors

124 _ precursor — specification:

RADIONUCLIDE

7%
I

HALF-LIFE

4,176d

FORM

solution 0.01M NaOH (sodium hydroxide)

RADIONUCLIDE PURITY

>99.5%

RADIOCHEMICAL PURITY >95% |

VOLUME ACTIVITY > 100 MBg/ml

CALIBRATION 12.00 on the day of delivery
EXSPIRATION 4d

STORAGE CONDITIONS 15-25 °C

177

Lu — precursor — specification:

RADIONUCLIDE Ty

HALF-LIFE 6,71d

FORM solution *""Lu in 0,05M HCI
RADIONUCLIDE PURITY >99 %

RADIOCHEMICAL PURITY >95 %

SPECIFIC ACTIVITY

20 GBg/mg at the time of production

CALIBRATION 12.00 on the day of delivery
EXSPIRATION 7d
STORAGE CONDITIONS 15-25°C

166

Ho — precursor — specification:

RADIONUCLIDE  Ho

HALF-LIFE 26,83 h

FORM solution *°°Ho in 0,05M HCI
RADIONUCLIDE PURITY >99 %

RADIOCHEMICAL PURITY > 95 %

SPECIFIC ACTIVITY

1,5 GBg/mg at the time of production

CALIBRATION 12.00 on the day of delivery
EXSPIRATION 30 h
STORAGE CONDITIONS 15-25 °C

®Ga — precursor (solution with acetone for labelling) — specification:

RADIONUCL IDE ®Ga

HALF-LIFE 67,629 min

FORM [®®*Ga]GaCl; in HCI + aceton
RADIONUCLIDE PURITY >99 %

RADIOCHEMICAL PURITY > 95 %

VOLUME ACTIVITY

depending on the generator power
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CALIBRATION 12.00 on the day of delivery
EXSPIRATION 70 min
STORAGE CONDITIONS 15-25 °C

An alternative technology to ®*Ga precursor manufacturing — available technology for manufacturing
of the solution without acetone (pharmaceutical quality).

99m

Technecistan — precursor manufactured using the extraction method from “Mo - specification:

RADIONUCLIDE P T

HALF-LIFE 6,02h

FORM Technetium solution [ "'Tc] in 0,9% NaCl
APPEARANCE transparent, colour-less solution, particle free
pH 4-8

RADIONUCLIDE PURITY

>95%

RADIOCHEMICAL PURITY

molybden-99 volume max. 0,1%
content of other radionuclide impurities max. 0,01%

CHEMICAL PURITY

aluminium < 5mg/ml
2-butanon (MEK) < 3000 mg/! ”

BACTERIAL ENDOTOXINS <17,5EU/m! "

STERILITY sterile

CALIBRATION 12.00 on the day of delivery
EXSPIRATION 12 hod from the end of production

STORAGE CONDITIONS

do 25 °C, protected from frost

*) valid for a maximum recommended applicable volume (10 ml)

Y — precursor

Target in the final phase of the testing, the manufacturing technology is fully functional.

Manufacturing Device for Preparation of Solutions of the
Radiopharmaceutical Precursors

The device is used for preparation of solutions of isotopes prepared in the reactor by the means
of irradiation of the matrix in a titanium ampule.

The device consists of the following parts:
e holder of the titanium ampule with an opening device and a vertical pneumatic needle

carrier.

e washing-out part consisting of the tap actuators and the holder of the single-use
material. (taps, vials with washing-out solutions and connecting material).
e evaporatione part created by the heating block with regulation, tap actuators and single-

use material.

e operating unit integrated in the switch board placed out of the hot cell.
e a laptop equipped with the graphic interface Reliance for creating of the programmes
and for data entering and editing of the variable technologic parametres.

e holder of the titanium ampule with the needle carrier:
e washing-out part with the tap actuators:
e holder of the single-use material:

250 x 200 x 610 mm
150 x 270 X 190 mm
320 x 300 x 350 mm
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Offer of the Target Technology

¥1Rb/#™Kr - target system Krlll

124| _

service recycling of the used targets possible

Offer of the Manufacture Technology

BE_FLT — module TRACERLab Mx FDG, HPLC with additional accessories.

E_NaF - module TRACERLab Mx FDG.

BE_.EMISO - module TRACERLab Mx FDG.

®F_FET - module TRACERLab FX-FN.

128_MIBG - the manufacturing process is currently being automatized.

Research and Development

['®F]-PET Radiopharmaceuticals

18F—pharmaceuticals (half-life is 109,8 min., maximum positron energy is 0,633 MeV) which
occur in development progress are following:

[*F]FMISO, INJ SOL ([*°F]fluormisonidazole, injection solution)

the radiopharmaceutical with the active substance which selectively binds to the
hypoxic cells (tumor cells are more sensitive to the radiotherapy and chemotherapy in
presence of oxygen in tissue and consequently the number of the hypoxic cells is a
limitation factor for the therapy effect)

pre-clinical studies have been performed, preparations are being made to apply for
clinical assessment

[|*F]TOCA, INJ SOL ([*®F]FP-Gluc-Lys’-Tyr’-octreotate, injection solution)

the detection substance on the basis of the octreotide analogue intended for
gastroenteropancreatic neuroendocrinological (GEP) tumors in the presence of the
somatostatine receptors

the first active intermediate is being synthetized

the completion of the preparation of the active substance expected this year

[**FIFET, INJ SOL (O-(2-[**FIfluorethyl)-L-tyrosine, injection solution)

a preparation for diagnosis of the neuronal and brain tumors

the tumor/normal tissue ratio is much higher in comparison with 2-[*°F]-FDG

highly selective to the tumor cells, does not accumulate in the inflammatory and necrotic
tissues

pre-clinical studies have been performed, preparations are being made to apply for
clinical assessment

Radiopharmaceutical Precursors with Beta Radionuclides *"’Lu and ***Ho

177
166

the half-life of the
the half-life of the

Luis 6,67 d and maximum beta energy 497 keV
Hois 26,7 h and maximum beta energy 1,8 MeV
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e the precursors are used in the palliative treatment of bone metastases and
radiosynoviorthesis

e complexation properties of the radionuclides were verified on chelates (DOTA
and DTPA - the complexation ratio was higher than 95 % in the pH range 5-9)

Unconventional PET Radionuclides

'8F half-life is quite short for many types of in vivo use (metabolism of the monoclonal antibodies
and their fragments or biodistribution of the radiopharmaceuticals etc.)
The attention is focused on other positron radionuclides with longer half-life:

o %Y (the half-life is 14,7 h)
24 (the half-life is 4,18 d)
®8Ge / ®Ga generator (the half-life of the ®*Ge is 270,8 d and ®*Ga is 67,6 min)

The application of the positron emitters enables PET determination of the biodistribution and
metabolism of the radiotherapeutics marked by the *°Y and the **'I.

SPECT Radiopharmaceuticals

The radiopharmaceutical preparations are marked by the isotope **I (the half-life is 13,27 h,
gamma emmision quantum is 159 keV).
Jobenguan 123, injection solution (***I-lobenguan, ***I-MIBG)
e the active substance is metaiodobenzylguanidine in jobenguan which is an analogue of
the adrenergic blocator
¢ metaiodobenzylguanidine manifests an affinity to the adrenergic receptor tissue and it
is concentrated in the chromaffin cells of the adrenal gland, myocard and other tissues
rich in sympathetic part of the vegetative nervous system
e the substance is an appliance essential for imaging of the feocytochromes,
neuroblastoma, for tumor detection of the adrenal medulla and of such tumors
metastases
e the preparation is also a useful tool for diagnostics in cardiology
e performing a high specificity to the imaged tissues and very low irradiation exposure of
the patient
Hippuran 123, injection solution (***I-Hippuran)
e the active substance is sodium salt of the orthoiodohippuric acid
e it is eliminated by renal clearance after intravenous injection (80 % through proximal
tubular secretion, the rest through glomerular filtration)
e the time of the renal throughput is about 4 minutes in healthy patients (the diagnostics
of the renal function)
e the substance has a high sensitivity to the imaging process and very low irradiation
exposure of the patient (0,027 mSv/MBQ)
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Attachment No.1

Statni Gstav pro kontrolu IéEiv fel.: +420 272185 111 e-mail: posta@sukl.cz
Srobdrova 48, 100 41 Praha 10 fax: +420 271 732377 web: www.sukl.cz

SUKL

Statni Gstay pro kontrolu lediv

certifikat sp.zn./ certificate Ref:No: sukls88922/2011

CERTIFIKAT SVP PRO VYROBCE
Ciést 1

Vydany po inspekci v souladu s

¢lankem 111(5) Smérnice 2001/83/EC ve znéni
pozdgjsich prepisli a s §13, odst. 2, pism. a bod 3 zakona
¢. 378/2007 Sb.. o lé&ivech a o zménach nékterych
souvisejicich zakoni (zékon o Iécivech), ve znéni
pozdéjsich predpisii

Prislusny organ Ceské republiky potvrzuje nasledujici:

Vyrobce:
RadioMedic s.r.o.
Husinec-Rez 289
250 68 Rez

Adresa mista vyroby:
RadioMedic s.r.o.
Husinec-Rez 289
250 68 Rez

Byl inspektovan vsouladu splanem inspekci
v souvislosti s povolenim k vyrobé sp.zn.
sukls96844/2008, posledni zména sp.zn.
sukls33674/2011 ze dne 03.03.2011, v souladu s
&lankem 40 Smérnice 2001/83/EC

prevedenym do narodni legislativy jako:

§ 62 zakona &. 378/2007 Sb., o Iétivech a o zménach
nékterych souvisejicich zakonu (zikon o léCivech), ve
znéni pozdgjsich predpisil.

Na zékladé znalosti ziskanych béhem posledni inspekce,
ktera byla provedena dne 10.12.2010, je tento vyrobce
povazovan za subjekt spliujici

pozadavky a navody spravné vyrobni praxe stanovené
smérnici 2003/94/EC".

! Tyto pozadavky spliuji doporuéeni SZO na SVP.

Tento certifikat odrazi stav vyrobniho mista v ¢ase vyse
zminéné inspekce a nemélo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice nez tii let od data
inspekce. Po této dobé by mél byt konzultovan
vydavajici orgén. Pravost tohoto certifikitu mize byt
ovéfena u vydavajiciho organu.

Certifikat SVP sp.zn. sukls88922/2011
Datum: 10.05.2011

Strana 122

Jméno: Franusek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-002-21/09.09.2009

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

and Section 13, paragraph 2, letter a, point 3 of the Act
No 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts, as amended.

The competent authority of the Czech Republic confirms
the following:

The manufacturer:
RadioMedic s.r.o.
Husinec-Rez 289

250 68 Rez

Site address:
RadioMedic s.r.o.
Husinec-Rez 289
250 68 Rez

Has been inspected under the national inspection
programme in  connection with manufacturing
authorisation no sukls96844/2008, last variation no
sukls33674/2011 issued on 03/03/2011 in accordance
with Art. 40 of Directive 2001/83/EC

transposed in the following national legislation:

Section 62 of the Act No 378/2007 Coll, on
Pharmaceuticals and on Amendments to Some Related
Acts, as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
10/12/2010, it is considered that it complies with

The principles and guidelines of Good Manufacturing
Practice laid down in Directive 2003/94/EC".

! These requirements fulfil the GMP recommendation of WHO.

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 then three years have elapsed since the date of
inspection, after which time the issuing authority should
be consulted.

The authenticity of this certificate may be verified with
the issuing authority.

GMP Certificate Ref No.: sukis88922/2011

Date: 10.05.2011
Page 1/2
Name

Phone number: +420 272 185 832
Signature of the authorised person of the competent authority

Husinec-Rez 289, 250 68 Rez, CZ

VAT no.: CZ28389638
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Cast 2
X Humaénni lé8ivé pripravky

1 VYROBNI OPERACE
1.1 Sterilni pFipravky

1.1.1 Asepticky pripravované
1.1.1.4  Maloobjemové tekuté lékové formy (o
objemu do 100 ml) (radiofarmaka)

1.1.2 Terminalné sterilizované

1.1.2.3  Maloobjemové tekuté Iékové formy (o
objemu do 100 ml) (radiofarmaka)

1.2 Nesterilni pFipravky

1.2.1 Nesterilni pFipravky
1.2.1.6  Tekuté pro vnitini uziti (radiofarmaka)

1.2.1.10 Radionuklidové generatory (pro inhalaci)

1.6 Kontrola jakosti
1.6.3 Chemické/Fyzikalni
1.6.4 Biologické

Jakékoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

Tento certifikat byl vydan v souvislosti se zanikem
certifikatu sp.zn. sukls187613/2010, vydaného dne
10.02.2011 spolegnosti RadioMedic s.r.o., 250 68
Husinec — Rez 289. Ke dni 03.03.2011 doslo ke zméné
sidla a mista vyroby na Husinec-Rez 289, 250 68 Rez.

Datum: 10.05.2011

podpis opravnéné osoby prislusného organu Ceské
republiky

Franti$ek Chuchma
vedouci inspekéniho odboru

Statni Gstav pro kontrolu lé¢iv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377

Part2
X Human Medicinal Products

1 MANUFACTURING OPERATIONS
1.1 Sterile Products

1.1.1 Aseptically prepared
I.1.1.4  Small volume liquids
(radiopharmaceuticals)

1.1.2 Terminally sterilised

1.1.2.3  Small volume liquids
(radiopharmaceuticals)

1.2 Non-sterile products

1.2.1 Non-sterile products
1.2.1.6  Liquids for internal use
(radiopharmaceuticals)
1.2.1.10 Radionuclide generators (for inhalation)

1.6 Quality control testing
1.6.3 Chemical/Physical
1.6.4 Biological

Any restrictions or clarifying remarks related to the
scope of this certificate:

This certificate has been issued in connection with
extinction of certificate ref. no. sukls187613/2010 issued
on 10/02/2011 to the company RadioMedic s.r.0., 250 68
Husinec-Rez 289. With effect from 03/03/2011 the
registered office adress and the manufacturing site adress
was changed to Husinec-Rez 289, 250 68 Rez.

Date: 10.05.2011

signature of the authorised person of the competent
authority of the Czech Republic

Frantiek Chuchma
Head of the Inspection section

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 271 732377

Otisk aredniho razitka

Certifikat SVP sp.zn - sukls88922/2011
Strana 222

Jméno: FrantiSek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-002-21/09.09.2009

GMP Certificate Ref No.: sukls88922/2011
Page 2/2

Name
Phone number: +420 272 185 832
Signature of the authorised person of the competent authority

RadioMedic Husinec-Rez 289, 250 68 Rez, CZ VAT no.: CZ28389638
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Statni dstav pro kontrolu léZiv

kontrolu lé€iv

r\ r
Stétni Gstav pro
. . Srobérova 48, 100 41 Praha 10

tel.: +420 272185111
fax: +420 271 732 377

e-mail: posta@sukl.cz
web: www.sukl.cz

certifikat sp.zn./ certificate Ref.No:sukls91581/2011

CERTIFIKAT SVP PRO VYROBCE
Cast 1

Vydany po inspekci v souladu s &lankem15 Smérnice
2001/20/EC a s §13, odst. 2, pism. a bod 3 zikona ¢.
378/2007 Sb., o léCivech a o zménach nékterych
souvisejicich zékoni (zakon o lécivech), ve znéni
pozdgjsich predpisi

Prislusny organ Ceské republiky potvrzuje nasledujici:

Vyrobce: ¥
RadioMedic s.r.0., Husinec-Rez 289, 250 68 Rez

Adresa mista vyroby:
Husinec-Rez 289, 250 68 Rez

Byl inspektovan  vsouladu s planem  inspekci
v souvislosti s povolenim k vyrobé sp.zn.
sukls96844/2008, posledni zména sp.zn.
sukls33674/2011 ze dne 03/03/2011, v souladu
s élankem 13 Smérnice 2001/20/EC prevedenym do
narodni legislativy jako: § 57 zakona ¢. 378/2007 Sb., o
lécivech a o zménach nékterych souvisejicich zakoni
(zékon o 1é¢ivech), ve znéni pozdgjsich predpisii.

Na zéakladé znalosti ziskanych béhem posledni inspekce,
ktera byla provedena dne 19/10/2011, je tento vyrobce
povazovan za subjekt spliujici pozadavky a navody
spravné vyrobni praxe stanovené smérnici 2003/94/EC".

! Tyto pozadavky spliiuji doporuceni SZO na SVP.

Tento certifikat odrazi stav vyrobniho mista v ase vyse
zminéné inspekce a nemélo by se spoléhat na to, ze bude
odrazet stav shody po uplynuti vice nez tfi let od data
inspekce. Po této dobé by mél byt konzultovan
vydavajici organ.

Pravost tohoto certifikitu miZe byt ovéfena u
vydavajiciho organu.

Certifikat SVP sp.zn.: sukls91581/2011
Datum:16/12/2011

Strana 1z2

Jméno: FrantiSek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-002-21/09.09.2009

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part 1

Issued following an inspection in accordance with

Art. 15 of Directive 2001/20/EC and Section 13,
paragraph 2, letter a, point 3 of the Act No 378/2007
Coll., on Pharmaceuticals and on Amendments to Some
Related Acts, as amended.

The competent authority of the Czech Republic confirms
the following:

The manufacturer:
RadioMedic s.r.o., Husinec-Rez 289, 250 68 Rez

Site address:
Husinec-Rez 289, 250 68 Rez

Has been inspected under the national inspection
programme in connection with  manufacturing
authorisation no. sukls96844/2008, last variation
no.sukls33674/2011 issued on 03/03/2011 in accordance
with Art. 13 of Directive 2001/20/EC transposed in the
following national legislation: Section 57 of the Act No
378/2007 Coll., on Pharmaceuticals and on Amendments
to Some Related Acts, as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
19/10/2011, it is considered that it complies withThe
principles and guidelines of Good Manufacturing

Practice laid down in Directive 2003/94/EC".
! These requirements fulfil the GMP recommendation of WHO.

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 then three years have elapsed since the date of
inspection, after which time the issuing authority should
be consulted.

The authenticity of this certificate may be verified with
the issuing authority.

GMP Certificate Ref.No.: sukls91581/2011

Date:16/12/2011

Page 1/2

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority

RadioMedic

Husinec-Rez 289, 250 68 Rez, CZ

VAT no.: CZ28389638
Tel: +420 725015 371 Fax: +420 220 940 151 E-mail: info@radiomedic.cz WWW: www.radiomedic.cz
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Ciast 2

X Huménni hodnocené 1é¢ivé pFipravky pro
fazi I, I1 a 111 klinického zkouSeni

1 VYROBNI OPERACE
1.1 Sterilni pFipravky

1.1.1 Asepticky pripravované
1.1.1.4  Maloobjemové tekuté lékové formy (o
objemu do 100 ml - radiofarmaka)

1.1.2 Terminalné sterilizované
1.1.23  Maloobjemové tekuté Iékové formy (o
objemu do 100 ml - radiofarmaka)

1.2 Nesterilni pripravky

1.2.1 Nesterilni pripravky

1.2.1.6  Tekuté pro vnitini uziti
(radiofarmaka)

1.6 Kontrola jakosti
1.6.3  Chemické/Fyzikalni
1.6.4  Biologické

Jakékoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

Datum:16/12/2011

podpis opravnéné osoby prisluiného organu Ceské
republiky

Frantiek Chuchma
vedouci inspekéniho odboru

Statni stav pro kontrolu 1é¢iv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377

Part 2

X Human Investigational Medicinal Products

for phase I, II, III clinical trials

1 MANUFACTURING OPERATIONS
1.1 Sterile Products
1.1.1 Aseptically prepared

1.1.1.4  Small volume liquids
(radiopharmaceuticals)

1.1.2 Terminally sterilised

1.1.2.3  Small volume liquids
(radiopharmaceuticals)

1.2 Non-sterile products

1.2.1 Non-sterile products
1.2.1.6  Liquids for internal use
(radiopharmaceuticals)

1.6 Quality control testing
1.6.3  Chemical/Physical
1.6.4 Biological

Any restrictions or clarifying remarks related to the
scope of this certificate:

Date:16/12/2011

signature of the authorised person of the competent
authority of the Czech Republic

Frantisek Chuchma
Head of the Inspection section

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 271 732377

Otisk ufedniho razitka

Certifikat SVP sp.zn.: sukls91581/2011
Strana 2z2

Jméno: FrantiSek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-002-21/09.09.2009

GMP Certificate Ref No.: sukls91581/2011

Page 2/2

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority

RadioMedic Husinec-Rez 289, 250 68 Rez, CZ VAT no.: CZ28389638
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Attachment No.2

STATNI USTAV PRO KONTROLU LECIV

State Institute for Drug Control
Srobdrova 48, 100 41 PRAHA 10
tel.: +420 272 185 111, fax: +420 271 732 377, e-mail: posta@sukl.cz

Sp.zn. sukls153012/2011 V  Bmo Dne 2011-08-15
Ref.No. In Date
CERTIFIKAT

SPRAVNE DISTRIBUCNI PRAXE
CERTIFICATE OF GOOD DISTRIBUTION PRACTICE

Statni wstav pro kontrolu 1é¢iv se sidlem v Praze 10, Srobarova 48, jako orgén pfislusny k vydéavéni
certifikdtu spravné distribuéni praxe podle § 13 odst. 2 pism. a) bod 3 zékona &. 378/2007 Sb., o 1é&ivech a
o zménach nékterych souvisejicich zdkoni (zdkon o lécivech), ve znéni pozd&jsich predpisti, osvédiuje, ze
spole¢nost:

State Institute for Drug Control, seated in Prague 10, Srobarova 48, as the appropriate authority for
certification according to Section 13, paragraph 2, letter a), point 3 of the Act No. 378/2007 Coll., on
Pharmaceuticals and on Amendments to Some Related Acts (“Act on Pharmaceuticals*), as amended, certifies
that the company:

RadioMedic s.r.o., Husinec-Re% 289, 250 68 Re

je drzitelem povoleni k distribuci 1é&ivych pfipravkl podle zikona & 378/2007 Sb., o lé&ivech, ve znéni
pozdéjsich predpisii, vydaného pod sp.zn. sukls22833/2011 dne 11.4.2011, platného pro nasledujici
prostory:

RadioMedic s.r.o., Husinec-ReZ 289, 250 68 Rez (1 mistnost v suterénu budovy & 221 o ploe 14
m°).

is a holder of authorisation for distribution of medicinal products according to the Act No. 378/2007 Coll., Act
on Pharmaceuticals, as amended, under the reference number sukls22833/2011from 11.4.2011, covering the
following site:

RadioMedic s.r.o., Husinec-ReZ 289, 250 68 ReZ (1 room in building No. 221 — area 14 m?).

pro nasledujici rozsah distribuce: distribuce lé€ivych pFipravki
for the following type of distribution: wholesale distribution of medicinal products

Vyse uvedeny distributor spliiuje pozadavky spravné distribuéni praxe podle zikona &. 378/2007 Sb.,
o légivech, ve znéni pozdéjsich predpisii, a vyhlasky &. 229/2008 Sb., o vyrobé a distribuci 1é¢iv. Inspektofi
Stétniho tstavu pro kontrolu 1é¢iv provadi ve vySe uvedené spoleénosti v pravidelnych intervalech kontroly.
Posledni kontrola byla provedena dne 23.3.2011.

Above mentioned distributor conforms with requirements of Good Distribution Practice according to
the Act No. 378/2007 Coll., Act on Pharmaceuticals, as amended, and Decree No. 229/2008 Coll., on the
Manufacture and Distribution of Pharmaceuticals. Inspectors of the State Institute for Drug Control carry out
inspections of the above mentioned company in regular intervals. Last inspection was peformed on 23.3.2011.

[\l

PharmDr. Ivan Buzek

-
F-LEK-009-16/15.10.2008 ’o. SUKL
RadioMedic Husinec-Rez 289, 250 68 Rez ,CZ VAT no.: CZ28389638
Tel: +420 725015 371 Fax: +420 220 940 151 E-mail: info@radiomedic.cz WWW: www.radiomedic.cz Strana 11/12



Rodiol\/\edic . . . . .

Attachment No.3

BUREAU VERITAS Y

Certification

Certification

Awarded to

RadioMedic s.r.o.

Husinec-Rez 289, 250 68 Rez
Czech Republic

Bureau Veritas certifies that the Management System of the above organisation
has been audited and found to be in accordance with the requirements
of the management system standard detailed below:

Standard

CSN EN ISO 9001:2009

Scope of supply

MANUFACTURING AND DISTRIBUTION OF MEDICINAL
PRODUCTS, RESEARCH AND DEVELOPMENT IN THE FIELD
OF NATURAL SCIENCE, TECHNOLOGY AND SOCIAL SCIENCE.

Original Approval Date: 11" APRIL 2011
Subject to the continued satisfactory operation of the organisation’s Management System, this certificate is valid
uniil: 107 APRIL 2014
T'o check this certificate validity please call: +420 210 088 215
Further clarifications regarding the scope of this eertificate and the applicability of the management system
requirements may be obtained by consulting the organisation.
~
. 7Y, | A ot
Yy 7 ﬂ//’\/ ~"' I
Date: 11" AP/RJ{2011 ‘ Q)
Certificate Number: 11000173 S 3100
MANAGING OFFICE: BUREAU VERITAS GZECH REPUBLIC, spol. s £0,, Ofbrachtova 1, 140 12 Praha 4, Crech Republic
ISSUING OFFICE ADDRESS: BUREAU VERITAS CZECH REPUBLIC, spol. s 0., Ofbeachioes 1, 140 (2 Praa 4, Caech Republic
RadioMedic Husinec-Rez 289, 250 68 Rez, CZ VAT no.: CZ28389638
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