Ruder Medikol Ciklotron d.o.0.

Bijenicka cesta 54 Tel: +385 1 68407 900 info@rmc.hr
10000 Zagreb, Croatia Fax: +385 1 6407 915 www.rme.hr
TO WHOM IT MAY CONCER

I hereby declare that Ruder Medikol Ciklotron d.0.0. (RMC), Bijenicka Cesta 54,
10 000 Zagreb, Croatia. Is a GMP certified site for production of injectable
radiopharmaceutical FDG.

In our center, we have performed total of 2000 (commercial) runs on the Synthera
platforms (V1) and they passed all quality control criteria set by Eur. Ph.

The equipment is proof to be safe and effective.
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Zagreb, 15.01.2019 RMC
Board President

Hrvoje Znidar

Hiher

Maticni broj: 2308665 » OIB: 29138339847 « Upis ked Trgovadkog suda u Zagrebu pod brojem MBS: 080834421
IBAN: HR4224810001111005535 = Temelni kapital: 100.000,00 kn » Osnivad!: Institut Ruder Bogkovic, Mediko! d.o.o. | Ruder Inovacie d.o.c.




Ja, javni biljeznik mrsc. JOZO ROTIM, Zagreb, Trg J.F.Kennedyja 6b,
potvrdujem da je stranka:

HRVOJE ZNIDAR, OIB 60956149267, ZAGREB, GRAD ZAGREB, PALMOTICEVA
ULICA 29, kao predsjednik uprave RUPER MEDIKOL CIKLOTRON d.o.0., OIB
29138339847, Zagreb, BIJENICKA 54, u mojoj nazotnosti priznao potpis na ispravi kao svoj.
Potpis na pismenu je istinit. Istovjetnost podnositelja pismena utvrdio sam temeljem osobne
iskaznice br. 113713583 PU Zagrebacka , ovlastenje za zastupanje utvrdeno je uvidom u sudski
registar elektronickim putem na dana$nji dan.

Javnobiljeznitka pristojba za ovjeru po tar br 11. st. 4. ZJP naplacena u iznosu 10,00 kn.
Javnobiljeznika nagrada po &l. 19. st. 1. PPJT zaradunata u iznosu od 30,00 kn uvecana za PDV
u iznosu od 7,50 kn.

Broj: OV-340/2019 y r "}T,I‘;E‘);\\._\
Zagreb, 17.01.2019. A I‘;\\
/> NG /‘; Javni biljeznik
{/m i nww .| mesc. JOZO ROTIM
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Ruder Medikol Ciklotron d.c.o
Bijenicka cesta 54 Tel: +385 1 8407 90
10000 Zzgreb, Croatia Fax: +385 1 6407

info@rmc.hr
www.rme.hr

Buumanuio Bcex 3AaMHTEPECOBAHHBIX JIUI{

Hactosmum 3asBisto, ato kommnanus Ruder Medicol Ciklotron d.o.o. (RMC), pacrnonoxeHHas 1o
anpecy Bijenicka Cesta 54, 10 000, 3arpe6, XopBaTusi SBISETCS MPOU3BOJCTBEHHBIM OOBEKTOM,
cepTu(UIUPOBAHHBIM B COOTBETCTBUH C HA/UICXKAIIEH MEAUIIMHCKON MPAKTUKOM [Tl MPOU3BO/ICTBA

MHBEKIUOHHEIX paanodapMarneBTH4IecKux npemnapatos Tamna FDG.

B HameMm 1ieHTpe MBI BBIMOJHWIH B 00111eM KomrdectBe 2000 nukitoB Ha riatdopme Synthera (Bepcun
1), 1 OHH COOTBETCTBYIOT BCEM KPHTEPUSM KOHTPOJSI KadecTBa, YCTAHOBICHHBIM EBpomeickoit

¢dapmakoneeir. O6opynoBaHue 6e30macHo ¥ 3HHEKTUBHO.

3arpe0, 15 saBaps 2019 1.

/Toanucs/

XpBoxe Xuaunap (IIpesunent copera RMC)



Positronpharma

Santiago, July 3 2018

To Who it may concern,

PositronPharma is a radiopharmaceutical Company located in Santiago. Was founded
in 2010 and is the leading provider of PET radiopharmaceuticals in Chile. By
introducing cutting-edge technology and new radiopharmaceuticals PositronPharma
aims to support PET centers, physicians and their patients with best-in-class products
allowing for early detection, characterization and treatment of life threatening
diseases. As part of this commitment PositronPharma also supports different clinical
trials and investigator sponsored studies in the field of oncology and
neurodegenerative disorders.

All of our products, witch includes FDG, F-PSMA, GaDOTA, GaPSMA, Neuraceq, FLT,
FET, NaF and PRO4, are synthetized using the IBA Synthera platforms. Since 2011 we
own 2 V1 synthesis modules (still under daily routine use) and 2 Synthera HPLC.
Recently, with the incorporation of new hotcells, we decided to continue using
Synthera modules with a total of 6 modules in a reduced space.

Prbdhanon|

CEO PositronPharma

Rancagua 878, Providencia, Santiago. ® Teléfono: 4205137 ¢ ventas@ positronpharma.cl



Positronpharma

Santiago, 2" of July 2018
Positronpharma SA
Rancagua 878
7500921 Providencia
Santiago, Chile

User Declaration

Subject: User declaration for IBA Synthera V1, V2 & HPLC by Positronpharma SA

Dear Madam / Sir,

This declaration is intended to share our experience with the IBA Synthera platform for the GMP-
compliant production of routine clinical and R&D radiopharmaceuticals. At Positronpharma S.A.
we deliver FDG on daily basis to >10 nuclear medicine facilities since 2011 covering an estimated
market share of over 75% in Chile. Other additional PET tracers for clinical applications include
*®Ga-Dotatate and **Ga-PSMA-11 (daily), F-PSMA-1007 (2 x weekly), NeuroDAT™ and Neuraceq"
(every two weeks) and F-MISO, FET, FLT sporadically.

Our facility also supports several clinical trials and translational R&D by the production of
investigational PET tracers for neuroimaging and oncological applications (>15 different in total).
At our site all productions are carried out and almost 15000 delivered doses per year have been
produced using the following equippment:

e 2 xSynthera version 1 (SN 146 & 147)
e 2 xSynthera version 2 (SN 701 & 702)
e 2 xSynthera HPLC (SN 104 & 703)

For the last 4 years we have been working with the Synthera platform obtaining very reliable
results and high radiochemical yields. In particular, with the disposable cassette-based system and
in combination with the waste drawer for IFPs several production runs of different RPs are
possible at our site without the risk of elevated radiation dose or cross contaminations.”

Please feel free to contact me if you have additional questions.

Sincerely,

’
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Vasko Kramer, PhD
Site Manager / Head of R&D
Positronpharma SA

Rancagua 878, Providencia, Santiago. ® Teléfono: 4205137 ¢ ventas@positronpharma.cl



PositronPharma

CaHTbaro, 3 uona 2018 r.

BHMMaHUIO BCcex 3anHTepeCcoBaHHbIX 1LY,

PositronPharma - paanodapmaueBTMYeCKaas KOMNaHWMA, pPacnosioKeHHaa B
CaHTbAro. bblna ocHoBaHa B 2010 rogy M ABnseTcA BeAyWwMM MNOCTaBLLMKOM
paaModapMaLeBTUYECKMX MNpenapaTtoB A8 AOMALHMX KMBOTHbIX B Ynau.
BHeapAs nepepoBble  TEXHONOMMM UM HOBble  paavodapMaleBTUHECKUE
npenaparbl, KomnaHua PositronPharma ctpemMuTtca noctaBnATb UEHTpam Mo
yxoay 3a AOMAaWHUMMK XMBOTHbIMU, BpavyaM U UX MaUMeHTaM JIyyLlyl0 B CBOEM
K/lacce nMpoAyKUMIO, MO3BOJIAIOWYI0 paHHEEe BbIIBJIEHWE, onpejeneHne wu
JIEYEHUE OMACHbIX ANA KM3HM 3a60/seBaHMM. B pamMKax 3TMX CTpPeMIEHUM
KomMnaHusA PositronPharma noaaepmaet pasiMyHble KJIMHUYECKME UCTbITaHUA
M UCCNefoBaHMA, CMOHCMPYEMble UccaeaoBaTesIiMM, B 06/1aCTU OHKONOMMKU U
HeMpoereHepaTMBHbIX HapyLUEHUH.

Bce Hawu npogyKThl, BKAoYaa FDG, F-PSMA; GaDOTA, GaPSMA, Neuraceq, FLT,
FET, NaF 1 PR04, cuHTe3upyloTCca npu noMowm nnatdopm Synthera komnaHmm
IBA. C 2011 roga Mbl UCnoNb3yeM 2 Moayna cuHTe3a Synthera V1 (KoTopble Bce
elwe MCnonb3ylTCcA B NaaHOBOM npousBoactee) M 2 Synthera HPLC. C
BBEJEHUEM HOBbIX FOPAYMX KaMep Mbl peluman NpoAO/IKUTb MCNOIb30BaHUE
Moaynen Synthera B o6uwem KoamMyectBe 6 MoAy/led B OrpaHUYEHHOM
NpoCTpaHCTBe.

/Moanmce/

Angpec Amapan P.,
reHepasibHbIN
ANPEKTOop
KOMMaHWH
PositronPharma

Pankarya 878, [IpoBunencus, Cantesro — Tenedon: 4205137 — ventas@positronpharma.cl



PositronPharma

Canrtpsro, 2 nrous 2018 r.
AOQ Ilozurpondapma
Pankarya 878
7500921 IIpoBunencus
Cantpsaro, Unmn

Hexnapanus
N0JIb30BaTeJIs

Tema: Hexnapauus mosan3osarenst Synthera V1, V2 u HPLC npousBoacrsa
komnanuu IBA komnanueii PositronPharma SA

YBaxkaeMmble rocrioja,

Hacrosimas aexnapanus npeaHa3HaueHa JJisi 0OMEHa OTBITOM HMCIIOJIb30BaHUs MIaT()OpMbI
Synthera mnpousBoacTtBa kommanuu IBA  mis  GMP-coBmecTrMOro mpou3BOJCTBA
paarodapMaleBTUYECKUX MpenapaToB JUisl KIMHUYECKOTO U HAYyYHO-MCCIIEIOBATEIbCKOTO
ncnonb3oBanust. Kommanus PositronPharma SA ¢ 2011 roxa exxennesHo nocrasisteT FDG B
>10 yupexaeHuid MEIUIMHCKON PaJMOJIOTHH, YTO COCTaBIsieT okoyio 75% pbiaka Ywnmnm.
Hpyrue nononnutenbubie [19T-uHaukatopsl a1 KIMHUYECKOTO NPUMEHEHHS BKIIIOYAIOT

68Ga-D0tatate u %Ga-PSMA-11 (exennesno), F-PSMA-1007 (2 pasza B HeJemo),
NeuroDAT™ u Neuraceq™ (xaxnpie ae nenenn) u F-MISO, FET, FLT HeperynspHo.

Hame yupexnenue Ttakxke MOAIEPKUBACT HECKOJbKO KIMHUYECKUX UCHBITAHUNA H
TPaHCIISIIIMOHHBIX HCCIIeI0BATEIbCKUX pa3paboTok nyTeM MIPOU3BOJICTBA
uccienoBareabCkux [IDT-MHAUKATOPOB ISl HEUPOBU3yAIM3aUUU M OHKOJIOTMYECKOTO
npuMeHeHus (B oOmieit cioxHoctu >15). Ha HameM y4acTke Mpu MOMOIIM CIEAYIOIIEro
000pyI0BaHUS OCYIIECTBIISIOTCS MOTHBIA IPOU3BOJICTBEHHBIHN MK U IPOU3BOIUTCS OKOJIO
15 000 nocraBisieMbIX 103 B TO:

e 2 xBepcuu Synthera 1 (SN 146 u 147)
e 2 x Bepcuu Synthera 2 (SN 701 u 702)
e 2 x Synthera HPLC (SN 104 u 703)

B teuenue mocnennux 4 neT MBI HCMOJb3yeM Iutatrgopmy Synthera u moigydaeM O4YEHb
HaJIS)KHBIC PE3yJIbTaThl M BHICOKHE PATUOXUMHUYECKHE BBIXOABI. B 4acTHOCTH, C TTOMOIIBIO
KaCCEeTHOH CHCTEMBl OJHOPA30BOTO WCIIOJIL30BAHMS M B COYETAHUU C OJHOPA30BHIM
BBIJIBIDKHBIM KOHTeHHepoM Jiiist [FP Ha HaieM ydacTke BO3MOKHO MTPOBEICHUE HECKOIBKUX
IIUKJIOB TIPOW3BOJCTBA pa3nmuuHbiXx PII 0e3 pucka TOBBIMIEHHOW 03Bl paJHAllNA WIIH
MIEPEKPECTHOTO 3arpsI3HCHHUS.

Pankarya 878, [IpoBuaencusi, Cantbsiro — Tenedon: 4205137 — ventas@positronpharma.cl



PositronPharma

Co Bcemu BOIIpOCaMH OTHOCHUTCIILHO JaHHOI'O IIMChbMa

obparaiiTech ko MHE B yao0HOe 1151 Bac Bpewmsi.

C yBaxxeHUEM,

Backo Kpamep, noktop
¢dunocodun

HavansHuk
y4acTKa/pyKOBOIUTEb
HHNOKP xomnanum
PositronPharma SA

Pankarya 878, [IpoBuaencusi, Cantbsiro — Tenedon: 4205137 — ventas@positronpharma.cl



MARIA SKLODOWSKA-CURIE

@ INSTITUTE - ONCOLOGY CENTER

GLIWICE BRANCH
Gliwice; 18.12.2018r.

To whom it may concern

| hereby confirm that Maria Sklodowska-Curie Memorial Cancer Center and Institute of Oncology — Gliwice
Branch is GMP certified site for the production of injectable drug — FDG.

In our center, IBA Synthera platform is used for daily production of multiple batches of FDG.

With Regards,

Z-CADYREKTORA

ds. Lecznictwa Otwartego 1 Diagnostyki

TEAll o

prof. dr hab. n. med. Barbara Bobek-Billewic:

Z-CAKIE TP'QWAJ\HKA
Zpkladu i

mgr inz. Maptin Szydie

MARIA SKLODOWSKA-CURIE MEMORIAL CANCER CENTER AND INSTITUTE OF ONCOLOGY, GLIWICE BRANCH

15 WYBRZEZE ARMII KRAJOWEJ STREET, GLIWICE, POLAND, POSTAL CODE 44-101

Reception Phone: +48 32 278 86 66 Directorate Phone: +48 32 278 96 18 E-mail: onkologia@io.gliwice.pl ~ TIN: 5250008057

Reception Fax: +48 32 231 35 12 Directorate Fax: +48 32 230 78 07 Url: www.io.gliwice.pl Identification numer REGON: 000288366
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MHCTUTYT — OHKOJIOTMYECKUI IIEHTP
MAPHN CKJIOJOBCKOMU-KIOPU
OUIJIMAJI TJIMBULIE

I'muBune, 18.12.2018 r.

Baumanwuio Bcex 3aMHTCPCCOBAHHBIX JIUI]

Hacrosmmm noareepxaato, 4o MeMopHalibHbIA OHKOJIOTHYecKHid 1ieHTp Mapuu CkiionoBckoii-Kropu u dunman
WHCTHUTYTa OHKOJOTHU B [ TIHBHIIE — ABNSETCS OOBEKTOM, CEPTH(PHUIUPOBAHHBIM B COOTBETCTBUH C HaAJIeKaIIen
MEIMLMHCKOM MPaKTUKON 110 NPOU3BOJACTBY MHBbEKIMOHHBIX IpenapaTos — FDG.

B Hamrem nieHTpe I €KeTHEBHOTO TIPOM3BOJICTBA HeCKONbKUX maptuid FDG ucnonb3yercs iatdopma Synthera
kommanuu [BA.

C yBaxeHuewM,

3amMecTUTeNb AUPEKTOPa
OTKpLITOFO OTACIICHUSA 3PaBOOXPAHCHUS U TUarHOCTHUKH,
IIpodh. I-p xab6. meo. Bapbapa Bobek-Buinexs

MEMOPHAJIbHBIA OHKOJIOTTYECKHI IIEHTP MAPAU CKJIOJOBCKOM-KIOPH M HTHCTUTYT OHKOJIOT MM, ®AJIUAJI TJIABAIIE
yi. ITobepesxxbe Apmun Kpaitosoit, 15, ['musume, [Tonbma, moutoBsrii uamekc 44-101
Temedon npuemnoit: +48 32 278 86 66 Tenedon nupexropata: +48 32 278 96 18 E-mail: onkologia@io.gliwice.pl
WHH: 5250008057 ®akc npuemuoii: +48 32 231 35 12 dakc aupexropara: +48 32 230 78 07 Url: www.io.gliwice.pl
Wnentudpukammonusiii Homep REGON: 000288366 (rocymapCTBEHHBIN PeeCTp CyOBEKTOB XO3IWCTBEHHOH NS TEILHOCTH)




GROUP OF COMPANIES 35, ul. Schepkina, Moscow, Russia, 129090
EUROPEAN MEDICAL CENTER

* *
> - JSC "European Medical Center” Tel.fren.: +7 [495) 933 66 55
* - WWW.eMCmMos.ru

Moscow, January 9, 2019

To whom it may concern

| hereby declare/confirm that radiopharmaceutical production site based on EMC, Moscow, is a GMP
certified site for production of injectable drugs (such as FDG).

The IBA Synthera V2 platform is used for daily production of radiopharmaceuticals on the site. The total
of 1600 successful FDG runs was performed. The quality control parameters met all the requirements
set by the local regulator for injectable radiopharmaceuticals. The equipment is safe and effective.

European Medical Center
Moscow
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Vladislav Bronfenmakher
Head of production unit
Nuclear Imaging department



GROUP OF COMPANIES 35, U|. Schepk\'na, MDSCOW, RUSSEH, 129090
EUROPEAN MEDICAL CENTER

»* *
»* = JSC “European Medical Center” Tel.fren.: +7 (495) 933 66 55
* X Wwww.emcmaos.ru

"pynna komnaHuin
EBponenckun MeanunHCcKni LeHTp
129090, Poccus, Mocksa, yn WenknHa, 35

Mocksa, 9 Axsapsa 2019 roga

BHuMmaHUIO BCex 3anHTepeCcoBaHHbIX L

HacTtosiumm 3asensato/noaTeepaato, YTo NPOM3BOACTBEHHbIN Y4acToK paanodapMaLeBTUYECKUX
npenapatoB Ha 6aze EMC B Mockee siBnsieTcst 06bekTom, cepTudnLMpOBaHHbIM B COOTBETCTBUM C
TpeboBaHNAMM Hagnexalen MeaMUMHCKON NPaKTVKK MO NPOM3BOACTBY MHBEKLMOHHBIX NpenapaTos
(Takmx kak FDG).

[ns exegHeBHOro NpoM3BOACTBa pagnodapmMaueBTMYECKUX NPenapaToB Ha y4acTKe MCMonb3yeTcs
nnatcpopma Synthera V2 komnanuun IBA. B obLien cnoxHoctn 6bino BeinonHeHo 1600 ycnewHbIx
umknos FDG. MapameTpbl KOHTPONSA Ka4yecTBa COOTBETCTBYIOT BCEM TpeOOBaHMSAM, YCTAHOBNEHHbLIM
MECTHbIMM perynupyoLwmnmm rocyaapcTBEHHbIMU opraHamu ans WMHBEKLMOHHBIX
pagmodapmaueBTnyeckux npenapatos. O6opynoBaHue 6e3onacHo 1 ahHEKTUBHO.

EBponencknin MegnumHckui
LleHTp, Mockea

/Mopnwuck/

Bnagouncnas
BpoHdeHmaxep
Pykosogutens
NpOV3BOACTBEHHOIO
oTgena

OTtaen pagnoHyKNngHon
BM3yanu3aumm



dic_sost_atto_not_per_sogg_diversi_dalle PA.1122290600.doc

DICHIARAZIONE SOSTITUTIVA DELL’ATTO DI NOTORIETA’
(Art. 21 e 47 D.P.R. 445 del 28/12/2000)

Da produrre a soggetti diversi dagli organi della Pubblica Amministrazione o Gestori di servizi pubblici

I1/1a sottoscritto/a c L SHES RO (O

(cognome) ~ (nome)
nato/aa  SA (RO O : . (V2 il 226 [T/

(comune di nascita; se nato/a all’estero, specificare lo stato) (prov.) ' -
residente a (CFEASY Co ' ( - )
‘ (comune di residenza) ' .~ (prov)

B s AA(E n. -{/ s

(indirizzo)

consépevole delle sanzioni penali, nel caso di dichiarazioni non veritiere e falsita negli atti, richiamate
dall’art. 76 D.P.R. 445 del 28/12/2000

DICHIARA
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dic_sost_atto_not_per_sogg_diversi_dalle PA.1122290600.doc

Luogo ¢ data

AUTENTICAZIONE DELLA SOTTOSCRIZIONE
Ai sensi dell’art. 21, D.P.R. 445 DEL 28/12/2000 , attesto che la sottoscrizione della sopraestesa

dichiarazione ¢ stata apposta in mia presenza dal dichiarante, identificato prgvia esibizione

di.. CAKTA. BDUIDENTIAY. - n HTG"?‘L( 22 67‘ ............... rilasciato il Al ’og ..... A
o NITRR AR s Rl (SRR R Al
Luogo ¢ data I1 Funzionario Incaricato

(cognome, nome e qualifica)

CENTO 2 1 GEN 2019 S

t ] vty S " L
2 : \ Aol Bl L 0( A1 Ssamm et o,
£ . Gaslietor sior oee T e, Crgwatiiaias W

..................................................

Timbro dell’ufficio

Informativa ai sensi e per gli effetti del D.Lgs. 30 giugno 2003, n. 196 (“Codice della Privacy”)
I dati personali raccolti saranno trattati, anche con strumenti informatici, esclusivamente nell’ambito del procedimento

per il quale la presente dichiarazione viene resa.
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CUrtumw

LIFE FORWARD

DECLARATION

| hereby declare/confirm that the centers:

- IBA Molecualr Italy production center located in Monza, via Pergolesi n.22

- IBA Molecular Italy production center located in Udine, piazza S.Maria della Misericordia n.13
- IBA Molecular Italy production center located in Roma, viale Oxford 81

are GMP certified sites for the production of injectable drug (such as FDG).
In our centers, IBA Synthera platform is used for daily production of multiple batches of FDG, Choline
and Neuraceq

Till today we have performed with Synthera platform a total of:
- 6.169 runs of FDG

- 633 runs of Choline
- 225 runs of Neuraceq

and they pass all the quality control criteria set by the Eur. Ph. The equipment is safe and effective

Paolo Colombo

Country Operation Manager and Business Development
IBA Molecular Italy SRL

Curium T +39 02 36263200 50 30093018
IBA Molecular Italy S.r.l. F +39 02 36263299

Via Nicola Piccinni 2, 20131 Milano, Italia E ibamolecularitaly@pec.it v_l__
C.F./P.IVAIT 13342400150 W curiumpharma.com CE’?TIQUA\_\‘*
Registro Imprese MI n. 1640193 - Capitale Sociale Euro 95.000 int. versato Curium - uniting IBA Molecular and Mgf‘igg:ng‘%US“YLs'gM

Societa con unico socio soggetta a direzione e coord. di Curium International Mallinckrodt Nuclear Medicine LLC



CUriumwm

LIFE FORWARD

OEKNAPALIUA

HacTtoswmm 3aFIBJ'IFIlO/I'IOD,TBep)K,D,aIO, YTO cneagyruwne UeHTPbI:

- MNpounsBoacTeeHHbIN LeHTp IBA Molecular Italy, pacnonoxeHHbin B Moniia, Bua Ilepronesu, a. 22.

- MpowunssoacTteeHHbIV LeHTp IBA Molecular ltaly, pacnonoxeHHbin B YanHe, neauua C. Mapusa genna

Mwusepukopans, a. 13.

- MpounssoacTeeHHbIN LeHTp IBA Molecular Italy, pacnonoxeHHbin B Pume, Buane Okcdopg, 81,
cepTudnLMpOBaHbl B COOTBETCTBUM C TpebOBaHNSIMM Hagnexalen MmeguuuHCKOM NpakTukn ans
NPON3BOACTBA MHBEKUMOHHBIX NpenapaTtoB (Takux kak FDG).

Mnatgopma IBA Synthera ncnonb3yeTtcsi B HaWMX LieHTPax Asst eXe4HEBHOro NpoM3BOACTBA

Heckonbkmx naptum FDG, Choline n Neuraceq.

Ha cerogHsiluHMIA geHb npu noMmowm nnatdopmbl Synthera mMbl BbINMOMHWUAN B OOLLIEN CITOXXHOCTU:

- 6169 uyuknos FDG
- 633 umkna Choline
- 225 uyuknos Neuraceq

N OHN COOTBETCTBYIOT BCEM KPUTEPUSIM KOHTPOIS KayecTBa YCTAaHOBMNEHHbIM EBponenckon
dapmakoneen. O6opynoBaHue 6esonacHo 1 apdeKTUBHO

MwunaH, 19 nekabps 2018 r.

Maono Konombo

[upekTop no akcnnyaTtaummn n passutuio bmusHeca IBA

KomnaHnuu Molecular Italy SRL

Curium

IBA Molecular Italy Srl.

20131, Utanua, Munax, Bna Hukona MNMuyynnHm, 2

Koa Hanoronnatenslumka/Koa nnatensiumka HOC: IT 1342400150

PeructpaumoHHbIi Homep B peecTpe komnaHui Munana: 1640193 —

YctaBHbI kanutan: 95 000 eBpo, NONMHOCTHH BHECEHHDBIN

O6LLECTBO C €AVMHONNYHBIM YYpeauTeneMm, AesTenbHOCTb KOTOPOro ynpaBnseTcs
1 koopanHupyetcs «Curium International»

Ten. +39 02 36263200 150 9001:2015

Erriguans

dakc: +39 02 36263299
E ibamolecularitaly@pec.it
W curiumpharma.com

CERTIFIED QUALITY
MANAGEMENT SYSTEM

Curium - coBmecTHoe npegnpuatue IBA Molecular 1
Mallinckrodt Nuclear Medicine LLC
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To whom it may concern

I hereby declare that ICNAS-Producdo Unipessoal, Lda from the University of Coimbra,

Portugal, is a GMP certified site for production of injectable radiopharmaceuticals such as FDG.

In our center, we performed total of 2900 runs on the Synthera platform (all synthera versions)
and they passed all the quality control criteria set by the Eur. Ph. The equipment is safe and

effective.

Coimbra, 20™ December 2018

JPC‘(S?,\Q wewes

Angela Neves (Head of Quality Control)

ICNAS » Produgido Unipessoal, Lda
Pélo das Ciéncias da Satide da Universidade de Coimbra * Azinhaga de Santa Comba * 3000-548 Coimbra + Portugal
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UNIVERSIDALDE DE COIMBR A

To whom it may concern,

| hereby declare that we have been using an IBA Synthera+ synthesizer from May 2017 at
the Institute for Nuclear Sciences Applied to Health (ICNAS), University of Coimbra, Portugal
to produce radiopharmaceuticals for human use in the Institute and for commercial

distribution.

Radiopharmaceuticals produced include:
e ['°FIFDG

e [*®F]Fluorocholine (with Synthera Extension)

o ["®F]NaF
e [**Ga]DOTA-NOC
e [*®Ga]PSMA-11

Coimbra, 2™ July 2018

(Aniero Abrunhosa, Director)

Instituto de Ciéncias Nucleares Aplicadas a Saude
Polo das Ciéncias da Saude da Universidade de Coimbra e Azinhaga de Santa Comba e 3000-548 Coimora » Portugal
Tel. +351 230 488 510 « Fax: +351 230 833 875 « icnas-imn@uc.pt « www.uc. pticnas



NKHAC
WNHCTUTYT aTOMHBIX HayK, IPUMEHSEMBIX K 3J0POBBIO
VYuusepcurer B Konmbpa

BHuMaHu1o Bcex SAUHTCPCCOBAHHbIX JINII

HacrosmmMm 3asBJdA10, YTO MBI HCIIOJB3YEM CHHTE3ATOP
Syntherat+ kommanum IBA ¢ mas 2017 roma B MHCcTHTYTE
SAICPHBIX HCCJIEIOBAaHMM B 00JacTH  37paBOOXPAHCHMS
(ICNAS) Vwuusepcurera KoumOpwl, Ilopryramus, pns
IPOU3BOJICTBA paguodapMaleBTUUECKUX IpenapaToB Jjis
MCIIOJIb30BAHUS B 3/IpaBOOXpaHeHuHU B HWHCcTUTYTE M 11

KOMMEPUYECKOTO PACIIPOCTPAHCHUH.



NKHAC
WNHCTUTYT aTOMHBIX HayK, IPUMEHSEMBIX K 3J0POBBIO
VYuusepcurer B Konmbpa

[IpousBoaumeie  paauodapmaleBTUYSCKHE  IIpenaparhl
BKJTFOYAIOT:

e ['8FIFDG

e ["®F]Fluorocholine (¢ Synthera Extension)

e ['SF]NaF
e [*®Ga]DOTA-NOC

e [%Ga]PSMA-II

KouMOpa, 2 uross 2018 r.

/noaInmce/
(AHTepo AGpyHBO3a, JlupekTop)



Yuusepcuretr Koumbpa
HUKHAC
Enunonuunoe npoussoacteo JIJTA

Buumanuio Bcex 3AHHTCPECOBAHHDBIX JIMIL

Hactosmum  3asBisito, 4to ICNAS-ProdiKjao Unipessoal, LDA VYuuepcutera KoumOpsl,
IMopryranus, sSBISETCS MPOU3BOJICTBEHHBIM OOBEKTOM, CEPTU(PHUIMPOBAHHBIM B COOTBETCTBHH C
HaJUIeXXaIen MEIUIIHHCKOM MPaKTUKOU TSI MPOU3BO/ICTBA HMHBEKIIHOHHBIX

panuohapMareBTHIECKuX npenapatos Tumna FDG.

B HamreM menTpe Mbl BeimoaHmA 2900 1ukIiToB Ha miatgopme Synthera (Bce Bepcuu synthera), ¥ OHH
COOTBETCTBYIOT BCEM KPUTEPHIM KOHTPOJIIS KauecTBa, YCTAHOBICHHBIM EBporieiickoil papmakorneeit.

Oo6opynoBanue 6e30macHo U 3G PeKTHBHO.

Koumb6pa, 20 nekabps 2018 .

/TIOAITUCH/

Amxena Hesemr (PykoBonutens Otnena Kontpons Kayecrsa)
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