Atviro konkurso salygy
1 priedas

Viva MEeDicaL

Viva Medical, UAB

Santariskiy 5, LT-08406 Vilnius Tel.: +370 658 34334 info@vivamedical.lt Jmonés kodas 302820861, monés
PVM kodas: LT100007018811

Registro tvarkytojas: V| Registry centras Vilniaus filialas

LIETUVOS SVEIKATOS MOKSLY UNIVERSITETO LIGONINE

KAUNO KLINIKOS

(Adresatas (perkancioji organizacija))

PASIULYMAS

DEL AUTOMATINIO MULTIDOZIY INJEKTORIAUS PET RADIOFARMACINIY PREPARATY INJEKTAVIMUI
PIRKIMO

2025-03-26 Nr.26/03/2025-1

(Data)
Vilnius
(Sudarymo vieta)

1 lentelé

TIEKEJO REKVIZITAI

Tiekéjo pavadinimas /fleigu dalyvauja akio subjekty
grupé, surasomi visi dalyviy pavadinimai/

Viva Medical, UAB

Tiekéjo adresas /eigu dalyvauja Gkio subjekty grupé,
surasomi visi dalyviy adresai/

Santariskiy 5, Vilnius

Jmonés kodas, PVM mokétojo kodas

302820861, LT100007018811

Atsiskaitomosios saskaitos numeris, bankas, banko (G

kodas

Jmonés vadovo pareigos, vardas, pavardé

Direktorius Antanas Juska

UZ pasiulyma atsakingo asmens vardas, pavarde

UZ sutarties vykdyma atsakingo asmens pareigos,
vardas, pavardé, el. pasto adresas, telefono numeris

Telefono numeris

069932161

Fakso numeris

el. pasto adresas

info@vivamedical.lt

Siuo pasitlymu pazymime, kad sutinkame su visomis pirkimo salygomis, nustatytomis:
1) atviro konkurso skelbime, paskelbtame Viedyjy pirkimy jstatymo nustatyta tvarka;

2)

kituose pirkimo dokumentuose (jy paaiskinimuose, papildymuose).

Pasirasydamas CVP IS priemonémis pateikta pasitlymg, parasu patvirtinu, kad dokumenty skaitmeninés
kopijos ir elektroninémis priemonémis pateikti duomenys yra tikri.

2 lentelé

SUBTIEKEJO REKVIZITAI

Eil.
Nr.

Subtiekéjo (-y) pavadinimas (-ai), adresas (-ai)




|

*Pastaba: pildoma, jei tiekéjas ketina pasitelkti subtiekéjq (-us)

PASIULYMO KAINA

3 lentelé

Kainy pasidlyma uZpildyti pirkimo dokumenty 6 priede , Kainy pasidlymo lentelé”

(dokumentas turi buti pateikiamas redaguojamu formatu)

4 lentelé

PATEIKIAMY DOKUMENTY SARA3AS

Eil. Pateikty dokumenty pavadinimas Dokumean puslapiy Failo, kuriame yra

Nr. skaiCius dokumentas, pavadinimas

1 Gamintojo jgaliojimas 1 LETTER OF
AUTHORIZATION_signed.pdf

2 CE sertifikatas 3 6_6 priedas KAINY PASIULYMO
LENTELE.xIs

3 Techniné specifikacija 4 Techniné specifikacija.docx

4 Kainy pasitlymo lentelé 1 6_6 priedas KAINU PASIULYMO
LENTELE.docx

5 Deklaracija dél tiekéjo atsakingy asmeny 1 7 7 priedas DEKLARACIJA DEL
TIEKEJO ATSAKINGUY
ASMENU.docx

6 Tiekéjo deklaracija dél tarybos reglamente 1 8 8 priedas Tiekéjo

(es) 2022/576 nustatyty sglygy nebuvimo deklaracija.docx

7 EBVPD 15 espd-response.pdf ir  espd-
response.xm|

8 Posijet_catalogue 8 Posijet_catalogue.pdf

9 POSIJET Instructions Manual 172 POSHET _Instructions
Manual.pdf

10 | Scintidose_manual 6 Scintidose_manual.pdf

11 | Manufacturer declaration 1 Manufacturer declaration.pdf

PasiGlymas galioja iki termino, nustatyto pirkimo dokumentuose.

Primintina, kad pasitlyme nurodytos kainos bei jkainiai, taip pat nuolaidos dydis ar jkainio bazé, tiekéjo
sillomy prekiy gamintojai, pavadinimai, modeliai, tiekéjo siGlomy prekiy techninés specifikacijos, nurodomos
uzpildant perkanciosios organizacijos pateiktas lenteles, gaminio naudotojo instrukcija, tiekéjo sitlomy prekiy
atitiktj techninés specifikacijos reikalavimams jrodantys dokumentai - broSidros, aprasymai, instrukcijos - néra
konfidenciali informacija (placiau skaitytit).

Pasililymo konfidencialig informacijg sudaro: (tiekeéjai turi nurodyti, kokia pasilyme pateikta informacija
yra konfidenciali. Jei pasitlyme néra konfidencialios informacijos, tiekéjas turi nurodyti, kad konfidencialios
informacijos pasidlyme néra.):

Pasililyme konfidencialios infermacijos néra.

(Tiekéjo arba jo jgalioto asmens (Parasas) Vardas, pavardé
pareigy pavadinimas)

! https://vpt.rv.It/uploads/vpt/documents/files/mp/konfidenciali_informacija.pdf







Tiekéjo pavadinimas (nurodyti): Viva Medical, UAB

. Modelis/katalogo Vieneto | Kainaviso | Kaina viso
Eil.N . . L Mato I .
L Pavadinimas numeris, gamintojo vnt. Kiekis | kaina Eur Eur Eur
pavadinimas (be PVM) | (be PVM) (su PVYM)
Automatinis multidoziy injektorius
1 |PET radiofarmaciniy preparaty Posijet, Lemer pax vnt. 1 136668,00 | 136668,00 | 165368,28
injektavimui
Bendra pasiiilymo kaina EUR (be PVM):| 136668,00
PVM suma:| 28700,28
Bendra pasiulymo kaina EUR (su PVM):| 165368,28




TSD-1288, VPP-5290

Automatinio multidoziy injektoriaus PET radiofarmaciniy preparaty injekavimui techniné

specifikacija (kiekis 1 vnt.)

Eil. Parametrai Reikalaujamos parametry reik§més Siiillomos parametry
Nr. (specifikacija) reik§més
1. | Paskirtis Iranga turi biiti skirta automatiniam PET Iranga skirta automatiniam
(pozitrony emisijos tomografijos) PET (pozitrony emisijos
radiofarmaciniy preparaty dozavimui ir tomografijos)
injekavimui. radiofarmaciniy preparaty
dozavimui ir injekavimui.
Posijet catalogue (1p, 3p.)
2. | Radiofarmaciniy preparaty 1. Radiofarmacinio preparato dozavimas ir | 1.Radiofarmacinio
dozavimo ir injekavimo injekavimas vyksta naudojant viena preparato dozavimas ir
sistema renginj; injekavimas vyksta
2. Sistema turi biiti tinkama naudoti su naudojant vieng jrenginj;
populiariausiais PET radioizotopais Posijet_catalogue (3p.)
(18F, 68Ga ir pan.) bei 177Lu; 2.Sistema turi biiti tinkama
3. Reguliuojamas injekavimo greitis ne naudoti su populiariausiais
siauresnése nei 7,5 ml/min - 27 ml/min | PET radioizotopais (18F,
ribose; 68Ga ir pan.) bei 177Lu;
4. Vieta fiziologinio tirpalo talpai (=250 | Posijet_catalogue (2p.)
ml); 3.Reguliuojamas
5. Galimybé praskiesti radiofarmacinj injekavimo greitis ne
preparata; siauresnése nei 7,5 ml/min
6. Praskiestas radiofarmacinio preparato - 27 ml/min ribose;
aktyvumas turi buti nuolat matuojamas; | Manufacturer declaration
7. Galimybé bet kurio metu sustabdyti (1p.)
injekavima. 4.Vieta fiziologinio tirpalo
talpai 250ml, 500ml,
1000ml;
POSIET _Instructions
Manual (44p.)
5.Galimybé praskiesti
radiofarmacinj preparata;
Posijet_catalogue (2p.)
6.Praskiestas
radiofarmacinio preparato
aktyvumas nuolat
matuojamas;
Manufacturer declaration
(Ip.)
7.Galimybé bet kurio metu
sustabdyti injekavima.
POSUET _Instructions
Manual (17p.)
POSIJET _Instructions
Manual (6
3. | Rysio protokolai DICOM protokolas tiesioginiam RIS/PACS | DICOM protokolas
ry$iui ir darby sgraso importavimui tiesioginiam RIS/PACS
ry$iui ir darby sgraso
importavimui

POSIJET _Instructions
Manual (28p.)




Sistemos mobilumas

Sistemos mobilumas uztikrintas elektrinés
pavaros pagalba

Sistemos mobilumas
uztikrintas elektrinés
pavaros pagalba
Posijet catalogue (8p.)

Radiofarmacinio preprato
buteliukai ir transportiniai
konteineriai

1. Galimybé naudoti buteliukus, kuriy
talpa ne mazesné nei 10 ml ir ne didesné
nei 20 ml;

2. Suderinamas su keliy tipy
radiofarmacinio preparato buteliukais;

3. Suderinamas su keliy tipy
radiofarmacinio preparato
transportiniais konteineriais;

4. Irenginys instaliavimo metu turi bti
pritaikytas naudoti su Comecer CF18T
transportiniais konteineriais.

1.Galimybé naudoti
buteliukus, kuriy talpa ne
mazesné nei 10 ml ir ne
didesné nei 20 ml;
Manufacturer declaration
(Ip.)

2.Suderinamas su keliy tipy
radiofarmacinio preparato
buteliukais;

Manufacturer declaration
(1p.)

3.Suderinamas su keliy tipy
radiofarmacinio preparato
transportiniais
konteineriais;
Posijet_catalogue (8p.)
4.Irenginys instaliavimo
metu turi biiti pritaikytas
naudoti su Comecer CF18T
transportiniais
konteineriais.
Manufacturer declaration

(Ip.)

Doziy kalibratorius

1. Energijy diapazonas ne siauresnis nei 30
keV -2 MeV;

2. Bendras tikslumas (paklaida) <+ 5 %;

3. Didziausias naudojamas aktyvumas
(18F): > 30 GBq.

1.Energijy diapazonas 30
keV -2 MeV;
Scintidose_manual (6p.)
2.Bendras tikslumas
(paklaida) =2 %;

Posijet catalogue (8p.)
3.DidZiausias naudojamas
aktyvumas (18F): 37 GBq.
Posijet catalogue (8p.)

Irangos valdymas

Iranga valdoma jutiklinio ekrano pagalba

Iranga valdoma jutiklinio
ekrano pagalba
Posijet catalogue (2p.)

Saugumo savybes

1. Apsaugos sistema, kuri neleis
dozavimo, jei durys neuzdarytos;

2. Prietaiso aplinka apsaugota nuo
jonizuojanciosios spinduliuotés
poveikio — dozes galia < 10 uSv/h (10
cm atstumu) arba < 25 uSv/h (5 cm
atstumu);

3. Vieta ekranuotai talpyklai su
radiofarmacinio preparato buteliuku
jdeéti;

4. Burbuly detektorius.

1.Apsaugos sistema,
neleidzianti dozavimo, jei
durys neuzdarytos;
Manufacturer declaration
(Ip.)

2.Prietaiso aplinka
apsaugota nuo
jonizuojanciosios
spinduliuotés poveikio —
dozés galia <25 pSv/h (5
cm atstumu);

Posijet catalogue (8p.)
3.Vieta ekranuotai talpyklai
su radiofarmacinio
preparato buteliuku jdéti;
Posijet catalogue (2p.)
4.Burbuly detektorius.
Posijet_catalogue (3p.)




9. | Bendra sistemos mas¢ <380 kg 380 kg
Posijet catalogue (8p.)

10. | Maitinimo jtampa 230 VAC (50 Hz) 230 VAC (50 Hz)

Posijet catalogue (8p.)

11. | Akumuliatorius Garantuojamas veikimo autonomiskumas > | Garantuojamas veikimo

8 val. standartiniam naudojimui. autonomiskumas 8§ val.
standartiniam naudojimui.
Posijet catalogue (8p.)
12. | Garantinis terminas > 24 ménesiai 24 ménesiai
13. | Zyméjimas CE Zenklu Biitinas (kartu su pasiiillymu biitina pateikti Pateikiamas CE sertifikatas
zymejimq CE Zenklu liudijancio galiojancio
dokumento (CE sertifikato arba EB atitikties
deklaracijos) kopijg)

14. | Irangos pristatymas ir Jrangos pristatymo, iSkrovimo, pervezimo j Jrangos pristatymo,
instaliavimas instaliavimo vieta, instaliavimo, po iSkrovimo, pervezimo |

instaliavimo likusiy jpakavimo medZziagy instaliavimo vieta,

iSvezimo (utilizavimo) iSlaidos jskai¢iuotos j | instaliavimo, po

pasiiilymo kaing. instaliavimo likusiy
ipakavimo medziagy
i§vezimo (utilizavimo)
i8laidos jskai¢iuotos j
pasiiilymo kaina.

15. | Irangos testavimas / Biitina (jrangos tiekéjas ar gamintojo atstovas | Irangos tickéjas ar
priémimo bandymai po irangos sumontavimo ir suderinimo gamintojo atstovas po

jsipareigoja atlikti arba organizuoti priémimo | jrangos sumontavimo ir

testus (angl. site acceptance tests), remiantis | suderinimo jsipareigoja

gamintojo rekomendacijomis). atlikti arba organizuoti
priémimo testus (angl. site
acceptance tests), remiantis
gamintojo
rekomendacijomis).

16. | Metrologiné patikra Biitina (jrangos tiekéjas ar gamintojo atstovas | Metrologiné patikra

po jrangos sumontavimo ir suderinimo (jrangos tiekéjas ar
isipareigoja atlikti arba organizuoti doziy gamintojo atstovas po
kalibratoriaus metrologing patikra 18F, 68Ga, | jrangos sumontavimo ir
177Lu radioizotopams). suderinimo jsipareigoja
atlikti arba organizuoti
doziy kalibratoriaus
metrologine patikrg 18F,
68Ga, 177Lu
radioizotopams).
17. | Vartotojy apmokymas Vartotojy apmokymas naudoti jranga Vartotojy apmokymas
jskaiCiuotas ] pasitilymo kaing. naudoti jrangg jskai¢iuotas
] pasitlymo kaing.

18. | Priemonés periodiniams Biitina (jskaitant radioaktyvyjj Saltinj Priemonés periodiniams
kokybés kontrolés periodiniams kokybés kontrolés bandymams | kokybés kontrolés
bandymams atlikti atlikti). bandymams atlikti

(jskaitant radioaktyvyji
Saltinj periodiniams
kokybés kontrolés
bandymams atlikti).

19. | Kartu su jranga pateikiama 1. Naudojimo instrukcija lietuviy ir angly Kartu su jranga pateikiama

dokumentacija

kalba;
2. Serviso dokumentacija lietuviy arba angly
kalba:
a) Struktiiriné schema ir/arba atskiry
bloky funkcijy apraSymas;

dokumentacija:

1. Naudojimo instrukcija
lietuviy ir angly kalba;

2. Serviso dokumentacija
lietuviy arba angly kalba:




b) Instaliavimo instrukcijos; a) Struktiiriné schema

¢) Funkcionalumo patikrinimo ir/arba atskiry bloky
instrukcijos; funkcijy aprasymas;
d) Aptarnavimo instrukcijos; b) Instaliavimo
e) Gedimy nustatymo instrukcijos; instrukcijos;
f) ISardymo-surinkimo instrukcijos; ¢) Funkcionalumo
g) Atsarginiy daliy katalogas; patikrinimo
h) Periodinio techninés biiklés tikrinimo instrukcijos;
instrukcijos; d) Aptarnavimo
1) Derinimo/kalibravimo instrukcijos instrukcijos;
(taikoma, jei §ios procediros yra e) Gedimy nustatymo
numatytos siiilomos jrangos gamintojo); instrukcijos;
j) Programiné jranga, serviso f) ISardymo-surinkimo
slaptazodziai bei aparattriniai ,,raktai“ b), instrukcijos;
¢), d), e), h) ir i) punktuose nurodytiems g) Atsarginiy daliy
darbams atlikti (taikoma, jei Sios katalogas;
priemongés yra numatytos sitilomos h) Periodinio techninés
jrangos gamintojo). biiklés tikrinimo
instrukcijos;
i)
Derinimo/kalibravimo

instrukcijos (taikoma,
jei Sios procediiros yra
numatytos sitilomos
irangos gamintojo);
j) Programiné jranga,
serviso slaptazodziai bei
aparaturiniai ,,raktai“ b), c),
d), e), h) ir i) punktuose
nurodytiems darbams atlikti
(taikoma, jei Sios
priemonés yra numatytos
sitilomos jrangos
gamintojo).




Europos bendrasis viesuj irkim
dokul?'nentas (EBVPD) wu p "

I dalis. Informacija apie pirkimo procedura ir perkanciaja
organizacija ar perkantiji subjekta

Informacija apie paskelbima

Skelbimo numeris OL S (tik tarptautiniams pirkimams):

Skelbimo numeris CVP IS (kur rasti?)

Perkanciosios organizacijos / Perkanciojo subjekto tapatybé

Oficialus pavadinimas:
LSMUL KAUNO KLINIKOS
Salis:

Lietuva

Informacija apie pirkimo procedura

Proceduros tipas

Nepasirinkta

Pavadinimas:

AUTOMATINIS MULTIDOZIY INJEKTORIUS PET RADIOFARMACINIY PREPARATY
INJEKTAVIMUI

Trumpas aprasymas:

AUTOMATINIS MULTIDOZIY INJEKTORIUS PET RADIOFARMACINIY PREPARATY
INJEKTAVIMUI

Perkanciosios organizacijos ar perkanciojo subjekto (jei taikoma)
priskirtas dokumento numeris:

Il dalis. Informacija apie ekonominés veiklos vykdytoja

. Informacija apie ekonominés veiklos vykdytoja
Tiekéjo pavadinimas arba vardas ir pavardeé (jei fizinis asmuo):
Viva Medical, UAB




Gatveé ir namo numeris:

Santariskiy 5, Vilnius

Pasto kodas:

08406

Miestas:

Vilnius

Salis:

Lietuva

Interneto adresas (jei yra):

E. pastas:

info@vivamedical.lt

Telefonas:

+37069932161

Asmuo ar asmenys rysiams:

Viva Medical, UAB

PVM mokeétojo kodas, jei yra:

LT100007018811

Jei PVM mokeétojo kodo néra, nurodykite kita nacionalinj identifikacini
numeri (Lietuvoje - imonés koda)

Ar ekonominés veiklos vykdytojas yra labai maza, mazoji ar vidutiné
imoné?

@®Taip

ONe

Tik tuo atveju, kai pirkimas rezervuotas: ar ekonominés veiklos
vykdytojas yra globojama darbo grupé (neigaliujy socialiné imone),
socialiné imoné? Ar jis vykdys sutarti pagal globojamuy darbo grupiy
(neigaliuju socialiniy imoniuy) uzimtumo programas?

OTaip

®Ne

Jei taikoma, ar ekonominés veiklos vykdytojas itrauktas i oficialy
patvirtinty ekonominés veiklos vykdytojuy sarasa arba ar jis turi
lygiaverti sertifikata (pvz., pagal nacionaline (iSankstine) kvalifikacijos
vertinimo sistema)? Lietuvos tiekéjai renkasi ,, ne“

OTaip

®Ne



- Be to, uzpildykite trukstama informacija IV dalies A, B, C arba D skirsniuose,
atsizvelgdami | konkrety atvejj TIK jei to reikalaujama atitinkamame skelbime
arba pirkimo dokumentuose:

e) Ar ekonominés veiklos vykdytojas galés pateikti sertifikata deél
socialinio draudimo imokuy ir mokesciu mokéjimo arba pateikti
informacija, kuri leisty perkanciajai organizacijai ar perkanciajam
subjektui ji gauti tiesiogiai naudojantis prieiga prie bet kurios is
valstybiy nariy nemokamos nacionalinés duomenu bazés?

®Taip

ONe

Jei atitinkami dokumentai prieinami elektroniniu budu, nurodykite:

Ar ekonominés veiklos vykdytojas pirkimo proceduroje dalyvauja
kartu su kitais? Zymima TAIP, jei pasialyma teikia ukio subjekty grupé
(konsorciumas) pagal jungtinés veiklos sutartj

OTaip

ONe

Jei pirkimas padalintas j dalis, nuoroda i pirkimo dali (-is), dél kurios (-iu)
ekonominés veiklos vykdytojas nori dalyvauti konkurse:

B. Informacija apie ekonomineés veiklos vykdytojo teisinius atstovus #1

- Sis skirsnis pildomas, jeigu tiekéjo vadovas jgalioja kitg asmenj pasirasyti
pasiulymag, bendrauti su pirkimo vykdytoju, jgalioja atstovauti ir pasirasyti
EBVPD, bendrauti su pirkimo vykdytoju del EBVPD pateiktos informacijos,
teikiamy kvalifikacijg ir pasalinimo pagrindy nebuvimg pagrindzianciy
dokumenty, dél pasiulymo ir pan.

Jei taikytina, nurodykite asmens (-y), jgalioto (-y) atstovauti
ekonomineés veiklos vykdytojui Sios pirkimo proceduros tikslais, varda
ir pavarde ir adresa:

Vardas

Pavarde



Gimimo data
D

Gimimo vieta

Gatveé ir namo numeris:
Gl

Pasto kodas:

08113

Miestas:

Vilnius

Salis:

Lietuva

E. pastas:

Telefonas:

Pareigos arba statusas:

Prireikus pateikite iSsamia informacija apie atstovavima (forma, aprépti,
paskirti ir t. t.):

C. Informacija apie remimasi kity subjekty pajégumais

Ar siekdamas patenkinti IV dalyje nurodytus atrankos kriterijus ir V
dalyje nurodytus kriterijus bei taisykles (jei tokiy yra) ekonominés
veiklos vykdytojas remiasi kity subjekty pajégumais?

OTaip

®Ne

D. Informacija apie subrangovus, kuriy pajégumais ekonominés veiklos

vykdytojas nesiremia

« (Skirsnj reikia pildyti, tik jei Sios informacijos aiskiai reikalauja perkancioji
organizacija ar perkantysis subjektas.)

Ar ekonominés veiklos vykdytojas ketina kurias nors sutarties dalis
subrangos sutartimi pavesti atlikti treciosioms salims?

4-



OTaip
®Ne

« Jei perkancioji organizacija ar perkantysis subjektas aiSkiai praso Sios
informacijos, Salia informacijos pagal sj skirsnj, pateikite pagal Sios dalies
A ir B skirsnius ir lll dalj reikalaujamg informacijg apie kiekvieng susijusj
subrangova (subrangovy kategorijas).

11 dalis. Pasalinimo pagrindai

. Su baudziamaisiais nuosprendziais susije pagrindai

Direktyvos 2014/24/ES 57 straipsnio 1 dalyje nustatyti Sie pasalinimo
pagrindai

Al. Dalyvavimas nusikalstamos organizacijos veikloje (VP| 46 str. 1 d. 1
p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu, buvo
nuteistas galutiniu teismo sprendimu uz dalyvavima nusikalstamos organizacijos
veikloje, o nuosprendis priimtas prieS ne daugiau kaip penkerius metus arba kai
nuosprendyje aiskiai nustatytas pasalinimo laikotarpis tebesitesia? Kaip apibrézta
2008 m. spalio 24 d. Tarybos pamatinio sprendimo 2008/841/TVR dél kovos su
organizuotu nusikalstamumu 2 straipsnyje (OL L 300, 2008 11 11, p. 42).

JUsy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A2. Korupcija (VP] 46 str. 1 d. 2 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu, buvo
nuteistas galutiniu teismo sprendimu uz korupcijg, o nuosprendis priimtas prieS ne
daugiau kaip penkerius metus arba kai nuosprendyje aiSkiai nustatytas pasalinimo

-5-



laikotarpis tebesitesia? Kaip apibrézta Konvencijos dél kovos su korupcija, susijusia
su Europos Bendrijy pareigunais ar Europos Sajungos valstybiy nariy pareigunais,
3 straipsnyje (OL C 195, 1997 6 25, p. 1) ir 2003 m. liepos 22 d. Tarybos pamatinio
sprendimo 2003/568/TVR dél kovos su korupcija privaCiame sektoriuje 2 straipsnio
1 dalyje (OL L 192, 2003 7 31, p. 54). | pasalinimo pagrindus taip pat jtraukta
korupcija, kaip apibrézta perkanciosios organizacijos (perkanciojo subjekto) arba
ekonominés veiklos vykdytojo nacionalingje teiséje.

JUsy atsakymas

OTaip

®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A3. Sukciavimas (VP] 46 str. 1 d. 3 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz sukciavimg, o nuosprendis priimtas
pries ne daugiau kaip penkerius metus arba kai nuosprendyje aiskiai nustatytas
pasalinimo laikotarpis tebesitesia? Pagal Europos Bendrijy finansiniy interesy
apsaugos konvencijos 1 straipsnj (OL C 316, 1995 11 27, p. 48).

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A4. Teroristiniai nusikaltimai arba su teroristine veikla susije
nusikaltimai (VP] 46 str. 1 d. 5 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar priezitros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz teroristinius nusikaltimus arba
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su teroristine veikla susijusius nusikaltimus, o nuosprendis priimtas priesS ne
daugiau kaip penkerius metus arba kai nuosprendyje aiskiai nustatytas pasalinimo
laikotarpis tebesitesia? Kaip apibrézta 2002 m. birzelio 13 d. Tarybos pamatinio
sprendimo dél kovos su terorizmu 1 ir 3 straipsniuose (OL L 164, 2002 6 22, p. 3).
| pasalinimo pagrindus taip pat jtrauktas nusikalstamos veikos kurstymas, pagalba
ar bendrininkavimas jg vykdant arba késinimasis jg jvykdyti, kaip nurodyta to
pamatinio sprendimo 4 straipsnyje.

JUsy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A5. Pinigy plovimas arba teroristy finansavimas (VP| 46 str. 1 d. 6 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz pinigy plovima arba teroristy
finansavima, o nuosprendis priimtas prieS ne daugiau kaip penkerius metus

arba kai nuosprendyje aiskiai nustatytas pasalinimo laikotarpis tebesitesia? Kaip
apibrézta 2005 m. spalio 26 d. Europos Parlamento ir Tarybos direktyvos 2005/60/
EB dél finansy sistemos apsaugos nuo jos panaudojimo pinigy plovimui ir teroristy
finansavimui 1 straipsnyje (OL L 309, 2005 11 25, p. 15).

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A6. Vaiky darbas ir kitos prekybos Zmonémis formos (VP| 46 str. 1 d. 7
p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar priezitros organo narys arba turi atstovavimo,
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sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz vaiky darbg arba kitas prekybos
zmonémis formas, o nuosprendis priimtas prieS ne daugiau kaip penkerius metus
arba kai nuosprendyje aiSkiai nustatytas pasalinimo laikotarpis tebesitesia?

Kaip apibrézta 2011 m. balandzio 5 d. Europos Parlamento ir Tarybos direktyvos
2011/36/ES dél prekybos zmonémis prevencijos, kovos su ja ir auky apsaugos,
pakeiciancios Tarybos pamatinj sprendimg 2002/629/TVR, 2 straipsnyje (OL L 101,
2011 4 15, p. 1).

JUsy atsakymas

OTaip

®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

B. Su mokesciy ar socialinio draudimo imokuy mokéjimu susije pagrindai
Direktyvos 2014/24/ES 57 straipsnio 2 dalyje nustatytos Sios pasalinimo
priezastys

B1l. Mokesciu mokéjimas VPI 46 str. 3 d.

Ar ekonominés veiklos vykdytojas pazeidé savo pareigas, susijusias su mokesciy
mokejimu, tiek Salyje, kurioje yra jsisteiges, tiek perkanciosios organizacijos ar
perkanciojo subjekto valstybéje naréje, jei tai néra jo jsisteigimo salis?

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

B2. Socialinio draudimo imoky mokeéjimas VP| 46 str. 3 d.

Ar ekonominés veiklos vykdytojas pazeidé savo pareigas, susijusias su socialinio
draudimo jmoky mokéjimu, tiek Salyje, kurioje yra jsisteiges, tiek perkanciosios
organizacijos ar perkanciojo subjekto valstybéje naréje, jei tai néra jo jsisteigimo
Salis?



JUsy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

@®Taip

ONe

URL

https://draudejai.sodra.lt/draudeju_viesi_ duomenys/

Kodas

2171927

Emitentas

Valstybinio socialinio draudimo fondo valdyba prie Socialinés apsaugos ir darbo
ministerijos

C. Su nemokumu, interesu konfliktu ar profesiniais nusizengimais susije

pagrindai

Direktyvos 2014/24/ES 57 straipsnio 4 dalyje nustatyti Sie pasalinimo
pagrindai

C10. Su kitais ekonominés veiklos vykdytojais sudaryti susitarimai,
kuriais siekta iSkreipti konkurencija (VP| 46 str. 4 d. 1 p.)

Ar ekonominés veiklos vykdytojas su kitais ekonominés veiklos vykdytojais yra
sudares susitarimuy, kuriais siekta iSkreipti konkurencijg atliekamame pirkime?

Jusy atsakymas

OTaip

®Ne

C11. Rimti profesiniai pazeidimai VP| 46 str. 4 d. 7 p., VP| 46 str. 6 d. 3 p.
Pirkimams pradétiems nuo 2022-01-01: Ar ekonominés veiklos vykdytojas yra
padares rimtg profesinj pazeidima, kaip nurodyta zemiau?:

a) yra padares finansinés atskaitomybeés ir audito teisés akty pazeidimg ir

nuo jo padarymo dienos pra€jo maziau kaip vieni metai; Nuo 2022-08-12
pildydamas EBVPD tiekéjas yra informuotas ir supranta, kad finansinés
atskaitomybés ir audito teisés akty pazeidimu taip pat gali buti laikomi
atvejai, kai tiekéjas nepateikia privalomuy finansinés atskaitomybés
dokumenty Registry centrui ar juos pateikia nesilaikydamas privalomy
teisés akty reikalavimuy. ISsamiau: https://vpt.irv.It/It/naujienos-3/
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finansiniu-ataskaitu-nepateikimas-gali-tapti-kliutimi-dalyvauti-

viesuosiuose-pirkimuose
b) neatitinka minimaliy patikimo mokesciy mokétojo kriterijy, nustatyty Lietuvos

Respublikos mokesciy administravimo jstatymo 401 straipsnio 1 dalyje. Taikant
Sj tiekéjo pasalinimo is pirkimo proceduros pagrindg, vadovaujamasi Lietuvos

Respublikos mokesciy administravimo jstatymo 40t straipsnio 1 dalyje nustatytais

terminais, juos skaiciuojant nuo Mokesciy administravimo jstatymo 40t straipsnio
1 dalyje nurodyty pazeidimy padarymo dienos, taciau visais atvejais Sie terminai
negali buati ilgesni negu 3 metai;

c) yra padares draudimo sudaryti draudziamus susitarimus, jtvirtinto Lietuvos
Respublikos konkurencijos jstatyme ar panasSaus pobudzio kitos valstybés teisés
akte, pazeidimg ir nuo jo padarymo dienos praéjo maziau kaip 3 metai;

d) yra padares bet kokj kitg rimtg profesinj pazeidima, nenurodytg auksciau, nuo
kurio padarymo dienos praéjo maziau kaip vieni metai?

Pirkimams pradétiems iki 2022-01-01: Ar ekonominés veiklos vykdytojas yra pripazintas kaltu dél
sunkaus profesinio nusizengimo kaip nurodyta Zemiau?

I. ar ekonominés veiklos vykdytojas yra padares profesini pazeidima, kai uz finansinés
atskaitomybés ir audito teisés aktuy pazeidimus ekonominés veiklos vykdytojui ar jo
vadovui paskirta administraciné nuobauda ar ekonominé sankcija, nustatytos Lietuvos
Respublikos jstatymuose ar kity valstybiy teisés aktuose, ir nuo sprendimo, kuriuo
buvo paskirta Si sankcija, isiteiséjimo dienos arba nuo dienos, kai asmuo jvykdé
administracini nurodyma, praéjo maziau kaip vieni metai?

Il. Ar ekonominés veiklos vykdytojas yra padares kuri nors viena i$ Zemiau nurodytu
rimty profesiniy pazeidimu(taikoma tik tada kai, ir tik tiek, kiek apibréZzta kituose pirkimo
dokumentuose):

a) profesinés etikos pazeidimas, kai nuo ekonominés veiklos vykdytojo pripazinimo nesilaikanciu
profesinés etikos normy momento praéjo maziau kaip vieni metai;

b) konkurencijos, darbuotojy saugos ir sveikatos, informacijos apsaugos, intelektinés nuosavybés
apsaugos pazeidimas, uz kurj ekonominés veiklos vykdytojui ar jo vadovui yra paskirta
administraciné nuobauda ar ekonominé sankcija, nustatytos Lietuvos Respublikos ar kity valstybiy
jstatymuose, kai nuo sprendimo, kuriuo buvo paskirta Si sankcija, arba nuo dienos, kai asmuo
jvykdé administracinj nurodyma, jsiteiséjimo dienos praéjo maziau kaip vieni metai;

c) draudimo sudaryti draudziamus susitarimus, jtvirtinto Lietuvos Respublikos konkurencijos
jstatyme ar panasaus pobUdzio kitos valstybés teisés akte, pazeidimas, kai nuo sprendimo paskirti
Konkurencijos jstatyme ar kitos valstybés teisés akte nustatytg ekonomine sankcijg jsiteiséjimo

dienos praéjo maziau kaip 3 metai;
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d) ekonominés veiklos vykdytojas, kuris yra fizinis asmuo, arba ekonominés veiklos vykdytojo,
kuris yra juridinis asmuo, kita organizacija ar jos padalinys, vadovas, kitas valdymo ar priezitros
organo narys ar kitas asmuo, turintis (turintys) teise atstovauti ekonominés veiklos vykdytojui ar

ji kontroliuoti, jo vardu priimti sprendima, sudaryti sandorj, arba dalyvis, turintis balsy dauguma
juridinio asmens dalyviy susirinkime, yra pripazintas kaltu dél tycinio bankroto, kaip jis apibréztas
Lietuvos Respublikos jmoniy bankroto jstatyme ar panasSaus pobudzio kity valstybiy teisés aktuose,

kai nuo teismo sprendimo jsiteiséjimo dienos praéjo maziau kaip 3 metai?

JUsy atsakymas

OTaip

®Ne

C12. Interesuy konfliktas dél dalyvavimo pirkimo proceduroje (VPI| 46 str.
4d. 2p.)

Ar ekonominés veiklos vykdytojas zino apie kokius nors interesy konfliktus, kaip
nurodyta nacionalingje teiséje, atitinkamame skelbime ar pirkimo dokumentuose,
kylancius dél jo dalyvavimo pirkimo proceduroje?

JUsy atsakymas

OTaip

®Ne

C13. Tiesioginis arba netiesioginis dalyvavimas rengiant sia pirkimo
procedura (46 str. 4 d. 3 p.)

Ar ekonominés veiklos vykdytojas arba su juo susijusi jmoné konsultavo
perkanciajg organizacijg ar perkantjjj subjekta arba kitaip dalyvavo rengiant
pirkimo procedurg?

Jusy atsakymas

@ Taip

ONe

Pateikite iSsamia informacija apie tai

Konsultacija rengiant techninius reikalavimus.

C14. Sutarties nutraukimas anksciau laiko, zala ar kitos panasios
sankcijos (VP] 46 str. 4 d. 6 p.)

Ar ekonominés veiklos vykdytojas turéjo tokios patirties: ankstesné viesoji
sutartis, ankstesné sutartis su perkanciuoju subjektu arba ankstesné koncesijos
sutartis buvo nutraukta anksciau laiko; arba buvo pareikalauta atlyginti

su ankstesne sutartimi susijusig zalg ar skirtos kitos panasios sankcijos?
Lietuvoje (be kita ko) - ar ekonominés veiklos vykdytojas yra itrauktas i
nepatikimuy tiekéjy sarasa ?

-11-



JUsy atsakymas

OTaip

®Ne

C15. Pripazinimas kaltu dél fakty iSkraipymo, informacijos nuslépimo,
negaléjimas pateikti reikalaujamuy dokumentuy ir su Sia procedura
susijusios konfidencialios informacijos gavimas (46 str. 4 d. 4 p. ir 46 str.
4d.5p.)

Ar ekonominés veiklos vykdytojas yra susijes su vienu is Siy atvejy, kai jis :

a) buvo labai iSkreipes faktus pateikdamas informacijg (pateikes melaginga
informacija), reikalingg patikrinti, ar néra pagrindy pasalinti, arba patikrinti
atitiktj atrankos kriterijams;

b) slépé tokig informacija;

c) delsé pateikti patvirtinamuosius dokumentus, kuriy reikalavo perkancioji
organizacija ar perkantysis subjektas,

d) siekeé daryti neteisétg jtakg perkanciosios organizacijos ar perkanciojo subjekto
sprendimy priemimo procesui, kad gauty konfidencialios informacijos, del kurios
per pirkimo procedlra jgyty nepagristg pranasuma, arba tycia teikti klaidinancios
informacijos, kuri gali turéti esminés jtakos sprendimams dél pasalinimo, atrankos
ar sutarties skyrimo?

JUsy atsakymas
OTaip
®Ne

D. ISimtinai nacionaliniai pasalinimo pagrindai

ISimtinai nacionaliniai pasalinimo pagrindai, nurodyti atitinkamame
skelbime ar pirkimo dokumentuose.

D1. ISimtinai nacionalinis pasalinimo pagrindas dél nusikalstamo
bankroto (VP| 46 str. 1 d. 4 p.)

Pirkimams pradétiems nuo 2022-01-01:

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz nusikalstama bankrota,
o nuosprendis priimtas prieS ne daugiau kaip penkerius metus arba kai
nuosprendyje aiSkiai nustatytas pasalinimo laikotarpis tebesitesia?
Pirkimams pradétiems iki 2022-01-01:

Ar ekonominés veiklos vykdytojas yra susijes su vienu is Siy atvejy, kai:
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a) jis neatitinka minimaliy patikimo mokesciy mokétojo kriteriju,
nustatyty Lietuvos Respublikos mokesciy administravimo jstatymo 40 straipsnio 1
dalyje ir dél to laikomas padariusiu Siurksty profesinj pazeidima.

b) pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar priezitros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,

buvo nuteistas galutiniu teismo sprendimu uz nusikalstama bankrota,

o nuosprendis priimtas prieS ne daugiau kaip penkerius metus arba kai
nuosprendyje aiSkiai nustatytas pasalinimo laikotarpis tebesitesia?

JUsy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

D2. ISimtinai nacionalinis pasalinimo pagrindas dél paskirtos

baudziamojo poveikio priemonés (VP] 46 str. 21 d.)

Pirkimams pradétiems nuo 2025-02-01:

Ar ekonominés veiklos vykdytojui yra taikoma salyga, kad jis yra neatlikes jam
paskirtos baudziamojo poveikio priemonés - uzdraudimo juridiniam asmeniui
dalyvauti vieSuosiuose pirkimuose?

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

IV dalis. Atrankos kriterijai

a. Visy atrankos kriteriju bendra nuoroda

Dél atrankos kriteriju ekonominés veiklos vykdytojas pareiskia, kad
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Jis atitinka visus reikalaujamus atrankos kriterijus
JUsy atsakymas

@®Taip

ONe

Baigti

IV dalis. Kandidatu, kuriy kvalifikacija tinkama, skaiciaus sumazinimas

Ekonominés veiklos vykdytojas pareiskia, kad:

Tais atvejais, kai pirkimo dokumentuose perkancioji organizacija ar
perkantysis subjektas yra nustates objektyvius ir nediskriminacinius
kriterijus ar taisykles, taikytinus siekiant sumazinti kandidaty skaiciy

ir kai reikalaujama tam tikry sertifikaty ar kity formy irodomujuy
dokumentu, ekonominés veiklos vykdytojas pareiskia, jog turi kiekviena
reikiama dokumenta.

Jei kai kurie is Siy sertifikaty ar jrodomuyjy dokumenty formy prieinami elektroniniu
budu, nurodykite kiekvieno is ju:

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

IV dalis. Baigiamieji pareiskimai

Ekonominés veiklos vykdytojai oficialiai pareiskia, kad II-V dalyse pateikta
informacija yra tiksli ir teisinga ir kad ji pateikta visiskai suvokiant didelio fakty
iSkreipimo padarinius.
Ekonominés veiklos vykdytojai oficialiai pareiskia, kad pareikalavus gali
nedelsdami pateikti nurodytus sertifikatus ir kity formy jrodomuosius
dokumentus, iSskyrus tuos atvejus, kai:
a) perkancioji organizacija ar perkantysis subjektas turi galimybe atitinkamus
patvirtinamuosius dokumentus tiesiogiai gauti naudodamiesi prieiga prie bet
kurios is valstybiy nariy nemokamos nacionalinés duomeny bazés (su salyga,
kad ekonomines veiklos vykdytojas pateiké reikalingg informacijg (interneto
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adresy, iSduodanciaja institucijg ar jstaiga, tikslias dokumenty nuorodas),
kuri perkanciajai organizacijai ar perkanciajam subjektui leidzia tai padaryti
(pareikalavus dél tokios prieigos turi buti pridétas atitinkamas sutikimas), arba
b) perkancioji organizacija ar perkantysis subjektas yra gavusi ir turi aktualius
susijusius dokumentus i$ ankstesniy (kity) pirkimo procedury.
Ekonominés veiklos vykdytojai oficialiai sutinka perkancigjai organizacijai ar
perkanciajam subjektui, nurodytam | dalyje, leisti susipazinti su dokumentais,
kuriais patvirtinama informacija, pateikta Sio Europos bendrojo viesyjy pirkimy
dokumento Il ir IV dalyse, kiek tai susije su pirkimu, nurodytu | dalyje.

Data, vieta ir, jei reikia ar butina, parasas (-ai):

Data

04-04-2025

Vieta

Vilnius

Parasas
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CERTIFICAT UE DE SYSTEME DE GESTION DE LA QUALITE

G M — D Réglement (UE) 2017/745, Annexe IX Chapitres | et Il
[

GROUPE LNE EU QUALITY MANAGEMENT SYSTEM CERTIFICATE
Regulation (EU) 2017/745, Annex IX Chapters | and Il

Certificat/Certificate: N° 39347 rev. 1
Délivré le/Issued on: April 8th, 2024

Certificat délivré a/Certificate issued to: LEMER PAX
72 rue de Lorraine - ZA d’Erdre Active Malabry
44240 LA CHAPELLE SUR ERDRE FRANCE

SRN: FR-MF-000003579

GMED atteste qu’a I’'examen des résultats figurant dans le(s) rapport(s) d’audit du systéme de gestion de la qualité et
le(s) rapport(s) d’évaluation de la documentation technique associé(s), le cas échéant, référencé(s) P603744,
P603935, le systéme de gestion de la qualité est conforme aux dispositions pertinentes du réglement (UE) 2017/745
pour les produits suivants :

GMED certifies that, on the basis of the results listed in the quality management system audit report(s) and the associated
technical documentation assessment report, where appropriate, referenced P603744, P603935, the quality management
system complies with the relevant provisions of the regulation (EU) 2017/745 for the following products:

Injecteur de radiopharmaceutique

Radiopharmaceutical Injector

Voir détails sur addendum / See addendum for additional information

Aux fins de la mise sur le marché de dispositifs de classe lll et/ou de dispositifs de classe Ilb implantables a I'exception des sutures, agrafes,
produits d'obturation dentaire, appareils orthodontiques, couronnes dentaires, vis, cales, plaques, guides, broches, clips et dispositifs de
connexion, un autre certificat délivré conformément aux dispositions du reglement (UE) 2017/745 est requis.

La validité du présent certificat est conditionnée au respect des obligations qui découlent du systéme de gestion de la qualité approuvé et de la
surveillance effectuée par I'organisme notifié prévue par le réglement. Ce certificat est lié par les conditions du contrat.

For the purpose of placing on the market class Il devices and / or class Ilb implantable devices except sutures, staples, dental fillings, dental braces, tooth
crowns, screws, wedges, plates, wires, pins, clips and connectors, another certificate issued in accordance with the provisions of the regulation (EU)
2017/745 is required.

The validity of this certificate is subject to compliance with the obligations arising from the approved quality management system and from the surveillance
carried out by the notified body as required by the regulation. This certificate is bound by the conditions of the contract.

Début de validité /Effective date: April 8th, 2024 (included)
Valable jusqu'au /Expiry date: April 20th, 2027 (included)

GMED - 39347 rev. 1
Modifie le certificat 39347-0

GMED e Société par Actions Simplifiée au capital de 300 000 €  RCS Paris 839 022 522 » Organisme Notifié/Notified Body n° 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris ¢ Tél. : 01 40 43 37 00 ¢ Ine-gmed.com
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GROUPE LNE

Addendum au certificat n° 39347 rev. 1
Addendum of the certificate n°® 39347 rev. 1
Dossiers / Files N° P603744, P603935 Page 1/2

1. Le cas échéant, le nom et I'adresse du mandataire / If applicable, the name and address of the authorised representative:
Non applicable / Not applicable

2. Identification des sites / Identification of sites:

LEMER PAX

e 72rue de Lorraine - ZA d’Erdre Active Malabry - 44240 LA CHAPELLE SUR ERDRE - FRANCE
e 58 rue de Lorraine - 44240 LA CHAPELLE SUR ERDRE - FRANCE
¢ 3 ruede Lorraine - 44240 LA CHAPELLE SUR ERDRE - FRANCE

3. Identification des dispositifs / /dentification of devices:

Nom du dispositif médical Nom commercial Destination (DM classe Ilb uniqguement) Classe du DM Référence au certificat requis pour la mise
Medical device name Commercial name Intended use (MD Class IIb only) MD Class sur le marché (uniquement DM classe Il et
lIb implantable)
Reference to the certificate required for
placing on the market (only DM class Il and
IIb implantable)
Dispositif permettant d'injecter un
Posijet Posijet radio?har_maceutiqu_e a des fins d'imagerieou | llb NA
de thérapie en fonction du
radiopharmaceutique administré
Dispositif destiné a l'injection par voie b NA
Rubijet Rubijet intraveineuse de radiopharmaceutique a des
fins d’'imagerie

GMED « Société par Actions Simplifiée au capital de 300 000 € » RCS Paris 839 022 522 » Organisme Notifié/Notified Body n® 0459

Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » Ine-gmed.com

720 RDM 0701-81 —révision 2 du 22/02/2021




r 1 = Addendum au certificat n° 39347 rev. 1
G - D Addendum of the certificate n°® 39347 rev. 1
GROUPE LNE Dossiers / Files N° P603744, P603935 Page 2/2

4. Historique du certificat / Certificate history:

Référence au certificat précédent Date de délivrance Modifications apportées
Reference to the preceeding certificate Date of issue Identification of the changes
39347 rev. 0 10 juillet 2023 Ajout Rubijet

July 10", 2023 Addition of Rubijet

5. Le cas échéant, les informations spécifiques relatives aux limitations de la validité du certificat / If applicable, specific information relating to
the limitations to the validity of the certificate:
Non applicable / Not applicable

6. Le cas échéant, les informations spécifiques relatives a la surveillance effectuée dans le cadre du maintien du certificat / If applicable, specific
information relating to the surveillance carried out in the context of maintaining the certificate:
Non applicable / Not applicable

GMED « Société par Actions Simplifiée au capital de 300 000 € » RCS Paris 839 022 522 » Organisme Notifié/Notified Body n® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » Ine-gmed.com

720 RDM 0701-81 —révision 2 du 22/02/2021



LEMER PAX SAS 72, rue de Lorraine

ZA Erdre Active-Malabry

BP 54201

44347 La Chapelle-sur-Erdre Cedex, France

LEMER

PROTECTING LIFE

Letter of Authorization

To whom it may concern,

Subject: Letter of Authorization for Viva Medical Ltd

We, Lemer Pax, located 72 rue de Lorraine 44240 La Chapelle sur Erdre France (registration N° 870 801 594 RCS
NANTES), hereby authorize: Viva Medical, UAB, registration code 302820861 (VAT no. LT100007018811),
located at Santariskiy g. 5, LT-08406 Vilnius, Lithuania as our partner for product sales, service, warranty and
product delivery in Lithuania.

Signed on 12th March 2025

LEMER PAX / SAS5 Al CAPITAL DE 350 000 EUROS / 870 B0L 594 RCS WANTES / APE 3250 A
POUR LES VENTES INTRACOMMUNAUTAIRES « EXOMERATION DE TWA, ART / 262 TER-1 DU CODE GEMERAL DES IMPOTS » / WAT: FR 18 870 801 594



LEMER PAX SAS 72, rue de Lorraine

ZA Erdre Active-Malabry

BP 54201

44247 La Chapelle-sur-Erdre Cedex, France

LEMER PAX

PROTECTING LIFE

MANUFACTURER DECLARATION

We, LEMER PAX, with our Head Office located at 72 Rue de Lorraine, ZA Erdre Active-Malabry, 44240 La Chapelle sur Erdre
(France), certify that our injector Posijet is able to meet these below requirements:

¢ Injection rate: 7.5 mL/ min =50 mL/ min

e Space forthe saline bag: > 250 ml

e Possibility to use bottles with a capacity of at least 10 ml and no more than 20 ml

o Compatible with several types of radiopharmaceutical vials

« The activity of the diluted radiopharmaceutical is continuously measured,;

e Asecurity system prevents dosing if the door is not closed (open);

e The device is adapted for use with Comecer CF18T transport containers during installation.

« The supplier or manufacturer's representative undertakes to perform or organize site acceptance tests after
installation and adjustment of the equipment, based on the manufacturer's recommendations.

« The supplier or manufacturer's representative undertakes to perform or organize a metrological verification of
the dose calibrator for 18F, 68Ga, 177Lu radioisotopes after installation and adjustment of the equipment. (With
a reffered dose calibrator on site)

This document is issued to serve the purpose it might be required.
Yours sincerely,

La Chapelle sur Erdre, March 20th 2025

LEMER PAX / SAS AU CAPITAL DE 350 000 EURQS/ 870 801 534 RCS NANTES /| APE 3250 A
POUR LES VENTES INTRACOMMUNAUTAIRES « EXONERATION DE TVA, ART / 262 TER-1 DU CODE GENERAL DES IMPOTS » | VAT : FR 18 870 801 5%
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Dose calibrators

|. Introduction

This document concerns Lemer Pax dose calibrators: scintiDOSE, microDOSE and cycloDOSE.

.1. Regulatory obligations

The product that you have acquired is a Class | medical device with a measuring function as per rule 13 of Annex VIl of
Directive (EU) 2017/745. Its placement on the European Union market requires CE marking by a notified body.

Its design, manufacture and market placement must therefore comply with the general health and safety requirements
stipulated by Regulation (EU) 2017/745.

|.2. Liabilities

The user may be held liable under a considerable range of circumstances. Lemer Pax cannot be held liable for any
accidents that may occur if the unit is used in any way other than that described in this instruction manual.

Under no circumstances may the device be modified without written permission from Lemer Pax.

Similarly, just as the manufacturer may be held liable for non-compliance of the product, the user also shares liability if
they do not practically verify that they are in possession of the conformity documents, even if the product concerned is
administratively compliant. The user is also liable if they aggravate any defect with the product. The liability of the
manufacturer may be mitigated or eliminated under certain circumstances, if the damage is caused jointly by a defect
in the product and by error on the victim's part, or by a person for whom the victim is responsible (“General Product
Safety” Directive 2001/95/EC and “Manufacturer's Liability for Defective Products” Directive 85/374/EC modified
1999/34/EC).

The Head of the Establishment must comply with the regulations referred to above, notably:

- The Head of the Establishment must appoint a department competent in radiation protection matters.

- Exposed personnel must be assigned category A or category B with medical surveillance and dose meter
monitoring of internal and/or external exposure.

- Userestablishment personnel required to perform specific functions such as operating the dose calibratorin a
monitored or controlled zone, and undertaking maintenance thereon, must be qualified and therefore trained
and approved for working in a monitored and/or controlled zone (Directive 2013/59 Euratom, or equivalent
national law).

- Exposed personnel must receive initial training and information on radiation protection, repeated at least
every three years.

- Aworkstation analysis must be conducted taking note, in particular, of the operating procedures and activity
handled (Directive 2013/59 Euratom, or equivalent national law).

CONFIDENTIAL DOCUMENT: Any reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH CAPITAL OF 350,000 EUROS / 870 801 594 NANTES CORP. REG. / APE CODE 3250 A 4
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART. / 262 TER-1 OF THE FRENCH TAX CODE / VAT: FR 18 870 801 594
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- Theuser must conduct the various routine checks, or have them conducted, and must keep a maintenance
record (“Safety at Work” Directive 2009/104/EC, and Decree 2001-1154 of 5 December 2001 or equivalent
national law).

The dose calibrator has not been designed for use in explosive atmospheres (ATEX Directive 94/9/EC dated 23 March
1994).

When used for medical purposes, including the software-measured injection of preparations, calibrations shall be
conducted by an accredited body (ISO 17025 for the measured quantity). In the absence of official and valid referencing,
measurement validity is the sole responsibility of the users.

The area in which the device is used must be within a restricted zone and comply with the statutory texts in force
(Directive 2013/59 Euratom, or equivalent national law).

Lemer Pax cannot be held liable if an accident occurs resulting from improper use, negligence or dismantling of the
device.

|.3. Warranty

Lemer Pax scintiDOSE, microDOSE and cycloDOSE dose calibrators are guaranteed for 1 year by the manufacturer
(parts, labour and transport), as long as they are used as described herein.

The warranty does not apply to damages caused by the following:

- Misuse, improper maintenance, incorrect adjustment or repair of the device within the scope of use described
in this manual,

- Failure to comply with the device’s general power supply voltage,

- Servicing by individuals not qualified nor certified by Lemer Pax,

- Incidents due to an external agent: fire, lightning, flood, humidity,

- Incorrectinstallation, adaptation or modification of the device or non-compliance with the technical or safety
standards in force in the country of use,

- Incident occurring during transportation of the device, if the transport service is not managed by Lemer Pax.

No compensation may be claimed for losses resulting from unavailability of the device in case of repairs.

CONFIDENTIAL DOCUMENT: Any reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH CAPITAL OF 350,000 EUROS / 870 801 594 NANTES CORP. REG. / APE CODE 3250 A 5
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART. / 262 TER-1 OF THE FRENCH TAX CODE / VAT: FR 18 870 801 594
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|.4. Data plates and safety labels
l.4.a. Device® data plates
Pictograms Definition of symbols
S B
ACTIVIMETRE s}
MODELE ScintiDOSE ﬁd RoHS E | Consult the user manual.
00031601 e e

TAlim=12V ——=

[SN] xxxxx  GTIN: 03701430100861 [ rAN” 258
LEMER PAX | *
72, rue de L
Mz;:eLaeCDfa:::lneesur Erdre E]:i] A

FRANCE

This product is a medical device

RO -

(01)03701430100861(11)201101(21)X00XX

Electrical and electronic
equipment must be disposed of
selectively.

ACTIVIMETRE d

MODELE CycloDOSE RoHS E
00005857 L

[SN] XXXXX  GTIN : 0370143010854 If.‘fi"f{?,l’ ==

LEMER PAX |®*

72, rue de Lorraine ""°"*
44240 La Chapelle sur Erdre

Lemer Pax is the manufacturer.

L =t 5

FRANCE
Device year of manufacture
c E 04539
54(11)201101(21)X00XX

ACTIVIMETRE m‘ c E The device bears the CE mark by
DELE MicroDOSE (] O E 0459 the notified body 0459

00005855
[SN] x0ox  GTIN: 0370143010847 | AN =12V ===

“ LEMER pA)( 25kg ‘ ROHS The device contains no hazardous
?RZA;EE::CL};I;:::EsurErdre I:Ii] A | COMPL|ANT SUbSta nces

instructions for any safety-related

(01)03701430100847(11)201101(21)X00XX

information (warnings and

ACTIVIMETRE ScintiDOSE 2/3 E precautions to take)
00029431 g 04-2022 " !

[SN]XXXXX GTIN :3701430100946 - W] /A REF Catalogue reference
LEMER PAX| 1, oy —

PROTECTING LIFE o -

72, rue de Lorraine Imax =25A
44240 La Chapelle sur Erdre

FRANCE r A
Serial number

(01)03701430100861(11)210113(21)XXXXX
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.5. Dose calibrator specific labels

Risk of contamination and risk of external exposure
due to the introduction of radioactive products used
by the operator in order to measure radioactivity.

CAUTION high voltage present: U= 160V

CAUTION DANGER

Earthing mandatory

4P

Il. Product overview

Lemer Pax has developed a range of dose calibrators in order to make radioactivity measurements in medical, research
and industrial applications simpler and safer.

This range consists of 3 dose calibrator references, allowing you to measure low, medium and high activity levels:

- microDOSE: 15.10-3 to ~100 MBgq

- scintiDOSE: 15.10-3 to ~37.103 MBq

- cycloDOSE: 15.10-3 to more than 500.103 MBq

Values given for guidance for Fluorine 18 or FDG.

Theirsimple, self-explanatory operation makes it easy to process activity measurements, conduct check tests and store
essential data on files or labels.

The display and controls have been designed for visual comfort and to make them as easy as possible to read.
Developed for use with a touchscreen, a user-friendly virtual keyboard allows the operator to make the alphanumeric
entries required for regular use.

The device is compatible with radioisotope management software developed by Théleme, Segami and Waid.

CONFIDENTIAL DOCUMENT: Any reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH CAPITAL OF 350,000 EUROS / 870 801 594 NANTES CORP. REG. / APE CODE 3250 A 7
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II.1.Claimed use

The dose calibratoris aimed at measuring the activity of radiopharmaceutical substances to be administered to patients
with a view to medical radiodiagnostics or radiotherapy.

The dose calibrator can be used for patients indicated for treatment for the purposes of imaging or radiopharmaceutical
injection therapy.

Note: Given the wide variety of indications with regard to the device’s intended use, it is not possible to define a target
population. Indeed, there are no age, weight, gender or ethnic restrictions.

The dose calibrator must be used only by trained medical or paramedical personnel trained in and authorised for its
use, for:

- Preparing and injection radiopharmaceuticals,
- Workinginionising radiation.

The dose calibrator itself is not in direct interaction with the patient.

The dose calibrator is used in nuclear medical departments, as well as in hospital environments. These centres take on
average 40 measurements per day with a dose calibrator

The dose calibrator first came onto the market in 2008.

11.2.Clinical benefits

The dose calibrator ensures accurate dose preparation to adhere to the MRP medical prescription, but the device does
not make any claims to improve therapy orimaging performance. Using the dose calibrator does not give the patients
any clinical benefits.

Il.3.Technical characteristics

Weight: 25 kg
External dimensions:
- Height (total): 420 mm
- External diameter: 220 mm
- Sample holder well diameter: 45 mm

Operating conditions:
- Temperature: between 18°C and 38°C
- Relative humidity: 5% < RH < 95% without condensation;
- Atmospheric pressure: 70 to 106 kPa
- Filling gas: argon (99%) in a volume of 4.3 dm? at 1.5 bar

CONFIDENTIAL DOCUMENT: Any reproduction of this document in whole orin part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH CAPITAL OF 350,000 EUROS / 870 801 594 NANTES CORP. REG. / APE CODE 3250 A 3
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Service life: 7 years

Electrical characteristics:

- Nominal polarisation voltage: 160V + 10%
- Consumption<2 W

Protection index: The dose calibrator is not protected against liquid ingress. It is designed for indoor use.

Shielding: Shielding lead thickness: 6 mm

Operating mode: AC
- Electrical class: Connected to mains 100 — 240 V, 1A, 50 — 60 Hz

- Patient contact: No patient contact

Energijos diapozonas
6.1 Measurable energy range: 30 KeV to 2 MeV

Isosensitivity zone at 2%: total height 90 mm / total diameter at centre 30 mm

Measurement range (Values given for guidance for Fluorine 18 or FDG):
o Detection threshold: 15 kBq
o Maximum activity measured: 100 MBq; 37 GBg; 500 GBq according to the reference
o Maximum measurable activity (theoretical): 3700 GBq

- Counting time: 2 to 5 seconds
- Operating range:
e microDOSE: 15.10” to ~100 MBq
e scintiDOSE: 15.10° to ~37.10° MBq
e cycloDOSE: 15.107 to more than 500.10° MBq

Values given for guidance for Fluorine 18 (e.g. FDG).

Repeatability (relative standard deviation/mean): <+ 0.2%

Reproducibility (relative standard deviation/mean): < + 1%

I.4.Performance

- Measurement accuracy: Drift < 5% (including standard source precision).
- Measurement range accuracy: Linearity: < 5%

II.5.Contraindications

There are no medical contraindications for using a dose calibrator.

CONFIDENTIAL DOCUMENT: Any reproduction of this document in whole orin part is strictly prohibited without the consent of Lemer Pax
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/6UR VISION FOR DESIGy/ )

Posijet® was initially designed for fractionating and intravenous administration of multidose PET
radiopharmaceuticals, and is constantly upgrading to adapt to new applications and new tracers.

In addition to the development of its dedicated paediatric version (> 1 year old, specific packaging,
application and safety parameters), Posijet® now features a new innovative feature: administration
of therapeutic radiopharmaceuticals.

It can be customised according to the service’s practices, making it the most versatile shielded
preparation and injection unit currently available on the market. ’ ’

POSIJET®

SHIELDED

RADIOPHARMACEUTICAL EKRANUOTAS
RADIOFARMACINIY PREPARATY

INJECTION INJEKTORIUS
AND PREPARATION UNIT IR PARUOSIMO |RENGINYS e

EU-MDR
CERTIFIED

OPTIONS

Therapy application

Radiopharmacy software interface
COFRAC (French Accreditation
Committee) preset dose calibrator

LEME R.Eﬁ?f(

m Peripheral injection with Minijet

LEMER LEMERPAX.COM +33(0) 240 25 24 04 - contact@lemerpax.com Update 10/2024

This product may not yet be licensed/available for sale in your country. Due to local compliance, their availability cannot be guaranteed. Please contact your local Lemer Pax distributor for further details.



Posijet® is a compact, self-contained, radiation protected radiopharmaceutical (high-energy) fractio-

I nating and injection unit that collects, measures and injects the required patient dose in maximum

safety and reliability conditions for both the user and the patient, while guaranteeing the integrity

of the radioactive drug. Posijet® supports all multi-dose fluorinated tracers (*¥F) including **F-FDG,

1BF-DOPA, 8F-CHOLINE, 8F-FNA, ®F-PSMA, etc. and also tracers labelled with ®Ga, as well as
Ammonia labelled with 3N for cardiac PET examinations.

. With its new “Therapy” application, it is also able to perform slow administrations in 30 minutes,
for RadioPharmaceutical Therapy (RPT) treatments with *"Lu labelled radiopharmaceuticals
(1"Lu octreotate or Y"Lu DOTA-TATE, "Lu-PSMA-617, etc.). It is also possible to perform fractiona-
ting and intravenous administration of *™Tc-labelled SPECT radiopharmaceuticals.
For routine diagnostic applications, Posijet® features a very fine sampling capacity of 100 pL of the
stock solution with an average dose preparation time of 50 seconds and an accuracy of around 2 %.
The average injection time, including rinsing operations, is less than 1 minute 30 seconds.

2.6

Dozés kalibratorius, skirtas radiofarmacinés doziy matavimui
1| Manual injection plunger 2| 3| Secure automatic preparation and
7 controlled injection system in automatic or manual mode 4 | and command 5 | Secure shielded door accommoda:
8.3 fing the'multi"dose Viallin'its shielded transport container 6 | Air bubble detector 7 | Saline solution holder connected to the stock solution kit
8| Removable de spill containment tray 9 | Mains outlet 10 | Motorised rotary assistance control (independent battery) 11| Bar code reader for
kit traceability 12 | Printer for customisable injection and quality control reports 13 | Ethernet connection if no Wifi 14 | Castor braking system
15 | Optional Minijet (remote injection system) allows preparation and packaging of a patient dose for manual injection 16 | Maintenance hatch
Saugios ekranuotos durys talpinancios keliy doziy buteliuka, Jutiklinis ekranas valdymui
esantj ekranuotame transportavimo konteineryje

>Update 10/2024 +33(0) 240 25 24 04 - contact@lemerpax.com LEMERPAX.COM | LEMER PAY{

This product may not yet be licensed/available for sale in your country. Due to local compliance, their availability cannot be guaranteed. Please contact your local Lemer Pax distributor for further details.



/{OCUS ON FEATURES

55

GENERAL

« The user-friendly and intuitive user
interface is controlled by a touch screen.

» The application is available in a choice
of languages: French, English, Russian,
Chinese, German and ltalian.

« The units of measurement can also be
set as required: MBg or mCi

« Operating time of 8 hours on battery,
possibility of mains operation

« Charging time: 3h

o Lexan trim is customisable in a choice of
colours and patterns.

« Radiation protection guarantees a dose
rate of less than 25 uSv/h at 5 cm from
the walls during preparations, when the
operator is standing behind the control
console for *F stock solution activities of
37 GBg when the vial is held in a 30 mm
lead pot.

« Connectivity: Wifi and Ethernet

«Ildle mode allows the dose calibrator
chamber to be closed at the end of the day.
«The web application allows monitoring
and control over: the schedule of the day’s
injections, the follow-up of the injections
carried out as well as the exportable log in
CSV or XML format, the traceability of the
activity concentration checks, the list of
drugs, management of the various isotopes
(creation, deletion, addition), the manage-
ment of the users as well as their rights
(simple users, administrators), the quality
control log, etc.

LEMER PA>{ | LEMERPAX.COM
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« Settings and calibration of the diffe-
rent isotopes and constancy sources are
accessible and can be carried out by radio-
physicists or service personnel as well as
certified organisations, in order to check
or adapt Posijet® in accordance with the
requirements and practices of the services
and their developments.

+The real-time update of the stock
solution information on the application
screen (minimum dose, activity concen-
tration, vial volume and total activity of the
vial) allows for permanent follow-up and
control of the users.

« The dilution, available at any time during
the cycle, guarantees the full use of the
stock solution. It can be customised (target
volume set point selected by the user) or
optimised (target volume set point calcu-
lated automatically by the injection unit),
and allows the concentration of the vials to
be adapted for improved user comfort and
facilitates the collection of the end-of-vial
activity.

« The “Mixing” function, when activated,
allows the radiopharmaceutical drug
to be homogenised with saline solution
following high dilution.

« The automatic vial pressure adjust-
ment function was developed to improve
the accuracy of patient dose preparation.

» The prescription calculation allows to
automatically determine a prescription
based on weight, surface area or BMI, etc.

« The patient schedule according to the
activity of the stock solution vial, allows to
optimise the use of the vials and to view the
forecast consumption of activity in order to
anticipate the unloading and loading of the
next vial.

« The “Chrono” function allows the prepa-
ration of the patient dose in advance (from
0 to 10 minutes max). Optimal anticipation
function during the day when performing
simultaneous patient transfer actions
under the PET camera, successive injec-
tions, as well as deperfusions.

« The end-of-vial measurement takes a
total sample of the residual activity present
in the vial in order to optimise the sampling
of the last doses.

+33(0) 2 40 25 24 04 - contact@lemerpax.com
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Injekavimas

« The automatic venting upon start-up as
well as the automatic inter-patient venting
on all kits, ensure that no air bubbles can
be injected into the patient.

+ The “Test vein” function before a dose
preparation, ensures a verification of the
venous line before injection in order to
anticipate any possible problem relating to
obstructed veins for example.

« Three injection profiles (configured
according to the application required
by the service) are available to take into
account the injection location as well as
the catheter used to prevent the risk of
extravasation.

« Automatic or manual injection with
plunger.

« Rinsing after the injection can be set in
volume from 10 to 30 mL directly by the
user.

« A force sensor is located in the sampling
head with an injection rate control and a
visual gauge on the application screen,

allowing the user to vary the injection
speed.  Burbuly detektorius

- The air bubble detector checks for air
bubbles in real time and alerts the user if
necessary.

« Injection reports in the form of labels
with configurable information and size are
issued at the end of each radiopharmaceu-
tical dose administration.
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SAFETY & CONTROL

« Contextual help is available throughout
the usercycle to assist usersin theirhandling
operations.

+ The loading aid is presented in the form
of a photo slide show for each step and
the positioning of the various accessories
required to load the machine.

«The activity concentration control
allows to check the information of the stock
solution (configurable, duration 1 min 30)
and increases the accuracy of the samples.

« The barcode reader for stock solution kits
and patient kits ensures the traceability of
the consumables used.

« Management of the volume of the NaCl
bag necessary for venting, rinsing and
diluting prevents insertion of air into the
system and allows the user to anticipate the
bag change.

« Therinsing function of the stock solution
kit at the end of the vial allows the machine
to be unloaded without any activity in the

worklists.

face is: Venus (Nicesoft), PharmaManager
(Softway Medical), Gera (Théléeme) and
Xplore (EDL). The Sectra RIS (Sectra) and IBC
NM (Comecer) software via the HL7 protocol
feature a two-way connection for the recep-
tion of patient worklists by the LPDose
software and the return of prepared doses.
As for the other PACS via DICOM protocol,
they can also be interfaced with the LPDose
software, in one direction, and allow the
simple reception of appointments or patient

« The prepared dose is controlled by a confi-
gurable system with threshold rules deter-
mined by the service, according to specific
applications. For example, patient doses for
paediatric use (> 1 year old) may be subject
to a stricter threshold rule depending on
the age of the patient. A colour code as well
as warning messages in case of over- or
under-dosing in relation to these thresholds,
guarantee conformity between the prescrip-

« Logging, or real-time recording of data for
monitoring, creates log files stored in the
machine, which are required for analysis in

ALL ENERGIES

TOOLS & DOWNGRADED CASES:

A menu in the application has been
specially designed and made available to
usersto allow many features to be activated
outside the nominal usage cycle. The aim
of this programme is to help and support
users and thus guarantee the continued
use of the Posijet® preparation and injec-
tion unit regardless of the uncertainties
of patient organisation and management
(late delivery of radiopharmaceutical, late
or cancelled patient, higher dose required,
delayed administration, etc.) as well as
potential malfunctions that may occur
during a day of PET activity. Therefore, a
dose that has already been prepared but
cannot be injected into the patient, for
example, can be reallocated to another
patient of a similar weight or diverted into a
specific bin without interfering with the use
of the injection unit.

The activity simulator developed by Lemer
Pax's R&D team allows the service teams
to handle and operate the device in real
conditions without unnecessary exposure
since there is no activity.

tubing. tion and the patient dose.
«Daily and regulatory quality checks

of the dose calibrator ensure reliable

measurements.

«The interoperability between Posijet®  theevent of a malfunction.

and the radiopharmacy software ensures
complete and secure traceability of infor-
mation concerning radiopharmaceuticals
and patients. The software compatible
with this two-way communication inter-

* Remote control is possible and allows
problems to be solved without the need for
a technician to be dispatched.

« An air bubble detector and a force sensor
ensure safe injections.

ADAPTATION *N-AMMONIA: w

Building on its collaborative work with user services
worldwide, Lemer Pax once again provides technical
expertise for innovation by developing in 2019 a
Posijet® programme for fractionating and
administration of the !*N-Ammonia radio-
pharmaceutical. Mainly indicated for cardiac
PET diagnostic imaging, when coronary artery
disease is suspected or developed, this new
specific application makes Posijet® the first
preparatory injection unit capable of handling
BN, Despite an extremely short half-life (10 minutes),
Posijet® accurately prepares the patient dose and
administers it according to the strict protocol required for
the success of this specific PET examination.

Exchanges between the Geneva University Hospitals
(HUG) and the Lemer Pax development teams have
enabled the routine use of ®N-Ammonia dose preparations
with Posijet® since 2019. The hospital currently performs
approximately 1,600 examinations per year, while ensuring
a considerable reduction in exposure for medical staff.
Collaboration with the University Hospital of Zurich from
2020 onwards, has allowed the Posijet® Ammonia version
to be further developed in two areas: optimisation of the
accuracy of patient dose preparation and automatic injec-
tion from the Posijet®, in accordance with the restricted
timing criteria imposed by the administration protocol for
this examination.

>Update 10/2024
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/{HERAPY APPLICATION

Theranostics is a new medical approach aiming to promote simultaneous development of diagnostic and therapeutic aspects in
Nuclear Medicine, and visualise forimproved cancer treatment by associating a diagnostic test and an adapted targeted therapy.
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This new development is mainly focused on complete and
secure automation of radiopharmaceutical administration, while
respecting the constraints of pharmacological protocols. The
“Diagnosis” and “Therapy” menus feature the same graphical
structure of the application, however, they are differentiated by
a distinct coloured frame to improve user ergonomics. In order
to preserve the exposure gain for users, the single-dose vial of
RPT radiopharmaceuticals and its shielded transport container
are positioned directly in the Posijet® regardless of the selected
application: “Diagnosis” or “Therapy”. The Therapy injection
menu includes specific radiopharmaceutical checks (concen-
tration and radioisotope verification) and kits to ensure safe
administration.

LEMER PA>{ | LEMERPAX.COM
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In this new context, Lemer Pax has invested in Research and
Development to include Posijet® in this theranostic use, thus
opening up parallel access to diagnostic PET injections and
therapeutic RPT ( RadioPharmaceutical Therapy) injections in
secure conditions. With the launch of new ’Lu labelled molecules
on the market, such as *""Lu-DOTATATE for the treatment of inope-
rable neuroendocrine tumours, as well as *’Lu-PSMA for specific
prostate indications, the Lemer Pax teams aimed to support these
developments by offering healthcare professionals the opportunity
to improve their administration methods for these new radiophar-
maceutical drugs with an ultra-secure industrial solution adapted
to these RadioPharmaceutical Therapy (RPT) treatments.

In accordance with the administration conditions required in the
Summaries of Product Characteristics (SCP) of radiopharmaceu-
ticals, the user only enters the total administration time required
and the rinse volumes. The Posijet® will automatically execute
the recorded protocol of the drug, guaranteeing an injected
dose accuracy of more than 99 % of the prescription. With the
dose calibrator integrated in Posijet®, the operator can monitor
the activity administered in real time, in addition to the remaining
injection time. The injection unit also allows partial administra-
tion of single-dose vials to suit individual patient prescriptions. An
injection report in the form of labels with configurable informa-
tion and size isissued at the end of each radiopharmaceutical dose
administration.

In addition to the intuitive interface of the Posijet® integrated screen, a
remote injection monitoring interface is available, combining information
on injected activity, remaining administration time, as well as alerts in case
of patient problems. This interface is accessible via the Posijet® embedded
website and therefore available on the service control screens.

>Update 10/2024
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/{EATURES

General

Measurements & dose preparation

ALL ENERGIES

Safety & controls

Languages: French, English, Italian, Russian,
Chinese. Other on request.

Max. activity of a patient dose:
500 MBq (configurable value)

Units: Bg/MBq or Ci/mCi

“Diagnosis” application:
18F _68(55 - 13N- 9T

Integrated measuring instrument:
Scintidose dose calibrator (class Im medical
device) always operational without warm-up
time

Removing the flip off and hygiene of the
septum: removal and manual disinfection of
the septum after fitting the pot in its housing

“Therapy” application: *"Lu

Insertion of the stock solution:
shielded transport supplier pot fitted directly

Check report: customisable label
+ consultation possible on web site

Check of vial activity:

check of the vial activity concentration.
The measured sample is then put back
in the vial.

Max. vial volume: depending on vial
packaging adaptation

Accessibility to the injection unit internal
data:

built-in web site to monitor use

of the device in real time and consultation
of QCs (remotely on PC and tablet)

Dilution: yes, function available at all times,
with possibility of diluting as required

or according to the device recommendations
(always with a safety limit taking into
account the total permitted volume

of the vial)

View of vial activity:
permanently on application screen

Vial management: automatic vial pressure
adjustment function to improve patient
dose preparation

Battery autonomy management:
indicator cartridge permanently displayed
on screen and indicator light on control
panel

Injections

Maximum vial activity concentration:
max 3 GBg/mL

Safety & dose thresholds:

Max. 2 configurable doses (one for adults
and one for children) protected

by password.

Colour code to help the operator assess
reliability of the dose prepared with respect
to the prescription with admin password
setting in case of over- and under-dosing.

End-of-vial management: dilution possible
and automatic measurement of remaining
activity

Injection safety features:

Built-in air bubble detector.

Force detector to stop the injection in case
of back-pressure.

Purge of system and kits:
automatic and manual purging

Injection modes:
automatic or manual,
can be changed during injection

Patient dose measurement method:
the activity sampled is measured directly
in a 10 mL syringe filled up with saline
solution to obtain identical measurement
geometry for each measurement.

Interoperability:
RIS or radiopharmacy software + DICOM

Max. volume of the sampling syringe: 10 mL

Test vein before injection: yes,
with configurable NaCl volume

Minimum radiopharmaceutical sampling
volume: 100 pL

Compatibility with the following
software: Venus, Pharma2000, Pharma
Manager, Gera, DICOM protocol, HL7
Protocol (IBC NM, SECTRA, etc.) and others
on request

Injection rate management:

3 rates can be selected and configured:
“slow” (@approx. 25 mL/min)

“normal” (@approx. 33 mL/min)

“fast” (50 mL/min)

depending on the various catheters (yellow,
blue, pink), and to take into account the
specific features of the patient injection site.
The speed can be changed during injection
(within the selected profile).

The rate is visible during injection.

Deferred preparation: yes, possibility

of preparing the dose 0 to 10 min before
the required injection time with automatic
adjustment of the dose according

to the decay

RIS connection type:
one-way or two-way
wifi or ethernet

Calculation method: automated dose
calculation according to the weight
to be configured

Software wizard:

Complete wizard: context help permanently
available when using the device + photos
for the loading process as well as complete
step by step help for the user

Possibility of making 2 simultaneous
injections: yes, with the Minijet option

Total injection volume with rinsing:
10 mL injection dose + rinsing volume
configurable from 10 to 30 mL

Injection schedule: yes, to view the number
of injections possible and change the
patient order if necessary to optimise the
vial and/or reassign a prepared dose

+ possibility of cancelling a patient.

Tools & downgraded cases

NaCl bag management:

yes, with alert when replacement required
(alert volume can be configured).

Several bag volumes can be configured.

Details concerning rinsing with NaCl:
Rinsing volume as required for each
injection from 10 to 30 mL after injection.
Possibility of other rinsing operations

in downgraded mode if necessary.

Management of a non-injectable prepared
dose: reassign the dose to another patient
using the schedule or redirect the dose

to the portable bin

Traceability:

each kit is canned before being positioned,
thereby ensuring rigorous traceability

in case of incident

Injection report:

Label printout (2 possible dimensions) after
validating the configurable injection, info,
number and size.

Possibility of printing out more labels

at any time.

Customer support:

yes, remote maintenance + hotline
Real-time internal data log files saved
for diagnosis in case of problem

Built-in safety on the kits:
bionector - mother solution kit
non-return valves - patient kit
bubble trap - patient kit

Injection site validation: yes

>Update 10/2024

Management of downgraded modes: yes,
numerous downgraded modes are proposed
to ensure that you never remain blocked:
“Utilities” menu - one tab is dedicated

to downgraded actions

Fully downgraded mode with a “posi block”
system allowing manual sampling

+33(0) 240 25 24 04 - contact@lemerpax.com

Medication integrity:

0.22 pm filter at patient kit output
guarantees that the medication injected
in the patient is sterile

Rinsing of stock solution kit
after use: yes
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REGULATORY FRAMEWORK

The Posijet® preparation and injection units meets the
requirements of 93/42/CEE directive as a class Ilb
medical device. Electromedical device, compliant with
IEC 60601-1:2005 (+ A1/2012)(+ A2/2020) for general
safety requirement and IEC 60601-1-2:2014 (+ A1/2020)
for electromagnetic compatibility. The control software
for the LPDose dose calibrator meets the requirements of
IEC 62304:2006 (+ A1/2015) for the software life cycle
process. It is equipped with the necessary safety features
forintegration into a hospital network and is GDPR compa-
tible. The Scintidose dose calibrator integrated in Posijet®
meets the requirements of EU regulation 2017/745 as a
class Im medical device for its measurement function.
It features inspection functions regulated by the French

Paediatric design

decree of 25 November 2008 and international standard
IEC 61948-4. Posijet® is also certified for paediatric use
(>1 year old).

Calibration and Presetting:

Factory calibration of *F and ®Ga for the 10 mL syringe
package (Posijet® dose measurement conditions) can be
integrated into the software as required by the service.
The Posijet® preparation and injection unit can also be
calibrated on site by the Medical Physics Service of the
hospital. Calibration by a certified body can be carried
out in accordance with the requirements of the COFRAC
1SO 17025 accreditation standard as an option.

LEMER PA>{ | LEMERPAX.COM

CONSUMABLES

Patient kit
Ref: POSIKIT® 2

-

Stock solution kit
Ref: POSIKIT® 1B

+33(0) 240 25 24 04 - contact@lemerpax.com
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/(HARACTERISTICS

General

Accessories & Consumables

Overall dimensions:
L616xD932xH 1,261 mm

9 Weight!380kg Bendra mase

Ground load: 660 kg/m?
Frequency: 50/60 Hz Dazni

10 Daznis
SUpPIYVoltagei110VE240V |tampa

Power supply: mains or battery

USB : yes

Screen type: touch screen

Shielding thickness:

25 mm around the sampling syringe

12 mm to 16 mm around the shielded drum
of the radiopharmaceutical solution

11  @Batteryllifelgh Baterijos veikimo laikas
Outfitting:
15 colours and patterns to choose from
possibility to integrate the service's logo
Presence of a bin: 5.3
Specific 20 mL syringe shield

Operator protection during injection:
shielding by injection unit

Consumables:
POSIKIT® 1B mother solution kit
POSIKIT® 2 patient kit

Accessories: top + bottom guide cones
to guarantee perforation of the vial
and kit connections

Compliances: Complies with EU regulation
2017/745 Class Ilb medical device

by notified body (0459)

Complies with international standard
IEC 60601-1:2005 (+ A1/2012) (+ A2/2020)
IEC 60601-1-2:2014 (+ A1/2020)

IEC 62304:2006 (+ A1/2015)

Complies with the French decree

of 25 November 2008

Complies with international standard
IEC 61948-4

Complies with EU regulation

2016/679 (GDPR)

COFRAC calibration service on request
(ISO 17025)

Certified for paediatric use (>1 year old)

1261

Maintenance contract: yes

VEdradiet®® suderinami konteineriai

22 List of radioisotopes claimed Radiation protection Apsauga nuo radiocijos
by the manufacturer: Maximum radioactivity that can be
©F (all fluorinated tracers: FDG, FNA, FDOPA, handled to obtain a dose rate [€ss'than Mazia
FCHOLINE, etc) 8.2 25 psv/h at 5 cm from the walls*
= Gamintojo nurodomas Maximum
iy radioizotopy sarasas Radionuclide radioactivity that \Maksir
can be handled

Built-in measuring instrument:
Scintidose dose calibrator (class Im medical
device) always operational without
warm-up time

6.2 figasurementaceracyH/=% Matavimo tiksiim

Quality controls: Auto programme of daily
checks: zero, background noise, high voltage and
shift + linearity, repeatability and reproducibility
checks accessible via specific tabs

4  Motorisedassistance: Votorised assistance
Motorizuotavith independent battery power supply,
pagalba  one-hand rotary control, progressive speed

variation up to 2 km/h, forward

and backward movement.

Automatic switching to standby if not used
for 5 min or by pressing the special switch
located on the machine control panel.

Manual operation: possible at all times

Brakes: by foot control

@7IGBg if the source 6.3

18F isin its 30 mm lead
transport pot

lculat|on conditions: the user is positioned behind
the Posijet® control panel

Package

Package dimensions:
L 850x D 1,500 x H 1,580 mm

Package weight: 520 kg

Ref.: 00019530-CAL Posijet®
with calibrated dose calibrator
00019530-ET Posijet®
with calibrated dose calibrator

AVAILABLE COLOURS (ALSO AVAILABLE FOR PAEDIATRIC DESIGN)

Dark blue Lightblue Lightgrey  Yellow Lilac

*Regulations in ASN Guide No.32 “In vivo nuclear medicine facilities: minimum technical rules for design, operation and maintenance”

>Update 10/2024

Orange Pink Red
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EFFECTIVE DIMENSIONS (mm)
616

=

Light green Dark green  Antique pink

u

Violet

Paediatric version
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|. Introduction

This document concerns a self-contained unit for calibration and injection of FDG: Posijet®.

|.1. Statutory obligations

The product you have purchased is a class lIb medical device according to rule 12 of annex VIII of the "Medical devices"
Regulation (UE) 2017/745. Launching it onto the European Union market requires CE marking by a Notified Body. Its
design, manufacture and marketing therefore comply with the general safety and performance requirements
promulgated in regulation (UE) 2017/745. In addition, Posijet® complies with the essential health and safety
requirements enacted by the Machinery Directive 2006/42.

Posijet® was designed to protect people against ionising radiation pursuant to Directive 2013/59 of 5 December 2013
laying down basic safety standards for the health protection against hazards resulting from exposure to ionising
radiation and repealing Directives 89/618/Euratom, 90/641/Euratom, 96/29/Euratom, 97/43/Euratom and
2003/122/Euratom.
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The device conforms to standard 60 601-1-2 associated with the references EN 60601-1-2 : 2015 et IEC 60601-1-2 : 2014 .
It does not create interferences with other devices, if they also conform to the same standard.

.2. Liabilities

The user may be held liable under extreme circumstances. Lemer Pax cannot be held liable for any accidents that may
occurif the unitis used in any way other than that described in these Instructions.

Under no circumstances may the apparatus be modified without written permission from Lemer Pax.

Similarly, just as the manufacturer may be held liable for non-conformity of the product, the user also shares liability if
he does not tangibly verify that he has the documents testifying to conformity, even if the product concerned conforms
administratively. The user is also liable if he himself accentuates the product’s defect. The liability of the manufacturer
may be reduced or eliminated under certain circumstances, when the damage is caused jointly by a defect in the
product and by error on the victim's part or by a person for whom the victim is responsible ("General Product Safety"
Directive 2001/95/EC and "Manufacturer's Liability for Defective Products" Directive 85/374/EC modified 1999/34/EC).

The Head of Establishment must comply with the regulations referred to above, notably:

- TheHead of Establishment must appoint a department with authority for radiation protection matters.

- The personnel exposed must be assigned category A or category B with medical surveillance and dose meter
monitoring of internal and/or external exposure.

- Personnel of the user Establishment required to perform specific functions such as operating the equipment
in @ monitored or controlled zone, and undertaking maintenance thereon, must be qualified and therefore
trained and approved for working in @ monitored and/or controlled zone (Decree N° 2003-296 dated 31 March
2003, or equivalent for other countries in the European Union).

- Personnel who are exposed must receive initial training and information on radiological protection, which
must be repeated at intervals of no longer than three years.

- Aworkstation analysis must be conducted taking note, in particular, of the operating procedures and
handling operations of Fluorine 18.

- Theuser must conduct, or have conducted, the various periodic checks and must keep a record of
maintenance ("Safety at Work" Directive 2009/104/EC, and Decree 2001-1154 dated 5 December 2001 or
equivalent for other countries in the European Union).

The equipment has not been designed for use in explosive atmospheres (ATEX Directive 94/9/EC dated 23 March 1994).

The room in which the device is used must be within a restricted zone and comply with statutory texts in force (Decree
2003-296 dated 31 March 2003).

Lemer Pax cannot be held liable if an accident occurs resulting from improper use, negligence or dismantling of the
device.
CONFIDENTIAL DOCUMENT : The reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax

LEMER PAX / SAS WITH A CAPITAL OF 350 000 EUROS / 870801 594 RCS NANTES / APE 3250 A 5
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART / 262 TER-1 OF THE FRENCH TAX CODE /VAT: FR 18 870 801 594



English version

LEMER PA)( Instructions manual V16-1

PROTECTING LIFE Juﬂe 2024

Posijet®V3

.3. Warranty

Posijet® is guaranteed for 1 year by the manufacturer (parts, labour and transport), as long as it is used as described
herein.

The warranty does not apply to damages caused by the following:

- Misuse, improper maintenance, incorrect adjustment or repair of the device within the operating limits
described in this instruction manual,

- Failure to comply with the device general power supply voltage,

- Intervention of persons not qualified nor certified by Lemer Pax,

- Incidents due to an external agent: fire, lightening, flood, humidity,

- Incorrect installation, adaptation or modification of the device or non-compliance with the technical or safety
standards in force in the country of use,

- Incident occurring during transportation of the device if the transport service is not performed by Lemer Pax.

No compensation may be claimed for damage resulting from unavailability of the unit for repairs.
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.4. Data plates and safety labels

|.4.a. Posijet® data plates

Pictogramme | Définition des symboles

POSIJET® RoHS ﬁ

12-
REF| ooo19530 2-2022 TAlim / Voltage =110 - 240 V ~
[SN] 12145 GTIN: 0370143010083 | 220 SOBRZ

LEMER PAY '

72, rue de Lorraine “"°"FCT MRS

44240 La Chapelle sur Erdre [E é -
FRANCE m

VTR ANTRDIMIY <<

(01)03701430100083(11)011222(21)12345

J—;" Consult the user manual
e

The product is a medical
MD device

Electrical and electronic
equipment must be disposed
of properly.

Lemer Pax is the
manufacturer.

FR

Month  and  year  of
production

c € The device features the CE
0453 | mark by notified body 0459.

R

Device in contact with the
patient. The circuits in
contact with the patient are
Floating type circuits

It is mandatory to check the
instruction manual for all
information in regards with
safety (warning and
precautions to be taken)

REF

Product brochure reference

SN

Serial Number

RoHS Product compliant  with

COMPLIANT european

directive RoHS (2002/95/CE)
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.5. Posijet® specific labels

Risk of contamination and risk of external exposure
due to the introduction of radioactive products used
by the operator in order to measure radioactivity

Risk of crushing: this label signals the danger of
pinching due to the lowering of actuators.

WARNING

‘While positionning the kit patient, check that the patient
connection kit direction on the filter Is in accordance
‘with the following diagram

Label reminding the user to check the orientation of
the patient kit

WARNING

Before inserting the kit, check that the 3-way stopcock position
is in accordance with the following diagram

Label reminding the user to check the position of the
3-way valve

WARNING

Before putting in place the mother solution kit,
‘make sure you have inserted the venting kit in the support

Label reminding the user to check that the venting kit
has been installed
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|.6. Sterile kit specific labels
Sterilised with ethylene oxide
CE marking approved by a notified body. The number corresponds to the notified

59 body
Use-by date (expiry date)

N\
@rdJ

Do not use if the package is damaged

@ or (G0 o< Does not contain latex

[@ Does not contain phthalates

®

Disposable kit

Kit batch serial number

-
o
far'

Il.  Overview of the product

1.1. Claimed use

POSIJET®is intended for the intravenous injection of radiopharmaceuticals for imaging or therapy.

POSIJET® can be used for patients older than 1 year or weighing more than 9.720 kg indicated for treatment or diagnosis
by radiopharmaceutical injection.

POSIJET® must be used exclusively by medical or paramedical personnel trained and authorised to use it for

- The preparation and injection of radiopharmaceuticals forimaging or therapy,
- Work under ionising radiation,
- Theuse of Posijet®.

The POSIJET® as such is not in direct interaction with the patient. The part in contact is an infusion needle supplied by
the hospital structure. The healthcare professional chooses to prick the most appropriate part of the body depending
on the patient; age, pathology, etc. This part is manual and independent of the use of the injector. The connection
between the patient tubing and the POSIJET® is made using 2 kits supplied by LEMER PAX: Posikit 1B and Posikit2.

The POSIJET® is used in nuclear medicine departments, in a hospital medical environment. These centers perform an
average of 25 injections per day with the POSIJET®.

The Posijet® first came onto the market in 2007.
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11.2.  Clinical benefits

The POSIJET® increases the radiation protection of nuclear medicine personnel, but the device does not claim to

improve therapy or imaging performance. The use of POSIJET does not provide any clinical benefit to patients.

I1.3. Technical characteristics

Weight: 380 kg.

External dimensions:
- Height: 1,261 mm;
- Width: 620 mm;
- Depth: 929 mm.

Operating conditions:
- Temperature: between 15 and 30°C
- Relative hygrometry : 5% < rh <95% non-condensing
- Atmospheric pressure: 79.5 to 101.3 kPa (between 0 and 2000 m above sea level)

Electrical characteristics:

- Maximum current consumed by the device: 1 A;
Power supply voltage: 110V / 240V - 50/60 Hz.
Operating mode: Continuous

Electrical class:

o Internal sources of electrical power;
o Patient contact: BF Type (degree of protection from electrical shock according to standard EN 60601-1).

Protection rating: The Posijet is not protected against liquid ingress. It is intended for indoor use only.

Shielding:
Posijet® is designed to receive a maximum activity in the stock solution vial located in the door of 37GBq (1Ci) and a

maximum activity of 500 MBq in the injection syringe (conditions of use with F18 and a Lemer Pax PosiSafe pot). With
these activities, Posijet® respects the emerging doses of 25 uSv/h, 5 cm from the walls

1 | Operatorside mm of lead 12

2 | Patientside mm of lead 16

3 | Lateralsides mm of lead 12

4 | Around the dose calibrator mm of lead 25
Other features:

- Accuracy of the prepared dose: +/- 2%.
- Battery life: 8 hours

Service life: The Posijet®is designed for an estimated service life of 6 years.
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11.4.

The POSIJET® allows the injection of radiopharmaceuticals at a controlled rate.

Performance

The POSIJET® guarantees the precision of the dose preparation to be faithful to the medical prescription of the

radiopharmaceutical.

POSIJET: AMMONIA VARIANT:

For the use of the Posijet with radioisotopes with a relatively short half-life (for example N13 with a half-life of 10
minutes), Lemer Pax has developed a dedicated software version to optimise the accuracy of the measurement and to
meet the constraints imposed by the half-life of the radioelement in question. In this case, Lemer Pax prohibits the
concomitant use of the Posijet for radioisotopes with longer half-lives such as F18 (half-life: 108min).

11.5.

It is contraindicated to use the device intra-arterially and for children under 1 year or weighing less than 9,720 kg.

11.6.

Contraindications

Side effects

To date, no adverse side effects have been identified with the use of the Posijet device. The possible side effects are
those directly related to the injection of the radiopharmaceutical, as indicated in the instructions for use of the

radiopharmaceutical.
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I.7.  Component parts
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1 |Retractable NaCl bag hook 11 |Anti-crush cover for swivel wheels

2 |Tray for bionector 12 |Label printer

3 |Mother solution kit outlet (POSIKIT 1B) 13 |Automatic or manual injection syringe plunger

4 Lockable handle for opening the shielded 14 |Sensitive two-hand controls (to lower the sampling head)

access door to the mother solution

5 |Motorised sampling head 15 |Barcode reader for sterile kits

6 |Shielded access door to the mother solution 16 |Storage tray

7 |Emergency stop button 17 |Ethernet port ( RIS connectivity port )

8 |Touch screen 18 |Electrical plug with automatic retraction (5 m)
9 |Rotating control of the motorised assistance 19 |Wheel-locking pedal

10 |Access door for maintenance
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1.7.a. Sampling head

The sampling head consists of:

- A'syringe plunger" type motorised sampling system, to dose a preparation and inject it automatically;
- Ashielded moving part receiving the sampling and injection syringe;

|

- Apiston remote control protected by a clutch to perform the injections manually;

- Aremovable system to hold the sampling syringe, which slides vertically in the dose calibrator chamber in
order to place the syringe more easily in the centre of the chamber to measure the sampled activity. The

system can be removed to simplify installation of the syringe, disinfection and to allow the use of a dipper for

the quality controls;

- Asystem to measure the force applied to the system in order to regulate the injection;

- Asystem to move the sampling head, controlled by the operator via a two-handed control device that requires

maintained action.

- Alabel printer (2 formats available: large and small);
- Asound system to inform the user.
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1I.7.b. Mother solution container loading door

The container loading door consists of:

- Ashielded chamber with a shielded front door, secured with a locking system. This chamber receives the
container containing the multi-dose vial;

- Apuncturing system to install the mother solution kit and the vial venting kit;

- Asetof shims to position the container and vial correctly in order to extract the maximum amount of activity;
the user may also use the container from the FDG supplier (which avoids transferring the vial into the LEMER
PAX container).

- Radiation protective guide cones to guide the vial kit needle;

- Athree-way shielded motorised secure valve to sample the activity or NaCl;

- Asystem to hold the kit at the door passage (kit attached ready between two patients);

- Asystem to detect air bubbles.

II.7.c. External structure and user interface

II.7.c.i. External structure

The external structure consists of:

- AnNaCl bag or flexible bottle hook;

- Fixed, moving and motorised wheels to move the Posijet®;

- Handles including a rotating handle to move the product with or without assistance;
- Amechanical system to block the swivel wheels;

- Access doors for product maintenance;

- Akit storage container.
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I1.7.c.ii. Control panel and user interface

On the front of the Posijet®, facing the operator, there is a control panel featuring several buttons and controls.

)
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11

1
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13

1
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Avarinio stabdymo mygtukas: Sis mygtukas sustabdo visus judesius (dozés
paruosimas, injekavimas, apsauginés galvos judéjimas, motorizuotas asistentas ir kt.)
1 T e o
This button activates the use of the motorised wheel and provides information on
the activation or deactivation of the wheel.
2 . Green The wheel is activated.
. Switched off The wheel is deactivated
Two-handed control for lowering the sampling head: to lower the head when the
3 software allows. The operator must engage both controls simultaneously
(operator safety).
4 USB Port: To insert a USB storage device for data backup.
5 Barcode reader: To scan the various kits used (mother solution kits and patient
kits).
6 Location of the 5-meter retractable cord to plug in to an electrical outlet.
7 Label printer for printing patient data traceability labels (2 label formats
available).
8 10.4 inch touch screen which can be used wearing gloves within the nuclear
medicine department.
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On/off button.
Off The Posijet® is off.
9 I . Green The Posijet® is on.
0 Flashing oreen The Posijet® is shutting down: button switched to
8 OFF and the machine is shutting down.
Posijet® battery charge indicator
Off The battery is not charging or is discharged.
10 r: . Green The battery is 100% charged.
: Orange The battery is charging.
. Red The battery is low or malfunctioning.
11 Motorised wheel rotary control (positive or negative control).
12 Touchpad keyboard inside the maintenance compartment.
13 E Ethernet port to back-up the Wi-Fi connection.
Pedal to lock / unlock the wheel brake: in the up position, the brake is released
14 (the machine can move) and in the down position, the brake is locked (the
machine cannot move).
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1I.7.d.Dose calibrator

The Posijet®is equipped with a shielded dose calibrator allowing the dose to be calibrated, by direct real-time
measurement of the activity. It consists in an ionisation chamber connected to an electronic measurement system that
transfers the measured activity values to the PC.

It is possible to select the type of isotope used and the packaging (vial, syringe or capsule) in the quality menu.

Measurement range:

- Detection threshold: 185 kBq

- Maximum activity: 74 GBg

- Accuracy of measurement: 5 % (including accuracy of the standard source)
- Repeatability (relative standard deviation/mean): <+ 0,2%

- Reproductiveness (relative standard deviation/mean): <+ 0,5%

- Counting time: 2 to 5 seconds

The Posijet® applies a voltage to the dose calibrator's electronics at all times. There is therefore no waiting time when
switching on the Posijet® before being able to use the dose calibrator.

1.7.e. Biological protection

The device shielding consists of the biological protection.. This protection consists of a shielded chamber with front
door and a shielded compartment with a drawer for the sterile kit.

1 | Operatorside mm of lead 12
2 | Patientside mm of lead 16
3 | Lateralsides mm of lead 12
4 | Around the dose calibrator mm of lead 25

1.7.f. Power supply sources

The Posijet® has several power supply sources:
- The power supply (battery) for the POSIJET® associated with the dose calibrator and the touch screen;
- The Posijet®is powered via a 24 V stabilised power supply connected to the mains.

Characteristics of the rechargeable batteries:

e PANASONIC battery- 12V38Ah Lead (AGM) - LC-P1238APG (code: 0001 9743) - or
e NEC battery ALM 12V35s - Lithium-lon - 13,2 V/462 Wh

A Battery replacement must be realized by LEMERPAX technician or authorized technician to avoid any risk of
burns, fire or explosion.
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1.8.  Mobile parts

Designation Picture

Calibration dipper: for conducting quality control testing of the
dose calibrator.

Top cone guides: for guiding the needle (L = 120 mm) of the
syringe into the three-way stopcock spike (mother solution kit).
It is therefore in contact with the sterile kit. In order to guarantee '
(o - ¢

the patient's biological safety, this guide must be
decontaminated and disinfect each time before use (according :
to the service practices). e el

Mother solution kit holder: To set up part of the mother solution “
kit as well as the entire vial venting kit.

Lower cone guides in tungsten: To guide needles (L = 100mm) /\
and vent the mother solution vial. It is therefore in contact with ‘
the sterile kit. In order to guarantee the patient's biological ")
safety, this guide must be decontaminated disinfect each time ‘
before use (according to the service practices). o

Tray for bionector: To accommodate the bionector of the
mother solution kit that will be connected to the patient kit.
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Designation Picture

Syringe holder: To set up the sampling syringe of the mother
solution kit (10 mL dose preparation syringe).

Syringe shield: To receive a dose prepared in the Posijet” which
should not be injected (discard dose).

11.9. Consumable sterile kits

The performance and safety of Posijet® has been tested with the specific kits described in this manual. The POSIKIT 1B
and POSIKIT 2 sterile kits have been specifically designed to fit Posijet® and for the injection of radioactive products. No
other sterile kit should be used in Posijet® without prior validation to demonstrate safe use with Posijet®. Lemer Pax is
not responsible for the use of other kits that have not been previously checked for their suitability for use with Posijet®.

Furthermore, the kits described in this manual : POSIKIT 1B and POSIKIT 2 are 100% tested to guarantee their
performance and in particular avoidinf any leakage. The use of other non-validated kits could lead to further
contamination and irradiation due to radiopharmaceutical leakage.

11.9.a. Mother solution kit: POSIKIT 1B

POSIKIT 1B is a sterile kit called "FDG MOTHER SOLUTION CONNECTION" for preparing the FDG dose to be injected into
the patient. This kit is common to several patients. It must be replaced after each unloading cycle of the Posijet®.

This kit is composed of a cartridge (set of elements common to several patients) in turn composed of:

- A3-way stopcock;
- Amembrane seal;
- Anunsleeved needle (L =100 mm);

- AYcircuit; ‘( .0
- Ananti-siphon valve; »

- Acatheter with a NaCl bag spike; /l \

- Anon-returnvalve; ,

- Adrip-stop connector; |
- ABD 10 mlsyringe with sleeved needle (L = 120mm); |
- Anextension tube;
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The Posijet® Common Sterile Kit: POSIKIT 1B is a supply of Lemer Pax. It has been specially designed to adapt to the
Posijet and for the injection of radioactive products. No other sterile kit should be used in the Posijet® without prior
validation to demonstrate safety of use with Posijet®. Lemer Pax declines all responsibility when using non-
recommended kit.

Service life: Comply with the expiry date indicated on the label.
Posikit® 1B s orcoooois

Value Life
FDG MOTHER
SOLUTION CONNECTION
Prolongateur
Exciusivaly distributad by :
3 LEMERPAX  pogjyeT®
wWwrAX®®
Con &
. 2107174F 8 2020-07-24
Yytion

93440 Feouan

5 tue Adeling
Franea

I

(01)03660812064521(17

0721(10)210717AF

7)20

[1.9.b.Vial venting kit

To dilute the mother solution vial, a vial venting kit is required.
The venting kit is not supplied by Lemer Pax. However, Lemer Pax has tested and approved the following references for

use in Posijet®:

- Millex-GV Syringe Filter Unit, 0.22 u - ref. SLGV013SL;
- BBRAUN hypodermic needle - ref. 0.90x70mm BL-LB.
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11.9.c. Patient kit: POSIKIT 2

POSIKIT 2 is a sterile kit called the "POSIJET/PATIENT CONNECTION" for connecting the Posijet® to the patient kit. This
kit is specific to each patient. It must be changed after each patient injection.

This kit comprises:‘

- Anextension tube; i;
- A0.22 pfilter, . =,
- Abubble trap; -

- Anon-returnvalve;
- Aflush liquid collection syringe.

@

The Posijet® POSIKIT 2 kit called “POSIJET/PATIENT CONNECTION”. No other sterile kit is to be used in the Posijet®.

The POSIKIT 2 (patient) is a supply of Lemer Pax. It has been specially designed to adapt to Posijet® and for the injection
of radioactive products. No other sterile kit should be used in the Posijet® without prior validation to demonstrate safety
of use with Posijet®. Lemer Pax declines any responsibility when using non-recommended kit.

Service life: Comply with the expiry date indicated on the label.

Posikit®

[ 0TC00002

" Value Lm

508 . TIENT .
*"J&‘fﬁrﬂégﬁlgi POSIKIT* - REF, X P:002K

Prolongateur

v
POSUET / PATIENT c A
Exclusively distributed by e CONNECTION €

v LEMERPAX o @ ©
| i\

LO/ZLL-OR B8

e, DA | S

Dl 3490
s MES mmssm\m1mmmem‘°\"'°’3‘m “ll"“lm II" 'I"I.l'““"“l
& sl VYGON - 5 rue Adeline 95440 Ecouen - FRANCE 2015-11

or L iy s

CONFIDENTIAL DOCUMENT : The reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH A CAPITAL OF 350 000 EUROS / 870 801 594 RCS NANTES / APE 3250 A 93
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART / 262 TER-1 OF THE FRENCH TAX CODE /VAT: FR 18 870 801 594




LEMER PA)( Instructions manual V16-1

English version

PROTECTING LIFE June2024

Posijet® V3

|Il. Safety

The POSIJET® has the following safety features:
- Stopping of sampling if activity measurement malfunction is detected

- Stopping the injection in case of overpressure
- Stopping the injection in case of air bubble detection

IV. Packaging / Transport / Storage

The equipment is packaged by Lemer Pax in containers that are suitable for all types of transport. The Posijet is
individually packaged in a 1500*850*1580 mm wooden crate, the device is securely blocked in the transportation space

to avoid any risk of shock.

The following indications will be shown on the crate:

Exact dimensions of the crate
Weight of the empty crate
Weight of the full crate
“FRAGILE” reference

“DO NOT TIP OVER” reference
“DO NOT STACK” reference
Location of the centre of gravity

It must be transported sheltered from dust and weather conditions (rain, snow, etc.) and in the following environmental
conditions: 0 °C<T<+60 °C and 5 %<H<95 %.

The following symbols will be printed on the crate:

‘ This symbol indicates that the crate must be stored in a dry area, since it may be damaged
| by water.
)
I This symbol indicates the top side of the crate.
W
w This symbol indicates that the content of the crate is fragile.
e,
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< Indicates that the crate must not be handled with a forklift from the side on which this
symbol is printed.
s - L ‘

95%
Indicates humidity limits during transport
S~
5%

106,0 kPa
Indicates pressure limits during transport
70,0 kPa
+60°C
/ﬂ/ Indicates temperature limits during transport
0°C

If the Posijet® has to be stored before being placed in service, it must be stored in a clean room with an atmosphere
which is not contaminated by other activities (waste, food, construction products, etc.) and in the following
environmental conditions: 0 °C<T<+60 °C and 5 %<Rh<95 %.

V. Handling

The equipment must be handled using appropriate handling means if it cannot be moved by rolling. The Posijet® must
not be moved other than:

- Ontheground, using its wheels and only on flat surfaces;
- Elevated, for long distances or uneven surfaces (such as stairs), in its crate and only by using appropriate
means (pallet truck, fork-lift truck).

In all other circumstances: by someone from LEMER PAX or appointed by LEMER PAX
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VI. Assembly / Disassembly

Foracompleteinstallation and training service, the equipment is delivered by LEMER PAX or a designated carrier. LEMER

PAX unpacks the equipment, assembles the components and sets the equipment to work.

Training is provided to participants by the LEMER PAX technician(s).
Following this training session, the LEMER PAX technician(s) issue()s a certificate to each person attending with the date
of the training session; the certificate must be signed and dated by both parties.

In addition, the user must supply the manufacturer with fluid installations conforming to current regulations and, if
necessary, they must be periodically checked. In addition, the user must make available one power socket with an earth
connection, appropriately protected in accordance with current electrical safety regulations and with NFC 15-100, and
located in a secure room such as a hot laboratory.

VII. Prerequisites for using the Posijet®

VII.1. Connecting Posijet® to the electrical network

Posijet® is equipped with a socket for connection to the electrical network, allowing Posijet® to be operated by means
of an on-board power supply and to recharge the battery pack.

Posijet® has an integrated 24V power supply. This power supply allows Posijet® to be used without consuming battery
power when the on/off button is turned on and the power cable is connected. In this case, the batteries are recharged
while Posijet®is in use.

The Posijet® mains plug can be connected and disconnected at any time allowing Posijet® to switch to battery mode if
the cable is disconnected or to switch to power mode with charging if the cable is connected.

A It is recommended to charge Posijet® every night so that it is operational every morning. To allow the batteries to
be charged in good conditions, the Posijet® on/off button must be turned off.

A To avoid any risk of electric shock, Posijet® must only be connected to a mains supply equipped with a protective
earth.

A The Posijet® power socket must remain accessible to allow easy disconnection of the appliance from the power
supply.

VIL.2.  Connecting the Posijet® to IT networks

The Posijet® can be connected to a Ethernet and/or Wi-fi network operating using the TCP/IP standard.
The connection of Posijet® to IT networks including others equipement could lead to unidentified risks to the patients,
operators or third parties.
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The user should identify, analyse, evaluate and monitor any risks generated by connections to the hospital department
network.
If modifications are made to the network/data coupling, the user must conduct a supplementary analysis of these risks.

Modifications to the computer network include:

- Changes to the computer network configuration;
- Connection of additional units to the computer network;
- Disconnection of units from the computer network.

Software updates and upgrades of the Posijet® are prohibited without agreement of LEMERPAX.

Posijet® embeds a computer which includes a dedicated and validated operating system adapted to industrial and
medical constraints.

A To avoid any risk linked to cybersecurity, the IT service stays responsible of integrating and managing Posijet® in
the hospital network. Unhandled requirement or incompatible requirement from IT hospital service shall be validated
and approved by LEMER PAX before beeing applied on the Posijet®.

A To avoid any unknown risk of malfunction of the Posijet®, the installation or connection of the Posijet® to third-
party software not validated by LEMER PAX is strictly prohibited.

A To avoid any risk of malfunction of the Posijet®, the IT service shall keep the IT configuration validated by LEMER
PAX.

A To avoid any risk of malfunction of the Posijet®, the IT service shall keep the version of the operating system
validated by LEMER PAX. Any change on the system without LEMER PAX agreement could lead the Posijet® to
dysfunction.

VII.2.a. Operating system / BIOS

- BIOS password protection;
- Customization of the Windows Embedded Standard Seven and Windows 10 image including the following

elements:
e Configuration of the software firewall ;
e Activation of the "Windows defender" antivirus ensuring the protection of malicious codes;
e Save tracesondisk D;
e Creation of 2 user accounts:
= A'user"account for restricted use:
- Activation of the "keyboardFilter" to avoid certain key combinations;
- Restriction for modifying OS parameters, for installing software;
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= Alocaladministratoraccount "ManagerLP" allowing to modify the configuration of the application,

the parameters of the operating system and to deactivate the write protection on the system disk.

The Posijet® also allows the transfer from the office station of the Nuclear Medicine department, and allows the storage
of the injection data of the Posijet®.

A The Posijet® computer must under no circumstances be used for any application other than the application provided
for in this instruction manual.

VII.2.b. Software application level

- Protection of access to the database engine by password;

- Management and administration of 2 user profiles within the application:
e “Operator”: See the manual for more details;
e «Administrator » : See the manual for more details;

- Protection of calibration/calibration by an administrator password;

- Protection of software settings by password;

- Authentication and traceability of preparations and measurements.

3 VIl.2.c Connection to patient treatment software

patients to be'injected (patient name, weight, etc.). The Posijet® does not send any information back to the RIS or the

PACS (no image manipulation). The Posijet® does not need any connection with the TEP.

Prijungus prie DICOM serverio, POSIJET® pateikia tik SCU uzklausa j RIS, kad gauty darbo sarasa
pacientams, kuriuos reikia injakuoti

RIS

—_

Query (5CU)

A

Worklist

Ip Address

Ip Address AETitle
AETitle

Local Network Hospital TCP /IP

VII.3. Touch screen

The Posijet® screen is a touch screen. The keys are activated by pressing a finger on the screen.

A Never use sharp objects on the screen. This could cause irreversible damage.
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The screen acts as the interface between the operator and the equipment operating mechanism. Special software
guides the operator during all stages of operating the equipment.
The Posijet® computer must never be used for an application other than the one described in this instruction manual.

VIl.4. Workstation

When using the machine, the operator positions himself close to and behind the Posijet® when injecting the patient, to
protect himself and stand away from the radiation emitted by the tubing.

The dedicated accessories and sterile kits described above are available to the operator. The operator can access the
control panel and the container compartment.

VIII. Using the Posijet® in normal injection cycle

VIII.1. Home screen

Remainng actmty 57 08 MBq |

Remainmg volume: 2 41 ml

Utilities

5/16/2017 10:07 AM

The central icon is contextual. It can represent the loading, dose preparation - injection and unloading
phases.

2 | The“Qualité” (Quality) icon opens various test screens on the dose calibrator (drift, self-test, linearity, etc.).

3 | Indication of the onboard energy indicating the current mode (battery or mains) and the current charge
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level.

4 The “Tragabilité” (Traceability) icon provides access to the summary screens of patients and mother
solutions (used and upcoming).

5 The “30adioactive” (radioactive) icon notifies the operator that the Posijet® contains an active mother
solution.

6 | Name of the current software version.

7 | The “attention” (warning) icon indicates the presence of a fault.

8 | Zonedescribing the current state of the mother solution loaded in the Posijet.

9 The “Utilitaires” (Utilities) icon provides access to the tools used for dose calibrator monitoring, calibration
and management of the maintenance mode of the machine internal logic controller.

10 The “Parameétres” (Settings) icon is used to configure the device. The following items can be configured:
language, unit, interoperability management and print settings.

11 | Currentdate and time.

Vial dilution OR patient selection
l Chick on Dilute in vial menu to start vial dilution
NaCl Volume OR
- System
2 Administrator

. Volume
3 m -
- -5 |

VIIl.2. Presentation of the Cycle management screen

= Chck on the picture in order to create or select a
~ 226 mL )
patient

v,

Syringe Activity
0Bq

I

Toas ¢

’ “ 10
Mother solution - y /

2.18 GBq

Volume

- > 8.08 mL
Volumic activity

Minimum sampling

26.94 MBq

K O — 5/15/2017 550 PM

1 | Icondisplaying the current cycle (loading, dose preparation-injection or unloading).

5 The “Opérateur” (Operator) icon displays the current operator and can be used to change operators during
the cycle.

3 | “Activimétre” (Dose calibrator) zone showing the status of the preparation syringe (volume, activity)

4 “Solution mere” (Mother solution) zone showing the status of the mother solution selected. Actions are
available by selecting the zone.

5 | The “30adioactive” (radioactive) icon notifies the operator that the Posijet® contains an active mother
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solution.

6 | The “attention” (warning) icon indicates the presence of a fault.

The “Aide contextuelle” (Context help) zone provides the necessary information based on the current

! status of the machine.

g The “NaCl” zone shows the current volume in the NaCl bag. This area is clickable to edit or reset the
volume.

9 The “Patient” icon displays the patient information. This zone is clickable to edit the patient information or
access operations.

10 The ‘Planning” icon allows to visualize the use of the radiopharmaceuticals vial according to the patient

program

11 | The “Accueil” (Home) icon takes the operator back to the home screen of the application.

VII.3. Using the Posijet® in a full injection cycle

VIIL3.a. Description of Posijet® phases

The Posijet” normal patient injection cycle includes three phases:

Phase 1: Loading phase: during this phase, the user loads the items relating to the mother
solution vial (Posikit 1B, vial shield containing the mother solution) and locks the machine.
Thisis usually done in the hot laboratory of the Nuclear Medicine department.

The loading phase is symbolized on the screen by the logo opposite.

Phase 2: Patient dose preparation and injection phase: this phase is usually carried out
outside of the hot laboratory, near the patient. This phase will be repeated as many times

as there are patients injected per vial.
The dose preparation and injection phase is symbolized on the screen by the logo
opposite.

Phase 3: Unloading phase: during this phase, the user unlocks the machine and disposes
of the items used. This is usually done in the hot laboratory of the Nuclear Medicine
department.

The unloading phase is symbolized on the screen by the logo opposite.
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VIIl.3.b.  Poweron and quality controls

Step 1: Power on the Posijet®

- Pressthe On/Off button (1): the green indicator light turns on.
- The PCwill start automatically, the program opens on the home screen, the door unlocks and the
sampling head clutch is activated.

Step 2: Daily checks;

Posiet

5/16/201710:13 AM

- Click the Qualité (Quality) icon (1) to access the dose calibrator quality controls (for details, please consult
the dose calibrator instruction manual or the corresponding quick start guide).
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At this stage, you can run a self-test. The self-test successively performs a Control test then a Drift test and prints all the

results (if a label printer is configured and connected).

To ensure that the device is working properly, we

LEMER PAX(

QUALITY CONTROL:

Drift:abiltty of the radiactivty meter 1o provide very close vahies
measurement condons

Auto-Test: automatcally performs a Check test and a Drift test, one afier the other.

Linearity: ability oacthi o
calbraton. | sus
« Same constancy source > 40 MBq,
+ Same procedure,

- Gotoself-testtab (1).
- Click “Lancer le test” (Start the test) (2).

Rermove all source and click QK.

vd

- Thesoftware displays the above message.

- Checkthat thereis no source in the dose calibrator chamber and click OK.
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Auto-Test: background noise and high voltage

Container ﬁ —

To zero the dose calibrator:

- Choose packaging syringe and the isotope F18.
- Click“zéro” (3).

Auto-Test: background noise and high voltage

A] Container y G

( )

ZERO

X

To start the self-test:

- Select the radionuclide and the packaging.
- Click “Démarrer” (Start) (4).
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Auto-Test: background noise and high voltage

Container
i —

The programme will measure the high voltage, the no-load current value and the activity value corresponding to the
radionuclide selected (F18). The deviation percentages appear in the blue box (5).

e ] A

Insert source and click OK ‘ !

Auto-Test: background noise and high voltage
Container };\/E

(/" Electronic zero<30 fA

./ Polarization voltage 168.2 V
/7 Current :17.8 fA
./ Proper motion (background noise):9.2 kBq

Insert the constancy source in the dose calibrator chamber (6).

Click OK (7).
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Auto-Test: deviation
Container G
Initialization ISl e
Lacked 11/15/2016 3:03 PM

——

Isotopes

Cs 137
Ba 133

Long-life sources
Cs 137
Ba 133

It is recommended to proceed with the reproductibility test before proceeding a deviation test

X

>

(8)

D [«

Long-life source: Cs 137

- Select the radionuclide and the corresponding channel (generally the drift test is performed using the
isotope on the corresponding constancy source).
- Click “Démarrer” (Start) (8).

The software measures the constancy source and calculates the corresponding drift.

? Auto-Test: deviation
Isotopes Container
. Al

I e Initialized on
Initialization
RIS, g 11/15/2016 3:03 PM

—-l! Start
Copies A Long-life sources
j = Longdlife source: Cs 137
Cs 137 A Reference activily 8. 77 MBg

Ba 133 Activity 842 MBq
Adjusted activity:8 52 MBq

v Extended deviation 0 11%
‘ Print ~ Adjusted drift2 92%

The test is finished. Save and print the label?

Long-life source: Cs 137

It is recommended lo proceed with the reproductbility lest before proceeding a deviation lest

V[ X x

Once the drift is calculated, the software displays the message above:

- Select the number of print copies and if you want to preview the results before printing.
- Oncethe preview is closed, the results of the drift test are shown in the blue box.
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ﬁ Quality Controls m

4/25/2019 4:.05 PM

TRAINER LEMER PAX
Serial N°: SN ACT/072/2015
453

SW version:

Daily tests - F 18

Electronic zero ( 30 fA ): 30fA
High voltage [144 V - 176 V] : 163.6 V
Bgnd resp. (<100 kBq / 2.7 uCi): 23.0 kBq
Drift
Long life source: Cs 137
Ref. date: 4/25/2019 4:04 PM
Ref. activity: 20.07 MBq
Isotope: Cs 137
Measured act.: 20.00 MBq
Corrected act.: 20.00 MBq
Drift (< 5 %): 0.35%

\ LEMER PAX /

VIll.3.c.  Phase 1 - Posijet® loading phase
Step 3: Launch the loading cycle

Quality Utilities

Posijet y'”g ) ook 516/2017 1013 AM

- Click the Posijet® loading icon (1) to start the application.
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Step 4: Identify the operator
Note: Depending on the required configuration, the Posijet® can be configured with either identification mode (login)
or authentication mode (login + password).

MANIP LABO

LABO

BOX INJECTION
Administrator
LEMER PAX

&5 — SAF2017 10:29 AM

- Select the user name;
- Confirm

Step 5: Identify the mother solution sterile kit (Posikit 1B)

Mother Solution Kit identification

NaCl Volume Click on picture in order to scan your

” Mother Solution Kit #2
) = 250 mL
r MANIP LABO &
Syringe Activity
8kBq
Volume
0.0mL R

SN17/201710:31 AM

- Clickthe mother solution kit identification icon (1).
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- Scanthe barcode of the mother solution kit using the barcode reader.
- Confirm.

You can also identify the kit by filling in the fields using the keyboard. To do this, click the batch number field of the
“N°Lot kit commun” (Common kit batch N°) window. Then click the touch screen keyboard icon. The keyboard appears
and you can fill in the fields.

Step 6: Install the mother solution kit

Mother Solution kit installation
=

NaCl Volume B
.A. = 250 mlL ‘ 4. P Quid lower needie
5 5. Side kit holder and close
= MANIP LABO ko

—— S e the shieided door
6. Click onthe picture wer the head
"
Syringe Activity Jj
8k8q —
Volume E—
00mt e
Ratio

—— 5/17/201710:31 AM

I
|
% v

Follow the instructions in the Context Help window to install the kit.

a) Position the syringe and needle in the sampling head.
b) Insertthe top guide

c) Install the kit in the vial holder.

d) Insertthe lower guide

e) Lockthe kit holder and close the shielded door.

f) Click the sampling head lowering icon.

. ]

Clickthe . symbol to display visual help for each step:
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i Setup top guidance cone Install vial kit. Do not forget to
Setup sampling syringe install air venting kit with needle
protection.

Put the pot holder in accordance Install the pot with its lid and its Connect the kit to the vial
with the FDG supplier (IBA / AAA / guidance cone
Cyclo ...) check the engraving on

Install the tubings in the guidance
and the bubbles air detector

4
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Step 6)a): Position the syringe and needle in the sampling head

- Insert the sampling syringe into the guide.
- Position the assembly on the sampling head.

Note: Check that the syringe plunger is pushed all the way down.

Step 6)b): Insert the top guide cone

- Insert the top guide cone to guide the sampling needle.

Step 6)c): Install the kit in the vial holder

- Openthe latch to open the kit housing;
- Install the vial venting kit (needle + 0.22 p filter);
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- Insert the mother solution kit into its housing;

- Close the latch of the kit;

- Checkthat the 3-way valve is correctly positioned: a label on the shielded door indicates the correct
positioning.

Step 6)d): Insert the lower guide cone

- Position the vial shield with its adapter if necessary;

- Remove the flip-off top from the vial if necessary;

- Disinfect the vial septum with a compress and suitable tongs;
- Insert the desinfected lower guide cone

Step 6)e): Lock the kit holder and close the shielded door

- 1)a) Position and slide the kit holder on the two guide pins until it hits the lower stop;
- 1)b) Push thevial shield holder until it comes to a stop against the door;

- 2)a) Insert the NaCl tubing in the notches;

- 2)b) Set up the second tubing in the air bubble detector.

- 3) Place the bionector in the reserved area (tray)

- Closethe shielded door.
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Step 6)f): Click the sampling head lowering icon

- Click the sampling head lowering icon to start the animation showing the sampling head descending.

g | :

- Press the two-hand controls simultaneously in order to lower the sampling head (if the two-hand controls

are released, the sampling head stops descending immediately).

Lowering the sampling head automatically locks the shielded access door to the mother solution.

Note: If necessary, you can raise the head (pictogram in the upper right corner of the head lowering animation).
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Step 6)g): Install and connect the NaCl bag

- Bringout the NaCl bag hook.

- Connect the NaCl bag to the mother solution kit.
- Position the NaCl bag on the retractable hook.

Step 6)h): Choose the volume of the NaCl bag

Choice of the volume of the NaCl pouch {mL)}

Click the volume corresponding to the NaCl bag installed.

If the required volume is not proposed, click the icon to enter the required value.
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Step T7: Identify the mother solution
gy
P : e B ok

Syringe Activity
8 kig
Volume
00mL
Ratio

x H;‘ - - SN7201710:34 AM

- Clickthevial zone (1) to create or select a mother solution.

Vial synchronized

F1g8
FDG

5200 MBq

6,2 mL

2016-03-01 09:00

(2a) e
(2b)

Vial entered manually

When this screen opens, the application automatically synchronizes the data with the radiopharmaceutical software
and retrieves any available information on the mother solution(s) that have been received and entered beforehand.

The mother solutions imported in this way are indicated with the following icon:

When this screen is open, it is possible at any time to select or create the mother solution to use:

a) Thesoftware has been synchronized with the radiopharmaceutical software and the available data on the

mother solutions have been imported:
- Select the mother solution installed in the Posijet®.
- Verify and confirm the recorded data.
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- Note: If necessary, you can request synchronisation with the radiopharmacy software with the blue button

@ (2a). Anindicator ( (2b)) gives the state of the connection; click this zone to make a WIFI
reconnection attempt in case of WIFI fault.

List of mother solutions

. [
Fig F1g

. oo Mother solution identification

5200 MBq Isotope: * F 18
&2 mlL 29 - DI’UgZ l:l

2016-03-01 09:00 2016-03-01 15:15

12345675 Ref. activity: * MEBq
Initial volume: * mL
Ref. date: * 2017-05-15 14:53 _

997 MBg 5000 MBq
5,29 mL 4.7 mL
2016 2016-03-01 15:15 2016-03-24 03:02
12345678

b) The mother solution used is not known in the Posijet® software:

- Click the button (3) to create a mother solution: a mother solution identification window opens.

- Entertheinformation provided by the radiopharmaceutical supplier (isotope, drug, activity and volume at
the date and time of calibration, batch number).

- Savethe data entered (5): the mother solution identification screen closes and the mother solution
created is added to the list of mother solutions already saved in the program.
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List of mother solutions

F13
FDG

Mother solution identification

- |sotope: * F 18
Drug: 18F-CHOLINE AAA

F18 F18
FDG FOG

997 MBq 5000 MBq
5,29 mL 4

Ref. activity: * 3,000.00 MBq
Initial volume: * 8.00 mL
Ref. date: * 2017-05-15 16:21

Batch n°:

2016-03-01 15:15 2016-03-24 08:02
9

To select a mother solution: (7)

- Click the desired mother solution: a window showing the mother solution characteristics opens. On this
window you can edit the information, when the mother solution was entered manually. Click “Editer”
(Edit) (6), to open the mother solution identification screen, and you can edit the data as described above.
If you want to edit the information for a mother solution imported from the radiopharmaceutical software,
you need to edit the information in the radiopharmaceutical software and resynchronize with the Posijet®.

- Click “Sélectionner” (Select) (7).

Step 8: Loading wizard

To simplify the loading steps, a wizard is displayed following the volumic activity check, flush and dilution steps.

Flush Dilute
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The first step consists in checking the volumic activity (VAC):

Isotope: F 18

Drug: 18F-CHOLINE AAA
Current volume: 8.00 mL
Batch n®:

Activity: 2,925.2 MBq

Volumic activity: -MBq/mL
Minimum act.: 139.2 MBq

- After selecting the mother solution, the Posijet® prompts the user to check the volumic activity. This check
verifies the data entered by the operator by sampling.

- This check can be carried out by clicking the link (8b);

- Otherwise, skip this check step by clicking the link (8a);

- You can also deselect the current mother solution by clicking the link (8c);

- Lastly, you can close the window by clicking the link (8d).

- Attheend of the volumic activity check, the Posijet® displays the results:

- Successful volumic activity check: when the
theoretical volumic activity and the measured

Results of the volumic activity check procedure volumic activity deviate by less than 20 %
(Parameter), the check is considered successful.

: Current volumic activity: 749.15 MBg/mL
Measured volumic activity: 764.13 MBqg/mL

Standard deviation: 14.98 MBg/mL (2.0%) theoretical reference activity is retained.
, Volumic activity check COMPLETED WITH SUCCESS
* Please confirm to apply the adjustment of the vial volume

The program updates the volume and the

Current volume: 5.00 mL
Adjusted volume: 4.90 mL
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Results of the volumic activity check procedure

Current volumic activity: 699.24 MBg/mL
Measured volumic activity: 804.13 MBg/mL
Standard deviation: 104.89 MBg/mL (15.0%)

Current volume: 5.00 mL
Adjusted volume: 4.25 mL

Failed volumic activity check: when the
theoretical volumic activity and the measured
volumic activity deviate by more than 20 %
(Parameter), the check is considered a failure.
You have the choice between:

Keep the theoretical data (1)

Apply the data measured by the Posijet® (2), this
function is subject to validation by an
administrator password.

Before making your choice, please check the
information entered for the vial beforehand.

It may be necessary in some rare cases, to
unload to control the activity within the vialin a
suitable hotcell .

Step 9: Flush the patient kit and dilute the mother solution (optional)

Step 9)a): Identify and assemble the patient kit

[Continue injection or Unload POSIJET

Click on pictura in order to scan your Patient Kit #3
OR

NaCl Volume

‘, _‘ N 226 mL
r MANIP LABO

Click on "Home" 1o unload POSWET

Valume
omL
Ralio

T

Mather solution

274 GBq

Volume
2.00 mL
Valumic activity

Minimum sampling
34.25 MBqg

@ x f 562017 343 PM

Continue injection or Unload POSIJET

Click on pictura in order to scan your Patient Kit #3
NaCl Volume OR

— Click on "Home" 1o unload POSIET
226 mL

&)

MANIP LABO

Syringe Activity
0Bq
Valume
omL

Maother solution
27208g
Volume
5.00 mL

Valumic activity

Minimum sampling

34.00 MBq

x 5 —— 5162017 3:44 PM

- Click the “Identification Kit Patient” (Patient kit identification) icon;
- Scan the barcode of the patient kit using the barcode reader;

- Confirm.

You can also identify the kit by filling in the fields using the keyboard. To do this, click the batch number field on the
screen. Then click the touch screen keyboard icon. The keyboard appears and you can fill in the fields.
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No other sterile kit should be used in the Posijet® without prior validation to demonstrate safety of use with Posijet®.

LEMER PAX declines all responsibility when using non-recommended kits.

- Disinfect the bionector using a disinfectant compress.
- Connect the patient kit to the bionector of the mother solution kit

- Connect the 20 mL flush syringe to the patient kit tubing (caution: assemble according to the direction of the

arrow on the filter indicating the fluid flow direction).

After conducting a volumic activity check, itisimportant to flush the patient
kit in the syringe shield provided with the machine. To do this, insert the 20
mL flushing syringe in the syringe shield and then flush the kit (see step 9).
Now dispose of this syringe in a suitable waste bin.

A reminder on how to use the syringe shield is displayed for the user:

Flush with activity, please use the syringe
shield around the flushing syringe.

Step 9)b): Perform the flush
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Patient Kit installation Purge in progress
1. Open stenle patient kit
MaCl Valume 2. Desinfect the |atter of bronector NaCl Volume Flease vait duing Purge: step 113
” 2. Connect Patient Kit to Mother Solution Kit h PLEASE WAIT ...
B N 260 mL 4. Install the 20 mL purge syringe S o = 246 mL
L 5. Click on button [0 Start purge %
MANIP LABO £ MANIP LABO
- _J — \ Y
Syringe Activity m Syringe Activity
-6.02 MHg ) -6.02 MBgq
Volume Volume [
VmL 22mL R
Fatio Ratio ~
Mather solution Mother solution
502.41 MBq 578.01 MBq

Volume
472ml
Volumic activity

Volume
472 ml
Volumic activity

Minimum sampling
12.25 MBq

Minimum sampling
12.35 MBg

1 i
@ X A’ 517120171131 AM @ R U 1712017 11:33 AM

- Select automatic or manual flush mode (default flush mode is automatic).
- Click “Flush” to start the Flush.
- Wait for the flush to be completed (the 10 mL sampling syringe is filled 2 or 3 times)
o First flush: this 4.5 mL flush is done only at the first flush after installing the mother solution vial
and its mother solution kit. It flushes the air from the kit.
Second flush: 10 mL flush.
Third flush: 10 mL flush.

Before starting a flush cycle, verify that the saline solution bag contains at least 40 mL of fluid. A fault will be displayed
to inform the operator if the volume of NaCl is less than 30 mL (parameters).

During the flush, the Posijet® automatically checks that there are no air bubbles in the patient kit. If there are air
ol¥]s]ollIN T Ris IR IceVIMEY Ut is generated and an indicator appears. In this case, you can remove the air bubbles and
flush again}

At any time during the flush, you can stop it by clicking the “Stop” button. You can resume the flush by pressing the
“Flush” (Flush) button.
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Step 9)c): Perform the dilution (optional)

Dilute

[ B
Mother solution 2.25 GBq
Volume 8.08 mL
Minimum sampling 27.89 MBq

CUSTOM OPTIMAL

Bypass
21 . N

Sampling min.: Sampling min.:
27.89 MBq 27.89 MBq

Legend:
High(red) if > 600 MBg/mL
Medium(orange) if < 600 MBg/mL and > 350 MBg/mL
Low{green) if < 350 MBg/mL

- The application offers 2 possible dilution levels taking into account the maximum volume of the vial.

- Thefirst choice “CUSTOM” allows the user to enter the volume to be reached in the vial.

- Thesecond choice “OPTIMAL” proposes to the user an optimum dilution calculated automatically by the
Posijet®.

To assist the operator in selecting the dilution factor, the program displays the volumic activity
(concentration) after dilution, the smallest possible dose given the selected target volumic activity and a
colour code:

o Red: Volumic activity greater than 600 MBgq;

o Green: Volumic activity less than 350 MBq ;
o Grey: Dilution is not possible because there is not sufficient empty volume in the mother solution vial. If
the optimum volumic activity is already reached then the "Optimal Dilution" will not be proposed.

- Click the vial corresponding to the volumic activity required after dilution. The selection will flash.
- Confirm to start the automatic dilution. An animation symbolises the dilution being performed.
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ial dilution OR patient selection

Click on Dilute invial menu to start vial dilution

NaCl Yolume OR
Click on the picture in order to create or sslecta
226 mL
patient

MANIP LABO

Syringe Activity
-6.02 MBg
Volume
0mL
Ratio

Mother solution
570.29 MBq
Volume
472 mL
Wolumic activity

inimum sampling

12.09 MBq

S/12017 11:35 AM

- When the dilution is complete, the mother solution data are updated automatically and the highlight colour
of the volumic activity changes depending on the chosen level.

At any time during the dose preparation / injection cycle, further dilution is possible if necessary (and if the vial capacity
SO permits).

Note: Description of the dose preparation / injection environment of the Posijet® program.

» Patient dose sampling has been performed
o Check current activity before starting injection

ﬁ Patient Dose Sampling ! Start Injection

Select the Injection Mode (Automatic £ Manual)

NaCl Volume
. o 218 mL + Select the Injection Profile (Slow / Normal /
E ANIP LABO Speed)
* Select the Rinsing Mode (10 mL /20 mL)
- I * Select the Injection Speed Level (110 10)

e Click on Start Injection
\

Syringe Activity

Volume
10.2 mL
Ratio

3.14 MBa/Kg

Mother solution
306.46 MBq
Volume

259 mL

Yolumic activity

Minimum sampling

11.83 MBq
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Prescription:
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a) NaClbag environment: This environment constantly displays the remaining volume of NaCl. When the
available volume drops below 30 mL (parameters), the program informs the operator by displaying a

)

message. You can adjust the remaining volume or reset it by clicking "~ .

b) Syringe environment:

3

MANIP LABO

—

Syringe Activi

Volume
10.2 mL -
Ratio

.64 MBqg/Kg Ii

The syringe environment always displays:

- Theactivity presentin the syringe: a colour code (1) is assigned to the measured activity with respect to
the prescribed activity:

o Red:the measured activity is greater than 110% of the prescribed activity.

o Green: the measured activity is between 90% and 110% of the prescribed activity.
- Thecurrent volumein the syringe in mL.
- Thecurrent ratio (MBg/kg)

c) Mothersolution environment:

Mother solution
1.66 GBq
Yolume
6.80 mL

Yolumic activity

Minimum sampling

24.46 MBq
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The mother solution environment always displays:

- Theremaining activity contained in the mother solution vial loaded in the Posijet®.
- Theremaining volume of mother solution.
- Thevolumic activity (concentration) contained in the mother solution vial: a colour code is assigned to the
volumic activity based on its value:
o Red:volumic activity is greater than 600 MBq.
o :volumic activity
o Green:volumic activity is less than 350 MBg.
- The minimum activity that can be drawn up: this value describes the minimum activity that can be drawn
up for the next patient. If this activity is too high, it is advisable to dilute, wait or choose a patient with a
higher prescription.

By clicking the vial represented in this environment, an information screen opens. This screen allows you to:

|sotope: F 18

Drug: 18FDG

Current volume: 3.00 mL
Batch n®: 654564ML545
Activity: 391.3 MBq

Volumic activity: 130.4 MBg/mL
Minimum act.: 81.8 MBq

1) Dilute the mother solution.

2) Check the volumic activity.

3) Deselect the mother solution vial (if no dose preparation or dilution has been performed).

4) “Vial measure” : At the end of use of the vial (Activity <500MBq parameters), it will be possible to carry
out a complete measurement of the activity held in the stock solution vial.

(
(
-
(
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d) Information environment (context help window):

Patient Dose Sampling / Start Injection
*« Patient dose sampling has been performed
* Check current activity before starting injection
» Select the Injection Mode (Automatic / Manual)
e Select the Injection Profile (Slow / Mormal /
Speed)
*  Zelect the Rinsing Mede (10 mL /20 mlL)
* Select the Injection Speed Level (1 to 10)
» Click on Start Injection

The information environment tells the operator what has been done and/or what to do next.

e) Patient environment:

Accessible by clicking on the box opposite:

4

Choice of the patientin the planning:

Planning Appointments

. GEORGES Surname: * GREEN

" GoLD First name: * GEORGES
LAURA
Date of birth: * 1938-01-18
Weight: * 60 Kg
Height: * 175 cm

Prescription: * 180.00 MBq

Appointment time: * 2019-01-18 15:05

It is then possible to:

« Cancel the patient

« Select the patient's file being read on the screen

« Edit patient's file information

« Save, in case of previous modifications of the information of the patient's file
« Exit the menu
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The patient environment always displays:

A ; dl Mame:
- T tient’s first t .
epa {en ’s irstan .as name e
- The patient’s date of birth. i
o Date of birth: e @
- The prescription.
[ '
- The prescription ratio (MBg/kg). 1/18/1338 /
Prescrniption:
By clicking th i :
y clicking the patient symbol, you can 180.00 MBq
- (1) Test patient’s line Ratio
- (2) Choose another patient in the schedule 3.00 MBq/Kg

(1)
(2)
- (3) Cancel to deselect the patient record in use
(4) Register in case of information modifications
(5) Change if necessary the patient
information Appointments
- (6) Leavethe menu Surname: * GREEN
0 First name: * GEORGES
Date of birth: * 1938-01-18

Weight: * 60 Kg

Height: * 175 cm

Prescription: * 180.00 MBq
Appointment time: * 2019-01-18 15:05

f)  Injection environment:

Slow Morm Fast

20mL  ?mL

@@

Auto Manu

1/18/2019 3:28 PM

In the injection environment, you can control the settings and the injection rate:

- Profile (1): determines the speed of injection to select based on the injection site (arm, hand, foot, etc.)
and the catheter used:
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Slow Profile: 25 mL/min (example: yellow catheter) - Approximate injection duration: 24 seconds.
Normal profile (default): 33.3 mL/min (example: blue catheter) - Approximate injection duration:
18 seconds.

o Fast profile: 50 mL/min (example: pink catheter) - Approximate injection duration: 12 seconds.

- Rinse(2):

o 10 mL: the system performs a single 10 mL rinse (select only for reducing the volume to be
injected, in paediatrics, for example). (Pay attention to the length of the connector used due to the
risk of incomplete injection to the patient and therefore non-negligible residual activity in the

tubing).
o 20 mL (default): the system performs two successive 10 mL rinses.
- Mode (3):

o Auto (default): the system performs the injection and rinses in automatic mode.

o Manu: the operator performs the injection and rinse in manual mode using the remote injection
plunger.

- Injection gauge (4):

o Displays theinjection speed, when in automatic mode. If the injection speed is too slow, an error
message is displayed. The injection is then stopped automatically. You must check the injection
site before resuming the injection in manual or automatic mode.

o Displays the force applied on the syringe plunger, when in manual mode. If too much force is
applied, an error message is displayed. You must check the injection site before resuming the
injection in manual mode.

- Speedcontroller (5): you can change the speed for a selected injection profile. For example, you can start
the injection at the slowest speed for the profile (speed 1 or 2) and then gradually increase it.

g) Planning /schedule environment

The planning environment allows the user to display the planned use of the vial selected at any time during the
cycle, provided that a mother solution has been selected.

Planning

-’ REMI
Paul

( ) " LEBLANC
l = e Alexandre ZELOOMES (2)

1,80 GBq 225,00 MBq

' GERARD

ER2bEY Emeline

150,00 MBq

=’ PHILIPPE

605,97 MBq Pierre

216,00 MBq

- MICHEL
Enzo

322,65 MBq 180,00 MBq

A 11802veqll = 'c‘_]’"ec:rg" 350,00 MBg

> MOUSSARD

A 0Bq 306,00 MBq

@ x @ — 03/04/2017 09:26
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Column (1) shows for each one the estimated activity in the vial before injecting the dose to the patient. When
sufficient activity remains in the vial, the value is written in black normal font with an icon representing the activity
in thevial. When the Posijet® considers that there is not enough activity in the vial, the activity is written in red normal

font with a warning vial icon.

Column (2) lists the planned patients, i.e. synchronised with the RIS software or created manually.
Note: If necessary, you can request a synchronisation with the radiopharmaceutical software using the blue button

@(2a). An indicator ( (2b)) gives the state of the connection; click this zone to make a WIFI reconnection

attempt in case of WIFI fault.
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VIIl.3.d.  Phase 2 - Patient injection phase
Step 10: Confirm the patient record

Characteristics of the
mother solution loaded

511612017 10.07 AM

- Click the centralicon to enter the injection environment. The mother solution is activated and displayed
on the home screen.
- Loginand confirm.

OR
Click onthe picture in order to create or select a
atient

51772017 11:35 AM

- Click the patient box to select or create a new record (1).

Note: if you have not performed a dilution of the mother solution vial, you must identify and install a new patient kit

and then perform a flush (steps 9)a) and 9)b)).

Note: if necessary, you can also delete and replace the patient kit installed (if there is a change after dilution or a fault

on the kit for example) by clicking the waste bin icon next to the patient zone (2).
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Patient entered manually

Patient synchronized Planning

1,80 GBq 225,00 MBq

P | Eperiic

1,30 GBq 234,00 MBq

Alexandre

% GERARD

882,40 MBg Eucle

150,00 MBq

% PHILIPPE

605,97 MBq Pierre

216,00 MBq

% MICHEL

322,65 MBq Enzo

180,00 MBq

~
A\ 11802meq [l - g;f:rg" 350,00 MBq (3)

~
(2a) NI

@ x f'gﬁ _— 03/04/2017 10:15

When this screen opens, the application automatically synchronizes the data with the radiopharmaceutical software
and retrieves any available information on the patients that have been entered beforehand. The patients imported in
this way are indicated with the following icon:

When this window is open, it is possible at any time to select or create a patient to use:

a) The software has been synchronized with the radiopharmaceutical software and the available data on the
patients have been imported:
o Select the patientin the Posijet®.
o Confirm the data recorded.

Note: If necessary, you can request a synchronisation with the radiopharmaceutical software using the blue button

LY (2a). An indicator ( (2b)) gives the state of the connection; click this zone to make a WIFI reconnection
attempt in case of WIFI fault.

Note: If the data have been synchronized with the radiopharmaceutical software, you will not be able to edit all the
fields.
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Planning

~' REMI

1,80 GBq ol

225,00 MBq

Appointments

Surname: * |:|

First name: * l:l
Date of birth: *| |

~’ LEBLANC

T EtzE) Alexandre

234,00 MBq

~’ GERARD

882,40 MBq Emeline

150,00 MBq

" PHILIPPE

605,97 MBq Pierre

216,00 MBq

~’ MICHEL

322,65 MBq Enzo

180,00 MBq

Weight: * [l Kg
Height: * El cm
Prescription: * MBq

Appointment time: *(2017-05-15 15:19

L AgICUER 350,00 MBq

306,00 MBq

@ x Qgﬁ —— 03/04/2017 10:15

b) The patientis not presentin the Posijet® software:

o Click the button (3) to create a patient: a patient identification window opens.
o Enter the patient information (last name, first name, date of birth, weight, height - optional,
prescription, appointment time).
- Save the data entered (5): the patient identification window closes and the patient created is added to the
list of patients already saved in the program.

Appointments

Surname: * WILLIAM

First name: * PATINSON
Date of birth: * 2017-05-15

o R

Height: * 180 cm

Prescription: * 250.00 MBq “

Appointment time: * 2017-05-15 10:44 ‘_\ 6
| (6)

To select a patient:

- Clickthe desired patient: a patient information window opens. On this window you can edit the information,
if the patient was entered manually. Click “Edit” (6), to open the mother solution identification screen, and
you can edit the data as described above.

- Click “Sélect” (7).

Note: You can configure the application to automatically update the patient prescription based on the patient’s weight
(configure the prescription in MBg/kg or MBg/cm?). In this case, the setting is configured using a ratio, and a low and
high dose limit.
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Prepare dose

NacCl Volume Click on Prepare in order to
” start dose preparation
.o 188 mL
# MANIP LABO ~
Syringe Activity I J
0Bg ~—
Volume — h | -~
gt = SMITH Patrick A
Date of birth: ()
51712017 -~
Prescription:
250.00 MBq
Mother solution Ratio
D mi
287.80 MBq min 3.13 MBq/Kg
Volume
259 mL

Volumic activity

Minimum sampling

11.11 MBg

@ x

B

The information appears in the patient box during the cycle.

5172017 11:48 AM

Once selected, the following operations can be carried out by clicking the patient:

Appointments

&

Name:
SMITH Patrick
Date of birth:
B 51772017
Prescription:
250.00 MBq
Ratio

3.13 MBg/Kg

Click the button (8) “Test Vein” to test the patient’s vein.

Surname: * SMITH (8
First name: * Patrick
Date of birth: * 2017-05-17 (9
Weight: * 80 Kg

Height: * 180 cm

Prescription: * 250.00 MBq
Appointment time: * 2017-05-17 11:47
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To do this, the Posijet® proposes the following interface:

Prepare dose

NaCl Yolume Click on Prepare in order to
start dose preparation
(3 188 mL
s MANIP LABO 'q
k|
Syringe Activity ‘ —J
0 Bg ——
Yolume | | o
" ' SMITH Patrick h
o Date of birth: o o
bf1772017 St
Prescription:
250.00 MBg
Mother solution . o . Ratio
Profile 313 MBa/K
284.03 MBq q/Kg
Morm  Fast
VYolume
259 mL

Yolumic activity

Minimum sampling

10.96 MBq Auto kanu

@ x ﬂgﬁ — SANT2017 11:50 AM

By choosing the injection profile associated with the type of catheter used on the patient and the injection mode, the
Posijet® will inject 3 mL (configurable value) of NaCl in the patient’s injection site.
During the injection, the Posijet® activates all the safety mechanisms related to the injection. If a problem is detected,

the user will be informed.
Note: For further details on the injection profiles, see step 12.
Click button (9) “Other” to select another patientin the list of patients.

Click button (10) “Unselect” to deselect the current patient.
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Step 11: Prepare the patient dose

Prepare dose

Click on Prepare in order to
start dose preparation

MANIP LABO

Do you confirm the start of the sampling?

Syringe Activity
0Bq
Volume s
e SMITH Patrick
Date of birth:
5/17/2017
Prescription:
250.00 MBg
Ratio
282.45 MBq [0 | 3.13 MBa/Kg
Yolume

253 mL

Mother solution

Valumic activity

Minimum sampling

10.90 MBq

S/1H2017 11:51 AM

Patient dose sampling in progress
Please wait during the patient dose sampling

PLEASE WAIT ...

Syringe Activity
Valume Name:
11 mL 3 SMITH Patrick
Ratio Date of birth:
5/17/2017

789 kBq/Kg

Prescription:
250.00 MBg
Ratio
3.13 MBg/Kg

Mother solution
280.59 MBq
Yolume
259 mL
Volumic activity

Minimum sampling

10.83 MBq

5/17/2017 11:52 AM

To start the preparation, click “Doser” (Prepare) (1), then confirm: the dose is prepared automatically to the
requested activity. The logic controller automatically completes to 10 mL with saline solution.

Until the solution is diluted, you can click “Stopper” (2) (Stop) to stop the preparation. The product is pushed
into the vial.

Click the clock button to prepare a dose maximum 10 minutes in advance (parameter). Example:

o
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Note: Before preparing the dose, the application checks that there is sufficient activity in the vial and that the volumic
activity is not too high.

- When the dose preparation is finished, the system displays an information message. Confirm to move on to
the patient injection step.

Patient dose sampling in progress

NaCl Volume Please viait during the patient dose sampling
ﬂ . "5 m PLEASE WAIT .
- MANIP LABO
- =
Syringe Activity —J
Volume: — -
haz T SMITH Patick

Ratio Dastee of birth,

Note: A colour code (1) is assigned to the activity measured in the syringe:

- Red: the measured activity is greater than 110% of the prescribed activity.
- Green: the measured activity is between 90% and 110% of the prescribed activity.

Patient Dose Sampling i Start Injection
«  Patient dose sampling has been performed
NaCl Volume Check current activity before starting injection
” «  Selectthe Injection Mode (Automatic / Manual)

MANIP LABO

I 177 mL Select the Injection Profile (Slow / Normal / (l) I
Speed)
o +  Selectthe Rinsing Mode (10 mL/ 20 L)
. +  Selectthe Injection Speed Level (1to 10)
AP - J— o Click on Start Injection

Syringe Activity

Volume

—

— Name:

Syringe Activi

102 mL SMITH Patrick

Ratio Date o

3.14 MBg/Kg 511242017
Prescription:
250.00 MBq
et Ratio Yolume
27.12 MBq 3.13 MBa/Kg
el 102 mL
. -
0.25mL
Yolumic activity -
Ratio

Minimum sampling

10.73MBg

@ x @ _—— 57201711

3.14 MBqg/Kg |7

When the measured activity is greater than 110% of the prescribed activity or greater than the maximum limit, you can

54 AM

override and proceed with the injection by entering an administrator password.
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Note: When the dose is ready, it can be reassigned to another patient by clicking the Patient icon. The colour code will

change automatically according to the prescription of the new patient.

Appointments

Surname: * SMITH
First name: * Patrick
Name: Date of birth: * 2017-05-17
SMITH Patrick

Weight: * 80 Kg
Date of birth:
Height: * 180 cm
B 5172017
Prescription: Prescription: * 250.00 MBq

250.00 MBgq Appointment time: * 2017-05-17 11:47
Ratio

3.13 MBa/Kg

Planning

150Gaq N -

130G8q

s240meqfl -

sosgmeqll - oo

azesnsglf - PO

A msozmefl LN

— CAO42017 1015
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Step 12: Inject the dose into the patient

Patient Dose Sampling / Start Injection
Patient dose sampling has been performed

Check current activity before starting injection

NaCl Yolume
” - Select the Injection Mode (Automatic / Manual)
e 177 mL Select the Injeetion Profile {Slow / MNormal /

K MANIP LABO Speed)
+ Select the Rinsing Mo«le (10 mL/ 20 mL)
s+ Selectthe Injection Speed Level (110 10)
— e Click on Start Injection

Syringe Activity \ J

—
Volume — Meme:
" T SMITH Patrick m
g0 Date of birth: ® o
314 MBg/kg RAFRM7 -
Prescription:
250.00 MBq
Mother solution . O . Ratio
Profile
27.12 MBq 3.13 MBg/Kg
Morm  Fast
Volume
o @@

Yolumic activity

Minimum sampling

?mL  20mL

Auto Manu

@& x -

When the patient’s dose is ready, the above screen appears.
- Priortoinjecting, select:

10.73 MBq

22017 11:54 AM

o The profile: determines the speed of injection to select based on the injection site (arm, hand, foot
...) and the catheter used:
= Slow Profile: 25 mL/min (example: yellow catheter) — Approximate injection duration: 24
seconds.
= Normal profile (default): 33.3 mL/min (example: blue catheter) — Approximate injection
duration: 18 seconds.
= Fast profile: 50 mL/min (example: pink catheter) - Approximate injection duration: 12
seconds.
o Rinse:
= ?mL: the user has the choice between 30mL (3 rinses of 10mL) and 10mL (1 rinsing of 10mL).
For 10mL rinsing, the system performs a single rinse of 10mL (to be selected only for the
reduction of the volume to be injected, in pediatric for example).

Note : Pay attention to the length of the connector used due to the risk of incomplete injection to the patient and
therefore non-negligible residual activity in the tubing.
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= 20 mL (default): the system performs two successive 10 mL rinses.
o Mode:
= Auto (default): the system performs the injection and rinses in automatic mode.
= Manu: the operator performs the injection and rinse in manual mode using the remote
injection plunger.

e (Autorrat
ofile (Slow Normal /

g Mode (10 mL /20 mL)

'Z MANIP LABO F
Speed Level (112 10) D

c .
. Sele 5
e
. Sele
. sel
« Cic ection —
I B

ing
nec <tion
PLEASE WAIT ... (2)

@ Volume
Bml
-
e g
3.14 MBg/Kg 51772017 3 ARy

nnnnnnnnn
250.00 MBq

Ratio Mother solution
313 MBa/Kg

o — ———
025 mL
‘ v - °©
o ——_— e
.llIII .
107 b et 123456178870 1059 Milq 23056178 a1
® @ x )
X C{ﬁ — 5/17/2017 1154 AM Y 1772017 1156 AM

- Connect the patient to the Posijet® using the disposable patient kit (POSIKIT 2).
2.7 - Click “Inject” (1) to start the injection. During injection, you can suspend the cycle by clicking the “Stop”
button (2) or change the speed with the speed controller (3).
- At the end of injection, the Posijet® performs 1 or 2 successive rinses (depending on the rinse volume

configured). Injekcijos metu galite sustabdyti ciklag paspausdami ,,Stop“ mygtuka (2) arba
pakeiskite greitj grei¢io reguliatoriumi (3).
Note: An injection gauge:
- Displays the injection speed, when in automatic mode. If the injection speed is too slow compared to the
profile selected, an error message is displayed. The injection is then stopped automatically. You must check
the injection site and all patient tubing, before resuming the injection in manual or automatic mode.

- Displays the force applied on the syringe plunger, when in manual mode. If too much force is applied, an
error message is displayed. You must check the injection site and all patient tubing before resuming the
injection in manual mode.

Note: Once the cycle is initiated with a certain profile, you cannot modify either
the profile or the type of rinse. However, you can modify the injection speed
within a profile via the speed controller. For example, you can start the
injection at the slowest speed for the profile (speed 1 or 2) and then gradually
increase it.

Note: During the injection, if an air bubble is detected, the air bubble indicator is displayed and an alert message

appears on the screen. The operator must verify that the NaCl bag is not empty and is well connected and that the
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tubing is well positioned in the air bubble senso
Burge n progress P:
;wwpt.;;;‘e.a:?. wep ! A . F’l:-lo.vse:a-(d-;'w-:«-qvis'o:

S

- SYSTEM
ADMINISTRATOR

S

4252010 140 PM

- Disconnect the patient , at the end of the injection, a report is displayed and a label is printed

automatically (configurable).

Please disconnect the patient.

SYSTEM
ADMINISTRATOR

SMITH Patrick

Date of birth: 2017-05-15

Weight: 95 Kg

Height: 175 cm

Prescription: 250.00 MBq
Appointment time: 2017-05-15 10:44
Injected activity: 227.65 MBq
Injected: 2017-05-15 18:21

Name LABO MANIP

Total injected volume: 30.53 mL

Drug injected volume: 1.03 mL

Site: |:|

Note: You can define the injection site where the patient was injected.
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SMITH Patrick

' Date of birth: 2017-05-1{

Weight 95 Kg 'LEFT ARM

Height 175 cm

Prescription: 250.00 MILEFT ELBOW
Appointment time 2017RIGHT ARM

Injected activity: 254.71

mjected: 20170516 3R|GHT ELBOW

Name LABO MANIP
Total injected volume: 3

Drin iniactad valima: 6§ 87 ml

Site: LEFT ARM

. -
@ RS Y — 562017 144 M

Note: If you are unable to inject the prepared dose into the patient, you can discard the prepared patient dose in a 20
mL flush syringe placed in a syringe shield supplied by Lemer Pax.

(1)

NaCl Volume

.h, il 177 mL
. MANIP LABO

Syringe Activity
Volume

102 mL -
Ratio

Appointments

Surmame.

Patient Dose Sampling { Start Injection
o Patient dose sampling has been performed
o Check current activity before starting injection
« Select the Injection Mode (Automatic / Manual)
« Select the Injection Profile (Slow / Normal /
Speed)
«  Select the Rinsing Mode (10 mL/ 20 mL)
. Select the Injection Speed Level (1to 10
Click on Start Injection

Prescription: * 1

Appoirament tme. 019.04.25 10:19
Name:
SMITH Patrick
Date of birth
571712017

Prescription:
250.00 MBq
Ratio

3.14MBa/Kg |

Mother solution
. 3.13 MBg/Kg
Volume
0.25 mL

Volumic activity

Minimum sampling

.yl“\ : e

@ x o

- Clickthe patient zone (1). A patient information window opens.

517/2017 11:54 AM

4252019218 P

- Click on “Cancel” button (2), then confirm the confirmation message (3)
- Click on “Inject” (4), the Posijet® then injects the prepared dose followed by a 10mL rinse into the

syringe shield.
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Appointments

* LEBLANC

Patient Dose Sampling / Start Injection
sal N pe

. F

Syringe Activity
.
102 ml
T
e
Do you confirm the cancellation of the .
injection? ot
e
Minimum sompling
R
(R

_ﬂ_ N 77 ml
» MANIP LABO

ing Mode (10 mL 20 mL)
tion Spaed Lavel (110 10)
njection

SAT201T1:10 PM

At the end of the injection / rinse cycle, a report is displayed. This report can be printed, as well as a

patient injection label (with the name “Flush seringue” (Syringe Flush)).

NaCl Volume

Automatic injection in progress

injection Step 172

Flush Syringe

h = ed according to the
. B Injected activity: 248.05 MBq
MANIP LABO ~
PLEASE WAIT ... Operator : MANIP LABO
= Injected: 2017-05-17 13:10
- - y \
’;’:‘}:;:;"'q" Name LABO MANIP
Eome Total injected volume: 33.82 mL
87 ml
Ratio Drug injected volume: 1.00 mL
Infinity GBg/Kg

Mother solution
172 GBq
Volume

699 ml
Volumic activity

Minimum sampling

2462 MBg

@ % )

.|I|II e

51772017110 PM ( :)

SN720171:12PM

At this point, two options are available:
- Inject a new patient: In this case you must change the patient kit (go back to steps 9)a) and 9)b) and then go
directly to step 10 and repeat the entire dose preparation / injection protocol).
- Unload the Posijet® (go to step 13):in this case, if possible, at the end of the day, we recommend allowing the
residual activity in the mother solution vial to decrease overnight and unloading Posijet® the next morning,
when itis time to load a new mother solution vial.
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VIll.3.e.  Phase 3 - Posijet® unloading phase

Step 13: Unload the Posijet®

‘ontinue injection or Unload POSIJET

Click on picture in order to scan your Patient Kit #3

NaCl Volume OR
Click on "Home" to unload POSLIET
201 mL

MANIP LABO

Syringe Activity
0Bq
Volume
0mL

Ratio

Mather solution
57.38 MBq
Volume
2.41 mL

Volumic activity

Minimum sampling

2.38 MBq

5A6/2017 1:50 PM

Posijet unioading

Plaass press pictura n ordder to ralse the sampling
head

MANIP LABO ’ ’

Fosjet,

Remaining activity 57 08 MBqy

Remaining volume: 2 41 mL

- Click the “Unload” icon.
- Confirm the deletion of the mother solution.
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f = Déchargement du POSIJET
Voluma NaCl Gliques sur fimage pour monter a (e de
h o= présevement
o 957 mL
- FORMATION
- LEMER PAX I—l }
Activité soringuo
-.-. e
Volume
Omi
Ratio
Admin ’
-

(]
Y | @

- Loginand confirm.
- Clickthe Unloadicon.

Posijet unloading

~§
™

NaCl Volume Piease press picture in order o raise the sampling

” head
B 200 mL

MANIP LABO (
® o = .
08q —
Volume —
0 mL -
Ratio

Do you confirm the deletion of the mother
solution?

71 Do you want to automatically flush the
‘ mother solution kit before unloading?

- Confirm unloading.

The system asks if you want to perform an automatic kit rinse. If you click OK, the system draws up 1 mL of NaCl and
pushes it into the mother solution vial before automatically raising the head and unlocking the door. If you click NO,
the system raises the head and unlocks the door straight away. The automatic rinse of the mother solution kit pushes
the residual activity in the kit into the vial.
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X

After the automatic rinse of the mother solution kit, the Posijet® automatically raises the head and unlocks the door.

Step 14: Deinstall the kits and the mother solution vial
Once the head is raised and the door is unlocked:

- Unload the mother solution kit from the Posijet® (remove the syringe and needles in the sampling head, the
3-way valve and the venting kit from the vial kit holder).

- Also remove the tungsten vial shield containing the mother solution vial (remove the guide cone, put on the
cap, then lift out the vial shield).

- Discard the items in a suitable waste bin, taking all necessary precautions.

- Remove the NaCl bag.

- Decontaminate the two cone guides (top and bottom).

Warning: there may be some non-negligible activity in thevial. It is absolutely imperative to take all necessary radiation
protection precautions when handling this item.

At this point, you can turn off the Posijet® or load a new vial.
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Step 15: Switch to standby mode

Once the head is raised and the door closed, the Posijet® can be set to standby mode. This mode allows you to close
the access to the dose calibrator.

To switch to standby mode, simply open the cycle page and click the corresponding button:
B

Mother Solution Kit identification

Click on picture in order to scan your
Mother Solution Kit #2

' | a i

Volume

Ratio

5/16/2017 1:57 PM

Step 16: Power off the Posijet®

- Press the green power on/off button. The light will flash. There is a 90 second delay before the system powers
off.
- Connect the Posijet® to an electrical outlet to recharge the battery.
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VIIIL3.f. Phase 4 — Restarting with a mother solution loaded

- Amessage is displayed, indicating that a mother solution is present (no unloading).

A mother solution is active .

- Details of the mother solution are displayed.
- You can continue (Select) (1) or start “empty” (Cancel) (2).

Isotope: F 18

Drug: 18F-CHOLINE AAA
Currentvolume: 8.00 mL
Batch n®:

Activity: 410.8 MBq

Volumic activity: 51.4 MBg/mL
Minimum act.: 62.5 MBq

Reuse mother solution information saved Start empty

[

[ B QI Gl X

5116/2017 10:13 AM

@ - = 511612017 1201 PM

VIIl.4. Presentation of the traceability tools

From the “Tracabilité” (Traceability) tab of the home screen, you can check a number of items.
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- Clickthe “Traceability” icon (1).
- Login and confirm: the following window opens with two menus: a mother solution menu and a patient

menu.

Patient menu: l

&
B

LABO

BOX INJECTICN

Administrator
LEMER PAX

SolutionsMeres.

‘Posiiet

Admin

Etatinjection

SERINGUE & 350 Programme
PURGE SERINGUE 04/03/2016 04/03/2016 15:29 o Programme
PURGE SERINGUE 04/03/2016 04/03/2016 15:30 0 Programme
PURGE SERINGUE 04/03/2016 04/03/2016 15:34 0 Programme
PURGE SERINGUE 04/03/2016 04/03/2016 16:11 o Programme
PURGE SERINGUE 04/03/2016 04/03/2016 16:12 0 Programme:
PURGE SERINGUE 08/03/2016 08/03/2016 11:30 0 Programme
PURGE SERINGUE 08/03/2016 08/03/2016 11:55 o Programme
DUPONT Jean 13/07/1958 15/03/2016 15:00 1985 Selectionne

From this window, you can view:

oCroe

Q

- Default:thelist of all patients saved in the Posijet® software (already injected or not).

- “Today”: the list of patients for the current day (already injected or not).

CONFIDENTIAL DOCUMENT : The reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax

LEMER PAX / SAS WITH A CAPITAL OF 350 000 EUROS / 870 801 594 RCS NANTES / APE 3250 A
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART / 262 TER-1 OF THE FRENCH TAX CODE /VAT: FR 18 870 801 594




LEMER PAY

PROTECTING LIFE

Instructions manual

English version
V1e-1
June 2024

Posijet® V3

“Done”: the list of patients synchronized or entered in the Posijet® software who have already been injected
(since the first time the Posijet® was used).

“Future”: the list of patients synchronized or entered in the Posijet® software who have not yet been injected.

You can create a new patient record by clicking the button

WA patient identification window opens. Enter the

patient information and save the entered data: the patient identification window closes and the patient created is
added to the list of patients already saved in the Posijet® program (see step 10).
When a patient has been entered manually in the Posijet® software and has not yet been injected (listed in the “Future”

section), you can modify the information by clicking the button . To edittheinformation of a patient synchronized
from the radiopharmaceutical software you need to edit the patient record in the radiopharmaceutical software and

then re-synchronize by clicking the button @

Click the button 0 to view all the available data on a selected patient. If the patient has not yet been injected, you
can also edit the patient information from this screen.

If the patient has already been injected, it will be possible to reprint injection report labels.

Mother solution menu:

|

SolutionsMeres

Today

IsotopeName
F18
F13

NomMedicament

ReferenceActivityDate
04/03/2016 10:02
07/03/2016 14.06

ReferenceActivity
10000
10000

F18

08/03/2016 15:34

10000

F12

09/03/2016 08:54

10000

Fig

09/03/2016 10:56

5000

F18

15/03/2016 10:39

10000

From this window, you can view:

- Bydefault:the list of all mother solutions saved in the Posijet® software.
- “Today”: the list of mother solutions for the current day.
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You can create a new mother solution record by clicking the button 0 A mother solution identification window
opens. Enter the mother solution information and save the entered data: the mother solution identification window
closes and the mother solution created is added to the list of mother solutions already saved in the Posijet® program
(seestep 7).

Click the button o toview all the available data on a selected mother solution. You can also edit the mother solution
information from this window.

VIII.5. Presentation of the Utilities

The “Utilities” menu provides access to calibration, monitoring and logic controller (PLC) tools.

- From the Home screen, click the “Utilities” button (1).
- Loginand confirm.

“Monitoring” tab
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Utilities

Monitering Calibration Calibration Mo c Calculator

This tab presents graphics allowing you to check that the ionization chamber is operating correctly (for each

measurement system).

It is possible to monitor the following over a period of time:
- (1) Any changes in the ionization current (upper left);
- (2) The temperature of the electronics (upper right);
-
(

“Calibration” tab

For more information on calibration, please refer to the manual of the activimeter.

REMINDER:

)
3) The +/- 12V of the electronics (the curves at the bottom left should be stable)
4) The polarization voltage (the voltage on the lower right should be 160 +/- 16 V);

By default, the Posijet is configured to inject FDG (F18) fluorinated radiopharmaceuticals. To inject other

radiopharmaceuticals, check the dose calibrator configuration.
POSIJET : AMMONIA VARIANT

For the use of the Posijet with radioisotopes with a relatively short half-life (for example N13 with a half-life of 10
min), LEMER PAX has developed a dedicated software version, in order to optimize the accuracy of the
measurement and to match the constraints imposed by the half-life of the radio-element in question. In this case,
LEMER PAX prohibits the concomitant use of the Posijet for radioisotopes with longer half-lives such as F18 (half-

life: 108 min)

The Posijet is configured to measure a single package: a 10 ml syringe containing 10 ml. Calibrations should therefore
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be carried out with a 10 ml syringe (that of the Posikit 1B) containing 10 ml of solution.

1. Preparation of the dose.

To perform a calibration you will need a 10 mL syringe containing 10 mL of the radioisotope you wish to calibrate. We
recommend that you prepare a dose of approximately 200 to 300 MBq by withdrawing the activity from a 10 mL syringe
(from the syringe of a Posikit 1B) and make up to 10 mL with saline. Use a small needle with a cap or stopper. The dose
value of this syringe must be measured accurately: dose, date, time in another already calibrated dose calibrator,

called reference dose calibrator.

CAUTION :

» Forcorrect calibration accuracy, it is necessary that the time is synchronised on the reference dose
calibrator and on the Posijet. Alternatively, the time of the Posijet can be chosen as the reference time.

= Since the Posijet only displays minutes, it is necessary to perform the measurement at minute changes to

be sure to reduce the time error to a few seconds.

Before performing a calibration, you must have previously :
- Checked the zero point of the instrument.

Position the source (10 mL syringe measured above) in the Posijet syringe holder and insert it into the well of the
Posijet ionisation chamber using the calibration holder (ref: 00024660)

2. Calibration
- -Open the "Utilities" menu,
- -Selectthe "Calibration" tab,

- Selecttheisotopein thelist on the left*, Select the syringe packaging by clicking on the corresponding icon™.
- Indicatethedate, time and activity in MBq of the prepared syringe as read in the reference activimeter (Posijet

time),
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Utilitaires

Calibration Etalonnage

Solution Mére date/heure/activité (MBq)

Calibration ]

Verouillé

////////

30/03/2016 10:30

“When the measurement window displays nothing, it means that the selected isotope in the selected conditioning has not been calibrated.

On the contrary, if the measurement window is active, it means that it has been calibrated and the information of this calibration is displayed

under the Calibration button.

- Click on "Unlocked" to allow calibration and enter your password,
- Wait until the measurement is stable,

- Click on the "Calibration" button to determine and save the calibration factor automatically. The measurement

window is activated and the calibration information is displayed under the "Calibration" button
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Lhilitaires

Calibration

Deverrauille

v Calibration
\

0.00047
ﬁ Admin 28/01/2016

Calibration factor

2EN1/2016 13:41

Check of measurement

3. Check of the calibration
3.1. The syringe dose value is measured by the Posijet dose calibrator and displayed in the calibration tab (see
above). Note this value and check that it does not differ by more than 5% from the decay-corrected value
measured on the reference dose calibrator. Remove the syringe and reposition it in the well to check the
measurement again. This is to ensure that the syringe was in the correct position during calibration. If a
difference is noted, repeat the calibration and recheck using the same method.

3.2. Calibration verification can also be done by measuring a long life source on the channel of the radionuclide
you have just calibrated.To do this, measure a long life source on the channel of the calibrated radionuclide in
the reference dose calibrator and record the value.Then measure the same source on the Posijet dose
calibrator on the channel of the same radionuclide. Introduce the source into the Posijet using the calibration
dipper. Read the value on the calibration tab that has been left open.The values between the two instruments
must not vary by more than 5%.

3.3. Acheck can also be made by preparing a syringe with the Posijet and injecting it into a vial or syringe.

CAUTION: Not only the syringe but also the rinse volumes must be injected. It is therefore necessary to provide a
container sufficient to contain 30 mL. Several containers can be chosen but it will then be necessary to correct the
measurements according to the decrease and the precision of the measurement will be less.
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- Connect the Posikit 2 (patient kit) to a syringe or vial. A lead shield should be provided to reduce radiation
to the handler.

- Usethe Posijet to prepare a syringe in the usual way.

- Record the value measured by the Posijet and the time of the measurement.

- Usethe usual Posijet functions to inject into the syringe or vial.

- Depending on the volume of the container, change the container if necessary before rinsing. Two rinses
are required to remove the entire dose from the containers.

- Measure the entire dose in the reference dose calibrator : injection + 2 rinses. If you have several
containers and you have to make several measurements, do not forget to correct the decay to have a
value of injected dose at the same time.

- Comparethisinjected dose value with the dose value corrected for decay measured on the Posijet. The
values should not differ by more than 5%.

“Calculator” (Logic Controller) tab

ybdene Caleculator D

PLC operation in progress: 20: Terminée

"] Door lacked
Column stuck.

[7] Wheel stuck

I

-

@

The “Calculator” tab allows the operator to check the sensors and control the electrical components. In this way a
diagnosis can be carried out in the event of a breakdown.

Note: At any time during the dose preparation / injection cycle, you can display this page to unblock a situation in
degraded mode.
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ontinue injection or Unload POSIJET

Click on picture in order to scan your Patient Kit #3
OR
Click on "Home" to unload POSIJET

ringe Activity
0Bq
Volume
0 mL
Ratio

Mother solution
57.38 MBq
Volume
2.41 mL

Yolumic activity

Minimum sampling

2.38 MBq

. & Posiet ¥, ..  —— 5162017 1:50 PM

- Click the “Utilities” button on the bottom left of the screen.
- Loginand confirm: the logic controller management window opens.

VII.6. Presentation of the Administration Website

All data saved via the Posijet® software (users, isotopes, test results, etc.) are stored in a database.

The database is accessible via Internet Explorer at the address supplied when the equipment was installed
(http://localhost:5000/default by default). It can be viewed from any computer connected to the hospital computer
network (provided the Posijet® is also connected to the network and powered on).

Note: You do not need to have an internet connection to access this information.
Note: The best configuration to navigate on the site is to use Google Chrome.
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' = ey |
————
/ | Login - ASP.INET MVC w X \e —— -
&« C | ® Non sécurisé | 192,168.10.159:5200/Authentication/Login?ReturnUrl =%2F ¥

Login

Login
Password

Connexion

@2017

Connexion

From Google Chrome, enter the address: http://localhost:5000/default (by default)
Access to the administration website is protected: enter your username and password and click the button

Note: Each user logs in with his username and password. The usernames and passwords are the same as those

recorded in the Posijet®.

The various data are accessible according to the user rights of the person logged in.

VIII.6.a. Home page and menus
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H - -IEN

Posijet

Working day

© 2017 @2017

/. Page d'accueil - ASP.NE X\V /. Page d'accueil - ASP.NE x\{ \
¢ C | ® 192.168.10.185:5200 el 5 C | ® 192.168.10.185:5200

O - -EN

192.168.10.185:5200/workingDay

w

The following menus are available on the administration site:

- Working Day: Indicates the general condition of the Posijet (Mother solution and Patients);

- Quality Controls: Provides access to the history of all quality controls;
- Isotopes: Lists the Posijet isotopes;
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- Drugs: Lists the drugs managed by the Posijet;
Injections Tracking: Contains all injections made on the Posijet.

VII.6.b. Working Day

I -ASPNETMVCwith Anc X Wy |- E3
<« C | @ 192.168.10.68:5200/workingDay @ | i

£ 2017/02/20 3:18 PM

Gurrent Volume (mL) Remaining Activity (MBq)

Reference Date (y-m-d) Lot Drug Isotope CumentVolume (mL)  Volume de référence (mL)  Remaining Activity (MBq)

B

Selected patient

Patient Injected

Injected Activity (MBq)

Birth Date (y-m-d)

Injection State

Injected Activity(MBq)

Appointment time (y-m-d) Patient Birth Date (y-m-d)  Weight (Kg)  Height(Cm)  Prescribed Activity (MBq)
2017/02/20 2:16 PM Dion celine 2017/02/20 65 175 14800

2017/02/20 2:17 PM Brel Jacques 2017/02/20 80 180 12950

2017/02/20 2:19 PM CabrelFrancis  2017/02/20 75 170 9250

2017/02/20 2:20 PM Ferary Jeremy  2017/02/20 80 180 14800

\

Reference Activity (MBq)

Appointment State
Scheduled
Scheduled
Scheduled

Scheduled

J

- Zone (1) displays all information concerning the mother solutions of the current day:
o The mother solution selected:
o Thefulllist of mother solutions for the current day..
- Zone (2) displays all information concerning the patients of the current day:
o Thecontentin real time of the sampling syringe;
o The patient selected;
o Thelist of patients programmed for the current day;
o Thelist of patients injected for the current day.

VIIlL6.c.

Daily tests

Quality Controls
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Quasty Contross -

Dally Controls Tasts

(oo L o | s

High Voltage  High Voltage deviation  Ehectronic Electronic Zero
Data/Time. Chamber Conditionning  Isatops (V) " Zaroy) Deviation(®) ZaroMBq)

)

This menu is used to:

Read all the test results;
Filter the results by date;

Export the results in CSV or XML format.

Drift tests:

0--Em
|

Quatty Contros -

Drift Tests

EEE e

Long Life Reterence Activity Adjusted Activity  Adjusted  Extended
TestDatetime  Chamber Isotope Isotope Activity (Meq)

(Meq)

orift orift

This menu is used to:

Read all the test results;
Filter the results by date;

Export the results in CSV or XML format.

Repeatability tests:
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m - O-ocmEn

Repeatability Tests mmiasaa jimm/aaza
'Y Fimer by Date
This menu is used to:
- Read all the test results;
- Filtertheresults by date;
- Export theresults in CSV or XML format.
Reproducibility tests:
o 7 o - oEN
e o) 68 : + i
Reproductibility Tests p'mm/aaaa 1 aaaa
[ ¥ o vae |

This menu is used to:
- Readall the test results;
- Filtertheresults by date;
- Exporttheresultsin CSV or XML format.

Linearity tests:
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Linearity Tests

Chamber Isatope Test Id Start of Measure
& & X 1 1 20161104-182112 20161174 621 PM
jo 2017}

This menu is used to:
- Read all the test results;
- Filtertheresults by date;
- Export theresults in CSV or XML format.

Vill.e.d.  “lsotopes” menu

Symbol Halt Lite Time

This page is used to display the list of isotopes managed by the Posijet.
Note: For more information, refer to the Scintidose® manual.

VIII.6.e. “Drugs” menu
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V1 bsica O-sEn
A ]
« 0.6 |
Drugs
Name Description Isotope
18 FDG MULTIDOSE Fluorodésaxyghucose 184 Fi8
18F.CHOLINE AR Flworocholine ARk F1e
cucHOLINE Fuorocholne 18A ™
FLUCRODOPA Fuorodopa 18A 1

RE 02 NA Fluprure ae soaim |84 F18

This page is used to display the list of drugs managed by the Posijet.

VIIIL6.f. “Injections Tracking” menu

| Injections Tracking - AS

<« C | ® 192.168.10.185:5200/suivilnjection ¥¥

Injections tracking

Appointment First  Preparation
Time Name Name Time

1/01/1 12200

appoimmant Frs Prapamton Injscrion Prescrives Propamd Injscies Prepared Injscred injection ‘ ‘
Time Wame  Name  Time Time. brug Activity  Aciity  Activity Volume Volume Site  Operator AM
070217 GUG  RGH 20170217 2017T2HT 18 207 325483 328173 1417 2015  Succeeded Adminsiraior
1237 A RP ze CoU Syster + Appointment Time -
1/01/1 12:00 AM
2010217 SNO oM 201702 527796 92743 1191 20476 Succeeded SCINTI + Name
1230 P 1234 AP
« Name
= Preparation Time
20170217 Patamod  Aphanse % E 202 &1 sCINTI ion Ti
206 by P » Injection Time
« Drug
2070217 SURICAT TOTO 20170217 2017I2MT 18F 287 327625 324634 0667 2019 Suceeded SCINTI « Prescribed Activity
120 AM N2IAM  M26AM  CHOLNE ANE
And - Prepared Activity -0
» Injected Activity :0
20170217 Stgue  Sophle 20170217 201T0RAT 1BFDG 450 433,061 4 2008 Succeeded SONTI .
106 AM 856AM  BSTAM  MUTIDOSE 1 Prepared Volume : 0
« Injected Volume: 0
170201 e T 01710 480 0oos 00V 0 20174 Succeeded  Adminstrator = Injection State
1008 AM 5248 AM system

+ Operator

This menu is used to:
- Readall the injections;
- Read the details of an injection;
- Filterthe results by date;
- Exporttheresultsin CSV or XML format.

VIIIL6.g. Menu « CAV tracking »
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Cav tracking

By default the injections of the day are displayed

jifmm/aaaa Ji/mm/aaaa
| ¥ Faer iy | csv | doan |
Theorical Theorical VA Theorical Vol.  Adjusted VA Adjusted Vol.
Lot Drugs lIsotope Date Time Act(MBuq) (MBq/mL) (mL) (MBq/mL) (mL) Deviation Operator Apply
©2019

This menu allows:
- Read all the results of the Volumetric Activity Control;
- Read the details of the CAV;
- Filter the results by date;
- Export the results in CSV or XML.

VII.6.h. Menu « User »

User
+Add User
Login Name First name Administrator Display order
Edit Admin Administrator System Yes 0
Edit Denis PESQUER PESQUER Denis Yes 0
Edit FLP LEMER PAX FORMATION Yes 0
Edit LEA LEA CERCA Yes 0
Edit LNHB Saclay CEA Yes 0]
Edit ESP Esprimed Esprimed Yes 55
©2018

This menu allows:
- View all the users set in the machine;
- Check administrator rights ;
- Change passwords;
- Create new users;
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VIII.7.  Spécificities for short period radionuclide (Ammonia Variant)

In order to correspond to the uses and practices of use of short-lived radionuclides, LEMER PAX, in a version dedicated
to these radioelements, renders inactive the following functionalities of the daily mimic of use of the machine:

« the volume activity control or CAV

« dilution.

In addition, a specific parameter setting for flushing and rinsing times is also set up to suit the use of short-lived
radionuclides.

Therefore, a Posijet® configured to use short-period radioisotopes can not be used simultaneously with radioisotopes
of longer periods.

If you want to change the setting of the device for another configuration (other types of radioisotope), you must
necessarily contact LEMER PAX.

VIII.8. Posijete use in preparation mode only

When using the Posijet® in preparation mode only, the operation is relatively similar to the operation developed in
chapter VIl with the following specificities at the user interface level:

When the patient kit’ scan screen appears, ey —TTrr——
) Start injection or Patient Kit identification
clic on the icon of the Remote Injection I‘l“” "I = Slckontiome o sterinkections
h \ o oichie i gdenio scan your Patient Kit #3
-- Systom Dilution)
D ~ Administrat 123456 V)
System . .

Syringe Activity
11kBq

Ratio

Mother solution
3.18 GBq
Volume
450mL

Volumic activity

70.65 MBq

@ x @ 712912022 3:45 PM

Connect a 20mL with its shielded protection
directly to the green bionector and launch
the flush operation.

Perform an optimal vial dilution if needed

Create or select a patient
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On the dose preparation screen, it’s possible
to modify the number of minutes before
injecting the patient with the Remote
Injection System by clicking on the button

&

When all the parameters are set, clic on

It is possible to anticipate the sampling in
accordance with the injection schedulled,
the sampling done by the Posijet will be
surestimated in the limite of 10 minutes
maximum.

The sampling will be in a volume of 10mL

NaCl Volume
963 mL

Administrator

”y . ’*
- System

Syringe Activity
08q
Volume
OmL -

(T

Mother solution Fl8 @
3.33GBq 10 min 276.95 MBq
Volume

486 mL

Volumic activity

Minimum sampling

224.46 MBq

GR o o

Prepare dose

Click on Prepare in order to
start dose preparation

~

Name:
MARTIN Jack
Date of birth:
72011971
Prescription:
260.00 MBq
Ratio
3.42 MBa/Kg

When the dose is ready, connect the Remote
Injection System to the bionector of the
mother solution kit and launch the transfer.

The injection will be done in three stages:
1. Injection of the syringe containing
the medicine
Flushing with 5mL of saline solution
3. A second flush with 5mL of saline

NaCl Volume

230 mlL

‘ oK) ' N
-~ Syslem
Administrator

Synnge Activity
E.i Volume
72mL -
Ratio
292 MBa/Kg

Mother solution Fi8
285GBq
Volume
418mL

Volumie activity

Patient Dose Sampling / Start transfert

+ Pabent dose samping has been performed
+ Check current activity before starting transfert
« Selectthe Injection Mode (Automatic | Manual)

Click on Transfert

Name:
PATIENT NAME
Date of binth:
2901570
Preseription
200 00 MBq
Ratio
2386 MBa/Kg

solution 220 Vot
216,50 MBq
@ x III‘ /2912022 3.51 PM

Patient Dose Sampling / Start transfert

« Patient dose sampling has been performed

« Check curent activity before starting transfert

+ Select the Injection Mode (Automatic / Manual)

Are you ready to start the dose transfer?
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Once the transfer done, disconnect the Diagnostic T ™

Please wait during automatic dose tranfert

NaCl Volume
m If necessary, you can Stop the transfert

PLEASE WAIT...

b - "‘
- Adminisirator

08q —

|‘_‘5% Volume -

oml - PATIENT NAME
Date af birth:

B Please disconnect the tool.

v

After validating the injection, a label is
printed including the activity present in the
system and the time of the measurement, as
well as the forecast injection time.

|‘§é

=> Use the Remote Injection System

0 =>» Scan a patient kit for a direct

injection with the Posijet.

@ x b

Diagnostic ) Start injection or Patient Kit identification
. . . Click on "Home" to start injections
For the next patient, on patient kit scan ~ l‘”l”llm I
screen, 2 options:: < Sy AL i
Syringe Activity

11kBq
Volume
omL
Ratio

Mother solution Fi18
3.18GBq
Volume
450 mL

Volumic activity

Minimum sampling

7065 MBq

7129/2022 3:45PM
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VIII.9. Use of Posijet® over a therapeutic injection cycle

Posijet

Therapy

Traceability

-
POSljeZ 504

o
B

LEMER PAX
LEA
Administrator
Esprimed
METAS

f

—

Diagnostic

osiict |

F

v X

o 6

VQua\ity Utilities EEE S

a —_— s 612023 213FM

Chick on picture in order to scan your
Mother Solution Kit #2

T )

umi)

Quality Utilities Parameters,
-

When Therapy option is enabled, the Therapy menu

appears on the home screen

To open the Therapy menu, press the corresponding

icon and choose the identifier.

In the case of authentication, a password is requested.

The Therapy menu is open and its structure is identical
to that of the Diagnostic menu.
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Mother Solution Kit identification

Chick on picture in order 10 scan your
Mother Solution Kit

1036508120645211 725093010300922AF

v X

1. Position syringe and its needle

2. Insert the top guide for upper needle

3. Install lower kit in the kit holder

4. Position guide cone for lower needie

5. Slide kit holder and close the shielded door
6. Click onthe picture to lower the head

60112023 214 PM ﬂ

Click on the image to scan the Mother Solution kit and
scan the kit barcode.

Proceed to load the Posijet following exactly the same
steps as those in the Diagnostic menu.
During this step, be sure to insert the pot and vial
suitable for therapeutic use.

Lowering the head of the Posijet V3
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Mother Solution kit installation
ﬂ 4 3 rns:aulowevki(&?j:éf‘i%%’r;;d;

M"s::i::zlov close the shieided door

r 250 mL ‘ J,/

. Choose the volume of the NaCl pouch installed during
loading

- 4L
X 1 60112023 215 PM ﬁ

List of mother solutions

- [ o]
. . . By clicking on the solution image, the creation page

win L opens. In the same way as for Diagnostic mode,

177Lu-PSMA-ITG 177Lu-PSMA-ITG 177Lu-PSMA-ITG

veq 4330 Heq 1275 Mea synchronization of vials is possible as well as manual

16.55 mL 10.00 mL 20.00 mL
2023-06-01 10:39 2023-06-01 11:52 2023-06-01 13:07 C rea ti O n
TEST THERAPIE 1 945753 TEST 2

! — 612023216 PM

Mother solution identification

Isotope: * Lu 177

- Drug: * | 177Lu-PSMA-TG
Ref. activity. ’ﬂMBq
Initial volume: * |0.00 jmL
Ref. date: * 2023-06-01 14:16|

Batch n®

During manual creation, the user can enter the data of
the received vial

Mother solution identification

- Isotope: * Lu 177
Drug: * 177Lu-PSMA-TG |

Ref. activity: * 7,400.00 |MBq

Initial volume 10.00 | mL

Ref. date: * 06-01 14:16
Batch n": 87543
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List of mother solutions
~

When the entry is completed, the vial is displayed in the
list of solutions

10.00 mL. 10.00 mL
2023.06-01 13:42 2023-06-01 14:16
TESTE 87543

— 6/1/2023 216 PM

fi

Mother solution identification

- Isotope: * Lu 177

Drug: * 177Lu-PSMA-ITG

Ref. activity: * 7,400.00 MBq . . ) ) . ) .

Initial volume: * 10.00 mL By clicking on the vial in the list, its file appears and the
Ref. date: * 2023-06-01 14:16 . .

Boteh n*. 87543 user can select it to continue

Continue injection or Unload POSIJET

Click on picture in order fo scan your Patient Kit#3
NaCl Volume.

ﬂ - 500 mL Click on "Home" gTRur\\bid POSWET
= Admisttor r 2
' - ‘ gy
Syringe Activity TJ
o= Ny —’—’ When the vial is selected, the vial information appears
Y @ in the location provided.
R —— tww Click on the patient icon to scan a patient kit
740GBq -_— el
&

Za
@ X @ > - 6112023 2:17 PM “
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NaCl Volume:
”N . o
h System
o Administrator

Continue injection or Unload POSWET

Chick on picture in order to scan your Patient Kit #3

Cick on “Home” 10 unload POSIET

Continue injection or Unioad POSWET
Click on picture in order o scan your Patient Kit #3
OR

ie” 1o unload POSIET

Mathor solution
740GBg
Volume

10.00mL

Volumic activity .]

@ = 1

6/1/2023 218 PM

»

NaCl Volume

485 mL

Systom

=~ Administrator

Syringe Activity
47kBq

WVolume
omi

Patient Kit instaliation
1. Open sterile patent kit

2 Desinfect the latter of bionector

3 Connect Patient Kit to Mother Solution Kit
4 Installthe 20 mL purge syringe

5. Click on bution to start purge

Mother solution
7.40C8q
Volume
1000 mt.

Volumic activity

@ x

6/1/2023 220 PM

Validate the confirmation request

Scan the barcode of the patient kit and validate

Click on “FLUSH” to start rinsing the kits
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Purge in progress.

INaCi Volume Please wail duing Purge: step 3/3

h - PLEASE WAIT...
. 475 mL _
oA System
o Administrator

B J @ EQ

Syringe Activity
47xBq

[z Volumo —
13mL -

Rinsing of the kits is in progress

Mother solution i
7.40GBq
Voluma
1000 mL

Volumic activity

@ B 6112023 220 PM

Vial dilution OR patient selection
D e i tion

Control

Isotope: Lu 177

Drug: 177Lu-PSMA-ITG
Current volume: 10.00 mL
Batch n®. 87543

Activity: 7,397.3 MBq

e Click on “Control” to run the automatic vial control
inimum act.: 73.97 MBq

10.00 mL_

Volumic activity

@ Xl n — 6172023 221 PM

Vial dilution OR patient selection
LoDl e o e 1 sta o) dilition

Control

Isotope: Lu 177

Drug: 177Lu-PSMA-ITG
Current volume: 10.00 mL
Batch n”: 87543

Activity: 7,396.9 MBq

Volumic activity: 739.7 MBa/mL Valldate the Conﬂrmatlon pOpUp

Do you confirm the start of the check?
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tem
= Administrator

=18

Volumic Activity verification in progress
[]
NaCl Volume: Please wail during the
A verification of volumic actiity
B a7 mL
-~ Sys PLEASE WAIT .

57.84 MBq
Volume
olm

Vial concentration control runs automatically

Mother solution w7z
740 GBq
Volume
10.00 mL
Volumic activity
@ x ' A
— 61/2023 2:23 PM
Volumic Activity verification in progress
]
NaCl Volume Please wait during the
n - verification of volumic aciivity
S . A5 mL
8 Syslem PLEASE WAIT...
r Administralor .
) Decay check in progress,
‘Syringe Activity please wait.
0q
Volame 38 sec
asmL

The control ends with a check of the decay of the
sample.

Mather solution

740GBq
Volume
10.00mL

Volumic activity

@ ES r | — 6/1/20232.24 PM ﬁ

Results of the volumic activity check procedure

Current volumic activity: 739.04 MBg/mL
Measured volumic activity: 849.51 MBq/mL

Standard deviation: -110.47 MBg/mL (-14.9%)
Volumic activity check COMPLETED WITH SUCCESS
Please confirm to apply the adjustment of the vial volume

Current volume: 10.00 mL When the control result is OK, the application displays
the adjusted vial information

Adjusted volume: 8.70 mL
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Results of the volumic activity check procedure

Current volumic activity: 739.68 MBg/mL
Measured volumic activity: 1,063.29 MBq/mL When the concentration in the vial exceeds a threShOld,
e e R SR s the application displays the deviations and the user

must choose between:
Current volume: 10.00 mL

Adjusted volume: 6.96 mL 1. Apply the data measured by the Posijet

2. Retain supplier data

Decray control

The isotope present in the POSIJET has a half-life less than 20h. This
period is similar to a diagnostic drug.

When the decay control fails, this corresponds to too
rapid a decay of the sample, which suggests that the
vial does not contain the desired product and it is
preferable in this case to unload.

Vial dilution OR patient selection

Chick on Dilute in vial menu to start vial dilion
NaCl Volume.

R
= Ciick on the picture in order o creale or selecta
patient

[ ) -

System
Administrator

R
L — @ e
E

300 kBg
Volume
omt

Ml Click on the patient icon to open the patient
4 creation/selection page
.

Mothor solution [

739GBq
Volume
am

Volumic activity

@ 2 S E — 6/1/20232.39 PM
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Planning

Click on green button to create a new patient
Click on the blue button to synchronize the patient list
with the radiopharmacy software
Click on the red button to close the window

v 0 — 6/12023 2:39 PM

Planning

Click on the desired patient

&/ [# ) — 6112023240 P

Appointments
Surname: * DOE

First name: * JOHN
Date of birth: * 1981-06-05

Weight: * 80 Kg

Height: * 180 cm . . . . « ”
rescrption. * 740000 B4 Check patient information and click “select

Appointment time: * 2023-06-01 14:39
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Choose the administration
protocol for this patient

Partial vial
Max prescription = 4.84 GBq

% Choose the injection protocol:
Whole vial corresponds to the complete administration

of the vial
Partial vial corresponds to the preparation and

Choose the administration injection of part of the vial

protocol for this patient

Choose injection options and click Inject

6172023 242 PM
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Prepare dose
[]
. NaCl Volume: Click on Prepare in order lo

stait dose preparation

.o 475 mL
-~ System
o Administrator
- =
Syringe Activity m

29948 —
Volume: — e
et N DOE JOHN ”
Dato of birth ..

Validate the injection start confirmation page

# Do you confirm the (re)start of the
injection?

Automatic injection in progress
]
NGV Please wait during automatic injecion: Step 1/2
A You can adjust the ingection speed according Lo the
. N 4% ml Infection gauge
- Syslem I necessary, you can Stop the injection
o Administrator
. PLEASE WAIT. ..
-~ @ll

| 1

The application displays all injection tracking data. It is
possible to stop and resume the injection at any time

Mother solution

581 G8q
Volume
684 mL MRAP remaining time
Volumic activity 0014

@ = e

PN
61/2023 244 PM

A

' Therap Automatic injection in progress
h NaCi Voles! VPIeasew;w! m::g aulomaucn::amn ?ep 172
. - " A e o ns oo
5 S F ¥ necessary, you cann;:]p'me injection.
J PLEASE WAIT...
Syringe Activity
377.42MBq . . . . )
fir — "—’ B AN If a fault is detected by the Posijet, the injection stops.
il 24N After solving the problem, itis possible to resume the
b S
Motersohton a1 Injection
581GBq
m— w—n

158GBq

@ x 9

4\
61112023 2:45 PM ﬁ
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Vi

i Please disconnect the patient.

Automatic injection in progress

pn Step 2/2
ording o the

ciion

Disconnect the patient kit and validate the
confirmation

DOE JOHN

Date of birth: 1981-06-05
Appointment time: 06-01 14:39
Weight: 80 Kg

Height: 180 cm
Prescription: 4,700.00 MBq
Name Administrator System
MRP time 00:05:37

Flush time 00:00:00

Total volume: 50.00 mL
Activity: 4, 2 MBq
Drug volume: 6.38 mL

At 2023-06-01 14:43

Site: * AUTRE

NaCl Volume:

N 475 mL
Sys
o Administrator

Check patient injection data
By validating this page, a label corresponding to the
injection is printed

Continue injection or Unload POSLET

Click on picture in order to scan your Patient Kit 3
OR

Click on “"Home" to unload POSWET
’)

@

Validate the unloading confirmation and click on the
return to main menu button
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@

o X

@ E . 6/172023 252 PM

Do you confirm the deletion of the mother
solution?

LEMER PAX
LEA

Administrator

Esprimed
METAS

@ m — 61112023 253 PM

Click on the unload button

Validate the unloading confirmation

request

Select your login
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Click on the unload button

EBosijst unioading

Please press picture in order (o ralse the sampling
head

Automatic rinsing of the kit is then requested.
Rinsing corresponds to maximum dilution of the vial

Do you confirm the unloading of
POSIJET?

Posijet unloading

1. Unplug NaCl
2 Openthe door

3 Remave Mather Solution and patient kits
4. Remove the container

5. Dispose of the items in a sulable waste bin
6. Cick "Home" in order to finish the unload

9

Click on the return to main menu button to perform a
next loading.

A\
8/1/2023 2-56 PM
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00:29:08 2,36 GBqg
: Q

Note: During the injection, it is possible to monitor the
data remotely with the tablet provided with the

injector.

Injection fallow-up

I Irjected Activity
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IX. Using the Posijet® in extended mode

IX.1. Emergency stop

If there is a problem with the machine (leak, failure, danger to patient or third party, anomaly detected by operators,

etc.) or operator error, press the Emergency Stop button to stop the current operation.

A THE EQUIPMENT MUST NEVER BE OPENED AND EMPTIED OF ITS CONTENTS UNLESS IT IS IN A HOT LABORATORY.

IX.2. Error messages and solutions to be implemented

1 Slot A expansion board config error Contact the Lemer Pax SUPPORT service

2 Slot B expansion board config error Contact the Lemer Pax SUPPORT service

3 Slot C expansion board config error Contact the Lemer Pax SUPPORT service

4 Emergency stop Emergency stop pressed Release the emergency
stop to resume

5 Mother board UC1 error Contact the Lemer Pax SUPPORT service

6 EB Aboard UB error Contact the Lemer Pax SUPPORT service

7 EC Aboard UB error Contact the Lemer Pax SUPPORT service

8 EB B board UB error Contact the Lemer Pax SUPPORT service

9 EB B board GND error Contact the Lemer Pax SUPPORT service
The logic controller detected a timeout on the

10 Ethernet communication error communication
Contact the Lemer Pax SUPPORT service

11 Error: cannot find ECU configuration file Contact the Lemer Pax SUPPORT service

12 Error: cannot open ECU configuration file Contact the Lemer Pax SUPPORT service

13 Error: configuration file too; long Contact the Lemer Pax SUPPORT service

14 Error: incorrect configuration file type Contact the Lemer Pax SUPPORT service
Check the behaviour of the sampling system in the

15 Error: syringe travel limit sensors Utilities menu /Logic controller
If necessary, contact the Lemer Pax SUPPORT
service.
Check the behaviour of the sampling system in the

R - Utilities menu /Logic controller

16 Error: syringe position full If necessary, contact the Lemer Pax SUPPORT
service.
Check the behaviour of the sampling system in the

17 Error: syringe position empty Utilities menu /Logic controller
If necessary, contact the Lemer Pax SUPPORT
service.
Check the behaviour of the sampling system in the

R Utilities menu /Logic controller

18 Error: syringe encoder redundancy If necessary, contact the Lemer Pax SUPPORT

service.
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The fault is raised if the syringe is not empty when

19 Error: syringe initialisation .
powering up
Bi-manual commands not activated

20 Error: bi-manual command contacts synchronously. Wait for 2 seconds and repeat the
procedure.

21 Error: force sensor signal Valid_ate the fault and resume the cycle. If the ffault
persists, contact the Lemer Pax SUPPORT service.
The command is refused since the syringe is

o detected as being not empty. Open the Utilities

22 Error: syringe not empty menu/Logic controller and empty the syringe
(caution if activity present)
The 2 sensors of the 3-way valve have been

23 Error: valve travel limit activa'ted si'multan.eously. Check that r.10thing is
blocking this area in the door, otherwise contact
the Lemer Pax SUPPORT service.

24 Error: column travel limit Contact the Lemer Pax SUPPORT service
The operation was refused since the door was

25 Error: door open detected as being open. Close the door and repeat
the request.
Unlock the door manually in the "Utilities" menu

26 Error: door unlocking and then "Calculator". If manual unlocking is not
possible please contact the Lemer Pax SUPPORT
service

27 Error: activity measurement Contact the Lemer Pax SUPPORT service

)8 Error: initial activity F)peration refu.sed due to the presence of activity
in the dose calibrator.

29 Dosage timeout Dosage time exceeded.

30 Column upper stop timeout Contact the Lemer Pax SUPPORT service

31 Column lower stop timeout Contact the Lemer Pax SUPPORT service

32 FDG pos valve movement timeout Contact the Lemer Pax SUPPORT service

33 NACL pos valve movement timeout Contact the Lemer Pax SUPPORT service

34 Incorrect config file Contact the Lemer Pax SUPPORT service

35 Unknown parameter in config file Contact the Lemer Pax SUPPORT service
Contact the Lemer Pax SUPPORT service

36 Valve motor: current too high T!’\e current measu renjen'F of the Yalve motor is too
high. Check that nothing is blocking the rotation
of the 3-way valve.
Contact the Lemer Pax SUPPORT service

37 Column actuator current too high The cur.rent measurement qf th.e colum_n actuator
is too high. Check that nothing is stopping the
sampling head from moving up or down.
Contact Lemer Pax SUPPORT service

38 Syringe motor current too high The current measurement on the syringe motor is

too high. Check that nothing is blocking the
sampling system (in dosage and injection).
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Detection of back pressure during an injection.

39 Injecti to- dtoo | C e . .
njection auto-speed oo low Check the injection site before resuming.
Detection of liquid suction during a manual
40 Manual injection - Suction prohibited injection. Resume the manual injection without
pulling the piston.
41 Injection time too long The injection time is exceeded. Repeat the
procedure.
42 Detection of air bubble during injection The a{r presence sensor became active during
injection
The emergency stop is pressed.
If the emergency stop was pressed deliberately,
contact the Lemer Pax after-sales service to
43 Emergency stop mode .
explain the reason why.
If the emergency stop was pressed accidentally,
release it.
44 Column descent not authorised Descent operation prohibited by the PC
45 Error: force sensor calibration Check Farrled out during the syringe filling
operation
46 Injection speed too high. The speed measureo{ d.urlr!g |nJe:'ct|on is too high.
Resume the manual injection with a lower speed.
47 Column ascent prohibited - Initial activity not | You are trying to raise the column (in Auto mode)
zero while the syringe still contains activity
48 Column ascent/descent prohibited - Syringe | You are trying to raise or lower the column (in Auto
not empty mode) while the syringe is not empty
Check the behaviour of the sampling system in the
The syringe cannot be filled if it is not empty menu Utilitaire/Automate (Utilities/Logic
49 at the start controller)
If necessary, contact the Lemer Pax SUPPORT
service.
50 Column ascent not authorised Column asFent is refused since this movement is
not authorised.
- . - . If the force sensor is deactivated, the automatic
Injection operation prohibited without force |. . . L
51 injection operation is refused. Make a manual
sensor S
Iinjection.
You must be in maintenance mode to perform the
requested operation. Contact the Lemer Pax
52 Maintenance mode required SUPPORT service.
You must be in automatic mode to perform the
53 Auto mode required requested operation
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X.1.  Special precautions

X.1.a.Dose calibrator

The activimeter is not designed to operate in an environment above 30°C and below 0°C. Above this limit, the activity
values shown on the display may be distorted. The temperature limits specified in this manual must be observed.

Itis recommended that Posijet® be charged every night so that it is operational every morning. To allow the batteries to
be charged in good conditions, the Posijet® on/off button must be turned off.

Radiopharmaceuticals are very specific products whose use must be perfectly controlled and which cannot be delivered
to anyone without a medical prescription.

The Posijet has been specially configured for your application: radiopharmaceutical, administration protocol.

X.1.b.Radiopharmaceutical

Radiopharmaceuticals are very specific products whose use must be perfectly controlled and which cannot be delivered
to anyone without a medical prescription.

The Posijet has been specially configured for your application: radiopharmaceutical, administration protocol.

Itis necessary to check the compatibility of the mode of administration with the recommended protocol for the patient
and/or the radiopharmaceutical. For any modification of the radiopharmaceutical or protocol, ask your manufacturer
LEMER PAX.

Posijet® must not be used in any other setting or for any other application than those defined in this manuel.

The data entered by the users on the patient charts and the data of the mother solution must be filled in accurately. It
is the user's responsibility to check this data.

X.1.c. Radiation protection

The Posijet® was not designed for activities other than those mentioned in this manual for F18 (paragraph I1.2). For other
radionuclides, you must check the maximum admissible activity or request confirmation from the manufacturer Lemer
Pax.

Posijet® must never be opened when it contains a radioactive solution, outside the hot laboratory (or equivalent secure
room).

The Posijet®, as configured for your centre according to the information providing when placing the order ("DOC 114"
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Questionnaire before installing the Posijet), cannot be used with vials other than those indicated in this document. To
use any other type of vial, please consult the manufacturer Lemer Pax to confirm compatibility.

X.1.d.Other precautions

Posijet® must not be used outdoors: it is not protected against splashing liquids. Any splashing can cause irreversible
damage to the device. However, in the event of leakage, spillage or splashing of liquids, the voltage must be switched
offimmediately and any accessible liquids mopped up.

Posijet® must not be disassembled by anyone who is not authorised or recognised by Lemer Pax.

X.1.e. Precautions during flushing or injection

When using the Posijet® in a patient injection cycle, you must check that during each flush liquid flows from the sterile
kit to the flush syringe, and that during each patient injection the patient receives the dose.

If no liquid flows out during flushingF or injection, stop the injection immediately with the stop button.

The equipment must imperatively be returned to the hot laboratory before opening.

Similarly, if the operator detects a leak of solution (FDG or saline solution), s/he must stop the injection immediately
and return the equipment to the hot laboratory (refer to paragraph Xl1.3 if radioactive contamination has occurred).

X.1.f. Precautions during the activity measurement

When sampling to make up a dose for a patient, you should check that the activity shown on the screen increases. Before
the injection, the operator must make sure that the activity displayed on the screen corresponds to the activity to be
injected to the patient. In case of anomaly, return to the hot laboratory then evacuate the dose into a protected syringe
using the syringe shield then unload the Posijet®.

Similarly, check that the residual activity in the dose calibrator is close to zero after an injection and two rinses of the
tubes going out to the patient.

The preparation technician must check the accuracy of the data for the vial of stock solution before validating the stock
solution file. The system uses these data in order to calculate the theoretical volumetric activity in the flask. If the initial
data are wrong, this can have serious consequences for the injection cycle.

The operator must check the accuracy of the “Patient” data on the patient file.

In addition, the dose calibrator is not designed to operate in an environment at a temperature above 30 °C and below 0

°C. It is possible that beyond these temperatures the activity levels displayed on the screen may be false. The
temperature limits shown in the present manual must be respected.

X.1.g. Precaution when moving or during using

Posijet® is designed for use on level ground and for crossing thresholds. It is not intended for use over steps or
expansion joints. It is imperative to respect this precaution in order to guarantee optimal operation of the
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machine

X.1.h.Precaution against shock

The Posijet® weighs 380 kg. It is a heavy and mobile device. Collisions could cause injury. When moving the Posijet®
therefore, move slowly, make sure there is nobody in its path and never lose control of the equipment.

Operate the shielded door (> 50 kg) with great care and make sure that no one has his/her fingers on the sharp edges
when closing it.

The Posijet should only be used by one user at a time: risk of entrapment when lowering the sampling head. The user
should initiate an emergency stop of the device for any unusual movement or display.

When fitting the common sterile kit, make sure that nobody has fingers in the path of the needle. If accidental pricking
from a needle does occur the needle concerned must be discarded and replaced by a sterile needle.

X.L.i. Biohazars precautions

Posijet® must be used in accordance with the hospital's procedures for patient biosafety. The guide cones must be
decontaminated and disinfected (according to the department practice) for each mother solution used.

The kits are individually packaged in sterile bags. Take all the usual precautions to avoid contaminating the product
(wear a laboratory coat, gloves, etc.), ensure the biological safety of the patient by checking the expiration date of the
products and ensure that the pouch is not damaged before opening it.

X.2. Residual risk

The residual risk to the measurement is almost zero if the periodic checks recommended by the manufacturer are
systematically carried out (paragraph XIV).

Taking into account all the safety measures and warnings provided by the LPDose software, the risks related to
overdosing of radiopharmaceuticals are extremely low and not considered as residual risks.

There is only one residual risk of leakage of radioactive product in the event of incorrect use or use of a defective kit. In
the event of radioactive projection, priority must be given to the rules and procedures for radiological protection in force
in the establishment after powering off the electrical circuit.

X.3. Notification of serious incidents

Any incident or risk of a serious incident that has resulted or may result in the death or serious deterioration of the state
of health of a user or a third party involving the Posijet must be reported without delay to the competent national
authority and to Lemer Pax.
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Xl. Electromagnetic Compatibility (EMC)

The device conforms to standard 60 601-1-2. It does not create interferences with other devices, if they also comply with
the same standard:

The Posijet® requires precautions with respect to EMC. It must be installed and putinto service according to the
following EMC recommendations;

The Posijet® can be affected by portable and mobile RF communication devices;

The Posijet® should not be used near or stacked with other devices. If it is not possible to do otherwise, the
Posijet® must be monitored to verify normal operation in the configuration in which it will be used.

The POSIJET V3 needs special precaution (s) according to the environment. The POSIJET V3 is installed and
commissioned in hospitals, with the exception of facilities close to electrosurgical equipment and remote
from HF source magnetic resonance imaging;

- WARNING: RF portable communication devices (including peripherals such as antenna cables and external
antennas) should not be used closer than 30 cm (12 inches) to any part of the POSIJET V3, including the cables

specified by the manufacturer. Otherwise, the performance of these devices may be impaired;

-NOTE: The emission characteristics of this device allow it to be used in industrial and hospital areas (Class A defined

in CISPR 11). When used in a residential environment (for which class B defined in CISPR 11 is normally required),
this device may not provide adequate protection for radio frequency communications services. The user may
need to take corrective measures, such as relocating or reorienting the device.

- The field strengths of fixed transmitters, such as base stations for radiotelephones (cellular / wireless) and land

mobile radios, amateur radio, AM and FM broadcasting, and TV broadcasting, can not be theoretically predicted
accurately. To evaluate the electromagnetic environment due to fixed RF transmitters, an on-site
electromagnetic investigation should be considered. If the field strength, measured at the location where
POSITJET V3 is used, exceeds the applicable RF compliance level above, POSITJET V3 should be observed to
verify that operation is normal. If abnormal performance is observed, additional measures may be necessary to
reorient or reposition POSITJET V3.
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Table 1 - Guidance and manufacturer’s declaration - electromagnetic emissions - for all EM equipment and systems.

Guidance and manufacturer’s declaration — electromagnetic emissions
The POSITJET V3 is intended for use in the electromagnetic environment specified below. The customer or the user of the POSITJET V3 should ensure that it
is used in such an environment.
Emissions test Compliance Electromagnetic environment — guidance

. The POSITJET V3 uses RF energy only for its internal functions. Therefore, its
RF emissions . . . .
CISPR 11 Group 1 RF emissions are very low and are not likely to cause any interference in nearby

electronic equipment.
RF emissions
CISPR 11 Class A
H . e The POSITJET V3 is suitable for use in all establishments other than domestic
IEacr:n;ciglc():Oe?lzssmns Class A establishments and those directly connected to the public low-voltage power
e supply network that supplies buildings used for domestic purposes.

Voltage fluctuations / flicker emissions Compliant
IEC 61000-3-3 P

Table 2 — Guidance and manufacturer’s declaration — electromagnetic emissions — for all POSITJET V3 devices.

Guidance and manufacturer’s declaration — electromagnetic immunity

The POSITJET V3 is intended for use in the electromagnetic environment specified below. The customer or the user of the POSITJET V3 should ensure that it

is used in such an environment.

Immunity Test level Compliance Environment
Test IEC 60601 level Electromagnetic environment — guidance
For 230 Vac / 50Hz

Electrostatic discharge (ESD)
IEC 61000-4-2

* 6 kV contact
+8kV air

Floors should be wood, concrete or ceramic tile. If floors are
covered with synthetic material, the relative humidity should be at

+ 6 kV contact least 30 %

+ 8 kV air

Electrical fast transient/burst
IEC 61000-4-4

+ 2 kV for power supply
lines

+ 1 kV for input/output
lines

For 230 Vac / 50Hz

2 kV for power supply

lines Mains power quality should be that of a typical commercial or

hospital environment.

+ 1 kV for input/output
lines

Surge
IEC 61000-4-5

+ 1 kV differential
mode

+ 2 kV common mode

For 230 Vac / 50Hz

+ 1 kV differential
mode

Mains power quality should be that of a typical commercial or
hospital environment.

+ 2 kV common mode
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<5 % UT (dip >95 % in
UT) for 0.5 cycle . . . .
Voltage dips, short interruptions 40 % UT (dip =60 % in For 230 Vac /50 Hz Mains power quality should be that of a typical commerual_ or
- 0 Vac for 10 ms hospital environment. If the user of the POSITJET V3 requires
and voltage variations on power UT) for 5 cycles . . . N - L
h - o . 92 Vac for 100 ms continued operation during power mains interruptions, it is
supply input lines 70 % UT (dip =30 % in
161 Vacforls recommended that the POSITJET V3 be powered from an
IEC 61000-4-11 uT) for 25 cycles 0 Vacfor5s uninterruptible power supply or a batte
<5 % UT (dip >95 % in puble p PPl y:
UT) for5s
Power frequency (50/60 Hz) Power frequency magnetic fields should be at levels characteristic
magnetic field 3 A/m 3 A/m at 50Hz of a typical location in a typical commercial or hospital
IEC 61000-4-8 environment.
NOTE: UT is the a.c. mains voltage prior to application of the test level.
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Table 4 — Guidance and manufacturer’s declaration — electromagnetic immunity — for EM equipment and systems that are not life-supporting

Guidance and manufacturer’s declaration — electromagnetic immunity

The POSITJET V3 is intended for use in the electromagnetic environment specified below. The customer or the user of the POSITJET V3 should ensure that it

is used in such an environment.

Immunity test IEC 60601 test level Compliance level Electromagnetic environment — guidance
Portable and mobile RF communications should be used no closer to any part of the
POSITJET V3, including cables, than the recommended separation distance
calculated from the equation applicable to the frequency of the transmitter.
Recommended separation distance
d=[1.16]VP
Conducted
RF 3 Vrms 150 kHz to 80 3V
IEC 61000-4-6 MHz
d = [1.16] VP 80 MHz to 800 MHz
Radiated d = [2.33] VP 800 MHz to 2.5 GHz
RF 3V/m 80 MHz to 2.5 GHz 3Vim
IEC 61000-4-3 where P is the maximum output power rating of the transmitter in watts (W)

according to the transmitter manufacturer and d is the recommended separation
distance in meters (m).

Field strengths from fixed RF transmitters, as determined by an electromagnetic site
survey (1), should be less than the compliance level in each frequency range (2).
Interference may occur in the vicinity of equipment marked with the following
symbol:

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures, objects and

people.

(23) Field strengths from fixed transmitters, such as base stations for radio (cellular / cordless) telephones and land mobile radios, amateur radio, AM and
FM radio broadcast and TV broadcast, cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF
transmitters, an electromagnetic site should be considered. If the measured field strength in the location where the POSITJET V3 is used exceeds the
applicable RF compliance level above, the POSITJET V3 should be observed to verify normal operation. If abnormal performance is observed,
additional measures may be necessary, such as reorienting or relocating the POSITJET V3.

(2) Over the frequency range 150 kHz to 80 MHz, field strength should be less than [V1] V/m.
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Table 6 — Recommended separation distances between portable and mobile RF communications equipment and the EM equipment or system for all EM equipment
and systems that are not life supporting

Recommended separation distances between portable and mobile RF communications equipment and the POSITJET V3

The POSITJET V3 is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The customer or the user of the
POSITJET V3 can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile RF communications equipment
(transmitters) and the POSITJET V3 as recommended below, according to the maximum output power of the communications equipment.

Separation distance according to frequency of transmitter
m
Rated maximum output 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
power of transmitter W
d=[1.16]\P d=[1.16]VP d= [2.33]\P
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.16 1.16 2.33
10 3.69 3.69 7.37
100 11.6 11.6 233

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters (m) can be estimated using the equation
applicable to the frequency of the transmitter, where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures, objects and
people.
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The product is tested and validated according to the following test plan:

Phenomena

Environment of an establishment professional care

RF conducted and
radiated emissions

CISPR 11

ClassA/B ™ Group 1/2°*

Electrostatic discharge

IEC /EN 61000-4-2
contact+ 8 kV
air+2kV, 4 kv, +8kV, + 15 kV

Radiated EM Fields and
Proximity Fields issued
by Com devices
wireless RF

IEC /EN 61000-4-3
Discrete frequencies of §8.10 of the 60601-1-2 standard

Magnetic fields to
the industrial frequency
ASSIGNED

IEC / EN 61000-4-8
30 A/m // 50 Hz

Electrical transients

IEC / EN 61000-4-4

fast / bursts On AC power input -> level + 2 kV/100 kHz
g@rt‘dubded oy | TEC/EN61000-46

iSturbances,  INAUCEC gy at discrete frequencies in Table 5 of the 60601-1-2 standard
by RF fields

[EC/EN 61000-4-11

0% UT; 0,5 cycle

0% UT; 1 cycle et 70 % UT; 25/30 cycles
0% UT; 250/300 cycles

Hollow of voltage and
interruptions of voltage

Xll.  Cleaning / Disinfection / Decontamination

XIl.1. Daily cleaning (refer to the following procedure proposal)

Parts that are accessible to the user must be cleaned every day using a compress soaked in isopropyl alcohol.
The various accessories and guide cones must also be disinfected by soaking in disinfectant baths, in compliance with
the applicable procedure in the establishment and cleaned with alcohol before positioned at the start of daily use.

XIl.2. Disinfection (refer to the following procedure proposal)

The Posijet® must be disinfected according to the hygiene procedure used in the establishment except for the use of the
following products: biguanides; iodised alcohol; strong oxidising agents (such as bleach).
It is recommended to use products containing quaternary ammonium and aliphatic amine.
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Xll.3. Decontamination

The Posijet® is designed for the injection of Fluorine 18 to a patient. It is a radioactive molecule of energy 511 keV and
half-life 1.83 h.

Itis a radiopharmaceutical product for very special use, and must be fully under control; it must not be given to anyone
without a medical prescription. Even if the quantities used in the the Posijet® are small, there are certain safety rules
that must be abided by.

The Posijet® is to be handled exclusively by authorised hospital personnel. The Posijet® must never be open with a
radioactive solution inside, when it is outside a hot laboratory (or equivalent secure room).

The operator must put on sterile garments (operating room type) in order not to be a source of contamination and must
plan a table covered with sterile drapes nearby.

- Raise the sampling head, open the Posijet® door;

- Take out the removable elements (tungsten container, tungsten needle guide, drip recovery container, etc.);

- Dispose of the kits in a suitable waste bin and lay all of the removed parts on the table;

- Cleanwith TFD 4 at 10 % (or with TFD foam) then rinse all the inside faces of the Posijet®, including the doors,
with demineralised water;

- Clean all of the objects on the table using the same protocol.

FDG has a very short half-life, thus it is possible to let the solution decay for 36 hours before cleaning normally with
isopropyl alcohol, provided that the exposure to the leakage is under control.

It is strictly prohibited to spray any disinfectant or decontaminating products whatsoever into
the dose calibrator chamber. This could seriously damage the device and correct operation
would no longer be guaranteed.

XIl.4. Daily hygiene procedure proposal

The hygiene recommendations to be applied when using the Posijet.

e When starting the machine:
o Cleanthe machine using a compress and alcohol as follows:
=  Work surface on the head;
=  Worktable (dose calibrator);
= Screen;
* Bi-manual command;
= Wheel control handles;
= Container support and motorised valve;
= Then thevarious components as proposed in the following table:
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Steps

Prepare the accessories near the
Posijet, before placing them
successively in their final
positions, clean them using a
compress soaked in alcohol

If  necessary, position the
container wedge

Wearing  gloves, place the
container in the door after first
cleaning the container base.

Pouralcoholin thetop guide cone.
Recover the liquid wusing a
compress.

Then position the cone in its
location, lock it, without touching
the central hole through which the
needle passes.
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Clean the location of the mother
solution kit with alcohol

Connect the needle and the 0.22
um filter under sterile conditions.
Theninstall the venting kit without
removing the needle protection.

Install the MS kit, holding it by the
3-way valve (do not touch the
green connector)

Disinfect quickly the guide cone
support then the cone by pouring
alcohol directly on. Now position
the cone in its support without
touching the central hole.
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Disinfect the vial septum using a
compress soaked in alcohol. A
clamp MUST be used to reduce the
irradiation at the ends and avoid
any contamination. (fast action)
Install the cone support + cone

Remove the 2 needle protections
simultaneously without letting
anything touch the needles

Connect the MS kit to the vial.
Install the kit holding the 3-way
valve when connecting to the vial
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Install the tubes and position the
bionector ready inside the tray.

Remove the protection for the
connection with the NaCl bag.
Connect the kit to the NaCl bag
straight away

Position the bionector ready for
the kit if possible on a piece of
drape or compress in the tray to
catch any drips after
disconnecting the patient kit
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Disinfect the syringe support
lightly before use with a compress
and alcohol.

Position the syringe

Remove the needle protection
Lock the needle without touching
the end.
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Position the syringe support
without letting the needle touch
the worktable.

Once the head of the device is
lowered, position a plate on the
sampling head to position the
syringes being flushd.
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FLUSH AFTER THE VOLUMIC ACTIVITY CHECK

(Recommended - not mandatory)
Put a cap on the end of the flush
syringe

Put the 20 mL syringe in the liquid
waste bin (special syringe shield)

Lock the syringe by screwing the
white part holding the piston.

Place the assembly in the plate

Between each connection, it is
MANDATORY to disinfect using a
compress + disinfectant for at
least 20 seconds

CONFIDENTIAL DOCUMENT : The reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH A CAPITAL OF 350 000 EUROS / 870 801 594 RCS NANTES / APE 3250 A
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART / 262 TER-1 OF THE FRENCH TAX CODE /VAT: FR 18 870 801 594

-132 -



LEMER PAY

PROTECTING LIFE

Instructions manual

English version
V1e-1
June 2024

Posijet® V3

Connect the patient kit to the
mother kit (remove the cap just
before making the connection)

Place the kit ready in the tray on
the drape or compress to view
and/or catch any leaks

Connect the kit to the syringe
shield

Put back the assembly in the plate.

After purging, disconnect the kit
from the flush syringe
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Put back the cap to confine the
flush syringe which still contains
some activity

Connect as soon as possible to the
patient line.

After injecting the patient,
disconnect from the patient line (if
necessary, use a compress to
catch any drips)

Disconnect the patient kit from the
mother solution kit
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FLUSH WITHOUT THE VOLUMIC ACTIVITY CHECK

Connect the syringe directly

Position the flush syringe in
stainless steel plate

the

Remove the removable syringe
holder, holding the syringe body
so that the piston does not get
stuck inside the metal support.

If possible, put a compress or
absorbent paper under the dose

calibrator to catch any drips.
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Open the needle blocking system.

Remove the syringe body by
pressing on the needle to avoid
splashing liquid when the needle
is removed from the metal clamp.

Remove the removable kit holder
and remove the kit and the
needles with a clamp.

If possible, put a compress or
absorbent paper to catch any
drips.

Xlll. Personnel training

On receipt of the Posijet®, a Supervisor (= an Administrator) appointed from within the receiving Nuclear Medicine

department will be trained by a competent person from the issuing company.

This person will receive the codes for access to the different equipment menus, and will be responsible for their use and
distribution. The administrator must be a doctor from the Nuclear Medicine department of the establishment.

The training will familiarise the supervisor with the risks and safety precautions and will constitute qualification to train

the users of the Posijet®.

The administrator is also responsible for periodically changing the passwords (in order to prevent any illegitimate or

dangerous use of the equipment).

This manual contains the instructions for using the equipment.
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XIV. Checks /Servicing / Maintenance

The Posijet® requires daily and quarterly checks as well as annual preventive maintenance. LEMER PAX cannot be held
liable if the annual preventive maintenance described below is not completed.

XIV.1. Maintenance under the responsibility of the user

XIV.1.a. Dose calibrator checks

The “Zero” test measures the background noise of the electronics in the dose calibrator chamber in order to adjust the
activity measurements during the measurement process.. This test should be performed every day at the beginning of
service before starting an activity measurement.

The high voltage test checks the bias voltage of the dose calibrator chamber. This test should be performed every day

at the beginning of service before starting an activity measurement. Any deviation must be within a range of +10%.

The drift of the dose calibrator is measured by comparing the activity displayed to the activity of a radioactive reference

source..

The laboratory must have a reference source sealed in a penicillin type vial containing approximately 100 uCi (4 MBq) of
Cs 137 or 5.4 mCi (200 MBq) of Co 57.

The activities recorded every day must be within a range of values of £ 5% (correcting for the decay of the reference
sources which is 0.2% per month for Cs 137 and 7.5% per month for Co 57).

If a slight drift in the dose calibrator’s accuracy is noticed over a period of time, it may be cancelled out by re-calibration
of the radionuclide factors. If the drift is significant (= 5%), contact your Distributor.

For more information on the dose calibrator, refer to the Scintidose® user manual.

XIV.1.b.  Inspection of the equipment

All equipment, accessories and machines must be checked daily. A visual check is sufficient. If you detect the slightest
fault or have the slightest doubt regarding one of the accessories, contact Lemer Pax as soon as possible.

XIV.2. Preventive maintenance

Preventive maintenance is annual and must be performed to maintain the performance of Posijet®
The maintenances are described as follows:

- Verification of electrical connections
- Verification of the sampling head

- Check the loading door

- Change of 3-way valve sensors

- Checking the batteries

The following operations are added:
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- Even year: Replacement of air bubble detectors
- Odd year: Verification of the telescopic column

Any preventive maintenance action is performed exclusively by the manufacturer. The user must not under any
circumstances carry out a maintenance operation. Maintenance will be the subject of a specific manual accessible
only by authorized maintenance personnel.

Note : Maintenance personnel must be qualified and authorized for maintenance operations (electrical authorization,
radiation protection authorization, etc.). Constituent components leaving the restricted area for external maintenance
shall be subject to a radiation protection check with a certificate of non-radioactive contamination.

XIV.3. Corrective maintenance

All corrective maintenance must be carried out exclusively by the manufacturer. The user must never undertake
maintenance. Maintenance will be described in a specific manual that is accessible only to authorised maintenance
personnel.

Note

Maintenance personnel must be qualified and accredited to carry out maintenance operations (electrical accreditation,
radiation protection accreditation, etc.);

Components removed from the restricted zone for external maintenance must undergo a radiation protection
inspection and be issued a certificate stating that they are free from radioactive contamination.

XIV.4. Spare parts

Batteries: 2 technologies:

e Technology 1:Lead batteries
o References: PANASONIC battery 12V/38Ah Lead (AGM) MV-P1238APG
o Replacement frequency: every one year
o Replacement by Lemer Pax or technician approved by Lemer Pax.
e Technology 2 : Lithium-ion batteries
o References: NEC ALM 12V35s battery - Lithium-lon - 13,2 /462 Wh
o Replacement frequency: every four years
o Replacement by Lemer Pax or technician approved by Lemer Pax.

- References:
o FusesFl1,F2and F3: T5AL 250V (timer)
o FusesF4 and F5: F3.15AL 250V (rapid)
- Replacement by a qualified technician

Power supply cable:
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- Must be replaced if the cable is damaged

- The cable cannot be replaced by the establishment maintenance department. It must only be replaced by
Lemer Pax or a technician approved by Lemer Pax

- Maintenance procedures in preventive maintenance ensures the effectiveness of shields and masses;

AWARNING: Use of accessories, transducers, and cables other than those specified or supplied by the manufacturer
of this equipment may cause increased electromagnetic emissions or decreased immunity of this equipment and cause
improper operation.

LEMER PAX cannot guarantee the supply of spare parts beyond 7 years after delivery of the device.
LEMER PAX makes available, upon request, circuit diagrams, component lists, descriptions, calibration instructions or

any other useful information to MAINTENANCE PERSONNEL to repair the parts of the Posijet® that LEMER PAX has
designated as repairable by MAINTENANCE PERSONNEL.

XV. In case of breakdown

In case of breakdown, contact the Lemer Pax maintenance department for troubleshooting support:

e [Email: support@lemerpax.com
e Support: +33.820 205 098

XVI. Disposal

XVI.1. Replacing electric batteries

When the electric accumulators are changed, spent batteries must not be disposed of with the public waste but must
be disposed of in accordance with the instructions in force on the site where the product is used. Whatever the case, the
accumulators must be returned to the supplier or sent to a specialist company.

XVI.2. Other electric components

Directive 2002/96 dated 27 January 2003 relating to waste from electrical and electronic equipment must be complied
with (OJEU dated 13 February 2003).

XVI.3. Contamination of the device

Before discarding all or part of the device, a non-radioactive contamination certificate must be issued by an ASN type
inspection organisation or an equivalent. Once the device is decontaminated, contact LEMER PAX.
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XVI.4. Used kits (Posikit)

After having been used once, each Posikit becomes an item of hospital waste for disposal by an external company or by
local incineration. It must be disposed of in a waste bin that is suitable for radioactive waste.

XVII. Posijet® Breackdown Cases Procedure

XVII.1. Wifi

When the Wifi connection is lost, you can restart it from the mothers solutions selection page.

By clicking on the green or red button

P = List of mother solutions
([ . B (1)
F1s F1s F s

FCHOUNE
5,000.00 MBq 8,109.00 MBq

5.00 mL

Another way :

1.Go through the Tracability icon from the main menu 2. Identification
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Posiict .

OPERATOR

LEMER PAX
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3. Check the wifi light state. (Red connection: off; or Green connection: on)
Ifit's red the connection is lost.

To restart the connection, click on the red button (left down corner on the screen).

| Patiert Infos sohution mére

October 02,201~ | ©L

prénom Date de nassance Heuwe de ROV Prescrption .
948 021072018 1827 Prognma Folso
|dosseine |m2onsee | o2noane 1827 |om Frogsnme | Falin
Robet |2rtosae | w0 1azr |om Frogamme | Falen
|Gerwd T |n2norame 1757 [om Progume | Faksn
Erao w2ons @Awane 1727 om Frogasnme Fab
| Piese |s20m348 | r0zie 1657 |om Froganma | Falsn
| Emeien |m2ronge |02norame 1627 |om Frogasnme | Falin
| Aeanire |s2rtomsse |roze 1557 |om Proganme | Fabse
[Pad | 210943 |02norame 1527 |om Frousime [Fatin

. eCroe

When the connection is on, the button is green with a percenter of network recovering .

Patient Infos solution mére:

Tuesday , October 02, 201:~ @

MNom prénom Date de naissance Hewre de RDY Prescription
02/10/1948 7

S0

LOBON Josseline 02/10/1948 02/10/2018 18:27 0,00 Programme False
MICHON Rabert 02101948 02/10/2018 18:27 0,00 Programme False
MICHEL Gerard 02/10/1948 02/10/201817.57 000 Programme False
MICHEL Enzo 02/10/1948 02/10/201217.27 0.00 Frogramme False
PHILIFPE Piene 02/10/1948 02/10/2012 16:57 0.00 Frogramme False
GERARD Emeline. 021101478 02/10/2018 16:27 0.00 Frogramme False
LEBLANC Alexandie 0210/1362 0210720181557 180,00 Annule False
REMI Paul 0210/1343 02/10/201815:27 250,00 Reussi False

CONFIDENTIAL DOCUMENT : The reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax

LEMER PAX / SAS WITH A CAPITAL OF 350 000 EUROS / 870801 594 RCS NANTES / APE 3250 A = 142 =
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART / 262 TER-1 OF THE FRENCH TAX CODE /VAT: FR 18 870 801 594



English version

LEMER PA)( Instructions manual V16-1

PROTECTING LIFE JUI’]e2024
Posijet® V3

XVII.2. Barcode reader

If the barcode reader is not working during the scanning
1. Clickon the red cross

L3

(CHOk 0 Dechure in CO0RY 10 SCRN pOur
Mother Solution K #2

= USEROPERATOR &
) Fosic Yo—_— 4252019858 AM
2. Click on the Utilities menu shortcut 3. Identification

Mother Soluticn it inetalation
Poston sysnge and ds neode

1
Nl Vihome | 2 Tnsen P 0p Qude for LOP neodle
” 3 Wstad lowes kit i the kit howder
et 0w 4 Postion gude cone for lower noedie
- ! 5 Shoe kit hokder and ciose the sheided dooe
. USEROPERATOR & Chck on he prcture 10 fowes e head
= oA
. - LR
= @ '
Syrmge Acety st
|
gasMN OPERATOR
Votamo
omt :
=

|
| B OPERATOR
PHARMACIST

PHYSICIST

\ ADMINISTRATOR
) LEMER PAX

@ u - 4252010900 AM

Fill myrigo with NaCt

Ingoct porge
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XVI1.3. Volumic Activity Control (VAC)

Note : A minimum activity of 500MBq of the vial is necessary to perform a VAC, please make sure that this activity is > or
egal than 500MBq. A VAC is taking an average time of 2min, the real time measured activity can be viewed in the follow-

up box of the filling of the sampling syringe around 0.7mL.

Py = Itisimportant to check those points to be sure the activity start indeed to be measured and
= St IJ increased from this 0.7mL volume, it gives an indication of the good connection between all
J T the different elements of the machine.
S Acwrey So from this way operator will be able to interpret easier a failed VAC result.
0 52 Mikg

—
LETUS l/‘

A normal using VAC result shall be like the picture below.
That means measured datas by the Posijet® are with theoretical informations of the provider.
In those conditions, operator can click on “Confirm” and continue the normal cycle of use.

Results of the volumic activity check procedure

s Current volumic activity: 910.82 MBg/mL
Measured volumic activity: 940.33 MBg/mL

Standard deviation: -29.50 MBg/mL (-3.2%)
Volumic activity check COMPLETED WITH SUCCESS
Please confirm to apply the adjustment of the vial volume

Current volume: 5.00 mL

e _
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XVIl.3.a. Failed VAC case with over threshold value

Means there is inconsistency between provider theoritical
Results of the volumic activity check procedure | values and Posijet® measu red datas.

The following actions should be performed in this order:

e Current volumic activity: 745.30 MBg/mL
Measured volumic activity: 858.39 MBg/mL

Standard deviation: -113.09 MBg/mL (-15.2%)

1. Click on "Keep provider data”

Current volume: 5.00 mL
Adjusted volume: 4.34 mL

4252010940 AM

3. Click onthevial in the mother solution box in order to verify the information entered
4. In case of error on the information, click on “unselect”

e.\ = 0w 2 - s STe Isotope: F 18

Drug: FCHOLINE
Current volume: 4.34 mL

Batch n®. 123456789

Activity: 3,631.3 MBq
Volumic activity: 8359 MBg/mL
Minimum act: 836 MBq

4w A
Vokumec actvity 1 Vokumic acuvity

[roe———————" - [To——————
2414 M8 2358 g

_ . el )
@ 1’( e - 4252019941 AM @'(_] R — 4252019942 AM

Confim the unselectioning
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Sontinye injection of Unioag POSLET

CACK 0N puchure I 0esor 10 SCan your Patient Kit 83

A. Isotope: F 18

Drug: FCHOLINE

Current volume: 4.34 mL
Batch n®. 123456789
Activity: 36162 MBq

Volumic activity: 8324 MBg/mL

Minimum act: 83.2 MBq

Do you confirm unselecting mother

solution?

@[]

Modify the informations

(Be carefull to errors and confusions between the activity of the vial to the time of calibration of the delivery)
8. Identify the mother solution kit one more time

7.Click on the vial
Momar Soksion Kit Identitcation
E-} ."' — 2520199043 AM
9.Click on the vial
o~ — B

: _ | B y

Syrege Actety 'J
0By
=

> ) —_— 4252010 944 AM

11. Check the informations then « Select » and

4252019 944 AM

10. Click on synchronize to import the modified
Mother solution

List of mother solutions

12. Restart a VAC by clicking “VA Control”
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« Edit » if you need to modify

- - e 2 e CACk 0N pichure I oo 10 SCAn your Patient Kit 83
Mother solution identification g o [ gac) o8
Isotope: * F 18 ) g
Drug: FCHOLINE K

Ref. activity: * 5,000.00 MBq

isotope: F 18

Drug: FCHOLINE
Current volume: 5.00 mL
Batch n®: 123456789
Activity: 3,5309 MBq

Initial volume: * 5.00 mlL
Ref. date: * 2019-04-25 08:51
Batch n': 123456789

Volumic activity: 706.2 MBg/mL

Minimum act: 706 MBq

062 Mg

@ “FJ‘ : Yy —_— 42520109.40 AM

"(J G — 4252010 9.40 AM

XVII.3.b.  Failed VAC result with threshold near to the value

Subject in advance, to have been able to notice during the CAV procedure that there was indeed a measurement of the
activity taken from 0.7mL and then progressively up to about 450MBq (this allows to guarantee to the operator that the
connections between all the elements of the machine are functional)

1. It mustfirst be checked that the data entered are correct.
2. Ifeverythingis correct, it is recommanded to proceed a new VAC.

3. Ifthe new VAC result is always over but close to the 20% threshold you will have to choose to select:
1. Click on « Apply measured data » under responsabilty of a referent user then continue a normal using,

2. Orclick on « Keep provider data »

Implies that without the Posijet adjustment, it probably will a difference between the first sampling and the
corresponding prescription in case of an activity dosage, the reason is because of a bad estiation of the

dead volume.

XVII.3.c. Failed VAC without numeric result:

When the message « Failed VAC » appears, that means the Posijet failed to complete de VAC procesus probably due to
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a wrong connection to:
1. Vial connection issue
2. Venting connection issue
3. High cone missing...
An unloading is necessary in order to check mainly the needles and the points mentionned above.

Vo e (et -
A o T RN A

Volumic activity check rejected: pleace
relcad mtoher solution

CACk 0 paciure i 0eor 10 SCAn your Patient Kit 83
Chck on Home™ 15 unlosd POSUET
e
F 18

Siomaning actwly. 3,462 63 Mily

Delete mother solution Identification
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Do you confirm the deletion of the mother
solution?

@

@«

Do not proceed the flush in order to avoid to modify the vial volume used forward.

CONFIDENTIAL DOCUMENT : The rep

Q OPERATOR

OPERATOR
PHARMACIST
PHYSICIST
ADMINISTRATOR
LEMER PAX

X &
® =5

Confirm Unload

Postet ynicading
Nl Vichem P0ass poess prchure 1 00dee 10 ralse He samplag
head
" ’ = 0w
T USER OPERATOR f

|

-—d i

Yo

=
4252019 20.09AM @ R
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o¢ 10 ralse He sarpiog
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XVIl.4. Failed door closing
When the head is lowered, if the door is closed, the warning message D25 appears. \

4

D25 Error door open: Please close the

shielded door.

# Do not show this mMossage again

Just close the door and resume the cycle. (if need, reset the fault at the top right)

XVII.5. Emergency stop

XVIl.5.a.  General informations

When the emergency stop button is pressed, this implies an instant stop of any movement / action in progress. (In no

case this action closes the application).

A

Itis advisable to validate the message@ then appearing
on the screen and to unlock the emergency stop button on
the console before resuming the cycle.

(Reset the defaut if necessary /‘i-\ E )

s D43 Emergency stop.

.

@[]

¥ Do not show this message again
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XVIL.5.b.  Emergency stop during a preparation of a patient dose

If an emergency stop is triggered during patient dosing. The dosage can not be restarted, it will be necessary to transfer
the dose.

After having made the recommendations of the paragraph above, and that the user clicks on "Prepare"; proceed as
follows.

. Prapare dose T3
' Cxckon T [ A Nl Vichme Piease wat aunng He padert dose samping
N = st Qo0 preparabon — -
n' . - ‘ 8 7% m i PLEASE WAIT...
~ | USER OPERATOR ~ g
- oy
I \ i
Syvwege Actrdy o 2
19995 MBq -
Volame [re—— v Nawme
120 e GERARD Emeton A
Raso Dute of bt e
240 MUGKG ‘ o -~
R 5
l S ) ong
Mother soivan 18 Koye.
280G8q 0w 0 iy
WVolume
500t
Vokmc acoviy
e W
Mnirarm o amgitng
.95 MBq
@ 9 -Posie B — 4252016 023 AN
Patient dose sampling in progress

Sp—— ) 1. Click on « Utilities » shortcut

:::':‘: 2. Connect a flushing syringe positioned in the specific
syringe shield.

3. Click on «Inject flush/purge »

4. Manually press the injection piston.

Dodoto tho molhor solalion

Empty to vial

. =
®,;(-J > S — 4252010 3026 AM

XVII.6. D39 /Injection speed message too low

When this message appears it means that the machine detects a back pressure during an injection. It is important to
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check the injection site of the patient, the tubing .... Examples: patient moving arm during injection - no patient kit
connected - patient's 3-way valve not rotated - pinched tubing - Piston rubber of sampling syringe stucked - venous
extravasation (if injection underway) ...

It is common to check the message, identify the cause and solve it then take back the cycle automatically or manually
if you prefer.

Vial gdsion OR patient selection
Chck on Ditute in vl mane 55 st wal BlBon
A - P Chck 0N B pIANe In order 10 Creade O Solixt a
e 26 mi
- SYSTEM patent
" ADMINISTRATOR
- iy
Syrge Actety
5.3 Mg

# D39 Injection default - pression is too high:
 Verify the injection site.

¥ Do not show this mossage again

WARNING : If this message appears during flushing,
the Posijet® will automatically switch to manual
mode so you will need:

1. Click on the "Flush" button

2. Press directly on the injection piston to finish
flushing as soon as the piston is released.
(indication: a sound clack will sound as soon as the
piston is free)

If you want to go back to automatic mode you have
to click on "Auto" before restarting "Flush"

XVII.7. Air detection case in the tubing

XVII.7.a.  During Flush

CONFIDENTIAL DOCUMENT : The reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH A CAPITAL OF 350 000 EUROS / 870 801 594 RCS NANTES / APE 3250 A 152
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART / 262 TER-1 OF THE FRENCH TAX CODE /VAT: FR 18 870 801 594



English version

LEMER pA)( Instructions manual V16-1

PROTECTING LIFE Jun€-2024
Posijet® V3

If an air volume> 300ul is detected during flushing then the message below accompanied by its
{
Lc;..
indicator appears in the application. That means it’s necessary to follow the indications of the message. (you

must also visually check for bubbles in the tubing)
CAUTION: The flush is automatically switches to manual mode. (press on «Flush» then on the injection piston as soon

asitis unlocked)

Py T

- SYSTEM
SYSTEM
ADMINISTRATOR I ADMINISTRATOR

| Air bubble detected: Check the connection 261080

to saline pouch and on air bubble sensor.

@ x A' 425201910 PN

If the air bubble indicator remains displayed it means that the problem is still present. Follow the recommendations of

the message in order.

B Air bubbles are still present. Please check 3
[ o) PLEASEVIAT.. L& in order:
L S - Presence of NaCl in the pocket. If the
£ EC B bag is empty, replace it with a new bag
s ; :pd flush again by removing the patient
H4rmq it.
e « Connection to the NaCl bag. If the
g connection fails, reconnect the bag
| correctly and flush again by removing the
xR patient kit.
2500 & If the cause of the problem is unknown,
e A perform an unloading and check all
T bl accessories and kits.

@ 3% /] £252010 140 PM ®4?.} D —

If no bubbles are visible, the connection to the bag of non-empty NaCl is effective and operational, and visually
the operator ensures that there is no stress on the tubing, it is imperative unloading to check the correct
position of the tubing in the air bubble detector as shown in the photo below:

ctly prohibited without the consent of Lemer Pax

TES / APE 3250 A
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In the case of the need to discard the patient kit:

Click on the trash

ek o Ditute 0 warl mins 10 st wal BABon
Chck on e pKANE In orider 15 Creade Of Sadix1 8

Aok on Ditute in warl mine 95 start wal on
o8

Do you confirm the deletion of the patient

kit?

Click on the patient file Scan a new kit

ontinuer Injection OU Décharger le POSLIET

jiquer sur fimags pour scamner e Kit Patient #3
e sur "Accusil pour décharger le POSLET N
- FORMATION

o LEMER PAX

LEMER PAX

Activité solution méra
1.25GBg
Volume
456 ml

Activiti volumigue

1.25 GBg
Volume
456 mL
Activité volumiaue

Act minimum Act. minimum

27.37 MBq 22.41 MBg

03020181550

Continuer Injection OU Décharger le POSIWJET

Chiquer sur [image pour scanner le Kit Patient #3

Cliquer sur "Accusil” pour décharger I POSIIET.

i o

03M10/2018 1548

Be careful to switch back to Automatic mode before restarting a new flush or to proceed manually.

CONFIDENTIAL DOCUMENT : The reproduction of this document in whole or in part is strictly prohibited without the consent of Lemer Pax
LEMER PAX / SAS WITH A CAPITAL OF 350 000 EUROS / 870 801 594 RCS NANTES / APE 3250 A 154
EXEMPT FROM VAT FOR INTRA-COMMUNITY SALES, ART / 262 TER-1 OF THE FRENCH TAX CODE / VAT: FR 18 870 801 594



English version

LEMER PA)( Instructions manual V16-1

PROTECTING LIFE June 2024

Posijet® V3

In the case of the need for unloading to verify that the tubing is well positioned in the air bubble sensor.

Click on Home «button» Click on unloading and proceed as usually

XVII.7.b.  During injection

In the case where the operator does not follow the recommendations, there is a
high risk of obtaining a dosage inconsistent with the prescription and / or not
being able to inject the prepared dose.

Lemer Pax strongly recommends not to continue and proceed with the unloading and verification of the presence o
the tubing in the air bubble detector as indicated above.
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The Posijet will make a new alert that only a
SIeRacston o0 Sy

VEULLEZPATENTER
System
At ate

Air bubbles are still present and may cause
a dosing error. We advise to check the NaCl
bag and to redo a flush.

Do you really want to start dosing (an
administrator code will be required)?

A

Batient dose sampling in progresy

n administrator password can pass.

&
B

Administrator
LEMER PAX
LEA

Saclay

Préparation en cours

Valume NaCl Veulllez patierter pendant lopération de préparation

Prescription
160.00 MBq
Ratio
2.31 MBa/Kg

réparer

26.07 MBq

@ (%]

New alerts will follow each other,

02110/2018 17-34

preventing the injection

e Prease wat Auneg He pabent dose samplng Narl Vohume
h oan . o Selct the injection Mode (Rutomatc { Manual]
< zZe w PLEASE WAIT ﬁ = f 2% m the Injection Profite (Siow / Normad
- SY‘S}E“ - SYSTEM Speod)
ADMINISTRATOR ADMINISTRATOR o Select he Rinsing Mede (10 md )
| 4 Seloct o Injection Speed Level (11 10)
= o Clok on St njectsn
Syrege Actely
SBq
Voo Name =
03m UEILANG Alesandre
Dute of btk
TS
Prescapion
1000 Mg
Mted i
LR b
Voemo
500mt

4252019213 PN

Patiant

N

SYSTEM
ADMINISTRATOR

D42 Emor. Ax dolociod durng joction

Sytnge Actrty Sytmge Actely
A9 02q 2902
[T w—" Nome: Voleme
RALS A ao ” B7m
I.-I':fdhv. LR
Mt it ris
416 Gi%q
Vokamo
40
Vohumec actvdy
Mabrrarm s amgiang
a0 26,09 MBq
y ¥ Do not show this Message again
@ :q @ '?_'j 4252019 218 PN
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Click on the patient and select « Cancel » then confim

Appointments Appointments

Sumame: * LEBLANC

* 2019.04.25 10:19

Do you confirm the cancellation of the
injection?

4252019218 PN

e
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iy SYSTEM
ADMINISTRATOR

= r

Syrmge Ay
49 Mg

B7mi

A

Patient Dose Sampling ! Stact Injection
Patert dirse sarm o) hav Deen pertrmed
Chelh Current Sty Defdre Sating ryedion

Sokect the Injection Mode (Automutc | NMaroad)

Sokect the Injection Profile [Slow | Normad
Spoed)

Selet he Rinting Mode ("0l (20 mi)
Selkect e Injection Speed Level (19010
Chn 00 St injection

LRFLN

45,
Vodume< actvay

D R ]
8527 Mg

@ x

42520192 10PN

Unfasten the patient kit and connect it to the specific syringe protector to transfer

the dose before clicking on "Inject"

P

o Patent drie sarmpion has been perionmed

N3 Vibome
o —
< 2%

SYSTEM
ADMINISTRATOR

Syrmge Actely

Do you want to continous the patient

injection?

Validate and disassemble the syringe protector of the patient kit and set the syringe + syringe
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protector decreasing.
A label with the informations of the syringe is printed

Flush Syringe
T Activity : 146,39 MBq
Operator ': FORMATION LEMER PAX
At : 2018-10-03 17:24
Name LEMER PAX FORMATION
Total Volume : 19,69 mL

Drug Volume : 0,97 mL

03102018 17.31

®[x]

XVII.8. Non empty syringe
During an unloading request, it is possible to have the "non-empty syringe" warning message, if the previous injection

was not completed completely; or if there is activity left in the collection syringe.
It is then necessary to derive the liquid present in a purge syringe previously inserted into the specific syringe protector.

1. Confirm the message 2. Click on « Utilities»

Acces denied, volume in the syringe

B (X)) &

@ 252010 0.40 AM

4. Click on « Calculator»
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OPERATOR
PHARMACIST
PHYSICIST
ADMINISTRATOR
LEMER PAX

5. Clickon «Inject purge » then quit

~
PP & Monitoring
o 4 o I J J

OPERATOR

PLC operation in progress: 0:-

Utilities

Molybdene

4252019855 AM

Utilities

Molybdene Calculator Decay chain

[ Door locked
[ Column stuck

[J Wheel stuck

Bé

If a non-negligible residual activity remains on the screen, it is preferable to carry out the actions "Fill syringe with NaCl"
and then "Inject purge" again in the PLC menu.
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XVI1.9. Delete a mother solution

Do you confirm the cancellation of
the dilution?

02 ARE]

Or20

When we validate the message of suppression of the mother solution it will no longer be active in the application but
information about it (volume, activity) will be saved so that we can reselect it in the list of mother solution where
appropriate. The information will be kept up to date.

XVII.10. « Utilities » & « Calculator » menu

There is functionality differences between the shortcut available into the injection menu and
the main menu icon

K

Clicking on the shortcut displays the "Calculator" menu.

XVII.10.a. During a cycle

[ Eh
@ E |€:5 — 4252010 3026 AM
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dal

XVI.10.b. Main menu ©0

Clicking the "Utilities" icon from the main menu allows full access to the features of the "Calculator" tab

> S =
= " v { Utilities
/! : e
=7 \’
| @ A o

Molybdene Calculator

[ Door locked
Column stuck
[ Wheel stuck

B &
®

@

4d ==
P N —.

D

AN019 940 AM

XVII.11. Calculator features

Utilities

Molybdene Calculator Decay chain

PLC operation in progress: 0: -
[] Door locked
[ Column stuck

[] Wheel stuck

XVIL.1l.a. «5Stop»
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Click stop allows to stop all underway actions

XVII.11.b. «Fill syringe with saline »

Clicking on this command automatically allows to fill the saline syringe, this can be indicated for example:
+ When the operator wants to rinse the syringe when he has the message "Syringe not empty"

XVIL.11.c. «Injectpurge»

Clicking on this command allows you to derive the content of the sampling syringe and thus be able to empty it into a
purge syringe when the operator is locked in the cycle.
This command can be useful for example:
« When the syringe is not empty
« When there is still activity in the sampling syringe
Attention this action will be carried out manually (= by pressing directly on the piston)

XVII.11.d. «Raise column »

This command may be required when the Posijet® refuses to raise the sampling head during unloading, for example.
Itis first necessary to check that there is no activity in the sampling syringe.
(If "activity" or "syringe not empty"perform the procedure above at first)

[] Door locked

[ Column stuck

Then you must uncheck "blocked column"” on the right of the screen to allow movement = Whes! stk

Then click on « Raise column »

XVII.11.e. Column lowering

To go back down the column in degraded mode, you have to uncheck "blocked column" then activate the two-hand
controls by positioning the 2 simultaneous fingers on them in order to trigger the movement.

XVIIL11.f.  «Reset defauts »

This command is used to erase faults that persist in the application and can not be erased with the normal fault

acknowledgment procedure: /E\ E

Simply click directly on the "Reset defects" command and the attention sign ﬁ\ must disappear at the top right of
the application screen.
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XVIL.11.g. «Expert»

This command opens the maintenance menu of the machine, only Lemer Pax technicians are allowed to use this menu.
The only possible exception, if the technician Lemer Pax accompanies the operator in this menu during a remote
intervention.

XVII.11.h. Delete vial»

This command is requested and required if the machine is degraded due to malfunction:

e During a Posijet® remote acces.

e Whenvendorinformation from the solution isinaccurate and caused a CAV with an out-of-threshold / standard
value.

- This means that the mother solution selected will no longer be active.
It will then be necessary to identify the mother silution kit again and choose a stock solution.

XVII.11.0.  «Empty Vial»

CAUTION this action can have serious consequences since it means that the contents of the sample syringe will be
pushed all the way to the mother solution vial (without automatic updating of the mother solution data).

It is best to have Lemer pax support before initiating this action.
To perform this movement, press the Posijet® injection piston manually.

XVILIL.  « MIX»

This feature allows you to homogenize the liquid from the mother solution vial, it is recommended and useful only
after dilution.

The Posijet performs automatically and successively samples and reintroductions of liquid from the vial in order to
mix the NaCl and radiopharmaceutical well after dilution.

XVII.L11.k. Remote maintenance

If the feature is not active for you because it is not allowed by your computer network service.

In your case, for a remote start please contact the support by phone at 0 820 205 098 and hold the posijet lit.

XVILL11.L.  Logs andbackup ==

When a functioning analysis is required you have to do a back up or recording of the Logs files, for that it is advisable to:

s

1. Clickon —
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2. Then confim by clicking on « yes »
3. Place a USB disk or save on the disk (D :)
4. Clickon OK
5. Wait “back up ended” or “back up terminé” messages
6. Send the Zip file by mail at support@lemerpax.com
XVII.11.m. Web app
Click on this Icon w allows to connect to the Web application directly.
Then just enter his Login and password to connect.
XVII.11.n. Barcode reader
v
Icon resets the bar code reader if it does not turn on when scanning the mother solution kit or patient kit.

XVII.11.0. Unlocking access door solution mother

To unlock the access door to the mother solution in the event of an unloading blockage, for example, simply uncheck
"Door locked" to be able to open the door.

[] Door locked

Column stuck

[] Wheel stuck

XVI.11.p. «Column stucked bloguée »

When you want to force the descent or lifting movement of the Posijet® pick-up head, you must first uncheck "Colonne
bloquée" in order to allow degraded movements.

XVII.11.g. Application shut dovvnQ)
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Click on this Icon Q» then confirm the order. The application will shut down.

Do you confirm the shutting down of the
application?

® [ e

LEMER PAX

@ x

XVII.11.r. Application restart %=

L
After an extinction of the application just restart the LpDose program l!'_J

If a restart s was requested, the application will resart automatically.

XVII.12. Application Restart

Upon the occurrence of a problem requiring Lemer Pax telephone intervention, it is possible that the technician Lemer
Pax asks the operator to restart the application under his supervision.
It is then recommended to proceed as follows:

Click «home » if during the cycle. Then click on the "Utilities" menu
Then click on « Calculator » tab

Click on the restart icon at the bottom right of the screen. &
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Utilitaires

Unintaires

Operation automate en cours: ;-
Porte verrouillée

7 Colonne blaquée
Roue bloquée

8@
© Q@

/ ' Restart

Posijet® automatically restarts the application.

If a stock solution is loaded the message below will be displayed. To continue using this solution, simply click on
"Select". Thus the information will be automatically reloaded in the application.

LEMER PAX

Drug: FDG

Current volume: 4.83 mL

9 @ i

Batchn

Activity: 3,5

Volumic activity: 7299 MBg/mL

Minimum act: 73.0 MBq

A mother solution is loaded.

It will be necessary to acknowledge the message D10 which informs the operator of the loss of communication
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*;~ & between the PLC and the machine normally occurring when the
application was shut down or restarted.
@

D10 Timeout : Erreur Communication
Ethernet .

® Ne plus afficher ce message

XVII.13. Problem of Zero

It can happen that the Posijet® alerts on problems of zero. Potentially due to a zero shift following, for example the

realization of several CAV in successive failures.

Q
Then you have to go to home menu . Then Quality.
e C(lickon«Control »
o Clickon«Zero»
e Return tothecycle

XVII.14. Patient file and features

Appointments VAN

Surmame: *

A Firstname: * A
..

Date of birth. *

[Te—pr—r—"y e

4252019218 PN

When a dose has been prepared for a patient and injection is not possible, several actions are possible:
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XVII.15. Reassignment of a dose already prepared "Other RDV"

Clicking on "Other appointment" allows the operator to access the plannning and:
o Reassign the already prepared dose if the injection to the initial patient is canceled and the same dose
corresponds (in activity and weight) to another patient.
o Select another patient in the planning if the patient initially selected is not the right one

XVII.16. Cancelling an injection with the “canceled” tab

-,
XS
\

When you click on "Canceled", the Posijet® goes into "throw syringe" - =“mode

This means that the prepared dose of radiopharmaceutical will be derived in a purged syringe and no longer injected
into a patient.

This function is required when a prepared dose can not be assigned to any patient in the schedule.

It is then necessary to connect a purge syringe inserted in the specific syringe protector before clicking on "inject".
Asingle rinse will be automatically performed after the injection of the dose, to take into account the capacity of 20mL
of the purging syringe.

At the end of the injection, a label with the wording "purge" will be printed including the indications of activity,
volume, and radiopharmaceutical.

XVII.17. Editing patient record data

Any modification of the patient card (identity, date of birth) must be made in the radiopharmacy software and then
imported on the Posijet® by synchronization.

Nevertheless it is possible to modify locally (= directly in the application of the Posijet®) information of weight, size and
prescription. However, it is preferable, in order to ensure perfect traceability of the data to make these changes in the
radiopharmacy software also beforehand and then synchronize the patient record before selecting a patient.

However, any modification made locally, if necessary, must be recorded before clicking on the "select" tab for the
changes to be effective.

XVII.18. Vial measurement or end of vial test

When the user arrives at the end of the vial (vial activity < 500MBq) it is possible to ask the Posijet® to measure the total
activity of the vial and thus to be able to support which dose can be taken.
For thatitis necessary :

e Clickonthevialin the mother solution box at the bottom left of the application screen.

e Choose "Vial Measurement" from the menu that appears
Then Confirm the message
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Vial gétion OR patent selecion
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Current volume: 5,00 mL
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Posijet® will perform a sampling and an instantaneous measurement of the total volume of the vial then it will

modify the mother solution data accordingly.

IMPORTANT: When the dose is taken afterwards, it is imperative that the prescription be <to the activity measured
during the end-of-vial measurement operation, otherwise the operator will be exposed to a failure of sampling,
in particular because during a sampling "in activity" the setting of the Posijet® is to reach: the prescription +
5MBq. It is therefore necessary to take this point into account when requesting the last dosage of a vial.
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XVIII. Version history

Version Date History
(1) May 2016 27/05/2016 e Firstissue (from software version LPDose V420)
(2) July 2016 02/07/2016 o :g;dg)ate related to changes to the LPDose V427 software (see release
e Updaterelated to changes to the LPDose V430 software (see release
(3) September 2016 20/09/2016 note)
e Addition of recommendations concerning daily cleaning
(4) April 2017 06/04/2017 e Update related to changes to the LPDose V435 software (see release
note)
e Changing the battery characteristics
(5) September 2017 07/09/2017 e Minorchanges to the document layout
e Modification of the aseptic conditions for the guide cones
(6) June 2018 05/06/2018 . :gg?te related to changes to the LPDose V450 software (see release
(7) September 2018 01/09/2018 e Updaterelated to changes to the LPDose V452 software
(8) January 2019 01/2019 e Addition of degraded cases
e Update related to changes to the LPDose V456 software (dedicated
(9) March 2019 03/2019 version isotopes of short periods : Ammonia Variant)
e EMC Compliance
(10) June 2021 06/2021 e Details of the calibration method
(11) April 2022 04/2022 e Compliance with MDR 2017/745
(12) May 2022 27/05/2022 e Compliance with 60601-1
(13) May 2022 31/05/2022 e AddIT Networks risk
(14) June 2022 01/06/2022 e Update claimed use
e Population limitation, addition of side effects, alignment of
(15) Janvier 2023 11/01/2023 characteristics with data sheet
e Description of Posijet in preparation mode only (chap. VIII)
(16) July 2023 04/07/2023 e Description of Posijet for therapeutic mode
(16-1) June 2024 19/06/2024 e Update external dimensions
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