”]."\"TER PH‘RMM d.o.0. Crua Gora

s 201 2Y KLINICKI CENTAR CRNE GC
S 2. 10, a8 ess Broj 03/01- 34 32 N1
Podgorica, ‘3_!0_-_. 20 _L_‘[{;OS. Podgorica ] 5 e zo_z)j

Na osnovu prihvaéenog Pisma namjere privrednog drustva Inter pharm d.0.0. Podgorica od
17.10.2024. godine, zakljucuje sc

UGOVOR O DONACLJI
lzmedu:

1. Inter pharm-a d.o.0., adresa Bulevar Pera Cetkovica, Blok X, Lamela D, Podgorica, PIB:
03036944, koga zastupa izvr$ni direktor Milos Velji¢ (u daljem tekstu: Donator) i

2. Klini¢kog centra Crne Gore iz Podgorice, ul. Ljubljanska bb Podgorica, PIB 02015366,
koga zastupa direktor dr Aleksandar Radovic (u daljem tekstu: Primalac donacije).

Clan 1

Donator donira:

- 1 komad — mikrosfere za emobilizaciju, u Spricu — Embosphere in pre-filled syringe-
220 (kataloski broj S220GH), jedinicne vrijednosti 280,00€ bez PDV-a, PDV iznosi
19,60€, ukupno 299,60€ sa PDV-om;

-1 komad - mikrosfere za emobilizaciju, u Spricu — Embosphere in pre-filled syringe-
420 (kataloski broj S420GH), jedinine vrijednosti 280,00€ bez PDV-a, PDV iznosi
19.60€, ukupno 299,60€ sa PDV-om;

za potrebe Klinickog centra Crne Gore — Klinike za ncurohirurgiju.

Clan 2

Predmet donacije opisan u &lanu 1 ovog ugovora Donator, bez ikakve naknade ili tereta donira
Primaocu donacije. koji ga sa zahvalnoscu prihvata i koji nakon primopredaje postaje vlasnistvo
Primaoca donacije.

Clan 3

Komercijalna vrijednost donacije iznosi: 560,00€ bez PDV-a, PDV iznosi 39,20€, ukupno:
599,20€C sa PDV —om.
Clan 4

Primalac donacije prihvata predmet donacije iz ¢lana 1 ovog ugovora i obavezujc sc na
koris¢enje u skladu sa odredenom namjenom.

Clan 5

Predaja donacije iz Glana 1 ovog ugovora e se izvrsiti preko apoteke Klinickog centra u okviru
standardne procedure prijema robe.

Clan 6
U sluaju isteka roka trajanja potrosnog materijala iz clana 1 ovog Ugovora, isporu¢ena roba
¢e sc povuéi o trosku Donatora, i u toj kolicini isporu¢iti druga sa vazecim rokom trajanja o
cemu ¢e se saciniti poscban zapisnik.



Clan 7

Sve eventualne sporove koji nastanu iz ili povodom ovog Ugovora — ugovorne strane ¢e
pokusati da rijese sporazumno, u protivnom nadleZan je sud u Podgorici.

Clan 8

Ovaj ugovor predstavlja volju ugovaraca te ga u znak prihvatanja i odobrenja svojeruéno
potpisuju.

Ovaj ugovor je sadinjen u 4 (Getiri) istovjetna primerka, od kojih Donator i Primalac donacije

zadrzavaju po 2 (dva) primjerka Ugovora.

Donator Primalac dona j
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Klinicki centar Crne Gore

Ljubljanska bb, Podgorica,

Datum: 17.10.2024

Postovani,

VELEDROGERIJA = PRODAJA NA VELIKO | MALO EEmEEsEmsT

INTERPHARM d.o.0. PIB: 03036944 Tel: +382 20 675 090
Bulevar Pera Cetkovica PDV: 80/31-03154-1 Fax: +382 20 475 090
Blok X, Lamela D Z.rn: 520-21944-09 (481 interpharminterpharm.me
81000 Podgorica, Crna Gora  Z.rn: 565-566-38 [Lovicen) www.interpharm.me

Crna Gora
KLINICKI CENTAR (1.‘?.'\’1{)}? E
Broj 03/01-__ I F &
Podgorica, 4 ¥ - [O - __20223.

Pismo namjere

Iskazujemo namjeru da za potrebe Klinickog Centra Crne Gore , doniramo :

- Embosphere in pre-filled syringe-220 (kataloski br.S220GH) - 1 kom (Mikrosfere za

embolizaciju, u Spricu)

- Embosphere in pre-filled syringed20 (kataloski br.S420GH) - 1 kom (Mikrosfere za

embolizaciju, u Spricu)

Ukupne vrijednosti 560,00€ bez PDV-a.

Podnosilac zahtejva: Inter pharm d.o.o. Podgorica;
Adresa: Bul. Pera Cetkovica, blok X, lamela D;

PIB: 03036944

Izvrsni direktor




Obrazac br.1

DONACIJE I SPONZORSTVA ZA LJEKOVE I MEDICINSKA SREDSTVA

DONATOR: Inter pham1 d.o.0. Podgorica;
Adresa: Bul. Pera Cetkovica, blok X, lamela D;
(naziv i adresa)

OVLASTENI PREDSTAVNIK (POSREDNIK) DONATORA u CG, ako donator nema
sjediSte na teritoriji EU: (naziv i adresa)

Identifikacioni broj DONATORA: 03036944

ZDRAVSTVENA USTANOVA koja prima donaciju:Klini¢ki centar Cme Gore
Ljubljanska bb, Podgorica,
(naziv i adresa)

NAZIV LUEKA i | Zasticeno ime: Genericko ime:
MEDICINSKOG | -Embosphere in pre-filled - Mikrosfere za embolizaciju,
SREDSTVA syringe-220 (kataloski u Spricu
br.S220GH) - Mikrosfere za embolizaciju,
Embosphere in pre-filled u $pricu
syringe420 (kataloSki
br.S420GH)

PROIZVODAC doniranog lijeka i medicinskog sredstva: BioSphere Medical, S.A.,France
(naziv i adresa)

Klasifikacija: Klasa Ill

FARMACEUTSKI OBLIK 1 JACINA:

PAKOVANIE: Kutija

KOLICINA: 2

ROK TRAJANJA: Embosphérc in pre-filled syringe-420 - 06.02.2027 i Embosphere in
pre-filled syringe-220 -02.07.2026

SERIJA: Embosphere in pre-filled syringe-220- X2870209-1 i Embosphere in pre-filled
syringe-420 X2713121-1

REGISTROVAN U CG (CALIMS)

DA NE
STATUS na Osnovnoj listi FOND-a

DA NE
STATUS na Dopunskoj listi FOND-a

DA NE
REGISTROVAN U EU: _

DA NE

REGISTROVAN prema Listi kategtorizacije:

DA NE
REGISTROVAN u CG ili u nekoj od drzava ¢lanica .
EU (DA NE
*u slu¢aju da je odgovor DA navesti drzavu
Francuska

VELEPRODAJA preko koje ¢e se donacija lijeka realizovati
(naziv i adresa) Inter pharm d.o.0. Podgorica;




Bul. Pera Cetkovica, blok X, lamela D

VRIJEDNOST DONACIJE: 560, 00 €
/iskljucivo u eurima/

NAPOMENA: medicinska sredstva su uvezena po Rjesenju za uvoz medicinskih sredstava
br. 2070/24/2466/4-9257 od 16.10.2024 godine izdatom od starne Instituta za ljekove i
medicinska sredstva Crne Gore

ODGOVORNA OSOBA DONATORA/PREDSTAVNIKA DONATORA:
(Stampanim slovima navesti ime i prezime, funkciju odgovorne osobe donatora)

Milos Velji¢, izvrsni direktor :
mh@k}\ (potpis

odgovornog lica)

DATUM: 17.10.2024
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CInMED

Institut za ljekove
imedicinska stredstva Crne Gore

Crna Gora

Broj: 2070/24/2466/4-9257
Podgorica, 16.10.2024. godine

Na osnovu ¢l. 66 1 67 Zakona o medicinskim sredstvima ("SluZzbeni list CG" br. 24/19 i 84/24),
Pravilnika o blizim uslovima za uvoz medicinskih sredstava koja nijesu registrovana ("Sluzbeni list
CG" br. 73/221 126/22), i ¢lana 18 Zakona o upravnom postupku ("Sluzbeni list CG" br. 56/14, 20/15,
40/16 1 37/17), po zahtjevu za uvoz medicinskih sredstava "INTER PHARM" D.0.0., Podgorica,
broj 2070/24/2466-9257 od 10.10.2024. godine, Institut za ljekove i medicinska sredstva donosi

RJESENJE
1. Odobrava se da "INTER PHARM" D.0.0., Podgorica, izvr$i uvoz medicinskih sredstava:
Naziv neregistrovanog - o
= medicinskog sredstva, Erolzvoliac medicinskog | yo:c. | jontitnin
br. g : sredstva
(oblik i pakovanje)
| EN Snare endovascular snare system | Merit Medical Systems, Ko 1
| EN2006020 Inc. '
, | Embosphere Microspheres in syringe BioSphere Medical. S.A. | Kom 1
“| S420GH R > D ‘
Embosphere Microspheres in syringe . ;
3. $220GH BioSphere Medical, S.A. | Kom. 1
2. Inoproizvodac: Merit Medical Systems, Inc., SAD; BioSphere Medical SA, Francuska
3. Inoisporucilac: Aptus d.o.o0., Srbija
4. Svrha odobravanja uvoza: Zastita javnog zdravlja
5. Predlagac uvoza: Klini¢ki centar Crne Gore, Podgorica

Rjesenje vazi 3 mjeseca od dana izdavanja.

OBRAZLOZENJE

D.0.0. "INTER PHARM" D.0.0. DRUSTVO ZA TRGOVINU NA VELIKO FARMACEUTSKIM
PROIZVODIMA PODGORICA, Bulevar Petra Cetkovi¢a, Blok X, Lamela D, Podgorica, je
podnijelo zahtjev za izdavanje odobrenja za uvoz medicinskih sredstava koja nijesu registrovana, sa
propisanom dokumentacijom.

U postupku ocjene dokumentacije, Institut za ljekove i medicinska sredstva je utvrdio da je uvoz
navedenih medicinskih sredstava moguce odobriti, jer su ispunjeni propisani uslovi.

Institut za ljekove i medicinska sredstva je razmotrio zahtjev i u skladu sa odredbama Zakona o
medicinskim sredstvima, Pravilnika o blizim uslovima za uvoz mcdicinskih sredstava Koja nijesu
registrovana i Zakona o upravnom postupku, rijesio kao u dispozitivu.
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"
%m\ v ovog rjeSenja moze se pokrenuti upravni spor, tuzbom kod Upravnog suda Crne Gore u roku
- 0d:29) dana od dana prijema rje3enja.

_DIREKTORICA

a . G ™~

Dostaviti:
"INTER PHARM" D.0O.0., Podgorica
- a/aInstituta za ljekove i medicinska sredstva
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Crna Gora
KLINICKI CENTAR CRNE GORE
Broj 03/01- 20420/ 0 — )\ Adresa: Rimski trg br.d6

Crna Gora Podgorica, NNE 2024, 81000 Podgorica, Crna Gora  ~
Tel: +382 20 482 133

Ministarstvo zdravlja Fax: +382 78 113 128
www.mzd.gov.me

Broj: 4-427/24-26/310 Podgorica, 18.10.2024. godine
Za: KLINICKI CENTAR CRNE GORE
-n/r direktoru dr Aleksandar Radovi¢-
Veza: Vas akt broj 03/01-31721/1 od 17.10.2024. godine
Predmet:  Saglasnost Klinickom centru Crne Gore za prijem donacije
Postovani,

Shodno Vagem zahtjevu broj 03/01-31721/1 od 17.10.2024. godine, a u vezi dobijanja
saglasnosti na donaciju Klinici za neurohirurgiju:

> 1 komad mikrosfere za emobilizaciju, u $pricu — Embosphere in pre-filled syringe-220
(katalo3ki broj S220GH) i

% mikrosfere za emobilizaciju, u $pricu — Embosphere in pre-filled syringe-420
(kataloski broj S420GH)

ukupne vrijadnosti 599.20€ sa PDV-om, od strane kompanije .Inter pharm™ d.o.o. Podgorica,
Ministarstvo zdravlja daje saglasnost.

Nakon realizacije donacije, shodno ¢lanu 17 Uputstva o natinu evidentiranja donacija i
sponzorstva za ljekove i medicinska sredstva u zdravstvenim ustanovama dostaviti potrebne podatke

Ministarstvu zdravlja.

S postovanjem,

MINISTAR

dr Vojislav Simun

,-
p \ / .
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KLINICKI
CENTAR
Crne Gore

Broj: 03/01-31721/1
Podgorica, 17.10.2024. godine

MINISTARSTVO ZDRAVLJA CRNE GORE
n/r Vojislavu Simunu, ministru
PODGORICA
Rimski trg br. 46, PC Vektra

Predmet: Zahtjev za davanje saglasnosti na donaciju

Postovani Ministre,

Od strane kompanije Inter pharm d.0.0. Podgorica, sa sjedistem u Podgorici, dostavljeno je Pismo
namjere koje se odnosi na donaciju Klinici za neurohirurgiju, ukupne vrijednosti 560,00€ bez
PDV-a, PDV iznosi 39,20€, ukupno 599,20€ sa PDV-om, i to:
- 1 komad — mikrosfere za emobilizaciju, u $pricu — Embosphere in pre-filled syringe-220
(kataloski broj S220GH);
- 1 komad - mikrosfere za emobilizaciju, u Spricu — Embosphere in pre-filled syringe-420
(kataloski broj S420GH);

Imajuéi u vidu navedeno, Kao i ¢injenicu da predmetna donacija nije predvidena Planom donacija
za 2024. godinu, molimo Vas da nas u §to kraéem roku obavijestite da li ste saglasni da
prihvatimo donaciju.

U prilogu Vam dostavljamo:

— Pismo namjere Inter pharm d.o.0. Podgorica od 17.10.2024. godine;

— Obrazac donacije i sponzorstva za ljekove i medicinska sredstva;

— Rjesenje Instituta za ljekove i medicinska sredstva Crne Gore, broj 2070/24/2466/4-9257
od 16.10.2024. godine kojim se odobrava da Inter pharm d.o.o. Podgorica, izvr$i uvod
medicinskih sredstava koji su predmet donacije;

— Sertifikat o sistemu kvaliteta [ISO13485, za proizvodaca Biosphere Medical Sa, sa rokom
vazenja do 13.02.2025. godine;

— Deklaracija o konformitetu za proizvode proizvodaca Biosphere Medical Sa;

— EC sertifikat za proizvode proizvodaca Biosphere Medical Sa, sa rokom vaZenja do
03.12.2024. godine;

— Pismo potvrde notifikacionog tijela - Biosphere Medical Sa;

S postovanjem,




VELEDROGERIJA  PRODAJA NA VELIKO | MALO
INTERPHARM-d.O.D. PIB: 03036%44 Tel: +382 20 675 090
Bulevar Pera Cetkovica PDV: 80/31-03154-1 Fax: +382 20 675 090
Blok X, Lamela D £.rn: 520-21944-09 (hB1  interpharmf@interpharm.me
81000 Podgorica, Crna Gora  Z.rn: 565-566-38 [Lovéen) www.interpharm.me
Klinicki centar Crne Gore Crna Gora
| KLINICKI CENTAR CRNE GORE
Ljubljanska bb, Podgorica, | Broj 03/01-__

'} Podgorice, _J_iff__fp ___792?_;'

Datum: 17.10.2024

Pismo namjere

Postovani,

Iskazujemo namjeru da za potrebe Klinickog Centra Crne Gore , doniramo :

- Embosphere in pre-filled syringe-220 (kataloski br.S220GH) - 1 kom (Mikrosfere za
embolizaciju, u Spricu)
- Embosphere in pre-filled syringe420 (kataloski br.S420GH) - 1 kom (Mikrosfere za
embolizaciju, u Spricu)

Ukupne vrijednosti 560,00€ bez PDV-a.

Podnosilac zahtejva: Inter pharm d.o.0. Podgorica;
Adresa: Bul. Pera Cetkovica, blok X, lamela D;
PIB: 03036944

Izvrsni direktor

.\{/}l\i;oé Velji
[, LD,




Obrazac br.1

DONACIJE I SPONZ:ORSTVA ZA LJEKOVE I MEDICINSKA SREDSTVA

DONATOR: Inter pharm d.(r.o. Podgorica;
Adresa: Bul. Pera Cetkovica, blok X, lamela D;

(naziv i adresa)

OVLASTENI PREDSTAVNIK (POSREDNIK) DONATORA u CG, ako donator nema
sjcdiste na teritoriji EU: (naziv i adresa)

Identifikacioni broj DONATORA: 03036944

ZDRAVSTVENA USTANOVA koja prima donaciju:Klini¢ki centar Crne Gore

Ljubljanska bb, Podgorica,
(naziv i adresa)

NAZIV LIJEKA i | ZaStice
MEDICINSKOG | -Embo

no ime:

IPphere in pre-filled

SREDSTVA syringe-220 (kataloski

Embe:)s|

br.S42

br.S220GH)

here in pre-filled

syringe420 (kataloski

GH)

Genericko ime:

- Mikrosfere za embolizaciju,

u $pricu

- Mikrosfere za embolizaciju,

u Spricu

PROIZVODAC doniranog lijeka i medicinskog sredstva: BioSphere Medical, S.A.,France

(naziv i adresa)

Klasifikacija: Klasa III

FARMACEUTSKI OBLIK | JACINA:

PAKOVANIE: Kutija

KOLICINA: 2

ROK TRAJANJA: Embosphere in pre-filled syringe-420 - 06.02.2027 i Embosphere in

pre-filled syringe-220 -02.07

2026

SERIJA: Embosphere in pre
syringe-420 X2713121-1

-filled syringe-220- X2870209-1 i Embosphere in pre-filled

REGISTROVAN U CG (CF?LIMS)

DA (NE
STATUS na Osnovnoj listi FOND-a

DA NE
STATUS na Dopunskoj listi FOND-a

DA NE
REGISTROVAN U EU: o

DAY NE

REGISTROVAN prema Listi kategtorizacije:

DA NE
REGISTROVAN u CGili unekoj od drzava lanica
EU NE

*u slucaju da je odgovor DA
Francuska

navesti drzavu

VELEPRODAJA preko koj : ée se donacija lijeka realizovati

(naziv i adresa) Inter pharm d.o0.0. Podgorica;
I




Bul. Pera Cetkoviéa, blok X, lamela D

VRIJEDNOST DONACHE: 560, oo €
/isklju¢ivo u eurima/

NAPOMENA: medicinska sfedstva su uvezena po RjeSenju za uvoz medicinskih sredstava
br. 2070/24/2466/4-9257 od 16.10.2024 godine izdatom od starne Instituta za ljekove i
medicinska sredstva Crne Gore

ODGOVORNA OSOBA DONATORA/PREDSTAVNIKA DONATORA:
(Stampanim slovima navesti ime i prezime, funkciju odgovorng osobe donatora)

Milos Velji¢, izvrsni direktor .
T{Mm A (potpis

odgovornog lica)

DATUM: 17.10.2024

P e
100¥INy
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CInMED

Institut za ljukove
Imedicinska sredslva Crne Gore

Crna Gora

Broj: 2070/24/2466/4-9257
Podgorica, 16.10.2024. godine

Na osnovu ¢l. 66 i 67 Zakona|o medicinskim sredstvima ("Sluzbeni list CG" br. 24/19 i 84/24),
Pravilnika o bliZzim uslovima za uvoz medicinskih sredstava koja nijesu registrovana ("SluZbeni list
CG" br. 73/221 126/22), i é!anﬁ 8 Zakona o upravnom postupku ("Sluzbeni list CG" br. 56/14, 20/15,
40/16 1 37/17), po zahtjevu za u+/oz medicinskih sredstava "INTER PHARM" D.O.0., Podgorica,
broj 2070/24/2466-9257 od 10.10.2024. godine, Institut za ljekove i medicinska sredstva donosi

RJESENJE

I. Odobrava se da "INTER PHARM" D.0.0., Podgorica, izvrdi uvoz medicinskih sredstava:

Naziv neregistrovanog " -
= medicinskog sredstva, Froizvodakmedicinskop J.mj. | Koli¢ina
br. S . sredstva
(oblik i pakovanje)
I EN Snare endovascular snare system | Merit Medical Systems, Kom 1
" | EN2006020 Inc. '
Embosphere Microspheres in syringe . .
2. S420GH ; BioSphere Medical, S.A. | Kom. 1
Embosphere Microspheres in syringe . .
3. $270GH : BioSphere Medical, S.A. | Kom. 1

|
Inoproizvodac: Merit Medical Systems, Inc., SAD; BioSphere Medical SA, Francuska
Inoisporucilac: Aptus d.o.(:)., Srbija
Svrha odobravanja uvoza:|Zastita javnog zdravlja
Predlagac uvoza: Klini¢ki|centar Crne Gore, Podgorica

G

RjeSenje vazi 3 mjeseca od dana izdavanja.

OBRAZLOZENJE

D.0.0. "INTER PHARM" D.0.0. DRUSTVO ZA TRGOVINU NA VELIKO FARMACEUTSKIM
PROIZVODIMA PODGORICA, Bulevar Petra Cetkoviéa, Blok X, Lamela D, Podgorica, je

podnijelo zahtjev za izdavanje o|dobrcnja za uvoz medicinskih sredstava koja nijesu registrovana, sa
propisanom dokumentacijom.

U postupku ocjene dokumentacije, Institut za ljekove i medicinska sredstva je utvrdio da je uvoz
navedenih medicinskih sredstava mogude odobriti, jer su ispunjeni propisani uslovi.

Institut za ljekove i medicinska sredstva je razmotrio zahtjev i u skladu sa odredbama Zakona o
medicinskim sredstvima, Pravilsllika o blizim uslovima za uvoz mcdicinskih srcdstava koja nijesu
registrovana i Zakona o upravnom postupku, rijesio kao u dispozitivu.

i
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senja.

Dostaviti:

"INTER PHARM" D.0.0., Podgorica
- a/a Instituta za ljekove i medicinska sredstva

]
|

202



bsi.
Certificate of Registration

|

QUALITY MANAGEMENT SYSTEM - 1SO 13485:2016 & EN ISO 13485:2016
|

This is to certify that: Biosphere Medical SA

Parc des Nations

Paris Nord 2

383, rue de la Belle Etoile

Roissy-en-France

95700

France

By Rayal Charter

Holds Certificate Number: MD 691717
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope: -

Design, manufacture, final inspection and sales of sterile, implantable medical devices for
therapeutic embolization and sterile microcatheters and guidewires.

For and on behalf of BSI: Qﬂﬂ-ﬁ*-'—- \W

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2019-02-14 Effective Date: 2022-02-14
Latest Revision Date: 2022-08-11 Expiry Date: 2025-02-13
b Page: 1 of 1
Rt ..making excellence a habit”

0003

[
|
|
|
This certificate was issued electronically and remains lhT praperty of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avénue, Knowlhill, Milton Keynes MK5 8PF. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.



DocuSign Envelope ID: 3662C22C-A585-4200-BAF7- 9F850?64D489

VBioS pher
Medical

DECLARATION CE DE CONFORMITE
CE DECLARATION OF CONFORMITY

02-002 Rev AE

i v - M CET
Nous, BioSphere Medical, S.A., situé : | 13 fevrpier 2izd | 12022 B

The company, BioSphere Medical, S.A., located:

DocuSigned by:
Parc des Nations - Paris Nord 2 ~

383, rue de la Belle Etoile Foseur [mosst
95 700 Roissy en France
France

E21209ES21F34F5..

déclarons sous notre seule responsabilité que les dispositifs médicaux suivants :
declares under its own responsibility that the medical devices mentioned hereafter:

MICROSPHERES POUR L’OCCLUSION DES VAISSEAUX DU SYSTEME VASCULAIRE +
A VISEE THERAPEUTIQUE OU PRE-CHIRURGICALE
EMBOLIZATION MICROSPHERES TO OCCLUDE BLOOD VESSELS
FOR THERAPEUTIC OR PREOPERATIVE PURPOSES

GMDN 60 938
Particules d’embolisation non résorbable / Non-absorbable embolisation particle

dont la liste des références objet de cette déclaration, est jointe ci-dessous
] (see list of references as follows)

De marque / Emhosphere® Microspheres en seringue
Of brand name Embosphere® Microspheres in syringe Glasgan { Ciass
SO]OGH 50-100 pm 1ml
SOZO(I}H 50-100 pm 2 ml
S110GH 40-120 pm 1 ml
S120GH 40-120 pm 2 ml
S210GH 100-300 pm 1 ml
Verdis ssis la S220GH 100-300 pm 2 ml
référence / Sold under | S410GH S00:500 e Kl i
S420GH 300-500 pm 2 ml
reference n
S610GH 500-700 pm 1 ml
S620GH 500-700 pm 2ml
S810GH 700-900 pm 1ml
S820GH 700-900 pm 2 ml
S1010GH 900-1200 pm 1 ml
S1020GH 900-1200 pm 2 ml

Sont des dispositifs médicaux de la olasse Il congus et fabriqués en conformité avec la norme NF EN ISO
13485 :2016, les exigences essentlelles de I’Annexe | et les dispositions de I’Annexe Il (Systeme Complet
d’Assurance Qualité) de la Directive 93!42!CEE {14 juin 1993).

Are class Il medical devices designed land manufactured in compliance both with NF EN ISO 13485:2016, with
essential requirements of the Annex | and the provisions of Annex Il (Full Quality Assurance System) of the European
93/42/CEE Directive (June 14", 1993).

Cette déclaration CE de conformité est établie sur la base de I'attestation CE d approbatlon du Systéme
Complet d’Assurance Qualité (Annexp Il point 3) délivrée par le BSI (Organisme Notifié n°® 2797) sous la
référence CE 667860 du 24 Février 2021 (+ document complémentaire du 5 Juillet 2022) et de I'attestation CE
d'examen de la conception (Annexe Il boint 4) délivrée par le BSI sous la référence CE 667865 du 3 Décembre
2019 (+ document complémentaire du 13 Avril 2023),

This EC declaration of conformity is established on the basis of the EC certificate of approval Full Quality Assurance
System (Annex Il section 3) delivered by the BSI (Notified body n° 2797) under the reference CE 667860 of February
24, 2021 (+ complementary document of|July 5, 2022) and the EC certificate of design examination (Annex Il section
g ,{l} g’g};’ivered by the BSI under the reference CE 667865 of December 3, 2019 (+ complementary document of April 13,

Date: ©.5 - JUN- JoR3 RLséne Amossé C‘_:&_/_h/l/@ =

Résponsabla Affaires Réglementaires | Regulatory Affairs Manager
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Dewces Annex II excluding Section 4

No. CE|667860

Issued To: BmSphere Medical SA
Parc des Nations
Palrls Nord 2
383, rue de la Belle Etoile
Rolssy en-France
95700
Fr nce

In respect of:

Design, development and manufacture of sterile absorbable _and non-absorbable embolic
implants with porcine gelatin for embolization procedures and sterile microcatheters and
guidewires i

|

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

C(cuw\ C_ el

Gary E Slack, Senior Vice President - Medical Devices

First Issued: 2019-03-13 Date: 2021-02-24 Expiry Date: 2024-03-12

..making excellence a habit.
! Page 1 of 3

|
|

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This appmvaf[excludeh. all products designed andfor manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netheflands under 33264284.
A member of BSI Group of Companies, |
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EC Certificate - Full Quality Assurance System

|
Supplementary Information to CE 667860

Issued To: Biosphere Medical SA
Parc des Nations
Paris Nord 2
383, rue de la Belle Etoile
Roissy-en-France
95700
France
Number Device Name Intended purpose per IFU
Class III : -
MD 0204 EmboCube™ Embolization Gelatin | See CE 667862
MDS 7002 '
MDS 7006
MDS 7009
MD 0204 Embosphere Microspheres in See CE 667865
MDS 7002 syringe :
MDS 7006 '
MD 0204 Embosﬁhere Microspheres in vial | See CE 667863
MDS 7002
MDS 7006 : ;
MD 0204 EmboGold Microspheres in Syringe | See CE 667908
MDS 7002
MDS 7006
First Issued: 2019-03-13 Date: 2021-02-24 Expiry Date: 2024-03-12
..making excellence a habit’
Page 2 of 3
Validity of this certificate is conditional on the qualily system being maintained to the requirements of the Directive as demonstrated through the required

surveillance activities of the Notified Body. This approval lexcludes all products designed and/or manufactured by a third party on behalf of the campany
named on this certificate, unless specifically agreed w[th!BSl.
Fhis certificate was issued electronically and is bound byilhe conditions of the contract.

Information and Contact: BS1, Say Building, John M. Keyhesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherdands BV registered in The Metherlands under 33264284.
A member of BS1 Group of Companies.
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EC Certificate - Full Quality Assurance S\;soéaerﬁe

Supplementary Information to CE 667860

Issued To: Biosphere Medical SA
Parc des Nations

Paris Nord 2

383, rue de la Belle Etoile
Roissy-en-France

95700
France
Number Device Name Intended purpose per IFU
Class IIa
MD 0102 EmboCath Plus Infusion Infusion of various diagnostic,
Microcatheter embolic and therapeutic agents

into the body's vascular systems
(peripheral); guidewire
exchange/support; and
superselective angiography of the
peripheral vasculature.

MD 0106 Tenor Steerable Guidewire Facilitate the placement of
catheters within the peripheral
vasculature for various diagnostic
and interventional procedures.

First Issued: 2019-03-13 Date: 2021-02-24 Expiry Date: 2024-03-12

..making excellence a habit’

Page 3 of 3
}

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Nethqriands under 33261284.

A member of BSI Group of Companies. |
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Deyices, Annex II excluding Section 4

|
|

|

List of Significant Subcontractors

Recognised as being involved in services rt'%lating to the product covered by:

Certificate No: CE 667860
Date: 2021-02-24
Issued To: Biosphere Medical SA

Parc des Nations
Paris Nord 2

383, rue de la Belle Etoile
Roissy-en-France
95700
France

Subcontractor: ' Service(s) supplied

Brivant Limited Manufacture
Parkmore West Business Park :
Galway

Co. Galway

Ireland

IONISOS SAS Gamma Irradiatio_n

Zone Industrielle de I'Aubrée
72300 SABLE SUR SARTHE
France

IONISOS SAS Gamma Irradiation
Parc Dombes Cotiere Activities &
01120 Dagneux

France

Lake Region Medical Ltd. Manufacture
13024 North Main Street
Trenton

GA

30752

USA

..making excellence a habit’

[ Page 1 of 2

Information and Contact: BSI, Say Building, John M. Keyﬁesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0760
BSI Group The Netheriands B.V. registered in The Netherlands under 33264284,
A member of BS1 Group of Companies.
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EC Certificate - F

Directive 93/42/EEC on Medical De

By Royal Charter

ull Quality Assurance System

vices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services 1

CE 667860
2021-02-24

Certificate No:
Date:
Issued To:

elating to the product covered by:

Biosphere Medlcal SA

Parc des Nations

Paris Nord 2

383, rue de la Belle Etoile

Roissy-en-Franc
95700
France

Subcontractor:

1
]

Service(s) supplied

Merit Medical Systems, Inc.
1600 W. Merit Pkwy

South Jordan

Utah

84095

USA

ETO Sterilization

PB Leiner USA

7001 North Brady Street
Davenport

Towa

52807

USA

Information and Contact: BSI, Say Building, John M. Key
BSI Group The Netherlands B.V. registered in The Nethe
A member of BSI Group of Companies.

Crucial Supplier

..making excellence a habit”

Page 2 of 2

nesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
r]dnds under 33264284,



EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 667860
Date: 2021-02-24
Issued To: Biosphere Medical SA

Parc des Nations
Paris Nord 2

383, ruedela Bellle Etoile
Roissy-en-France

95700
France
Reference .
Date Number Action
13 March 2019 8676306 First Issue.
14 March 2019 8970525 | | Traceable to NB 0086.
03 December 2019 3066739 Addition of Embosphere Microspheres in syringe.
01 April 2020 8676306 Updated device table to include Embosphere Microspheres in
Vial; EmboGold Microspheres in Syringe; EmboCath Plus
Infusion MicroCatheters; Tenor Steerable Guidewire; extended
scope to include microcatheters and guidewires; added Lake
Region Medical Ltd,, Brivant Limited, and Merit Medical as
Subcontractors. :
Current 3081576 Administrative update to afign activity from ‘Gamma Sterilization’
to ‘Gamma Irradiation’ at the Ionisos Dagneux France Site.
Addition of secondary Gamma Irradiation site for Ionisos at
SABLE SUR SARTHE France Site.

Non-'signifiv':ant changes approved after the 26th May 2021 as per the Transitional Provisions
of MDR Article 120.3

05 July 2022 3716742 Scope reduction to remove Embosphere® Microspheres in Vial
(CE 667863)

..making excellence a habit’
Page 1 of 1

Valdity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demanstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this cerlificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by!lthe conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
B51 Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies. |
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05 July 2022

Biosphere Medical SA
Parc des Nations

Paris Nord 2

383, rue de la Belle Etoile
Roissy-en-France

95700

France

To whom it may concern,

The transitional provisions specified
certificates or amending, modifying,

This letter is to confirm that BSI has
changes do not represent a significa
per the guidance provided in MDCG

the expiry date specified on the certificate.

nspiring trust for a more resilient world.

in MDR Article 120(3) prohibit Notified Bodies from issuing new
supplementing any existing MDD/AIMDD certificates from 26t May 2021.

reviewed and approved the change(s) detailed in the table below. These
nt change in design or intended purpose under MDR Article 120(3) and as
2020-3. The related MDD certificate specified below remains valid until

Certificate | Directive and Reference | Changes approved
Annex Number

CE 667860 93/42/EEC Annex ||3716742 Scope reduction to remove Embosphere® Microspheres in
II excluding Vial (CE 667863)
Section 4

Should you have any queries concer
contact your BSI Scheme Manager.

Yours sincerely,

-
Graeme Tunbridge
Senior Vice President, Medical Devic

BSI Group The Netherlands B.V.
Say Building

John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

ning your certification, or if we can be of further assistance to you, please

T: +31 20 346 0780 Page 1 of 1
info.nl@bsigroup.com bsigroup.nl i

bsiN sustainABLE
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bsi.

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

8\; Royal Charter

No. CE 667865

Issued To: B:osphere Medical SA
Parc des Nations
Paris Nord 2
383, rue de la Belle Etoile
Roissy-en-France
95700
France

In respect of:

Embosphere Microspheres in Syringe

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketlng of these products an
additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):
i
i
i

(o C’.F@o\d C

Gary E Slack, Senior Vice President Medlcgl Devices
1.
First Issued: 2019-12-03 , Date: 2019-12-03 Expiry Date: 2024-05-26

r ..making excellence a habit’
|

! Page 1 of 5
i
|

Validity of this certificate is conditional on the quality syTtem being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EF Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The NethEI lands I.Ii1dﬂ! 33264284,
A membar of BSI Group of Companies.
























