TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Anexanr. 7
la Documentatia standard nr.115
din 15.09.2021

CERERE DE PARTICIPARE

Catre Centrul pentru Achizitii Publice Centralizate in Sanatate

Stimati domni,
Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul
achizitiilor publice si/sau Jurnalul Oficial al Uniunii Europene, nr._ocds-b3wdp1-

MD-1637321868736, ID:21047154 din 21.12.2021 privind aplicarea procedurii

pentru atribuirea contractului privind achizitionarea de consumabile angiografice

pentru cabinetul Neuroradiologie Interventionala al IMSP Institutul Neurologie si

Neurochirurgie pentru anul 2022, noi, Tehnomedica SRL, am luat cunostintd de

conditiile si de cerintele expuse in documentatia de atribuire si exprimdm prin
prezenta interesul de a participa, in calitate de ofertant/candidat, neavind obiectii

la documentatia de atribuire.

Data completarii: 20.12.2021
Cu stima,

Tehnomedica SRL

Director Tatiana Roibu

(semndtura autorizata)


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Anexanr. 8
la Documentatia standard nr.115
din 15.09.2021

DECLARATIE
privind valabilitatea ofertei

Catre Centrul pentru Achizitii Publice Centralizate in Sanatate

Stimati domni,

Ne angajam sa mentinem oferta valabila, privind achizitionarea de consumabile
angiografice pentru cabinetul Neuroradiologie Interventionala al IMSP Institutul
Neurologie si Neurochirurgie pentru anul 2022 prin procedura de achizitie licitatie
deschisa, pentru o durata de 160 zile, (una suta saizeci zile), respectiv pana la data
de 30.05.2022 (ziua/luna/anul), si ea va ramane obligatorie pentru noi si poate fi
acceptata oricand inainte de expirarea perioadei de valabilitate.

Data completarii: 21.12.2021

Cu stima,
Tehnomedica SRL
Director Tatiana Roibu

(semnatura autorizata)
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Data: 13 Februarie 2020

CERTIFICAT
PRIVIND EXISTENTA CONTURILOR CURENTE

Prin prezentul, Mobiasbanca - OTP Group S.A., codul bancii (BIC): MOBBMD?22, confirma c3 compania
TEHNOMEDICA S.R.L. cod fiscal (IDNO) 1002600053256, detine urmatoarele conturi curente la Mobiasbanca - OTP
Group S.A., Sucursala. 26 Negruzzi:

1. MDL - MD65M0Q2224ASV98310887100
——— L8NSV Y6510887100
2. EUR- MD06MO2224ASV98311097100
— O 2oV Y6511097100

fiat | U

ef L .
Numele, Prenumele si Semnattura 2/«
Director sucursalei ,,Gheorghe M6eanu”

Ny i

000 b:“

Executor :Eduard Cilcic
Tel: 022-812-150

Moblasbanca - OTP Group S.A. . Capital Social: 100 000 000 MDL « Numar de fnregistrare de stat = ]0‘;12(:’(]’9_[}'(]951’89
Mbii Stiefan TelONMBrrsi- GG PALMID:2012-Chisin 56 OM6IdbV. Felefon: +373 22256 456's éifhla“ll.‘?i%@h:riﬁ??ba??%md‘_-'m@g?iﬂsjbﬁq@:gﬂd
i 373 22 256 456 « e-mail: info@mobiasbanca.md = www.mobiasbanca mc

bd. Stefan cel Mare si Sfint 81A + MD-2012 Chisin3u, Moldova » telefan: +37
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SOCIETATEA CU RASPUNDERE LIMITATA "TEHNOMEDICA"
ESTE INREGISTRATA LA CAMERA INREGISTRARII DE STAT

Numarul de indentificare de stat - codul fiscal
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Data inregistrarii 17.04.2002

Data eliberarii 16.02.2005
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Bolboceanu Adela, registrator de stat 5 ‘/,/ C Ny
Functia, numele, prenumele persoanei ~  semnatura
care a eliberat certificatul B
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LISTA FONDATORILOR

SRL , TEHNOMEDICA”

Fondator unic: Roibu Tatiana

IDNP: 0992606484592

Nr. de contact: +37369909500



CERTIFICAT

Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

privind lipsa sau existenta restantelor fatd de bugetul public national

Nr.
16 A2121180

1. Destinatia / HazHauenue

din
oT

09.12.2021

PENTRU PARTICIPARE LA PROCEDURI DE ACHIZITII PUBLICE

2. Date despre contribuabil / Mindopmanus o nanoronnarensiunke

Denumirea
HaumenosaHue

Codul fiscal / Numiirul de identificare
DOuckanbHeli ko1 / MaenTHUKaunoHHbIH HOMED

|TEHNONIEDICA S.R.L.

| 1002600053256 —I

Adresa sediului de baza (strada, numérul)

Anpec OCHOBHOTO MECTOPACIONOKEHUA (VIHIE, HOMED)

Codul - Denumirea localitatii
Kon - HaumeHoBaHNe HACENEHHOTO MYyHKTa

| Ciuflea nr.38 bl.1

IO 130-SEC.CENTRU

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[MonTeepaaeHe OTCYTCTBHA MK HATMYHKS HEJOMMKH COIJIacCHO NaHHbIX MH(OpMalMoHHOH aBTOMAaTH3HPOBAHHOM

CHUCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BBIZIa4M JaHHOMH CIIPaBKH HEJOHMMKa Nepel] HallHOHAIBHBIM ITyOIHMYHBIM OFOIKETOM COCTaBJISIeT:

0,00 lei/neii.

4. Valabil pini la / Heficreurenen no 24.12.2021

5. Autentificarea Serviciului Fiscal de Stat / [lonTeepcnenne ["ocy 1apcTBeHHOI HanoroBoi ciryxOb!

Sef DDF Centru

Functia'JlomxHoCTE

L.S/ M.IL.

Executor: Gavajuc V.

nifuraTloanucs

Albina ISCOVA

Numele si prenumele/@anitis i nas

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 09.12.2021 ora 8:51:46
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,00)




Data prezentarii 21.04.2021 14:23:33

SITUATIILE FINANCIARE

pentru perioada 01.01.2020 -31.12.2020

Entitatea: TEHNOMEDICA S.R.L.
Cod CUIIO: 37700778
Cod IDNO: 1002600053256

Sediul:

MD: 2001

Raionul(municipiul): 102, DDF CENTRU

Cod CUATM: 0130, SEC.CENTRU

Strada: SECTORUL CENTRAL STR.Ciuflea nr.38 bl.1

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectiva

Forma organizatorico-juridica: 530, Societati cu raspundere limitata

Date de contact:

Telefon: +37369153407

WEB:

E-mail: ecaterin.popescu@gmail.com

Numele si coordonatele al contabilului-sef: DI (dna) Popescu Ecaterina Tel. 022601102
Numarul mediu al salariatilor in perioada de gestiune: 5 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Roibu Tatiana

BILANTUL
la
Nr. cpt. Indicatori Cod rd.
1 2 3
ACTIV

ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:

021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022
2.3. programe informatice 023
2.4. alte imobilizari necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
Il. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080
din care:

081
3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083

3.4. mijloace de transport 084

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor

Sold la

inceputul perioadei de
gestiune

4

407

407

1404169

1404576

2364772

1147126

28036
1128114

al Republicii Moldova

Unitatea de masura: leu

Anexa 1

Sfirsitul perioadei de
gestiune

5

319

319

2861138

2861457

2174915

1038156

34609

1042950



3.5. inventar si mobilier 085
3.6. alte mijloace fixe 086 61496 59200
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 2364772 2174915
Ill. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti neafiliate 140
2. Investitii financiare pe termen lung in parti afiliate, total 150
din care:
151
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de participare 153
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte active imobilizate 220
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
ACTIVE CIRCULANTE
1. Stocuri
1. Materiale si obiecte de mica valoare si scurta durata 240 31417 4996
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 1242672 1326025
5. Avansuri acordate pentru stocuri 280
-(rrzi.:zaéltg?i:gm + rd.260 + rd.270 + rd.280) 290 1274089 1331021
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 1090879 1022910
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 48364 6546
4. Creantele ale personalului 330
5. Alte creante curente 340 838
6. Cheltuieli anticipate curente 350 5421 13569
7. Alte active circulante 360 63104 31297
I11. Investitii financiare curente
1. Investitii financiare curente in parti neafiliate 380 150000 700000
2. Investitii financiare curente in parti afiliate, total 390
din care:
391
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2. imprumuturi acordate partilor afiliate 392
2.3. imprumuturi acordate aferente intereselor de participare 393




2.4. alte investitii financiare in parti afiliate

394

Total investitii financiare curente

(rd.380 + rd.390) 400 150000 700000
IV. Numerar si documente banesti 410 8666885 6916759
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 11299580 10022102
-(rrg?;la ?C;;IXZEO) 430 15068928 15058474
PASIV
CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Patrimoniul primit de la stat cu drept de proprietate 480
(440 + T0.450 ¢ 10,460 + 470 1 r.480) 490 5400 5400
Il. Prime de capital 500
Ill. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 14214199 12018454
3. Profit net (pierdere neta) al perioadei de gestiune 570 2687032
4. Profit utilizat al perioadei de gestiune 580
(ra.550 10,560 + 8.570 + r.580) 590 14214199 14705486
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(4,490 5 161300 4 16,540 + 590 + rc. 600 + . 610) 620 14219599 14710885
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 642
2.2. alte imprumuturi pe termen lung 643
3. Datorii comerciale pe termen lung 650
4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG 700
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720




din care:
721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 275321 149510
E 4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 249170
6. Datorii fata de personal 760 977
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 324838 197101
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 849329 347588
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840
3. Provizioane pentru impozite 850
F 4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
(10,620 7 1700 + 620 + rd.870) 80 15068928 15058474
SITUATIA DE PROFIT S| PIERDERE
de 12 01.01.2020 pind la31.12.2020
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 21436657 16620028
din care:
011 17775775 13778008
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 3660882 2842020
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016
Costul vinzarilor, total 020 15063379 12527753
din care:
021 15063379 11595535
valoarea contabila a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022 932218
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 6373278 4092275
Alte venituri din activitatea operationala 040 41518 986
Cheltuieli de distribuire 050 8704
Cheltuieli administrative 060 2164450 1569273
Alte cheltuieli din activitatea operationala 070 17430




Venituri financiare, total 090 741192 1257613
din care:
091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind investitiile 097
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de suma 099 741192 1257613
Cheltuieli financiare, total 100 680243 666851
din care:
101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind investitiile 103
financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de suma 105 680243 666851
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 60949 590762
Venituri cu active imobilizate si exceptionale 120
Cheltuieli cu active imobilizate si exceptionale 130
Rezultatul din operatiuni cu active imobilizate si 140
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 60949 590762
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 4302591 3097320
Cheltuieli privind impozitul pe venit 170 569409 410288
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 3733182 2687032
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de 1a 01.01.2020 pina la 31.12.2020
Anexa 3
Nr Sold la inceputul Sold la sfirsitul
d/t; Indicatori Cod rd perioadei de Majorari Diminuari perioadei de
gestiune gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010 5400 5400
2. Capital nevarsat 020 g ;
3. Capital neinregistrat 030
l.
4. Capital retras 040 g ;
5. Patrimoniul primit de la stat cu drept de
) 050
proprietate
Total capital social si neinregistrat
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050) 060 3400 5400
Il. | Prime de capital 070
Rezerve
1. Capital de rezerva 080
m 2. Rezerve statutare 090
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100)
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X




;hﬁ;‘;fgr;‘f;‘;i;izat (pierdere neacoperita) al 130 14214199 2195745 12018454
W géztri?lf:]tenet (pierdere netd) al perioadei de 140 X 2687032 2687032

4. Profit utilizat al perioadei de gestiune 150 X ; ; ;

?’rﬁ;g:°gt.1(§ge:d:;‘f‘)‘o + 1. 150) 160 14214199 2687032 2195745 14705486
V. | Rezerve din reevaluare 170
VI. | Alte elemente de capital propriu 180

Total capital propriu

(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + 190 14219599 2687032 2195745 14710886

rd.180)

SITUATIA FLUXURILOR DE NUMERAR
de la 01.01.2020 pind la 31.12.2020
Anexa 4
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4

Fluxuri de numerar din activitatea operationala

Incaséri din vinzari 010 24785768 17211991

Plati pentru stocuri si servicii procurate 020 14966422 13370873

rTI]éetaiiiill:ge angajati si organe de asigurare sociala si 030 506384 554000

Dobinzi platite 040

Plata impozitului pe venit 050 408570 414542

Alte incasari 060 1459997 2220519

Alte plati 070 4278234 5025576

Fluxuri de numerar din activitatea de investitii

Incasari din vinzarea activelor imobilizate 090

Plati aferente intrarilor de active imobilizate 100

Dobinzi incasate 110

Dividende incasate 120

inclusiv: dividende incasate din strainadtate 121

Alte incasari (plati) 130

Fluxul net de numerar din activitatea de investitii

(rd.090 - rd.100 + rd.110 + rd.120 # rd.130) ' 140

Fluxuri de numerar din activitatea financiara

incasari sub forma de credite si imprumuturi 150 992852 630000

Plati aferente rambursarii creditelor si imprumuturilor 160 330000 830000

Dividende platite 170 1968000 2019064

inclusiv: dividende platite nerezidentilor 171

Incasari din operatiuni de capital 180

Alte incasari (plati) 190

vt

Diferente de curs valutar favorabile (nefavorabile) 220 -80398 401419

Sold de numerar la inceputul perioadei de gestiune 230 4056276 8666885

?;I:jgion;r:l:;;z |: :;?gg;;l perioadei de gestiune 240 8666885 6916759

Documente atasate - Nota explicativa (fisierul pdf)
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TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Centrul pentru Achizitii Publice
Centralizate in Sanéatate

In atentia Grupului de lucru

al Licitatiei Deschise nr. ocds-b3wdp1-MD-1637321868736,
ID:21047154 din 21.12.2021

Declaratie privind disponibilitatea prezentarii mostrelor

Prin prezenta, declaram cd vom prezenta mostre in decurs de 5 zile de la solicitarea
autoritatii contractante/beneficiarului pentru produsele oferite in cadrul licitatiei prenonate
privind achizitionarea de consumabile angiografice pentru cabinetul Neuroradiologie

Interventionali al IMSP Institutul Neurologie si Neurochirurgie pentru anul 2022.

Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Citre Centrul pentru Achizitii Publice
Centralizate in Sanatate

In atentia Grupului de lucru
al Licitatiei Deschise nr. ocds-b3wdp1-MD-1637321868736,
ID:21047154 din 21.12.2021

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declaram ca, produsele oferite in cadrul licitatiei deschise prenotate sunt
inregistrate in Registrul de Stat al Dispozitivelor Medicale a Agentiei Medicamentului si
Dispozitivelor Medicale.

Dovada inregistrarii dispozitivelor medicale se regdseste pe pagina web a Agentiei

Medicamentului si Dispozitivelor Medicale www.amdm.gov.md

Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com
http://www.amdm.gov.md

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Centrul pentru Achizitii Publice
Centralizate in Sanéatate

In atentia Grupului de lucru
al Licitatiei Deschise nr. ocds-b3wdp1-MD-1637321868736,
ID:21047154 din 21.12.2021

Declaratie privind termenul de valabilitate

Prin prezenta, declardm cd termenul de valabilitate la momentul livrarii a produselor
oferite in cadrul licitatiei prenonate privind achizitionarea de consumabile angiografice pentru
cabinetul Neuroradiologie Interventionald al IMSP Institutul Neurologie si Neurochirurgie
pentru anul 2022 va constitui cel putin 80% din termenul total de valabilitate a acestora, dar nu

mai mic de 12 luni.

Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com
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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 01966
Issued To: MolInlycke Health Care AB
Box 13080

Gamlestadsvagen 3C
SE-402 52 Goteborg
Sweden

In respect of:

See certificate scope page.

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

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

JS M J/ae-;

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 1 of 2

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, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.

Certificate No: CE 01966

Certificate Scope:

Those aspects of manufacture related to securing and maintaining sterility of absorbent
tracheostomy dressing, sterile scar management dressing and transparent adhesive 1V film
dressing.

Those aspects of manufacture related to securing and maintaining sterility of negative
pressure wound therapy (NPWT) accessories, surgical and equipment drapes and surgical
gowns.

Those aspects of manufacturing relating to securing and maintaining sterility in the assembly
of procedure packs in accordance with article 12 of the MDD.

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 2 of 2

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, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

Sl

By Royal Charter

This is to certify that: Mdlnlycke Health Care AB
Box 13080
Gamlestadsvagen 3C
SE-402 52 Goteborg
Sweden

Holds Certificate Number: MD 83345

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, development, manufacture, marketing, sales and distribution of sterile wound and
scar dressings, porcine collagen wound dressings, open wound products, cavity dressings,
polyurethane foam with and without additives for incorporation into medical devices, swabs,
sponges, sterile alcohol wipes, skin care products, non-sterile textile bandages and support,
sterile wound irrigation solutions, operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and medical staff clothing for use in the patient environment, sterile and
non-sterile medical gloves and sterile surgical gloves.

The design, development, manufacture, marketing, sales and distribution of single patient use
Negative Pressure wound therapy pumps and accessories. Distribution of laparoscopic
instruments.

S M 0'/4‘.-;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2004-07-21 Effective Date: 2018-11-28
Latest Revision Date: 2018-11-26 Expiry Date: 2021-11-27
m Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property 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 Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+83345&ReIssueDate=26%2f11%2f2018&Template=uk

Certificate No: MD 83345

Location

Registered Activities

MoélInlycke Health Care AB
Box 13080
Gamlestadsvagen 3C
SE-402 52 Géteborg
Sweden

The design, development, manufacture, marketing, sales and
distribution of sterile wound and scar dressings, porcine
collagen wound dressings, open wound products, cavity
dressings, polyurethane foam with and without additives for
incorporation into medical devices, swabs, sponges, sterile
alcohol wipes, skin care products, non-sterile textile
bandages and support, sterile wound irrigation solutions,
operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and medical staff clothing for use in
the patient environment, sterile and non-sterile medical
gloves and sterile surgical gloves.

The design, development, manufacture, marketing, sales and
distribution of single patient use Negative Pressure wound
therapy pumps and accessories. Distribution of laparoscopic
instruments.

Molnlycke Health Care Pty Ltd
Level 4

12 Narabang Way

Belrose

New South Wales

2085

Australia

Original Registration Date: 2004-07-21
Latest Revision Date: 2018-11-26

The provision of sales, marketing, and distribution of sterile
wound and scar dressings, open wound products, cavity
dressings, swabs, sponges, sterile alcohol wipes, skin care
products, non-sterile textile bandages and supports, sterile
irrigation solutions, operation sets, surgical and equipment
drapes, procedure packs, surgical gowns and other medical
staff clothing for use in the patient environment, sterile and
non-sterile medical gloves and sterile surgical gloves and
laparoscopic instruments.

Effective Date: 2018-11-28
Expiry Date: 2021-11-27

Page: 2 of 2

This certificate was issued electronically and remains the property 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 Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+83345&ReIssueDate=26%2f11%2f2018&Template=uk

Certificate
of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2000

This is to certify that:

MolInlycke Health Care AB
Gamlestadvagen 3 C
S-402 52

Goteborg

Sweden

Holds Certificate No: FM 39247

and operates a Quality Management System which complies with the requirements of ISO 9001:2000 for the following
Scope:

The design, development and manufacture of sterile wound and scar dressings, open wound
products, wound management gels, cavity dressings, swabs, sponges, sterile alcohol wipes,
skin care products, non sterile textile bandages and supports, sterile wound irrigation
solutions, abdominal towels, operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and other medical staff clothing for use in the patient environment,
sterile and non sterile medical gloves and sterile surgical gloves.

The design, development and manufacture of pharmaceuticals and other healthcare products.

For and on behalf of BSI:

Managing Director, BSI Management Systems (CEMEA)

Originally registered: 31/03/1998 Latest Issue: 10/01/2007

BSI o

6 V Page: 1 of 3
UKAS

QUALITY
MANAGEMENT

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. D a .
This certificate does not expire. An electronic certificate can be authenticated

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033. Manag ement

The British Standards Institution is incorporated by Royal Charter. Systems
Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdom


https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en

Certificate No: FM 39247

Location

Registered Activities

Mdélnlycke Health Care AB
Gamlestadsvagen 3 C
S-402 52 Goéteborg
Sweden

The design, development and manufacture of sterile
wound and scar dressings, open wound products,
wound management gels, cavity dressings, swabs,
sponges, sterile alcohol wipes, skin care products, non
sterile textile bandages and supports, sterile wound
irrigation solutions, abdominal towels, operation sets,
surgical and equipment drapes, procedure packs,
surgical gowns and other medical staff clothing for use
in the patient environment, sterile and non sterile
medical gloves and sterile surgical gloves.

The design, development and manufacture of
pharmaceuticals and other healthcare products.

Mélnlycke Health Care Oy
PO Box 76

Saimaankatu 6

Mikkeli

FIN 50101

Finland

Manufacture of swabs, sponges, towels, wound
dressings, open wound products, scar dressings and
procedure packs.

Molnlycke Health Care AB
MoInlycke Health Care (Thailand) Lt
160 Bangplee Industrial Estate
Bangna-Trad Rd

Samutprakarn

Bansaothong

10540

Thailand

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

Mélnlycke Health Care AB
T/A MdlInlycke Health Care SA
Parc Industrial

B-4300 Waremme

Belgium

Manufacture of sterile drapes, operating sets and
procedure packs.

Mélnlycke Health Care Klinipro s.r.
Na Novem Poli 382

Prumyslova zona Karvina

Karvina - State Mesto

73301

Czech Republic

Originally registered: 31/03/1998

Manufacture of surgical drapes and procedure packs.

Latest Issue: 10/01/2007

Page: 2 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
This certificate does not expire. An electronic certificate can be authenticated
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033.

The British Standards Institution is incorporated by Royal Charter.

Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdom


https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en

Certificate No: FM 39247

Location

Registered Activities

Mdélnlycke Health Care AB

Molnlycke Health Care (Thailand) Lt

Amata Nakorn (Bang Pakong)
Industrial Estate

700/461 Moo Bangha-Trad Rd. KM.57
Tambol Donhuaroh, Amphur Muang

Chonburi 20000
Thailand

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

Molnlycke Health Care AB
Tubiton House

Medlock Street

Oldham

OL1 3HS

United Kingdom

The design, development and manufacture of sterile
wound dressings, non sterile textile bandages and
supports, procedure packs, sterile irrigation solutions,
sterile alcohol wipes, skin care products,
pharmaceuticals and other healthcare products.

Molnlycke Health Care AB
Lot 9, Lorong Perusahaan 4
Kulim Industrial Estate

PO Box 52, 09000 Kulim
Kedah Darulaman

Malaysia

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Mélnlycke Health Care AB

Plot 204 Kawasan Perindustrian
Kula Ketil

Phas Il

09300 Kula Ketil

Malaysia

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Mélnlycke Health Care AB
Lot B5 & B6

Kawasan Perindustrian Miel
Batang Kali Phase |l

44300 Batang Kali
Malaysia

Originally registered: 31/03/1998

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Latest Issue: 10/01/2007

Page: 3 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
This certificate does not expire. An electronic certificate can be authenticated
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033.

The British Standards Institution is incorporated by Royal Charter.

Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdom


https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en

This document has been printed by the PRIME system.

The validity of this document cannot be guaranteed.

© Méinlycke Health Care AB. This document is the property of Mélinlycke
Health Care and must not be reproduced, disclosed to any third pa

used in any unauthorised manner without written consent.

rty or

Declaration According to MDD Document ID: PD-533752 Rev: 00

o @
9 Article 12
M Slx l I. k ® Created by: Anders Johansson
0 n yc e Approved by:  Anders Johansson
Approval date: 2017-09-01
Project ID: 006270
Page 1(2)

Title: M&Inlycke Procedure Trays MDD Article 12 (former Class lla trays)

We, MéInlycke Health Care AB, Gamlestadsvagen 3C, Box 13080, SE-402 52 Géteborg, Sweden
being the assembler of the following declare that the procedure packs listed in the attached schedule
are in conformity with the provisions of Article 12 in the Council Directive 93/42/EEC of 14 June
1993, as amended by 2007/47/EEC, concerning medical devices, the Medical Devices Act SFS
1993:584 and the Swedish Medical Product Agency regulations and guidelines: Medical Devices,
LVFS 2003:11, as amended by LVFS 2009:18.

Trade Name: Méinlycke® Procedure Trays

The mutual compatibility of each device within the MdInlycke Health Care procedure packs has been
verified in accordance with the relevant instructions for use provided by the manufacturer of each
device and / or the approved indications for use of each device.

Where appropriate, the relevant instructions for use are provided.

Procedure packs are assembled in accordance with a documented quality management system and
therefore, subject to internal controls and inspection prior to release that ensures the safety, quality
and performance of the procedure pack.

Sterilisation after assembly:  EtO, Ethylene Oxide
CE certificate CE 01966
Certificate issued by BSi (0086)

For sterilised procedure packs, the sterilisation process is performed in accordance with the
manufacturer(s) instructions and follows the procedures of Annex V of 93/42/EEC.

For systems and procedure packs, the intervention of the notified body is limited to the aspects of
the procedure relating to the obtaining of sterility.

Signed for and on behalf of MdInlycke Health Care

Authorised Signatory: %g

Nate Bf sighing person ‘g
RA Manager, Medical Devices

Document template: F-405 Declaration According to Rev: 00
MDD Articie 12




% Declaration According to MDD  DocumentID: PD-533752 Rev: 00
MalnlYCke® Article 12

Title: MGInlycke Procedure Trays MDD Article 12 (former Class lla trays) Page 2(2)
Product Product Name Product Description / included devices GMDN code
reference

See products linked to this document in the ERP system.

Product name, article number, manufacturer and notified body number for each device included in
the system or procedure pack can be found in the BOM in the ERP system.

Signed for and on behalf of MéInlycke Health Care

Authorisgdl Signatory: %

Narhe {p‘fs:bﬁmg peﬁéon

RA Manager, Medical Devrces

Document template: F-405 Declaration According to Rev: 00
MDD Article 12



Document-No.: 39.05.610

B BRAUN Herstellererklarung Revision-No. "
Manufacturer Declaration Effective Date: 2020-05-19
Page: 10f 93

Wir ‘ We

B. Braun Melsungen AG
Carl-Braun-Straf3e 1
34212 Melsungen
Deutschland/Germany

erklaren in eigener Verantwortung,
dass das/die Produkt/e

Procedure Kits
(Artikelnummern siehe Anlage )

a) die gegenseitige Kompatibilitat der Geréte in
Ubereinstimmung mit den Anweisungen des
Herstellers geprift wird, und dass alle
Operationen in Ubereinstimmung mit diesen
Anweisungen ausgefuhrt werden, und das

b) das System oder die Behandlungseinheit verpackt
und sachdienliche Informationen fir die Nutzer,
einschlieBlich der einschlagigen Informationen
von den Herstellern mitgeliefert werden; und

c) die gesamte Tatigkeit in geeigneter Weise intern
Uberwacht und kontrolliert wird.

d) (Falls das System / Behandlungseinheit sterilisiert
wird).
Die Sterilisation ist gemall den Anweisungen des
Herstellers erfolgt.

Diese Erklarung basiert auf der Grundlage

o Artikel 12 Absatz 2 der Medizinprodukte
Richtlinie 93/42/EWG

¢ Paragraph 10 des Medizinproduktegesetzes
(Medizinproduktegesetz, 7. August 2002)

Dieses Zertifikat ist gultig fur die im Anhang |
genannten Procedure Kits hergestellt von der
B. Braun Melsungen AG, 34209 Melsungen,
Deutschland

Datum der ersten Erklarung
2015-01

Gultig bis
2024-05-26
Form: SA-DE03-M-5-1-12-000-1562-C-DE/EN

hereby declare in our own responsibility
that the product/s

Procedure Kits
(article numbers see attachment )

a) mutual compatibility of the devices in
accordance with the manufacturers instructions
is proven and that all operations are carried out
in accordance with these instructions, and that

b) the system or procedure pack is packed and
supplied with relevant information to users
incorporating relevant information from the
manufacturers; and

c) the whole activity is subjected to appropriate
methods of internal control and inspection.

d) (If the system / procedure pack has been
sterilised).
The sterilisation has been carried out in
accordance with the manufacturer's
instructions.

declaration is made on basis of

e Article 12 part 2 of Medical Device Directive
93/42/EEC

¢ Paragraph 10 of Medical Devices Act
(Medizinproduktegesetz, 7. August 2002)

This certificate is valid for the procedure kits
mentioned in the Attachment | manufactured by
B. Braun Melsungen AG, 34209 Melsungen,
Germany

Date of first declaration
2015-01

Valid until
2024-05-26



Document-No.: 39.05.610

Herstelle kla evision-No.:
B’ BRAUN TeY arung R N 44

Manufacturer Declaration Effective Date: 2020-05-19
Page: 2 of 93
Berlin, 2020-05-19 Berlin, 2020-05-19
B. Braun Melsungen AG B. Braun Melsungen AG
Dit: 8, Vogelb;z Dr. H. Schlicht /- "
Head of Quality Management CoE VS Head of Regulatory Affairs

Form: SA-DE03-M-5-1-12-000-1562-C-DE/EN




Document-No.: 39.05.610
B ‘ BRAUN Herstellererklérung_ Revision-No.: a4
Manufacturer Declaration Effective Date: 2020-05-19
Page: 7 of 93
Enthalt
Komponenten
,:r:t-l\[\llrol Artikelbezeichnung Article description digrﬁgaisns:/
components
of Class
5010687 Hahnbankset Uni Minster Hahnbankset Uni Minster lla
5010690 Feinnadelset KH-Stuttgart Feinnadelset KH-Stuttgart lla
5010691 Angiodyn Coroset Villingen- Angiodyn Coroset Villingen- lla
Schwenningen Schwenningen
5010701 Coroset Nagold Coroset Nagold lla
5010709 PTCA Set PTCA Set lla
5010714 Port-Punktionsset Port-Punktionsset lla
5010720 EP-Set EP-Set lla
5010727 Laser-Set, KSSP Aarau Laser-Set, KSSP Aarau lla
5010744 Toimenpidesetti Seindjoe ks, rontgen  Toimenpidesetti Seindjoe ks, rontgen lla
5010764 Angiodynset 3FRR35 15360 Angiodynset 3FRR35 15360 lla
5010778 Angio-Neuro-Set Heinrich-Braun- Angio-Neuro-Set Heinrich-Braun- lla
Krankenhaus Krankenhaus
5010782 Padiatrie-Set Uni Homburg Péadiatrie-Set Uni Homburg lla
5010783 Set steril pentru Angiografie Set steril pentru Angiografie lla
5010786 Hybrid Set Hirslanden Zirich Hybrid Set Hirslanden Zurich lla
5010794 Angiosetti PHKS, ELFYS Angiosetti PHKS, ELFYS lla
5010800 Bowl 90ml, Round, Blue Bowl 90ml, Round, Blue |
5010801 Tab. Neuro / Angiograpfia— H. Egas  Tab. Neuro / Angiograpfia — H. Egas lla
Moniz Moniz
5010804 Epiduraalsetti Vaasan ks Epiduraalsetti Vaasan ks lla
5010805 EPU Set HZ Dresden EPU Set HZ Dresden lla
5010806 Hahnbankset Nagold Hahnbankset Nagold ]o]
5010808 Contrast-Saver HKZ Rotenburg Contrast-Saver HKZ Rotenburg lla
5010811 NNI — Angiography Set NNI — Angiography Set lla
5010817 UNI-Set_Novomed UNI-Set_Novomed lla
5010820 Angiodyn-Schale, 60 ml, transp. Angiodyn-Bowl, 60 ml, transp. Is
5010830 Cover Drape 90 X 90 CM Cover Drape 90 X 90 CM I
5010833 Sahlgrenska Sotra Sahlgrenska Sotra lla
5010840 Kidney Dish Blue Kidney Dish Blue I
5010850 Cover Drape 152 X 228 CM Cover Drape 152 X 228 CM I
5010860 Angiodyn-Schale, 120 ml, transp. Angiodyn-Bowl, 120 ml, transp. Is
5010868 PTCA Set Bad Rothenfelde PTCA Set Bad Rothenfelde lla
5010871 Angiodyn HKL-Set Bad Tolz Angiodyn HKL-Set Bad T6lz lla
5010874 Untersuchungskittel, Gr. XL Untersuchungskittel, Gr. XL Is
5010878 Skejby hojre side pakke Skejby hojre side pakke lla
5010880 Paineemittaussetti malli 2 Paineemittaussetti malli 2 lIb

Form: SA-DE03-M-5-1-12-000-1562-C-DE/EN
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ZERTIFIKAT & CERTIFICATE ¢

*w 1\" )‘.( A Benannt durch/Designated by
4 Zentralstelle der Lander
w w
L -é fir Gesundheitsschutz
X = W bei Arzneimitteln und
‘2'#. ‘A'i-i' Medizinprodukten
"4 -
b &% ¢ ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, IIb or 111)

No. G1 012974 0608 Rev. 00

www.zlg.de

Product Service

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
GERMANY

Product Category(ies): Coronary stent systems, PTCA catheters,
PTA catheters, PTCA sets, Probes for
stimulation and Electrophysiology,
Angiography sets, manifolds, guide wires,
tubes and syringes, single use Right heart
pulmonary artery catheters, Monitoring sets
for invasive physiological pressure
measurement, Introducer sheaths and sets,
Arterial puncture cannulae, arterial catheter
sets

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex I,

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. See alsa notes overleaf.

Report No.: 713168177
Valid from: 2020-05-06
Valid until: 2024-05-26
Date, 2020-05-14 c
'@’L\/

Christoph Dicks

Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body + Ridlerstrake 65 + 80339 Munich + Germany TL"N®
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ZERTIFIKAT & CERTIFICATE & &

_*'i? w ﬁ‘* Benannt durch/Designated b
** Y  Zentralstelle der Lander
% E% Y fur Gesundheitsschutz
bei Arzneimitteln und

'ﬁ'* ‘i,‘r'i;l' Medizinprodukten
* AW ZLG-BS-244.10.08

<

www.zlg.de

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
{Devices in Class lia, lIb or liI)

No. G1 012974 0608 Rev. 00

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body * Ridlerstrafle 65 « 80339 Munich « Germany

Product Service
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ZAERTIFlKAT * CERTIFICATE *

A2 RE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 012974 0606 Rev. 00

Holder of Certificate:

Certification Mark:

Scope of Certificate:

B. Braun Melsungen AG
Carl-Braun-Str. 1

34212 Melsungen

GERMANY

A\ ENISO 13485

tuv-sud.com/ps-cert

Design and development, production and distribution of
sterile single use products for angiography, surgery,
angioplasty, stimulation, coronary stent systems, PTCA
catheters, PTA catheters, PTCA guide wires and sets, probes
for stimulation and electrophysiology, procedure kits,
angiography sets, manifolds, guide wires, tubes, syringes,
single use right heart pulmonary artery catheters, monitoring
sets for invasive physiological pressure measurement,
introducer sheaths and sets, arterial punture cannula, arterial
catheter sets

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2019-10-08

Page 1 of 2

713160067

2019-10-08
2022-09-30

[ Moo

Stefan Prei
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 012974 0606 Rev. 00

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): B. Braun Melsungen AG Vascular Systems
Sieversufer 8, 12359 Berlin, GERMANY

B. Braun Melsungen AG Vascular Systems
Mistelweg 2, 12357 Berlin, GERMANY

Page 2 of 2 TV

TUV SUD Product Service GmbH « Certification Body « Ridlerstralle 65 « 80339 Munich « Germany



EC Design Examination Certificate
Council Directive 93/42/EEC Annex Il Section 4

This is to certify that the manufacturer

Acandis GmbH

Theodor-Fahrner-Strasse 6
75177 Pforzheim
Germany

that the design of the following device(s)

Aperio® Recanalisation Device
Aperio® Thrombectomy Device
Aperio® Hybrid Thrombectomy Device

is conform to the Essential Requirements of Annex | of the Council Directive 93/42/EEC
concerning medical devices.

This EC Design Examination Certificate is only valid in connection with the valid DQS
Medizinprodukte GmbH Certificate No. 516802 MR2. Changes to the approved design
are subject to further approval by the Notified Body.

Basis of examination: STED_CE-Approval_Aperio-E_A dated 24.10.2018
STED_CE-Approval_Aperio Hybrid-E_A.pdf dated 24.10.2018

Further basis for the examination is referenced in the examination
report and relating documents mentioned below.

Examination report: 411_18e_Report_ TFR_Sample dated 28.02.2019
411_18e_Report_TFR_ Aperio Hybrid.docx dated 12.03.2019

The results of the examination are contained in the above mentioned
report and the relating documents mentioned within.

Certificate registration no. 516327 MRA

Certificate unique ID 170738074
Effective date 2019-03-12
Expiry date 2024-02-27
Frankfurt am Main 2019-03-12

DQS Medizinprodukte GmbH

Gl /R

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Strafte 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297.

411.23 Version 1.0
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EC-CERTIFICATE

(Full quality assurance system)

This is to certify that the company

Acandis GmbH

Theodor-Fahrner-Strasse 6
75177 Pforzheim
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il — excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the following medical devices:

Catheter, Stents, Stent Delivery Systems and endovascular Medical Devices for neurological,
cardiological and peripheral Applications according to Annex.

The manufacturer is subject to surveillance according to Annex Il, Section 5. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex Il, Section 4 is required
for class Ill devices covered by this certificate. The certificate is in the case of class I(s) devices
(I(s) = class | products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class I(m) devices (I(m) = class | devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 516802 MR2

Certificate unique ID 170738217
Effective date 2019-03-12
Expiry date 2022-06-28
Frankfurt am Main 2019-03-12

DQS Medizinprodukte GmbH

P

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Strafte 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297. 1/2

411.20 Version 1.0
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Annex to certificate

Certificate registration No.: 516802 MR2
Certificate unique ID: 170738217
Effective date: 2019-03-12

Acandis GmbH

Theodor-Fahrner-Strasse 6
75177 Pforzheim
Germany

Device family
Microcatheter

Embolisation Device/System

Catheter
PTA Balloon Catheter

Acclino® Stent

Accero® Stent

Aperio® Recanalisation Device

Credo® Stent

This annex is only valid in connection with the above-mentioned certificate.

Device
NeuroSlider®

Derivo®
Derivo® mini

NeuroBridge®
NeuroSpeed®

Acclino® flex Stent

Acclino® flex Stent System
Acclino® flex plus Stent
Acclino® flex plus Stent System
Acclino® peripher Stent

Acandis® BTK flex Stent

Accero® Stent
Accero® Stent System

Aperio® Thrombectomy Device
Aperio® Hybrid Thrombectomy Device

Credo® Stent

Class

1
1
1
1
b

b

GMDN

10691

46352
46352

17846

17184

46352
46352
46352
46352
46352

46352

46352
46352

61779
61779

46352

2/2



EC Design Examination Certificate
Council Directive 93/42/EEC Annex Il Section 4

This is to certify that the manufacturer

Acandis GmbH

Theodor-Fahrner-Strasse 6
75177 Pforzheim
Germany

that the design of the following device(s)

Derivo® Embolisation Device and Derivo® Embolisation System
Derivo® 2 Embolisation Device and Derivo® Embolisation System
Derivo® mini Embolisation Device/ Derivo® mini Embolisation System

is conform to the Essential Requirements of Annex | of the Council Directive 93/42/EEC
concerning medical devices.

This EC Design Examination Certificate is only valid in connection with the valid DQS
Medizinprodukte GmbH Certificate No. 516802 MR2. Changes to the approved design
are subject to further approval by the Notified Body.

Basis of examination: STED_CE-Approval_Derivo Embolisation Device-E_A dated 2018-06-22
STED_CE-Approval_Derivo mini Embolisation Device-E_A dated 2018-09-10
STED_CE-Approval_Derivo Embolisation Device-E_A dated 2019-08-15
411_18e_Report_TFR_Sterilization Inpac_V1 dated 2019-09-23
STED_CE-Approval_Derivo 2 Embolisation Device-E_A dated 2019-10-02

Further basis for the examination is referenced in the examination
report and relating documents mentioned below.

Examination report: 411_18e_Report_TFR_Derivo_V1 dated 2018-08-26
411_18e_Report_ TFR_Derivo_V2 dated 2018-11-11
411_18e_Report_TFR_Derivo_V3 dated 2019-09-06
10_411_18e_Report_TFR_Sterilizationlnpac_V1 dated 2019-10-19
0_411_18e_Report_TFR_Derivo2_V1.docx dated 2020-03-26

The results of the examination are contained in the above mentioned
report and the relating documents mentioned within.

Certificate registration no. 513562 MRA

Certificate unique ID 170767288
Effective date 2020-03-26
Expiry date 2023-08-25
Frankfurt am Main 2020-03-26

DQS Medizinprodukte GmbH

Gl /R

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Strafte 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297.

411.23 Version 1.0
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CERTIFICATE

This is to certify that the company

Acandis GmbH

Theodor-Fahrner-Strasse 6
75177 Pforzheim
Germany

has implemented and maintains a Quality Management System.

Scope:

Design and Development, Manufacturing, Sales and Final Control of Product Categories
Catheters, Stents, Stent Delivery Systems and endovascular Medical Devices for neurosurgical
cardiological and peripheral Applications.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC : 2016
ISO 13485 : 2016

Certificate registration no. 516802 MP2016

Certificate unique ID 170774421
Effective date 2021-06-19 (( DAkkS
Deutsche
; Akkrediti tell
Expiry date 2024-06-18 it el o
Frankfurt am Main 2021-04-28

DQS Medizinprodukte GmbH

V@7 P e— T

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Stralle 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

410.90.en Version 1.0



gcandis-

Declaration of Conformity

according to directive 93/42/EEC

Product
Class

UMDNS/GMDN-No.
Manufacturer

Manufacturing facility

DERIVO® 2 Embolisation Device & System

Product listing see page 2 et seqq.

1]}
Rule 8, according to directive 93/42/EEC annex IX

17-461/46352

Acandis GmbH
Theodor-Fahrner-StraRe 6
75177 Pforzheim
Germany

Acandis GmbH
Theodor-Fahrner-StraRe 6

75177 Pforzheim
Germany

We hereby declare under our sole responsibility the conformity of the above
mentioned products with the directive 93/42/EEC.

Notified body

Selected conformity
assessment procedure

QS Certificate

EC Design Examination
Certificate

Declaration of Conformity
valid until

Pforzheim, 2021-05-25

Stefan Hofele
Director Regulatory Affairs

AG_DOC_Derivo 2-CE-E_C

DQS Medizinprodukte GmbH
August-Schanz-Stralte 21
60443 Frankfurt

Germany

notified body no. 0297
directive 93/42/EEC annex |, section 3 & 4

No. 516802 MR2 valid until 2024-05-26
No. 513562 MRA valid until 2023-08-25

2023-08-25



gcandis-

Declaration of Conformity DERIVO® 2 Embolisation Device & System

Product listing

Article number Name Size

01-107001 DERIVO® 2 Embolisation Device short tip 2.5mmx 10 mm
01-107002 DERIVO® 2 Embolisation Device short tip 2.5 mmx 15 mm
01-107003 DERIVO® 2 Embolisation Device short tip 2.5 mm x 20 mm
01-107004 DERIVO® 2 Embolisation Device short tip 2.5mmx 25 mm
01-107005 DERIVO® 2 Embolisation Device short tip 3.0mmx 10 mm
01-107006 DERIVO® 2 Embolisation Device short tip 3.0 mm x 15 mm
01-107007 DERIVO® 2 Embolisation Device short tip 3.0 mm x 20 mm
01-107008 DERIVO® 2 Embolisation Device short tip 3.0mm x 25 mm
01-107009 DERIVO® 2 Embolisation Device short tip 3.5 mm x 10 mm
01-107010 DERIVQO® 2 Embolisation Device short tip 3.5 mm x 15 mm
01-107011 DERIVO® 2 Embolisation Device short tip 3.5 mm x 20 mm
01-107012 DERIVO® 2 Embolisation Device short tip 3.5 mm x 25 mm
01-107013 DERIVO® 2 Embolisation Device 3.5 mm x 30 mm
01-107014 DERIVO® 2 Embolisation Device 4.0 mm x 15 mm
01-107015 DERIVO® 2 Embolisation Device 4.0 mm x 20 mm
01-107016 DERIVO® 2 Embolisation Device 4.0 mm x 25 mm
01-107017 DERIVO® 2 Embolisation Device 4.0 mm x 30 mm
01-107018 DERIVO® 2 Embolisation Device 4.5 mmx 15 mm
01-107019 DERIVO® 2 Embolisation Device 4.5 mm x 20 mm
01-107020 DERIVO® 2 Embolisation Device 4.5 mm x 25 mm
01-107021 DERIVO® 2 Embolisation Device 4.5 mm x 30 mm
01-107022 DERIVO® 2 Embolisation Device 50mmx 15 mm
01-107023 DERIVO® 2 Embolisation Device 5.0 mm x 20 mm
01-107024 DERIVO® 2 Embolisation Device 5.0 mm x 25 mm
01-107025 DERIVO® 2 Embolisation Device 5.0 mm x 30 mm
01-107026 DERIVQO® 2 Embolisation Device 55 mm x 15 mm
01-107027 DERIVO® 2 Embolisation Device 5.5 mm x 20 mm
01-107028 DERIVO® 2 Embolisation Device 5.5 mm x 25 mm
01-107029 DERIVO® 2 Embolisation Device 5.5 mm x 30 mm

AC_DOC_Derivo 2-CE-E_C

2/6



gcandis-

Article number |

Name

Size

01-107030

DERIVO® 2 Embolisation Device

6.0 mm x 15 mm

01-107031

DERIVO® 2 Embolisation Device

6.0 mm x 20 mm

01-107032

DERIVO® 2 Embolisation Device

6.0 mm x 25 mm

01-107033

DERIVO® 2 Embolisation Device

6.0 mm x 30 mm

01-107034

DERIVO® 2 Embolisation Device short tip

3.5 mm x 30 mm

01-107035

DERIVO® 2 Embolisation Device short tip

3.5 mm x 40 mm

01-107036

DERIVO® 2 Embolisation Device short tip

4.0 mm x 20 mm

01-107037

DERIVO® 2 Embolisation Device short tip

4.0 mm x 25 mm

01-107038

DERIVO® 2 Embolisation Device short tip

4.0 mm x 30 mm

01-107039

DERIVO® 2 Embolisation Device short tip

4.0 mm x 40 mm

01-107040

DERIVO® 2 Embolisation Device short tip

45 mmx 20 mm

01-107041

DERIVO® 2 Embolisation Device short tip

45 mm x 25 mm

01-107042

DERIVO® 2 Embolisation Device short tip

4.5 mm x 30 mm

01-107043

DERIVO® 2 Embolisation Device short tip

4.5 mm x 40 mm

01-107044

DERIVO® 2 Embolisation Device short tip

5.0 mm x 20 mm

01-107045

DERIVO® 2 Embolisation Device short tip

50 mm x 25 mm

01-107046

DERIVO® 2 Embolisation Device short tip

5.0 mm x 30 mm

01-107047

DERIVO® 2 Embolisation Device short tip

5.0 mm x 40 mm

01-107048

DERIVO® 2 Embolisation Device short tip

5.0 mm x 50 mm

01-107049

DERIVO® 2 Embolisation Device short tip

55 mm x 20 mm

01-107050

DERIVO® 2 Embolisation Device short tip

55 mm x 25 mm

01-107051

DERIVO® 2 Embolisation Device short tip

5.5 mm x 30 mm

01-107052

DERIVO® 2 Embolisation Device short tip

5.5 mm x 40 mm

01-107053

DERIVO® 2 Embolisation Device short tip

5.5 mm x 50 mm

01-107054

DERIVO® 2 Embolisation Device short tip

6.0 mm x 20 mm

01-107055

DERIVO® 2 Embolisation Device short tip

6.0 mm x 25 mm

01-107056

DERIVO® 2 Embolisation Device short tip

6.0 mm x 30 mm

01-107057

DERIVO® 2 Embolisation Device short tip

6.0 mm x 40 mm

01-107058

DERIVO® 2 Embolisation Device short tip

6.0 mm x 50 mm

01-107059

DERIVO® 2 Embolisation Device

7.0 mm x 20 mm

01-107060

DERIVO® 2 Embolisation Device

7.0 mm X 25 mm

01-107061

DERIVO® 2 Embolisation Device

7.0 mm x 30 mm

AC_DOC_Derivo 2-GE-E_C

3/6



gcandis-

Article number

Name

Size

01-107062

DERIVO® 2 Embolisation Device

8.0 mm x 20 mm

01-107063

DERIVO® 2 Embolisation Device

8.0 mm x 25 mm

01-107064

DERIVO® 2 Embolisation Device

8.0 mm x 30 mm

01-107065

DERIVO® 2 Embolisation Device short tip

7.0 mm x 20 mm

01-107066

DERIVQO® 2 Embolisation Device short tip

7.0 mm x 25 mm

01-107067

DERIVO® 2 Embolisation Device short tip

7.0 mm x 30 mm

01-107068

DERIVO® 2 Embolisation Device short tip

7.0 mm x 40 mm

01-107069

DERIVO® 2 Embolisation Device short tip

7.0 mm x 50 mm

01-107070

DERIVO® 2 Embolisation Device short tip

8.0 mm x 20 mm

01-107071

DERIVO® 2 Embolisation Device short tip

8.0 mm x 25 mm

01-107072

DERIVO® 2 Embolisation Device short tip

8.0 mm x 30 mm

01-107073

DERIVO® 2 Embolisation Device short tip

8.0 mm x 40 mm

01-107074

DERIVO® 2 Embolisation Device short tip

8.0 mm x 50 mm

01-107101

DERIVO® 2 Embolisation System short tip

2.5 mmx 10 mm

01-107102

DERIVO® 2 Embolisation System short tip

2.5mmx 15 mm

01-107103

DERIVO® 2 Embolisation System short tip

2.5mm x 20 mm

01-107104

DERIVO® 2 Embolisation System short tip

2.5mm x 25 mm

01-107105

DERIVO® 2 Embolisation System short tip

3.0mmx 10 mm

01-107106

DERIVO® 2 Embolisation System short tip

3.0mmx 15 mm

01-107107

DERIVO® 2 Embolisation System short tip

3.0 mm x 20 mm

01-107108

DERIVO® 2 Embolisation System short tip

3.0 mm x 25 mm

01-107109

DERIVO® 2 Embolisation System short tip

3.5 mmx 10 mm

01-107110

DERIVO® 2 Embolisation System short tip

3.5mmx 15 mm

01-107111

DERIVO® 2 Embolisation System short tip

3.5 mmx 20 mm

01-107112

DERIVO® 2 Embolisation System short tip

3.5 mmx 25 mm

01-107113

DERIVO® 2 Embolisation System

3.5 mm x 30 mm

01-107114

DERIVO® 2 Embolisation System

40mmx 15 mm

01-107115

DERIVQO® 2 Embolisation System

4.0mm x 20 mm

01-107116

DERIVO® 2 Embolisation System

4.0 mm x 25 mm

01-107117

DERIVO® 2 Embolisation System

4.0 mm x 30 mm

01-107118

DERIVO® 2 Embolisation System

45 mmx 15 mm

AC_DOC_Derivo 2-CE-E_C
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gcandis-

Article number Name Size

01-107119 DERIVO® 2 Embolisation System 4.5 mm x 20 mm
01-107120 DERIVO® 2 Embolisation System 4.5 mm x 25 mm
01-107121 DERIVO® 2 Embolisation System 4.5 mm x 30 mm
01-107122 DERIVO® 2 Embolisation System 50 mm x 15 mm
01-107123 DERIVO® 2 Embolisation System 5.0 mm x 20 mm
01-107124 DERIVO® 2 Embolisation System 5.0 mm x 25 mm
01-107125 DERIVO® 2 Embolisation System 5.0 mm x 30 mm
01-107126 DERIVO® 2 Embolisation System 55mm x 15 mm
01-107127 DERIVO® 2 Embolisation System 55 mm x 20 mm
01-107128 DERIVO® 2 Embolisation System 55 mm x 25 mm
01-107129 DERIVO® 2 Embolisation System 5.5 mm x 30 mm
01-107130 DERIVO® 2 Embolisation System 6.0 mm x 15 mm
01-107131 DERIVO® 2 Embolisation System 6.0 mm x 20 mm
01-107132 DERIVO® 2 Embolisation System 6.0 mm x 25 mm
01-107133 DERIVO® 2 Embolisation System 6.0 mm x 30 mm
01-107134 DERIVO® 2 Embolisation System short tip | 3.5 mm x 30 mm
01-107135 DERIVO® 2 Embolisation System short tip | 3.5 mm x 40 mm
01-107136 DERIVO® 2 Embolisation System short tip | 4.0 mm x 20 mm
01-107137 DERIVO® 2 Embolisation System short tip | 4.0 mm x 25 mm
01-107138 DERIVO® 2 Embolisation System shorttip | 4.0 mm x 30 mm
01-107139 DERIVO® 2 Embolisation System short tip | 4.0 mm x 40 mm
01-107140 DERIVO® 2 Embolisation System short tip | 4.5 mm x 20 mm
01-107141 DERIVO® 2 Embolisation System short tip | 4.5 mm x 25 mm
01-107142 DERIVO® 2 Embolisation System shorttip | 4.5 mm x 30 mm
01-107143 DERIVO® 2 Embolisation System short tip | 4.5 mm x 40 mm
01-107144 DERIVO® 2 Embolisation System short tip | 5.0 mm x 20 mm
01-107145 DERIVO® 2 Embolisation System short tip | 5.0 mm x 25 mm
01-107146 DERIVO® 2 Embolisation System short tip | 5.0 mm x 30 mm
01-107147 DERIVO® 2 Embolisation System short tip | 5.0 mm x 40 mm
01-107148 DERIVO® 2 Embolisation System shorttip | 5.0 mm x 50 mm
01-107149 DERIVO® 2 Embolisation System short tip | 5.5 mm x 20 mm
01-107150 DERIVO® 2 Embolisation System short tip | 5.5 mm x 25 mm

AC_DOGC_Derivo 2-CE-E_C

5/6



gcandis-

Article number

Name

Size

01-107151

DERIVO® 2 Embolisation System short tip

5.5 mm x 30 mm

01-107152

DERIVO® 2 Embolisation System short tip

5.5 mm x 40 mm

01-107153

DERIVO® 2 Embolisation System short tip

5.5 mm x 50 mm

01-107154

DERIVO® 2 Embolisation System short tip

6.0 mm x 20 mm

01-107155

DERIVO® 2 Embolisation System short tip

6.0 mm x 25 mm

01-107156

DERIVO® 2 Embolisation System short tip

6.0 mm x 30 mm

01-107157

DERIVO® 2 Embolisation System short tip

6.0 mm x40 mm

01-107158

DERIVO® 2 Embolisation System short tip

6.0 mm x 50 mm

01-107159

DERIVO® 2 Embolisation System

7.0 mm x 20 mm

01-107160

DERIVO® 2 Embolisation System

7.0 mm x 25 mm

01-107161

DERIVO® 2 Embolisation System

7.0 mm x 30 mm

01-107162

DERIVO® 2 Embolisation System

8.0 mm x 20 mm

01-107163

DERIVO® 2 Embolisation System

8.0 mm x 25 mm

01-107164

DERIVO® 2 Embolisation System

8.0 mm x 30 mm

01-107165

DERIVO® 2 Embolisation System short tip

7.0 mm x 20 mm

01-107166

DERIVO® 2 Embolisation System short tip

7.0 mm x 25 mm

01-107167

DERIVO® 2 Embolisation System short tip

7.0 mm x 30 mm

01-107168

DERIVO® 2 Embolisation System short tip

7.0 mm x40 mm

01-107169

DERIVO® 2 Embolisation System short tip

7.0 mm x 50 mm

01-107170

DERIVO® 2 Embolisation System short tip

8.0 mm x 20 mm

01-107171

DERIVO® 2 Embolisation System short tip

8.0 mm x 25 mm

01-107172

DERIVO® 2 Embolisation System short tip

8.0 mm x 30 mm

01-107173

DERIVO® 2 Embolisation System short tip

8.0 mm x 40 mm

01-107174

DERIVO® 2 Embolisation System short tip

8.0 mm x 50 mm

AC_DOC_Derivo 2-CE-E_C
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xcandis-

Declaration of Conformity

according to directive 93/42/EEC

Product APERIO® Hybrid'"?' Thrombectomy Devices
Product listing see page 2
Class ]|
Rule 7, bullet point 2,
according to directive 93/42/EEC annex IX
UMDNS/GMDN-No. 17-461/61779
Manufacturer Acandis GmbH

Theodor-Fahrner-StralRe 6
75177 Pforzheim
Germany

Manufacturing facility Acandis GmbH
Theodor-Fahrner-Strafle 6

75177 Pforzheim
Germany

We hereby declare under our sole responsibility the conformity of the above
mentioned products with the directive 93/42/EEC.

Notified body DQS Medizinprodukte GmbH
August-Schanz-Stralle 21
60443 Frankfurt

Germany

notified body no. 0297
Selected conformity directive 93/42/EEC annex I, section 3 & 4
assessment procedure
QS Certificate No. 516802 MR2 valid until 2024-05-26

EC Design Examination ~ No. 516327 MRA valid until 2024-02-27
Certificate

Declaration of Conformity
valid until 2024-02-27

Pforzheim, 2021-05-25

S Lo

Stefan Hofele
Director Regulatory Affairs
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Declaration of Conformity APERIO® Hybrid'”?' Thrombectomy Device

Product listing

candis-

,Art'ic'lg_ number

Name

Size

01-000713

APERIO® Hybrid'” Thrombectomy Device

2.5mm x 16mm

01-000714

APERIO® Hybrid'” Thrombectomy Device

2.5mm x 18mm

01-000710

APERIO® Hybrid'” Thrombectomy Device

2.5mm x 28mm

01-000711

APERIO® Hybrid"” Thrombectomy Device

3.5mm x 28mm

01-000712

APERIO® Hybrid'” Thrombectomy Device

4.5mm x 30mm

01-000715

APERIO® Hybrid?' Thrombectomy Device

4.5mm x 40mm

01-000716

APERIO® Hybrid?' Thrombectomy Device

4.5mm x 50mm

01-000717

APERIO® Hybrid?' Thrombectomy Device

6.0mm x 40mm

01-000718

APERIO® Hybrid?' Thrombectomy Device

6.0mm x 50mm

AC_DOC_Aperio Hybrid 17-21 Thrombectomy Device-CE-E_D
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Declaration of Conformity

according to directive 93/42/EEC

Product

Class

UMDNS/GMDN-No.
Manufacturer

Manufacturing facility

APERIO® Hybrid Thrombectomy Devices
Product listing see page 2
Ml

Rule 7, bullet point 2,
according to directive 93/42/EEC annex IX

17-461/61779

Acandis GmbH
Theodor-Fahrner-Strale 6
75177 Pforzheim
Germany

Acandis GmbH
Theodor-Fahrner-StraRe 6

75177 Pforzheim
Germany

We hereby declare under our sole responsibility the conformity of the above
mentioned products with the directive 93/42/EEC.

Notified body

Selected conformity
assessment procedure

QS Certificate

EC Design Examination
Certificate

Declaration of Conformity
valid until

Pforzheim, 2021-05-25

Stefan Hofele,
Director Regulatory Affairs

DQS Medizinprodukte GmbH
August-Schanz-Stralie 21
60443 Frankfurt

Germany

notified body no. 0297
directive 93/42/EEC annex |, section 3 & 4

No. 516802 MR2 valid until 2024-05-26
No. 516327 MRA valid until 2024-02-27

2024-02-27

AC_DOC_Aperio Hybrid Thrombectomy Device-CE-E_E 1/2



Product listing

candis-

Declaration of Conformity APERIO® Hybrid Thrombectomy Device

Article number

Name

Size

01-000704

APERIO® Hybrid Thrombectomy Device

3.5mm x 28mm

01-000705

APERIO® Hybrid Thrombectomy Device

4.5mm x 30mm

01-000706

APERIO® Hybrid Thrombectomy Device

4.5mm x 40mm

01-000707

APERIO® Hybrid Thrombectomy Device

4.5mm x 50mm

01-000708

APERIO® Hybrid Thrombectomy Device

6.0mm x 40mm

01-000709

APERIO® Hybrid Thrombectomy Device

6.0mm x 50mm

AC_DOC_Aperio Hybrid Thrombectomy Device-CE-E_E
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Malnlycke
Tray ID 97038757

Tray name SET INTERVENTII RADIOGRAFICE
Colour code

Speciality filter ENDOVASCULAR
Intervention
filter Coronary or Peripher

Hospital filter Tehnomedica SRL

Crepe paper 60x60cm 60g/m2 White 1

Angio drape 240x330cm 2 adh.ap.5x7cm 2 adh.ap.7x9cm Transp.
panels 1

Kidney bowl 800ml Yellow 1

Adh. op towel 50x50cm 1
Banded bag 75cm Circ. Elast. Transp. 1

Absorbent towel 34x50cm 1




Bowl 250mi Graduated red

Bowl 2500ml Polypropylene Blue Guidewire W/tabs

Specimen cup 120ml Polyethylene Transp. Blue screw-on lid

Gallipot 120ml Transparent

Forceps tweezer plastic green

Forceps 12cm plastic green

Banded bag 140cm Circ. Elast. Transp.

Surg.glove latex 7.0 PF 2/1 Biogel Surgeons

Surg.glove latex 7.5 PF 2/1 Biogel Surgeons




Surg.glove latex 8.0 PF 2/1 Biogel Surgeons

Surgical gown Primary Standard Perfomance XL 127cm

Hand towel 47x38cm

Surgical gown Primary Standard Perfomance XL 127cm

Hand towel 47x38cm

Reinforced Table Cover 150 x 190 wrapping

Article number 5010783

B BRAUN

Angiographic syringe 12 mi

Puncture Needle 1,3 x 70 mm, 18G
Scalpel Cutfix fig. 11

Guidewire J3FC-FS175-035
Compress gauze 10 x 10 cm, 12-ply
Sterican Cannula 0,80 x 40 mm, 21G

Sterican Cannula 0,70 x 30 mm, 22G




Syringe Omnifix 2 ml, Luer Lock
Syringe Omnifix 5 ml, Luer Lock,
Syringe Omnifix 10 ml, Luer Lock,
Syringe Omnifix 20 ml, Luer Lock,
Guidewire bowl 2500 ml, blue
Cover drape 100 x 150 cm
Combidyn tubing 150 cm, red
Rotator m/m

Manifold 3-fold, OFF, 35 bar
Tape for fixation "Japan"

Contrast Media System 180 cm

Infusionsystem ventilated 190 cm
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DRAPES / ANGIOGRAPHY

ANGIOGRAPHY SET 8/16 65213 ANGIOGRAPHY SET -/10° 698220

”f"

~

Ref. No.

Qty

Description

1

1

Angiography Drape 240x320 cm, re-
inforcement 0x110 cm, ap. 6x% cm

Table Cover 150x1%0 cm, abs.
79190 cm

-

~

Ref. No.

Qty

Description

1

Angiography Drape
240%370cm, ap. 7x10cm 2], patched

Adhesive OP-Towel
50x50cm

Banded Bag

140cm circular

Absorbent Towel

34x50cm

Table Cover

150x190 cm, abs. 75x190 cm



Accessories for PTCA
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Y-Connector, PTCA-Set, Fluid Collection System

Y-Connector
For all interventional techniques

- with rotational adaptor and Touhy-Borst-valve
- 9.5F lumen

Y-connector with plastic insertion tool
Double Y-connector with plastic insertion tool

Unique Kissing BiBalloon adaptor

For simultaneous and/or sequential dilatation of bifurcation lesions
- innovative approach for multiple dilatation techniques

- final kissing balloon inflation

Kissing BiBalloon adaptor

PTCA-Kit 1

- Y-connector with metal insertion tool

- Torquer, luminescent wire grip for all diameters up to 0.022"
— Inflation Device for PTCA (622510)

PTCA-Kit 1

PTCA-Kit 2
- Y-connector with metal insertion tool
- Torquer, luminescent wire grip for all diameters up to 0.022"

PTCA-Kit 2

Bifurcation Kit

- Inflation device

- Double Y-Connector

- Kissing Balloon adaptor

- Insertion tool and torquer

Bifurcation Kit

Fluid Collection System

— aspiration of liquids (saline solution, contrast media)

— secure disposal of aspiration liquid in a closed container (bag)
— tubing length to dual check valve: 190 cm

— tubing length to container: 180 cm

— container volume: 1000 ml

Fluid Collection System

Customized kits on request. Please ask your B. Braun clinical specialist.

Code-
Number

5021693
5020743

5014760

622511

5028550

5028904

5010555

Sales
unit-
pcs.

25

10

50
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Proven Technology -
Safe and Efficient

New composite wire concept for
outstanding visibility of the DERIVO® contour

Treatment of left saccular ICA aneurysm with DERIVO® 5.0 mm x 20 mm

Images by courtesy of: Prof. Reith,
Department of Neuroradiology,
Saarland University

Hospital, Homburg, Germany

Excellent visibility of DERIVO® contour Opening of DERIVO® in tight curve is
even in front of dense bone structures. clearly visible.
View inside the lumen is possible.

Balanced mechanical properties for excellent clinical performance

Treatment of large right ICA aneurysm with DERIVO® 4.0 mm x 30 mm

Perfect wall apposition: DERIVO® Immediate flow diversion effect after Excellent visibility of fully released
contour follows exactly the tortuous DERIVO® placement. DERIVO®.
shape of the vessel.

Images by courtesy of: Dr. Prothmann, Klinikum rechts der Isar, Department of Diagnostic and Interventional
Neuroradiology, Technical University Munich, Germany






FLOW - WHERE IT SHOULD BE

Acandis® is using the latest technological developments to ensure a smooth, reliable and precise treatment
of intracranial aneurysms with the DERIVO® Embolisation Device.

BlueXide® Surface Finishing

The Acandis® proprietary BlueXide® Surface Finishing
Technology ensures less friction during delivery through the
microcatheter as well as during expansion, making the opening
of the device smooth and reliable. This finishing contributes to
better corrosion resistance which might lead to lower

thrombogenicity. Closed Distal Ends

The closed distal ends of the DERIVO® Embolisation Device
Nitinol Composite Wires help in delivering the device smoothly and releasing it simply,
The entire device consists of Nitinol Composite Wires with as they create less friction during the delivery through the
Platinum core leading to an outstanding visualisation of the microcatheter. Additionally these ends are less traumatic,
contour and shape of the device under fluoroscopy. even if the implant is oversized in the distal part of the vessel.
X-Ray Markers Flared Ends
Three Platinum-Iridium X-Ray markers are positioned on each The DERIVO® Embolisation Device has flared ends for a secure
end of the DERIVO® Embolisation Device for an accurate wall apposition immediately after the initial distal opening,
placement. while the foreshortening on the proximal end is reduced.
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Flow Diversion

The mesh density enables flow diversion away from the
aneurysm while maintaining the flow into the side branches.
Particle Image Velocimetry (PIV) proves the effectiveness of the
DERIVO® Embolisation Device flow diversion properties.

Velocity during Systole

Reference without DERIVO® Embolisation Device With DERIVO® Embolisation Device

Velocity during Diastole

Reference without DERIVO® Embolisation Device With DERIVO® Embolisation Device

Vessel Wall Conformability

The braiding design ensures a good vessel wall conformability,
even in highly variable vessel diameters and in tortuous
anatomies.

Velocity
Systole [m/s]

0.4
0.35
0.3
0.25
0.2

Velocity
Diastole [m/s]

0.05
0.045

0.04

0.035

0.03

0.025

0.02

0.015

0.01

0.005 Particle Image Velocimetry (PIV) by courtesy
0

of: Dept. of Cardiovascular Engineering RWTH
Aachen (CVE/AME)



PROCEDURE - RELIABLE AND EFFECTIVE

s.e.c.u.r.e. GP Technology

The DERIVO® Embolisation Device is equipped with a Nitinol
transport wire using the s.e.c.u.r.e. GP Technology engineered to
meet the demands of a reliable and effective procedure.

S- safe

E- enhanced
C- controlled
U- unique

R- reliable

E- effective

The sleek surface of the transport wire changes into a unique
- optically and tactile perceptible - checkered surface at the
fluoroscopy marker point, to enhance the grip and push for a
controlled and safe placement of the DERIVO® Embolisation

Device.

Resheathability

The device can be safely recaptured and repositioned if an adjustment and superior placement is needed.

Tip Design
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With tip - for additional distal support and retention of device

access after release.
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Without tip (only applicable for 40 mm and 50 mm device
lengths) - for more flexibility and tip control in the treatment
of long lesions.



SIZING SUPPORT CHART -
DERIVO® EMBOLISATION DEVICE

Labelled Unconstrained DERIVO® Lengths
DERIVO® RNelf‘e':‘ebnecre DERIVO® in corresponding
Dimensions (mm) Dimensions (mm) Intended Use Diameters (mm)
o [ ss  f 50 J 25 |
o NN BTN BEETEEE TR
I BTN BTN TR
 IENEE B BTN TR
0 [ ss  f 50 J 45|
o I XN RN TR
Note: all indicated lengths can vary within a tolerance range of +/- Tmm

For optimal case preparation, Acandis also offers software-based 3D Sizing Support.
For further information please contact the Clinical Support Team: clinical-support@acandis.com



ORDERING INFORMATION

Labelled Labelled Reference Recommended Required
DERIVO® DERIVO® Number Vessel Diameter Microcatheter for
Diameter (mm) Length (mm) (mm) Delivery ** (inch)
15 01-000408
20 01-000409
35 25 01-000410
30 01-000411
40 01-000415*
15 01-000381
20 01-000330
4.0 25 01-000335 3.0-4.0
30 01-000340
40 01-000360*
15 01-000382
20 01-000331
4.5 25 01-000336 3.5-4.5
30 01-000341
40 01-000361* 0.027
15 01-000383
20 01-000332
6 25 01-000337 e
30 01-000342
40 01-000362*
50 01-000363*
15 01-000384
20 01-000333
53 25 01-000338 AEEE
30 01-000343
40 01-000364*
50 01-000365*
15 01-000385

20
25
30
40
50

01-000334
01-000339
01-000344
01-000366*

01-000367*

s, may they be technical or other, or changes in the availability of products are expressive
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Abstract

Background The efficacy of flow diverters is dependent upon robust wall apposition in the parent artery. Usage in large
caliber cerebral vessels has therefore been limited as few implants with diameters >5mm exist. We present our initial
experience in treating cerebral aneurysms using the 5.5 mm and 6 mm diameter implants of the Derivo embolization device
(DED).

Methods Our prospectively maintained institutional database was reviewed to identify patients in whom a>5mm DED
was implanted between November 2016 and February 2021. The primary efficacy outcome was complete or near-complete
aneurysm occlusion at 6 months (O’Kelly-Marotta, OKM, C-D, adapted for magnetic resonance angiography). Safety
outcomes included 30-day major morbidity defined as modified Rankin Score (mRS) 3-5, mortality, serious adverse events
and procedural complications.

Results A total of 21 large diameter DEDs were deployed in 18 patients (age 59.5+14.1 years), harboring 19 unrup-
tured aneurysms. Of the aneurysms 14 (73.7%) were saccular in morphology (sac diameter 10.9+5.5 mm, neck diameter
6.8+3.1mm), 3 (15.8%) aneurysms were dissecting, 1 (5.3%) iatrogenic pseudoaneurysm and 1 (5.3%) fusiform. Aneurysm
locations were: ICA (internal carotid artery) (n=17); (7 cavernous, 4 paraophthalmic, 2 paraclinoid, 1 petrous, 2 com-
municating, 1 cervical); vertebrobasilar (n=2). Adjunct stenting to optimize proximal wall apposition was undertaken in
5 (27.8%) patients. At 6 months 75% of patients followed-up met the primary efficacy endpoint (OKM C-D). There were
no serious adverse events, 30-day major morbidity (mRS 3-5) or mortality.

Conclusion Implantation of large diameter (5.5mm and 6 mm) DEDs into capacious cerebral vessels to treat a range of
complex aneurysms is safe and technically feasible but may require adjunct stenting to optimize proximal wall apposition.
Short-term efficacy of this device subset is comparable to previous DED and other flow diverter studies. Long-term
follow-up and comparative studies are required for further assessment.

Keywords Flow diverter - Stent - Intracranial aneurysm - Embolization - Endovascular

Abbreviations ' EVT  Endovascular treatment,

CTA  Computed tomography angiography, ICA  Internal carotid artery,

DED D?QVO embOlthcltIOIl de.VICC, MRA  Magnetic resonance angiography,
DSA Digital subtraction angiography, OKM  O’Kelly-Marotta

PED Pipeline embolization device,
SAH Subarachnoid hemorrhage

All authors approved the final version of the manuscript for
submission.
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| Interventional Neuroradiology, Hull Royal Infirmary, Hull Since the introduction of flow diverters into the neuroin-

University Teaching Hospitals NHS Trust, Hull, UK terventional armamentarium there has been a paradigm
> Interventional Neuroradiology, Queens Medical shift in the treatment of large, giant, wide-necked, dissect-
Centre, Nottingham University Hospitals NHS Trust, ing and fusiform aneurysms [1]. The principle mechanism
Nottingham, UK is aneurysm exclusion from the circulation by creating
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impedance to blood flow at the vessel wall defect with
subsequent hemodynamic decoupling between the normal
vessel and aneurysm lumen [2]. Robust wall apposition in
the parent artery promotes endothelialization, prevents en-
doleaks and is a key determinant of aneurysm obliteration
[3, 4].

Although there has been continued expansion in the
number of available devices, only a few implants with diam-
eters greater than 5mm are available [5]. This has limited
the use of flow diverters in anatomies where the maximum
unconstrained opening diameter of the stent is less than that
of the parent artery. The Derivo embolization device (DED)
(Acandis, Pforzheim, Germany) is a second-generation flow
diverter braided from 48 nitinol wires with an inner plat-
inum core to improve visibility and a further 3 radiopaque
markers at the distal and proximal ends. It is available in
lengths between 15 and 50 mm, diameters between 3.5 and
6mm, and can be resheathed to its point of no-return if
repositioning is required.

Recently published DED multicentric series and single-
arm trials have yielded promising short-term clinical and
angiographic outcomes; however, data pertaining to de-
vice and parent vessel diameter and device size cannot be
gleaned from these studies [6—8]. Furthermore, reports on
the usage of large diameter flow diverter stents are scarce
[9]. Therefore, we sought to present our experience and
evaluate short-term efficacy and feasibility with 5.5 and
6 mm DEDs for the treatment of cerebral aneurysms.

Methods
Study Design

The prospectively maintained electronic database at a re-
gional neurosciences center (Hull Royal Infirmary, Hull,
UK) was reviewed to identify patients treated with 5.5 and
6mm DEDs between November 2016 and February 2021.
In accordance with our institutional and Health Research
Authority (United Kingdom) guidelines, ethical approval
was not required given the retrospective observational na-
ture of the study and non-personally identifiable data. The
study was performed in accordance with the 1964 Declara-
tion of Helsinki and its later amendments.

Primary Efficacy End-point

The primary efficacy outcome was near-complete or com-
plete aneurysm occlusion at 6 months. Evaluation was per-
formed by time-of-flight MRA and contrast-enhanced MRA
which are noninvasive and have sensitivities and specifici-
ties comparable with DSA [10, 11]. The degree of aneurysm
filling was graded using the O’Kelly-Marotta (OKM) scale

@ Springer

(A=total, B=subtotal, C=entry remnant, D=no filling)
[12]. The OKM grades C and D were considered to meet
the primary efficacy end-point.

Safety Outcomes

The primary end-point for clinical safety was the absence
of 30-day major morbidity defined as modified Rankin
Score (mRS) 3-5 and mortality. Serious adverse events
were screened using the electronic patient records, which
included any new neurological deficit and stroke. Periproce-
dural complications were additionally recorded irrespective
of clinical effect. The DSA images were evaluated by
the operating neurointerventionalist. Difficulties in device
delivery, the use of adjunct devices including coils, throm-
boembolic and access site complications were assessed.
Follow-up MRI scans were also evaluated for evidence of
new ischemic lesions as reported by the consultant neuro-
radiologist in comparison to prior preprocedure baseline
MRI

Procedural Details

The decision for endovascular treatment of aneurysms was
achieved by consensus between neurointerventionalists and
vascular neurosurgeons taking into consideration the esti-
mated lifetime rupture risk, clinical symptoms and patient
wishes after informed consultation on the risk and bene-
fits of treatment. The choice of technique, implant and the
use of adjunctive devices was left to the operator’s discre-
tion. The diameter and length of the stent was based on
3D-DSA volume rendered images, considering the size and
morphology of the aneurysm and parent vessel.

Patients were premedicated with dual antiplatelets (as-
pirin 300mg and either ticagrelor 180mg or clopidogrel
600mg), usually the day prior to the procedure. Dual an-
tiplatelets were maintained for 3 months (aspirin 75mg
once a day and either ticagrelor 90mg twice a day or
clopidogrel 75mg once a day), with aspirin 75mg once
a day being administered life-long. Antiplatelet testing was
not routinely performed. Systematic intravenous heparin
was administered (typically 50001IU), adjusted to body
weight. Procedures were performed withe patient under
general anesthesia utilizing a dedicated neurointerventional
bi-plane angiography system (Allura Xper FD, Philips
Healthcare, Amsterdam, The Netherlands).

A standardised triaxial, transfemoral approach was uti-
lized. A 0.088” Asahi Fubuki (Asahi Intecc, Tokyo, Japan)
guide-catheter was positioned in the ipsilateral cervical
internal carotid artery (ICA). The 5Fr or 6Fr interme-
diate (distal access/intracranial support) catheter used in
both anterior and posterior circulations was either a CAT5
or CAT6 (Stryker Neurovascular, Fremont, CA, USA)



Large diameter Derivo embolization devices

or Navien 0.058”/0.072” (Navien, Covidien, Irvine, CA,
USA). We endeavored to place the intermediate catheter
as close to the intended landing zone to optimize stability
during stent delivery.

The DED was deployed through a 0.027” microcatheter:
Via27 (Sequent Medical/MicroVention Terumo, Tustin, CA,
USA) or Phenom 027 (Medtronic, Dublin, Ireland). In cases
requiring adjunctive coiling, this was performed through
either an Excelsior SL10 (Stryker, Kalamazoo, MI, USA)
or Echelon (Covidien/Medtronic). The decision to perform
adjunct coiling at the discretion of the operator, taking into
consideration aneurysm size, location, morphology and the
requirement for scaffolding support during stent delivery
to reduce the risk of device foreshortening or prolapse. In
select cases requiring adjunct stenting to correct suboptimal
wall apposition of the DED proximal end, this was done
using a second DED or a Solitaire AB stent (eV3, Irvine,
CA, USA).

Statistical Analysis

Descriptive and comparative statistical analyses were per-
formed using SPSS (Version 23.0; IBM, Armonk, NY,
USA). Categorical variables were presented as numbers
and percentages. Continuous variables were presented as
means + SD.

Table 1 Baseline aneurysm characteristics and clinical presentation

Results
Baseline Patient and Aneurysm Characteristics

A total of 18 patients (14 females, 4 males;
age 59.5+14.1 years) harboring 19 aneurysms were in-
cluded. Of the aneurysms 14 (73.7%) were saccular in
morphology (sac diameter 10.9+5.5mm, neck diame-
ter 6.8+3.1mm), 3 (15.8%) aneurysms were dissecting
(2 of which were iatrogenic), 1 (5.3%) iatrogenic pseudoa-
neurysm and 1 (5.3%) was fusiform. Aneurysm locations
were: cavernous ICA (n=7), paraophthalmic ICA (n=4),
paraclinoid ICA (n=2), petrous ICA (n=1), communicat-
ing ICA (n=2), cervical ICA (n=1), vertebral (n=1) and
basilar (n=1). All aneurysms were considered unruptured
with the exception of one iatrogenic pseudoaneurysm that
presented with hemorrhagic otorrhea (patient 17). Base-
line aneurysm characteristics and clinical presentation are
presented in Table 1.

Procedural Results and Efficacy Outcomes

In total, 21 DEDs were deployed, 16 (76.2%) of which were
5.5 mm diameter implants and 5 (23.8%) being 6 mm diam-
eter implants: 19 devices were deployed in 16 patients in the
internal carotid artery (ICA) and 2 devices were deployed in
2 patients in the vertebrobasilar system. The mean number

Patient Aneurysm type Clinical presentation and Location Aneurysm, max.  Aneurysm neck
No symptoms diameter, mm size, mm
1 Saccular Headache/diplopia Left cavernous ICA 10 53
2 Fusiform Asymptomatic/Incidental Right paraclinoid ICA 6.2 -
3 Saccular Otalgia Right cavernous ICA 9 7
4 Saccular Asymptomatic/Incidental Left PCOM 10 8
5 Saccular Asymptomatic/Incidental Left paraclinoid ICA 9 5
6 Saccular 3rd cranial nerve palsy Right cavernous ICA 25 14
7 Dissecting Infarct of left upper pons Basilar 6.3 -
8 Saccular 3rd Cranial nerve palsy Left PCOM (recurrence, 6 5
previously coiled)
9 Saccular (partially Headache, 3rd cranial nerve Right cavernous ICA 19 -
thrombosed) palsy
10 Saccular Headache Left paraophthalmic ICA 7.5 6
11 Saccular Headache, 3rd cranial nerve 1) Left cavernous ICA 14 13
palsy 2) Left para-ophthalmic 4 3
12 Dissecting (iatrogenic) Iatrogenic Right cervical ICA 6.5 -
13 Saccular Asymptomatic/Incidental Left paraophthalmic ICA 9 7
14 Saccular Diplopia, headache Left cavernous ICA 16 6
15 Dissecting (iatrogenic) Tatrogenic Left cavernous ICA 5.3 -
16 Saccular Asymptomatic/Incidental Left paraophthalmic ICA 7.5 4.5
17 latrogenic pseudoa- Tatrogenic Left petrous ICA 5.7 -
neurysm Hemorrhagic otorrhea
18 Saccular Asymptomatic/Incidental Left VA 7 5

ICA Internal carotid artery, PCOM Posterior communicating artery, VA Vertebral artery
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of devices deployed per patient and per aneurysm were 1.2
and 1.1, respectively. The cohort parent vessel distal land-
ing zone was 4.5mm=+0.6mm and the proximal landing
zone 5.4mm=0.5mm. Adjunct intrasaccular coiling was
undertaken for 6 (out of 14) saccular aneurysms (42.9%).
Adjunct stenting to optimize proximal wall apposition was
undertaken in 5 (27.8%) patients. In 2 (11.1%) patients
with iatrogenic dissecting aneurysms a second DED was
telescoped to achieve double mesh density.

The 6-month follow-up MRAs were available for 16 out
of 19 (84.2%) aneurysms. Of these, 12 (75%) demonstrated
near-complete or complete occlusion. One aneurysm (pa-
tient 3) which initially demonstrated subtotal filling (OKM-
B) was retreated with a third stent (PED) and completely
occluded on follow-up at 24 months. The sole fusiform
aneurysm (patient 2) remodeled and remained stable at
the 24-month follow-up. There were no cases of in-stent
stenosis or occlusion Representative cases are illustrated in

Figs. 1 and 2. Parent vessel size, device dimensions and
efficacy outcomes are summarized in Table 2.

Safety Outcomes

There was no major 30-day morbidity (mRS 3-5) or moral-
ity in this patient cohort. There was one pseudoaneurysm
at the femoral arterial access site which was repaired surgi-
cally. No other serious adverse events, including new neu-
rological deficits and stroke, were identified in the patient
records. Procedural DSA images did not reveal evidence of
a thromboembolic event nor did any of the 6-month fol-
low-up MRI scans demonstrate evidence of an interval is-
chemic lesion/infarct when compared to preprocedure base-
line MRI. In 5 (27.8%) patients there was suboptimal open-
ing of the proximal end of the DED and/or “fish mouthing”
which was corrected using adjunct stenting. Periprocedural
complications and safety outcomes are listed in Table 2.

Fig. 1 Patient 6 presented with 3rd cranial nerve palsy. a CTA revealed a right cavernous ICA aneurysm measuring 25 mm in maximum diameter.
Volume rendered 3D-DSA images illustrating the proximal (b) and distal (c) parent vessel artery diameters. d Initial 5.5x 30 DED delivered
(dashed white lines identify position, dashed black arrows identify markers) with adjunct coiling of the sac performed through a jailed SL-10
microcatheter to provide structural support for the stent. Mild proximal “fish mouthing” was corrected with a second 6 x 20 mm DED (solid white
arrow in e indicates proximal markers). f Follow-up MRA demonstrates complete aneurysm occlusion at the cavernous ICA (solid black arrow)
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Fig.2 Patient 11 presented with right 3rd cranial nerve palsy and worsening headaches. a Initial DSA reveals a 14mm left cavernous ICA
aneurysm (solid black arrow) and a smaller 4 mm left paraophthalmic ICA aneurysm (solid white arrow). b and ¢ 3D-DSA volume rendered images
illustrating aneurysm and parent vessel size/morphology. d A 6 x 50mm DED was deployed covering both aneurysms with good wall apposition.
Adjunct coiling of the cavernous ICA aneurysm was performed through to provide architectural support during stent delivery. e Follow-up MRA
demonstrating complete occlusions of both aneurysms

Discussion

In this single center observational study, we assessed the
feasibility and short-term efficacy of 5.5 and 6 mm im-
plants of the DED in the treatment of a range of cerebral
aneurysms. Whilst there exist a number of studies reporting
on angiographic and clinical outcomes of the DED, to our
knowledge none have specifically reported outcomes for
large diameter devices [6—8, 13]. In recent series where the
DED was used to treat ruptured and dissecting aneurysms
all devices implanted were <5mm [14, 15]. Furthermore,
DED is one of the few flow diverters currently used with
diameters in 5.5 and 6 mm. From the commonly available
flow diverters, the Flow-Redirection Endoluminal Device
(FRED; Microvention) and the SILK stent (Balt Extrusion,
Montmorency, France) are also available in a 5.5mm di-
ameter however similar to the DED, studies reporting on
outcomes have not specifically assessed this size of implant
precluding cross-manufacturer comparisons [16-20].

Procedural Outcomes

In our complied experience, 21 large diameter DEDs were
implanted into 18 patients to treat 19 cerebral aneurysms.
A variety of aneurysm subtypes (saccular, fusiform and
dissecting) were represented in the cohort reflecting the
expanding utilization of flow diverters [21]. The saccular
aneurysms included were on average large (10.9+5.5 mm)
and wide-necked (6.8+3.1), which is an established indi-
cation for flow diversion [22, 23]. Although their use in
posterior circulation, fusiform and dissecting aneurysms
may carry increased treatment-related complications they
offer an effective treatment option when conventional meth-
ods are unfeasible [24-26]. Out of 17 anterior circulation
aneurysms in this cohort 7 (41.2%) arose from the cav-
ernous ICA which represents a higher proportion than the
9.8% presented in the Brazilian DED registry [7]. This is
not unsurprising given the relatively capacious geometry
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Table 2 (Continued)

Occlusion

Occlusion

Periprocedural complications/difficulties

Anti-

Adjunct devices

DED

Proximal
landing

Distal land-
ing zone

Patient
No

OKM grade

OKM grade
(A-D) at

platelet
regime

size, mm
(DxL)

(A-D) at 24-

Zone max.

max. diame-

ter, mm

month follow-

up

6-month fol-

low-up

diameter,

m

m

4.0

Initial attempts with pipeline and Evolve failed.

Aspirin

5.5%25
5.5%30

39

15

2nd DED telescoped to achieve double mesh den-

Ticagrelor

sity across dissected segment

Aspirin

5.5x25

53

35

16

Ticagrelor

D

2nd DED telescoped to achieve double mesh density

across dissected segment

Aspirin

5.5%30
5.5%30
6% 30

4.6

4.6

17

Ticagrelor

Aspirin

6.1

39

18

Ticagrelor

DED Derivo embolization device, DxL Diameter x Length, OKM O’Kelly-Marotta, PVO Parent vessel occlusion, SAH Subarachnoid hemorrhage, VA Vertebral artery

of the cavernous segment [27] and the selection for large
diameter implants in our study.

Although final device size was left to the discretion of the
individual operator, the maximum diameters of the parent
vessel proximal and distal landing zones were key deter-
minants of implant selection. Undersized devices carry the
potential risk of an endoleak whereas substantially over-
sized devices may reduce flow-diversion efficacy [28, 29].
In 3 (out of 18) patients the proximal and distal landing
zone measurements on 3D-DSA volume rendered images
were <5.0mm; however, a larger device was used to ac-
count for the maximum diameter of the dilated diseased
parent vessel (patients 7 and 15) and size underestimation
due to vasospasm (patient 17).

Adjunct intrasaccular coiling was undertaken in 6 aneu-
rysms in this series. In 4 (out of 6) of these cases the
aneurysm was located was at the cavernous ICA and the
primary reason to use adjunct coils was to provide a scaf-
fold for the stent and to reduce the risk of the device fore-
shortening or prolapse. There is also some evidence that
adjunct coiling may expedite and improve occlusion out-
comes; however, whether this reduces delayed subarachnoid
hemorrhage is undetermined [30]. Adjunct stenting was un-
dertaken in 5 cases to optimize wall apposition which may
also improve occlusion rates [31]. Similar to Taschner et al.
[8] we found the proximal part of the device particularly
prone to fish mouthing/suboptimal expansion; however, it
is not possible to draw conclusions from our study whether
the rates are significantly higher with the use of the 5.5 and
6mm devices.

Efficacy Outcomes

Of the 16 aneurysms with follow-up MRA at 6 months,
12 (75%) demonstrated near-complete or complete occlu-
sion (OKM-C or D). These results are similar to flow di-
verter studies in general with a meta-analysis by Brinjikji
et al. reporting a 6-month complete occlusion rate of 76%
[32]. Our findings are also comparable with the Brazilian
DED registry which reported a 6-month occlusion rate of
80.7% (113 of 140 aneurysms) with the smaller sac size in
their cohort (6.7+5.1 mm) potentially accounting for some
of the difference [7]. Direct comparison with the higher
rates of near-complete or complete occlusion rate of 89%
(79/89) reported by Taschner et al. is difficult due to the
longer follow-up time point (median 12.4+5.84 months)
[8]. Furthermore, given that we specifically assessed large
diameter stents which arguably have their own unique de-
ployment challenges to achieve satisfactory wall apposition
and therefore aneurysm healing, the results from our pre-
liminary experience are promising.

Whilst DSA remains the gold standard for the detection
of aneurysm recurrence it carries the risk of ionising radia-
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tion and stroke which accumulates over time with sequen-
tial DSA follow-up. A recent cross-modality meta-analy-
sis concluded that MRA can reliably be used to follow up
aneurysms treated with flow diverters with 86% sensitiv-
ity and 95% specificity for time-of-flight MRA, and 90%
sensitivity and 92% specificity for contrast-enhanced MRA
[33]. Although potentially cumbersome, we employ both
techniques at our institution as they provide complemen-
tary information and the addition of contrast may mitigate
potential false positive results on time-of-flight MRA of in-
stent thrombosis due to stent-induced signal loss and false
positive intra-aneurysmal flow due to T1-weighted hyper-
intensity of thrombus [11].

Limitations

The study presented is limited by its single-center retro-
spective design but provides a real-world sense of efficacy,
limitations and associated technical challenges when using
select 5.5 and 6 mm diameter DED implants. Secondly, the
overall sample size was small but is comparable to previ-
ous series assessing the feasibility of the device for specific
indications [14]. Furthermore, to the best of our knowl-
edge this is the first study specifically reporting on the use
of flow diverters >5mm in diameter. Thirdly, only short-
term 6-month MRA follow-up was available for most pa-
tients which precludes assessment of medium and long-
term efficacy. Fourth, procedural DSA and follow-up MRA
data were self-assessed thereby introducing potential bias.
Lastly, the absence of follow-up DSA may impair the reli-
ability of comparison with previous studies.

Conclusion

Implantation of large diameter (5.5 and 6 mm) DEDs into
capacious cerebral vessels to treat a range of complex
aneurysms is safe and technically feasible but may require
adjunct stenting to optimize proximal wall apposition.
Short-term efficacy of this device subset is comparable to
previous DED and other flow diverter studies. Long-term
follow-up and comparative studies are required for further
assessment.

This research received no specific grant from any funding
agency in the public, commercial or not-for-profit sectors.
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The hybrid cell design combined with perfect
visibility lead to utmost safety and reliability
during procedure - for fast flow restoration.

PERFECT INTERPLAY.

RELIABLE VARIABLE

The APERIO® Hybrid Thrombectomy Device is the third The broad range of sizes enables the treatment of vessel
generation of Acandis® stent retriever featuring the proven diameters from 1.5 mm up to 5.5 mm.

hybrid cell design.
All sizes are suitable with 0.021” microcatheter.
Small closed cells ensure a perfect vessel wall apposition

and expansion into the clot. Large open cells with integrated Due to repeating functional segments the device
anchoring elements assure efficient clot retention for reliable working length can be adapted.

and atraumatic retrieval even in tortuous vessel anatomies.

In combination, these two cell designs build up a functional

segment.

Functional segment of the APERIO® Hybrid Thrombectomy Device APERIO® Hybrid Thrombectomy Device (6.0 x 50 mm) — functional segments




Simple and clear visibility concept for
maximum control and assurance

Three distal platinum iridium device markers for
permanent control of device position and opening behaviour.

-

for precise alignment and additional control during procedure.

Two radiopaque DFT wires featuring full length visibility

One proximal platinum iridium device marker for
precise positioning within the thrombus.

EFFICIENT

Thanks to the proven hybrid cell design and the excellent full The constant and balanced radial force over the intended

length visibility, the APERIO® Hybrid Thrombectomy Device vessel diameter allows a gentle and highly efficient clot
leads to a maximum in safety and reliablitity during the removal.!

procedure.

' Machi P, Jourdan F, Ambard D, et al Experimental evaluation of stent retrievers’ mechanical

properties and effectiveness, Journal of Neurolnterventional Surgery 2017;9:257-263.

Pre treatment Treatment Post treatment
Total occlusion of middle cerebral artery with APERIO® Hybrid Thrombectomy Device 4.5 x 30 mm Final result after first pass

Images are courtesy of Dr. Christoph Kabbasch, University Hospital, Cologne
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ORIGINAL ARTICLE

The New Fully Radiopaque Aperio Hybrid Stent Retriever: Efficient and Safe? An Early

Multicenter Experience

Marius Kaschner’, Thorsten Lichtenstein®, Daniel Weiss’, Bernd Turowski’, Lukas Goertz*->, Claudia Kluner®,
Marc Schlamann?®, Christian Mathys™*°, Christoph Kabbasch®

OBJECTIVE: To investigate the visibility, safety, and
efficacy of the full-length radiopaque Aperio Hybrid stent
retriever (APH) in mechanical thrombectomy of large
vessel occlusions.

METHODS: Multicentric retrospective analysis of
patients with stroke, treated with the APH due to an acute
ischemic stroke by large vessel occlusions in the anterior
or posterior circulation, was performed. We focused on
technical and angiographic parameters including device
visibility, perfusion results (modified thrombolysis in
cerebral infarction scale [mTICI]), procedural times, peri-
procedural complications, and favorable clinical outcome
(modified Rankin Scale, 0—2) at discharge and after 90
days.

RESULTS: A total of 48 patients (male: n = 22, 45.8%,
mean age 73 years [standard deviation (SD), +15],
median baseline National Institutes of Health Stroke Scale:
15 [2—36], n = 25, 52.1% received additional intravenous
thrombolytics) were treated with the APH with a mean
number of 2 device passes (SD, +3) in APH-only cases
(n = 41). The median time from groin puncture to the final
mTICl was 54 minutes (SD, +33). In 46 patients (95.8%),
mTICI 2b—3 was achieved (mTICI 2¢c, 12.5%; mTICI 3, 47.9%).

Favorable outcome (modified Rankin Scale <2) was
achieved in 15 (32.6%) patients at discharge and in 11 of the
30 (36.7%) patients available for 90-day follow-up. Symp-
tomatic intracranial hemorrhage was recorded in 3 of 48
cases (6.3%). Difficulties during device delivery and/or
deployment occurred in 6.3% (3 of 48). APH-related adverse
events did not occur. APH radiopacity was rated as good
and very good in 97.9% (47 of 48).

CONCLUSIONS: Mechanical thrombectomy with the
APH appeared feasible, efficient, and safe. Full-length de-
vice radiopacity may facilitate thrombectomy or support to
adapt the course of action during retrieval, if required.

INTRODUCTION

echanical thrombectomy (MT) in acute ischemic stroke
M treatment caused by large vascular occlusions (LVO)
has evolved into the gold standard of care.””
Mechanical retrieval of the vessel occluding clot may lead to
reliable and fast vessel recanalization. The superiority of stent-

retriever—based thrombectomy over intravenous thrombolysis
(IVT) alone was demonstrated in numerous large, randomized,
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Abbreviations and Acronyms

APH: Aperio Hybrid stent retriever

ARISE II: Analysis of Revascularization in Ischemic Stroke with EmboTrap
ASPECTS: Alberta Stroke Program Early CT Score
CT: Computed tomography

DFT: Drawn filled tubing

IVT: Intravenous thrombolysis

LVO: Large vascular occlusions

mRS: Modified Rankin Scale

MT: Mechanical thrombectomy

mTICI: Modified thrombolysis in cerebral infarction
NIHSS: National Institutes of Health Stroke Scale
RCT: Randomized controlled trial

SAH: Subarachnoid hemorrhage
sICH: Symptomatic intracranial hemorrhage

From the "Medical Faculty, Department of Diagnostic and Interventional Radiology,
University Duesseldorf. Duesseldorf: ZInstitute for Diagnostic and Interventional Radiology,
and 3Center for Neurosurgery, Faculty of Medicine and University Hospital Cologne,
University of Cologne, Cologne; *Institute of Radiology and Neuroradiology, Evangelisches
Krankenhaus, University of Oldenburg; and ®Research Center Neurosensory Science, Carl von
Ossietzky Universitat Oldenburg, Oldenburg, Germany

To whom correspondence should be addressed: Christoph Kabbasch, M.D.
[E-mail: christoph.kabbasch@uk-koeln.de]

All listed authors contributed to the work. M. Kaschner and T. Lichtenstein contributed
equally and share first authorship. C. Mathys and C. Kabbasch contributed equally and share
the last authorship.

Citation: World Neurosurg. (2020).
https.//doi.org/10.1016/j.wneu.2020.05.104

Journal homepage: www.journals.elsevier.com/world-neurosurgery
Available online: www.sciencedirect.com
1878-8750/% - see front matter © 2020 Elsevier Inc. All rights reserved.

WORLD NEUROSURGERYMER:E1-E11, B 2020

WWW.JOURNALS.ELSEVIER.COM/WORLD-NEUROSURGERY E1


mailto:christoph.kabbasch@uk-koeln.de
https://doi.org/10.1016/j.wneu.2020.05.104
www.journals.elsevier.com/world-neurosurgery
www.sciencedirect.com/science/journal/18788750
www.journals.elsevier.com/world-neurosurgery

MARIUS KASCHNER ET AL.

ORIGINAL ARTICLE

FULLY RADIOPAQUE APERIO HYBRID STENT-RETRIEVER

recanalization appear to be in the range of comparable stent-
retriever publications.

Full structural radiopacity would allow a more targeted
deployment of the APH and delineation of the stent retriever.
From a procedural point of view, visualization of just the distal
markers would be sufficient but a reliable detection of clot
integration and clot displacement requires full-length visibility
of the stent structures. Moreover, during retrieval there is no
visual control of the clot-stent interaction in conventional
nitinol retrievers as the predecessor Aperio. Compared with the
Aperio, the APH is one of few stent retrievers that allow
visualization of the clot-strut interaction during both deploy-
ment and retrieval."*"* As a result of full-length visibility, a
potential failure of the thrombectomy maneuver might be
detected at an early stage and enables us to adapt or modify the
procedure, for example, obvious nonintegration of the clot
within the stent retriever just sliding past it or visible
straightening of the target vessel without relative movement of
the stent retriever that may indicate increased force transmitted
to the vessel, with the risk of structural damage. In our cases in
which pushability of the device was rated as “poor” and “very
poor” (4.2%, 2 of 48) and positioning of the APH as “poor”
(2.1%, 1 of 48), the added DFT wires were supposed to increase
the resistance during the delivery and deployment of the APH
stent retriever via the microcatheter. This assumption is in
accord with reports of an international survey performed
among the members of the World Federation of Interventional
and Therapeutic.”®> In this context, a final assessment of
friction or resistance during delivery and deployment of the
device, and evaluation of the used material in combination
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