C A VA TEI{- M S RL MD-2028, mun. Chisinau, str. Academiei 3, of. 110B, tel. +373 68 558 556,
email: cavateh@gmail.com

DECLARATIE
privind inregistrarea in Registrul de Stat al Dispozitivelor Medicale a AMDM

Prin prezenta, compania “CAVATEH M” SRL declard ca toate produselor ofertate a
companiei BIOTRONIK AG — Elvetia si iVascular / Life Vascular Devices Biotech, S.L. - Spania au
fost inregistrate la AMDM si introduse Tn Registrul de Stat.

15 Microcatetere iNdeep

16 Microcateter reinforsat iNdeep

17 Microcateter livrare spirale (coils) iNdeep

22 Balon pentru pre si postdilatare periferica Passeo®-35 Xeo

23 Cateter periferic cu balon conic Passeo®-14

25 Balon angioplas'fie.periferica ;?entru trata'n'ﬁentul leziunilor obstructive cu Passe0®-35 Xeo
lungimi extreme si manevrabilitate contralaterala

26 Balon angioplastie periferica pentru tratamentul leziunilor extinse Passeo®-35 Xeo

30 Stent montat pe balon Dynetic®-35

36 Stent expandabil cu balon Dynamic Renal

37 Stent pentru artere renale Dynamic Renal

96 Stent cerebral auto-expandabil cu celule deschise iNtercept

104 Stent Graft Periferic iCover

149 Stenturi periferice balon expandabil Dynetic®-35

161 Stent coronarian farmacologic SIROLIMUS cu polimer bioabsorbabil Synsiro® Pro

268 BALON PERIFERIE 0,018” PENTRU DILATARI SFA & BTK Passeo®-18

269 BALON PENTRU DILATARI PERIFERICA COMPATIBIL CU GHID 0.035" PENTRU p 035X
LEZIUNI CALCIFICATE asseo eo

270 Cateter periferic lung cu balon utilizat in CTO Passeo®-35 Xeo
271 Cateter periferic cu balon utilizat in CTO Passeo®-18
272 Balon pentru pre si postdilatare periferica Passeo®-14
273 Cateter cu balon PTCA Passeo®-18
278 STENT EXPANDABIL PE BALON PENTRU INTERVENTII PERIFERICE — ARTERE Dynetic®-35
ILIACE
281 Stent expandabil pe balon Dynetic®-35
286 Balon farmacologic activ ( Periferie) Passeo®-18 Lux®
288 Balon OTW pentru proceduri periferice Passeo®-18
298 Baloane PCl semicompliante Pantera® Pro
299 Stenturi periferice autoexpandabile Astron®
Cu profund respect,
Director ,,CAVATEH M” SRL Alexandru Captari

Digitally signed by Captari Alexandru

L.S. Date: 2024.11.19 12:55:00 EET
Reason: MoldSign Signature
Location: Moldova

[ MOLDOVA EUROPEANA




11/18/24, 11:30 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip Denumire

2. Declaratia de conformitate CE Declaatia de conformitate CE 2
1.2, Declaratia de conformitate CE Declaratia de conformitate CE 1
1.2, Declaratia de conformitate CE Declaratia de conformitate CE 3
13. Certficatul CE

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

v 7 | |Passeo®-35 Xeo v 4 i v v v i
Foseas
DM000309340 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 6/100/90 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309362 (CATETER BALON PENTRU PTA. Passeo®-35 Xeo 10/20/130 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309434 ‘CATETER BALON PENTRU PTA Passeo®-35 Xeo 6/40/170 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309359 CCATETER BALON PENTRU PTA Passeo®-35 Xeo 7/20/130 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309320 CATETER BALON PENTRU PTA Passeo®-35 Xeo 3/60/90 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309392 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 5/100/130 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
[DM000309381 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 3/80/130 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DMO000309385 CATETER BALON PENTRU PTA Passeo®-35 Xeo 7/80/130 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309380 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 12/60/130 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021

Crpama 1 17 (Bcero smevenros: 162) @12 34 587 . 13 18 17 ©

/| ¥ Coneppuo([Nametrake), Passeo®-35 Xea))

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:31 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

p

Reprezentant

DM000309335 (CATETER BALON PENTRU PTA
o T
DM000309383 (CATETER BALON PENTRU PTA
DM000309433 CCATETER BALON PENTRU PTA
B i ey
DM000309378 (CATETER BALON PENTRU PTA
o SIS
e o
DM000309369 (CATETER BALON PENTRU PTA
Crpavia 23 17 (Bcero anewexros: 162) @ 10213 4 5 6 7 .. 15 16 17 ©
/| ¥ Coneppur([Namebake], ‘Passeo®-35 Xeo))

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

9/40/130

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:31 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip

2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

v 7 | |Passeo®-35 Xeo v 4 i v v v i
Foseas
DM000309444 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 9/60/170 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309372 (CATETER BALON PENTRU PTA. Passeo®-35 Xeo 3/60/130 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309364 ‘CATETER BALON PENTRU PTA Passeo®-35 Xeo 4/40/130 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309363 CCATETER BALON PENTRU PTA Passeo®-35 Xeo 3/40/130 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309403 CATETER BALON PENTRU PTA Passeo®-35 Xeo 7/120/130 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309426 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 6/250/130 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309456 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 4/150/170 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DMO000309325 CATETER BALON PENTRU PTA Passeo®-35 Xeo 8/60/90 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309365 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 5/40/130 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crpavia 3w 17 (Bcero anewexros: 162) @ 1 23 4 5 6 7 .. 15 16 17 ©
/| ¥ Coneppur([Namebake], ‘Passeo®-35 Xeo))

7


https://registru.dispozitive.amdm.gov.md/
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11/18/24, 11:31 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Reprezentant

ATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA

DM000309440 CATETER BALON PENTRU PTA
Crpautna 4 w3 17 (Bcero nevewos: 162) @ 1 2 30 5 8 7 .. 15
/| % Consppom((ametae, asseom-35 xeo)

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

4/200/130
10/100/130
7/20/170
6/200/130
5/150/130
6/200/170
7/80/%0
4/100/130
5/60/170

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
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11/18/24, 11:32 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

ATETER BALON PENTRU PTA

DM000309346 (CATETER BALON PENTRU PTA
DMD00309453 CATETER BALON PENTRU PTA
DMO00309354 CATETER BALON PENTRU PTA
DM000309355 CCATETER BALON PENTRU PTA
DMO00309332 CATETER BALON PENTRU PTA
DM000309371 (CATETER BALON PENTRU PTA
DMO00309452 CATETER BALON PENTRU PTA
DMO00309396 CATETER BALON PENTRU PTA
DM000309336 (CATETER BALON PENTRU PTA
Crpanua 5 w3 17 (Bcero sneverosi 162) @) 12 3 4 5 8 7 . 15 16 17
/| ¥ consppon((ametake, Passeom-35 xeo)

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

4/120/90
4/120/170
6/250/90

130
10/80/170
9/100/130
10/80/90

428823
428971

428811

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:32 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

DM000309405 (CATETER BALON PENTRU PTA
ot T
B o BT
DM000309327 CCATETER BALON PENTRU PTA
B o ey
DM000309457 (CATETER BALON PENTRU PTA
o SIS
o o
DM000309328 (CATETER BALON PENTRU PTA
Crparmua 6 v 17 (Bceronewewron: 162) @ 12 3 . 50628 . 15 16 17
/| ¥ Coneppur([Namebake], ‘Passeo®-35 Xeo))

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

9/120/130
4/170/130
8/40/130

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:32 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

ATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA

CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
DMO00309343 CATETER BALON PENTRU PTA
DMO00309314 CATETER BALON PENTRU PTA
DMO00309409 CATETER BALON PENTRU PTA
DMO00309366 CATETER BALON PENTRU PTA

Crpamia 7 17 (Bcero menenros: 162) @12 3 . 878 9

/| ¥ Coneppuo([Nametrake), Passeo®-35 Xea))

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

4/20/90
10/20/90
12/100/90
10/40/170
4/120/130
9/100/90
/40/%0

4/150/130
6/40/130

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:32 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

ATETER BALON PENTRU PTA

DM000309307 (CATETER BALON PENTRU PTA
DMD00309459 CATETER BALON PENTRU PTA
DM000309384 (CATETER BALON PENTRU PTA
DM000309460 CCATETER BALON PENTRU PTA
DMO00309448 CATETER BALON PENTRU PTA
DM000309334 (CATETER BALON PENTRU PTA
DMO00309454 CATETER BALON PENTRU PTA
DMO00305349 CATETER BALON PENTRU PTA
DM000309308 (CATETER BALON PENTRU PTA
Crpannua § w3 17 (pcero smeverros: 162) €@ 12 3 . 78 9 10 . 15 16 17
/| ¥ consppon((ametake, Passeom-35 xeo)

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

7/20/90
4/200/170

5/120/170
5/150/90
8/20/90

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:32 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

416

ATETER BALON PENTRU PTA

DMO00309337 CATETER BALON PENTRU PTA
DMO00309309 CATETER BALON PENTRU PTA
DMO00309428 CATETER BALON PENTRU PTA
DMO00309331 CATETER BALON PENTRU PTA
DMO00309390 CATETER BALON PENTRU PTA
DMO00309420 CATETER BALON PENTRU PTA
DMO00309352 CATETER BALON PENTRU PTA
DMO00309322 CATETER BALON PENTRU PTA
DMO00309401 CATETER BALON PENTRU PTA

Crpama s s 17 (Bcero meveros: 162) @12 3 . 88 10 1t

/| ¥ Coneppuo([Nametrake), Passeo®-35 Xea))

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

5/120/130

428812
428783
428927

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
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11/18/24, 11:32 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Den.comerc N, catelog Reprezentant
v 7 [Passeo35 Yeo ? v v v 2 v v

Frseon 3
DMOO0309451 CATETER BALON PENTRU PTA Passeo®-35 Xeo 9/80/170 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309394 CATETER BALON PENTRU PTA Passeo®-35 Xeo 7/100/130 Evetia BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021
DMO00309393 CATETER BALON PENTRU PTA Passeo®-35 Xeo 6/100/130 Evetia BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021
DMO0U309424 CATETER BALON PENTRU PTA Passeo®-35 Xeo 4250/130 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309398 CATETER BALON PENTRU PTA Passeo®-35 Xeo 12/100/130 Eetia BIOTRONIK AG CAVATEH M SRL Rg04-000161 09-07-2021
DMO0U309379 CATETER BALON PENTRU PTA Passeo®-35 Xeo 10/60/130 Evetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309375 CATETER BALON PENTRU PTA Passeo®-35 Xeo 6/60/130 ENetia BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021
DMO00309432 CATETER BALON PENTRU PTA Passeo®-35 Xeo 4401170 Evetia BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021
DMO0U309439 CATETER BALON PENTRU PTA Passeo®-35 Xeo 4/60/170 ENvetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
Crpanmua 10 w3 17 (Bero anevenos: 162) @1 2 3 .. 910 11 12 .. 15 16 17 @
/| ¥ Conepmon({Namebake], Passeo®-35 Xed')

7
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11/18/24, 11:32 PM registru.dispozitive.amdm.gov.md

AGENTAMEDICAMENTULUI REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

SIDISPOZITIVELOR MEDICALE

Tip Denumire P ]

2. Declaratia de conformitate CE Declaratia de conformitate CE 2 — e T

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 7 |Passeo®-35 Xeo ¢ v

15, cont e contnce [ ovoomsos37 " Grerersmonrertru ia——— | raseon 3%
DM000309447 CATETER BALON PENTRU PTA Passeo®-35 Xeo 5/80/170 428954 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309425 CATETER BALON PENTRU PTA Passe0®-35 Xeo 5/250/130 428922 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309350 CATETER BALON PENTRU PTA Passeo®-35 Xeo 6/150/90 428834 Elvetia BIOTRONIK AG CAVATEH M SR.L. RgO4-000161 09-07:2021
DM000309370 CATETER BALON PENTRU PTA Passeo®-35 Xeo 10/40/130 428867 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309312 CATETER BALON PENTRU PTA Passe0®-35 Xeo 4/40/90 428787 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309382 CATETER BALON PENTRU PTA Passeo®-35 Xeo 4/80/130 428879 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07:2021
DM000309429 CATETER BALON PENTRU PTA Passe0®-35 Xeo 6/20/170 428928 ENetia BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021
DM000309389 CATETER BALON PENTRU PTA Passeo®-35 Xeo 12/80/130 428886 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
DM000309319 CATETER BALON PENTRU PTA Passeo®-35 Xeo 12/40/90 428794 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
Crpavmua 11 12 17 (Beero snemenros: 162) @ 1 2 3 . 1011 12 13 . 15 16 12 ©
/| ¥ Coneppur([Namebake], ‘Passeo®-35 Xeo))
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip Denumire

2. Declaratia de conformitate CE Declaatia de conformitate CE 2
1.2, Declaratia de conformitate CE Declaratia de conformitate CE 1
1.2, Declaratia de conformitate CE Declaratia de conformitate CE 3
13. Certficatul CE

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

v 7 | |Passeo®-35 Xeo v 4 i v v v i
Foseas
DM000309435 (CATETER BALON PENTRU PTA Passeo®-35 Xeo Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
S T e = e S oo e
DM000309313 CATETER BALON PENTRU PTA Passeo@-35 Xeo Eivetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309357 CCATETER BALON PENTRU PTA Passeo®-35 Xeo Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
B o ey = = T St ol B
DM000309321 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 4/t Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309339 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 5/100/90 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DMO000309323 CATETER BALON PENTRU PTA Passeo®-35 Xeo 60/90 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309464 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 6/250/170 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021

Crpamia 123 17 (scero sneveros: 162) @ 1 2 3

/| ¥ Coneppuo([Nametrake), Passeo®-35 Xea))

1213115 16 17
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

ATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA

DMO0U309324 CATETER BALON PENTRU PTA
Crpanmua 13 s 17 (Beero snementos: 162) €@ 1 2 3 .. 11 12 13 1
/| ¥ Conepon((NameMake], Passeo®-35 Xeo)

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

10/60/170
6/120/130
3/170/130
5/200/90
6/150/170
4/60/130
7/40/%0
4/80/170
7/60/9%0

428950
428399
428910

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7
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AGENTAMEDICAMENTULUI REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE
SIOSAOZTVELORMEDICALE

Tip Denumire P ]

2. Declratia de conformitate CE Declaratia de conformitate CE 2 P o o e

1.2. Decaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Deciaratia de conformitate CE Declaratia de conformitate CE 3

13. Certficatul CE 436 STETER BALON PENTRU PTA
DM000309399 CATETER BALON PENTRU PTA Passe0®-35 Xeo 3/120/130 42889 ENvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309442 CATETER BALON PENTRU PTA Passe0®-35 Xeo 71601170 428947 Enetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309422 CATETER BALON PENTRU PTA Passe0®-35 Xeo 7/200/130 428919 ENetia BIOTRONIK AG CAVATEH MSR.L. RgO4-000161 09-07:2021
DM000309348 CATETER BALON PENTRU PTA Passe0®-35 Xeo 6/120/90 428825 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309338 CATETER BALON PENTRU PTA Passe0®-35 Xeo 4/100/90 428814 Enetia BIOTRONIK AG CAVATEH MSRLL. Rg04-000161 09072021
DM000309330 CATETER BALON PENTRU PTA Passe0®-35 Xeo 4/80/90 428805 ENetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07:2021
DM000309353 CATETER BALON PENTRU PTA Passe0®-35 Xeo 5/250/90 428848 ENetia BIOTRONIK AG CAVATEH M SRL. RgO4-000161 09-07-2021
DM000309408 CATETER BALON PENTRU PTA Passe0®-35 Xeo 3150/130 428905 Enetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09072021
DM000309417 CATETER BALON PENTRU PTA Passe0®-35 Xeo 7/170/130 428914 ENvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09072021
Crpavmua 143 17 (Beero snemenron: 162) @ 1 2 3 .. 11 12 13 14 15 16 17
/| ¥ Coneppur([Namebake], ‘Passeo®-35 Xeo))
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

ATETER BALON PENTRU PTA

DM000309326 (CATETER BALON PENTRU PTA
DMD00309344 CATETER BALON PENTRU PTA
DMO00309406 CATETER BALON PENTRU PTA
DM000309411 CCATETER BALON PENTRU PTA
DMO000309347 CATETER BALON PENTRU PTA
DM000309329 (CATETER BALON PENTRU PTA
DMO00308303 CATETER BALON PENTRU PTA
DMO00309374 CATETER BALON PENTRU PTA
DM000309404 (CATETER BALON PENTRU PTA
Crpanua 15 s 17 (Beero snevenron: 162) @ 12 3 . 11 12 13 14
/| ¥ consppon((ametake, Passeom-35 xeo)

Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo
Passeo®-35 Xeo

9/60/90
10/100/90
10/120/130
6/150/130
5/120/90
3/80/90
3/20/90
5/60/130
8/120/130

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:33 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Den.comerc.

N: catalog

Reprezentant

ATETER BALON PENTRU PTA

DM000309455 (CATETER BALON PENTRU PTA Passeo®-35 Xeo

DM000309360 CCATETER BALON PENTRU PTA Passeo®-35 Xeo

DMO00309316 CATETER BALON PENTRU PTA Passeo®-35 Xeo

DM000309341 CCATETER BALON PENTRU PTA Passeo®-35 Xeo

DMO00309412 CATETER BALON PENTRU PTA Passeo®-35 Xeo

DM000309388 (CATETER BALON PENTRU PTA Passeo®-35 Xeo

DM000309305 CCATETER BALON PENTRU PTA Passeo®-35 Xeo 5/20/90
DM000309462 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 4/250/170
DM000309407 (CATETER BALON PENTRU PTA Passeo®-35 Xeo 12/120/130
Crpanmua 16 s 17 (Bcero snevenron: 162) @ 1 2 3 .. 1 12 13 14 15 16 17

/| ¥ consppon((ametake, Passeom-35 xeo)

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021
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registru.dispozitive.amdm.gov.md

P — REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE
SIDISPOZITVELOR MEDICALE
= [Boaare voxcs o novere ]
Declratia de conformitate CE Declaratia de conformitate CE 2
> numire Den.comerc N catalog Reprezentant
Declratia de conformitate CE Declaratia de conformitate CE 1
Declaratia de conformitate CE Declaratia de conformitate CE 3
13. Certficatul CE STETER BALON PENTRU PTA 428873 Rg04-000161
DM000309450 ‘CATETER BALON PENTRU PTA Passeo®-35 Xeo 428957 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
Crpavnua 17 12 17 (Beero onemenron: 162) @ 1 2 3 .. 11 12 13 14 15 16 |17
/| ¥ Conepan((NameMake], ‘Passeo®-35 Xeo')
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

ATETER BALON PENTRU PTA

DMO00309635 CATETER BALON PENTRU PTA
DM000309626 CATETER BALON PENTRU PTA
DMO0309630 CATETER BALON PENTRU PTA
DMO00309602 CATETER BALON PENTRU PTA
DMO00309611 CATETER BALON PENTRU PTA
DMO00309615 CATETER BALON PENTRU PTA
DMO00309594 CATETER BALON PENTRU PTA
DMO00309636 CATETER BALON PENTRU PTA
DMO00309597 CATETER BALON PENTRU PTA

/| ¥ Conepan((NameMake], Passeo®-14)

Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14

3.5/40/90
3/140/90
3/70/150
2/140/120
2.5/40/90
2:5/180/90
1.5/40/120
3.5/70/9
1.5/40/150

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7
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@

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

p

Reprezentant

DMO00309614

Y ——— Y

/| ¥ Conepan((NameMake], Passeo®-14)

ATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA

234550

Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7
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@

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

617
DMO00309605

DMO00309599

e P ———Y

/| ¥ Conepan((NameMake], Passeo®-14)

ATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA

234550

Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14

2/40/120

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Den.comerc N catalog Reprezentant
7 [passeo-14 ° v
STETER BALON PENTRU PTA P 0

DM000309633 CATETER BALON PENTRU PTA Passeo®-14 3/180/150 ENvetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309645 CATETER BALON PENTRU PTA Passeo®-14 4/100/30 Elvetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309625 CATETER BALON PENTRU PTA Passeo®-14 3/100/90 ENetia BIOTRONIK AG CAVATEH M SR.L RgO4-000161 09-07:2021
DM000309620 CATETER BALON PENTRU PTA Passeo®-14 2:5/140/150 ENetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309593 CATETER BALON PENTRU PTA Passeo®-14 15/20/120 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
DM000309640 CATETER BALON PENTRU PTA Passeo®-14 35/70/150 ENetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07:2021
DM000309596 CATETER BALON PENTRU PTA Passeo®-14 15/20/150 ENetia BIOTRONIK AG CAVATEH M SR.L RgO4-000161 09-07-2021
DM000309637 CATETER BALON PENTRU PTA Passeo®-14 3.5/100/90 Enetia BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09072021
DM000309608 CATETER BALON PENTRU PTA Passeo®-14 2/140/150 ENvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09072021

e —— )

2314550
/| ¥ Conepan((NameMake], Passeo®-14)
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

p

Reprezentant

DMO00309650

e ——— Y

/| ¥ Conepan((NameMake], Passeo®-14)

ATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA
CATETER BALON PENTRU PTA

234550

Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14
Passeo®-14

4/40/90
3.5/140/150
2:5/100/150
4/100/150
2/100/120
2:5/70/90
4/140/90
25/70/150
4/140/150

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021

7
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@

AGENTAMEDICAMENTULUI REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

SIDISPOZITIVELOR MEDICALE

Tip Denumire P ]

2. Declaratia de conformitate CE Declaratia de conformitate CE 2 e— Ne cotalog e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3

15, Cttia e
DM000309632 (CATETER BALON PENTRU PTA Passeo®-14 3/140/150 380340 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309639 (CATETER BALON PENTRU PTA. Passeo®-14 3.5/40/150 380323 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309628 CATETER BALON PENTRU PTA Passeo@-14 3/220/90 380310 Eivetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
DM000309644 CCATETER BALON PENTRU PTA Passeo®-14 4/70/90 380288 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309641 CATETER BALON PENTRU PTA Passeo®-14 3.5/100/150 380335 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
DM000309622 (CATETER BALON PENTRU PTA Passeo®-14 2.5/220/150 380351 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
[DM000309606 (CATETER BALON PENTRU PTA Passeo®-14 2/70/150 380326 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanmua 6 3 6 (Bcero anewenros: 58) (3

/| ¥ Conepn((NameMake], ‘Passeo®-14)
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1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE

https://registru.dispozitive.amdm.gov.md
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
DMO00309233 STENT PERIFERIC AUTOEXPANDABIL

Crpannia 1137 (Bcero anewermos: 66) @112 3 4 5 6 2

/| ¥ Conepun([NameMake], Dynetic®-35')

DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35

DYNETIC®-35

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147
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ip

1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

STENT PERIFERIC AUTOEXPANDABIL

DMO00309194 STENT PERIFERIC AUTOEXPANDABIL
DM000309206 STENT PERIFERIC AUTOEXPANDABIL
DMO00309221 STENT PERIFERIC AUTOEXPANDABIL
DM000309226 STENT PERIFERIC AUTOEXPANDABIL
DMO00309215 STENT PERIFERIC AUTOEXPANDABIL
DMO00309186 STENT PERIFERIC AUTOEXPANDABIL
DM00309241 STENT PERIFERIC AUTOEXPANDABIL
DMO00309219 STENT PERIFERIC AUTOEXPANDABIL
DMO00309179 STENT PERIFERIC AUTOEXPANDABIL

/| ¥ Conepun([NameMake], Dynetic®-35')

DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35

DYNETIC®-35

6/38/130
7/38/170
8/58/90
8/78/170
8/28/90
5/58/90
10/38/130
8/38/130

5/18/90

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147
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1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE
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STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL

/| ¥ Conepun([NameMake], Dynetic®-35')

DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35

DYNETIC®-35

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147
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1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

v ¥ | Dynetic®-35. v 4 i v v v i
DM000309235 STENT PERIFERIC AUTOEXPANDABIL DYNETIC®-35 448979 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
e e e — | o = = e oo &5
DM000309201 STENT PERIFERIC AUTOEXPANDABIL DYNETIC®-35 428696 Eivetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000309230 STENT PERIFERIC AUTOEXPANDABIL DYNETIC®-35 448946 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
D ocas s e e — | e = T ey ]
DM000309191 STENT PERIFERIC AUTOEXPANDABIL DYNETIC®-35 428721 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000309227 STENT PERIFERIC AUTOEXPANDABIL DYNETIC®-35 9/28/90 448943 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000309242 STENT PERIFERIC AUTOEXPANDABIL DYNETIC®-35 10/38/170 448977 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000309243 STENT PERIFERIC AUTOEXPANDABIL DYNETIC®-35 10/58/90 448950 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021

/| ¥ Conepun([NameMake], Dynetic®-35')
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1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
DMO00309196 STENT PERIFERIC AUTOEXPANDABIL

Crpanmia 5 w3 7 (Bcero mewerrosi 66) @ 12 3 415 6 2 ©

/| ¥ Conepun([NameMake], Dynetic®-35')

DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35

DYNETIC®-35

6/28/170
8/58/130
10/28/130
6/38/90
8/28/170

428707

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147
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1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE
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Producatorul
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STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL

/| ¥ Conepun([NameMake], Dynetic®-35')

DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35

DYNETIC®-35

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Denumire
2. Declaratia de conformitate CE Declaratie de Conformitate 2
. Declaratia de conformitate CE Declaratie de Conformitate 3
. Declaratia de conformitate CE Declaratie de Conformitate 6

. Declaratia de conformitate CE Declaratie de Conformitate 5
. Declaratia de conformitate CE Declaratie de Conformitate 1
. Declaratia de conformitate CE Declaratie de Conformitate 4
13, Certiicatul CE Certificat CE

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

Crpanua 7 w3 7 (Bcero anevenros: 68)

/| ¥ onemn(

NameMake

netic®-35)

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL

DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35
DYNETIC®-35

8/58/170

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147

29-06-2021
29-06-2021
29-06-2021
29-06-2021
29-06-2021
29-06-2021
29-06-2021

7
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1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
DMO000309178 STENT PERIFERIC AUTOEXPANDABIL

Crpatua 1 w3 2 (Beero aneventos: 12) @1 2 ©

/| ¥ Conepor([Model], ‘Dynamic Renal)

Dynamic Renal 5/19/140
Dynamic Renal 6/19/140
Dynamic Renal 5/15/140
Dynamic Renal 6/12/140
Dynamic Renal 7/15/140
Dynamic Renal 7/12/140
Dynarmic Renal 6/15/140
Dynamic Renal 4.5/19/140
Dynamic Renal 7/19/140

Producatorul

Reprezentant

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147

7
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registru.dispozitive.amdm.gov.md

o REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE
SRR
— [Boeavre rexcr am nonca, ]
Declaratia de conformitate CE Declaratie de Conformitate 2
N numire Den.comerc, Nr. catalog

Declaratia de conformitate CE Declaratie de Conformitate 3

Declaratia de conformitate CE Declaratie de Conformitate 6

Declaratia de conformitate CE Declaratie de Conformitate 5
1.2. Declaratia de conformitate CE

Producatorul Reprezentant
e[ ] [DynemicRenal
D)

Declaratie de Conformitate 1 DMO00309170 STENT PERIFERIC AUTOEXPANDABIL Dynamic Renal 5/12/140 358583
1.2. Declaratia de conformitate CE Declaratie de Conformitate 4.
13, Certificatul CE Certificat CE

BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147
Crpania 2.5 2 (Bcero amewerros: 12) @ 12 €

/| ¥ Conepan((Model), 'Dynamic Renal)

https://registru.dispozitive.amdm.gov.md
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SIDISPOZITIVELOR MEDICALE

ip
1.2. Declaratia de conformitate CE

[
Declaratie de conformitate CE
Certificat CE FQ
Certificat CE DE

https://registru.dispozitive.amdm.gov.md

Denumire

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

© W catalog

Producatorul

Reprezentant

DMO00451687

DMO00451682
DMO00451696
DMO00451718
DMO00451713
DMO00451704
DMO00451707
DMO00451690

DMO00451688

/| ¥ Conepan((Model), ‘Synsiro’y

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

SYNSIRO PRO SIROLIMUS ELUTING.

CORONARY STENT SYSTEM, SYNSIRO

PRO 3.5/40

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 3.5/18

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO 4.0/15

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.5/26

SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 4.0/40

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.25/40

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO 3.0/30

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.25/35

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.5/22

SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 4.0/18

419207

419177

419172

419186

419208

419203

419194

419197

419180

419178

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH MSRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

Rg04-00005¢

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
1.2. Declaratia de conformitate CE

[
Declaratie de conformitate CE
Certificat CE FQ
Certificat CE DE

https://registru.dispozitive.amdm.gov.md

Denumire

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

© W catalog

Producatorul

Reprezentant

DMO00451714

DMO00451702
DMO00451708
DMO00451685
DMO00451673
DMO00451711
DMO00451665
DMO00451699

DMO00451692

/| ¥ Conepan((Model), ‘Synsiro’y

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

SYNSIRO PRO SIROLIMUS ELUTING.

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.25/22

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.5/40

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO 2.5/30

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.5/35

SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.75/18

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO2.75/13

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO 3.5/35

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.25/9

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 3.5/26

SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO3.0/22

419204

419192

419198

419175

419163

419201

419155

419189

419182

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH MSRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

Rg04-00005¢

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023
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SIDISPOZITIVELOR MEDICALE

ip
1.2. Declaratia de conformitate CE

[
Declaratie de conformitate CE
Certificat CE FQ
Certificat CE DE

https://registru.dispozitive.amdm.gov.md

Denumire

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

© W catalog

Producatorul

Reprezentant

DMO00451712

DMO00451670
DMO00451700
DMO00451703
DMO00451671
DMO00451681
DMO00451698
DMO00451680

DMO00451683

/| ¥ Conepan((Model), ‘Synsiro’y

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

SYNSIRO PRO SIROLIMUS ELUTING.

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.75/9

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 4.0/35

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO 4.0/9

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 4.0/26

SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.75/30

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.25/13

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO 3.5/15

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 3.0/26

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 3.0/15

SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.25/18

419157

419202

419160

419190

419193

419161

419171

419188

419170

419173

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH MSRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

Rg04-00005¢

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023
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1.2. Declaratia de conformitate CE

[
Declaratie de conformitate CE
Certificat CE FQ
Certificat CE DE

https://registru.dispozitive.amdm.gov.md

Denumire

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

© W catalog

Producatorul

Reprezentant

DMO00451705

DMO00451668
DMO00451697
DMO00451691
DMO00451715
DMO00451675
DMO00451694
DMO00451695

DMO00451679

/| ¥ Conepan((Model), ‘Synsiro’y

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

SYNSIRO PRO SIROLIMUS ELUTING.
ORONARY STENT SYSTEM, SYNSIRO

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 3.5/30

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO3.0/9

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.75/26

SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.75/22

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 2.75/40

'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO3.5/13

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

04.0/22

'SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 2.25/26

SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 2.75/15

419195

419158

419187

419181

419205

419165

419184

419185

419169

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH MSRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

Rg04-00005¢

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023
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1.2. Declaratia de conformitate CE

[
Declaratie de conformitate CE
Certificat CE FQ
Certificat CE DE

https://registru.dispozitive.amdm.gov.md

Denumire

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

© W catalog

Producatorul

Reprezentant

DMO00451666

DMO00451693

DMO00451686

DMO00451672

DMO00451684

DMO00451701

DMO00451669

DMO00451716

DMO00451677

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

FIR DE GHIDARE CORONARIAN

Crpanmia 5113 6 (Bcero mewerros: ) @ 12 3 415 6 ©

/| ¥ Conepan((Model), ‘Synsiro’y

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

BIOTRONIK

SYNSIRO PRO SIROLIMUS ELUTING.
CORONARY STENT SYSTEM, SYNSIRO
PRO - 2.5/15
'SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 2.5/9
'SYNSIRO PRO SIROLIMUS ELUTING
STENT SYSTEM, SYNSIRO

PRO3.5/22
'SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 3.0/18
SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 2.5/13
'SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 2.5/18
'SYNSIRO PRO SIROLIMUS ELUTING

R STENT SYSTEM, SYNSIRO
PRO 2.25/30
'SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO3.5/9
'SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 3.0/40
SYNSIRO PRO SIROLIMUS ELUTING
CORONARY STENT SYSTEM, SYNSIRO
PRO 2.25/15

419156

419183

419176

419162

419174

419191

419159

419206

419167

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

Elvetia

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH MSRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

Rg04-00005¢

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058.

Rg04-000058

Rg04-000058.

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023

20-03-2023
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Declaratia de conformitate CE
Certificatul CE
3. Certificatul CE

mire
Declaratie de conformitate CE
Certificat CE FQ
Certificat CE DE

https://registru.dispozitive.amdm.gov.md

numire

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

0451706 FIR DE GHIDARE CORONARIAN

DMO00451676 FIR DE GHIDARE CORONARIAN
DMO00451709 FIR DE GHIDARE CORONARIAN
DMO00451674 FIR DE GHIDARE CORONARIAN

Crpana 6 w3 6 (Beero aneventos: 54) @) 1 2 3 4 56 €

/| Conepn((Model], Synsirg)

BIOTRONIK

BIOTRONIK

BIOTRONIK

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 4.0/13

'SYNSIRO PRO SIROLIMUS ELUTING
RONARY STENT SYSTEM, SYNSIRO

PRO 2.75/35

'SYNSIRO PRO SIROLIMUS ELUTING

CORONARY STENT SYSTEM, SYNSIRO

PRO 3.0/13

419166

419199

419164

Elvetia

Elvetia

Elvetia

BIOTRONIK AG

BIOTRONIK AG

BIOTRONIK AG

CAVATEH M SRL.

CAVATEH M SRL.

CAVATEH M SRL.

Rg04-000058.

Rg04-000058.

Rg04-000058

20-03-2023

20-03-2023

20-03-2023
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip Denumire
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

v 7 | |Passeo®-18 v 4 i v v v i
R
DM000309527 (CATETER BALON PENTRU PTA Passeo®-18 3.5/170/130 357514 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309465 (CATETER BALON PENTRU PTA. Passeo®-18 2/20/90 366098 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309505 CATETER BALON PENTRU PTA Passeo@-18 3/20/130 357487 Eivetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000310124 BALON CATETER PENTRU PTA PASSEO®-18 LUX 7/120/130 370872 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309528 CATETER BALON PENTRU PTA Passeo®@-18 3.5/200/130 376299 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309533 (CATETER BALON PENTRU PTA Passeo®-18 4/120/90 357479 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309511 (CATETER BALON PENTRU PTA Passeo®-18 3/170/130 357513 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309520 CATETER BALON PENTRU PTA Passeo®-18 3.5/200/90 376279 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309579 (CATETER BALON PENTRU PTA Passeo®-18 7/60/90 357468 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crpavmua 113 17 (Bcero anewexros: 170) @12 3 4 5 6 7 .. 15 16 17 ©

/| ¥ Conepn((NameMake], Passeo®-18)
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

487

ATETER BALON PENTRU PTA

DMO00309477 CATETER BALON PENTRU PTA
DMO00309552 CATETER BALON PENTRU PTA
DMO00310104 BALON CATETER PENTRU PTA
DMO00309529 CATETER BALON PENTRU PTA
DMO00309541 CATETER BALON PENTRU PTA
DMO00309546 CATETER BALON PENTRU PTA
DMO00309550 CATETER BALON PENTRU PTA
DMO00310105 BALON CATETER PENTRU PTA
DMO00309494 CATETER BALON PENTRU PTA
Crpaninua 2 w3 17 (Beero aneentoss 170) €@ 12 3 4 5 6 7 .. 15 16 17

/| ¥ Conepn((NameMake], Passeo®-18)

2/120/150
5/200/90
LUX 5/120/90
4/20/90
4/120/130
5/40/90
5/150/90
LUX 6/120/90
2,5/150/130

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

v 7 | |Passeo®-18 v 4 i v v v i
R
DM000310121 BALON CATETER PENTRU PTA PASSEO®-18 LUX 4/120/130 370869 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000310113 BALON CATETER PENTRU PTA. PASSEO®-18 LUX 2.5/80/130 379870 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309514 (CATETER BALON PENTRU PTA Passeo®-18 3.5/40/90 357460 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309578 CCATETER BALON PENTRU PTA Passeo®-18 7/40/90 357464 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000310107 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2.5/40/130 379869 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309576 (CATETER BALON PENTRU PTA Passeo®-18 6/200/130 376302 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309521 CATETER BALON PENTRU PTA Passeo®-18 3.5/20/130 357488 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309534 CATETER BALON PENTRU PTA Passeo@-18 4/150/90 366110 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309574 (CATETER BALON PENTRU PTA Passeo®-18 6/150/130 366135 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crpavia 3w 17 (Bcero anewexros: 170) @) 1 234 5 6 7 .. 15 16 17 ©

/| ¥ Conepn((NameMake], Passeo®-18)
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

v 7 |passeo-18 ° v v v v v v
g
DM000309493 CATETER BALON PENTRU PTA Passeo®-18 25/120/130 357507 ENvetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000310087 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2.5/40/90 379866 ENetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309542 CATETER BALON PENTRU PTA Passeo®-18 4/150/130 36133 Elvetia BIOTRONIK AG CAVATEH M SRL. RgO4-000161 09-07:2021
DM000309590 CATETER BALON PENTRU PTA Passeo®-18 7/150/130 366136 ENetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DMO00309476 CATETER BALON PENTRU PTA Passeo®-18 2/80/150 366123 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
DM000309536 CATETER BALON PENTRU PTA Passeo®-18 4/200/90 376280 ENetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07:2021
DM000309564 CATETER BALON PENTRU PTA Passeo®-18 6/80/90 357474 ENetia BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021
DM000309519 CATETER BALON PENTRU PTA Passeo®@-18 3.5/170/90 357485 Elvetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09072021
DM000309486 CATETER BALON PENTRU PTA Passeo®-18 255/150/90 366107 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
Crpavia 4w 17 (Bcero snewexros: 170) @ 1 2 3 5 6 7 .. 15 16 17 ©
/| ¥ Conepn((NameMake], Passeo®-18)
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

ATETER BALON PENTRU PTA

DMO00310108 BALON CATETER PENTRU PTA
DMO00310120 BALON CATETER PENTRU PTA
DMO00309499 CATETER BALON PENTRU PTA
DMO00310098 BALON CATETER PENTRU PTA
DMO00309491 CATETER BALON PENTRU PTA
DMO00310115 BALON CATETER PENTRU PTA
DMO00309471 CATETER BALON PENTRU PTA
DMO00309575 CATETER BALON PENTRU PTA
DMO00309513 CATETER BALON PENTRU PTA
Crpaniua 5 w3 17 (Bcero aneventos: 170) €@ 1 2 3 408 6 7 .. 15 16 17

/| ¥ Conepn((NameMake], Passeo®-18)

PASSEO®-18
PASSEO®-18
Passeo®-18
PASSEO®-18
Passeo®-18
PASSEO®-18
Passeo®-18
Passeo®-18
Passeo®-18

LUX 3/40/130
LUX 3/120/130

2:5/60/130
LUX 4/80/130
2/170/%0
6/170/130
3.5/20/90

357453

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip
2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
13. Certficatul CE

[
Declaratia de conformitate CE 2
Declaratia de conformitate CE 1
Declaratia de conformitate CE 3

https://registru.dispozitive.amdm.gov.md

Den.comerc.

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

DM000309530 CATETER BALON PENTRU PTA
DM000309489 CATETER BALON PENTRU PTA
DM000309589 CATETER BALON PENTRU PTA
DM000310109 BALON CATETER PENTRU PTA
DM000309585 CATETER BALON PENTRU PTA
DM000310123 BALON CATETER PENTRU PTA
DM000309558 CATETER BALON PENTRU PTA
DM000309535 CATETER BALON PENTRU PTA
DM000309516 CATETER BALON PENTRU PTA
Crpavmua 6 v 17 (Bcero newewros: 170) @ 12 3 . 50628 . 15 16 12
/| ¥ Conepn((NameMake], Passeo®-18)

Passeo®-18
Passeo®-18
Passeo®-18
PASSEO®-18

Passeo®-18
Passeo®-18

4/40/90
2:5/20/130
7/120/130
LUX 4/40/130
7/20/130

LUX 6/120/130
5/150/130
4/170/90
3.5/80/90

357471

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021
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AGENTAMEDICAMENTULUI REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

SIDISPOZITIVELOR MEDICALE

Tip Denumire P ]

2. Declaratia de conformitate CE Declaratia de conformitate CE 2 — e T

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 7 |Passeod-18 ¢

15, cont e contnce [ovoomossn ————— " Grereononremorn—— -
DM000309532 CATETER BALON PENTRU PTA Passeo®-18 4/80/90 357472 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309544 CATETER BALON PENTRU PTA Passeo®-18 4/200/130 376300 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310086 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2/40/90 379860 Elvetia BIOTRONIK AG CAVATEH M SR.L. RgO4-000161 09-07:2021
DM000310101 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2:5/120/90 379868 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309565 CATETER BALON PENTRU PTA Passeo®-18 6/120/90 357481 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309588 CATETER BALON PENTRU PTA Passeo®-18 7/80/130 366125 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07:2021
DM000310103 BALON CATETER PENTRU PTA PASSEO®-18 LUX 4/120/90 370854 ENetia BIOTRONIK AG CAVATEH M SR.L RgO4-000161 09-07-2021
DM000309562 CATETER BALON PENTRU PTA Passeo®@-18 6/40/90 357463 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
DM000309559 CATETER BALON PENTRU PTA Passeo®-18 5/170/130 376293 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021

Crpamia 7 17 (Bcero mevenros: 70) €@ 12 3 . 878 9
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip [

13, Certificatul CE Certificat CE 608283
1.3, Certificatul CE Certificat CE 608221
1.3, Certificatul CE Certificat CE 620197
13, Certificatul CE Certificat CE 608284
1.3, Certficatul CE Certificat CE 610590
13, Certificatul CE Certificat CE 704680
13, Certificatul CE Certificat CE 608280
1.3, Certificatul CE Certificat CE 608286
13. Certificatul CE Certificat CE 608285

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1

Crpawnsa 13 2 (Beero anewenroe: 17) € 11
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registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

v 7 | |Passeo®-18 v 4 i v v v i
s o
DM000310117 BALON CATETER PENTRU PTA PASSEO®-18 LUX 6/80/130 370866 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309572 (CATETER BALON PENTRU PTA. Passeo®-18 6/80/130 366124 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DMO00310090 BALON CATETER PENTRU PTA PASSEO®-18 LUX 5/40/90 370845 Eivetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310118 BALON CATETER PENTRU PTA PASSEO®-18 LUX 7/80/130 370867 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309470 CATETER BALON PENTRU PTA Passeo®@-18 2/150/90 366106 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309480 (CATETER BALON PENTRU PTA Passeo®-18 2/200/150 376296 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309472 (CATETER BALON PENTRU PTA Passeo®-18 2/200/90 376276 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310094 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2.5/80/90 379867 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310102 BALON CATETER PENTRU PTA PASSEO®-18 LUX 3/120/90 370853 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crparmua 8 2 17 (Bcero nemexros: 170) @ 12 3 . 28 9 10 .. 15 16 17 ©
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip [

13, Certificatul CE Certificat CE 608283
1.3, Certificatul CE Certificat CE 608221
1.3, Certificatul CE Certificat CE 620197
13, Certificatul CE Certificat CE 608284
1.3, Certficatul CE Certificat CE 610590
13, Certificatul CE Certificat CE 704680
13, Certificatul CE Certificat CE 608280
1.3, Certificatul CE Certificat CE 608286
13. Certificatul CE Certificat CE 608285

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1

Crpawnsa 13 2 (Beero anewenroe: 17) € 11
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

v 7 | |Passeo®-18 v 4 i v v v i
s
DM000309510 (CATETER BALON PENTRU PTA Passeo®-18 3/150/130 366131 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310127 BALON CATETER PENTRU PTA. PASSEO®-18 LUX 2/120/150 379865 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DMO00310119 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2.5/120/130 379871 Eivetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310106 BALON CATETER PENTRU PTA PASSEO®-18 LUX 7/120/90 370857 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310125 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2/40/150 379863 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309580 (CATETER BALON PENTRU PTA Passeo®-18 7/80/90 357475 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
[DM000310100 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2/120/90 379862 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DMO00309497 CATETER BALON PENTRU PTA Passeo®-18 3720/90 357952 Eivetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309571 (CATETER BALON PENTRU PTA Passeo®-18 6/60/130 357500 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip [

13, Certificatul CE Certificat CE 608283
1.3, Certificatul CE Certificat CE 608221
1.3, Certificatul CE Certificat CE 620197
13, Certificatul CE Certificat CE 608284
1.3, Certficatul CE Certificat CE 610590
13, Certificatul CE Certificat CE 704680
13, Certificatul CE Certificat CE 608280
1.3, Certificatul CE Certificat CE 608286
13. Certificatul CE Certificat CE 608285

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1

Crpawnsa 13 2 (Beero anewenroe: 17) € 11
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Producatorul

Reprezentant

v 7 | |Passeo®-18 v 4 i v v v i
s
DM000309523 (CATETER BALON PENTRU PTA Passeo®-18 366122 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
bt T = = e oo e
DM000309466 CATETER BALON PENTRU PTA Passeo@-18 366099 Eivetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309484 CCATETER BALON PENTRU PTA Passeo®-18 357469 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
B o ey = s = T oo B
DM000309551 (CATETER BALON PENTRU PTA Passeo®-18 5/170/90 376273 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309573 (CATETER BALON PENTRU PTA Passeo®-18 6/120/130 366127 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309525 CATETER BALON PENTRU PTA Passeo@-18 3.5/120/130 357509 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309526 (CATETER BALON PENTRU PTA Passeo®-18 3.5/150/130 366132 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crparmnua 10 13 17 (Beero snemerros: 170) @ 1 2 3 .. 9 110 11 12 z©
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AGENTAMEDICAMENTULUI REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

SIDISPOZITIVELOR MEDICALE

Tip Denumire P ]

2. Declaratia de conformitate CE Declaratia de conformitate CE 2 — e = T

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2, Declaratia de conformitate CE Declaratia de conformitate CE 3

15, cont e
DM000309483 CATETER BALON PENTRU PTA Passeo®-18 255/60/%0 366101 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309524 CATETER BALON PENTRU PTA Passeo®-18 3.5/80/130 357504 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309481 CATETER BALON PENTRU PTA Passeo®-18 25/20/90 357451 Elvetia BIOTRONIK AG CAVATEH M SR.L. RgO4-000161 09-07:2021
DM000309547 CATETER BALON PENTRU PTA Passeo®-18 5/60/90 357466 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309495 CATETER BALON PENTRU PTA Passeo®-18 25/170/130 387512 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
DM000310093 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2/80/90 379861 Elvetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07:2021
DM000309507 CATETER BALON PENTRU PTA Passeo®-18 3/60/130 366121 Elvetia BIOTRONIK AG CAVATEH M SRL. RgO4-000161 09-07-2021
DM000309586 CATETER BALON PENTRU PTA Passeo®@-18 7/40/130 357497 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
DM000309567 CATETER BALON PENTRU PTA Passeo®-18 6/170/% 376274 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
Crpavua 11 12 17 (Beero snemenros: 170) @ 1 2 3 .. 101 12 13 . 15 16 12 ©
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SIDISPOZITIVELOR MEDICALE

Tip Denumire P ]

2. Declaratia de conformitate CE Declaratia de conformitate CE 2 — e T

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 M 7 |Passeod-18 ¢ v 2 M ¢ 2 2

15, cont e contnce [ ovoomssste ————— " Greresnonremorin—— -
DM000310114 BALON CATETER PENTRU PTA PASSEO®-18 LUX 3/80/130 370863 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309479 CATETER BALON PENTRU PTA Passeo®-18 2170150 36137 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309504 CATETER BALON PENTRU PTA Passeo®-18 3/200/90 376278 Elvetia BIOTRONIK AG CAVATEH M SR.L. RgO4-000161 09-07:2021
DM000309473 CATETER BALON PENTRU PTA Passeo®-18 21207150 366115 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310089 BALON CATETER PENTRU PTA PASSEO®-18 LUX 4/40/%0 370844 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309567 CATETER BALON PENTRU PTA Passeo®-18 7/60/130 357501 ENetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07:2021
DM000309540 CATETER BALON PENTRU PTA Passeo®-18 4/80/130 357505 ENetia BIOTRONIK AG CAVATEH M SRL. RgO4-000161 09-07-2021
DM000309500 CATETER BALON PENTRU PTA Passeo®@-18 3/80/% 357470 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
DM000309488 CATETER BALON PENTRU PTA Passeo®-18 2:5/200/90 376277 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
Crpavua 12 12 17 (Beero snemenron: 170) @ 1 2 3 .. 1112 13 14 15 16 17
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Tip

13, Certificatul CE
1.3, Certificatul CE
1.3, Certificatul CE
13, Certificatul CE
1.3, Certficatul CE
13, Certificatul CE
13, Certificatul CE
1.3, Certificatul CE
13. Certificatul CE
1.2. Declaratia de conformitate CE

Crpawnsa 13 2 (Beero anewenroe: 17) € 11

[

Certificat CE 704680
Certificat CE 608280
Certificat CE 608286
Certificat CE 608285
Declaratie de Conformitate CE 1

https://registru.dispozitive.amdm.gov.md
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

v 7 | |Passeo®-18 v 4 i v v v i
s

DM000309560 (CATETER BALON PENTRU PTA Passeo®-18 376301 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
T T = e = e oo e
DM000309518 CATETER BALON PENTRU PTA Passeo@-18 366109 Eivetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309591 CCATETER BALON PENTRU PTA Passeo®-18 376295 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
B o ey = e = T oo B
DM000309490 (CATETER BALON PENTRU PTA Passeo®-18 357491 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310099 BALON CATETER PENTRU PTA PASSEO®-18 370852 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
B o T e = e i o
DM000309474 (CATETER BALON PENTRU PTA Passeo®-18 2/40/150 366118 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crpavua 13 12 17 (Beero snemenron: 170) @ 1 2 3 .. 11 12 |13 14 15 16 17
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AGENTAMEDICAMENTULUI REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

SIDISPOZITIVELOR MEDICALE

ip Denumire
2. Declaratia de conformitate CE Declaatia de conformitate CE 2

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3

15, Cttia e
DM000309502 (CATETER BALON PENTRU PTA Passeo®-18 3/150/90 366108 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DDM000309561 (CATETER BALON PENTRU PTA. Passeo®-18 6/20/90 357456 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309515 (CATETER BALON PENTRU PTA Passeo®-18 3.5/60/90 366103 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309549 CCATETER BALON PENTRU PTA Passeo®-18 5/120/90 357480 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309545 CATETER BALON PENTRU PTA Passeo®@-18 5/20/90 357455 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
DM000309566 (CATETER BALON PENTRU PTA Passeo®-18 6/150/90 366112 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000310116 BALON CATETER PENTRU PTA PASSEO®-18 LUX 5/80/130 370865 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309503 CATETER BALON PENTRU PTA Passeo@-18 3/170/90 357484 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
DM000309522 (CATETER BALON PENTRU PTA Passeo®-18 3.5/40/130 357493 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crpavua 142 17 (Beero snemenros: 170) @ 1 2 3 .. 11 12 13 14 15 16 17
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AGENTIAMEDICAMENTULU! REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE
SIDISPOZITVELOR MEDICALE

Tip Denumire P ]

2. Declaratia de conformitate CE Declaratia de conformitate CE 2 — e T

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 7 |Passeod-18 ¢

15, cont e [ ovoomsossss ————— " Greresnonremorn—— -
DM000309583 CATETER BALON PENTRU PTA Passeo®-18 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309467 CATETER BALON PENTRU PTA Passeo®-18 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309482 CATETER BALON PENTRU PTA Passeo®-18 ENetia BIOTRONIK AG CAVATEH MSR.L. RgO4-000161 09-07:2021
DM000310092 BALON CATETER PENTRU PTA PASSEO®-18 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309584 CATETER BALON PENTRU PTA Passeo®-18 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309498 CATETER BALON PENTRU PTA Passeo®-18 /40/90 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07:2021
DM000310126 BALON CATETER PENTRU PTA PASSEO®-18 LUX 2/80/150 379864 Elvetia BIOTRONIK AG CAVATEH M SRL. RgO4-000161 09-07-2021
DM000309468 CATETER BALON PENTRU PTA Passeo®-18 80/%0 366104 Enetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09072021
DM000310110 BALON CATETER PENTRU PTA PASSEO®-18 LUX 5/40/130 370860 ENvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09072021
Crpanuua 15 w3 17 (Bcero aneventos: 170) @ 1 2 3 1213 1s . 7O
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AGENTAMEDICAMENTULUI REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

SIDISPOZITIVELOR MEDICALE

Tip [

2. Declaratia de conformitate CE Declaratia de conformitate CE 2 e— Ne cotalog e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3

15, Cttia e
DM000310096 BALON CATETER PENTRU PTA PASSEO®-18 LUX 4/80/90 370849 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309592 (CATETER BALON PENTRU PTA. Passeo®-18 7/200/130 376303 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309539 ‘CATETER BALON PENTRU PTA Passeo®-18 4/60/130 357498 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000310088 BALON CATETER PENTRU PTA PASSEO®-18 LUX 3/40/90 370843 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
B bocasen T = Sre = T AT, ol B
DM000309543 (CATETER BALON PENTRU PTA Passeo®-18 4/170/130 376292 Elvetia BIOTRONIK AG (CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309569 (CATETER BALON PENTRU PTA Passeo®-18 6/20/130 366116 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DMO00309538 CATETER BALON PENTRU PTA Passeo®-18 4/40/130 357494 Eivetia BIOTRONIK AG CAVATEH M SRL. Rg04-000161 09-07-2021
DM000309548 (CATETER BALON PENTRU PTA Passeo®-18 5/80/90 357473 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
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P REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE
i

™ Denumire [Boeaure rexcr e novce ]

L EEIES EEEECTD Producatorul Reprezentant

1.3. Certificatul CE Certificat CE 608221

1.3, Certificatul CE Certificat CE 620197

1.3. Certificatul CE Certificat CE 608284

1.3, Certificatul CE Certificat CE 610590 (CATETER BALON PENTRU PTA Rg04-000161

1.3. Certificatul CE Certificat CE 704680 CCATETER BALON PENTRU PTA Passeo®-18 Rg04-000161

13. Certificatul CE Certificat CE 608280 CATETER BALON PENTRU PTA Passeo@-18 Rg04-000161

1.3, Certificatul CE Certificat CE 608286 CCATETER BALON PENTRU PTA Passeo®-18 Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 608285 CATETER BALON PENTRU PTA Passeo®@-18 Rg04-000161 09-07-2021

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 (CATETER BALON PENTRU PTA Passeo®-18 Rg04-000161 09-07-2021

Crpavenn 1 132 (Bcero anevimos: 7). @ [l BALON CATETER PENTRU PTA PASSEO®-18 LUX 7/40/130 370862 Rg04-000161 09-07-2021

CATETER BALON PENTRU PTA Passeo®-18 5/80/130 357506 Rg04-000161 09-07-2021

DM000309469 (CATETER BALON PENTRU PTA Passeo®-18 2/120/90 366105 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
Crpavmua 17 13 17 (Beero snemenros: 170) @ 1 2 3 .. 1L 12 13 14 15 16 17 ©
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

13, Certificatul CE
1.3, Certificatul CE
1.3, Certificatul CE
13, Certificatul CE
1.3, Certficatul CE
13, Certificatul CE
13, Certificatul CE
1.3, Certificatul CE
13. Certificatul CE
1.2. Declaratia de conformitate CE

Crpawnsa 13 2 (Beero anewenroe: 17) € 11

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
DMO00309923 BALON CATETER DE DILATARE PTCA

Certificat CE 704680
Certificat CE 608280
Certificat CE 608286
Certificat CE 608285
Declaratie de Conformitate CE 1

Crpannia 1126 (Bcero newermos: 58) @12 3 4 5 6

/| ¥ Congpan((NameMake], PANTERA')

https://registru.dispozitive.amdm.gov.md

PANTERA® LUX™
PANTERA® PRO
PANTERA® PRO

PANTERA® LUX™
PANTERA® LUX™
PANTERA® PRO

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161

09-07-2021
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

13, Certificatul CE
1.3, Certificatul CE
1.3, Certificatul CE
13, Certificatul CE
1.3, Certficatul CE
13, Certificatul CE
13, Certificatul CE
1.3, Certificatul CE
13. Certificatul CE
1.2. Declaratia de conformitate CE

Crpawnsa 13 2 (Beero anewenroe: 17) € 11

[

Certificat CE 704680
Certificat CE 608280
Certificat CE 608286
Certificat CE 608285
Declaratie de Conformitate CE 1

https://registru.dispozitive.amdm.gov.md

7 [panTERA
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

DM000310005 BALON CATETER DE DILATARE PTCA
bt e
T e e
DM000310001 BALON CATETER DE DILATARE PTCA
B s o e et oA
DM000309939 BALON CATETER DE DILATARE PTCA|
B I TaE )
B o o e o e
DM000310019 BALON CATETER DE DILATARE PTCA

/| ¥ Congpan((NameMake], PANTERA')

PANTERA® LUX™
PANTERA® PRO

PANTERA® LUX™
PANTERA® LUX™

PANTERA® LUX™
PANTERA® PRO
PANTERA® LUX™

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

09-07-2021
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

13, Certificatul CE
1.3, Certificatul CE
1.3, Certificatul CE
13, Certificatul CE
1.3, Certficatul CE
13, Certificatul CE
13, Certificatul CE
1.3, Certificatul CE
13. Certificatul CE
1.2. Declaratia de conformitate CE

Crpawnsa 13 2 (Beero anewenroe: 17) € 11

[

Certificat CE 704680
Certificat CE 608280
Certificat CE 608286
Certificat CE 608285
Declaratie de Conformitate CE 1
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

DI 0004 BALON CATETER DE DILATARE PTCA
DMO00310008 BALON CATETER DE DILATARE PTCA
DMO00310006 BALON CATETER DE DILATARE PTCA
DMO00309922 BALON CATETER DE DILATARE PTCA
DMO00310013 BALON CATETER DE DILATARE PTCA
DMO00310022 BALON CATETER DE DILATARE PTCA
DMO00309926 BALON CATETER DE DILATARE PTCA
DMO00310021 BALON CATETER DE DILATARE PTCA
DMO00310023 BALON CATETER DE DILATARE PTCA
DMO00309930 BALON CATETER DE DILATARE PTCA

/| ¥ Congpan((NameMake], PANTERA')

PANTERA® LUX™
PANTERA® LUX™
PANTERA® PRO

PANTERA® LUX™

PANTERA® LUX™
PANTERA® LUX™
PANTERA® PRO

40/20
25/30

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip
13, Certificatul CE
1.3, Certificatul CE
1.3, Certificatul CE
13, Certificatul CE
1.3, Certficatul CE
13, Certificatul CE
13, Certificatul CE
1.3, Certificatul CE
13. Certificatul CE
1.2. Declaratia de conformitate CE

Crpawnsa 13 2 (Beero anewenroe: 17) € 11

[

Certificat CE 704680
Certificat CE 608280
Certificat CE 608286
Certificat CE 608285
Declaratie de Conformitate CE 1
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registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

DI 0007 BALON CATETER DE DILATARE PTCA
DMO00309935 BALON CATETER DE DILATARE PTCA
DMO00309914 BALON CATETER DE DILATARE PTCA
DMO00310017 BALON CATETER DE DILATARE PTCA
DMO00310011 BALON CATETER DE DILATARE PTCA
DM000309928 BALON CATETER DE DILATARE PTCA
DMO00309933 BALON CATETER DE DILATARE PTCA
DM000309942 BALON CATETER DE DILATARE PTCA
DMO00309917 BALON CATETER DE DILATARE PTCA
DMO00309932 BALON CATETER DE DILATARE PTCA

/| ¥ Congpan((NameMake], PANTERA')

PANTERA® PRO

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161
Rg04-000161

09-07-2021

09-07-2021

7


https://registru.dispozitive.amdm.gov.md/
javascript:;

11/18/24, 11:46 PM

AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

13, Certificatul CE
1.3, Certificatul CE
1.3, Certificatul CE
13, Certificatul CE
1.3, Certficatul CE
13, Certificatul CE
13, Certificatul CE
1.3, Certificatul CE
13. Certificatul CE
1.2. Declaratia de conformitate CE

Crpawnsa 13 2 (Beero anewenroe: 17) € 11

[

Certificat CE 704680
Certificat CE 608280
Certificat CE 608286
Certificat CE 608285
Declaratie de Conformitate CE 1

https://registru.dispozitive.amdm.gov.md
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

v 7 | PANTERA v 4 i v v v i
DM000309916 BALON CATETER DE DILATARE PTCA PANTERA® PRO 1.25/20 393305 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DMO000309920 BALON CATETER DE DILATARE PTCA PANTERA® PRO 1.5/20 393306 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309940 BALON CATETER DE DILATARE PTCA| PANTERA® PRO 3.5/30 393320 Eivetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000310010 BALON CATETER DE DILATARE PTCA PANTERA® LUX™ 2.5/30 365124 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
B e e — | B S = = T oo B
DM000309944 BALON CATETER DE DILATARE PTCA| PANTERA® PRO 4.0/25 393316 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
DM000309943 BALON CATETER DE DILATARE PTCA PANTERA® PRO 4.0/20 393311 Elvetia BIOTRONIK AG Rg04-000161 09-07-2021
B o e e o o o s = e i o
DM000309937 BALON CATETER DE DILATARE PTCA PANTERA® PRO 3.5/15 393303 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021

Crpanmia 5 13 6 (Bcero mewenros: 56) @ 12 3 415 6 ©
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Tip

3. Certficatul CE
. Certficatul CE
. Certificatul CE
. Certificatul CE
. Certficatul CE
. Certificatul CE
. Certificatul CE
. Certificatul CE
. Certificatul CE
. Declaratia de conformitate CE

Crpanmua 1 w3 2 (Bcero aneventos: 17) €3 1 2 €

[

Certificat CE 704680
Certificat CE 608280
Certificat CE 608286
Certificat CE 608285
Declaratie de Conformitate CE 1

https://registru.dispozitive.amdm.gov.md

Den.comerc.
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

N: catalog

Reprezentant

7| PANTERA °

DM000309915

Crpanmua 6 3 6 (Bcero anewenros: 58) (3

/| 9 Coneporr([NameMake], PANTERA')

BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA
BALON CATETER DE DILATARE PTCA

PANTERA® PRO
PANTERA® PRO
PANTERA® LUX™
PANTERA® PRO
PANTERA® LUX™
PANTERA® LUX™
PANTERA® PRO

20725
35/20
40125
1.25/15

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH M SRL.

Rg04-000161
Rg04-000161
R04-000161
Rg04-000161

Rg04-000161

09-07-2021
09-07-2021
09-07-2021
09-07-2021
09-07-2021
09-07-2021
09-07-2021

7
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip

1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

DM000309014 STENT PERIFERIC AUTOEXPANDABIL
Breomoss B e
B s T
DM000309026 STENT PERIFERIC AUTOEXPANDABIL
o e e
DM000308982 STENT PERIFERIC AUTOEXPANDABIL
Erroume ST T
B o R e
DMO000309034 STENT PERIFERIC AUTOEXPANDABIL

Crpannia 1137 (Bcero aneweros: 65) @12 3 4 5 6 2

/| ¥ Conepan([NameMake], ‘Astron)

ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON®
ASTRON® PULSAR ®
ASTRON®
ASTRON®
ASTRON® PULSAR ®

ASTRON® PULSAR ®

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147

7
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip

1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

v T | Astron® v 4 i v v v i
DM000309029 STENT PERIFERIC AUTOEXPANDABIL ASTRON® PULSAR ® 6/40/120 349281 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000309036 STENT PERIFERIC AUTOEXPANDABIL ASTRON® PULSAR ® 7/30/120 349287 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000308983 STENT PERIFERIC AUTOEXPANDABIL ASTRON® 8/30/70 343777 Eivetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000309015 STENT PERIFERIC AUTOEXPANDABIL ASTRON® PULSAR ® 5/60/70 349270 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000309039 STENT PERIFERIC AUTOEXPANDABIL ASTRON® PULSAR ® 7/80/120 349290 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DM000308996 STENT PERIFERIC AUTOEXPANDABIL ASTRON® 9/40/120 343794 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
[DM000308991 STENT PERIFERIC AUTOEXPANDABIL ASTRON® 9/30/70 343781 Elvetia BIOTRONIK AG Rg04-000147 29-06-2021
DMO000309010 STENT PERIFERIC AUTOEXPANDABIL ASTRON® PULSAR 4/60/130 359346 Eivetia BIOTRONIK AG Rg04-000147 29062021
DM000309025 STENT PERIFERIC AUTOEXPANDABIL ASTRON® PULSAR ® 6/60/70 349278 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021

/| ¥ Conepan([NameMake], ‘Astron)
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip

1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE

https://registru.dispozitive.amdm.gov.md
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL

/| ¥ Conepan([NameMake], ‘Astron)

ASTRON® PULSAR ®
ASTRON®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON®
ASTRON®

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147

7
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip

1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE

https://registru.dispozitive.amdm.gov.md
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL

/| ¥ Conepan([NameMake], ‘Astron)

ASTRON® PULSAR
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON®

ASTRON®

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147

7
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AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

ip

1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE

[
Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
Declaratie de Conformitate 5
Declaratie de Conformitate 1
Declaratie de Conformitate 4
Certificat CE

https://registru.dispozitive.amdm.gov.md

registru.dispozitive.amdm.gov.md

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Producatorul

Reprezentant

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
DM000309017 STENT PERIFERIC AUTOEXPANDABIL

Crpanmia 5 w3 7 (Bcero mewerrosi 65) @ 12 3 415 6 2 ©

/| ¥ Conepan([NameMake], ‘Astron)

ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON®

ASTRON® PULSAR ®

5/20/120

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147
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1.2. Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2, Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
13, Certiicatul CE
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Declaratie de Conformitate 2
Declaratie de Conformitate 3
Declaratie de Conformitate 6
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Producatorul

Reprezentant

STENT PERIFERIC AUTOEXPANDABIL

DMO00309037 STENT PERIFERIC AUTOEXPANDABIL
DM000309018 STENT PERIFERIC AUTOEXPANDABIL
DMO00309032 STENT PERIFERIC AUTOEXPANDABIL
DMO00308993 STENT PERIFERIC AUTOEXPANDABIL
DMO00309004 STENT PERIFERIC AUTOEXPANDABIL
DMO00309003 STENT PERIFERIC AUTOEXPANDABIL
DM000308989 STENT PERIFERIC AUTOEXPANDABIL
DMO00309001 STENT PERIFERIC AUTOEXPANDABIL
DMO00309033 STENT PERIFERIC AUTOEXPANDABIL

/| ¥ Conepan([NameMake], ‘Astron)

ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON® PULSAR
ASTRON®
ASTRON® PULSAR ®
ASTRON® PULSAR ®
ASTRON®
ASTRON®
ASTRON® PULSAR ®

BIOTRONIK AG

CAVATEH M SRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

Rg04-000147
Rg04-000147
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. Declaratia de conformitate CE Declaratie de Conformitate 3

Declaratia de conformitate CE Declaratie de Conformitate 6

Declaratia de conformitate CE Declaratie de Conformitate 5

. Declaratia de conformitate CE Declaratie de Conformitate 1

. Declaratia de conformitate CE Declaratie de Conformitate 4
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N: catalog

Reprezentant

/| ¥ Conepp((Nametake], ‘stron®)

STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL
STENT PERIFERIC AUTOEXPANDABIL

ASTRON® PULSAR ®
ASTRON®
ASTRON® PULSAR
ASTRON®

4/20/135
7140170
4/60/72
7/80/70

343776

BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG
BIOTRONIK AG

CAVATEH MSRL.

Rg04-000147
Rg04-000147
Rg04-000147
Rg04-000147

29-06-2021
29-06-2021
29-06-2021
29-06-2021
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v ¥ sergeant e

DMO00594821 GHID PENTRU CATETER

DMO00594831
DMO00594818
DMO00594811
DMO00594834
DMO00594825
DMO00594833
DM000594828
DMO00594817

DMO00594827

Crpanmya 1 s 3 (Bcero anemenTos: 24)

GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER
(GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER

(GHID PENTRU CATETER

1230

ViR ‘sergeant) U

iVascular sergeant - LVD Biotech
Wescular sergeant - LVD Biotech
ascular sergeant - LVD Biotech
Wascular sergeant - LVD Biotech
Wascular sergeant - LVD Biotech
ascular sergeant - LVD Biotech
Wascular sergeant - LVD Biotech
Wascular sergeant - LVD Blotech
ascular sergeant - LVD Biotech

IVascular sergeant - LVD Biotech

STRAIGHT - EFFECTIVE CATHETER

LENGTH 130 CM
ANGLED - EFFECTIVE CATHETER LENGTH
65CM

'STRAIGHT - EFFECTIVE CATHETER
LENGTH 150 CM

STRAIGHT - EFFECTIVE CATHETER
LENGTH 65 CM
ANGLED - EFFECTIVE CATHETER LENGTH
150 CM

ANGLED - EFFECTIVE CATHETER LENGTH
130CM

ANGLED - EFFECTIVE CATHETER LENGTH
130CM

ANGLED - EFFECTIVE CATHETER LENGTH
90CM

'STRAIGHT - EFFECTIVE CATHETER
LENGTH 130 CM

ANGLED - EFFECTIVE CATHETER LENGTH
65CM

Producatorul Reprezentant

e | | | -~ ) |
DSPC35130001 Spania Rg04-000208

DSPC35065002 Spania LIFE VASCULAR DEVICES BIOTECHS.L.  SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC18150001 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC14065001 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC35150002 Spania LIFE VASCULAR DEVICES BIOTECH L. SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC14130002 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC35130002 Spania LIFE VASCULAR DEVICES BIOTECH S.L.  SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC18090002 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC18130001 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC18065002 Spania LIFE VASCULAR DEVICES BIOTECH L. SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
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v ¥ sergeant e

DMO00594829 GHID PENTRU CATETER

DMO00594824

DMO00594830

DMO00594813

DMO00594812

DMO00594814

DMO00594823

DMO00594832

DMO00594826

DMO00594819

Crpamia 213 (8o meveros: 24) @

“sergeant’) U

GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER
(GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER
GHID PENTRU CATETER

(GHID PENTRU CATETER

230

v v

iVascular sergeant - LVD Biotech
Wescular sergeant - LVD Biotech
ascular sergeant - LVD Biotech
Wascular sergeant - LVD Biotech
Wascular sergeant - LVD Biotech
ascular sergeant - LVD Biotech
Wascular sergeant - LVD Biotech
Wascular sergeant - LVD Blotech
ascular sergeant - LVD Biotech

IVascular sergeant - LVD Biotech

ANGLED - EFFECTIVE CATHETER LENGTH
30 CM

ANGLED - EFFECTIVE CATHETER LENGTH
0™

ANGLED - EFFECTIVE CATHETER LENGTH
150 CM

‘STRAIGHT - EFFECTIVE CATHETER
LENGTH 130 CM

STRAIGHT - EFFECTIVE CATHETER
LENGTH 90 CM

'STRAIGHT - EFFECTIVE CATHETER
LENGTH 150 Ct

ANGLED - EFFECTIVE CATHETER LENGTH
65CM

ANGLED - EFFECTIVE CATHETER LENGTH
90CM

ANGLED - EFFECTIVE CATHETER LENGTH
150 CM

STRAIGHT - EFFECTIVE CATHETER
LENGTH 65 CM

Producatorul Reprezentant

e | | | -~ ) |
DSPCI8130002 Spania Rg04-000208

DSPC14090002 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SC MEDEC-SERVICE SR.L Rg04-000208 0609-2023
DSPCI8150002 Spania LIFE VASCULAR DEVICES BIOTECHS.L.  SCMEDEC-SERVICE SR.L. Rg04-000208 06092023
DSPCI4130001 Spania LIFE VASCULAR DEVICES BIOTECH L. SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC14090001 Spania LIFE VASCULAR DEVICES BIOTECHS.L.  SCMEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPC14150001 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000208 06092023
DSPCI4065002 Spania LIFE VASCULAR DEVICES BIOTECH L. SC MEDEC-SERVICE SRL. Rg04-000208 06-09-2023
DSPC35090002 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SC MEDEC'SERVICE SR.L. Rg04-000208 06-09-2023
DSPC14150002 Spania LIFE VASCULAR DEVICES BIOTECHS.L.  SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DSPCIS065001 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SC MEDEC-SERVICE SR.L Rg04-000208 0609-2023
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Certificat CE FQA_0123
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N: catalog

Producatorul

Reprezentant

DMO00594822 ‘GHID PENTRU CATETER
DMO00594816 ‘GHID PENTRU CATETER
DMO00594820 GHID PENTRU CATETER

w3 133 (Bcerosneveros: 24) @ 1 2 81 ©

v v “sergeant’) U

IVascular sergeant - LVD Biotech
iVascular sergeant - LVD Biotech

IVascular sergeant - LVD Biotech

'STRAIGHT - EFFECTIVE CATHETER
LENGTH 150 CM

'STRAIGHT - EFFECTIVE CATHETER
LENGTH 90 CM

‘STRAIGHT - EFFECTIVE CATHETER
LENGTH 90 CM

DSPC35150001

DSPC18090001

DSPC35090001

Spania
‘Spania

Spania

LIFE VASCULAR DEVICES BIOTECH S.L.

LIFE VASCULAR DEVICES BIOTECH S.L.

LIFE VASCULAR DEVICES BIOTECH S.L.

SC MEDEC-SERVICE SRL. Rg04-000208. 06-09-2023
SC MEDEC-SERVICE SR.L. Rg04-000208. 06-09-2023
SC MEDEC-SERVICE SRL. Rg04-000208. 06-09-2023
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Declaratii de conformitate CE
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Den.comerc.

N: catalog

Reprezentant

DM00623025

MICROCATETER VASCULAR

DM000623027 MICROCATETER VASCULAR
DM000623026 MICROCATETER VASCULAR
DM000623028 MICROCATETER VASCULAR
DM000623024 MICROCATETER VASCULAR
ViR ‘iNdeep) U sc)

IVASCULAR® INDEEP - LVD BIOTECH
IVASCULAR® INDEEP - LVD BIOTECH
IVASCULAR® INDEEP - LVD BIOTECH
IVASCULAR® INDEEP - LVD BIOTECH
IVASCULAR® INDEEP - LVD BIOTECH

MCNC17165001

Spania

LIFE VASCULAR DEVICES BIOTECH S.L.
LIFE VASCULAR DEVICES BIOTECH S.L.
LIFE VASCULAR DEVICES BIOTECH S.L.
LIFE VASCULAR DEVICES BIOTECH S.L.

LIFE VASCULAR DEVICES BIOTECH S.L.

SC MEDEC-SERVICE SR.L.
SC MEDEC-SERVICE SR.L.
SC MEDEC-SERVICE SRL.
SC MEDEC-SERVICE SR.L.
SC MEDEC-SERVICE SRL.

Rg04-000208.

06-09-2023
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SIDISPOZITIVELOR MEDICALE

ip Denumire s nonoa
2. Declaratia de conformitate CE Declaratii de conformitate CE
F Den.comerc N catalog Reprezentant
1.3 Certiicatul CE Certficat CE_FQA_2
13, Certificatul CE Certiicate CE_DE
13, Certiicatul CE Certificat CE_FQA CATETER DE ASPIRATIE PENTRU

https://registru.dispozitive.amdm.gov.md

DM000623032

STENT: NOMINAL DIAMETER 4MM AND.
LENGTH

eSS DETNS195040030 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SC MEDEC-SERVICE SR.L Rg04-000208
CATETER DE ASPIRATIE PENTRU ‘STENT: NOMINAL DIAMETER 6MM AND

DMO00623033 CATETER D oF IVASCULAR® INTERCEPT - LvD BIOTECH  S01T: NOMIN DETNS195060030 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SRL. Rg04-000208 06092023
DM000623029 A AL IVASCULAR® INTERCEPT - LvD BIOTECH | 3L HOUNAL DIAMETER SUMAND  perysios030015 Spania LIFE VASCULAR DEVICES BIOTECH SL. | SC MEDEC'SERVICE SRL. Rg04-000208 06092023
DM000623031 S D IVASCULAR® INTERCEPT - LVD BIOTECH 50 \T: NOMIAL DIAMETER SMMAND  perns195040020 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SCMEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DMO0623034 e AL R IVASCULAR® INTERCEPT - LvD BIOTECH | 3 \T: NOUINAL DIAMETER 6MMAND  perysygsogonso Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
DM000623030 Sy IVASCULAR® INTERCEPT - LVD BIOTECH | 50Ut HOVINAL DIAMETER SUMAND  perysias030020 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SR.L. Rg04-000208 06-09-2023
v v ercept) sc
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SIDISPOZITIVELOR MEDICALE

1.2. Declarata de conformitate CE Declratie e conformitate CE
; [— [—
13, Certiicatul CE Certicat CE
v | [icover ° ° v v ? [sc v v
v e T e e T T pe— = e — s e
D el e e — = T, | T o s
DMO00425122 STENT PERIFERIC AUTOEXPANDABIL | Iascular iCover oy b0 meac Sngm B0CM ™ SpCRCC35080090027 Spania LIFE VASCULAR DEVICES BIOTECH SL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023
DMO00425123 STENT PERIFERIC AUTOEXPANDABIL | ascular iCover 5 et L 0.M* SpcacCIs080090037 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023
DMO00425141 STENT PERIFERIC AUTOBPANDABIL  IVascular iCover Balloon PTFE, catheter length: 140 cm - spegecssy 40080027 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023
Stent (@L): 8.0 mm x 27mm
DMO00425110 STENT PERIFERIC AUTOEXPANDABIL | ascular iCover ety 0 m ey B0C ™ SpCBCC35080060017 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SR.L. Rg04-000022 31012023
T T, | e e LU p— - e o e e
DMO0D425137 STENT PERIFERIC AUTOEXPANDABIL  Nascular (Cover Balloon PTFE, catheter length: 140 &M - pcgecss140070027 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SCMEDECSERVICE SR.L. Rg04-000022 3101203
Stent (8wL): 7.0 mm x 27mm
DMO00425144 STENT PERIFERIC AUTOEXPANDABIL  Vascular iCover :z',“’:’("ﬂ:[;i;“n";m“‘; length: 140Em - pcpec3s140090027 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000022 31-01-2023
DM000425139 STENT PERIFERIC AUTOEXPANDABIL  IVascular iCover oy 7y et o 140G~ spcaccas140070057 Spania LIFE VASCULAR DEVICES BIOTECHS.L.  SC MEDEC-SERVICE SR.L. Rg04-000022 31012023

Crpamya 1 s 5 (Bcero nemenTos: 44)

ViR ‘iCover’) 'sc)
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[— [—
v | [icover ° ° v v ? [sc v v

. y o Balloon PTFE, catheter fength: 140 cm - | (o . " e o -

DM000425135 STENT PERIFERIC AUTOEXPANDABIL | Iascular iCove () o SPCBOC3514006005 Spania LIFE VASCULAR DEVIC Rg04-000022 3101-2023
Balloon PTFE, catheter length: 140 cm - y .

DMO00425148 STENT PERIFERIC AUTOEXPANDABIL | Nascular iCover 1 et SPCBCC35140100037 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SCMEDEC-SERVICE SRL. Rg04-000022 31012023

DMO00425119 STENT PERIFERIC AUTOEXPANDABIL | Iascular iCover oy b0 meac ST B0CM ™ SpCRCC35080080027 Spania LIFE VASCULAR DEVICES BIOTECH SL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023

DMO00425140 STENT PERIFERIC AUTOEXPANDABIL | ascular iCover g et gt MO~ spcaccas 140080017 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023

DM000425134 STENT PERIFERIC AUTOBPANDABIL  IVascular iCover Balloon PTFE, catheter length: 140 cm - 5pegecss140060037 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023
Stent (@wL): 6.0 mm x 37mm

DMO00425138 STENT PERIFERIC AUTOEXPANDABIL | ascular iCover ety 7.0 o v 1406 ™ pcscc3s140070037 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SR.L. Rg04-000022 31012023

D T, | e BT UL p— - e o e e

DMO0D425115 STENT PERIFERIC AUTOEXPANDABIL  Nascular (Cover Ballon PTFE, catheterlength: 80 - pcpecssoao070027 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SCMEDECSERVICE SR.L. Rg04-000022 3101203
Stent (8wL): 7.0 mm x 27mm

DMO00425117 STENT PERIFERIC AUTOEXPANDABIL | ascular iCover 5 et i 0.6M~ SpBCCIS080070057 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023

DMO00425120 STENT PERIFERIC AUTOEXPANDABIL | Nascular iCover Balloon PTFE, catheter length: 80cm - pegec3s080080037 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SCMEDEC-SERVICE SRL. Rg04-000022 31012023

Crpamia 215 (3o meveros: 44) @

iCover),

213450

'scy

v v

Stent (@xL): 8.0 mm x 37mm
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[— [—
v | [icover ° ° v v ? [sc v v
’ ) y W Balloon PTFE, catheter ength: e w e o0 "

DM000425106 STENT PERIFERIC AUTOEXPANDABIL | Iascular iCove () o SPCBCC3508005001 Spania LIFE VASCULAR DEVIC Rg04-000022 3101-2023

DM000425112 STENT PERIFERIC AUTOBXPANDABIL  IVascular iCover Balloon PTFE, catheter length: 80cm - pcgoc3sos0060037 Spania LIFE VASCULAR DEVICES BIOTECHS.L.  SC MEDEC-SERVICE SR.L. Rg04-000022 31012023
Stent (@xL): 6.0 mm x 37mm

DMOO0a25121 STENT PERIFERIC AUTOEXPANDABIL | Iascular iCover oy b0 meac nam B0CM ™ SpCRCC35080080057 Spania LIFE VASCULAR DEVICES BIOTECH SL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023

DMO00425130 STENT PERIFERIC AUTOEXPANDABIL | ascular iCover o 5 e kgt MO~ spcaccasa0osons? Spania LIFE VASCULAR DEVICES BIOTECHSL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023

DM000425113 STENT PERIFERIC AUTOBPANDABIL  IVascular iCover Balloon PTFE, catheter length: 80 cm - spepec3so0060057 Spania LIFE VASCULAR DEVICES BIOTECHS.L. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023
Stent (@L): 6.0 mm x 57mm

DMO00425142 STENT PERIFERIC AUTOEXPANDABIL  Vascular iCover gzﬁ“;‘;:ﬁ;:";m"; fength 140CM - 5pepCC3s140080037 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000022 31012023

DMO00425133 STENT PERIFERIC AUTOEXPANDABIL | Nescular iCover oy by et lengn: 140~ SpCaCC35140060027 Spania LIFE VASCULAR DEVICES BIOTECHSL. | SCMEDEC-SERVICE SRL. Rg04-000022 3101203

DMO0D425126 STENT PERIFERIC AUTOEXPANDABIL  Nascular iCover oy 160 e P 80 CT ™ SPCBCC35080100037 Spania LIFE VASCULAR DEVICES BIOTECH L. SCMEDEC-SERVICE SR.L. Rg04-000022 31012023

DMO00425114 STENT PERIFERIC AUTOEXPANDABIL  Vascular iCover :z':{’("ﬂ:[;i;“n theter ength: 80Cm - pcacc3s080070017 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SR.L. Rg04-000022 31-01-2023

T T, | T e E e T — - T, | CERamTRee e e

Crpawia 355 (cro meveros: 44) @

v v

iCover),

23450
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Producatorul

Reprezentant

DMO00425129 STENT PERIFERIC AUTOEXPANDABIL

STENT PERIFERIC AUTOEXPANDABIL

DMO00425128

DMO00425143

DMO00425136

DMO00425146
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Balloon PTFE, catheter length: 140 cm -
Stent (@xL): 5.0 mm x 17mm

Balloon PTFE, catheter length: 140 cm -
Stent (@xL): 8.0 mm x 57mm

Balloon PTFE, catheter length: 140 cm -
Stent (@xL): 7.0 mm x 17mm

Balloon PTFE, catheter length: 140 cm -
Stent (@xL): 9.0 mm x 57mm

Balloon PTFE, catheter length: 80 cm -
Stent (@xL): 7.0 mm x 37mm

Balloon PTFE, catheter length: 140 cm -
Stent (@xL): 10.0 mm x 57mm

Balloon PTFE, Catheter length: 80 cm -
Stent (@xL): 10.0 mm x 27mm

Balloon PTFE, catheter length: 80 cm -
Stent (@xL): 6.0 mm x 27mm

Balloon PTFE, catheter length: 140 cm -
Stent (@xL): 6.0 mm x 17mm

SPCBCC35140050027

SPCBCC35140050017

SPCBCC35140080057

SPCBCC35140070017

SPCBCC35140090057

SPCBCC35080070037

SPCBCC35140100057

SPCBCC35080100027

SPCBCC35080060027

SPCBCC35140060017

Spania

Spania
‘Spania
Spania
Spania
Spania
Spania
Spania
Spania

Spania

LIFE VASCULAR DEVICES BIOTECH S.L.
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2. Declaratia de conformitate CE Declaratie de conformitate CE
1.3. Certficatul CE Certficat CE

Den.comerc. N: catalog Reprezentant

Balloon PTFE, catheter length: 80 cm
Stent (@xL): 10.0 mm x 57mm
DMO00425124 STENT PERIFERIC AUTOEXPANDABIL | Iascular iCover oy b0 meac nam B0CM ™ SpCRCC35080090057 Spania LIFE VASCULAR DEVICES BIOTECH SL. | SC MEDEC-SERVICE SRL. Rg04-000022 31012023

Balloon PTFE, catheter length: 80 cm -
Stent (@xL): 5.0 mm x 37mm

DMO00425127 STENT PERIFERIC AUTOEXPANDABIL Iascular iCover SPCBCC35080100057 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SRL. Rg04-000022 31-01-2023

DMO00425108 STENT PERIFERIC AUTOEXPANDABIL IWascular iCover SPCBCC35080050037 Spania LIFE VASCULAR DEVICES BIOTECH S SC MEDEC-SERVICE SRL. Rg04-000022 31-01-2023
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