C’ AVATEH-M SRL MD-2028, mun. Chisinay, 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 - Elvetia - au fost inregistrate la AMDM si introduse in Registrul de Stat.

Lot. Denumirea dispozitivului

4 Passeo®- 18

Anexa: Confirmarea inregistrarii dispozitivelor medicala la AMDM.

Cu profund respect,
Director ,,CAVATEH M” SRL Alexandru Captari

L'S' Digitally signed by Captari Alexandru
Date: 2024.10.01 00:27:28 EEST
Reason: MoldSign Signature
Location: Moldova

[MOLDOVA EUROPEANA |




REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 2 Denumire _ . @ Model Nr. catalog Producatorul

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309554 Passeo®-18 5/40/130 357495 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309527 S’E*L%ERP.BF’;LON Passeo®-18 3.5/170/130 357514 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309465 E’E‘L%ER;QLON Passe0®-18 2/20/90 366098 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309505 TR BALON Passeo®-18 3/20/130 357487 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310124 O SATETER PASSEO®-18 LUX 7/120/130 370872 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309528 E@Liﬁkﬁf‘)" Passe0®-18 3.5/200/130 376299 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309533 TR BALON Passeo®-18 4/120/90 357479 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309511 e ooLON Passeo®-18 3/170/130 357513 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309520 e hR BALON Passeo®-18 3.5/200/90 376279 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309579 A TR BALON Passeo®-18 7/60/90 357468 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

1

Crpanuua 1 u3 17 (Bcero anemeHTos: 170) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 2 Denumire _ . @ Model Nr. catalog Producatorul

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309487 Passeo®-18 170/ BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309477 S’E*L%ERP.BF’;LON Passe0®-18 2/120/150 366126 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309552 E’E‘L%ER;QLON Passe0®-18 5/200/90 376281 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310104 BALON CATETER PASSEO®-18 LUX 5/120/90 370855 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309529 R BALON Passeo®-18 4/20/90 357454 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309541 E@Liﬁkﬁf‘)" Passe0®-18 4/120/130 357510 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309546 TR BALON Passeo®-18 5/40/90 357462 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309550 e ooLON Passeo®-18 5/150/90 366111 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000310105 O e TER PASSEO®-18 LUX 6/120/90 370856 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309494 S’E*L%ERP.BF’;LON Passe0®-18 2.5/150/130 366130 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1

Crpanuua 2 u3 17 (Bcero anemeHTos: 170) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 2 Denumire _ . @ Model Nr. catalog Producatorul

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309563 Passeo®-18 6/60/90 357467 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310121 ﬁé,ﬁgﬁlfr“ PASSEO®-18 LUX 4/120/130 370869 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310113 E@h‘?:UC:.TrErER PASSEO®-18 LUX 2.5/80/130 379870 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309514 TR BALON Passeo®-18 3.5/40/90 357460 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309578 R BALON Passeo®-18 7/40/90 357464 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310107 ,E’E‘h‘g:UCQIETER PASSEO®-18 LUX 2.5/40/130 379869 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309576 g@;ﬂg‘;}m Passe0®-18 6/200/130 376302 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309521 e ooLON Passeo®-18 3.5/20/130 357488 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309534 e hR BALON Passeo®-18 4/150/90 366110 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309574 S’E*L%ERP.BF’;LON Passe0®-18 6/150/130 366135 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1

Crpanuua 3 u3 17 (Bcero anemeHTos: 170) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 2 Denumire _ . @ Model Nr. catalog Producatorul

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [ Passeo®-18 [® [ |% | biotronik |% | cavaten [ [ e[ [- R4

L @it €3 CaiEEs DM000309553 Passeo®-18 5/20/130 357490 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309493 S’E*L%ERP.BF’;LON Passeo®-18 2.5/120/130 357507 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310087 E@h‘?:UC:.TrErER PASSEO®-18 LUX 2.5/40/90 379866 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309542 TR BALON Passeo®-18 4/150/130 366133 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309590 R BALON Passeo®-18 7/150/130 366136 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309476 E@Liﬁkﬁf‘)" Passe0®-18 2/80/150 366123 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309536 TR BALON Passeo®-18 4/200/90 376280 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309564 g@;ﬂgﬁrﬁm’“ Passe0®-18 6/80/90 357474 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309519 e hR BALON Passeo®-18 3.5/170/90 357485 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309486 S’E*L%ERP.BF’;LON Passeo®-18 2.5/150/90 366107 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1

Crpanuua 4 u3 17 (Bcero anemeHTos: 170) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 2 Denumire _ . @ Model e producatorul

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [ Passeo®-18 [® [ |% | biotronik |% | cavaten [ [ e[ [- R4

Leh S €3 CaiEEs DM000309475 Passeo®-18 2/60/150 366119 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021

BALON CATETER

DM000310108 BaLON cATE PASSEO®-18 LUX 3/40/130 370858 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000310120 E@h‘?:UC:.TrErER PASSEO®-18 LUX 3/120/130 370868 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309499 TR BALON Passeo®-18 3/60/90 366102 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310098 O SATETER PASSEO®-18 LUX 6/80/90 370851 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309491 E@Liﬁkﬁf‘)" Passe0®-18 2.5/60/130 366120 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310115 géh?gucﬁiﬁk PASSEO®-18 LUX 4/80/130 370864 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309471 e ooLON Passeo®-18 2/170/90 366114 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309575 e hR BALON Passeo®-18 6/170/130 376294 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309513 A TR BALON Passeo®-18 3.5/20/90 357453 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
! Crpanuua 5 u3 17 (Bcero anemeHTos: 170) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [passeo®-18 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309530 A TR BALON Passeo®-18 4/40/90 357461 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309489 E’E‘L%ER;QLON Passe0®-18 2.5/20/130 357486 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309589 TR BALON Passeo®-18 7/120/130 366128 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310109 O SATETER PASSEO®-18 LUX 4/40/130 370859 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309585 E@Liﬁkﬁf‘)" Passe0®-18 7/20/130 366117 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310123 géh?gucﬁiﬁk PASSEO®-18 LUX 6/120/130 370871 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309558 e ooLON Passeo®-18 5/150/130 366134 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309535 e hR BALON Passeo®-18 4/170/90 376272 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309516 A TR BALON Passeo®-18 3.5/80/90 357471 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

Crpanuua 6 u3 17 (Bcero anemeHTos: 170) e 12 3

. 562728 .. 1516 178

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [passeo®-18 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309532 S’E*L%ERP.BF’;LON Passe0®-18 4/80/90 357472 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309544 E’E‘L%ER;QLON Passe0®-18 4/200/130 376300 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310086 BALON CATETER PASSEO®-18 LUX 2/40/90 379860 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310101 O SATETER PASSEO®-18 LUX 2.5/120/90 379868 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309565 E@Liﬁkﬁf‘)" Passe0®-18 6/120/90 357481 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309588 g@;ﬂg‘;}m Passe0®-18 7/80/130 366125 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310103 e SIRL PASSEO®-18 LUX 4/120/90 370854 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309562 e hR BALON Passeo®-18 6/40/90 357463 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309559 S’E*L%ERP.BF’;LON Passeo®-18 5/170/130 376293 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

‘.
Crpanuua 7 u3 17 (Bcero anemeHTos: 170) e 123

. 6272829 .15 16 17 8

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

L3 CerificanilGE CotficailCle0828 Denumire X 3 @ Model Nr. catalog Producatorul

1.3. Certificatul CE Certificat CE 608221

1.3. Certificatul CE Certificat CE 620197 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ - &l

L3 1¢erticaniGE CetificauiCE(605264, DM000310095 PASSEO®-18 LUX 3/80/90 370848 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 610590

BALON CATETER

1.3. Certificatul CE Certificat CE 704680 DM000310117 BaLON cATE PASSEO®-18 LUX 6/80/130 370866 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 608280 CATETER BALON

" Gl @ et ioioee DM000309572 iy Passeo®-18 6/80/130 366124 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

3. Certiicatul CE Certifcat CE 606285 DM000310090 BAONCATETER PASSEO®-18 LUX 5/40/90 370845 Elveti BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 PENTRU PTA vetia o 9

Crpanmua 1 v 2 (Bcero anewentos: 17) (€3 11 2 € DM000310118 O SATETER PASSEO®-18 LUX 7/80/130 370867 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309470 E@Liﬁkﬁf‘)" Passe0®-18 2/150/90 366106 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309480 g@;ﬂzﬂ‘;’}w Passe0®-18 2/200/150 376296 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309472 e ooLON Passeo®-18 2/200/90 376276 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000310094 O e TER PASSEO®-18 LUX 2.5/80/90 379867 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310102 gé,';ﬁgu‘ﬂfm PASSEO®-18 LUX 3/120/90 370853 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 8 u3 17 (Bcero anemeHTos: 170) e 12 3

. 78910 .. 1516 178

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U ConepxmT([! 1



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

L3Certcalich CotficailCle0828 Denumire X 3 @ Model Nr. catalog Producatorul

1.3. Certificatul CE Certificat CE 608221

1.3. Certificatul CE Certificat CE 620197 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ - &l

L3 1¢erticaniGE CetificauiCE(605264, DM000310091 PASSEO®-18 LUX 6/40/90 370846 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 610590

1.3. Certificatul CE Certificat CE 704680 DM000309510 %L%ERP.BF’;LON Passeo®-18 3/150/130 366131 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 608280 BALON CATETER

" Gl @ et ioioee DM000310127 el PASSEO®-18 LUX 2/120/150 379865 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

3. Certiicatul CE Certifcat CE 606285 DM000310119 BAONCATETER PASSEO®-18 LUX 2.5/120/130 379871 Elveti BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 PENTRU PTA s ) vetia o 90 T

Crpanmua 1 v 2 (Bcero anewentos: 17) (€3 11 2 € DM000310106 O SATETER PASSEO®-18 LUX 7/120/90 370857 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000310125 ,E’E‘h‘g:UCQIETER PASSEO®-18 LUX 2/40/150 379863 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309580 TR BALON Passeo®-18 7/80/90 357475 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000310100 e SIRL PASSEO®-18 LUX 2/120/90 379862 Elvetia BIOTRONIK AG CAVATEH M S.RL. Rg04-000161 09-07-2021
DM000309497 e hR BALON Passeo®-18 3/20/90 357452 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309571 %L%ERP.BF’;LON Passeo®-18 6/60/130 357500 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 9 u3 17 (Bcero anemeHTos: 170) e 12 3

.89 1011 .. 1516 17 @

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U ConepxmT([! 1



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

L3Certcalich CotficailCle0828 Denumire X 3 @ Model Nr. catalog Producatorul

1.3. Certificatul CE Certificat CE 608221

1.3. Certificatul CE Certificat CE 620197 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ - &l

L3 1¢erticaniGE CetificauiCE(605264, DM000310122 PASSEO®-18 LUX 5/120/130 370870 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 610590

1.3. Certificatul CE Certificat CE 704680 DM000309523 %L%ERP.BF’;LON Passeo®-18 3.5/60/130 366122 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 608280 CATETER BALON

" Gl @ et ioioee DM000309557 iy Passeo®-18 5/120/130 357511 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

3. Certiicatul CE Certifcat CE 606285 DM000309466 CATETERIBALON Passeo®-18 2/40/90 366099 Elveti BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 PENTRU PTA sseo vetia o 9

Crpanua 1 ws 2 (Boero snemenTos: 17) 129 DM000309484 R BALON Passeo®-18 2.5/80/90 357469 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309582 E@Liﬁkﬁf‘)" Passe0®-18 7/150/90 366113 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309551 g@;ﬂzﬂ‘;ﬁw" Passeo®-18 5/170/90 376273 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309573 e ooLON Passeo®-18 6/120/130 366127 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309525 e hR BALON Passeo®-18 3.5/120/130 357509 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309526 %L%ERP.BF’;LON Passeo®-18 3.5/150/130 366132 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 10 u3 17 (Bcero anemenTos: 170) e 123 ..9 10 11 12 .. 15 16 17 °

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U ConepxmT([! 1



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [passeo®-18 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309483 S’E*L%ERP.BF’;LON Passeo®-18 2.5/60/90 366101 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309524 E’E‘L%ER;QLON Passe0®-18 3.5/80/130 357504 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309481 TR BALON Passeo®-18 2.5/20/90 357451 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309547 R BALON Passeo®-18 5/60/90 357466 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309495 E@Liﬁkﬁf‘)" Passe0®-18 2.5/170/130 357512 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310093 géh?gucﬁiﬁk PASSEO®-18 LUX 2/80/90 379861 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309507 e ooLON Passeo®-18 3/60/130 366121 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309586 e hR BALON Passeo®-18 7/40/130 357497 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309567 S’E*L%ERP.BF’;LON Passe0®-18 6/170/90 376274 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 11 u3 17 (Bcero anemenTos: 170) e 123 10 11 12 13 ... 15 16 17 °

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 2 Denumire _ . @ Model e producatorul

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [ Passeo®-18 [® [ |% | biotronik |% | cavaten [ [ e[ [- R4

Leh S €3 CaiEEs DM000309508 Passeo®-18 3/80/130 357503 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021

BALON CATETER

DM000310114 BaLON cATE PASSEO®-18 LUX 3/80/130 370863 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309479 E’E‘L%ER;QLON Passe0®-18 2/170/150 366137 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309504 TR BALON Passeo®-18 3/200/90 376278 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309473 R BALON Passeo®-18 2/20/150 366115 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310089 ,E’E‘h‘g:UCQIETER PASSEO®-18 LUX 4/40/90 370844 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309587 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-18 7/60/130 357501 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309540 g@;ﬂgﬁrﬁm’“ Passe0®-18 4/80/130 357505 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309500 e hR BALON Passeo®-18 3/80/90 357470 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309488 S’E*L%ERP.BF’;LON Passeo®-18 2.5/200/90 376277 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 12 u3 17 (Bcero anemenTos: 170) e 12 3 .. 11 12 13 14 15 16 17

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

L3Certcalich CotficailCle0828 Denumire X 3 @ Model Nr. catalog Producatorul

1.3. Certificatul CE Certificat CE 608221

1.3. Certificatul CE Certificat CE 620197 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ - &l

L3 1¢erticaniGE CetificauiCE(605264, DM000310097 PASSEO®-18 LUX 5/80/90 370850 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 610590

1.3. Certificatul CE Certificat CE 704680 DM000309560 %L%ERP.BF’;LON Passeo®-18 5/200/130 376301 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 608280 CATETER BALON

" Gl @ et ioioee DM000309478 iy Passeo®-18 2/150/150 366129 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

3. Certiicatul CE Certifcat CE 606285 DM000309518 CATETERIBALON Passeo®-18 3.5/150/90 366109 Elveti BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 PENTRU PTA sseo ) vetia o 9

Crpanua 1 ws 2 (Boero snemenTos: 17) 129 DM000309591 R BALON Passeo®-18 7/170/130 376295 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309537 E@Liﬁkﬁf‘)" Passe0®-18 4/20/130 357489 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309490 TR BALON Passeo®-18 2.5/40/130 357491 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000310099 e SIRL PASSEO®-18 LUX 7/80/90 370852 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309485 e hR BALON Passeo®-18 2.5/120/90 357476 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309474 %L%ERP.BF’;LON Passe0®-18 2/40/150 366118 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 13 u3 17 (Bcero anemenTos: 170) e 12 3 .. 11 12 13 14 15 16 17

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U ConepxmT([! 1



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [passeo®-18 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309502 S’E*L%ERP.BF’;LON Passeo®-18 3/150/90 366108 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309561 E’E‘L%ER;QLON Passe0®-18 6/20/90 357456 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309515 TR BALON Passeo®-18 3.5/60/90 366103 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309549 R BALON Passeo®-18 5/120/90 357480 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309545 E@Liﬁkﬁf‘)" Passe0®-18 5/20/90 357455 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309566 g@;ﬂg‘;}m Passe0®-18 6/150/90 366112 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310116 e SIRL PASSEO®-18 LUX 5/80/130 370865 Elvetia BIOTRONIK AG CAVATEH M S.RL. Rg04-000161 09-07-2021
DM000309503 e hR BALON Passeo®-18 3/170/90 357484 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309522 S’E*L%ERP.BF’;LON Passe0®-18 3.5/40/130 357493 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanunua 14 u3 17 (Bcero anemenTos: 170) e 12 3 .. 11 12 13 14 15 16 17

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [passeo®-18 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309583 S’E*L%ERP.BF’;LON Passeo®-18 7/170/90 376275 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309467 E’E‘L%ER;QLON Passe0®-18 2/60/90 366100 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309482 TR BALON Passeo®-18 2.5/40/90 357458 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310092 O SATETER PASSEO®-18 LUX 7/40/90 370847 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309584 E@Liﬁkﬁf‘)" Passe0®-18 7/200/90 376283 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309498 TR BALON Passeo®-18 3/40/90 357459 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000310126 e SIRL PASSEO®-18 LUX 2/80/150 379864 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309468 e hR BALON Passeo®-18 2/80/90 366104 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310110 gé,';ﬁgu‘ﬂfm PASSEO®-18 LUX 5/40/130 370860 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

‘.
Crpanuua 15 u3 17 (Bcero anemenTos: 170) e 12 3 .. 11 12 13 14 15 16 17

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 2 Denumire _ . @ Model e producatorul

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 1

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [ Passeo®-18 [® [ |% | biotronik |% | cavaten [ [ e[ [- R4

Leh S €3 CaiEEs DM000309581 Passeo®-18 7/120/90 357482 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021

BALON CATETER

DM000310096 BaLON cATE PASSEO®-18 LUX 4/80/90 370849 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309592 E’E‘L%ER;QLON Passe0®-18 7/200/130 376303 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309539 TR BALON Passeo®-18 4/60/130 357498 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000310088 O SATETER PASSEO®-18 LUX 3/40/90 370843 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309506 E@Liﬁkﬁf‘)" Passe0®-18 3/40/130 357492 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309543 TR BALON Passeo®-18 4/170/130 376292 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309569 e ooLON Passeo®-18 6/20/130 366116 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309538 CATETER BALON Passeo®-18 4/40/130 357494 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309548 A TR BALON Passeo®-18 5/80/90 357473 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

Crpanunua 16 u3 17 (Bcero anemenTos: 170) e 12 3 .. 11 12 13 14 15 16 17

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...



http://89.32.230.138:8081/dispozitive/
javascript:;

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

L3Certcalich CotficailCle0828 Denumire X 3 @ Model Nr. catalog Producatorul

1.3. Certificatul CE Certificat CE 608221

1.3. Certificatul CE Certificat CE 620197 |7 [ passeo-18 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ - &l

L3 1¢erticaniGE CetificauiCE(605264, DM000310111 PASSEO®-18 LUX 6/40/130 370861 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 610590

1.3. Certificatul CE Certificat CE 704680 DM000309492 %L%ERP.BF’;LON Passeo®-18 2.5/80/130 357502 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1.3. Certificatul CE Certificat CE 608280 CATETER BALON

" Gl @ et ioioee DM000309577 iy Passeo®-18 7/20/90 357457 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021

3. Certiicatul CE Certifcat CE 606285 DM000309512 CATETEREALON Passeo®-18 3/200/130 376298 Elveti BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021

1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 PENTRU PTA sseo vetia o 9

Crpanua 1 ws 2 (Boero snemenTos: 17) 129 DM000309555 R BALON Passeo®-18 5/60/130 357499 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309531 E@Liﬁkﬁf‘)" Passe0®-18 4/60/90 357465 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309517 g@;ﬂzﬂ‘;ﬁw" Passeo®-18 3.5/120/90 357478 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000310112 e SIRL PASSEO®-18 LUX 7/40/130 370862 Elvetia BIOTRONIK AG CAVATEH M S.RL. Rg04-000161 09-07-2021
DM000309556 e hR BALON Passeo®-18 5/80/130 357506 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309469 %L%ERP.BF’;LON Passeo®-18 2/120/90 366105 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanunua 17 u3 17 (Bcero anemenTos: 170) e 12 3 .. 11 12 13 14 15 16 17

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U ConepxmT([! 1



http://89.32.230.138:8081/dispozitive/
javascript:;
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