C AVATEH-M SRL MD-2028, mun. Chisintu, str. Academier 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
3 Passeo®-18
5 Passeo®-14
9 Passeo®-18

31 Passeo®-14

33 Passeo®-35 Xeo

34 Dynetic®-35

37 Passeo®-35 Xeo

Anexa: Confirmarea inregistrarii dispozitivelor medicala la AMDM.

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

L.S.

Digitally signed by Captari Alexandru
Date: 2024.09.23 13:46:47 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@-35 Xeo |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309358 6/20/130 428854 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309340 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 6/100/90 428816 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309362 E’E‘L%ER;QLON Passe0®-35 Xeo 10/20/130 428858 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309434 TR BALON Passe0®-35 Xeo 6/40/170 428937 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309359 R BALON Passeo®-35 Xeo 7/20/130 428855 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309320 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 3/60/90 428795 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309392 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-35 Xeo 5/100/130 428889 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309381 e ooLON Passeo®-35 Xeo 3/80/130 428878 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309385 e hR BALON Passe0®-35 Xeo 7/80/130 428882 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309380 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 12/60/130 428877 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1

Crpanuua 1 u3 17 (Bcero anemeHToB: 162) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...
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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@-35 Xeo |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309423 3/250/130 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309335 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 9/80/90 428810 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309395 E’E‘L%ER;QLON Passe0®-35 Xeo 8/100/130 428892 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309383 TR BALON Passe0®-35 Xeo 5/80/130 428880 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309433 R BALON Passeo®-35 Xeo 5/40/170 428936 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309306 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 6/20/90 428780 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309378 g@;ﬂg‘;}m Passeo®-35 Xeo 9/60/130 428875 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309361 e oo ON Passeo®-35 Xeo 9/20/130 428857 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309431 e hR BALON Passe0®-35 Xeo 8/20/170 428930 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309369 A TR BALON Passeo®-35 Xeo 9/40/130 428866 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

1

Crpanuua 2 u3 17 (Bcero anemeHToB: 162) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...
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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@-35 Xeo |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309311 3/40/90 428786 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309444 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 9/60/170 428949 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309372 E’E‘L%ER;QLON Passe0®-35 Xeo 3/60/130 428869 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309364 TR BALON Passeo®-35 Xeo 4/40/130 428861 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309363 R BALON Passeo®-35 Xeo 3/40/130 428860 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309403 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 7/120/130 428900 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309426 TR BALON Passeo®-35 Xeo 6/250/130 428923 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309456 e ooLON Passeo®-35 Xeo 4/150/170 428980 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309325 e hR BALON Passe0®-35 Xeo 8/60/90 428800 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309365 A TR BALON Passeo®-35 Xeo 5/40/130 428862 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

1

Crpanuua 3 u3 17 (Bcero anemeHToB: 162) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...
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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@-35 Xeo |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309356 4/20/130 428852 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309419 A TR BALON Passeo®-35 Xeo 4/200/130 428916 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309397 E’E‘L%ER;QLON Passe0®-35 Xeo 10/100/130 428894 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309430 TR BALON Passe0®-35 Xeo 7/20/170 428929 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309421 R BALON Passeo®-35 Xeo 6/200/130 428918 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309410 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 5/150/130 428907 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309461 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-35 Xeo 6/200/170 428992 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309333 e ooLON Passeo®-35 Xeo 7/80/90 428808 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309391 e hR BALON Passe0®-35 Xeo 4/100/130 428888 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309440 A TR BALON Passeo®-35 Xeo 5/60/170 428945 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

1

Crpanuua 4 u3 17 (Bcero anemeHToB: 162) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...
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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@-35 Xeo |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309418 3/200/130 428915 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309346 A TR BALON Passeo®-35 Xeo 4/120/90 428823 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309453 E’E‘L%ER;QLON Passe0®-35 Xeo 4/120/170 428971 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309354 TR BALON Passe0®-35 Xeo 6/250/90 428849 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309355 R BALON Passeo®-35 Xeo 3/20/130 428851 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309332 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 6/80/90 428807 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309371 g@;ﬂg‘;ﬁm" Passeo®-35 Xeo 12/40/130 428868 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309452 e ooLON Passeo®-35 Xeo 10/80/170 428959 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309396 e hR BALON Passe0®-35 Xeo 9/100/130 428893 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309336 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 10/80/90 428811 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1

Crpanuua 5 u3 17 (Bcero anemeHToB: 162) 123456 7 ..1 16 17 o

J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...
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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®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309405 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 9/120/130 428902 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309414 E’E‘L%ER;QLON Passe0®-35 Xeo 4/170/130 428911 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309368 TR BALON Passeo®-35 Xeo 8/40/130 428865 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309327 R BALON Passeo®-35 Xeo 10/60/90 428802 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309342 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 8/100/90 428818 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309457 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-35 Xeo 5/150/170 428081 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309441 g@;ﬂgﬁrﬁm’“ Passe0®-35 Xeo 6/60/170 428946 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309437 e hR BALON Passe0®-35 Xeo 9/40/170 428940 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309328 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 12/60/90 428803 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 6 u3 17 (Bcero anemeHToB: 162) e 12 3
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J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...
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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®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309304 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 4/20/90 428778 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309310 E’E‘L%ER;QLON Passe0®-35 Xeo 10/20/90 428784 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309345 TR BALON Passeo®-35 Xeo 12/100/90 428821 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309438 R BALON Passeo®-35 Xeo 10/40/170 428941 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309400 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 4/120/130 428897 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309343 TR BALON Passeo®-35 Xeo 9/100/90 428819 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309314 e ooLON Passeo®-35 Xeo 6/40/90 428789 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309409 e hR BALON Passe0®-35 Xeo 4/150/130 428906 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309366 A TR BALON Passeo®-35 Xeo 6/40/130 428863 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

Crpanuua 7 u3 17 (Bcero anemeHToB: 162) e 12 3
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J ¥ Conepxur([Producatorul], 'biotronik') 1 Conepxur([! 1t], 'cavateh') U Conepoxut([NameMake],...
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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®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309307 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 7/20/90 428781 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309459 E’E‘L%ER;QLON Passe0®-35 Xeo 4/200/170 428990 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309384 TR BALON Passeo®-35 Xeo 6/80/130 428881 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309460 R BALON Passeo®-35 Xeo 5/200/170 428991 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309448 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 6/80/170 428955 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309334 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-35 Xeo 8/80/90 428809 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309454 e ooLON Passeo®-35 Xeo 5/120/170 428972 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309349 e hR BALON Passe0®-35 Xeo 5/150/90 428833 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309308 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 8/20/90 428782 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 8 u3 17 (Bcero anemeHToB: 162) e 12 3

. 78910 .. 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®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309337 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 12/80/90 428812 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309309 E’E‘L%ER;QLON Passe0®-35 Xeo 9/20/90 428783 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309428 TR BALON Passeo®-35 Xeo 5/20/170 428927 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309331 R BALON Passeo®-35 Xeo 5/80/90 428806 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309390 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 3/100/130 428887 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309420 TR BALON Passeo®-35 Xeo 5/200/130 428917 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309352 g@;ﬂgﬁrﬁm’“ Passe0®-35 Xeo 6/200/90 428844 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309322 e hR BALON Passe0®-35 Xeo 5/60/90 428797 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309401 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 5/120/130 428898 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanunua 9 u3 17 (Bcero anemeHToB: 162) e 12 3
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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®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309451 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 9/80/170 428058 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309394 E’E‘L%ER;QLON Passe0®-35 Xeo 7/100/130 428891 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309393 TR BALON Passeo®-35 Xeo 6/100/130 428890 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309424 R BALON Passeo®-35 Xeo 4/250/130 428921 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309398 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 12/100/130 428895 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309379 g@;ﬂg‘;}m Passeo®-35 Xeo 10/60/130 428876 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309375 e ooLON Passeo®-35 Xeo 6/60/130 428872 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309432 e hR BALON Passe0®-35 Xeo 4/40/170 428935 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309439 A TR BALON Passeo®-35 Xeo 4/60/170 428944 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

Crpanuua 10 u3 17 (Bcero anemenTos: 162) e 123 ..9 10 11 12 .. 15 16 17 o
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [Passeo®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309447 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 5/80/170 428054 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309425 E’E‘L%ER;QLON Passe0®-35 Xeo 5/250/130 428922 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309350 TR BALON Passe0®-35 Xeo 6/150/90 428834 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309370 R BALON Passeo®-35 Xeo 10/40/130 428867 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309312 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 4/40/90 428787 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309382 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-35 Xeo 4/80/130 428879 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309429 e ooLON Passeo®-35 Xeo 6/20/170 428928 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309389 e hR BALON Passe0®-35 Xeo 12/80/130 428886 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309319 A TR BALON Passeo®-35 Xeo 12/40/90 428794 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

Crpanuua 11 u3 17 (Bcero anemenTos: 162) e 123
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [Passeo®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309435 A TR BALON Passe0®-35 Xeo 7/40/170 428938 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309427 E’E‘L%ER;QLON Passe0®-35 Xeo 7/250/130 428924 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309313 TR BALON Passe0®-35 Xeo 5/40/90 428788 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309357 R BALON Passeo®-35 Xeo 5/20/130 428853 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309463 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 5/250/170 428996 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309321 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-35 Xeo 4/60/90 428796 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309339 e ooLON Passeo®-35 Xeo 5/100/90 428815 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309323 e hR BALON Passe0®-35 Xeo 6/60/90 428798 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309464 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 6/250/170 428097 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 12 u3 17 (Bcero anemenToB: 162) e 12 3 .. 11 12 13 14 15 16 17
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [Passeo®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309445 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 10/60/170 428950 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309402 E’E‘L%ER;QLON Passe0®-35 Xeo 6/120/130 428899 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309413 TR BALON Passeo®-35 Xeo 3/170/130 428910 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309351 R BALON Passeo®-35 Xeo 5/200/90 428843 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309458 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 6/150/170 428982 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309373 TR BALON Passeo®-35 Xeo 4/60/130 428870 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309315 e ooLON Passeo®-35 Xeo 7/40/90 428790 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309446 e hR BALON Passe0®-35 Xeo 4/80/170 428953 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309324 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 7/60/90 428799 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 13 u3 17 (Bcero anemenToB: 162) e 12 3 .. 11 12 13 14 15 16 17
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

ErmaTr mowenew v O

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [Passeo®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309399 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 3/120/130 428896 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309442 E’E‘L%ER;QLON Passe0®-35 Xeo 7/60/170 428947 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309422 TR BALON Passeo®-35 Xeo 7/200/130 428919 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309348 R BALON Passeo®-35 Xeo 6/120/90 428825 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309338 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 4/100/90 428814 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309330 TR BALON Passeo®-35 Xeo 4/80/90 428805 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309353 e ooLON Passeo®-35 Xeo 5/250/90 428848 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309408 e hR BALON Passe0®-35 Xeo 3/150/130 428905 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309417 S@;%ER;’;LON Passeo®-35 Xeo 7/170/130 428014 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

Crpanuua 14 u3 17 (Bcero anemenToB: 162) e 12 3 .. 11 12 13 14 15 16 17
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [Passeo®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309326 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 9/60/90 428801 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309344 E’E‘L%ER;QLON Passe0®-35 Xeo 10/100/90 428820 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309406 TR BALON Passeo®-35 Xeo 10/120/130 428903 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309411 R BALON Passeo®-35 Xeo 6/150/130 428908 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309347 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 5/120/90 428824 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309329 TR BALON Passeo®-35 Xeo 3/80/90 428804 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309303 e ooLON Passeo®-35 Xeo 3/20/90 428777 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309374 e hR BALON Passe0®-35 Xeo 5/60/130 428871 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309404 S’E*L%ERP.BF’;LON Passeo®-35 Xeo 8/120/130 428901 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

ErmaTr mowenew v O

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |7 [Passeo®-35 Xeo 4l | || biotronik | [cavaten [ [ 4l -] ?
DM000309455 A TR BALON Passe0®-35 Xeo 6/120/170 428973 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
DM000309360 E’E‘L%ER;QLON Passe0®-35 Xeo 8/20/130 428856 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309316 TR BALON Passeo®-35 Xeo 8/40/90 428791 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309341 R BALON Passeo®-35 Xeo 7/100/90 428817 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309412 E@Liﬁkﬁf‘)" Passe0®-35 Xeo 7/150/130 428909 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309388 g@;ﬂg‘;}m Passeo®-35 Xeo 10/80/130 428885 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309305 e ooLON Passeo®-35 Xeo 5/20/90 428779 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309462 e hR BALON Passe0®-35 Xeo 4/250/170 428995 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309407 S@;%ER;’;LON Passeo®-35 Xeo 12/120/130 428904 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

‘.
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Tip

1.2. Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.2. Declaratia de conformitate CE
1.3. Certificatul CE

Denumire

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

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

‘ BeeaunTe TEKCT ANS NoucKa... ‘

V Tara V Producatorul @ Reprezentant

® ordin

|7 ||

Den.comerc. @ Model V Nr. catalog
| Passeo®-35 Xeo |
CATETER BALON -
DM000309376 PENTRU PTA Passeo®-35 Xeo 7/60/130 428873
CATETER BALON
DM000309450 PENTRU PTA Passeo®-35 Xeo 8/80/170 428957

[E— T —

Elvetia BIOTRONIK AG CAVATEH M S.R.L.

Elvetia BIOTRONIK AG CAVATEH M S.R.L.

Rg04-000161

Rg04-000161

09-07-2021

09-07-2021
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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@-14 |7 [ |7 [ biotronik |7 [cavaten 7| |7 [ [- Ikl

L @it €3 CaiEEs DM000309648 Passeo®-14 4/70/150 380330 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309635 A TR BALON Passeo®-14 3.5/40/90 380281 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309626 E’E‘L%ER;QLON Passeo®-14 3/140/90 380298 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309630 TR BALON Passeo®-14 3/70/150 380328 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309602 R BALON Passeo®-14 2/140/120 380296 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309611 E@Liﬁkﬁf‘)" Passeo®-14 2.5/40/90 380279 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309615 g@;ﬂg‘;}m Passeo®-14 2.5/180/90 380303 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309594 e ooLON Passeo®-14 1.5/40/120 380277 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309636 e hR BALON Passeo®-14 3.5/70/90 380287 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309597 S’E*L%ERP.BF’;LON Passeo®-14 1.5/40/150 380319 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1
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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®-14 2 ([ | || biotronik | [cavaten [ [ 4l -] ?

L @it €3 CaiEEs DM000309647 Passeo®-14 4/40/150 380324 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309624 S’E*L%ERP.BF’;LON Passeo®-14 3/70/90 380286 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309616 E’E‘L%ER;QLON Passeo®-14 2.5/220/90 380309 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309613 TR BALON Passeo®-14 2.5/100/90 380291 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309631 R BALON Passeo®-14 3/100/150 380334 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309607 E@Liﬁkﬁf‘)" Passeo®-14 2/100/150 380332 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309609 TR BALON Passeo®-14 2/180/150 380344 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309634 e ooLON Passeo®-14 3/220/150 380352 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309629 e hR BALON Passeo®-14 3/40/150 380322 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309614 S’E*L%ERP.BF’;LON Passeo®-14 2.5/140/90 380207 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021

1
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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®-14 2 ([ | || biotronik | [cavaten [ [ 4l -] ?

L @it €3 CaiEEs DM000309617 Passeo®-14 40/150 380321 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309605 A TR BALON Passeo®-14 2/40/150 380320 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309638 E’E‘L%ER;QLON Passeo®-14 3.5/140/90 380209 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309623 TR BALON Passeo®-14 3/40/90 380280 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309595 R BALON Passeo®-14 1.5/70/120 380283 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309627 E@Liﬁkﬁf‘)" Passeo®-14 3/180/90 380304 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309603 TR BALON Passeo®-14 2/180/120 380302 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309598 e ooLON Passeo®-14 1.5/70/150 380325 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309610 e hR BALON Passeo®-14 2/220/150 380350 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309599 A TR BALON Passeo®-14 2/40/120 380278 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

1
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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®-14 2 ([ | || biotronik | [cavaten [ [ 4l -] ?

L @it €3 CaiEEs DM000309600 Passeo®-14 2/70/120 380284 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309633 A TR BALON Passeo®-14 3/180/150 380346 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309645 E’E‘L%ER;QLON Passeo®-14 4/100/90 380204 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309625 TR BALON Passeo®-14 3/100/90 380292 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309620 R BALON Passeo®-14 2.5/140/150 380339 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309593 E@Liﬁkﬁf‘)" Passeo®-14 1.5/20/120 380271 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309640 TR BALON Passeo®-14 3.5/70/150 380329 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309596 e ooLON Passeo®-14 1.5/20/150 380313 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309637 e hR BALON Passeo®-14 3.5/100/90 380293 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309608 A TR BALON Passeo®-14 2/140/150 380338 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021

1
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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®-14 2 ([ | || biotronik | [cavaten [ [ 4l -] ?

L @it €3 CaiEEs DM000309604 Passeo®-14 2/220/120 3803 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309643 A TR BALON Passeo®-14 4/40/90 380282 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309642 E’E‘L%ER;QLON Passeo®-14 3.5/140/150 380341 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309619 TR BALON Passeo®-14 2.5/100/150 380333 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309649 R BALON Passeo®-14 4/100/150 380336 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309601 E@Liﬁkﬁf‘)" Passeo®-14 2/100/120 380290 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309612 g@;ﬂzﬂ‘;ﬁm‘ Passeo®-14 2.5/70/90 380285 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309646 g@;ﬂgﬁrﬁm’“ Passeo®-14 4/140/90 380300 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309618 e hR BALON Passeo®-14 2.5/70/150 380327 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309650 A TR BALON Passeo®-14 4/140/150 380342 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘

smmosmme mmccoTom e e

1.2. Declaratia de conformitate CE Declaratia de conformitate CE 3 |¥ ‘P55590® 14 2 ([ | || biotronik | [cavaten [ [ 4l -] ?
DM000309632 S’E*;%ERP.BF’;LON Passeo®-14 3/140/150 380340 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309639 EQL'I:;;ERP?I'//.\\LON Passeo®-14 3.5/40/150 380323 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309628 TR BALON Passeo®-14 3/220/90 380310 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
DM000309644 R BALON Passeo®-14 4/70/90 380288 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309641 E’E‘Liﬂ‘;ﬁw" Passeo®-14 3.5/100/150 380335 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309622 g@;ﬂzfjkp?r’:\m" Passeo®-14 2.5/220/150 380351 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
DM000309606 e ooLON Passeo®-14 2/70/150 380326 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘
1.2. Declaratia de conformitate CE Declaratie de Conformitate 2 Denumire _ . @ Model Nr. catalog Producatorul
1.2. Declaratia de conformitate CE Declaratie de Conformitate 3
1.2. Declaratia de conformitate CE Declaratie de Conformitate 6 |7 [ Dynetic®-35 %[ | || biotronik | [cavaten [ [ 4l - k4l
L:21PecaraialdelconformitatelCE eclargteldelConommitatels DM000309228 iﬂ?&;ﬁ;gﬂgﬁ NETI 9/28/130 448958 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate 1
L.2. Declaratia de conformitate CE Declaratie de Conformitate 4 DM000309183 S R DYNETIC®-35 5/38/90 428700 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000147 20-06-2021
1.3. Certificatul CE Certificat CE STENT PERIFERIC
DM000309225 AUTOEXPANDABIL DYNETIC®-35 8/78/130 448966 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309237 AUTOEXPANDABIL DYNETIC®-35 9/78/130 448967 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309204 AUTOEXPANDABIL DYNETIC®-35 7/38/90 428702 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DMO000309199 AUTOEXPANDABIL DYNETIC®-35 7/18/90 428692 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309208 AUTOEXPANDABIL DYNETIC®-35 7/58/130 428734 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309245 AUTOEXPANDABIL DYNETIC®-35 10/78/90 448953 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309210 AUTOEXPANDABIL DYNETIC®-35 7/78/90 428712 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC -
DM000309233 AUTOEXPANDABIL DYNETIC®-35 9/58/90 448949 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘
1.2. Declaratia de conformitate CE Declaratie de Conformitate 2 Denumire _ . @ Model Nr. catalog Producatorul
1.2. Declaratia de conformitate CE Declaratie de Conformitate 3
1.2. Declaratia de conformitate CE Declaratie de Conformitate 6 |7 [ Dynetic®-35 %[ | || biotronik | [cavaten [ [ 4l - k4l
L:21PecaraialdelconformitatelCE eclargteldelConommitatels DM000309195 iﬂ?&;ﬁ;gﬂgﬁ NETI 6/38/170 428753 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate 1
L.2. Declaratia de conformitate CE Declaratie de Conformitate 4 DM000309194 S R DYNETIC®-35 6/38/130 428727 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000147 20-06-2021
1.3. Certificatul CE Certificat CE STENT PERIFERIC
DM000309206 AUTOEXPANDABIL DYNETIC®-35 7/38/170 428754 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309221 AUTOEXPANDABIL DYNETIC®-35 8/58/90 448948 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309226 AUTOEXPANDABIL DYNETIC®-35 8/78/170 448981 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309215 AUTOEXPANDABIL DYNETIC®-35 8/28/90 448942 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309186 AUTOEXPANDABIL DYNETIC®-35 5/58/90 428706 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309241 AUTOEXPANDABIL DYNETIC®-35 10/38/130 448962 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309219 AUTOEXPANDABIL DYNETIC®-35 8/38/130 448960 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC -
DM000309179 AUTOEXPANDABIL DYNETIC®-35 5/18/90 428690 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘
1.2. Declaratia de conformitate CE Declaratie de Conformitate 2 Denumire _ . @ Model Nr. catalog Producatorul
1.2. Declaratia de conformitate CE Declaratie de Conformitate 3
1.2. Declaratia de conformitate CE Declaratie de Conformitate 6 |7 [ Dynetic®-35 %[ | || biotronik | [cavaten [ [ 4l - k4l
L:21PecaraialdelconformitatelCE eclargteldelConommitatels DM000309229 iﬂ?&;ﬁ;gﬂgﬁ NETI 9/28/170 448973 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate 1
L.2. Declaratia de conformitate CE Declaratie de Conformitate 4 DM000309200 S R DYNETIC®-35 7/18/130 428718 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000147 20-06-2021
1.3. Certificatul CE Certificat CE STENT PERIFERIC
DM000309207 AUTOEXPANDABIL DYNETIC®-35 7/58/90 428708 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309205 AUTOEXPANDABIL DYNETIC®-35 7/38/130 428728 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309213 AUTOEXPANDABIL DYNETIC®-35 8/18/90 448939 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309234 AUTOEXPANDABIL DYNETIC®-35 9/58/130 448964 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309216 AUTOEXPANDABIL DYNETIC®-35 8/28/130 448957 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309189 AUTOEXPANDABIL DYNETIC®-35 6/18/130 428717 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309244 AUTOEXPANDABIL DYNETIC®-35 10/58/130 448965 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC -
DM000309188 AUTOEXPANDABIL DYNETIC®-35 6/18/90 428691 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘
1.2. Declaratia de conformitate CE Declaratie de Conformitate 2 Denumire _ . @ Model Nr. catalog Producatorul
1.2. Declaratia de conformitate CE Declaratie de Conformitate 3
1.2. Declaratia de conformitate CE Declaratie de Conformitate 6 |7 [ Dynetic®-35 %[ | || biotronik | [cavaten [ [ 4l - k4l
L:21PecaraialdelconformitatelCE eclargteldelConommitatels DM000309203 iﬂ?&;ﬁ;gﬂgﬁ NETI 7/28/170 428748 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate 1
L.2. Declaratia de conformitate CE Declaratie de Conformitate 4 DM000309235 S R DYNETIC®-35 9/58/170 448979 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000147 20-06-2021
1.3. Certificatul CE Certificat CE STENT PERIFERIC
DMO000309181 AUTOEXPANDABIL DYNETIC®-35 5/28/90 428694 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309201 AUTOEXPANDABIL DYNETIC®-35 7/28/90 428696 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309230 AUTOEXPANDABIL DYNETIC®-35 9/38/90 448946 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309185 AUTOEXPANDABIL DYNETIC®-35 5/38/170 428752 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309191 AUTOEXPANDABIL DYNETIC®-35 6/28/130 428721 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309227 AUTOEXPANDABIL DYNETIC®-35 9/28/90 448943 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309242 AUTOEXPANDABIL DYNETIC®-35 10/38/170 448977 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC -
DM000309243 AUTOEXPANDABIL DYNETIC®-35 10/58/90 448950 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘
1.2. Declaratia de conformitate CE Declaratie de Conformitate 2 Denumire _ . @ Model Nr. catalog Producatorul
1.2. Declaratia de conformitate CE Declaratie de Conformitate 3
1.2. Declaratia de conformitate CE Declaratie de Conformitate 6 |7 [ Dynetic®-35 %[ | || biotronik | [cavaten [ [ 4l - k4l
L:21PecaraialdelconformitatelCE eclargteldelConommitatels DM000309214 iﬂ?&;ﬁ;gﬂgﬁ NETI 8/18/130 448954 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate 1
L.2. Declaratia de conformitate CE Declaratie de Conformitate 4 DM000309192 S R DYNETIC®-35 6/28/170 428747 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000147 20-06-2021
1.3. Certificatul CE Certificat CE STENT PERIFERIC
DM000309222 AUTOEXPANDABIL DYNETIC®-35 8/58/130 448963 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309239 AUTOEXPANDABIL DYNETIC®-35 10/28/130 448959 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309193 AUTOEXPANDABIL DYNETIC®-35 6/38/90 428701 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309217 AUTOEXPANDABIL DYNETIC®-35 8/28/170 448972 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309202 AUTOEXPANDABIL DYNETIC®-35 7/28/130 428722 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309182 AUTOEXPANDABIL DYNETIC®-35 5/28/130 428720 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309240 AUTOEXPANDABIL DYNETIC®-35 10/38/90 448947 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC -
DM000309196 AUTOEXPANDABIL DYNETIC®-35 6/58/90 428707 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘
1.2. Declaratia de conformitate CE Declaratie de Conformitate 2 Denumire _ . @ Model Nr. catalog Producatorul
1.2. Declaratia de conformitate CE Declaratie de Conformitate 3
1.2. Declaratia de conformitate CE Declaratie de Conformitate 6 |7 [ Dynetic®-35 %[ | || biotronik | [cavaten [ [ 4l - k4l
L:21PecaraialdelconformitatelCE eclargteldelConommitatels DM000309184 iﬂ?&;ﬁ;gﬂgﬁ NETI 5/38/130 428726 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate 1
L.2. Declaratia de conformitate CE Declaratie de Conformitate 4 DM000309187 S R DYNETIC®-35 5/58/130 428732 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000147 20-06-2021
1.3. Certificatul CE Certificat CE STENT PERIFERIC
DM000309209 AUTOEXPANDABIL DYNETIC®-35 7/58/170 428760 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309190 AUTOEXPANDABIL DYNETIC®-35 6/28/90 428695 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309197 AUTOEXPANDABIL DYNETIC®-35 6/58/130 428733 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309232 AUTOEXPANDABIL DYNETIC®-35 9/38/170 448976 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309211 AUTOEXPANDABIL DYNETIC®-35 7/78/130 428738 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309198 AUTOEXPANDABIL DYNETIC®-35 6/58/170 428759 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309224 AUTOEXPANDABIL DYNETIC®-35 8/78/90 448951 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC -
DM000309246 AUTOEXPANDABIL DYNETIC®-35 10/78/130 448968 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1
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Tip Denumire ‘ BBeanTe TEKCT ANs Noucka... ‘
1.2. Declaratia de conformitate CE Declaratie de Conformitate 2 Denumire _ . @ Model Nr. catalog Producatorul
1.2. Declaratia de conformitate CE Declaratie de Conformitate 3
1.2. Declaratia de conformitate CE Declaratie de Conformitate 6 |7 [ Dynetic®-35 %[ | || biotronik | [cavaten [ [ 4l - k4l
L:21PecaraialdelconformitatelCE eclargteldelConommitatels DMO000309 iﬂ?&;g:;gi'gﬁ NETI 5/18/130 428716 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate 1
1.2. Declaratia de conformitate CE Declaratie de Conformitate 4 DM000309218 S R DYNETIC®-35 8/38/90 448945 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000147 20-06-2021
1.3. Certificatul CE Certificat CE STENT PERIFERIC
DM000309238 AUTOEXPANDABIL DYNETIC®-35 10/28/90 448944 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC :
DM000309220 AUTOEXPANDABIL DYNETIC®-35 8/38/170 448975 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309231 AUTOEXPANDABIL DYNETIC®-35 9/38/130 448961 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309212 AUTOEXPANDABIL DYNETIC®-35 7/78/170 428764 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309236 AUTOEXPANDABIL DYNETIC®-35 9/78/90 448952 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
STENT PERIFERIC .
DM000309223 AUTOEXPANDABIL DYNETIC®-35 8/58/170 448978 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000147 29-06-2021
Crpanuua 7 u3 7 (Bcero anemeHToB: 68) 123456 7

,/ ¥ Conepxumt([Producatorul], 'biotronik') 1 Congpxm([! 1t], cavateh') 1 Conepmt([! 1.
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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
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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
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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
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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
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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
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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
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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

‘.
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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
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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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