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

3 Pantera® Lux

Anexa: Confirmarea inregistrarii dispozitivelor medicala la AMDM.

Cu profund respect,

Director ,,CAVATEH M” SRL Alexandru Captari

LS Digitally signed by Captari Alexandru

P Date: 2024.09.25 21:00:05 EEST
Reason: MoldSign Signature
Location: Moldova

[MOLDOVA EUROPEANA |




REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULU!
31 DISPOZITIVELOR MEDICALE

Tip Denumire ‘Bsol_\wp TEKCT ANs Mnowcka... ‘
1.3. Certificatul CE Certificat CE 608283 .
Denumire [ 5 Nr. catalog Producatorul
1.3, Certificatul CE Certificat CE 608221
L3. Certificatul CE Certificat CE 620197 |7 [PANTERA |2 || |% | [biotronik |% | cavaten o] e || - KA}
L3 1¢erticaniGE CetificauiCE(605264, DM000310! PANTERA® LUX™ 2.5/25 365123 BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1.3, Certificatul CE Certificat CE 610590
L3, Certificatul CE Certificat CE 704680 DM000309934 Bl ONCATETERDE PANTERA® PRO 3.0/25 393314 Elveti BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
5 DILATARE PTCA - vetia AL .
1.3, Certificatul CE Certificat CE 608280 BALON CATETER DE
" e e C D DM000310016 D ARE pra PANTERA® LUX™ 3.5/10 365130 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
3. Certiicatul CE Certifcat CE 606285 DM000309938 BAL O TETERE PANTERA® PRO 3.5/20 393310 Elveti BIOTRONIK AG CAVATEH MSR.L Rg04-000161 09-07-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 DILATARE PTCA ) vetia o 9
BALON CATETER DE )
Crpanmua 1 v 2 (Bcero anewentos: 17) (€3 11 2 € DM000309921 e e PANTERA® PRO 2.0/10 393293 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309936 gl PANTERA® PRO 3.5/10 393296 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309941 Al PANTERA® PRO 4.0/10 393297 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000310015 el PANTERA® LUX™ 3.0/30 365129 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
BALON CATETER DE - ) } o
DM000310020 gl PANTERA® LUX 3.5/30 365134 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309923 D T PANTERA® PRO 2.0/20 393307 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1
Crpanuua 1 u3 6 (Bcero anemeHToB: 58) 123456

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
L3. Certificatul CE Certificat CE 620197 |7 [PANTERA |2 || |% | [biotronik |% | cavaten o] e || - KA}
L3 iCeficaniich Ceitiiicat{eEI606284 DM000309 PANTERA® PRO 2.5/25 393313 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 610590
- - BALON CATETER DE T a
1.3. Certificatul CE Certificat CE 704680 DM000310005 DILATARE PTCA PANTERA® LUX™ 2.0/30 365114 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 608280 BALON CATETER DE
L3. Certificatul CE Certificat CE 608286 DM000309925 T PANTERA® PRO 2.0/30 393317 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 608285 BALON CATETER DE
DM000310002 PANTERA® LUX™ 2.0/1 365111 Elveti BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 g DILATARE PTCA ol L vetia 2 9
) BALON CATETER DE - )
CrpaHuua 1 u3 2 (Bcero anemenTos: 17) 12 o DM000310001 DILATARE PTCA PANTERA® LUX 2.0/10 365110 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE - ) ’ .
DM000310003 DILATARE PTCA PANTERA® LUX 2.0/20 365112 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE -
DM000309939 DILATARE PTCA PANTERA® PRO 3.5/25 393315 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE 0
DM000310012 DILATARE PTCA PANTERA® LUX™ 3.0/15 365126 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE :
DM000309927 DILATARE PTCA PANTERA® PRO 2.5/15 393301 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE T a
DM000310019 DILATARE PTCA PANTERA® LUX™ 3.5/25 365133 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1
CrpaHuua 2 13 6 (Bcero anemeHToB: 58) 123456

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
L3. Certificatul CE Certificat CE 620197 |7 [PANTERA |2 || |% | [biotronik |% | cavaten o] e || - KA}
L3 iCeficaniich Ceitiiicat{eEI606284 DM000310004 PANTERA® LUX™ 2.0/25 365113 BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 610590
- - BALON CATETER DE T a
1.3. Certificatul CE Certificat CE 704680 DM000310008 DILATARE PTCA PANTERA® LUX™ 2.5/20 365122 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 608280 BALON CATETER DE
L3. Certificatul CE Certificat CE 608286 DM000310006 T PANTERA® LUX™ 2.5/10 365120 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
13. Certficatul CE Certificat CE 605285 DM000309922 PATONICATETERDE PANTERA® PRO 2.0/15 393300 Elveti BIOTRONIK AG CAVATEH M S.R.L Rg04-000161 09-07-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 DILATARE PTCA ) vetia o 9
) BALON CATETER DE - )
CrpaHuua 1 u3 2 (Bcero anemenTos: 17) 12 o DM000310013 DILATARE PTCA PANTERA® LUX 3.0/20 365127 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE - ) ’ .
DM000310022 DILATARE PTCA PANTERA® LUX 4.0/15 365136 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE -
DM000309926 DILATARE PTCA PANTERA® PRO 2.5/10 393294 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE 0
DM000310021 DILATARE PTCA PANTERA® LUX™ 4.0/10 365135 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE - ) } .
DM000310023 DILATARE PTCA PANTERA® LUX 4.0/20 365137 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE a
DM000309930 DILATARE PTCA PANTERA® PRO 2.5/30 393318 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
1
CrpaHuua 3 13 6 (Bcero anemeHToB: 58) 123456

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... ‘
1.3. Certificatul CE Certificat CE 608283 :
Denumire [ 5 Nr. catalog Producatorul
1.3. Certificatul CE Certificat CE 608221
L3. Certificatul CE Certificat CE 620197 |7 [PANTERA |2 || |% | [biotronik |% | cavaten o] e || - KA}
L3 1¢erticaniGE CetificauiCE(605264, DM000310007 PANTERA® LUX™ 2.5/15 365121 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 610590
L3, Certificatul CE Certificat CE 704680 DM BALONICATETERDE i
3. 000309935 Ay PANTERA® PRO 3.0/30 393319 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 608280 BALON CATETER DE
" Gl @ et ioioee DM000309914 e e PANTERA® PRO 1.25/10 393291 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
1.3, Certificatul CE Certificat CE 608285 BRTGNIGITETERIDE
DM000310017 PANTERA® LUX™ 571 365131 Elveti BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 g DILATARE PTCA ol S g vetia 2 9
) BALON CATETER DE i, )
Crpanmua 1 v 2 (Bcero anewentos: 17) (€3 11 2 € DM000310011 e e PANTERA® LUX 3.0/10 365125 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309928 gl PANTERA® PRO 2.5/20 393308 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309933 Al PANTERA® PRO 3.0/20 393309 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309942 D ATETER DE PANTERA® PRO 4.0/15 393304 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309917 gLy PANTERA® PRO 1.5/6 393290 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309932 D T PANTERA® PRO 3.0/15 393302 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1
Crpanuua 4 u3 6 (Bcero anemeHToB: 58) 123456

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
L3. Certificatul CE Certificat CE 620197 |7 [PANTERA |2 || |% | [biotronik |% | cavaten o] e || - KA}
L3 1¢erticaniGE CetificauiCE(605264, DM000310014 PANTERA® LUX™ 3.0/25 365128 BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 610590
L3, Certificatul CE Certificat CE 704680 DM BALONICATETERDE i
3. 000309916 Ay PANTERA® PRO 1.25/20 393305 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1.3. Certificatul CE Certificat CE 608280 BALON CATETER DE
" Gl @ et ioioee DM000309920 e e PANTERA® PRO 1.5/20 393306 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
3. Certiicatul CE Certifcat CE 606285 DM000309940 BALONIGATETERDE PANTERA® PRO 3.5/30 393320 Elveti BIOTRONIK AG CAVATEH M SR.L Rg04-000161 09-07-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 DILATARE PTCA ) vetia o 9
) BALON CATETER DE i, )
Crpanmua 1 v 2 (Bcero anewentos: 17) (€3 11 2 € DM000310010 e e PANTERA® LUX 2.5/30 365124 Elvetia BIOTRONIK AG CAVATEH M S.R.L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309931 gl PANTERA® PRO 3.0/10 393295 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309944 Al PANTERA® PRO 4.0/25 393316 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309943 D ATETER DE PANTERA® PRO 4.0/20 393311 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309918 gLy PANTERA® PRO 1.5/10 393292 Elvetia BIOTRONIK AG CAVATEH M SR L. Rg04-000161 09-07-2021
BALON CATETER DE )
DM000309937 D T PANTERA® PRO 3.5/15 393303 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1
Crpanuua 5 13 6 (Bcero anemeHToB: 58) 123 45¢6

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... ‘
L3iCerticatiliE CerlificatiGE(608283) Denumire X . @ Model Nr. catalog Producatorul
1.3, Certificatul CE Certificat CE 608221
L3. Certificatul CE Certificat CE 620197 |7 [PANTERA |2 || |% | [biotronik |% | cavaten o] e || - KA}
L3 1¢erticaniGE CetificauiCE(605264, DM000309913 PANTERA® PRO 1.25/6 393289 BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1.3, Certificatul CE Certificat CE 610590
b } BALON CATETER DE )
1.3, Certificatul CE Certificat CE 704680 DM000309919 Ay PANTERA® PRO 15/15 393299 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1.3, Certificatul CE Certificat CE 608280 BALON CATETER DE
" e e C D DM000309945 D ARE pra PANTERA® PRO 4.0/30 393321 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1.3, Certificatul CE Certificat CE 608285 BALON CATETER DE
DM00031002 PANTERA® LUX™ 4.0/30 365139 Elveti BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
1.2. Declaratia de conformitate CE Declaratie de Conformitate CE 1 Sl DILATARE PTCA ol B g vetia 2 9
BALON CATETER DE )
Crpanmua 1 v 2 (Bcero anewentos: 17) (€3 11 2 € DM000309924 e e PANTERA® PRO 2.0/25 393312 Elvetia BIOTRONIK AG CAVATEH M SR.L. Rg04-000161 09-07-2021
BALON CATETER DE ., ) i -
DM000310018 gl PANTERA® LUX 3.5/20 365132 Elvetia BIOTRONIK AG CAVATEH MSRL. Rg04-000161 09-07-2021
BALON CATETER DE . ) i .
DM000310024 Al PANTERA® LUX™ 4.0/25 365138 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
DM000309915 D ATETER DE PANTERA® PRO 1.25/15 393298 Elvetia BIOTRONIK AG CAVATEH MSR.L. Rg04-000161 09-07-2021
CrpaHuua 6 13 6 (Bcero anemeHToB: 58) 123456

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


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