
Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care delin marcajul CE

C5tre Agenlia Medicamentului 9i Dispozitive Medicale

DECL R'TIE PE PROPRIE R-SPUNDERE

Solicitant: "Life MED" SRL, cu sediul mun. Chigindu, Republica Moldova

str. Tudor Strigc6,3O,declar pe proprie r5spundere, cunosc6nd prevederile art.

g52L, Codul Penal al R.epublicii Moldova cu privire la falsul in declaralii, cd

documentele 9i datele furnizate pentru notificarea dispozitivului medical:

1) Cardioverter-defibrilator Implantabil Rivacor

Sunt autentice 9i corespund realitelii.

MNumele, prenumele gi functia
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Anexd nr

Cdtre
Agenfia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale

nr.SLdin 2l septembrie 2023

Solicitantul ,,Life Med" SRL , cu sediul mun. Chisindu, Republica Moldova
str. Tudor Stri;cd, 30, tel.lfax: 060807745, e-mail vlas.iol@lifeped.m4 ,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmdtoarelor
categorii gi tipuri de dispozitive medicale pentru introducerea qi punerea la
dispozilie pe pia!6 a:

1) Cardioverter-defibrilator Implantabil Rivacor;

Se anexea 25, urmdtoarele acte :

DC 23 08 0123 RN 016 in numar de 3 pagini, MDR G70 010275 0544 Rev. 00 in
numar de 4 pagini, Quality Management System G12 01OZZJ_JH*S€X. 09 innumarde4pagini, 
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(secomp,e,.#33:l;:i:;:iJ,ltfffi ;T,;ffitff l?:,jM"*,
Comentarii cu privire la acceptul/refuzul
receplion6rii notificirii, inclusiv motivul
refuzului
Data/nr. de ordine atribuit notific[riide cdtre
Agenlie (in cazul acceptdrii recep{iondrii)
Numele, prenumele, funcfia persoanei
responsabile de receptionarea dosarului
Semndtura persoanei responsabile
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BIOTRONIK SE & Co. KG . Postfach 470255 .12311 Bertin

TO WHOM IT MAY CONCERN
BIOTRONIK SE & Co. KG

Tel +49 (0) 30 68905-0
Fax +49 (0) 30 68905-1965
www.biotronik.com

crs / 2022_492
wWw.biotronik.com

Berlin, 1, Dezember 2022

Tender Ne 1663342 194O03

Letter of Authorization
Agentia Medicamentului 9i Dispozitivelor Medicale or. Chigindu, str. Korolenko
2lL, MD-2O28

We, BIOTRONIK SE & Co. KG, Woermannkehre 1, 12359 Berlin, Germany, a manufacturer
of implantable cardiac pacemakers, implantable cardioverters / defibrillators and products
for the electrophysiology, having plants in Germany, hereby permit "LhFE MED', s.R.L.,
str. Doctor Tudor Strigci, 3O, mun. ChisinEu, Republica Moldova, related to the
tender N91663342194003, to sell on its own behalf and on its own account all the products
manufactured by us throughout the Republic of Moldova and therefore confirm that it can
negotiate and conclude respective contracts on its own behalf and on its own account with
regard to such products.

We hereby confirm that the guarantee related to our products also extends to the company
LIFE MED S.R.L..

Furthermore, we hereby authorize LIFE MED S.R.L. to record in registers, notify, renew or
modify the registration of medical products (implantable cardiac pacemakers, implantable
cardioverters/defibrillators, implantable cardiac monitors, ablation and diagnostic
catheters, peel-away introducers) with the competent health authorities in the territory of
the Republic of Moldova. In case of a products registration in the name of LIFE MED S.R.L.,
we reserve the right to transfer the product registration to our name and/or make changes
to the registration at any time as we deem necessary.

This Letter of Authorization is valid until 31st December 2|J29.

BIOTRONIK SE & Co. KG (LIFE MED)

fu#.dU*kr
p.p. Udo Tegtmeyer
Vice President CENEMEA
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W":,im
Katrin Mayr-Baxmann
Senior Legal Counsel

BIOTRONIK SE & Co. KG

Woermannkehre 1

12359 Berlin

Steuer-Nr. : 30/005/75408

USt.-ldent Nr.: DE135651322

Tel +49 (0) 30 68905-0

Fax +49 (0) 30 6844060

info@biotronik.com

www.biotronik.com

Geschiiftsf Uhrende Direktoren :

Dr. Alexander Uhl (Vorsitzender)

SteDhan Schulz-Gohritz

Kommanditgesellschaft:

HRA 6501 B, AG Berlin-Charlottenburg

KomplementArin: BIOTRONIK MT SE

HRB 118866 B, AG Berlin-Charlottenburg
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CE Declaration of Conformity
No.:23 08 0123 RN 016

We hereby declare that our products

Products: Implantable Cardiovefter / Defibrillators
Model: See Attachment
Risk-Class: III
SRN Number: DE-MF-0AA005049

are in conformance with the Technical Documentation according to Annex IX, Chapter II, of the Regulation
(EU) 2017/745 (MDR) for which the EU Technical Documentation Assessment Certificate

Certlfrcate No.: G7O 010275 0544 Rev. 0O

Intended purpose: See Attachment

0123
Valid from: Februarv 09. 2023

has been issued.

To these products our certified Quality Management System according to Annex IX, Chapters I and III, of
the Regulation (EU) 2017/745 (MDR) is applied. For this QM-system the certificate

No.: G12 010275 Rev, $$

.Notified Bsdy; IU,Y,5.[J.Q, Produ_qt Service GmbH. RjdLe"fftral3e_65, 80339 lvlutlihr"F3nffi
EEC No"; 0123
Valid from: lune 28. 2023

has been issued.

These products are also in conformance with the technical documentation according to Annex II, Module A
of the Directive2}t4/53lEC (RED, ol L 153/52).

These products meet the provisions of the Regulation (EU) 20L7/745 (MDR) of the European
Parfiamentand of the Council of 5 April 2017 and 20I4/53/EC of the European Parliamentand of the
Council of 16, April 2014 which apply to them,

Any subsequent revisions or renewed versions of the QM-Certificate are applicable to this declaration.
This declaration is made under the full and sole resoonsibilitv of Ehe manufacturer
BIOTRONIK SE & Co. KG.

BIOTRONIK SE & Co. KG
Woermannkehre 1

12359 Berlin, Germany

Director Reg ul atory Affai rs
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Attachment to
Declaration of ConformitY No.: 23

#& nlorRolllll(
exceltence for tife

0B 0123 RN 016

I. Products

Model

Acticor 7 VR-T
Rivacor 7 VR-T
Rivacor 5 VR-T
Rivacor 3 VR-T
Acticor 7 VR-T DX
Rivacor 7 VR-T DX
Rivacor 5 VR-T DX
Acticor 7 DR-T
Rivacor 7 DR-T
Rivacor 5 DR-T
Rivacor 3 DR-T

Acticor 7 HF-T
Rivacor 7 HF-T
Rivacor 5 HF-T
Rivacor 3 HF-T
Acticor 7 HF-T QP
Rivacor 7 HF-T QP
Rivacor 5 HF-T QP
Rivacor 3 HF-T QP

Basic UDI-DI

40354798UDI00053Q7

4o35479BUDI00o55Qt

[[. Intended purpose

Acticor, Rivacor are implantable cardioverter-defibrillators (ICDs: VR-T, VR-T DX and DR-T) and

cardiac resynchronization therapy defibrillators (CRT-Ds: HF-T and HF-T QP).

An ICD/CRT-D is part of an implantable System comprising an implantable ICD/CRT-D and leads.

The primary function of the ICD System is the ability, first, to sense and record the intrinsic heaft
rhythm/rate and, second, to provide antitachycardia pacing by electrical pulses of low energy or a

shock by electrical pulses of high energy, as well as to provide pacing by electrical pulses of low

energy to ensure a stable heart rate or to support the intrinsic heart rate. CRT Systems share all

meniioned functions and in addition provide permanent sensing and pacing of the left ventricle'
The Implantation of an ICD/CRT-D is a symptomatic therapy with the following objectives:

. Sensing and recording the heart rhythm and automatically detecting cardiac arrest (ICDs and

CRT-Ds).
. Termination of ventricular fibrillation (VF) or ventricular tachycardia (W) through shock

delivery(ICDs and CRT-Ds),
. Termination of ventricular tachycardia (W) through antitachycardia pacing (ATP) (ICDs and

CRT-Ds).
. Compensation of bradycardia through ventricular or AV sequential pacing (ICDs and CRT-Ds).
. Cardiac resynchronizaiion through;ultisite ventricular pacing (CRT-Ds, e'9., biventricular pacing).

rLIFE 
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Attachment to
€EF EIOTRO]iIIK

excellence for life

Declaration of Conformity No.: 23 0B OL23 RN 016

III. Apptied

Art.3.1a Safety

Health

EMCArt,3.1b

Art. 3.2

IV. Common Specifications

Not applicable

standards acc. to directive 2O14 /53/EV (RED)

ISO 14708-1:2014
ISO 14708-6:2010

EN 52479:2010

EN 301 489-1
EN 301 489-27
EN 301 489-31

EN 301 839
EN 302 195

V2,2.Ot2Ol7-O3
v2"2.12At9-04
Y2.2.1:20L9-04

V2,1.1:2015-04
V2.1.1:2016-06
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EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 20171745 on Medical Devices, Annex lX Chapters I and lll
(lmplantable Class llb Devices and Class lll Devices)

No. G12 010275 0533 Rev. 09

Manufacturer: BIOTRONIK SE & Co. KG
Woermannkehre 1

12359 Berlin
GERMANY

SRN Manufacturer - DE-MF-000005049

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer nas
established, documented and implemented a quality management system as described in
Article 10 (9) of the Regulation (EU) 20171745 on medicaldevices. Details on device categories
covered by the quality management system are described on the following page(s).
The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried out
according to Annex lX Chapter I and lll of this regulation with a positive result.
The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH.
In order to place the devices on the market with CE-marking, an EU Technical Documentation
Assessment Certificate pursuant to Annex lX chapter ll is necessary in addition to this EU Quality
Man_agement System Certificate. All applicable requirements of the testing and certification regulation
of TUV SUD Group have to be complied with. For details and certificate validity see:
vwvw.tuvsud.com/ps-cert?q=cert:G1 2 01 0275 0533 Rev. 09

Report No.:

Preceding Certificate No.:

Valid from:
Valid until:

Date of Initial lssuance:

fssue date: 2023-06-28

713277927

G12010275 0533 Rev. 0B

2023-06-28
2024-09-16

2019-09-17

C,9,\-.
Christoph Dicks
Head of Certification/Notified Body

Page 1 of4
TUV SUD Product Service GmbH is Notifled Body with identification no.0123
TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65 . 80339 Munich . Germany

Product Service

(LIFE MED)
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EU Quality Management System Certificate (MDR)
Pursuantto Regulation (EU) 20171745 on Medical Devices, Annex lX Chapters I and lll
(lmplantable Class tlb Devices and Ctass lll Devices)

No. Gl2010275 0533 Rev.09

Classification:
Devlce Group:

lntended Purpose:

Classification:
Device Group:

lntended Purpose:

Glassification:
Device Group:
Intended Purpose:

Classification:
Device Group:
Intended Purpose:

Classification:
Device Group:
Intended Purpose:

Classification:
Device Group:
Intended Purpose:

Glassification:
Device Group:
lntended Purpose:

Classification:
Device Group:
Intended Purpose:

Glassification:
Device Group:
Intended Purpose:

Class lll
JO19OO2 - IMPLANTABLE CARDIAC DEVICES PROGRAMMERS
AND ACCESSORIES

Class lll
JO1O792 - ACTIVE IMPLANTABLE CARDIAC DEVICES REMOTE
MONITORING SYSTEMS - MEDICAL DEVICE SOFTWARE

Class lll
JO1O5O1 - IMPLANTABLE SINGLE CHAMBER DEFIBRILLATORS

Class lll
JO1O5O2 - IMPLANTABLE DUAL CHAMBER DEFIBRILLATORS

Class lll
JO1O5O3 - IMPLANTABLE TRIPLE CHAMBER DEFIBRILLATORS

Class lll
JO1O101 - IMPLANTABLE SINGLE CHAMBER PACEMAKERS

Class lll
JO1O103 - IMPLANTABLE DUAL CHAMBER PACEMAKERS

Class lll
JO,1O104 - IMPLANTABLE TRIPLE CHAMBER PACEMAKERS

Class lll
JO19OO1 - PERMANENT CARDIAC

Page 2 of 4

TUv suD Product service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH . Certification Body. RidlerstraBe 65.80339 Munich. Germany

Qrtre MEDr
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EU Quality Management System Certificate (MDR)
Pursuantto Regulation (EU) 20171745 on Medical Devices, Annex lX Chapters land lll
(lmplantable Class llb Devices and Class lll Devices)

No. G12010275 0533 Rev.09

Classification:
Device Group:

lntended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:
Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classiflcatlon:
Device Group:
Intended Purpose:

Classification:
Device Group:
Intended Purpose:

The validity of this certificate
depends on conditions and/or
is limited to the following:

Class lll
JO1O78O - ACTIVE IMPLANTABLE CARDIAC DEVICES REMOTE
MONITORING SYSTEMS - HARDWARE ACCESSORIES

Class lll
JO1O2O1 - IMPLANTABLE DIAGNOSTIC ARRHYTHMIAS
RECORDING CARDIAC DEVICES

Class lll
JO1O28O - CARDIAC DIAGNOSTIC DEVICES - ACCESSORIES

Class lll
JO19OO3 - ACTIVE.IMPLANTABLE CARDIAC SYSTEMS
MAGNETISED DEVICES

Class lll
JOlOlBO - IMPLANTABLE PACEMAKERS - ACCESSORIES

Class lll
JOlO5BO - IMPLANTABLE DEFIBRILLATORS - ACCESSORIES

none

Page 3 of 4

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH . Certification Body. RidlerstraBe 65.80339 Munich . Germany

<LIFE MEDD
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Product Service
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Revision History:

Rev. Dated Report
00 20'19-09-',t7 713165832
01 2019-10-02 713165832
02 2021-03-08 713195077
03 2021-10-20 713216862
04 2022-02-08 713221748 I 713220923 I

713220916
05 2022-08-19 7't3228701
06 2022-08-31 713228701
07 2023-03-09 713267863

08 2023-04-21 713267858

09 2023-06-28 713277927

Description

:
Supplemented: Device(s)/group of
device(s) added
Supplemented: Device(s)/group of
device(s) added
Supplemented: Device(s)/group of
device(s) added

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 20171745 on Medical Devices, Annex lX Chapters I and lll
(lmplantable Class llb Devices and Class lll Devices)

No. G12010275 0533 Rev.09

<LIFE MED)

k;;...4

Page 4 of 4

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH. Certification Bodv. RidlerstraRe 65.80339 Munich. Germanv
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EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 20171745 on Medical Devices, Annex lX Chapter ll
(lmplantable Class llb Devices and Class lll Devices)

No. G70 010275 0544 Rev. 00

Manufacturer: BIOTRONIK SE & Go. KG
Woermannkehre 1

12359 Berlin
GERMANY

DE-MF-000005049SRN Manufacturer:

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has drawn
up and presented a Technical Documentation according to Annex ll and lll of the Regulation (EU)
20171745 on medical devices. Details on devices covered by the Technical Documentation are
described on the following page(s). The Report referenced below summarises the result of the
assessment and includes reference to relevant CS, harmonized standards and test reports. The
technical documentation assessment included an assessment of the clinical evaluation assessment.
The conformity assessment has been carried out according to Annex lX chapter ll of this regulation
with a positive result.
Changes to the approved device, where such changes could affect the safety and performance of the
device or the conditions prescribed for use of the device, shall require approval from the notified body
TUV SUD Product Service GmbH. In order to place the devices on the market with CE-marking, an
EU Quality Management System Certificate pursuant to Annex lX chapters I and lll is necessary in
addition to this EU Technical Documentation Assessment Certificate. All applicable requirements of
the testing and certification regulation of TUV SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G70 010275 0544 Rev. 00

Report No.:

Valid from:
Valid until:

lssue date: 2023-02-09

c.g,\-,
Christoph Dicks
Head of Certification/Notified Body

713229736

2023-02-09
2028-02-08

Page 1 of4
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH . Certification Body. RidlerstraBe 65.80339 Munich . Germany

dIFE MEDr
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EU Technical Documentation Assessment Gertificate (MDR)
Pursuant to Regulation (EU) 20171745 on Medical Devices, Annex lX Chapter ll
(lmplantable Class llb Devices and Class lll Devices)

No. G70 010275 0544 Rev. 00

Classification:
Device Group:
Basic UDI-DI:
Intended Purpose:

Device(s):

Page 2 of 4

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

TUV SUD Product Service GmbH . Certification Body. RidlerstraRe 65.80339 Munich. Germany

ill
JO1O5O1 - IMPLANTABLE SINGLE CHAMBER DEFIBRILLATORS
40354798UDt0005307
Acticor, Rivacor are implantable card ioverter-defibrillators (l CDs:
VR-T, VR-T DX and DR-T) and cardiac resynchronization therapy
defibrillators (CRT-Ds: HF-T and HF-T OP).
An ICD/CRT-D is part of an implantable system comprising an
implantable ICD/CRT-D and leads. The primary function of the ICD
system is the ability, first, to sense and record the intrinsic heaft
rhythm/rate and, second, to provide antitachycardia pacing by
electrical pulses of low energy or a shock by electrical pulses of
high energy, as well as to provide pacing by electrical pulses of
low energy to ensure a stable heart rate or to support the intrinsic
heart rate. CRT systems share all mentioned functions and in
addition provide permanent sensing and pacing of the left
ventricle.
The implantation of an ICD/CRT-D is a symptomatic therapy with
the following objectives:
. Sensing and recording the heart rhythm and automatically
detecting cardiac arrest (lCDs and CRT-Ds).
. Termination of ventricular fibrillation (VF) or ventricular
tachycardia (W) through shock delivery(lCDs and CRT-Ds).
. Termination of ventricular tachycardia (VT) through
antitachycardia pacing (ATP) (lCDs and CRT-Ds).
. Compensation of bradycardia through ventricular or AV
sequential pacing (lCDs and CRT-Ds).
. Cardiac resynchronization through multisite ventricular pacing
(CRT-Ds, e.9., biventricular pacing).

Acticor 7 VR-T
Rivacor 7 VR-T
Rivacor 5 VR-T
Rivacor 3 VR-T
Acticor 7 VR-T DX
Rivacor 7 VR-T DX
Rivacor 5 VR-T DX

(LIFE MED,,

.fut.r..t4
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EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 20171745 on Medical Devices, Annex lX Chapter ll
(lmplantable Class llb Devices and Class lll Devices)

No. G70 010275 0544 Rev. 00

Classification:
Device Group:
Basic UDI-Dl:
Intended Purpose:

ill
JO1O5O2 - IMPLANTABLE DUAL CHAMBER DEFIBRILLATORS
40354798UDt00053Q7
Acticor, Rivacor are implantable card ioverter-defibrillators (l CDs:
VR-T, VR-T DX and DR-T)and cardiac resynchronization therapy
defibrillators (CRT-Ds: HF-T and HF-T OP).
An ICD/CRT-D is part of an implantable system comprising an
implantable ICD/CRT-D and leads. The primary function of the ICD
system is the ability, first, to sense and record the intrinsic heart
rhythm/rate and, second, to provide antitachycardia pacing by
electrical pulses of low energy or a shock by electrical pulses of
high energy, as well as to provide pacing by electrical pulses of
low energy to ensure a stable heart rate or to support the intrinsic
heart rate. CRT systems share all mentioned functions and in
addition provide permanent sensing and pacing of the left
ventricle.
The implantatron of an ICD/CRT-D is a symptomatic therapy with
the following objectives:
. Sensing and recording the heart rhythm and automatically
detecting cardiac arrest (lCDs and CRT-Ds).
. Termination of ventricular fibrillation (VF) or ventricular
tachycardia (W) through shock delivery(lCDs and CRT-Ds).
. Termination of ventricular tachycardia (VT) through
antitachycardia pacing (ATP) (lCDs and CRT-Ds).
. Compensation of bradycardia through ventricular or AV
sequential pacing (lCDs and CRT-Ds).
. Cardiac resynchronization through multisite ventricular pacing
(CRT-Ds, e.9., biventricular pacing).
Acticor 7 DR-T
Rivacor 7 DR-T
Rivacor 5 DR-T
Rivacor 3 DR-T

Device(s):

Page 3 of 4

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH . Certification Body . RidlerstraRe 65 . 80339 Munich . Germany
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EU Technical Documentation Assessment Gertificate (MDR)
Pursuant to Regulation (EU) 20171745 on Medical Devices, Annex lX Chapter ll
(lmplantable Class llb Devices and Class lll Devices)

No. G70 010275 0544 Rev. 00

Classification:
Device Group:
Basic UDI-Dl:
Intended Purpose:

ill
JO1O5O3 - IMPLANTABLE TRIPLE CHAMBER DEFIBRILLATORS
40354798UDt00065QE
Acticor, Rivacor are implantable cardioverter-defibril lators (l CDs:
VR-T, VR-T DX and DR-T) and cardiac resynchronization therapy
defibrillators (CRT-Ds: HF-T and HF-T OP).
An ICD/CRT-D is part of an implantable system comprising an
implantable ICD/CRT-D and leads. The primary function of the ICD
system is the ability, first, to sense and record the intrinsic heart
rhythm/rate and, second, to provide antitachycardia pacing by
electrical pulses of low energy or a shock by electrical pulses of
high energy, as well as to provide pacing by electrical pulses of
low energy to ensure a stable heart rate or to support the intrinsic
heart rate. CRT systems share all mentioned functions and in
addition provide permanent sensing and pacing of the left
ventricle.
The implantation of an ICD/CRT-D is a symptomatic therapy with
the following objectives:
. Sensing and recording the heart rhythm and automatically
detecting cardiac arrest (lCDs and CRT-Ds).
. Termination of ventricular fibrillation (VF) or ventricular
tachycardia (VT) through shock delivery(lCDs and CRT-Ds).
. Termination of ventricular tachycardia (W) through
antitachycardia pacing (ATP) (lCDs and CRT-Ds).
. Compensation of bradycardia through ventricular or AV
sequential pacing (lCDs and CRT-Ds).
. Cardiac resynchronization through multisite ventricular pacing
(CRT-Ds, e.9., biventricular pacing).
Acticor 7 HF-T
Rivacor 7 HF-T
Rivacor 5 HF-T
Rivacor 3 HF-T
Acticor 7 HF-T QP
Rivacor 7 HF-T QP
Rivacor 5 HF-T QP
Rivacor 3 HF-T QP

Device(s):

The validity of this certificate
depends on conditions and/or
is limited to the following:
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH . Certification Body. RidlerstraBe 65.80339 Munich . Germany
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,/: Rrvacor c vx-T 
- 

.ffi|u
n MR conditionaL

4 singLe-chamber ICD

Ordering Information

Modet Connectors Votume/weight Dimensions 0rder
number

Rivacor 3 VR-T DF4 (LLHHI[1x] 30 cm3/75 g 60 mm x 61.5 mm x 10 mm 429574

Product Hightights

BlOshape

Bl0TRONlK Home Monitoring@

ProM Rlll
1l For combination of MR conditional
devrcps oleasp.ce rhp P.oMR MR

conditional device systems" manual

ShockRed uct

MorphMatch

Automatic threshotd monitoring

ffiffi BIOTRONIK
e xcell.ence ferr lif*



Rivacor 3
Technical Data

VR-T Pecing parameters

WIR, WI;VOOI OFF

Pulse ampltude lRVl 05. Io25l {0. 1051 .6.0.75v
Putse w dlh 0.4r 0.5 ... 10.251 . 1.5 ms

Capture control OFF ATM

30 . {51 .. 100 1101.160bpm

Therepy and monitoring zones

Bdpdr 

-

0FFr,5 . {-5J

l0 . l5l .. r00... tr0l

13...128 130.. l3l .

16).. 2A0 ..17) ..214

W] OFFi t00r 102; 103..
136; r40... l3J..146
222bpm

14...115 118 .t21 12
.. l4l . .162: 167:171. 176

Night rate 0FFr30...151.100bpm

std., TWsr vFs

OFF: l20i 122... 131.. 128: 130... t3l. 136: 140 .. 131.. tt t.. ltl . tdz:
1 6L 171 | 1? 6... 161... 2A0... 1,7) ... 21r,, 222 bpn

vF oFFi i50...141 ... ttz tg,firltt-.1t1-1m...171 .-zw.
222 ...19]' . .21+At2506om

Ventricutar arrhythmia detection and redetection
VT derection cflteria lnteruat; 0nset Slab t[y, MorphMatch, Suslained VT

program ONi OFFi AUTO

alion dale llor AUT0I

lun€tions

Recording episodes For SVT

Recording episodes For nsT

tion counter W2

Detectroncouflerwl 10..{2J...100
Peflodrc recording

{,1 Home Mon lor ns 0FFl
I20 180 days

2 ( 56 mrn lFar-t,eld, RVI

Redeiectron counter W2 r0.. t2t 40

6 our of 8: 8 our ol 12 10 oul ot 14 t2 our ot j6. t6 olr ot 20:
l8 out of 24i 20 out ol 26. 22 our ot 30 2t out ot 30. 30 our ot t0

Lengthllpfehstory F,xed 30s,5slwhenonselwastuti[edo.arindlcedepisodesj
Physi€at parametersDeleclion counter VF

, progremm ng nead
Redetectron counter VF 6 out of 8: B olr ot 12. 10 oul ot t4 12 oul ot 16. t6 oul ot 20i

18 olt ot 24, 20 out of 26i 22 out ol 30. 24 our of 30

]FFt/t...l4l..32o/a
years

OFF r8 . [4]... *48 msand r8... (4i .. I 48 o/o

Morphlvlatch Monito.ing,0N
'RV:2 5V/0.4 ms,40 bpm,500 0r RV 150/o pecing
2max. energyshocks/year; Home lvlonitoring 0N
ldaily lransmissionl; dragnost cs, 0NMorphMatch lhreshold Sld.i Lowr Hioh

t"

Tachycardia therapy lVTl/VT2 zonel D lfefenl tesls lor lmpedance Sensing Pac nq lhreshotd. DFT IEPE/ATPI
conducRelrogradel on. Rap d venlncutar pacingOFF 1 ... l| . r0

Program sets
Bursl, Ramp

Standa.d programi Prog.amConsulti Indivrdual proqram (1-3,
Number S1 1 .. ti... t5

Inlerroqaled proqram: Sale Drooram
R S1 inte.val 70.. l5l .85 88 90;950/o

Tachycardia therapy IVF zonel

Mlnlm!m ATP interval Bl0TR0NlK Home Monitorinq@
ATP type IATP one Sholl OFF : Eurst: Ramo

Shbilq.db"r,
Transmrtted dale Delection and therapy countersi Slatisticsi Leao measuremenr vaLuesi

Beltery and svstem stal!s: ICD orooram Daramelers

Number Sl Message types

R-S1 Intervat l5l ... B5i B8 90i 95 % I rend message Triggered eutomaiicalty once every 24 houE
Euunl a"ra"g"Cardioversions/def ibrittation therapy

Number ol shocks Fo.VT 2ones: oFF l; 2i 6 or B

For VF zone 6 or 8

Tesl message Irrggered men!ally via prog.ammer

Programmer settings

Coniirmarion Iin VTl, VT2. VFI OFF ON

PolantylnWl.W2.VFl No.mal ) alternalrnq ,or therao/ ep,sodes OFF. ON

Wavelorm tn Wl W2 VFI EGM for monito. ng ep sodeg OFF, ON

parh I n Wl. VT2 VFI RV)C:n.SVC RV) ) SVC Home Monitoring-supported loLLow-up

hnergy oi lsl shock oFF, 2.. t21...20 .(51 ..40.J Remole Scheduling

Ene.gy ol 2nd shock oFF 4 . l2l ... 20 ... l5l ... 40 J
HM Ioltow-up ntervals/atignmenl ndrvid!aLLy prog.ammable firsl date and r€petition ntervals verying

from 20-366 days; Atiqnment with a specific day of the week:
Post-shock mode W if permanent. WIIRJ, OFF

Post-shock durat on OFFr l0 s: min l0 min

0nly working days or no day atignment

lr€rsrilreddara oeriod.clEcf,l,RalehrstogramlVl,Devrceseningserosratislcs

****',o,n"'",r.,"t.".uu.0t t.ad"u',"ffi

## nlorRoNtK

-shock pulse amptil!de

O

N

O Bl0TR0NlK SE & Co. KG

Att rights reseryed.
Specifications are subject to modifi
cation, revision and improvement.

B|OIRONlK SE & Co. KG

Woermannkehre l
12359 Bertin / Germany
www. brot ro nik.com excell"*nce fon life



'4 Rivacor 3 DR-T7l e-!

4. MR conditih M R cond itiona L

ry duaL-chamber ICD

Ordering Information

Modet Connectors Votume/weight Dimensions 0rder
number

Rivacor 3 DR-T DF4 (LLHHI [1x], lS-1 {1x) 32 cm3l77 g 60 mm x 66.5 mm x 10 mm 129573

Product HighLights

Bl0shape

Bl0TR0NlK Home Monitoring@

Heart Faiture Monitor

ProMRlrl
1l For combination of MR conditionai
devrces, ptease see the "ProMRi lr/R

conditionatdevice systems manual

ShockRed uct

SMART

MorphMatch

Automatic threshotd monitoring
IRA, RVI

#ru({,/F&' 
MAO

#ffi BIOTRONIK
*xcellenr* for life



Rivacor 3 DR-T
TechnicaI Data

Pacing parameters

AV-dynrc
AVdelayafterpacrngand sensrnq 15.r0... l5]...350ms
Sense compensation 0FFr -5 ... l-5) ... '120 ms

AV hysteresis mode 0FF; Posilive; Negative; lRSptus

Therapy and monitoring zones AV hysteresis mode I Rsplusl /00 ms lf xedl

Bradycardia 30.. l5l... 100.. [10]... 160 bpm
AVscan/repetitive{Positive} 0FF;0N

AT/AF 100... 110)...250 bpm
tJpper rate 90...1101... 170 bpm

VTI 0FFr 100; 102. 103.. {21.. 115:',]18... 12)... 122..
130 ... {31 ... 136; 140 ... l3) ... 146 .,. l4) ,., 162;167
176... 16)... 200.. 17)... 214; 222 bpn

AlnaI upper rate OFF; 175r 2001 240 bpm
l3l... r28
171: Mode sw rchrng (Mode) VDt, VDIR; DDt, DD|R

lnleryenrronrate Ofr,120 l10l:ffi
oFFt 1201 122... (31 ... 128: 130... 13) ... 136

140 ... (3) ... 1 46... lL)... 162; 167 | 171 :

176... 16l... 200... 171... 214i 222 bln

Change of basic rate during MS OFF; + +30 bpm

Post mode switching rate OFF; +5... [51... +50 bpm

0FF; 150 ... l1!l ...162;167i 1?11 176 ...161 ...200... (71 ... 214
222 ... 19]r ... 240; 250 bpm

Post mode switching duration 1 ... {11 ... 30 min

Ventricutar arrhythmia detection and redetection

0nset criteflon/
Resotution criterion

3... [1]... B out oi 8

VT detectron cr ter a nterva[; SMART detectioni 0nsetr Stabilityr
MorphMatch lif SMART: 0FFlr Sustained VT

AUTO; 175 ... l25l ... 600 ms

PMT detection/termination 0FFr 0N
Detection counter VT1 10... t2t... 100

Sensrng IRV)
Detection counter VT2 r0 .. l2l . 80

Std. I TWSr VFS

Sensing lAl Std OFF 
-

Redetection counter VTl r0 . t2l.. 50
Sensor AcceLer0 meler

Redetection counter VT2 r0... t2t.. /0 MRI program 0N: OFFr AUTO
Detection counter VF 6 out of 8t I out oi 12; l0 out of 14; 12 out of 16; 16 out ol 20

18 out of 24; 20 out of 26i 22 out of 30:24 out of 30i
30 out of 40

Adjustabte to today s date + l4 daysExprration date {for AUT0I

Diagnostic functions

Redetection counter VF 6 out ol B;8 out of 12; 10 out of 14; 12 out of 16i 1 6 out of 20
1B out of 24; 20 out ol 26i 22 out of 30i 24 out of 30

Recordrng episodes For AT/AF 0FF;0N

Recording eprsodes For SVT OFF. ON

lf sMART = 0 FF: 0FF; 4 ...lr.l ...32 "k
lf SMART = 0N:4 ... l4l ...32 %

Recording episodes For nsT 0FF: 0N 1.220mslr 0N

Periodic recording OFF: 30... l30l... 1201 180 days

lil Home Monitoring: OFFI

jEGIV Hotler 3 " 56 mrn lFar,|etd, A and RVI

Stabrl ty If SMART = OFF: OFFi
tB . 14J... ilBmsandtB . lll...r{80/"
ll SMART = 0N, i B.. l4l .. + 48 %

Length ot p.ehrstory Frxed:30 st 5 s lwhen onset fulirtled or ar rnouceo
eprsodeslr 1 mrn for AT/AF eprsode rf Advanced 0N was
progra mmed

Mo.phMalch 0FF: i\y'onrtorino: 0N
Morphf4arch rh.esho[d Std.; Lowr H gh

Sustained VT 0FFi L.. {l)...3,5. 10... {l0l ...30 mrn PhysicaI parameters

OFF. ON Telemeiry RF, programm ng head

Tachycardia therapy lVTl /VT2 zonel llaterial Tita n iu m

SMART detectron

Attempts 0FF: 1 ... lll...10
1 2.52 years'

RA, RV: 2.5V/0.4 ms,60 bpm, 500 Q; RV: 15 %, RA: 50 %
pacing; 2 max. energy shocks/yeari Home Monitoring:
0N ldaily transmlssionl: diagnosticsr 0N

Battery 3.2 V

Longev iy

Number S1 1 ... t1l... 1s

R S1 rnteryal 70... 151 ... 85; B8r 90 95 o/o

ATP optimization OFF: ON Tests
N.4rnim!m ATP rntervaL 200 ms lfixedJ Drflerenl tests lcr 1 pedal F. Se"s q. Pac 1q lreshord. Dl- tDt/ATPl,

Retroqrade conduct on, Rapid ventricurarTachycardia therapy IVF zone)
Program setsATP type IATP 0ne Shot] 0FF i Burst: Ramp

Stab Irty cfltenon 12 % lfixed] Prog ra m s Standard program; Programconsutt; Indiv duaI program
l1 -3, individuaLLy programmable); First inierrogated
programi safe program

Number S1 1 ... t1t... 15

R-S1 interual 70 ... l5J ... 85; 88: 90: 95 o/o

Cardioversions/def ibrittation therapy

Number of shocks For VT zones:0FF; 1; 2; 6 or B

For VF zone: 6 or B

Bl0TR0NlK Home Monitorinq@

lransm tted data AF d aqno\l cs. Hed.l Fa .Lrp Volr'0. oragnostrcs.
Deteclton and lherapy countersi Stattsilcsi
Lead measurement vaLuesi Battery and system status;
ICD program paramelers

Confirmation lin VTl. VT2. VFI OFF ON

Potariry lin VT1, VT2, VF) Normat; Reversed; Normat ) aLlernatLng

Waveform lrn VT1. VT2. VFI Brphasrc: Brphas c 2

Shock path lin VT I. VT2. VF) RV ) Can+SVCr nV ) Cun RV > SVC Message types

Energy of lsl shock oFFt 2... t21... 20... tSl... /0.J Trend message Triggered automat catty once every 24 hours

0FFr 4... [2]...20... l5)...40.J
Event message

Energy of 2nd shock Trggered automatrcally after certain cardiac events

Post-shock mode Wl: DDI:VDl
Tp<r maqcrna T,.rggered manuaily via programmer

Programmer settings
Post'shock putse ampLrtude 7.5 V IRV, RA]

Home Monllonng OFF:0N
Post-shock duration 0FF; 10 s; 30 s; 1 min: 2 mini 5 min; 10 mrn

IEGM for therapy episodes OFFJ ONPacing parameters

DDDR; DDIR: W R; AAIR;000; DDD; DD : W: AA: V00r

VDDRr VDIRr VDD; VDI; 0FF

IEGM for monilonng episodes OFF: ON

0ngorng atflal eprsode 0FF:6 hr 12 h: 18 h

Pulse:mplilude {A, RVJ 0.5 ... 10.251 ... 4.0 ... {0.51 ... 6.0: 7.5 V Home Monitoring-supported f ottow-up
Putse width (A, RV) 0.4:0.5... 10.251... 1.5 ms Remote ScheduIrng EnabIe; D]sabte

Capture contfol IA, RVI OFF: ATM

Basic rate 30... l5l... 100... {101... 160 bpm

HM fottow up rntervaLs/at gnment Ind vrdualty programmabte t rst date and repetition Interyats
vary ng trom 20-366 days; ALrgnment with a specifrc day of
the weekt 0n[y workrng days or no day altgnment

Transmitted data Perrodrc IEGM; Rale histoqram {Vl:

Rate hysteresis 0FF; -5... I 5l ... .25... I 20)... -65 bpm

Scan/Repetrtrve

Night rate
Dev ce settinqs and stat stics

0FFr 30... {5)... 100 bpm hnrcat manual of the device f0r iurther techntcaI tnformat 0n

#ffi BIOTRONIK
No

C)
O Bl0TR0NlK SE & Co KG

AIL rights reserved.
Specifications are sublect to modifi-
cation, revrsion and improvement.

Bl0TR0NlK SE & Co. KG

Woermannkehre 1

1 2359 Bertin / Germany
www.biotronik.com
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