
Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: BIOTRONIK AG
Ackerstrasse 6
8180 Bülach
Switzerland

Holds Certificate No: MDSAP 688646

Facility ID Number: F000099

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure; Brasil - RDC ANVISA n. 16/2013, RDC ANVISA n.
23/2012, RDC ANVISA n. 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to D

 
Design, development, manufacture, and distribution of the following sterile devices: PTCA
balloon catheters, PTA balloon catheters, drugreleasing PTCA balloon catheters, drug-releasing
PTA balloon catheters, coronary stents and stent systems, peripheral stents and stent systems,
drugeluting coronary stents and stent systems, coronary guidewires, peripheral guidewires,
drug-eluting resorbable coronary scaffolds and scaffold systems.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2018-10-11 Effective Date: 2021-10-11 Expiry Date: 2024-10-10

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+688646&ReIssueDate=11%2f10%2f2021&Template=inc


 

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 608280

Issued To: BIOTRONIK AG
Ackerstrasse 6
8180 Bülach
Switzerland

First Issued: 2014-04-01 Date: 2019-10-30 Expiry Date: 2024-05-26

Page 1 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 608280
Issued To: BIOTRONIK AG

Ackerstrasse 6
8180 Bülach
Switzerland

In respect of:

Design and manufacture of PTCA balloon catheters, PTA balloon catheters, drug-releasing
PTCA balloon catheters, drug-releasing PTA balloon catheters, coronary stent systems,
peripheral vascular stent systems, drug-eluting coronary stent systems, drug-eluting
resorbable coronary scaffold systems, coronary guidewires and peripheral guidewires

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2014-04-01 Date: 2019-10-30 Expiry Date: 2024-05-26

Page 1 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



 

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 608280

Issued To: BIOTRONIK AG
Ackerstrasse 6
8180 Bülach
Switzerland

First Issued: 2014-04-01 Date: 2019-10-30 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Number Device Name Intended purpose per IFU
Class III
--- Magmaris Sirolimus-Eluting Resorbable

Coronary Magnesium Scaffold System
See CE 608221

PRO-Kinetic Energy Coronary Stent System See CE 608282

Pantera LEO Fast-Exchange PTCA catheter See CE 608283

Orsiro Sirolimus-Eluting Coronary Stent System See CE 608284

Pantera Lux Paclitaxel releasing PTCA Balloon
Catheter

See CE 608285

PK Papyrus Covered Coronary Stent System See CE 608286

Synsiro Sirolimus-Eluting Coronary Stent System See CE 608289

Passeo-18 Lux Paclitaxel releasing PTA Balloon
Catheter

See CE 610590

Cruiser and Cruiser Hydro coronary and
peripheral artery guidewires

See CE 619676

Pantera Pro Coronary Dilatation Catheter See CE 620197

Orsiro Mission Sirolimus Eluting Coronary Stent
System

See CE 704680

Synsiro Pro Sirolimus Eluting Coronary Stent
System

See CE 708283



 

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 608280

Issued To: BIOTRONIK AG
Ackerstrasse 6
8180 Bülach
Switzerland

First Issued: 2014-04-01 Date: 2019-10-30 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Number Device Name Intended purpose per IFU
Class IIb
47932 Self-expanding NiTi

peripheral stents
For use in patients with atherosclerotic disease of the iliac arteries and for the
treatment of insufficient results after percutaneous transluminal angioplasty
(PTA), e.g. residual stenosis and dissection.

For use in patients with atherosclerotic disease of the femoral and
infrapopliteal arteries and for the treatment of insufficient results after
percutaneous transluminal angioplasty (PTA), e.g residual stenosis and
dissection.

For use in patients with atherosclerotic disease of the superficial femoral,
proximal popliteal and infrapopliteal arteries and for the treatment of
insufficient results after percutaneous transluminal angioplasty (PTA), e.g.
residual stenosis and dissection.



 

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 608280

Issued To: BIOTRONIK AG
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Switzerland
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Number Device Name Intended purpose per IFU
Class IIb
47932 Balloon-expandable

Cobalt Chromium
peripheral stents

To improve sub-optimal angiographic results (≥ 50% residual stenosis) and/or
flow-limiting dissections after PTA of atherosclerotic lesions in the
infrapopliteal arteries.

44279 Iliac artery stents For the treatment of de novo or restenotic atherosclerotic lesions in iliac
arteries.

45852 Renal artery stents For improving arterial luminal diameter in patients with clinical symptoms
attributable to atherosclerotic stenosis of the renal arteries.

Class IIa

MD 0106 PTA balloon
catheters

---



EC-Declaration of Conform ity

DOC No.

Manufacturer

09-05-01

Biotronik AG
Ackerstrasse 6
8180 Bulach
Switzerland

Product Category:

Product Name:

Class:

Conform ity Assessment Route :

Scope:

lssue: 19

Authorised Representative. BIOTRONIK SE & Co. KG
Woermannkehre 1

12359 Berlin
Germany

PTA balloon catheter

Passeo-1 8 Peripheral Dilatation Catheter

lla, according to Council Directive 93l42lEEC, Annex lX, rule 6

Council Directive 93l42lEEC, Annex ll, Section 3

144 different variants. See list on next pages

€9 BIOTRONIK
rxr:ili{iriia.r l0r iif r:

We hereby declare that the above-mentioned products meet the provisions of Council Directive 93l42\EEC
for medical devices. All supporting documentation is retained under the premises of the manufacturer.

To these products our approved Full Quality Assurance System according to Annex ll of the Directive
93l42lEEC is applied. For this Quality Assurance System the following certificate has been issued:

Date of first CE-marking 08.sEP.2006

Place, Date of issue: Bulach, 21.MAY.2021

Signature

z
Marcel r, Ph.D
Senior Director Regulatory Affairs & Post Market Surveillance

A11 REG 151647 EN 05

Certificate Number:

Notified Body:

EEC No:

cE 608280

BSI Group The Netherlands B.V

2797

26.MAY.2024Expi date:

Based on 406 TMP 1 10093 EN 07 K I Page 1 of5 
|



€* BIOTRONIK
i.)il.ili!.r:iri ir irl iii t'

Scope of DoC No. 09-05-01

Pos Designation
Catalogue

number
(REF)

Balloon
diameter

Imml

Balloon
length [mm]

Usable length
lcml

1 Passeo-18 2l20l9o 366098 2.0 20 90

2 Passeo-18 2.5120190 357451 2.5 20 90

3 Passeo-18 3120190 357452 3.0 20 90

4 Passeo-18 3.5120190 357453 3.5 20 90

5 Passeo-18 4120190 357454 4.0 20 90

6 Passeo-18 5120190 357455 5.0 20 90

7 Passeo-18 6120190 357456 6.0 20 90

I Passeo-18 7120190 357457 7.0 20 90

I Passeo-18 2l4ol90 366099 2.0 40 90

10 Passeo-18 2.5140190 357458 2.5 40 90

11 Passeo-18 3l40l9o 357459 3.0 40 90

12 Passeo-18 3.5l4Ol9O 35746Q 3.5 40 90

13 Passeo-18 4l40l9j 357461 4.0 40 90

14 Passeo-18 5140190 357462 5.0 40 90

15 Passeo-18 6/40/90 357463 6.0 40 90

16 Passeo-18 7140190 357464 7.0 40 90

17 Passeo-18 2/60/90 3661 00 2.0 60 90

18 Passeo-18 2.5160190 3661 01 2.5 60 90

19 Passeo-18 3/60/90 3661 02 3.0 60 90

20 Passeo-18 3.5/60/90 3661 03 3.5 60 90

21 Passeo-18 4160190 357465 4.0 60 90

22 Passeo-18 5/60/90 357466 5.0 60 90

23 Passeo-18 6/60/90 357467 6.0 60 90

24 Passeo-18 7160190 357468 7.0 60 90

25 Passeo-18 2180190 3661 04 2.0 80 90

26 Passeo-18 2.5180190 357469 2.5 80 90

27 Passeo-18 3/80/90 357470 3.0 80 90

28 Passeo-18 3.5/80/90 357471 3.5 80 90

29 Passeo-18 4/80/90 357472 4.O 80 90

30 Passeo-18 5/80/90 357473 5.0 80 90

31 Passeo-18 6/80/90 357474 6.0 80 90

32 Passeo-18 7180190 357475 7.0 80 90

33 Passeo-18 21120190 3661 05 2.0 120 90

34 Passeo-18 2.51120190 357476 2.5 120 90

35 Passeo-18 31120190 357477 3.0 120 90

36 Passeo-18 3.51120190 357478 3.5 120 90

37 Passeo-18 41120190 357479 4.0 120 90

38 Passeo-18 51120190 357480 5.0 120 90

39 Passeo-18 61120190 357481 6.0 120 90

40 Passeo-18 71120190 357482 7.0 120 90

41 Passeo-18 21150190 3661 06 2.0 150 90

42 Passeo-18 2.51150/90 3661 07 2.5 150 90

43 Passeo-18 3/150/90 3661 08 3.0 150 90

EC-Declaration of Conformity lPage2ofSl A11 REG 151647 EN 05



€9 elorRoNlK
ilxci,ilL\ ircl i,ir ir l{l

Pos. Designation
Catalogue
number
(REF)

Balloon
diameter

fmml

Balloon
length [mml

Usable length
lcml

44 Passeo-18 3.5/150/90 3661 09 3.5 150 90
45 Passeo-18 41150/90 3661 1 0 4.0 150 90
46 Passeo-18 5/150/90 3661 1 1 5.0 150 90
47 Passeo-18 6/150/90 366112 6.0 150 90
48 Passeo-18 71150190 3661 1 3 7.0 150 90
49 Passeo-18 21170190 366114 2.0 170 90
50 Passeo-18 2.51170190 357483 2.5 170 90
51 Passeo-18 3117Ol9O 357484 3.0 170 90
52 Passeo-18 3.51170190 357485 3.5 170 90
53 Passeo-18 41170190 376272 4.0 170 90
54 Passeo-'18 51170190 376273 5.0 170 90
55 Passeo-18 6117Ol9O 376274 6.0 170 90
56 Passeo-18 71170190 376275 7.0 170 90
57 Passeo-18 21200190 376276 2.0 200 90
58 Passeo-18 2.51200190 376277 2.5 200 90
59 Passeo-18 31200190 376278 3.0 200 90
60 Passeo-18 3.5/200/90 376279 3.5 200 90
61 Passeo-18 41200190 376280 4.0 200 90
62 Passeo-18 51200190 376281 5.0 200 90
63 Passeo-18 61200190 376282 6.0 200 90
64 Passeo-18 71200190 376283 7.0 200 90
65 Passeo-18 2l22Ol9O 376284 2.0 220 90
66 Passeo-18 2.51220190 376285 2.5 220 90
67 Passeo-18 31220190 376286 3.0 220 90
68 Passeo-18 3.51220190 376287 3.5 220 90
69 Passeo-18 41220190 376288 4.0 220 90
70 Passeo-18 51220190 376289 5.0 220 90
71 Passeo-18 61220190 376290 6.0 220 90
72 Passeo-18 71220190 376291 7.0 220 90
73 Passeo-18 2.51201130 357486 2.5 20 130
74 Passeo-18 31201130 357487 3.0 20 130
75 Passeo-18 3.51201130 357488 3.5 20 130
76 Passeo-18 41201130 357489 4.0 20 130
77 Passeo-18 51201130 357490 5.0 20 130
78 Passeo-18 61201130 3661 16 6.0 20 130
79 Passeo-18 71201130 366117 7.0 20 130
80 Passeo-18 2.51401130 357491 2.5 40 130
81 Passeo-18 31401130 357492 3.0 40 130
82 Passeo-18 3.51401130 357493 3.5 40 130
83 Passeo-18 41401130 357494 4.0 40 130
84 Passeo-18 51401130 357495 5.0 40 130
85 Passeo-18 61401130 357496 6.0 40 130
86 Passeo-18 71401130 357497 7.O 40 130
87 Passeo-18 2.51601130 3661 20 2.5 60 130
88 Passeo-18 3/60/130 366121 3.0 60 130

EC-Declaration of Conform ity lPage3of5l 411 REG 151647 EN 05
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Pos Designation
Gatalogue

number
(REF}

Balloon
diameter

lmml

Balloon
length [mm]

Usable length
lcml

89 Passeo-18 3.5/60/130 366122 3.5 60 130

90 Passeo-18 41601130 357498 4.0 60 130

91 Passeo-18 5/60/130 357499 5.0 60 130

92 Passeo-18 6/60/130 357500 6.0 60 130

93 Passeo-18 71601130 357501 7.0 60 130

94 Passeo-18 2.51801130 357502 2.5 80 130

95 Passeo-18 3.0/80/130 357503 3.0 80 130

96 Passeo-18 3.5/80/130 357504 3.5 80 130

97 Passeo-18 41801130 357505 4.0 80 130

98 Passeo-'18 5/80/130 357506 5.0 80 130

99 Passeo-18 6/80/130 366124 6.0 80 130

100 Passeo-18 71801130 3661 25 7.0 80 130

101 Passeo-18 2.511201130 357507 2.5 120 130

102 Passeo-18 311201130 357508 3.0 120 130

103 Passeo-18 3.511201130 357509 3.5 120 130

104 Passeo-18 411201130 35751 0 4.0 120 130

105 Passeo-18 511201130 357511 5.0 120 130

106 Passeo-18 611201130 366127 6.0 120 130

107 Passeo-18 711201130 366128 7.0 120 130

108 Passeo-1 8 2.51150/130 3661 30 2.5 150 130

109 Passeo-18 3/150/130 3661 31 3.0 150 130

110 Passeo-'18 3.5/150/130 366132 3.5 150 130

111 Passeo-18 41150/130 3661 33 4.0 150 130

112 Passeo-18 5/150/130 3661 34 5.0 150 130

113 Passeo-18 611501130 3661 35 6.0 150 130

114 Passeo-18 711501130 3661 36 7.0 150 130

115 Passeo-18 2.511701130 357512 2.5 170 130

116 Passeo-18 311701130 35751 3 3.0 170 130

117 Passeo-18 3.5/1701130 357514 3.5 170 130

118 Passeo-18 411701130 376292 4.Q 170 130

119 Passeo-18 5/1701130 376293 5.0 170 130

120 Passeo-18 611701130 376294 6.0 170 130

121 Passeo-18 711701130 376295 7.0 170 130

122 Passeo-18 2.512001130 376297 2.5 200 130

123 Passeo-18 312001130 376298 3.0 200 130

124 Passeo-18 3.5/200/130 376299 3.5 200 130

125 Passeo-18 412001130 376300 4.0 200 130

126 Passeo-18 512001130 376301 5.0 200 130

127 Passeo-18 612001130 376302 6.0 200 130

128 Passeo-18 712001130 376303 7.0 200 130

129 Passeo-18 2.512201130 376305 2.5 220 130

130 Passeo-18 312201130 376306 3.0 220 130

131 Passeo-18 3.512201130 376307 3.5 220 130

132 Passeo-18 412201130 376308 4.O 220 130

EC-Declaration of Conformity lPage4of5l Al 1 REG 151647 EN 05
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t.rii-i.,jir..r it jLri tiiij

Pos. Designation
Catalogue

number
(REF)

Balloon
diameter

lmml

Balloon
length [mm]

Usable length
lcml

133 Passeo-18 512201130 376309 5.0 220 130
134 Passeo-18 612201130 37631 0 6.0 220 130
135 Passeo-18 712201130 37631 1 7.0 220 130
'136 Passeo-18 21201150 3661 1 5 2.0 20 150
137 Passeo-18 21401150 3661 1 8 2.O 40 150
138 Passeo-18 21601150 3661 19 2.0 60 150
139 Passeo-18 21801150 3661 23 2.0 80 150
140 Passeo-18 211201150 3661 26 2.0 120 150
141 Passeo-18 211501150 366129 2.0 150 150
142 Passeo-18 211701150 3661 37 2.0 170 150
143 Passeo-18 212001150 376296 2.0 200 150
144 Passeo-18 212201150 376304 2.0 220 150

Ghange History

Check version index is up to date prior to use

Version of SAP
Document

Main changes from previous release to current release

01
Transfer to new template TMPI 1 1387. Replaces "Passeo-18_DOC_060901_issue14"

New issue due to transfer of Notified Body to BSI Group The Netherlands B.V.

o2
Corrected to TMP 1 10093, corrected CE 608280 expiry date to 2019-AUG-3'1 and addition
of sterilizer (Sterimed).

03
New issue initiated by an update of the EC Full Quality Assurance System Certificate, hav-
ing a new expiry date

o4
Addition of Passeo-1871401130 with mat. Nr. 357497 This size is initially validated and part
of the product scope but was mistakenly deleted from the table (Pos. 86 was missing in ver.
03)

05 Designation of Authorised (EU) Representative. Addition of name and address

EC-Declaration of Conformity lPage5of5l A1 1 REG 151647 EN 05



EC-Declaration of Conformity ~ BIOTRONIK 
e.<cellr::ncc for tile 

DOC No. 15-02-02 Issue: 10 
Manufacturer: Biotronik AG Authorised Representative: BIOTRONIK SE & Co. KG 

Ackerstrasse 6 Woermannkehre 1 
8180 Bulach 12359 Berlin 
Switzerland Germany 

Product Category: PTCA balloon catheter 

Product Name: Pantera Pro Coronary Dilatation Catheter 

Class: Ill, according to Council Directive 93/42/EEC, Annex IX, rule 6 

Conformity Assessment Route: Council Directive 93/42/EEC, Annex II, Section 3 and 4 

Scope: 33 different variants. See list on next pages 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 93/42/EEC 
for medical devices. All supporting documentation is retained under the premises of the manufacturer. 

For these products the following EC-Design Examination Certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

CE 620197 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System, the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

Signature: 

~A 
Marcel Schafer, Ph.D. 

CE 608280 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

30.JAN.2015 

Bulach, 21.MAY.2021 

Senior Director Regulatory Affairs and Post Market Surveillance 

A11 REG 147074 EN 06 

Based on A06 TMP 111387 EN 07 K I Page 1 of 31 



Scope of DoC No. 15-02-02 

Pos. Designation Catalogue number Nominal Bal- Nominal Bal- Usable length 
(REF) loon0 loon length [cm] 

rmm] [mm] 

1 Pantera Pro 1.25/6 393289 1.25 6 140 

2 Pantera Pro 1.5/6 393290 1.5 6 140 

3 Pantera Pro 1.25/10 393291 1.25 10 140 

4 Pantera Pro 1.5/10 393292 1.5 10 140 

5 Pantera Pro 2.0/10 393293 2.0 10 140 

6 Pantera Pro 2.5/10 393294 2.5 10 140 

7 Pantera Pro 3.0/10 393295 3.0 10 140 

8 Pantera Pro 3.5/10 393296 3.5 10 140 

9 Pantera Pro 4.0/10 393297 4.0 10 140 

10 Pantera Pro 1.25/15 393298 1.25 15 140 

11 Pantera Pro 1.5/15 393299 1.5 15 140 

12 Pantera Pro 2.0/15 393300 2.0 15 140 

13 Pantera Pro 2.5/15 393301 2.5 15 140 

14 Pantera Pro 3.0/15 393302 3.0 15 140 

15 Pantera Pro 3.5/15 393303 3.5 15 140 

16 Pantera Pro 4.0/15 393304 4.0 15 140 

17 Pantera Pro 1 .25/20 393305 1.25 20 140 

18 Pantera Pro 1.5/20 393306 1.5 20 140 

19 Pantera Pro 2.0/20 393307 2.0 20 140 

20 Pantera Pro 2.5/20 393308 2.5 20 140 

21 Pantera Pro 3.0/20 393309 3.0 20 140 

22 Pantera Pro 3.5/20 393310 3.5 20 140 

23 Pantera Pro 4.0/20 393311 4.0 20 140 

24 Pantera Pro 2.0/25 393312 2.0 25 140 

25 Pantera Pro 2.5/25 393313 2.5 25 140 

26 Pantera Pro 3.0/25 393314 3.0 25 140 

27 Pantera Pro 3.5/25 393315 3.5 25 140 

28 Pantera Pro 4.0/25 393316 4.0 25 140 

29 Pantera Pro 2.0/30 393317 2.0 30 140 

30 Pantera Pro 2.5/30 393318 2.5 30 140 

31 Pantera Pro 3.0/30 393319 3.0 30 140 

32 Pantera Pro 3.5/30 393320 3.5 30 140 

33 Pantera Pro 4.0/30 393321 4.0 30 140 

EC-Declaration of Conformity I Page 2 of 31 A11 REG 147074 EN 06 



~ BIOTRONIK 
,,xc2l!cncc for lift· 

Change History 

Version of SAP Document Main changes from previous release to current release 

New document using current template. Replaces "Pantera 

01 Pro_DOC_ 15_02_02_Issue4_REC142883_EN_01 ". 

New issue of EC Design -Examination Certificate. 

02 New issue due to transfer of Notified Body to BSI Group The Netherlands B.V. 

03 New issue due to sterilizer addition 

04 
Declaration of Conformity updated with the new expiry date of the EC Full Quality 
Assurance System Certificate 

05 
Declaration of Conformity updated with the new expiry date of the EC Design -
Examination Certificate and using current template 

06 Designation of Authorised (EU) Representative. Addition of name and address. 

EC-Declaration of Conformity I Page 3 of 31 A11 REG 147074 EN 06 



EC-Declaration of Conformity ~ BIOTRONIK 
excellence for Uc 

10-01-01 Issue: 11 DOC No. 
Manufacturer: Biotronik AG 

Ackerstrasse 6 
8180 Bulach 
Switzerland 

Authorised Representative: BIOTRONIK SE & Co. KG 
Woermannkehre 1 

Product Category: 

Product Name: 

Class: 

Conformity Assessment Route: 

Scope: 

12359 Berlin 
Germany 

PTCA balloon catheter 

Pantera LEO Fast-Exchange PTCA Catheter 

Ill, according to Council Directive 93/42/EEC, Annex IX, rule 6 

Council Directive 93/42/EEC, Annex II, Section 3 and 4 

55 different variants. See list on next pages 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the 
manufacturer. 

For these products the following EC-Design Examination Certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

CE 608283 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System, the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

Signature: 

.4~ 
Marcel Schafer, Ph.D. 

CE 608280 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

16.JAN.2010 

Bulach, 21.MAY.2021 

Senior Director Regulatory Affairs and Post Market Surveillance 

A11 REG 151459 EN 05 

Based on A06 TMP 111387 EN 07 K I Page 1 of 31 



~; BIOTRONIK 
CXC() l.:!f'(C lor 1,1,, 

Scope of DoC No. 10-01-01 

Pos. Designation Catalogue number Balloon diameter Balloon length 
(REF) [mm] [mm] 

1 Pantera LEO 2.0/8 366991 2.0 8 

2 Pantera LEO 2.25/8 366992 2.25 8 

3 Pantera LEO 2.5/8 366993 2.5 8 

4 Pantera LEO 2.75/8 366994 2.75 8 

5 Pantera LEO 3.0/8 366995 3.0 8 

6 Pantera LEO 3.25/8 366996 3.25 8 

7 Pantera LEO 3.5/8 366997 3.5 8 

8 Pantera LEO 3.75/8 366998 3.75 8 

9 Pantera LEO 4.0/8 366999 4.0 8 

10 Pantera LEO 4.5/8 367000 4.5 8 

11 Pantera LEO 5.0/8 367001 5.0 8 

12 Pantera LEO 2.0/12 367002 2.0 12 

13 Pantera LEO 2.25/12 367003 2.25 12 

14 Pantera LEO 2.5/12 367004 2.5 12 

15 Pantera LEO 2. 75/12 367005 2.75 12 

16 Pantera LEO 3.0/12 367006 3.0 12 

17 Pantera LEO 3.25/12 367007 3.25 12 

18 Pantera LEO 3.5/12 367008 3.5 12 

19 Pantera LEO 3. 75/12 367009 3.75 12 

20 Pantera LEO 4.0/12 367010 4.0 12 

21 Pantera LEO 4.5/12 367011 4.5 12 

22 Pantera LEO 5.0/12 367012 5.0 12 

23 Pantera LEO 2.0/15 367013 2.0 15 

24 Pantera LEO 2.25/15 367014 2.25 15 

25 Pantera LEO 2.5/15 367015 2.5 15 

26 Pantera LEO 2. 75/15 367016 2.75 15 

27 Pantera LEO 3.0/15 367017 3.0 15 

28 Pantera LEO 3.25/15 367018 3.25 15 

29 Pantera LEO 3.5/15 367019 3.5 15 

30 Pantera LEO 3. 75/15 367020 3.75 15 

31 Pantera LEO 4.0/15 367021 4.0 15 

32 Pantera LEO 4.5/15 367022 4.5 15 

33 Pantera LEO 5.0/15 367023 5.0 15 

EC-Declaration of Conformity I Page 2 of 31 A11 REG 151459 EN 05 



Q~ BIOTRONIK 
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Pos. Designation Catalogue number Balloon diameter Balloon length 
(REF) [mm] [mm] 

34 Pantera LEO 2.0/20 367024 2.0 20 

35 Pantera LEO 2.25/20 367025 2.25 20 

36 Pantera LEO 2.5/20 367026 2.5 20 

37 Pantera LEO 2. 75/20 367027 2.75 20 

38 Pantera LEO 3.0/20 367028 3.0 20 

39 Pantera LEO 3.25/20 367029 3.25 20 

40 Pantera LEO 3.5/20 367030 3.5 20 

41 Pantera LEO 3. 75/20 367031 3.75 20 
42 Pantera LEO 4.0/20 367032 4.0 20 
43 Pantera LEO 4.5/20 367033 4.5 20 
44 Pantera LEO 5.0/20 367034 5.0 20 

45 Pantera LEO 2.0/30 367035 2.0 30 

46 Pantera LEO 2.25/30 367036 2.25 30 

47 Pantera LEO 2.5/30 367037 2.5 30 

48 Pantera LEO 2. 75/30 367038 2.75 30 

49 Pantera LEO 3.0/30 367039 3.0 30 

50 Pantera LEO 3.25/30 367040 3.25 30 

51 Pantera LEO 3.5/30 367041 3.5 30 

52 Pantera LEO 3. 75/30 367042 3.75 30 

53 Pantera LEO 4.0/30 367043 4.0 30 

54 Pantera LEO 4.5/30 367044 4.5 30 

55 Pantera LEO 5.0/30 367045 5.0 30 

Change History 

Version of SAP Main changes from previous release to current release 
Document 

01 
New document using current template. Replaces "Pantera LEO 10-01-01 Issue 6" . 

New issue due to transfer of Notified Body to BSI Group The Netherlands B.V. 

02 New issue due to sterilizer addition 

03 Declaration of Conformity updated with the new expiry date of the EC Full Quality Assur-
ance System Certificate 

04 Declaration of Conformity updated with the new expiry date of the EC Design -
Examination Certificate and using current template 

05 Designation of Authorised (EU) Representative. Addition of name and address. 
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EC-Declaration of Conformity ~ BIOTRONIK 

DOC No. 11-02-01 Issue: 18 
Manufacturer: Biotronik AG 

Ackerstrasse 6 
8180 Bulach 

Authorised Representative: BIOTRONIK SE & Co. KG 
Woermannkehre 1 
12359 Berlin 

Switzerland Germany 

Product Category: Drug-eluting stents for vascular intervention 

Product Name: Orsiro Sirolimus Eluting Coronary Stent System 

Class: Ill, according to Council Directive 93/42/EEC, Annex IX, rule 
8 and 13 

Conformity Assessment Route: Council Directive 93/42/EEC, Annex II, Section 3 and 4 

Scope: 54 different variants. See list on next pages 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 93/42/EEC 
for medical devices. All supporting documentation is retained under the premises of the manufacturer. 

For these products the following EC-Design Examination Certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

CE 608284 

BSI Group The Netherlands B.V. 

2797 

26.May.2024 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System, the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

SA~ 
Marcel Schafer, Ph.D. 

CE 608280 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

25.FEB.2011 

Bulach, 21.MAY.2021 

Senior Director Regulatory Affairs and Post Market Surveillance 

A11 REG 151631 EN 07 

Based on A06 TMP 111387 EN 07 K I Page 1 of 31 



Q~ BIOTRONIK 
c:xcellcnc2 for !ifc 

Scope of DoC No. 11-02-01 

Pos. Designation Catalogue number Stent diameter Stent length Nominal Total 
(REF) [mm] [mm] Drug Load TDL 

rual 
1 Orsiro 2.25/9 364469 2.25 9 55 

2 Orsiro 2.5/9 364470 2.5 9 55 

3 Orsiro 2.75/9 364471 2.75 9 55 

4 Orsiro 3.0/9 364472 3.0 9 55 

5 Orsiro 3.5/9 364473 3.5 9 70 

6 Orsiro 4.0/9 364474 4.0 9 70 

7 Orsiro 2.25/13 364475 2.25 13 80 

8 Orsiro 2.5/13 364476 2.5 13 80 

9 Orsiro 2.75/13 364477 2.75 13 80 

10 Orsiro 3.0/13 364478 3.0 13 80 

11 Orsiro 3.5/13 364479 3.5 13 95 

12 Orsiro 4.0/13 364480 4.0 13 95 

13 Orsiro 2.25/15 364481 2.25 15 93 

14 Orsiro 2.5/15 364482 2.5 15 93 

15 Orsiro 2.75/15 364483 2.75 15 93 

16 Orsiro 3.0/15 364484 3.0 15 93 

17 Orsiro 3.5/15 364485 3.5 15 113 

18 Orsiro 4.0/15 364486 4.0 15 113 

19 Orsiro 2.25/18 364487 2.25 18 109 

20 Orsiro 2.5/18 364488 2.5 18 109 

21 Orsiro 2.75/18 364489 2.75 18 109 

22 Orsiro 3.0/18 364490 3.0 18 109 

23 Orsiro 3.5/18 364491 3.5 18 131 

24 Orsiro 4.0/18 364492 4.0 18 131 

25 Orsiro 2.25/22 364499 2.25 22 134 

26 Orsiro 2.5/22 364500 2.5 22 134 

27 Orsiro 2.75/22 364501 2.75 22 134 

28 Orsiro 3.0/22 364502 3.0 22 134 

29 Orsiro 3.5/22 364503 3.5 22 162 

30 Orsiro 4.0/22 364504 4.0 22 162 

31 Orsiro 2.25/26 364505 2.25 26 159 

32 Orsiro 2.5/26 364506 2.5 26 159 

33 Orsiro 2.75/26 364507 2.75 26 159 

34 Orsiro 3.0/26 364508 3.0 26 159 

35 Orsiro 3.5/26 364509 3.5 26 193 

36 Orsiro 4.0/26 364510 4.0 26 193 

37 Orsiro 2.25/30 364511 2.25 30 184 

38 Orsiro 2.5/30 364512 2.5 30 184 

39 Orsiro 2.75/30 364513 2.75 30 184 

40 Orsiro 3.0/30 364514 3.0 30 184 

41 Orsiro 3.5/30 364515 3.5 30 224 

42 Orsiro 4.0/30 364516 4.0 30 224 

43 Orsiro 2.25/35 391234 2.25 35 213 
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~ BIOTRONIK 
excellence for· life• 

44 Orsiro 2.5/35 391235 2.5 35 213 
45 Orsiro 2.75/35 391236 2.75 35 213 

46 Orsiro 3.0/35 391237 3.0 35 213 

47 Orsiro 3.5/35 391018 3.5 35 261 

48 Orsiro 4.0/35 391019 4.0 35 261 

49 Orsiro 2.25/40 391238 2.25 40 247 

50 Orsiro 2.5/40 391239 2.5 40 247 

51 Orsiro 2.75/40 391240 2.75 40 247 

52 Orsiro 3.0/40 391241 3.0 40 247 

53 Orsiro 3.5/40 391020 3.5 40 298 

54 Orsiro 4.0/40 391021 4.0 40 298 

Change History 

Check version index is up to date prior to use. 

Version of SAP Main changes from previous release to current release 
Document 

01 Transfer from previous template to new template TMP 111387. New issue due to transfer of 
Notified Body to BSI Group The Netherlands B.V. 

02 New issue due to sterilizer addition 

03 Revised for the introduction of the electronic IFU in compliance with regulation 207/2012. 

04 Declaration of Conformity updated with the new expiry date of the EC Full Quality Assur-
ance System Certificate 

05 Implementation of the recertification 

06 New issue due to changes affecting Sirolimus at supplier Biocon Limited (heavy metals in 
specification; test methods for particle size and residual solvent; and re-test period). 

07 Designation of Authorised (EU) Representative. Addition of name and address. 
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EC-Declaration of Conformity w BIOTRONIK 
excellence for Lie 

15-08-28 Issue: 5 DOC No. 

Manufacturer: Biotronik AG 
Ackerstrasse 6 
8180 Bulach 
Switzerland 

Authorised Representative: BIOTRONIK SE & Co. KG 
Woermannkehre 1 

Product Category: 

Product Name: 

Class: 

Conformity Assessment Route: 

Scope: 

12359 Berlin 
Germany 

Peripheral vascular stent system 

Astron peripheral self-expanding Nitinol stent system 

llb, according to Council Directive 93/42/EEC, Annex IX, rule 8 

Council Directive 93/42/EEC, Annex II, Section 3 

27 different variants. See list on next page. 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the man
ufacturer. 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

Signature: 

fl~ 
Marcel Schafer, Ph.D. 

CE 608280 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

28.AUG.2015 

Bulach, 21.MAY.2021 

Senior Director Regulatory Affairs and Post Market Surveillance 

A11 REG 151636 EN 03 

Based on A06 TMP 110093 EN 07 K I Page 1 of 21 



1.nr,, BIOTRONIK .... 

Scope of DoC No. 15-08-28 

Pos. Designation Catalogue number Stent diameter Stent length Usable length 
(REF) [mm] [mm] [cm] 

1 Astron 7/30/70 343773 7 30 70 

2 Astron 7/40/70 343774 7 40 70 

3 Astron 7/60/70 343775 7 60 70 

4 Astron 7 /80/70 343776 7 80 70 

5 Astron 8/30/70 343777 8 30 70 

6 Astron 8/40/70 343778 8 40 70 

7 Astron 8/60/70 343779 8 60 70 

8 Astron 8/80/70 343780 8 80 70 

9 Astron 9/30/70 343781 9 30 70 

10 Astron 9/40/70 343782 9 40 70 

11 Astron 9/60/70 343783 9 60 70 

12 Astron 9/80/70 343784 9 80 70 

13 Astron 7 /30/120 343785 7 30 120 

14 Astron 7/40/120 343786 7 40 120 

15 Astron 7/60/120 343787 7 60 120 

16 Astron 7/80/120 343788 7 80 120 

17 Astron 8/30/120 343789 8 30 120 

18 Astron 8/40/120 343790 8 40 120 

19 Astron 8/60/120 343791 8 60 120 

20 Astron 8/80/120 343792 8 80 120 

21 Astron 9/30/120 343793 9 30 120 

22 Astron 9/40/120 343794 9 40 120 

23 Astron 9/60/120 343795 9 60 120 

24 Astron 9/80/120 343796 9 80 120 

25 Astron 10/40/70 349214 10 40 70 

26 Astron 10/60/70 349215 10 60 70 

27 Astron 10/80/70 349216 10 80 70 

Change History 

Version of SAP Main changes from previous release to current release 
Document 

01 
New Document using current template. Replaces "Astron DOC 150828 Issue 2". 
Transfer of Notified Body to BSI Group The Netherlands B.V. 

02 
Declaration of Conformity updated with the new expiry date of the EC Full Quality Assur-
ance System Certificate. 

03 Designation of Authorised (EU) Representative. Addition of name and address. 
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EC-Declaration of Conformity ~ BIOTRONIK 
cxcel lcnc,_· for life 

DOC No. 06-11-01 Issue: 11 

Manufacturer: Biotronik AG Authorised Representative: BIOTRONIK SE & Co. KG 
Ackerstrasse 6 
8180 Bulach 
Switzerland 

Woermannkehre 1 
12359 Berlin 
Germany 

Product Category: 

Product Name: 

Class: 

Conformity Assessment Route: 

Scope: 

Peripheral vascular stent system 

Dynamic Renal - Renal Stent System 

I lb, according to Council Directive 93/42/EEC, Annex IX, rule 8 

Council Directive 93/42/EEC, Annex II, Section 3 

24 different variants. See list on next pages 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the man
ufacturer. 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

Signature: 

~~~ 
Marcel Schafer, Ph.D. 

CE 608280 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

1 0.NOV.2006 

Bulach, 21.MAY.2021 

Senior Director Regulatory Affairs and Post Market Surveillance 

A11 REG 151639 EN 03 

Based on A06 TMP 110093 EN 07 K I Page 1 of 21 
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exwllen e for 11! 

Scope of DoC No. 06-11-01 

Pos. Designation Catalogue Stent diameter Stent length Usable 
number [mm] [mm] length 
(REF) [cm] 

1 Dynamic Renal 4.5/12/80 358574 4.5 12 80 
2 Dynamic Renal 5.0/12/80 358575 5.0 12 80 
3 Dynamic Renal 6.0/12/80 358576 6.0 12 80 
4 Dynamic Renal 7.0/12/80 358577 7.0 12 80 
5 Dynamic Renal 4.5/15/80 368707 4.5 15 80 
6 Dynamic Renal 5.0/15/80 368708 5.0 15 80 
7 Dynamic Renal 6.0/15/80 368709 6.0 15 80 
8 Dynamic Renal 7.0/15/80 368710 7.0 15 80 
9 Dynamic Renal 4.5/19/80 358578 4.5 19 80 
10 Dynamic Renal 5.0/19/80 358579 5.0 19 80 
11 Dynamic Renal 6.0/19/80 358580 6.0 19 80 
12 Dynamic Renal 7.0/19/80 358581 7.0 19 80 
13 Dynamic Renal 4.5/12/140 358582 4.5 12 140 
14 Dynamic Renal 5.0/12/140 358583 5.0 12 140 
15 Dynamic Renal 6.0/12/140 358584 6.0 12 140 
16 Dynamic Renal 7.0/12/140 358585 7.0 12 140 
17 Dynamic Renal 4.5/15/140 368711 4.5 15 140 
18 Dynamic Renal 5.0/15/140 368712 5.0 15 140 
19 Dynamic Renal 6.0/15/140 368713 6.0 15 140 
20 Dynamic Renal 7.0/15/140 368714 7.0 15 140 
21 Dynamic Renal 4.5/19/140 358586 4.5 19 140 
22 Dynamic Renal 5.0/19/140 358587 5.0 19 140 
23 Dynamic Renal 6.0/19/140 358588 6.0 19 140 

24 Dynamic Renal 7.0/19/140 358589 7.0 19 140 

Change History 

Version of SAP Main changes from previous release to current release 
Document 

New document using current template. Replaces "Dynamic Renal_DoC_061101 _issue8". 

01 New "Issue" number due to transfer of Notified Body to BSI Group The Netherlands B.V; 
having a new NB number. 

02 
Update to new template revision . 

New issue initiated by an update of the EC Full Quality Assurance System Certificate, hav-
ing a new expiry date. 

03 Designation of Authorised (EU) Representative. Addition of name and address. 
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EC-Declaration of Conformity W BIOTRONIK 
excc·Ucncr for· life 

12-05-01 Issue: 7 DOC No. 
Manufacturer: Biotronik AG 

Ackerstrasse 6 
8180 BOlach 
Switzerland 

Authorised Representative: BIOTRONIK SE & Co. KG 
Woermannkehre 1 

Product Category: 

Product Name: 

Class: 

Conformity Assessment Route: 

Scope: 

12359 Berlin 
Germany 

PTA Balloon Catheter 

Passeo-14 Peripheral Dilatation Catheter 

Ila, according to Council Directive 93/42/EEC, Annex IX, rule 6 

Council Directive 93/42/EEC, Annex II, Section 3 

68 different variants. See list on next page 2 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the man
ufacturer. 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

Signature: 

Marcel Schafer, Ph.D. 

CE 608280 

851 Group The Netherlands B.V. 

2797 

26.MAY.2024 

16.MAY.2012 

Bulach, 21.MAY.2021 

Senior Director Regulatory Affairs & Post Market Surveillance 

A11 REG 151644 EN 04 

Based on A06 TMP 110093 EN 07 K I Page 1 of 3 I 



Q~ BIOTRONIK 
cxcctlenc~; for ti le 

Scope of DoC No. 12-05-01 

Pos. Designation 
Catalogue number Balloon Balleon Usable length 

(REF) diameter [mm] length [mm] [cm] 

1 Passeo-14 1.5/20/120 380271 1.5 20 120 

2 Passeo-14 2/20/120 380272 2.0 20 120 

3 Passeo-14 2. 5/20/90 380273 2.5 20 90 

4 Passeo-14 3/20/90 380274 3.0 20 90 

5 Passeo-14 3.5/20/90 380275 3.5 20 90 

6 Passeo-14 4/20/90 380276 4.0 20 90 

7 Passeo-14 1.5/40/120 380277 1.5 40 120 

8 Passeo-14 2/40/120 380278 2.0 40 120 

9 Passeo-14 2.5/40/90 380279 2.5 40 90 

10 Passeo-14 3/40/90 380280 3.0 40 90 

11 Passeo-14 3.5/40/90 380281 3.5 40 90 

12 Passeo-14 4/ 40/90 380282 4.0 40 90 

13 Passeo-14 1.5/70/120 380283 1.5 70 120 

14 Passeo-14 2/70/120 380284 2.0 70 120 

15 Passeo-14 2.5/70/90 380285 2.5 70 90 

16 Passeo-14 3/70/90 380286 3.0 70 90 

17 Passeo-14 3.5/70/90 380287 3.5 70 90 

18 Passeo-14 4/70/90 380288 4.0 70 90 

19 Passeo-14 2/100/120 380290 2.0 100 120 

20 Passeo-14 2.5/100/90 380291 2.5 100 90 

21 Passeo-14 3/ 1 00/90 380292 3.0 100 90 

22 Passeo-14 3.5/100/90 380293 3.5 100 90 

23 Passeo-14 4/100/90 380294 4.0 100 90 

24 Passeo-14 2/ 140/ 1 20 380296 2.0 140 120 

25 Passeo-14 2.5/140/90 380297 2.5 140 90 

26 Passeo-14 3/140/90 380298 3.0 140 90 

27 Passeo-14 3.5/140/90 380299 3.5 140 90 

28 Passeo-14 4/140/90 380300 4.0 140 90 

29 Passeo-14 2/180/120 380302 2.0 180 120 

30 Passeo-14 2.5/180/90 380303 2.5 180 90 

31 Passeo-14 3/180/90 380304 3.0 180 90 

32 Passeo-14 2/220/120 380308 2.0 220 120 

33 Passeo-14 2. 5/220/90 380309 2.5 220 90 

34 Passeo-14 3/220/90 380310 3.0 220 90 

35 Passeo-14 1.5/20/150 380313 1.5 20 150 

36 Passeo-14 2/20/150 380314 2.0 20 150 

37 Passeo-14 2.5/20/150 380315 2.5 20 150 

38 Passeo-14 3/20/150 380316 3.0 20 150 

39 Passeo-14 3.5/20/150 380317 3.5 20 150 

40 Passeo-14 4/20/150 380318 4.0 20 150 

41 Passeo-14 1.5/40/150 380319 1.5 40 150 

42 Passeo-14 2/40/150 380320 2.0 40 150 

43 Passeo-14 2.5/40/150 380321 2.5 40 150 

44 Passeo-14 3/40/150 380322 3.0 40 150 
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cxcctlence for li ft: 

Pos. Designation 
Catalogue number Balloon Balloon Usable length 

(REF) diameter [mm] length [mm] [cm] 

45 Passeo-14 3.5/40/150 380323 3.5 40 150 

46 Passeo-14 4/40/150 380324 4.0 40 150 

47 Passeo-14 1.5/70/150 380325 1.5 70 150 

48 Passeo-14 2/70/150 380326 2.0 70 150 

49 Passeo-14 2.5/70/150 380327 2.5 70 150 

50 Passeo-14 3/70/1 50 380328 3.0 70 150 

51 Passeo-14 3.5/70/150 380329 3.5 70 150 

52 Passeo-14 4/70/150 380330 4.0 70 150 

53 Passeo-14 2/100/150 380332 2.0 100 150 

54 Passeo-14 2.5/100/150 380333 2.5 100 150 

55 Passeo-14 3/100/150 380334 3.0 100 150 

56 Passeo-14 3.5/100/150 380335 3.5 100 150 

57 Passeo-14 4/100/150 380336 4.0 100 150 

58 Passeo-14 2/140/150 380338 2.0 140 150 

59 Passeo-14 2.5/140/150 380339 2.5 140 150 

60 Passeo-14 3/140/150 380340 3.0 140 150 

61 Passeo-14 3.5/140/150 380341 3.5 140 150 

62 Passeo-14 4/140/150 380342 4.0 140 150 

63 Passeo-14 2/ 1 80/ 1 50 380344 2.0 180 150 

64 Passeo-14 2.5/180/150 380345 2.5 180 150 

65 Passeo-14 3/180/150 380346 3.0 180 150 

66 Passeo-14 2/220/150 380350 2.0 220 150 

67 Passeo-14 2.5/220/150 380351 2.5 220 150 

68 Passeo-14 3/220/150 380352 3.0 220 150 

Change History 

Check version index is up to date prior to use. 

Version of SAP Main changes from previous release to current release 
Document 

01 
Transfer to new template TMP111387. Replaces "Passeo-14_DOC_ 120501_issue3". 
New issue due to transfer of Notified Body to BSI Group The Netherlands B.V. 

02 Corrected to TMP 110093 due to corrected CE 608280 expiry date to 2019-AUG-3, and ad-
dition of a new sterilizer (Sterimed) . 

03 New issue initiated by an update of the EC Full Quality Assurance System Certificate, hav-
ing a new expiry date. 

04 Designation of Authorised (EU) Representative. Addition of name and address. 
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EC-Declaration of Conformity ~ BIOTRONIK 
excellence for l ife 

DOC No. 19-09-01 Issue: 02 
Manufacturer: Biotronik AG 

Ackerstrasse 6 
8180 Bulach 
Switzerland 

Authorised Representative: BIOTRONIK SE & Co. KG 
Woermannkehre 1 

Product Category: 

Product Name: 

Class: 

Conformity Assessment Route: 

Scope: 

12359 Berlin 
Germany 

PTA balloon catheter 

Passeo-35 Xeo Peripheral Dilatation Catheter 

Ila, according to Council Directive 93/42/EEC, Annex IX, rule 6 

Council Directive 93/42/EEC, Annex II, Section 3 

219 different variants. See list of products on page 2 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 93/42/EEC 
for medical devices. All supporting documentation is retained under the premises of the manufacturer. 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

Sig")~ 
Marcel Schafer, Ph.D. 

CE 608280 

BSI Group The Netherlands B.V. 

2797 

26.MAY.2024 

30.SEP.2019 

Bulach, 21.MAY.2021 

Senior Director Regulatory Affairs and Post Market Surveillance 

A11 REG 155052 EN 02 
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~ BIOTRONIK 
excellence for life 

Scope of DoC No. 19-09-01 

Table 1: Table of product range including 219 product size 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon0 Balloon length 

[mm] 
length [cm] 
[mm] 

1 Passeo-35 Xeo 3/20/90 428777 3 20 90 

2 Passeo-35 Xeo 4/20/90 428778 4 20 90 

3 Passeo-35 Xeo 5/20/90 428779 5 20 90 

4 Passeo-35 Xeo 6/20/90 428780 6 20 90 

5 Passeo-35 Xeo 7 /20/90 428781 7 20 90 

6 Passeo-35 Xeo 8/20/90 428782 8 20 90 

7 Passeo-35 Xeo 9/20/90 428783 9 20 90 

8 Passeo-35 Xeo 10/20/90 428784 10 20 90 

9 Passeo-35 Xeo 3/40/90 428786 3 40 90 

10 Passeo-35 Xeo 4/40/90 428787 4 40 90 

11 Passeo-35 Xeo 5/40/90 428788 5 40 90 

12 Passeo-35 Xeo 6/40/90 428789 6 40 90 

13 Passeo-35 Xeo 7/40/90 428790 7 40 90 

14 Passeo-35 Xeo 8/40/90 428791 8 40 90 

15 Passeo-35 Xeo 9/40/90 428792 9 40 90 

16 Passeo-35 Xeo 10/40/90 428793 10 40 90 

17 Passeo-35 Xeo 12/40/90 428794 12 40 90 

18 Passeo-35 Xeo 3/60/90 428795 3 60 90 

19 Passeo-35 Xeo 4/60/90 428796 4 60 90 

20 Passeo-35 Xeo 5/60/90 428797 5 60 90 

21 Passeo-35 Xeo 6/60/90 428798 6 60 90 

22 Passeo-35 Xeo 7 /60/90 428799 7 60 90 

23 Passeo-35 Xeo 8/60/90 428800 8 60 90 

24 Passeo-35 Xeo 9/60/90 428801 9 60 90 

25 Passeo-35 Xeo 1 0/60/90 428802 10 60 90 
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~ BIOTRONIK 
excellence for life 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon0 Balloon length 

[mm] 
length [cm] 
[mm] 

26 Passeo-35 Xeo 12/60/90 428803 12 60 90 

27 Passeo-35 Xeo 3/80/90 428804 3 80 90 

28 Passeo-35 Xeo 4/80/90 428805 4 80 90 

29 Passeo-35 Xeo 5/80/90 428806 5 80 90 

30 Passeo-35 Xeo 6/80/90 428807 6 80 90 

31 Passeo-35 Xeo 7 /80/90 428808 7 80 90 

32 Passeo-35 Xeo 8/80/90 428809 8 80 90 

33 Passeo-35 Xeo 9/80/90 428810 9 80 90 

34 Passeo-35 Xeo 10/80/90 428811 10 80 90 

35 Passeo-35 Xeo 12/80/90 428812 12 80 90 

36 Passeo-35 Xeo 3/100/90 428813 3 100 90 

37 Passeo-35 Xeo 4/100/90 428814 4 100 90 

38 Passeo-35 Xeo 5/100/90 428815 5 100 90 

39 Passeo-35 Xeo 6/100/90 428816 6 100 90 

40 Passeo-35 Xeo 7/100/90 428817 7 100 90 

41 Passeo-35 Xeo 8/100/90 428818 8 100 90 

42 Passeo-35 Xeo 9/100/90 428819 9 100 90 

43 Passeo-35 Xeo 10/100/90 428820 10 100 90 

44 Passeo-35 Xeo 12/100/90 428821 12 100 90 

45 Passeo-35 Xeo 3/120/90 428822 3 120 90 

46 Passeo-35 Xeo 4/120/90 428823 4 120 90 

47 Passeo-35 Xeo 5/120/90 428824 5 120 90 

48 Passeo-35 Xeo 6/120/90 428825 6 120 90 

49 Passeo-35 Xeo 7/120/90 428826 7 120 90 

50 Passeo-35 Xeo 8/120/90 428827 8 120 90 

51 Passeo-35 Xeo 9/120/90 428828 9 120 90 

52 Passeo-35 Xeo 10/120/90 428829 10 120 90 

53 Passeo-35 Xeo 12/120/90 428830 12 120 90 
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~~ BIOTRONIK 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon0 Balloon length 

[mm] 
length [cm] 
[mm] 

54 Passeo-35 Xeo 3/150/90 428831 3 150 90 

55 Passeo-35 Xeo 4/150/90 428832 4 150 90 

56 Passeo-35 Xeo 5/150/90 428833 5 150 90 

57 Passeo-35 Xeo 6/150/90 428834 6 150 90 

58 Passeo-35 Xeo 7/150/90 428835 7 150 90 

59 Passeo-35 Xeo 3/170/90 428836 3 170 90 

60 Passeo-35 Xeo 4/170/90 428837 4 170 90 

61 Passeo-35 Xeo 5/170/90 428838 5 170 90 

62 Passeo-35 Xeo 6/170/90 428839 6 170 90 

63 Passeo-35 Xeo 7/170/90 428840 7 170 90 

64 Passeo-35 Xeo 3/200/90 428841 3 200 90 

65 Passeo-35 Xeo 4/200/90 428842 4 200 90 

66 Passeo-35 Xeo 5/200/90 428843 5 200 90 

67 Passeo-35 Xeo 6/200/90 428844 6 200 90 

68 Passeo-35 Xeo 7 /200/90 428845 7 200 90 

69 Passeo-35 Xeo 3/250/90 428846 3 250 90 

70 Passeo-35 Xeo 4/250/90 428847 4 250 90 

71 Passeo-35 Xeo 5/250/90 428848 5 250 90 

72 Passeo-35 Xeo 6/250/90 428849 6 250 90 

73 Passeo-35 Xeo 7 /250/90 428850 7 250 90 

74 Passeo-35 Xeo 3/20/130 428851 3 20 130 

75 Passeo-35 Xeo 4/20/130 428852 4 20 130 

76 Passeo-35 Xeo 5/20/130 428853 5 20 130 

77 Passeo-35 Xeo 6/20/130 428854 6 20 130 

78 Passeo-35 Xeo 7/20/130 428855 7 20 130 

79 Passeo-35 Xeo 8/20/130 428856 8 20 130 

80 Passeo-35 Xeo 9/20/130 428857 9 20 130 

81 Passeo-35 Xeo 10/20/130 428858 10 20 130 
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~ BIOTRONIK 
excellence for life 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon0 Balloon length 

[mm] 
length [cm] 
[mm] 

82 Passeo-35 Xeo 3/40/130 428860 3 40 130 

83 Passeo-35 Xeo 4/40/130 428861 4 40 130 

84 Passeo-35 Xeo 5/40/130 428862 5 40 130 

85 Passeo-35 Xeo 6/40/130 428863 6 40 130 

86 Passeo-35 Xeo 7/40/130 428864 7 40 130 

87 Passeo-35 Xeo 8/40/130 428865 8 40 130 

88 Passeo-35 Xeo 9/40/130 428866 9 40 130 

89 Passeo-35 Xeo 10/40/130 428867 10 40 130 

90 Passeo-35 Xeo 12/40/130 428868 12 40 130 

91 Passeo-35 Xeo 3/60/130 428869 3 60 130 

92 Passeo-35 Xeo 4/60/130 428870 4 60 130 

93 Passeo-35 Xeo 5/60/130 428871 5 60 130 

94 Passeo-35 Xeo 6/60/130 428872 6 60 130 

95 Passeo-35 Xeo 7/60/130 428873 7 60 130 

96 Passeo-35 Xeo 8/60/130 428874 8 60 130 

97 Passeo-35 Xeo 9/60/130 428875 9 60 130 

98 Passeo-35 Xeo 10/60/130 428876 10 60 130 

99 Passeo-35 Xeo 12/60/130 428877 12 60 130 

100 Passeo-35 Xeo 3/80/130 428878 3 80 130 

101 Passeo-35 Xeo 4/80/130 428879 4 80 130 

102 Passeo-35 Xeo 5/80/130 428880 5 80 130 

103 Passeo-35 Xeo 6/80/130 428881 6 80 130 

104 Passeo-35 Xeo 7/80/130 428882 7 80 130 

105 Passeo-35 Xeo 8/80/130 428883 8 80 130 

106 Passeo-35 Xeo 9/80/130 428884 9 80 130 

107 Passeo-35 Xeo 10/80/130 428885 10 80 130 

108 Passeo-35 Xeo 12/80/130 428886 12 80 130 

109 Passeo-35 Xeo 3/100/130 428887 3 100 130 
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~ BIOTRONIK 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon0 Balloon length 

[mm] 
length [cm] 
[mm] 

110 Passeo-35 Xeo 4/100/130 428888 4 100 130 

111 Passeo-35 Xeo 5/100/130 428889 5 100 130 

112 Passeo-35 Xeo 6/100/130 428890 6 100 130 

113 Passeo-35 Xeo 7 /100/130 428891 7 100 130 

114 Passeo-35 Xeo 8/100/130 428892 8 100 130 

115 Passeo-35 Xeo 9/100/130 428893 9 100 130 

116 Passeo-35 Xeo 10/100/130 428894 10 100 130 

117 Passeo-35 Xeo 12/100/130 428895 12 100 130 

118 Passeo-35 Xeo 3/120/130 428896 3 120 130 

119 Passeo-35 Xeo 4/120/130 428897 4 120 130 

120 Passeo-35 Xeo 5/120/130 428898 5 120 130 

121 Passeo-35 Xeo 6/120/130 428899 6 120 130 

122 Passeo-35 Xeo 7/120/130 428900 7 120 130 

123 Passeo-35 Xeo 8/120/130 428901 8 120 130 

124 Passeo-35 Xeo 9/120/130 428902 9 120 130 

125 Passeo-35 Xeo 10/120/130 428903 10 120 130 

126 Passeo-35 Xeo 12/120/130 428904 12 120 130 

127 Passeo-35 Xeo 3/150/130 428905 3 150 130 

128 Passeo-35 Xeo 4/150/130 428906 4 150 130 

129 Passeo-35 Xeo 5/150/130 428907 5 150 130 

130 Passeo-35 Xeo 6/150/130 428908 6 150 130 

131 Passeo-35 Xeo 7 /150/130 428909 7 150 130 

132 Passeo-35 Xeo 3/170/130 428910 3 170 130 

133 Passeo-35 Xeo 4/170/130 428911 4 170 130 

134 Passeo-35 Xeo 5/170/130 428912 5 170 130 

135 Passeo-35 Xeo 6/170/130 428913 6 170 130 

136 Passeo-35 Xeo 7/170/130 428914 7 170 130 

137 Passeo-35 Xeo 3/200/130 428915 3 200 130 
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~ BIOTRONIK 
excel lence lor life 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon0 Balloon length 

[mm] 
length [cm] 
[mm] 

138 Passeo-35 Xeo 4/200/130 428916 4 200 130 

139 Passeo-35 Xeo 5/200/130 428917 5 200 130 

140 Passeo-35 Xeo 6/200/130 428918 6 200 130 

141 Passeo-35 Xeo 7/200/130 428919 7 200 130 

142 Passeo-35 Xeo 3/250/130 428920 3 250 130 

143 Passeo-35 Xeo 4/250/130 428921 4 250 130 

144 Passeo-35 Xeo 5/250/130 428922 5 250 130 

145 Passeo-35 Xeo 6/250/130 428923 6 250 130 

146 Passeo-35 Xeo 7/250/130 428924 7 250 130 

147 Passeo-35 Xeo 3/20/170 428925 3 20 170 

148 Passeo-35 Xeo 4/20/170 428926 4 20 170 

149 Passeo-35 Xeo 5/20/170 428927 5 20 170 

150 Passeo-35 Xeo 6/20/170 428928 6 20 170 

151 Passeo-35 Xeo 7/20/170 428929 7 20 170 

152 Passeo-35 Xeo 8/20/170 428930 8 20 170 

153 Passeo-35 Xeo 9/20/170 428931 9 20 170 

154 Passeo-35 Xeo 1 0/20/170 428932 10 20 170 

155 Passeo-35 Xeo 3/40/170 428934 3 40 170 

156 Passeo-35 Xeo 4/40/170 428935 4 40 170 

157 Passeo-35 Xeo 5/40/170 428936 5 40 170 

158 Passeo-35 Xeo 6/40/170 428937 6 40 170 

159 Passeo-35 Xeo 7/40/170 428938 7 40 170 

160 Passeo-35 Xeo 8/40/170 428939 8 40 170 

161 Passeo-35 Xeo 9/40/170 428940 9 40 170 

162 Passeo-35 Xeo 10/40/170 428941 10 40 170 

163 Passeo-35 Xeo 12/40/170 428942 12 40 170 

164 Passeo-35 Xeo 3/60/170 428943 3 60 170 

165 Passeo-35 Xeo 4/60/170 428944 4 60 170 
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Q~ BIOTRONIK 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon0 Balloon length 

[mm) 
length [cm] 
[mm) 

166 Passeo-35 Xeo 5/60/170 428945 5 60 170 

167 Passeo-35 Xeo 6/60/170 428946 6 60 170 

168 Passeo-35 Xeo 7/60/170 428947 7 60 170 

169 Passeo-35 Xeo 8/60/170 428948 8 60 170 

170 Passeo-35 Xeo 9/60/170 428949 9 60 170 

171 Passeo-35 Xeo 10/60/170 428950 10 60 170 

172 Passeo-35 Xeo 12/60/170 428951 12 60 170 

173 Passeo-35 Xeo 3/80/170 428952 3 80 170 

174 Passeo-35 Xeo 4/80/170 428953 4 80 170 

175 Passeo-35 Xeo 5/80/170 428954 5 80 170 

176 Passeo-35 Xeo 6/80/170 428955 6 80 170 

177 Passeo-35 Xeo 7/80/170 428956 7 80 170 

178 Passeo-35 Xeo 8/80/170 428957 8 80 170 

179 Passeo-35 Xeo 9/80/170 428958 9 80 170 

180 Passeo-35 Xeo 10/80/170 428959 10 80 170 

181 Passeo-35 Xeo 12/80/170 428960 12 80 170 

182 Passeo-35 Xeo 3/100/170 428961 3 100 170 

183 Passeo-35 Xeo 4/100/170 428962 4 100 170 

184 Passeo-35 Xeo 5/100/170 428963 5 100 170 

185 Passeo-35 Xeo 6/100/170 428964 6 100 170 

186 Passeo-35 Xeo 7 /100/170 428965 7 100 170 

187 Passeo-35 Xeo 8/100/170 428966 8 100 170 

188 Passeo-35 Xeo 9/100/170 428967 9 100 170 

189 Passeo-35 Xeo 10/100/170 428968 10 100 170 

190 Passeo-35 Xeo 12/100/170 428969 12 100 170 

191 Passeo-35 Xeo 3/120/170 428970 3 120 170 

192 Passeo-35 Xeo 4/120/170 428971 4 120 170 

193 Passeo-35 Xeo 5/120/170 428972 5 120 170 
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~ BIOTRONIK 
excellence for life 

# Designation Catalogue number Nominal Bal- Nominal Usable 
(REF) loon 0 Balloon length 

[mm] 
length [cm) 
[mm] 

194 Passeo-35 Xeo 6/120/170 428973 6 120 170 

195 Passeo-35 Xeo 7 /120/170 428974 7 120 170 

196 Passeo-35 Xeo 8/120/170 428975 8 120 170 

197 Passeo-35 Xeo 9/120/170 428976 9 120 170 

198 Passeo-35 Xeo 10/120/170 428977 10 120 170 

199 Passeo-35 Xeo 12/120/170 428978 12 120 170 

200 Passeo-35 Xeo 3/150/170 428979 3 150 170 

201 Passeo-35 Xeo 4/150/170 428980 4 150 170 

202 Passeo-35 Xeo 5/150/170 428981 5 150 170 

203 Passeo-35 Xeo 6/150/170 428982 6 150 170 

204 Passeo-35 Xeo 7 /150/170 428983 7 150 170 

205 Passeo-35 Xeo 3/170/170 428984 3 170 170 

206 Passeo-35 Xeo 4/170/170 428985 4 170 170 

207 Passeo-35 Xeo 5/170/170 428986 5 170 170 

208 Passeo-35 Xeo 6/170/1 70 428987 6 170 170 

209 Passeo-35 Xeo 7/170/170 428988 7 170 170 

210 Passeo-35 Xeo 3/200/170 428989 3 200 170 

211 Passeo-35 Xeo 4/200/170 428990 4 200 170 

212 Passeo-35 Xeo 5/200/170 428991 5 200 170 

213 Passeo-35 Xeo 6/200/170 428992 6 200 170 

214 Passeo-35 Xeo 7/200/170 428993 7 200 170 

215 Passeo-35 Xeo 3/250/170 428994 3 250 170 

216 Passeo-35 Xeo 4/250/170 428995 4 250 170 

217 Passeo-35 Xeo 5/250/170 428996 5 250 170 

218 Passeo-35 Xeo 6/250/170 428997 6 250 170 

219 Passeo-35 Xeo 7/250/170 428998 7 250 170 
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~ BIOTRONIK 
excellence for lifo 

Change History 

Check version index is up to date prior to use. 

Version of SAP Main changes from previous release to current release 
Document 

01 New Document - Initial release for a new product 

02 Designation of Authorised (EU) Representative. Addition of name and address. 
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EC-Declaration of Conformity ~ BIOTRONIK 

DOC No. 13-06-02 Issue: 11 

Manufacturer: Biotronik AG 
Ackerstrasse 6 
8180 Bulach 

Authorised Representative: BIOTRONIK SE & Co. KG 
Woermannkehre 1 
12359 Berlin 

Switzerland Germany 
Product Category: Coronary stent system 

Product Name: PK Papyrus Covered Coronary Stent System 

Class: Ill, according to Council Directive 93/42/EEC, Annex IX, rule 8 

Conformity Assessment Route: Council Directive 93/42/EEC, Annex II, Section 3 and 4 

Scope: 17 different variants. See list on next page 

We hereby declare that the above-mentioned products meet the provisions of Council Directive 93/42/EEC 
for medical devices. All supporting documentation is retained under the premises of the manufacturer. 

For these products the following EC-Design Examination Certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

CE 608286 

BSI Group The Netherlands B.V. 

2797 

1 0.Jun.2023 

To these products our approved Full Quality Assurance System according to Annex II of the Directive 
93/42/EEC is applied. For this Quality Assurance System the following certificate has been issued: 

Certificate Number: 

Notified Body: 

EEC No: 

Expiry date: 

Date of first CE-marking: 

Place, Date of issue: 

SignaAA 
Marcel Schafer, Ph.D. 

CE 608280 

BSI Group The Netherlands B.V. 

2797 

26.May.2024 

12.Jun.2013 

Bulach, 21.MAY.201 

Senior Director Regulatory Affairs and Post Market Surveillance 

A11 REG 146249 EN 06 
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~ BIOTRONIK 
excl'llcncc, for life 

Scope of DoC No. 13-06-02 

Pos. Designation Catalogue number Stent diameter Stent length 
(REF) [mm] [mm] 

1 PK Papyrus 2.5/15 369380 2.5 15 

2 PK Papyrus 3.0/15 369381 3.0 15 

3 PK Papyrus 3.5/15 369382 3.5 15 

4 PK Papyrus 4.0/15 369383 4.0 15 

5 PK Papyrus 4.5/15 369384 4.5 15 

6 PK Papyrus 5.0/15 369385 5.0 15 

7 PK Papyrus 2.5/20 369386 2.5 20 

8 PK Papyrus 3.0/20 369387 3.0 20 

9 PK Papyrus 3.5/20 369388 3.5 20 

10 PK Papyrus 4.0/20 369389 4.0 20 

11 PK Papyrus 4.5/20 369390 4.5 20 

12 PK Papyrus 5.0/20 369391 5.0 20 

13 PK Papyrus 3.0/26 381789 3.0 26 

14 PK Papyrus 3.5/26 381790 3.5 26 

15 PK Papyrus 4.0/26 381791 4.0 26 

16 PK Papyrus 4.5/26 369392 4.5 26 

17 PK Papyrus 5.0/26 369393 5.0 26 
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~ BIOTRONIK 
excctlcncc for 1-ife 

Change History 

Check version index is up to date prior to use. 

Version of SAP Main changes from previous release to current release 
Document 

01 New Document using current template. Replaces "PK Papyrus 130602 Issue 5". 

02 Declaration of Conformity updated with the new expiry date of the EC Design Examination 
Certificate. 

03 New issue due to transfer of Notified Body to BSI Group The Netherlands B.V. 

04 New issue due to sterilizer addition. 

05 Declaration of Conformity updated with the new expiry date of the EC Full Quality As-
surance System Certificate. 

06 Designation of Authorised (EU) Representative. Addition of name and address. 
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ORGANISMO NOTIFICADO 0318 

CERTIFICADO CE DE SISTEMA DE GARANTÍA DE CALIDAD TOTAL 

de acuerdo con el Anexo II (excepto punto 4) de la Directiva 93/42/CEE 

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE 

in accordance with Annex II (except Section 4) of Directive 93/42/EEC 

 

Certificado nº/Certificate no Fecha de validez/Date of validity ON nº/NB no 

2012 07 0788 CT Desde/From 31-07-2020 Hasta/To 26-05-2024 0318 
 

A favor de/In favour of: 

Fabricante/Manufacturer: 

Nombre/Name: LIFE VASCULAR DEVICES BIOTECH S.L (LVD BIOTECH ) 

Dirección/Address: Camí de Can Ubach, 11; Pol. Ind. Les Fallulles, 

08620 Sant Vicenç dels Horts- Barcelona-ESPAÑA 

Representante autorizado ante la UE/Authorized EU representative:  Idem  
 

Para el producto/For the product: 

Categoría/Category: Productos de un solo uso/Single use products 

Grupo genérico/ 

Generic group: 

Especificado en Anexos de este Certificado/Specified in Annexes to this Certificate/Haga 

clic o pulse aquí para escribir texto. 

Tipo/Type: Especificado en Anexos de este Certificado/Specified in Annexes to this Certificate 
 

Elaborado en/In the facilities: 

Camí de Can Ubach, 11; Pol. Ind. Les Fallulles, 

08620 Sant Vicenç dels Horts- Barcelona-ESPAÑA 

Fecha inicial/ Initial date: 27-07-2012      

Fecha de prórroga anterior/ Previous extension date: 21-07-2017 

Este certificado debe ir acompañado por certificado de examen de diseño: en productos de clase III /This certificate 

must be accompanied by design examination certificate: in class III products 

Este certificado es consecuencia de la auditoria del sistema completo de garantía de calidad y del examen de la 

documentación técnica contenida en el expediente nº  2012 01 0327, y garantiza que los productos descritos cumplen 

los requisitos de la Directiva./ This certificate is issued on the full quality assurance system audit, and the examination 

of the technical documentation contained in dossier nº 2012 01 0327, and guarantees that the described products 

fulfils the requirements of the Directive 
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Agencia Española de Medicamentos y Productos Sanitarios (AEMPS) CSV:  2 K S D D N Q A 5 9

Fecha de la firma: 30/07/2020

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 44 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  30 de julio de 2020
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

 

ANEXO Nº/ANNEX NO: I 
 

CERTIFICADO CE DE SISTEMA DE GARANTÍA DE CALIDAD TOTAL 

de acuerdo con el Anexo II (excepto punto 4) de la Directiva 93/42/CEE 
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     5.1.a. Longitud de catéter 140cm/ Catheter length 140cm 

                       5.1.a.1. Compatible con catéter guía de 6F/ 6F guide catheter compatible 

                       5.1.a.2. Compatible con catéter guía de 7F/ 7F guide catheter compatible 
   

       Accesorios del producto/Product accessories: 

 - Una llave de una vía/ One stopcock 

 - Una alargadera/ One extension line 

 - Dos cestos filtrantes/ Two filter baskets 

            - Dos jeringas de vacío de 30cc con émbolo de bloqueo/Two 30cc vacuum syringes with locking 

plunger 

 

   5.2  Catéter extractor de trombos 10F para guía de 0.035 “iVascular nautilus”/”iVascular nautilus 

Thrombus extraction catheter 10F, 0.035” guidewire 

             Los siguientes componentes se encuentran descritos en el certificado 2018 02 0870  ED 

            /The followed components are described in the certificate 2018 02 0870 ED  
 

       Accesorios del producto/Product accessories: 

         - Jeringa 60cc/One 60cc syringe 

         - Alargadera con regulador de flujo/One extension line with flow regulator 

         - Llave de tres vías/ Three Way Key 

 

6. Microcatéter/ Microcatheter 

 

    Los siguientes productos se encuentran descritos en el certificado ED 2018 11 0877 ED/ 

    The followed products are described in the certificate ED 2018 11 0877  

 

    6.1 Microcatéter coronario, “iVascular navitian”/ “iVascular navitian” Coronary microcatheter  

           6.1.a Compatible con guía de alambre 0.014” y longitud útil 135cm/ 0.014” guidewire 

compatible, useful length 135cm 
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           6.1.b Compatible con guía de alambre 0.014” y longitud útil 150cm/ 0.014” guidewire 

compatible, useful length 150 cm 

 

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su 

declaración de conformidad. 

This certificate covers all trademarks of these products included by the manufacturer in his declaration of 

conformity. 
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