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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R000

Manufacturer: Penumbra, Inc.

Address:

One Penumbra Place
Alameda

California

94502

USA

Single Registration Number: US-MF-000008514

EU Authorised Representative: Penumbra Europe GmbH
Address:

Am Borsigturm, 44

13507 Berlin

Germany

Scope: See attached Device Schedule

On the basis of our assessment of the technical documentation in accordance with Regulation (EU) 2017/745, Annex
IX Chapter II, the technical documentation meets the requirements of the Regulation. For the placing on the market
of these devices an additional Annex IX Chapter I and III certificate is required.

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

Cm \\u\)swiér

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’

Page 1 of 41

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Schedule:

Intended Purpose as per the instructions for use:

1) Penumbra Coil 400, POD400, and Smart Coil are intended to endovascularly obstruct or occlude blood flow in
aneurysms or other vascular abnormalities.

2) Ruby Coil and POD are intended to endovascularly obstruct or occlude blood flow in aneurysms or other vascular
abnormalities.

3) LP Coil is intended to endovascularly obstruct or occlude blood flow in aneurysms or other vascular abnormalities.

4) Penumbra swiftPAC Caoil is intended to endovascularly obstruct or occlude blood flow in aneurysms or other vascular
abnormalities.

Risk classification: Class III implantable.
Basic UDI-DI: 081454801PCOEU

Type (Codes per (EU) 2017/2185): MDN1101

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
4002C0312 Penumbra Coil 400 Complex Standard 3 mm x 12 cm
4002C0315 Penumbra Coil 400 Complex Standard 3 mm x 15 cm
4002C0408 Penumbra Coil 400 Complex Standard 4 mm x 8 cm
4002C0415 Penumbra Coil 400 Complex Standard 4 mm x 15 cm
4002C0506 Penumbra Coil 400 Complex Standard 5 mm x 6 cm
4002C0510 Penumbra Coil 400 Complex Standard 5 mm x 10 cm
4002C0512 Penumbra Coil 400 Complex Standard 5 mm x 12 cm

Penumbra Coil 400 4002C0515 Penumbra Coil 400 Complex Standard 5 mm x 15 cm
4002C0610 Penumbra Coil 400 Complex Standard 6 mm x 10 cm
4002C0615 Penumbra Coil 400 Complex Standard 6 mm x 15 cm
4002C0620 Penumbra Coil 400 Complex Standard 6 mm x 20 cm
4002C0710 Penumbra Coil 400 Complex Standard 7 mm x 10 cm
4002C0715 Penumbra Coil 400 Complex Standard 7 mm x 15 cm
4002C0720 Penumbra Coil 400 Complex Standard 7 mm x 20 cm
4002C0820 Penumbra Coil 400 Complex Standard 8 mm x 20 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
4002C0830 Penumbra Coil 400 Complex Standard 8 mm x 30 cm
4002C0845 Penumbra Coil 400 Complex Standard 8 mm x 45 cm
4002C0860 Penumbra Coil 400 Complex Standard 8 mm x 60 cm
4002C0925 Penumbra Coil 400 Complex Standard 9 mm x 25 cm
4002C0935 Penumbra Coil 400 Complex Standard 9 mm x 35 cm
4002C1020 Penumbra Coil 400 Complex Standard 10 mm x 20 cm
4002C1030 Penumbra Coil 400 Complex Standard 10 mm x 30 cm
4002C1040 Penumbra Coil 400 Complex Standard 10 mm x 40 cm

Penumbra Coil 400 4002C1135 Penumbra Coil 400 Complex Standard 11 mm x 35 cm
4002C1145 Penumbra Coil 400 Complex Standard 11 mm x 45 cm
4002C1235 Penumbra Coil 400 Complex Standard 12 mm x 35 cm
4002C1245 Penumbra Coil 400 Complex Standard 12 mm x 45 cm
4002C1348 Penumbra Coil 400 Complex Standard 13 mm x 48 cm
4002C1450 Penumbra Coil 400 Complex Standard 14 mm x 50 cm
4002C1545 Penumbra Coil 400 Complex Standard 15 mm x 45 cm
4002C1557 Penumbra Coil 400 Complex Standard 15 mm x 60 cm
4002C1645 Penumbra Coil 400 Complex Standard 16 mm x 45 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
4002C1660 Penumbra Coil 400 Complex Standard 16 mm x 60 cm
4002C1857 Penumbra Coil 400 Complex Standard 18 mm x 60 cm
4002C2060 Penumbra Coil 400 Complex Standard 20 mm x 60 cm
4002C2260 Penumbra Coil 400 Complex Standard 22 mm x 60 cm
4002C2457 Penumbra Coil 400 Complex Standard 24 mm x 60 cm
4002C2860 Penumbra Coil 400 Complex Standard 28 mm x 60 cm
4002C3260 Penumbra Coil 400 Complex Standard 32 mm x 60 cm
4004C0306 Penumbra Coil 400 Complex Soft 3 mm x 6 cm
4004C0310 Penumbra Coil 400 Complex Soft 3 mm x 10 cm

Penumbra Coil 400 4004C0406 Penumbra Coil 400 Complex Soft 4 mm x 6 cm
4004C0408 Penumbra Coil 400 Complex Soft 4 mm x 8 cm
4004C0412 Penumbra Coil 400 Complex Soft 4 mm x 12 cm
4004C0506 Penumbra Coil 400 Complex Soft 5 mm x 6 cm
4004C0508 Penumbra Coil 400 Complex Soft 5 mm x 8 cm
4004C0509 Penumbra Coil 400 Complex Soft 5 mm x 9 cm
4004C0510 Penumbra Coil 400 Complex Soft 5 mm x 10 cm
4004C0513 Penumbra Coil 400 Complex Soft 5 mm x 13 cm
4004C0610 Penumbra Coil 400 Complex Soft 6 mm x 10 cm
4004C0615 Penumbra Coil 400 Complex Soft 6 mm x 15 cm
4004C0710 Penumbra Coil 400 Complex Soft 7 mm x 10 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
4004C0715 Penumbra Coil 400 Complex Soft 7 mm x 15 cm
4004C0720 Penumbra Coil 400 Complex Soft 7 mm x 20 cm
4004C0815 Penumbra Coil 400 Complex Soft 8 mm x 15 cm
4004C0820 Penumbra Coil 400 Complex Soft 8 mm x 20 cm
4004C0925 Penumbra Coil 400 Complex Soft 9 mm x 25 cm
4004C0930 Penumbra Coil 400 Complex Soft 9 mm x 30 cm
4004C1020 Penumbra Coil 400 Complex Soft 10 mm x 20 cm
4004C1030 Penumbra Coil 400 Complex Soft 10 mm x 30 cm
4004C1135 Penumbra Coil 400 Complex Soft 11 mm x 35 cm

Penumbra Coil 400 4004C1235 Penumbra Coil 400 Complex Soft 12 mm x 35 cm
4004C1335 Penumbra Coil 400 Complex Soft 13 mm x 35 cm
4004C1440 Penumbra Coil 400 Complex Soft 14 mm x 40 cm
4004C1545 Penumbra Coil 400 Complex Soft 15 mm x 45 cm
4004C1645 Penumbra Coil 400 Complex Soft 16 mm x 45 cm
4004C1845 Penumbra Coil 400 Complex Soft 18 mm x 45 cm
4006C0201 Penumbra Coil 400 Complex Extra Soft 2 mm x 1 cm
4006C0202 Penumbra Coil 400 Complex Extra Soft 2 mm x 2 cm
4006C0203 Penumbra Coil 400 Complex Extra Soft 2 mm x 3 cm
4006C0204 Penumbra Coil 400 Complex Extra Soft 2 mm x 4 cm
4006C0303 Penumbra Coil 400 Complex Extra Soft 3 mm x 3 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
4006C0304 Penumbra Coil 400 Complex Extra Soft 3 mm x 4 cm
4006C0305 Penumbra Coil 400 Complex Extra Soft 3 mm x 5 cm
4006C0306 Penumbra Coil 400 Complex Extra Soft 3 mm x 6 cm
4006C0308 Penumbra Coil 400 Complex Extra Soft 3 mm x 8 cm
4006C0404 Penumbra Coil 400 Complex Extra Soft 4 mm x 4 cm
4006C0406 Penumbra Coil 400 Complex Extra Soft 4 mm x 6 cm
4006C0408 Penumbra Coil 400 Complex Extra Soft 4 mm x 8 cm
4006C0410 Penumbra Coil 400 Complex Extra Soft 4 mm x 10 cm
4006C0506 Penumbra Coil 400 Complex Extra Soft 5 mm x 6 cm

Penumbra Coil 400 4006C0508 Penumbra Coil 400 Complex Extra Soft 5 mm x 8 cm
4006C0510 Penumbra Coil 400 Complex Extra Soft 5 mm x 10 cm
4006C0608 Penumbra Coil 400 Complex Extra Soft 6 mm x 8 cm
4006C0610 Penumbra Coil 400 Complex Extra Soft 6 mm x 10 cm
4006C0615 Penumbra Coil 400 Complex Extra Soft 6 mm x 15 cm
4006U0201 Penumbra Coil 400 Curve Extra Soft 2 mm x 1 cm
4006U0202 Penumbra Coil 400 Curve Extra Soft 2 mm x 2 cm
4006U0203 Penumbra Coil 400 Curve Extra Soft 2 mm x 3 cm
4006U0204 Penumbra Coil 400 Curve Extra Soft 2 mm x 4 cm
4006U0302 Penumbra Coil 400 Curve Extra Soft 3 mm x 2 cm
4006U0303 Penumbra Coil 400 Curve Extra Soft 3 mm x 3 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
4006U0304 Penumbra Coil 400 Curve Extra Soft 3 mm x 4 cm
4006U0305 Penumbra Coil 400 Curve Extra Soft 3 mm x 5 cm
4006U0306 Penumbra Coil 400 Curve Extra Soft 3 mm x 6 cm
4006U0308 Penumbra Coil 400 Curve Extra Soft 3 mm x 8 cm
4006U0404 Penumbra Coil 400 Curve Extra Soft 4 mm x 4 cm
4006U0406 Penumbra Coil 400 Curve Extra Soft 4 mm x 6 cm
4006U0408 Penumbra Coil 400 Curve Extra Soft 4 mm x 8 cm
4006U0410 Penumbra Coil 400 Curve Extra Soft 4 mm x 10 cm
4006U0506 Penumbra Coil 400 Curve Extra Soft 5 mm x 6 cm

Penumbra Coil 400 4006U0508 Penumbra Coil 400 Curve Extra Soft 5 mm x 8 cm
4006U0510 Penumbra Coil 400 Curve Extra Soft 5 mm x 10 cm
4006U0630 Penumbra Coil 400 Curve Extra Soft 6 mm x 30 cm
400PAC2 PAC400 2 cm
400PAC3 PAC400 3 cm
400PAC4 PAC400 4 cm
400PAC5 PAC400 5 cm
400PAC6 PAC400 6 cm
400PAC7 PAC400 7 cm
400PAC10 PAC400 10 cm
400PAC15 PAC400 15 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400PAC25 PAC400 25 cm
400PAC35 PAC400 35 cm
. 400PAC40 PAC400 40 cm
Penumbra Coil 400 400PAC45 PAC400 45 cm
400PAC50 PAC400 50 cm
400PAC60 PAC400 60 cm
RBY2C0305 Ruby Coil Standard 3 mm x 5 cm
RBY2C0312 Ruby Coil Standard 3 mm x 12 cm
RBY2C0320 Ruby Coil Standard 3 mm x 20 cm
RBY2C0410 Ruby Coil Standard 4 mm x 10 cm
RBY2C0415 Ruby Coil Standard 4 mm x 15 cm
RBY2C0420 Ruby Coil Standard 4 mm x 20 cm
Ruby Coil System RBY2C0430 Ruby Coil Standard 4 mm x 30 cm
RBY2C0435 Ruby Coil Standard 4 mm x 35 cm
RBY2C0512 Ruby Coil Standard 5 mm x 12 cm
RBY2C0520 Ruby Coil Standard 5 mm x 20 cm
RBY2C0530 Ruby Coil Standard 5 mm x 30 cm
RBY2C0535 Ruby Coil Standard 5 mm x 35 cm
RBY2C0612 Ruby Coil Standard 6 mm x 12 cm
RBY2C0620 Ruby Coil Standard 6 mm x 20 cm
First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information

RBY2C0630 Ruby Coil Standard 6 mm x 30 cm
RBY2C0640 Ruby Coil Standard 6 mm x 40 cm
RBY2C0725 Ruby Coil Standard 7 mm x 25 cm
RBY2C0740 Ruby Coil Standard 7 mm x 40 cm
RBY2C0825 Ruby Coil Standard 8 mm x 25 cm
RBY2C0840 Ruby Coil Standard 8 mm x 40 cm
RBY2C0930 Ruby Coil Standard 9 mm x 30 cm
RBY2C1035 Ruby Coil Standard 10 mm x 35 cm
RBY2C1060 Ruby Coil Standard 10 mm x 60 cm

Ruby Coil System RBY2C1240 Ruby Coil Standard 12 mm x 40 cm
RBY2C1260 Ruby Coil Standard 12 mm x 60 cm
RBY2C1440 Ruby Coil Standard 14 mm x 40 cm
RBY2C1460 Ruby Coil Standard 14 mm x 60 cm
RBY2C1660 Ruby Coil Standard 16 mm x 60 cm
RBY2C1857 Ruby Coil Standard 18 mm x 60 cm
RBY2C2060 Ruby Coil Standard 20 mm x 60 cm
RBY2C2457 Ruby Coil Standard 24 mm x 60 cm
RBY2C2860 Ruby Coil Standard 28 mm x 60 cm
RBY2C3260 Ruby Coil Standard 32 mm x 60 cm
RBY2C3660 Ruby Coil Standard 36 mm x 60 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBY2C4060 Ruby Coil Standard 40 mm x 60 cm
RBY4C0201 Ruby Coil Soft 2 mm x 1 cm
RBY4C0202 Ruby Coil Soft 2 mm x 2 cm
RBY4C0204 Ruby Coil Soft 2 mm x 4 cm
RBY4C0208 Ruby Coil Soft 2 mm x 8 cm
RBY4C0210 Ruby Coil Soft 2 mm x 10 cm
RBY4C0212 Ruby Coil Soft 2 mm x 12 cm
RBY4C0305 Ruby Coil Soft 3 mm x 5 cm
RBY4C0315 Ruby Coil Soft 3 mm x 15 cm
. RBY4C0406 Ruby Coil Soft 4 mm x 6 cm

Ruby Coil System RBY4C0415 Ruby Coil Soft 4 mm x 15 cm
RBY4C0620 Ruby Coil Soft 6 mm x 20 cm
RBY4C0630 Ruby Coil Soft 6 mm x 30 cm
RBY4C0660 Ruby Coil Soft 6 mm x 60 cm
RBY4C0835 Ruby Coil Soft 8 mm x 35 cm
RBY4C0860 Ruby Coil Soft 8 mm x 60 cm
RBY4C1035 Ruby Coil Soft 10 mm x 35 cm
RBY4C1240 Ruby Coil Soft 12 mm x 40 cm
RBY4C1260 Ruby Coil Soft 12 mm x 60 cm
RBY4C1650 Ruby Coil Soft 16 mm x 50 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model

Additional Information

RBY4C2060
RBY6C0201
RBY6C0202
RBY6C0204
RBY6C0208
RBY6C0210
Ruby Coil System RBY6C0212
RBY6C0305
RBY6C0315
RBY6C0406
RBY6C0415
RBY6C0620
RBY6C0630
RBYPOD3
RBYPOD4
RBYPOD5
POD System RBYPOD6
RBYPOD?7
RBYPOD8
RBYPOD9

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Ruby Coil Soft 20 mm x 60 cm
Ruby Coil Extra Soft 2 mm x 1 cm
Ruby Coil Extra Soft 2 mm x 2 cm
Ruby Coil Extra Soft 2 mm x 4 cm
Ruby Coil Extra Soft 2 mm x 8 cm
Ruby Coil Extra Soft 2 mm x 10 cm
Ruby Coil Extra Soft 2 mm x 12 cm
Ruby Coil Extra Soft 3 mm x 5 cm
Ruby Coil Extra Soft 3 mm x 15 cm
Ruby Coil Extra Soft 4 mm x 6 cm
Ruby Coil Extra Soft 4 mm x 15 cm
Ruby Coil Extra Soft 6 mm x 20 cm
Ruby Coil Extra Soft 6 mm x 30 cm
POD 3 mm x 20 cm

POD 4 mm x 30 cm

POD 5 mm x 30 cm

POD 6 mm x 50 cm

POD 7 mm x 60 cm

POD 8 mm x 60 cm

POD 9 mm x 60 cm

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’

Page 12 of 41

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information

RBYPOD10 POD 10 mm x 60 cm
RBYPOD12 POD 12 mm x 60 cm
RBYPOD14 POD 14 mm x 60 cm
400POD3 POD400 3 mm x 20 cm
400POD4 POD400 4 mm x 30 cm
400POD5 POD400 5 mm x 30 cm
400POD6 POD400 6 mm x 50 cm
RBYPODJ2 Packing Coil 2 cm
RBYPODJ3 Packing Coil 3 cm
RBYPODJ4 Packing Coil 4 cm

POD System RBYPODJ5 Packing Coil 5 cm
RBYPODJ6 Packing Coil 6 cm
RBYPODJ7 Packing Coil 7 cm
RBYPODJ8 Packing Coil 8 cm
RBYPODJ9 Packing Coil 9 cm
RBYPODJ10 Packing Coil 10 cm
RBYPODJ12 Packing Coil 12 cm
RBYPODJ15 Packing Coil 15 cm
RBYPODJ20 Packing Coil 20 cm
RBYPODJ25 Packing Coil 25 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYPODJ30 Packing Coil 30 cm
RBYPODJ35 Packing Coil 35 cm
RBYPODJ40 Packing Coil 40 cm
POD System RBYPODJ45 Packing Coil 45 cm
RBYPODJ50 Packing Coil 50 cm
RBYPODJ55 Packing Coil 55 cm
RBYPODJ60 Packing Coil 60 cm
400SMTSTD0304 Penumbra Smart Coil Standard 3 mm x 4 cm
400SMTSTD0305 Penumbra Smart Coil Standard 3 mm x 5 cm
400SMTSTDO0306 Penumbra Smart Coil Standard 3 mm x 6 cm
400SMTSTD3HO05 Penumbra Smart Coil Standard 3.5 mm x 5 cm
400SMTSTD3H06 Penumbra Smart Coil Standard 3.5 mm x 6 cm
400SMTSTD3HO08 Penumbra Smart Coil Standard 3.5 mm x 8 cm
Penumbra Smart Coil System | 400SMTSTD3H10 Penumbra Smart Coil Standard 3.5 mm x 10 cm
400SMTSTDO0406 Penumbra Smart Coil Standard 4 mm x 6 cm
400SMTSTDO0408 Penumbra Smart Coil Standard 4 mm x 8 cm
400SMTSTD0410 Penumbra Smart Coil Standard 4 mm x 10 cm
400SMTSTD0412 Penumbra Smart Coil Standard 4 mm x 12 cm
400SMTSTD0415 Penumbra Smart Coil Standard 4 mm x 15 cm
400SMTSTD0420 Penumbra Smart Coil Standard 4 mm x 20 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTSTD4H06 Penumbra Smart Coil Standard 4.5 mm x 6 cm
400SMTSTD4H08 Penumbra Smart Coil Standard 4.5 mm x 8 cm
400SMTSTD4H10 Penumbra Smart Coil Standard 4.5 mm x 10 cm
400SMTSTD4H12 Penumbra Smart Coil Standard 4.5 mm x 12 cm
400SMTSTD4H15 Penumbra Smart Coil Standard 4.5 mm x 15 cm
400SMTSTD4H20 Penumbra Smart Coil Standard 4.5 mm x 20 cm
400SMTSTDO0508 Penumbra Smart Coil Standard 5 mm x 8 cm
400SMTSTDO0510 Penumbra Smart Coil Standard 5 mm x 10 cm
400SMTSTDO0515 Penumbra Smart Coil Standard 5 mm x 15 cm

Penumbra Smart Coil System 400SMTSTD0520 Penumbra Smart Coil Standard 5 mm x 20 cm
400SMTSTD0610 Penumbra Smart Coil Standard 6 mm x 10 cm
400SMTSTD0615 Penumbra Smart Coil Standard 6 mm x 15 cm
400SMTSTD0620 Penumbra Smart Coil Standard 6 mm x 20 cm
400SMTSTD0625 Penumbra Smart Coil Standard 6 mm x 25 cm
400SMTSTD0715 Penumbra Smart Coil Standard 7 mm x 15 cm
400SMTSTD0720 Penumbra Smart Coil Standard 7 mm x 20 cm
400SMTSTD0725 Penumbra Smart Coil Standard 7 mm x 25 cm
400SMTSTD0730 Penumbra Smart Coil Standard 7 mm x 30 cm
400SMTSTD0820 Penumbra Smart Coil Standard 8 mm x 20 cm
400SMTSTD0825 Penumbra Smart Coil Standard 8 mm x 25 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTSTD0830 Penumbra Smart Coil Standard 8 mm x 30 cm
400SMTSTDO0835 Penumbra Smart Coil Standard 8 mm x 35 cm
400SMTSTD0920 Penumbra Smart Coil Smart Plus Standard 9 mm x 20 cm
400SMTSTD0925 Penumbra Smart Coil Smart Plus Standard 9 mm x 25 cm
400SMTSTD0930 Penumbra Smart Coil Smart Plus Standard 9 mm x 30 cm
400SMTSTD0935 Penumbra Smart Coil Smart Plus Standard 9 mm x 35 cm
400SMTSTD0945 Penumbra Smart Coil Smart Plus Standard 9 mm x 45 cm
400SMTSTD1030 Penumbra Smart Coil Smart Plus Standard 10 mm x 30 cm
400SMTSTD1045 Penumbra Smart Coil Smart Plus Standard 10 mm x 45 cm

Penumbra Smart Coil System 400SMTSTD1135 Penumbra Smart Coil Smart Plus Standard 11 mm x 35 cm
400SMTSTD1145 Penumbra Smart Coil Smart Plus Standard 11 mm x 45 cm
400SMTSTD1160 Penumbra Smart Coil Smart Plus Standard 11 mm x 60 cm
400SMTSTD1235 Penumbra Smart Coil Smart Plus Standard 12 mm x 35 cm
400SMTSTD1245 Penumbra Smart Coil Smart Plus Standard 12 mm x 45 cm
400SMTSTD1260 Penumbra Smart Coil Smart Plus Standard 12 mm x 60 cm
400SMTSTD1345 Penumbra Smart Coil Smart Plus Standard 13 mm x 45 cm
400SMTSTD1360 Penumbra Smart Coil Smart Plus Standard 13 mm x 60 cm
400SMTSTD1445 Penumbra Smart Coil Smart Plus Standard 14 mm x 45 cm
400SMTSTD1460 Penumbra Smart Coil Smart Plus Standard 14 mm x 60 cm
400SMTSTD1545 Penumbra Smart Coil Smart Plus Standard 15 mm x 45 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30

Expiry Date: 2028-03-28

By Royal Charter

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTSTD1560 Penumbra Smart Coil Smart Plus Standard 15 mm x 60 cm
400SMTSTD1645 Penumbra Smart Coil Smart Plus Standard 16 mm x 45 cm
400SMTSTD1660 Penumbra Smart Coil Smart Plus Standard 16 mm x 60 cm
400SMTSTD1845 Penumbra Smart Coil Smart Plus Standard 18 mm x 45 cm
400SMTSTD1860 Penumbra Smart Coil Smart Plus Standard 18 mm x 60 cm
400SMTSFT0202 Penumbra Smart Coil Soft 2 mm x 2 cm
400SMTSFT0203 Penumbra Smart Coil Soft 2 mm x 3 cm
400SMTSFT0204 Penumbra Smart Coil Soft 2 mm x 4 cm
400SMTSFT2H03 Penumbra Smart Coil Soft 2.5 mm x 3 cm

Penumbra Smart Coil System 400SMTSFT2H04 Penumbra Smart Coil Soft 2.5 mm x 4 cm
400SMTSFT2H05 Penumbra Smart Coil Soft 2.5 mm x 5 cm
400SMTSFT2H06 Penumbra Smart Coil Soft 2.5 mm x 6 cm
400SMTSFT0304 Penumbra Smart Coil Soft 3 mm x 4 cm
400SMTSFT0306 Penumbra Smart Coil Soft 3 mm x 6 cm
400SMTSFT0308 Penumbra Smart Coil Soft 3 mm x 8 cm
400SMTSFT0310 Penumbra Smart Coil Soft 3 mm x 10 cm
400SMTSFT3H04 Penumbra Smart Coil Soft 3.5 mm x 4 cm
400SMTSFT3H06 Penumbra Smart Coil Soft 3.5 mm x 6 cm
400SMTSFT3H08 Penumbra Smart Coil Soft 3.5 mm x 8 cm
400SMTSFT3H10 Penumbra Smart Coil Soft 3.5 mm x 10 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTSFT0406 Penumbra Smart Coil Soft 4 mm x 6 cm
400SMTSFT0408 Penumbra Smart Coil Soft 4 mm x 8 cm
400SMTSFT0410 Penumbra Smart Coil Soft 4 mm x 10 cm
400SMTSFT0412 Penumbra Smart Coil Soft 4 mm x 12 cm
400SMTSFT0415 Penumbra Smart Coil Soft 4 mm x 15 cm
400SMTSFT0420 Penumbra Smart Coil Soft 4 mm x 20 cm
400SMTSFT4H06 Penumbra Smart Coil Soft 4.5 mm x 6 cm
400SMTSFT4H08 Penumbra Smart Coil Soft 4.5 mm x 8 cm
400SMTSFT4H10 Penumbra Smart Coil Soft 4.5 mm x 10 cm

Penumbra Smart Coil System 400SMTSFT4H12 Penumbra Smart Coil Soft 4.5 mm x 12 cm
400SMTSFT4H15 Penumbra Smart Coil Soft 4.5 mm x 15 cm
400SMTSFT4H20 Penumbra Smart Coil Soft 4.5 mm x 20 cm
400SMTSFT0506 Penumbra Smart Coil Soft 5 mm x 6 cm
400SMTSFT0508 Penumbra Smart Coil Soft 5 mm x 8 cm
400SMTSFT0510 Penumbra Smart Coil Soft 5 mm x 10 cm
400SMTSFTO0515 Penumbra Smart Coil Soft 5 mm x 15 cm
400SMTSFT0520 Penumbra Smart Coil Soft 5 mm x 20 cm
400SMTSFT0608 Penumbra Smart Coil Soft 6 mm x 8 cm
400SMTSFT0610 Penumbra Smart Coil Soft 6 mm x 10 cm
400SMTSFT0615 Penumbra Smart Coil Soft 6 mm x 15 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name

Model

Additional Information

Penumbra Smart Coil System

400SMTSFT0620
400SMTSFT0710
400SMTSFT0715
400SMTSFT0720
400SMTSFT0730
400SMTSFT0815
400SMTSFT0820
400SMTSFT0830
400SMTSFT0915
400SMTSFT0920
400SMTSFT0930
400SMTSFT1020
400SMTSFT1030
400SMTSFT1045
400SMTSFT1130
400SMTSFT1145
400SMTSFT1230
400SMTSFT1245
400SMTSFT1330
400SMTSFT1345

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Penumbra Smart Coil Soft 6 mm x 20 cm
Penumbra Smart Coil Soft 7 mm x 10 cm
Penumbra Smart Coil Soft 7 mm x 15 cm
Penumbra Smart Coil Soft 7 mm x 20 cm
Penumbra Smart Coil Soft 7 mm x 30 cm
Penumbra Smart Coil Soft 8 mm x 15 cm
Penumbra Smart Coil Soft 8 mm x 20 cm
Penumbra Smart Coil Soft 8 mm x 30 cm
Penumbra Smart Coil Soft 9 mm x 15 cm
Penumbra Smart Coil Soft 9 mm x 20 cm
Penumbra Smart Coil Soft 9 mm x 30 cm
Penumbra Smart Coil Soft 10 mm x 20 cm
Penumbra Smart Coil Soft 10 mm x 30 cm
Penumbra Smart Coil Soft 10 mm x 45 cm
Penumbra Smart Coil Soft 11 mm x 30 cm
Penumbra Smart Coil Soft 11 mm x 45 cm
Penumbra Smart Coil Soft 12 mm x 30 cm
Penumbra Smart Coil Soft 12 mm x 45 cm
Penumbra Smart Coil Soft 13 mm x 30 cm
Penumbra Smart Coil Soft 13 mm x 45 cm

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTSFT1430 Penumbra Smart Coil Soft 14 mm x 30 cm
400SMTSFT1445 Penumbra Smart Coil Soft 14 mm x 45 cm
400SMTXSFT0101 Penumbra Smart Coil Extra Soft 1 mm x 1 cm
400SMTXSFTO11H Penumbra Smart Coil Extra Soft 1 mm x 1.5 cm
400SMTXSFT0102 Penumbra Smart Coil Extra Soft 1 mm x 2 cm
400SMTXSFT0103 Penumbra Smart Coil Extra Soft 1 mm x 3 cm
400SMTXSFT0104 Penumbra Smart Coil Extra Soft 1 mm x 4 cm
400SMTXSFT0105 Penumbra Smart Coil Extra Soft 1 mm x 5 cm
400SMTXSFT1HO01 Penumbra Smart Coil Extra Soft 1.5 mm x 1 cm

T e Sy 400SMTXSFT1H1H Penumbra Smart Coil Extra Soft 1.5 mm x 1.5 cm
400SMTXSFT1H02 Penumbra Smart Coil Extra Soft 1.5 mm x 2 cm
400SMTXSFT1HO03 Penumbra Smart Coil Extra Soft 1.5 mm x 3 cm
400SMTXSFT1H04 Penumbra Smart Coil Extra Soft 1.5 mm x 4 cm
400SMTXSFT1H05 Penumbra Smart Coil Extra Soft 1.5 mm x 5 cm
400SMTXSFT1H06 Penumbra Smart Coil Extra Soft 1.5 mm x 6 cm
400SMTXSFT0201 Penumbra Smart Coil Extra Soft 2 mm x 1 cm
400SMTXSFT0202 Penumbra Smart Coil Extra Soft 2 mm x 2 cm
400SMTXSFT0203 Penumbra Smart Coil Extra Soft 2 mm x 3 cm
400SMTXSFT0204 Penumbra Smart Coil Extra Soft 2 mm x 4 cm
400SMTXSFT0205 Penumbra Smart Coil Extra Soft 2 mm x 5 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Device Name

Model

Additional Information

Penumbra Smart Coil System

400SMTXSFT0206
400SMTXSFT0207
400SMTXSFT0208
400SMTXSFT0209
400SMTXSFT0210
400SMTXSFT2H02
400SMTXSFT2HO03
400SMTXSFT2H04
400SMTXSFT2H06
400SMTXSFT2H07
400SMTXSFT2HO8
400SMTXSFT2H09
400SMTXSFT2H10
400SMTXSFT0303
400SMTXSFT0304
400SMTXSFT0306
400SMTXSFT0308
400SMTXSFT0310
400SMTXSFT3H04
400SMTXSFT3H06

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Penumbra Smart Coil Extra Soft 2 mm x 6 cm
Penumbra Smart Coil Extra Soft 2 mm x 7 cm
Penumbra Smart Coil Extra Soft 2 mm x 8 cm
Penumbra Smart Coil Extra Soft 2 mm x 9 cm
Penumbra Smart Coil Extra Soft 2 mm x 10 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 2 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 3 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 4 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 6 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 7 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 8 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 9 cm
Penumbra Smart Coil Extra Soft 2.5 mm x 10 cm
Penumbra Smart Coil Extra Soft 3 mm x 3 cm
Penumbra Smart Coil Extra Soft 3 mm x 4 cm
Penumbra Smart Coil Extra Soft 3 mm x 6 cm
Penumbra Smart Coil Extra Soft 3 mm x 8 cm
Penumbra Smart Coil Extra Soft 3 mm x 10 cm
Penumbra Smart Coil Extra Soft 3.5 mm x 4 cm
Penumbra Smart Coil Extra Soft 3.5 mm x 6 cm

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTXSFT3H08 Penumbra Smart Coil Extra Soft 3.5 mm x 8 cm
400SMTXSFT3H10 Penumbra Smart Coil Extra Soft 3.5 mm x 10 cm
400SMTXSFT3H12 Penumbra Smart Coil Extra Soft 3.5 mm x 12 cm
400SMTXSFT3H15 Penumbra Smart Coil Extra Soft 3.5 mm x 15 cm
400SMTXSFT0404 Penumbra Smart Coil Extra Soft 4 mm x 4 cm
400SMTXSFT0406 Penumbra Smart Coil Extra Soft 4 mm x 6 cm
400SMTXSFT0408 Penumbra Smart Coil Extra Soft 4 mm x 8 cm
400SMTXSFT0410 Penumbra Smart Coil Extra Soft 4 mm x 10 cm
400SMTXSFT0412 Penumbra Smart Coil Extra Soft 4 mm x 12 cm

Penumbra Smart Coil System 400SMTXSFT0415 Penumbra Smart Coil Extra Soft 4 mm x 15 cm
400SMTXSFT4H06 Penumbra Smart Coil Extra Soft 4.5 mm x 6 cm
400SMTXSFT4H08 Penumbra Smart Coil Extra Soft 4.5 mm x 8 cm
400SMTXSFT4H10 Penumbra Smart Coil Extra Soft 4.5 mm x 10 cm
400SMTXSFT4H12 Penumbra Smart Coil Extra Soft 4.5 mm x 12 cm
400SMTXSFT4H15 Penumbra Smart Coil Extra Soft 4.5 mm x 15 cm
400SMTXSFT0510 Penumbra Smart Coil Extra Soft 5 mm x 10 cm
400SMTXSFT0515 Penumbra Smart Coil Extra Soft 5 mm x 15 cm
400SMTXSFT0610 Penumbra Smart Coil Extra Soft 6 mm x 10 cm
400SMTXSFT0615 Penumbra Smart Coil Extra Soft 6 mm x 15 cm
400SMTHXSFT0101 Penumbra Smart Coil WAVE Extra Soft 1 mm x 1 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTHXSFTO011H Penumbra Smart Coil WAVE Extra Soft 1 mm x 1.5 cm
400SMTHXSFT0102 Penumbra Smart Coil WAVE Extra Soft 1 mm x 2 cm
400SMTHXSFT0103 Penumbra Smart Coil WAVE Extra Soft 1 mm x 3 cm
400SMTHXSFT0104 Penumbra Smart Coil WAVE Extra Soft 1 mm x 4 cm
400SMTHXSFT0105 Penumbra Smart Coil WAVE Extra Soft 1 mm x 5 cm
400SMTHXSFT1HO1 Penumbra Smart Coil WAVE Extra Soft 1.5 mm x 1 cm
400SMTHXSFT1H1H Penumbra Smart Coil WAVE Extra Soft 1.5 mm x 1.5 cm
400SMTHXSFT1H02 Penumbra Smart Coil WAVE Extra Soft 1.5 mm x 2 cm
400SMTHXSFT1HO03 Penumbra Smart Coil WAVE Extra Soft 1.5 mm x 3 cm

T e Sy 400SMTHXSFT1H04 Penumbra Smart Coil WAVE Extra Soft 1.5 mm x 4 cm
400SMTHXSFT1HO05 Penumbra Smart Coil WAVE Extra Soft 1.5 mm x 5 cm
400SMTHXSFT1H06 Penumbra Smart Coil WAVE Extra Soft 1.5 mm x 6 cm
400SMTHXSFT0201 Penumbra Smart Coil WAVE Extra Soft 2 mm x 1 cm
400SMTHXSFT0202 Penumbra Smart Coil WAVE Extra Soft 2 mm x 2 cm
400SMTHXSFT0203 Penumbra Smart Coil WAVE Extra Soft 2 mm x 3 cm
400SMTHXSFT0204 Penumbra Smart Coil WAVE Extra Soft 2 mm x 4 cm
400SMTHXSFT0205 Penumbra Smart Coil WAVE Extra Soft 2 mm x 5 cm
400SMTHXSFT0206 Penumbra Smart Coil WAVE Extra Soft 2 mm x 6 cm
400SMTHXSFT0207 Penumbra Smart Coil WAVE Extra Soft 2 mm x 7 cm
400SMTHXSFT0208 Penumbra Smart Coil WAVE Extra Soft 2 mm x 8 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTHXSFT0209 Penumbra Smart Coil WAVE Extra Soft 2 mm x 9 cm
400SMTHXSFT0210 Penumbra Smart Coil WAVE Extra Soft 2 mm x 10 cm
400SMTHXSFT2H02 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 2 cm
400SMTHXSFT2H03 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 3 cm
400SMTHXSFT2H04 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 4 cm
400SMTHXSFT2H06 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 6 cm
400SMTHXSFT2H07 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 7 cm
400SMTHXSFT2H08 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 8 cm
400SMTHXSFT2H09 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 9 cm

T e Sy 400SMTHXSFT2H10 Penumbra Smart Coil WAVE Extra Soft 2.5 mm x 10 cm
400SMTHXSFT0303 Penumbra Smart Coil WAVE Extra Soft 3 mm x 3 cm
400SMTHXSFT0304 Penumbra Smart Coil WAVE Extra Soft 3 mm x 4 cm
400SMTHXSFT0306 Penumbra Smart Coil WAVE Extra Soft 3 mm x 6 cm
400SMTHXSFT0308 Penumbra Smart Coil WAVE Extra Soft 3 mm x 8 cm
400SMTHXSFT0310 Penumbra Smart Coil WAVE Extra Soft 3 mm x 10 cm
400SMTHXSFT3H04 Penumbra Smart Coil WAVE Extra Soft 3.5 mm x 4 cm
400SMTHXSFT3H06 Penumbra Smart Coil WAVE Extra Soft 3.5 mm x 6 cm
400SMTHXSFT3H08 Penumbra Smart Coil WAVE Extra Soft 3.5 mm x 8 cm
400SMTHXSFT3H10 Penumbra Smart Coil WAVE Extra Soft 3.5 mm x 10 cm
400SMTHXSFT3H12 Penumbra Smart Coil WAVE Extra Soft 3.5 mm x 12 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
400SMTHXSFT3H15 Penumbra Smart Coil WAVE Extra Soft 3.5 mm x 15 cm
400SMTHXSFT0404 Penumbra Smart Coil WAVE Extra Soft 4 mm x 4 cm
400SMTHXSFT0406 Penumbra Smart Coil WAVE Extra Soft 4 mm x 6 cm
400SMTHXSFT0408 Penumbra Smart Coil WAVE Extra Soft 4 mm x 8 cm
400SMTHXSFT0410 Penumbra Smart Coil WAVE Extra Soft 4 mm x 10 cm
400SMTHXSFT0412 Penumbra Smart Coil WAVE Extra Soft 4 mm x 12 cm
400SMTHXSFT0415 Penumbra Smart Coil WAVE Extra Soft 4 mm x 15 cm

Penumbra Smart Coil System 400SMTHXSFT4H06 Penumbra Smart Coil WAVE Extra Soft 4.5 mm x 6 cm
400SMTHXSFT4H08 Penumbra Smart Coil WAVE Extra Soft 4.5 mm x 8 cm
400SMTHXSFT4H10 Penumbra Smart Coil WAVE Extra Soft 4.5 mm x 10 cm
400SMTHXSFT4H12 Penumbra Smart Coil WAVE Extra Soft 4.5 mm x 12 cm
400SMTHXSFT4H15 Penumbra Smart Coil WAVE Extra Soft 4.5 mm x 15 cm
400SMTHXSFT0510 Penumbra Smart Coil WAVE Extra Soft 5 mm x 10 cm
400SMTHXSFT0515 Penumbra Smart Coil WAVE Extra Soft 5 mm x 15 cm
400SMTHXSFT0610 Penumbra Smart Coil WAVE Extra Soft 6 mm x 10 cm
400SMTHXSFT0615 Penumbra Smart Coil WAVE Extra Soft 6 mm x 15 cm
RBYLP0101 Ruby Coil LP 1 mm x 1 cm

. RBYLP0102 Ruby Coil LP 1 mm x 2 cm
Penumbra LP Coil System - e po103 Ruby Coil LP 1 mm x 3 cm
RBYLP0104 Ruby Coil LP 1 mm x 4 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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Sl.
By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information

RBYLP0105 Ruby Coil LP 1 mm x 5 cm

RBYLP1HO1 Ruby Coil LP, 1.5 mm x 1 cm

RBYLP1HO02 Ruby Coil LP, 1.5 mm x 2 cm

RBYLP1HO03 Ruby Coil LP, 1.5 mm x 3 cm

RBYLP1H04 Ruby Coil LP, 1.5 mm x 4 cm

RBYLP1HO05 Ruby Coil LP, 1.5 mm x 5 cm
RBYLP0201 Ruby Coil LP 2 mm x 1 cm
RBYLP0202 Ruby Coil LP 2 mm x 2 cm
RBYLP0203 Ruby Coil LP 2 mm x 3 cm
. RBYLP0204 Ruby Coil LP 2 mm x 4 cm
Penumbra LP Coil System oo po206 Ruby Coil LP 2 mm x 6 cm
RBYLP0208 Ruby Coil LP 2 mm x 8 cm

RBYLP0210 Ruby Coil LP 2 mm x 10 cm
RBYLP0304 Ruby Coil LP 3 mm x 4 cm
RBYLP0305 Ruby Coil LP 3 mm x 5 cm
RBYLP0306 Ruby Coil LP 3 mm x 6 cm
RBYLP0308 Ruby Coil LP 3 mm x 8 cm

RBYLP0310 Ruby Coil LP 3 mm x 10 cm

RBYLP0312 Ruby Coil LP 3 mm x 12 cm

RBYLP0315 Ruby Coil LP 3 mm x 15 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’

Page 26 of 41

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYLP0320 Ruby Coil LP 3 mm x 20 cm
RBYLP0404 Ruby Coil LP 4 mm x 4 cm
RBYLP0406 Ruby Coil LP 4 mm x 6 cm
RBYLP0408 Ruby Coil LP 4 mm x 8 cm
RBYLP0410 Ruby Coil LP 4 mm x 10 cm
RBYLP0412 Ruby Coil LP 4 mm x 12 cm
RBYLP0415 Ruby Coil LP 4 mm x 15 cm
RBYLP0420 Ruby Coil LP 4 mm x 20 cm
RBYLP0425 Ruby Coil LP 4 mm x 25 cm
. RBYLP0430 Ruby Coil LP 4 mm x 30 cm
Penumbra LP Coil System e pos10 Ruby Coil LP 5 mm x 10 cm
RBYLP0512 Ruby Coil LP 5 mm x 12 cm
RBYLP0515 Ruby Coil LP 5 mm x 15 cm
RBYLP0520 Ruby Coil LP 5 mm x 20 cm
RBYLP0525 Ruby Coil LP 5 mm x 25 cm
RBYLP0530 Ruby Coil LP 5 mm x 30 cm
RBYLP0535 Ruby Coil LP 5 mm x 35 cm
RBYLP0540 Ruby Coil LP 5 mm x 40 cm
RBYLP0610 Ruby Coil LP 6 mm x 10 cm
RBYLPO615 Ruby Coil LP 6 mm x 15 cm
First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’

Page 27 of 41

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Sl.
By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information

RBYLP0620 Ruby Coil LP 6 mm x 20 cm

RBYLP0625 Ruby Coil LP 6 mm x 25 c¢m

RBYLP0630 Ruby Coil LP 6 mm x 30 cm

RBYLP0635 Ruby Coil LP 6 mm x 35 cm

RBYLP0640 Ruby Coil LP 6 mm x 40 cm

RBYLP0645 Ruby Coil LP 6 mm x 45 cm

RBYLP0650 Ruby Coil LP 6 mm x 50 cm

RBYLP0660 Ruby Coil LP 6 mm x 60 cm

RBYLP0720 Ruby Coil LP 7 mm x 20 cm

. RBYLP0725 Ruby Coil LP 7 mm x 25 cm

Penumbra LP Coil System - e po730 Ruby Coil LP 7 mm x 30 cm
RBYLP0735 Ruby Coil LP 7 mm x 35 cm

RBYLP0740 Ruby Coil LP 7 mm x 40 cm

RBYLP0745 Ruby Coil LP 7 mm x 45 cm

RBYLP0750 Ruby Coil LP 7 mm x 50 cm

RBYLP0760 Ruby Coil LP 7 mm x 60 cm

RBYLP0820 Ruby Coil LP 8 mm x 20 cm

RBYLP0825 Ruby Coil LP 8 mm x 25 cm

RBYLP0830 Ruby Coil LP 8 mm x 30 cm

RBYLP0835 Ruby Coil LP 8 mm x 35 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



b .
Sl.
By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYLP0840 Ruby Coil LP 8 mm x 40 cm
RBYLP0845 Ruby Coil LP 8 mm x 45 cm
RBYLP0850 Ruby Coil LP 8 mm x 50 cm
RBYLP0860 Ruby Coil LP 8 mm x 60 cm
RBYLP0930 Ruby Coil LP, 9 mm x 30 cm
RBYLP0960 Ruby Coil LP, 9 mm x 60 cm
RBYLP0965 Ruby Coil LP, 9 mm x 65 cm
RBYLP0970 Ruby Coil LP, 9 mm x 70 cm
RBYLP1030 Ruby Coil LP, 10 mm x 30 cm
. RBYLP1060 Ruby Coil LP, 10 mm x 60 cm
Penumbra LP Coil System - e p106s Ruby Coil LP, 10 mm x 65 cm
RBYLP1070 Ruby Coil LP, 10 mm x 70 cm
RBYPCLPO1 Packing Coil LP 1 cm
RBYPCLPO2 Packing Coil LP 2 cm
RBYPCLPO3 Packing Coil LP 3 cm
RBYPCLP0O4 Packing Coil LP 4 cm
RBYPCLPO5 Packing Coil LP 5 cm
RBYPCLPO6 Packing Coil LP 6 cm
RBYPCLPO7 Packing Coil LP 7 cm
RBYPCLPO8 Packing Coil LP 8 cm
First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYPCLP0O9 Packing Coil LP 9 cm
RBYPCLP10 Packing Coil LP 10 cm
RBYPCLP12 Packing Coil LP 12 cm
RBYPCLP15 Packing Coil LP 15 cm
RBYPCLP20 Packing Coil LP 20 cm
RBYPCLP25 Packing Coil LP 25 cm
RBYPCLP30 Packing Coil LP 30 cm
RBYPCLP35 Packing Coil LP 35 cm
RBYPCLP40 Packing Coil LP 40 cm
. RBYPCLP45 Packing Coil LP 45 cm

Penumbra LP Coil System o ovper pso Packing Coil LP 50 cm
RBYPCLP55 Packing Coil LP 55 cm
RBYPCLP60 Packing Coil LP 60 cm
RBYLP2C0408 PTC Standard 4 mm x 8 cm
RBYLP2C0410 PTC Standard 4 mm x 10 cm
RBYLP2C0412 PTC Standard 4 mm x 12 cm
RBYLP2C0415 PTC Standard 4 mm x 15 cm
RBYLP2C0420 PTC Standard 4 mm x 20 cm
RBYLP2C0510 PTC Standard 5 mm x 10 cm
RBYLP2C0512 PTC Standard 5 mm x 12 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYLP2C0515 PTC Standard 5 mm x 15 cm
RBYLP2C0520 PTC Standard 5 mm x 20 cm
RBYLP2C0525 PTC Standard 5 mm x 25 cm
RBYLP2C0530 PTC Standard 5 mm x 30 cm
RBYLP2C0612 PTC Standard 6 mm x 12 cm
RBYLP2C0615 PTC Standard 6 mm x 15 cm
RBYLP2C0620 PTC Standard 6 mm x 20 cm
RBYLP2C0625 PTC Standard 6 mm x 25 cm
RBYLP2C0630 PTC Standard 6 mm x 30 cm

Penumbra LP Coil System RBYLP2C0640 PTC Standard 6 mm x 40 cm
RBYLP2C0715 PTC Standard 7 mm x 15 cm
RBYLP2C0720 PTC Standard 7 mm x 20 cm
RBYLP2C0725 PTC Standard 7 mm x 25 cm
RBYLP2C0730 PTC Standard 7 mm x 30 cm
RBYLP2C0740 PTC Standard 7 mm x 40 cm
RBYLP2C0820 PTC Standard 8 mm x 20 cm
RBYLP2C0830 PTC Standard 8 mm x 30 cm
RBYLP2C0840 PTC Standard 8 mm x 40 cm
RBYLP2C0920 PTC Standard 9 mm x 20 cm
RBYLP2C0930 PTC Standard 9 mm x 30 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYLP2C0940 PTC Standard 9 mm x 40 cm
RBYLP2C1030 PTC Standard 10 mm x 30 cm
RBYLP2C1045 PTC Standard 10 mm x 45 cm
RBYLP2C1060 PTC Standard 10 mm x 60 cm
RBYLP2C1070 PTC Standard 10 mm x 70 cm
RBYLP4C0203 PTC Soft 2 mm x 3 cm
RBYLP4C0204 PTC Soft 2 mm x 4 cm
RBYLP4C0303 PTC Soft 3 mm x 3 cm
RBYLP4C0304 PTC Soft 3 mm x4 cm

. RBYLP4C0306 PTC Soft 3 mm x 6 cm
Penumbra LP Coil System ¢ evi paco308 PTC Soft 3 mm x 8 cm
RBYLP4C0310 PTC Soft 3 mm x 10 cm
RBYLP4C0312 PTC Soft 3 mm x 12 cm
RBYLP4C3HO08 PTC Soft 3.5 mm x 8 cm
RBYLP4C3H10 PTC Soft 3.5 mm x 10 cm
RBYLP4C3H12 PTC Soft 3.5 mm x 12 cm
RBYLP4C0406 PTC Soft 4 mm x 6 cm
RBYLP4C0408 PTC Soft 4 mm x 8 cm
RBYLP4C0410 PTC Soft 4 mm x 10 cm
RBYLP4C0412 PTC Soft 4 mm x 12 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYLP4C0415 PTC Soft 4 mm x 15 cm
RBYLP4C0420 PTC Soft 4 mm x 20 cm
RBYLP4C4H10 PTC Soft 4.5 mm x 10 cm
RBYLP4C0506 PTC Soft 5 mm x 6 cm
RBYLP4C0510 PTC Soft 5 mm x 10 cm
RBYLP4C0512 PTC Soft 5 mm x 12 cm
RBYLP4C0515 PTC Soft 5 mm x 15 cm
RBYLP4C0520 PTC Soft 5 mm x 20 cm
RBYLP4C0525 PTC Soft 5 mm x 25 cm

. RBYLP4C0530 PTC Soft 5 mm x 30 cm
Penumbra LP Coil System ¢ ev| pacos10 PTC Soft 6 mm x 10 cm
RBYLP4C0612 PTC Soft 6 mm x 12 cm
RBYLP4C0615 PTC Soft 6 mm x 15 cm
RBYLP4C0620 PTC Soft 6 mm x 20 cm
RBYLP4C0625 PTC Soft 6 mm x 25 cm
RBYLP4C0630 PTC Soft 6 mm x 30 cm
RBYLP4C0640 PTC Soft 6 mm x 40 cm
RBYLP4C0715 PTC Soft 7 mm x 15 cm
RBYLP4C0720 PTC Soft 7 mm x 20 cm
RBYLP4C0730 PTC Soft 7 mm x 30 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information

RBYLP4C0740 PTC Soft 7 mm x 40 cm
RBYLP4C0820 PTC Soft 8 mm x 20 cm
RBYLP4C0830 PTC Soft 8 mm x 30 cm
RBYLP4C0840 PTC Soft 8 mm x 40 cm
RBYLP4C0920 PTC Soft 9 mm x 20 cm
RBYLP4C0930 PTC Soft 9 mm x 30 cm
RBYLP4C0940 PTC Soft 9 mm x 40 cm
RBYLP4C1030 PTC Soft 10 mm x 30 cm
RBYLP6C0101 PTC Extra Soft 1 mm x 1 cm

Penumbra LP Coil System RBYLP6CO11H PTC Extra Soft 1 mm x 1.5 cm
RBYLP6C0102 PTC Extra Soft 1 mm x 2 cm
RBYLP6C0103 PTC Extra Soft 1 mm x 3 cm
RBYLP6C1H02 PTC Extra Soft 1.5 mm x 2 cm
RBYLP6C1H03 PTC Extra Soft 1.5 mm x 3 cm
RBYLP6C1H04 PTC Extra Soft 1.5 mm x 4 cm
RBYLP6C0202 PTC Extra Soft 2 mm x 2 cm
RBYLP6C0203 PTC Extra Soft 2 mm x 3 cm
RBYLP6C0204 PTC Extra Soft 2 mm x 4 cm
RBYLP6C0206 PTC Extra Soft 2 mm x 6 cm
RBYLP6C0208 PTC Extra Soft 2 mm x 8 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’

Page 34 of 41

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name

Model

Additional Information

Penumbra LP Coil System

RBYLP6C2HO03
RBYLP6C2H04
RBYLP6C2H06
RBYLP6C2HO08
RBYLP6C0304
RBYLP6C0306
RBYLP6C0308
RBYLP6C0310
RBYLP6C0312
RBYLP6C3H06
RBYLP6C3HO08
RBYLP6C3H10
RBYLP6C3H12
RBYLP6C0406
RBYLP6C0408
RBYLP6C0410
RBYLP6C0412
RBYLP6C0415
RBYLP6C0420
RBYLP6C4H08

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

PTC Extra Soft 2.5 mm x 3 cm
PTC Extra Soft 2.5 mm x 4 cm
PTC Extra Soft 2.5 mm x 6 cm
PTC Extra Soft 2.5 mm x 8 cm
PTC Extra Soft 3 mm x 4 cm
PTC Extra Soft 3 mm x 6 cm
PTC Extra Soft 3 mm x 8 cm
PTC Extra Soft 3 mm x 10 cm
PTC Extra Soft 3 mm x 12 cm
PTC Extra Soft 3.5 mm x 6 cm
PTC Extra Soft 3.5 mm x 8 cm
PTC Extra Soft 3.5 mm x 10 cm
PTC Extra Soft 3.5 mm x 12 cm
PTC Extra Soft 4 mm x 6 cm
PTC Extra Soft 4 mm x 8 cm
PTC Extra Soft 4 mm x 10 cm
PTC Extra Soft 4 mm x 12 cm
PTC Extra Soft 4 mm x 15 cm
PTC Extra Soft 4 mm x 20 cm
PTC Extra Soft 4.5 mm x 8 cm

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name Model Additional Information
RBYLP6C4H10 PTC Extra Soft 4.5 mm x 10 cm
RBYLP6C4H12 PTC Extra Soft 4.5 mm x 12 cm
RBYLP6C4H15 PTC Extra Soft 4.5 mm x 15 cm
RBYLP6C4H20 PTC Extra Soft 4.5 mm x 20 cm
RBYLP6C0508 PTC Extra Soft 5 mm x 8 cm
RBYLP6C0510 PTC Extra Soft 5 mm x 10 cm
RBYLP6C0512 PTC Extra Soft 5 mm x 12 cm
RBYLP6C0515 PTC Extra Soft 5 mm x 15 cm
RBYLP6C0520 PTC Extra Soft 5 mm x 20 cm

Penumbra LP Coil System RBYLP6C0610 PTC Extra Soft 6 mm x 10 cm
RBYLP6C0615 PTC Extra Soft 6 mm x 15 cm
RBYLP6C0620 PTC Extra Soft 6 mm x 20 cm
RBYLP6U0101 Helical Extra Soft 1 mm x 1 cm
RBYLP6U0102 Helical Extra Soft 1 mm x 2 cm
RBYLP6U0103 Helical Extra Soft 1 mm x 3 cm
RBYLP6U1HO1 Helical Extra Soft 1.5 mm x 1 cm
RBYLP6U1HO02 Helical Extra Soft 1.5 mm x 2 cm
RBYLP6U1HO03 Helical Extra Soft 1.5 mm x 3 cm
RBYLP6U0202 Helical Extra Soft 2 mm x 2 cm
RBYLP6U0203 Helical Extra Soft 2 mm x 3 cm

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name

Model

Additional Information

Penumbra LP Coil System

RBYLP6U0204
RBYLP6U0206
RBYLP6U0208
RBYLP6U2H03
RBYLP6U2H04
RBYLP6U2H06
RBYLP6U2H08
RBYLP6U0304
RBYLP6U0306
RBYLP6U0308
RBYLP6U0310
RBYLP6U0312
RBYLP6U3H06
RBYLP6U3H08
RBYLP6U3H10
RBYLP6U3H12
RBYLP6U0406
RBYLP6U0408
RBYLP6U0410
RBYLP6U0412

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Helical Extra Soft 2 mm x 4 cm
Helical Extra Soft 2 mm x 6 cm
Helical Extra Soft 2 mm x 8 cm
Helical Extra Soft 2.5 mm x 3 cm
Helical Extra Soft 2.5 mm x 4 cm
Helical Extra Soft 2.5 mm x 6 cm
Helical Extra Soft 2.5 mm x 8 cm
Helical Extra Soft 3 mm x 4 cm
Helical Extra Soft 3 mm x 6 cm
Helical Extra Soft 3 mm x 8 cm
Helical Extra Soft 3 mm x 10 cm
Helical Extra Soft 3 mm x 12 cm
Helical Extra Soft 3.5 mm x 6 cm
Helical Extra Soft 3.5 mm x 8 cm
Helical Extra Soft 3.5 mm x 10 cm
Helical Extra Soft 3.5 mm x 12 cm
Helical Extra Soft 4 mm x 6 cm
Helical Extra Soft 4 mm x 8 cm
Helical Extra Soft 4 mm x 10 cm
Helical Extra Soft 4 mm x 12 cm

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’

Page 37 of 41

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 739883 R0O00

Device Name

Model

Additional Information

Penumbra LP Coil System

RBYLP6U0415
RBYLP6U0420
RBYLP6U4H08
RBYLP6U4H10
RBYLP6U4H12
RBYLP6U4H15
RBYLP6U4H20
RBYLP6UO508
RBYLP6U0510
RBYLP6U0512
RBYLP6UO515
RBYLP6U0520
RBYLP6U0610
RBYLP6UO615
RBYLP6U0620
RBYLPHC0203
RBYLPHC0204
RBYLPHC0304
RBYLPHC0306
RBYLPHC0308

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Helical Extra Soft 4 mm x 15 cm
Helical Extra Soft 4 mm x 20 cm
Helical Extra Soft 4.5 mm x 8 cm
Helical Extra Soft 4.5 mm x 10 cm
Helical Extra Soft 4.5 mm x 12 cm
Helical Extra Soft 4.5 mm x 15 cm
Helical Extra Soft 4.5 mm x 20 cm
Helical Extra Soft 5 mm x 8 cm
Helical Extra Soft 5 mm x 10 cm
Helical Extra Soft 5 mm x 12 cm
Helical Extra Soft 5 mm x 15 cm
Helical Extra Soft 5 mm x 20 cm
Helical Extra Soft 6 mm x 10 cm
Helical Extra Soft 6 mm x 15 cm
Helical Extra Soft 6 mm x 20 cm
Hybrid 2 mm x 3 cm

Hybrid 2 mm x 4 cm

Hybrid 3 mm x 4 cm

Hybrid 3 mm x 6 cm

Hybrid 3 mm x 8 cm

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’

Page 38 of 41

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate
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Device Name

Model

Additional Information

Penumbra LP Coil System

Swift Coil System

RBYLPHC0406
RBYLPHC0408
RBYLPHC0410
RBYLPHC0412
RBYLPHC0415
RBYLPHC0420
RBYLPHC0510
RBYLPHC0512
RBYLPHC0515
RBYLPHC0520
RBYLPHC0612
RBYLPHC0615
RBYLPHC0620
400SWPCO01
400SWPC02
400SWPCO03
400SWPC04
400SWPCO05
400SWPC06
400SWPC07

First Issue Date: 2023-03-29
Current Issue Date: 2025-05-30

Hybrid 4 mm x 6 cm
Hybrid 4 mm x 8 cm
Hybrid 4 mm x 10 cm
Hybrid 4 mm x 12 cm
Hybrid 4 mm x 15 cm
Hybrid 4 mm x 20 cm
Hybrid 5 mm x 10 cm
Hybrid 5 mm x 12 cm
Hybrid 5 mm x 15 cm
Hybrid 5 mm x 20 cm
Hybrid 6 mm x 12 cm
Hybrid 6 mm x 15 cm
Hybrid 6 mm x 20 cm
swiftPAC Coil, 1cm
swiftPAC Coil, 2 cm
swiftPAC Coil, 3 cm
swiftPAC Coil, 4 cm
swiftPAC Coil, 5 cm
swiftPAC Coil, 6 cm
swiftPAC Coil, 7 cm

Starting Validity Date: 2025-05-30
Expiry Date: 2028-03-28
..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Device Name Model Additional Information
400SWPCO08 swiftPAC Coil, 8 cm
400SWPC09 swiftPAC Coil, 9 cm
400SWPC10 swiftPAC Coil, 10 cm
400SWPC12 swiftPAC Coil, 12 cm
400SWPC15 swiftPAC Coil, 15 cm
400SWPC20 swiftPAC Coil, 20 cm
Swift Coil System 400SWPC25 swiftPAC Coil, 25 cm

400SWPC30 swiftPAC Coil, 30 cm
400SWPC35 swiftPAC Coil, 35 cm
400SWPC40 swiftPAC Coil, 40 cm
400SWPC45 swiftPAC Coil, 45 cm
400SWPC50 swiftPAC Coil, 50 cm
400SWPC55 swiftPAC Coil, 55 cm
400SWPC60 swiftPAC Coil, 60 cm

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30

Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Certificate History

Date Reference Number Action
2023-03-29 3329046 Issued.
Current 30106754 Supplemented — Scope extension to add new coil

configurations and size offerings to the Penumbra
Embolization Coil System product family.

Amended — Correction of product description for 400PAC35.
Update product labelling to include information on presence
of CMR substance for the Penumbra Coil 400, Ruby Coil
System and POD System.

First Issue Date: 2023-03-29 Starting Validity Date: 2025-05-30
Current Issue Date: 2025-05-30 Expiry Date: 2028-03-28

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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