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By Royal Charter

EU Technical Documentation Assessment Certificate

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

MDR 762338 R000

Manufacturer: Argon Medical Devices, Inc.

Address:

1445 Flat Creek Road
Athens

Texas

75751

USA

Single Registration Number: US-MF-000002324

EU Authorised Representative: Emergo Europe B.V.

Address:
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

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: 2024-05-24 Starting Validity Date: 2024-05-24
Current Issue Date: 2024-05-24 Expiry Date: 2029-05-23
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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 762338 RO00

Device Schedule:

Intended Purpose per IFU: Guidewires are intended to facilitate the percutaneous placement of intravascular and non-
vascular devices during diagnostic and intervention procedures.

Type (Codes as per (EU) 2017/2185): MDN 1203

Risk Classification: Class III

Device Name Description Model Basic UDI-DI
WORKER™ Guidewire Standard Straight
0.035"/80cm/3.5cm 1890
WORKER™ Guidewire Standard Straight
0.035"/150cm/3.5cm LUt
p o - 08863332700352V
WORKER™ Guidewire Standard Straight
0.035"/180cm/3.5cm SR
WORKER™ Guidewire Standard Straight
0.038"/150cm/3.5cm 110138888
WORKER™ Guidewire A
WORKER™ Guidewire Standard J Curve
(Standard, Amplatz and 0.035"/80cm/3.5cm 110535080
Bentson)
WORKER™ Guidewire Standard J Curve
0.035"/150cm/3.5cm e’
WORKER™ Guidewire Standard J Curve
0.035"/180cmy/3.5cm 110535180 08863332700342T
WORKER™ Guidewire Standard J Curve
0.035"/260cm/3.5cm L
WORKER™ Guidewire Standard J Curve
0.038"/150cm/3.5cm L RS0
First Issue Date: 2024-05-24 Starting Validity Date: 2024-05-24
Current Issue Date: 2024-05-24 Expiry Date: 2029-05-23
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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 762338 RO00

Device Name Description Model Basic UDI-DI
WORKER™ Guidewire Amplatz Straight
0.035"/90cm/7.5cm SR
WORKER™ Guidewire Amplatz Straight
0.035"/150cm/7.5¢cm A
WORKER™ Guidewire Amplatz Straight
0.035"/180cm/7.5cm RIEAE
WORKER™ Guidewire Amplatz Straight
0.035"/260cm/7.5cm 15885260
" : " 08863332700332R
WORKER™ Guidewire Amplatz Straight
0.035"/80cm/3.5cm i aUoy
WORKER™ Guidewire ———I :
(Standard, Amplatz and WORKER Gu!‘clewwe Amplatz Straight 114135150
0.035"/150cm/3.5cm
Bentson)
WORKER™ Guidewire Amplatz Straight
0.035"/180cm/3.5cm 11413888
WORKER™ Guidewire Amplatz Straight
0.035"/260cm/3.5cm 114185288
WORKER™ Guidewire Amplatz J Curve
0.035"/90cm/7.5cm 59233080
5 cud I 2 08863332700322P
WORKER™ Guidewire Amplatz J Curve
0.035"/150cm/7.5cm 118232220
WORKER™ Guidewire Bentson type
0.035"/180cm/15cm 116035180 08863332700362X
First Issue Date: 2024-05-24 Starting Validity Date: 2024-05-24
Current Issue Date: 2024-05-24 Expiry Date: 2029-05-23
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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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MDR 762338 RO00

Device Name Description Model Basic UDI-DI
0.035C?or)clswtﬁit;rcarqu?lfagruniqﬁv il\rfleedical) CoZEbtet
0.035“;\1n;g?rfwz/?;s.tSriEh(tMil;g:mirl\ﬁedical) G2
0.035"/Alr?igfraz/??.t;iﬁh(tMigggmirl\ﬁedical) Clarass
o.035"fzrgg?:qz/itsrigi}tMiﬁ%iﬁedican Gemse. 60 LA MR
Tl ElNTe 22 O.035"??5;;?7.5;2?129?:4;%? il\r/leedical) LR

0.035"/A1r2i())lcant12/7s.t5rs:gh(tIVIGelrJrigsiv:j’irl\ﬁedicaI) G
o.035";\111385:12/75.%?;2h(tlwitrjri:si\zirﬁedical) G6113 S8R
0.035"/260cm/7.50m (Mermaid Medicaly | 061135260
0.o35'%noilrf/z7?5(é:1rﬁ4S:Jnir?a%vilr/leedica|) S5133200 il Gl (ol

First Issue Date: 2024-05-24 Starting Validity Date: 2024-05-24

Current Issue Date: 2024-05-24 Expiry Date: 2029-05-23
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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 762338 RO00

Certificate History

Date Reference Number Action

Current 3582036 Issued
First Issue Date: 2024-05-24 Starting Validity Date: 2024-05-24
Current Issue Date: 2024-05-24 Expiry Date: 2029-05-23
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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.



