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Production line: inflation device, radail artery tourniquet, ¥ connector set, Manifolds, Extending tubing,

Angoigraphy control syringe, and introducer sheath set.
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Inflation Device

4 Quick trigger relaass {0 increass patient safety
i omfartably in sither hand
#Stable performance and sasy manipulation

# High resolution display to enhance visuability
of digital figures
# Automatic timer and intelligent memary to recard
end recall prior inflation information
- # Stable performance and easy manipulation
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Manifolds

#Variety specifications for broad selaction
®Low-lorque , sasy-te-turn handles to reduce hand fatigue
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= ‘ Angiography Syringe

: #Clear and transparent barrel anzbles good clinical
: observation
|~ *Silent ubber plug crestes a unique smooth feeling
& during injection wiih less resistance
0 and fixed male luer al for flexibility

[ and stabllity in connection
+0.5ml safety fluid space alms to minimize the

potential of air bubbles Introduced Into catheter
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Y-connector set
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Pressure extending
tubing

# Claar PVC materials improving high clarity
# Braided reinforced wira , rating at 1200PS)
#Variety band length for broad selaction
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Radial artery tourniquet

\g easy monitaring

aterials provid

# High transparent
of access site

xibility and patient comfort

v band length for broad sslection




EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60147785 0001

Report No.: 15085655 008

Manufacturer: Elite Medtek (Jiangsu) Co., Ltd.
28#, Xiahe Rd., Yaoguan Town
Qianjia Industrial Park, Wujin District
Changzhou City
213102 Jiangsu
P.R. China

Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: DD 60122761 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

Notified Body

Effective Date: 2020-09-08

Date: 2020-09-08

Fuxiu Sheng b

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10020 4 04.08 @ TUV, TUEV and TUY are reqgistered tiademarks. Utilisanen and application requires prior approyal
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TUVRheinland

TUV Rheinland Haos B/ Rew. 0
LGA Products GmbH
TillystraBRe 2, 90431 Nirnberg

Attachment to

Certificate
Registration No.: DD 60147785 0001
’ Report No.: 15085655 008
Manufacturer: Elite Medtek (Jiangsu) Co., Ltd.
28#, Xiahe Rd., Yaoguan Town
Qianjia Industrial Park, Wuijin District
| Changzhou City
| 213102 Jiangsu
P.R. China
Products:

- Y-Connector Sets for single use

- Angiography Syringes for single use

- Pressure Extending Tubings for single use
- Manifolds for single use

Aspects of manufacture concerned with securing and
[ maintaining sterile conditions:

- Radial Artery Tourniquets for single use

- Inflation Devices for single use
- Disposable Balloon Inflation Devices

Date: 2020-09-08

100204 0208 ®  TOV, TUEV and TV ors registere trademarks. Utlisation and application reaures prior apprcoal
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TUVRheinland

Certificate

; The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Elite Medtek (Jiangsu) Co., Ltd.
28#, Xiahe Rd., Yaoguan Town
Qianjia Industrial Park, Wujin District
Changzhou City
213102 Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Medical Devices

(see attachment for products included)
Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-12-03
Certificate Registration No.: SX 60133521 0001
An audit was performed. Report No.: 15085655 004

This Certificate is valid until: 2021-10-27

Certification Body

AKKS

... . Deutsche
-~ Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-12-03

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de tuv.com http://www tuv com/safety

10/020 d 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2018-12-03

" Akkreditierungsstelle
D-ZM-14169-01-02

TUV Rheinland TR

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SX 60133521 0001
15085655 004

Elite Medtek (Jiangsu) Co., Ltd.
28#, Xiahe Rd., Yaoguan Town
Qianjia Industrial Park, Wujin District
Changzhou City

213102 Jiangsu

China

Products:

- Y-Connector Sets for single use

- Angiography Syringes for single use

- Pressure Extending Tubings for single use
- Manifolds for single use

- Radial Artery Tourniquets for single use
- Inflation Devices for single use

- Disposable Balloon Inflation Devices

Certification Body
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TUVRheinland

1/1, Rev. 0

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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