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Specification Assembly Note

1 pes of Imm canula with stopeock,1 pes of

D3 3mm dilating tip obturator - - .

1 pes of Smm canula with stopeock, 1 pes of
D5 ‘Smm dilating tip shturator
i-—-.__'-__'_—_
1 pes of 10mm canula with stopeock, 1 pes of "
D10 10mm dilating tip chbturator
1 pes of 12mm canula with stopeock.1 pes of
D12 12mm dilating tip bturator
- 1 pes of 15mm canula with stopcock, 1 pes of —
D15 15mm dilating tip cbturator

4 g of Soam cagle Wih Wopcock.: pos of *q—%
KilA 10mm canula with stopeock 1 pes of Smm

dilating tip obturator 1 pes of 10me dilating tip
obturator.] pes of veress needie,| standard bag

2 pes of Smm canula with stopeock,1 pes of

K‘t B 10mm canula with stopcock 1 pes of Smm
I délating tip obturator 1 pes of 10mm dilating tip =

obturator1 pes of veress noodie, 1 standard bag a a

3 pes of Smm canula with stopcock,1 pes of

Knc 10mm canula with stopeock.1 pes of 5mm —
dilating tip oblurator .1 pes of 10mm ditsting tp P

oblurator 1 pes of veress needle,1 standard bag —

1 pes of Smm canula with stopoock.2 pes of —
K“ E 10mm canla with stopcock ! pes of Smm — .
dilating tip obturator 1 pes of 10mm dilating tip
obturator.1 pcs of veress noedie,1 standard bag e————

2 pes of Smm canuila with stopeock 2 pes of

Kit F 12mm canula with stopcock 1 pes of Smm
dilating tip obturator 1 pes of 12mm dilating tip

obturator1 pes of veress needie. 1 standard bag

Klt K 2 pes of Smm canula with stopcock,1 pes of a
Smm dilating tip obturator —
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High Quality Only
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rrr No need extra adaptor Zigzag ring design for sleeve Sharp blade B No need extra adaptor Zigzag ring design for sleeve design of blunt tip,
5-12mm device works directly  make stability and fasted wel Reduce damage D 5-12mm device works directly make stability and fasted wel reduce damage
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| Features:

Triple sealfor design, double insurance for airproof

* Ergonomically constructed , comfortable operation

+ Design of thread cannula , which minimizes the celiac damage

 The piercing head is made of sharp and thin blade , which design makes the wound small and heal quickly
+ Detachable design oftrple seal, easy to extract

 Disposable and effectively prevent cross infection
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Manufacturer:

Products:

Expiry Date:

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

EC Certificate TOVRheinland |
Directive 93/42/EEC Annex ll, excluding Section 4

Full Quality Assurance System

Medical Devices |

Registration No.:

Report No.:

HD 60126740 0001
15056254 008

Zhejiang Geyi Medical
Instrument Co., Ltd.

The 5th Floor, NO.4 Building
No.190 Chutian Road

Xixing Street, Binjiang Zone

Hangzhou
310051 Zhejiang
China

Disposable Medical Devices

(see attachment for products included)

Replaces Approval,

2022-12-13

Registration No.: HD 60110361 0001

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex II, .
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by
this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date:

Date:

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,

2018-03-21

2018-03-21




TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: HD 60126740 0001
Report No.: 15056254 008
Manufacturer: Zhejiang Geyi Medical
Instrument Co., Ltd.
The 5th Floor, NO.4 Building
No.190 Chutian Road
Xixing Street, Binjiang Zone
Hangzhou
310051 Zhejiang
China
Products:

- Disposable Cutting Surgical Staplers

- Disposable Surgical Staplers

- Disposable Hemorrhoidal Surgical Staplers
- Disposable Trocars

- Disposable Suction Irrigation Sets

- Disposable Endoscopic Retrieval Bags

- Disposable Curved Cutting Staplers

- Disposable Circumcision Staplers

- Disposable Veress Insufflation Needles

Date: 2018-03-21

Doc.
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TUVRheinland

1/1, Rev. 0




p ®
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Certificate

T The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Zhejiang Geyi Medical
Instrument Co., Ltd.
The 5th Floor, NO.4 Building
No.190 Chutian Road
Xixing Street, Binjiang Zone
Hangzhou
310051 Zhejiang
China

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

Design and Development, Manufacture and Distribution of

Disposable 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: 2018-03-21
Certificate Registration No.: SX 60126742 0001
An audit was performed. Report No.: 15056254 008

This Certificate is valid until: 2020-12-13

Certification Body
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D-ZM-14169-01-02

Date 2018-03-21




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:
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a%% Deutsche
W’ Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-03-21

TUV Rheinland i

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60126742 0001
15056254 008

Zhejiang Geyi Medical
Instrument Co., Ltd.

The 5th Floor, NO.4 Building
No.190 Chutian Road

Xixing Street, Binjiang Zone
Hangzhou

310051 Zhejiang

China

Products:

- Disposable Cutting Surgical Staplers

- Disposable Surgical Staplers

- Disposable Hemorrhoidal Surgical Staplers
- Disposable Trocars

- Disposable Suction Irrigation Sets

- Disposable Endoscopic Retrieval Bags

- Disposable Curved Cutting Staplers

- Disposable Circumcision Staplers

- Disposable Veress Insufflation Needles

Certification Body
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TUVRheinland

1/1, Rev. 0
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