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Certificate TUVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

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 Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: HD 60110361 0001

Expiry Date: 2022-12-13

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
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: 2018-03-21

Date:

2018-03-21

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




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.

2 ®
TUVRheinland

1/1, Rev. 0




3, usually in stock)

single action Maryland forceps

: 801.037.4, 20mm

01.032.1,straight scissors Maryland forceps

double action

801.037.5, 25mm
Maryland forceps

S

801.033,curved scissors
single action

801.033.1,curved scissors

double action Maryland forceps

blunt tip

““801 .033,2.micrn—cum%?801 .037.7,45°

scissors,double action Maryland forceps

———
801.048.1

801.034, hook scissors

801.035
upwards scissors

801.038,Mixter

right angle,90° 801,198

801.052,appendix
grasping forceps

= 801.048.2

atraumatic forceps

801.036
straight grasper

!

801.037, Maryland
forceps,17mm

801.049,fenestrated
grasping forceps

801.037.1, Maryland
forceps,12mm

01.049.1 fenestrated
grasping forceps, long tip

01.037.2, Maryland

1.049.2,endo(lap)
forceps,14mm

clinch fenestrated grasper

801.032,straight scissors j;]1.031'.3.18n1m jﬁ

1.045,0rgan-
_anchoring grasper|

cholecystic forceps

1.047.1,nine teeth

cholecystic forceps
01.037.6, 16mm : 801.048

atraumatic forceps

atraumatic forceps

stomach forceps

801.134,Babcock
grasping forceps

j 801.042, duck-jaw

grasping forceps

§801.042.1,duck—jaw

grasping forceps
coarse teeth
owl shape

801.043
Maxi grasper

801.044
reverse-teeth force

q

®5mm insulated handle
(two partition)

801F.001

ican be detache
by hands into
two parts

®5mm insulated handle
(three partition)

801F.003

an be detached
y hands into
ree parts

®5mm stainless steel handle

801F.005

can not be
detached
by hands

®5mm stainless steel handle

801F.006
self-locking

can not be
detached
by hands
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Customize Length:

5mmx360mm/410mm/430mm/440mm/450mm/460mm



801.044.1
reverse-teeth

bullet nose forceps

801.051,dolphin
nose grasper

biopsy forceps

801.054,biopsy
.. forceps,sharp
wcupped jaw

801.105,claw forceps,
2+4 teeth, single action

801.105.1,Cobra grasper
2+4 teeth, double actio

801.195.1, grasper
1+2 teeth, double action

|801.055,bitting&:cutting

- forceps

01.057 fallopian
tube grasping forceps

i

801.057.1,0viduct forceps

|

01.058 mucous
membrane forceps

801.0 53_2 mucous

- forceps '
01.050 kE%l.l::lSQ.:l.,h.ollcw erec

grasping forceps, long<_knot forceps
. \-\

01.060,Allis grasper

ally in stock

®5mm insulated handle
: (two partition), with rachet

01.059,hollow erect 801.031
_grasping forceps

01.031.1,B

ti

01.044.2,grasper

action

801.062,V-shaped
grasping forceps

o
801.133, @®5mm stainless steel handle

_claw forceps

01.062.1,V-shaped
rasping forceps

1.060.1,Allis grasper
er tip |

%‘c‘,‘_ =

801.056,Debakey
grasping forceps

forceps(hollow)

801.056.3,bowel forceps

grasping forceps

~ membrane forceps

Customize Length:

knot forceps

801.030
knot forceps

(reverse teeth) )
E&x : :\.\_ \S shape
5 ®5mm insulated hand
01.053,cupped 01.046.1,grasper b S i

2+3 teeth, double 801.198.1,stomach
rasping forceps,cury

01.061,0-shaped
grasping forceps

‘: 801.116,ureteral

grasping forceps
801.072.2

sector forceps

01.056.1,Debakey grasping

801.056.4,intestinal

801F.002
shapé

(three partition), with rachet

B801F.004

three parts

with upper rachet)

801F.008 _

can not be
detached
by hands

®5mm stainless steel handle
(with down rachet)

801F.007
can not be
detached
by hands
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5mmx360mm/410mm/430mm/440mm/450mm/460mm
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