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EC Declaration of Conformity

Manufacturer: pesm— whose single Authorized Representative:

Jiangsu Grit MEJiE ; y Co.,Ltd Shanghai International Holding Corp.GmbH
RN ’, ‘5* ( (Europe)

Address: =) Address:

B4,3rd Flop nce‘§ rol‘ogy Eiffestrasse 80,20537 Hamburg,Germany

Industrial Pg
Jiangsu

We, the manufacturer, here with declare that the products: Disposable Endoscopic Biopsy
Forceps

UMDNS-Code: 16268
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystraBBe 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct,Changzhou,

Jiangsu
00,02 . O frnne e

Place, da Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-02-01

EC Declaration of Conformity

Manufacturer: — whose single Authorized Representative:

Jiangsu Grit M€ , 7 L Shanghai International Holding Corp.GmbH
~ h ' ’ = (Europe)

Address: Address:

B4,3rd Flod Eiffestrasse 80,20537 Hamburg,Germany

Industrial P2
Jiangsu

We, the manufacturer, here with declare that the products: Disposable Cytology Brushes

UMDNS-Code: 15018
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TOV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct,Changzhou,
Jiangsu

%/W 0. 02, lo W\

U
Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-05-01

EC Declaration of Conformity

whose single Authorized Representative:

o Medieal fagy Co.,Ltd Shanghai International Holding Corp.GmbH
[ ‘ (Europe)
& iy Address:
B4,3rd Fic ta cien Eiffestrasse 80,20537 Hamburg,Germany
Industrial Q&WujinDisl{s/,
Jiangsu '\ /

We, the manufacturer, here with declare that the products: Disposable Endoscopic Retrievers

UMDNS-Code: 15628
meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct,Changzhou,
Jiangsu

M}K‘* >0V, | M L‘\

Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-06-01

EC Declaration of Conformity

whose single Authorized Representative:
Shanghai International Holding Corp.GmbH
(Europe)

Address:

Eiffestrasse 80,20537 Hamburg,Germany

We, the manufacturer, here with declare that the products: Disposable Endoscopic Injection
Needles

UMDNS-Code: 20212
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.. 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct, Changzhou,
Jiangsu

%AW »00.02. 10 fnne

i)
Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-07-01

EC Declaration of Conformity

Manufacturer: ~— whose single Authorized Representative:

Jiangsu Gri Vedice ﬁﬁlfﬁ bgy Co.,Ltd Shanghai International Holding Corp.GmbH
o N %‘ (Europe)

Address: : _f ﬂ : Address:

B4,3rd Flpor Hutan & feghnology Eiffestrasse 80,20537 Hamburg,Germany

We, the manufacturer, here with declare that the products: Disposable Spray Catheters

UMDNS-Code: 16529
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.:. 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct,Changzhou,
Jiangsu

M%M 2D0.02.19 W\

Place, date ¢ Legally binding signature, Function

33



EC Declaration of Conformity GM/JS-CE-14-01

EC Declaration of Conformity

Manufacturer:

whose single Authorized Representative:

Jiangsu Grit }¢ o0y Co.,Ltd Shanghai International Holding Corp.GmbH
: ’ (Europe)

Address: % ; Address:

B4,3rd Flog ech) ology Eiffestrasse 80,20537 Hamburg,Germany

Industrial Pg
Jiangsu

We, the manufacturer, here with declare that the products: Disposable Laparoscopic Trocars

UMDNS-Code: 14155
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class lla according to Annex 1X of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct,Changzhou,
Jiangsu

MMW% 2020.0>. (0 M Z/C‘

Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-16-01

EC Declaration of Conformity

whose single Authorized Repfesentative:
Shanghai International Holding Corp.GmbH
(Europe)

Address:

Eiffestrasse 80,20537 Hamburg,Germany

We, the manufacturer, here with declare that the products: Disposable Anorectal Ligation
Devices

UMDNS-Code: 12335
meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct, Changzhou,
Jiangsu

O}(MZ/KA% N9, 1o A(yml/ /\/.‘

Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-20-01

EC Declaration of Conformity

Manufacturer:
Jiangsu Grit )

whose single Authorized Representative:
'y Co.,Ltd Shanghai International Holding Corp.GmbH
(Europe)
Address:
Eiffestrasse 80,20537 Hamburg,Germany

Address:
B4,3rd Fldo
Industrial Rark
Jiangsu

We, the manufacturer, here with declare that the products: Disposable Skin Staplers

UMDNS-Code: 20324
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class lla according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03

Expiry date: 2024-04-14
following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.
This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.
The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct, Changzhou,
Jiangsu

("MM 020,03 19 A’MM(\

Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-11-01

EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:

Jiangsu Grit Meffical Fschndlegy Co.,Ltd Shanghai International Holding Corp.GmbH
TT % (Europe)

Address: Address:

B4,3rd Fl Eiffestrasse 80,20537 Hamburg,Germany

Industrial

Jiangsu

We, the manufacturer, here with declare that the products: Disposable Bite Blocks
UMDNS-Code: 10405

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class I* according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TOV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct,Changzhou,
Jiangsu

OIW/ 200X, O W

Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-12-01

EC Declaration of Conformity

Manufacturer: _ : whose single Authorized Representative:
Jiangsu Grit \Jé¢ “ NC o,‘,Ltd Shanghai International Holding Corp.GmbH

(Europe)
Address | Address:
B4,3rd FIoo rology Eiffestrasse 80,20537 Hamburg,Germany
Industrial Pa |nD|st|rct%anzhou
Jiangsu '

We, the manufacturer, here with declare that the products: Disposable Bougie Dilators

UMDNS-Code: 11597
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class I* according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TUV Rheinland LGA Products GmbH
Tillystrale 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct, Changzhou,
Jiangsu

W“' 220,05 (2 Al

Y
Place, date Legally binding signature, Function

3/3



EC Declaration of Conformity GM/JS-CE-13-01

EC Declaration of Conformity

Manufacturer: \ % whose single Authorized Representative:
Jiangsu Grit Fe o.,Ltd Shanghai International Holding Corp.GmbH

(Europe)
Address: , _ Address:
B4,3rd Flook| ’ ce ksh jology Eiffestrasse 80,20537 Hamburg,Germany
Industrial Par ﬁzhou,
Jiangsu

We, the manufacturer, here with declare that the products: Cleaning Brush for Endoscopes

UMDNS-Code: 10500
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class I* according to Annex IX of the Directive
93/42/EEC. It bears the mark

C€ 0197

The product concerned has been designed and manufactured under a quality management
system according to Annex V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and
certified by the Notified Body
TOV Rheinland LGA Products GmbH
TillystraBle 2, 90431, Niirnberg, Germany
Certificate No.: 15096360 002

Issue date: 2020-02-03
Expiry date: 2024-04-14

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company:Jiangsu Grit Medical Technology Co.,Ltd

Address: B4,3rd Floor,Hutang Science Technology Industrial Park,WujinDistirct,Changzhou,
Jiangsu

MW% 202000 10 Do Lz

Place, date Legally binding signature, Function

3/3
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