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Insufflation Tubing

The Laparoscopic Filter & Tubing Set contains sterile, single-use product ranges, including insufflation
Tubing Set.

The Insufflation Tubing Set is for use to insufflate the abdominal cavity in order to create working space
for the endoscopic procedures, and it contains a filter for filiration of the insufflation gas.

The insufflation tubing is available with either a Luer lock or a 15 & 22mm ISO connector for compatibility
with a range of insufflators.

- Adaptable to all insufflators for tubing standardization.

- Rotating Luer lock connector prevents twisting or
disconnects of CO: line.

- Durable, non-collapsing tubing.

Product code Connector Description

Filtration Efficiency: 99.99%

GC1952B00B0 Total length 300cm, OD8.5mm, ID5.9mm
Luer Lock
105200050 ' Filtration Efficiency: 99.99%
S Total length 300cm, OD8.5mm, ID5.9mm
15mm Connector
195200080 ' Filtration Efficiency: 99.99%
Total length 300cm, OD8.5mm, ID5.9mm
22/15mm Connector
“““““ W Filtration Efficiency: 99.99%
GC1952E00B0 ‘-3“" v

Total length 300cm, OD8.5mm, ID5.9mm

ﬂ Filtration Efficiency: 99.99%
Total length 300cm, OD8.5mm, ID5.9mm
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Available with different connectors
Suitable for most machines on the market

Product code Connector Description

Filtration Efficiency: 99.99%

GC1952B10B0 Total length 300cm, OD8.5mm, ID5.9mm
Luer Lock
105201080 ' Filtration Efficiency: 99.99%
° Total length 300cm, OD8.5mm, ID5.9mm
15mm Connector
SC1952D1080 ' Filtration Efficiency: 99.99%
Total length 300cm, OD8.5mm, ID5.9mm

m - Filtration Efficiency: 99.99%
GC1952E1080 Total length 300cm, OD8.5mm, ID5.9mm

' : Filtration Efficiency: 99.99%
Total length 300cm, OD8.5mm, ID5.9mm
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With a wide range of
filters for your option

Picture Product code Connector Description

22/15mm Filtration Efficiency: 99.99%
GC1952D30B0 Connector Total length 300cm
OD8.5mm, ID5.9mm

Filtration Efficiency: 99.99%
Push-on
GC1952E20B0 Connector Total length 300cm
OD8.5mm, ID5.9mm

15mm Filtration Efficiency: 99.99%
GC1952C21B0 Connector Total length 300cm
OD8.5mm, ID5.9mm




EC Certiificate

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

Medical Devices

2 ®
TOVRheiniand

Registration Ne.: DD 60138811 0001

Report No.: 15085307 008

Manufacturer: GCMEDICA ENTERPRISE LTD.(WUXI]

Loujin Industrisl Park, Shusfang
Wuxi

214143 Jiangsu
China
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Heddcal Devices

{see attachment for products included)
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Certificate
Registration No.: DD 60138811 0001 Registration No.: DD 60138811 0001
eport No.: 15065307 008 Report No.: 15065307 008
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ISO Certificate
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Certificate TOVRheinland Certificate TOVRheinlond

Quality Managemant System
ENISO 13485:2015 Quality Management Systam
ENISO 13485:2016
Registration No. 8X 2082446-1
Registration No..
Organization GCMEDICA ENTERPRISE LTD (WU
Loujn indusiral Park. Shuoang. Organcation:
214143 Jangsu
Hre i
Scape: Design and Developrment, Manufacture and Distrinution of Yankauer
Handles, Poale Yankauer, Rinsir Devices, Uering. MNelston !‘,ﬂnqr—-« Ear / Ucer
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Final Product Inspection Report

AT A7 B ARA TR 3]
GCMEDICA ENTERPRISE LTD., (WUXI)
A R

Final Product Inspection Report

JL/QR-8.2.4-01 Version A.0 Jix Report No. k4545 : JL22050101
7N A TR Insufflation Pt 520501 P i Y All Gemedica
Product Name Tubing Sets LOT No. Code insufflation tube sets
FE A ) Far g H ey H i
3pcs per size 2022.5.1 2022.5.1
Qty Inspection Date Report Date
R
JL/SOP-06-385
Ref
T H gk EES
Test Item Requirements Result
FE i F I AR R AN R R A ST 3 S, HRSERINT
0.5mm
Th hould b than 3 black t tal t BIFFE Pass
ere shou e no more than ack spots, crystal spots or R4 Fai
embedded foreign bodies on the product, and the size should be less
than 0.5mm =S =
FEEB A . 4K X754 Pass
Products should be free deeformation, shrinkage, bruising OAFFE Fail
sl HOIEM. TS Teds i K54 Pass
Appearance Correct components, no shedding, missing or wrong assembling OARFF4E Fail
BTN i . AT XIfF& Pass
The tube shall has no holes, flat, bending and deformation OAFFE Fail
Bkuhf, TR, g
Th tor shall be i d conditi ithout breaki falli BIFFE Pass
e connector shall be in good condition Without breaking or falling
« 3 OAFE Fail
o)
R VR R S EW AN X & Pass
Size Should meet drawing OATEE Fail
i oEa R TARMEED  GREE: RO X% Pass
Sealing No bubbles (Test machine: Leak detector) OARFFE Fail
Filtrati JERRE: 99.99% (MR AHR TR 4O X% & Pass
iltration
Filtration efficiency: 99.99% (Test machine: Dust particle detector ) | A4 Fail
Efficiency
AR E MERAES%  REE: e of & Pass
Gas Flow Flow loss £3%  (Test machine: Flowmeter) o Fail
e
K& #: Pass OAEH Fail
Conclusion
BIA/EHH: Kris Liu EN/BH: AN/ B -

Inspector / Date: 2022.5.1

Review / Date:

Approve / Date:




Document of Conformity

GCMEDICA ENTERPRISE LTD., (WUXI) Chapter No.: GC/CE-59-002
CE Technology Documents for Product Edition: A.0 | Version No.: 2019
EC Declaration of Conformity The Chapter Page 1 of 1

EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:

Luxus Lebenswelt GmbH
GCMEDICA ENTERPRISE LTD., (WUXI) Kochstr.1, 47877, Willich, Germany

Loujin Industrial Park, Shuofang, Wuxi, 214143, CHINA DIMID: DE/0000047791

Adam Jiang Lin Sun
Tel: 86 510 85300900 Tel: 0049-1715605732
E-mail: adam@gcmedica.com E-mail: info.m@Iuxusiw.de

We, the manufacturer, herewith declare that the products

Insufflator Tubings

(Type: Insufflator Tubings)
UMDNS-Code: 15265
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

Compliance of the designated product with the Directive 93/42/EEC aspects of manufacture
concerned with securing and maintaining sterile conditions has been assured via assessment of the
quality management system by the Notified Body

TOV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany
Certificate No.: DD 60138811 0001
Issue date: 2019-05-24
Expiry date: 2024-02-07

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

This Declaration of Conformity covers all medical devices as specified in the product list belonging to
this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: GCMedica Enterprise Ltd.(WUXI)
Address: Loujin Industrial Park, Shuofang, Wuxi, 214143, CHINA

209 ol 30, Wk /E'I)\/V‘ﬁ

Place, Daté Legally binding signature, Quality Manager

Chapter No.: GC/CE-59-002 EC Declaration of Conformity Page 1 of 1
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