




















Declaration of Conformity

Product Name: Stent application system

Basic UDI-DI: 54200513-TF01-PSH-SU-GP

Classification: Class Is, Rule 5

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF01-PSH-SU-GPBasic UDI-DI:
Stent application systemProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
DISS05U 5420051302932 61528 Endoscopic stent-placement 

catheter
DISS07U 5420051300587 61528 Endoscopic stent-placement 

catheter
DISS08U 5420051300600 61528 Endoscopic stent-placement 

catheter
DISS10U 5420051300624 61528 Endoscopic stent-placement 

catheter



Declaration of Conformity

Product Name: Endoscopic drainage Stent & Application system

Basic UDI-DI: 54200513-TF01-STT-SU-NT

Classification: Class IIb, Rule 8

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF01-STT-SU-NTBasic UDI-DI:
Endoscopic drainage Stent & Application systemProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
B0705 5420051300358 43764 Polymeric biliary stent, 

non-bioabsorbable
B0705-ST 5420051303908 43764 Polymeric biliary stent, 

non-bioabsorbable
B0707 5420051300365 43764 Polymeric biliary stent, 

non-bioabsorbable
B0707-ST 5420051303892 43764 Polymeric biliary stent, 

non-bioabsorbable
B0709 5420051300372 43764 Polymeric biliary stent, 

non-bioabsorbable
B0709-ST 5420051303885 43764 Polymeric biliary stent, 

non-bioabsorbable
B0712 5420051300389 43764 Polymeric biliary stent, 

non-bioabsorbable
B0712-ST 5420051303878 43764 Polymeric biliary stent, 

non-bioabsorbable
B0715 5420051300396 43764 Polymeric biliary stent, 

non-bioabsorbable
B0715-ST 5420051303861 43764 Polymeric biliary stent, 

non-bioabsorbable
B0805 5420051300402 43764 Polymeric biliary stent, 

non-bioabsorbable
B0805-ST 5420051303854 43764 Polymeric biliary stent, 

non-bioabsorbable
B0807 5420051300419 43764 Polymeric biliary stent, 

non-bioabsorbable
B0807-ST 5420051303847 43764 Polymeric biliary stent, 

non-bioabsorbable
B0809 5420051300426 43764 Polymeric biliary stent, 

non-bioabsorbable
B0809-ST 5420051303830 43764 Polymeric biliary stent, 

non-bioabsorbable
B0812 5420051300433 43764 Polymeric biliary stent, 

non-bioabsorbable
B0812-ST 5420051303823 43764 Polymeric biliary stent, 

non-bioabsorbable
B0815 5420051300440 43764 Polymeric biliary stent, 

non-bioabsorbable
B0815-ST 5420051303816 43764 Polymeric biliary stent, 

non-bioabsorbable
B1005 5420051300457 43764 Polymeric biliary stent, 

non-bioabsorbable
B1005-ST 5420051303809 43764 Polymeric biliary stent, 

non-bioabsorbable
B1007 5420051300464 43764 Polymeric biliary stent, 

non-bioabsorbable
B1007-ST 5420051303793 43764 Polymeric biliary stent, 

non-bioabsorbable
B1008 5420051307241 43764 Polymeric biliary stent, 

non-bioabsorbable
B1009 5420051300471 43764 Polymeric biliary stent, 

non-bioabsorbable
B1009-ST 5420051303786 43764 Polymeric biliary stent, 

non-bioabsorbable
B1010 5420051307258 43764 Polymeric biliary stent, 

non-bioabsorbable
B1011 5420051307265 43764 Polymeric biliary stent, 

non-bioabsorbable
B1012 5420051300488 43764 Polymeric biliary stent, 

non-bioabsorbable
B1012-ST 5420051303557 43764 Polymeric biliary stent, 

non-bioabsorbable
B1015 5420051300495 43764 Polymeric biliary stent, 

non-bioabsorbable
B1015-ST 5420051303564 43764 Polymeric biliary stent, 

non-bioabsorbable
C0703PG 5420051304219 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C0705PG 5420051304011 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C0707PG 5420051304226 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C0710PG 5420051304233 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C0803PG 5420051304240 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C0805PG 5420051304028 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C0807PG 5420051304257 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C0810PG 5420051304332 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C1003PG 5420051304271 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C1005PG 5420051303243 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C1007PG 5420051304288 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C1010PG 5420051303250 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C1012PG 5420051306060 42701 Polymeric pancreatic stent, 

non-bioabsorbable
C1015PG 5420051306077 42701 Polymeric pancreatic stent, 

non-bioabsorbable
EZYFLEX0705 5420051302291 46689 Endoscopic stent-placement 

system
EZYFLEX0707 5420051302260 46689 Endoscopic stent-placement 

system
EZYFLEX0709 5420051302307 46689 Endoscopic stent-placement 

system
EZYFLEX0712 5420051302314 46689 Endoscopic stent-placement 

system
EZYFLEX0715 5420051302321 46689 Endoscopic stent-placement 

system
EZYFLEX0805 5420051302338 46689 Endoscopic stent-placement 

system
EZYFLEX0807 5420051302345 46689 Endoscopic stent-placement 

system
EZYFLEX0809 5420051302253 46689 Endoscopic stent-placement 

system
EZYFLEX0812 5420051302352 46689 Endoscopic stent-placement 

system
EZYFLEX0815 5420051302369 46689 Endoscopic stent-placement 

system
EZYFLEX1005 5420051302376 46689 Endoscopic stent-placement 

system
EZYFLEX1007 5420051302383 46689 Endoscopic stent-placement 

system
EZYFLEX1008 5420051307272 46689 Endoscopic stent-placement 

system
EZYFLEX1009 5420051302390 46689 Endoscopic stent-placement 

system
EZYFLEX1010 5420051307289 46689 Endoscopic stent-placement 

system
EZYFLEX1011 5420051307296 46689 Endoscopic stent-placement 

system
EZYFLEX1012 5420051302277 46689 Endoscopic stent-placement 

system
EZYFLEX1015 5420051302406 46689 Endoscopic stent-placement 

system
P0503 5420051303137 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0503-0PG 5420051303946 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0503-1 5420051303236 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0503-1PG 5420051303953 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0505 5420051303205 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0505-0PG 5420051303960 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0505-1 5420051303212 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0505-1PG 5420051303977 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0709-1 5420051304370 42701 Polymeric pancreatic stent, 

non-bioabsorbable
P0711-1 5420051304387 42701 Polymeric pancreatic stent, 

non-bioabsorbable



Declaration of Conformity

Product Name: Cysto-Gastro Sets

Basic UDI-DI: 54200513-TF02-CYS-SU-GQ

Classification: Class IIb, Rule 9

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ASTM D7386-16; DIN 13273-7:2003; DIN EN 1618:1997; 
EN60601-1:2006; EN 60601-1-1-6:2010; EN 60601-2-2:2017; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF02-CYS-SU-GQBasic UDI-DI:
Cysto-Gastro SetsProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
CYSTO06U 5420051302734 65185 ERCP catheter, non-balloon, 

electrosurgical
CYSTO08UK 5420051306091 65185 ERCP catheter, non-balloon, 

electrosurgical
CYSTO10U 5420051302758 65185 ERCP catheter, non-balloon, 

electrosurgical
CYSTO10UK 5420051304165 65185 ERCP catheter, non-balloon, 

electrosurgical
CYSTO85U 5420051302741 65185 ERCP catheter, non-balloon, 

electrosurgical



Declaration of Conformity

Product Name: Dilation Balloon

Basic UDI-DI: 54200513-TF03-DBC-SU-35

Classification: Class IIa, Rule 5

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ASTM D7386-16; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF03-DBC-SU-35Basic UDI-DI:
Dilation BalloonProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
EZM0430 5420051300648 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM0430-SW 5420051306541 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM0630P 5420051306626 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM0630P-SW 5420051306558 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM0655 5420051302468 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM0830P 5420051302154 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM0830P-SW 5420051306565 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM0855 5420051301959 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1030P 5420051302888 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1030P-120 5420051304394 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1030P-SW 5420051306572 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1055 5420051301690 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1055-120 5420051302963 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1230P 5420051302895 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1230P-120 5420051304400 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1230P-SW 5420051306589 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1255 5420051301683 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1255-120 5420051302987 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1555 5420051300709 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1555-120 5420051302970 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1855 5420051300716 45712 Gastrointestinal/biliary dilation 

balloon catheter
EZM1855-120 5420051302994 45712 Gastrointestinal/biliary dilation 

balloon catheter



Declaration of Conformity

Product Name: Disposable Endoscopic Forceps & Retrievers

Basic UDI-DI: 54200513-TF04-FBR-SU-A3

Classification: Class IIa, Rule 5

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ASTM D4169-16; EN ISO 7153-1:2016; EN10088-1:2014.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF04-FBR-SU-A3Basic UDI-DI:
Disposable Endoscopic Forceps & RetrieversProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
GF1222 5420051300839 33199 Flexible endoscopic tissue 

manipulation forceps, 
single-use

GF4500 5420051302710 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

GF4500-120 5420051304134 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

GF4501 5420051302727 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

GF4502 5420051304141 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

GF4575PG 5420051301317 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

GF4576PG 5420051303533 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

U622-165 5420051301966 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

U822-165 5420051301973 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

U860-230 5420051303007 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

U870-180 5420051306411 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use

U870-230 5420051305841 33199 Flexible endoscopic tissue 
manipulation forceps, 
single-use



Declaration of Conformity

Product Name: Multiband Ligator, for treatment of Oesophageal Varices

Basic UDI-DI: 54200513-TF05-MBL-SU-CF

Classification: Class IIa, Rule 5

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; EN ISO 10993-4:2009; EN ISO 10993-11:2009; EN ISO 
14644-1:2015; EN ISO 14644-2:2015; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF05-MBL-SU-CFBasic UDI-DI:
Multiband Ligator, for treatment of Oesophageal VaricesProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
GF-OVL100 5420051301416 46680 Oesophageal endoscopic 

ligator, single-use
GF-OVL100-RU 5420051303755 46680 Oesophageal endoscopic 

ligator, single-use
GF-OVL300 5420051302642 46680 Oesophageal endoscopic 

ligator, single-use
GF-OVL501 5420051302444 46680 Oesophageal endoscopic 

ligator, single-use
GF-OVL510 5420051302635 46680 Oesophageal endoscopic 

ligator, single-use
GF-OVL900 5420051306749 46680 Oesophageal endoscopic 

ligator, single-use
GF-OVL901 5420051306763 46680 Oesophageal endoscopic 

ligator, single-use



Declaration of Conformity

Product Name: Extraction Basket & Lithotripsy System

Basic UDI-DI: 54200513-TF07-BKT-SU-EF

Classification: Class IIa, Rule 6

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF07-BKT-SU-EFBasic UDI-DI:
Extraction Basket & Lithotripsy SystemProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
GF1614 5420051302581 46452 Biliary/urinary stone retrieval 

basket, single-use
GF1615 5420051300938 46452 Biliary/urinary stone retrieval 

basket, single-use
GF1616 5420051302598 46452 Biliary/urinary stone retrieval 

basket, single-use



Declaration of Conformity

Product Name: Disposable Hemoclip

Basic UDI-DI: 54200513-TF08-HMC-SU-DB

Classification: Class IIb, Rule 8

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF08-HMC-SU-DBBasic UDI-DI:
Disposable HemoclipProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
U2511-180 5420051306428 61207 Gastrointestinal endoscopic 

clip, short-term
U2511-230 5420051306442 61207 Gastrointestinal endoscopic 

clip, short-term
U2516-180 5420051306435 61207 Gastrointestinal endoscopic 

clip, short-term
U2525-230 5420051304356 61207 Gastrointestinal endoscopic 

clip, short-term



Declaration of Conformity

Product Name: Disposable Polypectomy Snares

Basic UDI-DI: 54200513-TF09-SNR-SU-RF

Classification: Class IIb, Rule 9

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ASTM D7386-16; DIN 13273-7:2003; DIN EN 1618:1997; EN ISO 
7153-1:2016; EN 60601-1:2006; EN 60601-2-2:2017; ISO 10088-1:2014; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF09-SNR-SU-RFBasic UDI-DI:
Disposable Polypectomy SnaresProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
GF4300 5420051306145 58039 Endoscopic electrosurgical 

handpiece/electrode, 
monopolar, single-use

GF4301 5420051306152 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4406 5420051306121 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4410 5420051306138 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4532R 5420051301270 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4564R 5420051301294 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4575R 5420051301324 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4580R 5420051301980 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4606 5420051306169 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4606R 5420051306176 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4610 5420051306183 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4610R 5420051306190 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4615 5420051306206 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF461525CR 5420051306305 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4615R 5420051306213 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4625 5420051306220 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4625R 5420051306237 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4635 5420051306244 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4635R 5420051306251 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4710R 5420051306282 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF481525CR 5420051306299 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4815R 5420051306268 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use

GF4825R 5420051306275 58039 Endoscopic electrosurgical 
handpiece/electrode, 
monopolar, single-use



Declaration of Conformity

Product Name: Non-Vascular Guidewires

Basic UDI-DI: 54200513-TF11-NGW-SU-GT

Classification: Class IIa, Rule 7

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ASTM D4169 - 16.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF11-NGW-SU-GTBasic UDI-DI:
Non-Vascular GuidewiresProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
21435400BS 5420051300136 46691 Gastro-urological guidewire, 

single-use
GW01-25450 5420051303519 46691 Gastro-urological guidewire, 

single-use
GW01-35260 5420051302826 46691 Gastro-urological guidewire, 

single-use
GW01-35450 5420051302505 46691 Gastro-urological guidewire, 

single-use
GW01-35450-S 5420051304110 46691 Gastro-urological guidewire, 

single-use
GW02-35300 5420051303731 46691 Gastro-urological guidewire, 

single-use
GW09-001 5420051303984 46691 Gastro-urological guidewire, 

single-use



Declaration of Conformity

Product Name: Sphincterotomes/Papillotomes

Basic UDI-DI: 54200513-TF12-SPH-SU-JP

Classification: Class IIb, Rule 9

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; DIN 13273-7:2003; DIN EN 1618:1997; EN 
60601-1:2005/AMD1:2012; IEC 60601-2-2:2017; EN 60601-1-6:2010; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF12-SPH-SU-JPBasic UDI-DI:
Sphincterotomes/PapillotomesProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
515GW 5420051301942 65185 ERCP catheter, non-balloon, 

electrosurgical
520TL 5420051302499 65185 ERCP catheter, non-balloon, 

electrosurgical
520TL-M 5420051306329 65185 ERCP catheter, non-balloon, 

electrosurgical
520TL-MSWR 5420051306336 65185 ERCP catheter, non-balloon, 

electrosurgical
520TL-SW 5420051306312 65185 ERCP catheter, non-balloon, 

electrosurgical
525TL 5420051300280 65185 ERCP catheter, non-balloon, 

electrosurgical
525TL-M 5420051306343 65185 ERCP catheter, non-balloon, 

electrosurgical
525TL-MR 5420051306534 65185 ERCP catheter, non-balloon, 

electrosurgical
525TL-MSWR 5420051306350 65185 ERCP catheter, non-balloon, 

electrosurgical
525TL-SW 5420051306367 65185 ERCP catheter, non-balloon, 

electrosurgical
530TLSC 5420051300303 65185 ERCP catheter, non-balloon, 

electrosurgical
530TLSC-MR 5420051306695 65185 ERCP catheter, non-balloon, 

electrosurgical
GW08-000HF 5420051303380 65185 ERCP catheter, non-balloon, 

electrosurgical
K18NTL 5420051302925 65185 ERCP catheter, non-balloon, 

electrosurgical
K18NTL-SW 5420051306374 65185 ERCP catheter, non-balloon, 

electrosurgical
K18SP 5420051301508 65185 ERCP catheter, non-balloon, 

electrosurgical



Declaration of Conformity

Product Name: Disposable Biopsy Forceps

Basic UDI-DI: 54200513-TF14-BBF-SU-4Q

Classification: Class IIa, Rule 6

Conformity assessment route: MDD Annex II Excluding Article 4

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO 
11607-1:2017; EN ISO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014; 
ISO 11138-1:2017; ISO 11138-2:2017; ISO 11737-1:2018; ASTM D4169-16; EN ISO 7153-1:2016; EN10088-1:2014.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Notify Body:

NB identification number:

Expiry Date:

SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

1639

01/jun/2023

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF14-BBF-SU-4QBasic UDI-DI:
Disposable Biopsy ForcepsProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
U120C 5420051302420 38711 Flexible endoscopic biopsy 

forceps, single-use
U160 5420051306039 38711 Flexible endoscopic biopsy 

forceps, single-use
U160C 5420051301607 38711 Flexible endoscopic biopsy 

forceps, single-use
U160PC 5420051302512 38711 Flexible endoscopic biopsy 

forceps, single-use
U160SC 5420051301621 38711 Flexible endoscopic biopsy 

forceps, single-use
U230 5420051306053 38711 Flexible endoscopic biopsy 

forceps, single-use
U230C 5420051301638 38711 Flexible endoscopic biopsy 

forceps, single-use
U230SC 5420051301645 38711 Flexible endoscopic biopsy 

forceps, single-use
U422-180 5420051302192 38711 Flexible endoscopic biopsy 

forceps, single-use
U422-180S 5420051306114 38711 Flexible endoscopic biopsy 

forceps, single-use
U422-230 5420051302208 38711 Flexible endoscopic biopsy 

forceps, single-use
U422-230LC 5420051303748 38711 Flexible endoscopic biopsy 

forceps, single-use
U422-230S 5420051306107 38711 Flexible endoscopic biopsy 

forceps, single-use



Declaration of Conformity

Product Name: Extraction Basket & Lithotripsy System

Basic UDI-DI: 54200513-TF07-BKT-RU-EA

Classification: Class I, Rule 5

Conformity assessment route: MDD Annex VII and Article 10 of the Belgian Royal Decree of March 18th 1999 on Medical 

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ISO 17664:2017.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF07-BKT-RU-EABasic UDI-DI:
Extraction Basket & Lithotripsy SystemProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
22640 5420051300204 46716 Biliary/urinary stone retrieval 

basket, reusable
22660 5420051300211 46716 Biliary/urinary stone retrieval 

basket, reusable
GF265GW 5420051301126 46716 Biliary/urinary stone retrieval 

basket, reusable
GF266GW 5420051301133 46716 Biliary/urinary stone retrieval 

basket, reusable
GF267GW 5420051301140 46716 Biliary/urinary stone retrieval 

basket, reusable
GF527 5420051301362 46716 Biliary/urinary stone retrieval 

basket, reusable
GF641 5420051301409 46716 Biliary/urinary stone retrieval 

basket, reusable



Declaration of Conformity

Product Name: Bite Block

Basic UDI-DI: 54200513-TF18-BBL-SU-DD

Classification: Class I, Rule 1

Conformity assessment route: MDD Annex VII and Article 10 of the Belgian Royal Decree of March 18th 1999 on Medical 

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF18-BBL-SU-DDBasic UDI-DI:
Bite BlockProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
U600005 5420051302475 34143 Endoscopic bite block, basic, 

single-use
U600006 5420051302482 34143 Endoscopic bite block, basic, 

single-use



Declaration of Conformity

Product Name: Cleaning Brush

Basic UDI-DI: 54200513-TF19-CLB-SU-BJ

Classification: Class I, Rule 1

Conformity assessment route: MDD Annex VII and Article 10 of the Belgian Royal Decree of March 18th 1999 on Medical 

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF19-CLB-SU-BJBasic UDI-DI:
Cleaning BrushProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
GF4117BS 5420051301188 38835 Surgical 

instrument/endoscope 
cleaning brush/tool, single-use

GF4120 5420051306084 38835 Surgical 
instrument/endoscope 
cleaning brush/tool, single-use



Declaration of Conformity

Product Name: Foreign Body Retrievers

Basic UDI-DI: 54200513-TF20-FBR-RU-8U

Classification: Class I, Rule 5

Conformity assessment route: MDD Annex VII and Article 10 of the Belgian Royal Decree of March 18th 1999 on Medical 

See attachmentModels:

Manufacturer:

Address:

G-Flex Europe SPRL

20, Rue de l'industrie
1400 - Nivelles, Belgium

BE-MF-000000623Single Registration Number (SRN):

G-Flex Europe SPRL declares on our own responsibility that the medical device describe above are in conformity with the 
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its 
transpositions in national laws and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN 
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN 
ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; ISO 2859-1:1999; ISO 17664:2017.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced 
devices.

The device fulfill the essential requirements of Annex I of the MDD.

Thierry CREMER - Quality Manager

Place and date of issue: Nivelles, 24/03/2022



Declaration of Conformity

Reference UDI-DI GMDN TermGMDN

54200513-TF20-FBR-RU-8UBasic UDI-DI:
Foreign Body RetrieversProduct Name:

Attachment

Reference UDI-DI GMDN TermGMDN
18618120 5420051300051 35524 Flexible endoscopic tissue 

manipulation forceps, 
reusable

18618160 5420051300068 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

18818120 5420051300082 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

18818160 5420051300099 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22522160 5420051300150 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22522230 5420051300167 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22622160 5420051300181 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22622230 5420051300198 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22822160 5420051300228 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22822230 5420051300235 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22860160 5420051306527 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22922160 5420051300259 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable

22922230 5420051300266 35524 Flexible endoscopic tissue 
manipulation forceps, 
reusable
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