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Manufacturers Name:
Manufacturers Address:
SRN :

Product Family:

Brand:

Intended purpose:

Classification:
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route:

EU Declaration of Conformity

TYTEX A/S

INDUSTRIVEJ 21, 7430 IKAST, DENMARK
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Ostomy and Hernia Support

Corsinel

Fixation of an ostomy pouch and/or support of a hernia to prevent
protrusion of the abdominal content and retain the reduced hernia
within the abdominal cavity.

Class |, rule |, non-sterile

TYTEX A/S uses the following procedures for the CE-labeling of their
products according the Regulation MDR 2017/745:

Class I: EU conformity declaration according to

Annex | General safety and performance requirements,
Annex I Technical documentation,

Annex VIII  Classification rules,

Annex XIV  Clinical evaluation and post-market clinical follow-up

This declaration of conformity is issued under the sole responsibility of TYTEX A/S. We hereby declare
that the medical device(s) specified below meet the provision of the Regulation (EU) MDR 2017/745

for medical devices.

This declaration is supported by the Quality System approval to ISO 9001 and 1SO 13485.
All supporting documentation is retained at the premises of the manufacturer.

Signature:

w74

Bjarke Laust Haagensen
Compliance Manager
(PRRC)
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TYTEX

EU Declaration of Conformity

Product Family: Ostomy and Hernia Support

APROVED BY: W VALID FROM: VERSION NO.:
TYTEX A/S 2022-10-14 1.3
Attachment to declaration of conformity Ostomy and Hernia Support
BRAND: Corsinel

Device Device name Size Colour Basic UDI-DI

number
Medium support underwear
3552 50-01 Regular Female Brief Low S White 57039361265210AAH3
3552 50-03 Regular Female Brief Low M White 57039361265210AAH3
3552 50-05 Regular Female Brief Low L White 57039361265210AAH3
3552 50-07 Regular Female Brief Low XL White 57039361265210AAH3
3552 50-09 Regular Female Brief Low 2XL White 57039361265210AAH3
3552 51-01 Regular Female Brief Low S Black 57039361265210AAH3
3552 51-03 Regular Female Brief Low M Black 57039361265210AAH3
3552 51-05 Regular Female Brief Low L Black 57039361265210AAH3
3552 51-07 Regular Female Brief Low XL Black 57039361265210AAH3
3552 51-09 Regular Female Brief Low 2XL Black 57039361265210AAH3
3552 52-01 Regular Female Brief Low S Tan 57039361265210AAH3
3552 52-03 Regular Female Brief Low M Tan 57039361265210AAH3
3552 52-05 Regular Female Brief Low L Tan 57039361265210AAH3
3552 52-07 Regular Female Brief Low XL Tan 57039361265210AAH3
3552 52-09 Regular Female Brief Low 2XL Tan 57039361265210AAH3
3533 50-01 Regular Female Brief High S White 57039361265210AAH3
3533 50-03 Regular Female Brief High M White 57039361265210AAH3
3533 50-05 Regular Female Brief High L White 57039361265210AAH3
3533 50-07 Regular Female Brief High XL White 57039361265210AAH3
3533 50-09 Regular Female Brief High 2XL White 57039361265210AAH3
3533 51-01 Regular Female Brief High S Black 57039361265210AAH3
3533 51-03 Regular Female Brief High M Black 57039361265210AAH3
3533 51-05 Regular Female Brief High L Black 57039361265210AAH3
3533 51-07 Regular Female Brief High XL Black 57039361265210AAH3
3533 51-09 Regular Female Brief High 2XL Black 57039361265210AAH3
3533 52-01 Regular Female Brief High S Tan 57039361265210AAH3
3533 52-03 Regular Female Brief High M Tan 57039361265210AAH3
3533 52-05 Regular Female Brief High L Tan 57039361265210AAH3
3533 52-07 Regular Female Brief High XL Tan 57039361265210AAH3
3533 52-09 Regular Female Brief High 2XL Tan 57039361265210AAH3
3532 50-01 Regular Male Boxer Low S White 57039361265210AAH3
3532 50-03 Regular Male Boxer Low M White 57039361265210AAH3
3532 50-05 Regular Male Boxer Low L White 57039361265210AAH3
3532 50-07 Regular Male Boxer Low XL White 57039361265210AAH3
3532 50-09 Regular Male Boxer Low 2XL White 57039361265210AAH3
3532 51-01 Regular Male Boxer Low S Black 57039361265210AAH3
3532 51-03 Regular Male Boxer Low M Black 57039361265210AAH3
3532 51-05 Regular Male Boxer Low L Black 57039361265210AAH3
3532 51-07 Regular Male Boxer Low XL Black 57039361265210AAH3
3532 51-09 Regular Male Boxer Low 2XL Black 57039361265210AAH3
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TYTEX

EU Declaration of Conformity Product Family: Ostomy and Hernia Support
APROVED BY: VALID FROM: VERSION NO.:
TYTEX A/S W 2022-10-14 1.3

Device Device name Size Colour Basic UDI-DI

number
3532 52-01 Regular Male Boxer Low S Tan 57039361265210AAH3
3532 52-03 Regular Male Boxer Low M Tan 57039361265210AAH3
3532 52-05 Regular Male Boxer Low L Tan 57039361265210AAH3
3532 52-07 Regular Male Boxer Low XL Tan 57039361265210AAH3
3532 52-09 Regular Male Boxer Low 2XL Tan 57039361265210AAH3
3534 50-01 Regular Male Boxer High S White 57039361265210AAH3
3534 50-03 Regular Male Boxer High M White 57039361265210AAH3
3534 50-05 Regular Male Boxer High L White 57039361265210AAH3
3534 50-07 Regular Male Boxer High XL White 57039361265210AAH3
3534 50-09 Regular Male Boxer High 2XL White 57039361265210AAH3
3534 51-01 Regular Male Boxer High S Black 57039361265210AAH3
3534 51-03 Regular Male Boxer High M Black 57039361265210AAH3
3534 51-05 Regular Male Boxer High L Black 57039361265210AAH3
3534 51-07 Regular Male Boxer High XL Black 57039361265210AAH3
3534 51-09 Regular Male Boxer High 2XL Black 57039361265210AAH3
3534 52-01 Regular Male Boxer High S Tan 57039361265210AAH3
3534 52-03 Regular Male Boxer High M Tan 57039361265210AAH3
3534 52-05 Regular Male Boxer High L Tan 57039361265210AAH3
3534 52-07 Regular Male Boxer High XL Tan 57039361265210AAH3
3534 52-09 Regular Male Boxer High 2XL Tan 57039361265210AAH3
Maximum support underwear
3113 50-00 Female Brief Low XS White 57039361265210AAH3
3113 50-01 Female Brief Low S White 57039361265210AAH3
3113 50-03 Female Brief Low M White 57039361265210AAH3
3113 50-05 Female Brief Low L White 57039361265210AAH3
3113 50-07 Female Brief Low XL White 57039361265210AAH3
3114 50-00 Female Brief High XS White 57039361265210AAH3
3114 50-01 Female Brief High S White 57039361265210AAH3
3114 50-03 Female Brief High M White 57039361265210AAH3
3114 50-05 Female Brief High L White 57039361265210AAH3
3114 50-07 Female Brief High XL White 57039361265210AAH3
3413 50-00 Female Brief Lace Low XS White 57039361265210AAH3
3413 50-01 Female Brief Lace Low S White 57039361265210AAH3
3413 50-03 Female Brief Lace Low M White 57039361265210AAH3
3413 50-05 Female Brief Lace Low L White 57039361265210AAH3
3413 50-07 Female Brief Lace Low XL White 57039361265210AAH3
3414 50-00 Female Brief Lace High XS White 57039361265210AAH3
3414 50-01 Female Brief Lace High S White 57039361265210AAH3
3414 50-03 Female Brief Lace High M White 57039361265210AAH3
3414 50-05 Female Brief Lace High L White 57039361265210AAH3
3414 50-07 Female Brief Lace High XL White 57039361265210AAH3
3115 50-00 Male Brief Low XS White 57039361265210AAH3
3115 50-01 Male Brief Low S White 57039361265210AAH3
3115 50-03 Male Brief Low M White 57039361265210AAH3
3115 50-05 Male Brief Low L White 57039361265210AAH3
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TYTEX
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APROVED BY: VALID FROM: VERSION NO.:
TYTEX A/S W 2022-10-14 1.3

Device Device name Size Colour Basic UDI-DI

number
3115 50-07 Male Brief Low XL White 57039361265210AAH3
3117 50-00 Male Brief High XS White 57039361265210AAH3
3117 50-01 Male Brief High S White 57039361265210AAH3
3117 50-03 Male Brief High M White 57039361265210AAH3
3117 50-05 Male Brief High L White 57039361265210AAH3
3117 50-07 Male Brief High XL White 57039361265210AAH3
3147 50-00 Male Boxer Low XS White 57039361265210AAH3
3147 50-01 Male Boxer Low S White 57039361265210AAH3
3147 50-03 Male Boxer Low M White 57039361265210AAH3
3147 50-05 Male Boxer Low L White 57039361265210AAH3
3147 50-07 Male Boxer Low XL White 57039361265210AAH3
3149 50-00 Male Boxer High XS White 57039361265210AAH3
3149 50-01 Male Boxer High S White 57039361265210AAH3
3149 50-03 Male Boxer High M White 57039361265210AAH3
3149 50-05 Male Boxer High L White 57039361265210AAH3
3149 50-07 Male Boxer High XL White 57039361265210AAH3
Maximum support underwear
3836 51-00 Female Brief Low , Maximum Support XS Black 57039361265210AAH3
3836 51-01 Female Brief Low , Maximum Support S Black 57039361265210AAH3
3836 51-03 Female Brief Low , Maximum Support M Black 57039361265210AAH3
3836 51-05 Female Brief Low , Maximum Support L Black 57039361265210AAH3
3836 51-07 Female Brief Low , Maximum Support XL Black 57039361265210AAH3
3836 52-00 Female Brief Low , Maximum Support XS Tan 57039361265210AAH3
3836 52-01 Female Brief Low , Maximum Support S Tan 57039361265210AAH3
3836 52-03 Female Brief Low , Maximum Support M Tan 57039361265210AAH3
3836 52-05 Female Brief Low , Maximum Support L Tan 57039361265210AAH3
3836 52-07 Female Brief Low , Maximum Support XL Tan 57039361265210AAH3
3837 51-00 Female Brief High, Maximum Support XS Black 57039361265210AAH3
3837 51-01 Female Brief High, Maximum Support S Black 57039361265210AAH3
3837 51-03 Female Brief High, Maximum Support M Black 57039361265210AAH3
3837 51-05 Female Brief High, Maximum Support L Black 57039361265210AAH3
3837 51-07 Female Brief High, Maximum Support XL Black 57039361265210AAH3
3837 52-00 Female Brief High, Maximum Support XS Tan 57039361265210AAH3
3837 52-01 Female Brief High, Maximum Support S Tan 57039361265210AAH3
3837 52-03 Female Brief High, Maximum Support M Tan 57039361265210AAH3
3837 52-05 Female Brief High, Maximum Support L Tan 57039361265210AAH3
3837 52-07 Female Brief High, Maximum Support XL Tan 57039361265210AAH3
3838 61-00 Female Boxer Low, Maximum Support | XS Black 57039361265210AAH3
3838 61-01 Female Boxer Low, Maximum Support | S Black 57039361265210AAH3
3838 61-03 Female Boxer Low, Maximum Support | M Black 57039361265210AAH3
3838 61-05 Female Boxer Low, Maximum Support | L Black 57039361265210AAH3
3838 61-07 Female Boxer Low, Maximum Support | XL Black 57039361265210AAH3
3838 62-00 Female Boxer Low, Maximum Support | XS Tan 57039361265210AAH3
3838 62-01 Female Boxer Low, Maximum Support | S Tan 57039361265210AAH3
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TYTEX

EU Declaration of Conformity

Product Family: Ostomy and Hernia Support

APROVED BY: VALID FROM: VERSION NO.:
TYTEX A/S W 2022-10-14 1.3

Device Device name Size Colour Basic UDI-DI

number
3838 62-03 Female Boxer Low, Maximum Support | M Tan 57039361265210AAH3
3838 62-05 Female Boxer Low, Maximum Support | L Tan 57039361265210AAH3
3838 62-07 Female Boxer Low, Maximum Support | XL Tan 57039361265210AAH3
3839 61-00 Female Boxer High, Maximum Support | XS Black 57039361265210AAH3
3839 61-01 Female Boxer High, Maximum Support | S Black 57039361265210AAH3
3839 61-03 Female Boxer High, Maximum Support | M Black 57039361265210AAH3
3839 61-05 Female Boxer High, Maximum Support | L Black 57039361265210AAH3
3839 61-07 Female Boxer High, Maximum Support | XL Black 57039361265210AAH3
3839 62-00 Female Boxer High, Maximum Support | XS Tan 57039361265210AAH3
3839 62-01 Female Boxer High, Maximum Support | S Tan 57039361265210AAH3
3839 62-03 Female Boxer High, Maximum Support | M Tan 57039361265210AAH3
3839 62-05 Female Boxer High, Maximum Support | L Tan 57039361265210AAH3
3839 62-07 Female Boxer High, Maximum Support | XL Tan 57039361265210AAH3
3841 61-00 Male Boxer High, Maximum Support XS Black 57039361265210AAH3
3841 61-01 Male Boxer High, Maximum Support S Black 57039361265210AAH3
3841 61-03 Male Boxer High, Maximum Support M Black 57039361265210AAH3
3841 61-05 Male Boxer High, Maximum Support L Black 57039361265210AAH3
3841 61-07 Male Boxer High, Maximum Support XL Black 57039361265210AAH3
3841 62-00 Male Boxer High, Maximum Support XS Tan 57039361265210AAH3
3841 62-01 Male Boxer High, Maximum Support S Tan 57039361265210AAH3
3841 62-03 Male Boxer High, Maximum Support M Tan 57039361265210AAH3
3841 62-05 Male Boxer High, Maximum Support L Tan 57039361265210AAH3
3841 62-07 Male Boxer High, Maximum Support XL Tan 57039361265210AAH3
3843 61-00 Male Brief High, Maximum Support XS Black 57039361265210AAH3
3843 61-01 Male Brief High, Maximum Support S Black 57039361265210AAH3
3843 61-03 Male Brief High, Maximum Support M Black 57039361265210AAH3
3843 61-05 Male Brief High, Maximum Support L Black 57039361265210AAH3
3843 61-07 Male Brief High, Maximum Support XL Black 57039361265210AAH3
3843 62-00 Male Brief High, Maximum Support XS Tan 57039361265210AAH3
3843 62-01 Male Brief High, Maximum Support S Tan 57039361265210AAH3
3843 62-03 Male Brief High, Maximum Support M Tan 57039361265210AAH3
3843 62-05 Male Brief High, Maximum Support L Tan 57039361265210AAH3
3843 62-07 Male Brief High, Maximum Support XL Tan 57039361265210AAH3
Maximum support tubes
3515 50-00 Support Tube 15 cm XS White 57039361265210BAH6
3515 50-01 Support Tube 15 cm S White 57039361265210BAH6
3515 50-03 Support Tube 15 cm M White 57039361265210BAH6
3515 50-05 Support Tube 15 cm L White 57039361265210BAH6
3515 50-07 Support Tube 15 cm XL White 57039361265210BAH6
3515 50-09 Support Tube 15 cm 2XL White 57039361265210BAH6
3515 50-11 Support Tube 15 cm 3XL White 57039361265210BAH6
3515 51-00 Support Tube 15 cm XS Black 57039361265210BAH6
3515 51-01 Support Tube 15 cm S Black 57039361265210BAH6
3515 51-03 Support Tube 15 cm M Black 57039361265210BAH6
3515 51-05 Support Tube 15 cm L Black 57039361265210BAH6
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TYTEX

EU Declaration of Conformity

Product Family: Ostomy and Hernia Support

APROVED BY: VALID FROM: VERSION NO.:
TYTEX A/S W 2022-10-14 1.3
Device Device name Size Colour Basic UDI-DI
number

3515 51-07 Support Tube 15 cm XL Black 57039361265210BAH6
3515 51-09 Support Tube 15 cm 2XL Black 57039361265210BAH6
3515 51-11 Support Tube 15 cm 3XL Black 57039361265210BAH6
3515 52-00 Support Tube 15 cm XS Tan 57039361265210BAH6
3515 52-01 Support Tube 15 cm S Tan 57039361265210BAH6
3515 52-03 Support Tube 15 cm M Tan 57039361265210BAH6
3515 52-05 Support Tube 15 cm L Tan 57039361265210BAH6
3515 52-07 Support Tube 15 cm XL Tan 57039361265210BAH6
3515 52-09 Support Tube 15 cm 2XL Tan 57039361265210BAH6
3515 52-11 Support Tube 15 cm 3XL Tan 57039361265210BAH6
3516 50-00 Support Tube 20 cm XS White 57039361265210BAH6
3516 50-01 Support Tube 20 cm S White 57039361265210BAH6
3516 50-03 Support Tube 20 cm M White 57039361265210BAH6
3516 50-05 Support Tube 20 cm L White 57039361265210BAH6
3516 50-07 Support Tube 20 cm XL White 57039361265210BAH6
3516 50-09 Support Tube 20 cm 2XL White 57039361265210BAH6
3516 50-11 Support Tube 20 cm 3XL White 57039361265210BAH6
3516 51-00 Support Tube 20 cm XS Black 57039361265210BAH6
3516 51-01 Support Tube 20 cm S Black 57039361265210BAH6
3516 51-03 Support Tube 20 cm M Black 57039361265210BAH6
3516 51-05 Support Tube 20 cm L Black 57039361265210BAH6
3516 51-07 Support Tube 20 cm XL Black 57039361265210BAH6
3516 51-09 Support Tube 20 cm 2XL Black 57039361265210BAH6
3516 51-11 Support Tube 20 cm 3XL Black 57039361265210BAH6
3516 52-00 Support Tube 20 cm XS Tan 57039361265210BAH6
3516 52-01 Support Tube 20 cm S Tan 57039361265210BAH6
3516 52-03 Support Tube 20 cm M Tan 57039361265210BAH6
3516 52-05 Support Tube 20 cm L Tan 57039361265210BAH6
3516 52-07 Support Tube 20 cm XL Tan 57039361265210BAH6
3516 52-09 Support Tube 20 cm 2XL Tan 57039361265210BAH6
3516 52-11 Support Tube 20 cm 3XL Tan 57039361265210BAH6
3517 50-03 Support Tube 26 cm M White 57039361265210BAH6
3517 50-05 Support Tube 26 cm L White 57039361265210BAH6
3517 50-07 Support Tube 26 cm XL White 57039361265210BAH6
3517 50-09 Support Tube 26 cm 2XL White 57039361265210BAH6
3517 50-11 Support Tube 26 cm 3XL White 57039361265210BAH6
3517 51-03 Support Tube 26 cm M Black 57039361265210BAH6
3517 51-05 Support Tube 26 cm L Black 57039361265210BAH6
3517 51-07 Support Tube 26 cm XL Black 57039361265210BAH6
3517 51-09 Support Tube 26 cm 2XL Black 57039361265210BAH6
3517 51-11 Support Tube 26 cm 3XL Black 57039361265210BAH6
3517 52-03 Support Tube 26 cm M Tan 57039361265210BAH6
3517 52-05 Support Tube 26 cm L Tan 57039361265210BAH6
3517 52-07 Support Tube 26 cm XL Tan 57039361265210BAH6
3517 52-09 Support Tube 26 cm 2XL Tan 57039361265210BAH6
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TYTEX

EU Declaration of Conformity

Product Family: Ostomy and Hernia Support

APROVED BY: VALID FROM: VERSION NO.:
TYTEX A/S W 2022-10-14 1.3

Device Device name Size Colour Basic UDI-DI

number
3517 52-11 Support Tube 26 cm 3XL Tan 57039361265210BAH6
Maximum support belts
3518 50-00 Support Belt 15 cm XS White 57039361265210BAH6
3518 50-01 Support Belt 15 cm S White 57039361265210BAH6
3518 50-03 Support Belt 15 cm M White 57039361265210BAH6
3518 50-05 Support Belt 15 cm L White 57039361265210BAH6
3518 50-07 Support Belt 15 cm XL White 57039361265210BAH6
3518 50-09 Support Belt 15 cm 2XL White 57039361265210BAH6
3518 50-11 Support Belt 15 cm 3XL White 57039361265210BAH6
3518 51-00 Support Belt 15 cm XS Black 57039361265210BAH6
3518 51-01 Support Belt 15 cm S Black 57039361265210BAH6
3518 51-03 Support Belt 15 cm M Black 57039361265210BAH6
3518 51-05 Support Belt 15 cm L Black 57039361265210BAH6
3518 51-07 Support Belt 15 cm XL Black 57039361265210BAH6
3518 51-09 Support Belt 15 cm 2XL Black 57039361265210BAH6
3518 51-11 Support Belt 15 cm 3XL Black 57039361265210BAH6
3518 52-00 Support Belt 15 cm XS Tan 57039361265210BAH6
3518 52-01 Support Belt 15 cm S Tan 57039361265210BAH6
3518 52-03 Support Belt 15 cm M Tan 57039361265210BAH6
3518 52-05 Support Belt 15 cm L Tan 57039361265210BAH6
3518 52-07 Support Belt 15 cm XL Tan 57039361265210BAH6
3518 52-09 Support Belt 15 cm 2XL Tan 57039361265210BAH6
3518 52-11 Support Belt 15 cm 3XL Tan 57039361265210BAH6
3519 50-00 Support Belt, 20 cm XS White 57039361265210BAH6
3519 50-01 Support Belt, 20 cm S White 57039361265210BAH6
3519 50-03 Support Belt, 20 cm M White 57039361265210BAH6
3519 50-05 Support Belt, 20 cm L White 57039361265210BAH6
3519 50-07 Support Belt, 20 cm XL White 57039361265210BAH6
3519 50-09 Support Belt, 20 cm 2XL White 57039361265210BAH6
3519 50-11 Support Belt, 20 cm 3XL White 57039361265210BAH6
3519 51-00 Support Belt, 20 cm XS Black 57039361265210BAH6
3519 51-01 Support Belt, 20 cm S Black 57039361265210BAH6
3519 51-03 Support Belt, 20 cm M Black 57039361265210BAH6
3519 51-05 Support Belt, 20 cm L Black 57039361265210BAH6
3519 51-07 Support Belt, 20 cm XL Black 57039361265210BAH6
3519 51-09 Support Belt, 20 cm 2XL Black 57039361265210BAH6
351951-11 Support Belt, 20 cm 3XL Black 57039361265210BAH6
3519 52-00 Support Belt, 20 cm XS Tan 57039361265210BAH6
3519 52-01 Support Belt, 20 cm S Tan 57039361265210BAH6
3519 52-03 Support Belt, 20 cm M Tan 57039361265210BAH6
3519 52-05 Support Belt, 20 cm L Tan 57039361265210BAH6
3519 52-07 Support Belt, 20 cm XL Tan 57039361265210BAH6
3519 52-09 Support Belt, 20 cm 2XL Tan 57039361265210BAH6
351952-11 Support Belt, 20 cm 3XL Tan 57039361265210BAH6
3520 50-03 Support Belt, 26 cm M White 57039361265210BAH6
3520 50-05 Support Belt, 26 cm L White 57039361265210BAH6
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3520 50-07 Support Belt, 26 cm XL White 57039361265210BAH6
3520 50-09 Support Belt, 26 cm 2XL White 57039361265210BAH6
3520 50-11 Support Belt, 26 cm 3XL White 57039361265210BAH6
3520 51-03 Support Belt, 26 cm M Black 57039361265210BAH6
3520 51-05 Support Belt, 26 cm L Black 57039361265210BAH6
3520 51-07 Support Belt, 26 cm XL Black 57039361265210BAH6
3520 51-09 Support Belt, 26 cm 2XL Black 57039361265210BAH6
3520 51-11 Support Belt, 26 cm 3XL Black 57039361265210BAH6
3520 52-03 Support Belt, 26 cm M Tan 57039361265210BAH6
3520 52-05 Support Belt, 26 cm L Tan 57039361265210BAH6
3520 52-07 Support Belt, 26 cm XL Tan 57039361265210BAH6
3520 52-09 Support Belt, 26 cm 2XL Tan 57039361265210BAH6
3520 52-11 Support Belt, 26 cm 3XL Tan 57039361265210BAH6
3412 50-01 Belt with Panel S White 57039361265210BAH6
3412 50-03 Belt with Panel M White 57039361265210BAH6
3412 50-05 Belt with Panel L White 57039361265210BAH6
3412 50-07 Belt with Panel XL White 57039361265210BAH6
3412 50-09 Belt with Panel 2XL White 57039361265210BAH6
3412 50-11 Belt with Panel 3XL White 57039361265210BAH6
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