SURGICAL SUTURES |
¢t MEDICAL DEVICES ...

OF DUALITY B TECHNOLOGY
IN HEALTH 5.4

4SUTURES

LUX-SUTURES S.A.
Digitally signed by Bolea Petru

22, Gruuss-Strooss Date: 2022.11.11 11:34:11 EET
9991 Weiswampach Reason: MoldSign Signature
Ll.J XEM B(‘)LJ'R G Location: Moldova

info@luxsutures.com
Tel.: 00352-2030-1449

10 May 2021
DECLARATION OF CONFORMITY
Manufacturer: LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG
We herewith declare under our sole responsibility that the product:

SURGICAL BLADES

Sterile surgical blades

GMDN code: 37445
SURGICAL BLADES STERILE REF UNIT
SURGICAL BLADES STERILES N° 10 LUSB10 100 Pc.
SURGICAL BLADES STERILES N° 11 LUSB11 100 Pc.
SURGICAL BLADES STERILES N° 12 LUSB12 100 Pc.
SURGICAL BLADES STERILES N° 12d LUSB12D 100Pc.
SURGICAL BLADES STERILES N° 15 LUSB15 100 Pc.
SURGICAL BLADES STERILES N° 15¢ LUSB15C 100 Pc.
SURGICAL BLADES STERILES N° 18 LUSB18 100 Pc.
SURGICAL BLADES STERILES N° 20 LUSB20 100 Pc.
SURGICAL BLADES STERILES N° 21 LUSB21 100 Pc.
SURGICAL BLADES STERILES N° 22 LUSB22 100 Pc.
SURGICAL BLADES STERILES N° 23 LUSB23 100 Pc.
SURGICAL BLADES STERILES N° 24 LUSB24 100 Pc.
SURGICAL BLADES STERILES N° 25 LUSB25 100 Pc.
STITCH CUTTER LUSC 100 Pc.
SURGICAL BLADES STERILES N° 10 LUSD10 10 Pc.
SURGICAL BLADES STERILES N° 11 LUSD11 10 Pc.
SURGICAL BLADES STERILES N° 12 LUSD12 10 Pc.
SURGICAL BLADES STERILES N° 15 LUSD15 10 Pc.
SURGICAL BLADES STERILES N° 20 LUSD20 10 Pc.
SURGICAL BLADES STERILES N° 21 LUSD21 10 Pc.
SURGICAL BLADES STERILES N° 22 LUSD22 10 Pc.
SURGICAL BLADES STERILES N° 23 LUSD23 10 Pc.
SURGICAL BLADES STERILES N° 24 LUSD24 10 Pc.

LUX-DOC-C-LUSB 2021-05-10 Page 1 of 2
VAT No.: LU18518363 IBAN: BE49 6343 2171 0171 www.luxsutures.com
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class lla (Annex IX Rule 6). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC
as amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
@‘SUT‘URES
i/ 22, Gruuss-SIMDoss
7 .-"r & 5451 Weigwampach
, ! ! LuxemBourg
- j“ cal -
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

10 May 2021

DECLARATION OF CONFORMITY

Manufacturer: LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach - LUXEMBOURG

We herewith declare under our sole responsibility that the product:

DISPOSABLE SKIN STAPLER
Reference: LUSS / Description: LUXSUTURES SKIN STAPLER 35 W

Sterile, single patient use medical device containing stainless steel skin staples for
skin closure

GMDN code: 46332
is a Medical Device and has been classified as Class Ila (Annex IX Rule 7). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by Directive
2007/47/EC.
It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC as
amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD

Name and function of the responsible person:

Nico WEBER _
QA & RA Manager 7 / WSUTURES
- f ; . : -.::i:ﬂ:-:.”s:;-l-uu,-.

LUX-DOC-C-LUSS 2021-05-10 Page 1 of 1
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

Manufacturer:

We herewith declare under our sole responsibility that the product:
LUXAMID
Polyamide - Nylon - sterile non-absorbable suture in foil packs

In atraumatic needle and without needle
GMDN code: 38000

Needle Description

Characteristics Description

1/2 circle (HR), 3/8 circle (DR), 5/8 circle (FR),
J needle (JR), Straight (GR)

1/2 circle (HS), 3/8 circle (DS), Straight (GS)

(
3/8 circle (DS)
(

Taper point

Reverse cutting

Reverse cutting Easy Pass

Needle Types & Codes Tape.rcut 1/2 c?rcle HRT), 3/8 .circle (DRT), J needle (JRT)
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2, 3/8, 1/4 circle or straight
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Micro needle — taper point | 3/8 circle
Without needle n/a

lor2
1/4,3/8,5/8,1/2, ), Straight
3 mm to 100 mm
Suture Thread Characteristics

Number of Needles

Needle Angle Range

Needle Lenght Range

Black or blue

2,1,0,2/0,3/0, 4/0,5/0, 6/0, 7/0, 8/0, 9/0, 10/0, 11/0
10cm - 250 cm

1-17

Sterile sutures in foil packs

Suture Color

Suture Gauze sizes (USP)

Suture Lenght Range

Quanitity per Pouch

Presentation

LUX-DOC-C-NY

2021-03-01 Page 1 of 2

VAT No.: LU1B518363

IBAN: BE49 6343 2171 0171 www. luxsutures.com

BIC (SWIFT): BENAGBEBB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class Ilb (Annex 1X Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC.

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC as
amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD
Name and function of the responsible person:

Nico WEBER
QA & RA Manager

CC e ¢ \_ @lsunup
= 21, Gruss-SIT008
- S Wew grepact

uxEmMBOUTE
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

Manufacturer:

01 March 2021

DECLARATION OF CONFORMITY

LUX-SUTURES S.A.

22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:

LUXCRYL MONOFAST

Polyglecaprone 25 - Sterile Synthetic Absorbable Suture
In atraumatic needle and without needle
GMDN code: 45814

Needle Description

Characteristics

Description

1/2 circle (HR), 3/8 circle (DR), 5/8 circle (FR),
J needle (JR), Straight (GR)

1/2 circle (HS), 3/8 circle (DS), Straight (GS)
3/8 circle (DS)
(

Taper point

Reverse cutting

Reverse cutting Easy Pass

Needle Types & Codes Tapercut 1/2 circle (HRT), 3/8 circle (DRT), J needle (JRT)
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2,3/8 or 1/4 circle
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Without needle n/a
Number of Needles lor2

Needle Angle Range

1/4,3/8,5/8, 1/2, J, Straight

Needle Lenght Range

6 mm to 100 mm

Suture Thread Characteristics

Type

Monofilament

Suture Color

Undyed or Violet

Suture Gauze sizes (USP)

2,1,0,2/0,3/0,4/0,5/0, 6/0

Suture Lenght Range

20cm -250cm

Quanitity per Pouch

1-17

Presentation

Sutures in foil packs

LUX-DOC-C-PC

2021-03-01 Page 1 of 2

VAT No.: LU18518363

IBAN: BE49 6343 2171 0171
BIC (SWIFT): BMAGBEBB

www. luxsutures.com
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

Has been classified as Class 111 (Annex 1X Rule 8) and is in conformity with the essential
requirements and provisions of the Council Directive 93/42/EEC as amended by Directive
2007/47/EC

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC as
amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD
Design Examination Certificate No. (Annex Il section 4): 301011860TN_DE4

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
? .'.I-l 'I
~ j g .f’rl g _
- i - {SUTURES
22, Gruuss-SIrooss
= G991 We swampach
uxemBOurg
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LUX-SUTURES S.A.
22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer: LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:
LUXCRYL PDO
Sterile Synthetic Polydioxanone (PDO) Absorbable Suture

In atraumatic needle and without needle
GMDN code: 16584

Needle Description

Characteristics Description
1/2 circle (HR), 3/8 circle (DR), 5/8 circle
Taper point (FR), J needle (JR), Straight (GR)
Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)

Reverse cutting Easy Pass | 3/8 circle (DS)
1/2 circle (HRT), 3/8 circle (DRT), J needle

Needle Types & Codes

Tapercut (JRT)
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2,3/8 or 1/4 circle
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Without needle n/a
Number of Needles lor2
Needle Angle Range 1/4,3/8,5/8, 1/2, J, Straight
Needle Lenght Range 6 mmto 110 mm
Suture Thread Characteristics
Suture Color Violet
Suture Gauze sizes (USP) |4, 3,2,1,0,2/0,3/0,4/0,5/0, 6/0, 7/0
Suture Lenght Range 20cm - 150 cm
Quantity per Pouch 1-8
Presentation Sutures in foil packs
LUX-DOC-C-PL 2021-03-01 Page 1 of 2
VAT MNo.: LU1B518363 IBAN: BE49 6343 2171 0171 www.luxsutures.com

BIC (SWIFT): ENAGBEBB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class 111 (Annex IX Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC
as amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.
EC Certificate No: 301011860AD

Design Examination Certificate No. (Annex Il section 4):  301011860DE3

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
7/ / ASUTURES
e / " 2 DB,
- “ - A _I_.,-:;m:;..'l.rg -
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SURGICAL SUTURES
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LUX-SUTURES S.A.
22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com

Tel.: 00352-2030-1449

Manufacturer:

01 March 2021

DECLARATION OF CONFORMITY

LUX-SUTURES S.A.

22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:

LUXPET

Polyester - sterile non-absorbable suture in foil packs
In atraumatic needle and without needle
GMDN code: 13906

Needle Description

Characteristics

Description

1/2 circle (HR), 3/8 circle (DR), 5/8 circle (FR),

Taper point J needle (JR), Straight (GR)

Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)

Reverse cutting Easy Pass | 3/8 circle (DS)

Needle Types & Codes Tapercut 1/2 circle (HRT), 3/8 circle (DRT), J needle (JRT)
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2,3/8 or 1/4 circle
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Without needle n/a
Number of Needles lor2

Needle Angle Range

1/4,3/8,5/8, 1/2, J, Straight

Needle Lenght Range

6 mm to 100 mm

Suture Thread Characteristics

Suture Color

Green or White

Suture Gauze sizes (USP)

5,38&4,2,1,0,2/0,3/0, 4/0, 5/0, 6/0, 7/0

Suture Lenght Range

20cm - 250 cm

Quanitity per Pouch

1-17

Presentation

Sterile sutures in foil packs

LUX-DOC-C-PE

2021-03-01 Page 1 of 2

VAT No.: LU1B518363

IBAN: BE49 6343 2171 0171
BIC (SWIFT): BENAGBEBB

www. luxsutures.com
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class Ilb (Annex 1X Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC.

It is subject to the conformity assessment procedure set out in Annex Il of Directive
93/42/EEC as amended by Directive 2007/47/EC under the supervision of the National
Evaluation Center of Quality and Technology in Health, EKAPTY, Notified body, with
identification number 0653.

EC Certificate No: 301011860AD
Name and function of the responsible person:

Nico WEBER
QA & RA Manager

g
ff - € - AN @‘SUTLHES
= T3, Gruuss-Sorooss
_ g Wi grepact
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LUX-SUTURES S.A.
22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer:  LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:
LUXCRYL PGA
Sterile Polyglycolic Acid Absorbable Surgical Suture

In atraumatic needle and without needle
GMDN code: 13908

Needle Description

Characteristics Description
1/2 circle (HR), 3/8 circle (DR), 5/8 circle
Taper point (FR), J needle (JR), Straight (GR)
Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)

Reverse cutting Easy Pass | 3/8 circle (DS)
1/2 circle (HRT), 3/8 circle (DRT), J needle

Needle Types & Codes

Tapercut (JRT)
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2, 3/8 or 1/4 circle
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Without needle n/a
Number of Needles lor2
Needle Angle Range 1/4,3/8,5/8,1/2, ), Straight
Needle Lenght Range 6 mmto 110 mm
Suture Thread Characteristics
Suture Color Violet or Undyed
Suture Gauze sizes (USP) |5,4,3,2,1,0,2/0,3/0, 4/0, 5/0, 6/0, 7/0, 8/0, 9/0, 10/0, 11/0
Suture Lenght Range 10cm -250cm
Quantity per Pouch 1-17
Presentation Sutures in foil packs
LUX-DOC-C-PG 2021-03-01 Page 1 of 2
VAT MNo.: LU1B518363 IBAN: BE49 6343 2171 0171 www.|luxsutures.com

BIC (SWIFT): BNAGBEBB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class 111 (Annex IX Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC
as amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.
EC Certificate No: 301011860AD

Design Examination Certificate No. (Annex Il section 4):  301011860DE2

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
@1 SUTURES
i F 22, Gruuss-SIMnoss
d & 651 Welgwampach
! i LuxemEurg
- _f( e &
LUX-DOC-C-PG 2021-03-01 Page 2 of 2
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer: LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:

LUXCRYL PGA RAPID

Sterile Polyglycolic Acid Absorbable Surgical Suture
In atraumatic needle(s) and without needle
GMDN code: 13908

Needle Description

Characteristics

Description

Needle Types & Codes

Taper point

1/2 circle (HR), 3/8 circle (DR), 5/8 circle
(FR), J needle (JR), Straight (GR)

Reverse cutting

1/2 circle (HS), 3/8 circle (DS), Straight (GS)

Reverse cutting Easy Pass

3/8 circle (DS)

1/2 circle (HRT), 3/8 circle (DRT), J needle

Tapercut (JRT)

Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2,3/8 or 1/4 circle

Blunt point 1/2 circle (HRB), 3/8 circle (DRB)

Without needle

n/a

Number of Needles

lor2

Needle Angle Range

1/4,3/8,5/8,1/2, J, Straight

Needle Lenght Range

6 mm to 100 mm

Suture Thread Characteristics

Suture Color

Undyed

Suture Gauze sizes (USP)

54,3,2,1,0,2/0, 3/0,4/0, 5/0, 6/0, 7/0, 8/0

Suture Lenght Range

20cm -150 cm

Quantity per Pouch

1-17

Presentation

Sutures in foil packs

LUX-DOC-C-PGR

2021-03-01

Page 1 of 2

VAT No.: LU18518363

IBAMN: BE49 6343 2171 0171 www. luxsutures.com
BIC (SWIFT): BMAGEEEB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

Has been classified as Class 111 (Annex 1X Rule 8) and is in conformity with the essential
requirements and provisions of the Council Directive 93/42/EEC as amended by Directive
2007/47/EC

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC as
amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.
EC Certificate No: 301011860AD

Design Examination Certificate No. (Annex Il section 4): 301011860TN_DE5

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
g /
- f =/ -
R i - {SUTURES
22, Gruuss-SIrooss
"= G991 We swampach
uxemBOurg
LUX-DOC-C-PGR 2021-03-01 Page 2 of 2
VAT Mo.: LU1B518363 IBAN: BE49 6343 2171 0171 www. |luxsutures.com

BIC (SWIFT): BMAGBEBB



SURGICAL SUTURES  faz)
& MEDICAL DEVICES &

OF QUALITY & TECHNOLOGY
IN HEALTH 5.4

4SUTURES

LUX-SUTURES S.A.
22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer: LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:
LUXCRYL 910
Polyglactine 910 - Sterile Synthetic Absorbable Suture

In atraumatic needle and without needle
GMDN code: 17471

Needle Description
Characteristics Description
1/2 circle (HR), 3/8 circle (DR, MDR), 5/8
Taper point circle (FR), J needle (JR), Straight (GR)
Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)
Reverse cutting Easy Pass | 3/8 circle (DS)
Needle Types & Codes rapercut (1J§T;|rcle (HRT), 3/8 circle (DRT), J needle
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2,3/8 or 1/4 circle
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Without needle n/a
Number of Needles lor2
Needle Angle Range 1/4,3/8,5/8,1/2, ), Straight
Needle Lenght Range 6 mmto 110 mm
Suture Thread Characteristics
Suture Color Violet or Undyed
Suture Gauze sizes (USP) |2,1,0, 2/0, 3/0, 4/0, 5/0, 6/0, 7/0, 8/0
Suture Lenght Range 20cm - 250 cm
Quanitity per Pouch 1-17
Presentation Sutures in foil packs
LUX-DOC-C-PL 2021-03-01 Page 1 of 2
VAT Mo.: LU18518363 IBAM: BE49 6343 2171 0171 www luxsutures.com

BIC (SWIFT): BENAGBEBB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

Is a medical device and has been classified as Class 111 (Annex IX Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC
as amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.
EC Certificate No: 301011860AD

Design Examination Certificate No. (Annex Il section 4):  301011860DE1

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
@1 SUTURES
) 22, Gruuss-SIMoss
7 .-"l A 5451 Weigwampach
4 i Luxemiourg
- f = -
LUX-DOC-C-PL 2021-03-01 Page 2 of 2
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer:  LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:
LUXYLENE
Polypropylene - sterile non-absorbable suture in foil packs

In atraumatic needle and without needle
GMDN code: 13909

Needle Description

Characteristics Description
1/2 circle (HR), 3/8 circle (DR), 5/8 circle (FR),
Taper point J needle (JR), Straight (GR)
Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)
Reverse cutting Easy Pass | 3/8 circle (DS)
Tapercut 1/2 circle (HRT), 3/8 circle (DRT), J needle (JRT)
Needle Types & Codes Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2, 3/8, 1/4 circle or straight
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Soft cutting point - coronar |3/8 circle
Micro needle — taper point | 3/8 circle
Without needle n/a
Number of Needles lor2
Needle Angle Range 1/4,3/8,5/8,1/2, ), Straight
Needle Lenght Range 5 mm to 100 mm
Suture Thread Characteristics
Suture Color Blue
Suture Gauze sizes (USP) |2, 1,0, 2/0, 3/0, 4/0, 5/0, 6/0, 7/0, 8/0, 9/0, 10/0
Suture Lenght Range 15cm-250cm
Quanitity per Pouch 1-17
Presentation Sterile sutures in foil packs
LUX-DOC-C-PP 2021-03-01 Page 1 of 2
VAT MNo.: LU1B518363 IBAN: BE49 6343 2171 0171 www.luxsutures.com

BIC (SWIFT): ENAGBEBB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class 1lb (Annex 1X Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC.

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC as
amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
J /] L/ @ SUTURES
- _f'{ r il ."r . — ' !:.. -:I.\:‘S‘:T:-U
P - [ - un EmBOuTE
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer:  LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:
SUPRAMID
Polyamide - sterile non-absorbable suture in foil packs

In atraumatic needle and without needle
GMDN code: 38000

Needle Description
Characteristics Description
1/2 circle (HR), 3/8 circle (DR), 5/8 circle (FR),
Taper point J needle (JR), Straight (GR)
Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)
Reverse cutting Easy Pass | 3/8 circle (DS)
Needle Types & Codes Tapercut 1/2 circle (HRT), 3/8 circle (DRT), J needle (JRT)
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2, 3/8 or 1/4 circle
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Without needle n/a
Number of Needles lor2
Needle Angle Range 1/4,3/8,5/8, 1/2, ), Straight
Needle Lenght Range 6 mm to 100 mm
Suture Thread Characteristics
Suture Color Black
Suture Gauze sizes (USP) |2, 1,0, 2/0, 3/0, 4/0, 5/0, 6/0
Suture Lenght Range 20cm - 250 cm
Quanitity per Pouch 1-17
Presentation Sterile sutures in foil packs
LUX-DOC-C-SB 2021-03-01 Page 1 of 2
VAT No.: LU18518363 IBAN: BE49 6343 2171 0171 www.luxsutures.com

BIC (SWIFT): BNAGBEBB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class Ilb (Annex IX Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC.

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC as
amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD
Name and function of the responsible person:

Nico WEBER
QA & RA Manager
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LUX-SUTURES S.A.
22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer:

LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:

SILK

Silk - sterile non-absorbable suture in foil packs
In atraumatic needle and without needle
GMDN code: 13910

Needle Description

Characteristics

Description

1/2 circle (HR), 3/8 circle (DR), 5/8 circle (FR),

Taper point J needle (JR), Straight (GR)

Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)

Reverse cutting Easy Pass | 3/8 circle (DS)

Needle Types & Codes Tapercut 1/2 circle (HRT), 3/8 circle (DRT), J needle (JRT)
Cutting 3/8 circle (NS), 1/2 circle (NH)
Spatula 1/2, 3/8 or 1/4 circle
Blunt point 1/2 circle (HRB), 3/8 circle (DRB)
Without needle n/a
Number of Needles lor2

Needle Angle Range

1/4,3/8,5/8, 1/2, J, Straight

Needle Lenght Range

6 mm to 100 mm

Suture Thread Characteristics

Suture Color

Black or blue

Suture Gauze sizes (USP)

54,3,2,1,0,2/0,3/0,4/0,5/0, 6/0, 7/0, 8/0, 9/0, 10/0

Suture Lenght Range

20cm -250cm

Quanitity per Pouch

1-17

Presentation

Sterile sutures in foil packs

LUX-DOC-C-SI

2021-03-01 Page 1 of 2

VAT No.: LU1B518363

IBAN: BE49 6343 2171 0171
BIC (SWIFT): BENAGBEBB

www. luxsutures.com
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a medical device and has been classified as Class Ilb (Annex 1X Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC.

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC
as amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD

Name and function of the responsible person:

Nico WEBER
QA & RA Manager
@‘ SUTURES
i/ 22, Gruuss-SIMoss
7 .-"r 7’ 5451 Weigwampach
4 i ) Luxemiourg
- _!“ cal #
LUX-DOC-C-SI 2021-03-01 Page 2 of 2

VAT No.: LU1B518363 IBAN: BE49 6343 2171 0171 www.luxsutures.com

BIC (SWIFT): BNAGBEEB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

01 March 2021

DECLARATION OF CONFORMITY

Manufacturer:  LUX-SUTURES S.A.
22, Gruuss-Strooss, 9991 Weiswampach
LUXEMBOURG

We herewith declare under our sole responsibility that the product:
STEEL
Stainless Steel - sterile non-absorbable suture in foil packs

In atraumatic needle and without needle
GMDN code: 15971

Needle Description
Characteristics Description
Taper point 1/2 circle (HR), 3/8 circle (DR), Straight (GR)
Reverse cutting 1/2 circle (HS), 3/8 circle (DS), Straight (GS)
Needle Types & Codes Tapercut 1/2 circle (HRT), 3/8 circle (DRT), J needle (JRT)
Cutting 1/2 circle (NH), 3/8 circle (NS)
Without needle | n/a
Number of Needles 1
Needle Angle Range 3/8,1/2, ), Straight
Needle Lenght Range 12 mm to 120 mm
Suture Thread Characteristics
Suture Color Metal
Suture Gauze sizes (USP) 7,6,5,4,3,2,1,0,2/0,3/0,4/0,5/0,6/0
Suture Lenght Range 20cm - 150 cm
Quanitity per Pouch 1-4
Presentation Sterile sutures in foil packs
LUX-DOC-C-ST 2021-03-01 Page 1 of 2
VAT MNo.: LU1B518363 IBAN: BE49 6343 2171 0171 www.luxsutures.com

BIC (SWIFT): ENAGBEBB
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LUX-SUTURES S.A.

22, Gruuss-Strooss
9991 Weiswampach
LUXEMBOURG
info@luxsutures.com
Tel.: 00352-2030-1449

is a Medical Device and has been classified as Class I1b (Annex IX Rule 8). It conforms to the
essential requirements and provisions of the Council Directive 93/42/EEC as amended by
Directive 2007/47/EC.

It is subject to the conformity assessment procedure set out in Annex Il of Directive 93/42/EEC
as amended by Directive 2007/47/EC under the supervision of the National Evaluation Center of
Quality and Technology in Health, EKAPTY, Notified body, with identification number 0653.

EC Certificate No: 301011860AD

Name and function of the responsible person:

Nico WEBER L/ (3
QA & RA Manager el e AN

@' SUTURES
22, Gruuss-5rrooss
9451 ‘Weiswarmpach

Luxembourg

LUX-DOC-C-ST 2021-03-01 Page 2 of 2

VAT Mo.: LU1B518363 IBAN: BE49 6343 2171 0171 www.luxsutures.com
BIC (SWIFT): BNAGBEBB
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