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SMIAG

SMI: Surgical sutures of the highest quality

SMI AG was established in 1987 - the first Belgian company manufacturing
surgical sutures-since thenit has grown continuously. Today SMlisrecognised
as a world-wide supplier of quality surgical sutures and medical devices.

The company is situated in St. Vith in the East of Belgium, near the point
where the borders of Belgium, Germany and Luxembourg meet.

M HIGHEST QUALITY AND SAFETY

SMI complies always with international quality standards such as EN ISO 13485 as well as
Good Manufacturing Practices (GMP).

All raw materials and finished products are submitted to stringent quality control by a
highly qualified team.

SMI is dedicated to customer satisfaction by ensuring high quality products and an
excellent service based on customer focus, reliability and delivery performance.

I WORLD-WIDE RECOGNITION

SMI exports to around 120 different countries all over the world. For this performance SMI
received the “Royal Export Award 2000" from the Belgian Foreign Trade Board.

M THE CATALOGUE

This catalogue contains information about the most commonly used SMI ophthalmic
products. On our Website you will find the full range of SMI products. We are
constantly striving to increase our product range based on market developments and
customer needs.

Since many years SMI products are recognized by ophthalmologists around the world.




MINISTERE DES AFFAIRES ETRANGERES, DU COMMERCE EXTERIEUR
ET DE LA COOPERATION INTERNATIONALE

OFFICE BELGE DU COMMERCE EXTERIEUR
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Président
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EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

In accordance with the requirements of the Medical Devices
Directive 93/42/EEC and the Medical Devices Regulations 2002, UK
Statutory Instrument 2002 No. 618

This is to certify that the Quality Management System of:

SMI AG
Steinerberg 8
4780 5T VITH

Belgium

has been assessed against the requirements of Annex Il of the Medical Devices Directive
93/42/EEC, and the Medical Devices Regulations 2002 and conforms to the
requirements for the products shown on the attached schedule.

Approval is subject to the maintznance of the quality system in accordance with the
requirements of the above Directive and Requlstions. In addition for Class Il products
zpproval is subject to the continued compliance with the EC Design Examination
Certificatels) as listed on the attached schedule.

Authorisation is hereby given to use the LRQA Notified Body Registration Number in
accordance with the requirements of the specified Directives/Regulations in relation to

the products as identified above.
Certificate No: LRQ 400822378

Original Approval: 16 January 2018

Current Cartificate: 16 January 2018

Certificate Expiry: 15 January 2021

LROA Notified Body Number 0088

)

Issued by: Lloyd's Register Quality Assurance Limited

1 Trinty Fark, Hickenhil Lane, Birmingham, £37 725, Unfed Kingdom

Fait a Bruxelles, le 8 décembre 2000

Annemie Nt\'{s UYTTEBROECK Louis MIC! HH
7 Secrétaire d'Etat adjoint au Vice-Premier Ministre
Ministre des Affaires étrangéres Ministre des Affaires étrangéres

B

Bt e A b e i e e i A ko i o iy M el . e i

Lioyd's
Register

Certificate of Approval

This is to certfy that the Management System of:

SMI AG
Steinerberg 8. St Vith, 4780. Belgium

has been approved by LROA to the following standards:

EN IS0 13485:2012

Dot Do A

-

David Deick
Issued By: Lioyd's Register Quality Assurance Lid

Current Issue Date: 20 December 2017 Original Approvals:

Expiry Date: 31 March 2019 12 January 2018
Cartificste Issue Number: 10040053

Approval Certificate Number: LRQ 00001 122/A

The scope of this approval is appiicable to.
Design, development, manufacture and distribution of sterile and non-sterile medical devices for wound dosure
including sutures, skin-staples and staple removers and devices for haemostasis, surgical meshes, skin
markers, biopsy devices and surgical blades
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NEEDLE TYPES

SMI surgical needles are manufactured from highest quality stainless steel
grades for outstanding performance, combining high ductility and strong bending
moment. Advancedsilicon coating ensures smooth penetration and reduced tissue
trauma. The shape of the needle body is designed in order to allow maximum

stability in the needle holder.
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TAPER POINT
A gradual taper to a round bodied needle.

P

TAPER CUTTING POINT

Balanced, cutting point-tapering into a round
bodied needle.

/Mv

REVERSE CUTTING

A triangular body offers a third cutting edge
on the outer convex curvature.

/Mv

EASY PASS NEEDLE
Precision point with extra sharpening.

1/4 CIRCLE STRAIGHT

%u

SIDE CUTTING SPATULA NEEDLES
Needle with cutting edges on the two sides.

@@@ <

SOFT CUTTING POINT - CORONARY

A minute point followed by a round body and
a rectangular main body for better penetration
in cardiovascular surgery.

&

— A

CONVENTIONAL CUTTING

A triangular body offers a third cutting edge
on the inside concave curvature.



SPATULA NEEDLE

SPATULA NEEDLE

PRODUCT

Side-cutting (spatula) needles are flat on the top and bottom
surfaces to reduce tissue injury. These needles allow maximum
ease of penetration and control as they pass between and
through tissue layers. Side-cutting needles were designed
initially for ophthalmic procedures.

The sharp spatula needle cuts the tissue with the needle tip.
Therefore, only a marginal tissue damage is caused.

INDICATIONS
Ophthalmic surgery

BENEFITS

VI Designed for ophthalmic procedures

VI The needle separates or splits through the thin layers
of sclera or corneal tissue and travels within the plane
between them

I The optimal width, shape, and precision sharpness ensure
maximum ease of penetration



SURGICRYL

210

POLYGLACTINE

Type Braided and coated multifilament

Composition Polyglactine 910, a copolymer made of 90% glycolide and 10% L-lactide
Coating Poly-glycolide-co-L-lactide and calcium stearate (<1%)

Colour Violet / Beige-undyed

Tissue reaction Minimal

Absorption The hydrolytic action by which the material is broken down results in total

absorption between 56 and 70 days. Between 40% and 50% of tensile strength
remain after 21 days.

Presentation Box with 12 sutures

CHARACTERISTICS BENEFITS

M  High tensile strength Excellent tissue support

M  Synthetic Minimal tissue reaction

M  Breaks down by hydrolysis Predictable absorption rate

vl Braided structure Excellent handling properties
High flexibility

High tensile strength
Excellent knot security

] Coated multifilament Soft passage through the tissues with minimal sawing,
tissue drag and trauma
Good knot tie down / adjustability
Reduced capillary action

M Hermetically sealed packing Guaranteed seal and product sterility

CONTRAINDICATIONS
Being absorbable not to use when an extended wound support is required.
Caution in patients with delayed wound healing (e.g. compromised immune system).

TENSILE STRENGTH ABSORPTION
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Surgicryl® 910
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SURGICRYL

210

POLYGLACTINE

Side cutting spatula .
double armed oy vy Metric  USP Length Order number
2 XHSP 8 mm \/ .
200 um /) 0.4 8/0 45 cm violet 0910081
2circe | Hspgmm 05 7/0 45 cm violet 091007
200 pym j ............ S
300 pm 0.7 6/0 45 cm violet: 0910061
2 X HSP 8 mm e
300 pm N, 0.7 6/0 45cm  undyed 0910061V
Side cutting spatula oy oy Metric usP Length Order number

double armed

2 x DSP 6 mm 0.4 8/0 45 cm violet 091008
3/8Circle | 200pm 0 e

220 um 0.5 7/0 45 cm violet 0910072
- 2xDSP 11 mm

350 pm 1 5/0 45 cm violet 0910051
3|od:bcl:t:|l‘rr1ngezpatula oy vy Metric  USP Length Order number
..... 07 60 4scm  violet 091006
acirde | ZRMCSMM T 07 60 20am  undved 091006020
0.7 6/0 45 cm undyed  091006U
2xVSP 8 mm L L 5/0 4scm  violet 091005
350 pm 1 5/0 45 cm undyed  091005U
Reverse cutting v Metric UspP Length Order number
3/8 Circle 0.7 6/0 45 cm violet 15071512

DS 12 mm R — R
1 5/0 45 cm violet 15101512

Surgicryl® 910
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SURGICRYL

PGA
POLYGLYCOLIC ACID

Type Braided and coated multifilament

Composition Polyglycolic acid

Coating Polycaprolactone and calcium stearate (1%)

Colour Violet / Beige-undyed

Tissue reaction Minimal

Absorption The hydrolytic action by which the material is broken down results in total

absorption in approximately 60 to 90 days. Approximately 50% of tensile
strength remain after 21 days.

Presentation Box with 12 sutures

CHARACTERISTICS BENEFITS

M  High tensile strength Excellent tissue support

M  Synthetic Minimal tissue reaction

M  Breaks down by hydrolysis Predictable absorption rate

M  Braided structure Excellent handling properties
High flexibility

High tensile strength
Excellent knot security

M  Coated multifilament Soft passage through the tissues with minimal sawing,
tissue drag and trauma
Good knot tie down / adjustability
Reduced capillary action

M Hermetically sealed packing Guaranteed seal and product sterility

CONTRAINDICATIONS
Being absorbable not to use when an extended wound support is required.
Caution in patients with delayed wound healing (e.g. compromised immune system).

TENSILE STRENGTH ABSORPTION

| 1 1 1 1 1 1 1 1 1 1 1 1 1 |
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7 14 21 28 35 42 49 56 63 70 77 84 91 Days
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7 14 21 28 35 42 49 56 63 70 77 84 Days

Surgicryl® PGA
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SURGICRYL

PGA
POLYGLYCOLIC ACID

Side cutting spatula

double armed oy oy Metric uUsP Length Order number
1/2 circle
2 x HSP 8 mm \/ .
200 pm J 0.5 7/0 45 cm violet  OSUQ7
Side cutting spatula .
double armed oy oy Metric UsP Length Order number
2xDSPémm 04 8/0 30cm  volel OSU08-30
200 ym 0.4 8/0 45cm violet OSUO8
3/8circle | 2xDSP6,2mm 0.2 10/0 30cm violet OSU10
150 ym
J | 2xDSP64mm 03 90 . 30cm  violet OSU0S
; 200 ym 0.5 7/0 45 cm violet OSU072
2 xDSP 8 mm 0.5 7/0 45 cm violet OSUO71
200 ym
Side cutting spatula @& Metric  USP Length Order number
3/8 circle | DSP 6,2 mm 0.2 10/0 10 cm violet OSU101
150 um
DSP 6,4 mm 0.3 9/0 30 cm violet OSU09-1
i 200 um
Side cutting spatula .
double armed oy oy Metric UsP Length Order number
1/4circle | 5 \spgmm 0.7 6/0 45 cm violet: OSU06
300 um / ..........................................................................................
350 pm 1 5/0 45 cm violet OSUO5
Reverse cutting 7 Metric USP Length Order number
3/8circle | ps12 mm - R 6/0 ........... ascm violet 11071512
T 1 5/0 45 cm violet 11101512
J | DS12mm 0 60  30cm undyed  11071512UP
| Easy Pass o 1 5/0 50 cm undyed  11101512UP

Surgicryl® PGA
Page 9



POLYPROPYLENE

BLUE

Type Monofilament

Composition Polypropylene, a polymer of propylene

Coating None

Colour Blue

Tissue reaction Minimal

Absorption Non absorbable

Presentation Box with 12 sutures

CHARACTERISTICS BENEFITS

M  High tensile strength, non absorbable Excellent and permanent tissue support

M Resistance to repeated bending Use in cardiovascular surgery (heart prosthesis or
vascular anastomosis)

M  Synthetic Minimal tissue reaction

M  Monofilament with microscopic Soft passage through the tissues with minimal sawing,

uniform diameter tissue drag and trauma

Absence of capillarity (no support of bacterial growth)
Excellent knot tie down

M  Pliability and softness Good handling properties
Easy and secure knotting

M Hermetically sealed packing Guaranteed seal and product sterility

Polypropylene
Page 10



POLYPROPYLENE

Side cutting spatula .
double armed oy oy Metric uUsP Length Order number
3/8 Circle 0.2 10/0 30cm blue  OPP105

2 x DSP 6,4 mm e e

200 pm

0.3 9/0 30 cm blue  OPP95

Side cutting spatula @y Metric UsP Length Order number
1/4 circle

VSP 16 mm . 0.2 10/0 10 cm blue  OPP103
150 ym

Side cutting spatula T4

Metric UsP Length Order number
loop
1/4 circle
V5P 16 mm 02 100 10 cm blue  OPP103L
150 gm V-t
Side cutting spatula oy v Metric UsP Length Order number
double armed
i 0.2 10/0 20 cm blue OPP101
SEralght | 5 Gsp 16,15 mm o oo e e
150 um E——
g — 0.3 9/0 20 cm blue OPP91
lst;:l); cutting spatula oy Metric  USP Length Order number
Straight | 6P 16,15mm 0.2 10/0 15cm blue  OPP110
150 um
Side cutting spatula .
double armed oV ¥y Metric UsP Length Order number
Straight
GSP 16 mm

3/8 Circle | 150 um

DSP 4 mm 0.2 10/0 10cm blue  OPP102
100 um

Polypropylene
Page 11



Type Monofilament

Composition Extrusion of polyamide 6.0 or 6.6
Coating None

Colour Black

Tissue reaction Minimal

Absorption

Non absorbable, gradually encapsulated by connective tissue. The thread mass
diminishes, approximately 10% a year by rupture of chemical links (hydrolytic
action).

Presentation

Box with 12 sutures

CHARACTERISTICS BENEFITS

M  High tensile strength, non absorbable Excellent and permanent tissue support

M  Synthetic Minimal tissue reaction

M Monofilament with microscopic Soft passage through the tissues with minimal sawing,

uniform diameter

tissue drag and trauma
Absence of capillarity (no support of bacterial growth)
Excellent knot tie down

M  Pliability and softness Good handling properties

Easy and secure knotting

M Hermetically sealed packing Guaranteed seal and product sterility

Side cutting spatula

double armed oy w Metric USP Length Order number
?_?OHSP S2mm A 0.2 10/0 30cm black ON102
1/2 circle Hum
2 X H5P 6,4 mm - 0.2 10/0 30cm black ON106
220 um —
i 2 X HSP 8 mm \_/
300 pm J 0.7 6/0 45 cm black  ON62

Daclon
Page 12



Side cutting spatula T4 | 4

double armed Metric USP Length Order number
2 xDSP'6mm 0.2 10/0 30cm black  ON103
220 um
01 w0 20cm  black  ON111.
(02 100 30cm  black  ON101
2 X DSP 6,2 mm 0390 30cm  black  ON95
. 150 m 03 90 45cm  black  ON95-45
/8 clrele 04 80 30cm  black ON8S
tb 0.4 8/0 45 cm black  ONB85-45
. 2 xDSP 6,2 mm 0.5 7/0 30cm black  ON75
200 um
02 100 30cm  black  ON105
o 02 100 38em  black ON105:38
0.2 10/0 45 cm black  ON105-45
2 x DSP 8 mm
300 pm 0.7 6/0 45 cm black ON61
Side cutting spatula @ Metric  USP Length Order number
3/8 circle
DSP 6,2 mm 02 10/0 15 cm black ON1011
150 ym
side cutting spatula oy Metric USP Length Order number
double armed
1/4 circle
2xVSP 8 mm et
350 um B 1 5/0 45 cm black  ON51
Round bodied taper point .
double armed ‘Q * Metric UsP Length Order number
1/4 circle
2XVR 8 mm et
220 pm » 0.4 8/0 45 cm black  ONB81
Reverse cutting 7 Metric USP Length Order number
3/8 circle 0.5 7/0 75cm black 9051512
DS 12 mm Mgl
0.7 6/0 75cm black 9071512

Daclon
Page 13



Type Braided multifilament

Composition Polyester - a polymer of polyethylene terephthalate

Coating Silicone

Colour White

Tissue reaction Minimal

Absorption Non absorbable, gradually encapsulated by connective tissue
Presentation Box with 12 sutures

CHARACTERISTICS BENEFITS

M Unsurpassed tensile strength, Excellent and permanent tissue support

non absorbable

M Resistance to repeated bending Use in cardiovascular surgery (heart prosthesis)
M  Synthetic Minimal tissue reaction
M  Braided structure Excellent handling properties
High Flexibility
High tensile strength
Excellent knot security
v  Coated multifilament Soft passage through the tissues with minimal sawing,
tissue drag and trauma
Good knot tie down / adjustability
Reduced capillary action
M Hermetically sealed packing Guaranteed seal and product sterility

Polyester
Page 14



Side cutting spatula

double armed oy oy Metric  USP Length Order number
1/2 Circle

2 X HSP 8 mm _/ .
dj 350 um _J 1 5/0 45 cm white  OP52
Side cutting spatula .
double armed oy oy Metric  USP Length Order number
3/8 Circle

2 xDSP 8 mm ‘
@ 350 um 1 5/0 45 cm white  OP53
Side cutting spatula T4 T4 Metric UsSP Length Order mumber
double armed

2xVSP 8 mm > ‘

250 um 0.5 7/0 45 cm white  OPT1
1/4Circle | 27 ¥on S mm 0.7 6/0 45 cm white OP61

300 um —

2xVSP 8 mm — ‘

; 350 um 1 5/0 45 cm white  OP51
2xVSP 8 mm — _
350 um » 1.5 4/0 45 cm white  OP41

Polyester
Page 15



BLACK

Type Braided multifilament

Composition Braided fibres from the cocoon of the silkworm

Coating Silicone

Colour Black

Tissue reaction Moderate

Absorption Silk suture elicits aninitialinflammatory reactionin tissues, which is followed

by gradual encapsulation of the suture by fibrous connective tissues.

Presentation Box with 12 sutures

CHARACTERISTICS

M  High tensile strength, non absorbable

BENEFITS

Excellent and permanent tissue support for up to 3 month

v  Braided structure

Excellent handling properties
High flexibility

High tensile strength
Excellent knot security

M Coated multifilament

Soft passage through the tissues with minimal sawing,
tissue drag and trauma

Good knot tie down / adjustability

Reduced capillary action

M Hermetically sealed packing

CONTRAINDICATIONS
Known allergies or sensitivities to silk

Guaranteed seal and product sterility

Silk Braided Black
Page 16



BLACK

Side cutting spatula .
double armed oy oy Metric UsP Length Order number
gé‘oDSn': 6,5 mm 0.4 8/0 45 cm black 0S81B
3/8 circle H
2 x DSP 6,5 mm o5 T ascm  black  OS71
j 240 ym 0.7 6/0 45 cm black  0S61
2 x DSP 8 mm _/
350 pm W, 1 5/0 30cm black  OS52
Side cutting spatula oy o Metric uspP Length Order number
double armed
1/acircle | 2XVSP8mm 0.7 6/0 45 cm black  0S62
250 um .
2XxVSP 10 mm guntl
t 350 um - 1 5/0 45 cm black  OS51
Reverse cutting 7 Metric UsP Length Order number
o7 6/0 45cm black 8071512
3/8circle | DS 12 mm 1 50 45cm  black 8101512
1.5 4/0 75cm black 8151512
DS 16 mm . 1.5 4/0 75cm black 8151516
DS 19 mm . 1.5 4/0 75cm black 8151519
Reverse cutting .
double armed " ? Metric UsP Length Order number
3/8 Circle o 0.5 7/0 45 cm black  8051512-2
2xDS12mm
' 0.7 6/0 45 cm black  8071512-2

Silk Braided Black
Page 17



Type Twisted multifilament

Composition Twisted fibres from the cocoon of the silkworm
Coating None

Colour Blue

Tissue reaction Moderate

Absorption Silk suture elicits aninitialinflammatory reactionin tissues, which is followed
by gradual encapsulation of the suture by fibrous connective tissues.

Presentation Box with 12 sutures

CHARACTERISTICS BENEFITS

M  High tensile strength, non absorbable

Excellent and permanent tissue support for up to 3 month

v  Braided structure

Excellent handling properties
High flexibility

High tensile strength
Excellent knot security

M Coated multifilament

Soft passage through the tissues with minimal sawing,
tissue drag and trauma

Good knot tie down / adjustability

Reduced capillary action

M Hermetically sealed packing

CONTRAINDICATIONS
Known allergies or sensitivities to silk

Guaranteed seal and product sterility

Silk Virgin Blue
Page 18



Side cutting spatula
double armed

oV oy Metric UsP Length Order number

3/8 circle

2 x DSP 6,5 mm
—\'7 200 pm 0.4 8/0 45 cm blue  0OS81

Silk Virgin Blue
Page 19



SUTURE MATERIALS
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