BARRIER®

Headwear / Basic

SURGICAL CAP ANNIE

Ref. no

Description

Ref. no Description RET/TRP
621500 Surgical Cap L [elastic), mixed colours 150/600
621715 Surgical Cap M (elastic), blue 150/600
621725 Surgical Cap M [elastic), green 150/600
621735 Surgical Cap M [elastic), white 150/600
621815 Surgical Cap L (elastic), blue 150/600
621825 Surgical Cap L (elastic), green 150/600
621835 Surgical Cap L (elastic), white 150/600
621925 Surgical Cap XL (elastic), green 150/600

SURGICAL CAP CHARLOTTE

RET/TRP

620900

Surgical Cap M [elastic), white
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Ref. no Description RET/TRP
620800 Surgical Cap one-size (elastic), blue 100/500
620810 Surgical Cap one-size (elastic), green 100/500

BARRIER®

Headwear / Standard

SURGICAL CAP KOSACK

Ref. no

Description

Ref. no Description RET/TRP
621000 Surgical Cap one-size (elastic), green 100/500
621001 Surgical Cap one-size (elastic), purple 100/500
621005 Surgical Cap one-size (elastic), blue 100/500

SURGICAL CAP JACK

RET/TRP

620300

Ref. no

Surgical Cap one-size (elastic), green

Description

100/500

SURGICAL CAP PHILIP

RET/TRP

621301

Ref. no

Surgical Cap one-size (tie-band), green

Description

100/500

SURGICAL CAP FLORY

RET/TRP

620500

Surgical Cap one-size (tie-band), green
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100/500
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BARRIER®

Ref. no

Description

Headwear / Special / Extra comfort

SURGICAL HOOD GLENN PRO

RET/TRP

BARRIER®

620205

Ref. no

Surgical Hood with collar one-size (sweatband, tie-band), blue

Description

35/175

RET/TRP

Headwear / Extra comfort

Ref. no Description RET/TRP

620250

Surgical Hood with collar one-size (sweatband, tie-band), green

60/300

42073 Surgical Hood one-size (tie-band), green 120/960

SURGICAL HOOD ALL

Ref. no Description RET/TRP

Ref. no

Description

Ref. no Description RET/TRP
42022 Surgical Cap one-size [elastic), latex, blue 120/960
42023 Surgical Cap one-size [elastic), latex, green 120/960

SURGICAL CAP TOP NURSE

RET/TRP

42074 Surgical Hood one-size (sweatband, tie-band), green 70/560

SURGICAL HOOD ALL PRO

Ref. no Description RET/TRP

42093

Surgical Cap one-size [elastic), latex, green

114

120/960

42076 Surgical Hood with collar one-size (sweatband, tie-band), green 50/400
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706100
Adhesive Absorbent Pad

Product details

Size: 55cm x 70cm
Descriptive feature: Adhesive, full length
Sterility: Sterile

Images

Delivered items

706100-09

Sales released in: Australia, Austria, Azerbaijan, Bahrain, Belgium, Czechia, Denmark, Finland, Germany,
Hong Kong, Hungary, Iceland, Ireland, Italy, Luxembourg, Macedonia (the former Yugoslav Republic of),
Moldova (the Republic of), Netherlands, New Zealand, Norway, Portugal, Russian Federation, Slovenia,
Spain, Sweden, Switzerland, United Arab Emirates, United Kingdom of Great Britain and Northern
Ireland

Country of origin: Belgium

Shelf life: 5 years

Sterilization method: Beta

Packing information: First packaging layer is a peel-open sterile barrier, plastic/plastic. Once opened the
sterile barrier cannot be closed again. Second layer is a corrugated board dispenser box. Third layer is a
corrugated board transport box.

Packaging level | Pack count | GS1 code
Consumer pack | 1 7323190020065
Dispenser box | 40 7323190019977

Molnlycke
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Packaging level | Pack count | GS1 code

Transport box 80 7323190019960
Pallet 1920 7323190019953
Material

Animal tissues:

No

Human blood derivatives:

No

Medicinal substances:

No

Phthalates:

No

Polyvinyl chloride:

No

Product Composition Drapes

Product Component | Critical Area Less Critical Area

Drape material Viscose/Polyester nonwoven 80 g/m? | Viscose/Polyester nonwoven 80 g/m?
Drape material Polyethylene film 40 um Polyethylene film 40 um

Adhesive material Synthetic rubber based N/A

Product Performance Drapes, Additional Tests

Internal Product Performance
. Test . Product Performance ..
Characteristics Test Unit . Less Critical Product
Method Critical Product Area
Method Area
Absorption I1$20 9073- T-1158 g/dm? | 3.66 3.66
- 16 CFR
Flammability 1610.4 N/A S Class 1, >3.5s Class 1, >3.5s

2/5
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Product Performance Sterile Drapes, EN 13795 High Performance

. Product
. Requireme | Product
Interna Requireme Performanc
... | Test .. nt Less Performanc

Characteristic | Test . nt Critical L. L. e Less

Metho Unit Critical e Critical ...
S Metho Product Critical

d Product Product

d Area Product
Area Area
Area
Resistance to
microbial ISO Not
_ < _

penetration - | 22612 7-1004 | CFU required <300 0
Dry
Resistance to
microbial ISO Not
penetration - | 22610 7-1005 | BI 6.0 required 6.0 i
Wet
Cleanliness - EN I1SO
Particulate 9073- T-1006 | IPM <35 <3.5 1.5 1.5
Matter 10

ENISO :-I?ng'so
Linting 9073- T-1006 <4.0 <4.0 1.8 1.8

count
10
)
Resistance to EN -
iqui - > >
liquid . 50811 T-280 H,0 >100 >10 >100 >100
penetration
Burstin ENISO | T-233
stren tﬁ “Dr 13938- | or T- kPa >40 >40 168 168
g Y11 1179
Bursting ENISO | T-233 Not
strength - 13938- | or T- kPa 240 . 144 -
required

Wet 1 1179
Tensile EN

29073- | T-229 N >20 >20 36 36
strength - Dry 3
Tensile EN Not
strength - 29073- | T-229 N 220 required 28 -
Wet 3 q

Technical
Dimension
Dimension text Dimension value
Outer dimension | 55cm x 70 cm
X
L

Molnlycke
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Disposal instructions

Non-hazardous waste used BARRIER products and sterility barriers should, in the majority of cases, be
classified as non-hazardous waste. They contain high amounts of energy and are well suited for
incineration. BARRIER products do not contain any hazardous substances that can leach out if the
products are land filled. Transport boxes are designed to fit existing recovery systems. The new BARRIER
packaging system complies with the Packaging Waste Directive of the European Union.

Storage instructions

Molnlycke Health Care recommends that BARRIER products are stored under normal storage conditions.
All layers of packaging should be kept intact until access to the underlying layers is needed. Storage
facilities for products only protected by the sterility barrier should be kept under conditions where low
level of particulate air contamination prevail, so that it would not constitute a risk to the patient when
the package is opened and the product is used.

Classification

Regulation
type

MDD Class IS

Locally Regulated

Unregulated

MDD
Classification
Rule:

CE Certificate
Number:

CE 01966

Notified body
medical
devices/PPE:

BSI (0086)

Intended use
MDD:

Surgical drapes, when sterilised, are
intended to minimize the spread of
micro-organisms, in order to reduce
the risk for post operative wound
infection.

Sales released
in:

Austria, Belgium, Czechia, Denmark,
Finland, Germany, Hungary, Iceland,
Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal,
Slovenia, Spain, Sweden, Switzerland,
United Kingdom of Great Britain and
Northern Ireland

Australia, Azerbaijan,
Bahrain, Moldova (the
Republic of), New
Zealand, Russian
Federation, United
Arab Emirates

Hong Kong,
Macedonia (the
former Yugoslav
Republic of)

Applied standards: The standards presented below is a selection of the most essential standards
that are adhered to.

EN 1041, EN 556-1, EN 13795, EN 62366, EN ISO 9001, EN 1SO 13485, EN I1SO 10993-1, EN ISO 11607-1,
EN ISO 11607-2, EN ISO 15223-1, I1SO 15223-2, I1SO 14001

4/5
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Latex

@ Biogel Surgeons

@Biogel

| Latex .,

Latex

O Binge
Surgeons

S s o By

et

The Biogel® Surgeons is a sterile, latex surgical glove with excellent barrier protection.
The unique Biogel® coating provides great fit, feel and comfort and makes the glove

easy to don, even with damp hands.

Biogel® key features and benefits

e 9/10 surgeons prefer Biogel for fit, feel and comfort’
e Reduced chance of a hole with an industry-leading AQL* result of 0.65'

e Every glove (100%) is air inflation tested and visually inspected for quality and safety!
e Improved efficiency as less gloves are wasted?
e Non-pyrogenic, potentially reducing the risk of post-operative complications®

ACTUAL COLOUR REF 822

Recommended use
Recommended for all surgical procedures.

Biogel quality

Biogel has an industry leading freedom from holes AQL* of
0.65. The industry standard requirement for AQL* is 1.5. The
lower the number, the fewer the holes and the higher the
quality of glove. Biogel is proven to have the lowest glove
failure rate among major competitors. Non-Biogel gloves
are at least 3.5 times as likely to fail than Biogel gloves?.

Material information

* Natural rubber latex
* Micro-roughened surface
* Biogel hydrogel polymer coating

* Beaded cuff
e Powder-free

» Non-pyrogenic

Re-order REF 822

82255 5% 50/Box
82260 6 50/Box
82265 6% 50/Box
82270 7 50/Box
82275 72 50/Box
82280 8 50/Box
82285 812 50/Box
82290 9 40/Box

4 boxes per case

C MOLNLYCKE
HEALTH CARE



Product specifications Biogel® Surgeons gloves REF 822

Standard
requirement

Physical glove properties

Length, mm Lay flat palm
(Tolerance width, mm
+20 mm; -10 mm) (£3mm)

82255 55 283 71

82260 6.0 285 77
82265 65 285 85
82270 70 288 91

82275 75 298 96

82280 8.0 299 103
82285 8.5 301 109
82290 9.0 301 115

Pairs per box: 50/40 for size 9

Typical thickness profile - single wall

Cuff 8.1 mils 0.21 mm
Palm 10.0 mils 0.26 mm
Finger 10.6 mils 0.27 mm

General information

Contra-indications: This product contains natural rubber latex which may
cause allergic reactions including anaphylactic responses.

Allergenicity: Biogel gloves are produced to have low levels of agueous
extractable protein and have been shown to have a low potential for
inducing allergic contact dermatitis or ‘Type IV allergy’.

Pyrogenicity: Each batch of Biogel gloves is tested to have a low endotoxin
level (<20 EU/pair).

Product standards: Biogel gloves are tested and manufactured to the
following standards:

e Quality/Environmental: 1ISO 9001, ISO 13485, ISO 14001

e Product: ASTM D3577, EN455-1, EN455-2, EN455-3, EN455-4
e Sterilisation: Gamma irradiation

e Viral Penetration: Bacteriophage test, ASTM F1671

e Allergenicity/Pyrogenicity:1SO 10993 (PART 5 and 10)

Force at break (N) (EN455)

Initial >9 19
Aged >9 17
Typical accelerator analysis

% wiw

Dithiocarbamate (DTC) n/a <0.02
Diphenyl thiourea (DPTU]) n/a none
Diphenyl guanidine (DPG) n/a none
Zinc mercaptobenzothiazole (ZMBT) n/a none
Thiurams n/a none
Typical extractable protein

(using Modified Lowry EN455/ <50ug/g <20ug/g
ASTM D5712)

AQL* freedom from holes

(1000 ml water leak test) 15 0.65
Post packing and irradiation

Process average typically <0.20%
Grip

(Measure of the surface grip.

Scale of 1-5, the higher the value,

the greater the level of drag) n/a 1.0

Registering authority: In Europe the gloves are CE marked (notified body
BSi, number 0086) indicating compliance with Council Directive 93/42/EEC.
In US the gloves are FDA registered. Biogel Surgical gloves are a Class Ila
Product.

Storage: Store in a cool, dry place away from sources of heat or direct
sunlight.

Packaging: One pair per pack, in a high quality inner wrap, packed

into a film pack (constructed of a laminate of polyester and low-density
polyethylene). 50 pairs per collation case for sizes 5.5-8.5; 40 pairs for
size 9.0; 200 pairs per transit case for sizes 5.5-8.5; 160 pairs for size 9.0.
Disposal: Gloves & outer wrap dispose of as clinical waste. Paper inner
wrap, collation case & transit case can be recycled as paper or disposed

of as clinical waste.

Shelf life: Five (5) years from date of manufacture.

Manufacturer: Made and packed in Malaysia by Mélnlycke Health Care
Sdn Bhd.

Country of origin: Malaysia.
E-mail address: biogel@molnlycke.com
Date of issue: May 2012.

References: 1. Why Choose Biogel. MKT004. 2009. Data on file. 2. In Use Surgical Glove Failure Rate Comparison. Study G009-005.
2009. Data on file. 3. Biogel Endotoxin Report, Non-Pyrogenic Surgical Gloves. REPRHJV004. 2010. Data on file.

*AQL=Acceptable Quality Level refers to the maximum number of defective products that could be considered acceptable during the

random sampling of an inspection, in this case freedom from holes in gloves.

Find out more at www.molnlycke.com

Mélnlycke Health Care AB, Box 13080, SE-402 52 Géteborg, Sweden.
T+46317223000. F +46 31 722 34 00. www.molnlycke.com

The Molnlycke Health Care and Biogel names and logos are registered trademarks globally to the Mélnlycke Health Care

Group of companies. Copyright (2012)

@ MOLNLYCKE
CO HEALTH CARE
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Tray ID 97109760

Tray name SET INTERVENTII CARDIO ADULT

Speciality filter CARDIOVASCULAR

Hospital filter Tehnomedica SRL
Description Qty
Crepe paper 60x60cm 60g/m2 White 1

- BNS Thoracic Drape 200/300x330cm, incise area 32x40cm 1
_ Mepore film & pad 9x30cm 5x25cm 1
_ Plastic bag 20x30cm Ziplock Transp. 1

Instrument cleaner 5x5cm 1
Arm Sleeve 1
_ Needle counter 20ct Foam/Magnet BR 1
_ Light handle cover large Light green/white collar 2

Méinlycke Health Care GmbH Seite 1/ 4 Erkrath, den
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Tray ID 97109760

Tray name SET INTERVENTII CARDIO ADULT
Speciality filter CARDIOVASCULAR

Hospital filter Tehnomedica SRL

_ Adh. split sheet 200x260cm Split 20x102cm Perineal cover 1
_ Adh. op towel 75x75cm 2
_ Fluid Collection Pouch 40x35¢cm 1
. Foot cover 36x28cm Ocean 1
- Tube holder 2,5x30cm Velcro/Adh 2
- Op tape 9x49cm 3
_ Fluid Collection Pouch 40x35¢cm 2
|
_ BNS Surgical Gown PR HP, XLL 2

Mélnlycke Health Care GmbH Seite 2/ 4 Erkrath, den



Molnlycke

Tray ID

Tray name
Speciality filter
Hospital filter

97109760

SET INTERVENTII CARDIO ADULT
CARDIOVASCULAR

Tehnomedica SRL

Hand towel 18x25cm

Table cover 150x190cm Abs.75x190cm Folded

Foot cover 36x28cm Ocean

Mayo stand cover Reinf.79x145cm Abs.65x85cm

Surgical gown Primary Standard Perfomace XL-L 152cm

Hand towel 18x25cm

Surg.glove latex 8.0 PF 2/1 Biogel Surgeons

Surg.glove latex 7.0 PF 2/1 Biogel Surgeons

Mélnlycke Health Care GmbH Seite 3/4

Erkrath, den
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Tray ID 97109760

Tray name SET INTERVENTII CARDIO ADULT
Speciality filter CARDIOVASCULAR

Hospital filter Tehnomedica SRL

Surg.glove latex 7.5 PF 2/1 Biogel Surgeons 1
O — ﬂ
Surg.glove latex 8.5 PF 2/1 Biogel Surgeons 1
Wt oW
Wy
ParsDe
T
T O W
Abdominable swab 40 x 40 cm 2
Reinforced Table Cover 150 x 240 wrapping 1
= '  SA Label 1,6 x 5cm Red TEHNOMEDICA SRL 1
Mdlinlycke Health Care GmbH Seite4/4 Erkrath, den



Molnlycke
Tray ID 97109781
Tray name SET INTERVENTII BP

Speciality filter =~ CARDIOVASCULAR
Hospital filter Tehnomedica SRL

Description

Table cover 150x240cm Abs.75x240cm Folded 1
Table cover 150x190cm Abs.75x190cm Folded 1

Cardiovascular drape 200/300x350 cm Incise 32x40cm an 1

_ Adh. op towel 100x100cm 3
ko

_ Adh. op towel 75x75cm 2

_ Foot cover 36x28cm Ocean 1

_= Tube holder 2,5x30cm Velcro/Adh 2

. Adh. perineal drape 18x40cm 1

Molinlycke Health Care GmbH Seite 1/4 Erkrath, den
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Tray ID 97109781

Tray name SET INTERVENTII BP
Speciality filter =~ CARDIOVASCULAR
Hospital filter Tehnomedica SRL

_ Fluid Collection Pouch 40x35cm 3
_ Op tape 9x49cm 3
_ Mepore film & pad 9x30cm 5x25cm 1
= Arm Sleeve 1
_ Plastic bag 20x30cm Ziplock Transp. 1

Instrument cleaner 5x5cm 1

Light handle cover large Light green/white collar 2

Needle counter 20ct Foam/Magnet BR 1

Mélinlycke Health Care GmbH Seite 2/ 4 Erkrath, den



Molnlycke
Tray ID 97109781
Tray name SET INTERVENTII BP
Speciality filter CARDIOVASCULAR
Hospital filter Tehnomedica SRL

C eV va
e W
Wa W
W Wan W o
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Abdominable swab 40 x 40 cm

Foot cover 36x28cm Ocean

Mayo stand cover Reinf.79x145cm Abs.65x85cm

BNS Surgical Gown PR HP, XLL

Surg.glove latex 8.5 PF 2/1 Biogel Surgeons

Surgical gown Primary Standard Perfomace XL-L 152cm

Surg.glove latex 8.0 PF 2/1 Biogel Surgeons

Hand towel 18x25cm

Mélnlycke Health Care GmbH Seite 3/4

Erkrath, den
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Tray ID 97109781

Tray name SET INTERVENTII BP
Speciality filter CARDIOVASCULAR
Hospital filter Tehnomedica SRL

Surg.glove latex 7.5 PF 2/1 Biogel Surgeons 1
Surg.glove latex 7.0 PF 2/1 Biogel Surgeons 1
_ Reinforced Table Cover 190 x280 wrapping 1

SA Label 1,6 x 5cm Red TEHNOMEDICA SRL 1

Méinlycke Health Care GmbH Seite 4 / 4 Erkrath, den



Manipler® AZ

Single-use Skin Stapler for Wound Closure
An Easy Solution for Skin Closure

Closure Technologies

B/ BRAUN

SHARING EXPERTISE



Manipler® AZ

The Easy Solution for Skin Closure

Manipler® AZ Skin Stapler delivers fast closure

at the end of any surgical procedure.

It offers the security and confidence, thus

reducing the risk to the patient.

Lightweight Design

Handles like a well-balanced,
surgical instrument

High Quality Construction

Consistent, reliable performance

Slim Grip Design

Provides excellent visibility and allows
for easy handling with no hand fatigue

Special Angled Head

Enables the user to see the incision from
a normal viewing perspective to ensure
precise staple deployment

Flexible Placement Angle

Allows choice in staple placement depth

Precise Staple Counting

Staple count indicator provides a direct view
of remaining staples



new sing

Simple

le use remover

and Efficient by Design

» Complete Portfolio

Available as single-use and reusable remover

p Versatility

Can be used for virtually all brands of surgical skin staples

p> Intuitive Control

For reliable and controlled performance

p Elegant Design

Easy to handle making removal simple and safe

With reinforced tip |
for safe and €asy handling

Single-use Remover Reusable Remover



Product Range

Article No. Product Description Staple Information Staple Dimensions Units
Type No. Crown Leg. per box
783100 Manipler® AZ Wide 35 6.9 mm 3.6 mm 6
783101 Single use skin staple remover 6
783102 Reusable skin staple remover 1
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Manipler® AZ

The Easy Solution for Skin Closure

advantages

Grip Designed for Best Angle

The set up angle of the shape of the device
enables a clear view of the wound edges

Automatic Clip Ejection

Precisely ejects clips, this enables rapid wound
closure and shortens operation time

Box-Style Staple

This provides several performance advantages,
including safe wound closure and support

Ease of Use

High profile staples make removal easier

Manipler® AZ
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