SPECIFICATII TEHNICE (F4.1)

Numdrul licitatiei: LP nr. ocds-b3wdp1-MD-1559216620063 ID: 21008588 din 20.06.2019
Denumirea licitatiei: Articole _.mw»—.a:ssnm::em pentru anul 2019
1 2 3 4 S
33100000-1 | Lotul 1- Absorbante 187805 | Suedia Molnlycke 30cmx40cm Absorbante abdominale, minim 130gr CE, ISO
1 abdominale st. Barier Health detect curaze x | absorbtie, cu incluziuni R-opace pe toatd | 13485
Care/BBraun N5 suprafata, dimensiuni 40cmx40cm (pret
Melsungen per 1bucati)
33100000-1 | Lotul 2- Absorbante 187605 | Suedia Molnlycke 50cmx50cm Absorbante abdominale, minim 130gr CE, ISO
’ abdominale st. Barier Health detect cu raze X | absorbtie, cu incluziuni R-opace pe toatd | 13485
Care/BBraun NS5 suprafata, dimensiuni 10cmx60cm (pret
Melsungen per 1bucatd)
33100000-1 | Lotul 115- Manusi sterile | 82270 Suedia Molnlycke Perechi nr.7 Mainusi sterile ortopedice nr.7. Sterile, CE, ISO
115 ortopedice Health nepudrate. Confectionate din latex natural | 13485
Care/BBraun deproteinizat, acoperit cu biogel. (pret per
Melsungen 1 pereche)
33100000-1 | Lotul 116- Manusi sterile | 82275 Suedia Molnlycke Perechi nr.7,5 Manusi sterile ortopedice nr.7,5. Sterile, | CE, ISO
116 ortopedice Health nepudrate. Confectionate din latex natural | 13485
Care/BBraun deproteinizat, acoperit cu biogel. (pret
Melsungen per 1pereche)
33100000-1 | Lotul 117- Manusi sterile | 82280 Suedia Molnlycke Perechi nr.8 Minusi sterile ortopedice nr.8. Sterile, CE, ISO
117 ortopedice Health nepudrate. Confectionate din latex natural | 13485
Care/BBraun deproteinizat, acoperit cu biogel. (pret
Melsungen per 1pereche)
33100000-1 | Lotul 118- Manusi sterile | 82285 Suedia Molnlycke Perechi nr.8,5 Mainusi sterile ortopedice nr.8,5. Sterile, CE, ISO
118 ortopedice Health nepudrate. Confectionate din latex natural | 13485
Care/BBraun deproteinizat, acoperit cu biogel. (pret
Melsungen per 1pereche)
33100000-1 | Lotul 119- Minusi sterile | 82290 Suedia Molnlycke Perechi nr.9 Manusi sterile ortopedice nr.9. Sterile, CE, ISO
119 ortopedice Health nepudrate. Confectionate din latex natural | 13485
Care/BBraun deproteinizat, acoperit cu biogel. (pret per
Melsungen 1pereche)
Director Tehnomedica SRL Tatiana Roibu




Certificate
of Registration

QUALITY MANAGEMENT SYSTEM - I1SO 9001:2000

This is to certify that:

Méinlycke Health Care AB
Gamlestadvédgen 3 C
S-402 52

Géteborg

Sweden

Holds Certificate No: FM 39247

and operates a Quality Management System which complies with the requirements of ISO 9001:2000 for the following
scope:

The design, development and manufacture of sterile wound and scar dressings, open wound
products, wound management gels, cavity dressings, swabs, sponges, sterile alcohol wipes,
skin care products, non sterile textile bandages and supports, sterile wound irrigation
solutions, abdominal towels, operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and other medical staff clothing for use in the patient environment,
sterile and non sterile medical gloves and sterile surgical gloves.

The design, development and manufacture of pharmaceuticals and other healthcare products.

For and on behalf of BSI:

Managing Director, BS| Management Systems (CEMEA)

Originally registered: 31/03/1998 Latest Issue: 10/01/2007
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions/d
This certificate does not expire. An electronic certificate can be authenticated _online. /f
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033

The British Standards Institution is incorporated by Royal Charter. ! : i
Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdgrn:



Certificate No: FM 39247

Location

Registered Activities

MélInlycke Health Care AB
Gamlestadsvagen 3 C
S-402 52 Goteborg
Sweden

The design, development and manufacture of sterile
wound and scar dressings, open wound products,
wound management gels, cavity dressings, swabs,
sponges, sterile alcohol wipes, skin care products, non
sterile textile bandages and supports, sterile wound
irrigation solutions, abdominal towels, operation sets,
surgical and equipment drapes, procedure packs,
surgical gowns and other medical staff clothing for use
in the patient environment, sterile and non sterile
medical gloves and sterile surgical gloves.

The design, development and manufacture of
pharmaceuticals and other healthcare products.

Mélnlycke Health Care Oy
PO Box 76

Saimaankatu 6

Mikkeli

FIN 50101

Finland

Manufacture of swabs, sponges, towels, wound
dressings, open wound products, scar dressings and
procedure packs.

Mélnlycke Health Care AB
Mélinlycke Health Care (Thailand) Lt
160 Bangplee Industrial Estate
Bangna-Trad Rd

Samutprakarn

Bansaothong

10540

Thailand

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

Mélnlycke Health Care AB

T/A Méinlycke Health Care SA
Parc Industrial

B-4300 Waremme

Belgium

Manufacture of sterile drapes, operating sets and
procedure packs.

Mdlnlycke Health Care Klinipro s.r.
Na Novem Poli 382

Prumyslova zona Karvina

Karvina - State Mesto

733 01

Czech Republic

Originally registered: 31/03/1998

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of coj
This certificate does not expire. An electronic certificate can be authenticated _online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033.

The British Standards Institution is incorporated by Royal Charter. _ ;
Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdom

Latest Issue: 10/01/2007

Manufacture of surgical drapes and procedure packs.




Certificate No: FM 39247

Location

Registered Activities

Mdinlycke Health Care AB

Méinlycke Health Care (Thailand) Lt

Amata Nakorn (Bang Pakong)
Industrial Estate

700/461 Moo Bangha-Trad Rd. KM.57
Tambol Donhuaroh, Amphur Muang

Chonburi 20000
Thailand

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

MéInlycke Health Care AB
Tubiton House

The design, development and manufacture of sterile
wound dressings, non sterile textile bandages and

Medlock Street supports, procedure packs, sterile irrigation solutions,
Oldham sterile alcohol wipes, skin care products,

OL1 3HS pharmaceuticals and other healthcare products.
United Kingdom

MélInlycke Health Care AB The design, development and manufacture of sterile

Lot 9, Lorong Perusahaan 4
Kulim Industrial Estate

PO Box 52, 09000 Kulim
Kedah Darulaman

Malaysia

and non sterile medical gloves and sterile surgical
gloves.

Mélnlycke Health Care AB

Plot 204 Kawasan Perindustrian
Kula Ketil

Phas Il

09300 Kula Ketil

Malaysia

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Mélinlycke Health Care AB
Lot B5 & B6

Kawasan Perindustrian Miel
Batang Kali Phase Il

44300 Batang Kali
Malaysia

Originally registered: 31/03/1998

Latest Issue: 10/01/2007

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of/& Sriract

This certificate does not expire. An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 703 16 3

The British Standards Institution is incorporated by Royal Charter. : ’
Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdg




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

e I o T s
Tigon

By Royal Charter

This is to certify that: MélInlycke Health Care AB
Box 13080
Gamlestadsvagen 3C
SE-402 52 Géteborg
Sweden

Holds Certificate Number: MD 83345

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, development, manufacture, marketing, sales and distribution of sterile wound and
scar dressings, porcine collagen wound dressings, open wound products, cavity dressings,
polyurethane foam with and without additives for incorporation into medical devices, swabs,
sponges, sterile alcohol wipes, skin care products, non-sterile textile bandages and support,
sterile wound irrigation solutions, operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and medical staff clothing for use in the patient environment, sterile and
non-sterile medical gloves and sterile surgical gloves.

The design, development, manufacture, marketing, sales and distribution of single patient use
Negative Pressure wound therapy pumps and accessories. Distribution of laparoscopic
instruments.

S M Sra

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2004-07-21 Effective Date: 2018-11-28
Latest Revision Date: 2018-11-26 Expiry Date: 2021-11-27
@ Page: 1 of 2
g ..making excellence a habit”

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 90404
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL,
A Member of the BSI Group of Companies.




Certificate No: MD 83345

Location Registered Activities
MolInlycke Health Care AB The design, development, manufacture, marketing, sales and
Box 13080 distribution of sterile wound and scar dressings, porcine

Gamlestadsvagen 3C
SE-402 52 Géteborg

collagen wound dressings, open wound products, cavity
dressings, polyurethane foam with and without additives for

Swaden incorporation into medical devices, swabs, sponges, sterile
alcohol wipes, skin care products, non-sterile textile
bandages and support, sterile wound irrigation solutions,
operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and medical staff clothing for use in
the patient environment, sterile and non-sterile medical
gloves and sterile surgical gloves,

The design, development, manufacture, marketing, sales and
distribution of single patient use Negative Pressure wound
therapy pumps and accessories. Distribution of laparoscopic
instruments.

Molnlycke Health Care Pty Ltd The provision of sales, marketing, and distribution of sterile

Level 4 wound and scar dressings, open wound products, cavity

12 Narabang Way dressings, swabs, sponges, sterile alcohol wipes, skin care

Belrose !erducts, non-;terile textile bandages and supports,_ sterile

New South Wales irrigation solutions, operation sets, surgical and equipment
drapes, procedure packs, surgical gowns and other medical

2085 staff clothing for use in the patient environment, sterile and

Australia non-sterile medical gloves and sterile surgical gloves and
laparoscopic instruments.

Original Registration Date: 2004-07-21 Effective Date: 2018-11-28

Latest Revision Date: 2018-11-26 Expiry Date: 2021-11-27

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.




bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01965

Issued To: Mdlnlycke Health Care AB
Box 13080
Gamlestadsvdgen 3C
SE-402 52 Goteborg
Sweden

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

JS M J/@—;

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrate
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on pehalig
named on this certificate, unless specifically agreed with BSI. ;
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowthill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.

Certificate No: CE 01965

Certificate Scope:

By Royal Charter

The design and manufacture of sterile medicated and non-medicated open wound products:

e Adhesive bandage and dressing

¢ Exudate-absorbent dressing, hydrophilic-gel (alginate and gel fibre
¢ Exudate-absorbent dressing, non-gel (absorbent,superabsorbent,foam)
e Semi-permeable film dressing, wound-nonadherent

e Semi-permeable film dressing

e Sterile wound irrigation solutions

e Wound-nonadherent dressing, absorbent

e Wound-nonadherent dressing, permeable

e Wound dressing with silver salt

e Wound dressing with sodium salt

e Wound dressing with porcine collagen

The design and manufacture of non-sterile emollient creams, self-warming blankets and
negative pressure wound therapy (NPWT) system, pumps and accessories.

The design and manufacture of sterile suction irrigation sets, veress needles, trocars,
laparoscopic instruments, endo retrieval pouches, XRD swabs and sponges.

The manufacture of sterile surgical gloves.

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstraté
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party og/bdl
named on this certificate, unless specifically agreed with BSL.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK,
A member of BSI Group of Companies.



Latex

@ Biogel Surgeons

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

= 9/10 surgeons prefer Biogel for fit, feel and comfort!

Reduced chance of a hole with an industry-leading AQL* result of 0.65'

Every glove (100%] is air inflation tested and visually inspected for quality and safety’
Improved efficiency as less gloves are wasted’

* 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 competitars. 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

« Powder-free

« Non-pyrogenic

Re-order REF 822

REF Size | Pairs
82255 5% 50/Box
822640 6 50/Box
82265 b 50/Box
82270 i 50/Box
82275 TVa 50/Box
82280 8 50/Box
82285 8 50/Box
82290 9 40/Box

4 boxes per case

MOLNLYCKE
EALTH CARE



Product specifications Biogel® Surgeons gloves REF 822

Length, mm Lay flat palm
oo | AT

82255 55 283 il

82260 6.0 285 77
82265 6.5 285 85
82270 7.0 288 21

82275 %5 298 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

Cutf 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 aqueous
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:

* Quality/Envirenmental: |50 9001, IS0 13485, IS0 14001

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

« Viral Penetration: Bacteriophage test, ASTM F1671

« Allergenicity/Pyrogenicity: 1SO 10993 [PART 5 and 10

Standard |

Physical glove properties |
! requirement .
| |
|

Biogel

Force at break [N} (EN455)

Initial =9 12
Aged »9 | 17
Typical accelerator analysis Z =

% 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/ «<50ua/y <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) nfa 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 fla
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
polyethylenel. 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. Biagel 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 fram holes in gloves.

Find out more at www.molnlycke.com

Mélnlycke Health Care AB, Box 13080, SE-402 52 Géteborg, Sweden,
T+46 317223000, F+46 31722 34 00. www.molnlycke.com

The Mdlniycke Health Care and Biogel names and logos are registered trademarks globally to the Malnlycke Health Care

Group of companies. Copyright (2012)

MOLNLYCKE

HEALTH CARE

#39957
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