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Medical Gauze Bandage (Sterile & Norjesgterey

e Specification: Gauze bandages are made of medical gauze, in accordance with the
National State Standard GOST. Sterile bandages are intended to protect wound from
contamination, infection and mechanical impacts, while the non-sterile bandages are
intended for fixing of dressings. For use in hospitals the bandages are produced in multiple
packaging. For packaging of the bandages a three-layer material is used.
e Material: 100% cotton cloth.
e Yarn: Yarn cotton card straight lonely from pneumomechanical stretching machines
tex. 20; Nm 50/1; Ne 29,5.
e Density: 17 g/cm?, 23 g/cm?, 24 g/cm?, 27 g/cm?, 30 g/cm?, 32 g/cm?, 34 g/cm?, 36
g/cm?,
e Color: Bleached white
e Edge: Unprocessed edge
e Basic packing: 1 roll/pack, 5 roll/pack, 6 roll/pack, 10 roll/pack, 12 roll/pack, 20
roll/pack,
25 roll/pack, 30 roll/pack. (individually packed in PE pocket)

Full size: Length: 1 m,2m,3m,4m,5m, 7m, 10 m.

Width: 5cm, 7cm, 7,5 cm, 8,5 cm, 10 cm, 12 cm, 14 cm, 16 cm.

Certificate: 1SO 9001:2015; 1SO 13485:2016; 1Q Net 9001; 1Q Net 13485; CE.

Note: Personalized specifications are possibly at customer’s request.
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This is to certify that the Quality Management System of

N

"FAZO-LUXE" LLC

21, Okhangrabo Str., Zangiota district, 111103, Gulistan community,
Tashkent region, Republic of Uzbekistan
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has been assessed and found to be in accordance
with the requirements of

X

ISO 13485:2016

in respect of production and sales of polyethylene single-use shoe covers, sterile
and non-sterile medical gauze bandages, non-sterile medical woven bandages,
non-sterile medical absorbent cotton wool and bleached medical gauze
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No: 17.0680.026
of 5" May, 2017

a

(N |

A
This certificate is valid until 5% May, 2020 /Dlr/e(‘t:}irenera[ of Cleftification (|
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Assogiation "Russian'Register"

e

Specification of the certification scope is provided in Annex. This certificate becomes invalid if conditions of
certification are not fulfilled (http://www.rusregister.ru/doc/004.00-105.pdf). This Certificate is the property of
Certification Association "Russian Register"
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Certification Association "Russian Register”: 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet and
Certification Association "Russian Register"
hereby certify that the organization

"FAZO-LUXE" LLC
21, Okhangrabo Str., Zangiota district, 111103, Gulistan community,
Tashkent region, Republic of Uzbekistan

for the following field of activities

production and sales of polyethylene single-use shoe
covers, sterile and non-sterile medical gauze bandages,
non-sterile medical woven bandages, non-sterile medical

absorbent cotton wool and bleached medical gauze

has implemented and maintains a

Management System

which fulfils the requirements of the following standard

ISO 13485:2016

Issued on : 5" May, 2017
Validity date : 5" May, 2020

Registration Number : RU-17.0680.026

Michael Drechsel ady Viadimirtsev,
President of IQNet Director General of
Russian Register

IQNet Partners™:
AENOR Spain AFNOR Certification France AIB-Vincotte International Belgium APCER Portugal CCC Cyprus
CISQ Italy CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE Mexico SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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Certificate of
CE-Registration

This is to certify that, in accordance with the Medical Device Directive
93/42/EEC, Medical Device Safety Service GmbH (MDSS) agrees to
perform all duties and responsibilities as the Authorized Representative
for:

Fazo-Luxe LLC
Mr. Nodir Yunusov
Ohangrabo Str 21, Tashkent district

Tashkent region
UZBEKISTAN

as stipulated and demanded by the aforementioned Directive. The
German Competent Authority has allocated the medical devices of the
Manufacturer registration numbers as foreseen in:

Annex A July 24 2018

The Manufacturer has provided MDSS with the appropriate
Declaration(s) of Conformity confirming that the medical devices fulfill
the applicable requirements of Directive 93/42/EEC. In compliance with
German law, a safety officer has been appointed for Germany.
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Ludger Méller
President
MDSS GmbH

MDSS - Medical Device Safety Service - Schiffgraben 41 - 30175 Hannover, Germany
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