CUCTEMA CEPTUOVIKALIMU PYCCKOTI'O PEIMICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CEPTUDPUKAT

= HaCTOﬂ[HHM YaocToBepsaeTCsH, YTO CHCTeMa MEHEI)KMEHTa KadecTBa

. 00O "FAZO-LUXE"

o ya. Oxanrpa6o, 21, Tamxenrckuii p-o, CCI" I'yincran, TamkenTckas 06.1.,
= 111103, Pecny6amka Y3oexkucran

¢z  ObliIa NpoBepeHa H MPH3HAHA COOTBETCTBYIOLIEH TPeGOBAHMSAM CTAHAAPTA
S ISO 13485:2016

B OTHOLIEHHH paapaﬁo"rlm, IIPOH3BOACTBA H peajIH3allUHd MEIHIHHCKHX
) H3JeJHH: 0axH OJHOPA30BBIX MOJIHITHI€HOBBIX, OMHTOB MapJieBbIX
gﬁfl MEIHUHHCKHX HECTEPHJ/IBHBIX H CTEPHJIbHBIX, OHHTOB TKAHbIX MEIHUIHHCKHX

E_j HECTEePHJIbHBIX, BATHI MEJHIHHCKOH THIPOCKONHYECKOi HeCTepHJIbHOH,
E~ MAaPJIH MEXHUHHCKOH 0TOe/IeHHOH H MAaCOK JIHIEBbIX THTHEeHHYeCKHX
) OHOPA30BBIX H3 HETKAHOI0 MOJIOTHA %
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7R Digitally signed by Ermicev Alexandr

Ao Date: 2022.09.21 17:13:58 MSK

7-7 Ne:20.1473.026 Reason: MoldSign Signature

e Location: Moldova

=~ 0T 12 okTaGpsa 2020 r.

= CHcTema MeHeKkMeHTa cepTiduumposana ¢ 2017 roga

#E1H upeKtop Accoumd iy
uRauuu ""Pyccxuii Perucrp'

Cepruduxar neiicteurenen no 5 mast 2023 r.

IR

VTouneHne obnactn cepruukamum npuBeseHo B [lpunokenmn. CepTHOHKAT Tepser CHIy B CIyd4ae
HEBBITIOJIHEHHS  yC/IoBHH cepTHOuKawmn (http://www.rusregister.ru/doc/004.00-105.pdf). Cepruduxar sBnsetcs
COOCTBEHHOCTRIO Acconmarivy no centuhukatmn "Pvecknit Pervem”.

10-000219

Accounauus no cepruduxaumn "Pycckuii Peructp™: np. Pumckoro-Kopcaxosa, a. 101, Cankt-ITetep6ypr, 190121, Poccus
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CHMCTEMA CEPTUDPVIKALIMM PYCCKOTI'O PEI'VICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CERTIFICATE

This is to certify that the Quality Management System of

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

has been assessed and found to be in accordance
with the requirements of

ISO 13485:2016

in respect of development, production and sales of medical devices:
polyethylene single-use shoe covers, sterile and non-sterile medical gauze
bandages, non-sterile medical woven bandages, non-sterile medical absorbent
cotton wool, bleached medical gauze and masks of facial hygienic
disposable from nonwoven fabric

No: 20.1473.026
of 12t October, 2020

Management system certified since 2017

This certificate is valid until 5" May, 2023

<t
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".

Certification Association "Russian Register": 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia
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CUNCTEMA CEPTUOUKALIN PYCCKOI'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxenue k Cepruukary
N? 20.1473.026

oT 12 okTabpsa 2020 r.

6naHk N° 10-000219

O6nactb cepTudUKaLMM CUCTEMbI MEHEPKMEHTa
000 "FAZO-LUXE"

1. lMpoaykumsi / ycnyru: paspaboTka, NpOM3BOACTBO W peanusauus MeauUMHCKKUX
usgenuin: 6axun oaHOPa30BbIX MOMITUNEHOBbLIX, BUHTOB MapreBbiX MEAULIMHCKMX
HECTEPUNBbHEBIX U CTEPUIbHBIX, BUHTOB TKaHbIX MEAWULIMHCKUX HeCTepPUnbHbIX, BaThbl
MEAMLUMHCKOM  TMrPOCKOMMYECKOM  HECTepUnbHOW,  MapnuM  MEAMLIMHCKOM
OTGENEeHHON W MACoK NULEBLIX TMIMEHUYECKUX OAHOPA30BLIX M3 HETKAHOMo
NonoTHa.

2. MNpouecchl Bbinycka npoaykuumn B cootBeTcTeum ¢ ISO 13485:2016:

7.1, TInaHuMpoBaHue BbIMyCKa NpoayKLumm

7.2. lNpoueccol, CBA3aHHbIE C noTpebuTenem

7.3. MNpoekTupoBaHue 1 pas3paboTka

7.4. 3aKyrnKku

7.5. MNpou3eoacTBo npoayKUuun 1 npeaocTaeneHue yenyr

7.6. YnpaeneHve 060pyaoBaHUEM A1 MOHUTOPUHIA U U3MEPEHUI

. WcknouyeHns M3 MpoUECCOB >U3HEHHOro uukia npoaykuuun: 7.5.1f (B yactu
AEWUCTBUM nocne nocraeku), 7.5.3, 7.5.4, 7.5.9.2, 7.5.10, 8.4f

[eHepasnbHbIN AMpeKTop AccouuaLmnm & ,
no cepTudunkaumm "Pycckuid Peructp” | T A.B. Bnagummnpues




CNCTEMA CEPTUOUKALIVN PYCCKOT'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N2 20.1473.026

of 12t October, 2020
registration form N2 10-000220

Certification scope of management system of
"FAZO-LUXE" LLC

1. Product / service: development, production and sales of medical devices:
polyethylene single-use shoe covers, sterile and non-sterile medical gauze
bandages, non-sterile medical woven bandages, non-sterile medical absorbent
cotton wool, bleached medical gauze and masks of facial hygienic disposable from
nonwoven fabric.

2. Processes of product realization in compliance with ISO 13485:2016:

7.1. Planning of product realization

7.2. Customer-related processes

7.3. Design and development

7.4. Purchasing

7.5. Production and service provision

7.6. Control of monitoring and measuring equipment

3. Exclusions from the processes of product realization: 7.5.1f (regarding post-delivery
activities), 7.5.3, 7.5.4, 7.5.9.2, 7.5.10, 8.4f.

Director General of Certification |{/ %, ‘
Association "Russian Register" |71 ~ A. Vladimirtsev




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

Certification Association "Russian Register” has issued an IQNet recognized
certificate that the organization:

"FAZO-LUXE" LLC

21, Okhangrabo Str., Tashkent District, 111103, Gulistan community,
Tashkent region, Republic of Uzbekistan

has implemented and maintains a
Quality Management System
for the following scope:

development, production and sales of medical devices: polyethylene single-use
shoe covers, sterile and non-sterile medical gauze bandages, non-sterile medical
woven bandages, non-sterile medical absorbent cotton wool, bleached medical
gauze and masks of facial hygienic disposable from nonwoven fabric

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 12th October, 2020
Expires on: 5th May, 2023

This attestation is directly linked to the IQNet Partner’s original
certificate and shall not be used as a stand-alone document

Registration Number: RU-20.1473.026

— E:iNet —=de

Yy Vladimirtsev,

e Alex Stoichitoiu L
President of IQNet Dzrectgr Gene.ral of
Russian Register
IQNet Partners*:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
* 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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THE INTERNATIONAL CERTIFICATION NETWORK

ANNEX 1 to IQNet Certificate
Number RU-20.1473.026

Certification scope of management system of
"FAZO-LUXE" LLC

1. Product / service: development, production and sales of medical devices:
polyethylene single-use shoe covers, sterile and non-sterile medical gauze
bandages, non-sterile medical woven bandages, non-sterile medical
absorbent cotton wool, bleached medical gauze and masks of facial hygienic
disposable from nonwoven fabric.

2. Processes of product realization in compliance with ISO 13485:2016:

7.1. Planning of product realization

7.2. Customer-related processes

7.3. Design and development

7.4. Purchasing

7.5. Production and service provision

7.6. Control of monitoring and measuring equipment

3. Exclusions from the processes of product realization: 7.5.1f (regarding post-
delivety activities), 7.5.8, 7.5%, 7.50.92, 7.5.10, 84F.

TR Net_ﬂz’;(:‘_

Alex Stoichitoiu rkady Vladimirtsev,

President of IQNet Director General of
Russian Register

E INTERNATIONAL CERTIRGATON NETWDRI

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
* 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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