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CUCTEMA CEPTUOUKAILIVV PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CEPTUDOUKAT

HaCTOHIIlHM YaocToBepsieTcs, 4YTO CHCTEMA MEHEIKMEHTa KayecTBa

‘O0mecTBa ¢ OrpaHAYEHHOH 0TBETCTBEHHOCTHIO

"XJonmgaTobymakHas komnaans ""Hasrexe"
yJ1. Ilpombinuiennas, 1, Hasonoku, MBanosckas 00.1., 155830, Poccus

ObL1a NpoBepeHa H NPH3HAHA COOTBETCTBYIOMIEH TPeGOBAHMAM CTaHIAapTa

ISO 13485:2016

B OTHOIIEHHH Pa3paboTKH, NPOH3BOACTBA H MPOAAKH MeIHIHHCKAX
H3JeJIHii: MapJis MeIHIHHCKAs XJI0N4aTo6yMaKHAas 0TGeIeHHas 10
I'OCT 9412; mapas MeAHUMHCKAS XJI0MYATOGYMAKHAS 0TOEIEHHAS 11O

TY 9393-001-10715071-2014; GHATLI Map.IeBble MeIAIUHCKHE CTepHJIbHBbIE |

H HecTepHabHbIe 10 'OCT 1172-93; canderkn Map/ieBbie MeqHIHHCKHE
crepuibHble 10 'OCT 16427-93; oTpe3bl MapJieBbIe MeJHIHHCKHE
HecTepuabHbIe TY 9393-002-10715071-2014; GUHTBI MapJieBble MeTHIHHCKHE
crepuibHbie Mo TY 9393-004-10715071-2014; 6MHTHI Map.ieBbie
MEIHIHHCKHE HecTepuabHbIe o TY 9393-005-10715071-2014; canderkn
MapJ/eBble MeIHIHHCKHE cTepribHbIe o TY 9393-006-10715071-2014;
ca/ipeTKH MapJieBble MEIHIHHCKHE HeCTePHIbHbIE
no TV 9393-007-10715071-2014

Ne: 21.2118.026
ot 17 nexadpst 2021 r.

Cucrema menemkmenTa cepruduumposana ¢ 2015 roga

yoge )T i
\%pa/.n.:{i{uﬁ impem‘%p AccouHamuu
1o ceprupurannu "Pyccknii Perncrp"

Cepruduxar neiicteurenen 1o 17 nexadps 2024 r.

e

YTouHeHHe 00NacTH CepTH(MKALMH TIPHBEICHO B [Ipunoxennn. CepTHuKar TepseT CcHIy fife AU
HEBBITIOJHEHHS YCIOBMH cepTHUKALIH ﬂmp://www.rusregisteb.l‘-g{ggs;/ggéeg@ylgé%%oggpmm !E ST
COBCTBEHHOCTBIO Accotmarmin o centudmkanmn "Pveckmii Pernddale: 2022.02.03 12:36:51 EET Wl

Reason: MoldSign Signature
Location: Moldova

Accoumauns no ceprudmkarmn "Pyccknii Peructp™: np. Pumckoro-Kopcakoea, 2. 101, Cankt-ITetepGypr, 190121, Poccust
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CUCTEMA CEPTUOUKALINUNM PYCCKOT'O PETACTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CERTIFICATE

~ This is to certify that the Quality Management System of

~y "Navtex Cotton Company", Ltd.
1, Promyshlennaya Str., 155830, Navoloki, Ivanovo Region, Russia

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

}g ISO 13485:2016

in respect of development, manufacture and sales of medical products:
medical bleached cotton gauze according to GOST 9412; medical bleached
= cotton gauze according to TS 9393-001-10715071-2014; sterile and nonsterile
== medical gauze bandages according to GOST 1172-93; sterile medical gauze
—  padsaccording to GOST 16427-93; medical nonsterile gauze cuts according
Vi to TS 9393-002-10715071-2014; sterile medical gauze bandages according
C to TS 9393-004-10715071-2014; nonsterile medical gauze bandages according
= to TS 9393-005-10715071-2014; sterile medical gauze pads according

"%T;{J to TS 9393-006-10715071-2014; nonsterile medical gauze
== pads according to TS 9393-007-10715071-2014
i

< No: 21.2118.026
= of 17" December, 2021

Management system certified since 2015

This certificate is valid until 17®" December, 2024 | , Fedsor General\gf Certification"

Ociation "Russian Register"

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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CMICTEMA CEPTVI®UKALIVV PYCCKOI'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpuno>keHune k Ceptudmkary
N? 21.2118.026

OoT 17nekabps 2021 r.

6naHk N2 10-000282

O6nactb cepTudmkaunmn cucteMbl MeHeHKMEHTa
O6wecTBa c OrpaHNMYEHHOM OTBETCTBEHHOCTbIO
"XnonyatobymaxxHasi koMnaHus "HaBTekc"

1. Mpoaykums / ycnyru: paspaboTka, MPOU3BOACTBO M Mpoda)ka MeaMLMHCKUX
U30enuin: Mapna MeavuMHCKas Xnon4aTtobyMaxHas otbeneHHas no MOCT 9412;
Mapsis MEAMLIMHCKasA Xnon4yatobyMaxkHas otbeneHHas no TY 9393-001-10715071-
2014; OWHTBI MapneBble MeauLMHCKUE CTEpUSIbHbIE W HECTepUsbHbIE MO
FOCT 1172-93; candeTku Mapnesble MEAULIMHCKUE CTepunbHble no MOCT 16427-
93; 0Tpesbl MaprieBble MEAULIMHCKME HECTEpUTbHbIE TY 9393-002-10715071-2014;
OUHTbLI MapneBble MeauUMHCKUE CTepunbHble no TY 9393-004-10715071-2014;
OMHTBI Mapresble MeAuMLMHCKUE HecTepurbHbie no TY 9393-005-10715071-2014;
CandeTkn Mapnesble MEAULMHCKUE CTepurbHble No TY 9393-006-10715071-2014;
caneTkn  MapneBble  MeaUUMHCKUE HecTepunbHble mno TY  9393-007-
10715071-2014.

2.7 lMpouecch! BbirMycka NPOAYKLMM B COOTBETCTBUM C ISO 13485:2016:

/.1. TInaHmpoBaHuWe BbIMycKa NpoayKLmMm

/7.2. TIpoLecchl, CBA3aHHbIE C NOTpebuTenem

7.3. TIpoeKTMpoBaHue 1 pa3paboTka

7.4. 3aKynku

7.5. Tpo13BOACTBO NPOAYKLMKM U NPEAoCTaBeHne ycnyr

7.6. YnpaBsneHue o60pyaoBaHueM ans MOHWUTOPUHIA U U3MEPEHUN

3. WCKMoYeHWs M3 NpOLECCOB XM3HEHHOrO LMKIA npogykumun: 7.5.1f (B 4actu
[eNACTBMIA nocne nocTasku), 7.5.3, 7.5.4, 7.5.6 (B yactu komnbtoTepHoro [0),
7.5.9.2, 8.2.6 (B YacT uMnnaHTupyembix M), 8.4 f.

FeHepanbHbIit oupexkTop Accoumaumn

no ceptudukauum "Pycckuit Permctp” - " A.B. Bnagumupues




- CMICTEMA CEPTUOVIKALIVIV PYCCKOI'O PETMICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N2 21,2118.026

of 17t December, 2021
registration form N° 10-000283

Certification scope of management system of
"Navtex Cotton Company", Ltd.

1. Product / service: development, manufacture and sales of medical products:
medical bleached cotton gauze according to GOST 9412; medical bleached cotton
gauze according to TS 9393-001-10715071-2014; sterile and nonsterile medical
gauze bandages according to GOST 1172-93; sterile medical gauze pads according
to GOST 16427-93; medical nonsterile gauze cuts according to TS 9393-002-
10715071-2014; sterile medical gauze bandages according to TS 9393-004-
10715071-2014; nonsterile medical gauze bandages according to TS 9393-005-
10715071-2014; sterile medical gauze pads according to TS 9393-006-10715071-
2014; nonsterile medical gauze pads according to TS 9393-007-10715071-2014.

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

/7.1. Planning of product realization

7.2. Customer-related processes

/.3. Design and development

7.4. Purchasing

/.5. Production and service provision

7.6. Control of monitoring and measuring equipment

3. Exclusion from the product lifecycle processes: 7.5.1f (in terms of post-delivery
actions), 7.5.3, 7.5.4, 7.5.6 (in terms of computer software), 7.5.9.2, 8.2.6
(in terms of implantable medical devices), 8.4f.

Director General of Certification

Association "Russian Register" A. Vladimirtsev

1-1




B e e e T

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

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

"Navtex Cotton Company"”, Ltd.

1, Promyshlennaya Str., 155830, Navoloki, Ivanovo Region, Russia
has implemented and maintains a
Quality Management System
for the following scope:
development, manufacture and sales of medical products: medical
bleached cotton gauze according to GOST 9412; medical bleached cotton
gauze according to TS 9393-001-10715071-2014; sterile and nonsterile
medical gauze bandages according to GOST 1172-93: sterile medical gauze
pads according to GOST 16427-93; medical nonsterile gauze cuts
according to TS 9393-002-10715071-2014; sterile medical gauze bandages
according to TS 9393-004-10715071-2014; nonsterile medical gauze
bandages according to TS 9393-005-10715071-2014; sterile medical gauze
pads according to TS 9393-006-1 to TS 9393-007-10715071-2014

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 17t December, 2021
Expires on: 17t December, 2024

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-21.2118.026

AE=

— I*E*;ENEt Alex Stoichitoiu Ao Viadiniress
e —— President of i rkady imirtsev,
esiders of IONeL Director General 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 YU
* The list of IQNet artnersisvie 1€ 0 i i & pdated information is available unde: oz ign 5
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THE INTERNATIONAL CERTIFICATION NETWORK

ANNEX 1 to IQNet Certificate
Number RU-21.2118.026

Certification scope of management system of
"Navtex Cotton Company", Ltd.

1. Product / service: development, manufacture and sales of medical products:
medical bleached cotton gauze according to GOST 9412; medical bleached cotton
gauze according to TS 9393-001-10715071-2014; sterile and nonsterile medical
gauze bandages according to GOST 1172-93; sterile medical gauze pads according
to GOST 16427-93; medical nonsterile gauze cuts according to TS 9393-002-
10715071-2014; sterile medical gauze bandages according to TS 9393-004-
10715071-2014; nonsterile medical gauze bandages according to TS 9393-005-
10715071-2014; sterile medical gauze pads according to TS 9393-006-10715071-
2014; nonsterile medical gauze pads according to TS 9393-007-10715071-2014.

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. Exclusion from the product lifecycle processes: 7.5.1f (in terms of post-delivery
actions), 7.5.3, 7.5.4, 7.5.6 (in terms of computer software), 7.5.9.2, 8.2.6 (in terms
of implantable medical devices), 8.4f.

I'E,,;*?NEt Alex Stoichitoiu | Arkady Viadimirt
‘THE INTERNATIGNAL CERTIFCATION NETWORK Hesident OfIQNet ?‘ a y a Im‘l‘. SeU,

1 SIRIM QAS International Malaysia

=

Director General of
Russian Register

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

g! 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
SQS Switzerland SRAC Romania TEST St Pe Turke:
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