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MANAGEMENT SYSTEMS
CERTIFICATION BODY
Test-St. Petersburg Co. Ltd.
22, lit. A, 10th Krasnoarmeyskaya st., St. Petersburg, 190103, Russia
Phone/fax +7 (812) 334-02-62, E-mail: cert(@test-spb.ru

Accreditation certificate No. POCC RU.0001.13CK03
of Federal Service for Accreditation

O T A

Date of the certification decision: 10.08.2023

* [ssue date: 10.08.2023

et Expiry date: 09.08.2026
~ 7 piry : .08.2

« lhitial certification date: 10.08.2023

NT 02

CERTIFICATE

Registration Ne POCC RU.13CK03.01154

This is to certify that Quality Management System of the company

Limited Liability Company
«M.C. Aseptica»

140032, Russian Federation, Moscow Region, Lyubertsy city district,

Malakhovka work settlement, 40 Shosseynaya Street, letter 2J, r

Address of activities:
140032, Russian Federation, Moscow Region, Lyubertsy city,
Malakhovka work settlement, 40 Shosseynaya Street

meets the requirements of

GOST ISO 13485-2017

applied to the following scope of activities:

oom 1

Design, development, production, storage and sale of medical products:
antiseptic napkins made of paper textile-like material, sterile with three types

of impregnations (alcohol (70% ethyl alcohol), with sanguiritrin

, with

iodovidone); antifungal napkin made of paper textile-like material with
resorcinol sterile; hydrogel coating atraumatic wound; sorption sterile napkin;
drainage sorbents polymer sterile, protective film for the skin around the stoma

Digitally signed by Granaci Boris
Date: 2023.12.15 11:25:26 EET
Reason: MoldSign Signature
Location: Moldova

Failure to meet the conditions of certification makes the certificate invalid
www.test-spb.ru RU.01.13CK03
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OPTAH MO CEPTHOHKALIMH 3
CUCTEM MEHEJXMEHTA :
000 «Tect-C.-IleTepoypr»

Poccus, 190103, Caukr-IlerepOypr, 10-as Kpacnoapmeiickas yi., aom 22 aurep A, s a
Tei/thaxe +7 (812) 334-02-62, E-mail: cert@test-spb.ru &

Arrecrar akkpeanraunun Ne POCC RU.0001.13CK03 3 4
DenepanbHoi cayxkObl N0 AKKPeAUTAUNH £

W 0 R R

:
Perucrpaunonnsiii Ne POCC RU.13CK03.01154 -¥
Hacrosiinm ynocrosepsiercess, 4To cHCTEMA MEHEKMEHTA KauecTBA OpraHy3aliii {
O6mecrTBoO € OFpaHH‘IEHHOﬁ OTBETCTBCHHOCTBHO _

«ML.K. AcenTukay» -5

140032, Poccuiickas ®@enepauunsi, MockoBckasi 061a¢Th, ropoackoii okpyr Jobepusi, f
padounii nocesnoxk Manaxoska, yauua Mlocceiinasn, gom 40, autep 27K, nomemenne 1

- @

Ajpec 0CyHIeCTBICHUS AeATeILHOCTH: g4

140032, Poccniickan ®enepaunsi, MockoBekas 061acts, ropoa Jlwo6epusbi, fr“

pabounii moce;10k Manaxoska, yomua Hlocceiinas, 1om 40 E‘

COOTBETCTBYET TpeOOBaHHSIM **

I'OCT ISO 13485-2017

ITPUMCHHTCJILHO K CJIEAYIOIHM 00acTsaM IeATe/IbHOCTH:

[IpoexTupoBanne, pa3paboTka, NPOU3BOACTBO, XPAHEHHE U PeaTH3AMS
MEeIHUHHCKHX H3/1e/IHii: caieTKH aHTHCeNTHYECKHE H3 DYMAKHOTO
TEKCTHJIEN0100HOI0 MaTepHA/Ia CTePHJIbHBIE ¢ TPeMsl BUAAMH NPOMHTOK
(cmapToBasi (70% 3THI0BBII CHHPT), ¢ CAHTBUPHTPHHOM, ¢ HOAOBHIOHOM);
cajipeTKa AaHTHIPHOKOBasi M3 MaTEPHaJIa GYMAKHOI0 TEKCTH/IEN0I06HOI0
¢ Pe30PUHHOM CTePHJIbHAS; MOKPBITHE FHAPOre/ieBoe ATPAaBMATHYECKOE
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paHeBoe; ca/ipeTKa COPOUHOHHAS CTePHIIbHAS; COPOEHTLI APeHHPY IO HE “
MOJTHMEPHbBIE CTEPUIbHBIE, IVIEHKA 3aIHTHAS 115 KOXKH BOKPYT CTOMBI o

Jlata npuHsTUS pelueHns o cepTUhHUKaLMK: 10.08.2023 Pyrosooumens 2
Jara u3nanus ceprudukara: 10.08.2023 Jm')l'cE'pmm[mmu(uu f :

8 Jlara okoHuaHus aelicTeus ceprudukara; 09.08.2026 J/ﬁ;/ 4 §
~§ara nepBUUHOI cepTH(MKaLmK: 10.08.2023 .B! Aspamenxo i‘: :
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o | Jamnaii ceprudukar nexeiicTBHTeIeH NPH HeBbINoIHeRHN YCI0BHi ceprudnKanmm §
z, www.test-spb.ru RU.01.13CK03 3
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G-CERTI ceificate

/mmﬁzft (‘ﬁ'tﬁﬁw thal

O6wecTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO
"MexayHapoaHaa komnaHusa Acentuka”
(OO0 "M.K. AcenTuka")

140032, Poccuinckas degepaumsa, MockoBckas o6nactb, ropoackou OKpyr
Mo6epubl, paboynn nocenok ManaxoBka, ynuua LLloccenHas, gom 40,
nutep 2X, nomelieHue 1

140032, Poccuinckasa ®egepauus, MockoBckasa obnacTb, ropoa Jlio6epubl,
pa6o4nn nocenok ManaxoBka, ynuua LoccenHas, aom 40

meeld the Standard Requirementy & Scope as following

ISO 13485:2016

Medical Devices -- Quality Management Systems

MpoekTUpoBaHue, paspaboTka, NPOU3BOACTBO, XpaHeHUe U peanusauus
MeOULMHCKMX U3genun: candeTku aHTucenTu4eckue ns 6yMaxHoro
TeKcTunenofgoobHoro marepuarna cTepunbHble C TPpeMS BUAaMMU NPONUTOK
(cnupToBas (70% 3TUNOBbLIN CNUPT), C CAHTBUPUTPUHOM, C NOLOBUAOHOM);
candeTka aHTUrpubkoBas U3 matepurna 6yMmaxHoro TeKCTunenogoobHoro

C pe3opUMHOM cTepunbHas; NOKpbITUe ruaporeneBoe atpaBMaTnyeckoe
paHeBoe; candgeTka copOLUMOHHasA CTepUIibHas; COpOeHTbI ApeHUpYOLne
NofIMMepHble CTepunbHble, NNeHKa 3alWnuTHaa ANA KOXU BOKPYr CTOMbI

Certificate No : GKRU-0114-MD Code TA
Initial Date  :2023. 07. 20 Issue Date :2023.07. 20
Expiry Date :2026.07.19 Valid period :2023. 07. 20 ~ 2024. 07. 19

Signed for and on behalf of GCERTI %
President .K.Cho

<G-CERTI> is accredited by IAS member of IAF
for the scope and sub scopes described in this certificate.

a SYSTEM SERVICE i

MSCEB-113



G-CERTI ceificale
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Limited Liability Company
"Aseptica International Company"” (LLC "M.C. Aseptica")

140032, Russian Federation, Moscow Region, Lyubertsy city district,
Malakhovka work settlement, 40 Shosseynaya Street, letter 2J, room 1

140032, Russian Federation, Moscow Region, Lyubertsy city,
Malakhovka work settlement, 40 Shosseynaya Street

meels The Standwid /\Jezfz&z}z@mcwﬁ & Seope as following

ISO 13485:2016

Medical Devices -- Quality Management Systems

Design, development, production, storage and sale of medical products:
antiseptic napkins made of paper textile-like material, sterile with three
types of impregnations (alcohol (70% ethyl alcohol), with sanguiritrin,

with iodovidone); antifungal napkin made of paper textile-like material

with resorcinol sterile; hydrogel coating atraumatic wound; sorption sterile
napkin; drainage sorbents polymer sterile, protective film for the skin
around the stoma

Certificate No : GKRU-0114-MD Code CA
Initial Date  :2023. 07. 20 Issue Date :2023.07. 20
Expiry Date :2026.07.19 Valid period :2023. 07. 20 ~ 2024. 07. 19

Signed for and on behalf of GCERTI %
President .K.Cho

<G-CERTI> is accredited by IAS member of IAF
for the scope and sub scopes described in this certificate.

a SYSTEM SERVICE i

MSCEB-113



: \’/‘%f’\/“‘w’\ AL %

“mm “""""‘"‘" |

e NS

<DE,A,EPAABHAH CAVKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)
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P#FHCTPAHHOHHOE YAOCTOBEPEHHE

HA MEAHULHHCKROE U3/EJIUE
or 26 mwoas 2016 rona Ne ®CP 2009/05438

M Ha mMeauummckoe usjenne
| Canderkmu ANTHCENTHYECKHE H3 OyMaKHOI0 TeKCTHJIEeNnoN00HOro MaTepuaia
|| crepuasnsie "M.K.Acenmnka' enuprosbie (70% sTHaoBbIil cnupT)
| /| moTY 9393-¢01-51276525-oo

| Hacrosmee p THCTPAlIHOHHOE YJIOCTOBEPEHHE BBIIAHO
y={ | O6GmecTBo ¢ prpaHAYeHHON OTBETCTBEHHOCTHIO "ML.K. AcenTuka"
‘2744 (000 "M. KJ Acentnka'"), Poccns, 111524, Mocksa, ya1. Jaexrpoanas, 1.9, ¢rp.3 nom.2 =

2 ‘: I'Iponsno.mawum
4 ObmecrBo ¢ brpamennoﬁ orsercreennocTsio ""MLK. AcenTuka" e AL
(000 "M. K1 Acenrruka'), Pocensi, 111524, Mocksa, ya. Jaekrpoauas, 1.9, crp.3 nom.2 A

' Mecro nponaho.ucma ME/IMIIMHCKOTO H3J1eJTHs
| 000 "M.K. Acenrnka", 140032, Mockosckas ob6aacts, Jlobepeuxuii paiion,
| IOCeNIoK Ma.lﬁaxomca, yia. Iocceiinas, xom 40

| Howmep peructpausonroro jocke Ne PJ1-12248/29115 ot 14.07.2016
. | Bun memummHcKoro uizenmns 272240

|
| Knacc noTeHIHANBHOrO pHCKA NPHMEHEHHS METMIIMHCKOrO H3eus 2a

Kon Oﬁmemfcnﬁcxoro kiaccuukaTopa NpOAYKIHH JUIs MERIMHCKOro u3zenus 93 9370

| ::‘,
npukazom Pocaapasransopa ot 26 uioins 2016 rona
JIONYIIEHO K o0paleHnIo Ha TepPUTOPHI Poccnﬁclc

Pyxononme.ts DenepanbHOil CyxObI
| 1o Haj3opy B chepe 31paBoOXpAHEHHS u
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