RUSSIAN REGISTER
CERTIFICATION ASSOCIATION

101, office 1, Rimskogo-Korsakova prosp.,
Saint Petersburg, 190121, Russia

telephone: +7 812 670-9000, 670-9001
fax: +7 812 670-9002

PYCCKHUH PETHUCTP
ACCOLIMALMA IO CEPTU®UKALIUA

Poccus, 190121, CankT-Tetepbypr,
np. Pumckoro-Kopcakosa, 101, ogwmc 1

Tenedon: +7 812 670-9000, 670-9001
®akc: +7 812 670-9002

e-mail: rr-head@rusregister.ru; www.rusregister.ru e-mail: rr-head@rusregister.ru; www.msregis;er.ru
Kyaa: 3aKpbiToe aKLMOHEpHOe O6ILECTBO o e 026-4\2047 -£538 14 em 26.9F. S0
"MEAWUKOH NTAa" Baw No:
Komy: F'eHepanbHoMy aupekTopy Bypuesy M. tO. Your ref.:

Anpec: Poccus, 105037, Mocksa, yn. 1-ad
MpsaunbHas, 12, cTp. 1

YBaxxaembi Masen KOpbeBuy!

Hactosiwum Hanpasnsiem Bam Ceptudukatel cooTBeTCTBMS CM 3aKpbiTOro akLUMOHEPHOro
obuectsa "MEAUKOH NTA" Tpe6osaruam FOCT ISO 13485-2017 Ha pyCCKOM M @HTNIMIMCKOM A3blKax

BMECTE C NPUNOXEHNAMMW.

Takke Hanpasnsem Bam CornalwieHusi 0 npuMeHeHun ceptudukaTta (M 3HaKka) COOTBETCTBUS
CUCTEMbl MEeHEeDKMEHTa.

Xenaem Bam aanbHenLwnxX ycnexoB B Baluen aesTenbHOCTM M HaAeeMCst Ha B3aMMOBbLIrO4HOE
NNoAOTBOPHOE COTPYAHMYECTBO B Byayuiem!

MpunoXxeHns: No TEKCTY B 1 3K3.

A

C yBaXeHWEM,

3aMm. Pykosoautens OC CM - aupekTop no ceptudukaumm CM C// Hockoea W.C.
Mcn.: Eropos M. M.
Ten.: 8 (812) 670 90 01
E-Mail: megorov@rusregister.ru
IOpuguyeckuin agpec: Legal address:
Poccus, 191014, CankT-MNeTepbypr, 45/8 A, office 6H, Liteyny prospect,

NuTeiiHelii np., 4. 45/8, auT. A, nom.6H 191014, Saint-Petersburg, Russia




OPI'AH I10 CEPTUOUKAILINHA
ACCOLIMALIMS 10 CEPTU®UKALIMA "PYCCKWM PETUCTP"
ATTECTAT AKKPEJUTAITMM ®EJIEPAJIBHOM CJTYXBbI

[TO AKKPEJIUTALIMUA Ne POCC RU.0001.211"'A45

CEPTUDUKAT

Hacrossmum YAOCTOBEPHETCH, YTO CHCTEMA MEHE/I’KMEHTA KaYeCTBa

3aKpBITOro aKIIMOHEPHOIr 0 001IeCTBA
"MEAUKOH JITA"

yauua 1-s [Ipsauasnas, qom 12, erp. 1, BH.Tep.r. MyHMIHMOAABHBIH OKPYT
Hsmaiinoso, 105037, ropoa MockBa, Poccus

OblL/1a NPOBepPeHa H NPH3HAHA COOTBETCTBYIOLIEH TpeOOBaHUAM CTAHAAPTA

I'OCT ISO.13485-2017

B OTHOLUEHHH Pa3paboTKH, NPOU3BOACTBA H peaH3alHH MeAHIHHCKHX
H3JeJIHH: CKaJIbIleJIH OJHOPA30BbIe ¢ PYYKAMH NOJHMEPHBIMH, CTEPH/IbHbIE;
ckapH(pHKaTOpP-KoNbe A/ NPOKAJbIBAHUSA KOXKH NaJibLa, 0AHOPA30BbIii,
CTepH/IbHbIH; HHAMKATOP TePMOBPEMEHHOH /AJ1s1 KOHTPOJIA BO3AYIHOM
CTePHJIH3ANHH; HHAHKATOP TEPMOBPEMEHHOM /1l NAaPOBOH CTEPHUIN3AIUM;
HHIAMKATOP XHMHYECKHH OHOPA30BbIi A/I151 KOHTPOJISI KPHTHYECKHX
NepeMeHHbIX IPOLecCOB NAPOBOH CTePUJIN3AIHH

No: 24.0573.026
oT 8 urons 2024 r.

Ceprudukar neiicreurenen no 8 s 2027 r. 7

7 .nanménp €B
b OPraHa no ceprupuKauuu

[=] HE [Ipunosenne ABISETCS HEOThEMIIEMON dYacTblo cepTi(ukara. [lelicTue cepTu(ukara pacmpocTpaHsercs
TOJIBKO Ha IIOLIA/IKK KOMIIAHHH, YKa3aHHBIC B HACTOALIEM cepTH(uKaTe. CepTudukar Tepser Cuity B ciiyuae

HEBBIIOJIHCHUS yCI0BUH cepTudukanuu (http://www.rusregister.ru/doc/004.00-105.pdf).

Accoumanus no ceprudpmkaiu "Pycckuit Peructp”: np. Pumckoro-Kopcakosa, a. 101, Cankr-TletepGypr, 190121, Poccus
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CUCTEMA CEPTUO®UKALINN PYCCKOI'O PEITMICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

MpunoxxeHune k Ceptucdunkarty
N° 24.0573.026
ot 8 utonga 2024 r.

O6nacTb cepTupmKaumm CUCTEMbl MEHEMKMEHTa
3aKkpbITOro aKumMoHepHoro obuwecrsa "MEAAUKOH NTA"

1. Buabl AesTenbHoCTU: pa3paboTka, MPOM3BOACTBO M peanusaums MEAULIMHCKUX U3AENWIA:
CKanbMenu o4HOPa3oBble C pPyyKaMmu MOSIMMEPHBIMM, CTEPUNbHBIE; CKapUUKaTOP-KOMbe
AN MpOKanblBaHWA  KOXM  Manbla, OAHOPa3OBbli,  CTEPW/bHbIA;  MHAMKATOP
TEPMOBPEMEHHOM  ANA  KOHTpONs  BO3AyWHOM  CTepunusaumun;  MHAUKATOP
TEpMOBPEMEHHON [/ MApPOBOM CTEPUNM3aLMKM; WMHAMKATOP XMMUYECKWUIA OAHOPA30BbIiA
ANSt KOHTPOSS KPUTUUECKMUX NEPEMEHHDBIX NPOLIECCOB NapOBON CTEPUNU3ALIUM.

2. TpeboBaHusa n. 6.4.1 (b); 7.5.2 (b), (c); 7.5.3; 7.5.4; 7.5.9.2 TOCT ISO 13485-2017 He
NpUMeHUMEI K 0bnactu ceptudumkaummn CMK.

PykoBoaMTENb OpraHa no ceptubukalmm X / A.B. Bnagumupues




CUCTEMA CEPTUO®UKALINI PYCCKOI'O PETMICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N 24.0573.026
of 8th July, 2024

Certification scope of management system of
Joint-Stock Company "MEDIKON LTD"

1. Kinds of activity: development, manufacture and supply of medical products: disposable
scalpels with polymer handles, sterile; scarifier-spear for piercing the skin of the finger,
disposable, sterile; thermal indicator for air sterilization control; thermal indicator
for steam sterilization; chemical disposable indicator for monitoring critical variables
of steam sterilization processes.

2. The requirements of p. 6.4.1 (b); 7.5.2 (b), (c); 7.5.3; 7.5.4; 7.5.9.2 GOST ISO 13485-
2017 are not applicable to the certification scope of QMS.

Head of Certification Body A. Vladimirtsev




CUCTEMA CEPTUDOUKALINN PYCCKOI'O PEI'MICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

MpunoxxeHue k Ceptucdmnkarty
N2 24.0573.026
ot 8 urona 2024 r.

O6nactb cepTuduUKaLMm CUCTEeMbl MEHEDKMEHTA
3aKpbITOro akumMoHepHoro obwecrsa "MEIUKOH JITA" Britovaer:

1. MpoussoacTBeHHasa naowanka N21
ynuua 3acnaBcKasi, A0M 2, FOPOACKOM Mocenok PaaolkoBnym, MOnofeUHEHCKUIA paiioH,
MuHcKas obnactb, 222322 Pecniybnuka benapycb

Buabl AeATENbHOCTU: MPOU3BOACTBO CKanbnenen, ckapudukaTopos, UHAMKATOPOB.
2. NpousBogcTrBeHHan niowanka N22

ynuua 3eneHas, aom 17, A. KpuBubl, ropoackoe noceneHve KapabIMOBCKOE,
KapabIMOBCKMIA MyHULMNanbHbIM paioH, CMoneHckas 0bnactb, 215850 Poccus

Buabl 4eATeNbHOCTU: YNaKoBKA UHAMKATOPOB.

PyKOBOAMTESb OpraHa no cepTudukaLIm A.B. BnaamupLes




CUCTEMA CEPTUOUKALINM PYCCKOI'O PETMICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N2 24.0573.026
of 8th July, 2024

Certification scope of management system of
Joint-Stock Company "MEDIKON LTD" includes:

1. Production site No. 1
2, Zaslavskaya Str., 222322, an urban settlement Radoshkovichi, Molodechno district,
Minsk region, Republic of Belarus

Kinds of activity: production of scalpels, scarifiers, indicators/
2. Production site No. 2

17, Zelenaya Str., Krivtsy village, Kardymovskoye urban settlement, Kardymovsky
district, Smolensk region, Russia

Kinds of activity: packaging of indicators.

Head of Certification Body \ A. Vladimirtsev




CERTIFICATION BODY
CERTIFICATION ASSOCIATION "RUSSIAN REGISTER"
ACCREDITATION CERTIFICATE OF THE FEDERAL
ACCREDITATION SERVICE Ne POCC RU.0001.21T'A45

CERTIFICATE

This is to certify that the Quality Management System of

Joint-Stock Company

"MEDIKON LTD"
12/1, 1** Pradilnaya Str., 105037, Moscow, Russia

has been assessed and found tobe in accordance
with the requirements of

GOST ISO 13485-2017

in respect of development, manufacture and supply of medical products:
disposable scalpels with polymer handles, sterile; scarifier-spear
for piercing the skin of the finger, disposable, sterile; thermal indicator
for air sterilization control; thermal indicator for steam sterilization;
chemical disposable indicator for monitoring critical variables
of steam sterilization processes

No: 24.0573.026
of 8" July, 2024

7 Vig ' lrtsﬁv/ /
g giication Body
The annex is an integral part of the certificate. The certificate covers only those sites of the company which

are stated in this certificate. This certificate becomes invalid if conditions of certification are not fulfilled
(http://www.rusregister.ru/doc/004.00-105. pdf).

This certificate is valid until 8" July, 2027

Certification Association "Russian Register": 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia
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