IS0 CONSULTING

HCDKO%;W;:&?H? % ‘ ‘ A - : 00LexT MoaTBEPARIEHIR

COOTRCICTENR

_ TOCT ISO 13485-201

RARUIIHAZO

Cucrema Ceprudpuranuu

IIpoaykiuuu, Pabot u Yenyr, Cucrem MeHemKMeHTa

EBpoCrangaprPerucrp

OPI'AH ITO CEPTH®HKALIHH CHCTEM MEHE/PKMEHTA
OBLJECTBA C Or'PAHHYEHHOH OTBETCTBEHHOCTbHIO
«HCO KOHCAJITHHT »

121352, r. MOCKBA, Y1, IABBLIKOBCKAA, 10M 3, 3TK 2, /10K 2, rios. 126, 127, 128, 129
VHHKATTEHBI HOMEP 3AITHCH OB AKKPEAHRTALHHE B PEECTPE AKKPEJHTOBAHHBIX IHI: RA.RU. IIHA90

CEPTUP®UKAT COOTBETCTBUA

Beinyck 1. CMK ceprudmunposana ¢ mapra 2025 rona

Ne POCC RU.C.04XK.CK. 1085

Boiaan: O6mecTBy ¢ orpaHHYeHHOH OTBETCTBEHHOCTHIO
«IHaoMeauyM+»
(000 «Iugomeanym+»)
HHH 1657024909
420044, Pecnybnuka Tatapcran (Taraperan), r Kazatb, np-kT fImalueBa, a. 36, oduc 401
HACTOSIIIUA CEPTU®UKAT YIOCTOBEPSET:

CHCTEMA MEHEJKMEHTA KAYECTBA TPHMEHHTE/IBHO K IIPOEKTHPOBAHHIO,
PA3PABOTKE, IPOH3BO/CTBY, PEATTH3ALIHH H TEXHHYECKOMY OBC/TYKHBAHHIO
MEJHIJHHCKHX H3JEJIHH J/IA 3HIOCKOITHYECKOH XHPYPIHH H JHATHOCTHKH

COOTBETCTBYET TPEBOBAHUSM
I'OCT ISO 13485-2017 (ISO 13485:2016)

an.TIO)KEHHC SABJISE€TCA HEOTHEMJIEMOH YaCThIO CC]JTH(lJ HKaTa COOTBETCTBHA

Ocnosanue: Peuwenue Opaana no cepmuuxayuu Ne 0183 om 14 mapma 2025 z00a

HACTOAWHNA CEPTHSHKAT OBAIWBAET OPTAHHIALLMIO NOLIEFEHBATE COCTOAHHE NPOLUECCOB CHCTEMb MEHETKMENTA KAYECTBA B PAEOTOCTIOCOEHOM
COCTORHHH B COOTBETCTBHH C TPEROBAHMAMH BHIUEYKAZAHHOTO CTAHIAPTA, DOATBEPAIATSL 3TO COOTBETCTBHE PEIYJILTATAMM MPOXOKAENKA
EXETOIHON0 HHCNEXUHOHAOND KOUTPONA B OC CM 000 «HCO KOHCAJITHHI » BO BPEMSA BCEMD CPOKA JEACTBHA CEPTHOHKATA.

Hama esr0auu: 14.03.2025 Cpoxk deiicmeusn 0o: 14.03.2028
(npu nPoXoMCOeHUU UHCHEKYUOHHO20 KOHMPOAR)
PO e nosonee 14.03.2026
HanaAemosonee 14.03.2027
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PykoroauTens ;
Oprana no ceprHdukauny

OEAEPAABHOE ATEHTCTBOTIO T PETYAMPOBAHMIO M1 METPOAOI'HH
Cacrema gofposoasuoii ceprudpuxamm «EspoCranaaprPerncrp», Perncrpaumonsit MPOCC RU.3557.04X0K00
T'oaosuoj opran no ceprudukanum «EspoCransapr-cepraduxa» OTPH 1097746081498
Aapec: 121170, r. Mockaa, Kyrysoscait mp-1, A. 36, c1p. 3 Tea. (495) 744-2923
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ABJIAETCH HEOThEMJIEMOH YacThIO

ceprudpuxara Ne POCC RU.C.04XXK.CK.1085
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O6.aacTh cepnuimxamm CHCTCMBI MCHC/IXMCHTA KaYCCTBA

[IpoexTupoBanue, pa3paboTka, NPOM3BOJACTBO, pealM3alUs H TEXHUYECKoe 0OCITy)KUBaHUE

MEIUIHHCKHX M3AENHH JUIA 3HAOCKONMMYECKOH XUPYPrUM M JHArHOCTHUKH 3a MCKIIOUYeHHeM 1.7.5.3,
n.7.5.4,n.7.5.5n0.7.5.6,n.7.5.7,n. 7.5.9.2, n. 7.5.10 TOCT ISO 13485-2017 (ISO 13485:2016)

OO6mecTBY ¢ OrpaHH4YeHHOH 0TBETCTBEHHOCTHIO
«IHaOMeExHYM+»,

BKJIIOYAs:
[TpoussoacreenHas miomanka 000 «IunoMeuyM+»
420085, Pecnnybnuka Tarapcran, r. Kaszans, yiu. Benomopckas, 79a

C.A. KOPKHMH

PykoBoanTenb

Crp. lmsl

DOEAEPAABHOE ATEHTCTBO ITO TEXHHMYECKOMY PETYAHMPOBAHMIO Y METPOAOTHH
Crcrema A06poBoAbkoit ceprudmkamm «EspoCranaaprPerncrp», Perucrpanuounedt NPOCC RU.3557.04X0K00
T'oaoBHOA opran no cepruixamm «EspoCranaapr-ceprnuxa» OIPH 1097746081498
Aapec: 121170, r. Mocksa, Kytysoscxuii mp-1, A. 36, crp. 3 Tea. (495) 744-2923




:uhju('l of conformity
confirmation
IS0 13485:2016

Goods Works and Services Management Systems

EuroStandardRegister

1CATHON-BODY
OF LIMITED LIABILITY COMPANY
"ISO CONSULTING"

PREMISES 126, 127, 128 AND 129, BLOCK 2, FLOOR 2, 3, DAVYDKOVSKAYA STR.,, MOSCOW, 121352
UNIQUE NUMBER OF ACCREDITATION RECORD IN THE REGISTER OF ACCREDITED ENTITIES: RA.RU.13NA90

CERTIFICATE OF CONFORMITY

Issue 1. QMS is certified since March 2025

Ne POCC RU.C.04XK.CK. 1085

Is given to: "Endomedium+"
Limited Liability Company

("Endomedium+" LLC)

TIN 1657024909
Office 401, 36, Yamasheva ave., Kazan, Republic of Tatarstan (Tatarstan), 420044

THIS CERTIFICATE CERTIFIES THAT:

QUALITY MANAGEMENT SYSTEM AS APPLIED TO DESIGN, DEVELOPMENT, PRODUCTION, SALE
AND MAINTENANCE OF MEDICAL DEVICES FOR ENDOSCOPIC SURGERY AND DIAGNOSTICS

COMPLIES WITH THE REQUIREMENTS OF
ISO 13485:2016

The Appendix forms are integral part of the Certificate of Conformity
By virtue of: Decision of the Certification Body Ne 0183 dated 14 March 2025

THIS CERTIFICATE SHALL BIND THE ORGANIZATION TO MAINTAIN THE STATE OF THE QUALITY MANAGEMENT SYSTEM IN THE WORKABLE
CONDITION IN COMPLIANCE WITH THE REQUIREMENTS OF THE ABOVE STANDARD, TO CONFIRM THIS COMPLIANCE BY RESULTS OF THE ANNUAL INSPECTION
CHECK-UP IN "ISO CONSULTING" LLC MANAGEMENT SYSTEM CERTIFICATION BODY WITHIN THE ENTIRE PERIOD OF THE CERTIFICATE DURATION

Issued: 14 March 2025 Expiry date: 14 March 2028
(If the inspection control is passed)

Terms for the first inspection: Not later than 14 March::
Terms for the second inspection: Not later than_I4:Marz

£ 1505
L%

‘Q."f'! ;
|3

Seioo] 4 \
Ne 003482

FEDERAL AGENCY OF TECHNICAL REGULATION AND METROLOGY
Goodwill Certification System «EuroStandardRegister, Registration NePOCC RU.3557.04X0K00
Certification parent body «EuroStandard-certifica» OGRN 1097746081498
Address: 121352, Russia, Moscow, Davydkovskaya str. 3, tel. 8 (800) 100-0037
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Goods Works and Services Management Systems

EuroStandardRegister

Appendix b
Is an integral part of e
Certificate Ne POCC RU.C.04X2K.CK.1085 \(Y
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Scope of Certification of the Quality Management System

i r-;ﬁl

Design, development, production, sale and maintenance of medical devices for endoscopic surgery

and diagnostics except p. 7.5.3, p. 7.5.4, p. 7.5.5, p.7.5.6, p.7.5.7, p.7.5.9.2, p.7.5.10 ISO
13485:2016
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"Endomedium+"'
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i Including:

I
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i Production site of the "Endomedium+" LLC
79a, Belomorskaya str., Kazan, Republic of Tatarstan, 420085,
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FEDERAL AGENCY OF TECHNICAL REGULATION AND METROLOGY
Goodwill Certification System «EuroStandardRegister», Registration NePOCC RU.3557.04X0K00
Certification parent body «EuroStandard-certifica» OGRN 1097746081498
Address: 121352, Russia, Moscow, Davydkovskaya str. 3, tel. 8 (800) 100-0037
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