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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Ill
(Class lla and Class llb Devices)

No. G10 090700 0039 Rev. 01

Manufacturer: i-SENS, Inc.
43, Banpo-daero 28-gil, Seocho-gu
Seoul 06646
REPUBLIC OF KOREA

SRN Manufacturer - KR-MF-000009173

Authorized MT Promedt Consulting GmbH
- Ernst-Heckel-Stralte 7, 66386 St. Ingbert, GERMANY
Representative:

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article
10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories covered
by the quality management system are described on the following page(s). The Report referenced
below summarises the result of the assessment and includes reference to relevant CS, harmonized
standards and test reports. The conformity assessment has been carried out according to Annex IX
Chapter | and lll of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples. All
applicable requirements of the Testing, Certification, Validation and Verification Regulations TUV
SUD Group have to be complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G10 090700 0039 Rev. 01

Report No.: 74969769
Preceding Certificate No.: G10 090700 0039 Rev. 00
Valid from: 2025-01-10
Valid until: 2029-02-27
Date of Initial Issuance: 2024-02-28
Christoph Dicks
Issue date: 2025-01-10 Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH -« Certification Body « Ridlerstrae 65 « 80339 Munich » Germany
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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and llI
(Class lla and Class llb Devices)

No. G10 090700 0039 Rev. 01

Classification: Class llb
Device Group: 712040115 - BLOOD SUGAR MONITORING SYSTEMS
Intended Purpose: Indicated for continuous monitoring of glucose levels via

measurement of glucose in the interstitial fluid in persons with
diabetes mellitus aged 18 years and older.

The validity of this certificate = None
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description
00 2024-02-28 74966711 Initial issuance
01 2025-01-10 74969769 Amended: Other

Supplemented: Change to the
approved type(s)/device(s)
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Pracuct Servica

Certifikat systému Fizeni kvality EU (MDR) |
V souladu s nafizenim (EU) 2017/745 o zdravotnickych prostiedcich, pfiloha IX kapitoly | a Il
(zdravotnické prostiedky tfidy lla a I1b)

¢. G10 090700 0039 Rev. 01

Vyrobce: i-SENS, Inc.
43, Banpo-daero 28-gil, Seocho-gu Soul
06646
KOREA

SRN Vyrobce - KR-MF-000009173

Y MT Promedt Consulting GmbH
Z[nocneny Ernst-Heckel-Stralle 7, 66386 St. Ingbert, NEMECKO
zastupce:

Certifikacni organ TUV SUD Product Service GmbH potvrzuje, Ze vyrobce zaved|, zdokumentoval a
implementoval systém Fizeni kvality, jak je popsano v ¢lanku 10 odst. 9 nafizeni (EU) 2017/745 o
zdravotnickych prostiedcich. Podrobnosti o kategoriich prostfedk(, na které se vztahuje systém fizeni
kvality, jsou popsany na nasledujici strance (strankach). Nize uvedena zprava shrnuje vysledky
posouzeni a obsahuje odkazy na pfislusné CS, harmonizované normy a zkuSebni protokoly. Posouzeni
shody bylo provedeno v souladu s pfilohou IX kapitoly | a lll tohoto nafizeni s kladnym vysledkem.
Posouzeni systému fizeni kvality bylo doprovazeno posouzenim technické dokumentace pro prostiedky
vybrané na reprezentativnim zakladé.

Certifikovany systém Fizeni kvality podiéha pravidelnému dohledu ze strany spole&nosti TUV SUD Product
Service GmbH. Hodnoceni dohledu zahrnuje také posouzeni technické dokumentace pro dané zafizeni
nebo zafizeni na zakladé dalSich reprezentativnich vzork(. Musi byt spInény v§echny pfislusné pozadavky
predpisti skupiny TUV SUD pro testovani, certifikaci, validaci a ovérovani.

Podrobnosti a platnost certifikatu viz: www.tuvsud.com/ps-cert?g=cert:G10 090700 0039 Rev. 01

Cislo zpravy: 74969769

Predchozi certifikat ¢.: G10 090700 0039 Rev. 00
Platny od: 10. 1. 2025

Platnost do: 27.2.2029

Datum prvniho vydani: 28.2.2024

Christoph Dicks
Datum vydani: 10. 1. 2025 Vedouci
certifikace/oznameného subjektu

Strana 1z2
TUV SUD Product Service GmbH je oznamenym subjektem s identifikagnim &islem 0123
TUV SUD Product Service GmbH « Certifikacni organ * Ridlerstraiie 65 « 80339 Mnichov « Némecko
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ZERTIFIKAT & CERTIFICATE ¢

Procuct Service

Certifikat systému fizeni kvality EU (MDR) |
V souladu s nafizenim (EU) 2017/745 o zdravotnickych prostredcich, priloha IX kapitoly | a Il
(zdravotnické prostiedky tridy lla a llb)

C. G10 090700 0039 Rev. 01

Klasifikace: Trida llb

Skupina zdravotnickych prostredki: 212040115 — SYSTEMY PRO MONITOROVANI HLADINY CUKRU

V KRVI

Ucel pouziti: Indikovan pro kontinualni monitorovani hladiny glukézy prostfednictvim
mérfeni glukozy v intersticialni tekutiné u osob s diabetes mellitus ve
véku 18 let a starSich.

Platnost tohoto certifikatu Zadné
zavisi na podminkach a/nebo je
omezena na nasledujici:

Historie revizi:

Rev. Datum Zprava Popis
00 28.2. 2024 74966711 Prvni vydani
01 10. 1. 2025 74969769 Zména: Ostatni Doplnéno:

Zména schvaleného
typu/zarizeni
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