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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 710130

Issued To: Zhejiang POCTech Co.,Ltd.
No.1633 Hongfeng Road
Building 11
Huzhou City
Zhejiang
313000
China

In respect of:

The design, development and manufacture of continuous glucose monitoring systems and
related sterile and non-sterile accessories and mobile software applications.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

ch/\ C_aclc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2020-03-01 Date: 2021-05-20 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 710130

Issued To: Zhejiang POCTech Co.,Ltd.
No.1633 Hongfeng Road
Building 11
Huzhou City
Zhejiang
313000
China

NBOG Code(s) Device Description Intended Purpose
Class IIb

MD 1302, MD 1111 Continuous Glucose
MDS 7006, MDS 7010 Monitoring Systems

MD 1302 Sensors of Continuous
MDS 7006 Glucose Monitoring
Systems
Transmitters of : .
Continuous Glucose Used_by adult pat!ents for de;tectl.ng trends and
MD 1302 Monitoring Systems tracking patterns in adults with diabetes.
MDS 7010 Receivers of Continuous
Glucose Monitoring
Systems
MD 1111 Software for Continuous
Glucose Monitoring
Systems
First Issued: 2020-03-01 Date: 2021-05-20 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 710130
Date: 2021-05-20

Issued To: Zhejiang POCTech Co.,Ltd.
No.1633 Hongfeng Road
Building 11
Huzhou City
Zhejiang
313000
China

Subcontractor: Service(s) supplied

CGN Dasheng Electron Accelerator Technology Co., Ltd. Radiation (E Beam Sterilization)
NO. 1288 Shexi Rd

Beishe

Lili

Wujiang

Suzhou

Jiangsu Province

215214

People’s Republic of China

Prolinx GmbH EU Representative
BrehmstraBe 56

Dusseldorf

40239

Germany
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 710130
Date: 2021-05-20
Issued To: Zhejiang POCTech Co.,Ltd.

No.1633 Hongfeng Road
Building 11

Huzhou City

Zhejiang

313000

China

Reference
Number

01 March 2020 9756882 New issue.

Current 3318201 Added continuous glucose monitoring systems to scope
following transfer from another notified body and clarified scope
wording to be in line with BSI scope requirements.

Updated device table to add new devices following transfer from
another notified body.

Amended device table to reflect upclassification of the software.
Added subcontractor CGN Dasheng Electron Accelerator Co.,
Ltd., Wujiang City, China for E Beam Sterilization.

Date Action
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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ES Certifikat - Systém komplexniho zabezpeceni jakosti
Smérnice Rady 93/42/EHS o zdravotnickych prostfedcich, Pfiloha Il, vyjma oddilu 4

Registrace ¢. CE 710130

Vydano spolec¢nosti: Zhejiang POCTech Co., Ltd.
No. 1633 Hongfeng Road
Building 11
Huzhou City
Zhejiang
313000
Cina

Tykajici se:
Navrhu, vyvoje a vyroby systémt kontinualniho sledovani glykémie a s nimi souvisejiciho sterilniho i
nesterilniho pfislusenstvi a softwarovych aplikaci pro mobilni telefony.

na zakladé naseho provérovani systému zabezpedeni jakosti podle pozadavk( Smérnice Rady 93/42/EHS,
Pfilohy Il vyjma oddilu 4. Systém zabezpeceni kvality splfiiuje poZadavky dané smérnice. Pro uvedeni na trh
prostredk ttidy Il je vyZzadovan certifikat podle Pfilohy Il oddilu 4.

Za BSI, ozndmeny subjekt pro vysSe uvedenou Smérnici (Ozndmeny subjekt ¢. 2797), a jeho jménem:

(Gary E Slack)
Gary E Slack, Senior Viceprezident sekce zdravotnickych prostredkd

Vydani platnosti: 1.3.2020 Datum: 20.5.2021 Datum skonceni platnosti: 26.5.2024

...Z vyjimecnosti délame zvyk.™
Stranalz2

Tento certifikat zGstava v platnosti za predpokladu, Ze spole¢nost bude udrZzovat systém jakosti v souladu s podminkami Smérnice dle poZadavka
povinného dohledu oznameného subjektu. Tento souhlas vylucuje veskeré vyrobky navrzené a/nebo vyrobené tfeti stranou jménem spolec¢nosti
uvedené v tomto certifikatu, pokud neni specificky dohodnuto s BSI jinak.

Tento certifikdt byl vydan elektronicky a vaze se k podminkam smlouvy.

Informace a kontakt. BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Nizozemi tel.:+31 20 346 0780
BSI Group The Netherlands B.V. registrovana v Nizozemi pod znackou 33264284.
Clen skupiny BSI Group.
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ES Certifikat - Systém komplexniho zabezpeceni jakosti

Dopliujici informace k CE 710130

Vydano spolecnosti: Zhejiang POCTech Co., Ltd.
No. 1633 Hongfeng Road
Building 11
Huzhou City
Zhejiang
313000
Cina
Kéd(y) NBOG Popis prostiedku Ucel pouziti
Trida lib
MD 1302, MD 1111 Systémy kontinualniho
MDS 7006, MDS 7010 sledovani glykémie
MD 1302 Senzory systém(
MDS 7006 kontinudlniho

sledovani glykémie
Vysilace systému
kontinualniho

Uréeno pro dospélé pacienty s cilem
nalézt trendy a vysledovat vzorce vyvoje u

MD 1302 sledovani glykémie - .
MDS 7010 PHijimace systém dospélych s diabetem.
kontinudlniho sledovani
glykémie
MD 1111 Software pro systémy
kontinualniho sledovani
glykémie
Vydani platnosti: 1.3.2020 Datum: 20.5.2021 Datum skonceni platnosti: 26.5.2024

...Z vyjimecnosti délame zvyk.™
Strana2z2

Tento certifikat zGstava v platnosti za predpokladu, Ze spole¢nost bude udrZzovat systém jakosti v souladu s podminkami Smérnice dle poZadavka
povinného dohledu oznameného subjektu. Tento souhlas vylucuje veskeré vyrobky navrzené a/nebo vyrobené tfeti stranou jménem spolec¢nosti
uvedené v tomto certifikatu, pokud neni specificky dohodnuto s BSI jinak.

Tento certifikdt byl vydan elektronicky a vaze se k podminkam smlouvy.

Informace a kontakt. BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Nizozemi tel.:+31 20 346 0780
BSI Group The Netherlands B.V. registrovana v Nizozemi pod znackou 33264284.
Clen skupiny BSI Group.



bsi.

Ev Royal Charter

ES Certifikat - Systém komplexniho zabezpeceni jakosti
Smérnice Rady 93/42/EHS o zdravotnickych prostiedcich, Pfiloha Il, vyjma oddilu 4

Seznam podstatnych subdodavatelt

povaZzovanych za dodavatele sluzeb ve vztahu k vyrobkim, které dodava:

Certifikat ¢. CE 710130

Datum: 20.5.2021

Vydano spolec¢nosti:
No. 1633 Hongfeng Road
Building 11
Huzhou City
Zhejiang
313000
Cina

Subdodavatel:

Zhejiang POCTech Co., Ltd.

Poskytovana(é) sluzba(y)

CGN Dasheng Electron Accelerator Technology Co. Ltd.

NO. 1288 Shexi Rd
Beishe

Lili

Wujiang

Suzhou

Jiangsu Province
215214

Cinska lidova republika

Radiace (Sterilizace E paprskem)

Prolinx GmbH
BrehmstraRe 56
Dusseldorf
40239

Némecko

Zastupce pro EU

...Z vyjimecnosti délame zvyk.™

Stranalz1

Informace a kontakt. BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Nizozemi tel.:+31 20 346 0780
BSI Group The Netherlands B.V. registrovana v Nizozemi pod znackou 33264284.

Clen skupiny BSI Group.
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ES Certifikat - Systém komplexniho zabezpeceni jakosti
Historie certifikatu

Certifikat ¢. CE 710130
Datum: 20.5.2021

Vydano spolecnosti: Zhejiang POCTech Co., Ltd.
No. 1633 Hongfeng Road
Building 11
Huzhou City
Zhejiang
313000
Cina

Datum Referenchni Cislo Podniknuté kroky
1. bfezna 2020 9756882 Nové vydani
Aktudlni 3318201 Certifikat byl po pfevodu od jiného ozndmeného subjektu
rozsitren o systémy kontinudlniho sledovani glykémie a upfesnéno
znéni certifikatu tak, aby bylo v souladu s pozadavky BSI.

Po pfevodu od jiného oznameného subjektu byla tabulka
zdravotnickych prostredk( aktualizovana o nové prostredky.

Do tabulky prostfedki pridany informace o reklasifikaci softwaru.

Mezi subdodavatele byla kvdli sterilizaci E paprskem pridana
spole¢nost CGN Dasheng Electron Accelerator Co., Ltd., Wujiang
City, Cina.

...Z vyjimecnosti délame zvyk.™

Stranalz1

povinného dohledu oznameného subjektu. Tento souhlas vylucuje veskeré vyrobky navrzené a/nebo vyrobené tfeti stranou jménem spolec¢nosti
uvedené v tomto certifikatu, pokud neni specificky dohodnuto s BSI jinak.
Tento certifikdt byl vydan elektronicky a vaze se k podminkam smlouvy.

Informace a kontakt. BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Nizozemi tel.:+31 20 346 0780
BSI Group The Netherlands B.V. registrovana v Nizozemi pod znackou 33264284.
Clen skupiny BSI Group.



