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EU-OVERENSSTEMMELSESERKLZAERING

Producentens navn: Dexcom, Inc.
Producentens adresse: 6340 Sequence Drive
San Diego, CA 92121
USA
Reprasentantens navn: MediTech Strategic Consultants B.V.
Reprasentantens adresse: Maastrichterlaan 127-129

NL — 6291 EN Vaals
TIf. +31.43.306.3320
Fax +31.43.306.3338

Ansvarlig person: Andrew Balo, Executive Vice President of Regulatory, Clinical and Quality
Produkttype: Aktivt medicinsk udstyr, kontinuerlig glukosemaling
Produkt: Dexcom G4 PLATINUM-system til kontinuerlig glukosemaling [Interstitiel vaeske]

e Modelnr. (interval)/navn:

0 STK- GL - (001 til 099)/mg/dl, Dexcom G4 PLATINUM modtagersat

STK- GL - (101 til 199)/mmol/l, Dexcom G4 PLATINUM modtagerseet
STR- GL - (002 til 099)/mg/dl, Dexcom G4 PLATINUM modtagerset til udskiftning
STR- GL - (101 til 199)/mmol/l, Dexcom G4 PLATINUM modtagerset til udskiftning
STT- GL - (001 til 010)/Dexcom G4 PLATINUM senderseet
STS- GL - (001 til 144)/Dexcom G4 PLATINUM sensor
MT21190/Dexcom Studio

O 0000 Oo

GMDN: P44611

Klassificering:

Sensor: Klasse Ilb, regel 8 i henhold til tilleeg 1X i MDD 93/42/EEC og 2007/47/EC

Sender: Klasse Ila, regel 10 i henhold til tilleeg 1X i MDD 93/42/EEC og 2007/47/EEC

Modtager: Klasse I1b, regel 10 i henhold til tilleg IX i MDD 93/42/EEC og 2007/47/EC

Dexcom G4 Platinum System: Klasse Ilb, regel 8 i henhold til tilleeg 1X i MDD 93/42/EEC og 2007/47/EC
Fremstillingsar: Angivet pa den enkelte anordning pa serienummeret og certificeringsmarkaten
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Udstyret er i overensstemmelse med:

EN 980:2008 Symboler til markning af medicinsk udstyr

EN ISO 10993-1:2009/AC:2010  Biologisk vurdering af medicinsk udstyr — Del 1: Vurdering og prgvning inden for rammerne af et
risikoledelsessystem

EN 1SO 10993-2:2006  Biologisk vurdering af medicinsk udstyr — Del 2: Krav til dyrebeskyttelse

EN ISO 10993-3:2009  Biologisk vurdering af medicinsk udstyr — Del 3: Prgvninger til vurdering af genotoksicitet,
carcinogenicitet og reproduktionstoksicitet

EN ISO 10993-5:2009  Biologisk vurdering af medicinsk udstyr — Del 5: Prgvninger af in vitro-cytotoksicitet
EN ISO 10993-6:2009  Biologisk vurdering af medicinsk udstyr — Del 6: Prgvninger af lokale virkninger efter implantation

EN 1SO 10993-10:2013  Biologisk vurdering af medicinsk udstyr — Del 10: Prgvninger til vurdering af irritation og
hudsensibilisering

EN 1SO 10993-11:2009  Biologisk vurdering af medicinsk udstyr — Del 11: Prgvning af systemisk toksicitet
EN ISO 10993-12:2012  Biologisk vurdering af medicinsk udstyr — Del 12: Prgveforberedelse og referencematerialer

EN 1SO 11137-1:2006/AC:2013  Sterilisation af sundhedsplejeprodukter — Bestraling — Del 1: Krav til udvikling, validering og
rutinekontrol af en sterilisationsproces for medicinsk udstyr

EN ISO 11137-2:2013  Sterilisation af sundhedsplejeprodukter — Bestraling — Del 2: Fastszttelse af sterilisationsdosis

EN I1SO 11607-1:2009  Emballage til slutsterilisation af medicinsk udstyr — Del 1: Krav til materialer, sterilbarrieresystemer og
pakkesystemer

EN I1SO 11607-2:2006  Emballage til slutsteriliseret medicinsk udstyr — Del 2: Krav til udformning, forsegling og samleprocesser

EN 1SO 11737-1:2006/AC:2009  Sterilisation af medicinsk udstyr — Mikrobiologiske metoder — Del 1: Bestemmelse af population
af mikroorganismer pa produkter

EN I1SO 11737-2:2009  Sterilisation af medicinsk udstyr — Mikrobiologiske metoder — Del 2: Steriltest udfart i forbindelse med
definition af en sterilisationsproces

EN 1SO 13485:2012 Medicinsk udstyr — Kvalitetsledelsessystemer — Krav til lovmaessige formal

EN ISO 14155:2011 Klinisk afprgvning af medicinsk udstyr til brug pa mennesker — God klinisk praksis
EN ISO 14971:2012 Medicinsk udstyr — Anvendelse af risikoledelse i forbindelse med medicinsk udstyr
EN ISO 14644-1:1999  Renrum og tilknyttede kontrollerede omréader — Del 1: Klassifikation af luftrenhed

EN 1SO 14644-2:2000  Renrum og tilknyttede kontrollerede omrader — Del 2: Specifikationer for prgvning og overvagning med
henblik pa fortsat overenstemmelse med 1SO 14644-1

EN ISO 14644-3:2005  Renrum og tilknyttede kontrollerede omréader — Del 3: Prgvningsmetoder
EN ISO 14644-4:2001  Renrum og tilknyttede kontrollerede omrader — Del 4: Design, konstruktion og opstart

EN ISO 14698-1:2003  Renrum og tilknyttede kontrollerede omrader — Biokontamineringskontrol — Del 1: Generelle principper og
metoder

EN 1SO 14937:2009 Sterilisation af sundhedsplejeprodukter — Generelle krav til karakterisering af en sterilisationsagens samt
udvikling, validering og rutinekontrol af en sterilisationsproces for medicinsk udstyr

ISO 15223-1:2012 Medicinsk udstyr — Symboler til maerkning af medicinsk udstyr samt tilhgrende information
EN 62304:2006/AC:2008 Software for medicinsk udstyr — Livscyklusprocesser for software
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EN 62366:2008 Medicinsk udstyr — Medicinsk udstyr — Indbyggelse af anvendelighed i medicinsk udstyr

EN 60529:1991/A2:2013 Kapslingsklasser (IP-kode)

EN 60601-1:2007/A1:2010 Elektromedicinsk udstyr — Del 1: Generelle krav til grundliggende sikkerhed og veesentlige
funktionsegenskaber

IEC 60601-1-2:2007/AC:2014 Elektromedicinsk udstyr — Del 1-2: Generelle krav til grundliggende sikkerhed og veesentlige
funktionsegenskaber — Sideordnet standard: Elektromagnetisk kompatibilitet — Krav og prevninger

EN 60601-1-6:2010 Elektromedicinsk udstyr — Del 1-6 — Generelle krav til grundliggende sikkerhed og veaesentlige
funktionsegenskaber — Sideordnet standard: Anvendelighed

EN 60601-1-8:2007 Elektromedicinsk udstyr — Del 1-8 — Sideordnet standard: Generelle krav til grundliggende sikkerhed og
vasentlige funktionsegenskaber — Sideordnet standard: Generelle krav, pravninger og vejledninger for
alarmsystemer i elektromedicinsk udstyr og elektromedicinske systemer

EN 60601-1-11:2010 Elektromedicinsk udstyr — Del 1-11 — Generelle krav til grundliggende sikkerhed og vaesentlige
funktionsegenskaber — Sideordnet standard: Krav til elektromedicinsk udstyr og elektromedicinske
systemer til anvendelse i hjemmet

EN 300 440-2 V1.4.1 (2002-08)  Elektromagnetisk kompatibilitet og radiospektrumanliggende (ERM); udstyr med kort
reekkevidde; radioudstyr til anvendelse i frekvensomradet fra 1 GHz til 40 GHz: Del 1: Tekniske
karakteristika og prgvningsmetoder

EN 301 489-1 B.1.8.1 (2008-04)  Elektromagnetisk kompatibilitet og radiospektrumanliggende (ERM); Elektromagnetisk
kompatibilitet (EMC) standard til radioudstyr og radiotjenester; Del 1: Almindelige tekniske krav

EN 300 489-1V.1.4.1 (2002-08)  Elektromagnetisk kompatibilitet og radiospektrumanliggende (ERM); Elektromagnetisk
kompatibilitet (EMC) standard til radioudstyr og radiotjenester; Del 1: Almindelige tekniske krav
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Overensstemmelseserkleering DOKUMENTETS EJER: Regulatory Affairs
Underrettet myndighed: British Standards Institution (BSI)
Underrettet myndigheds adresse: Kitemark Court, Davy Avenue

Knowlhill, Milton Keynes, MK5 8PP, Storbritannien
Underrettet myndigheds id-nummer: 0086
EC-certifikater: CE 591560, FM 591535
Start pa CE-maerkning: Sensor STS-7CE-051; Lot 333351, 10/25/2012
Udstedelsessted og -dato: San Diego, Californien, USA; 6. september 2012
Specifikt geeldende direktiver
* Europa-Parlamentets og Radets direktiv 1999/5/EC om radio- og teleterminaludstyr
* Europa-Parlamentets og Radets direktiv 2011/65/EU fra 8. juni 2011 om begransning af anvendelsen

af visse farlige stoffer i elektrisk og elektronisk udstyr (RoHS I1)
* Radioudstyrsdirektivet (RED) 2014/53/EU

Vi, de undertegnede, erklaerer herved, at det anferte udstyr ovenfor overholder ovenstaende
standarder.

Producent: Dexcom, Inc.

Jeg erklarer herved, at det ovenfor navnte udstyr er designet til at overholde de relevante afsnit i Radets
direktiv 93/42/EEC og 2007/47/EC for medicindsk udstyr. Jeg erklerer hermed, at produkterne er
fremstillet i overensstemmelse med den tekniske dokumentation, der henvises til i afsnit 3 i bilag Il og
overholder de relevante krav i dette direktiv. Produktet overholder alle essentielle krav i direktiverne. Al
supplerende dokumentation opbevares pa producentens ejendom.

Underskrift: Dato:

Fulde navn: Andy Balo Stilling: _Executive Vice President, Clinical, Regulatory, and Global Access

CEOOSG
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Producentens navn: Dexcom, Inc.
Producentens adresse: 6340 Sequence Drive
San Diego, CA 92121
USA
Reprasentantens navn: MediTech Strategic Consultants B.V.
Reprasentantens adresse: Maastrichterlaan 127-129

NL — 6291 EN Vaals
TIf. +31.43.306.3320
Fax +31.43.306.3338

Ansvarlig person: Andrew Balo, Executive Vice President of Regulatory, Clinical and Quality
Produkttype: Aktivt medicinsk udstyr, kontinuerlig glukosemaling
Produkt: Dexcom G5 Mobile-system til kontinuerlig glukosemaling [Interstitiel vaeske]

e Modelnr. (interval)/navn:

o STK- GF - (001 til 099)/mg/dl, Dexcom G5 Mobile-modtagerseet

STK- GF - (101 til 199)/mmol/L, Dexcom G5 Mobile-modtagersat
STR- GF - (002 til 099)/mg/dl, Dexcom G5 Mobile-modtagersaet til udskiftning
STR- GF - (101 til 199)/mmol/I, Dexcom G5 Mobile-modtagerseet til udskiftning
STT- GF - (001 til 010)/Dexcom G5 Mobile-sendersaet
STS- GF - (001 til 144)/Dexcom G5 Mobile-sensor
SW10841 G5 OUS Mobile i0S CGM-app (mg/dl)
SW10842 G5 OUS Mobile iOS CGM-app (mmol/l)
SW11170 G5 OUS-app mg/dl til Android
SW11171 G5 CGM OUS-app mmol/I til Android
SW10846 Dexcom Follow-app til i0OS (mg/dl)
SW10847 Dexcom Follow-app til iOS (mmol/Il)
SW10920 OUS Dexcom Follow-app til Android (mg/dl)
SW10930 OUS Dexcom Follow-app til Android (mmol/l)

O 0O O OO0 OO OO0 O OO O0OOo

GMDN: P44611

Klassificering:

Sensor: Klasse Ilb, regel 8 i henhold til tilleeg 1X i MDD 93/42/EEC og 2007/47/EC

Sender: Klasse Ila, regel 10 i henhold til tilleg 1X i MDD 93/42/EEC og 2007/47/EC

Modtager: Klasse I1b, regel 10 i henhold til tilleg IX i MDD 93/42/EEC og 2007/47/EC

Dexcom G5 mobilsystem: Klasse Ilb, regel 8 i henhold til tilleeg IX i MDD 93/42/EEC og 2007/47/EC
Dexcom G5-apps (G5 Mobile og Follow): Klasse Ilb, regel 10 i henhold til tilleg 1X i MDD 93/42/EEC og
2007/47/EC

Fremstillingsar: Angivet pa den enkelte anordning pa serienummeret og certificeringsmaerkaten

FORTROLIGT - Mi ikke reproduceres uden skriftlig tilladelse fra Dexcom, Inc.
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Udstyret er i overensstemmelse med:

EN 980:2008 Symboler til merkning af medicinsk udstyr

EN 1SO 10993-1:2009

EN 1SO 10993-2:2006
EN 1SO 10993-3:2009

EN ISO 10993-5:2009
EN ISO 10993-6:2009
EN ISO 10993-10:2013

EN ISO 10993-11:2009
EN ISO 10993-12:2012

Biologisk vurdering af medicinsk udstyr — Del 1: Vurdering og pravning inden for rammerne af et
risikoledelsessystem

Biologisk vurdering af medicinsk udstyr — Del 2: Krav til dyrebeskyttelse

Biologisk vurdering af medicinsk udstyr — Del 3: Prgvninger til vurdering af genotoksicitet,
carcinogenicitet og reproduktionstoksicitet

Biologisk vurdering af medicinsk udstyr — Del 5: Prgvninger af in vitro-cytotoksicitet
Biologisk vurdering af medicinsk udstyr — Del 6: Pravninger af lokale virkninger efter implantation

Biologisk vurdering af medicinsk udstyr — Del 10: Prgvninger til vurdering af irritation og
hudsensibilisering

Biologisk vurdering af medicinsk udstyr — Del 11: Prgvning af systemisk toksicitet

Biologisk vurdering af medicinsk udstyr — Del 12: Prgveforberedelse og referencematerialer

EN ISO 11137-1:2006/AC:2009  Sterilisation af sundhedsplejeprodukter — Bestraling — Del 1: Krav til udvikling, validering og

EN 1SO 11137-2:2013
EN 1SO 11607-1:2009

EN 1SO 11607-2:2006

rutinekontrol af en sterilisationsproces for medicinsk udstyr
Sterilisation af sundhedsplejeprodukter — Bestraling — Del 2: Fastsettelse af sterilisationsdosis

Emballage til slutsterilisation af medicinsk udstyr — Del 1: Krav til materialer, sterilbarrieresystemer og
pakkesystemer

Emballage til slutsteriliseret medicinsk udstyr — Del 2: Krav til udformning, forsegling og samleprocesser

EN 1SO 11737-1:2006/AC:2009  Sterilisation af medicinsk udstyr — Mikrobiologiske metoder — Del 1: Bestemmelse af population

EN ISO 11737-2:2009

EN ISO 13485:2012
EN ISO 14155:2011
EN 1SO 14971:2012
EN 1SO 14644-1:1999
EN 1SO 14644-2:2000

EN 1SO 14644-3:2005
EN ISO 14644-4:2001
EN ISO 14698-1:2003

EN ISO 14937:2009

I1SO 15223-1:2012

af mikroorganismer pé produkter

Sterilisation af medicinsk udstyr — Mikrobiologiske metoder — Del 2: Steriltest udfert i forbindelse med
definition af en sterilisationsproces

Medicinsk udstyr — Kvalitetsledelsessystemer — Krav til lovmassige formal
Klinisk afprgvning af medicinsk udstyr til brug pa mennesker — God klinisk praksis
Medicinsk udstyr — Anvendelse af risikoledelse i forbindelse med medicinsk udstyr
Renrum og tilknyttede kontrollerede omréader — Del 1: Klassifikation af luftrenhed

Renrum og tilknyttede kontrollerede omrader — Del 2: Specifikationer for prgvning og overvagning med
henblik pa fortsat overenstemmelse med 1SO 14644-1

Renrum og tilknyttede kontrollerede omrader — Del 3: Prgvningsmetoder
Renrum og tilknyttede kontrollerede omrader — Del 4: Design, konstruktion og opstart

Renrum og tilknyttede kontrollerede omrader — Biokontamineringskontrol — Del 1: Generelle principper og
metoder

Sterilisation af sundhedsplejeprodukter — Generelle krav til karakterisering af en sterilisationsagens samt
udvikling, validering og rutinekontrol af en sterilisationsproces for medicinsk udstyr

Medicinsk udstyr — Symboler til maerkning af medicinsk udstyr samt tilhgrende information

FORTROLIGT - Mi ikke reproduceres uden skriftlig tilladelse fra Dexcom, Inc.
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EN 55011:2009+A1:2010 Industrielt, videnskabeligt og medicinsk udstyr. Karakteristikker af radiostgj Greensevardier og
malemetoder

EN 62304:2006/AC:2008 Software for medicinsk udstyr — Livscyklusprocesser for software

IEC 62366:2008 Medicinsk udstyr — Indbyggelse af anvendelighed i medicinsk udstyr

EN 60529:1991/A2:2013 Kapslingsklasser (IP-kode)

EN 60601-1:2006/A1:2013 Elektromedicinsk udstyr — Del 1: Generelle krav til grundliggende sikkerhed og vaesentlige
funktionsegenskaber

IEC 60601-1-2:2014 Elektromedicinsk udstyr — Del 1-2: Generelle krav til grundliggende sikkerhed og vasentlige
funktionsegenskaber — Sideordnet standard: Elektromagnetisk kompatibilitet — Krav og pravninger

EN 60601-1-6:2010 Elektromedicinsk udstyr — Del 1-6 — Generelle krav til grundliggende sikkerhed og vasentlige
funktionsegenskaber — Sideordnet standard: Anvendelighed

EN 60601-1-11:2010 Elektromedicinsk udstyr — Del 1-11 — Generelle krav til grundliggende sikkerhed og veesentlige
funktionsegenskaber — Sideordnet standard: Krav til elektromedicinsk udstyr og elektromedicinske
systemer til anvendelse i hjemmet

EN 60068-2-27:2009 Miljgpravning — Del 2-27: Prgvnings — Pravning Ea og vejledning: Rystelser

IEC 60068-2-64:2008 Miljgpravning — Del 2-64: Prgvnings — Prgvning Fh: Vibration, vilkarlig bredband og vejledning

ISO 16269-6:2014 Statistisk fortolkning af data — Del 6: Bestemmelse af statistiske toleranceintervaller
ISO 7010:2012 Grafiske symboler — Sikkerhedsfarver og sikkerhedsskilte — Registrerede sikkerhedsskilte
ISO 8573-1:2010 Trykluft — Del 1: Kontaminanter og renhedsklasser

CLSI POCT05-A:2008  Ydelsesdata for kontinuerlig interstitiel glukosemaling: Godkendte retningslinjer
RTCA DO-160G: Miljemaessige forhold og pravningsprocedurer for luftbarent udstyr

ETSI EN 301 489-1 V1.9.2 (2011-09) Elektromagnetisk kompatibilitet og radiospektrumanliggende (ERM); Elektromagnetisk
kompatibilitet (EMC) standard til radioudstyr og radiotjenester; Del 1: Almindelige tekniske krav

ETSI EN 301 489-3 V1.6.1 (2013-08) Elektromagnetisk kompatibilitet og radiospektrumanliggende (ERM); Elektromagnetisk
kompatibilitet V1.6.1

ETSI EN 301 489-17 VV2.2.1 (2012-09) Elektromagnetisk kompatibilitet og radiospektrumanliggende (ERM); Elektromagnetisk
kompatibilitet \V2.2.1

ETSI EN 300 328 VV1.8.1 (2012-06) Elektromagnetisk kompatibilitet og radiospektrumanliggende (ERM); radioudstyr med
kort reekkevidde VV1.8.1

ISTA 2A:2011 Prevningsprocedure for partiel seriesimulationsydelse

ASTM D4169-09 Standardpraksis for ydelsespragvning af forsendelsesbeholdere

Cybersikkerhed Indhold af premarket-indsendelser til handtering af cybersikkerhed i medicinsk udstyr:
Retningslinjer for ansatte i industri- samt fgdevare- og legemiddeladministrationen, udgivet oktober
2014.

FORTROLIGT - Mi ikke reproduceres uden skriftlig tilladelse fra Dexcom, Inc.
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Underrettet myndighed: British Standards Institution (BSI)
Underrettet myndigheds adresse: Kitemark Court, Davy Avenue

Knowlhill, Milton Keynes, MK5 8PP, Storbritannien
Underrettet myndigheds id-nummer: 0086
EC-certifikater: CE 591560, FM 591535
Start pA CE-merkning: Sensor STS-7CE-051; Lot 333351, 10/25/2012
Udstedelsessted og -dato: San Diego, Californien, USA; 6. September 2014
Specifikt geeldende direktiver
* Europa-Parlamentets og Radets direktiv 1999/5/EC om radio- og teleterminaludstyr
* Europa-Parlamentets og Radets direktiv 2011/65/EU fra 8. juni 2011 om begraensning af anvendelsen

af visse farlige stoffer i elektrisk og elektronisk udstyr (RoHS I1)
* Radioudstyrsdirektivet (RED) 2014/53/EU

Vi, de undertegnede, erklerer herved, at det anferte udstyr ovenfor overholder ovenstaende
standarder.

Producent: Dexcom, Inc.

Jeg erklaerer herved, at det ovenfor navnte udstyr er designet til at overholde de relevante afsnit i Radets
direktiv 93/42/EEC og 2007/47/EC for medicindsk udstyr. Jeg erklerer hermed, at produkterne er
fremstillet i overensstemmelse med den tekniske dokumentation, der henvises til i afsnit 3 i bilag 11 og
overholder de relevante krav i dette direktiv. Produktet overholder alle essentielle krav i direktiverne. Al
supplerende dokumentation opbevares pa producentens ejendom.

Underskrift: Dato:

Fulde navn: Andy Balo Stilling: Executive Vice President, Clinical, Regulatory, and Global Access

C60086
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EC DECLARATION OF CONFORMITY

Manufacturer’s Name: Dexcom, Inc.

Manufacturer’s Address: 6340 Sequence Drive
San Diego, CA 92121
United States of America

Representative’s Name: MediTech Strategic Consultants B.V.

Representative’s Address: Maastrichterlaan 127-129
NL - 6291 EN Vaals
Tel. +31.43.306.3320
Fax +31.43.306.3338

Responsible Person: Andrew Balo, Executive Vice President of Regulatory, Clinical and Quality
Product Type: Active Medical Device, Continuous Glucose Monitor
Product: Dexcom G4 PLATINUM Continuous Glucose Monitoring System [Interstitial Fluid]

e Model No(range)/Name.:

o STK- GL -(001 to 099)/ mg/dL, Dexcom G4 PLATINUM Receiver Kit

STK- GL -(101 to 199)/ mmol/L, Dexcom G4 PLATINUM Receiver Kit
STR- GL -(002 to 099)/ mg/dL, Dexcom G4 PLATINUM Replacement Receiver Kit
STR- GL -(101 to 199)/ mmol/L, Dexcom G4 PLATINUM Replacement Receiver Kit
STT- GL -(001 to 010)/ Dexcom G4 PLATINUM Transmitter Kit
STS- GL -(001 to 144)/ Dexcom G4 PLATINUM Sensor
MT21190/Dexcom Studio

O O O O 0 O

GMDN: P44611

Classification:
Sensor: Class [Ib, Rule 8 according to Annex IX of the MDD 93/42/EEC & 2007/47/EC

Transmitter: Class [la, Rule 10 according to Annex IX of the MDD 93/42/EEC & 2007/47/EEC

Receiver: Class IIb, Rule 10 according to Annex IX of the MDD 93/42/EEC & 2007/47/EC

Dexcom G4 Platinum System: Class IIb, Rule 8 according to Annex IX of the MDD 93/42/EEC & 2007/47/EC
Year of Manufacture: Indicated on each device on the Serial Number and Certification Label

CONFIDENTIAL - May not be reproduced without written permission from Dexcom, Inc.
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Devices Comply with:

EN 980: 2008 Symbols for use in the labelling of medical devices

EN [SO 10993-1:2009/AC:2010  Biological Evaluation of Medical Devices - Part 1: Evaluation and testing within a Risk
Management Process

EN ISO 10993-2:2006  Biological Evaluation of medical devices — Part 2: Animal Welfare Requirements

EN ISO 10993-3:2009  Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and reproductive
toxicity

ENISO 10993-5:2009  Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

EN ISO 10993-6:2009  Biological evaluation of medical devices - Part 6: Tests for local effects after implantation

EN ISO 10993-10:2013  Biological evaluation of medical devices — Part 10: Tests for Irritation and Skin Sensitization
EN ISO 10993-11:2009  Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

EN ISO 10993-12:2012  Biological evaluation of medical devices - Part 12: Sample preparation and reference materials

EN ISO 11137-1:2006/AC:2013  Sterilization of health care products - Radiation - Part 1: Requirements for development, validation
and routine control of a sterilization process for medical devices

ENISO 11137-2:2013 Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose

EN ISO 11607-1:2009  Packaging for terminally sterilized medical devices Part 1: Requirements for Material, Sterile Barrier
Systems, and Packaging Systems

EN ISO 11607-2:2006 ~ Packaging for terminally sterilized Medical Devices — Part 2: Validation Requirements for forming, sealing
and assembly processes.

EN ISO 11737-1:2006/AC:2009  Sterilization of medical devices - Microbiological methods - Part 1: Determination of a population
of microorganisms on products

EN ISO 11737-2:2009 Sterilization of Medical Devices — Microbiological Methods - Part 2: Tests of Sterility performed in the
definition of a sterilization process.

EN ISO 13485:2012 Medical devices — Quality management systems — Requirements for regulatory purposes
ENISO 14155:2011 Clinical investigation of medical devices for human subjects — Good clinical practice

EN ISO 14971:2012 Medical devices - Application of risk management to medical devices

EN [SO 14644-1:1999  Cleanrooms and associated controlled environments- Part 1: Classification of air cleanliness

EN ISO 14644-2:2000  Cleanrooms and associated controlled environments- Part 2: Specifications testing and monitoring to prove
continued compliance with ISO 14644-1

EN [SO 14644-3:2005 Cleanrooms and associated controlled environments- Part 3: Test methods
EN [SO 14644-4:2001 Cleanrooms and associated controlled environments- Part 4: Design, construction and start-up

EN ISO 14698-1:2003  Cleanrooms and associated controlled environments- Biocontamination control- Part 1: General principles
and methods

EN [SO 14937:2009 Sterilization of health care products — General requirements for characterization of a sterilizing agent and
the development, validation and routine control of a sterilization process for medical devices

[SO 15223-1:2012 Medical devices — Symbols to be used with medical device labels, labeling and information to be supplied
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EN 62304:2006/AC: 2008 Medical Device Software - Software Life Cycle Processes

EN 62366:2008 Medical Devices — Application of Usability Engineering to Medical Devices

EN 60529:1991/A2:2013 Degrees of Protection Provided by Enclosures (IP code)

EN 60601-1:2007/A1:2010 Medical Electrical Equipment - Part 1: General requirements for basic safety and essential performance

IEC 60601-1-2:2007/AC:2014 Medical Electrical Equipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral standard: Electromagnetic compatibility - Requirements and tests

EN 60601-1-6:2010 Medical Electrical Equipment — Part 1-6 — General requirements for basic safety and essential performance
- Collateral Standard: Usability
EN 60601-1-8:2007 Medical Electrical Equipment -Part 1-8 -Collateral Standard: General Requirements for basic safety and

essential performance- Collateral Standard: General requirements, tests and guidance for Alarm Systems in
Medical Electrical Equipment and Medical Electrical Systems

EN 60601-1-11:2010 Medical Electrical Equipment — Part 1-11 — General requirements for basic safety and essential
performance - Collateral Standard: Requirements for Medical Electrical Equipment and Medical Electrical
Systems used in the Home Healthcare Environment

EN 300 440-2 V1.4.1 (2002-08) Electromagnetic Compatibility and Radio Spectrum Matters (ERM); Short Range Devices;
Radio Equipment to be used in the 1 GHz to 40 GHz Frequency Range: Part 1: Technical
Characteristics and Test Methods

EN 301 489-1 B.1.8.1 (2008-04) Electromagnetic Compatibility and Radio Specturm Matters (ERM); Electromagnetic
Compatibility (EMC) Standard for Radio Equipment and Services; Part 1: Common Technical
Requirements

EN 300 489-1 V.1.4.1 (2002-08) Electromagnetci Compatibility and Radio Spectrum Matters (ERM); Electromagnetic
Compatibility (EMC) Standard for Radio Equipment and Services; Part 1: Common Technical
Requirements
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Notified Body: British Standards Institution (BSI)

Notified Body Address: Kitemark Court, Davy Avenue
Knowlhill, Milton Keynes, MK5 8PP, United Kingdom

Notified Body ID#: 0086

EC Certificates: CE 591560, FM 591535

Start of CE-Marking: Sensor STS-7CE-051; Lot 333351, 10/25/2012

Place, Date of Issue: San Diego, California, USA; 06 September 2012

Specific Applicable Directives

* Radio and Telecommunications Terminal Equipment (R&TTE) Directive 1999/5/EC

*Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the Restriction

of the use of certain Hazardous Substances in electrical and electronic equipment (RoHS II)
*Radio Equipment Directive (RED) 2014/53/EU

We, the undersigned, hereby declare that the equipment specified above conforms to the above
Standards.

Manufacturer: Dexcom, Inc.

I hereby declare that the equipment named above has been designed to comply with the relevant sections
of the Council Directive 93/42/EEC and 2007/47/EC for medical devices. I hereby declare that the
products are manufactured in conformity with the technical documentation referred to in Section 3 of
Annex II and meet the requirements of this Directive which apply to them. The product complies with all

essential requirements of the Directives. All supporting documentation is retained under the premises of
the manufacturer

Signature: /‘QM - Date: é - 6—A0/ 7

Full Name: AnQMJ Position: Executive Vice President, Clinical. Regulatory. and Global Access

C€0086
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EC DECLARATION OF CONFORMITY

Manufacturer’s Name: Dexcom, Inc.

Manufacturer’s Address: 6340 Sequence Drive
San Diego, CA 92121
United States of America

Representative’s Name: MediTech Strategic Consultants B.V.

Representative’s Address: Maastrichterlaan 127-129
NL — 6291 EN Vaals
Tel. +31.43.306.3320
Fax +31.43.306.3338

Responsible Person: Andrew Balo, Executive Vice President of Regulatory, Clinical and Quality
Product Type: Active Medical Device, Continuous Glucose Monitor
Product: Dexcom G5 Mobile Continuous Glucose Monitoring System [Interstitial Fluid]

e Model No(range)/Name.:

o STK- GF -(001 to 099)/ mg/dL, Dexcom G5 Mobile Receiver Kit

STK- GF -(101 to 199)/ mmol/L, Dexcom G5 Mobile Recetver Kit
STR- GF -(002 to 099)/ mg/dL, Dexcom G5 Mobile Replacement Receiver Kit
STR- GF -(101 to 199)/ mmol/L, Dexcom G5 Mobile Replacement Receiver Kit
STT- GF -(001 to 010)/ Dexcom G5 Mobile Transmitter Kit
STS- GF -(001 to 144)/ Dexcom GS Mobile Sensor
SW10841 G5 OUS Mobile i0S CGM App (mg/dL)
SW10842 G5 OUS Mobile iOS CGM App (mmol/L)
SW11170 G5 OUS App mg/dL for Android
SW11171 G5 CGM OUS App mmol/L for Android
SW10846 Dexcom Follow App for iOS (mg/dL)
SW10847 Dexcom Follow App for iOS (mmol/L)
SW10920 OUS Dexcom Follow App for Android (mg/dL)
SW10930 OUS Dexcom Follow App for Android (mmol/L)

OO0 OO0 000000 O0OO0O0

GMDN: P44611

Classification:

Sensor: Class IIb, Rule 8 according to Annex IX of the MDD 93/42/EEC & 2007/47/EC

Transmitter: Class Ila, Rule 10 according to Annex IX of the MDD 93/42/EEC & 2007/47/EC

Receiver: Class IIb, Rule 10 according to Annex IX of the MDD 93/42/EEC & 2007/47/EC

Dexcom GS Mobile System: Class IIb, Rule 8 according to Annex IX of the MDD 93/42/EEC & 2007/47/EC
Dexcom GSApps (G5 Mobile and Follow): Class IIb, Rule 10 according to Annex IX of the MDD 93/42/EEC
& 2007/47/EC

Year of Manufacture: Indicated on each device on the Serial Number and Certification Label
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Devices Comply with:

EN 980: 2008 Symbols for use in the labelling of medical devices

EN ISO 10993-1:2009  Biological Evaluation of Medical Devices - Part 1: Evaluation and testing within a Risk Management
Process

EN ISO 10993-2:2006  Biological Evaluation of medical devices — Part 2: Animal Welfare Requirements

EN ISO 10993-3:2009  Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and reproductive
toxicity

EN ISO 10993-5:2009  Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

EN ISO 10993-6:2009  Biological evaluation of medical devices - Part 6: Tests for local effects after implantation

EN I[SO 10993-10:2013  Biological evaluation of medical devices — Part 10: Tests for Irritation and Skin Sensitization
EN ISO 10993-11:2009  Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

EN ISO 10993-12:2012  Biological evaluation of medical devices - Part 12: Sample preparation and reference materials

EN ISO 11137-1:2006/AC:2009  Sterilization of health care products - Radiation - Part 1: Requirements for development, validation
and routine control of a sterilization process for medical devices

ENISO 11137-2:2013  Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose

EN ISO 11607-1:2009  Packaging for terminally sterilized medical devices Part 1: Requirements for Material, Sterile Barrier
Systems, and Packaging Systems

EN ISO 11607-2:2006  Packaging for terminally sterilized Medical Devices — Part 2: Validation Requirements for forming, sealing
and assembly processes.

EN ISO 11737-1:2006/AC:2009  Sterilization of medical devices - Microbiological methods - Part 1: Determination of a population
of microorganisms on products

EN ISO 11737-2:2009 Sterilization of Medical Devices — Microbiological Methods - Part 2: Tests of Sterility performed in the
definition of a sterilization process.

EN ISO 13485:2012 Medical devices — Quality management systems — Requirements for regulatory purposes
EN ISO 14155:2011 Clinical investigation of medical devices for human subjects — Good clinical practice

EN [SO 14971:2012 Medical devices - Application of risk management to medical devices

EN ISO 14644-1:1999  Cleanrooms and associated controlled environments- Part 1: Classification of air cleanliness

EN ISO 14644-2:2000  Cleanrooms and associated controlled environments- Part 2: Specifications testing and monitoring to prove
continued compliance with [SO 14644-1

EN ISO 14644-3:2005  Cleanrooms and associated controlled environments- Part 3: Test methods
EN ISO 14644-4:2001 Cleanrooms and associated controlled environments- Part 4: Design, construction and start-up

EN ISO 14698-1:2003  Cleanrooms and associated controlled environments- Biocontamination control- Part 1: General principles
and methods

EN [SO 14937:2009 Sterilization of health care products — General requirements for characterization of a sterilizing agent and
the development, validation and routine control of a sterilization process for medical devices

[SO 15223-1:2012 Medical devices — Symbols to be used with medical device labels, labeling and information to be supplied
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EN 55011:2009+A1:2010 Industrial, scientific and medical equipment. Radio-frequency disturbance characteristics. Limits and
methods of measurement

EN 62304:2006/AC: 2008 Medical Device Software - Software Life Cycle Processes

[EC 62366:2008 Medical Devices — Application of Usability Engineering to Medical Devices

EN 60529:1991/A2:2013 Degrees of Protection Provided by Enclosures (IP code)

EN 60601-1:2006/A1:2013 Medical Electrical Equipment - Part 1: General requirements for basic safety and essential performance

[EC 60601-1-2:2014 Medical Electrical Equipment - Part 1-2: General requirements for basic safety and essential performance -
Collateral standard: Electromagnetic compatibility - Requirements and tests
EN 60601-1-6:2010 Medical Electrical Equipment — Part 1-6 — General requirements for basic safety and essential performance

- Collateral Standard: Usability

EN 60601-1-11:2010 Medical Electrical Equipment — Part 1-11 — General requirements for basic safety and essential
performance - Collateral Standard: Requirements for Medical Electrical Equipment and Medical Electrical
Systems used in the Home Healthcare Environment

EN 60068-2-27:2009 Environmental Testing — Part 2-27: Tests — Test EA and Guidance: Shock

[EC 60068-2-64: 2008  Environmental Testing — Part 2-64 : Tests — Test FH : Vibration, Broadband Random and Guidance

[SO 16269-6:2014 Statistical Interpretation of Data Part 6: Determination of Statistical Tolerance Intervals
ISO 7010:2012 Graphical symbols - Safety colours and safety signs - Registered safety signs
ISO 8573-1:2010 Compressed Air Part 1: Contaminants and Purity Classes

CLSI POCTO05-A: 2008 Performance Metrics for Continuous Interstitial Glucose Monitoring: Approved Guideline
RTCA DO-160G:Environmental Conditions and Test Procedures for Airborne Equipment

ETSI EN 301 489-1 V1.9.2 (2011-09) Electromagnetic Compatibility and Radio Spectrum Matters (ERM); Electromagnetic
Compatibility (EMC) Standard for Radio Equipment and Services; Part 1: Common Technical
Requirements

ETSIEN 301 489-3 V1.6.1 (2013-08) Electromagnetic Compatibility and Radio Spectrum Matters (ERM); Electromagnetic
Compatibility v1.6.1

ETSI EN 301 489-17 V2.2.1 2012-09) Electromagnetic Compatibility and Radio Spectrum Matters (ERM); Electromagnetic
Compatibility v2.2.1

ETSI EN 300 328 V1.8.1 (2012-06) Electromagnetic Compatibility and Radio Spectrum Matters, Short Range Devices Radio
Equipment V1.8.1

ISTA 2A: 2011 Partial Series Simulation Performance Test Procedure
ASTM D4169-09 Standard Practice for Performance Testing of Shipping Containers and Systems
Cybersecurity Content of Premarket Submissions for Management of Cybersecurity in Medical Devices:

Guidance for Industry and Food and Drug Administration Staff, Issued October 2014.

CONFIDENTIAL - May not be reproduced without written permission from Dexcom, Inc.

LBL015293 Rev 001



PAGE 5 OF 5

>~ Dexcom FT-010012

PROTOCOL Rev: 02
Declaration of Conformity Form DOCUMENT OWNER: Regulatory Affairs
Notified Body: British Standards Institution (BSI)

Notified Body Address: Kitemark Court, Davy Avenue
Knowlhill, Milton Keynes, MK5 8PP, United Kingdom

Notified Body ID#: 0086

EC Certificates: CE 591560, FM 591535

Start of CE-Marking: Sensor STS-7CE-051; Lot 333351, 10/25/2012
Place, Date of Issue: San Diego, California, USA; 06 September 2014
Specific Applicable Directives

* Radio and Telecommunications Terminal Equipment (R&TTE) Directive 1999/5/EC

* Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
Restriction of the use of certain Hazardous Substances in electrical and electronic equipment (RoHS 1)
* Radio Equipment Directive (RED) 2014/53/EU

We, the undersigned, hereby declare that the equipment specified above conforms to the above
Standards.

Manufacturer: Dexcom, Inc.

I hereby declare that the equipment named above has been designed to comply with the relevant sections
of the Council Directive 93/42/EEC and 2007/47/EC for medical devices. I hereby declare that the
products are manufactured in conformity with the technical documentation referred to in Section 3 of
Annex II and meet the requirements of this Directive which apply to them. The product complies with all
essential requirements of the Directives. All supporting documentation is retained under the premises of
the manufacturer

Signature; %}Q(;f c— Date: / / ~ A0 / 7

Full Name\Aml\y Ba/ Position: Executive Vice President, Clinical, Regulatory, and Global Access

C€0086
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