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TUVRheinland

Certificate

The Certification Body of
TOV Rheinland LGA Products GmbH

hereby certifies that the organization

MED TRUST Handelsges.m.b.H.
Gewerbepark 10
7221 Marz
Osterreich

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacturing and distribution of
blood pressure monitors and non-active medical devices
for injection and infusion and pricking devices as well as

in vitro diagnostic devices for self-testing

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Digitally signed by Captari Vladimir

Effective Date: 2019-05-02 Date: 2021.06.30 17:52:59 EEST
Reason: MoldSign Signature
Certificate Registration No.: SX 60138807 0001  Location: Moldova

An audit was performed. Report No.: 21246563 019

This Certificate is valid until: 2022-05-01
Certification Body

/,z ,,-un....
“-,ﬂ-...\\

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

a\‘ e
M-f/ /

Date 2019-04-29

Dipl.-Ing. I. Munkler

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com hitp://www.tuv.com/safety

TUV. TUEV and TUV are regre'ered Uiadomarks Uni - ation and anphimalion requires p1ior sy
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TUVRheinland

Certificate

I The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Shenzhen Pango Electronic Co., Ltd.
No. 25, 1st industry Zone
Fenghuang Road, Xikeng Village
Henggang Town, Longgang District
henzhen
518115 Guangdong
China

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of

Medical Devices
(see attachment for products and additional site included)

Proof has been furnished that the requirements specified in
EN iSO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-03-27
Certificate Registration No.: SX 60131968 0001
An audit was performed. Report No.: 17061667 005
This Certificate is valid until: 2021-11-09

Certification Body

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-03-27

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety

10/020d 04.08 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

-~ Deutsche

Date: 2019-03-27

Akkreditierungsstelle
D-ZM-14169-01-02

" ®
TUVRheinland

TUV Rheinland R A
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SX 60131968 0001
17061667 005

Shenzhen Pango Electronic Co., Ltd.
No. 25, 1st Industry Zone
Fenghuang Road, Xikeng Village
Henggang Town, Longgang District
Shenzhen

518115 Guangdong

China

Products:

- Intermittent pneumatic compression units
- Infrared Ear Thermometers

- Infrared Forehead Thermometers

- Infrared Ear/Forehead Thermometers

Site included:

2-4 Floor, No.5 Shanzhuang Rd., Xikeng Village,
Henggang Town, Longgang District, Shenzhen City,
Guangdong Province, China

Manufacture of Intermittent pneumatic compression units,
Infrared Ear Thermometers, Infrared Forehead Thermometers,
Infrared Ear/Forehead Thermometers

Certification Body

10/020d 0408 ® TV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60141729 0001

Report No.: 21246563 023

Manufacturer: MED TRUST Handelsges.m.b.H.
Gewerbepark 10
7221 Marz
Osterreich

Products: (see attachment for products included)

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Il devices covered by this

Effective Date: 2019-09-24

Date: 2019-09-24

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020 h 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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TUVRheinland

TUV Rheinland RREE sl
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: DD 60141729 0001

Report No.: 21246563 023

Manufacturer: MED TRUST Handelsges.m.b.H.
Gewerbepark 10
7221 Marz
Osterreich

Products included:

- Disposable Syringes

- Blood Lancets

- Hypodermic Needles

- Electronic Blood Pressure Monitors

Notjpied y

Date: 2019-09-24 & £
Dipl.-Ing. I. Munkler™~zierun*”

10/020 h 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60146513 0001

Report No.: 21246563 019
Manufacturer: MED TRUST Handelsges.m.b.H.
Gewerbepark 10
7221 Marz
Osterreich
Products: In-vitro-Diagnostic Monitoring Systems for Self-Testing

(see attachment for products included)
Replaces Certificate, Registration No.: HL 60110343 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and a

verification of manufactured products according to section 6 is required.

Effective Date: 2020-08-21

Date: 2020-08-21

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.

10/020h 04NR & Ty, TUEY wea TUY s toeatgann fasesnsid . Ltiaatinn and agphealion renquires prior apnroval



TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60146513 0001

Report No.: 21246563 019

Manufacturer: MED TRUST Handelsges.m.b.H.
Gewerbepark 10
7221 Marz
Osterreich

Products included:

- Blood Glucose Meters

- Blood Glucose and Cholesterol Meters
- Blood Glucose and Ketone Meters

- Blood Glucose, Cholesterol and Uric Acid Meters
- Glucose Control Solutions

- Cholesterol Control Solutions

- Ketone Control Solutions

- Uric Acid Control Solutions

- Glucose Test Strips

- Cholesterol Test Strips

- Ketone Test Strips

- Uric Acid Test Strips

Date: 2020-08-21

Doc.

o ®
TUVRheinland

1/1, Rev. 0

100200 0408 & Ty, TUEY sm 1Y woe remasaiud tdemaiy. Uuhisalan and opplicaton requires prior anproval




Giiltig ab: 11.04.2019 a ry
Revisionsnr. 02 KON FO RMITATSERKLARU NG
Erstell FEI DECLARATION OF CONFORMITY 52
Gepriift FIG @m
Fre,igegeben FEI RG0043 THL MLDICAL sl:rnus COMPANT
Seite: Seite 1 von 2

. " _ Dieses Dokument und jede enthaltene Information sind Eigentum der Firma MED TRUST Handelsge-
Vertraulichkeit: | ¢ ¢~ sellschaft m.b.H. und sind ausschlieRlich zur internen Verwendung bestimmt.

Produktspezifikation / Product details:

Artikelnummer / Article number WELLWAVEQOQ3 Wellion WAVE
Medizinprodukt / Medical device Software Version 2.5
WELLWAVEOO3P Wellion WAVE professional
Software Version 2.5
WELLWAVEQ21P Wellion WAVE professional arm cuff

Klassifikation nach /
Classification according
Umfang / Scope

Annex IX, Class Ila, Rule 6

Diese Konformitatserkldrung gilt ausschlieBlich in Verbindung mit
einem chargenbezogenen Freigabedokument.

This Declaration of Conformity applies only in conjunction with a
batch-related release document.

Konformititsbewertung / Assessment details:

Benannte Stelle / Notified body TUV Rheinland LGA Products GmbH
Tillystralle 2
90431 Niirnberg

Verfahren nach / Route of directive MDD 93/42/EEC, AnhangV

Zertifikate/ Certificates DD 60141729 001

Harmonisierte Normen / Harmonized standards Aktueller Stand per / Current status per: 25.03.2020
EN ISO 13485:2016, EN ISO 14971:2012, EN 1041:2008, EN ISO 15223-1:2016, IEC 60601-1:2005/A1:2012,

EN 1060-3:1997/A2:2009, IEC 1SO 80601-2-35:2009, EN 60601-1-2:2015, EN ISO 10993-1:2009/AC:2010, EN
ISO 10993-5:2009, IEC 60601-1-11:2010, EN 62366:2008, IEC 60601-1-6:2010, EN 62304:2006/AC:2008 , EN
1060-4:2004, EN ISO 14155:2011

Wir erkliren in alleiniger Verantwortung, dass die oben beschriebenen Produkte den einschldgigen Bestim-
mungen der Medizinprodukte-Richtlinie 93/42/EWG und deren Umsetzungen in nationale Gesetze entspre-
chen. Die Produkte werden mit CE-Kennzeichnung versehen.
Die Produkte entsprechen den anzuwendenden Normen in der jeweils giiltigen Form.
We declare under sole responsibility that the products described above meet the provisions of the directive
93/42/EEC and its transpositions in national laws which apply to it. The products are CE marked.
The products comply with the applicable standards in its actual version.

MED

c € 0197
7

MED TRUST HANDELSGES.M.BH. .
A-7221 MA EPA

P AT626/64190; FAX: 164190-77
Ulrike Mitt?fer

Giiltig bis / Valid until: 26.05.2024 TRUST

25.03.2020
Ort, Datum / Place, Date

RG0043 DOC MDD TR_all Wellion WAVE_25.03.2020




EC Certificate TOVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60146953 0001

Report No.: 17061667 011

Manufacturer: Shenzhen Pango Electronic Co., Ltd.
No. 25, 1st Industry Zone
Fenghuang Road, Xikeng Village

Henggang Town, Longgang District
Shenzhen

518115 Guangdong
P.R. China

Products: Medical Devices

(see attachment for products and additional site included)

Replaces Approval, Registration No.: HD 60129178 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex II, excluding section 4 of the directive
. 93/42/EEC have been met for the listed products. The above named manufacturer has established
- and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
. section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date: 2020-02-18

Date: 2020-02-18

TUV Rheinland LGA Products GmbH - TillystraRe”2
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10020 d 0408 @ TUY. TUEV and TUV are registersd trademark s Lhilization and application requires pnor appiova
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TUVRheinland

TUV Rheinland Bl e R
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60146953 0001

Report No.: 17061667 011

Manufacturer: Shenzhen Pango Electronic Co., Ltd.
No. 25, 1st Industry Zone
Fenghuang Road, Xikeng Village
Henggang Town, Longgang District
Shenzhen
518115 Guangdong
P.R. China

Products:

- Intermittent pneumatic compression units
- Infrared Ear Thermometers

- Infrared Forehead Thermometers

- Infrared Ear/Forehead Thermometers

Site included:
2-4 Floor, No.5 Shanzhuang Rd., Xikeng Village,

Henggang Town, Longgang District, Shenzhen City,
Guangdong Province, China

Date: 2020-02-18

10020d 0408 & TUY, TUEV and TUV are registered trademarks. Utilisation and spplication requires prior approval



EC DECLARATION OF CONFORMITY

Name and address of the manufacturer:

European Authorized Representative info. :

We declare under our sole responsibility that

the medical device:

UMDNS CODE :
UMDNS CODE :

Of class: /

Shenzhen Pango Electronic Co., Ltd.

No.25, 1st Industry Zone, Fenghuang Road, Xikeng Village,
Henggang Town, Longgang District, Shenzhen, Guangdong,
518115, China

Lotus NL B.V.

Koningin Julianaplein 10,
Netherlands.

Tel : +31645171879 (English), +31626669008 (Dutch)

1e Verd, 2595AA, The Hague,

Infrared Ear Thermometer, model: PG-IRT1601;
Infrared Forehead Thermometer, model: PG-IRT1602;
Infrared Ear/Forehead Thermometer, model: PG-IRT1603
17887 Thermometers, Infrared, Ear
17888 Thermometers, Infrared, Skin

Class lia, rule 10

According to annex IX of directive 93/42/EEC

Meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device.

Conformity assessment procedure: /

Registration No.:

Notified Body:

Shenzhen / 2020-04-10

Place, date /

Directive 93/42/EEC Annex I, excluding Section 4

HD 60146953 0001

TUV Rheinland LGA Products GmbH
Tillystrale 2

90431 Niirnberg
Deutschland

CE 0197

J e
i
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DIABETES AND HEALTH PRODUCTS




wwellion

Infrarot Stirn- und Ohr-Thermometer
Infrared Forehead and Ear Thermometer

KONTAKTLOSE MESSUNG
CONTACTLESS MEASUREMENT

OBJEKTTEMPERATUR-MESSUNG
OBJECT TEMPERATURE MEASUREMENT

1 SEKUNDE MESSDAUER (
1 SECOND TESTING TIME ~_ N,

9 SPEICHERWERTE
9 RESULTS IN MEMORY

et
GENAUIGKEIT: (35,0°C - 42,0°C) £ 0,2°C ~co— s s

ACCURACY: (35,0°C - 42,0°C) +0,2°C Mwellion

MEF/::’L\‘ngENG MESSBEREICH: 34,0°C BIS 43,0°C
34,0-43°C

ey MEASURING RANGE: 34,0°C - 43,0°C

2X AAA BATTERIEN
2X AAA BATTERIES

Art.Nr. WELL15-03
PhzNr AT: 5174093, PhzNr DE: 15870014

Vorstellen der Messmethoden
Introduction of Measurement methods

Ziehen Sie die Ohren nach oben
zurtick (bei Kindern élter als ein

Ziehen Sie die Ohrlappchen bei
Kindern unter einem Jahr leicht

Zuriick. Jahr und Erwachsenen) Mitte der Stirn
Please pull nack ears of your kid Please pull these persons’ears back The center of forehead
who is within one year old. above. (over one year old kids and
. J\ aduts) J\ J
Ohrtemperatur Ohrtemperatur Stirntemperatur

Ear temperature Ear temperature Forehead temperature




m 1
WA VE Beleuchtetes Display mit extra gro3en Ziffern

Backlit dispaly with large and clear digits

Handgelenkgerat
Wrist Type

m welion

&)

Art.Nr. WELLWAVEOO3
PhzNr AT: 4392557; PhzNr DE: 11563947

m 1
We l l [olg}
Beleuchtetes Display mit
extra grof3en Ziffern
profesoconal Backit islay with

large and clear digits

Oberarmgerat
Upper Arm Type

Oberarmmanschette
praktisch verstaut
Upper arm cuff

practically stored

Messung beim Aufpumpen .

Art.Nr. WELLWAVEQO3P Measure while infiating
PhzNr AT: 4392563; PhzNr DE: 11563953

Oberarmmanschette

22-42cm &22-52ecm - (O AC - Adapter

Upper arm cuff AC - Adapter
22-42cm & 22-52cm

Art.Nr. WELLWAVEO21P (b‘
& WELLWAVE021PXL

Art.Nr. WELLWAVEO022P




mwellion 7

lhre OSTERREICHISCHE Gesundheitsmarke
Your AUSTRIAN health brand

Unser Bestreben ist es, Patienten und Partnern
das Leben zu erleichtern.
Mit innovativen Ideen, Beratung und Service.

We endeavour to make life easier for
patients and partners.
Through innovative ideas, advice and service.

OSTERREICH: ol DEUTSCHLAND:
MED TRUST Handelsges.m.b.H. — MED TRUST GmbH
Gewerbepark 10 - 7221 Marz @m Bergener Ring 17-19 - 01458 Ottendorf - Okrilla
Tel.: (+43)02626/64190 - Fax: DW 77 Tel.: (+49)035205/469-10 - Fax: DW 19
e-mail: officec@medtrust.at e-mail: officec@medtrust.de

www.medtrust.at « www.wellion.at THE MEDICAL SERVICES COMPANY www.medtrust.de - www.wellion.eu/de

WEL110DE_EN-2019-11



Glltig ab: 22.08.2019 - .,

Revisonsrr. | 08 Product Description

Erstellt FEI

Gepriift MIT

Freigegeben FE!

Seite: Seite 1 von 2 RG 0037
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U MESICRL SURVILTY LOMFaNT

Product Description of Wellion WAVE and Wellion WAVE professional
blood pressure meters

Rev. No.: 00
Date: 10.09.2019

Approved: MIT

Products Article numbers Names
WELLWAVEQ03 Wellion WAVE
WELLWAVEOQO3P  Wellion WAVE professional
Product group Blood pressure monitor

General description of the product:

Wellion WAVE (wrist type) and Wellion WAVE professional (upper arm type) blood pressure
monitors are automatic non-invasive blood pressure meters.

Functional description:

The blood pressure monitors conduct inflation, deflation and measurement systolic and
diastolic blood pressure and pulse rate of adult’s wrist or upper arm are measured using the
oscillometric technique within the specified range and accuracy.

The devices cannot measure continuously and thus measure only once by switching on and
off. The devices also has low voltage indication, which will be triggered when the battery is
low. The device has a data storage function in order for data reviewing, which can save 60
measurement records, including the systolic blood pressure, diastolic blood pressure, pulse
rate and measurement time.

Specifications:

Wellion WAVE and Wellion WAVE professional provide a LCD display, memory function,
time information and a WHO blood pressure classification.

Wellion WAVE is operating with two 1,5V batteries (LRO3 or AAA), Wellion WAVE
professional s operating with four 1,5V batteries (LR03 or AAA)

e Measuring range: pressure: 30-280 mmHg / 4-37,7kPa
pulse: 40-199 beats / minute
e Accuracy: static pressure: +/- 3 mmHg / +/- 0,4 kPa
pulse: +/- 5%
Memory: 90 memories

s Conditions: the operating temperature of the devices are 5°C to 40°C at a relative
humidity of 15% to 93% and an atmospheric pressure of 70 to 106 kPa. The storage
condition are -20°C to +55°C, 0% - 93% relative humidity and an atmospheric
pressure of 50 to 106 kPa.

RG0037 Product Description_Wellion WAVE _final




Gilltig ab: 22.08.2019 - "

Revisionsnr.__| 06 Product Description

Erstellt FEI

Geprlift MIT =
Freigegeben FEI mw
Seite: Seite 2 von 2 RGOO37 ST e
Vertraulichkeit: (g Dieses Dokument und jede enthaltene Information sind Eigentum der Firma MED TRUST Handelsgesell-

schaft m.b.H.

Diameter of wrist:

Diameter of upper arm:

13,5-19,5cm

Conformity assessment route:

MDD 93/42/EEC, Annex V

Product classification:

22 -42 cm

Wellion WAVE and Wellion WAVE professional blood pressure monitors are classified
according to Directive 93/42/EEC, as medical devices class lla, Rule 6.

UMDNS/GMDN/EDMA/CND code:

Product GMDN code
Wellion WAVE 45617
Wellion WAVE 45617
professional

Intended use:

The Wellion WAVE and Wellion WAVE professional blood pressure monitors are intended for
use by medical professionals or at home to monitor and display diastolic, systolic blood
pressure and pulse on adults, with the cuff around the wrist or the upper arm.

Accessories

The cuff and the AC adapter are separate accessories optionally used for the Wellion WAVE
professional. The cuff of the Wellion WAVE (wrist type) cannot be separated.

- MEDTRUST HANDELSGES.M.B.H.
A7221 MARY; CEWERSSPARK |0

TEL: 0262¢/6% 1 ..,

RG0037 Product Description_Wellion WAVE_final

en CLOLLI641$0-77
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