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DQS Medizinprodukte GmbH | August-Schanz-Str. 21 | 60433 Frankfurt am Main

American Diagnostic Corporation
55 Commerce Drive

Hauppauge, New York, 11788
United States of America

23.05.2024

Notified Body Confirmation Letter
Reference: 31624353

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607 amending
Regulations (EU) 2017/745 and (EU) 2017/746 as regards the transitional
provisions for certain medical devices and in vitro diagnhostic medical devices

This letter confirms that, DQS Medizinprodukte GmbH, a Notified Body (NB) designated
against Regulation (EU) 2017/745 (MDR) and identified by the number 0297 on NANDO, has
received a formal application in accordance with Section 4.3, first subparagraph of Annex
VIl of MDR and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VII of MDR with the following manufacturer:

American Diagnostic Corporation
55 Commerce Drive

Hauppauge, New York, 11788
United States of America

SRN Number (if available): US-MF-000021544

The devices covered by the formal application and the written agreement mentioned above
are identified in the Tables below. Table 1 identifies the devices for which an MDR
application has been received, written agreement concluded and for which the NB is also
responsible for appropriate surveillance of the corresponding devices under the applicable
Directive. Table 2 identifies the devices for which an MDR application has been received and
a written agreement concluded, but the NB has not yet taken the responsibility for
appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or
Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023,
without having been withdrawn, this letter also confirms that the manufacturer signed the
written agreement under MDR by the date of MDD/AIMDD certificate expiry; or provided

DQS Medizinprodukte GmbH August-Schanz-Str. 21 Phone +49 69 95427-300 Registered in Frankfurt a.M. DQS IS AMEMBER OF
Managing Directors: 60433 Frankfurt am Main Fax +49 69 95427-388 AG HRB 83350 22
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evidence that a competent authority of a Member State had granted a deroga

exemption from the applicable conformity assessment procedure in accordance with Articl
59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant
devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120.3c of
MDR (as amended by (EU) 2023/607), are shown below:

e 26 May 2026 for Class Ill custom-made implantable devices

o 31 December 2027 for Class Il devices and Class Ilb implantable devices excluding
Well-established technologies (WET - sutures, staples, dental fillings, dental braces,
tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)

o 31 December 2028 for other Class Ilb devices, Class Ila, Class | devices placed on
the market in sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body
under MDD but requiring it under MDR (e.g., class | devices that qualify as re-usable
surgical instruments)

On behalf of the Notified Body,

=

Alexander Hohn
Regulatory Affairs Manager

Table 1: Devices covered by this letter and for which the NB is also responsible
for appropriate surveillance of the corresponding devices under the applicable
Directive:

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification

Device name or
Basic UDI-DI (under
MDR application)

Aneroid Class I devices with a Not applicable 1434-MDD-371/2021
Sphygmomanometers, ing functi

Sub-Group Clock Mmeasuring function POLISH CENTRE FOR
Aneroid TESTING AND
Sphygmomanometers, CERTIFICATION, 1434
750W Series

Aneroid Class | devices with a Not applicable 1434-MDD-371/2021
Sphygmomanometers, i i

enb Group clock measuring function POLISH CENTRE FOR
Aneroid TESTING AND
Sphygmomanometers, CERTIFICATION, 1434
750D Series

Aneroid Class I devices with a Not applicable 1434-MDD-371/2021
Sphygmomanometers,  measuring function

Sub-Group Clock

Aneroid
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Device name or
Basic UDI-DI (under
MDR application)

Sphygmomanometers,
752M Series

Aneroid
Sphygmomanometers,
Sub-Group Palm
Aneroid
Sphygmomanometers,
703 Series

Aneroid
Sphygmomanometers,
Sub-Group Palm
Aneroid
Sphygmomanometers,
705 Series

Aneroid
Sphygmomanometers,
Sub-Group Palm
Aneroid
Sphygmomanometers,
730 Series

Aneroid
Sphygmomanometers,
Sub-Group Palm
Aneroid
Sphygmomanometers,
731 Series

Aneroid
Sphygmomanometers,
Sub-Group Palm
Aneroid
Sphygmomanometers,
732 Series

Aneroid
Sphygmomanometers,
Sub-Group Palm
Aneroid
Sphygmomanometers,
740 Series

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
700 Series

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
720 Series

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
760 Series

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

N

MDD/AIN R G

Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434
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Device name or
Basic UDI-DI (under
MDR application)

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
770 Series

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
775 Series

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
780 Series

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
785 Series

Aneroid
Sphygmomanometers,
Sub-Group Pocket
Aneroid
Sphygmomanometers,
790 Series

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

Class | devices with a
measuring function

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

N

MDD/AI Naad hl

Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

1434-MDD-371/2021

POLISH CENTRE FOR
TESTING AND
CERTIFICATION, 1434

Table 2: Devices covered by this letter and for which the NB is NOT responsible
for appropriate surveillance of the corresponding devices under the applicable
Directive:

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

N/A N/A N/A N/A

Device name or
Basic UDI-DI (under
MDR application)

Confirmation Letter Revision History

Date NB internal reference Action
traceable to each
version of the letter
17.05.2024 31624353-1 Initial issue
23.05.2024 31624353-2 Moved devices from table 2 to table 1
YYYY/MM/DD XXXXXXXXX Removal of device XYZ to the list
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EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60148105 0001
Report No.: 10052841 014

Manufacturer: K-jump Health Co., Ltd.
No. 56, Wu Kung 5th Rd.
New Taipei Industrial Park
New Taipei City, 24890
Taiwan

Products: Medical Devices

(see attachment for products and sites included)

Replaces Approval, Registration No.: HD 60144083 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, 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 Ii,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

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

Effective Date: 2020-07-28

Date: 2020-07-28 ﬂ

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.

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



d ®
TUVRheinland

TUV Rheinland Doct “1/1, Rev: o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60148105 0001

Report No.: 10052841 014

Manufacturer: K-jump Health Co., Ltd.
No. 56, Wu Kung 5th Rd.
New Taipei Industrial Park
New Taipei City, 24890
Taiwan

Products:

- Clinical Electronic Thermometers

- Infrared Thermometers (Ear & Forehead)

- Non-Invasive Electronic Sphygmomanometers
(Blood Pressure Meters)

- Nebulizers

- Peak Flow Meters

Sites included:

K-jump Health Co., Ltd.
No. 56, Wu Kung 5th Road, New Taipei Industrial Park,
New Taipei City 24890, Taiwan

Dongguan Polygreen Technology Co., Ltd.
Room 101, Building 1, No.19, Tianxing Road,
Huangjiang Town, Dongguan City,

Guangdong Province, China

Notified Body

Date: 2020-07-28 % (

Dipl.-Ing. W/ Hsu\

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



Page1/2 Letter of Confirmation £2
03 May 2024 FI24/07185P0

Hetaida Technology Co., Ltd.

Rioom 801,802,803,5804,%01, 24 Building Scientific Research Center,
Songhu Intelligent Valley, No.6 Minfu Road,

Limobu Town, Dongguan City, Guangdong Province,

P R.China

Hotified Body Letter of Confirmation

Towhom it may concemn,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023607 amending Regulations (EU)
2017745 and (EU) 2017746 as regards the fransitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, SGS Fimko Lid, a Metified Body (MB) designated against Regulation
(EU) 2017/745 (MDR) and identified by the number 0588 on HANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has
signed a written agreement in accordance with Section 4.3, second subparagraph of Annex Vil of
MDR with the following manufacturer:

Hetaida Technology Co., Ltd.

Rioom 801,802,803,804,%01, 24 Building Scientific Research Center,
Songhu Intelligent Valley, No.6 Minfu Road,

Limobu Town, Dongguan City, Guangdong Province,

P R.China

SRMN: CN-MF-000032733

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has
been received, written agreement concluded and for which the NB is also responsible for
appropriate surveillance of the comesponding devices under the applicable Directive. Tabile 2
identifies the devices for which an MDR application has been received and a written agreement
concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the
commesponding devices under the applicable Directive.

In the case of devices covered by cerificates issued under Directive 90/385/EEC (AIMDD) or
Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without
having been withdrawn, this letter alzo confirms that the manufacturer signed the written
agreement under MDR by the date of MDD/AIMDD cerificate expiry; or provided eyide
competent authority of a Member State had granted a derogation or exemplicn#T
applicable conformity assessment procedure in accordance with Article S5 JFof-ML
97(1) of the MDR. respectively, by the 20 Mar 2023 for the relevant devicey’

The transiticn timelines that apply to the devices covered by this letter, g
manufacturer's continued compliance to the other conditions specified
(as amended by (EU) 202 3607), are shown below:

SGS Fimka Lbd Takomatie B, FI-O0G6) Helsinki, Finland
t+350 9 606 361  www.sgs.i

! Buninass 10 coTES 3.5 Wamibar al the S5 Group [SG5 S4)




Page 2/2
03 May 2024

Letter of Confirmation 22

F124/07185F0

« 26 May 2026 for Class 11l custom-made implantable devices

= 31 December 2027 for Class lll devices and Class lib implantable devices excluding
Well-established technologies (WET - sutures, staples, dental fillings, dental braces,
tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)

= 31 December 2028 for other Class llb devices, Class lla, Class | devices placed on the
market in sterle condition or have a measuring function

* 31 December 2028 for devices not requiring the involvement of a notified body under
MDD but requiring it under MDR. (e.g., class | devices that qualify as re-usable surgical

instruments)

On behalf of the Motified Body,

Helsinki, 03 May 2024

Sepr— Vi
Seppo Vahasalo, Notified Body Manager

5G5S Fimko Lid

Table 1: Devices covered by this letter and for which the NB iz also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UD-DM (under MDR
application)

Infrared Body
Thermometer

Model: HTDEE184,
HTDEa08C,
HTDE818C, HTDE813,
HTDE819, HTDE216C,
HTDE222EU,
HTDEZ18EU,
HTD:E823EU

Infrared Ear
Thermometer

Model: HTDE208C

MDR Device
classification (as
proposed by the
manufacturer and
werified at the pre-
application stage)
Class lla

Class lla

If the MDR device is a
substitute device,
identification of the
cormesponding
MDDVAIMDD device

A

MNEA

MDOVAIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the
MEB Identification
FI17/07005, Issue 4
NBOSBE

FI17/07005, Issue 4
NEDSBS

Table Z: Devices covered by this letter and for which the NB is NOT responsibie for

appropriate surveillance of the corresponding devices under the ap! applln::ahle Dret.twe
MDE Device :
classification (as
proposed by the
mannfacturer amd
verified at the pre-
application stage)
MiA

Device name or Basic
UDI-DI (under MDE

application)

MNEA

SGS Fimha Lid

If the MDF. device is a
smbstitate device,
identification of the
corresponding
MDIVAIVMDIY device

MNEA

Takomatie B, FI-OD3ED Halsinki, Finland
L +358 9 656 361

v, 5g%.fi

! Bussinans 10 cTiE .5




EC Certificate: Full Quality Assurance System FITO7005

The ranagement system of

Hetaida Technology Co., Ltd

Room 801, 802,803,804,801, 24 Building Scientific Research Center, Songhu
Intelligent Vallay, No.6 Minfu Road, Liaobu Town, Dongguan Cy,
Guangdang Province,

PR. China

has been assessed and certified as meeling the ragquirements of

Directive 93/42/EEC

on Medical Devices, Annex Il (excluding section 4)

For the fallowing products
Infrared Body Thermometers
infrared Ear Thermometers

Products coverad and pdditional sites am listed in Attachment 1 of this cenlicaia

This cartificate is valid from 08 April 2021 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
lssue 4. Certified since 9 May 2017

This cartification is based on decision: FI2007030P0

Authorised by

/f_,;z_ r"’_ - —
Jani Hogman
Certifier

Paga a2

rtitct se,

VALID TO \

31th Dec.
2022

.!..-_a.




Attachment 1 to SGS Fimko Ltd. EC certificate FI17/07005 Issue 4

'___

Manufaciurer Hetaida Technodogy Co., Lid

P.R. China

Address Room 801, 802,803 804 901, 2# Buiding Scientific Research Canter, Songhu Intelligant Valley,
Mo.6 Minfu Road, Liaobu Town, Dongguan City,
Guangdong Province,

Other Addresses | Localion

Activity at the location

P.R China

covered by the Room 401,501,601, 2& Building, No.501, Dalingshan Section,
cartificate Guanchang Road,Dalingshan Town, Dongguan City,
(Guangdong Province,

Production, inspection, logistic,

List of medical devices and the comasponding type/madel markings with product trademarks/markeing

names covered by this certificate:

Medical Device Class Modelitype nr. and Trademark(s)
Infrared Body Thermameter lla HTDBETEA

infrared Body Themmameler lla HTDBAOIC

Infrared Brody 11 ter I'a HTDBATED

infrared Eody Tharmameler lla HTDBATI

infrared Body Tharmamatar lla HTDBA1D

infrarad Ear Thermameler lla HTDB208C

infrared Bedy Thermameler Il HTDBZ18C  AeTaila x
infrared Bcdy [nermamelet lia HTDB2TIED

infrared Dedy Thermameter lla HTDEZT0EL

infrared Body Tharmomaler lla HTDBAZIEL

Page 2 of 2
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06 Agpril 2020

Hetaida Technoiogy Co. Ltd

DECISION

FI21/07030P0

Room 801, 802,803,804,901, 28 Building Scientific Research Center, Songhu
Intelligant Walley, No.& Minfu Road, Liaobu Town, Dongguan City,

Guangdong Province,
P.R. Chira

EC-carification application 17/084-8, dated 2021-04-08

Subject

Manufaciures

Justification

Certificate related to
dacision

Aftachmeant lo
cerificate

Valid until

Date

Certification amendmert, due P.R. China address regulstion change, based on Council
Cirective S342EEC concaming madical devices, Annex |l Section 3 (excluding
Seclion 4). New addresses lsted below.

Manaracturer Hataida Tach Co. Lid

Address Roam 801, 802,803,804 501, 2# Building Scianific Research Canter,
Sanghu Infefligant \adey, No.3 Minfu Read, Lisobu Tawn, Dongguan
Chy, Guangdong Province.

Y oo PR China

Other Addresses Activity B ihe incafion

covarnd by tha Roam 401,501,601, 28 Budding, Production,

certificats No.501 Dalingshan Section, Guanchang nspection, logistics
Riad Dafingshan Tewn, Dengguan City,
Guangdong Province,
PR. China

A certificate will be issued for the manufacturer. The certificate covers the following

products
Produet Model Class
infared Body The mameer HTDGE!8A Tia
infrared Body Thermameter HTDEBOBC ]
Infrared Body Thermameler HTDEB1EC lka
Infrared Body Tharmamater HTDEB13 lia
Infrared Body Tharmamaier HTDRATS Ika
Infrared Ear Thermamader HTDE208C L]
Infrared Body Thermameler HTDE21EC ita
Infrargd Body Thermameler HTDE222EU L]
Infrared Body Thermameder HTD&218EL I
Intrared Body Tharmametsr HTDBE23EL (™

SG5 Fmko Lid has assessed manufacturer's quality management syslem and
products. Quality ranagement systam and products meet Ine requirements n\‘ﬁmnm: ||
{excluding Saction 4) of Medical Device Directive G342Z'EEC. The degistt :

Motification of Change, date 14 Jan 2014 and Physical address Cq
Statermnent, date 24 Feb 2021

The manufacturer has signed the undartaking to follow the abifs
the Directive B4AEEC.

FI1T/OTOOS, Issue 4
Aftachment 1

This decision is valid untl 24 May. 2024 providing the requiremeants of the cadification
are fulfilled.

Heisinki, 06 April 2021

Jani Hogran, Certifiar
5G5S Fimke Lid, Notified Body 0588

ﬂmu Takomese B, FI-00380 Halsinkl, Finland
Ll s “".’.’E‘_ i p—

Usaineus 1D (RIPES38-5 el of tha B2S mimw




EU Quality Management System Certificate TW23/00000625

The management system of

Microlife Corporation

9F, No. 431, RuiGuang Road, NeiHu, Taipei, 114, Taiwan, R.0.C.
SRN Number: TW-MF-000010688
has been assessed and certified as meeting the requirements of

MDR EU Quality Management System certificate (Annex IX QMS)

For the following products
Class Ila - MDA0203, MDS1010

Blood Pressure Long-term Ambulatory Recorder Series
Basic UDI-DI:
4719003ABPBC

Digital Non-invasive Blood Pressure Monitor for Home Use Series
Basic UDI-DI:
4719003HBPCF

Digital Infrared Thermometer Series
Basic UDI-DI:
4719003IRSR

Digital Thermometer Series
Basic UDI-DI:
4719003MTT9-

Digital Non-invasive Blood Pressure Monitors for Professional Use Series
Basic UDI-DI:
47190030BPDJ

Digital Peak Flow Meters Series
Basic UDI-DI:
4719003PFSN

Conditions for & limitation to the validity of the certificate:

For placing on the market of Class Il or class b implantable devices (except sutures, staples, dental filings, dental braces, tooth crowns, screws, wedges,
plates, wires, pins, clips and connectors and Annex VIl rule 12 devices) covered by this certificate, a Technical Documentation Assessment Certificate
according to Annex IX section 4 and 5 is required.

For Class | devices, audit done by SGS Belgium N.V. is limited to the specific aspect described in Article 52 section 7 of MDR (EU) 2017/745 (sterility,
reusability or measurement function).

List of examinations and tests performed, which may include reference to relevant CS and harmonised standards, as per Annex XII, Chapter I, section 10
is available “on request" per email to NB1639@sgs.com.

Limitation:

N/A

Certification is based on following reports: TW/TPE/613065 - CTC 1.6

Authorized representative Name and address (if relevant): Microlife UAB P. Luksio g. 32 08222 Vilnius, Lithuania
Previous certificate number; N/A

Change in between this certificate and previous one: scope amendment

This certificate is valid from 21 December 2023 until 24 August 2028 and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 24 February 2028

Issue 2. Certified since 24 August 2023

Authorised by

Virginie Siloret

Global Medical Device Certification

Manager

SGS Belgium NV NB1639

SGS House Noorderlaan 87 2030 Antwerp Belgium

t+32 (0)3 545-48-48 - www.sgs.com

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will
be considered as a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and
Conditions | SGS. Attention is drawn to the limitation of liability, indemnification and jurisdictional clauses contained therein. This document s copyright
protected and any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful.

Page 1/1 UK_MD_A_Version_2



https://www.sgs.com/en/terms-and-conditions/
https://www.sgs.com/en/terms-and-conditions/

SGS

Date: 06™ February 2024

5G5S Reference Number: TWITPE/G13065

Microlife Corporation
9F, Mo 431, RuiGuang Road, MelHu,
Taipei, 114, Taiwan, R.0.C.

To whom it may concemn

We hereby verify that the manufacturer Microlife Corporation, 8F, No. 431, RuiGuang Road,
MeiHu, Taipel, 114, Talwan, R.O.C. (SRN Mumber : TW-MF-000010688) possesses a MDOR
EU Quality Management System Cedificatef# TW23/00000625 (Issue 2. Certified since 24

August 2023), issued by SGS Belgium NV, Motified Body number 1639, confirming compliance
with the requirements of the Medical Devices Regulation (EL) 2017/745,

Confirmation of Addresses

This Is to confirm that both addresses listed below,

Address #1: 9F, N°431, RuiGuang Road, MeiHu, Taipei 114, Taiwan, R.0O.C., and

Address #2: 9F, 431, RuiGuang Road, MeiHu, Taipei 11492, Taiwan, R.O.C.,

represent the same company ceriified by SGS Belgium NV,

Although there |s a slight difference in the postal codes, both addresses indicate the location
of Microlife Corporation. Either address indicated on the labeling or declaration of conformity
is valid,

Confirmation of Models
The table provided below explicitly details the approved product models associated with SGS5
Certificate # TW23/00000625 cormesponding to Microlife Corporation.

Approval nf Conformity Cartificate Mo ﬁmnmnnmms_

Product Category | Models (Commercial Product | EMDN Code
and Basic UDI-DI
Blood Pressure
Long-term

GMDN Code

SG55 Belgum NY Carthcation and Busisess Enfancemenl Ragstesd OMios: Noodedlaan 27 BE-2000 T+ 0354848 T+32 {03 M54 49
Boulerard Inforrarhionall| ndemabonalklsan GO0 BE- 1070 Brussels 0430 0§12 G50 00 40 F4+.20 J073 GAG 40 40 o bo 5om com

1 Wsrrer o e S0 Conip

RPH Aebwerpen VAT BE 0404 382 TS0 Bl G5)- 366000053




SGS

Approval of Conformity Certificate No. TW23/00000625

Product Category | Models (Commercial Product | EMDN Code GMDN Code

and Basic UDI-DI

Ambulatory
Recorder Series

Basic LUDI-DI
47T19003ABFEBC

Digital Mon-invasive
Blood Fressure
Maonitors for Home
LIse Series

Basic UDI-DI
4719003HEPCF

Carification and Busisess Enfanseminl Rogitessd Do Noosdlaan 57 BE-2000 Astsrpen 1+ (03 S4548 48 T+30 {073 54548 43

Wl
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SGS

Approval of Conformity Certificate No. TW23/00000625

Product Category [ Models (Commercial Product | EMDN Code GMDN Code
and Basic UDI-DI
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SGS

Approval of Conformity Certificate No. TW23/00000625

Product Category | Models (Commercial Product | EMDN Code GMDN Code
and Basic UDI-DI

BP3ML1-3P (BP3NU1-3P 21203020501 45617

BP3NZ1-3P (BP3NZ1-3P | 71203020501 45617

BP3INZ1-H (BP3INZ1-H) 21203020501 47489

BP3KF1-3B (BP3KF1-38 21203020501 45617
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SGS

Approval of Conformity Certificate No. TW23/00000625

Product Category [ Models (Commercial Product | EMDN Code GMDN Code
and Basic UDI-DI

Digital Infrared
Thermometer series

| Basic LUDI-0H
4718003IRSR

Carificaton and Business Enfanssminl Rogisessd Offos: Noodedaon 57 BE-X00 Aatsarpen 1+ {03 5954848 1+332 03 545 4843
Boulervard inferrahioraliintemabonalelaan SO0 BE-107D0 Brussels  £+33 (012 050 00 40 F432 J073 C45 40 40 g3

] Wember of the 505 Geoup

RPR Antwerpen VAT BE M0 362 750 Belfies G5-3660000-53



SGS

Approval of Conformity Certificate No. TW23/00000625

Product Category | Models (Commercial Product | EMDN Code GMDN Code

and Basie UDI-DI

Digital Thermometer
Series

| Basic UDI-D1
47T19003MTTS

Cartfcafion and Busisess Entaneeiin] Rogistesd Offics: Noodedaon 57 BE-2000 Asbvipen 1+ {03 S5 4848 1 +30 073 545 48 43

Boulerward Infiormahionaliniemabonakelaan GE0 BE-1070 Brussels  £+30 (012 556 00 40 F4+ X {0AGIC 4040 o

Wember of the 525 Geoup

RPR Antweipen VAT BE (MM 382 TS0 Befue HE-3560000-53




SGS

Approval of Conformity Certificate No. TW23/00000625
Product Category | Models (Commercial Product | EMDN Code GMDN Code
and Basic UDI-DI

MT3001 (MT3001 V0301010201 14035

MT1PF1 (MT1PF1 [ V0301010201 14035

Digital Mon-invasive

Blood Pressure

Meonitors for

Professional Use | TWIN100 (TWIN100) 21203020501 45617
| Series

| Basic UDI-DI
47190030BFD

Digital Peak Flow
Meter Series

Basic UDI-DI
4719003PFSMN

The devices that fall within the scope of the carificate numbers and descriptors listed in the
above table are considered to be in conformance with the requirements as per the issued
certihcate and are ehgible tor frea sale witiun the European market,
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The correlation in between Basic UDI-DI and commercial product name (Model N°) is
established based on EU declarations established by the manufacturer Microlife Corporation.

Yours sincerely,

Virginie SILORET
Global Medical Device Certification Manager

Email: Virginie siloret@sgs. com
Phone; +41 22 739 98 58
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