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Proous Seracs

EC Certificate

Full Chaality Assurance System
Directive 834 2/EEC on Madical Devices (MOD), Annex || excluding (4)
(Devices in Class la, [k or i)

No. G1 052126 0043 Rev. 03

Manufacturer: TaiDoc Technology Corporation
B1-7F, No. 127, Wugong 2nd Road, Wugu Dist.
24888 New Taipsi City
TAIWAN

Product Gﬂtﬂgﬂrﬂﬁﬂs:ﬂ Blood Glucose Plus Blood Pressure Manitering System,
Blood Glucose Plus Blood Pressure Meter, Thermometer,
Blood Pressure Meter, Blood Pressure Monitoring System,
Vital Signs Monitor, Pulse Oximeter, Nebulizer, Lancing
Daevice With Sterile Blood Lancet, Sterile Blood Lancet,
ECG Recorder, 5p02 Sensor, Temperature Monitor,
Elactronic Nasal Aspirator, Electric Breast Pump and
Manual Breast Pump,

The Cedification Body of TUW SUD Produst Senvice GmbH deciares that the aforementioned
manufacturer has implemented a qualily assurance system for design, manufaciure and final
inspection of 1he respeciive devicas [ device calegories in accordance with MDD &nnex 11

This quality asaurance system confarms 1o the reguirements of this Directive and is subject 1o
perindical surveiiance. For marketing of class |1l devices an additional Annex 1l {4) certificate is
mandatory. See also nofes overieal,

Raport No.: TW2001103
Valid from: 2020-03-23
Yalid until: AE-05-26
Date, 2020-03-23

CO

Christoph Dicks
Head of Cartification/Notified Body

Pags1af 1
TOW S0 Preducd Sarvice GmbH is Nolified Body with identifeation no. 0123

TOW 5UD Preduct Servica GmbH « Cartification Body « Ridleratralie 85 - BO330 Munich » Germany
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ZERTIFIKAT & CERTIFICATE

Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 052126 0071 Rev. 00

Manufacturer: TaiDoc Technology Corporation
B1-7F, No. 127, Wugong 2nd Road, Wugu Dist.
24888 New Taipei City
TAIWAN

This Confirmation Statement G1 052126 0043 Rev. 03
is only valid in combination

with the following

EC Certificate (MDD):

This Confirmation Statement confirms the validity of the aforementioned EC Certificate (MDD).

It considers clarification of scope statements, scope reductions and changes to the manufacturer
data initiated 26 May 2021 or later.

The conditions laid down in Article 120 (3) of Regulation (EU) 2017/745 on medical devices for
placing devices on the market and putting into service apply. For details and confirmation statement
validity see: www.tuvsud.com/ps-cert?q=cert:GCQ 052126 0071 Rev. 00

Report No.: TW2201101

Valid until: 2024-05-26

c @I(\/

Christoph Dicks
Issue Date: 2023-03-02 Head of Certification/Notified Body

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrafie 65 « 80339 Munich « Germany
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Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 052126 0071 Rev. 00

Product Category(ies): Blood Glucose Plus Blood Pressure
Monitoring System, Blood Glucose Plus
Blood Pressure Meter, Thermometer, Blood
Pressure Meter, Blood Pressure Monitoring
System, Vital Signs Monitor, Pulse
Oximeter, Nebulizer, Lancing Device With
Sterile Blood Lancet, Sterile Blood Lancet,
SpO2 Sensor, Temperature Monitor,
Electronic Nasal Aspirator, Electric Breast
Pump and Manual Breast Pump.
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Description of Remove the product category ECG
Change: Recorder
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TUR S0 Procyct Serdon GmbH . Bdesy B8 - B0 - Daisshiens

TaiDoc Technology Corporation

Liu Jessica

B1-7F, Mo, 127, Wugong 2nd Road, Wugu Dist.
24888 NEW TAIPEI CITY

TAINAN
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Wiang Wilson wilssrusang e ud com

TOV SUD Product Sarvice GmbH
Confirmation Letber
CL 052126 0072 Rev. 00

Reference: TWiiii108_CLTWZI01109
To whaom i may concem,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the
following referenced as MDR) as regards the transitional provisions for certain medical devices
and in vitro diagnoatic medical devices.

With this letter TUW 500 Produst Service SmbH, designated under MDR and identified by the number
0123 on MANDD, confirms that we have recaived a formal application in accondance with Section 4.3
first subparagraph of Annex VIl-of MDOR and has signed a written sgreement in accordance with Section
4.3, second subparsgraph of Annex VIl of MDR with the above staled manufacturer with the fallowing
SRN Number:

SRN MNumbear: TW-MF-0D001 7256

The devices covered by the formal application and the written agreement mentoned above are identified
in the Tables below.

- Teiofe 1 idantifies tha dovices for which an MOR applicasn has been racaived, witlen agreement con-
cluded and for which TUW SUD Product Service GmbH & also responsible for appraprizie sureiliance of
the corresponding devices undor the appicable Denective

- Taols 2 idantfies tha dovices o which an MOR application has been received and = writien sgresmant
conclisted, but TOW SUD Prodect Service GmbH has nol vet taken the responsibdity for sppropeate sureei-
lanca of the cormesgonding devices under fhe applicable Drective

Bitr Woncken Siisfaie viarat o TUW EUD Product Service Gimbs| fuvzed comips
Wandeizreglesiar Manchen HRE BS 742 Foigar Lindmer (Vo taandar) Daitifigiarabel o B M 2o u ke Eiakiney +dF 3% GODEA-T47
LniCredit Bank &G - BIC HYVEDEMECON - (seschaftsiihrung: Riclaredr. 85

134k OE13 7003 0270 DB &522 71 ‘Wi'alier Refhmaler (Sprecher] amag

LEE-dRy. DE12 bgeaT Paicick warn Wil Deuischiand w

laformsfonen genil &7 ABs 1 DL-infel

urther feead comAmaoresairm
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if devices covered by certificates Bsued under Directive 30/355/EEC (AIMDD) or Directive S342EEC
(MDDO] that expred after 26 May 2027 and before 20 March 2023, without having been withdrawn, this
letter alsa confirms that
- tha manufaciurer signad tha witten agresment undar MOR by tha date of MOO/ABDD certficate expiny; or
- prowided evidence that B compatent awthorty of 8 Mamber State had granted a darcgabion or sxamgplion
fiom the applicable conformity assessmant procedure in eccordance with Adicla 5907) of MDR: or Articla
B3] of tha MDR respactivaly.

The transition Hmelines in accordance Artlcle 120 (3} of MOR that apply to the devices covered by this
letter, subject to the manufacturer's continued compEance to the other condilions speched in Articla 120
-:3;} of MOR, are shown below
26 May 728 for Class I custom-made implantabia devioes
= 31 Decambar 2027 for Clags |l devices and Class b implaniebés gawcss (excand suturas, siaples, denial
fllings, dental braces, ooth crowng, screws, wedges, plates, wireg, pins, clips and connectors]
= 31 December 2028 for other Class b devices, Cass e, Cless | devices placed on the market i stasile
canditian, maasuring funciion
= 31 December 203 for devices nat requnng the insalvemant of & notified body undsr MOD Sut requimng it
undar MDOR {e.q., cless | devicas that guality as re-usable surgical instrumants)

The ssvance of the ficst confirmation letler s free of charge. We reserve the night 1 imeolce further cop-
e, amsandmants and ! ar changes of the confirmation latter according to effort

For certificate validity sas Suvsud, { = i

On behalf of the Notified Body TUW SUD Product Service GmbH,

2024-01-15
TOW SUD Product Service GmbH TOW SOD Praduct Service GmbH
Meadical and Health Services Medical and Haalth Services
Epthrme Dabrtini
E ! 3 - Tl 202407116 (90513
000
Wilzon Wang Fatlume Bahtiri

Canfermity Assessrment Rﬁspﬂ-nmla (CARE) Application Reviewer
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Table 1: Devices covered by this letter and for which TUV 50D Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding davices under the applicable Di-

rective:
Devbee mamie of Batie ULI-
00 jumder YOV spplica-
tio)

Thermaomeder
Basd UBIL-Iil:

HADETII IO VTR,
(MEOETIINT 11 20K

Palae Ckimeder

Emgic LITN-T0E:
AUKTIZEIRIHNIN L

Seerile Rhiad Laneet

BEasic 1IIE-1:
D98 105 S0000 50

MIDRK Device clizssslicyiiom
(2= prupased by the many-
fuerarer aod verifed during

| application review]

[ Clae 117

O Cless 1k implemtable {non-
exempied |

O e 1Mk Cligas T8 -
plantahle {exempled)

[ Cleuss la

O Cleees | dervicey mosizrile
cond:tion

O Cleess | devices with meas-
uring function

L1 Cleess 11 imiplaninble: mus-
m-mede-device

[l LT

O Class I implangable {non-
Exempied]

O Cleexs 106 { Clacs [Th im=
plamable {pozmpted)

& Class lla

O Clisss | devenaes in siexile
Gimaliiom

O Class | devices with meas-
uring function

O Class Ifl implentable ous
borm-mede-d eece

1 Claass [E1

[ Class [Th impdamible {ren-
s e}

O Class [§h / Class Oh im-
plantue {eoempoed)

[ Class Ma

O Class 1 devioes im sienle
conditinn

O Class | devaces with mens-
uring finotios

O Class 181 implantable cus-
born-mnds-devase

I the MK dlevice b 4 sabsifiuee
devigr, mentification of the cerre-
spunding MDTAIMDED deviee

[ WA
ar
O TdentAficatinn of the comespond-

ing device inder MOTWAIMDT
Imadiwnils Arnele mamer

E WA

or

O 1denrilicat of e tormsgpand-
g devioe ursder MDY AIMIIE
Imdavedunl Article numiber:

) LT

or

O Idesgiffoetion of the oormespond
g dey e imder MODVAIMDD
Trdlvlai] Artiche mamber

DIV AIMDT Certiican: Belor-

eneeiE) of the dryices uncler VIR
application, and the NB 1dentifi-

| eatma

ﬁi I';;m:l'lu'unnﬂ rodJavas
Clermiffosis OFF 052126 004 3 Rev
[

HB: 1123

Cemiffests: OQOSTIRG (071
By 00

MH 0123

o

[l Evidence Sui & compeient oo
thrity of o ddember Sate had
grmnbed ace. MDR, Ar 591 or
ARIT ()

Evilermos #1; CAA

Evulorwe #2; CAA

H Cerufioainen e follons
Cartifieata, (1 052108 DOLT Py
ol

MHE G123

Cartificme, GOQO5T126 (071
R, 00

HEB 0123

al

[0 Evidence that & competent au
thorty of a Member State. had
mimanss] ace. MDRE, A 580 (1] a9
Aol

Evabuimei 81, AN

| Evidenae 8, CAY

B Cortifeatwn s il lows
Certficme: 01 052116 D043 Rev.
1]

HRCOL23

Cenificale GO IAZ126 T
Bev. )

WE 0123

€

T Evidence ihat o compeient aus-
thonzy of o Member State had
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Tigvece mame o Hasse [IINE- MK Dhevice cladsificafion IT the MIDKH dlevice b2 2 swhalijuie BRI ATADE Ceridficate Tefer-

0 funder MDOR applica- a8 propnsed by the manu- device, Wemtification of the cerre- | enceis) of the deviess under MR
linml Factores and verified dering | speading MDTHAIMDE device agplication, and the N Tdestif-
| mpplicsiion review) caling
gramied oo M, A 34 [1}or
At ST (1]

Exidenee #1; CAR
Evidence ¥ CA¥

Eleod Fresure Manitaring T Clase [0 o HiA 5 Cernliemion s iHlows
SystemiVieier 0 Chass U implamstle {non- Crmificats. G1 052126 0043 R,
exemmpied) o [}
Biasic LIDV-IE; < Clasg [l S Clesa Q10 dm- B 013
SAETREIOA L ILF planiatde {exzmmpied) O [dentification of the comespond- | Ceificate: GO 052126 007]
B Class s g devioe wsdar MOINAIMDD Py 00
O Class | devices in sienls Indivaliail Articde number MB: 1113
candmion
O Cliss | devices wiith mens- for
uming flaratinn
O Clags [0 impdamviable cup- [ Ewidence dut a competent w-
trm-rade-device thority of & bember Snge had
granted g MOFE. A 3% (1) or
ARIT(1}
Evideroe ¥, Cad

Exvidenee ¥1 Cag

Table 2: Devices covered by this letter and for which TOV SUD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective!
Device name ar Bagic UT11- MIVE Device classification H the MIVE devics iz o snhsfaiudr MO ATMIDD Certaficiie Refer-
[ (umaer MIEFR & ppllei- g propased by the maii- devlos, idealification of the cerire- | ence(s) of the devioes under

linem| faciwrer and verified daring  sposding MDIWAITMDD device MIVE application, and the N0
s aTEnE Pevien ) Idemiification
[ N T B HA = A A

Confirmation Letter Version History
ate Tibv Sl Produe) Service GmEiH imer- | Action
nal reference traceabke to exch vesion
of the lekter

40115 R R R InHia isape
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TaiDoc Techmoingy Corperseios

Inpeat: Dervices on Appendix AT

(Dl for fhie devicele) comamd by 1he confirmatio [ster)
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