B> DEKRA

Besmed Health Business Corp. Your ref.

L Our ref. MED/23-7409383
No. 5, Lane 116, Wu-Kong 2nd Rd, Wu-Ku District Tol. 431 556683 605
New Taipei City 24888 Fax +3188 9683100
Taiwan E-mail medical.nl@dekra.cng

&

Arnhem, 14 May 2024 %
Subject: Notified Body Confirmation Letter V

To whom it may concern, o:b x;l

Confirmation of the status of a forma ation reement and appropriate
surveillance in the framework of Iat n EU 7 amending Regulations (EU)
2017/745 and (EU) 2017/746 as the t itional provisions for certain medical
devices and in vitro dlagnost ew
This letter confirms that, emfzsb ., @ Notified Body (NB) designated against
Regulation (EU) 20 ) an tifi y the number 0344 on NANDO, has received a
formal application in ordance n 4.3, first subparagraph of Annex Vil of MDR and
has signed a n agreeme 0 April 2020) in accordance with Section 4.3, second
subparagrap ex VI @ ith the following manufacturer:
Besm h Busingss Cofp.
No e 116 Wu- nd Rd, Wu-Ku District
|pe| City 24888
an

RN Number: TW-MF-000007246

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
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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
carresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/E& D) or
Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before 20,M 3, without
having been withdrawn, this letter also confirms that the manufactdrer d the written
agreement under MDR by the date of MDD/AIMDD certificate expiry; o ided evidence that
a competent authority of a Member State had granted a derog or exemption from the
applicable conformity assessment procedure in accordance wd?‘% 59(1) of MDR or Article
97(1) of the MDR respectively, by the 20 Mar 2023 for the rel vices.

The transition timelines that apply to the dewc d by thi Vsubject to the
manufacturer's continued compliance to the oth eri s sp |ed icle 120.3c of MDR

(as amended by (EU) 2023/607), are shown

e 26 May 2026 for Class Il custom- plantabl @
e 31 December 2027 for Class |Il device§"and CI% antable devices excluding
t

Well-established technolog - sutur: aples, dental fillings, dental braces,
tooth crowns, screws, tes wires; lips and connectors)
e 31 December 2028 fo efjClass Il lass lla, Class | devices placed on the

MDD but reqg under class | devices that qualify as re-usable surgical

market in sterile co hav ng functlon
e 31 December?2 ewc:e%g ing the involvement of a notified body under
mstrum

On beha Notlf

Xiaoli Ren
Project Manager
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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:

Device name or Basic MDR Device

UDI-DI (under MDR classification (as

application) proposed by the
manufacturer and

verified at the pre-
application stage)

If the MDR device is a MDD/AIMDD Certificate

substitute device, Reference(s) o )
identification of the devices un
corresponding applicati nd NB

MDD/AIMDD device

Ry

Bubble Humidifier Class lla N/A rtifigate #6092261CED1;
44

Jet Nebulizer Set Class lla N/A % Certificate #6092261CE01;
% NB0344

Peep Valve Class lla N/A @ Certificate #5092261CE01;

: & :

Guedel Airway Class lla N/A x e #6092261CE01;
(sterile) % 44

Silicone Mask Class lla Q ertificate #6092261CEO01;
NB0344

Disposable Cushion Class lla Certificate #6092261CEO01;
Mask NB0344

Silicone Breathing  Class lla &Q N/ Certificate #6092261CEO1;

Silicone Drainage Class ”a‘b @ Certificate #6092261CE01;
Tube & Reservoir e x NBO344

(sterile)

Silicone Stom s lla N/A Certificate #6092261CEO01;
Tubing (sterile) NBO344

Laryngeal Clas N/A Certificate #6092261CEQ1;
Mask (S NB0344

Dis sS N/A Certificate #5092261CE01;

Cannula Class lla N/A Certificate #6092261CED1;
NBO0344

Hi-Oxygen Mask Class lla N/A Certificate #6092261CEO0T1;
NB0344

Oxygen Mask Class lla N/A Certificate #6092261CEQ1;
NB0344

Oxygen Tubing Class lla N/A Certificate #6092261CEQ1;
NB0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T +3188 96 83 009 F +31 88 96 83 100 medical.nl@dekra.com www.dekra.nl
Registered Arnhem 09085396
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Device name or Basic
UDI-DI (under MDR
application)

Aerosol Mask
Tracheotomy Mask
Venturi Mask
Breathing Circuit

Silicone Penrose
Tube (sterile)
Bacterial Filter

Humidification
Chamber
CPAP Mask

Incentive
Spirometer
HME Filter (sterile)

Gas Sampling ldne
Peak Flow

Man

MDR Device

classification (as
proposed by the
manufacturer and
verified at the pre-

D DEKRA

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

application stage)

Class lla N/A

Class lla N/A

Class lla N/A %
Class lla N/A b
Class lla N/A .

Class lla

Class lla

Class lla N/A

Class Im

citator [Class lla

\&
g§’
c1ass® N/A

N/A

MED/23-7408383

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

Cemfc 226 CEO1;

rtlf'c. te #6092261CEOf1;

Certificate #6092261CE01;
NB0344
Certtf cate #6092261CEOQ1;

#6092261CEO01;

ertificate #6092261CEOQ1;
NBO0344
Certificate #6092261CEO01,
NB0344

Certificate #6092261CEO1,
NBO344
Certificate #6092261CEO01;
NB0344

Certificate #6092261CEO01;
NB0344

Certificate #6092261CE01;
NB0344

Certificate #6092261CE01;
NB0344

Certificate #DD 60142199
0001; NB0197

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

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

MDR Device

classification (as
proposed by the
manufacturer and
verified at the pre-

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

application stage)

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

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T +31 88 96 83 009 F +31 88 96 83 100 medical.ni@dekra.com www.dekra.nl
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Device name or Basic

UDI-DI (under MDR

MDR Device
classification (as

D DEKRA

If the MDR device is a

substitute device,

MED/23-7409383

MDD/AIMDD Certificate
Reference(s) of the

application) proposed by the identification of the devices under MDR
manufacturer and corresponding application, and the NB
verified at the pre- MDD/AIMDD device Identification ®
application stage)

N/A N/A N/A N/A &

Confirmation Letter Revision History z%

Date Certification Notice (No. Action [ J Q

+ Ver.) \,
2023-11-28 6092261CN04.1 Initial issue %
2024-05-14 6092261CNO7 Additi @e ManualfResu Sets to Table 1

&S

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
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o BESMED HEALTH BUSINESS CORP.

Besmedn» | Mz 5 Lame 136 Au-Kony Ind RE Vig-Ku Distnet
o e Tape CF, Tava 24882

®  +E56-2.2230.395% #R ~EEE.3.2253 90T

@ fofbes~edecT % VawRESMED COT

g

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 a

particular with respect to .

s the validity of certificates issued under Council Directive 90/385/EEC on Active
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices
anad/or’

¢ the compliance of the devices and us as their manufacturer with the con continued
placing on the market and putting into service

Manufacturer name

Manufacturer address and contact details > ong 2™ Road, Wu-Ku
ity, Taiwan 24888

i Single Registration Number (SRN) (if available)

Authorised Representative n asus Europe B.V.

Lange Viestraat 2b, Utrecht, 3511 BK, The
Netherlands.

Authorised Representative a

NL-AR-000037688

DEKRA Certification B.V., TUV Rheinland
ble) LGA Products GmbH

o See attached schedule

NB 0344, NB 0197

applicable) o See attached schedule

e number(s) 6092261CEQ1, DD 801421990001
confirmation is made (if applicable) o See attached schedule
Iry date as indicated on the Directive 26/05/2024

prior to the extension of the validity (if

o See attached schedule

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment pracedure pursuant ta this Regulation requires the involvement of a notified body.
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Besmed

BESMED HEALTH BUSINESS CORP.
No oS olane 10 L Cfengitd R Su-du st
nes Tare Gl T san 7828

& <335.L 00703958 KR -¢B6.2.2289.8074
5 rofbesredcra 4w ov v besmes fov

[
31/12/2028

End date of extended validity/transition period |
|

o See attached

We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate (or see attached schedule, if multiple certifi

» the listed device(s) in the attached schedule and we as their manufacturer’e in comn
the conditions listed in Article 120.3c of the MDR for continued placing on the et an

into service,

namely by fulfilling the following conditions:

~ Directive Certificate(s) as listed above or in the attached schedul

» Directive Certificate(s) covering the listed device(s) was/we

valid on 26 May 2021 and have not been withdrawn a rds.

Choose applicable statements:
[0 Expired before 20 March 2023;

[0 Before the original date of expiry as ing

ed after

ay 2017, was/were

e Certificate(s), we and the notified
a= with Section 4.3, second subparagraph

J Article 59(1) MDR (may be provided upon request), or
vired the manufacturer, in accordance with Article 97(1)

graph offAnnex VII MDR for conformity assessment has/have been made or will be
dalgfibmitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be

in place in accordance with Section 4.3, second subparagraph of Annex Vil MDR before

26 September 2024,

We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024.

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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BESMED HEALTH BUSINESS CORF.

Lo 5 Lane 118 Nu-song 2ng RY Wu-aw Disinet

Besmed» | 3
i d M 3pe Oy Tawar 24887

& -586.2.2250-3359 $& €87 2.2093907€
YofvesTar o0 (8 AW Cesmes con

¥ Expired/expires after 20 March 2023;

Choose one applicable statement:

¥ Formal application(s) to the notified body in accordance with Section 4.3, first subpar.
of Annex Vi MDR for conformity assessment has/have been made or will be made/subm
by us to a notified body no later than 26 May 2024 for the device(s) listed in the attache
schedule or its/their substitute(s) and signed written agreement(s) is/will be j
accordance with Section 4.3, second subparagraph of Annex VIl MDR.before 268 Sep
2024.

O We do not intent to lodge an application for conformity assessment by
fore the transition period will end on 26 May 2024.

» Upclassified devices

In case of devices for which the conformity assessment procedure pj ttoM igfhot require the
involvement of a notified body, for which the declaration of conforffity v rawn up prior to 26 May
2021 and for which the conformity assessment procedure p lation requires the
involvement of a notified body:

Choose one applicable statement:

@ Formal application(s) to the notifigd b i ce with Section 4.3, first subparagraph of
Annex VIl MDR for conformity assessment2 e or will be made/submitted by us
to a notified body no later than 26 May i s) listed in the attached schedule or
its/their substitutes and sign vill be in place in accordance with Section

4.3, second subparagr: i September 2024.

the transition perio
» Quality Management Syst
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BESMED HEALTH BUSINESS CORP.

=5
-

. o gy e e R =
Besmeds NS Lane 1 uencng PTAR Suea Dt
N W Nes Tage Cl, Tarva 73888

@ 826 2.2060.285¢ M -236.2.25-9-207¢
o ~oBbervescen o beses o~

Signed for and on behalf of the manufacturer:
Full Company Name: Besm_ed‘Heafﬂ'fﬁ;[s"k\e;: Corp.
Location & Date: No..5; Lene 116, WU o'f(g d Road, Wu-Ku District, New Taipei City, Taiwan 24
_ m\
o
5 W

20237112127 f/ &4

Signature

(
Print NameA ”‘ gj
~X N3 ®
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Schedule of Devices

BESMED HEALTH BUSINESS CORP.

=
@

The above Manufacturer's Declaration is valid for the following devices:

=]
%

Mask

NB Number: 0344

NB Number: 0344

Identification of the Directive Original | Notified Body Substitute
device(s)® Certificate expiry date name and number Device(s)
{e.g., device name, number(s) as indicated that issued the (if applicable)
family/group name device | to which this on the Directive
model or catalogue confirmation is | Directive Certificate
number) made Certificate (s) | (if applicable)
(if applicable) prior to the
extension of
the validity
| (if applicable) .
- Certificate No:
Bubble humidifier 60922610E01 26/05/2024 31/12/2028 NA
Jet Nebulizer Set Certficate No. 26/05/2024 Certfication B | 31112/2028 NA
6092261CE01 .
NB Number: 0344
! NB Name: DEKRA
Certificate No: . -
Peep Valve 6092261CEQ1 Certification B.V. 31/12/2028 NA
- NB Number: 0344
i ; . NB Name: DEKRA
Guedel Airway £ egte e, Certification B.V. 31112/2028 NA
(sterile) 6092261CEO1
) NB Number; 0344 |
Certificate N NB Name: DEKRA NB Name: DEKRA
Silicone Mask 60922610 26/ Certification B.V. Certification B.V. 3111212028 NA
NB Number: 0344 NB Number: 0344
; : NB Name: DEKRA NB Name: DEKRA
Lispesable Gushien /0512024 | Certification B.V. Certification B.V. 31112/2028 NA

Page 5of 7
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Besmed

BESMED HEALTH BUSINESS CORP.

e hooans 11 VaeReng Sad P WKL Distne
fomee Tame ), Taovae 74990

@ OAHAR.Z.IIMRASY MR «B2L 0990
-] n'nnesmed com ‘: A pesme T com

NB Name: DE

Certification B.V.

Certification B.V.

. - N ‘ NB Name: DEKRA
Silicone Breathing Corificateailo: 26/05/2024 | Certification B.V. Certification B.V% 12402 NA
Bag 6092261CE01
NB Number: 0344 NB Number: 0344
Silicone Drainage Certificate No: NB Name; DEKRA
Tube & Reservoir Epica 1O 26/05/2024 | Certification B.V. 028 NA
- 6082261CE01
| (sterile) NB Number: 0344
[ i : , NB Name: DEKRA A
| ?ﬂ'bcicr"”e(sstgﬁ;a)‘:h L 26/05/2024 | Certification B.V. 31/12/2028 NA
g NB Number: 0344
kﬂag;g(;ggrﬁé;way Gerlicalelbio. 26052024 | CortbemtonBy, 31/1212028 NA
6092261CEQ1 i
‘Disposable o
Certificate No:
Laryngoscope Set 6092261 CE0 26/05/2024 31/12/2028 NA
Nasal Cannula P -
B092261CE01 26/05@24 Certification B.V. 31/12/2028 NA
- NB Number. 0344
- . NB Name: DEKRA
Hi-Oxygen Mask e D! 05 ertifiCONE.V. Certification B.V. 31/12/2028 NA
umber: 0344 NB Number: 0344 o
Certificate No: N me: DEKRA NB Name: DEKRA
Oxygen Mask 6092261CE01 26/05 Céfiification B.V. Certification B.V. 31/12/2028 NA
B Number: 0344 | NB Number: 0344
Certificate N NB Name: DEKRA NB Name: DEKRA
Oxygen Tubing 6092261C Certification B.V. Certification B.V. 31/12/2028 NA
NB Number: 0344 NB Number: 0344
NB Name: DEKRA NB Name: DEKRA
Aerosol Mask Certification B.V. Certification B.V. 31/12/2028 NA
NB Number: 0344 NB Number: 0344 B -
NB Name: DEKRA NB Name: DEKRA
26/05/2024 Certification B.V. Certification B.V. 31/12/2028 NA
NB Number: 0344 NB Number. 0344
26/05/2024 NB Name: DEKRA NB Name: DEKRA 31/12/2028 NA
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BESMED HEALTH BUSINESS CORP.

NB Number: 0344

NB Number: 0197

Page 7 of 7
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Besmed *SJ’_";‘« cna Y;uy::n‘?:;:: Rt WKy Dogtrct
& -B85.2-20771.3950 ¥ L8RR.0 DN40.9070
@ aftfpewmercom Q0 waw ERsmen Lom
[ B ' NB Number; 0344 NB Number: 0344 i '
) Certificate No: NB Name: DEKRA NB Name: DE
Breathing Circuit 609226 1GE0 26/05/2024 Certification B.V. Certification B.U¢ NA
NB Number: 0344 NB Number: 0344
- . . NB Name: DEKRA
_Srﬂ'g: ?;;ﬁg;"se gggz'ggtgg& 26/05/2024 | Certification B.V. NA
NB Number: 0344 -
B Certificate No: o gt S
Bacterial Filter 6092261CEO01 26/05/2024 Certification B.V. 31/12/2028 NA
NB Number: 0344
Humidification Certificate No: NB Name: DEKRA
Chamber 6092261CED 26/05/2024 Certification B.V. 31/12/2028 NA
CPAP Mask Certificate No: 26/05/2024 31/12/2028 NA
6092261CE01
Incentive Spirometer Certificate No: 26/05/2024 Certification B.V 31/12/2028 NA
P 6092261CE01 | V.
NB Number: 0344
. NB Name: DEKRA
. . Certificate No: -
HME Filter (sterile) 8092261CE01 Certification B.V. 31/12/2028 NA
- - NB Number: 0344 | -
. : Certificate No: NB Ngmg: DEKRA
Gas Sampling Line 6092261 CE01 Certification B.V. 31/12/2028 NA
n. . B Number: 0344 NB Number: 0344
NB Name: DEKRA NB Name: DEKRA
Peak Flow Meter Certification B.V. | Certification B.V. 31/12/2028 NA
NB Number: 0344 | NB Number:; 0344
NB Name: TUV . NB Name: DEKRA
Manual Resuscitator Rheinland LGA Certification B.V.
Sets Products GmbH 31/12/2028 NA




D DEKRA

EC CERTIFICATE

Number: 6092261CEQ01

Full Quality Assurance System *Q.

Directive 93/42/EEC on Medical devices, Annex Il excluding (4) o

(Devices in Class lia, lib or lii) C

Manufacturer:
Besmed Health Business Corp. G’%

No. 5, Lane 116, Wu-Kong 2nd Road, e

Wu-Ku District, New Taipei City

Taiwan Z Q
For the product category(ies) \'
Respiratory Care Products %
ificati rated below to accompany
required Techgij‘_c_-:;a;l., AU

DEKRA grants the right to use the EC Notified R
the CE Marking of Conformity on the products ct
Documentation and meeting the provisions of the

0344 >

Documents, that form the basis o ificate:
Certification Notice 609226 5 Décember 2020

Addendum, initially

744

n¢il Directive 93/42/EEC of June 14, 1993 concerning Medical

. The manufacturer has implemented a quality assurance system for

e above mentioned product category in accordance to the provisions of
3 June 14, 1993 and is subject to periodical surveillance. For placing on the
C design examination certificate according to Annex || (4) is mandatory.

the quality management system of the manufacturer, including facilities and the
tion, of the products concerned and the assessments performed, are stated in the

Hulpmiddelen’, th
devices, including
design, manuf

e:erﬁﬂcate is valid until: 26 May 2024
sued for the first time: 25 December 2020
eissued: 22 May 2021

DEKRA Certification B.V.

/]
- P
el - ! /
) . f S
f '

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

® Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company regisiration 09085396
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B DEKRA

ADDENDUM

Belonging to certificate: 6092261CE01

L
CE MARKING OF CONFORMITY &Q
MEDICAL DEVICES i N\

Respiratory Care Products %
Issued to; @% A
Besmed Health Business Corp. o Q x) i/

No. 5, Lane 116, Wu-Kong 2nd Road,

This certificate covers the following product(s):

- Bubble Humidifier : o .
- Jet Nebulizer Set _

- Peep Valve & i '
- Guedel Airway (sterile) Q / {/i

Wu-Ku District, New Taipei City % / (i
Taiwan 0 & S
Ll

- Silicone Mask

- Disposable Cushion Mask

- Silicone Breathing Bag g)

- Silicone Drainage Tube & (sterile) /
- Silicone Stomach Tu g 4 :

- Laryngeal Airway Mask (st@i

- Disposable Lary cope

- Nasal Cannula

- Hi-Oxygen M 0

DEKRA Certification B.V.

B.T.M. Holtus JA. :/an Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396
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B DEKRA

ADDENDUM

Belonging to certificate: 6092261CEQ1 22

e
CE MARKING OF CONFORMITY *Q
MEDICAL DEVICES CQ

Respiratory Care Products 6
Issued to: Q%

Besmed Health Business Corp. =« Q

No. 5, Lane 116, Wu-Kong 2nd Road,

Wu-Ku District, New Taipei City % ' (]
Taiwan o (ﬂ(\ . (HUHY

This certificate covers the following product(s):

- Silicone Penrose Tube (sterile)

- Bacterial Filter

- Humidification Chamber

- CPAP Mask @

- Incentive Spirometer | ;
- HME Filter (sterile)

- Gas Sampling Lin §

- Peak Flow Mete

8 60

/
- Venturi Mask $ . f
- Breathing Circuit \ j

Initial d ember 2
Revisiér 722 May 202

DEKRA Certification B.V.

B.T.M. Holtus JA. vvan Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with 1D no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396
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