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Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 83/42/EEC concerning medical devices

No. GCQ 084374 0010 Rev. 00

Manufacturer: Shaoxing Undis Medical

Technology Co., Ltd.

No. 12 Yuexing Technology Park
No. 11 Fanrong Road

Binhai New Area

312366 Shaoxing, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

This Confirmation Statement G2 084374 0009 Rev. 01
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.

Report No.: SH2273001

Valid until: 2023-06-19

C)@,L\/

Christoph Dicks
Issue Date: 2022-08-12 Head of Certification/Notified Body
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Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

RTIFICAT

No. GCQ 084374 0010 Rev. 00

Product Category(ies): Disposable Anesthesia Mask, Disposable
Anesthesia Breathing Circuit,
Disposable Breathing Filter,
Nebulizer Masks for Single Use,
Oxygen Mask, Closed Suction Systems

Description of Delete "Breathing Bag, Guedel Airways for single use" from
original scope
Change:

Fal
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Ovéfeny preklad z jazyka anglického

o o

Produktovy servis

Potvrzeni o platnosti osvédéeni ES (MDD)
podle smérnice 93/42/EHS o zdravotnickych prostiedcich

C. GCQ 084374 0010 Rev. 00

Vyrobce: Shaoxing Undis Medical

Technology Co., Ltd.

No. 12 Yuexing Technology Park
No. 11 Fanrong Road

Binhai New Area

312366 Shaoxing, Zhejiang Province
CINSKA LIDOVA REPUBLIKA

Toto potvrzeni plati pouze G2 084374 0009 Rev. 01
soucasné s nasledujicim
osvédéenim ES (MDD):

Toto potvrzeni potvrzuje platnost vyée uvedeného osvédéeni ES (MDD). Uvadi objasnéni prohlaseni
o rozsahu, omezeni rozsahu a zmén (dajl vyrobce od data 26. kvétna 2021 nebo pozdéji.
Plati podminky stanovené v &l. 120 odst. 3 nafizeni (EU) 2017/745 o zdravotnickych prostiedcich pro

" uvadéni prostfedki na trh a do provozu.

Zprava ¢.: SH2273001
Platnost do: 19.06.2023
Necitelny podpis
Datum vydani: 12.08.2022 Christoph Dicks

Vedouci certifikace / oznameného subjektu
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Potvrzeni o platnosti osvédéeni ES (MDD)
podle smérnice 93/42/EHS o zdravotnickych prostiedcich

C. GCQ 084374 0010 Rev. 00

Kategorie vyrobk(: Jednorazova anesteticka maska, jednorazovy
anesteticky dychaci okruh, jednorazovy
dychaci filtr, nebulizaéni masky na jedno
pouziti, kyslikova maska, uzavrené saci
systémy

. % . Z puvodniho rozsahu byl vymazan ,,Dychaci vak Guedel na jedno
Popis zmény: pouziti®
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PREKLADATELSKA DOLOZKA

Ja, PhDr. Stanislava Kariskova, IC: 72305789, soudni piekladatelka jazyka ceského, Jjazyka
anglického a portugalského, zapsana v seznamu tlumocnika a prekladatelt vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla pieklad piipojené listiny a Ze
tento pieklad souhlasi s textem pfedmétné listiny. Pii provadéni piekladu nebyl pfibrin konzultant.

Tento dkon je zapsan v evidenci dkoni pod &slem polozky: AY/5 / 2022

V Rosicich dne ;Z 1. Jodl

PhDz. Stanislava Kardskova
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Add value.

L : ! Inspire trust.
TUV SUD Product Service GmbH- Ridlerstr. 65 - 80339 Munich - Germany
Shaoxing Undis Medical
Technology Co., Ltd.
No. 11 Fanrong Road
No. 12 Yuexing Technology Park
Binhai New Area
312366 SHAOXING, ZHEJIANG PROVINCE
PEOPLE'S REPUBLIC OF CHINA
Your reference/letter of Our reference/name Tel. extension/Email Fax extension Date Page
084374 ’ 713311336 +86 21 6141 0268 2023-10-23 10f4

Liangliang Kong@tuvsud.com

TUV SUD Product Service GmbH
Confirmation Letter
CL 084374 0011 Rev. 00

Reference: 713311336
To whom it may concern,

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 diagnostic medical devices.

0123 on NANDO, confirms that we have 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 above stated manufacturer with the following
SRN Number:

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number ﬂ
I"l

SRN Number: CN-MF-000002187

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 con-
cluded and for which TUV SUD Product Service GmbH 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 TUV SUD Product Service GmbH has not yet taken the responsibility for appropriate surveil-
lance of the corresponding devices under the applicable Directive.

If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC

Registered Office: Munich Supervisory Board: TOV SUD Product Service GmbH tuvsud.com/ps

Trade Register Munich HRB 85 742 Holger Lindner {Chairman) Certification Body for Medical Products ~ Hofline: +49 89 50084-747
UniCredit Bank AG - BIC HYVEDEMMXXX Board of Management: Ridlerstr. 65

IBAN DE13 7002 0270 0048 8522 11 Walter Reithmaier (CEQ) 80339 Munich

VAT ID No. DE129484267 Patrick van Welij Germany "I I®

Information pursuant to § 2 [1] DL-infoV “N

(Germany) at tuvsud.com/imprint
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(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 evidence that a competent authority of a Member State had granted a derogation or exemption
from the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article
97(1) of the MDR respectively.

The transition timelines in accordance Article 120 (3) of MDR 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, are shown below:

26 May 2026 for Class Il custom-made implantable devices
31 December 2027 for Class Il devices and Class llb implantable devices (except sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)

. 31 December 2028 for other Class Ilb devices, Class lla, Class | devices placed on the market in sterile

condition, 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)

The issuance of the first confirmation letter is free of charge. We reserve the right to invoice further cop-
ies, amendments and / or changes of the confirmation letter according to effort.

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CL 084374 0011 Rev. 00

On behalf of the Notified Body TUV SUD Product Service GmbH,
<2023-11-28>

TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services

Ll Mithael Manermeir

Michael Mauermeir (Nov 28, 2023 09:14 GMT+1)

Ms. Liangliang Kong Mr. Michael Mauermeir
Conformity Assessment Responsible (CARE) Application Reviewer
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Table 1: Devices covered by this letter and for which TOV SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:
Device name or Basic UDI-
DI (under MDR applica-
tion)

Device 1

Disposable Anesthesia
Masks

Basic UDI-DI:

697053133damVN

Device 2

Disposable Anesthesia
Breathing Circuit

Basic UDI-DI:

697053133dabcTU
697053133wabcXZ

Device 3
Disposable Breathing Filter
Basic UDI-DI:

697053133dbfVB
697053133hbfVX

Device 4

Nebulizer Masks for Single
Use

Basic UDI-DI:

697053133nmsu2Q

MDR Device classification  If the MDR device is a sub-
. {(as proposed by the manu- stitute device, identifica-
i facturer and verified dur- tion of the corresponding
. ing application review)
* O Class il B N/A

O Class lib implantable

- (non-exempted)

O Class lIb / Class llb im-

: plantable (exempted)
- B Class lla

O Class | devices in sterile
condition
O Class | devices with

: measuring function
. O Class Il implantable cus-

tom-made-device

O Class Il N/A
O Class IIb imptantable
(non-exempted)

O Class llb / Class Ilb im-
plantable (exempted)

X Class lia

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class Il implantable cus-
tom-made-device

O Class llI N/A
O Class lIb implantable
(non-exempted)

O Class lIb / Class lIb im-
plantable (exempted)

Class lla

O Class | devices in sterile
condition

O Class | devices with
measuring function

O Class Ill implantable cus-
tom-made-device

O Class I N/A
O Class IIb implantable
(non-exempted)

O Class lib / Class llb im-
plantable (exempted)

Class lla

[0 Class | devices in sterile
condition

MDD/AIMDD device

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

Certification as follows:
Certificate #G2 084374 0009
Rev. 01 (GCQ 084374 0010
Rev.00); NB# 0123

X Certification as follows:
Certificate # G2 084374 0009
Rev. 01 (GCQ 084374 0010
Rev.00); NB# 0123

Certification as follows:
Certificate # G2 084374 0009
Rev. 01 (GCQ 084374 0010
Rev.00); NB# 0123

Certification as follows:
Certificate # G2 084374 0009
Rev. 01 (GCQ 084374 0010
Rev.00); NB# 0123




Device name or Basic UDI-
DI (under MDR applica-
tion)

Device 5§
Oxygen Mask
Basic UDI-DI:

697053133omsu2X

Device 6
Closed Suction Systems
Basic UDI-DI:

697053133cssXK
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MDR Device classification
(as proposed by the manu-
facturer and verified dur-
ing application review)
O Class | devices with
: measuring function
i O Class lll implantable cus-
' tom-made-device
O Class Il
O Class llb implantable
(non-exempted)
O Class lIb / Class lIb im-
plantable (exempted)
X Class lla
O Class | devices in sterile
condition
O Class | devices with
measuring function
0O Class Ill implantable cus-
tom-made-device
O Class Iil
[ Class lib implantable
(non-exempted)
O Class lIb / Class lIb im-
plantable (exempted)
Class lla
O Class | devices in sterile
condition
O Class | devices with
measuring function
0O Class Il implantable cus-
tom-made-device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

N/A

N/A

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

X Certification as follows:
Certificate # G2 084374 0009
Rev. 01 (GCQ 084374 0010
Rev.00); NB# 0123

Certification as follows:
Certificate # G2 084374 0009
Rev. 01 (GCQ 084374 0010
Rev.00); NB# 0123

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 or Basic UDI-
Di (under MDR applica-
tion)

Not applicable

3 MDR Device classification

! (as proposed by the manu-

¢ facturer and verified dur-
ing application review)
N/A

. If the MDR device is a sub-

stitute device, identifica-

© tion of the corresponding
. MDD/AIMDD device

X N/A

MDD/AIMDD Certificate Refer-
ence(s) of the devices under

- MDR application, and the NB
. Identification

N/A

Confirmation Letter Version History
Date TOV SUD Product Service GmbH Action
internal reference traceable to
each version of the letter

713311336

2023-11-28 Initial issue
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Ovéreny pfeklad z jazyka anglického

TUV SUD Product Service GmbH » Ridlerstr. 65 - 80339 Mnichov » Némecko Ptidejte hodnotu.
Vzbudte davéru.

Shaoxing Undis Medical

Technology Co., Ltd.

No. 11 Fanrong Road

No. 12 Yuexing Technology Park

Binhai New Area

312366 SHAOXING, ZHEJIANG PROVINCE

CINSKA LIDOVA REPUBLIKA
Vase znatka / dopis Nase znagka / jméno Tel. / Email Fax Datum Strana
084374 713311336 +86 21 6141 0268 2023-10-23 1/4

Liangliang.Kong@tuvsud.com

TUV SUD Product Service GmbH
Potvrzovaci dopis
CL 084374 0011 Rev. 00

Znacka: 713311336
Tém, kterych se to tyka

r e

Potvrzeni o stavu formalni zadosti, pisemné smlouvé a naleZitém dohledu v ramci nafizeni EU
2023/607, kterym se méni nafizeni (EU) 2017/745 (dale jen MDR), pokud jde o pfechodna ustanoveni
pro nékteré zdravotnické prostfedky a diagnostické zdravotnické prostiredky in vitro.

Timto dopisem spole&nost TUV SUD Product Service GmbH, ur€ena podle MDR a oznadéena ¢islem 0123
v seznamu v informa&nim systému NANDO, potvrzuje, Ze jsme obdrzeli formalni Zadost v souladu

s prvhim pododstavcem bodu 4.3 pfilohy VII MDR a podepsali pisemnou smlouvu v souladu s druhym
pododstavcem bodu 4.3 prilohy VIl MDR s vy$e uvedenym vyrobcem s timto ¢islem SRN:

Gislo SRN: CN-MF-000002187

Zdravotnické prostfedky, na které se vztahuje formalni zadost a vyse zminéna pisemna smlouva, jsou
uvedeny v tabulkach nize.

- "Tabulka 1 uvadi prostfedky, pro které byla pfijata zadost MDR, byla uzavfena pisemna smlouva a u kterych je
spoleénost TUV SUD Product Service GmbH také odpovédna za odpovidaijici dohled nad pfislu$nymi
prostfedky podle platné smérnice.

- Tabulka 2 uvadi prostfedky, pro které byla pfijata zadost MDR, byla uzavfena pisemna smlouva, ale
spoleénost TUV SUD Product Service GmbH dosud nepfevzala odpovédnost za odpovidajici dohled nad
prisludnymi prostfedky podle platné smérnice.

Pokud maji prostfedky certifikaty vydané podle smérnice 90/385/EHS (AIMDD) nebo smérnice 93/42/EHS
(MDD), jejichz platnost vyprsela po 26. kvétnu 2021 a pred 20. bfeznem 2023, aniz by tyto prostfedky byly
stazeny, tento dopis také potvrzuje, ze

Sidlo: Mnichov Pfedstavenstvo: TOV sUD Product Service GmbH tuvsud.comips
Obchodni rejstfik Mnichov HRB 85 742 Holger Lindner (pfedseda) Certifikaéni organ pro zdravotni prostiedky — Horkalinka: +48 89 50084-747
UniCredit Bank AG « BIC HYVEDEMMXXX Management: Ridlerstr. 65
IBAN DE13 7002 0270 0048 8522 11 \Fl,Valt_eL Reitr:,r\TI\ali__er (CEO) 80339 Mnichov

rick v ell &
IDIC, DE129484267 atrick van Weli Némecko TUV@
nformace dle to § 2 [1] DL-InfoV

(N&mecko) na tuvsud.com/imprint
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- vyrobce podepsal pisemnou smlouvu podie MDR do data ukonéeni platnosti certifikatu MDD/AIMDD; nebo
- poskytl dGkaz, Ze prislugny organ ¢lenského statu udélil vyjimku z pouZitelného postupu posuzovani shody
v souladu s €l. 59 odst. 1 nebo ¢l. 97 odst. 1 nafizeni MDR.

Harmonogramy pfechodu v souladu s &l. 120 odst. 3 nafizeni MDR, které se vztahuji na prostiedky, na
které se vztahuje tento dopis, za pfedpokladu, Ze vyrobce bude nadale splfiovat ostatni podminky uvedené
v ¢lanku 120 odst. 3¢ nafizeni MDR, jsou uvedeny niZe.
« 26. kvéten 2026 pro implantabilni prostfedky tfidy Il vyrobené na zakazku
« 31. prosinec 2027 pro prostfedky tfidy Ill a implantabifni prostfedky tfidy IIb (s vyjimkou Siciho materialu, svorek,
zubnich vyplni, zubnich rovnatek, zubnich korunek, $roubd, klint, desti¢ek, dratd, kolikd, svorek a konektor()
- 31. prosinec 2028 pro ostatni prostfedky tfidy llb, prostfedky tfidy lla, tfidy | uvedené na trh ve sterilnim stavu,
s funkci méfeni
- 31. prosinec 2028 pro prostiedky, které nevyzaduji zapojeni oznameného subjekiu podle MDD, ale vyZaduiji to
podle MDR (napf. prostfedky tiidy |, kvalifikované jako opakované pouZitelné chirurgické nastroje)

Vystaveni prvniho potvrzovaciho dopisu je zdarma. Vyhrazujeme si pravo fakturovat dali kopie, dodatky
a/nebo zmény potvrzovaciho dopisu podle vynalozeného Usili.

Platnost potvrzovaciho dopisu viz www.tuvsud.com/ps-cert?g=cert:CL 084374 0011 Rev. 00

Za oznameny subjekt TUV SUD Product Service GmbH,

<2023-11-28>

TUV SUD Product Service GmbH  TUV SUD Product Service GmbH

Lékai'ské a zdravotni sluzby Lékaiské a zdravotni sluzby
Citelny podpis Digitalni podpis

Michael Mauermeir (28. listopad 2023 09:14 GMT+1)
Pani Liangliang Kong Pan Michael Mauermeir

Osoba odpovédna za posouzeni  Recenzent zadosti
shody (CARE)
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Tabulka 1: Zdravotnické prostiedky, na které se vztahuje tento dopis a u kterych je spolecnost TOV
SUD Product Service GmbH rovnéz odpovédna za odpovidajici dohled nad prislu§nymi prostfedky
podle platné smérnice:

Néazev prostredku nebo Klasifikace prostfedku podle [Pokud je prostiedek MDR MDD/AIMDD certifikaty ;
izakladni UDI-DI (podle MDR (jak je navrzena nahradnim prostiedkem, prostifedku podle zadosti MDR a }
zadosti MDR) vyrobcem a ovéfena pfi identifikace odpovidajiciho |identifikace oznameného
kontrole) prostfedku MDD/AIMDD subjektu
Prostiedek 1 NEHODI SE Nasledujici certifikace:
Certifikat . G2 084374 0009 Rev.
Jednorazové anestetické 01 (GCQ 084374 0010 Rev.00),
masky Oznameny subjekt &. 0123
Zakladni UDI-DI:
697053133damVN
Tfida lla :
Prostiedek 2 NEHODI SE Nasledujici certifikace: j
Certifikat &. G2 084374 0009 Rev.
Jednorazovy anesteticky 01 (GCQ 084374 0010 Rev.00);
dychaci okruh Oznameny subjekt &. 0123
Zakladni UDI-DI:
697053133dabcTU
697053133wabcXZ
Trida lla
Prostredek 3 NEHODI SE Nasledujici certifikace:
Certifikat ¢. G2 084374 0009 Rev.
Jednorazovy dychaci filtr 01 (GCQ 084374 0010 Rev.00);
Oznameny subjekt &. 0123
Zakladni UDI-DI;
697053133dbfVB
697053133hbfVX
Tfida lla
Prostiedek 4 NEHODI SE Nasledujici certifikace:
Certifikat &. G2 084374 0009 Rev.
NebHIti;aéni masky na jedno 01 (GCQ 084374 0010 Rev.00);
pouziti Oznameny subjekt &. 0123
Zakladni UDI-DI:
697053133nmsu2Q THida lla
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Nazev prostredku nebo
izakladni UDI-DI (podle
{zadosti MDR)

Klasifikace prostfedku podle
MDR (jak je navrzena
vyrobcem a ovéfena pfi
kontrole)

Pokud je prostfedek MDR
nahradnim prostredkem,
identifikace odpovidajiciho
prostfedku MDD/AIMDD

MDD/AIMDD certifikaty
prostiedk( podle zadosti MDR a
identifikace oznameného
Eubjektu

Prostiedek 5 NEHODI SE Nasleduijici certifikace:
Certifikat &. G2 084374 0009 Rev.
Kyslikova maska 01 (GCQ 084374 0010 Rev.00),
Oznameny subjekt &. 0123
Zakladni UDI-DL:
697053133omsu2X
Tfida lla
Prostredek 6 NEHODI SE Nasledujici certifikace:
Certifikat &. G2 084374 0009 Rev,
Uzavené odsavaci systémy 01 (GCQ 084374 0010 Rev.00);
. Oznameny subjekt &. 0123
IZakladni UDI-Di:
697053133cssXK
Trida lla

Tabulka 2: Zdravotnické prostfedky, na které se vztahuje tento dopis a u kterych neni spolec¢nost
TUV SUD Product Service GmbH odpovédna za odpovidajici dohled nad pfislu§nymi prostredky

podle platné smérnice:

Nazev prostfedku nebo
akladni UDI-DI (podle
zadosti MDR)

Klasifikace prostfedku podle
MDR (jak je navrzena
ivyrobcem a ovérena pfi

Pokud je prostfedek MDR
nahradnim prostiedkem,
identifikace odpovidajiciho

MDD/AIMDD certifikaty
prostiedkl podle Zadosti MDR a
identifikace oznameného

kontrole) prostfedku MDD/AIMDD subjektu
l&ahodi se INEHODI SE NEHODI SE NEHODI SE
Historie verzi potvrzovaciho dopisu
patum Interni referencni &islo TOV SUD ~ [Akee
Product Service GmbH kazdé verze
dopisu
2023-11-28 713311336 Prvni vydéani

S
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PREKLADATELSKA DOLOZKA

J4, PhDr. Stanislava Kariskova, IC: 72305789, soudnf ptekladatelka jazyka ceského, jazyka
anglického a portugalského, zapsana v seznamu tlumoénika a ptekladatell vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla pieklad pfipojené listiny a Ze
tento pfeklad souhlasi s textem pfedmétné listiny. P provadéni piekladu nebyl piibran konzultant.

Tento ukon je zapsan v evidenci tikont pod &slem polozky: 4 '? Sf 52[ / 02 016

V Rosicich dne } 9, 44.4014
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