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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex V
(Devices in Class lla, Ib or I1l)

No. G2 067628 0028 Rev. 02

Product Service

Manufacturer: Zhejiang Haisheng Medical Device

Co., Ltd.

NO.8, Zhenyuan Road,Yuecheng District
312071 Shaoxing City,Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Product Disposable Anesthesia Breathing Circuit,

- . Disposable Bacterial /Viral Filter,
Category(les). Disposable Anesthesia Puncture kit,
Disposable Tracheal Cannula kit for
General Anesthesia,

Anesthesia Mask, Absorbent of Carbon Dioxide,
Disposable Endotracheal Tube,

Disposable Laryngeal Mask Airway,

Disposable Oxygen Mask

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class IIb and Ill devices an additional Annex lll certificate is mandatory. All applicable
requirements of the testing and certification regulation of TUV SUD Group have to be complied with,
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G2 067628 0028 Rev. 02
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Y Report No.: SH2042001
-
Valid from: 2021-01-11
Valid until: 2024-05-26

Date, 2021-01-11 C
'@‘L\/

Christoph Dicks
Head of Certification/Notified Body
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TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstral}e 65 + 80339 Munich « Germany
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"ZERTIFIKAT # CERTIFICATE & &

Prodaset Servica
Ovéreny preklad z jazyka anglického

Certifikat ES

Systém zabezpedeni kvality vyroby
Smérnice 93/42/EHS o zdravotnickych prostfedcich (MDD), pfiloha V
(Prostiedky tfidy lla, lib nebo Il)

C. G2 067628 0028 Rev. 02

Vyrobce: Zhejiang Haisheng Medical Device Co., Ltd.
No. 8, Zhenyuan Road, Yuecheng District
312071 Shaoxing City, Zhejiang Province
CINSKA LIDOVA REPUBLIKA

Kategorie vyrobkii: Jednorazovy anesteticky dychaci okruh,
Jednorazovy bakterialnilvirovy filtr,
Jednorazova anesteticka punkéni sada,
Jednorazova sada trachealnich kanyl pro celkovou
anestezii,
Anesteticka maska, Absorbent oxidu uhli¢itého,
Jednorazova endotrachealni trubice,
Jednorazova laryngealni maska Airway,
Jednorazova kyslikova maska

Certifika¢ni organ TUV SUD Product Service GmbH prohlaguje, Ze vy$e uvedeny vyrobce zaved!
systém zabezpeceni kvality pro vyrobu a vystupni kontrolu prislugnych zafizeni / kategorii zafizeni
v souladu s pfilohou V smérnice o zdravotnickych prostfedcich. Tento systém zabezpeéeni kvality
spliuje poZadavky uvedené smérnice a podléha pravidelnému dohledu. Pro agely uvedeni
prostfedka tfidy Ilb a Ill na trh je povinny dalsi certifikat podle ptilohy Ill. Musi byt dodrzeny véechny
platné pozadavky zkusebniho a certifikaéniho predpisu skupiny TUV SUD. Podrobné adaje a
platnost certifikatu viz: www.tuvsud.com/ps-cert?g=cert: G2 067628 0028 Rev. 02

Zprava ¢.: SH2042001
Platnost od: 2021-01-11
Platnost do: 2024-05-26
Datum 11.01.2021
Christoph Dicks — necitelny podpis
Vedouci certifikacniho/oznameného subjektu
Strana 1/1

TUV SUD Product Service GmbH je oznameny subijekt s identifikaénim &islem 0123

TUV SUD Product Service GmbH - Certifikaéni organ « Ridlerstrafe 65 * 80339 Mnichov « Némecko



PREKLADATELSKA DOLOZKA

Ja, PhDr. Stanislava Karaskova, IC: 72305789, soudni piekladatelka jazyka Cceského, jazyka
anglického a pottugalského, zapsani v seznamu tlumodénikd a pfekladatelti vedeném' Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla preklad piipojené listiny a Ze
tento pieklad souhlasi s textem pfedmétné listiny. Pii provadéni pfekladu nebyl pfibran konzultant.

Tento ukon je zapsan v evidenci ukond pod ¢islem polozky: /{OQ /((Q 2 { ﬁ\@,j él

V Rosicich dne /{/b | F iO 4,?

/
PhDr. Stanislava Karaskova
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5> DEKRA

Zhejiang Haisheng Medical Device Co., Ltd. Your ref.
Our ref. MED/22-7481137

No.8, Zhenyuan Road, Yuecheng District 6L FSiFEE SEE0
312071 Shaoxing City, Zhejiang Fax +3188 9683100
China E-mail medical.ni@dekra.com

Arnhem, 29 April 2024

Subiject: Notified Body Confirmation Letter

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 diagnostic medical devices

This letter confirms that, DEKRA Certification B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 0344 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 (dated 20 October 2022) in accordance with Section 4.3,
second subparagraph of Annex VII of MDR with the following manufacturer:

Zhejiang Haisheng Medical Device Co., Ltd.
No.8, Zhenyuan Road, Yuecheng District
312071 Shaoxing City, Zhejiang

China

SRN ID.: CN-MF-000026345

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

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T +31 8896 83 009 F +31 88 96 83 100 medical.ni@dekra.com www.dekra.nl
Registered Arnhem 09085396
3802:2




D DEKRA

2 MED/22-7481137

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 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, 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
« 31 December 2027 for Class Ill 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)
e 31 December 2028 for other Class IIb devices, Class lla, Class | devices placed on the
market in sterile 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 Notified Body,

Xiaoli Ren
Project Manager

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T+318896 83009 F+31889683 100 medical.ni@dekra.com www.dekra.nl
Registered Arnhem 09085396
3802:2
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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
UDI-DI (under MDR
application)

Disposable Pressure
Transducer

Disposable
Electrosurgical Pencil

Disposable Patient Plate

SpO; Sensor

Disposable Anesthesia

Breathing Sets

Disposable Bacterial /
Viral Filter

Disposable Anesthesia
Mask

Disposable Laryngeal
Mask Airway

Disposable Endotracheal
Tube

Disposable Oxygen Mask

Disposable Fixing Set of
Tracheal Cannula

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
Class IIb excluding Class
Iib implantable non-WET

Class lIb excluding Class

Ilb implantable non-WET

Class llb excluding Class
lib implantable non-WET

Class llb excluding Class

Ilb implantable non-WET

Class lla

Class lla

Class lla

Class lla

Class lla

Class lla

Class Is

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

N/A

N/A

N/A

N/A

Disposable Anesthesia

Breathing Circuit

N/A

Anesthesia Mask

N/A

N/A

N/A

N/A

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

MDD Cert number #G1
067628 0031 Rev.01;
NB0123

MDD Cert number #G1
067628 0031 Rev.01;
NB0123

MDD Cert number #G1
067628 0031 Rev.01;
NB0123

MDD Cert number #G1
067628 0031 Rev.01;
NB0123

MDD Cert number #G2
067628 0028 Rev.02;
NBO123

MDD Cert number #G2
067628 0028 Rev.02;
NB0123

MDD Cert number #G2
067628 0028 Rev.02;
NB0123

MDD Cert number #G2
067628 0028 Rev.02;
NB0123

MDD Cert number #G2
067626 0028 Rev.02;
NBO123

MDD Cert number #G2
067628 0028 Rev.02;
NB0123

MDD Cert number #
G2S 067628 0034 Rev.01
NBO123

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T+318896 83009 F +31 88 96 83 100 medical.ni@dekra.com www.dekra.nl
Registered Arnhem 09085396

3802:2
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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:

Device name or Basic MDR Device If the MDR device is a MDD/AIMDD Certificate

UDI-DI (under MDR classification (as substitute device, 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

Date Certification Notice (No. Action
+ Ver.)
2023-12-01 N/A Initial issue
2024-04-29 6117176CNO1 Addition of device to table 1

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T +31 8896 83 009 F +31 88 96 83 100 medical.ni@dekra.com www.dekra.nl
Registered Arnhem 09085396
3802:2
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Qvéreny pfeklad z jazyka anglického

Zhejiang Haisheng Medical Device Co., Ltd. Va-f’e zn.

No. 8, Zhenyuan Road, Yuecheng District Nase::,: T;Défg?:; ;g;
312071 Shaoxing City, Zhejiang Fax +3188 9683100
Cina E-mail medical.nl@dekra.com

Arnhem 29. dubna 2024

Pifedmét: Potvrzovaci dopis oznameného subjektu
Tém, kterych se to tyka

Potvrzeni stavu formalni zadosti, pisemného souhlasu a pfislusného dohledu v ramci
natizeni EU 2023/607, kterym se méni nafizeni (EU) 2017/745 a (EU) 2017/746, pokud jde
o pfechodna ustanoveni pro nékteré zdravotnické prostiedky a diagnostické
zdravotnickeé prostiedky in vitro

Tento dopis potvrzuje, ze spole¢nost DEKRA Certification B.V., oznameny subjekt uréeny podle
nafizeni (EU) 2017/745 (MDR) a oznaceny &islem 0344 v NANDO, obdrzela formalni zadost
v souladu s prvnim pododstavcem oddilu 4.3 pfilohy VIl nafizeni MDR a podepsala pisemnou
smlouvu (dne 20. fijna 2022) v souladu s druhym pododstavcem oddilu 4.3 prilohy VII nafizeni
MDR s nasledujicim vyrobcem:

Zhejiang Haisheng Medical Device Co., Ltd.
No. 8, Zhenyuan Road, Yuecheng District
312071 Shaoxing City, Zhejiang

Cina

SRN ID.: CN-MF-000026345

Zdravotnické prostfedky, na které se vztahuje formalni zadost a vy$e zminéna pisemna
smlouva, jsou uvedeny v tabulkach nize. Tabulka 1 uvadi prostfedky, pro které byla pfijata
Zadost podle nafizeni o zdravotnickych prostfedcich, uzavfena pisemna smlouva a u kterych je
oznameny subjekt také odpovédny za naleZity dohled nad odpovidajicimi zdravotnickymi
prostiedky podle platné smérnice.

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nizozemi
T +3188 96 83 009 F +31 88 96 83 100 medical.nl@dekra.com www.dekra.nl
Registrace Arnhem 09085396
3802:2
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Tabulka 2 uvadi prostiedky, pro které byla pfijata Zadost podle nafizeni o zdravotnickych
prostfedcich a byla uzaviena pisemna smlouva, ale oznameny subjekt dosud neprevzal
odpovédnost za pfislusny dohled nad odpovidajicimi zafizenimi podle platné smérnice.

V pfipadé zdravotnickych prostfedki, na které se vztahuji certifikaty vydané podle smérnice
90/385/EHS (AIMDD) nebo smérnice 93/42/EHS (MDD), jejichz platnost skonéila po datu
26. kvétna 2021 a pred datem 20. bfezna 2023, aniz by byly staZeny z trhu, tento dopis také
potvrzuje, Ze vyrobce podepsal pisemnou smlouvu podle MDR do data vyprSeni platnosti
certifikatu MDD/AIMDD; nebo poskytl dikaz, Ze se pfislusny organ clenského statu odchylil
nebo udélil vyjimku z pouzitelného postupu posuzovani shody v souladu s &l. 59 odst. 1 nebo él.
97 odst. 1 nafizeni o zdravotnickych prostredcich (MDR) do 20. bfezna 2023.

Casové harmonogramy pfechodu, které se vztahuji na zafizeni uvedena v tomto dopisu za
pifedpokladu, Zze vyrobce bude trvale spliiovat dal§i podminky uvedené v &lanku 120.3c MDR
(ve znéni nafizeni (EU) 2023/607), jsou uvedeny nize:

e 26. kvéten 2026 pro zakazkové implantabilni zdravotnické prostredky tfidy I

e 31. prosinec 2027 pro implantabilni zdravotnické prostfedky tfidy Ill a tfidy Ilb
s vyjimkou osvédenych technologii (WET - $iti, svorky, zubni vyplné, rovnatka,
zubni korunky, Srouby, kliny, dlahy, draty, koliky, spony a spojky)

e 31. prosinec 2028 pro ostatni prostfedky tfidy llb, tfidy lla a tfidy | uvedené na trh ve
sterilnim stavu nebo s méfici funkci

e 31. prosinec 2028 pro prostfedky, které nevyzaduji zapojeni oznameného subjektu
podle MDD, ale vyzaduiji to podle MDR (napf. prostiedky tfidy | kvalifikované jako
opakované pouZitelné chirurgické nastroje)

Za oznameny subjekt

Necitelny podpis

Xiaoli Ren
Projektovy manazer

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.0Q. Box 5185, 6802 ED Arnhem, Nizozemi
T +31 88 96 83 009 F +31 88 96 83 100 medical.ni@dekra.com www.dekra.nl
Registrace Arnhem 09085396
3802:2
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Tabulka 1: Zdravotnické prostiedky, na které se vztahuje tento dopis a u kterych je
oznameny subjekt rovnéz odpovédny za pfislusny dohled nad odpovidajicimi
prostfedky podle platné smérnice:

Nazev prostredku a
zakladni UDI-DI
(podle zadosti MDR)

Jednorazovy snimac
tlaku

Jednorazova
elektrochirurgicka tuzka

Jednorazova deska pro
pacienta

Senzor SpO,

Jednorazové
anestetické dychaci
soupravy
Jednorazovy
bakterialni / virovy filtr

Jednorazova
anesteticka maska

Jednorazova
laryngealni maska
Airway

Jednorazova
endotrachealni trubice

Jednorazova kyslikova
maska

Jednorazova fixaéni
sada trachealni kanyly

Klasifikace prostfedkti
podle MDR (navrzena
vyrobcem a ovéfena ve

fazi pred podanim iédosti)f

Tfida llb vyjma
implantabilnich prostfedki
bez osvéd¢enych
technologii

Tiida lib vyjma
implantabilnich prostiedkd
bez osvédéenych
technologii

Ttida (b vyjma
implantabilnich prostfedka
bez osvédéenych
technologii

TFida llb vyjma
implantabilnich prostredk(
bez osvédcenych
technologii

Trida lla

Ttida lla

Tfida lla

Tfida lla

Tfida lla

Tiida lla

Tfida s

¢ Pokud je prostfedek podle

. MDR nahradnim

MDD/AIMDD

NEHODI SE

NEHODI SE

NEHODI SE

NEHODI SE

Jednorazovy
anesteticky dychaci
okruh

. NEHODI SE

Anesteticka maska

NEHODI SE

NEHODI SE

NEHODI SE

NEHODI SE

prostiedkem, identifikace
odpovidajiciho prostiedku

Referenéni éisla
certifikatd MDD/AIMDD
prostiedkl podle
zadosti MDR a
identifikace

: oznameného subjektu

MDD Cert. €. G1
067628 0031 Rev.01;
NBO123

MDD Cert. €. G1
067628 0031 Rev.01;
NB0123

MDD Cert. &. G1
067628 0031 Rev.01;
NBO123

MDD Cert. ¢. G1
067628 0031 Rev.01;
NB0123

MDD Cert. €. G2
067628 0028 Rev.02;
NBO123

MDD Cert. €. G2
067628 0028 Rev.02;
NB0123

MDD Cert. €. G2
067628 0028 Rev.02;
NB0123

MDD Cert. ¢. G2
067628 0028 Rev.02;
NBO0123

MDD Cert. €. G2
067628 0028 Rev.02;
NB0123

MDD Cert. €. G2
067628 0028 Rev.02;
NBO123

MDD Cert. ¢.

G2S 067628 0034 Rev.01
NB0123

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nizozemi
T +31 88 96 83 009 F +31 88 96 83 100 medical.ni@dekra.com www.dekra.nl
Registrace Arnhem 09085396
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Tabulka 2: Zdravotnické prostfedky, na které se vztahuje tento dopis a u kterych oznameny
subjekt neni odpovédny za pfislusny dohled nad odpovidajicimi prostfedky podie platné

smérnice:
Nazev prostiedku a Klasifikace prostiedk
zakladni UDI-DI podle MDR (navrzena

(podle zadosti MDR)

Nehodi se Nehodi se

Historie revizi potvrzovaciho dopisu

Datum Oznameni o certifikaci

(€. + ovér.)
2023-12-01 Nehodi se
2024-04-29 | 6117176CNO1

vyrobcem a ovéfena ve
fazi pred podanim zadosti)

Pokud je prostiedek
podle MDR nahradnim
prostifedkem, identifikace
odpovidajiciho
prostiedku MDD/AIMDD

Nehodi se

Akce

Prvni vydani

. Pfidani prostfedku do tabulky 1

Referenéni éisla
certifikatd MDD/AIMDD
prostredkt podle
zadosti MDR a
identifikace
oznameného subjektu

Nehodi se

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nizozemi
T +31 88 96 83 009 F +31 88 96 83 100 medical. nl@dekra.com www.dekra.nl
Registrace Arnhem 09085396
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PREKLADATELSKA DOLOZKA

J4, PhDr. Stanislava Kardskova, IC: 72305789, soudnf piekladatelka jazyka deského, jazyka
anglického a portugalskeho zapsana v seznamu tlumoéniki a piekladatelti vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla pieklad pfipojené listiny a Ze
tento pfeklad souhlasf s textem pfedmémé listiny. PH provadéni prekladu nebyl pfibran konzultant.

Tento tikon je zapsan v evidenci tkoni pod ¢islem polozky: A0 q 1 52}‘ / ‘,Z o2 4
V Rosicich dne /\/5 . 5 . i()l[f

PhDr. Stanislava Karaskova







