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Zhejiang Haisheng Medical Device Co., Ltd.

No.8 Zhenyuan Road, Yuecheng District, 312071, Shaoxing City,
Zhejiang Province, People’s Republic of China

Tel: 86-575-88158558 Fax: 86-575-88030719 www.hisern.com

Declaration of Conformity

Manufacturer:
Manufacturer Address:

Product:

Product specification:
REF:

Classification:
Declaration:

Zhejiang Haisheng Medical Device Co., Ltd.
No.8 Zhenyuan Road,Yuecheng District, 312071 Shaoxing City,
Zhejiang Province, People’s Republic of China

Disposable Bacterial/Viral Filter

AS501-1, A501-2, A501-4, A501-8

A-501-1, A-501-2, A501-4, A501-8

Class I1a

We herewith declare that the above-mentioned products meet the
provisions of the following EC Council Directives and Standards. All
supporting documentations are retained under the premises of the
manufacturer and the notified body.

DIRECTIVES

General applicable directives: Medical Device Directive: COUNCIL DIRECTIVE

Standard:

Notified Body:

CE Certificate No.:
Valid From:

Valid Until:

EC REP:

Signature and stamp:

93/42/EEC of 14 June 1993 concerning medical devices (MDD
93/42/EEC).

All applicable harmonized Standards (published in the
Official Journal of the European Communities)

TUV Product Service GmbH, Ridlerstr.65, D-80339
Munich, Germany 0123

G2 067628 0028 Rev. 02

2021-01-11

2024-05-26

Shanghai International Holding Corp. GmbH(Europe)
Eiffestrasse 80 20537 Hamburg Germany

General Manager: Huang Haisheng

Date: 2022-5-17

Absorbed < Professional = Mastery



BXERT Zhejiang Haisheng Medical Device Co., Ltd.

No.8 Zhenyuan Road, Yuecheng District, 312071, Shaoxing City,
Zhejiang Province, People’s Republic of China

Tel: 86-575-88158558 Fax: 86-575-88030719 www. hisern.com

Annex to Declaration of Conformity

Type REF number Description

A501-1 A-501-1 Disposable bacterial/viral filter, BV filter, adult
A501-2 A-501-2 Disposable bacterial/viral filter, HMEF filter, adult
A501-4 A501-4 Disposable bacterial/viral filter, HMEF, pediatric
A501-8 A501-8 Disposable bacterial/viral filter, tracheostomy filter

Absorbed «  Professional - Mastery



Wéreny preklad z jozvka anglického

Vyrobce:
Adresa vyrobce:

Produkt:
§ tiﬁecifikacﬁe produktu:
REF:
Klasifikace:

Prohlaseni:

Zhejiang Haisheng Medical Device Co., Ltd.

No.8 Zhenyuan Road, Yuecheng District, 312071, Shaoxing City,
Zhejiang Province, Cinska lidova republika

Tel: 86-575-88158558 Fax: 86-575-88030719 www.hisern.com

Prohlaseni o shodé
Zhejiang Haisheng Medical Device Co., Ltd.

No.8 Zhenyuan Road, Yuecheng District, 312071 Shaoxing City,
Zhejiang Province, Cinska lidové republika

Jednorazovy bakterialni/virovy filtr
A501-1, A501-2, A501-4, A501-8
A-501-1, A-501-2, A501-4, A501-8
Ttida Ila

Timto prohlasujeme, Ze vysSe uvedené produkty spliiuji ustanoveni
nasledujicich smérnic a norem Rady ES. Veskera podptirna
dokumentace je uchovavana v prostordch vyrobece a oznameného
subjektu.

SMERNICE

Obecné platné smérnice: Smérnice o zdravotnickych prostiedcich: SMERNICE RADY 93/42/EHS ze

Norma:

54
Oznameny subjekt:
Certifikat CE ¢.:
Platnost od:

Platnost do:
Zastupce v ES:

odpis a razitko:

dne 14. Cervna 1993 o zdravotnickych prostiedcich (MDD
93/42/EEC).
Viechny platné harmonizované normy (zvetejnéné v Utednim
véstniku Evropskych spolecenstvi)
TUV Product Service GmbH, Ridlerstr. 65, D-80339
Mnichov, Némecko 0123
G2 067628 0028 Rev. 02
2021-01-11

2024-05-26
Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburk, Némecko

Necitelny podpis

reneralni Feditel: Huang Haisheng Razitko spole¢nosti Zhejiang Haisheng Medical Device Co., Ltd.

atum: 2022-5-17



Wéfeny preklad = jazvka anglického )

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

Zhejiang Province, Cinska lidova republika
Tel: 86-575-88158558 Fax: 86-575-880307 19 www.hisern.com

Priloha k prohlaseni o shodé

Litic
‘ Typ | REF. ¢islo Popis
- 7}*:501-1 A-501-1 Jednorazovy bakteridlni/virovy filtr, BV filtr, pro dospélé
A501-2 A-501-2 Jednorazovy bakteridlni/virovy filtr, HMEF filtr, pro dospélé
A501-4 A501-4 Jednorazovy bakterialni/virovy filtr, HMEF, pro déti
A501-8 A501-8 Jednorazovy bakteridlni/virovy filtr, tracheostomicky filtr
P

Razitko spole¢nosti Zhejiang Haisheng Medical Device Co., Ltd.
Necitelny podpis
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PREKLADATELSKA DOLOZKA

Ja, PhDr. Stanislava Kariskova, IC: 72305789, soudni prekladatelka jazyka ceského, jazyka
anglické¢ho a portugalského, zapsana v seznamu tlumocénika a prekladatelt vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla preklad piipojené listiny a ze
tento preklad souhlasi s textem pfedmétné listiny. Pfi provadéni prekladu nebyl piibran konzultant.

Tento tikon je zapsan v evidenci tikont pod &slem polozky: () 5_ j/ #()«3 ﬂ 0.-:(/: /S
P p p 3

V Rosicich dne -’“?' J* ;?Uazj

PhDr. Stanislava Ka+askova
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Zhejiang Haisheng Medical Device Co.,Ltd.

No.8 Zhenyuan Road, Yuecheng District, 312071, Shaoxing City,
Zhejiang Province, People's Republic of China

Tel: 86-575-88158558 Fax: 86-575-88030719 www.hisern.com

Declaration
Date: May 10, 2024
To Whom It May Concern

| attest, in my capacity as management representative that our current version of the DoC
(File no.CE-023W-01 01,CE-006W-01 04,CE-012W-01 00)is still valid.

Yours sincerely,

M(/L )‘mmb&/\

Mr. Hu Junbin

Management Representative



HIS=3N igXE7
Ovéreny preklad z jazyka anglického
Zhejiang Haisheng Medical Device Co., Ltd.
No. 8 Zhenyuan Road, Yuecheng District, 312071, Shaoxing City,

Zhejiang Province, Cinska lidova republika
Tel : 86-575-88158558 Fax . 86-575-88030719 www.hisem.com

Prohlaseni

Datum: 10. kvétna 2024
Tém, kterych se to tyka

Jako zastupce managementu spole¢nosti potvrzuji, Ze nase aktudlni verze prohlaseni o shodé
(soubor &. CE-023W-01 01, CE-006W-01 04, CE-012W-01 00) jsou stale platné.

S pozdravem

Necitelny podpis
Pan Hu Junbin

Zastupce managementu



PREKLADATELSKA DOLOZKA

J4, PhDr. Stanislava Kariskova, IC: 72305789, soudni prekladatelka jazyka &eského, jazyka
anglického a portugalského, zapsani v seznamu tlumocnikt a prekladateld vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, e jsem osobné provedla pteklad pfipojené listiny a Ze
tento preklad souhlas{ s textem pfedmétné listiny. Pii provadéni pfekladu nebyl pfibran konzultant.

Tento tkon je zapsan v evidenci tikont pod c¢islem polozky: 4’7’7‘50077/'&791?

V Rosicich dne 4[/ X ,?/OOL%

th Dr. Stanislava Karaskova
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