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THIS IS TO CERTIFY THAT: the annexed photostated copy of
DOCUMENT is in conformity with the original.

Authorized
Official:

Li Li

H3#3: 20244£03H08H
(Date: Mar. 08, 2024)

bsite for verifying the certificato: http://www.rzcepit.com/validate. html
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'EU Certificate

Production Quality Assurance
REGULATION (EU) 2017/745 on Medical Devices
Annex Xl| Part A

Registration No.: DZ 2082765-1

Manufacturer: Xiantao Fushi Protective Products Co., Ltd.
Zhongling Industrial Zone, Pengchang Town,
Xiantao City, 433018 Hubeli, P.R. China

EUDAMED Single CN-MF-000017275
Registration No.:
Products: Products of class |, sterile:

T020604- MEDICAL USE FACE MASKS, TYPE Il AND IR

- Sterile Medical Face Masks

T020401- STANDARD SURGICAL GOWNS

- Surgical Gowns

T02010101- INCISION DRAPES, WITHOUT ANTIBACTERIAL
AGENT

- Surgical Drapes

T020199 - SURGICAL DRAPES - OTHER

- Surgical Drapes

T0205- NON-SURGICAL GOWNS (EXCLUDING PERSONAL
PROTECTIVE EQUIPMENT - PPE)

- Isolation Gowns

- Coveralls

T0207- CAPS AND HEADWEAR (EXCLUDING PERSONAL
PROTECTIVE EQUIPMENT - PPE)

- Sterile Medical Caps

The Notified Body hereby declares that the requirements of Annex XI, Part A of the REGULATION (EU) 2017/745

have been met for the listed products. The above named manufacturer has established and applies a production quality

assurance, which is subject to periodic surveillance, defined by Annex XI, Part A, Section 7 of the aforementioned

regulation.

If class Ill devices or class |Ib devices are covered by this certificate, an EU type-examination certificate in accordance
with Annex X of the aforementioned regulation is required before placing them on the market.

Report No.: 244459055-200
Effective date: 2024-02-02
Expiry date: 2029-02-01
Issue date: 2024-02-02

Herbert Zhong
TUV Rheinland LGA Products GmbH
Tillystralle 2 - 90431 Nirnberg - Germany

TOV Rheinland LGA Products GmbH is a Notified Body accordi i
devices with the identification number 0197. i ing to REGULATION (EU) 2017/745 conceming medical

This certificate can be validated on hitps:/Mmww certipedia.com
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®TOV, TUEV and TUV are registered tracemarks. Utilisation and application requires prior approval.



EU Certificate

Production Quality Assurance
REGULATION (EU) 2017/745 on Medical Devices

Annex XI Part A
Registration No.:
Manufacturer:

EUDAMED Single
Registration No.:

Authorized representative(s):

DZ 2082765-1

Xiantao Fushi Protective Products Co., Ltd.
Zhongling Industrial Zone, Pengchang Town,
Xiantao City, 433018 Hubei, P.R. China

CN-MF-000017275

T0208- SHOE COVERS (EXCLUDING PERSONAL
PROTECTIVE EQUIPMENT - PPE)
- Sterile Medical Shoe Covers

The scope of certification is limited to the aspects relating to
establishing, securing and maintaining sterile conditions

SUNGO Europe B.V
Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan den
lJssel, The Netherlands

Certificate history

Revision: | Description: Issue date:

0 Initial certification 2024-02-02
Report No.: 244459055-200
Effective date: 2024-02-02
Expiry date: 2029-02-01 Q/
Issue date: 2024-02-02

Herbert Zhong

This certificate can be validated on hitps:/Awww cerficedia.com

TOV Rheinland LGA Products GmbH
TillystraBe 2 - 90431 Nimberg * Germany

TOV Rheinland LGA Products GmbH is a Notified Body according to REGULATION (EU) 2017/745 conceming medical
devices with the identification number 0197.
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This Apostille only certifies the authenticity of the signature, the capacity of 10236797

the person who has signed the public document and, whete appropriate,

the identity of the seal or stamp which the public document bears. Thes Apostiile does nol certfy Lhe content ol the
document for which it was ssued

Visit hitps /fconsular mia gov.en/NERIFY/ and scan the QR code to verity the issuance of thes Apostile

RN

APOSTILLE

(R e (19614£ 101 SH M IF 228)
H‘;W .i’  Convention de La Haye du § octobre 1961)
Gl e A [/

L XHHAR:  PEARSHE
Country: People's Republic of China

2523 This public document

2. EBA
has been ﬁ
signed by
3. ERARY s
acting inthe Authorized Official
capacity of
4. EDERFF FEHEFREIEHERE(7)
bears the China Council for the Promotion of-International Trade(17)
seal/stamp of
UEBA Certified
5. BEM @Y 6. SHAM 20245038128
at Wuhan the March 12,2024
E‘:ﬁfk JEHETEE / Fan Shengjun
BAtEINED R
Foreign Affairs Office of Hubei Province
8. MIINEBRHBES IAZFESE244200002448€
No
9. SARVXENE: 10. ¥&:
Seal/Stamp: Signature




