Ref: HZ251836

NOTARIAL CERTIFICATE

TO ALL TO WHOM THESE PRESENTS SHALL COME,

I, CHING YIN KAY MASON, Notary Public, duly admitted, authorised and sworn,
practising in Hong Kong Special Administrative Region of the People’s Republic of China
DO HEREBY CERTIFY that the documents attached to this certificate and briefly
described below documents are copy documents provided to me on behalf of XIANTAO
CITY SONGQING PLASTIC PRODUCTS CO., LTD., namely:-

1. Certificate of Registration (Certificate Number: 134358) dated 21 October 2024.

2. Certificate of Free Sale (No. 2024YB1189) issued by China Chamber of
Commerce for Import & Export of Medicines & Health Products dated 22 May
2024, together with its attachment.

3. Declaration of Conformity of Isolation Gown dated 14 May 2025.

4. Declaration of Conformity of MEDICAL FACE MASK dated 14 May 2025.

IN TESTIMONY whereof I have
hereunto subscribed my name and
affixed my Seal of Office this 10%
day of June in the Year Two
Thousand and Twenty-five.

ful

CHING YIN KAY MASON
Notary Public,

Hong Kong

Special Administrative Region of
the People’s Republic of China




This Apostille only certifies the authenticity of the signature and the capacity of the person who
has signed the public document, and, where appropriate, the identity of the seal or stamp which
the public document bears. This Apostille does not certify the content of the document for
which it was issued. To verify the issuance of this Apostille, see
"hittps:www judiciary.hk/en/court_services_facilities/apostille_verification.htmi”
BEXAEE BB LI L EFIRGEL - FEALIZFHIR - WHFATEE » XL
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BB "https:fivwwjudiciaryhi/zh/court_services_facilities/apostille_verification.htmi”

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

. Country: Hong Kong, China
BRHE PR

This public document
A H

has been signed by CHING Yin Kay Mason
BEAND

. acting in the capacity of | Notary Public
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4. bears the seal / stamp of : CHING Yin Kay Mason
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- by Simon KWANG
Registrar, High Court
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8. No
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This is to certify that the Quality Management System of

Xiantao City Songqing Plastic Products Co., Ltd.

Unified Social Credit Code: 91429004695102459E

Operation Address: (Zhongling Industrial Park)Eastern Side of Chuangye 2nd Road, Pengchang
Town, Xiantao City, Provincial Administrative Unit, Hubei Province, China

Registered Address: (Zhongling Industrial Park)Eastern Side of Chuangye 2nd Road, Pengchang
Town, Xiantao City, Provincial Administrative Unit, Hubei Province, China

applicable to

Production and sales of disposable non-sterile non-woven medical supplies (medical caps,
medical isolation shoe covers, clothes), disposable non-sterile plastic film medical
supplies (medical caps, medical isolation shoe covers, isolation gowns, sleeves, aprons,

gloves) and medical disposable non-sterile masks(export to EU, USA)

has been assessed and registered by NQA against the provisions of

ISO 13485:2016

-

This registration is subject to the company maintaining a quality management system, to the above
standard, which will be monitored by NQA.

Certified Clients shall accept regular surveillance assessments, the validity of certificates shall be
maintained for the positive result of audit.

The information of this certificate can be checked on CNCA's website (wwiw.cnca.gov.cn)

§NQA‘S website: www.snga.com.cn

T N Certificate Number: 134358

Managing Director
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Issue Date: 21 October 2024
Valid Until: 21 October 2027

Certificate of Registratior

T rreTy
Il.l.'..lll.

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.

NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 52X, UK.
This certificate is the property of NQA and must be returned on requast.

Shanghai NQA Certification Co., Ltd. Address: Room 2201, 958 Lujiazui Ring Road, China (Shanghai) Pilot Free Trade Zone.
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China Chamber of Commerce for Import & Export of Medicines & Health Products g,
Add:11-12/F, Bldg3, Beijing INN, No.6 Nanzhugan Hutong, Dongc:hcng Dist, Beijing, China P.C.100010 |
Tel: 0086 10 58036271/78/72/70 Fax; 0086 1058036274 Website: www.ccemhpic.org.co 5
0
!
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CERTIFICATE OF FREE SALE
2024YB1189
FRLRR:  LRE
Product(s): SEE ATTACHMENT
PaEEg. TR
Model: SEE ATTACHMENT
BAER. B
Export to: Chile

mOf: AR ER R R RAE
Exporter: XIANTAO CITY SONGQING PLASTIC PRODUCTS CO., LTD.

H Ot $db bk iR G — B B¢ Tk R
Address: Zhongling Industrial Park; Pengchang Town, Xiantao City, Hubei, China.

WiEE:  ATRAEERHRARAT ,
MANUFACTURER: XIANTAO CITY SONGQING PLASTIC PRODUCTS CO., LTD.

il sk ?&iih%(mlb’siﬁﬁ?ﬁﬁﬁdﬂk:ﬂ%*ﬁ%likﬁ
:ADDRESS: Zhongling Industrial Park, Pengchang Town, Xiantao City, Hubei, China.

B AT R AR, e RS R
THIS IS TO CERTIFY THAT THE ABOVE PRODUCTS COMPLY WITH THE

RELEVANT STANDARD. THE EXPORTATION OF THE PRODUCTS IS NOT
RESTRICTED.

HEREERMEEEN 2 .
THIS CERTIFICATE IS VALID FOR TWO YEARS FROM THE DATE OF ISSUANCE.

EE RO
OF CQMMERCE FOR IMPORT & EXPORT OF
MEDICINES®, HEALTHTRODUCTS
T B304 5 22 B
$DATE OF 1SSUE: May/
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ATTACHMENT
2024YB1189
= Hh4&# PRODUCTS FEHE Model
CPE T 112%117cm, 90*118cm, 105*117cm,

CPE Gown, Plastic cloth, Thumb 88*122cm, S/M/L/XL/XXL.

Gown
PE EE Type: with thumb loop, without
PE Apron, Plastic apron thumb loop, with arms, without arms
TGirETF . Type: 10gsm-25gsm, 18°, 19°, 21,
Non-woven cap single elastic, double elastic.

4 ERO&R Type: 3ply, dply, ear loop, tie.
Medical Face mask

5 CPE F# Type: S/M/L/XL

CPE Glove




EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den lJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedurs
Annex li+lil of Regulation (EU) 2017/745

Applicable Standards

EN 1SO 14971: 2019/A11:2021
1SO 15223-1:2021/Amd 1:2025
EN ISO 20417:2021

EN 1SO 10993-1; 2020

EN {SO 10993-5: 2009

EN ISO 10993-10: 2023

EN I1SO 10993-23: 2021

Remark

Manufacturer

Namae: Xiantao City Songging Plastic Products Co.,,
Lid.

Address: Zhongling Industrial Park, Pengchang
Town, Xiantao City, Hubei, China.

SRN: CN-MF-000003396

Product Information

Name : Isolation Gown

Model : L , XL Or Customize

EMDN : T0299

Basic UDI-DI : 697708242GownZR

Classification: Class |, According to Rule 1, Annex
VI, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned

The deciaration of conformily is valid in conneciion
with the refease fechnical  document
MOR-TCF-002

Al] the supporting documentation Is refained at the
premises of the manufacturer.

The Declaration of Conformily is exclusively under
the sole responsibility of the manufacturer.

File No.: MDR-TCF-002-08

Ver: B/0

products meet tha requirements of Medical Device
Regulation (EU) 2017/745 and the applicable
standards above.
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EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den lJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment Procedure
Annex {1+l of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971: 2019/A11:2021
1SO 15223-1:2021/Amd 1:2025
EN 1SO 20417: 2021

EN iSO 10993-1: 2020

EN 1SO 10993-5; 2009

EN 1SO 10993-10: 2023

EN I1SO 109393-23: 2021

EN 14683:2025

Remark

The declaration of conformity is valid in connection
with  the release lechnical  docurent

MDR-TCF-0071

All the supporting documentation is retsined at ths

premises of the manufacturer.

The Declaration of Conformity Is exclusively under

the sole responsibility of the manufacture.
File No.: MDR-TCF-001-08
Ver: B/0
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LARATION OF CONFORMITY

" ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION
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Manufacturer

Name: Xiantao City Songging Plastic Products Co.,
Lid.

Address: Zhongling Industrial Park, Pengchang
Town, Xiantao City, Hubei, China.

SRN: CN-MF-000003396

Product Information

Name : MEDICAL FACE MASK

Model : 17.5%9.6cm

EMDN : T020604

Basic UDI-DI ; 697708242MaskYB

Classification: Class |, According to Rule 1, Annex
Vili, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable
standards above.




