ae DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

Manufacturer

EU Representative
s Name: TIANCHANG CITY GUOMAO PLASTIC INDUSTRY CO., LTD.

Address: NO. 139, TTANKANG ROAD, ECONOMIC DEVELOPMENT

SUNGO Europe B.V. DISTRICT, TTANCHANG, ANHUT, CHINA
Olympisch Stadion 24,

1076DE Amsterdam,

Netherlands

SRN: NL-AR-000000247 Product Information

Conformig Name: STERILIZATION POUCH / ROLL
ssessmen Model

57+100mm, 57*125mm, 57*130mm, 50%220mm, 70*165mm, 70*230mm, 70%260m

Conformity Assessment ;
90%*135mm, 90%165mm, 90*170mm, 90*260mm, 135*230mm, 135%255mm, 135*260mm,

Procedure
1354280mm, 135+285mm, 130%300mm, 190%330mm, 190*360mm, 230+408mm,
Annex lI+11l of Regulation (EU) 250%340mm, 250%370mm, 250%400mm, 260%380mm, 260+410mm, 300%380mm,
2017/745 300%410mm, 300%430mm, 300%460mm, 50mm*200m, 75m*200m, 100mm*200m,
150mm*200m, 200mm*200m, 250mm*200m, 300mm*200m, 350mm*200m, 400mm*200m,
Applicable Siandards 500mm*200m, 600mm*200m, 60mm*100m, 75mm*100m, 100mm+100m, 150mm*100m,

EN ISO14971:2019
EN 1SO15223-1:2021
EN 1SO10993-1:2020
EN 1SO10993-5:2009
EN ISO10993-10:2010
EN ISO 20417: 2021

200mm*100m, 250mm*100m, 300mm+*100m, 350mm*100m, 400mm+*100m, 500mm*100m,
75mm*100m*25mm, 100mm*100m*50mm, 150mm*100m*55mm, 200mm* 100m*65mm,

250mm*100m*70mm, 300mm*100m*80mm, 350mms*100m*80mm,
400mm>*100m#*100mm, 415mm*1000m, 830mm+*1000m, 30*30cm,
40%40cm, 45%45cm, 50*50cm, 60*60cm, 70%70cm, 75*75cm, ;
80*80cm, 90%90cm, 100%100cm, 110%110cm, 120%120cm. Customized size". <

. Y A
are available. S

EMDN: S0102
Basic UDI-DI: 697424517

Digitally signed by Jighili Tatiana
Date: 2022.11.14 12:04:04 EET
Reason: MoldSign Signature
Location: Moldova

[ (EU) 2017/745
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& ~ Remark We herewith declare that the above-mentioned products meet the

The declaration of conformity is valid requirements of Medical Device Regulation (EU) 2017/745 and the
in connection with the release applicable standards above.

technical document CE/MDR-

S0102-01.

All the supporting documentation is Signatureéé\ Date: 207|v 13- VY
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Annex to Cert. No.: EU 074518

Product Name

Type

Self Sealing Sterilization Pouch

57*100mm,57*125mm,57*130mm,50*220mm,70* 1 65mm,70*
260mm,90* 1 65mm,90*260mm, 135%255mm,135*285mm, 130*
300mm,190*330mm,190*360mm,.230*408mm,250*400mm,30
0*410mm,Customized size are available

Medical Sterilization Pouches
and Reels

57x130mm,70x260mm,90x135mm,90x 170mm,90x260mm, 135
x260mm, 1 35x280mm, 190x360mm,250x370mm,260x4 1 0mm,3
00x410mm,300x460mm,50mmx200m,75mmx200m,1 00mmx2
00m, 1 50mmx200m,200mmx200m,250mmx200m,300mmx200
m,350mmx200m,400mmx200m,500mmx200m,600mmx200m,
75mmx 100m,100mmx100m,1 50mmx100m,200mmx100m,250
mmx100m,300mmx100m,350mmx100m,400mmx100m,500m

mx 100m,60mmx100m;Customized size are available

Medical Sterilization Paper Bag

90x50x170mm,90x45%x180mm,90x45x260mm,110x30x190mm
,140x75x290mm, 1 40x50x340mm, 1 60x80x340mm, 1 80x95x380
mm,250x100x385mm;Customized size are available

Medical Paper-Plastic Pouch

57x100mm,70x230mm,90x 1 05mm,90x 140mm,90x230mm, 135
x230mm,135x250mm, 1 90x330mm,250x340mm,260x380mm,3
00x380mm,300x430mm;Customized size are availabl

57x130mm,70x260mm,90x135mm,90x170mm,90x260mm,135
x260mm, 135x280mm,190x360mm,250x370mm,260x4 1 0mm,3

Magi#! Tyvek Pouch 00x410imin,300x460mm;Customized size are availabl

Medical Dialysis Paper 415mmx1000m,830mmx1000m;Customized size are available

Medical Adhesive Coated Paper | 415mmx1000m,830mmx1000m;Customized size are available

Medical Tyvek Paper Customized size are available
30x30cm,40x40cm,45x45¢m,50x50cm,60x60cm, 70x70cm, 75x
T5cm,

Medical Crepe Paper 80x80c¢m,90x90cm, 100x100cm, 110x110em,120x120cm; Custo

mized size are available

Medical Non-woven Wrap
(SMS, SMMS)

30x30em,40x40cm,45x45¢m,50x50cm,60x60cm, 70x70cm, 75x
T5cm,

80x80cm,90x90em, 100x100em,110x110cm,120x120cm;Custo
mized size are available

Medical Sterilization Indicator
Tape

12mmx50m, 1 9mmx50m,2 5mmx50m;Customized size are
available

Medical Sterilization Indicator
Strip

15mmx100mm,20mmx110mm, 1 6mmx200mm,40mmx80mm;
20mmx140mm,20mmx108mmCustomized size are available

1.5cmx1.5cm,2emx2em,3ecmx3cm;Customized size are

Medical Sterilization Label v
available
Dental Bibs 33cmx45¢m,33cmx48cm;Customized size are available
B-D Test Pack 130mmx 115mmx20mm;Customized size are available
Medical Papee Thay 2.()5x1 1 0lemm225xl40x15mm,255x135x15mm;Cu5tomlzed
size are available
END OF THE ANNEX

SUNGO CHINA OFFICE Tel: 021-58597193 Email:Shage2008@126.com Website: www.sungogroup.com

Add: 13™ Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China
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European
Commission

Verification of Conformity

Applicant: Tianchang City Guomao Plastic Industry Co., Ltd.

Address: No.139, Tiankang Road, Economic Development District, Tianchang,
Anhui, China.

Product(s): See Annex for details

Type(s): See Annex for details

Product Classification: ~ Class [

The submitted technical files including test report of the above products have been
reviewed against the self declaration requirements of conformity for CE marking
according to Annex T &VII of the 93/42/EEC Medical Device Directive (including
Directive 2007/47/EC).

Standard(s) used for showing compli with the tial requi in the specified directive(s):
Standard(s): EN ISO 14971:2012; EN ISO 15223-1:2012

EN 1041:2008; ENISO 10993-1:2009/AC:2010

EN ISO 10993-5:2009; ENISO 10993-10:2013

EN ISO11607-1:2009; EN ISO11607-2:2006
The review result of the technical files and test report support the self declaration for the
devices listed above. Where the manufacturer affix’s the CE marking to the product listed
they must ensure that all the requirements of the appropriate EU directive(s) have and

continue to be met.

SUNGO Certification Company Limited

C E Ciy.ﬂgo

Executive Director

Issued: Nov. 24 2017

Cert. No.: EU 074518
Expiration Date: Nov. 23 2022

SUNGO CHINA OFFICE Tel: 021-58597193 Email:Shage2008@126.com Website: www.sungogroup.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China
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