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ANQING BAOJIE PACKAGING Co. Ltd.
Xingye RD 123, Anhui, Kinija

DEKLARACIJA

Mes, Anqing Baojie Packaging Co.Ltd, ploksciy ir su kloste juosty gamintojai Cia teigiame, kad
kiekvienas sterilizacijai skirtas juostos rulonas yra supakuotas j plastiko plévele ir véliau
sudedamas j polietileno maiselj bei j kartoning dézg.

Anging Baojie Packaging Co. Ltd. vardu

/parasas/ / antspaudas /
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Pag 1

ANQING BAOJIE PACKAGING CO., LTD
No 123, Xingye Road. Yomu District. Anqeg. Antus Province. China
Web. www boopeching com Tel +86-556-5360412 mal saest@bacpechna com
Date: Apr-19TH - 2019

DECLARATION

We, Anging Baojie Packaging Co., Ltd is a manufacture of heat-sealing

flat sterilization roll. Heat-sealing gusseted sterilization rol
Tvirtiname, kad mzsy produktai atitinka 1ISO 868-5, 1So 11607-1 ir 1ISO 11140-1
Here we declare that all our products are in conformity with EN ISO 868-5,

EN ISO 11607-1, ISO 111401

Musy rekomenduojama uzlydymo temperatira 180C, laikas 2 s gis 0,15kg/cm?2
Our Mu‘?& .&% tunpguafit. and pressure 1S %O*g‘& g

2 seconds the valid pressure should be 0. 15kg/cm2.

For and on behalf of
ANQING BAOJIE PACKAGING CO., LTD
REWEN Y
ARG BADVIE PACK
1% 2 %.

Signature  jay m{ /M(‘f
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ZRDESSBEBRAHE
ANQING BAOJIE PACKAGING CO., LTD
BHARRKHARESNIIE 123 5 . NO.123,XINGYE RD, DEVELOPMENT DISTRICT,ANQING, ANHUI
Hi%/Tel:0556-5369413 {£E/Fax :4008266163*59008 Mik/Web:www.baojiechina.com HEf&/Mail: salesé@baojiechina.com

Date: Jan. 27th, 2022

DECLARATION

We, Anqing Baojie Packaging Co., Ltd, as a manufacture of
sterilization roll(reel) in China, with address No0.123, Xingye Road, Yixiu
District, Anging city, China,

Hereby declare that the printing info on the sterilization flat roll(reel) and
gusseted roll(reel) includes following :
Roll size, ETO,Steam,Form Indicators, 1SO 11607, tearing of direction,

CE, size, manufacture name and other related info

Best regards

Anging Baojie Packaging Co., Ltd

PR EA E R IR A
ANQING BAOJE PACKAGING CO.LT0
% & %
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40 p.d.

ZRTHEEBFERAE
ANQING BAOJIE PACKAGING CO., LTD

ZHARRKBAEEVEE 123 5 . NO.123, XINGYE RD, DEVELOPMENT DISTRICT,ANQING, ANHUI
Hi%/Tel:0556-5369413 {£E/Fax: 4008266163*59008 Mik/Web:www.baojiechina.com HEf&/Mail: salesé@baojiechina.com

Date: Apr.30™" , 2024

DECLARATION

We, Anging Baojie Packaging Co., Ltd, as a manufacture of

sterilization gusseted roll/reel, with address No0.123, Xingye Road, Yixiu

District, Anging city, China, Hereby we declare that we can manufacture

the sterilization gusseted roll according to the following standard

40.1
40.2
40.3

40.4

40.5
40.6

40.7

Best regards

75mmz=10mm X 25mm x 100 m

klostés plotis

100mm=+10mm x 50mm x 100 m

150mm +£10mm x 50/65 mm x 100 m

200mm £10mm x 50/65 mm x 100 m

250mm £10mm x 60/65 mm x 100 m

300 mm x 65/80 mm x 100 m

350 mm x 70/80 mm x 100 m

400 mm x 70/80 mm x 100

Anging Baojie Packaging Co., Ltd

KT S R A WA
ANQING BAQJIE PACKAGING CO.LTD

1% a2

= ]
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ANQING BAOJIE PACKAGING CO.,LTD
No.123, Xingye Road, Yixiu District, Anging, Anhui Province, China

Web: www._baojiechina.c_om Tel: +86-556-5369412 mail:sales6@baojiechina.com

Date: Apr-19TH - 2019
DECLARATION

We, Anging Baojie Packaging Co., Ltd is a manufacture of heat-sealing
flat sterilization roll. Heat-sealing gusseted sterilization roll.

Here we declare that all our products are in conformity with EN ISO 868-5,
EN ISO 11607-1, ISO 11140-1

Our recommendations for sealing temperature and pressure is 180°C for
2 seconds ,the valid pressure should be 0.15kg/cm2.

For and on behalf of

ANQING BAOJIE PACKAGING CO., LTD

:_.iv l—' y - 4 \|
’\ ‘IJ e Y =t 1} : Sl e

MAIMA BRIA IIFE ¢ i :
FIREE. B 15 ! - i 1]
ANU ! Y BRVVIL TRV k i '!

-

Signature X/}eg pwﬁ/ /Mg/
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Anqing Baojie Packaging Co Ltd
No. 123, Xingye Road, Yixiu District, Anging Province, Kinija

Data: 2019.04.19

DEKLARACIJA

Mes, Anqing Baojie Packagong Co., Ltd esame uzZlydomy sterilizacijos
plok3¢iy ir su kloste juosty gamintojai.

Mes tvirtiname kad visi miisy produktai atitinka ISO 868-5, ISO 11607-1 ir ISO
11140-1.
Rekomenduojame 180 C uzlydymo temperattrg 2 s bei slégj 0,15kg/cm?2.

ANQING BAOJIE PACKAGING CO LTD
/Antspaudas/
/ParaSas/
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: DECEARATION og,»f:ONFORMlgy
// ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION ||

i.‘F F
) r.
’ [
o a " J
P

P B ’
S0 + + + + f
Q?‘h {Qg) *Qv.o ,\Qv.o .\Qvg) .\Qvo t?.
v & \a \a a v -
N’ d D ur B ’
@‘%}?}% o o~ Manufacturer . -
:}:3EU Representative | ) | &
2P Name: Anging Baojie Packaging Co., Ltd.

e - 5
v-"‘ l ¥

b Y Address: No.123, XingYe RD, Development
2% 7-SUNGO Europe B.V. J P

A District, Anging City, Anhui, China
'*--;m /<Olympisch Stadion 24, 1076DE qing City 2

-.*'u/'

S (tmsterdam Netherls.mq,,él~ o‘l' c}l‘ 0~l~ ©

.{i

¥ /°SRN: NL-AR- 0000@47 F S 5
Q"‘%"‘-?ﬂ; © \ Product Inférmation o S

L. e

"“"( Conformlty Assessment . Name: Sterilization pouch/roll *
ﬁj; Model: ZFD SERIES,RFD SERIES,PMJD 2

2 =Conformlty Assessmentﬁrocedure {~SERIES LTJD SERIES é .
@Xnnex lI+111 of Regulq\t;o?‘l (EU) 2017/745 .\Qv GMDN: 13735 g :
W o W Basic UDI-DI: / _»¥ Ng z

QRnd ® 2 4 ¥
$ '_;grAPP"cab'e Standérds Classification: Class |, According to Rule 1, Annex o

"';*-( ‘EN ISO 14971: 2019

».f,...fEN 1ISO 15223-1: 2016 VIII, Regulation (EU) 2017/745

’:
Con. ( EN 1041:2008+A1:2013
g .

..;_,#f(lso 10993-1: 2018

«r’.- { _‘-}
> §§N SO 10093-5:2000 _Declaration
SSQFEN1S0 10993-10:2013 oV & —-————-—qsr—-———-—.gsr—-
o0e% EN 868-5:2019 o5 vs‘? o o &

- Q N7 Q Q £
“EN SO 11607-1:2020 -

* “EN 1SO 11140-1:2015 _ ¥

J*;} ”Remark We herewith declare that the above-mentioned i

..;5* £ ...,The declaration of conformity is valid in connection products meet the requirements of Medical Device

e:;i‘:[’ me the release teggmcal document {~Regulat|0n (EU) 201777 4{§ and the applicable

-é-éz ~CE/MDR-BJO1. .\q‘? .\Q‘? standards above.

W
? AII the supporting doq,v%entabon is retained at the . ¥
.:-..- prem:ses of the manufacturer. Signatu re:)/

}"\.

¢,: ‘;; >The Declaration of Conformity is exclusively under

/ lhe sole responsibility of the manufacturer.

Position: GM
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Atitikties deklaracija

Remiantis EU medicinos priemoniy direktyva 2017/745

Gamintojas: Anging Baojie Packaging Co., Ltd
Adresas: No. 123 Xingye Road, Decelopment rajonas, Anging miestas, Anhui Provincija, Kinija

Atstovai:
Pavadinimas: SUNGO Europe B.V.
Adresas: Olympisch Stadion 24, 1076 DE Amsterdamas

Atitikties jvertinimas :
Atitikties jvertinimo procediira
Annex I1+111 reguliacijos EU 2017/745
Aplikuojami standartai :

EN ISO 14971 : 2019

EN ISO 15223-1: 2016

ISO 10993-1: 2018

EN ISO 10993-5: 2009

EN ISO 10993-10 : 2013

EN 868-5 :2019

EN 1SO 11140-1:2015

Pastaba :

Atitikties deklaracija yra galiojan¢iai susijusi su techniniu dokumentu CE/MDR-BJ01
Visi patvirtinantys dokumentai yra saugojami gamintojo.

Atitikties jvertinimas yra gamintojo jsipareigojimas.

Produktai:

Pavadinimas : Juosta sterilizavimui

Modelis : ZFD SERIJA ,RFD SERIJA , PMJD SERIJA, LTJD SERIJA
GMDN : 13735

Pagrindinis : UDI-DI : /

Klasifikacija: 1 klasé

Pagal 1 taisykle, annex VIII, reguliacija EU 2017/745

Deklaracija
PareiSkiama, kad pirmiau nurodytas medicinos prietaisas atitinka esminius reikalavimus EU
2017/745, isvardytus Europos medicinos prietaisy direktyvos .

/Antapaudas/ parasas/
Data :2021.05.21



