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Medical Surgical Mask ( EN 14683:2019Type IIR)
EFHOE (YY/T0969-2013)

Size:17.5cmx9.5cm
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3 PLY Filter for effective protection
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370 | B eHEETEERE RS 91320402784360142G ENEECE
Changzhou Chuangjia Medical
Appliance Co., Ltd

371 | B =EErEmaEra RS 91320402593949245M ENEECE
Changzhou 3R Medical Device
Technology Co.,Itd

372 | BT EGHIARE 2SR 91320412714914154F /\ KIEECE
Dakang Medical Equipment Factory /os

373 | IS EEKEYRER S HIRAE] 91321100550249900Wy KrEECE
Jiangsu Chukeu Biotechnology Co.,Ltd. \

374 | {ASUInErr SRR 9132028174870 EREECE
Jiangsu Dingshun Medical Products %
Co.,Ltd }@)

375 | ITHMEAETREERAS 913207, 1vIR250G RR22CE
Jiangsu Hengzhou Medical Equipment @
Co., Ltd

376 | LR Ey SR AT] 9 5!827140763730 KIERCE
Jiangsu Jinlu Group Medical Device /%4
Co.,Ltd Jé :Si%
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GMP Standard Clean Room for Production
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¢ CERTIFICATE

(( DAKs

Akkreditierungsstelle
D-IM-11321-01-00

Certificate

No. Q5 097614 0004 Rev. 00 %%

Holder of Certificate: Jiangsu Chukeu Biote@‘gg Co., Ltd.

Product Service

The 15th Building, No.38 Panzon

Ding Mao, New District

212000 Zhenjiang

PEOPLE'S REPUBLIC OF'C
S~

ili i . - Jiangsu Chukeu Bio oMggy Co., Lid.
Facility(les): The 15th Building zang Road, Ding Mao, New District,
EO

jig ﬁd E'S REPUBLIC OF CHINA

Certification Mark:

C i = Design, Development, Production
SGOPE of Ce L and Distribution of Wound

= Caring Hydrogel Dressing,
Foam Dressing,
/\ Alginate Dressing,
y Medical Hydrocolloid Dressing,
O‘ Medical Hydrogel Eye Shields,
@. Medical Sterile Dressing
(A:Adhesive Wound Dressing;
& B:Medical Transparent Dressing),
i Silicone Scar Sheet,
Medical Cold Compress Sheet,
Medical Cooling Sheet

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1ISO 13485.20186)

DIN EN ISO 13485:2016

The Certification Body of TOV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH18101804

Valid from: 2019-03-28
Valid until: 2022-03-11
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. : Documentation ne, CIY/CEDS-11.1
iangsu C . Litd.
Jiangsu Chukeu Biotechnology Co., Ltd Docbraiion of Confomtily_ MDR___
Medical Surgical Mask, Type ITR. Date: 2020-03-12 Rev, AlD
EG-KONFORMITATSERKLARUNG - EC D TION OF CONFORMITY
Mame und Adresse des Herstellers: [ Jiangsu (J 0., Ltd. A
Mame and address of the manufacturer: Tha 15th g Road,Din \huqrwsem
District, 212 002 eni L EPUBLIC OF L‘-
W L)
Bevollmdchtigter der EG; / Riomavix 5.L.
EC Authorized Representative: Calle de Almansa 55;TE% i
Wir erkiaren in alleiniger Verantworlung, dass / We dedare under our sole
das Medizinprodukt: / Medizinische Gesichtsmasken Surgical Mask
the medical device: Maodell/ Model: 18.0c 7.5cm X 8.5cm . 17.0cm X
8.5cm, 17.0cm 8, #9cm. 12.5cm > Scm . 12em X

GMDN-Code: / GMDN code:
Gn.lndlegmge UDN-0I: 1 Bagic UDI-DI:

Produkifotografie: / Product photograph:

&‘
der Klasse: / u[clﬁy /\
nach Anhang :!lt da V@unﬂ EU 20171745 (MDR) / according to Annex VIl of Regulation (EU) 2017745

Erfailt die en der Verordnung EU 2017/745 (MDR). Die Erklarung gilt in Verbindung mit dem zum Produkt
ge n E protokoll’. / meets the provisions of the Regulation (EU) 2017/745 which apply to it. The declaration
of il is alid in connection with the batch-related "final inspection report” of the device,

] bewertungswarfahren; EU Declaration of Conformity referred to in MDR Article 19
Conformity agsessmant procedure:

- NA
‘\ ifikat:/ Certificate;

Benannte Stelle:/ Notified Body: NA

Diie Konformitdiserkigrung ist giltig bis: /  2022-03-12

Zhenjiang, 2020-03-12
mMﬁJS(
Place, date {Hudil / H #) Marme 3d funktion *( JicE S

Page 1of1
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CERTIFICATE OF NOTIFICATION %0\

\‘
This is to certify that, according to the European Council Directive 93/42/EEC, R_lmﬂ?\
VE:

performed all notificabon duties and responsibilities as the European Auﬂnn@‘ tat1
MANUFACTURER: Jiangsu Chuken Biotechnology Ca., Ltd. %

ADDRESS: The 15th Building, No.38 Panzong Road.Ding Mao,New Distxict, 21 2p¢Zffenjiang, PEOPLE’ §
REPUBLIC OF CHINA \

The manufacturer has provided Riomavix 5.1, with \:ﬁmﬁa’m declaration according
to the European Council Directive 93/42/EEC in EC Declaration of Conformity
confirming that its medical device, as stipu elow, is fulfilling the essential

requirements of the European Council Dlrectl

Devices: Medical Surgical Mask 6@&

Classification: |

Model:1 B.0cm X 9.5cmy 1V 9.5cm~ 17.0cmX9.5cm-~ 17.0em>9.0cm- 14.5cm>X9cm-
125cmX 9em « 12}%?31

Where the er affix the CE mark to the device listed they must ensure that all the
m@gmm ents of European Council Directive 93/4Z/EEC are met.

tion of abovementioned device has been completed by the European Authonzed
tive in Spain. The Spain Competent Authority is notifed of the manufacture’s device
as allocated registration. The registration number 1s RPS/688/2020

]

Issue date: 6/MAY /2020
Cert. No.: R20200509

- (&

Calle de Almansa 55, 1D, Madrid 28039 Spain

L\

Exeenfive D
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Test Report No.: 721653487
Report Date: 16 April 2020

SUBJECT Physical & Microbiological Test

TEST LOCATION TUV 50D China

TUW SUD Products Testing (Shanghai) Co., Ltd.
B-3/4, No.1998 Du Hui Road, Minhang District

Shanghai 201108, P.R. China

CLIENT NAME Jiangsu Chukeu Biotechnology Co.,Ltd

CLIENT ADDRESS The 15t Building, No_38 Panzong

Road i @
ZFhenjiang, PEOPLE'S REFUBLIC OF CHINA \

TEST PERIOD 01=-Apr-2020~10-Apr-2020

Prepared By 6@&

Pe e f“

Py

)

Mote: {1} Ganerdl Tenms & Condiions as menSoned evedeal. 2) The msulls relate anly 1o e Rems tested. (3) The test repod shall not
be mproduced excepl in Jull witiout the writien appsoval of e Iabosmtory (4)W ihoul he agreement of Me lsbomiory , Me chent ks not

authodred 1o use fe lestresulls for unagproved propagands.

ChemicalMicratiology Laborslon: Phere : 56 (21) BG7E3TS
TOV S0 Products Testing (Sanghal) Co.,  Fax:  -25 (21) 607 EM5
L. Ermati: bod dhem@treasden
B3, Mooc1900 D Hui Floas, Minkusng DESEEY  Webgane: wwwiluw suden
Surgrei

e
PR China

BegiansiHead Office:

TV 30D CerBbcaBion and Tesfing
{China) Ca_ Lad

P 151 Harg Torp Fioas Shanghal
20070 PR Chrs

TV

Page 1o 11
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Test Report No.: T2165 3487
Report Date: 16 April 2020

TEST REPORT
Sample Description : Medical Surgical Mask
Sample Quantity : 40 pieces
Lot Number/Batch Code 20030501
Specification L !
Size : 17 Dcmx8.5cm /
Type of Mask : Type IR O’
Brand Name : i S~

Remark: The abave information was provided by applicant.

)
e

Mo Test Item Test Judgement
1 | Bacterial Filtration Efficiency (BFE) Test | EN 14533':%@3&19“5} Annex B Pass
2 Differential Pressure Test EN HJEBSNQYQ‘-BJLZMQ{E} Annex C Pass
3 Synthetic Blood Penetration Test &A@m;zm-i Pass
4 Microbial Cleanliness Test 1% 2019+ AC:20 19(E) Annex D Pass

Mote: Pass = Meet customer requirements; %j

= -
# = No comment; \&

A

D PROA

- ! Photo of Samples

ChemicaliVicobiology Laborsory: Phors : <56 (21) EGTEITS
TV 300 Products Testing (Shanghsl) Co..  Fax: 36 (21) G057 EXS
L. Eral. bod dhem@asrasden
B34, Mo 19000y Hui R, Minkarg Distict.  Webpage: wiwlieauden
Srarchai

NNE
PR (hina

Regional Head Office:
TUV S (D CerSBicaion and TesSing
{Ching) Co Lidl.

M 151 Heng Torg Resd Shanghal
00070 PR China

-my..t" Faga 2o 11
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Final Report —
R epiae ;‘2’33325':}.’;"55?53% ?ﬁe@
In Vitro Cy@:ﬁ‘ity Test of

Medlcﬂ@urglcal Mask
ordipg to 1ISO 10993-5: 2009
MTT Method
7%‘ EM with 10%FBS extract
/g/\ Sponsor;  Jiangsu Chukeu Biotechnology Co.,Ltd
- _ The 15th Building, No38 Panzong Road Din

Address
S

© District 212000 Zhenjiang
SaRERE

Sanitation & Environment Technology Institute, Swgch(3) Ups
Address: 199 Ren-Ad Road, Suzhou Industrial Park, Suzhou, Jangse 215123, P R. China
Website: www.sudatest.com E-mail: medi@sudatest.com

Direct: 486 512 65880038 Free: 400 107 8828
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Final Repo
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Report Number: SDWH-M2020 &/—%}
T
Skin Sensi;%ﬁ%n Test of

Medlc@\zﬁu rgical Mask
ording to 1SO 10993-10:2010
ulpéa Pig Maximization Test
@L vdium Chloride Injection Extract

/g/\ Sponsor: Jiangsu Chukeu Biotechnology Co.,Ltd
Q\ The 15th Building No38 Panzong Road Din o, New

AdIess: . Bictrict 212000 Zhenjiang <
VY | gt
B * =
= §
L
. Iﬁ:mit:-itiun & Environment Technology Institute, Swgch(8y Upé
Address: 199 Ren-A1 Road, Suzhou Industrial Park, Suzhou, Jangsu 215123, P R, China

Website: www.sudatest.com E-mail: medi@sudatest com
Direct: 486 512 65880038 Free: 400 107 8828
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Final Report —
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Skin Sensiti n Test of
Medic rgical Mask

opding to 1SO 10993-10:2010
imea Pig Maximization Test
“;\! Sesame Qil Extract

G

y ) “Sponsor: Jiangsu Chukeu Biotechnology Co.,Ltd
Q/g/ . The 15th Building,No38 Panzong Road Din o, New

AdIess: _ pyictrict 212000 Zhenjiang <
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KOS | Sanitation & Environment Technology Institute, Swgch(3y U
Address: 199 Ren-Ad Road, Suzhou Industrial Park, Suzhou, Jiangsu 215123, P, R. China
Website: www.sudatest.com E-mail: medi@sudatest com
Direct: +86 512 65880038 Free: 400 107 8828
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Skin Irri >%‘est of
Medic rglcal Mask

ng to l‘iD 10993-10:2010
0.9° Chloride Injection Extract

y ) “'Sponsor: Jiangsu Chukeu Biotechnology Co.,Ltd
Q/\g/ The 15th Building, No38 Panzong Road Din

AAAIESS: pyidirict 212000 Zhenjiang

Cutan

i £ | Sanitation & Environment Technology Institute, 3wgchiBy U
Address: 199 Ren-Ai Road, Suzhou Industrial Park, Suzhou, Jiangsu 215123, P.R. China
Website: www, sudatest.com E-mail: med{@sudatest com
Direct: +86 512 65880038 Free: 400 107 8828
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ding to 1SO 10993-10:2010
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Final Report \}\:.
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[eimr [= | Sanitation & Environment Technology Institute, ch{@y U

e 4'-, 'ﬂ- 4

J . e%ersly | Address: 199 Ren-Ai Road, Suzhou Industrial Park, Suzhou Jumgﬁu’lﬁlﬂ, P. R. China
'L‘r B | Website: www sudatest.com E-mail: med@sudatest.com

] Direct: +86 512 65880038 Free: 400 107 8828
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T AR 50 AN /48, 148/, 40 R/A
Packaging:50pcs/bag, 1bag/box, 40boxes/ctn

e
— nNrFTA S

§ ‘ L L encaL sugcica
— MEDICAL . .

- Al
50 /4% (50pcs/bag) 148/%& (1bag/box) /e.}% (40boxes/ctn)
A
\_. <

$&: 2000 4 %ﬁ}\ 000pcs
FHE: 8.6KGS }g 8.6KGS

F8#: 55.0cm X 44.0cm X 41. %\@ MEAS: 55.0cm X44.0cm X 41.0cm



