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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. I

Product Service

Manufacturer .
I
—
PEOPLE'S REPUBLIC OF CHINA
Product Gauze Sponge without X-ray,
Category(ies): Gauze Ball without X-ray,

Non-woven sponge, Non-woven face mask,
Surgical gown, Isolation gown/ Coverall,
Disposable underpad, Alcohol pad, Surgical Drape,
Disposable Examination Gloves,

Wooden Tongue Depressor

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.: [
Valid from: 2019-10-28
Valid until: 2021-07-06
Date, 2019-10-28

[ foons]

Stefan Preify
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body » Ridlerstrafie 65 » 80339 Munich » Germany TN
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. I

Holder of Certificate: IININNINIIIIIIII
A
r—

PEOPLE'S REPUBLIC OF CHINA

Facility(ies):
REPUBLIC OF CHINA

Certification Mark:

uy-sud comips-cert

Scope of Certificate: Production and Distribution of
Lap Sponge, Gauze Sponge with X-ray, Gauze Ball
with X-ray, Gauze Sponge without X-ray, Gauze
Ball without X-ray, Absorbent Gauze, Non-woven
Sponges, Non-woven Face Mask, Surgical Gown,
Isolation Gown/Coverall, Disposable Undcrpad,
Surgical Drap, Disposable Examination Gloves,
Wooden Tongue Depressor, Alcohol Pad, Elastic
Bandage, Cotton Roll/Wool, Cotton Ball, Non-
woven Cap, Non-woven Shoe Cover, Disposable
Sleeve Cover, Cotton Tips

Applied Standard(s): EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: _

Valid from: 2019-10-31
Valid until: 2021-06-30

c'@ll-\_/
Date, 2019-10-31

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1

TUV sUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany TUV@
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Froduct Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. I

REPUBLIC OF CHINA

Facility(ies):

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV sUD Preduct Service GmbH + Certification Body * RidlerstrafRe 65 = 80339 Munich = Germany TUV



CE Check Result 1

ABOUT CAREERS PRESS AND MEDIA @ SELECT YOUR LOCATION

INDUSTRIES & SERVICES ~ RESOURCES LOCATIONS  CONTACT US

e e —————— s - — -3

SUBSCRIBE FOR UPDATES VIEW ALL RESOURCES

ABOUT CAREERS PRESS AND MEDIA @ SELECT YOUR LOCATION

_ Specify search Share

TUV SUD Certificatic
INDUSTRIES & SERVICES RESOURCES LOCATIONS CONTACT US

Non-certified product

Search results Black list

Certificates Testing and Certificai

SUBSCRIBE FOR UPDATES VIEW ALL RESOURCES

Correct use of certific

no certification mark certificate G2S 059619 0018 Rev. 00 R E L ATE D R E S 0 U R C E S
Certificate I
holder
Product Wound Care Products
Model Gauze Sponge without X-ray, Gauze Ball without X-ray, Non- Q6 059619 Specify search Share
woven sponge, Non-woven face mask,Surgical gown, Isolation - - s F
gown/ Coverall, Disposable underpad, Alcohol pad, Surgical TUV SUD Certification Mark
Drape, Disposable Examination Gloves, Wooden Tongue
Depressor Non-certified products
Status Valid
Certificate information :
Share SearCh resu ItS Black list
Certificates Testing and Certification Regulations

Note: Not all our content is available in the language you selected. Only valid certificates will be displayed. Voluntary certificates

of conformity will be displayed without information on their validity and for a maximum of five years after their date of issue, as _ Correct use of certification marks
they only refer to the submitted test specimen at the time of certificate issue. For binding information and information about .

withdrawn certificates or certificate verification, please contact our certification body, e-mail: ps-zert@tuev-sued.de E:gii:atel I
. ) Product Wound Care Products
Priveny sialsmiant irpprict Model Production and Distribution of Lap Sponge, Gauze Sponge

with X-ray, Gauze Ball with X-ray, Gauze Sponge without X-
ray, Gauze Ball without X-ray, Absorbent Gauze, Non-woven
Sponges, Non-woven Face Mask, Suraical Gown, Isolation
Gown/Coverall, Disposable Underpad, Surgical Drap,
Disposable Examination Gloves, Wooden Tongue Depressor,
Alcohol Pad, Elastic Bandage, Cotton Roll/Wool, Cotton Ball,
Non-woven Cap, Non-woven Shoe Cover, Disposable Sleeve
Cover, Cotton Tips

Status Valid

Consumer information | Certificate information

Share

N IS0 13485

tuv-sud.com/ps-cert

Note: Not all our content is available in the language you selected. Only valid certificates will be displayed. Voluntary certificates
of conformity will be displayed without information on their validity and for a maximum of five years after their date of issue, as
they only refer to the submitted test specimen at the time of certificate issue. For binding information and information about
withdrawn certificates or certificate verification, please contact our certification body, e-mail: ps-zert@tuev-sued.de

Privacy statement Imprint



CE Check Result 2

ABOUT

INDUSTRIES & SERVICES =~ RESOURCES

Nr.

Typ

Name des Typs
Zertifizierstelle

Zertifikatsinhaber

Produkt
Modeli(e)

Ausstelldatum
Status

No.
Type
Type Name

Certification
Body
Holder of
Certificate

Product
Model(s)

Date
Status

=5.
Type

QM Certificates
QM System ISO 13485

TUV SUD Product iiwici GmbH, Ridlerstr. 65, 80339 Miinchen, Deutschland

Produkte fur die Wundversorgung

Production and Distribution of Lap Sponge, Gauze Sponge with X-ray, Gauze Ball
with X-ray, Gauze Sponge without X-ray, Gauze Ball without X-ray, Absorbent
Gauze, Non-woven Sponges, Non-woven Face Mask, Surgical Gown, Isolation
Gown/Coverall, Disposable Underpad, Surgical Drap, Disposable Examination
Gloves, Wooden Tongue Depressor, Alcohol Pad, Elastic Bandage, Cotton
Roll/Wool, Cotton Ball, Non-woven Cap, Non-woven Shoe Cover, Disposable
Sleeve Cover, Cotton Tips

31.10.2019
Valid

QM Certificates
QM System ISO 13485

TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 Munich, Germany

.|
Wound Care Products

Production and Distribution of Lap Sponge, Gauze Sponge with X-ray, Gauze Ball
with X-ray, Gauze Sponge without X-ray, Gauze Ball without X-ray, Absorbent
Gauze, Non-woven Sponges, Non-woven Face Mask, Surgical Gown, Isolation
Gown/Coverall, Disposable Underpad, Surgical Drap, Disposable Examination
Gloves, Wooden Tongue Depressor, Alcohol Pad, Elastic Bandage, Cotton
Roll/Wool, Cotton Ball, Non-woven Cap, Non-woven Shoe Cover, Disposable
Sleeve Cover, Cotton Tips

31.10.2019
Valid

I
QM Certificates

CAREERS

ABOUT CAREERS

INDUSTRIES & SERVICES ~ RESOURCES

SUBSCRIBE FOR UPDATES

W E R RA R W

Body
Holder of
Certificate

Product
Model(s)

Date
Status

=h.
Type
Type Name

Certification
Body

LR

BS

HEA
Status

VIEW ALL RESOURCES

UV SUD Froauct Sservice \ompH, RIQIersir. oo, 6uaa3y viunicn, 'sermany

[ I |

Wound Care Products

Production and Distribution of Lap Sponge, Gauze Sponge with X-ray, Gauze Ball
with X-ray, Gauze Sponge without X-ray, Gauze Ball without X-ray, Absorbent
Gauze, Non-woven Sponges, Non-woven Face Mask, Surgical Gown, Isolation
Gown/Coverall, Disposable Underpad, Surgical Drap, Disposable Examination
Gloves, Wooden Tongue Depressor, Alcohol Pad, Elastic Bandage, Cotton
Roll/Wool, Cotton Ball, Non-woven Cap, Non-woven Shoe Cover, Disposable
Sleeve Cover, Cotton Tips

31.10.2019
Valid

QM Certificates

QM sttem ISO 13485

TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 Munich, Germany
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hEARRTNELAE 8L EAMTIWEEX 226633

Mo ERBESM. ER2MAETXE. ERYLMIKGEXE., ERYMREA
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BERMABETIRERRAE

557 | Chongging Hongguan Medical Equipment 91500108060545977A KREECE
SEHA: RSEIMRENESERNETMEEF-EWEFER i
2020058250 HEE#ARESHEOES i - Medical Protective Gowns

NEEMREAISERNETMEESRUESR RRETARRMNBRAST

1 91440300723009295R K288 CE
ISER: 2020F5A25H T# Winner Medical Co., Ltd.
Name List of Medical Devices and Supplies Companies with Certification/Authorization from other SREBEET DXEBERERATE
2 91340100744891942W KREECE
Countries Hefei Medpro Healthcare Co., Ltd.
K—H= E M EA WELERETTBARABRAS
Fs £l

(ERRB INETER 3 Xuchang Zhengde Environstar Medical 91411024698700374N EREBACE

Products Co.,Ltd.

=y ;Medical Face Masks

4 I BREHCE
RiEET ARRNLBRAE]
1 91440300723009295R EREECE
Winner Medical Co., Ltd. B E R ETT RS AR A
LB I L ERMERIRAE 5 | Anhui MedPurest Medical Technology Co., | 913408110787251917 EREECE
2 Hubei Qianjiang Kingphar Medical Material | 914290051836675600 KR 83CE Ltd
Co.,Ltd BiEE NS mElRERAS
6 91340100779095524P KREACE
AR EEET DERAERAT Cobes Industries (Hefei) Co., Ltd
3 91340100744891942W FRE2CE
Hefei Medpro Healthcare Co., Ltd. LSRR AR B RAE

7 Hubei JIPIN Personal Protective Equipment | 914200000985371396 BRBECE
4 | ER#CE
Inc

ERAAERRE = APk E B R - FARI
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FEiP IR AR #0#E Technical Data

EHZXPPR (XE ) Mal/mE : PP [/ ERRFX4hn / ER/ERETSS
= S 605 . 63%

K/ S, M. Lo XL XXL . XXXL
P He

MXig: 1L2FM, BIAFO,

AR EARPPR TH)
L 65gE AT A
BE: L/XL/XXL

\’ | *—L “ e 0 ST, MUFSIRER, SESE. N, BB, BS, FRE, SR, Hise.,
W ol 3ELISBES . kRS, AEEEEKERIE R TR EES .

B LR R HEA

;ﬁ%ﬁ@%@% W 4100%SBERZESR, FSERN. HWAF. M.
| 5. &}EEBHERTIRMR, FhlECEMREE, BINSESHMENSZ NN,
Q [3 EET: ER. €I, MR 8. B8, DEBBEMEE
bk iR 215
FHE AR
TR FH3MIE
MMM%@ Size |Length| Bust S.L. | C.W. |Bottom
S 183 120 34 26 48
t M 188 125 36 26 48
| Sy | b —
WA et L 193 130 9() 26 48
A XL 199 135 03 26 48
XXL 203 140 96 26 48
XX XL 211 145 99 26 48
Deviation + 5 + 5 + 5 + 5 + 5




fEIPBR-A E #2845 = Feature

65g78 [l JC 45 A1 1E [ 65gsm 65g78 I JC Z 41 15 [ 65gsm non
non woven woven
fabric surface. coating inside

10 T@ppFhmbhiFlR (ES, BAL, AFHK, ?ﬁﬁm% FREXSIANHEE, BFE;
B/, TWAESEERRLE, , GSESUORITE, F—RRMEERE

o/RWRER, flul: BF, F¥iE1S,

fET!IJd

2: BELHMIAIFR (MES, K, REXRY, BEHENEREX?, Sz —EZTHm, AI8, FRy, MEE
—REMIRL RN SR, BEESRIAFRSNZEER, ERfTRFREETEERNMESERITHMIFR.,

L .

DIIL
R

3: BREIHMGFR (RE, BoK, BUES, BRI, BEEThIF&EEKkERBFR, 3%'5' ?E%'?I‘é’t’tii%éﬁﬁ, M
B—RE20=MNR L EESPER, ENFREAMIGTSRINEINUR, MIMNERIESSRNIK D AABERA.




F3FBRIF& Specification

114/481pcs/bag

# Carton Size (cm) 480mm X 460mm x 510mm
HEHE Qty/ctn (box/bag) 30
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