Surgical Gown
CE/FDA/TEST REPORT Approved
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FIKAT ¢ CERTIFICATE ¢

(( pAKKS

Deutsche
Alkreditierungsstelie
D-ZM-11321-01-00

Certificate

No. Q6 083528 0010 Rev. 00

Product Scrvice

Holder of Certificate: Henan JoinKona Medical

Products Stock Co., Ltd.
Xinxing Road

The South of Industry District

LuShan County

467300 PingDingShan, Henan Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Henan JoinKona Medical Products Stock Co., Ltd.
Xinxing Road, The South of Industry District, LuShan County,
467300 PingDingShan, Henan Province, PEOPLE'S REPUBLIC
OF CHINA

Certification Mark:

Scope of Certificate:  Production and Distribution of Surgical Set,
Surgical Gown, Surgical Drape, Tube Cover,
Liquid Collection Pouch, Protective Gown,
Warm Blanket and Surgical Hood

Applied Standard(g): EN ISO 13485:2016

Medical deviees - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2018

The Certification Dody of TUV SUD Product Service CmbH certifies that the company mentioncd
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.: SH1978307
Valid from: 2019-04-01
Valid until: 2022-03-31

Date, 2019-04-01 1

Stefan Preifl
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¢ CERTIFICATE ¢

Product 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. G2S 18 01 83528 008

Manufacturer: Henan JoinKona Medical
Products Stock Co., Ltd.
Xinxing Road
The South of Industry Districl
LuShan County
467300 PingDingShan, Henan Province
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)

Eiffestralle 80
20537 Hamburg
GERMANY

Product Surgical Set, Surgical Gown,
Category(ies): Surgical Drape, Tube Cover,
Liquid Collection Pouch,
Warm Blanket and Surgical Hood

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.: SH18783EXT01
Valid from: 2018-04-23
Valid until: 2023-04-22

Date, 2018-02-15 ;

Stefan Preil



Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

HENAN JOINKONA MEDICAL PRODUCTS STOCK CO.,.LTD

Xinxing Road, The South of Industry District, Lushan County,
Pingdingshan, HENAN, 467300, CHINA

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through

Shenzhen CTB Testing Technology Co., Ltd.

Owner/Operator Number: 10062713

Device Listing#: See annex

CTB will confirm that such registration remains effective upon request and presentation of this centificate
until the end of the calendar year stated above, unless said registration is terminated after issuance of this
* certificate. CTB makes no other representations or warranties, nor does this certificate make any
- representations or warvanties to any person or entity other than the named certificate holder, for whose sole
henefit it is isswed. This cervtificate does not denote endorsement or approval of the certificare-holder's device or
o establishment by the U.S, Food and Drug Administration. CTB assumes no liability to any person or entity in
- connection with the foregoing,
Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration number
* does not in any way denote approval of the establishment or its products. Any representation that creates an
. impression of official approval because of registration or possession of a registration number is misleading and
- constitutes misbranding.” The U.S. Food and Drug Administration does not issue a certificate of registration,
: nor does the U.S. Food and Drug Administration recognize a centificate of vegistration, CTB is not affiliated

with the U.S. Food and Drug Administration.

CcTB FEA

Expiration Date: December 31, 2020




CERTIFICATION OF REGISTRATION

Annex to Device Listing# for Owner/Operator Number: 10062713

. . Proprieta
Listing No. | Code | Device Name P ry
Names
INSTRUMENT, FEMALE 55
MANUAL, 3.5MM PELLET
-
D373299 MDM SURGICAL, [NSERTION
GENERAL USE TEAY
Foit, surgical
373300 K0 instrument, Surgical Set
disposable
D373303 FYE DRESS, SURGICAL Surgical CGiown
BEDDING,
D3T73304 KME DISPOSABLE, Surgical Drape
MEDICAL
COVER, MATTRESS
373305 FMW (MEDICAL Tube Cover
PURPOSES)
FILTERS, CELL
. - COLLECTION, Liguid Collection
D373306 RET TISSUE Pouch
PROCESSING
HELMET, Warm Blanket and
-
D373307 Xz SURGICAL Surgical Hood

Activities

Manufacturer
Contract
Manufacrer
Contract Sterilizer
Repackager/Relabeler
Remanufacturer
Foreign Exporter

NOT END OF THE ANNEX




Fisca ear 2020

CERTIFICATION OF REGISTRATION

Annex to Device Listing# for Owner/Operator Number: 10062713

. . Proprieta
Listing No. | Code | Device Name P *y
Names
D3TII08 OFA Mon-surgical isolation solation Gown
oW
D373300 KPY Shicld, protective, Ptﬂtcctwc
personnel Coverall
PACK, HOT OR
D373310 IMTY COLD, Diressing Pack
DISPOSABLE
END OF THE ANNEX

Activities

Manufacturer
Contract
Manufactrer

Contract Sterilizer
Repackager/Relabeler
Remanufacturer
Foreign Exporter

Expiration Date: December 31, 2020




BSOS IMTATIE SR

ICAS Testiag & Cortliatian Geasp
Report No.: SETIA0CTY-CILE Date: 2016-12-05 Page 102
The following infurmation of festing sample
Sumple Name Disposable Surgical Gown Sample No, 116110079-01
Samplc Type / Sample Qty. 4pes
Applicant Henan Joinkona Medical Products Stock Co. Lid 3 o
P
e
Xinxing Road, The South of Industry District, LuShan County, PingDingShan City, Htrpn{" i
Province, China LAY
L &-
NG
Sample Received Date 2016-10-28 Testing period 2016-10-28 to 2016-12-01 {
Test Items Water resistance, Hydrosiatic pressure test |
Test Method AATCC 422013 AATCC 127-2013
Test Results Please refer to nest pase(s)

s+sesPor more detailed information, please refer to next page(s)***+**

(Yufang Wang) (Tao Wu)

B R E M RB S (L) AR A

O AL WOOTIS WOOURNNTENCY QUDVIORC FQHANCHAND OO 1T

B 0200361



TEST REPORT

SR TH

IKepore No.: SUT IS TRIZ-UL T Date: 2U16-12-0) Paga 2of 2
Test Result(s):
1. Water resistance
Test Victhold: AATCC 42-2015
Determinate Stand ard: According 1o applicant’s requirement
Test ltem Unit ‘Test Result Limited Value Determinuation
Water resistance g 04 <10 Pass
2. Hydrostatic prossure test
Test Method: AATCC 127-2013
Determinate Standard: According to applicant’s requirement
Test Hem Unit Test Result Limited Value Determination
Hydroetatic pressure test emH ;O 65.2 =50 Paes
Sample Photo

Q‘O"M F'“dﬂbb

Romak: The semp’es provided by the customer, the repont tost resulls are only responsible for somples.

The test data is only wed for relerence. not as a social justice dala.

WA AR R EE AR (B AR A S
ICAS TESTING TECHNOLOGY SERVICES (SHANGHAI) CO.LTD

B 0200362

;



Disposable Surgical Gown
1. Description

Disposable Surgical Gowns are critical items of protective clothing suitable for
Operation Room, medical clinics, hospital ward, inspection rooms, laboratories,
ICU and CDC sites for important isolation of virus damage.

At Joinkona Medical Company, there is a wide selection of disposable survicai
gowns made of SMMS that will certainly serve to protect medical staffs in
situations where there are exposure concerns.

2. Advantages to wearing disposable Surgical Gown

Raw Material:

Weight: 35g/M? or 45g/M? SMMS Non-woven Fabrics.

SMMS Performance: Fluid Proof and Anti-Static ar F!uia Proof and Anti-Static
and Anti-Alcohol and Anti-Blood(AS&AR)

In the healthcare profession, disposable surgical gown play a crucial role in
asepsis by reducing the transfer of bacteria from the skin of the medical staff to
the air and protect medical staff in anaration room. Besides, It will also protect
staff members from blood, urine. saliiz, or other chemicals and bodily fluids
during surgical procedures.

Comfortable, Lightweight aiid Breathable e
They are breathable aliowing the wearer to be insulated and not ove e it

3. Specifications and Features

Style
One piece of Disposable Surgical Gown

Features

Single use

Secure protection ( ultrasonic technology ) :
Anti-fluid, Anti-alcohol, Anti-blood , Anti-static X
Durable

Comfortable, Lightweight and Breath% iv’ -

Tear-resistant e
N
Flame retardant 3 =~
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Certificate

» CE

» FDA

» IS0 13485
» EN13795

Standard Surgical Gown

5 e o

e e e ot

Reinforced Surgical Gown

Surgical Gown Size Unit:cm

S M L XL XXL XXXL | Tolerance
110— 115 127 135 140 145 2
150 155 160 *2

elt card .




5. Products Package:
1PC/Sterile Pouch

35gsm SMMS Standard Surgical Gown and Reinforced Surgical Gown

tl"mdut:i:s Name Size Carton Size Sevfaatan

-4 (pecs)
Standard Si ,’tgeal Gown S | 50x40x45¢cm Y 50
Standard Surgical Gown 50x40xd5cm 50
Standard S | Gow 50x40x45cm 50
Standard Surgical Gown XL | 50x40x45cm 50
Standard Surg o . - x¢ ] 50
Standard Surgical % - 3X - ;| 50x40x45cm 50
Reinforced Surgical G 5 40x45¢cm 50
Reinforced Surgical Gova G: - M | 50x40x4tcm 50
Reinforced Surgical Gown L x45cm 50
Reinforced Surgical Gown XL \ 50
Reinforced Surgical Gown  * 2 50
Reinforced Surgical Gown X 50
45gsm SMMS Standard Surg prced Surgical Gown

Products Name Carton Size Styi=rton

(pes)
Standard Surgical Gown 50x40x45cm 40
Standard Surgica! Cown 50x40x45cm
Standard Surg/cal Gown L 50x40x45¢cm 40
Standard 5urgical Gown XL | 50x40x45cm 40
Stancard Surgical Gownfl 2XL | 50x40x45cm 40
Stancard Surgical 3XL | 50x40x45cm 40
LRelnforced Surgical S | 50x40x45cm 40

Reinforced Surgical Go M 50x40x45cm 40
Reinforced Surgical Go L 50x40x45cm 40
Reinforced Surgical Go! XL | 50x40x45cm 40
Reinforced Surgical GoV 2XL | 50x40x45cm 40
Reinforced Surgical Gown 3XL | 50x40x45cm 40

Page 3/3






















