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ZERTIFIKAT & CERTIFICATE &

Producl Sevice

EC Certificate

Production Quality Assurance System

Directive S3/42/EEC on Medical Devices (MDD), Annex ¥
[Devices in class | in sterlle conditions, sterilised systems or procedure packs)

No. G2S 18 01 83528 008

Manufacturer: Henan JoinKona Medical
Products Stock Co., Ltd.
Xinxing Road

The Sculh of Indusiry Dislric
LuShan County

457300 PingDingShan, Henan Province
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: =~ Shanghai International Holding
Corp. GmbH (Europe)
Eiffestraltz 80

20537 Hambung

GERMANY
Froduct Surgical Set, Surgical Gown,
Category(ies): Surgical Drape, Tube Cover,

Liquid Collection Pouch, Protective Coverall,
Warm Blanket and Surgical Hood

The Certification Body of TUV SUD Product Servica GmbH declares that the aforementioned
manufacturer has implemented a guality assurance system for manufaciure in accardance with
MDD Arnex V. This quality assurance system covers those aspects of manufacture concermed
wifn securing and maintzining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Diractive. It is subject to periodical surveillance. See also
notes cverieaf

Report No.: SH187B3IEXTM

Valid from: 2018-04-23

Valid until: 2023-04-22

Date, 2018-02-15 w
Stefan Presld

TOW S0D Product Service GmbH is Motified Bedy with identification no. 0123

Paga 1of 2

TV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrafe 65 - 80339 Minchen « Germany v
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ZERTIFIKAT & CERTIFICATE & :2:5:5

Product Servee

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 procadure packs)

No. G2S 18 01 83528 008

Facilitylies): 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

Page 2 of 2

Tiv $0D Product Service GmbH - Zertifizierstele - Ridlerstrafe 65 - 50339 Minchen - Germany o



Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

HENAN JOINKONA MEDICAL PRODUCTSSTOCK 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 certificate
- 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 warranties to any person or entity other than the named certificate holder, for whose sole
* benefit it isissued. This certificate does not denote endor sement or approval of the certificate-holder s device or
. egtablishment 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, “Regigtration of a device establishment or assignment of a registration number
" doesnot 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 certificate of registration, CTB is not affiliated
: with the U.S. Food and Drug Administration.

CcTB FoA

Expiration Date: December 31, 2020




Fiscal Year 2020
CERTIFICATION OF REGISTRATION

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

ListingNo. | Code| Device Name Proprietary Activities
Names
INSTRUMENT, FEMALE SS
MANUAL, 3.5MM PELLET
D373299 MDM SURGICAL, INSERTION
GENERAL USE TRAY
Kit, surgical
D373300 KDD instrument, Surgical Set
disposable
D373303 FYE DRESS, SURGICAL Surgical Gown Manufacturer
Contract
BEDDING, Manufacturer
D373304 KME DISPOSABLE, Surgical Drape Contract Sterilizer
MEDICAL Repackager/Relabeler
COVER, MATTRESS Remanufacturer
D373305 FMW (MEDICAL Tube Cover Foreign Exporter
PURPOSES)
FILTERS, CELL
COLLECTION, Liguid Collection
D373306 KET TISSUE Pouch
PROCESSING
HELMET, Warm Blanket and
D373307 FXz SURGICAL Surgical Hood

NOT END OF THE ANNEX




Fiscal Year 2020
CERTIFICATION OF REGISTRATION

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

. . Proprietar .
ListingNo. | Code| Device Name P y Activities
Names
D373308 Opa | Non-surgicalisolation |\ i on Gown Manufacturer
gown Contract
Shield, protective, Protective Manufacturer
D373309 KPY personnel Coveral Contract Sterilizer
Repackager/Relabeler
PACK, HOT OR emanfecturer
D373310 IMD COLD, Dressing Pack Foreign Exporter
DISPOSABLE

END OF THE ANNEX

Issued:*Vfarch 4, 2020

Expiration Date: December 31, 2020
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Dewgtache
Akkreditierungsstelle
D-I4-11321-01-00

Certificate

Produset Sorvien

No. Q8 083528 0011 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:
Applied Standard(s):

Henan JoinKona Medical

Products Stock Co., Ltd.
Xinxing Road

The Seuth of Industry District

LuShan County

467200 PingDingShan, Henan Province
PEOPLE'S REPUBLIC OF CHINA

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

ETO Sterilization for Medical Device

EN IS0 13485:2016

Medical devices - Quality managemeant systems -
Requirements for regulatory purposes

(130 13485:2018)

CIM EN 150 13485:2016

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

Report Mo.:

Valid from:
Walid until;

Date, 2019-04-01

Fage 1 of 1

SH1878307

2019-04-01
2022-03-31

[ o

Stefan Preild

TOV 500 Preduct Service GmbH = Cerification Body = Ridlerstralie 85 » 80338 Munich » Germany
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ZERTIFIKAT ¢ CERTIFICATE

B

Praduct Scraco

Supplement to Quality System Certificate
No. SUP 083528 0012 Rev. 00

This supplement is Q8 083528 0011 Rev. 00
only valid in

conjunction with the

main certificate:

Certificate Holder: Henan JoinKona Medical

Products Stock Co., Ltd.
Xinxing Road

The South of Industry District

LuShan County

487300 PingDingShan, Henan Province
PEOFLE'S REFUBLIC OF CHINA

Facility(ies): Henan JoinKona Medical Products Stock Co., Ltd.
Xinxing Road, The South of Industry District, LuShan County,
487300 PingDingShan, Henan Province, PECPLE'S
REPUELIC OF CHIMNA

The quality system certified as stated in the main certificate additionally fulfills the applicable
reguirements of
EN IS0 11135:2014 “Sterilization of health-care
products - Ethylene oxide - Requirements for the
development, validation and routine control of a
sterilization process for medical devices {ISO

11135:2014)"
Audit Report: SH1978307
Dated: 2019-02-20

The assessment was performed by audilors authorized under TOV SUD Product Service GmbH
procedures. The audit team included an auditor authorized for sterilization

Valid from: 2019-04-1
Stefan Prei
Page 1 of 1

TUV 500 Produsct Service GmbH « Cerification Body - Ridlerstrasse 65 - Munich - Germany
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K25 Tasding & Carfilization Group

oAU )

A SHTISO079-01 [ HH: 2016-12-03 1, M7
L 2t 4 S B
B T W TE AT T Al F i 0 = TT6110079-01
l-"“n
TR IR i g i R R 1T R SR IR A S vféd\ﬁ'i-‘
fi\ ,
F A8 (3 ST P T 1 L 7l SR X 4 357 (E'
I \k
S H 2016-10-28 i 0 R A 2016-10-28 % 2016-12-01 N
it TR fEActERE . TER oK E
Fa M ik AATCC 42-2013  AATCC 127-2013
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A5 Tastimp B Carlifleation Group o 'r!ml'-h
v H
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WEHT:  SUT16110079-01 Bid:  2016-12-05 S
Rl S
1484 kA
7 3 AATOC 42-2013
B A D
pmiain g =) Ffir i e At PR{E ELmHse
fE kAL g .4 10 J B
2T Bk E
Fail ik AATCC 127-2013
FE AR R PR
RrE H AL i ECE BR{E Rl
| i # kI emH20 65.2 =50 e
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R R T
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ICAS Tasting & Cerification Groiip

Report No.: SETTG007S-UTE Ihate: 2016-12-05 Page Tol'2

TEST REPORT

The following informatinn af festing sample

Sample Name IYzposable Swgieal Gown Sample No, 116110078-01
Sample Tvpe ¢ Sarnple {uy. dpus
Applicant Henan Joinkona Medical Products Stock Co., Lid 4
=
Tei ]
d4d Xinxing Road, The South of Industry District, LuShan County, PingDingShan City, Henar| /|
Address =

Provinee, China

Saumple Received Date

2016-10-28 Testing period 2016-10-28 to 2016-12-01

Test Items

Water resistance, Hydrostatic pressure test

Test Method

AATCC 42-2013 AATCC 127-2013

Tesl Results

PMleasc refor to next page(s)

s+4eeeFor more detailed information, please refer to next page(s)ss***

Redacted by: % Reviewed by: . Yiea
ac ¥ i i ¥ r-;-,r"r:ﬂ_, yiz

W |
¥,

{Yufang Wang) (Tao Wuj

HEORR R R WM oA M B ( EiED B R X A B 0200361

WA D RO AT GO ITRTAT OGO OIS AR AROITATY i TTTs



ICAS

SRR RN LA SE A

LS Tosting & Cartification Grouvp

TEST REPORT

Ieport Moo ST 610070011 Nate: 2 16-12-05 Pags 2of 2

Test Hesult(s):

L.¥Water resistance
Test Method: AATCC 42-2013
Determinate Slandard: According 1o applicanl’s requirsmenl

Test Ttem Unit Test Result Limited ¥alue Determination

Water resistance g 0.4 =10 Pass

Jor
s

2. Hydrostatic pressure test
Test Method: AATCT 127-2013

& -,:.*";;'-" ot

frrian

Determinate Standard: According to applicant’s requirement b,
I /
Test Tem Unit Test Result Limited Value Determination '
Hydrostatic pressure test cmH:z0 635.2 =50 Pass
Sample Photo
|

e Thg End##

Eemark: The samples provided by the customer, the repott tost results are only responsible for samples.

The tesl dala 15 only used Lor relerence, nol as o social justice data,

IR R W B AR E (Bl H WA A
ICAS TESTING TECHNOLOGY SERVICES (SHANGHAI) CO.LTD B 0200362




1 BA4 14x19cm

ZIRUIKDN®
X 55 R ——

\ AY Sy h Y
—RMERFARKIERR
@B —REEAFARK
BS, . BIS: TEA, 5EE; MAZ: M-S. My L. XL, XXL;
il AREEFIRETHRERAT
it LB~ ERXEXHTEE, #idm: 467300
SEMl: AREEFIRETRASERAR
{EFr: FIRLHELEF L ERXEAXFTE
ERRESRNA: REEMNRETASERAR
BAES: BiIE: 0375-5614666 fRE: 0375-5614766 FREBREHL%: 400-0375089
B F{5#: sales@joinkona.com [Jilt: http://www. joinkona. com
HE FRFENIE R B HE A 71520150081 5
SEMHESRS - 754 E 20172640918
FPEERIRARER GRS TR E 420172640918
[FEagE] AR E @B RIELLUERHIEMR, HN58 3 7ERIRT R S AhE H1 S kS T 457
HIET R -

[7= & MERE]

1. —RMEFERFRROMIERRTRAFE—RIMEERAFARKREAREKR2. 1 RIWEK.

2. FARRMIMNUNE EFEHE . FRAZWR. REAFE. k5K TWEERAE.

3. MFHEESLRAEZINRS, TEHMAEHR. 2R, WMTFRBREFDR.

4, FRKXAPIELERNATETF3IS o/m’, MIBBIRERRIET SRR ATFTET48 ¢/m’

5. FARKRMEED: JFRE. BE. Sk, KRR, RHEE. MyEYFENTS
YY/0506. 22016 FR1IHIER

6. FARARENEFITHE.

7. FARARERBAAAZKERE, BREBEAKXF10ug/g.

8. —RNMEMERF AR R LRI S IR & BIBHUR R

EASEEERTETENFARRER.

[sEA A 3]

1. RI\FR, EFEFERSHFARAK;

2. FTHBER, BREEREASRNIEFARK;

3. BFEAKREREERIESXNFHAEDHSINART E;

4, FAKRERARBIFIMOCENGIL/BHEFEFLAER/EY, RBLMERSIFMREREER.

[ 25 ZFE]

1. SRR EERR!

CEESm)

1. AEREBFREHER.

2. AEGAREER, EFRARMFRKREEWSR, EMGOSSILER, MURELESESFEA.

3. B ZRKRE.

4, AERBEYHI=F, BHIFZER!

5. BRBINEBIEWATREER, BIMEES, BREFTHIRAIE.

6. ARF=GIEEMIZIZPRBHIE. Bk,

[I=7F] . MICEFAEERNEERRBIE80%, T@mtESa, AR, ik, BXREFHEEEN.

[E~=HHA]: £~ SE~HE, £ -RshE8%.

L] . =4
BB LI/ IEITRYE): 20204501 (W)

—RMEER HAZKRE

B 14x19cm 80eKE M EENR] (Pantone#Zf 356C, 2

Black)



TR e Vi A e =T A AT PR ) @

Henan JoinKona Medical Products Stock Co.,L.td SOOI

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 surgical
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 or r!uid 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 operation room. Besides, It will also protect
staff members from blood, urine, saline, or other chemicals and bodily fluids
during surgical procedures.

Comfortable, Lightweighit aiid Breathable

They are breathable aliowing the wearer to be insulated and not overheat. } ) '} \

&

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-Etatic
Durable .
Comfortable, Lightweight and Breathable \i';
Tear-resistant N X
Flame retardant ‘

‘/

VVVYVYVYYV

Page 1/3
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Henan JoinKona Medical Products Stock Co.,Ltd SR

Certificate

> CE

> FDA

» IS0 13485
> EN13795

Standard Surgical Gown Reinforced Surgical Gown

Surgical Gown Size Unit:cm

| ize S M L XL XXL XXXL | Tolerance
% 110 115 127 135 140 145 12
. 140 145 150 150 155 160 12

e Mr manship Details
(b' i UE@sonic technology in arm and sleeve.

i\ ,' Four belts with belt card .



TR e Vi A e =T A AT PR )

?

Henan JoinKona Medical Products Stock Co.,I.td SEnEn
5. Products Package:
1PC/Sterile Pouch
35gsm SMMS Standard Surgical Gown and Reinforced Surgical Gown
Products Name Size Carton Size Qty/Carton
(pcs)
Standard Surgical Gown S 50x40x45cm 50
Standard Surgical Gown 4 .1%I\_II 50x40x45cm 5(»— )|
Standard Surgizal Gown S _\ L. | 50x40x45cm 3 | 50
Standard Surg']rical Gown :" XL 50x40x45ch 50
Standard Surgical_‘?own j \ 2XI___ ! 507(5?x45icmy X, 50
Standard Surgical Gown I\ T 3XL 50x4bx45cm 50
Reinforced Surgical Gown- } S 50ix4:0x45cm 50
Reinforced Surgical Gown 50x40x45cm 50
Reinforced Surgical Gown L 50.F;C\(E»cm 50
Reinforced Surgical Gown XL 50%40x45¢cm 50
Reinforced Surgical Gown 27 | r::‘bx40x45cm 50
Reinforced Surgical Gown I XL 5_i)x40x450m 50
45gsm SMMS Standard Surgiéa'  Cown and Reinforced Surgical Gown
Products Name _ zg) Carton Size Qty/Carton
A i (pcs)
Standard Surgical Gown S f "| 50x40x45¢cm 40
Standard Surgical Cown 50x40x45cm 40
Standard Surg cal Gown 50x40x45cm 40
Standard Surgical Gown XL | 50x40x45cm 40
Stancard Surgical Go 2XL | 50x40x45cm 40
Stanciard Surgical G¢ 3XL | 50x40x45cm 40
l_Reinforced Surgical S 50x40x45cm 40
Reinforced Surgical Gow 50x40x45cm 40
Reinforced Surgical Gowg L 50x40x45cm 40
Reinforced Surgical Go XL 50x40x45cm 40
Reinforced Surgical Go 2XL | 50x40x45cm 40
Reinforced Surgical Gown 3XL | 50x40x45cm 40

Page 3 /3
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B H512%13cm

REF: JKJ0115Y2015
Surgical Gown M/L

REF: JKJ0115Y2015
Standard Gown M/L-35gr

) 2020-03-15
20200315

8 202502
9580869

6“97085

@ @ C E STORE IN A COOL DRY PLACE

Non-sterile provision

Made in China

] 2020-03-15
20200315  AEFFHI, RBUH, LOTSHY &N E BN

8 202502

SMLFTENRIE E A A, dmig ). EAN-13












ANFERR15%12cm

REF: JKJ0115Y2015
Surgical Gown M/L

QTY 50 PCS
—

M 2020-03-15

Tor 20200315

8 2025-02

NW. - 5. 7KGS
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