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ZERTIFIKAT  CERTIFICATE o

Produdd Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(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 Scuth of Industry Dislrict
LuSnan County
457300 PingDingShan, Henan Province
PEOPLE'S REPUBLIC OF CHINA

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

Eiffestralte EO

20537 Hamburg

GERMANY
Product 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 Service GmbH declares that the aforementioned
manufacturer has imp'emented a gquality assurance system for manufacture in accordance with
MDD Arnex V. This quality assurance system covers those aspects of manufacture concemed
with securing and maintaining sterile conditions of tha respective devices [ device categories and
conforms to the requirements of this Directive. It is subject to periodical surveillance. See also
notes overieal

Report No.: SH18783EXTO

Valid from: 2018-04-23

Valid until: 2023-04-22

Date, 2018-02-15 M%
Stefan Presl

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 10of2
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PRODUCT DOCUMENTATION

Product 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

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 PingQingShan, Henan Province, PEOPLE'S
REPUBLIC OF CHINA

The quality system certified as stated in the main certificate additionally fulfiiis the appiicabie
reruiraments of
EN ISO 11135:2014 “Sterilization of health-care
products - Ethylene oxide - Requirements for the
development, validation and routine control of a
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B sterilization process for medical devices (ISO
#d 11135:2014)"
‘.II’IE
2 Audit Report: SH1078307
Dated: 2019-02-20
* ;
The assessment was performed by audilors authorized under TOV SUD Product Service GmbH

(FH] procedures. The audit team included an auditer authorized for sterilization
[
<L
o Valid from: 2019-04-01
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— Page 1ol 1
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PRODUCT DOCUMENTATION

{( pAKKS

Oeutiche
Akkredmerungsstelie
D-I4-11321-0000

Certificate

No. Q8 083528 0011 Rev. 00

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 REPUBELIC 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: ETO Sterilization for Medical Device
App"ed standard(sl: EN ISO 134852016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1ISC 13485:20186)

DIN EN I1SO 13485:2016
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R The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
"l"'_"' requirements of the listed standard(s). See also notes overleaf.
< Report No.: SH1878307
[}
ke Valid from: 2019-D4-01
= Valid until: 2022-03-31
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* Date, 2019-04-01 B s
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ZERTIFIKAT & CERTIFICATE ¢

Product Servee
EC Certificate
Production Quality Assurance System

Directive 93/42/EEC on Madical Devices (MDD), Annex V
[Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 18 01 83528 008

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

Page 2 of 2

TUV S0D Product Service GmbH - Zertfizierstele - RidlerstraBe 65 - 80339 Minchen - Germany v



PRODUCT DOCUMENTATION

CERTIFICATION OF REGISTRATION

Thus 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 & Diug
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 vear 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 te any person or entity other than the named certificate holder, for whose sole
: benefit it is issued. This certificate does not denote endorsement or approval of the certificate-holder’s device or
. establishment by the U.S. Food and Drug Administration. CTB assumes no liability to any person or entitv in
- connection with the Jforegoing.
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 vegistration,
* nor does the U.S. Food and Drug Administration recognize a certificate of registration, CIB is not affiliated
with the U.S. Food and Drug Administration.

Issue™Naith 4, 2020
Expiration Date: December 31, 2020




PRODUCT DOCUMENTATION

B

CERTIFICATION OF REGISTRATION

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

]

Listing No. | Code | Device Name Eropeictary Activities
Names
INSTRUMENT, FEMALE SS§
MANUAL, 3.5MM PELLET
Sl WIBM 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
D373306 KET COLLECTION, Liquid Collection
TISSUE Pouch
PROCESSING
HELMET, Warm Blanket and
AN T SURGICAL Surgical Hood
NOT END OF THE ANNEX




PRODUCT DOCUMENTATION
s i

Fiscal Year 2020

CERTIFICATION OF REGISTRATION

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

.. ) Proprieta .
Listing No. | Code | Device Name P 2 Activities
Names
D373308 ops | Nowsuwgicalisolation |\ ) ion Gown Manufacturer
BoWL Contract
Shield, protective, Protective Manufacturer
D373300 KFY personnel Coverall Contract Sterilizer
Repackager/Relabeler
PACE, HOT'OR. ) Remanufacturer
D373310 IMD COLD, Dressing Pack Foreign Exporter
DISPOSABLE

END OF THE ANNEX

Expiration Date: December 31, 2020
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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:

INA

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

Eiffestrabe 80

20537 Hamburg

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

Liquid Collection Pouch, Protective Coverall,
Warm Blanket and Surgical Hood
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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 concemed
with securing and maintaining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Directive. It is subject to pencdical surveillance. See also
notes overleaf.

ORE

=i
At

Report No.: SH18783EXT01

Valid from: 2018-04-23

Valid until: 2023-04-22

Date, 2018-02-15 VW"“!J
Stefan Preil

TOV SUD Product Service GmbH is Motified Body with identification no. 0123
Page 10of 2
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ZERTIFIKAT & 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

Facility(ies):

Page 2 of 2
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ZERTIFIKAT & CERTIFICATE ¢

(( pAKKs

Deutsche
Akkredimerungsstalle
D-ZM-11321-01-00

Product Scrvice

Certificate
No. Q8 083528 0011 Rev. 00
Holder of Certificate: (QEEEESEG—G—G—N

L S ——— |

Xinxing Read

Province

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
QOF CHINA

Certification Mark:

Scope of Certificate: ETO Sterilization for Medical Device

App“ed Sta ndard{s}: ENISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
abovec has established and is maintaining a gquality management eystem, 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 ;

Stefan Preill

Page 1 of 1
TOV SUD Product Service GmbH = Certification Body + Ridlerstrafe 85 = 80339 Munich - Germany 'I'l;l\gf"i>
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ZERTIFIKAT & CERTIFICATE ¢

Froduct Scrwee

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: wl
td.
Xinxiii iiii

ince
PE! A

Facility(ies):

Xi

4
Rl

The quality system certified as stated in the main certificate additionally fulfills the applicable
requirements. of

EN ISO 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 auditors authorized under TUV SUD Product Service GmbH
procedures. The audit team included an auditor authorized for sterilization
Valid from: 2019-04-01

[ oo

Stefan Preil

Page 1 cf 1
TOV SUD Product Service GmbH - Certification Body - Ridlerstrasse 65 - Munich - Garmany TU'U@



PRODUCT DOCUMENTATION

Test Report No.: 7216304121
Report Date: 10 February 2017

SUBJECT Physical Test

TEST LOCATION TUV sUD China
TOV SUD Products Testing (Shanghai) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District
Shanghai 201108, P.R. China

CLENTNAME QD

CLIENT ADDRESS
Henan Province, China
TEST PERIOD 11-Jan-2017~26-Jan-2017
Prepared By Authorized By

%ir D)

(Zhu Yichen) (Spark Shi)
Customer Service Technical Manager

Note: (1) General Terms & Conditions as mentioned overiaal. (2) Tha results relate only to the ifems leated.(3) The tes! report shall not
be reproduced axcep! in full withoul the written approwal of the laboratory.(4) Without the agraemant of the laboratory . the cliant is not
authodized to use e test resulls for unapgroved propaganda.

chemicalMicrablology Laboratory: Phona : +85 (21) 5037 6375 Regional Head Ofice:

TOV S0D Products Tesling (Shanghal) Go., Fax-  +B5 [21) B037 6345 10V 800 Certification and Teating

Lid. Emai: fod chem@iue-sud.cn (China) Co., Ltd,

B-3/4, No.1699 Du Hul Fosd, Minhang Districl  Wisbpaga: wanw luv-sud.cn No.151 Heng Tong Resd Shanghal

shanghai Pﬂﬂﬂ?ﬂ@l’,nu‘m

21108

PR, Clina TIJ'J Fage1of
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ZERTIFIKAT ¢ CEHT-IFICATE.O sondnos @ CEPTUOUKAT o CERTIFICADO & CERTIFICAT

(( AKKsS

Deutsche
akkrediterungsstelle
D-2M-11321-01-00

Certificate

No. Q6 083528 0010 Rev. 00

Holder of Certificate: W
P - :

Product Scrvics

Facility(ies):

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(s): EN SO 124852016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(150 13485:2016)

DIN EN IS0 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.: SH18978307
Valid from: 2019-04-01
Valid until: 2022-03-11
Date, 2019-04-01 M
Stefan Preil
Page 1 of 1 ®
TOV 80D Product Service GmbH « Certification Body + Ridlerstraiie 65 » 80339 Munich = Germany oV
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