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ZERTIFIKAT & CERTIFICATE & 55

EC Certificate

Production Quality Assurance System

Directive 93/42Z/EEC on Medical Devices (MDD), Annex
[Devices in class | in sterlle co , sterilised systems or procedure packs)

No. G2S 18 01 83528

Medical
Products Stock Co., Ltd.

Manufacturer:

Province
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)
Eiffestraliz 80
20537 Hamburg

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 TUW SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a guality assurance system for manufaciure in accardance with
MDD Arnex . This quality assurance system covers those aspects of manufaciure concemed
wifn sertiring and maintzining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Diractive. It is subject to periodical surveiliance. See also
notes overkeaf

Report No.: SH1a7s32 E-

Valid from: 2018-04-23
Valid until: 20250422

Date, 2098-02-15 MM

Statan Prasli

T SO0 Product Service GmbH is Notified Body with identification no. 0423

Paga 1of 2

TOV 80D Produst Service GmbH - Zertifizierstelle  Ridlerstrale 65 . 80339 Minchen - Germany oV
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ZERTIFIKAT © CERTIFICATE o

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 &

Facility(ies):

Page 2 of 2

TUY 800 Product Service GmbH - Zertifizierstele « Ridlerstrafie 65 - 80339 Minchen

Germany

Product Sarvce




Ny,
Fiscal Year 2020

CERTIFICATION OF REGISTRATION

This certifies that:

, 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: 1006..

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 dencte 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
% congtitutes 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.

CTBHB |[FL

Expiration Date: December 31, 2020




Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annex to Device Listing# for Owner/Operator Number: 10062.

Listing No. | 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
D373306 KET COLLECTION, Liquid Collection
TISSUE Pouch
PROCESSING
D373307 FX7 HELMET, Warm Blanket and
SURGICAL Surgical Hood

NOT END OF THE ANNEX




Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annex to Device Listing# for Owner/Operator Number: 1006-

. . Proprietar . ey
Listing No. | Code | Device Name P y Activities
Names
D373308 opa | Nonsurgicalisolation |y ion Gown Manufacturer
gown Contract
: : : Manufacturer
Shield, protective, Protective
D373309 KPY ot
personnel Coverall Contract Sterilizer
Repackager/Relabeler
PACK, HOT OR ] Remanufacturer
D373310 IMD COLD, Dressing Pack Foreign Exporter
DISPOSABLE
END OF THE ANNEX

Expiration Date: December 31, 2020
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ZERTIFIKAT ¢ CERTIEICATE ¢

(( DAKKS

Dewtsche
Bkkreditierungsstelle
O-784-11321-014051

Certificate
No. Q8 083523 [

Produset Borvien

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate: ETO Sterilization for Medical Device

Applied Standard(s): ENISO 13485:2015

Medical devices - Quality management systems -
Requirements for regulatory purposes

(150 13485:2018)

CiM EN 130 13485:2018

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
requiremeants of the listed standard(s). See also notes overlzaf.

Report Mo.: SH1 9'-

Valid from: 2019-04-01

Valid until: 2022-03-31

Date, 20719-04-01 WM
Stefan Preili

Page 1 of 1

TUW S0D Predust Service GmiH « Cerificgiion Body » Ridlersiralie 85 » B0338 Munich » Germary
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ZERTIEIKAT ¢ CERTIFICATE ¢

-

2
Fls ﬁ.-ul. =]

et

Praduct Scracn

Supplement to Quality System Certificate

No. SUP 083528 D-
This supplementis Q8 083528 O

only valid in
conjunction with the
main certificate:

Certificate Holder:

PEOPLE'S REPUBLIC OF CHINA

Facility(ies):

The quality system certified as stated in the main certificate additionally fulfills the applicable
reguirements of
EN 150 11135:2014 “Sterilization of health-care
products - Ethylene oxide - Requirements for the
development, validation and routine control of a
sterilization process for medical devices (IS0

11135:2014)"
Audit Report: SH‘IQ?-‘&-
Dated: 2018-02-20

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

Valid from: 2019-04-07

[ fo]

Stefan Preil

Page 1 of 1
T 30D Produst Service GmbH - Cerificaticn Body - Ridlersirasse 65 - Munich - Germany
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HAS Testing & Cedifization Groip

TEST REPORT

Report No.: seT160 1 [ R Dates  2016-12-05 Page 1ol 2

The following informatinn af festing sample

Sumple Name Disposable Surgical Gown Sample No, 1 ltillfm-
Sample Tvpe ! Surmple Oy, dpus
: b
Applicant -
— —_— i-l
Kinxing Road, "
Addresy 2
Sample Received Date 2016-10-2% Testing period 2016-10-28 to 2016-12-01 --_f.f‘_i_
Test Items Whater resistance, Hydrostatic pressure test
Test Method AATCC 42-2013  AATCC 127-2013
Tesi Resalts Pleazc refor to next page(s)

seebesTor more detailed information, please refer to next page(gyesses

- _ i ; ;_'_-_'1:-
Redacted by: i i % Reviewed by: . AT J,).,_sip_!,;ltn:ve:! by; i8]

- — Il::!l By ; 7 .rr-.- -
% ..*-:'.i-." d , ..-”""{3-_,\":,-’\'.(
{Yufang Wang) {Tao Wu) w I[ﬁllltIJO’I"I'!".I'.q._SifIm!UI'j': Fei Xia)

G KB MM A S (LB ERAR B 920 U.
T A S ITERERPT AT O TTRTAT AT ONDUTOERE ST AROTIATY i T d —



ICAS

S AU LA IE SR

LS Tosting & Cortification Group

TEST REPORT
Iepare No.: SMT1611 fl[- Date: 2016-12-05 Mags Zof 2

Test Hesultis):

L.¥ater resistance
Test Method: AATCC 42-2013

Neterminale Slandard: According 1o applicanl’s requirsmenl

Test Ttem Unit Test Result Limited ¥alue Determination

Water resistance 2 4 =10 Pass

2. Hydrostatic pressure test
Test Method: AATCC 127201073

Determinate Standard: According to applicant’s requirement

Test Ttem Unit Test Result Limited Value Determination

Hydrostatic pressure test cimH:0 6.2 =30 Pass

Sample Photo

#40Thg End#4

Eemark: The samples provided Ty the customer, the repot test resulls are only responsible for samples.

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

TEOfE R fw BB R RS (RO fH R A A B 0200
ICAS TESTING TECHNOLOGY SERVICES (SHANGHAT) CO.,LTD '
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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, saling, 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. 1 \ S B

1
Fa'ie el 3

3. Specifications and Features /
i, R

Style )

One piece of Disposable Surgical Gown £

Features N

» Single use

» Secure protection ( ultrasonic technology )

> Anti-fluid, Anti-alcohol, Anti-blood |, Anti-§tatic

» Durable —

> Comfortable, Lightweight and Breathable ~ 3

> Tear-resistant f

» Flame retardant / e

Page 1/ 3 o



Certificate

» CE
» FDA
» 1SO 13485
» EN13795
Standard Surgical Gown Reinforced Surgical Gown
I_N--\_ et - L_*aq.,_:_:_,..ef" .
- ' e B : , T
> ; ] e o g . A "._ o /j—‘
= - W o L
‘ '_// - /
el
o e /
- /
o/
C
.;:“:‘_‘_"I B "'_‘_'_'_'“:;- ‘::-:_____-I_ E:::_ =
Surgical Gown Size Unit:cm
Size S M L XL XXL XXXL | Tolerance
S0 AL 0 TTTMs | 127 | 135 | 140 | 145 £2
140 145 150 150 155 160 +2

I:i

ey e

g ” Workmanship Details
e -1 Ultrasonic technology in arm and sleeve.

g"s'lee\./e with cuff. s

.3, Four belts with belt card . )

. '4, comfortable for collar with soft white spunlace.

A




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 50x40x45cm 50 \J
Standard Surgical Gown 50x40x45cm - ; 50
Standard Surgiclal Gown 50x40x45cm | 50
Standard Surgical Gown N - ! 50;;(':)x45cm' | 50
Standard Surgical Gown L' 50x4f3x45cm T 50
Reinforced Surgical Gown. | S 50x40x45cm 50
Reinforced Surgical Gown M 50x40chn_ 50
Reinforced Surgical Gown L 50_)};0‘?45'::m 50
Reinforced Surgical Gown XL 50x%40x45¢cm 50
Reinforced Surgical Gown 2XL | 50x40x45cm 50
Reinforced Surgical Gown I 3XL | 50x40x45cm 50
45gsm SMMS Standard Surgica! Gown and Reinforced Surgical Gown
Products Name Size | Carton Size Qty/Carton
R\ Fraiy (pcs)
Stan NS CTTOOWN js /f 50x40x45cm 40
Standard Surgi e "‘:'M 50x40x45cm 40
L | s0xd0xascm 40
XL | 50x40x45cm 40
2XL | 50x40x45cm 40
3XL | 50x40x45cm 40
S 50x40x45cm 40
Reinforced Surgical Gow 50x40x45cm 40
Reinforced Surgical Gowg L 50x40x45cm 40
Reinforced Surgical Gowis= B XL | 50x40x45cm 40
Reinforced Surgical Go {1 ! ._ 2XL | 50x40x45cm 40
Reinforced Surgical Gown —— 3XL | 50x40x45cm 40

Page 3 /3
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B H512%13cm

o5

Surgical Gown M/L

I 152015

Standard Gown M/L-35gr

) 2020-03-15
20200315

8 202502

-sterile provision

@ @ C E STORE IN A COOL DRY PLACE

Made in China

] 2020-03-15
20200315

A= EH, RO, LOT-S A5 B0 G BRI
8 202502

SMLFTENRE E B A A, gmig ). EAN-13












ANFERR15%12cm

B 5205

Surgical Gown M/L

QTY 50 PCS
>

M 2020-03-15

Tor 20200315

8 2025-02

N W - 5. 7KGS

G.W. : 7. 2KGS

GTN SIZE: 50x40x45¢cm

@H FH ®

[NATURAL RUBBER LATEX FREE]

Made in China

] 2020-03-15
20200315 AE7HIW, KRAOW, LOT 'S4 EN S kI
W 202502

NW. JFHE
G.W.:£H



%I%qu‘d%fr’j" R
Hﬂﬁﬁﬁﬁﬂiﬁlﬂﬁlﬁwﬂfﬁu %ﬁﬁcﬁéﬂ)

&t
I

2020 FHF P46, WAL EM L EE LT R, 2t
AEE%é?iﬁﬁ%ﬁ&%ﬁ&ﬁ&?ﬁﬁm%%@#
RERRSA! Edk, D4Ry REHSST, 28
LF%%&%?ﬁwﬁi% — G MEETENARR S
PTHEHIH. BRBELS, 2EENEMLR AEEHR
BHRREFREEEL, RENBEEERE,
R4, ER B RYR RN ER WE
FRAFDLFREREREE, SIEREHENELR
ZE, FAFRD. WA, TADLR TR 84>
AREZFEHRETERADRAN LSBT Kty e
B, HEABREHELTL 4. B —AHPR. BE
K, FAK. REHE...... FHBPR. BEKEHER
T ARG F R T AT R R a0 ) EARE A
BFIRE = RAEFTHATR | Tk, REANESEH2E
S 3TEDLZE 10 Ak, 30 Ak, 50 74, RE3A 128,
& [ R o 00 Ak o R (54 2 L 1 9 AR 700 77 48,




EAFENWERERT, RAFEAK. HAR, B
o AR AT 25- B B %4 37 A A R0 B B 3 0 B I B S AL B
K RBEANAERER, FREBEELT Y =, EhH%
RAFA G EERENF R R oL 2R, RERER
BRIBRTZENAKES, SRETL2EREHEEE. HiH,
TR 8] 52 Bk B ZR 3K B B AR R R B 4P ARG 52.3 AR, A 4T
AR TR T R M. El, EARAE kTR
WRE! FERAEABRERE, H4TIFHEN L EES
T HEA P 37 8 1£ 4% |




L]

4 ©
FERRERERSEE




	附件1： 营业执照.jpg
	附件2： 生产许可证.jpg
	附件3： 对外贸易经营者备案登记表.pdf
	附件3：报关注册登记证书.pdf
	附件3：出入境检验检疫企业备案表.pdf
	附件6： CE.pdf
	附件6：FDA.pdf
	附件6： ETO Sterilization.pdf
	附件5：产品登记表1.jpg
	附件5：产品登记表2.jpg
	附件5：一次性使用手术衣变更文件.jpg
	附件5：一次性使用手术衣注册证.jpg
	附件6： AAMI PB70 Level 3 中文版 手术衣测试报告.pdf
	附件6： AAMI PB70 Level 3 英文版， Gown Test Report.pdf
	附件4：一次性使用手术衣说明书.pdf.pdf
	附件4： 手术衣英文介绍.pdf
	附件7：1 手术衣领口魔术贴.jpg
	附件7：2 手术衣螺纹袖口.jpg
	附件7：3 手术衣车间折叠图.jpg
	附件7：4 手术衣正面图.jpg
	附件7：6 35g 普抗SMS料普通型手术衣L号 管袋标-出口.pdf
	附件7：5 手术衣出口纸塑袋包装正面图.jpg
	附件7：5 手术衣出口纸塑袋包装背面图.jpg
	附件7：8 手术衣出口空白外箱贴标签.jpg
	附件7：7 35g 普抗SMS料普通型手术衣L号外箱标-出口.pdf
	附件8： 工信部感谢信 1.jpg
	附件8： 工信部感谢信 2.jpg
	附件9： 洁利康防疫物质保障单位.jpg

