www.King-Yon.com

Professional Isolation Suit & Gown Manufacturer

50g SMS Isolation Gown
(Non-Sterile & with Sealing Tape) Level3 & EN13795-1:2019

Products Specification

OModel No.: YD-JG
Olsolation Gown (Non-Sterile)
OExecutive Standard:

AAMI ANSI/AAMI PB70-2012 Level 2/3
OMaterial: 50g SMS Polypropylene fiber 100%
OCertificate: SGS Testing Report/FDA/CE
©Quality System: ISO 13485:2006
OSize: XL or Customized size
O Sealing: Ultrasonic with blue sealing tape

OPlace of Origin:China

©Color: Blue

©Packing: 100pcs/case

O Supply Ability:150,000pcs per day
Treatment Available:

O Anti-Static & Soft

O Absorbent / Hydrophilic

O Alcohol Repellent / Anti-bacterial
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YA - Production Certificate
Level3

50g SMS Isolation Gown(Full Back)

Model No.: YD-JG 8! 50g SMSIsolation Gown(FullBack)
Size: XL
Lovsla £ MODELNO: YD-JG

[intended Use]

The product provides general protecfion,lt can be used as general isolation

bl il A e il EXECUTIVE STSNDARD: AAMIPB70

[Caution]

1.This praduct is for ane-time usa only, If the package is damaged, please da

natuse i BRAND NAME: YADI

2.1t shall be properly trealed as required and followed the local laws and
ragulations afler use.

3 Never share your product with oihers. :

4.Wash your hands tharaughly upon removal of the product, Size: (XL)

[Operation instruction ]

1.Pay attention to the package, production batoh number and effective date before
using this product

2.0pen the package and carry out routine operation according to the requirements,

3. handle according to the routine after use.

[contraindication] Use with caution when you are allergic to nonwaven fabrics.

[ 5torage conditions ]

80%. conditions of storage:between-301Cto+70 C, ventilated anddry, cleanand hygienic,
andfree of harmful gases

7 p—— o
) {Checkthe Approved Certificate for Product)

Recommended conditions of storage: between-30Clo+70°C

humidity <80%
® A @ EXPIRY DATE: 2022-09-19
[Manutaeturer] Foshan Yadi clothing Co., Ltd.
[Add] No.4 building, yuanguzao porcelain factory, guzao village,
Zhangcha street, Chancheng District, Foshan City Foshan Yadi clothing Co., Ltd.
China{gesot ) ADD: No.4building, yuanguzao porcelain factory,
il 5 R : guzaovillage, Zhangchastreet, Chancheng District,

Foshan Guangdong,China528051

The preduct has been inspected and meet the
anticipated requirements, |t is approved for shipment

- Carton
it net certon Carton Carton

Packing q'ty Dimension

Component Compliance With Sewing Type Color net/weigh Gross

tkg

weight =
kg Weight KG

Isolation Clothing (Non-Sterile) blue 0.2 20 2453 100 pcs  |60*42*37 CM
DLT| S (One Fioce wath Hood. f1595s7M1s"/po|y§ng£e;oe/ ANSI/A!I\-I\;;’:’IE!170 | eSS
without shoe cove) Dero Ltk Seeoh ~ white 0.15 15 16.3 100 pes  |60*42*37 CM

Level 2 ANSI/AAMI
PB70-2012 Ultrosonic blue 0.11 " 123 100 pcs  [61*33*55CM
EN13795-1:2019

45 SMS polypropylene

YD-G | Isolation Gown (non-sterile) fiber: 55.5% PE:44.5%

50g SMS Polypropylene

voellea 7 T fiber 100% Level 3 Ultrosonic blue 0.12 12 13.3 100 pcs | 61*33*55CM
4 urgical Gown (non-sterile g
e Sl::e:’:gg;/opylene AbSIAANIERCE0 Ultrosonic blue 0.14 14 15.3 100 pes 61*33*55CM
o

Isolation Gown
YD-JG (non-sterile)
with blue sealing Tape

50g SMS Polypropylene | Level 3 ANSI/AAMI | Sewing+ blue

fiber 100% PB70-2012 Sealing Tape blue 0.14 14 15.3 100 pcs  |61*33*55CM

SGS Testing Report
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Test Report SL52045301313201TX Date:November 06,2020 Page 1 of 3
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FOSHAN YAD| CLOTHING CO..LTD
BLDG 4, GUZAO PORCELAIN, ZHANGCHA, ROAD, CHACHENG DISTRICT, FOSHAN CITY, GUANG DONG
PROVINCE, P.R.CHINA

The following sample(s) was/were submitled and identified on behalf of the client as:

Sample Description :  (A)lsolation gown(non-sterile)

SGS Internal Ref.No. : GZF20-022982.001

Sample Color : (A)blue

Type No. - ¥YD-JG

Manufacturer :  FOSHAN YADI CLOTHING CO.,LTD

Sample Receiving Date  :  Oct 28, 2020

Testing Period : Oct 28, 2020 - Nov 06, 2020

Test Result(s) 1 Unless otherwise siated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Test Performed :  Selected test(s) as requested by applicant

Conclusion: the provided sample meets ANSI/AAM| PB70-2012 Level 3.

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

ot [

Sara Guo (Account Executive)
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Mamber of the SGS Group (SGS 8A)
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Test Report SL52045301313201TX Date:November 06,2020 Page 2 of 3
Test Result

Liguid Barrier Performance and Classification of Protective apparel and Drapes Intended for Use in
Health Care Facilities

ANSI/AAMI PB70-2012

Section 4.2.1 Water Resistance: Impact Penetration Test

(AATCC 42-2017)

As received

Weight of blotter gained (g) 1# 24 3# 44 5#
Area A (Critical zone-front) 0.0 0.0 0.0 0.0 0.0
Area B (Critical zone-sleeve) 0.0 0.0 0.0 0.0 0.0
Area C (Critical zone-Back) 0.0 0.0 0.0 0.0 0.0
Seam between areas A&B 0.0 0.0 0.0 0.0 0.0
Seam between areas A&C 0.0 0.0 0.0 0.0 0.0
Seam between areas B&C 0.0 0.0 0.0 0.0 0.0
Remark:

® Level 1: all critical zone components shall have a blotter weight gain of no more than 4.5grams(g)

® Level 2: all critical zone components shall have a blotter weight gain of no more than 1.0 grams(q)

® Level 3: all critical zone components shall have a blotter weight gain of no more than 1.0 grams(g)

Section 4.2.1 Water Resistance: Hydrostatic Pressure Test

(AATCC 127-2018:; Hydrostatic Head; Rate of increase of water pressure:60mbar/min; temp. of distilled water:
21, fabric face side of water)

As received

Water Column (cmH:0) 1# 2f 3t At 5#
Area A (Critical zone-front) >50.0 >50.0 >50.0 >50.0 >50.0
Area B (Critical 2one-sleeve) >50.0 >50.0 >50.0 >50.0 >50.0
Area C (Critical zoneg-Back) >50.0 >50.0 >50.0 >50.0 >50.0
Seam between areas A&B >50.0 >50.0 >50.0 >50.0 >50.0
Seam between areas A&C >50.0 >50.0 >50.0 >50.0 >50.0
Seam between areas B&C >50.0 >50.0 >50.0 >50.0 >50.0
Remark:

® Level 2: all critical zone components shall have a hydrostatic resistance of at least 20cmH:0

® | evel 3: all critical zone components shall have a hydrostatic resistance of at least 50cmH:20

Lmu otherwise agreed In mﬁlng this duum-ﬂl s Inuod hy !h- ::ompn, subject ta lts Bamruj Cordlhnﬂu of Bervice printed

ilabie an requesi or - i and, for ranic wnntdwum-ntl

lLleBcl in Terms and Cordtians for Elu:uuw. ; X ’crm-a Doumnl
Attentien is drawn 1o the mitation of liabllity, indemn ﬁu!lnn and Jurfsdictior Tesues ! far o uman|

advisec (hat information contained hereon reflects the Gompany's findings B gt O RE Tt vniion nal, ahd. mithin the Minfts of
Cllﬂfl inswuctions. if any. The Company's sole nmmmu? L] t! l! Chant lnﬂ his dl)(l.lnﬂ!ll does nol exonerate parties 1o @

ansaction from exprcising all thair rights and This cannot be rlpmdu(.d

2=k gm.pt in full, withaut prior m-mn uppmnl of the Company. Any un-monud ahteration, fa ry abaificution uf the conleat or
telis gadiil: appsarance of this s unlawful end may be o U‘B ‘U"!Sl omn(o l-"O 1!" Uﬂ|l3l olnerwise stetad the
w 3 FESLItS Shown In this Inlumrl r-llr only |ulr-llmlll)l“|-d'mﬁ such sampie{s)
t |nm'”"!”"1““'w ian: To check the authenticity of testing finspection report & certific n please cant |m m._hn one: [B6-755)8307 1443
: & or emall: GN, Docehwes @sgs.com
! wwwmwm 200233 { (66-21) 61400656 [ [BE-21) 64058763 WNW.SQSJIOUp.cOm.cn
HE0OBIRR MM 200233 1 (66-21) 61402606 | (86-21) 64958760 & sgs.chinaf@sgs.com

Mamber of the 8GS Group (EGS 8A)
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Test Report Date:November 06,2020 Page 3 of 3
Barrier performance of each component and final classification commended
Impact Hydrostatic Resistance to
Penetration | Pressure Test | Bacteriophage Level Final
Test AATCC Phi-X174 classification
AATCC 42(g) | 127(cmH20) ASTM F 1671
Area A (Critical zone-
front) 0.0 >50.0 ! Level 3
Area B (Critical zone-
sleeve) 0.0 >50.0 ! Level 3
gra?;)c (Critical z0ne- 0.0 >50.0 / Level 3
Seam between areas 0.0 550.0 / Laval 3 LS
A&B ) )
Seam between areas
ASC 0.0 >50.0 ! Level 3
Seam between areas
B&C 0.0 >50.0 / Level 3
Remark:
® The barrier performance of all critical zone components, including seams and points of attachments, shall be
determined. The classification of isolation gown shall be a number denoting the performance of the critical
zone component having the lower barrier performance.
® |evel 1: Impact Penetration Test-AATCC 42: =4.5g;
® |evel 2: Impact Penetration Test-AATCC 42: £1.0g; Hydrostatic Pressure Test-AATCC 127: 220cmH:z0;
® |evel 3: Impact Penetration Test-AATCC 42: <1.0g; Hydrostatic Pressure Test-AATCC 127: 250cmH:z0;
® | evel 4: Resistance to Bacteriophage Phi-X174-ASTM F 1671: Pass.
® Only test the barrier performance of the sample. Label request, construction and other classed in ANSI/AAMI
PB70-2012 is not checked.

Sarnp!? Photo

Face Back

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

“**End of Report™*
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Workshop Display
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Ultrasonic Display

Business License & Tax No.: 91440604767347392Q
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FDA

Follow FDA | En Espaifiol
SEARCH

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products i Blood & Biologi Animal & Veterinary | Cosmetics | Tobacco P

Establishment Registration & Device Listing -
© FDAHome @ Medical Devices @ Databases

1 result found for Owner Operator Number :

10076526 New Seart
Establishment A Current
Nt ¥ Registration Number Registration Yr
FOSHAN YADI CLOTHING
CO.LTD CHINA 3017417657 2021
* Non-Surgical Isolation Gown - Surgical Gown(Non-Sterile) YD-LY.YD-Lg | Manufacturer
# Suit, Surgical - Loslation Clothing(Non-Sterile) YD-LT Manufacturer

QCC ISO Certificate No.: QCC6381SOQ
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CERTIFICATE No..QCC6381SOQ

WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM
OPERATED BY

Foshan Yadi Clothing Co., Ltd.

Uniform Social Credit Code:914406047673473920)

Registered Address:1-2 / FBuilding 4, Guzao Porcelain Factory,Zhangcha Road Chancheng
District, Foshan City,Guangdong Province China

Production Address:1-2 / F,Building 4 Guzao Porcelain Factory,Zhangcha Road Chancheng
District,Foshan City,Guangdong Province China

IS IN COMPLIANCE WITH THE STANDARD

ISO 13485: 2016

This system 1s valid for the

Processing,manufacturing:clothing, bedding:;Sales:clothing,textile materials,textiles,down
products;Production,research and developmentsales:general protective masks,medical protective
masks,medical protective clothing;Research and development,sales:non - woven,melt - spray cloth

First issue:Mar. 24,2020 Expiring data: Mar, 23,2023
The use and the validity of'this certificate shall satisfy the requirements of the rules for the

certification of quality management systems.
This certificate will not remain valid only if the certified organization accepts at least one
surveillance audit annually within the validity period of the certificate.

Issued by: M

QCC Co.,Limited

European & USA Size Comparison Chart

Measuring (unit:inch)
Size

A B C D E F G|H M N J K

UL 27 | 35 | 47 | 10 | 21/4 143 |70 | 7 | 13/8 | 21/2 | 21/2 | 11/2
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XL 28 37 | 48 12 2141 44 |70 | 7 138 | 21/2 | 21)/2 11/2
Tolerance 11 1 1 11 +1/4 | £1 | NA | +1 +1/2 +1/2 +1/8 +1/4
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FRONT VIEW

REAR VIEW

Guangzhou King Yon Medical Tech Co.,Ltd

Address: No.718, Blv San Yuan Li, Bai Yuan
District, Guang Zhou City, Guang Dong
Province, P.R.China

Post Code: 510403

Website: www.King-Yon.com (Head Office)

Foshan Yadi Clothing Co.,Ltd
Address:Bldg 4,Guzhao Porcelain, Zhangcha

Road, Chancheng District, Foshan City,
Guang Dong Province, P.R. China
Post Code: 528051

Website: www.YadiSuits.com (Manufacture base)

Attn: Sam Deng (Mr.)
G.Manager

E-Mail: sales@King-Yon.com
Mobile Phone: +86-15089203268
WeChat ID:

Attn: Zeego (Mr.)

Sales Manager

E-Mail: sales@King-Yon.com
Mobile Phone: +86-13802807828
WeChat ID:
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