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Hunan Yourfield Special Protective Equipment Co., Ltd.
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Yourfield Group is a group company integrating research & development and production of spe-
cial clothing, industrial safety technology training and enterprise safety solutions. Its subsidiaries
include Hunan Yourfield Special Protective Equipment Co., Ltd., Hunan Yourfield Medical Equip-
ment Co., Ltd., Xiangtan Yourfield Safety Technology Co., Ltd., etc.

Hunan Yourfield Medical Equipment Co., Ltd., a wholly-owned subsidiary of Yourfield Group,
is a specialized enterprise invested by the state during the special period, focusing on the research
& development, production and sales of medical protective suits. It is not only the first company in
Hunan province obtaining the production license for disposable medical protective suits, but also
fills the gap in the production of disposable medical protective suits in Hunan province and
responds to the reserve of strategic materials. Adhering to the core concept of "survival by quality,
development by science and technology, and shaping enterprise by talents", Yourfield insists on
independent innovation.

It chooses medical protective suits as the main product from the perspective of humanism idea
and protecting human health. It adapts to the domestic market requirements for medical protective
suits, correctly selects the market positioning and product positioning, and lays a solid foundation
for its development. By integrating advantageous resources, it strives to provide consumers with
safer, healthier and more professional protective products.

Yourfield people, full of hope and passion, are determined to produce medical protective suits
that always stay in the hearts of people. Based on the safety and health industry, with a global
vision, continuous innovation and excellent service, we will make unremitting efforts to become a
well-known brand in the future. For the health of all mankind and the stability of our society, we are
willing to undertake our due responsibilities together with all of you.

We breathe the same air and share the same fate!
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PRODUCTION LICENSE FOR MEDICAL DEVICES
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Enterprise
Name:

LA
Legal
Representative:
Ak 5 5 A
Head of
Enterprises:

&R
Address:

A AR :
Validity Term:
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Medical Device Production License

ATIEAIS & 25 P 20200010 B
License No.: XSYIXSCX 20200010
BRI AT £t o) T R B X U R 9
fft 2 7] Production Site: 5 @7 @k [E A2 B S 2
Hunan  Yourfield — Special S FRELCINE 001 5,
Protective  Equipment Co., Mg HE T EEE R 9
i, S, WHERLTHLLTE
L5}
Building AZ. Innovation Pioneer
Park. No.% Shuangvong ERoad.
High-tech Zone. Xiangtan City.
Hunan Province: M.}
Honglun  Avenue. Xiangxiang
Economic Development Zone,
Hunan Provinee; No 9 Chuangyve
Road. Yuetang District, Xiangtan
Citv. Hunan Provinee: Pingli
Village. Shaoshan Town,
Shaoshan Citv. Hunan Province

K =i 1% 14-14 [E40 A B4 an

L1 Wenhw Production Scope: Class 1t 14-14  Protective
Articles for Medical Staff

O

Li Wenhu

A0 T T X U R R - M EHA SRR EEE

%o Saldebli A2 # Issued by: Hunan Medical Products

Building A2, Innovation Administration

Pioneer Park, No.9 MR EREEERE (seal)

Shuangyong Road. Hunan Medical Products

High-tech Zone. Xiangtan
Citv. Hunan Province
F225F02H01H

To February 1, 2025

Admimstration (Seal)

] AL
2020502 H 10H
February 10, 2020

FAEH M-
Date of Issue: .
NE 02 B/

(] 2% 245 ot B TS
Prepared by National Medical Products Administration




FILING OF CLASS II MEDICAL DEVICES
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[_ 202001720 7 o nnnEMEfEERN0
B_ARETHEMESER/REIE
BB ey 6
HERS : MMM EEZIT75202000365 20201126 B REST B E & RHLIETED
202041126 Class Il Medical Devices Business Filing Document Printing
o224 oY AR HIIPARAMLE) .
B oREFRWEE &R
ERREA =1 Class II Medical Devices Business Filing Certificate
FERS: HNETHEMSEET & 20200036 5
e BIA F3O0% Filing No.: XXTSYJXJYB 20200036
firlle & §5 i A R R B A A R 2 |
2a5 e Enterprise Name  [Hunan Yourfield Special Protective Equipment Co, Ltd.
FHENEMN e
PR :‘-’ﬂiﬁﬁ}ﬁlm&ﬁﬁME&?E@]%@J%EAZHMIE Legal Representative |Li Wenhw
- fidl T3 A EE
$ZIIDFR BT R WIBEIS eI el L EA2i54018 Head of Enterprise _|Li Wenhui

LEd = 119,73
Business Tvpe Sale v bulk
R S I AR 0 SR e A2 401 B

|37 chile RGN E RIS €5 e RA215401E

AEJ::“ Nod0l. Bulding A2, Innovation Pioneer Park. Mo9 Shuangyvong Eoad,
) High-tech Zone, Xianglan Citv, Hunan Province
S it P O T A X AL RE 9 S U Rk A2 HR 401 5
jae . . Mo 40l Bulding A2, Innovation Pioneer Park, Mo9 Shuangyvong Road,
2 EEHI8RR) 6864; B mes ik rwes High-tech Zone, Xiangtan City, Hunan Province
Mgy | PRI SR % 9 B eI IR A2 B 401 B
W'welmu;-e Py Nod40l, Buillding A2, Innovation Poneer Park. Mo9 Shusngvong Eoad,

High-tech Zone, Xiangian Citv. Hunan Province

SETE (B
Business Scope G864
{former)

2ETCERAR) (14

SETM G
Business Scope I:
(curment)

wEHN (HED
Filing Department (official seal)
HET T HEEEER (sel
Xiangtan Admunistration for Market Regulation (Seal)

wEHE. 202001-26
Filing Date: (+]-26-2020
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YOURFIELD IS A NATIONAL KEY COLLECTION,
STORAGE AND PRODUCTION ENTERPRISE

KN ERE R IaPTYrfiEE =k

@‘ % e pi Xt B B E R M = WPEESEEARAGSALFL LS HEGE, &
__ﬁ%ﬁ%ﬁ%ﬁﬁﬁ%ﬁ%@ﬁg&gﬁ%ﬁﬂfﬁ%@l__ RER Sk RAEEE T AN KK ESEHERELEN
Jii A E 7 PRI A (20200 151 % PR (EfF) WaElisEs.
S TR E SRR S 2 A 2 £ B e
Tk fod KA 335 47 W bR — R AR
wiE: 01
hEEAHEHAARAG, THS REHEAARAE. BRERE
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REGISTRATION CERTIFICATE FOR MEDICAL DEVICE (STERILE)

Efr s (EEE)

e N\ R IEAT [ B 57 28 i AHIE

RS « 20202140144
NS I BT T R R
FEMEALERT | A O A B 9 5 B R A2 BR
a— e T %?ﬁiﬁﬂﬁi[iﬂ.ﬁiiﬁﬂﬂl SRR e LN RO S B ET Y
kA2
Rl A EH | FiER
fEAEN | 4ER
Rie. wEfpal, (EEM) . Mg 160 (S) . 165 (M) , 170 (L)
RS ORKE 175 (x0) L 180 (XNL) . 185 (XXNL)
_ ER—S P RaEE . BT, gl e
HLH T ,
EG Pl BEE o A B 7E T Eed fedd B i e s e PG o i . . 4
' WY, PSR R L EER . B {EAL.
i {5 [ ToE b 5
At
% 3 1. iEre foh R R, TR NTH,: 2 SRR
- T e o o e A R A e A S R

Registration Certificate for Medical Device of People's Republic of China

Registration Certificate No.: XXZZ 20202140144

Registrant Name

Hunan Yourfield Special Protective Equipment Co., Ltd.

Registrant Address

Building A2, Innovation Pioneer Park, No.9 Shuangyong Road,
High-tech Zone, Xiangtan City

Production Site

Building A2, Innovation Pioneer Park, No.9 Shuangyong Road,
High-tech Zone, Xiangtan City, Hunan Province

Agent Name

N/A

Agent Address

N/A

Product Name

Medical Disposable Protective Suit

175(XL), 180(XXL), 185(XXXL)

WHEER) | M ER RN EEER

ot ﬁwﬁz‘nﬁﬁ B
EWIHE : 20001080

0L - I

Model/Specification Model: Coverall (non-sterile), Specifications: 160(S), 165(M),
170(L), 175(XL), 180(XXL), 185(XXXL)
The medical disposable protective suit is of the coverall struc-
Structure/Composition ture that consists of a hooded top and trousers. sterile.
It is used to provide barrier and protection for clinical medical
S personnel when they contact with the blood, body fluids and
Scope of Application . . . C . . .
secretions of patients with potential infection risk and particu-
lates in the air at work.
Attachment Product technical requirements
Other Contents
1. This product is approved and registered for emergency with a
validity period of eight months. 2. In case of renewing/changing
Remarks the registration of this product, information should be completed

in accordance with the management requirements for medical
device registration.

Approved by: Hunan Medical Products Administration

Approved on: February 4, 2020

Expiration date: October 03, 2020
e
iy
iy

..- /




REGISTRATION CERTIFICATE FOR MEDICAL DEVICE (non-sterile)

EfraameEit GEXEE)

bt N RS B b T

TENHIES 5. k20202140142

Registration Certificate for Medical Device of People's Republic of China

Registration Certificate No.: XXZZ 20202140142

Registrant Name

Hunan Yourfield Special Protective Equipment Co., Ltd.

Registrant Address

Building A2, Innovation Pioneer Park, No.9 Shuangyong Road,
High-tech Zone, Xiangtan City

EMAZTE AR RE R R AR A

Production Site

Building A2, Innovation Pioneer Park, No.9 Shuangyong Road,
High-tech Zone, Xiangtan City, Hunan Province

FEMPACERT | L 1 X L4 B 0 5 1 9 ) e Fd A2

el | R T o UL B 9 G Gk AR

Agent Name

N/A

REALR | FTEH

fREMMER | TiEH

Agent Address

N/A

e EE A — te e 4

: HE. oA (ELER) , M. 160 (5) , 165 (M) ,
BY. BB 170 (1), 175 (L) , 180 (XXL) . 185 (XXKL)

Product Name

Medical Disposable Protective Suit

B — D B0 LA, TR, i S RES M. HEE did
MR (g

175(XL), 180(XXL), 185(XXXL)

t I PRES 5 N 03 46 TARR SRR LA A CE MR A8 3 . (R, o

BREE o, oo mmem s RO, i .

b ¥ R EARER

ity

L™ BT R E A, ARNANTR: 2 SR e

FOUE e i BT R R SR S LA

LR T 24 i

Model/Specification Model: Coverall (non-sterile), Specifications: 160(S), 165(M),
170(L), 175(XL), 180(XXL), 185(XXXL)
N The medical disposable protective suit is of the coverall struc-
Structure/Composition ture that consists of a hooded top and trousers. Supplied in a
non-sterile manner.
It is used to provide barrier and protection for clinical medical
S personnel when they contact with the blood, body fluids and
Scope of Application . . i . . . .
secretions of patients with potential infection risk and particu-
lates in the air at work.
Attachment Product technical requirements
Other Contents
1. This product is approved and registered for emergency with a
validity period of eight months. 2. In case of renewing/changing
Remarks

the registration of this product, information should be completed
in accordance with the management requirements for medical
device registration.

Approved by: Hunan Medical Products Administration

Approved on: February 1, 2020

Expiration date: September 30, 2020
—_—

iﬁiﬁa‘md‘ﬁ\ﬂ
it e

..- /




Document for Change of Medical Device Registration Information

Efr a8 iEAHETE B

i N RILHE
By A A A 3R B SO

FEMHIESs 5 M BENE20202140142

The People’s Republic of China

Document for Change of Medical Device Registration Information

Registration Certificate No.: XXZZ 20202140144

Product Name Medical disposable protective suit

BS i -~ U B 4 iR

AW P

1 ZMGEAEE: EMEES O % A R EN ARG
ERRMNDFMAR. AR, 729, T POERDS R AE .
BifffEm. " ZEHA “HUARER % A 5 7F T Eet Sl LA i e i
FUBH M. A, . SRR S AL OtR R, B .
ARERTREEERFAX OF) S0 RE MRS

. "

2 WEE LM M B B B b e
WA, NESESH. FLWMRG. " VR “ER— kNP
MR A B RS GHRSR, e ER. BTHR, Nt
. JERERE. "

& i

EHE “HMIERE202021401427 FEAHES R {;‘E/Fj;) AT

HHEER ) WA R ﬂtkﬁlg:ﬁizaéﬁi'?ﬁzﬂnf El

1. Change in the scope of application: The scope
of application is changed from "It is used to
provide barrier and protection for clinical medical
personnel when they contact with the blood, body
fluids and secretions of patients with potential
infection risk and particulates in the air at work."
to "It is used to provide barrier and protection for
clinical medical personnel when they contact with
the blood, body fluids and secretions of patients
with potential infection risk and particulates in the
air at work, but it cannot be used in such places as
Content of Change isolating intensive care units (rooms) with the
requirement for strict microbiological indicator
control."

2. Change in structure and composition: The
structure and composition is changed from "The
disposable medical protective suit is of coverall
structure, consisting of hooded top and trousers,
supplied in a non-sterile manner." to "The dispos-
able medical protective suit is made of film-coat-
ed non-woven fabrics, consists of hooded top and
trousers, and is of coverall structure, supplied in a

non-sterile manner."

This document should be used together with the registra-

Remarks tion certificate numbered XXZZ 20202140142.

Approved by: Hunan Medical Products Administration B

Approved on: February 7,2020
13 m: 20T0gi2 Hor §
\

- o




DOCUMENT FOR CHANGE OF MEDICAL DEVICE REGISTRATION INFORMATION

Eﬁ%ﬁmﬁﬂﬂﬁﬁﬁﬁiﬁ The People’s Republic of China

Document for Change of Medical Device Registration Information

e \ FAEANE
57 A B A B S A

S E S - b E202021 40144 Product Name Disposable Emergency Medical Garment (sterile)

Registration Certificate No.: XXZZ 20202140144

SRR | B B R CEEED

1. Change in product name: from "disposable
medical protective suit" to "disposable medical

rotective suit (sterile)".
[ AR B e “PE PR AR AR CEER R PR R p ( )

"y ",
o AFEEAYE . HIEE: WS, EOR CEEE) . MM 160 (S)
165 (M) . 170 (L) . 175 (XL) , 180 (XXL) , 185 (XXXL) " TH )5y “Hi%.

2. Change in type and specification: from "Type:
coverall structure (sterile), specification: 160(S),
165(M), 170(L), 175(XL), 180(XXL),

R (@A) , M. 160-1 (S) , 165-1 (M), 170-T (L) , 175~ 185(XXXL)" to "Type: coverall structure (sterile),
I (XL) , 180-1 (XXL) ., 185-1 (XXXL) : 160-11 (53 , 165-1f (M), specification:  160-I(S), 165-I(M), 170-I(L),
THEAF 1T~ (L) . 1751 (XL) . 180-11 (XXL) , 18511 (XXKL) . " 175-1(XL), 180-1(XXL), 185-1 (XXXL);
3 BB RMAM: W B RER TR R R TR, N EUE 160-11(S), 165-II(M), 170-II(L), 175-I(XL),

W, R, 7 Buk < BRI R R BOE S A MR, g S

180-II(XXL), 185-I(XXXL).”
b, | RBEFRGES A, BTAUR, 1DEBIREGER ER. T H (XXL) ( ) B
EHY. TR, " Content of Change 3. Change in structure and composition: from
o IMa ]

! : : f "The disposable medical protective suit is of
4. W AR BER, R, o
coverall structure, consisting of hooded top and
trousers, supplied in a sterile manner." to "The

disposable medical protective suit is made of

film-coated non-woven fabrics, and is of coverall
# | &S iR E20202140144 " FENHESLE{ER . structure. Type I protective suit consists of hooded

top and trousers, and type II protective suit

HHETT A 25 S R e consists of hooded top, trousers and shoe covers,

supplied in a sterile manner."

4. Change in technical requirements of the prod-

uct: See Attachment 1 for details.

This document should be used together with the registra-

Remarks tion certificate numbered XXZZ 20202140144,

Approved by: Hunan Medical Products Administration
Approved on:




DOCUMENT FOR CHANGE OF MEDICAL DEVICE REGISTRATION INFORMATION

Efr M ERIEE B 1

Hiie N ERILRIE
[T 5 B T 28 B S

FEAHE S5 - R #E20202140142

I e

B — WA B P AR (R B )

TEAE

LB AR 0 BRI R BRI (X
1)

o, AR AL HikgE: h “HE: EHR (EEEED . M. 160 (5D,

165 (M) , 170 (L) , 175 (XL) , 180 (XXL) , 185 (XXXL) " FEHR “HS:
SR (FEES) , P 160-1 (), 165-1 (M, 170-1 (L), 175~
I CXL) , 180-1 (XXL), 185-1 (XXXL) : 160-1I (S) , 165-11 (M),
170-11 (L) , 175-11 (XL) , 1801 (XXL) , 185-1II (XXXL) . ”

3 AWM AR, B R A BB AT B A, 10
. HFER, LSRG, FEER. 7 TN A — R R
ERCESE bR, RGP ER. TR, 1A
BRI LA, WET . SEEAR. AR,

4. PR EORER: LML

BT

AT I - A A R

The People’s Republic of China

Document for Change of Medical Device Registration Information

Registration Certificate No.: XXZZ 20202140144

Product Name Disposable Emergency Medical Garment (Not-sterile)

1. Change in product name: from "disposable
medical protective suit" to "disposable medical
protective suit (non-sterile)."

2. Change in type and specification: from "Type:
coverall structure (non-sterile), specification:
160(S), 165(M), 170(L), 175(XL), 180(XXL),
I185(XXXL)" to "Type: coverall structure
(non-sterile), specification: 160-I(S), 165-I(M),
170-I(L),  175-I(XL), 180-I(XXL), 185-1
(XXXL); 160-1I(S), 165-1I(M), 170-II(L),
175-1(XL), 180-II(XXL), 185-I[(XXXL).”

3. Change in structure and composition: from
Content of Change "The disposable medical protective suit is made of
film-coated non-woven fabrics, consists of
hooded top and trousers, and is of coverall struc-
ture, supplied in a non-sterile manner." to "The
disposable medical protective suit is made of
film-coated non-woven fabrics, and is of coverall
structure. Type I protective suit consists of hooded
top and trousers, and type II protective suit
consists of hooded top, trousers and shoe covers,
supplied in a non-sterile manner."

4. Change in technical requirements of the prod-

uct: See Attachment 1 for details.

This document should be used together with the registra-

D tion certificate numbered XXZZ 20202140142.

Approved by: Hunan Medical Products Administration
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Product Name Disposable Emergency Medical Garment
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Manufacturer = -
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Test Report
[2020] WSZ FHL ) 0132 4} o3 @ o o1 0m|
R
i i g = Specification
=l L R R e
Brand y

TER L kR
Applicant/Adsd, Tel

AR A WA R BT A S A SR R 0 5 el 8 ek A2 HE a0 §
/15200384607

e L kS
Manufacturer/Add/Tel

1=/

-
Sample grade

E 01 G5 L
- ﬂr |1|1$1 S GW0132-2020
Sampie number

B B it
Sample quantity

) FEah g B0 i
2 i* Receiving date of samphe 2020 F 2 AozH

P bl 2531
Test type

il e
A aH Artiche number/Batch
number/Style number

FER: Er W F 0

Test date

T

Test site

2020/02/02~202000217 A 4 ) s o

R

Sample state

e et R b

H B b R AR

Test standard(s)

GB 19082-2000 {1 Hl— iR P A B A A )

frdid g el e

Test  items

PRI, EER. WARMATATE. RO, BB . B EE. TeaR, |
BLMRPEGE. MridrakiEie. STODGRME. WUETRbR. AL. MM BRI, HEZER |

&kt

e bt

Test conclusion

Frdbibade. ATARTLH §F 47 GB 19082-2009 fRiE R A E R, HIKRBeESELE RS 2.3 #,
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Test Report

[2020] WSZ FHL NO.0132 Page 1 of 3
i . . Specification -_
{ rame Disposable Emergency Medical
Garment Brand A
Applicant/Add Hunan Yourfield special protective equipment limited-liability company /Building A2, Mo.9,
Tel Innovation Park, Shuangyong Road, High-Tech District, Xiangtan City, Hunan Provinee, P.R.
China/l 5200384607
Manufacturer! LY
Add/Tel
Sample grade = Sample number GWI0132-2020
Sample Receiving date of
R 3 - . 2020.02.02
quantity sample
Article number/Batch
Test Entrusted inspecti =
ype : P number/Style mamber
Test date 2020/02/02~2020/02/17 Test site Testing room
Sample state | Meet the requirements
Test
GB 19082-2000 €T i i i I i i
SRR { Technical requirements for disposable protective clothing for medical use}
Water permeability. Moisture permeahility. Synthetic blood peneiration resistance. Surface
et i maisture resistance. Breaking strength. Breaking clongation. Filtering efficiency. Antistatic.
flame retardancy. Microorganism. Electrostatic attenuation. Oxirane residue. Appearance.
Structure. Model Specification ( One-piece pose)
Test The sample upon examination, the projects meet the requirements of the GB 19082-2009
coneclusion | standard , the specific test resulls see page 2-3. g
'd;;;‘:}‘l.:» -".__r_‘ : - ;;H:.'
Issue date; 20 2 9;;‘{ [6
S BA e T e
The sample information is provided by Applicant.
Note This report is only responsible for sumples received,

Approver: /Hj % MW
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Test Result
[2020]) WSZ FHL % 0132 & ko3 WH o2 MmN
| i m
e L E | i #OoAR B R A E R it
Numiber Test  item Unit Technical requirerment Test  result | Single Iterm
gy
1 ikt kPa =167 1.0 g
2 i it gflm? » d) =32500 5410 &
3 S0 o o A = (3 &
1H 4 £
4 il i 1% = =3 i ] 44 T
kL 4 &
M 82
5 m'%!ﬁl!.” N =45 [&] h"‘.;‘
oy 49
B i 65% &
6 | Wi — =15% -
i) 74% ‘
99.8% _' !
Al A =70% 99.7% 7.
99.8% -
7 | i o
99.8%
e =70% 99.9%
99.8%
| 119
£ S0 dC mm =200
i ] 153
B[ 0.9
8 | Bitedae A (A 5 =15 il - 1
il [ 0.6
M1 0.5
FH % ] s =10
Bl 0.4
. G FhRld T R :
- = £
J i 7= b o Pl e 1 6 R an o

Test Result

[2020] WSZ FHL NO.0132 Page 2 of 3
; Technical [a
Number Test  item Umit ; Test Result Smgl.e _“m
_ reqyuemmls [} R | iemsmn
] Waler permeability kPa =1.67 21.0 Qualified
¢ Moisture permeability | g/(m? + d) =2500 6410 Qualified
1 Synthetic blood penetration >Level 2 Lot Qualified
resislance
1# Level 4
4 Surface moisture resistance = ZLevel 3 2# Level 4 Qualified
_ 3 Level 4
| e T
Breakinge | The longitudinal 82
5 B | T N =45 Qualified
stnm.gih The ransverse 49
i The longitodinal 65%
p Breaking J 4] ;. >15%
elongation | The transverse \ . 74%
99.8%
Key positi .
A — =70% 99.7%
matenal =
Filter 99.8%
7 ) Qualified
efficiency 599.8%
Seam — =70% 99,9%
‘ 99.8%
8 Antistatic HC/PC <0.6 0.54 Qualified
The longitudinal 179
Damage length|  mm =200 e -
The transverse 194
flame Aferflame The longitudinal 0.9
? retardancy P 5 <15 Qualified
¢ The transverse 0.6
Afterglow The longitudinal 0.5
: 5 =10 —
time / The transverse 0.4
10 Microorganism - It should be sterile. It is sterile. Qualified
| 1 Oxirane residue hele =10 0 Qualified |




Ko 4G I 45 B Test Result

Test RESLI“: LZOIOHSZ FHL NO.0132 l‘ag,;-._ 3ofl
. Number Test item | Unit | Technical requirements Test  Result Eingl:e .Ilen:
[2020] WSZ FHL %} 0132 % T 3 I ¥ 3 W = B decision
i 1 BAANNY .
e T i 1 i B R | . b T 1 i - .
P | RERIORE 8 oA B R K b i o | Eeronaic - DA
Mumibier Test  item Lhriit Technical requirement | Test result Single ltem 1 8 =0.5 0.3 Qualified
" atfenuaiion I~
decision DA_
03 — . 0.3
o Protective clothing should be drv, clean, mildew free,
. . _ the surface is not allowed 1o adhesion, cracks, holes
10 | WhREEMIERE | s =0.5 I 03 &k and other defects. The joint pants of protective
. 0.4 clothing can be stitched, bonded or heat-bonded. The e ettt e s o
0.3 1| X | holes of the stitch shall be sealed, and the stitch i b el PO
B ! ppeatance : ; per 3cm. Qualified
= : - : [ - spacing shall be 8-14 stitches per 3em.After a
11 Hibspls o =06 ' 0.54 ol . ] ; Meet the requirements
: ” ; - = processing, such as bonding or heat bonding, to be
12 | R ZEWREE e =10 0 il flat, sealed, no bubbles. Zipper fitted protective
Bhdr T, . EREE, clothing zipper can not leak, pull head should be able
BB TR, WS, EREDE. Filnffoir | EE, 2ag. S o self- lock. i [+ E,
FikhiE, 6. CEWWEG FHERATIEE (B, PREROOERELA MR o Protective clothing should be made up of hooded
13 b (FHEa AR, SHIERE Jom Bidg 8 1~ 14 0F, |2, $HEE% 12 $h5em. SRk & W Jacket and trousers, which can be divided into
FEROMISAT, UL ERREN. WA 5. SRR KBS, SR double-body structure and double-body
R4 PR B A i o, i e 1 i 1 o Il BERT H g ] S T 14 __ | structure. The structure of protective clothing is ' i
i £ 401 o i reasonable, easy to wear and take off, and the joint Meet the requirements | Qualified
A L B A, P X parts are strict, Cuff, ankle mouth adopts elastic
4P A A i vl - P ] " v
Eo R e . BEFELE. 8T kg Tli-l '-*.tz:j.a-a:f]q; | JH_'E A closure, cap face closure and waist closure adopts
B RS RS RS R: B IRAES B ‘P: p E":% g b iﬁ‘ pf || elastic closure, drawstring closure or buckle J
o Pl i e i A ot WD, BB OER
14 ik — |9, FRAW. A, dho. Ben i AT gl Modol | Body Bt Skevwe | ol | TNSTER Model: 185 "
R i e nee |PREERCED . B AR R
1 Jnf ':*-‘Hj'ﬂ:rﬂ"lﬂl 1. Wi |"==-I%'.| 105 B AR h % | T Jemgih | circum |_lengah i Deviation
T T e ————. RO, fihde 0 B S crge iation
PR EY, T 1SR4, s | saoaet = ::; l;: B4 1: 24 Bodvienyh | 1884 | 04
1 86 I 24 T 145.3 0.3
a8 | g 4 1 Im] B Ry, Specificati ;
1Ak | WE I Mc) Mol Lits 15 | Seectheion | ol Lums | 130 [ o0 |18 | 24 o Qualified
160 | 165 | 120 | 84 18 24 FHfl | R ( Ome-piece
. 175 178 135 93 18 24 Slecys kength 99.3 0.3
165 | 169 | 125 | 86 18 24 SHE 188.4 0.4 pose ) 180 18] 140 % 18 24 182 0
AR R 170 | 173 | 130 | 90 | 18 24 K 145.3 0.3 . Eult ; 2
B Ggasty | ™ (s | 178 | 135 | o3 | 18 g | mi 993 T Rk 153, 1168 145 2 118 | 4 | mster | 243 | 03
Gk P = : : wige |02 | &2 2 | 42| +2
180 | 181 | 140 | 96 18 | 24 ¥ 18.2 0.2 —
Moie
185 | 188 | 145 | 99 18 | 24 e 24.3 0.3 J
x| +2 | +2 | +2 | +2 | +2
"o The End
T

LR
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TEST REPORT (NON-STERILE)

—RIEMIFIR— RS QEXEEE)

MA e a3 S BREN

161017130764

Ao S A U 4

Test Report

£ J,.')

(2020) WSZ FHL %5 0084 &

[l B — Kb 55 4P JR

Product Name
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Manufacturer

i 56 A 0 26 500 % im0

Test Type
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>N
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Test Report

(20200 WSZ FHL NO.0084

Product Name Disposable Em Medical Garment

Applicant Hunan Yourfield special protective equipment limited-liability company

Manufacturer

Test Type Entrusted inspection
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Ao TG A N 4R 7 Test Report

Test Report

[2020] WSZ FHL NO.0084 Page 1 of 3
[2020] WSZ FHL 5 0084 R I i i Specification —
i — ] t Disposable Emergency Medical pes
28 Garment Brand oS
e ) g e ) B M Specification . : N . -r
Heiiei B ] — e M B 1 R = = Applicant/Add Hunan Yourfield special protective equipment limited-liability company /Building A2, No.9,
L - el Innovation Park, Shuangyong Road, High-Tech District, Xiangtan City, Hunan Province, P.R.
e China/1 5200384607
BN R EduE | kR M T R ] A R T T R X HEE 0 S8 56 i H ] : ; P Fahili 14
&G .:E,I,;;,..Jf,.:.-{;d”ﬁlﬁ:l Hiif ; ;12;;1;4:” A T T R ] T T T R K TR 9 SR e A2 B 401 - Hunan Yourfield special protective equipment limited-liability company /Building A2, No.9,
b Add/Tel Innovation Park, Shuangyong Road, High-Tech District, Xiangtan City, Hunan Province, PR,
ek S | TR TR B0 T A TR 2 R R N R X PR 9 BRI Bk A2 i 401 ¥ China/1 5200384607
Manufactures! Add Tel AS2003846407
. Sample grade ’o Sample number GWO0084-2020
T Rame GW 0084-2020 S Receivi
Sample grade Samplie number ! b mp.]c k] ving date of 2020.01.26
3 I \
P BB = BE S 2 F1 0] A S o tampe
Sample quantity = Receiving date of sample ik v . Test type Entrusted inwtiﬂﬂ Asticle num tch —
o L e L e L number/Style number
i o M s laad
bl Tc:' nw =0 BT Artiche numberBach ue Test date 2020/01/27~2020:02/07 Test sile Testing room
: number Style number ; *
. Sample state | Meet the requirements 4 o
PR 2l e 3
Fxhl:‘f ﬁ:? ¥ 2020/01/27-2020/02/07 hifrﬂ ﬁl A L Test £
: el sile standard(s) GB 19082-2009 € Technical requirements for disposable protective clothing for medical use} 4.
Fdhai s 2o pr ity
Sample siate b i Bk - Water permeability. Moisture permeability. Synthetic blood penetration resistance. Surface
—— : . =y~ e 1 .’-:EE& Test items moisture resistance. Breaking swength. Breaking clongation. Filtering efficiency. Antistatic.
Test standsrd(a) GB 19082-2000 (B —i tEir B A di R 3 - flame ﬂg‘[m-{]m'";-;}r.L M{W“ism‘ Electrostatic attenuation . Appﬂﬂl‘ﬂnﬂt‘ Stracture. Model
- J' Specification (One-piece pose)
i 5 T LG, R, PO MEAY AN, RilTPGRN. NS h. e, kg %
Test items R, Psrakiat. SUM iR, BUROIREE. SRR, 19, SAVEE ™
Pt 'T'.i >
\ 4 = L J ‘\
Test The sample upon examination, the pmgeclsmmthﬂﬁ]u Siinthts J\&fﬁﬁ, 9082-2009
\ TS - Lﬁ conclusion | standard , the specific test results see page 2-3.
e i A B . s e R ”‘f . - 5
_ HEREE R, BT 744 GB 19082-2009 bt 05 948 %&-*Pr%iﬂa W5 o1 \ BB
Test conclusion 4 =i iy Y S HE 7
BN 20805 EopT 91 Issue date: 3020. 3.1/
The sample information is provided by Applicant,
& it FEAD A B e S A i, AR b i i Note This report is only responsible for samples received.
Wil B 11 e :'“.I I

ﬁppmm‘%_ % ﬁ_ Reviewer: %’ﬁgtﬁ- Main Fﬂmmﬁﬂfﬂ’"

4 I
HE Ht:/f&% W %ﬂ.‘}%
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Test Result
[2020] WSZ FHL 4 0084 & B B I 3 6w o2 0
Y L 37
1 L EE i MRS e i K e 5 i 1
Numier] Test  iem Linit Technical requirenment Test  result Single llem
L decision
[ %S, S 3 kPa =1.67 233 ir ¥
2 i i g/im? =) = 2500 5.0 10" il
3 i Er o o 4 =3 =2 6 i & B
4 R =34 4 £ =
1 93
5 |E"¥E 'Ei': JJ . N =45 (8] ﬁ'r
il ]
i il I_, @ R9% e,
P Ill‘g!':lli-\ ﬁ"rj - =15% =] ﬁr
# Hl 90%
09,89,
HH - =70% 0.6
Q0.7 S
7 | i o
09.6%
T e oy ‘I
1EEE =70% 99.1% i
99,495, k
il 53] 167
133 S 4 1 mm = 2 -
SR i 58
b L850 By L R
1Ry E E A e i) k: =15 (=
] fER: L & fﬂll'ﬁ] -
A 05
B e [ 5 =10 g
15 0.5
EEEE | CFug =200 <20
KT — BT F
ek SRRk EF EREE S € 5 i o .-
! fithh | eumm%RE A A ki
7 o P G R — F ik Ak
RS | crug =100 <20
! i FL RO i 5 =(0.5 0.4 Pl

Test

[2020] WSZ FHL NO.0084 = Page20f3
: Technical Single Item
ber| i U
Num _ Test  item it requirements _Test Result dhesiscis
i Water permeability kPa =167 233 | Qualified
2 Moisture permeability giim? «d) =2500 5.90x10° Qualified
3 Synthetic blood penetration o Slevel 2 Level 6 Qualified
I resistance = =
4 Surface moisture resistance o =Level 3 Level 4 Cualified
Breaki The longitudinal 93
5 - N 245 Qualified
strength The transverse #0
p Breaking The Iun?:mdinai N N L 0%
elongation The ransverse 90%
09.8%
Sypoiin | =70% 99.6%
miaterial
99, 7%
7 | Filter efficiency Qualified
99.6%
Seam — =T0% 99.1%
| 99.8%
8 Antistatic pC/PC =06 0.54 Qualified
The longitudinal 167
Damage length mm =200 =
The transverse 158
The longitudinal 13.8
9 | Dame retardancy’ Afierflame time | s <15 P { Qualified
The transverse 13.1
The longitudinal 0.5
Afterglow time 3 =10 = [
B The transverse | 0.5
Bacterial colony 5 e 7]
_ count ﬁfl-l-'rg =200 =20
Escherichia coli | — Negative Not detected
Pscudml — Megative Not detected
10 Microorganism Staphylococcus — Qualified
¥ — Megative Mot detected
aureus | : f
Hemolyti ;
5@_;".;0}:;&5_ T _ Negative - : Not detecied
Fungal colony
| _ Sount cﬁ.l.-"g_, =100 oy =20




o B A N 45 SR Test Result

Test Result

_[2020] WSZ FHL NO.0084 . Page 3 of 3
[2020] WSZ FHL ¥ 0084 & k3 MW 3R Numberl Test jtem | Unit Technical requirements Test Result %ﬁf’}ml
|'|'|_ Iﬂ | 8 _J L 100N
A% g ¥ LI Iy - . i a3 . . . .
N'i’; BARMHE | f WA E R LR ] it gy || ERRRE | | <05 04 Qualified
uniber Test item Lipit Technical requirement Test  result Single licm .| attenuation | -
decision Protective clothing should be dry, clean, mildew free,
i I SCitt <06 22 P the surface is not allowed 1o adhesion, cracks, holes
e and other defects. The joint parts of protective
T, . ERE, clothing can be stitched, bonded or heat-bonded. The
PR TR, . CWRE, BNSad (Sl e, Es ; lod : | The stitch spacing is 12 stitches
R, FORE. SRWRRKS SHATIF Jom 5 B0, tm;i:;:rﬁ LF:;;:I 12 | Appearance | — | O e A e SR | per3em, i
BN TR, TR AR Ve et WD Sphsmgaalibe BLE aiichicr pre St Meet the requirements
12 b 3 *Ue SRIENARS] TH, L) FH, K. NG ook processing, such as bonding or heat bonding, 1o be e
B OHH, B RONEMIPREE [ BN, 0 R clothing Zipper can not Ieak, pull head shoukl be able
AHESEE, f S REE pHERlE ok g SR A s B to self - lock.
i £ 4. Protective clothing should be made up of hooded -
iy Tl |-l A 4 jacket i ivi 1
e e WP, 4938 ;I;j..blmlt“;m 1_{\'"# T, Jjacket and trousers, which can be divided into |
LR RGN, R [ VST PR double-body structure.and double-body
s | we | = e e samere. wo, e [0 TRAE, et 13 ] R e NS ‘ lfied
' Py e Ll Mo m e (B MO MR REm ] R reasonable, easy to wear and take off, and the joint Kby EQPneing
O REF st dte O, 0077 T 86 ) T8 sy o i i
R ) o R 0, 87 M A 01 2 B0 I parts are sirict. Cuff, ankle mouth adopts elastic
Flspiielin, (i OeE R, e T % clamfre,capfhuc]umuudwaiﬂclmumadupls
Gat | Bk | mm | e | wo | mo T elastic closure, drawstring closure ar buckle
160 | 165 | 120 | 84 | 18 | 24 il | mx ool b i o e o I R S i Hoctis
165 | 169 | 125 | 86 | 18 | 2a | mi | e 2 o e e semr  Deviion
) RIS o f170 1173 [ 130 | 90 | 18 | 24 iR 146 1 Model 601 163 120 8 L 18 1 24 | | sesvewn | 190 -
CEES LD 175 | 178 | 135 | 93 18 24 i 100 1 14 | Specification _ 162 16 i £ 15 2 = e i
toe | 101 | dan i » = pop 3 : i em | 170 173 130 90 18 | 24 | chromnifticace Qualified
185 | 188 [ 145 | 90 | 18 | 24 | mo [ 24 0 ; I B e e L Soclergh | 100 )
B 3 [ 22 22 | 22| %3 pose 180 | 181 140 9 | 18 | 4 ouff 19 1
s 185 188 145 o9 18 24 INSTER 24 0
L | Devision | *2 +2 2 | =2 | +2
B Fea il

The End
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&

ST NN
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YY/T 0506, 5-2009

H L SF 7l FFATCC
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it a P T
SR

1.9% lg CRU/ e O
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2080015 /min
R = A
30min

QEELMEY

VY/T 0606, 6-2009
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FHMOFER: Jom

¥ an
77

IRififesy =2 8
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Ersy
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T
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GEE
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B8
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2&

» 200mm
%:E : 10W0mm, min

5
&
o
w
5
%
=
™

YV/T 0506. 2-2016
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DISPOSA SURGICAL GOWN - TEST REPORT DISPOSA SURGICAL GOWN - CE

FAK — ENRS FAK —CE

E' G—.'Tg @ fiae ml.ﬂNﬁSﬁ'}"Lﬁ !Hh.: @

CHAS LI

v

L] | |
\ \
R IR & H T }ii’\ j,}
N /4
No:200037473 N\ é.g’.«
— 501 HSH X &
BR RN H -
(iHEL) i 77 ik B O 2% BB R A H | ik No. ICR Polska/M8809920 c €
LFE iR 5]
o= o - T ¥ =%
Eﬁﬁpm R TYAT 0806, 2-2016 IPM: - fa Name and addressof  Hunan Yourfield Special Protective Equipment co, Ltd
l‘l“ﬁm!ﬂh‘]‘iﬁﬂ: (TR R M 28 certificate owner: Torch Tnnovation Park, High-Tech District, Xiangtan, Hunan
dun—25um ) ezl MName and address of  Hunan Yourfield Special Protective Equipment co., Ltd
OfEEEA (kPa) [YY/T 0506, 2-2016 =40 8.1 Ty manufacturer: Torch Trnovation Park, High-Tech District, Xiangtan, Hunan
[T#] mm 6 (TR FHEE TR i :
1) Product name: Disposable surgical gown
l-if'ﬁﬁ]!}’ 50cm®
Product E YF-YY20015
Ok @R (kPa) |YY/T 0506. 2-2016 = N 5 ey types:
[igzF] A, 6 (FARARFAE R This certificate confirms that the product meets the requirements of the following standards
[ S . ) and within limits of its standards gives presumption of conformity with essential
WA EIH: 50cm requirements ofRegulation 2016/425
EN 14126:2003 + AC:2004
The certification process has been carried out in accordance with the program PC-P-07-07.
Evaluation has been carried out in accordance with test reports made by EUROPE CERTIFICATION
UNION CO,, LTD laboratory.
MNo. of test reports: ESC-HMYF-2020-3
Certificate issue date: 26.03.2020
Expiration date: 25.03.2025
The mutual obligations and rights of the certification are regulated by the contract Mo. ICR
Polska/2020-8899.
This certificate applies to products having the same attributes (parameters), intended usethat have
been evaluated and meet the requirements of the aforementioned standards.
(FEFH)
3
it
Director: Rafat Kalinowski
Warsaw, 26.03.2020
B ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
BRI EEmERTELS R0 G1994595 /615599

www.icrpolska.com, e-mail: icrpolska@icrgacom
EBREE: HFERR B R EENm S MK 020 3TT2L6)




QUALIFICATION OF PROTECTIVE SUITS - CE
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%gﬁjf Certificate

No. ICR Polska/M8810020 c €
Mame and address of Hunan Yourfield Special Protective Equipment co., Ltd
certificate owner: Torch Tnnovation Park, High-Tech District, Xiangtan, Hunan
Mame and address of Hunan Yourfield Special Protective Equipment co,, Ltd
manufacturer: Torch Tnnovation Park, High-Tech District, Xiangtan, Hunan
Product name: protection suit with a hood--white color
Product types: YF-GY20001

This certificate confirms that the product meets the requirements of the following standards
and within limits of its standards gives presumption of conformity with essential
requirements ofRegulation 2016/425

EN 14126:2003+AC:2004

The certification process has been carried out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by EUROPE CERTIFICATION
UNION CO., LTD laboratory.

Mo. of test reports: ESC-HMNYF-2020-3
Certificate issue date: 26.03.2020
Expiration date: 25.03.2025

The mutual obligations and rights of the certification are regulated by the contract Mo. ICR
Palska/2020-88100.

This certificate applies to products having the same attributes (parameters), intended use that have
been evaluated and meet the requirements of the aforementioned standards.

Director: Rafat Kalinowski

Warsaw, 26.03.2020 =8

ICR Polska Co. Ltd.
ul. Plac Preymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrgacom

Certificate

No. ICR Polska/M8810120 c €
Mame and address of Hunan Yourfield Special Protective Equipment co., Ltd
certificate owner: Torch Tnnovation Park, High-Tech District, Xiangtan, Hunan
Mame and address of Hunan Yourfield Special Protective Equipment co., Ltd
manufacturer: Torch Tnnowvation Park, High-Tech District, Xiangtan, Hunan
Product name: protection suit with a hood--white color
Product types: ¥F-GY20002

This certificate confirms that the product meets the requirements of the following standards
and within limits of its standards gives presumption of conformity with essential
requirements ofRegulation 2016/425

EM 14126:2003 +AC:2004
The certification process has been carried out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by EUROPE CERTIFICATION
UNION CO., LTD laboratory.

Mo. of test reports: ESC-HNYF-2020-3
Certificate issue date: 26.03.2020
Expiration date: 25.03.2025

The mutual obligations and rights of the certification are regulated by the contract Mo. ICR
Palska/1020-8802.

This certificate applies to products having the same attributes (parameters), intended use that have
been evaluated and meet the requirements of the aforementioned standards.

Director: Rafat Kalinowski

Warsaw, 26.03.2020 =

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrqa.com




DISPOSABLE EMERGENCY MEDICAL GARMENT (OT STERILE) - CE
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Review Report —*

Form QAT_10-MD4, version 00, effective snce March &th, 2020

( € Documentation Review

No. 4Q200320.HYSUWE]

Holder: Hunan Yourfield Special Protective

Equipment Co., Lid.

Building AZ, No.?. Innovation Park, Shuangyong
Road, High-Tech District, Xiangtan City, Hunan
Province, P.R.Ching.

Review goal: Verification of the presence of Technical
Documentation compatible with the
Medical Devices Directive 93/42/EEC

Annex Vil
Product: Disposable Emergency Medical Garment
(Mot Sterile)
Model(s): YF-YY20013 Coverall, YF-YY20014 Coverall
Classification: Class | [Not Sterile)

[occordingly to the Manufacturer's declaration)

: 3 This document hos been issued on a voluntary bosis
Review D-Llprf, and upon request of the manufacturer. It 5 our opinion
that the Technical Documentation shared with us by
the manufacturer is compatible with the European
Standard for Medical Devices.
The manufacturer is responsible for the CE Maorking
process, and not exempted fo camy out all necessary
compliance activities. This document has been issved
on the basis of the regulation on ECM Voluntary Mark
for the cedification of products. RGOI_ECM rev.d
available of; www.entecerma.it

Dote of issue 20 March 2020 Expiry dote 19 March 2025
Approver
ECM & vicef?irec r Technical Exper
Ly ¢ :

Ente Cerlificazione Macchine
Via Ca Bella, 243 - 40053 Valsomoggic Loc. Costello di Seravalle (Bo) taly
W +37.05167050141 & +39.0514705154 = info@entecerma.it & www.entecerma.it

DAILY PROTECTIVE MASK - CE
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Review Report = £k

Form QAT_10-M04, version 00, alfective since March &th, 2020

( € Documentation Review

No. 4Q200320HYSUWED

Holder:

Review goal:

Product:
Model(s):

Classification:

Review output:

Dote of ksue 20 March 2020

Approver
ECM ServiceDi

Hunan Yourfield Special Protective

Equipment Co., Lid.

Building A2, No.?. Innovation Park, Shuangyong

Road, High-Tech District, Xiangtan City, Hunan
Province, P.R.China.

Verification of the presence of Technical
Documentation compatible with the
Medical Devices Directive 93/42/EEC
Annex VI

Daily Protective Mask (Mot Sterile)
YF-YY20017, YE-YY20018

Class | (Mot Sterile)

(occordingly to the Monulocturer's declaration)

This document has been issued on a voluntary basis
and upon request of the manufacturer. it s our opinion
that the Technical Documentation shared with us by
the manufacturer is compatible with the European
Standard for Medical Devices.

The manufacturer is responsible for the CE Morking
process, and not exempted 1o coamy out all necessary
compliance activities, This document hos been issued
an the basis of the regulation on ECM Voluntary Mark
for the cerlificalion of products. RGOI_ECM rev.d
availoble ot www.entecermo.it

Expiry date 19 March 2025

Ente Cerlificazione Macchine

Via Ca Bello, 243 - 40053 Volamoggio Loc. Costello di Seravalle (Bo) italy
W +37.0516705141 2 +39.05146705156 = info@entecerma.it & www.entecerma.it




MASKS&PROTECTIVE CLOTHING—FDA Carton Size

O =&phiRAk — FDA RFEHNE

& NO. - — - Quantity| NW. |G.W kg)|Measurements ¢st#&7 | CTNS | CBM Total
.. <4 5 Product Name =gz Specifications (IS (PoSCTNS | (kopez | == Lo |Wims |Hims| (5 FrN
P Y Fiscal Year 2020 £ 1 Disposable Emergency Medical 1 47000 without shoe covers | 30 8.1 9.1 056 | 04 | 05| 1 0.112
ks PG Protective Coverall (sterile/non-sterile)
M) ~ - i -.' - -
¥ o CERTIFICATION OF FDA REGISTRATION 5 2 Disposable Emergency Medical 175GM, without shoe covers | 30 85 95 | 056 | 04 | 05| 1 0.112
(5 This G e A5 Prote_cllve Coverall (sterllefnon-_stenle)
EN) ' 3 Disposable Emergency Medical | 48000 without shoe covers | 30 88 98 | 056 | 04 | 05| 1 0112
Hunan Yourfield Special Protective Equipment co., Ltd T Draposable Emesgenty Meodod
(ora) e P quip co., 4 ngzgf;%bfémg‘zgmmnﬁ:m 190CM, without shoe covers | 30 | 96 | 106 | 056 | 04 | 05 | 1 0.12
(%) Building A2, No.9, Innovation Park, Shuangyong Road, O Disposable Emergency Nedical
A . . " 5 z X 5 . . - 170CM, with shoe covers 30 95 105 0.56 04 | 05 1 0.112
7%y High-Tech District, Xiangtan City, Hunan Province, CHINA (ae Protective Coveral (sterile/non-sterile) M
() (t)09) 6 Disposable Emergency Medical 175CM, with shoe covers 30 99 | 109 | 056 | 04 | 05| 1 0.112
& has completed the FDA Establishment Registration and Device Listing with the US Food & Dru i Protective Coveral (sterlelnon sterle)
(&) e > ¢ 1S *¥ICE L ! elsr g \ Disposable Emergency Medical .
Y Administration, through ) 7 | Protective Coverall (sterileion-steril) | 15°CM Withshoecovers | 30 | 96 | 106 | 056 | 04 | 05| 1 0.112
L o Disposable Emergency Medical .
. {:hangsha MNande ']g&ﬂng lechnology Co., Ltd. £ 8 Protective Coverall (sterile/non-sterile) 170CM, without shoe covers 30 8.7 97 0.56 04 | 05 1 0.112
I Disposable Emergency Medical .
' 9 Protective Coverall (sterile/non-sterile) 180CM, without shoe covers 30 96 10.6 0.56 04 | 05 1 0.112
=) !Dwnera’ﬂperatnr Number: H}ﬂﬁﬂﬁlz]
SIVAIY- e ®) - N e HE |52 | 22 SR " EXi
e [l.eucc Listing#: e R P ARES s | k) | B | K | Bw | Sw e (n* 2
;= | Listing No | Code | Device Name Proprietary Name 1y %4
- MASK, 1 |ER—ZRFR CTEE/IECERD | 17och, THE 30 | 8.1 91| 0,55 | 0.39 | 0.5 | 1 | 0.10725
rray | D376810 | KHA " . Daily protective mask Frz
4 4 SCAVENGING " X
: . : L e I |
Non-surgical isolation | .. ] - R 2 |ER—RMRIPR CEER/IEERS) | 175N, AME | 30 | 8.5|9.5| 0.55 | 0.3% | 0.5 | 1 | 0.10725
) | D376811 OEA i disposahle Emergency Medical Garment
4 3 |ER—AMR (EEREIFEERD | 1socH, TME 30 | 8.8|9.8| 0.55 | 0.3% | 0.5 1 | 0.10725
il : CHT will confirm that such registration remains effective upon request and presentation of this cartificate until the end 3 )
o 7 IDe.CRRAT our aniind abova, Iiesh aad Hunaaion (s eriningInd St (xauAnce.of ShIk camuficata. GNT imkes g 4 |ER—RHFFR (REE/IFEEEED | 1soch, E£ME | 30 | 9.6 |10.6] 0.55 | 0.38 | 0.5 | 1 | 0.10725
LG} other repreésentations or warrantias, nor does this carificaie maks any "EEHHB-EFH-B['DI’IB or warranlies a Ny pErson or A e
(i N enlity other than the named cerfilicate holder, for whose sole benelit it is issued. This cartificate does not denote o=
.. ™ endorsement or approval of the cedificate-holder's device |:.|: eslablishment by: the U5, Food and Drug Administration ’ 5 | EE—MEPRE (LEE/IELEED 1700, = 20 55 |10.5| 0,55 0. 39 0.5 1 0. 10775
L1 A } CHNT assumas no llability 1o any parson or anlily in conneclion with tha i'aragmng (=)
(i -__j. Purguant 1o 21 CFR 807.38, "Reqistration of 8 device esiablishmen! or assignment of & registration number does nat .
_..=: in-any way denote approval of the establishment or its products. Any repraae.n'laun:.t that creates an Impression of official '_._j.:' 8 | ERA—MIEIER (REAAELERD 175CH, HEE 20 5.9 |10.9] 0,55 0. 79 0.5 1 0. 10725
kit approval because of registration or possession of a registration number is misleading and constitules misbranding.” The (55}
Mek U5 Food and Drug Administration does nol issue & certificale of registration, nor does the U.S. Food and Drug (B¢,
-. Ey Adminiatration recognize a cerlificate of reglstration, CNT is not affiliated with the U 5. Food and Drug Adminiatration ; ; 7 Eﬁﬁ_;fﬁ Eﬁﬂjﬂﬁ (EEEEI:J/EHEEEE@) 180CH, ﬁﬂiﬂ% 30 g6 [10.6 0. 55 0. 39 0.5 1 0.10725
) A 8 |ER—MRIPR (EES/AETESD | 1TocH, THE 30 [ 8.7|9.7] 0.55 | 0.39 | 0.5 1 | 0.10728
(v )
i ! | . .
(i : o | ER—RMPR (EER/IEEERD | 1socn, THE 30 | 9.6 |10.6| 0.55 | 0.3% | 0.5 1 | 0.10728




PRODUCT INTRODUCTION -
DISPOSABLE EMERGENCY MEDICAL GARMENT(STERILE)

NS — ER—REBPR (EER) AR ER—x 4RI IR

ARJl 2o

B S: | BpPAR (REE_ LR #&F2HR)
P&t ES T (EEE)
HITIR A GB19082-2009
REBN A eiEmR
SRR HIaRES ARETEINZMARAER
FERVERE IR IR 0 D[PV F1E
RS BriF1ER.
BRER . RE M|k

—1 R (B

Product name: Disposable Emergency Medical Garment
Product type: type I protective suit (consisting of hooded
top and trousers)

Product structure: coverall (sterile)

Implementation standard: GB19082-2009

Sterilization method: ethylene oxide or irradiation
Scope of application: It is used to provide barrier and
protection for clinical medical personnel when they con-
tact with the blood, body fluids and secretions of patients
with potential infection risk and particulates in the air at
work.

Validity period: two years (ethylene oxide)

one month (irradiation)




PRODUCT INTRODUCTION -
DISPOSABLE EMERGENCY MEDICAL GARMENT (STERILE)

it — ER—REPFIR (TEE)

AR ER— XL PR
FmB S | 2prirAk (BEE LR & EEHN)
P&t ES T (EEE)
HITHRE :GB19082-2009
REHN A eiEmR
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Product name: Disposable Emergency Medical Garment
Product type: type II protective suit (consisting of
hooded top, trousers and shoe covers)

Product structure: coverall (sterile)

Implementation standard: GB19082-2009
Sterilization method: ethylene oxide or irradiation
Scope of application: It is used to provide barrier and
protection for clinical medical personnel when they con-
tact with the blood, body fluids and secretions of patients
with potential infection risk and particulates in the air at
work.

Validity period: two years (ethylene oxide)

one month (irradiation)




PRODUCT INTRODUCTION - Disposable Emergency Medical Garment (NON-STERILE)

It — ER—R4EIFR ETEEY)

B ER—XERRIFAR
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FEmiEt x5 GETER)
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REAWN . A ImaiEia
EAEE HiInKES ARTELENEMEEBER
FMENEE MR KR 204 [P IFR
HEEPR. BriFER. FEEA T IRBE EELRIFREX (B) F
B EEnIE S B9I7FR.
B mE FRIIR)
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Product name: Disposable Emergency Medical Garment
Product type: type I protective suit (consisting of hooded
top and trousers)
Product structure: coverall (non-sterile)
Implementation standard: GB19082-2009
Sterilization method: ethylene oxide or irradiation
Scope of application: It is used to provide barrier and pro-
tection for clinical medical personnel when they contact
with the blood, body fluids and secretions of patients with
potential infection risk and particulates in the air at work,
but it cannot be used in such places as isolating intensive
care units (rooms) with the requirement for strict microbi-
ological indicator control.
Validity period: two years (ethylene oxide)

one month (irradiation)




PRODUCT INTRODUCTION - Disposable Emergency Medical Garment(NON-STERILE)

miT8 — EA—XIEMPIR (JEXTEE)
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Product name: Disposable Emergency Medical Garment
Product type: type II protective suit (consisting of hooded
top, trousers and shoe covers)
Product structure: coverall (non-sterile)
Implementation standard: GB19082-2009
Sterilization method: ethylene oxide or irradiation
Scope of application:It is used to provide barrier and pro-
tection for clinical medical personnel when they contact
with the blood, body fluids and secretions of patients with
potential infection risk and particulates in the air at work,
but it cannot be used in such places as isolating intensive
care units (rooms) with the requirement for strict microbio-
logical indicator control.
Validity period: two years (ethylene oxide)

one month (irradiation)




PRODUCT INTRODUCTION - Disposable Emergency Medical Garment SIZE SPECIFICATION

miTE — ER—REMPIR IR LS

160— | 165 120 &4 73
165— | 169 125 86 23
170— | 173 130 88 4
175— | 178 135 90 24
180— | 183 140 %3 25
185— | 188 145 96 5
190 | 193 150 49 6
195—| 198 155 102 16
200— | 203 160 105 27

.} +2 +2 +2 +2
1680—m LES 120 a4 3 10 n
165—1 169 125 A 1] 13 ar
1T0--11 173 130 B3 L] 19 38
1T5—1n 178 135 o] &0 10 38
18- 1ad 180 23 &2 13 n
1B5—1 18R 145 k] a7 13 k]
180—1 193 150 2] 4 19 &0
195— i 188 155 g £4 19 &0
00— 203 &0 105 46 19 a1

[ =3 +3 +3 +3 e o *1

LENGTH(IN) BUST{IM) SLEEVE(IN)

M—1 68 a7 34 9.45
L= 70 49 a5 9.45
XL— | T2 51 37 9.45
XxL— | 74 53 38 9.45
KHML— | 76 55 19 9.45
XHXHL— | 78 57 40 9.45
MO0 | 80 59 41 9.45
XXXXNNL— | 82 61 43 9.45
Deviation +2 +2 +2 +2

HL—0 T2 51 w 16 T.48 189
KXL—1 T4 53 15 7 148 153
KNaL=Hl 16 55 ] 17 T.48 153

TR 11 T8 5T Ll 13 T.48 5T
HOL— 1 B ] a1 18 T.AB 5T
AL~ I a2 61 43 13 748 161

Deviation i £} ) £2 2 £




PRODUCT INTRODUCTION - ISOLATION GOWN
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Product name: isolation gown

Product type: coverall structure (consisting of hooded top
and trousers)

Product specification: S-5XL

Product features:

1. Elastic hood, with waist and ankle design, in favor of
safe wearing and free movement

2. Reinforced crotch design, to enhance durability

3. New materials, soft, light, breathable and comfortable
4. It can be used together with other personal protective
equipment to effectively improve safety.

Validity period: five years




PRODUCT INTRODUCTION - SURGICAL GOWN
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Product name: Disposable surgical gown

Product specification: S-6XL

Product structure: consisting of gown body and sleeves,
supplied in a sterile manner.

Product performance:smooth, clean, free of stains, no
damage, firm in heat sealing, and no holes.

Scope of application: It is used by medical personnel and
patient for protection during operation where no infectious
virus exists in the blood of the patient.

Implementation standard: YY/T 0506.2-2016
Sterilization method: ethylene oxide

Validity period: two years




PRODUCT INTRODUCTION - CRPI Daily Protective Mask

=it — CRPIBEM/IPOE

Fmiaf. I ESFERAOE(FEMR)
=i 1988--17cm*9cm
JLEF--15cm*8.5cm
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#L'_ﬁ)ﬁ‘GB3261O 2016
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B TR E

Product name: CRPI Daily Protective Mask (flat type)
Product specification: average size - 17cm*9cm

For children -- 15cm™*8.5cm
Product structure: mask body + nose clip + ear loop
Product material: Both the outer and inner layers are cotton and linen,
comfortable and breathable, natural antibacterial and washable. The
middle layer is gel film wrapped by two layers of non-woven fabrics,
and can efficiently filter bacteria and non-oily particles.
Product performance: bacterial filtration efficiency >99.9% (no obvi-
ous change in filtration efficiency after being disinfected for three
times)
Application: to prevent particles in the air.
Product packaging: independent packaging (two pieces in one box)
Number of uses: 20 times
Implementation standard: GB2626-2019
Sterilization method: high temperature sterilization
Validity period: two years




PRODUCT INTRODUCTION - REUSABLE MASK

FI:II:I

48— AEEEAOS

B R:CRPI B &SP O & (ILIAFR)
= g 1 3985--20cm* 14cm
JLEFH--19cm*13.5cm

mzEt . QS K+2F%+Hns
it INEF B BRI, £7i1E JE—L,EE,“?[DITMWK
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Y.
e AREENE=9T% (REBES =R, TIEME
TRAEZT.)
FEam A SR FRAIP = [ PR ER Y
T D LRy IE
fSEFRRER: 2007
HITIRE: GB32610 2016
REAR :EEK
BXHR . H/E

Product name: CRPI Daily Protective Mask (stereo type)
Product specification: average size - 20cm™*14cm

For children -- 19cm*13.5cm
Product structure: mask body + nose clip + ear loop
Product material: Both the outer and inner layers are cotton and linen,
comfortable and breathable, natural antibacterial and washable. The
middle layer is gel film wrapped by two layers of non-woven fabrics,
and can efficiently filter bacteria and non-oily particles.
Product performance: bacterial filtration efficiency >99.9% (no obvi-
ous change in filtration efficiency after being disinfected for three
times)
Application: to prevent particles in the air.
Product packaging: independent packaging (two pieces in one box)
Number of uses: 20 times
Implementation standard: GB2626-2019
Sterilization method: high temperature sterilization
Validity period: two years
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PLANT STYLE
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