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Test report no.: AH2O20-QZX-OOOOS

J-

ffii,zrtE
Test product

name

:tkt+lt.Hw.ffi tr F
Disposable medical masr< ++F^tffiE

Product no.
AH2020-QZX-00008

rXtY cv> | +tt+ < >

6f/r
brand

HE'jntf.
model

f'/}Ktt 17Ommx100mm

Elastic belt

type170mmx100mm
++f +

consrgnor

name

trfr'Kffitrft #$bIAFRAEI
Jiangsu Greatwall lVledical Devices Co,,

Ltd.

ts&+fiu
Test category

4+rt0& (+,+n+w4t)
Entrusted test (biolo5;ical

evaluation)

++Lfrt&tt
Consignor

address

+h'Infr f F*.A*DFffi rE jtE# zga E r
No.298, Unit7, Ton,gda Road, Touqiao

Town, Guangling District,yangzhou,

China, 225L09

PF^hRE/+WE
Product

no./batch no.

20191.208

ET +E
Man ufacturer

tr.fr, Kfr\trtr #$ fi t € |lR 2\ nl

Jiangsu Greatwall l\/edical Devices Co..

Ltd.

fm4++ffi€
Sample series

E&+,fn
Company

inspected

,{rfr, KFnwft as Dii t. |tR e\ trl

Jiangsu Greatwall l\4edical Devices Co.,

Ltd,

EF EHE

Production date
20191208

+I P .r,/, /!fHt++1y
Sampling unit

{+ft&E
Sample

quantity

q@,

4bags

+fit+}e,fi
Sampling

address

+mf+Efi
Sample basic

number

+++v - so{frt+ F1 Fh

Sample date

&gort,fi
I nspection

address

E'I#JA A F,rEdil & 9diEJT t lH

Anhui Food and Drug

Inspection Institute
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Sample

collect date

2o2OpV22 frt&EHn
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td&Ifr H

testing

category

fr[EE,It. EffiMlJffi. J{

Cytotpxicity, skin irritatiln
/x
de

!EfitEIU
ryed hypersensitivity

fft&{effi
Testing basis

+.wJtEE+kifrsdt*
Biocompati bi lity test Oropiam r le

&!kF^rt
Test

conclusion

Ffrtfrfrtraffitrfr,Kffi?
F
Checked items refer to Jid

program test results see p

fti

gsu

ge;

Fffi6FRe\8442fE#trifri

Great Wall Medical Devices €

of the report

(tsgfi+Ef;,
(test report stamp or tes

#EEfi
Date of i

htR&se

Ltd. Qioc<

FHFfift
comppny

IWEH z

ity test
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Anhui Food arnd Drug Inspection Institute

Biocom pati bility test report

ztJL-165-13

*3 F ffizn
total 3 pages, second page

flfr'ffi €, AH2020-QZX-00008

Test report no.: AH2020-QZX-00008

F€
item

no.

ffiig&fi H

Checking items

txF*
P'rogram requirement

ee#R
Testing result

1

ffifr\*E'l+

cytotoxicity

tR tE GB/r16886.12-2017 fs
GB/T158B6.

s-2ot7 ttt p_tl *l+fiJ 6yiFilt, XH
GB/Tt422t3.2-zoos F E4A < vrr)
thtr i*rt 1iifr h " tr Hfri-ffiEE€,ftD
T*.t z 2fr. "

Under G B/T1 6886,12-2017 and

GB/T1688i6,

5-2017 conditions for preparation of
extract, using

Tetrazolium (MTT)in

GB/Tt4233.2-200s

colorimetnic method for the test. The

cytotoxicilly of the mask should not be

greater than grade 2.

fR W cB/Ti.6886.12-2017 fu
GB/T15

886. s-2 o 17 *np_m X I+ frrJ 6yi {€

P+A ( MTr) Ettr rlrtliirt& 
"

IFHt2mfE€l4)t t*."ltr.R/rffi
:€fi.iF vev 1*#8"
U nder G B/T1 6886.L2-2017 and

GB/T16

886.5-2017 prepa ration of leach ing

Liquid, four in cB/T14233.2-2005

azole salt (MTT) colorimetric assay

was performed.

the cytotoxicity of the mask was

grade 1. Extraction medium:

medium containing serum MEM.

2

Hffi*|Jitr

skin irritation

tRtE e efi ro 886.1.2-20!7 fl,rt.fr\ R I+
ftl
&E+E't& ., Xffi ee/ru0886, 10-2017

+ *I f *I -rit 
+n N.ffi.*l iff itt & r$ 1i itt

gfi

. tr H Et IR.r;t+*tlffi.iE t| /il T t +
0.4"

Conditionalities under

GB/T16886,12-2Or7

G B/T1588r5. 1 O-2O\7 for prepa ration of

extra ct

tRf,E e a/rro886.t2-2o17 *IF.t1*
l+fril &ld+El4., XH GB/r16886,

to-2ott + *nE ffi -dr +nE ni 

^LJ 

itr
ifirei+fi ifr&. tr HfittrH,t4frl
wte,hh 0" lEffi/|ffi, f*ftiltfif+
iH.
According to GB/T1688 6.L2-2017
provisions

A G8/T16886. is used to prepare

the extract

Animal skin irritation specified in

t,7



The animal skin irritation test specified
in the test, Primary stimulus score for
masks should not be greater than 0,4

ro-2077

The test was carried out. primarv

puncture of mask

The exciting score is 0. Extraction
medium: refined cottonseed oil.

afi4ftdEtE.
/lv

delayed

hypersensitivity

tRffi c e/T1o 886.12-2017 !fl,Fffi *rc
frU

6iEfEiEa, Xffi ee/no 8B6.Lo-2017

+ *fl f H,i jE t & ffi ff F. D F t fi|JE

g0rtltE\:&. I H fl.:aH4*E&E rU

M6x+ L r*..

Based on G8/T16885,12-20!7

conditions

G 8/T16886. 1 O-2OI7 for preparation of
extract

Maximurr dose test for delaved

hypersen:;itivity

To test. The delayed hair type

hypersens;itivity of the mask should be

less dry grade 1,

tRffi e a/rrs886.!2-2017 ffi,Etnf;
'f+ftl6EfEi&, XH GB/r16886,

t0-2077 + *I,E f! j8ts4 ffi E{F.
EffitfiUEiil9dr#1iiil&. EE
frl jEE4 ffi 6t E rs)l o tx.. Fctft
tr, +HfttffixT#.
According to article

G B/T16886.1 2-2077

A GB/T15S85. is used to prepare

the extract

Delayed hypersensitivity reactions

specified in 10-2017

The maximum dose test shall be

conducted. Mask

The delayed hypersensitivity was 0.

Extraction media: refined

cottonseed oil.

6iE Remark' /
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Photo and description

f+ffiffird
Sample description

7E none

UEfAffi4'HE],NEA
Model specification and other explain
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Report nop : 4H2020-QSJ-00018

&ffi 8fits+ _NH&HEHtr+

Tdst product nafrie: Disposable medical
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Anhui Food arnd Drug Inspection Institute

Testing report first page

ffifrffi8'Ai12020-QsJ-00018 tt34 ffit..
Test no.: AHi|020-QSJ-00018 total 3 pages, first page

&F"Ertfi
Test produ,ct

name

-t',.'l+{lfr,ffiEffi trF
Disposable medical mask f+ffiffi€

Product no.
AH2020-QSJ-000 I 8

rXt# cv> | +frf+ ( )

Hf,I
brzrnd

L!€*qt&
model

ta\F=\ lTommxloomm
Elastic belt

type170mmx100mm

+TLfi
consrgnor

name

trfr.KffiE.ft#$tfr€ FRa\E
Jiangsu Greatwall Medical Devices Co.,

Ltd.

&e4fi|]
Test category

4frioe (+.+n+iYat)
Entrusted test (biological

evaluation)

*tttiIt,L[
Conslgnor

addness

+h !t'|fr f phX* ffi ffi iEtEf zga E t -
No.298, Unit7, Torrgda Road, Touqiao

Town, Guangling Dtistrict,Yangzhou,

China, 225109

PF^^RE/TII,E
Product

no./batch no,

20191208

rtp H/+

Manufacturer

trfr,Kffitrft#$fifi€ FRa\a
Jiangsu Greatwall lVledical Devices Co,,

Ltd.

+mf++4fi€
Sample series

Efs+4n
Company

inspected

trfr,Kxilwi e$tfi6|rRAA
Jiangsu Greatwall lVedical Devices Co.,

Ltd.

ZLPtrHE

Production date
2019t208

IIUMA
fH4+ +1v

Sampling unit

f+ft&E
Sample

quantity

4E
4bags

ttt#:tt,H
Sampling

address

+H}+Bry
Sample basic

numDer

u-u-sn
JHf+ tr tfi

Sample datr-.

&&ftF,
I nspection

address

g|tt'\E E F,ZU ffi & 50EJT fr pit

Anhui Food and Drug

Inspection Instittute
q{f+ B Ffi

Sample

collect dater

2020/0r/14 tSgO E HE

Inspection date
2020 / 0r / 14- 2020 / 0r / 31
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tegting

cat4gory
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e4ftffi
Testinp basis

Yr rr,Kwtatr #sffi €'pR a ;il (.
Jiangsu Greatwall Medical D,evice

requirefient

tK++lfr.ffiE.fln
Co., Ltd. ((dispor

T) Pfi &tg*
icalmask) pr rduct technical

e!&?"ih
Tdst

concl!sion

fn tfr LA H ft A lL,tr, KWE [.7 E*t
*
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mask) pfoduct terchnical require

fiE[Ra\a K-rRl

pat Wall Medical Dr

Fent
(td

]test report stamp

ht
D

:{FHE

rices Co,

E+8fr*
or test

itsH4E
rte of iss

ffi trF) Ffi

Ltd, ((dispo

tHHdt$&r
company leg

t 2020/l/31
ue:2020/l/3

E^4*6t4

rble medical

.,fua\€ )

lstamp)
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#frfr
Test no.

nhui and Dru Inspe onl
'[estin report

: M2O2O-QSJ

AH202O-QSJ

Below s page is blank

stit

3 pages,

,{3 ffi2m

page

AFU

requirement

Hitffitr+
bacterial

filtration

efficiency

(BFE)

trFFO'EH

The bacterial

the mask i

ffiii#du44'T

tration efficiency

not less than 95%

lo
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#FffiF AH2020- eSJ-000 1 8

Test no. : AH 2020-QSJ-00018

Fllh'fEii, |JE photo and description

f+ffi ffijd sample description

Pn ft€,* pe bag package
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4€*IfStrIHEiitqE
Model specification or other description

fa\Ffr 17omm X 100mm

Elastic belt type L7Ornmx100mm
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