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Test product name: Disposable medical mask
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Test purpose: entrusted test (biological evaluation)
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Anhui Food and Drug Inspection Institute

WEHRS: AH2020-QZX-00008

Test report no.: AH2020-QZX-00008

Biocompatibility test report

3 EIR

total 3 pages, first page

Tl s 44 % —UO M EREROZ ey
Test product Disposable medical mask . Z” tﬁ AH2020-QZX-00008
roduct no.
name B | mR )
_ MER 170mmx100mm
AR WEME |
/ Elastic belt
brand model
typel70mmx100mm
T THKIREST S MA R AT e IR (EYEEM)
consignor Jiangsu Greatwall Medical Devices Co., e Entrusted test (biological
Test category J
name Ltd. evaluation)
M T B X LA @ 1A 298 £ 7- e
ZAE 7 stk . . Il E Ry
No0.298, Unit7, Tongda Road, Tougiao
Consignor [ L Product 20191208
Town, Guangling District,Yangzhou,
address . no./batch no.
China, 225109
o | LLTRIRER ST B80T PR 2 7
fpespfy | = HRE 45 5
Jiangsu Greatwall Medical Devices Co., i /
Manufacturer Ltd Sample series
BN | LHKIRET AR A A A
Company Jiangsu Greatwall Medical Devices Co., Production date 20191208
inspected Ltd.
HaiE
R Rer | S:;ple 44
i i 4bags
Sampling unit quantity g
R Hh il =P S
Sampling / Sample basic | /
address number
o 16 561 13 BHE B SRR TR
d 4 / Inspection Anhui Food and Drug
SRl eI address Inspection Institute




SR B A

Sample 202001122 *ﬁ% R 2020/01/22~2020/36
Inspection date
collect date
o6 T
RERE s, gpa, donn e
E Cytotoxicity, skin irritatiJn delayed hypersensitivity
category ‘
RRKE | EOHEHERB AR

Testing basis

Biocompatibility test prog*amme

KRS
Test
conclusion

AR B BRI EEST AR A AL WAEE RN T ERR 45 IREs
‘D'-',‘ j

~

Checked items refer to Jiangsu Great Wall Medical Devices Co. Ltd. B\iocompatibifiﬁy test
program test results see Page 2 of the report

(REMESHERER L ANE)

(test report stamp or test company legal stamp)

ZREH: 202bf31‘6
Date of issue: 2020/36
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Anhui Food and Drug Inspection Institute
Biocompatibility test report

WEGS: AH2020-QZX-00008 H£I3WHE2R
Test report no.: AH2020-QZX-00008 total 3 pages, second page
F3 [ pwme FRER RULR |
'::‘ Checking items Program requirement Testing result
R ¥  GB/T16886.12-2017 1 |#R 1 GB/T16886.12-2017 X
GB/T16886. GB/T16
5-2017 FRE HI R #IRIRI, SR | 886.5-2017 HL5E M S 1| R 24
GB/T14233.2-2005 FUMEE; (MTT) | ¥, KA GB/T14233.2-2005 =[]
LT, HRAMABEES | Wik (MTT) L EER TR
AKRTF 2%. AERARETEN 1 K. BRN R
gy | Under GB/T16886.12-2017 and F ML¥E MEM 7R,
) . GB/T16886, Under GB/T16886.12-2017 and
cytotoxicity 5-2017 conditions for preparation of GB/T16
extract, using 886.5-2017 preparation of leaching
Tetrazolium (MTT) in Liquid, four in GB/T14233.2-2005
GB/T14233.2-2005 azole salt (MTT) colorimetric assay
colorimetric method for the test. The | was performed.
cytotoxicity of the mask should not be | the cytotoxicity of the mask was
greater than grade 2. grade 1. Extraction medium:
medium containing serum MEM.
¥ GB/T16886.12-2017 MEHIKAF | 1R1E GB/T16886.12-2017 L I %
il i %R R, R H GB/T16886.
#IRIEW, HKF GB/T16886.10-2017 | 10-2017 HH15E I R Jik )i
FME MY B BRI BOR R TR | IR TR . DRMEE MR
BRI L) Badr 0. BRAE: KT
2

skin irritation

o SR A SRR M R BGE o N A KT
0.4.

Conditionalities under
GB/T16886.12-2017
GB/T16886.10-2017 for preparation of
extract

According to GB/T16886.12-2017
provisions

A GB/T16886. is used to prepare

the extract

Animal skin irritation specified in




The animal skin irritation test specified
in the test. Primary stimulus score for
masks should not be greater than 0.4

10-2017

The test was carried out. Primary
puncture of mask

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

TR¥E GB/T16886.12-2017 #N5E f &1t
il

ZIRIEW, FF GB/T16886.10-2017
PHLE BT R R R R R B
iR
3T . OB IR R BB R M

HRYE GB/T16886.12-2017 ¥ EHI%
| 2RI, K GB/T16886.
10-2017 PHLE IR R AR
NBERFEREH TR, M=
R RBBHURILA 0 . BN
B FEHIARRF

‘ BRUBHRKR | NAKT 14. According to article
5z Based on GB/T16886.12-2017 GB/T16886.12-2017
3 delayed conditions A GB/T16886. is used to prepare
L GB/T16886.10-2017 for preparation of | the extract
hypersensitivity |
extract Delayed hypersensitivity reactions
Maximum dose test for delayed specified in 10-2017
hypersensitivity The maximum dose test shall be
To test. The delayed hair type | conducted. Mask
hypersensitivity of the mask should be | The delayed hypersensitivity was 0,
less dry grade 1. Extraction media: refined
cottonseed oil.
ZVE Remark: /
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Anhui Food and Drug Inspection Institute
test report
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KR4S AH2020-QZX-00008 3 B3

Test no.: AH2020-QZX-00008 total 3 pages, third page

mBEHRERAFR
Test report photo page

R F AN BA

Photo and description

ELE (e

Sample description

7 none

SRR RE e WY

Model specification and other explain
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Inspection report

MEH S AH2020-QSJ-00018

Report no,: AH2020-QSJ-00018
|

B AR —REERAERADR

Test product narHe: Disposable medical mask

X H K DERR

Test purpose: ﬁntrusted test
|

WA B2 BRI

Anhui Food and Drug Inspection Institute

ZLJL-165-04
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Anhui Food and Drug Inspection Institute
Testing report first page

WEHS: AH2020-QST-00018

Test no.: AHZ2020-QSJ-00018

HIWHIR

total 3 pages, first page

2R — XA HRERAOZ T
Test product Disposable medical mask : :“ ) AH2020-QSJ-00018
: roduct no.
name B (V) W C )
= ¥ &30 170mmx100mm
Gk MM )
/ Elastic belt
brand model
typel70mmx100mm
3l LIBT3 PR A & K| TIERR (W)
consignor Jiangsu Greatwall Medical Devices Co., ne Entrusted test (biological
Test category i
name Ltd. evaluation)
L M TR X LA i@ A B 298 5 7-
FH 77k u U e Rme s
) No.298, Unit7, Tongda Road, Tougiao
Consignor ) — . Product 20191208
Town, Guangling District,Yangzhou,
address ) no./batch no.
China, 225109
L | LHKIEST B/ MA R AT
Coyadd: ViV . . RS
Jiangsu Greatwall Medical Devices Co., . /
Manufacturer Kt Sample series
RIAA | LHKIRE ST 880 TR A 7] A B 4
Company Jiangsu Greatwall Medical Devices Co., . 20191208
Production date
inspected Ltd.
. HaiE
bR AL 448
. o/ Sample
Sampling unit i 4bags
quantity
R b S HEEE
Sampling / Sample basic | /
address number
‘ Kt ZHE 'R HRT TR
HhEE . :
/ Inspection Anhui Food and Drug
Sample date . |
address Inspection Institute
H #4
Py KA
Sample 2020/01/14 ) 2020/01/14~2020/01/31
Inspection date
collect date

g?
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Testing basis

testing 2.8
catégory

LHKIEST R AERA T (—UREEAEADE) =ERERESR
R R

Jiangsu Greatwall Medical Devices Co., Ltd. {disposable medical mask) product technical
requirement

M
Test
conclision

Aris I H ?v’f%ﬂﬁf:#ﬁl%ﬁ%%mﬁﬁﬁz\ﬂ (—RMUEFERERAOR) =R EARERWE
R |

Checked jtems refer to Jiangsu G eat Wall Medical Devices Co. Ltd. {disposable medical
mask) product technical requirement

GRRAR S & AR IR BT A2 )

4test report stamp or test company legal stamp)
|

ZRAR: 2020/1/31
Date of issue: 2020/1/31
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Anhui Food and Drug Inspection Institute
Testing report
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Test no.: AH2020-QSJ-00018 total 3 pages, second page

i
% B SISTH E LE K oot .
P ’F-_ 8T H o /{;’]\ Ieﬁ‘::ﬁ sk @5&% % %‘ Iﬁ% 'L%
Item inspection i
no. itemn standard Standard requirement Test result conclusion
clause
BT IER R
bacterial DEB‘J?H@L’M’EW$@I‘S$4‘? 95%
1 filtration 2.8 The bacterial filtration efficiency of 100% conform
efficiency the mask is not less than 95%
| (BFE)
ATLLL P

Below this page is blank
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Anhui Food and Drug Inspection Institute
Testing report

S 1

BERE: AH2020-Q5]-00018 F3 W EIW

Test no.: AH2020-QSJ-00018 total 3 pages, third page

R FI photo and description

HESiEiR sample description

PE 1363 pe bag package

1f



Model specification or other description
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A% 170mm X 100mm
Elastic belt type 170mmx100mm
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