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Annex to Device Listing#for Owner/Operator Number: 10064832

Listing Product
Device Name(s) Proprietary Name Activities
No. Code(s)
Shield, eye, ophthalmic
(including sunlamp | .
D380420 HOY . protective spectacles Foreign Exporter
protective eyewear and
post-mydriatic eyewear)
Non-surgical isolation . . .
D380418 OEA Protective clothing Foreign Exporter
gown
Protective masks
D380416 MSH Respirator, surgical kn95mask Foreign Exporter
Particulate Respirator
ACCESSORY, . .
D380144 LYU layers disposable mask Foreign Exporter
SURGICAL APPAREL
I Issued:Mar30.2020

Expiration Date : December 31.2020
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/ctfped/classification.cfm
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Dayhelp
CERTIFICATECOF ACHIEVEMENT
B

Hunan SanRui Biotechnology co., Ltd is a cooperative manufacturer of Shenzhen Everyday
Investment and Development Co.Ltd , Right to authorize Hunan SanRui Biotechnology
co., Ltd to produce “Dayhelp” brand (KN95 mask), This certificate of authorization
shall take effect from the date of issuance.

Authorization date: May 20, 2020 to June 30, 2020.

2 A= IREMRHRERAE A R IHERRERRERAE SIFRIEFRE |
KRR =T E MR EIRAR4F "Dayhelp” fakE (KNISOE ) AIRFI
FENEPERHZ BEER.

R AHA202055H20H-202056 8301,

Shenzhen Everyday Investment
and Development Co.,Ltd

RIS AR REIRAT W=t e o

Hunan SanRui Biotechnology co., Ltd
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(The national emblem)
Business license

Business Scope: R&D of Class I Medical
Devices, Class I Medical Devices, Class III
Medical Devices;

Sales of Class I medical devices, Class II
medical devices, Class IIl medical devices,
Sales and production of Class I medical
devices, Class II medical devices, Class III
medical devices;

Manufacture of daily and medical rubber
products, sanitary materials and medical
supplies. (Projects that are subject to
approval according to law can only be
operated after approval by relevant
departments)
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Medical Device Production License

Scope of production: Class II: 14-15
patient care protective equipment:
14-14 medical staff protective
equipment; 14-13 operating room
infection control equipment; 14-05
non-vascular guide (intubation)tube;
08-06 breathing and anesthesia
Tubes and masks; 02-15 surgical
instruments-other instruments 02-13
surgical instruments-kiss(sewing)
closure instruments and materials:
02-11 surgical instruments-retractors;
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Dayhelp KN95 -50pcs/box

Dayhelp KN95 -20pcs/box

ITEM Protective mask ITEM Protective mask
T prrOE =R i/l mk=t
Quality Stanards | 6B2626-2006 Qualily SteR1ar9S| GB2626-2006
MOoEL KN95 Mask ML KN95 Mask
COLOR White COLOR White
B BE e BE
Qry 1200pcs ( 20pcs/box; 60boxes/ctn ) Qry 1000pcs ( 50pcs/box; 20boxes/ctn )
e 12001 (20K /& ; 60%/78) HE 10005 (50F/%& ; 20&/4H)
G.W. 23.626 Ibs G.W. 22.147 Ibs
E&E 10.717 kg EE 10.046 kg
MEAS MEAS
=) 65cm*33.5cm*51cm =) 65cm*33.5cm*51cm
05~
C 1?) 6501?7

5lcm
5lcm
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Dayhelp

KN95 QUALIFIED CERTIFICATE
MASK MADE IN CHINA

: KN95 ( )
: GB2626-2006
:15x10.5(x 0.5)cm

54%
: M420200524 /‘\
2020 5 24 S, %)
3 = <QUALITY PASSED>JE
o=} -]
Name: KN95 Mask ( Non medica . .
Manufacture Standard: GB2626-2006 \_/

Size:15x10.5(x0.5)cm
Material: 54% Non-woven fabric.
25% Melt-blown Nonwoven Fabrics  21% Hot-air cotfon

Color: white

Lot Number:M420200524 QCO08
Production Date: 24-May-20

Best Before: 3 years v

C4 2

Manufactured By: Hunan SanRui Biotechnology co., Ltd
Manufacture Address: 2F, Building C4, Golden Venture Park, Wangcheng Economic
Development Zone, Hunan Province

368 1
Brand owner by: Shenzhen Everyday Investment and development Co.,Ltd
Brand owner Address: 1f, Longsheng Commercial Building, 368 Heping Road,
Longsheng Community, Dalang Street, Longhua District, Shenzhen

This product is non-medical equipment for emergency use only.
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Report No: 2020 (D) - 0017 Page 9 of 10

Table 7.12 Carbon dioxide content of the inhalation air
Test specification: EN 149-2001 Clause 8.7

Condition Sample Result Assessment
No.
33 0.51%
As Mean value
received H# 0.52% 0.5% Lass
35 0.53%

Table 7.16 Breathing resistance (mbar)
Test specification: EN 149-2001 Clause 8.9

Flow rate 36 37 38
A/BI[CID|E|A|B|C|D[E|A|B|C|DJ|E
As received . 30 /min 04 | 04 L0503 |03 [ 03|04 |05]|05|04|085]05]|05]|05][n0s
Inhalation

95 Vmin | 16 | &7 [ 03[ 16 |06 | L6 | L6 [ L7 [ 07 | 16 |16 | 15| 16 | L6 [ 17
Exhalation | 160 Vmin | 18 [ 17 f s [ o s Tos [ s [os s Jur [o [ s s

. Flow rate 3? .l 4!
Simulated A|BIC|D|E[A|B|C|DIE|A|B|C|D|E
wearing Inhalati 30 Vmin [ 05 [ 05|04 |04 {0405 |os |05 [04]os|os|o4]0s]|0s5]os
treatment alation 95 Vmin | 17 | L7 06 [ 16 |16 | L8| L7 | LE[ 16 [ 16 [ 17| L8| 16 | L6 [ 16
Exhalation | 160 I/min | 19 | 19 [ 18 [ 18 |17 [ 19| 1o 19of18[19]19]19] 18] 18|19

Flow rate 4? 4? 4“‘
o A/BI|C|D|E[A|/B|C|D|E|A[B|C|D|E

30 Vmin | 04 [ 04 [04 [04 |04 |05 |04 |05 os|os |05 |04 |05 ] 0405
95 Umin | 16 [ L7062 [ 17 [ 06|17 |7 ue e 1716|176 | e 17
Exhalation | 160 Vmin | 17 [ 18 |8 [ 1o s o s {o]o)rojrfis]1o]19]19

conditioned | Inhalation

Flow rate

Flow

A : 30 Vmin |04 |04 |05 [ 04 |03 ]03 |04 | 0505|0505 |04 05]|05]04
conditioned Inhalation

95 V/min L6 [ 16 |17 |16 [ 16 | 16 [ L6 | LT[ LT [ L7 [ 17 [ L6 | L6 | L7 | L6
Exhalation 160 l/min KL Ls 17 [ by (7 w7 LT e e e ey e LT | s | Lt
Assessment Pass

A+ facing dircctly ahcad; B: facing vertically upwards; C: fac

vertically downwards; D: lying on the left side; E: lying on the right side

End of Annex A

This report may not be published except in full unless permission far the publication of an approved extract has been obtained in writing.
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