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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:
Name: Sichuan Pharmaceutical. Inc
Add: No. 18 Baiye Road, Hi-Tech West Zone, Chengdu, Sichuan Province, China

has completed the FDA Establishment Registration (as manufacturer and
foreign exporter) and Device Listing with the US Food & Drug Administration,
through

The Owner/ Operator Number for this Registration is: 10069249

Listing No Code Premarket Submission | Device Name

NO.

D390202 QKR Enforcement Disposable Medical face Mask,
Disposable Mask, Disposable
Protective Mask

D390204 LYu Medical Surgical Mask

ABmed will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the year stated above, unless said
registration is terminated after issuance of this certificate. ABmed makes no other
representations or warranties, nor does this certificate make any representations or
warranties to any person or entity other than the named certificate holder, for
whose sole benefit it is issued. This certificate does not denote endorsement or
approval of the certificate - holder’s device or establishment by the U.S Food and
Drug Administration.

ABmed assumes no liability to any person or entity in connection with foregoing.

Date of verification: Apr. 12, 2020
Date of expiration: Dec. 31, 2020

SH OFFICE

TEL:0086-21-50313932 Boyle Wang Phone:0086-18930777676 info@truthful.com.cn
ABMED SERVICE INC.

36 South 18th Avenue, Suite A Brighton USA 80601

TEL:213-375-3998  FAX:213-375-3998 info@abmed.com.cn
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No:200070078
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@ NaCl Tk e |GB 2626-2006 6.3 T B (%) - I IE IR (%) ”a
R (%) 255 & : 85L/min =95.0 T b FE B
SRR : NaCl (KN95) 1% 99.715
S IERHREE : 15mg/ o3 2% 99. 780
EEE:24.8C 3% 99,715
TR E : 36. 9% 4% 99,681
5% 99,578
6% 99.675
74 99.725
8% 99.637
9% 99,717
108 99. 720
1594 0 A 38 5 5
1# 99, 322
28 99. 327
3% 99,375
4% 99.410
5% 99.291

@S [H 7 (Pa) |GB 2626-2006 6. <350 AL FERE S rE
i s 1# 106. 1
2# 100. 3
THALFERE 5 -
1# 88.6
2# 89.5

[=57]

@[/ (Pa) |GB 2626-2006 6.6 <250 M FRRE 5 - s
SLigE: & 1# 70.7

28 68. 4

00 Scb T i
1# 74.2

2# 76.8

@ 1M (s) GB 2626-2006 6. 15 éitﬁkﬂﬂﬁj L PR (1) #e
<5 AR ALFRFE S

1# 0.0

28 0.0

5 8 O A 3
3% 0.0

44 0.0
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TEST REPORT

VERIFICATION WEBSITE: www.gttc.net.cn
VERIFICATION CODE: KDWE-2364-44
No:200074308 ISSUE DATE:2020-04-26

APPLICANT: SICHUAN PHARMACEUTICAL. INC
ADDRESS: SICHUAN PHARMACEUTICAL. INC NO. 18 BAIYE ROAD, HI-TECH WEST ZONE, CHENGDU,
SICHUAN PROVINCE, CHINA.

g ﬁ.?ﬁi”’

INFORMATION CONFIRMED BY APPLICANT:

KN95 PROTECTIVE RESPIRATOR

QUANTITY: FIFTY PIECES

STYLE NO. : D20200401

MATERTAL: NON-WOVEN FABRIC, MELT-BLOWN NONWOVEN FABRIE,
HYDROPHILIC NON-WOVEN FABRIC

SIZE: 230X 150mm

DATE RECEIVED/DATE TEST STARTED: 2020-04-13
CONCLUSION:

FILTRATION EFFICIENCY TO NaCl PARTICULATE MATTER
INSPIRATORY RESISTANCE

EXPIRATORY RESISTANCE

FLAMMABILITY

HEAD BAND M

NOTE: “M” -MEET THE STANDARD'S REQUIREMENT ~ “F” -FAIL TO MEET THE STANDARD'S REQUIREMENT
“——" —NO COMMENT

REMARK :

THIS REPORT IS THE ENGLISH TRANSLATION VERSION OF THE REPORT 200070078.

ALL THE TESTED ITEMS ARE TESTED UNDER THE STANDARD CONDITION (EXCEPT FOR INDICATION).

COPIES OF THE REPORT ARE VALID ONLY RE-STAMPED.

THE EXPERIMENT WAS CARRIED OUT AT No.1, ZHUJTANG ROAD, PANYU DISTRICT, GUANGZHOU, GUANGDONG, P.R.CHINA.

=EE=E=E=

APPROVED BY: gF» '} Ll-\

ZiShan Guo SENIOR ENGINEER

BEb: MHmERREIER1S #8i%:020-61904598/61994509
FHELEE: T ARG EEGERE1S Bi5:020-37721161
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FILTRATION EFFICIENCY TO NaCl PARTICULATE MATTER

(GB 2626-2006 6.3, AIR FLOW:85L/min, AEROSOL:NaC1l, AEROSOL CONCENTRATION, 15mg/ m3,
TEMP:24. 8°C RH:36. 9%)
REQUIREMENT

FILTRATION EFFICIENCY (%) : FILTRATION EFFICIENCY (%) :
UNTREATED SAMPLE =95. 0

1% 99.715 (KN95)

2% 99.780 (GB 2626-2006)
3% 99.715

4% 99, 681

58 99.578

6% 99.675

7# 99.725

8% 99.637

9% 99.717

10# 99. 720

CONDITIONING TREATED

1% 99.322

2% 99.327

3% 99.375

4% 99.410

58 99.291

INSPIRATORY RESISTANCE (Pa)
(GB 2626-2006 6.5, HEAD SIZE: MEDIUM)

UNTREATED SAMPLE:

1# 106. 1

2# 100. 3
PRETREATMENT SAMPLE:
1# 88.6

2# 89.5

EXPIRATORY RESISTANCE (Pa)
(GB 2626-2006 6.6, HEAD SIZE: MEDIUM)

REQUIREMENT
=350
(GB 2626-2006)

REQUIREMENT
<250
(GB 2626-2006)

UNTREATED SAMPLE:

1# 70.7

2# 68.4
PRETREATMENT SAMPLE:
1# 74.2

28 76.8

FLAMMABILITY (s)
(GB 2626-2006 6. 15)

REQUIREMENT

AFTERFLAME TIME
UNTREATED SAMPLE

1# 0.0

2% 0.0

CONDITIONING TREATED
3% 0.0

4% 0.0

AFTERFLAME TIME
<5
(GB 2626-2006)

BER: HTEBRRIRIS
HHMERE: THHENRMEEEETEREIS

15:020-619945698/61994509

:020-37721161
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TEST REPORT (Electronic wersion)
No:200074308
HEAD BAND
(GB 2626-2006 6.11)
REQUIREMENT
UNTREATED SAMPLE: EACH HEAD BAND, BUCKLE AND OTHER ADJUST
1# PASS PARTS OF MASK SHOULD NOT SLIP OR BREAK
CONDITIONING TREATED: UNDER 10N TENSION FOR 10S.
1# PASS (GB 2626-2006)
End of Report
BE: MNTEEREIRIS B2iE:020-61994598/61994598

HHMERE: THHENRMEEEETEREIS 8i5:020-37721161
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certification of conformity
&R KN9S Prdr @
KNGS Protective Respirator
L5 230X 150mm
230 > 150mm
£: GB 2626-2006

Esxecutive Standard: GR 2626-2006

; (Production lot NO.) |}
7 H 3 (Date of production) §
: . (Inspectors) :

0O 2 A R A

Sichuan Pharmaceutical.Inc

Eretahb: DY) R EN T R PG X R 18 S
Address:SichuanPharmaceutical.Inc No. 18 Baiye Road, Hi-Tech West
Zone, Chenadu, Sichuan Province, China.

115 515: 028-62808555

Contact Details: +B6{02K)62808555
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[Product] KN95 Protective Respirator

[Model] 230x150mm

[Main Materials] Non-woven fabric, melt-blown nonwoven fabrie, hydrophilic non-
woven fabric.

[Structure and composition] This product consists of mask body, nose clip and mask
band. The mask body uses a four-layer process, The outer layer and inner layer are made
of non-woven fabric and hydrophilic non-woven fabric. The middle filter layer uses
melt-blown nonwoven fabrie and melt-blown cotton; The nose clip is plasticity; The
mask band uses elastic material.

[Executive Standard] GB 2626-2006

[Scope of Application] Applicable to general population for daily use to protect
against NON-OILY particles in the air, such as dust, smoke, fog, microorganism,
PM2.5 and other particles.

[Instructions]
1.Take the folded mask out of the package.
2.0pen the mask while nose clip pointing upwards.
3.Holding each side of the ear bands to fix the mask on the face to cover the mouth and
nose.
4.Press the nose clip with your hand to fit the height and shape of the nose bridge.
5.Check the fitness between face and the edge of the mask.

[Matters For Attention]

I.Iffeel uncomfortable during wearing, stop using immediately.

2.This productis not suitable for using in extreme weather, escaping firefighting,
special industries or other certain professions.

3.People allergic to non-woven fabrics DO NOT use.

4.DO NOT use if the package is damaged prior to use.

5.This productis not designed for wash. DO NOT use when odor, contamination,
dampness, or discoloration occurred.

[Packing quantity] 2 pieces/pack.

[Storage Requirement] Well-packed products shall be stored in a cool, dry, will-
ventilated and clean room with a relative humidity of no more than 90%. The room shall
be kept away from direct sunlight, fire and toxic and corrosive gases.

[Transportation] The product should be sealed and should not be damaged, stained, or
damp during transportation. Pay attention to avoid fire, rain, acid, alkali, and direct
light.

[Expiry Date] 2 Year

[Date of production] See outer packaging.

[Manufacturer] Sichuan Pharmaceutical.Inc

[Address] SichuanPharmaceutical.Inc No. 18 Baiye Road, Hi-Tech West Zone,
Chengdu, Sichuan Province, China.

[Postcode] 611731

[Contact Details] +86(028)62808555

[Website] http://www.sczyzj.com

[After-sales service company)] Sichuan Pharmaceutical.Inc
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