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Introduction

kg A

Gauke Healthcare was established in 2003, located in Huanggang city Hubei province, integrating

research and development, production and sales of medical device and PPE. After years of

development, it has become a leader in the field, and was merged into the listed company Bluesalil

in 2016, laying a foundation for the company's further development.

Since the outbreak of the coronavirus, the company has invested a lot of funds to buy, adjust and

transform the existing production lines, expand the production of epidemic materials, and support

anti-epidemic work.
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Product Introduction
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Vinyl Examination Gloves Nltrlle Examination Gloves Nltrlle Gloves
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Disposable Medical Face Mask Disposable Medical Face Mask
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GAUKE"

First Aid Kit

‘ GAUKE Healthcare Co,, Ltd.

Address: Chengnan Industrial Park, Tuan Feng Gaunty, HuangGang 438800 Hubei China.
TellFax: 0086 713 6159 83

E-mail: info@gaukefirstaidkit.com

Prolinx GmbH

Address: Brehmstr. 56,40239, Duesseldorf, Germany.

GAUKE Healthcare
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Test Report No. 7191179419-EEC18-CSL
dated 23 Mar 2018

Nofe: This repert s ssued subject 5 e Tesong and Cerfication Reguiatiors of e TOV 50D Group and e
Ganary Term: ana Conaton: o Susress o TOV SO0 FS8 PR LIS R aaaten, i rapor 2 gmamed by e

SUBJECT:

Testing of Powder Free Nitrile Examination Gloves submitted by
Blue Sail Medical Co.. Ltd. on 25 Jan 2018 and 0% Mar 2015,

JESTED FOR:

Blue Sail Madics| Co., Ltd
Qilu Chemical Industrial Park,
No. 21 Qingtian Rd..

265414, Zibo, Shandong,
China.

TEST DATE:
28 Jan 2018 to 08 Feb 2018 and 22 Mar 2018

DESCRIPTION OF SAMPLES:

PSB Sngapore

Choose certainty.
Add value,

GAUKE Healthcare

Product Referznce. . Sample received
SN S Colour | LotNo. | Size - Manufacturer
Description No. (pieces)
12050510 | o 100
03080511 e
[Powdar Frae Nitrile 12150821 | 5 100 Blue Sail
1| Examination | Blue | BS0002 [ onenaty | m 100 Medical Co.,
Glovas, Ltd
12000411 | L 100
12070011 | XL 407
Lot size a= specified by cient 200,000 pisces.
METHOD OF TEST.
1. EN 455-1:2000 Medical gloves for single use
Part 1: Requirements and testing for freedom from holes
2. EN458-2:2015 Medical gloves for single use
Part 2: Requirements and testing for physical properties
3. EN455-3:2015 Medical glove for single use
Part 3: Requirements and testing for biological evaluation
TN SIDPSE
Lberzony. Brere: 588851333 Regional e O
TUV SUD PS8 Pie. Lid. Fux: G566 06T TV 50D Asia Pacific Pee. Lid.
Eme: 1 ScecePark e, 21
Tz msorsitpi Soumore 1621
s Ca Feg: HONBETR Pagel o5

Test Report Ho. T181227746-EEC20-WEH
dated 2 Jan 2020
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Cararn Toma ana Canamar, o Reanaas 3 PO £ I fon LSS, T g 3. i By P
S bt P g
SUBJECT: Add valee
Testing of Power-Froe Gioves subnniied by Fius Sal Medieal 0o L3 Imapiey rom.
on 11 Dec 2010,
JESTED FOR;
Bl Sal Madeal Co, L
o 21 Cingtian Fload, G Chemical industnal Park, 2iba, Shandong, China
JIEST DATE:
11 Do 201910 17 Jan 2020
DESCRIFTION OF SAMPLES;
Prodact Sample
S| plvcey | BrandModel| Coowr | LotNo | Sie | recewed | Manufacturer
w e
Desposatie Vimd T .
1| PMOeTIeR | psowon | (o [Tz | ed e
Examination Tfﬁ::ﬂ - - Modical o, Lid
11 1]
bty il |
Lot 5ze; 150,001 10 500,000 preces.
METHOD OF TEST:
1 EN 45517000 MeCal ghoves fof Singie use.
Pan 1
2 mawmsmwuwww
Part 2: Requirements and tesing for physical propertes.
3 ENASE-32015 Medical gove for Sngie use
Pa ¥
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TEST REPORT

T TESTING TRCIOLOGY C0, LT, Nk COTHMIETRS

PPE Technical Paper Report

Prepared For : GAUKE Healthcare Co., Ltd
Chengnan industrial Park TuanFeng County HuangGang Hutbel China
Trade Mark : WA
Product Name : | Face Mask
Modelis) : KNa5

Propared For: | GAUKE Healthcare Co., Lid
Chengnan Industrial Park, TuanFang County, Huang Gang eity ,Huibai
pravince China
Trade Mark : LY
Product Name : | medical mask
Modal(s) : Mon woven 3ply
Prepared By: CCT Tesling
Bh Floor, Area |, Building 1, Hanhaida Science
Mew District, Gua
Tal: +86 755-3315 7675
Email: oot @ cot-pre.com 3
—
Test Date: Mar. 18, 2020 - Mar. 23, 2020 w
Date of Report: | Mar. 23, 2020
Report No. - CCT20031808PRS
MNote: This test is limited 1o the above client and the maodel only. i not
namummwwmmu m?mrmmg-m
P, o By,
Pt an
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Date: 20200328

Shenzhen CCT Testing Technology Co., Lid.

ith Foor. Area | Buikiing 1. Hanhaida Science and Technology Innavation Park.
1sangening Mew District, Shanzhen. Guangdong, China

Tel: +86 7553315 7675 Fax: +85 T55-33609691

Emak cet@ectprocom  Wob: www oo8-pee.com
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TUVAReinland

TUV Rheinland Doc. 1/1, Rev. o
LGA Products GmbH
TillystraBe 2, 90431 Niimberg

CERTIFICATE OF REGISTRATION

Attachment to This cersffies that:
Cortificate f GAUKE HEALTHCARE CO., LTD.
Registration No.: DD 60145757 0001 - 4| Chengnan Industrial Park
Report No.: 15091167 009 % Tuanfeng County
HuangGang Hubei, CHINA 438800
Manufacturer: GAUKE Healthcare Co.. Lid. is megistered with the LS, Food and Drag Administration for FY 2020 pursusnt to Title 21, 807 o soy. of the
%'::"l:!ﬂln Industrial Park United States Crde of Fedem! Regalations:
n Coun’
"“"’3:‘9 o Estublishment Regisaration: ADIGIGTTHL
Device Classification Name: MASK, SCAVENGING
P.R. China Product Code: KHA
v Reguladon Number: REE.5590
Official Correspondent Registrar Corp
and LS, Agent: 144 Research Drive, Humpon, iz, 23666, LISA
Prod Telephone: <1-757-224-0177 -757-224-0179
e Regharar Corp will confiem thar swch reghirarion remains effective upon request and presentition of iis
Hedica b OB cersificme uneil the end of the vear srared above, wilees said registration t ferminated affer issummce of this
X-zay :g:::::bf,‘. ke Spcogen/Sazs; Bilia; wicy MR :criificme Regiwur Corp mukes no oilier Fepreserimions o warranties, nor des this cerdificate make any:
| FUETELERITIONS OF WiFrGRIes To any person o entlly other thau the named certificate holder, for whise sole
Aspects of manufacture comcermed with securing and SR et it is insued. This certificate does mat denote endorsener or approval of the certificale-holder's device or
maintaining sterile conditiess: ;u::mmm bm:r;,;w wmzm Admimistraion, Registrar Corr assumes mo ishility o sy person or
R curity in conmec furcgn
x;::;bz;':;‘;‘::c/:"w Bnl;;; Absorbent Cetten § Prorswant to 21 CFR 807,39, Regi of a device establishuent or afa ber don
otton Pads, a Sreril o~ 5 i .
Sponges/Balls, Firsc Ald Kits, Sterils .: ..,;h:;:‘:::: ool i omiy way demole approval of the exfablishment or it prodicis. Amy representarion that creafes an

immpeession of afficial approval bevanee of roglairation o posseastan of a reglarvarion manber is misieading and
costitutes mivhromtig,
The L8 Food and Drug Ad dacs mat lssine ficate of rar does the LIS Food wad
Drugr Adwimicteation recogmize o cortificate of regiaraiion. Repferar Corp i mor affiltaned wirk the U5 Food
amed Dy Adwministration

Oressicgs, ¥ound Plasters

X
Registrar Corp |,

144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 » Fax: +1-757-224-0179

Date: 2020-02-24

GAUKE Healthcare
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SWAELER GAUKE INTERNATIONAL TRADING CO.LTD
e [yt riop® BEHRAEL
o= RN R WA FR66-5 R AT -
BEBE (hX) SRR R W R 6654 RIS 407
This is to cerlify hat, in accordance with the Directive : > 5
BVMVEC, Prolink GmbH o &l dulle: it P 4 SWNTE407 CHINA MERCHANTS BANK PLAZA NO.66-5 QINGNIAN
e Authorized wm: p_— ’ e HAE M| ROAD ANGHAN DISTRICT WUHAN CHINA
GAUKE » ERRIE 027-B4603213 REUL 02T-84803467
hengnan L) j 430050 ¢ er S e JMUTREER 235585952293 com
. rweietEan || sgosns Ihgeame
as stipulated and dem| by tive aforementionsd Directive. The Genman = T
of the manufacturer’s In medical devices and E ¢ EENETHRENCLTTABLTAS Dl S
RRFRRRARE | gRN ””'i TS |mmnw%mnu
whne | grsemnnaee | P
| PR e adal
HADETHRENMN K] PYRMEIHA (HESHE) ERATUTHR
T EEREN / Sl
PHETMRAAME | ROULAS
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