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Delivery by plane

llyushinll-76
Volume: 160 m3
Cost: 335000 USD
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McDonnell Douglas MD-11
Volume: 200 m3
Cost: 300 000 USD
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An 124 "Volga-Dnepr"
Volume: 900 m3
Cost: 747 750 USD

*Aircraft must be reserved
one week before departure
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Disposable face mask

Specifications:
4 CIVOIAAN-NON)
TYpEI Disposa b|e face mask RN MSVIN ADVA 419VS0dSid
‘pi10) ABojouypay ajnxay IKBuoy uikbuelr
Layer: 3 Jiangyin Rongyi Textile Technology Co.,Ltd. e oy e

Filter media:Melt blown DISPOSABLE FACE MASK . 68

(NON-MEDICAL)

Earloops: Knitted Polyester

Nose-piece: Yes

Visor piece: No

Bacterial Filtration Efficiency (BFE): BFE > 95%
Cytotoxicity: Grade =0

Skin Irritation & Dermal Sensitization:
Negligible Expiration: 5 years

Producing capacity: 10,000,000PCS per day

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Disposable face mask
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2 CERTIFICATE OF CONFORMITY 3
E" Certificate No.: VIC200318-CJR-4174 ,,
:‘(;::.. .‘.‘;‘c.i
- The Certification Body of bz
54 &%
55 VIC TESTING AND CERTIFICATION LTD ey
3 “i
545 3 [
:.;23 Certifies that s
}35 Applicant: Jiangyin Rongyi Textile Technology Co., Ltd. (.{
«g Add; No.9 Xiadian bridge, Tonggang Road, Changjing Town, o2
£ Jiangyin, China %
& Manufacturer: Jiangyin Rongyi Textile Technology Co., Ltd. )
?" Add: No.8 Xiadian bridge, Tonggang Road, Changjing Town, fi;' !
c(-;_.'.i Jiangyin, China [
T Lt > |
TR Product: Disposable Face Mask 44
4  ModelNo:  175'90mm 17595mm B
5 Report No..  VIC20200317-JRY06-CE-S ;*,
z..’:.‘. Complies with the requirements of the Regulation (EU)2016/425 Personal Protective i:;,;
?2 Equipment (PPE). The submitled products have been lested by us and found in $§ !
] compliance with the following European Standards: l‘:ﬁ
B EN 149:2001+A1:2009. (o
‘33 b
@& &
£ This certificate of conformity is based on an evaluation of a sample of the above mentioned 4
£ 3
»é} products, It does not imply an assessment of the whole production. The CE marking as shown ?.33
‘-“;2 below can be affixed on the product after preparation of necessary technical documentation. o
P! :'i
‘('.i')' &'.'-):
4 i
Ciine (5
4 Signature: Hevern. While (e
: ;ﬁ'; Steven White (?“
e Date of issue: March 18, 2020 s
£ Expiry Date: March 17, 2025 <X
= e
"2;-??, VIC TESTING AND CERTIFICATION LTD iz
7S Add: CHASE BUSINESS CENTRE (CHD) 3941 CHASE SIDE LONDON, W14 SBP,UX  JaZ,
Sy Emal fe@viciestng com Websile wwaw.victestng com o]
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EU Declaration of Conformity
(No.: CJRY20200318-1)

Jiangyin Rongyi Textile Techno Co., Ltd.

Address: No.9 Xiadian bridge, Tonggang Road, Changjing Town, Jiangyin,
China

as the manufacturer declare under our sole responsibility that the product

Product: Disposable Face Mask
Model No.: 175*80mm 175*95mm

to which this declaration relates is in compliance with Regulation (EU)2016/425

Personal Protective Equipment (PPE) and comply with the standards listed below:
EN 149:2001+A1:20089.
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Disposable Medical Mask

Type A

Specifications:

Mask type:Disposable Medical Mask Layer: 3 Layer
Filter media:Melt blown
Earloops: Knitted Polyester
Nose-piece: Yes
Visor piece:No

Bacterial Filtration Efficiency (BFE): BFE @ 3.0 um large
Bacteria 2 95%
Cytotoxicity: Grade =0
Skin Irritation & Dermal Sensitization:Negligible
Expiration: 5 years

Packing: 37*37*42CM, 2000PCS, 9KGS
Producing capacity: 8,000,000PCS per day

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

" TOTAL CARE

wy FACEMASK | ”

«'V  DISPOSABLE SURGICAL s
"W 50PCS
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Disposable Medical Mask

In the box:

In the

Manufacturer:

|
| |

A

EC Certificate TOVRheinland
Directive 93/42/EEC Annex V e
Production Quality Assurance

Medical Devices

Registration No.: DD 60133273 0001

Report No.: 15085900 005
Xiantac ®rotective

Products

No. 46, Ea. iang Road,

433018 Xiante
China '

Aspects of manufacture concerned with pecuring and l
maintaining sterile conditions of Face Masks, Surgical

I’OVRheinler:d Gowns, Non-woven Caps, Non-woven Shoe Covers,
- o Plastic Shoe Covers, Coveralls
Certificate : :
Replaces Approval, Registration No.: DD 60104282 0001
The Certification Body of
TOV Rheinland LGA Products GmbH ry Date: 2023-12-08
lotified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
hereby certifies that the organization met for the listed products. The sbove named manufacturer has established and applies s
e 2 - Protectivo wmnce system, which is subject to periodic survelllance, defined by Annex V, section 4 of the
230 o = J nentioned directive. For placing on the market of class b and class Il davices covered by this
4 ucts Co., Ltd. cate an EC type g to Annex [l is required.
NOG TR o a0 —
wouv 10 | S~ —
China

[CeOe0ERRHEEEEEEEEREDENBRRANAREIBREPRIBIIDIRARAIIEAIRDIIDDN

has estabhshed and appes a qualty management system for medical devices
for the following scope »

Manufacture and Distribution of Face Masks,
Gowns, Ni Shoe

XS

TEIEE

BE 77 284 4 7 1V ATk

|
Ca < G
gi 3 ps, Non-woven 5 @)
Covers, Plastic Shoe Covers, Coveralls 4 .341
= @)
Proof has been furnished that the requirements specified E
i R & FTEAS: HLRE a0 [
EN ISO 13485:2016 = o
el pwswn. CRARAT M -
ave fulfilled. The quality management system is subject to yearly surveillance E?, ;5
o K
Effective Date: 2018-12-06 §§ EEREA . HFEIE ] % wowon e MR, = 5?]
Centicate Registraton No SX801 01 % él
An audit was performed. Report No.© 150880~ A taEA: XIPT |
This Certificate is vaid uni 20211208 5
|-
A y g
‘ = * . %
(( pAKKs o
‘ NS st ARMEM: E 22 £7 A% B REAM: 208 |

Date 2018-12-08

TOV Rheinland LGA Prodi GmbH - TillystraBe 2 - 90431 Nirnberg

Tel 24D 221 8061371 Fax +49 221 4003036

|FIKAT

Xiantao . ve
H .an
LABORATORIES Xantae, [ 433018

CHINA

Synthetic Blood Penetration Resistance Final Report

Test Article:  SXFC10
Laboratory Number. 801781
Study Received Date. 02 Fed 2015
Test Procedure(s). Standard Test Protocol (STP) Number STP0012 Rev 06

P was 1o evaluate surgical facemasks and other types of protective
clothing materials designed to protect against fluid penetration The purpose of this procedure is to
simulate an arterial spray and evaluate the effectiveness of the test articie in protecting the user from
possible exposure 1o blood and other body fluids. The distance from the target area surface 1o the tip of
the cannula is 30.5 cm_ A test voiume of 2 mi of synthetic blood was employed using the targeting plate
method

This test method was designed 1o comply with ASTM F1862 and ISO 22600 (as referenced in
EN 146832014) with the following exception. ISO 22609 requires testing to be performed in an
environment with @ temperature of 21 2 5° C and a relative humidity of BS £ 10 %. Instead, testing was
performed at ambient conditions within one minute of removal from the environmentai chamber heid at
those parameters

All test method acceptance criteris were met Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820

Number of Test Articles Tested 32
Number of Test Articles Passed 20
Test Side. Qutside
Pre-Conditioning.  Minimum of 4 hours at 21 £ 5°C and 85 £ 5% relative humidity (RH)
Test Conditons.  23.2°C and 24% RH

— 2 s > p >
¢ 2L - IZ G F15

Study Director Brandon L Williams Study Completion Date
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CERTIFICATION OF REGISTRATIUN

This certifies that

Xiantao Xingrong Prot Co., Ltd

No.46 Pengchang Ave, 200 .-J-CN'I

has completed the FDA Establishment R (a5 manuf; ) and Device

isting with the US Food & Drug Administration, through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC. .
Communications. 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA
Telephone: +1-855-957-7779 / E-mail ango group &y shoo Soe

Registration Number: 3007084580
Device Listing#: See annex
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SUNGO Techmical Service bec u«-&-ummmm-—w
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ferminated afler (uwance of this cernificase SUNGO Teckmical Service nc moles wo other
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ernan s antity other. thon the mamed certificase hoider, for whose yole bewcft i b3 issued. This
mm-b—-m-“d*m;.ﬁm-*
byk(’!!—ld!ﬁqmﬂ\ﬁui«hﬁwh-—v-m.n
person or eneity I commection with the Awegoeng

Purssnt 40 21 CFR 807 39, " Regtan of a device - of @ reptsy
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Disposable Medical Mask

TOVRheinIm;d

EC Certificate TUVRheinland Certificate

Directive 93/42/EEC Annex V

Production Quality Assurance The Certification Body of
Medical Devices TOV Rheinland LGA Products GmbH

hereby certifies that the ocganization
Registration No.: DD 60133273 0001

enonmonasd _ ~) Protective
__ Products Co., Ltd.
Report No.: 15085900 005 No. 5. E . e el LINORC
— T R BRI P T U
China
Manufacturer: Xiantac Srotective
Products
No. 46, Ea. ang Road,
433018 Xiante ,
China ' has establshed and apphes a qualty management system for medical devices
for the following scope -
Manufacture and Distribution of Face Masks,
Surgical Gowns, Non-woven Caps, Non-woven Shoe
Products: Aspects of manufacture concerned with securing and Covers, Plastic Shoe Covers, Coveralls
maintaining sterile conditions of Face Masks, Surgical
Gowns, Non-woven Caps, Non-woven Shoe Covers, ,
Plastic Shoe Covers, Coveralls Proof has been furnished that the requirements specified in

Replaces Approval, Reglstration Mo 0D €0104283 D002
| ' & EN ISO 13485:2016

. Expiry Date: 2023-12-05

e fulfilled. The quality management system is subject to yearly survelllance
Tho Notified Body hereby decisres that the requirements of Annex V of the directive 93/42/EEC have

' been met for the listed products. The sbove named manufacturer has established and applies a quality

sssurance system, which s subject to periodic survelllance, defined by Annex V, section 4 of the Effective Date: 2018-12-06
sforementioned directive. For placing on the market of class IIb and class Il devices covered by this ,
certificate an EC type-examination certificate according to Annex Il is required. Certificate Registration No SX e 01
LG n
i 5 "i An audit was performed. Report No = 150880
Effective Dato: 2018-12-06 \
i This Certificate is vald unté 2021-12-05
' Certification Body
Date: J018~-12-06 "
N % //’:‘t
\ St (( AKKS
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nimberg \\; Deutsche
TUV Rheinland LGA Products GmbH Ia a Notified Body according to Directive 93/42/EEC -~ AKb
concerning medical devices with the identification number 0197 D-ZM-14369-01-02
Date 2018-12-08

v
TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

Tol +AD 221 0001371 Fau +4b 227 800-3008 & mul cortwmaty Do Loy COMN NP Nwww v COM 0Ny
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Disposable Medical Mask
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ERTIFIKAT @ CERTIFICATE

Fiscal Year 2019
CERTIFICATION OF REGISTRATION

This certifies that

Xiantao Xingrong Prot Co.. Ltd
No.46 Pengchang Ave, 200 <, China

has completed the FDA Establishment Registration (as manufacturer) and Device
LMM“USFM&MWM

US. Agent for FDA SUNGO TECHNICAL SERVICE INC
Communications. 6050 W EASTWOOD AVE APT 201, CHICAGO,

ILLINOIS 60630, USA
Telephone: +1-835-957-7779 / E-mail: ngo grougy @ s aboo Som

Registration Number: 3007084580
Device Listing#: See annex

SUNGO Technical Service I 'ﬂmu-fwu”wr*ld
mdhm-dmdqh“p'-ﬂh. ey and eIt i3
termingted afier lowance of this cortificose SUNGO Techmical Service I moles wo other
mam-“hm-ﬁqm-m-ﬂ
wcmﬁv“*-lmw’__ﬁom*hq*luwm
m&:-mm-,-—ldhwam-m
by the US Food and Drug Adminiverasion SUNGO Techuical Service e aommey my labiity w any

persan or entily In commection with the forepeing

Purswant 00 J1 CFR 807 19 'Wdamom'wdaw
*Muhqm““d&Mcnp&u Amy reprTsenRation
Hm-wq«ﬁ\dq’n—duﬂ—dw.vmduw
mumber iy mirieodimg and comtinses misbranding ~ The US Faond amsd Drug Admisistrotion dees mat
e @ certificate of rephidrarion mor doer the UX chdl)“w‘.uma
certificate of regisration. SUNGO Technica! Service in 11 mov affiismed wih the US Food and Druy

Adbmincitrarion
A
C,\y_ngo FDA -g‘m
Lk Bl ¥
.

SUNGO CHINA OFFICE Ted 02168826052 Emat Shage2008G 120 com  Websle www SUnQOgroup com

Add 13" Fioor. No 1500 Century Avenue Shanghe 200122 PR Chws
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Xiantao | ve
NELYON H .
LABORATORIES Xiantae, [F 433018
CHINA

Synthetic Blood Penetration Resistance Final Report

.................................................... L e

Test Article  SXFCI0
Laboratory Number. 801781
Study Received Date 02 Feb 2015
Test Procedure(s) Standard Test Protocol (STP) Number STPO012 Rev 06

Summary: This procedure was performed 10 evaluate surgical facemasks and other types of protective
clothing matenais designed to protect against fluid penetration. The purpose of this procedure is o
simulate an arterial spray and evaluate the effectiveness of the test article in protecting the user from
possible exposure 10 blood and other body fluids  The distance from the target area surface 10 the tip of
the cannula is 30 5 cm A test voiume of 2 mi of synthebc biood was employed using the targeting plate
method

This test method was designed to comply with ASTM F1862 and ISO 22609 (as referenced in
EN 14683.2014) with the following exception SO 22609 requires testing to be performed in an
environment with a temperature of 21 £ 5* C and a refative humidity of 85 2 10 %. Instead, testing was
performed at amteent conditions within one minute of removal from the environmental chamber held at

All test method acceptance criteria were met Testing was performed in complance with US FDA good
manufacturing practice (GMP) regutations 21 CFR Parts 210, 211 and 820

Number of Test Articles Tested 32
Number of Test Articles Passed 20
Test Side. Qutside
Pre-Conditioning  Mimimum of 4 hours at 21 £ 5°C and 85 £ 5% relative humidity (RH)
Test Condibons: 23.2°C and 24% RH

‘ / VA (L Gl FIS
Study Dv Brandon L Williams Study Completon Date
4 - FWRI0CT5 SOCT ey
Page 1082
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Disposable Surgical Mask

Uses:

It has the effect of resisting liquids, filtering particles
and bacteria, etc. can use disposable medical masks
in non-personnelintensive public places.

Structure:
PP (25g) + Meltblown (25g) + PP (25g)

Filtration level:
BFE>99%

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

Full english box: Carton:

Packing:

Box size: 175x95mm/50pcs/0,2kg

Ctn size: 550x420x430mm/2000pcs/8,5kg
20ft: 260ctns

40HQ: 670ctns

VIRUTAN



Disposable Surgical Mask

= )
Biotech Medical Technology (Shanghai) Co.,Ltd. CETD
File No.: CE-1-01 Revision: 00 Effective date: 2020.03.23
EC DECLARE OF THE CONFORMITY c €
[ ] . ( L ] [ ]
. - i~ - ’ 1 - 5
Certificate of Registration
e - s : l Name: B S B -
This is to Certify that the medical apparatus Quality Management Systera of Manufacturer: ks S 1,
: JL| IDIHICATT I INAUIDM G 1 Sy Wi 'w' WPERY § 9 O Bwre
. 5 ; 7 European Name:
Unify social credit code: 91310116MA1JCX8USF Representative: | . o
Address : e Cat 1t s At 1t e Sy s ez .
’ Product Name: | Disposable Medical Face Mask
B 7 ! Type: with earloop
Apply to 17.5cm x 9.5cm,17.5cm x 10cm,18cm x 8cm,18cm X
Technical Services, Technical Deveiopment, Technical Consulting, Technical Object oi_‘ the | Size: gz:}gci_:n cr:igc‘é?:; 810315 :m1 fir(r)lé:r?ﬁcm x 8cm,19.5cm x
Exchanges, Technology Transfer, Technology Promotion; (Non-Medical) declaration: T Een c'iint;; e
Respirators Sales; Labor Protection Suppiies Wholesale; Labor Protection Number of :
Supplies Sales; Needle Textiles Wholesale; Type I Medical Equipment Wholesale; products: Eong
Type II Medical Equipment Wholesale; Disinfectant Sales; Sanitary Ware Retail; UMDNS Code: | 12-447
Information System Integration Services; other Chemical Products Wholesale; ClassiRcation
Rubber Products Wholesale; Chemicai Products Wholesaie (excluding hazardous (MDD, Annex IX): | I+le
chemicais); Import & Export of Goods; Import & Export of Technology; Conformity
{(Non-medical) Personal Proteciive Masks Produciicn. Assessment | Annex VI
has been assessed and registered by Internationa! Standards Authority,Inc. Route:
in accordance with provisions of We herewith declare in sole responsibility that the above mentioned products meet the
IS013485:2016 transposition into national law, the provisions of the following EC Council Directives and

Standards. All supporting documentations are retained under the premises of the manufacturer.

thiz regiieation I8 subject bo the company Wingdring & mpdiesl sopasiive g stity We are exclusively responsible for the declaration of conformity.

management system, to the above standard, which will be monitored by ISA.
if the certificate can’t be inquired by www.saia-isa.org it will be invalid certificate DIRECTIVES
or the rescission qualifications.
Certificate Number: ISA/HK/200312
Issued Date: 20 Mar 2020 i
Valid Uniil: 19 Mar 2023

4
Sig
ANAB G
3 A
(\COCN/TION ARRANGS. v

General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC

c € Start of CE Marking: 2020-03-27

Place of Issue: Shanghai, CHINA
Date of Issue: 2020-03-23

ACCREDITED

T Ve

MANAGEMENT SYSTEMS
CERTIFICATION BODY

Signature:

Mr.XIA MENG
Position: General Manager

page 1of 1
" J
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Disposable Surgical

Certificate

No. ICR Polska/P6301786 c E

Name and address of |

certificate owner: : hejian
|

Name and address of |

manufacturer: ! hejian
Frovince, rru.

Product name: Non-Sterile Protective Masks

Product types: 17.5¢cm*9.5cm

Product trademark: @

This certificate confirms that the product meets the requirements of the following standards
and within limits of its standards gives presumption of conformity with essential requirements
of Regulation 2016/425

EN 149:2001+A1:2009
The certification process has been carried out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by QA Testing Certification Co.,
LTD

No. of test reports: QA2020031712
Certificate issue date: 24.03.2020
Expiration date: 23.03.2025

The mutual obligations and rights of the certification are regulated by the contract
No. ICR Polska/2020-3109.

This certificate applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standard.

¢ ERTIFICA ), =
;-t\\\

Director: Rafat Kalinowski E

Warsaw, 23. 03. 2020

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrqa.com

VIRUTAN

Mask

Certificate

No. ICR Polska/P6301827

C€

Name and address of

certificate owner: 1ai City, PRC.
Name and address of

manufacturer: 1ai City, PRC.
Product name: Disposable Coveralls with | lood Protective Suit

Product types: BTK203001SH

Product trademark:

D >

This certificate confirms that the product meets the requirements of the following standards
and within limits of its standards gives presumption of conformity with essential requirements
of Regulation 2016/425

EN 14126:2003
The certification process has been carried out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by Institute of Textile
Technology Testing Center

No. of test reports: ITTT2020032012
Certificate issue date: 25.03.2020
Expiration date: 24.03.2025

The mutual obligations and rights of the certification are regulated by the contract
No. ICR Polska/2020-3109.

This certificate applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standard.

Director: Rafat Kalinowski

Warsaw, 25. 03. 2020

ICR Polska Co. Ltd. =
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrga.com



Disposable Surgical Mask

A\

EC-Registration Certificate MedPath

Directive 93/42/EEC on Medical Devices (MDD), Article 14
No. R A001 85 Rev. 01

Manufacturer: E 1d.

rn

Product See Appendix A

Category(ies):

This is to certify that, in accordance of the Medical Device Directive 93/42/EEC (amended by
2007/47/EC), MedPath GmbH agrees to perform all duties and responsibilities as the Authorized
Representative for the aforementioned manufacturer as stipulated and demanded by the
aforementioned Directive. The German Competent Authority is notified of the manufacturer’s
medical device(s) and has allocated registration numbers shown in Appendix A. The
manufacturer has provided MedPath GmbH with the appropriate Declaration(s) of Conformity
confirming that the medical device(s) fulfills/fulfill the applicable requirements of the
aforementioned Directive.

MedPath GmbH
Mies-van-der-Rohe-Strasse 8 -D-80807 Miinchen
Tel.089-189174474 -Fax 089-54858884

Date, 2020-03-26 MedPath GmbH

1572
MedPath GmbH < Mies-van-der-Rohe-Strasse 8 « 80807 Munich « Germany

Appendix A: Product Category(ies)

G

W

[
i

N

MedPath

Name Classification | UMDNS | Form No. Registration No.
Code
Disposable Medical | 12-447 | 00300096 to be issued
Face Mask
~ MedPath GmbH

VIRUTAN

Mies-van-der-Rohe-Strasse 8+D-80807 Miinchen

Tel.089-189174474 -Fax 089-54858884

C€

MedPath GmbH * Mies-van-der-Rohe-Strasse 8 « 80807 Munich * Germany



Disposable Surgical Mask

Dust-free purification workshop.

Strict quality control.

VIRUTAN
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KNS5 Particulate Respirator
Standard: GB2626-2006 KN95

L-.pawum
NFMSKO1
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Protectionclass: FFP2

Producingcapacity: 800,000PCS per day
Carton size: 670x310x285mm

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Certificate of Compliance

No. P20 AN LTS
W B )

Carfcate’s
Hetder

Cerfificatioh ECM
Mark

ENR:2001+A 172009

) CF Duysghipi
25 |PelObar eotective

Invance date 4 Mavch nﬂ
Expiy dute: 15 Morch 20231

"6 Cortticaniane Mosc sl
: PSS, 4 —

934V Xagh 08 &0 D s | €

Prifgegenstand Corona SARS-CoV-2 Atemschutzmaske
Testsubject Coroan SARS-CoV-2 respiratory protective mask
Product
Y Modell Starbuss S-KN 95
Madel Type
< Hersteller

rev. 1 of 2020-03-26
. Priifergebnis Die Pandemic den Corona SARS-CoV-2
v | Test result Priifanforderung
3 The pandemic respiratory protective mask does meet the Corona SARS-
CoV-2 test requirement.
Datum 16.04.2020
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DEKRA Testing and Certification GmbH
Standort Essen
Persénliche Schutzausristungen

Adlerstralie 29
45307 Essen, Germany

Tel +49.201.52319-0
Fax  +49.201.52319-401
E-Mail DTC-Support-Essen@dekra.com

Priifbericht / Test report
No. 3417084.10-CPA

Priifgrundlage
Test requirement

Prufgrundsatz fir Corona SARS-Cov-2 Pandemie Atemschutzmasken
Rev. 1vom 26.03.2020
Testing principle for Corona SARS-CoV-2 pandemic respiratory masks

Date of issue

Dieser Bericht besteht aus 11 Seiten. This report consists of 11 pages.

Eine auszugsweise Verdffentlichung dieses Berichtes bedarf der Zustimmung der DEKRA Testing and Certification
GmbH. Juristisch bindend ist ausschiieBlich die deutsche Fassung dieses Berichtes.

Publication of extracts of this report requires agreement of DEKRA Testing and Certification GmbH. We confirm the
correctness of the translation of the German original. In the case of arbitration however only the German wording shall be
valid and binding.

DEKRA Testing and Certification GmbH, Handwerkstraiie 15, 70565 Stutigart
Certification Body: D 9, 44809 Bochum
Telefon +49.234.3696-400, Fax +49.234.3696-401, DTC-Certfication-body@dekra.com
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Review goal:

Mask (no sterile) X
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DEKRA Testing and Certification GmbH
Standort Essen
Personliche Schutzausriistungen

Adlerstrale 29
45307 Essen, Germany

Tel +49.201.52319-0
Fax +49.201.52319-401
E-Mail DTC-Support-Essen@dekra.com
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Priifbericht / Test report
No. 3417084.10-CPA

Prifgegenstand Corona SARS-CoV-2 Atemschutzmaske
ST"T l 7 Testsubject Coroan SARS-CoV-2 respiratory protective mask
2- J Modell Starbuss S-KN 95

Type

Hersteller
Manufacturer u City,

Jiangxi Province, China

Prifgrundlage Prifgrundsatz fir Corona SARS-Cov-2 Pandemie Atemschutzmasken
F ‘ﬂ' 8 M: Test requirement Rev. 1 vom 26.03.2020
D a Testing principle for Corona SARS-CoV-2 pandemic respiratory masks
Product Name rev. 1 of 2020-03-26
Priifergebnis Die Pandemie Atemschutzmaske entspricht den Corona SARS-CoV-2

§ fﬁ m {Q Test result Prufanforderung
O The pandemic respiratory protective mask does meet the Corona SARS-
Trust Unit I ‘ -.‘___I_ CoV-2 test requirement.

Datum 16.04.2020

CEF *ﬁl Date of issue
Manufacturer H B B e -
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Dieser Bericht besteht aus 11 Seiten. This report consists of 11 pages.

Eine auszugsweise Veroffentlichung dieses Berichtes bedarf der Zustimmung der DEKRA Testing and Certification
GmbH. Juristisch bindend ist ausschlieBlich die deutsche Fassung dieses Berichtes.

Publication of extracts of this report requires agreement of DEKRA Testing and Certification GmbH. We confirm the

correctness of the translation of the German original. In the case of arbitration however only the German wording shall be
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N95 FFP3

The most protected type of masks.
Protection class: FFP3

Daily productivity: 1 000 000 pcs

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

VIRUTAN



Fiscal Year 2020
CERTIFICATE OF FDA REGIS

This certifies that:

523000, CHINA

has completed the FDA Establishment Registration and Device Listi
Administration, through UCL-REG SERVICE

Owner/Operator Number: 10064623
Product Code: Device
Respirato

Medical materials series, protec
mask/disposable surgical mask,
equipment . disposal
gloves, disinfectant,glasses,Clear
materials (environ
UCL-REG SERVICE INC. will confirm that such registration remains effective
this certificate until the end of the calendar year stated above, unless said ré
Issuance of this certificate. UCL-REG SERVICE INC. makes no other representa
certificate make any representations or warranties to any person or entity other
for whose sole benefit it is issued. This certificate does not denote endo
certificate-holder’s device or establishment by the U.S. Food and Drug Administ
assumes no liability to any person or entity in connection with|
Pursuant to 21 CFR 807.39, " Registration of a device establishment or assignm.
not in any way denote approval of the establishment or its products. Any re
impression of official approval because of registration or possession of a regist
constitutes misbranding.”
The U.S.Food and Drug Administration does not issue a certificate of registrat
Drug Administration recognize a certificate of registration, UCL-REG SERVICE
Food and Drug Administration.

=2 For and on. beh
' ' I . UCL-RE(
{

UCL-REGSERVICE INC.
602 ROCKWOOD ROAD WILMINGTON,
NEW CASTLE DE 19802 USA

Listing No.
D379546 MSH

Issued £
Expiratig

Form QAT 10004, verson 00, effective snce March dth, 2000

( € Documentation Review

- g

Manufacturer:

Review goal:

Product:
Model(s):
Classification:

Review output:

Date of issue 24 March 2020
Approver
ECM Servic

Review Report - frfft i5—4 E £ 11 A - Rapport d'Evaluation

Holder: . e
l-l =

Verification of the presence of Technical
Documentation compatible with the
Medical Devices Directive 93/42/EEC
Annex Vi

NI5 KNS5, FPP2FPP3 KFS4

A1AZA3A4 A5 ABATABAI S5cmX12 cm-5P

Class | (Not sterile)
{occordingly fo the Manufacturer's declarafion)

This document has been issved on a voluntary bass
and upon reques! of the manufachurer, It is our opinion
that the Technical Documentation shared with us by
the manufacturer is compatible with the European
Standard for Medical Devices.

Technical documeniation idenfiied with the no.
202CTS03170155P.

The manufocturar is responsible for the CE Marking
process, and not exempted to carry out all necessary
compliance activities. This document has been issued
on the basis of the regulation on ECM Voluntary Mark
for the cerfificalion of products. RGOI_ECM rev.d
available al: www.entecerma.it

Expiry date 23 March 2025

Technical Expert

Ente Cevlificazione Macchine
Via Ca Bella, 243 - 40053 Volsomoggia Loc. Castello di Seravalle (Bo) Italy
& +39.0514670514) & +3%.0514705156 < info@entecarma.il @ www.enfecema.it

VIRUTAN

s of the Technical
he requirements of
, Annex |l

the provided Technical
, Version A/0, Dated
liance according to the
ION (EU) 2017/745,

I to: service-gc@tuv.com

(Rev.02, 2020-03-27)
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3M™ Particulate Respirator 8210, N95

Key Features

*NIOSH approved N95 rating

e Adjustable nose clip

*Nose foam

eUltrasonically welded headbands

Approvals and Standards

e NIOSH approved N95 particulate respirator

eMeets NIOSH 42 CFR 84 N95 requirements for a
minimum 95% filtration efficiency against solid and liquid
aerosols that do not contain oil.

e NIOSH approval number: TC-84A-0007

e Assigned Protection Factor (APF 10) per US OSHA and
Canada CSA

Price on request
17 000 000 pcs in stock

VIRUTAN



3M™ Health Care Particulate Respirator and Surgical Mask, 1860, N95

Key Features

*NIOSH approved N95 rating

*FDA cleared for use as a surgical mask
eFluid Resistant 120 mmHg

e Flammability Rating Class |

e Adjustable nose clip

eBraided and stapled headbands

Approvals and Standards

e NIOSH approved N95 respirator

eMeets NIOSH 42 CFR 84 N95 requirements for a
minimum 95% filtration efficiency against solid and liquid
aerosols that do not contain oil.

* NIOSH approval number: TC-84A-0006

* FDA cleared for use as a surgical mask

e Health Canada Class | medical device

e Bacterial Filtration Efficiency F2101 >99% BFE

e Assigned Protection Factor (APF 10) per US OSHA and
Canada CSA

Price on request
155 000 000 pcs in stock

VIRUTAN
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Isolation clothing

Protective clothing (42gsm), non-sterile

Attestation

of Conformity

Other products in same category and all Incoterms available. No. ICR Polska/M7710046 C €
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Disposable isolation gown

Material: PE + PP Size:L
Weight:42g
Quantity/mon:2 000 000PC

Packing:

100pc/carton
Cartonsize:57*35*44cm
Gross weigt:12KG

Net weight:11KG

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Disposible PE robe

Material: PE
Size:L
Weight:43g

Quantity:2 000 O00PC

Packing:

200pc/carton

Carton size: 43*34*34cm
Gross weigt:10,6KG

Net weight:9,8 KG

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

VIRUTAN




Medical disposable protective clothing

Applications

It is suitable for medical staff to work in contact with potentially
infectious patients when they are in contact with blood, body fluids,
secretions, airborne particles, etc. to provide barriers and protection.

Main features

1. The product is sterile an non-sterile available.

2. The main performance indicators comply with GB 19082-
2009;

Model specifications
Length: 160,165,170,175,180,185cm

Box sizes:

Gross weight: 10.28 KG/
Maintenance methods

. carton

For disposable use Net weight: 8.47 KG/
carton

Packaging and others Volume: 0.6*0.4*0.4m

This product is packed in PE bags
1piece/bag, 40bag/carton

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Medical disposable protective clothing

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

D cmmwm o

Fiscal Year 2020
CERTIFICATION OF REGISTRATION
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Medical disposable protective clothing

Certificate of Compliance
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Isolation clothes

Applications

It is suitable for medical staff to work in contact with potentially
infectious patients when they are in contact with blood, body fluids,
secretions, airborne particles, etc. to provide barriers and protection.

Main features
3. The product is sterile;
4.The main performance indicators comply with GB 19082-

2009;

Model specifications Box sizes:

Size: 160XS,165S5,170M,175L,180XL,185XXL

Material: PP + PE impermeable non-woven film Pcs/carton:50pcs
60g GW.: 14.35KG;

N.W. :12.65KG

Maintenance methods
For disposable use Caron size: 0.6*0.4*0.4

Carton volume: 0.096CBM

Packaging and others
This product is packed in PE bags 1piece/bag

Period of use
One month after the sterilization date

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Isolation clothes

.7

Product e IBOUATION GOWN
Modal N © 160985, 770,1 75,180,185
Trcs Vak )

Vest Sandent: EN 141262000

Tast Report Nurteriz)  WUK20031 808268

PPE directive EU) 2016428

Remarks
The CE warkinge 12 thown Saolow cen be afoed on Yo produd aller preparation of receesyry cteformty

decamentaton, a2 stgueted In aricke 10 of the Cauncll Directive EU) 2216425,

Ce

Teey BI
Tech=ical Deecior

Shenzhen Huacetong Testing and Certification Co., Ltd.
Nisog B Xisbacsheng N0231, Xiking Streel, 300" an District Shansten, Oine
Wets ww s2etlah com Ted 86 755 23505 £ mal ott_Lboxmalcom

~Pam 1 uh.
Reper No . WUX2020031508 206

__HUACETONG

TEST REPORT

EN 14126:2003

Protective clothing —
Performance requirements and tests methods for protective clothing against

Infective agents
Report Number L WUX2020031008295
Tesm by (names signaturs). . Salyls & ; (f,(&
Compiad by (+sgnatrs) Ly NN 4

Agproved By (+signatuse) % 2‘
")

Dae of =ae

Tot! numtar of pagea

Testing laborstory e :  Shenzhen Huscetong Testog and cenfcaten Co Litd

Adémas : Beikding B Xirtecasheng, No.233, Xuiang Stret, Bac'an Distrct,
Shezhes, Chira

Toming location . Az sbowe

Applicant s name . DANDONG HUAYANG TEXTILES AND GARMENTS CO_LTD

Adcmm ¢ Losfang Villags Loutarg Towr Zhen 'an Distrct Danscong Oty

Tox spacHficaton

Standerd EN 14125:200

Tex procedure NA

Novstandad taxt methed. . NA

Tex Rapon Forre No EN W2

Tew Rapor Farme(z) Originasr Haacetorg

Warer TRE NA

Tost om doscription ISOLATION GOWN

Trade Van -

Manufactaresr:

MooelTyoe referencs 180,168 170,75, 180, 145
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Medical cap

Size
SML

Expected usage

For general isolation in clinics and inspection rooms of medical
institutions.

Main structure
It is made of non-woven fabric as the main material.

Box sizes:
240pc/carton
Gross weight:  7.02 KG/

carton
Net weight: 5.21 KG/

carton Volume:
0.6*0.4*0.4m
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Medical cap
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Medical cap 2

Size
SML

Expected usage

For general isolation in clinics and inspection
rooms of medical institutions.

Main structure

It is made of non-woven fabric as the
main material.

Box sizes:
800pc/carton

Gross weight:  7KG/

carton
Net weight: 5.3 KG/

carton Volume:
0.6*0.4*0.4m
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Medical cap 2

i

Mudd N
Trees Ve
Vot tandary

Tam Reecsnt Gurmariey

—.\J\*, O E—

Declaration of Conformity

WU ¥ e w350

N s

’

EN W1

WU NS

PFE areciwe FU), 2N 0023

Thu CF marknge ar shown Sebow (o0 ba o s on B prode @ fer W ereian of racetrety
ety decs mweielion. s Wpssier ¥ anicn 19 of e Cosrcl Drective SVSAREC.

Ce

Shenrhen Huscetong Testing and Certification Co . Ltd.
Radog B Xndeotheng Mo 230 Naling Soeet Bao' a0 Dt Sherahen, Oha
Wl wwe st com Tel 86 255 23590504 € sl (0t Wb oemad com

VIRUTAN

B BT REVN
BESY. UNEAEMT ™ 5202000021,
enn - S
f » -
1784 |
»u.-.-cux e IQOIAAIHU
. W02 08N A - 1
XY T aT T
F YA A4 T
1780 Rl rranrna
= 3 v -
| rArs rAREY A UL L
A K LM M 520200002 Y 2020.01-30
* .
) L LM E20200043 2020-03-23
FARANE (UMM E20200044 ) T 2020-03-2)
+ Bl —
p—— 4 . —
T "8 o
"
3 — * <
—— - +
E:




Nitrile gloves

Powder free nitrile examination gloves
Size:XS,S,M,L.XL

Packing

50pair/box

1000 Pairs/carton

Carton weight 14kg

Carton volume 0,05388CBM

Production capacity
500000/day

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Nitrile gloves

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
g o Fod and Drig Admanstraon
ern 10903 New Hampahire Avenue
Docurnent Control Center « WOS-Cow
Silver Spring, MD 20993.0002
. ®
TUVRheinland March 9. 2016
¢/0 Mr. Chu Xiaoan
Room 1606 Bldg. 1. Jianxiang *
' Bei Si Huan Zhong Roed, Haidian DYRIc
Iy Beijing 100083
. CHINA
Report Number- 50149149-001
fe ey Re:
» fthe T . i \ . .
A - Eomu a Imm' mm“n awccummom“mmwmamws of the Trade/Device Name:  Nitrile Powder Free Patient Examin on Gloves, Blue Color
Medical Devices Directive 9V42/EEC Annex VII Regulation Number: 21 CER 880.6250
Regulation Name:  Patient Exaiination G|ove
Product(s): Powder-free Nitrile Examination Gloves Regulatory Class: Class |~ .

Product Code: LZA
Dated: January 28, 2016
Received: February 1, 2016

.

Type(s)Model(s): XSS MLXL

Classification: Class |

(accorsng to manufacturer s declaratin) Dear Mr. Xiaoan:

We have reviewed your Section 51((K) premarket nﬁliﬁ@ﬁon of initent to market the device

Examination period Jun.21.2018 S . tadd ! -  GUVIN
referenced above and have determined the device is substantially equivalent (for the indications
Date of expiry. Jun.20.2023 for use stated in the enclosure) to legally marketed predicate pe'vwcs marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
Review result: During the examination of the pmvlded Technical

gon (No: TS-02, A2, dated devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

(Chiga) 10

2018-04-10), no Non-compliance according fo the
requrements of the Medical Devices Directive
O342/EEC Annex VIl was detected,

and Cosmetic Act (Act) that do not require approval ol a premarket approval application (PMA)
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract hability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classilied (see above) into either class 1T (Special Controls) or class 111 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal chulalluns Title 21, Parts 800 to 898, In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations admimstered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and histing (21 CFR
Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in

Usit 797, . Contral Rosd, East 38 Te: (8000800 000 Fac (88100508 s087
Ring Road. Cracyang Disrict, Segng. 100022, P R Chne eoal ool by oo riemer MW ohn v com
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Latex Gloves

Certification: ISO,FDA, CE
Size: XS,5,M, L, XL
Powdered/ Powder-free

Protection from unwanted or dangerous substances Easy
donning and helps prevent roll back

Softness provides superior comfort and natural fit
Beaded cuff makes donning easy

Ambidextrous and straight fingers

Conforms to ASTM D3578(05) and EN 455(09) Standards.

Manufactured under QSR(GMP), ISO 9001:2008 Quality
Management System

Packing

100pcs/50pairs/box
500pairs/10box/1carton

Carton size:59*34*23cm, G.W.8kg Min
Order 1600carton/800 000pairs

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

VIRUTAN



Vinyl Gloves

Certification: ISO,FDA, CE

Size: XS,S,M,L,XL

Powdered/ Powder-free

Conforms to ASTM D5250 and EN 455 Standards.

Manufactured under QSR(GMP), ISO 9001:2008 & 1ISO
13485:2003(Medical Device) Quality Management
System

Packing

100pcs/50pairs/box
500pairs/10box/1carton

Carton size:59*34*23cm, G.W.8kg Min
Order 1600carton/800 000pairs

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

VIRUTAN



Disposable Vinyl Gloves
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Protective glasses

PVC:

Daily productivity
10 000 pcs

Box sizes:
100pc/carton

\ e . Gross weight 12,2kg
Carton 52x38.5x54cm

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Protective glasses
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Certification ECM
MOIx:

Progduct: Protection glosses
.1“(:)(:{3”5) wli- Y'IS Wil-Y1l7. Wi- Y16 WI- YIS
Verification to: Standord

EN 166:2001+A1:2009

related o CE Drectvels)
R 2014/425 (Pensonal Protec Sve Equipment)
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Protective glasses
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CERTIFICATE

With EU Directive of PPE 2016/425

Certificate No.: CE-200325.04

Applicant: Guangzhou Shuaipu Sport Goods Co.ltd
No 9 Industrial Road XinZhuang Village S hilingtown Huadu
District, Guangrhou (sclf declaration)

Manufacturer: Guangzrhou Shuaipu Sport Goods Co,,d
No9 Industrial Road XinZhuang Village S hilingtown, Huadu
District, Guangrhou (self declamation)
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END OF THE ANNEX
EuroScene Business Solutions GmbH
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] Product: Medical goggles M,

Annex to Device Listing# for Registration Number: 3010875283 ) N
\ o > v

] .‘Md',. SPOS .:‘

. . Proprietary .. ‘ Al
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Face shield SP06

Daily productivity
25 000 pcs

Box sizes:
60pcs/carton
Gross weight:  3kg/

carton Volume:
74x46x55cm

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Face shield SP06
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M H
(- Certificate No.: CE-200325-05 X
M lal
K- 7 &
:'g Applicant: Gumgrhou Shusipu Sport Goods Co,,lad ’;:
M No9 Industrial Road XinZhuang Village Shilingtown Hundu M
a District, Guangrhou (sclf declamtion) Ve
CERTIFICATION OF REGISTRATION i Meches A i
% No 9 Industrial Road XinZhusng Village S hilingtown, Huadu 5
’g District. Guangzhou (self declamtion) ’;
:’5 Product: Medical goggles :j
Annex to Device Listing# for Registration Number: 3010875283 b A
. Model(s): SPO6 ’
H Al
& e
P . ta H H.
2 ua . roprietary yaia & . — 5
Listing No Code Device Name ;p . Activities l e DEX X
amcs Y Standards: EN 1662001 M
Sunglasses -, (o)
\ : s, ak
D304044 HQY """""_'::":‘ o Sun glasses """f:m"“ _* i & 8,
R APOrecs N Based upon the voluntary assessment of the product sample and Technical A
""\:":”“‘““ X Construction File, the apparatus is deemed 10 meet the requirements of the above W
" S ',"‘:‘d W standards and EC directives. S
o’:ml ‘"::; sl o Manufacturer Foreign :3 e Rl oy ot SN ol a:
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cyewear and Exporter W i and detailed in the technical file M
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> o M H
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.N ;.
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Protective glasses BA3023

1.Clear PC frame
2.Clear PClens, anti-fog

3.Clear PC temple

Daily productivity
25 000 pcs

Box sizes:
Gross weight:  3kg/carton
Volume: 64x35x38.5cm

/150pcs

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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COVID-19 IgG/IgM Rapid
Test Kit (Colloidal Gold)

“ﬁ;;;“' (:e 20 test / box

Bim
iy
Price on request i COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold)

i3

L L]

§§§ JOYSBIO(Tianjin)Biotechnology Co,,Ltd
i

a -
I A

i

o c ( 1 test / pouch
COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold)

V. 2 (T

oidal Gold)  EXF 20220311 |BREHS

’ Alcohol disinfection tat

| 75% &% @
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COVID-19 IgG/IgM Rapid
Test Kit (Colloidal Gold)

COMPONENT | 20Test Kit/Box | 40Test Kit/Box Main components
Test Kit 20Test Kit/Box | 40Test Kit/Box | The detection lines were coated with mouse anti-human IgM
tibody and mouse anti-human IgG antibody, the quality
1Test/B 1Test/Bag -
( 9 (Te control lines were coated with sheep anti-chicken antibody,
%20 Bags) *40Bags) and the colloidal gold pad contained recombinant COVID
Antigen labeled colloidal gold .

Dryer 20Bags 40Bags Silica Gel

Specimen 1Bottle(SmL) 1Bottle(8mL) Solution of trimethylaminomethane hydrochloride(0.02M

Diluent Tris-HCI)

2.Plasma and serum :Collect the specimen with a pipettor, Add 10ul plasma and serum into sample well Add 1~
2 drops diluent into sample well .Whole blood: Collect the specimen with a pipettor, Add 20ul whole blood into

sample well, Add 1-2drop diluent into sample well .
3.Start timing .The result should be read at 15-20minutes.The result is invalid after 20 minutes.

[

(C_—))

£ 2 0O

|

Add specimen into sample well

—
p—
G
[ © C ’
T o 0
Add diluent into sample well Negative (-)
— — — — —
p—C C C c C
— G G —_— —
et M M et 1 M e )
— il i
Invalid(x) Invalid(x) Invalid(x) Invalid(x)

Positive (+) Positive (+) Positive (+)
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COVID-19 IgG/IgM Rapid

Test Kit (Colloidal Gold)

Manufacturer :

SNIFFTTN LA™ L "lll NAEEm O

' Whose single  Luxus Lebensweit GmbH
J» Representative: DIMID: DE/0000047791
Lin Sun

Tel: 0049-1715605732

m E-mail: info m@luxusiw.de

Classification :  Others of ANNEX Il of IVDD
| Conformity Assessment Route: Annex i

' under the premises of the manufacturer.
l General applicable directives:

Declaration of Conformity

Authorized EU- Kochstr.1, 47877, Willich, Germany

1 Product Name: COVID-19 IgG/igM Rapid Test Kit (Colloidal Gold)

I We herewith declare that the above mentioned products meet the
transposition into national law, the provisions of the following EC Council
Directives and Standards. All supporting documentations are retained

In Vitro Diagnostic Medical Devices DIRECTIVE 98/79/EC

Harmonized standards: EN ISO 13485:2016 EN ISO 14971:2012

o c————e——mete— — et

.{.
L

h EN ISO 18113.2:2011 EN ISO 23640:2015

EN13975:2003

ﬂ Bonin. o Woag }/%L«‘ 20303 18

\n) Biotacy
apt) Ny,
/0'9

EN13612:2002

|
|
| EN I1SO 15223-1:2016 EN ISO 18113-1:2011 |
!
|

RKEFTEITSWRE D& EZRIL

#FRS: Hi€20200006

EFESEZH | ETS () £YREFERAT
FKEMARXAZE2205SRETEREVESNRSTRARIREN

Er=tht [

RERBEF ’ .

WOERESE | & EFT/ERRS i

20100326

x

ETAEE= = - TUVE B S A ER

FE x BEFUENN | wm) AmAE

BEAKX 13821759311

HOREZ# [COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold)
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COVID-19 IgG/IgM Rapid Test Kit (Colloidal

Gold)

=

TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the crganization

- —— - — . . - il A Dl

China

has established and apglies a quality management system for medical devices

for the foliowing scope:

(see attachment for scope)

Proof has been furnished thal the requirements specified in

EN ISO 13485:2016

are fulfiled. The quality management system is subject to yearly surveillance,

Effective Date:

2019-06-11

Certfficate Registration No.: SX 60134013 0001

An audit was performed. Report No.: 16806278 003

This Certificate is valid until: 2020-02-08

-

((DAkkS

e Deutsche
r—

akkred terungsstelle
D-ZM-14168-01-02

Date 2018-06-11

Certification Body

TUV Rheinland LGA Products GmbH - Tillystrage 2 - 90431 -NOFhberg

Te: =23 227 UCE 1371 Fax: <48 221 805-3935 g-malcat-vakdryfdda luv.cam http:iaw tuy con'salely

(LT

TUVRheinland
TUV Rheinland PPt
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg
Attachment to
Certificate
Registration No.: SX 60134013 0001
Report No.: 16806278 003
QOrganization:
China
Scope: Desicn and development, manufacturs and distribution of

in vitre diagrnostic test kits used in the detecticn of
Cancer, Cardiac Markers, fertilicy testing, pregnancy
testing, Drugs of abuse, Sexually tranamisaible agents,
infection Dissases including heme use in-vitro diagneostic
medical devices

Certification Body

e
P p—
A

(ﬁ D){kks

e, DeUtsChe JALGA
ST hxkrediderungsstalle &
D-ZM-14269-01-02 £ <§

Date: 2019-06-11

o —
PRl
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COVID-19 IgG/IgM Rapid Test
Kit (Colloidal Gold)

EC Certificate TOVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60114453 0001
Report No.: 16806278 001
Manufacturer:
China
Products: - Pregnancy Urine Teszts for self testing
- QOvulation Urins Teszstzs for self Lesting

- Fecal Occult 3lcod Teste for self testing

Expiry Date:

2021-10-12

The Notified Body hersby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been mat for the listed products. The above named manufacturer has established
and applies a8 quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and a

verification of manufactured products according to section 6 is required.

Effective Date: 2017-08-07

Date: 2017-06-07

E &
. g_?f":i.mn?"

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC

concerning in vitro diagnostic medical devices with the identification number 0197.

“AS

NN 2

T 5oy

TUVRheinland

CE Technical Documentation Review Report

Applicant:

Report Number:

Examination intent:

Product{s):

Type(s)yModel(s):

Classlfication:

Examination period:

Date of expiry:

Review result:

Unit 707, AVIG Bidn., No, 108, Contral Raad, Fast 3rd
Ring Roall. Chaoyang Distict, Beiling, 102022, I.R.China

WL e e g M

VIRUTAN

50271688.001

Exarnination the completeness of the Technical
Documentation according to the requirements of the
In Vitro Diagnostic Medical Devices Directive
98/79EC Annex Il

Ereiz?nema Pallidum Antibody Test Kit (Colloidal

o

Tuberculesis Antibedy Test Kit (Colloidal Gold)

Mycoplasma Pneumonia IgM Antibody Tast Kit
Colloidal Gold)
orphine/Methamphetamine/Ketamine Test Kit

(Colfoldal Gold}

Other IVD products
(according ta manufacturar's declaration)

Sep.25.20198
Sep.24.2024

During the examination of the provided Technical
Documentation (No.: CE-JSWD-005, Revision 0.0,
Dated 2019-Sep-20, CE-JSWD-006, Revision 0.0,
Dated 2019-Sep-20, CE-JSWD-007, Revision 0.0,
Dated 2019-Sep-20, CE-JSWD-011, Revision 0.0,
Dated 2019-Sep-20) no Non-compliance according to
the requirements of the In Vitro Diagnostic Medical
Devices Directive 98/79/EC Annex lll was detected.

Tel: (B810)8386 6860
enail: info@b;]

Fux: (86103568 BEGT

L L

chrLluv.oum Internel helpsdaww.chn.buv.com




SARS-CoV-2 Antibody Test
(Lateral Flow Method)

The First Officially Approved

Product in China @
for SARS-CoV-2 Antibody (o ® ) fooi@ ) ?@ (T:H o Y M
R a pld Test Positive Negative :::\.\\;;;:d , ;‘J /,«/

- An auxiliary test for the diagnosis of coronavirus infection disease (COVID-19).
- Easy to use, instant result in 15 minutes.

Antibodies will be secreted after intruders invasion. Immunoglobulin M (IgM) comes out first, becoming

the early sign of infection. Immunoglobulin G (IgG) comes out later, arising a more specific and stronger
reaction against the intruders.

VIRUTAN



SARS-CoV-2 Antibody Test
(Lateral Flow Method)

For whole blood or serum or plasma specimen

’
’
P,
4
. n
|
|
|

Add 80 pL (approximately 2~3 drops) of buffer

-~ < -
/ \
/

f 1
| |
| |
[ |
| |
| |
| |
|

Transfer 1 drop (10 pL) of whole blood or serum or
plasma specimen to the sample well (small well) and

then add 2~3 drops (80 pL) of buffer solution to the
buffer well (large well).

E e 2~3 Drops
1 Drop . ' - ; S
= - i@ )
E QoIS @ ] ;o

to the buffer well (large well).

Wait for 15 minutes and read the results.

Note: Do not read results after 20 minutes, as the
result can be inaccurate.

: Control line =» C C C
I | Testline =» T T
15 minutes L —

u Interpretation of Results

T — o r— W (ETESE
T
N — \—_) N —
Positive Negative Invalid

VIRUTAN



SARS-CoV-2 Antibody Test
(Lateral Flow Method)

{o v

qarad People’s Republic of China Medical Device Registration Certificates
European Regulatory Services )E ARATI % .'»,_\:3 OF NOTIF [1ON ’ (In Vitro Diagnosis Test)
. Registration No.: GuoXieZhuZhun20203400176
Date' MarCh 5' 2020 Registrant Company Cromrmm e T e M e T
Registrant Address

The undersigned, Sara Van Wouwe, Device Compliance Assistant of Qarad BVBA,
hereby declares that:

Manufacturing Address | D

Gy o wsstrgsisge & v tsissts < 4 oo

Ni ct:

Agent's Name /
PR China Agent's Address /
has signed the EC Declaration of Conformity in agreement with the Annex Ill of the Product Name One Step COVID-19 Antibody Test (Colloidal Gold Method)
European Dlrectlvg o8/79/ E? on In Vitro _Dlagnosnc Medm?' Devices and has Package Specification 1 test cassette in one pouch, 10 tests/kit, 20 tests/kit, 25 tests/kit, 30
submitted the required technical documentation, for the following IVD products (for . . .
) tests/kit, 40 tests/kit, 50 tests/kit.
professional use only): ¢ . ] -
Main Content The test kit consists of test cassettes, detection buffer, droppers. (See
Name Device Catalogue numbers the instructions for details)

1 SARS-CoV-2 Antibody Test (Lateral Flow |[W195 Intended Use The test is for in vitro detecting COVID-19 antibodies in human
Method) = whole blood, serum or plasma sample. The test is to be used as an aid
Finecare™ SARS-CoV-2 IgM Test W277 in the diagnosis of coronavirus infection disease (COVID-19). The
Finecare™ SARS-CoV-2 Antibody Test W276 test is only for medical institutions.

Appendix Technical requirement and operation instruction.

Storage and Shelf Life Store at 2-30°C, the shelf life is 6 months.

The notification to the Belgian Competent Authorities has been carried out on March

g » s Other content /
5, 2020 by Qarad BVBA, the appointed Authorized Representative of Guangzhou
Wondfo Biotech Co. Ltd. Remark 1.The test can only be used as an aid or emergency reserve in the
) ) ) o ) diagnosis. The registration certificate is valid for one year

Information on the notification to the competent Authorities of other European countries ) e .
! : 2. A summary report of the clinical data should be submitted as
is available upon request. . . L

required for continuation of registration

3. The enterprise shall, at the time of continuous registration,

. complete all registration declaration materials in accordance with the

Sara Van Wouwe 2 in vitro diagnostic reagent registration regulation

Device Compliance Assistant Approved by: China Food and Drug Administration

Approval Date: 22 February 2020
Qarad BVBA Valid Until: 21" February:2021
Authorized Representative A "

/
T8

Qarad BVBA | Office Address: Pas 257, B-2440 Geel, Belgium | Social Siege: Cipalstraat 3, B-2440 Geel, Belgium
Tel. +32 (0)14 49 04 22 | ECREP@qarad.com | www.garad.com

VIRUTAN



SARS-CoV-2 Antibody Test
(Lateral Flow Method)

Guangzhou Wondfo Biotech Co., Ltd.

RF-008-00 Effective date: 2017-11-2
EC DECLARATION OF CONFORMITY
According the In Vitro Diagnostic Medical Device Directive 98/79/EC

Manufacturer: |
Address: District,

—avvvey g,

P.R. China
In vitro Product Name: Cat. No.:
PR Wondfo SARS-CoV-2 Antibody Test (Lateral flow method) W195

. Finecare™ SARS-CoV-2 IgM Test W277

device(s): Finecare™ SARS-CoV-2 Antibody Test W276

IVDD Classification:

Other, for professional use

This declaration of conformity is issued under the sole responsibility of the manufacturer that
that the above product(s) meet(s) the provisions of the European Directive 98/79/EC for in
vitro Diagnostic Medical Devices.

The following (harmonized) standards have been applied:

EC 1272/2008

ENISO 13485: 2016
EN ISO 15223-1:2016
EN ISO 23640: 2015

ENISO 14971: 2012 EN 13612:2002
ENISO 18113-1: 2011
EN 13641: 2002 EN 62366: 2008

ENISO 18113-2: 2011

The conformity with the requirements of the Directive has been assessed following the
procedure(s) outlined in the following annexes of the Directive: Annex III, excluding 6

Notified Body (if consulted):

Not applicable.

Qarad b.v.b.a., Cipalstraat 3, B-2440 GEEL, Belgium

Technical documentation demonstrating compliance is kept by the manufacturer and can be
made available by the authorized representative in Europe:

(A\“tjﬂuu " FW B How

Yagqin Chi, Regulatory Affairs Director

Yaqi Cly

(Place and date of issue)

(name and signature or equivalent marking of

authorized person)

iR ARIGRIE

PEOPLE’S REPUBLIC OF CHINA

By bl hn O SHEEN
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHRT: FRHERY 20200183 §
Certificate NO.: MR # MY 20200183 §

FRAK: FRARRES (2019-nCoV) HBMEAE (B&keL%E)
Product (s);: SARS-CoV-2 Antibody Test (Lateral Flow Method)

AR BE, 1 AG43. 1 Af/E, 10 AH/&. 20 A&, 25 A&, 30 A&, 40

A&, 50 A&, . ‘
Model: Cassette: 1 test'pouch, 1 test/lat, 10 tests/kit, 20 tests/kit, 25 tests/kat, 30 tests/kat, 40

tests/lat, 50 tests/kat.

FREMBESEES: HREA 20203400176
Registration certificate(s): MR 20203400176

0¥ 'NAFESBRRBROARAT
Manufacturer; ' - s =

EFLVER: FRNTPHERFERERLELS
Address of m
Guangzhou, Puw. vuiua

EFFTRAERTES: BRHEWES ¥ 20030645 §
Manufacturing License(s): M-R# WA 4L > 20030645 5§

HEWERFREAWHETILESHE.
This is to certify that the above products have beenm registered to be
manufactured and sold in China.
ENAKEWE: 2021402218

This certification valid until: 21/02/2021
&%/

Remark: /

VIRUTAN



SARS-CoV-2 Antibody Test
(Lateral Flow Method)

Package:

Box: 20 pcs/box

Dimenson of the carton: 60*44*44cm
weigth: 14.6KGS

Carton: 60 boxes/carton
HS code: 38220010

Price on request

VIRUTAN

\“

Wondfo SARS-CoV-2 Antibody Test
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Diagnostic Kit for SARS-CoV-2 IgM/IgG Antibody
(Colloidal Gold) R-423-25-C-CE

Kit: Cassette: Dilute:

Safety Lancet: Alcohol Pad: Pipette:

VIRUTAN



Diagnostic Kit for SARS-CoV-2 IgM/IgG Antibody
(Colloidal Gold) R-423-25-C-CE

The Diagnostic Kit for SARS-CoV-2 IgM/1gG Antibody (Colloidal Gold) from KHB adopts the solid phase colloidal gold immunochromatographic
technology for the qualitative determination of IgM/IgG antibodies against SARS-CoV-2 in humanserum, plasma, and whole blood. The gold SARS-
CoV-2 antigen conjugate and the gold chicken IgY conjugate are coated to the conjugate pad in advance. The test line T1 (antibodies against human
IgM), the test line T2 (SPA) and the control line (chicken IgY antibodies) are pre-coated on the surface of Nitrocellulose (NC) membrane. When the
specimen is added to the sample pad, it migrates through the conjugate pad, the gold SARS-CoV-2 antigen conjugate - IgM antibodies against SARS-
CoV-2- antibody against human IgM complex is formed and test line T1 will be visible in the strip if there are enough IgM antibodies against SARS-
CoV-2 (l1gM Positive) in the specimen; the gold SARS-CoV-2 antigen conjugate - IgG antibodies against SARS-CoV-2 — SPA complex is formed and test
line T2 will be visible in the strip if there are enough IgG antibodies against SARS-CoV-2 (IgG Positive) in the specimen. If the specific IgM/IgG
antibodies are absent, or present at a very low level, no test line appears (Negative).

Production capacity: 500 thousand test/ Day

For , 5 s Quantity 10 000pcs
1 Price FOB 5,5USD
1

\
y
/
== I

or

4 Quantity 100000pcs

Price FOB 5,2USD

== il
o445 00 I
o
el — 1|

o

~ -

Wait 15 minutes Read the result

Packing:

25pc/box

18box/carton

Carton size:555*%425*270mm
Carton gross weight:9Kg

VIRUTAN



Diagnostic Kit for SARS-CoV-2 IgM/IgG Antibody
(Colloidal Gold) R-423-25-C-CE

e e e =

According to Directive 98/79/EC on in vitro diagnostic medical devices, Annex Il

Product Servion

CERTIFICATE

Manufacturer: B o R No. Q6518 03 52591 010

“aniznou Road, 200233, Shangna « ....ina
EC- Representative: DiAneering® Diagnostics Engineering & Research GmbM

Friedrichstrasse 26, D-69221 Heldelberg-Dshm, German
{ Holder of Certificate: L
Product: Diagnostic Kit for SARS-CoV-2 igM/igG Antibody (Colloidal Gold) Co., Ltd.
1109 North Qinzhou Road

Product code: R423-20.C.CE, R423.25-CCE 200233 Shanghsl
EDMA code: 15.04.80-19 PEOPLE'S REPUBLIC OF CHINA
Classification: Other device (all devices except Annex Il and self-testing devices)

Wo, manufacturer, herowith declare under our sole responsibility that the Certification Mark:

above-mentioned product meets the provisions of the following EC Council

Directives and Standards. All supporting documentation is retained under the
premises of the manufacturer.

List of Directive and Standard Applied:

L L LR

[
<
(&)
™
—
o
(S8
()
#
o
o
<L
o
-
-
cc
[WW)
(&
k3
-
T
x<
hN
©
=
b
Q.
[SV]
(&)
*

The Certification Body of TUV SUD Product Service GmbH certifies that the comparty mentioned
above has established and Is maintaning a quality management system, which mests the
roquitements of the listed standard(s). See also notes overleal

«  Directive 98/79/€EC
« ENISO 14871:2012
« EN 13485:201
« EN :332‘2:2032320.:2002 Scope of Certificate:  Design and Development,
«  EN13975:200) Production and Distribution of
« ENISO 152231:2016 In Vitro Diagnostic Reagents using ELISA,
« ENISO18113-1:2011 PCR, Clinlcal Chemistry,
« ENISO 18113-2:2011 o Chemiluminescence and Rapid Test Technologles
«  EN 13641:2002 mu
« ENISO 23640:2018 J l'x’
o 12722000/EC 218

na

N#)

1

<
"
o Report No.: SH1831907

Place, Date of lssue: Shanghal, P.R. China, 2020.03-09 g

mﬂ.l\". of RA Director 2 &‘ : Valid from: 2018.08.20
[ Valid until: 2021-0519

KHB e
w
&
B o e s ———— ——— = __ 3
&
s [ Fooof
201 27

f -~ oo Stefan Proif
- {{ DAKKS
—_— Page 10of 2 Besiade
-
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Diagnostic Kit for SARS-CoV-2 IgM/IgG Antibody

(Colloidal Gold) R-423-25-C-CE

TN

003467220000508
ﬁmmfimm
B e AR HIE
PEOPLE’S REPUBLIC OF CHINA
BT a5 ™ fn ) O 3 S5 1EBA
CERTIFICATE FOR EXPORTATION OF MEDICAL

PRODUCTS
WEHRS: PAHEMRE 20200077 §
Cortificate NO.: &% WM M 20200077 &

Il EL A

Product (5): see attachment

MRS e

Model: see attachment

e ERRELESTRREAMAS

Manufacturer:

g NN LA EGM LR 1189 §
Address of manufacturer: No. 1189 North Qinzhou Road, Shanghai

EIFERHOERRIES: 20200004
Bxportation Registration certificate(s): 20200004

LR RBAE S EEM, YARAFETH, BEFEEOFER
. n%ﬁsugzﬂﬂﬁﬁ&x&nﬂs %éﬁnw(ﬁﬁ)

This is to certify that the above products are not registeredin
China and not distributed on the Chinese market. The exportation
of the product(s) is not restricted. The enterprise exporting
medical devices should guarantee that the exported medical devices
should comply with the requirments of the import country(region).

UEVAREME: 2021405 419 H
This certification valid until: May, 19, 2021

&k /
Remark: /

KHB

Business License

Unified Social credict Code: 91310000132660318J
License No: 00000002201807240048

Company Name L

Company Type: Company Limited (Joint venture by Taiwai Hongkong and Macao with
China Mainland, Listed company )

Registered address: 1189 North Qinzhou Road, Xuhui District, Sk Jhai

Legal representative: Yongming HU

Registered capital. RMB 515,079,193

Date of Establishment: 22 Noverber 1981

Term of Business: 22 Noverber 1981 to Non-prescribed deadline

Businiss scope: Biochemistry reagent, Clinical diagnostic reagent, Medical instruments,
Veterinary injection, Biochemistry reagent testing tool, Genetic
engineering drug, Biological environmental-friend products’
development, production, commercialization, own produced instrument
rent and related technical service, commercialized own products
exporting and importing mechanical instrument, spare parts and raw
material which required for own company (products and technical service
restricted by company regulation is exclusive.)

Registration office. Shanghai Administration for Industry and Commerce
Date: 24 July 2018

- ————

VIRUTAN



SARS-CoV-2 Antibody Test

SARS-CoV-2 Antibody Test (Lateral Flow Method) is an
immunochromatographic assay for rapid, qualitative detection of
severe acute respiratory syndrome coronavirus 2 (SARS- CoV-2)
lgG/IgM antibody in human whole blood, serum or plasma sample.
The test is to be used as an aid in the diagnosis of coronavirus

infection disease (COVID-19), which is caused by SARS-CoV-2. The test
provides preliminary test results.

Negative results don’t preclude SARS-CoV-2 infection and they cannot
be used as the sole basis for treatment or other management decision.
For in vitro diagnostic use only. For professional use only.

MATERIAL

Material Provided

1.20 Individual sealed pouches, each pouch contains: 1 x Test
cassette, 1 x Desiccant pouch

2. 20 disposable droppers

3. Detection buffer (1*6 mL)

4. Instructions for use

Price on request

VIRUTAN



SARS-CoV-2 Antibody Test

.

garad

R DECLARATION OF NOTIFICATION

Date March § 2020

The undersigned. Sars Van Wouwe, Device Complance Assistant of Qarad BVBA,
hereby declares that

f.‘om
Guangzhou 510663
PR China

nas signed the EC Declaration of Conformity in agreemant with the Annex Il of the
European Dwectve S&/79EC on In Vitro Diagnostic Medical Devices and has
submitted the required technical documentation, for the followng VD products (for
professional usa only)

-

"Wondfo SARS-CoV-2 Antibody Test (Lateral Flow
| Method)
| Finecare™ SARS-CoV-2 IgM Test war?

[ -
| Finacare ™ SARS-CoV-2 Antbody Test w276

The notfication 1o the Beigan Competent Authorities has been camed out on March
S, 2020 by Qarad BVBA the appointed Authorized Representatve of Guangzhou
Wongfo Biotech Co Lid

Information on the notfication 10 the competent Authorities of other European countnes
is avallable upon request

Qarad BVEA | Ofce Acdress Pas 257, 52440 Geel. Belgum | Socia! Ssege Cloaistraat 3, 52440 Geel  Bogum
Tol «32 (0)14 45 04 22 | ECREP@qarad com | wew gamd com

VIRUTAN



Alcohol Pads

The soft, absorbent, non-woven pads are saturated with 70%
isopropyl alcohol,;

Sterile in unopened, undamaged package;

Discard after single use

For disinfection use.

Packing:

100pc/box

100box/carton

Production capacity: 1 000 000pc/day

Alcohol Pad Alcohol Pad

W heoprogry ! AN edud NN herprogy | Ak ool

« «

Por Dintafustion Ve Por Onenluctone Use

For Extermal Use Only
CONTAIN. One pod starsted
wid U by Alcohel

q DELICTION
4 Oeaning rogennd the wes
Dhmard aften 1=gle o
Lot e 20200000
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Alcohol Pads

’IA

7 ‘\
\\v’ 7 /

CFL CERTIFICATION CENTER
CERTIFICATION OF QUALITY MANAGEMENT SYSTEM

Registration No: 06518032670R0S

5 Medical Instrument Co., Ltd.

Registered Address: Concentrated Arca Of Xisoguanzhuang Industrial Town Christmas Road,
Baoving County, Yaungzhou City, Jiangsu Provinee, China
Office Address:  Bustling road No.1 Economic Development Zone Baoying county,
Yangzhou City, Jiangsu Province, China
Unified social credit code'Organization coder 913210230601 860038

Complics wilh the requireneats of

GB/T19001-2016/1S0 9001: 2015

The scope of certification business covers:

Cleaning wet wipes sales

P 1ot akified sdontafasinre 0 Do Qualifed Mettificuiig the Ind gadifiod whonficsien

b certifed copanizatxon should paste a sew insendance taxg withim |2 moails from the it e ands
otherwise the certificate will be imulid
The validity peniods 2018111610 202111413 The bseod Jaoes 20181116

P ]

I PR

TN &5

MANAGEMENT SYSTEM
CNAS COB5-M

MO0 AJLDGA G DINeNo AT X IngTu Avenee Duageteng Dadrat Beiyrg G PR
Inquinng Websitemww biznlorg Iogeiring Telephone D108TIAISSS
Administration Supenvision Commimee Offial Welniie [www.onca,oovon) Inguery

Version 2018

¥
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T
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Certificate of Compliance

No. 0C40701.YSMDC?2
Techncol Comtructon Fle Mo, SX-18000002

Certificate's

Holder: Co., L1a.
S8ooying County Concentrated Arega Of
Xicoguanzhwang Industrial Town Chrismos Rood

fedical Instrument

Certification ECM
Mark:

Product: Alcohol pad, Povidone-iodine Pre Pod,
Cleaning wipe. Medicdl sterikzing cotton ball
Medgical steri@ing cotion swob, Cotton ball,
Cotton swab, P81 Bondoge, Gouze Bondage.,
Gauze Swab

Model(s): 30~200mm X3I0~200mm, 30~200mmX30~200mm.
0~200mmX30~200mm, 0.1g~3 0g/1~100pcs
7em~20cm/1~3pcs. 0.1g~3.0g. 7cm~20cm
4~12emX3-5m. 4~12cmX3-Sm
4 5~10cmX4.5~10cm-8~16

reloted to CE Drectvel(s):

P3/42/EEC omengea oy 2007/47/EC (Medical
Devices) annex v Devices Proouction Ouaity Assronce
System

Verification to:

Remaric The productf:) has been vesfed on © voluriary boss. The product) sobsfie: e recuvements of
Me Cericoton Mok of TICM, in reference 10 the above Riled Jlondord|s). e above Complance MaA
con be oMied on the productis] occordingly 1o he ECM reguiation abowt i reledte ond K wie. The
reguicion con De found ot www entece ™ot T Ceddccte of Complance con be checed for valdty
! waw ertecersme it

™3 veiCoton doen T imply asenmrent of e produc ton of the product)

ASSt0na Phormaton Cottcorton ovout he (€ Vaning
We atext that & ICF for e {3 Medrg pewoces: s n ploce. Whereo: the
Momdochrer 5 Feiporsbie b0 ot the (€ liowing Cotfosion Poceaue throvgh
on cpponied Notlled Body ond The peromm off e necendry oclviies. 01 required

Dy e Drechve ong occepled by Pe Notfed body, belore placing e Mo% on
e procuctin)

Date of sve OF Ny 2070 Capiry dote 30 Jove 2021
Che‘ Momoger Degnty Moroger

Y

tnle Corfficosone Mocchine i o
Vo Co' Beia, 243 ~ Loc. Cozelio i Semovoie ~ 40053 Vozomogga (80) « FALY
| *3705) 6705141 & *37 081 4708158 (S infollemecema @ & www entecemai
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Alcohol Pads 2

The soft, absorbent, non-woven pads are saturated with 70%
isopropyl alcohol;

Sterile in unopened, undamaged package;

Discard after single use

For disinfection use

Size:3*6,5 cm MOQ:
500 000pc

Packing:

100pc/box

100box/carton

Carton size 42.5*28.5*%28.5

Net weight 10KG

Gross weight 11 KG

Production capacity: 2 000 000pc/day

VIRUTAN



Alcohol

Pads 2
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ZERTIFIKAT @ CERTIFICATE ¢

CERTIFICATE

No. Q617 07 01075 001

Holder of Certificate:
225300 Taizhou, Jangsu
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): ‘ Tree :

. l,/

Uevelopmest 2ome, 225300 Téwre -~ -
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Production and Distribution of
Absorbent Cotton Wool,
Absorbent Cotton Ball,
Dental Cotton Roll,
Sterile Pad (Alcohol Pad)

EN ISO 1342520

Medos devees - Quaily managamant sysioms -
Requiroments for regulatory purposes

(S0 134852016)

DIN EN 150 134852010

Applied
Standard(s):

The Certdcancn Bady of TUV SUD Product Setvice GerbH contfes that the compary mentoned
0ree his estatinhod and s maktainng 5 Qualty managemert system (exclulng sbcause
7.3), which meets the requrements of the Ised standard|s). Soe alto notes ovetieat

Report No.: SHIT120001
Vaid from: 2007-10-28
Vald until: 2020-10-25
Date, 20171028 i &
Sxfon Prol
Page 1061 (( DAKKS
:.‘;’;'v'ml
Sfwviitmanes
»
TV SUD Produtt Service Gl - Zontfizerstele - Ridlersralie 63 - 80008 Minchen - Garrary v

VIRUTAN

-
<<
(&
S
—
(o
[SV]
()
*
o
o
<<
[}
-
-
(o
(O8]
(&)
<
-
<<
<
=
©
=
(-
Q.
w
o
&
it

o 8

3] =5

ZERTIFIKAT ¢ CERTIFICATE ¢

Proou Sarvee

EC Certificate

Production Quality Assurance System
Directive 9342 EEC on Medical Devices (MDD), Annex V
[Cevices in class | in steriie conditions, sterilised systems or procedurne packs)

No. G2S 17 07 01075 002

Manufacturer:
LLOIN 1 aEnoy. Jangw
PECPLE'S REPUBLIC OF CHINA
EC-Representative:
EfMostrate 80 . o
20537 Mamburg
GERMANY
Product Sterile Pad (Alcohol Pad)
Categoryl(ies):

The Certdcation Body of TUN SUD Product Servos GmbH deciares that the atoremenboned
mandachrer has irglomented a Qualty assurarce system for manyfacture in SC00danCa with
MOD Arnex V. This quaiity sssurants sysiem covars those aspects of manfaciure conoemed
With secuning ard mantairing stenle condions of the reipective devicss J dirdice categones and
oo 10 the Quirements ¢f this Directive. It & subect 0 penodcy surveilancs. See aho
notes overieat

Report No.: SH17120001

Valid from: 2017-10-26

Valid until: 2022-10-25

Date, 2017-10-28 ;
Sre'an Prend

TUV SUD Product Senvice Gmin is Notfed Body with dentfication o 0123

Pago1ol2 « DAKKS
.0
w-m“
2w Nram
- " L
TOV SO0 Product Servics b - Zersliserssale - RidiorstraBe 65 - 33339 Minthen - Germany TV



Instant sanitizer

Alcohol gel

99,9% strerilization disinfection
Disposable quick-drying
Long-term bacteriostasis
Safety protection Medical
household

75% alcohol

MOQ 10 000pc

Production capacity: 200 000pc/day

43
o

120ML ALCOHOL GEL

PLFNSTERILLZATION DISINFECTION

MIDINGQI

( DISPOSABLE QUICK-DRYING )
(LONG - TERM BACTERIOSTASIS )

( SHETYPROTECTION )

( MEDICALHOUSEWOLD )

SPOT SECONDS
wenaozuun o SINCERGGOOPERATION

Packing 144pc/carton
Carton size: 49*30.5%29.5cm
Gross weight:21KG

DISINFECTION .|

.....

THE GUARDS HE

UNIFORM STERILIZATION OF A WIDE RA

BEE

' [ESESAFETY’
5% 3% 5% STANDARDS>

Hand Sanitice’ Hand Sanitoe Hand Sanitizer
“'u_'.'; {
QS B
- ST |

SEdeieny e oG
i
‘ ‘ l\‘

Packing 100pc/carton
Carton size: 36*36*19cm

Gross weight:11KG
43 ]
s
500ML ALCOHOL GEL 2

DISINFECTION

PPN STERILIZATION

MIDINGQ)

( DISPOSABLE QUICK-DRYING )
(LONG - TERM BACTERIOSTASIS )

HAND

WANITIZER

( SAETYPROTECTION )

( MEDICALHOUSENOLD )

SPOT SECONDS
WEIXIAOZHUN NO S| NCERGG@OM‘AW

Packing 30pc/carton
Carton size: 43*35%22.2cm
Gross weight:16KG

VIRUTAN

PLFNSTERLIZATION DISINFECTON

MIDINGQI

( DISPOSABLE QUICK-DRYING )

(LONG - TERM BACTERIOSTASIS ) - HAND
SANITIZER

( SHETYPROTECTION )

-
( MEDKALHOUSENOLD ) .““

POT SECONDS

Packing 360pc/carton
Carton size: 55*28%*32.2cm
Gross weight:20KG

C€
o

60ML AL

( DISPOSABLE QUICK-DRYING )
(LONG - TERM BACTEROSTASSS )

( SKETYPROTECTION )

( MEDICALHOUSEMOLD )

SPOT SECONDS
wenaozhun no  SINCEREBGQOPERATION

Packing 386pc/carton
Carton size: 61*31.5*34.3cm
Gross weight:26KG



Instant sanitizer 1
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CERTIFICATION OF REGISTRATION |

This cermifies that

CHINA

LU S Ll O Y

has completsed the FDA Establishment Regastration and Device Listing

Owner/Operator Number: 10066538

Listing No.  Code

Disd1%) L)

Proprictary

Names
INSTANT HAND
SANITIZER Mol SOml

Sl 8Ol 100md, 1 20m|

Device Name

20, 250md. M00ml
SOOmL 1000ml, SOOI
Dvenfoctam, modical 180 ML 251
devwes IISINFECTANT SPRAY
Wornd, SOl | 60l Ml
100mi. 120ml
200md, 250mil, 300ml
S00ml 1000ml, SO00MmI

1EL 2oL, 251

Activities

Manufacturer

Poinsal Registmanon Dvte Apndl 2. 2000
Exparatim Date: Docember V1, 2000

o

SHENZHEN CCT TESTING TECENOLOGY CO,LTD.  NO. CCT2993130DRS

MSDS

MATERIAL SAFETY DATA SHEET

Client
Gongqiao Industry Zone Xiashan Chaonan Shantou Guangdong
Prepared by Shenzhen CCT Testing  chnology Co., Ltd.
8th Floor, Area |, Building 1, Hanhaida Science and Technology Innovation
Park, Guangming New District, Shenzhen, Guangdong, China
Report Date 2020-03-23
Report No. CCT20031803DRS

sasssssssssaressEOR FURTHER DETAILS, PLEASE REFER TO THE FOLLOWING PAGE(S)reseesssnssesss

Shenzhen CCT Testing Technology Co., Ltd

Drafted By MMavt—
Review By IV&M&
Approved By [T/

VIRUTAN
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=
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Certificate — Ceptndoukar -

Fam QAI_10-M0S, vesion 00, effaeciive Snce March sth, 2020

Certificate of Compliance

No. 4Q200327.GMIDTI2

Test Report no. CCT200310172RS

Certificate's

Holder: Loy
Longagico Industry Zone, Xiashan, Chaonan,
Shantou, Guangdong

Certification ECM
Mark:

Product: Instant Hand Sanitizer
Trade Mark: MIDINGQI
Mode”g); MDQ-001, MDQ-002, MDQ-003, MDQ-004,

MDQ-005, MDQ-006, MDQ-007, MDQ-008,
MDQ-009, MDQ-010, MDQ-011, MDQ-012,
MDQO13. MDQ-D14, MDQ-015, MDQ-016,
MDQ-017, MDQ-018, MD~ 917, MDQ-020

Standard:
EN 1499:2013, EN 1500:2013

Verification to:

related to CE Drective(s)
2001 /95/EC (General Product Safety)

Remark: Tk cdocument has been Esued on 0 voluntary bass and ypon recgues of the maruiochuer It s
ow opinion that the technicol documentation mceaved from the maomuioctuer & atsfociay for the
requmments of he ECMm Cerfification Mark, The conformity mark above con be ofixed on the procucts
accadngly fo the EOM mouiotion about Fsrelacse ond its use

Acalondl Informalion and conlicolion cbout the Mordng

The morioc e i respongitie for the CE Moaking process. This cocumeant hos beer
isved on the bosk of the mgulation on ECM Voluntary Mork for the cedification of
procycts, RGOI_ECM rev.3 avaliobie of; wwwantecermo it

Issvance date: 27 March 2020
Expiry date: 26 March 2025

fochnc ol oxpert EOm

ot Sl N
BL WA JEde. -

Wy Enfe Certfificozione Mocchine Sd 7

Via Ca' Bella 243 <Loc, Costelio di Seravalle - 40053 Vakomoggia (BO) - TALY
W +37051 4705141 B +3705] 4705154 T2 nloGentecorma.il & www . entecerma.it




Remote infrared thermometer

Measured temperature : 32 -42,9°C (0-100°C)

Producing capacity: 40,000PCS per day

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

YANGZI

VIRUTAN



Remote infrared thermometer

als B
Shonedon LET Tochnoiog Co Lhs
MOTUINE 400204 214

Certificate of Compliance
CERTIFICATION OF REGISTRATION oo, LsTaoomee

Applicant nmmwmas.mmuo\ummm
TO' Address ¢ Xingsha Industrial Base, Changsha g
g Manut Hunan ST Medics Devices ot
. . N acturer ¢ Hunan
Hunan Jrt Medical Devices Co., Lid Foom 301, Bty 8 e Norh Rosd,
, — _ v Y ok Oreeruworka; Ho. 1, Lantien
Room 304, Building BS, Dreamworks, No.1, Lantian North Road, Ningsha AR e T T ’
Industrial Base, changsha Economic and Technological Development Zone, ol i e
Changsha, Hunan, 410000, CHINA PN - - i
Test Standard @ EN 60801-1-2:2015
(CISPR 11:2015;1EC 61000-3-2:2014;1EC §1000-3-3:2013;
is registered and has listed the following medical device with the U.S. Food and R i s e
2 1EC 61000-4-11:2004)
Drug Administration(FDA)
The EUT cescrided above has been testad Dy us with the I'sied standasds and found i compliance
W Number : 10070673 with the counci MDD directive 9342/EEC 1t is possbie 1o use CE marking to demonstrale Ihe
comgaiance with this MDD Dwecive. 1t 18 only vaiid in connection with the test report number.
LST2003790395R-2
Listing Number: D393624
Product Code : FGZ < €
Product : Forehead Infrared Thermometer L :S -I S Seepuptomss

Model(s) : JRT-018, JRT-016, JRT-017, JRT-023, CW-88 e, » .
Date Of Registration Status: 2020 . Certificate of Compliance

Certiticale No. | LST200378039F-2

Registrar Corp will confirm that such registration remams effective upon reguest and preseatation i —— T Applicant . Hunan JAT Medical Devices Co..Lid
0‘ u“’ lerkll‘ unt lh!. md Or Ibs year smd Nl uﬂk‘!& M 'qm.\m ] wmm“\’ lﬂt‘i o oot o Applicant Room 304, '”-“ 85, w No. 1. Ll"ﬁ'l 'h'\ Rﬂ‘.
ssuance of thes ceruficate Registras Corp makes 1o other represeatations O warrantics, not does Address i Xingsha | - 8;“ cm and Te gical
this certificate make any representations or warmantacs 10 any person of entity other than the named e N
ceruficate hoider for whose sole bencfit 1t 1s ssued Thes cortificate does not denote endorsement R, m;gf e“uul“m“ g’sm No. 1, Lantian North Road,
or approval of the ceraficate-holder’s device or establishment by the US. Foed and Drug Address g Base. C [ ic and Technologl
Administration(FDA). Registrar Corp assumes 80 habdity (0 any person of ity in consection e °“""°’L“".". z."""!';“""‘""""“ Chine
with the forcgoing. - G ; ‘ = WN : JRT-023
Pursuant 10 21 CFR 807 39, "Registration of a device establishment or assignment of a registration _— ;T TIRT I RES . INTRS
number does not m any way dencec approval of the estabhshment or its products. Any ot Beadaid
representabion that creates an impressson of offical approval because of regISIralion of POSsession Tihe sabunitec iavple of e Mukmant s boset Sasted snd fokand 16 cowile Wl i
of a registration number is miskeadng and constitutes masbranding foowing stancards-
The US. Food and Drug Administration(FDA) docs not issue a certificate of registraton, nor » FoCPat1s g
does the U'S. Food and Drug Administration recognize a certificote of rogistration. Registror Cor e g,

- g A pnLse a e g cE P This verffication is part of the full test report(s) and shoukd de read in conjuncticn with it. The
15 0ot aflihated with the U.S. Food and Drug Admimistration(FDA) referred test reporis) Show thal 1ie ProduC! COMP2s with STANJAIT(S) recognized as givirg

presumption of compliznce with the essential regu rements in the specified FCC standard
This Vesrtcation does not imply assessment of the production of the product it is only valic n
cornecton with the test report numboer: LST200378009FR-2.

Tek oA SDOOWAO' 4 Fas o8l TIPS R

A et Bt oy Vimba vty soem B o Ovarich Shacchan Chica
o whia com Bt 't bR E4 e

Manager
Issue Date: Apr. 07, 2020

Establishment Regstration & Device Listing Websile

hitps /iwww accessdata fda goviscripts/odrh/cidocsicfRLUM ofm

VIRUTA



Remote

Type A

Specifications:

Measure temperature : 32-42,9C

Size 150*85,5*43mm Batterie

s: 2x AAA

Producing capacity: 30,000PCS per day

infrared thermometers

LCOKFZ T

REUYIREE

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Remote

TypeB

Specifications:
Error: 0,1 C

Measured temperature : 32 -42,2°C
Size :138*37*37mm

Batteries : rechargeable battery

Producing capacity: 30,000PCS per day

infrared thermometers

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.
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Remote infrared thermometers 3

LCD Backlight 1s
fast

reading Beep
alarm 99
memories Unit

switchable
MOQ 1000pc

Packing:

1pc/color box
30box/carton

Carton volume: 0,05m3

Btbek Riedtstsgryiae category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

VIRUTAN



Remote

infrared thermometers 3

CELAB®
Via Maira anc
04100 Latina
Italy

Certificate Number UCN
Job

Date of Issue

Certificate valid up to

Brand Name
Type
Model N

Manufacturer
Address

celak

CERTIFICATE

. 802792330465
. J20855

. 2020-03-25

. 2024-03-24

. Tida
: Infrared Thermometer
: TD133, TD238, TD338

. ).
No. 2U, Changshs road. Dslong street.

Fanyu District, G.trmgzhou China
Standard Used : EN 60801-1:2008+A1:2013+AC:2010, EN 80801-1-222015, EN  J71:2012

Conclusion :

After inspection of the technical documentation izaued by the cusfomer, and in hiz reques! we express our
opinion that the product meets the technical requirement of the following directives and =fandamds.

B3/42/EEC Medical devices (MDD)

Thiz opinion iz only valid for the directive, the equipment snd configurstion descnbed. in conjunction with the
test data defailed sbove and with compliance with all spplicable legal requirement for the product
The following manufacturer documents was inspected:

Presence of Declarstion of conformity template v OK
Fresence of test report using standards as indicated in the declaration of conformity v OK
Test report reference : 80381031707A/2020

Presence of ce symbol in the product lsbel. v OK
Presence of instruction manusl v OK
Use of walid Hamonized standard in the declaration of conformity v OK
Presence of product description in the technical construction file v OK

Copynght of this Cem'ﬁcateisomvedbycﬂAB. Italy and may not be reproduced other than in full and with the
prior approval of the General Manager Use of thiz certificate is subjected fo Celab regulation available on Celab
web sife.

Check the authenticity of this certificate and related information before use in the web site
www_celab.com introducing the UCN number in the ‘Check document authenticity’ area. You will see
copy of this certificate and regulation on cerfificate use. This document is released only for scope
allowed by laws- Do not use this document without full understanding of regulation.

General Mansger—- CELAE S v o)
www._c8 lab.com

www.celabweom

9GS

Test Report No.T31920261824SC Date: JUL 30, 2010 Page 1of 4

nING

The following samples were submitted and identified by/on behalf of the client as:
0.%HG OVOLTS 6F22, CARBON ZINC BATTERY. METAL JACKET

Style No. . CA310202620010

Manufacturer NEW LEADER

Country of Origin . CHINA

Sample Receiving Date JUL 18, 2010

Test Performing Date - JUL 18 - 24, 20190

Test Requested Conclusion
1. | Europesan Directive 2006/86/EC and its amendments (Directive 2013/86/EV) - PASS (SEE

Lead, Cadmium and Mercury Content REMARK)

2. | Mercury requirement in compliance with various USA States requirement PASS

Remark: According to 2008/66/EC, the corresponding chemical symbol beneath the cross-out wheeled bin
logo is required if the heavy metal content in batteries and accumulators exceadad the values specified
under labeling requirements.

t4nsesst FOR FURTHER DETAILS, FLEASE REFER TO THE FOLLOWING PAGE(S) *****=**

Signed for and on behalf of
SGS Hong Kong Ltd.
S |

o
oS

Che Wai Leuk, Jerry
Technical Manager

Thia dotavant v mesed by 18 Commary AaBjact 10 10 Gacars] Coreitions of 2anica prvvmd cvnras!, wallasire 30 regeeet & scoanale e ¥ s i ess socn s Tarme aad- acclians At wd Yo sacirani
farmae documieTe, c@ect 45 Torvs and Condrare fr Dcrons Docoverih v L0 Donolad Loot o TaTIA 208 Co0d 2ass TNTI S SLAATICLINGS *1Wr1Ro & v © 4 Trriwion of hdir,
ndacericatar snd Waian dafvas tharwn. wuwuuwnnmmmmwmummnmmdum”.um
m-. lltbn\l lm'"' mm.nrlnhmwu-umnnnimmmmw—wnnm Fram avarzieing 1 er Aghie ol sbigatans under

1w v e A 0T M Pal WRBer DAt AN 2000V N of tha Carepany Ary Lrastharaed BMeraion, ey &0 DS ion of e CATMAE & ATDMIINCE
d“mntmmn‘d’n‘um,um.uumwmn
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Remote infrared thermometers 4

Technical parameters:

Transport&storage- Temperature -20C-55C
Atmospheric Pressure:70kpa-106kpa Indicating Unit
Resolution: 0,1C

Accuracy: Body temperature mode:35.0C-42.0C
Within range +-0.2C

Body temperature mode:35.0C-42.0C Out of
range +-0.3C

Measuring Range:Body Temperature Mode
32.0C-42.9C

Measuring Distance: 5-15cm

Power supply: DCOV

Battery Automatic Power Off :90

sec Product

size:100*46*160mm Product

weight:125g(no battery)

Production capacity: 10 000pc/week

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

VIRUTAN



Remote

Attestation

of Conformity

No. ICR Polska/M6330127

Ce

o Dt Laabew Oy

Nave ard addre
of Registared Mans' s tarwr

Product name:

T NG - -

WVivte o o b @n | Pews vty

Product type/ model . S 008 S8 OSA SE NOME S0 ST, S Sk
TN S TWO ST T
Trade mark: CQOC s =

This Anestation Ofiems That the praded meets
normetive documants and withen Bmits of its

Sy2er Cotfiare "wrart o

Tt ol 1 ectardacce with e proge= PO POT LY
SLLOrSNCE Wi et TeDOrT Made Dy

enthen) Co, U

MO0 I115E, TRC0031 31154
34.62 2020
7200 200

The mutud cONgano s and e of B Coriiicaton are e lemad By ™ corerect Re. XCA
PN 03128

Tht Ao ON 100485 70 DroduaTi M) TN S AT D N8 [ ParEraters | reended sa TV Ny
beer svustesd ard meet Tw moureTET: ¥ e forerernoned tanist

—

Drecor Rafs Laloowms

it B e

Wersaw, 24 00 2000

KON Polnka Co I
J Mo Mrpom-math Sl Nerpmms

wn L oe ha _ " DA

infrared thermometers
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ZERTIFIKAT & CERTIFICATE ¢

VIRUTAN

a4

Declaration of Conformity

Corfcam No

Moapi Ram Numbder

Haao

Oue oy
Numder of Test

EC Ovecrve

Tt Saaew

Concbaon

TMCOONI 1568

ok 28 No 9 Chumngun Road. Jangyang Diatnct Luahay Cay

e ¥ Uhuargem Road Jargyeng Damvet Luahou Cay

Metcal infrw Sermometer

CLOC & &%
S TO08 SC.TOORA, SK. TOOES, SX Ym\s._.,‘ T008. SK.T007. SK.T000
ST 000, S T200 8. T 0 o P
s
Inpnt DOWY Y b ...x_.

Mach 14 2000March 17, 20008 7

\ |
TMCO01 11882 ! 1 143

2N )\
/ ’
Mockcar Devces Drecave PN 2EEC
N { )
EN 60601122015
N 000071 S0 A1 22014
FNN
nY ANy

- J
N N y
» ¥

T O i s of EMC Gt M Boer 7 o 13 4000c 84 Dasent % N wo s of Vs peats == By
Laboratory of TRC fo:'\.,‘y\on;“'.!hre\r, Co. LW 00 savpie o P BOOve Sartioned pradat n
AL Wi D0 Gran BOS P rena v ectc Banaats g e Wicd Devoss Drecsee DQCEC
# & pombie u.&{éi\) N SO e P (OmdaNE ot g D Tee

e ave

N/

Sharuten.  Marn W 2000

TMC Testing Services (Shenzhen) Co. Lid.

LF _ock A XmMaa Congrong noatral Pas. Ne 2
Shhwuen Hood Shaweg Com murdy, Swan Soreel Booar
Duixt, Senzten Ohea

Ted *86-T45- sC4Q0

Emal con@mmo 00 com  MID www Ing-lab com

/o o,
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Remote infrared thermometers 4

= TMC
: ™
2 TR TNC Tesimg tmi.n (Shenzhen) Ca. Ind Report No - TMCIO 241294
——
- . X
[+ =
“ Certificate of Compliance
(&
° Certficate No TMC200016121-C C
Aopicant
g AdZess Block 28, No.9 Chuangan Road, Jangyang District. Lushou Cly
g Martacrser’ 1 APPLICATION FOR EMC DIRECTIVE
e Adare SIocK 28 NO.9 Lhuengas: + v Distnct, Luzhou Co
-~ " o v On Behalf of
; Proaxt Name Medical Infrared thermometer
: Trace fame CLOC . MX
= SI.TO08, Sx.TOOBA, SK.TOO88. SK.TOOAC, SX. 7006 SK-T007, SK.TOOS Medical infrared thermometer
L 4 SK-T100. SK-T200, SK-7300 A4
- o A March 16, 2020 March 18, 2020 S Trade Name: CLOC ZRK
Nurder of Test prpei
; e TMC200016121-C // . . - -
- Report 45" Model: SK-TOOS, SK-TO0SA, SK-TOOSB, SK-TO0SC, SK-T006,
e EC-drectwe Rms’ochcm.tu;:owwgwmnmoommzovs €V o £ Pt ¢ 2
E£C 62321.12013 " SK-TOO7, SK-T009, SK-T100, SK-T200, SK-T300
- N/ \\,,
b= ecean 312003 A X 7\
w ECE23N4207 Y '\‘ 2 Prepared Ver :  Lusbeou Shined Techoslops Co Lad
© Test Stancard :z :i;;::;‘;:; y \-., Hlock 23, No ¥ Chsaagoe Road, Maagysag Datrct, Lashoo Cey
¢ EC 620207, 12015
o EC G2 7-220'T
,.' V,Eﬂﬁ‘{?‘“m’ Prepared By TVMC Testing Services (Shemzhen ) Co, Lad
Conchesion ' A
T Cortteaton MC@M. m:wamwcwmmonnm;u-m T Block A \smivdas Uomgrong Indwstral Park. No 2. Siwhasa Road. Sheioeg (om
part &" J Tessrg S c08 (S ) Co. Lad on of the s, \?\u Sooct. Bavee Desinet, Sherben, COhie
mwﬂwwnxw:-mmmmdxmwmknm ad e Tek ~86-755- Se6l2N61
quctwmrsmmvwrc Directve 201 18SEU. It is possble © use Web awe a1 con
MWmmtonmc with trys drectve F-oud: Covamc-lab com
Ptcoy!kodrm Shenzhen, March 18, 2020
TMC Testing Services (Shenzhen) Co., Lid
1F. Block A, Xorahuda Gongrong Industral Park No. 2
She Rosd S Oatist < Street Dae of Text Masch 24 2000-Manch 28 00
Bacan Daykt Sherchen, China Dute of Repent Manch 26, X000
Tol *86-755- 86642861 Report Nesnber TNC003341 20.8

Emal cort @onc- b com

MHID /Awww c-lald com
- e\
e~ A0
Sy €N TV Tevlag Serviows (henrten) Ca, LA8 11 Bl A Nadudu Compumng e Pk, S & Shibuam Rand. by C ooy
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Remote

s
ST X

§
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2020

CERTIFICATE OF REGISTRATION

Thie Cortifics Bee

‘ S il el R s b | .---““‘. 7&
Lz bou City, Sichuan, 6460000 HINA |
Was reghiernd wilhh U3 Food & Drug Admsiahy stica, Center Ior sdogscal
ek, pursait 0 Be Code of Federl Ropulistions 21 CTR hoet has beeny
' verified with the repiviras s suthorizstion, by TMC T m) Co. L
Owmey Opor stor Nunloer ﬁ*
Lhviong ™ e bew Pyt Coled sy * Sameio
TREEMOMETER,
Q - CLANICAL COLOR
CHANGE
MRS
Ineed Npgewl 2. 20
o
PR 56 TRy SN T S0y NSy SeRPOTs Bler, S0 whone sae danire £ v maad. TN

s Qe
e, SK-THA SK-TOMA SK . Tas.
Propretary Nawe.
Dayrelan L&l
e L eny TaL LH sy

TODNK - TONT
S ] » Swweg Lenreir (hrwere ) o, L2a acr veries et P shove Pt
fadey o B UZ Mk A Dvag A2 ot Cwaee £ Dewver ook Badis paisd aabh,
o W o Pederd Sapd s b L w e A mewd e, B mabe A e
ot N Sl @ T EORT v Sewd PG (PO M SeT SN NP CETORAL N ST 10 e
W Cmmeng Zevvewr ey O

Trteg
B SO A Y P ey A e wih S S
M. & private segeteuw: gpest o v ot ST ind wen e 10
Fow et g Ave et e

THMC Testing Services (Sherchen) Co, Lid
CrHINA OFFICE  O88-7S5-88532861
Wed 'p wew s gov

infrared thermometers

o

m?&m;vwm&wg

FRRER

a2

 CTTTTTTTTTTTIT

%

VT

25
ko

VIRUTAN

®
-

P
3
-
=
-
<
=

a4

CERTIFICATION
EUROPE <o

Certificate of Registration

Centificate NO: 10136652M
This is 10 Contify that the Madical Nesiers Indagtry Masagoment Systom of
I L. m

o . - ngyang District, Luzhou
City, Sichuan Province, China

Management

e

This lym v for the
R&D, Production and sales edical infrared thermometer,

bracelet, temperature monitoring watch,
phone, temperature detection assess

ISO13

“\, »€quipment, medical protective mask

&dbﬂ:&.ﬂ.m

This certificate will not remain valid only if the certified organization
accepts at least one surveillance audit annually within the validity
period of the certificate In which the surveillance audit conlorming
mark is in the designated position on the certificate

Date of cxpiry: Mar. 22, 2023

Li 2months | 24months

———— il

CERTIFICATION EUROPEMNONGKONGILIMITED WWW.CCE-MX COM

Has boen audixd o the following Modical Devices System standand. 3



Infrared Human Temperature Detect Door

Non-contact temperature detection: the temperature ' : I e
of the forehead of a passing person is tested by an |
adjustable infrared sensor.

Test accuracy: +0.3-0.5C, testdistance:
5cm-30cm.

230MM

Adjustable settings: People of different heights can v
adjust the sensor angle by themselves to find a
suitable angle for measurement.

Metal detection and temperature detection function:
Metal detection function and temperature detection e
function exist at the same time. Wider range of use.

5 ) | MM—
SEIMM——

Multi-zone technology: 18 detection zones, the -
sensitivity of each detection zone can be adjusted _‘
arbitrarily (with adaptive adjustmenttechnology), and

there is a high-brightness LED alarm location indication

to accurately locate hidden contraband areas. 2,

MOQ-10pcs (in stock)

Packing: ~—
8 o

1pc-2carton Total

weight 65kg

lcarton: 76%*25.5*39cm
2carton: 231*65*19.5cm

Other products in same category and all Incoterms available.
Prices are updated daily. Please ask for current prices and discounts.

VIRUTAN
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Shanghai Institute of Quality Inspection and Technical Research

B W GE P

CALIBRATION CERTIFICATE

EHMT, J20332000464 9
Cenificate No.
% ) %K
® P B a EMH RN FE26Y
Addrens of Cunt ey
g - A Ml e E RN ERT] (RN
Nome of Samgies
MY /B% ZA3000
Type Spcaficaton
WIW 20200011
Serien N 2
I L (1 Bl =
Mot fae turer =

G

1
KO® “"”‘
Owihad By
L
{2 «PJ%
Caddrmad Iy
WMEam__2020 F_03 H_19 1
Pate of enlibrst iom Yo St Dav
Aoy, ERBIIAMN 0§ NRPost Code )y 201114

W8 Telephone ) 02154136360, $4336355 M RAFa): 02154336300
AT Emal) gl copen PR (Web it ) www agl.ong cn

Infrared Human Temperature Detect Door

T R R R BRI B

Shanghai [nstitute of Quality Inspection and Technical Research

hTaY

TN 120332000864
Cenificate No

EXHERRENRAIN (KRB, 28),
Reference documents for the verification se cabibration (code. name)
JIG 8356-2005 LIS A e ey

HRIBCERE,

Location and emvwenmental condition

WREA: LB 900 Y S SR 503 % R !

Location Othary

Haan:. a1 T NnEN @ “
Ambieat temperatury Relative bumidity

AXHMAEAGERIREABA,

Main measurement standards used in this calibration
RN L) MR UMM & 908G/ AR
Name/Type Number Messaring range/Accuracy - Certificate No/Due date

(30~550)C I BEN: S(0)T
RIFEM WO IR /RSSO JAAIHUSSS R0 1%) N0min. Boity, < 201 E12-10-2098043001202

(0ISTIR0.15%)
UEHREABANRGLUMBNEREN.

Quantiy values uf shwve mensuremest stasderds sard s this colibestion are tracrd te thane of (e witional prisary standards in the PR Chima.

e,

Reswlts and additionsl explanstion
=280 LT *fA R 8
. QR ' { . C )
360 350 00
70 370 00
50 %0 00 R

YRAREM: AR, =15C )

HIEMRERY 02m

Ursn

FEHRANBROMEIMNE () TENR. RNEARGN, THEIANEESOAN.
The data are valid aaly for the Samplers) Partly waing this cortificate wil not be sdmitied uniess sllowed. =

VIRUTAN



Infrared Human Temperature
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Certificate of Conformity

Certification Number: HY20CC-399E
Shenzhen HuaYu Test Technology Co.,Ltd. hereby declares that testing has been
completed and reports have been generated for:

Applicant: 14

Address: A403 QIFENG DIGITAL TECHNOLOGY PARK, 26BAILI ROAD,
XIALILANG COMMUNITY, NANWAN STREET, LONGGANG
DISTRICT SHENZHEN CITY, GUANGDONG PROVINCE P R CHINA

Manufacturer: ‘

A403 QIFENG DIGITAL TECHNULAUG Y PARK, 26BAILI ROAD,

XIALILANG COMMUNITY, NANWAN STREET, LONGGANG .
IINA

Address:
DISTRICT, SHENZHEN CITY, GUANGDONG o= i

A403 QIFENG DIGITAL | ECANULUGY PARK, 26BAILI ROAD,
XIALILANG COMMUNITY, NANWAN STREET, LONGGANG
DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE, P.R.CHINA

Walk through body temperature metal detector

ZA3000, ZA3000A, ZA3000B, ZA3000C, ZA3000  "A3000E, ZA-3000BX

Input: 220V~240Vac S0Hz 1.0A

Output: 24V= 2.0A

All models share same circuit diagram, just different with appearance and
power. All test on: ZA-3000D

EN 55032:2015+A11:2020

EN 55035:2017

EN 61000-3-2:2014

EN 61000-3-3:2013

The EUT described above has been consolidate by us and found in compliance

with the council Electromagnetic Compatibility (as am - 2014/30/EU.
It is only valid in connection with the report number: HY20CR-399E

A
This certificate of conformity is based on a single evaluation of the submitte
mentioned product. It does not imply &n assessment of the whole product and relevant. Directives have

to be observed.
No. D880, 4th Floor, Building 1, Detai Industrial Park, Huarong Road No. 460, Dalang Strect,

Longhua New District, Shenzhen
Toll; +86-755-85293110 Fax: +86-755-21014842 http://www.hyjciest.com

N A A A A R A A A A A A A A A A A AR A A A R A O I I S R A R R A R N T A S A R R R R O R
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Detect Door

F@ Attestation of Conformity

Attestation number; HY20CC-399F Report number: HY20CR-399F
The device, as described herewith, was tested pursuant to applicable test procedure
and complies with the requirements of FCC PartlS B Rules

All measurements contained in this report were conducted with ANSI C63.4-2014,
American National Standard for Methods of Measurement of Radio-Noise Emissions from
Low-Voltage Electrical and Electronic Equipment in tha ranar of O kHy» 1n 40 GH>

Applicant: = = :
A403 QIFENG DIGITAL TECHNOLOGY PARK, 26BAILI ROAD,

- AL W ARLA L AL s e

Address:
XIALILANG COMMUNITY, NANWAN STREET, LONGGANG
DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,
P.R.CHINA

Manufacturer: oW ) o S
A403 QIFENG DIGI I AL | ECHNOLOGY PARK, 26BAILI ROAD,

Addear XIALILANG COMMUNITY, NANWAN STREET, LONGGANG

: DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,

PR CHINA

Fmry: =4 N A
A403 QIFENG DIGITAL TECHNOLOGY PARK, 26BAILI ROAD,

Address: XIALILANG COMMUNITY, NANWAN STREE ™ LONGGANG

: DISTRICT, SHENZHEN CITY, GUANGDONG "~ JVINCE,

P.R.CHINA

Product: Walk through body temperaturce metal detector

Rating: Input: 220V~-240Vac S0Hz 1.0A
Output: 24V=— 2.0A

Model: ZA3000, ZA3000A, ZA3000B, ZA3000C, ZA3000D, ZA3000E,
ZA-3000BX

Note: All models share same circuit diagram, just different with appearance
and power. All test performance on: ZA-3000D

Laboratory Name:  Shenzhen HuaYu Test Technology Co.,Ltd.

The results in this report are applicable only to the equipment tested.
?s;cponshllnm!tfe-pmdwcdmptinfuﬂwnbommewﬁMappmVﬂofShcnzhcn
ul oot
18,1

Date of lssue: March 19, 2020
Industrisl Park, Huarong Road No. 460, Dalang Street,

Loaghoa New District, Shenzhen
Tell: +86-755-85293110 Fax: +86-755-21014842 http://www.hyjctest.com
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Infrared Human Temperature
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Certificate of Conformity

Certification Number: HY20CC-399S
Shenzhen HuaYu Test Technology Co.,Ltd. hereby declares that testing has been
completed and reports have been generated for:

Applicant:
Address: A403 QIFENG DIGITAL TECHNOLOGY PAKK. worst wnnin sesos ias,
XIALILANG COMMUNITY, NANWAN STREET, LONGGANG
DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,
!f.R.CHINA
Manufacturer: R
AL TECHNOLOGY PARK, 26BAILI ROAD,
. AALILANG COMMUNITY, NANWAN STREET, LONGGANG
Address: DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,
P.R.CHINA
Factory: '
el QIFENG DIGITAL TECHNOLOGY PARK, 26BAILI RUAL,
Address: XIALILANG COMMUNITY, NANWAN STREET, LONGGANG
" DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,
PR.CHINA
Product: Walk through body temperature metal detector
Model: ZA3000, ZA3000A, ZA3000B, ZA3000C, ZA3000D, ZA3000E,
Rating OV~ 240Vac 508z 1.0A
ng: lllpﬁ. ~ ac d
Output: 24V== 2.0A '
Note: All models share same circuit diagram, just different with appearance and
power. All test performance on: ZA-3000D ‘
Test standard: EN 60950-1:2006+A11:2009+A1:2010+A12:2011+A2:2013

The EUT described above has been consolidate by us and found in compliance
with the council Low Voltage Directive — 20423S584[ It is only valid in
connection with the report number: HY20CR GO

Ce

This centificate of conformity is based on 2 single evalua _
mcmonedprodzxt.hdoana:mplymmcmofmwbole 0

10 be observed.
No. D880, 4th Floor, Building 1, Detai Industrial Park, Huarong Road No. 460, Dalang Street,

Loaghua New District, Shenzhen d . ’
Tell: +86-755-852931 10 Fax: +u-1ss-2|oum In:p:ﬂwvv.hyjeuu.m

; and relevant. Directives have

Detect Door

Attestation of Conformity
RoHS

Certification number: HY20CC-399R

The device, as described herewith, was tested and/or verified on the basis of samples
and/ or RoHS test reports provided by the Applicant, and to be certified that the
hazardous substance are in compliance with the Directive:

2011/6S/EU Restriction of Hazardous Substance

O OO NCRrNrSesS

l[:C 62321-6.2015 IEC 62321-7-2:2017, IEC 62321-8:2017

onlylothcdcviecslatcdmd/ormmvuiﬁed.
pt in full without the written approval of the

pigpanicd with the RoHS report verified and

516]

516161616
By N R

Date of Issued: March 19, 2020
ni Industrial Purk, Husrong Road No. 460, Daleng Street,
Loaghua New District, Sheazhen

No. D880, 4th Floor, Building

OB AARAAINANREAIRARSIATNAARI AR I ISR IRAR AR EA NN

The test results are traceable ts ,ﬂu l%tsr-gth..l ar n,% standarde
Applicant:
Address: A403 QIFENG DIGITAL TECHNOLOGY PARK, 26BAILI ROAD,
XIALILANG COMMUNITY, NANWAN STREET, LONGGANG
DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,
P.R.CHINA
Manufacturer: SRR TS
A403 QIFENG DIGITAL TE(.HNOI OGY PARK, 26BAILI ROAD,
Addeeas: XIALILANG COMMUNITY, NANWAN STREET, LONGGANG
’ DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,
P.R.CHINA
- Factory:
= AL B ~vAnK, 260AIL1 ROAD,
- DISTRICT, SHENZHEN CITY, GUANGDONG PROVINCE,
: P.R.CHINA
Ok Product: Walk through body temperature metal detector
3l Model: ZA3000, ZA3000A, ZA3000B, ZA3000C, ZA3000D, ZA3000E,
1 ZA-3000BX
5] IEC 62321-4:2013+AMDI1:2017, IEC 62321-5:2013,
1E
8| %
e

Tell: +86-755-85293110 Fax: +86-755-21014842 http://www.hyjctest.com , { ‘
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VENTILATORS
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VENTILATOR ASM812A

eSuitable for adult and child

eFor various treatment environments such as
emergency room, operating theater,
ambulance, patient transfer and first-aid

eUnique invasive and non-invasive ventilation
modes to meet the different patients’ needs

e Inspiration halt, convenient for sucking phlegm

e Oxygen mixing technique to adjust oxygen
concentration and meet the oxygen therapy
need

e Alarm and monitoring system which meet
the international safety standard

e TFT screen, displaying various respiration
parameters and waveforms

e\With built-in battery and on-vehicle power
connector for A/C and D/C power supply

e PEEP valve, humidifier, trolley, supporting
arm and other accessories as optional

VIRUTAN




VENTILATOR ASM812A

Main parameters

Applications: Adult, child

Control mode: Pneumatic driven and electric controlled, time switch, pressure
limit, volume control, apnea ventilation

Ventilation modes: A/C, SIMV, SPONT, SIGH, NIPPV, manual
Respiratory rate: 4bpm~80bpm

Tidal volume:0, 50mI|~1500ml
|:E ratio: 1: 0.3,1:0.5,1:0.7,1:1,1:1.5,1:2,1:2.5,1:3,1:3.5,1:4

Trigger sensitivity: -2kPa~2kPa, continuously adjustable

Oxygen concentration: 48-100%

Display mode: LCD screen display

Waveform: Airway pressure waveform display

Monitoring parameters

Tidal volume, Minute volume, Respiratory rate, Peak airway pressure

VIRUTAN

Alarm parameters

Upper airway pressure limit
Lower airway pressure limit
Low battery alarmLo Power
supply failurePow Silence for
alarm

Note: This machine can be a portable one with
oxygen cylinder.



VENTILATOR ASM812A

o . ®

EC Certificate TUVRheinland

Directive 93/42/EEC Annex li, excluding Section 4
Full Quality Assurance System

Medical Devices

Registration No.: HD 60130281 0001

Report No.: 16802111 006

Manufacturer: | PSR a——

L W S LE

LEIYE ol = § S
PESEE S BELdl Ml A EST
100039 Bsijing

China

Products: Medical devices

(see attachment for site and products included)

Replaces Certificate, Registration no.: HD 601241381 0001
Expiry Date: 2023-07-11
The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il,

section 5 of the aforementioned directive. For placing on the market of class Il devices covered by
this certificate an EC design-examination certificate according to Annex H, secticn 4 is required.

Effective Date: 2018-07-12

Date: 2018-06-13

TUOV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

PR OB 98 1 ULy el U g wpsest Lsdensis LUISEIS Y a7 25D 00 MR INSS PIOF £ Hhved

VIRUTAN

TUV Rheinland Hegs

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60130281 0001

Report No.: 16802111 006

Manufacturer: Pom oy Memelm .
. T
will A | Bl M 0N
"y gy sy e
100039 Beijing
China

Products:

Anaesthetic Units

- Anaesthetic Vaporizers

Ventilators

Medical Ultrasound Diagnostic Systems

Site included:

= ! " | |

Date: 2018-06-13

. ®
TUVRheinland

1/1, Rev. 0

AT G

TS TUES Rl T men engiabaress yoderarss, LBI3Ui0 £ 10 SPTICELON 6301 RS 101 spivee




VENTILATOR ASM812A

100+ pcs in stock
30 April - 300 pcs in stock

Price on request

VIRUTAN



VENTILATOR S9

INONINVASIVE VENTILATOR!

This model is designed for home use with
minor respiratory failure. But in emergency
cases, this model is certified to perform the
functions of medical ventilation.

e e
.
e

z?; """"" n""‘

100 pcs in stock

Price on request

DC power inlet

Module/Adapter port

Air filter J

SD card slot /

Air outlet

VIRUTAN



VENTILATOR S9
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ZERTIFIKAT ¢ CERTIFICATE o

({ DAKKS

Devtsche
Akkrediberungsstelie
O-IN-112323-01-00

Certificate

Product Servics

No. Q5 049861 0154 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

ResMed Limited

1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

ResMed Limited
1 Elizabeth Macarthur Drive, Belia Vista
NSW 2153, AUSTRALIA

ResMed Asia Pacific Limited
1 Elizabeth Macarthur Drive, Bella Vista
NSW 2153, AUSTRALIA

Design and Development, Production and Distribution,
Installation and Servicing of Positive Airway Pressure
Devices, Ventilators, Humidifiers, Masks,

Tubes and associated Accessories,

Patient Data Recorders (Respiratory).

EN IS0 13485:2018

Medical devices - Quality management systems -
Requirements for regulatory purposes

(IS0 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a guality management system, which meets the
raquirements of the listed standard(s). See also notes overleaf

Report No.:

Valid from:
Valid until:

Date, 2018-10-16

Page 1 0f1

JAQ235034455

2018-11-23
2021-11-22

[ o

Stefan Preift

TOV SUD Product Service GmbH « Certification Body + Ridlerstrafie 65 « 80339 Munich » Germany
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ZERTIFIKAT @ CERTIFICATE ¢

Product Senvice

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or lll)

No. G116 06 49861 115

Manufacturer: ResMed Limited
1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

EC-Representative:  ResMed (UK) Ltd
96 Jubilee Avenue
Milton Park, Abingdon, Oxfordshire

OX14 4RW

UNITED KINGDOM
Product Positive Airway Pressure Devices,
Category(ies): Ventilators, Humidifiers, Masks,

Tubes and associated Accessories,
Patient Data Recorders (Respiratory).

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for desian, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |I.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class |ll devices an additional Annex |l (4) certificate
is mandatory, See also notes overleaf.

Report No.: JAQ235024313
Valid from: 2016-10-04
Valid until; 2021-10-03

Date, 2016-09-29 ;

Stefan Press

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 10f 2

: = ®
TOV SUD Product Service BmbH - Zertifizierstelle - RidlerstraBe 65 - 80338 Minchen - Germany TOV

VIRUTAN



VENTILATOR S9

& VAT, p

4” X
:' FDA U S FO 0 D & D RU G Uf\ rnud A Dmc; ﬁ-".‘ninus'y.\h;n
3 o 10963 New Hampshire Avenue
=‘ ADMINISTRATION SEver Spring NID 26991

5 ny SUTER S0 DTIVIES AN AACCL OGICAL HEALH wwe [dz gov

Certificate No. 12678-7-2019

CERTIFICATE TO FOREIGN GOVERNMENT

In order to aliow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List See Attached List

(Three Pages)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

(One Page)

Itis certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

oz igres

CDR Caesar A, Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from August 01, 2019 to July 31, 2021.

'4” U.S. FOOD & DRUG
1‘. ADMINISTRATION
Porwa

CUMIR (5 DEVELS 190 TASK GG WIS

Certificate No. 12678-7-2018

Certificate to Forelgn « Name of

Neme of Manufacturer
Manufacturer
ResMed Asia Pte. Lid.
8 Loyang Crescent
No. 05- 01
Singapore. SINGAPORE 509016

Legal Manufacturer/Manufacturer

RESMED LTD.

1 ELIZABETH MACARTHUR DRIVE

BELLA VISTA, New South Wales AUSTRALIA 2153
Name of Distributor

Distributor

RESMED CORP

9001 Spectrum Center Boulevard

San Diego, CA USA 82123

~~END OF MANUFACTURER/DISTRIBUTOR LIST—

£ 4 U.S. FOOD & DRUG
'iz( ADMINISTRATION

MR TR DEWIED A0 RATICAOMAL WEAL

Certificate No. 12678-7-2019

C to Foreign = Name of F t(s)

AlrTouch F20 Full Face Mask

AirFit N20 Nasal Mask

AirMini N20 Setup Pack

AuFit N30i

AirFit F30 Futl Face Mask

AirFit P30I

Mrage FX Nasal Mask

Mirage Softgel Nasal Mask

Mrage Micro Nasal Mask

Mrage Quattro Full Face Mask

Quattro FX Non-Vented Full Face Mask System
Quattro Air Non-Vented Full Face Mask System
Meage Non-Vented Ful Face Mask System
Unra Mirage Non-Vented Full Face Mask System
Uttra Mirage Non-Vented Nasal Mask System
Pia Pedristic Mask

Quattro FX Full Face Magk

Quattro Air Full Face Mask

Swift FX Nano Nasal Mask

Swift LT Nasal P llows Mask

Hospital Nasal Mask

Hospital Fut Face Mask

ACCESSORIES

Apnealink Adr

Adapter

Breatteng Circut

Cablos

Cannuta

Card Reader

Carry Bag

Circuit

Climateline Heated Tube

ClimateLine Max Oxy Heated Tubo
ClimateLineAir Heataa Tube
ClimateLineAir Oxy Heated Tube

Effort Bet

Mask Elbow

Filter

Filtor Heater

Fl02

Gecko Pad

Heated Humidfier Base

HumidAir Cleanakle Tub

Humidifier

Humidifier with Water Chamber

HumidX, Humid X P us
Leakport / Leak Vaive

Mask Headgear Cushon, Frame, Chin Strap, Loops, Clips  Elbows
Mounting

Mouth Piece

Oximetry

Oxygen Monitoring Kit

Passover or Circulatng Water Chamber
Power Cable

Power Supply Station / Unt (RPS)
Pressure Transducng System

Remote Alam

RPS — Power Supply

VIRUTAN
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Certificate No. 12678-7-2019
C to Foreign - Name of

Name of Manufacturer
Manufacturer

RosMad Asia Pte. Ltd.

8 Loyang Crescent

No. 05 -01

Singapore. SINGAPORE $09016

Legal Manufacturer/Manufacturer

RESMED LTD.
1 ELIZABETH MACARTHUR DRIVE
BELLA VISTA, New South Wales AUSTRALIA 2153

Nam of Distributor
Distrbutor

RESMED CORP

9001 Spectrum Canter Boulevard
‘San Diego, CA USA 82123

Name of Product(s)
POSITIVE AIRWAY PRESSURE DEVICES
S9 Escape Auto

Lumis 150 VPAP ST

Lumis 150 VPAP ST-A
INVASIVE AND NON-INVASIVE VENTILATOR
Stellar 100

Stellar 150

Asral 100

Asral 150

HUMIDIFIERS

Hai

HS|

CPAP MASKS

NV AcuCare F 1-0 Full Face Mask
NV AcuCare F1-1 Full Face Mask
NV AcuCare F 1-4 Full Face Mask
AcuCare Hgh Flow Nasal Cannula
AirFa F10 Ful Face Mask

AT P10 Nasal Pillows Mask
Airini P10 Setup Pack

AT N10 Nasal Mask

ARt F20 Full Face Mask
ArMin|F20 Sotup Pack

{4‘ U.S. FOOD & DRUG
ADMINISTRATION
X0 —— SR

Certificate No. 12678-7-2019

C 1o Foreign - Name of P t(s)

Sensors

SD Car¢
Temperature Prove
Tubing

Tubing Wrap
TX Link

USB Stick.
Water Chamber
Water Trap
Wireless Module
XPOD

EasyCare Online/AlrViewMyAir
ResScan, ResTraxx

END OF PRODUCT LIST-
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VENTILATOR Stellar 100

INONINVASIVE VENTILATOR!

This model is designed for home use with
minor respiratory failure. But in emergency
cases, this model is certified to perform the
functions of medical ventilation.

@

Leak (Lk):
0-120 L/min (1 L/min)

Respiratory Rate (RR) AC locking clip
5-60 bpm (1 bpm) AC power cord

Inspiration Time (Ti):
0.1-4 sec (0.1 sec)

Tidal Volume (Vt): 50—
3000 mL (10 mL)

Minute Ventilation (MV):
0.6-60 L/min (0.1 L/min) e omnector g an

onnection for
H4i humidifier

Price on request

Power on/stand-by switch

Data port for USB stick

Data port for direct PC connection

VIRUTAN



VENTILATOR Stellar 100
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Freduct Sevioe

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD). Annex il excluding (4)
(Devices in Class lla, lIb or i)

No. G1 049861 0158 Rev. 01

ResMed Pty Ltd

1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

Manufacturer:

Product Category(ies): Positive Airway Pressure Devices,
Ventilators, Humidifiers, Masks,
Tubes and associated Accessories,
Patient Data Recorders (Respiratory).

The Certification Bedy of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms 1o the requirements of this Directive and is subject to periodical
surveillance. For marketing of class |Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overieaf.

Report No.: JAQ235040503
Valid from: 2019-12-04
Valid until: 2024-05-26
Date, 20191204

COu

Christoph Dicks
Head of Certification/Notified Body

Page 10f 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body + Ridlerstrade 65 « 80339 Munich « Germany
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EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex || excluding (4)
{Devices in Ciass lla, Ilb or Ill)
No. G1 049861 0158 Rev. 01
Facility(ies): ResMed Pty Ltd
1 Elizabeth Macarthur Drive, Bella Vista NSW 2153,
AUSTRALIA
=
Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SOD Product Service GmbH « Certification Bedy - Ridlerstralie 65 » 80338 Munich « Germany



VENTILATOR VG70

VCVA/C) PCV(A/C) PEBVC  SIMVVCV)+PSV
SIMV(PCV)+PSV SIMV(PRVC)+PSV SPONT/CPAP+PSV
BIVENT+PSV NIV/CPAP MNIWV-T  NIV-S/T
CParameters
« Tidal Volums: 20-2000 ml
= Haspiration Ratsa: 180 bpm
= Tinsp: 029 s
* Tslope: 0-Z2 s
= Tpause: O-4 s
= |:E Ratio: 1:10-4:1
= FiQs: 21%~100%
+ Trigger Sensitivity: Prassure (-20-0 cmH:0, above PEEP)
Flow (0.5~20 LPM)
= PEEP: 0-35 emH:0
= Psupport: 0-70 ecmH:0
= Pinsp: 9-~70 cmH:2:0
- Special Procedures
Apnea Ventilation Smart Suction  Manual Breath
Insp/ Exp Hold ETCO: Measuramsant
Mebulization Waveform Fresze
‘Menitoing
» Pressure Valus: Ppeak, Pplat, Pmean, Pmin, PEEP
= Volume / Flow Value: Vi, Vie, MV, MVspont
= Tima Valus: ftotal fspont, |-.E
= Hseal Time Curves: Prassure-Tims, Flow-Time, Volums-Time waveforms
Pressure-Volume, Volume-Flow, Flow-Pressurse loops
= Gas Monitoring: FiQ., ETCO:
+ Calculated Values: Compliancs(C)
Hesistancsa(R)
MVleak
RSBl
WOB
PEEPI
CAlarm
Paw high / low MVe high / low Circuit disconnnect
FiO: high / low Inspiration / Expiratory tidal volume low
High Respiration Bate Apnea AC Failure Nebulizer On
Low Battery Air /Oz supply down High / Low PEEP

Leakage out of range Occlusion

* Screen: 12" TFT color touch screen (detachabls)

= Supply Gas: 0,, 0.28~0.6 MPa

= Power Supply: AC100-240 V, 50 Hz/80 Hz

= Communication Interface: R5-232 Port, Nurse call Port, Ethernset Port

= Dimension (WxDxH): 322 mm x 375 mm x 366 mm (Main Unit)
947 mm x 675 mm x 950 mm (Cart)

= Weaight: 12.5 kg (Main Unit)
25 kg (Cart)

VIRUTAN




VENTILATOR VG70

Packing list:

1. VG70 MainUnitl
2. VG70-02 Connecting Plate for cart
3. Filter Assembly 1
4. VG70-03-EN Humidifier
7. VG70-04 Expiratory Valve Diaphragm
8 VG70-05Check Diaphragm 1
9 Hinged Arm 1
10. O2 sensor 1
11. O2 sensorwrench1
12. Power cord
113
Fuses 2
13. O2 high pressure pipeline
14. Air high pressure pipeline

Accessory parts:

Silicon Tube System, adult
Silicone Tube

Test Lung

Respiratory bag

Face mask

VIRUTAN

Price on request

Production time:
1000pcs - 40 days
2000pcs - 60 days

()
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VENTILATOR VG70
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lia, lib or Ill)

No. G1 065725 0019 Rev. 01

Manufacturer: Beijing Aeonmed Co., Ltd.
Room 405
Basement 1 to 4th Floor of 901 Unit
Building 9, No.26 Outer Ring West Road
Fengtai District
100070 Beijing
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH

(Europe)
Eiffestralle 80, 20537 Hamburg, GERMANY

Product Category(ies): Anaesthetic Workstation, Vaporizer,
Ventilator, Medical Air Compressor,
Infusion Pump, Ceiling Pendant,
Multi-Parameter Patient Monitor,
Videoscope System, Patient Warming
System.

The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms 1o the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is mandatory. See

also notes overleaf.
Report No.: BJ19859044
Valid from: 2019-07-16
Valid until: 2022-05-03
Date, 2019-07-16 / / o
Stefan Preil
Head of Certification/Notified Body
Page 10f 2

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body + Ridlerstralle 65 « 80338 Munich « Germany

VIRUTAN

ZERTIFIKAT o CERTIFICATE

-
<<
o
e
[
o
(%)
(]
*
o
[em]
<
(&)
™
[
cc
[SW]
o
»
e
<<
x=
=
©
-
[
a.
(v}
(o]
L 4
0
i

A

=7
2LV

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or lll)

No. G1 065725 0019 Rev. 01

. Beijing Aeonmed Co., Ltd.
Facility(ies) Room 405, Basement 1 to 4th Floor of 901 Unit, Building 9, No.26

Outer Ring West Road, Fengtai District, 100070 Beijing,
PEOPLE'S REPUBLIC OF CHINA

Beijjing Aeonmed Co.,Ltd.

No. 10 Chaobai Street, Yingbin Road West, Yanjiao Development
Zone, 065201 Langfang City, Hebei Province, PEOPLE'S
REPUBLIC OF CHINA

Page 2 of 2
TUV SUD Product Service GmbH Is Notified Body with identification no. 0123

TOV SOD Product Service GmbH + Certification Body + Ridlerstralle 65 + 80339 Munich « Germany




VENTILATOR YH830

Specification BreathCare PAP Il
odue YH-450 YH-480 YH-820 YH-825 YH-830
ow | B0 | TRED | TSR TR
Pressure 4-20cmH20 4-20cmH20 4-20cmH20 4-25cmH20 4-30cmH20
hifrt:\?:;tr"l‘ttar e ® ¢ ¢ e
Smart Start/Stop @ @ X X X
FPS-Tech @ @ X X X
Leak Reminder @ L] @ S ®
i | . o o o
- x : s .
Adﬁft;ﬁent X X ¢ ® i
Adjsljzfrﬁent A % ¢ ¢ ¢
e . o o o
e e o o o o
Com:Z?\Zation ¢ ® . . *
Manzzt:ment ¢ ® ¢ ¢ ¢
Comraliee | s x x x
Hurriziri‘gcl;;tion ® ¢ ¢ e o
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VENTILATOR YH830

INONINVASIVE VENTILATOR!

This models is designed for home use with
minor respiratory failure. But in emergency
cases, this model is certified to perform the
functions of medical ventilation.

Price on request
Min. 300 pcs in stock

VIRUTAN



VIRUTAN

A brand of — Global Trading GmbH
Wiesendamm 17, 13597 Berlin
Germany

Fon:+49 30 863287990

Mail: info@virutan.de

virutan.de



