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Catelogue

National Pharmaceutical Group Henan Medical Equipment Co.,Ltd

Anyang General International Co., Ltd.
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*Product List

1. Non-contact Infrared Body Thermometerl. Face Mask
2. Face mask

3. Protective goggles

4. Protective uniform

5. SARS-CoV-2 Nucleic Acid Detection Kit

*Certificate

*Company Picture
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Non-contact Infrared Body
Thermometer
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Non-contact Infrared Body Thermometer
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Face Mask
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Face Mask FFP3
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Respiratory Protecton Mask

¥ il Comie

( € FFP3
EN 1492001 <A 122009
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Face Mask N95
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Face Mask FFP2
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Protective Goggles
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Protective Goggles
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Specification

Protective Goggles

-( Product specification ]
L19. L17. L13

Unit: em
Specifications Ll 12 L3 . __-j
LI9 191 9105 6105 1
L7 —|7tl 1. 781:045 ' ) 6:0._5 h ‘
L13 131 o 7_;65—_ 505
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Protective Uniform
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Dlseosable Medical Protective Clothing (Sterile)

Size:160,165,170,175,180,185

v B
o

5 M




3 ™
= | BB R A ET B ARAR
y:.-"-‘ SINOPHARM HENAN MEDICAL DEVICE CO.,, LTD. |© AGICO GROUP

Picture
Disposable Medical Protective Clothing (Non-Sterile)

Size:160,165,170,175,180,185
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Gown

Size:160,165,170,175,180,185




SARS-CoV-2 Nucleic
Acid Detection Kit
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SARS-CoV-2 Nucleic Acid Detection Kit
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COVID-19 Virus

COVID-19 Virus sampling Tube

Sampling Tube

Product Features
Product Features
sl i » Effectively inactivate virus

» Effectively inactivate virus to ensure bio-safety

to ensure bio-safety
e Improve test sensitivity

= Improve test sensitivity Al T e
L

e Allow room temperature -sampling swab storage of RNA
Stol’age Df RNA 1mL storage liquid

COVID-19 Virus Nucleic Acid *COVID-19 Virus Nucleic Ac
Purification Reagents T ———— T e L R G TR R e )

« 50 tests /Kt ‘
b Fosos
DEAOU
J‘, 'J

(Product Features)

(Product Features )

" —_— e . e Time to result within 2 hours
e The obtained nucleic acid has high yield ,high

purity and stable quality e Detect ORF1ab and N genes in a single tube

& Easy'to opefate and itonly takes 20 mins for = No cross - reaction with other coronavirus
one sample

« Widely applicable to different types of sam- e Compatible with mainstream qPCR devices
o ples: swabs ,wholeblood ,serum ,etc. '-1 i
({1 ‘ew ~
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DECLARATION OF NOTIFICATION

AS THE EU REPRESENTATIVE, CORDIMAX DEUTSCHUAND GNBHEUROPE | HeEREmT=
DECLARE THAT THE VANUFACTURER

SHAMDONG RENMECH NEBCAL TECH Co L1D.
BRAsEN WousTain PARe, Qus Econcenc &, DEVELOPUENT 2045, 251100 Qeer,
SnavDons Prowece, PR, Csa.

HAG SGNED THE EC DEQARRTION OF CONFORMITY INAGREEVENT WITH ToE COumc DisECTae
SAMZEEC O 14 June 1563 DONCERN IS MEDICAL DEVICES INCLUDING AT 21 WncH 2090, Tre
AVENCUENTS By COUNOL DWECTIVE 20074 71EEC, AND HAS BLEWTTED PE RECUIRED
TECHACAL DOCUMENTATION FOR THE FOLLOWMNG MEDICAL DRsces

o 0 Dewices e | Roesewce Nowsses

Medkzal Face S 129, L2, L3 | 20NS

4
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Surgeat Mped {5 Mt g |
DAEAETE (S M L AL, XL, X0 o

it 3 mrg Mooy |

THE NODFICATION TO e DRuTsO, BT ATHORT) CARRED OUT Y

CORDINAX, THE AITONTED AUTHOAIED REMIESENTATIVE O RasateD
INFORUATION 008 THE MOTFICATION TO THE COMPETERT AUTHORITES OF OTHER ELR0PEAY
COUNTRIES 15 ANWWALARLE LPON REQUEST

AUTHORITD EU REPRESENTATIE
CORDMAX DELUTSCHLAND GNEHEUROPE)

CORD
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CE Identification

S .
Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:
Name: SHANDONG RIENTECH MEDICAL TECHNOLOGY CO., LTD.
Add: Economic Development Zone, Qihe County, Dezhou, Shandong, China

has the FDA (as er and
foreign exporter) and Device Listing with the US Food & Drug Administration,
through

The Owner/ Operator Number for this Registration is : 10063096

Listing No Code | Device Name

D375314 OEA | Isolation Gown, Protective Clothing
D375316 | BYG | Medical Face Shield,

D375313 | HOY | Medical Safety Goggles

D375312 | KEA | Disposable Medical Surgical Mask

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

ABmed assumes nc liability to any person or entity in connection with foregoing.

Date of verification:Mar, 17, 2020
Date of expiration:Dec, 31, 2020

SH OFFCE
TEL008S-21-50313932  Boyle Wang
ABMED SERVICE INC.

36 Soyth 18th Avenue, Suite A Brighton,CO USA 80601
TEL213-375-3998  FAX213-375-3998  info@abmed.com cn
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CE Cel‘tlflcate = Non-contact Infrared Body Thermometer

EC Certificate TOVRheinland
Directive 93/42/EEC Annex I, excluding Section 4 ~—
Full Quality Assurance System
Medical Devices

Registration No.: HD 60127617 0001

Report No.: 17029954 010

Manufacturer: Jiacom Technolog
Co., Ltd.
No. A6 Building, Silicon
Valley Power, Qinghu Park,
Longhua Street, Bao'an District
518109 Shenzhen

China

Products:

Expiry Date: 2023-04-28

The Notified Body hereby declares that the of Annex ii, i 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 perlodic survelllance, defined by Annex II,

section 5 of the aforementioned directive. For placing on the market of class Il devices covered by
this ifi an EC desi inati ifi

g ing to Annex II, section 4 is required.

Effective Date: 2018-05-08

Date:

TUV Rheinland LGA Products GmbH - TillystraBe 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.
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EC declaration of conformity ( €

Aceordng (o Dvective 887EC. Concanting b Vito Disgnostic medos! ey

‘ Manufacturer: Guangzhou Deaou Bio-technology Co., Ltd.
Address: 401-G7, South China Advanced Materials Innovation Park, 31
Kefeng Road, Guangzhou Science city,Chinn

EU representative: WellKang Ltd

Address: 16 Castle St, Dover, Kent, CT16 1PW, England, UK

Product Name:  Transport medium

Product Type: 0.5 mL <104 pics / Kit, L0 mL <50 pics / kit , 1.5 mL <30 pies kit

20 mLx 30 pics/ Kit, 3.0 mL #3530 pics/ kit, 3.5 mbx S0 pics/ kit, 4.0 mL <50 pies/ kit
5.0 mL =30 pics’ kit, 10,0 mL =50 pics/ kit

Product code:  T330-1.T330.2

Product Classification: Other IVD device

We hereby state that:

Thase above products with CE marking which are manufactured by ouwr campany all comply

with EU Megical Device Directives IVDOIS/7/EC, and realize their expected uses. ANl CE Mles
hawe been cartified by the company, consequently thesr authenticity has besn guarantesd,

Directive we are following:

in-Vitro Diagnastic medical device:

DIRECTIVE 98/79/EC OF EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 27
October] 298 an [n-¥Rro DITQnostic medical dewvice.

we are |
EN 13612:2002/AC:2002 ENISO13485: 2016  ENISO14971:2012
ENISO23640: 2015 EN13641:2002 ENISO15223-1:2016
ENis018113-2:2016 ENISO18113-2:2014

Guangzhou Deaou Bio-technology

GuangZhou. China March 12, 2020

Place date Signatire,
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CE Identification- sars-cov-2 Nudleic Acid Detection Kit

EC declaration of conformity

Azccrdng o Dvective SETREC. Comcanming Vi Dugroste sachow devicw

-Mmum:tumv: Guangzhou Deaou Bio-technology Co., Lid.
Address: 401-G7, South China Advanced Materials Innovation Park, 31
Kefeng Road, Guangzbou Science ¢ity,China

EU representative: WellKang Ltd
Address: 16 Castle $1, Dover, Kenl, CT16 1PW, England, UX

Product Name: Transport medium

Product Type: 0.5 mL « 100 pics / kit |0 mL «50 pies / kat , | 5 mb <30 pics kit
2.0 mL = 50 pics’ kit, 3.0 mL *50 pica’ kit, 3.5 mL= 30 pioy’ Kit, 4.0 mL »30 pres’ kit
S0 mL =30 pacs kit 10,0 mL =30 pics’ Kiy

Product code:  T330.1, T330.2

Product Classification: Other IVD device

We hereby state that:

Those atove products with CE marking which are manufactured by our campacry all comply
with EU Medical Device Directives IVDD98/79/EC, and reslize their mxpected uses. All CE fles
have been certified by the company, consequently thuir authenticity has Deen guarntesd

Directive we are following:

In-Witro Diagnastic medical device:

DNRECTIVE 08/7%/61C OF CLUROPEAN PARLIAMENT AND OF THE COUNCIL OF 27
Octoder! 998 on n-Viro DAIGnoshic medical device.

we are

EN 13612:2000/AC: 2002 ENISOI348S. 2016  ENISDI4971:2012
ENISO23640 2015 ENII641:2002 ENIS015223-1:2046
ENis018213-1:2010 ENiSOI®113-2:2001

Guangzhou Desou Bao—lamnolooy'

GuangZhou, China March 12, 2020

f’ Place date Sighature,
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ENAN MEDICAL DEVICE CO., LTD.

CE Identification- sars-cov-2 Nucleic Acid Detection K

EU representative: WellKang Lid

EC declaration of conformity

Actomfng 1o Diechve SO7TSEC, Concerming in-vi Duagnastic medic! devics

dl‘lnuhctuuf: Guangzhou Deaou Bio-technology Co., Ltd
Address: 401-G7, South China Advanced Materials Innovation Park, 31
Kefeng Road, Guangzhou Science city,China

Address: 16 Castle St. Dover, Kent. CT16 [ PW, England, UK \
Product Name: COVID-2019 Virus Nucleic Acid Detection Kit ¢ Dual-RTPCR) :

Product Type: 50 1ests kit
Product code: AL

Product Classification: Other IVD device

We hereby state that:

These above products with CE marng which are manufactured by our company all comply
with EU Medical Device Directives IVODIH/7S/EC, and reslize their expected uses. All CT fles
have been cerified by the comparny, consequently thelr authenticity has been guarmanteod.

Directive we are following:

In-¥itro Didgnasic medvcal device

DIRECTIVE 98/ 79/EC OF EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 27
October1 998 on In-Witro Disgnostic medical device,

Standards we are implementing:

€N 13612:2002/AC:2002 ENISDII485. 2016 ENISOI4971:2042
ENISQ23640: 2015 EN13641:2002 ENISOI5223-1:2016
EN018113-1:2016 ENISO18113-2:2011

Guangzhou Deacu Blo-technology

GuangZhou. China March 12, 2020

date Signafire,

@ AGICO GROUP
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EC declaration of conformity

Acoording 0 Dvectve MF7REC. Casosming /in-Yerm Dimgnoste mweical twwes

-llanuhctunr. Guangzhou Deaou Bio-lechnology Co,, Lid
Address: 401-G7, South China Advanced Matenals Innavation Park, 31

Kefeng Road. Guangzhou Science ciry,China

EE] EU representative:  WellKang Lto
Address: |6 Casthe SL Dovee, Kent. CT16 1PW, England, UK

Product Name:  Virus Sumpling Tube

Product Type: 50 teats . kit
Product code:  T310.01, T3} O.02, TII0-03, TIH0-04,
T120.01, T320-02, T320.03, T320-04

Product Classification: Other IVD device

We hereby state that:

Those sbove products with CE marking wisch are mantactured by our company all comply
with EU Medical Device Directives IVOOSG/79EC, and realize thair expectod uses. Al CF files
have been certified by the company, consequently thelr suthenticity has been guaranteed

Diractive we are following:

In-Vatro Cgnast medcal device

DIRECTIVE 96/79/EC OF EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 27
October2998 on In-Yitro Disgrostic madice! device.

we are imp 9

EN 13612:2002/AC: 2002 ENISOI3485: 2016 ENISOL14971:2012
ENISO23640: 2015 ENI 36422002 ENISOIS223-1: 2016
ENs018113-1:2016

ENISOI8113-2:2011 2 o
7

Guangzhou Deaou Bio-technology

GuangZhou. China March 12, 2020
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CE Identification
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No. ICR Polska/M6191120 ( € No. ICR Polska/ME101020 c €
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Quality System Identification

AEDTIEICATE
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AEDTICICATE

Certificate of Registration

Certificate Neo. : 8170201 9500M
ki b b catity thae

ESound Medical Devices Co., Ltd.

Ui S Crofe s W4 TTENT NI T
A Dhangrom Uy Sighaot Mo s Ikl Pk, Mo Porvines. F 5. Ol

11 hoow smardet (e rorthrme S rempinace w4b B samierd

e ISOLM3S:2016 standard
150134852016 8oHt
Enmnan Certification Seope

Production of Category | Medical Devices, Category [l Medical

SREEAR | . K1) RETEANES Devices (Specific Produsts See Annex for Detalls)

Duse of saanded cersficate: Dec N2017
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Inseection Reeort

No. 202000413
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Inspection Report
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Description Item
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SINOPHARM HENAN MEDICAL DEVICE CO, LTD.

Packing/ in paper cartons

Carton size
([cm™cm™cm)

Carton weight
(kgs)

Carton qty  Volumnicbm

Face Mask FFP2 China | box 10 695230 5.8 500 53.82
-~
1,
N
N Hazmat Suits cat lll. China PC 40 0.1cbm 10 100 10
N
a Protective Safety PC 10 19x16.5x19cm 10 20 2
Goggles
L]
Non-contact Infrared | o | pe 40 41.5°37.5*32cm 6.3 40 1.992
» Body Thermometer
L
SARS-CoV-2 Mucleic 0.5mI*100pcs
; U Chi bo .
Acid Detection Kit na x 1.0mI*50pcs
In total 660.00 67.812

@ AGICO GROUP
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CE Certificate

/g , Attestation

of Conformity

No. ICR Polska/M&101020 c €

Name and wddress ESoundMed Medcal device Co. 1od

of Registered Manutacturer HIgIeTRCR Mol equppment indusil gark i Chongyuss Coumy
vy

Product same Disposatie Pronactive Cothing ¢ Medioal Use

Preduct ype/medel 160, 166 130 175 140 5

Th AMeslsBon confrmms that the sredutt meets the regsirements of te folomng normative
Sreuments 4ed anbhin limils of its docements grres Fresemption of conbermity wak exvertial
roquirerments of Directive 93/&2/EEC

Relevant FC Directive Medcal Dease Drecthes SLA2/T5C

Canformity assessment procedure EC Dechaation of Contormity (Ames VI 08 Disecive 33042/FEC
Uearhrotan Qase | acsordong Puw | of Arrsex (X of Dyworae 33002850
Appiied narmative decumants

CEZ Eaapsrei Tiiting &
Techricat Ce

Mo, of ter repaet:

The reunes! cebgatans sns rghey of 5 canfeaion W rageated by e sonmact Me. KR Potda 2000 1000

Thes &

0N AP 1D Pt hATg

one came b
e storamermoned ¥

PIITRETTL SNRSOST (S 1h9T TN bEER

a7l meet the reqeiemene of

[
\
~
Director. Rafaf Kalinowski
Warsam, 3. 2020

R Polska Co. Led
4 Fla Pragr 1544 Wier

&
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Quality system Identification

CAEDTIEICATE

REEEERINEES

ZEETSHRGARLA

B SMMRI, 8141072807 T905TA
By LusakaEn e an

WRUERS
15013485 - 2016 #of
Enmans
AREEAN X W RETAANES

BXXdEN . VKA EH
LRNTEM  ONTRHNDA
AWM E MO RINNE

. 4,
A RMEUAME B TEVED (BN URRARANS) AN
e e
B R - e b - B

O T T L L] avea-em

el lestingand CertificationCo., Ltd.

C-CHINA

g
=
T
2
o

»_i_n)_e,_l'realiugand Certification Co.

JLed.

A | —— o

CAEDRDTIEICATE

Certificate of Registration

Certificate No. : 30817QZ0195R0M
This is 1o certify that

ESound Medical Devices Co., Ltd.
Unifd Socud Crobt Code WALITXISTTIRETT
Adder (Mg Comny IWigh-tecd Madical | gupment mduarsl Pk, Toman Parvince. P 5. Ot

Tlas buen swarded dis cortficase for comgriamce with S wnndand
1SO13485:2016 standard

Certification Scope
Production of Calegory 1 Medical Devices, Casegory 11 Medical
Devices (Specific Products See Annex for Details)

Dede of anerded senifivane: Doo Tth 2017
Dwte of this centificase Jax 42,2019
Expired dares Diew 6h2020

o | T crvolonss o vk woi fas wom of velbiiy of abmitats Revee st gastinion S &

b B vyt B s

HNC-Ching

. Hosna Times Testing and Certification Co., 144,
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Company Picture
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Company Picture

R ZREEST



L 2 N 2 N1 ] ™
by B e @ AGICO GROUP

= | EESEEA A

Company Picture
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Company Picture
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Thanks You!

National Pharmaceutical Group Henan Medical Equipment Co.,Ltd

Anyang General International Co., Ltd.



