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1 Test kit package 5 Tests kit package

YHLO GLINE #igmSRERFEAEER covip-o
YHLO GLINE-2019-nCov Ag Rapid Test Kit *

— 315208 Self Testing
B BBCEE: 3% CE Certificate

I~/~//\
Quick test result : 15 mins

— R E . BEERISRERRENES

Easy operation : No special professional equipment and instruments required

=¥ E High Accuracy

WEE (150 ES 4 ) - 96.38% * )
Sensitivity (True Positive Rate) - 96.38% *

BRRE (RAUERMER)-99.56% *
Specificity (True Negative Rate) - 99.56% *

* REBERABMENEAD  HERG A LH)

* Refers to the probability of a positive test, conditioned on truly having the condition

*RIEERBRMENEARS - HERREAEH)

#Refers to the probability of a negative test, provided one does not have the condition

CERTIFICATE
C€.




B B4 / Contains
H|E R4 / Sterile Swab
BIEA IR / Extraction Buffer Tube
Bz / Test Cassette
B 4814 813 4% / Biohazard Sample Bag
{# A 4B / Instruction Guide

fE AR A / Instruction Guide
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Opertaion Video
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YHLO GLINE HfiemBRENFHBAER
YHLO GLINE-2019-nCov Ag Rapid Test Kit
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Test Kit Package
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1 Test kit package
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5 Tests kit package
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I Manufacturer: YHLO (EST. 2008)
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CERTIFICATE

EC Certificate No. 1434-1IVDD-519/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

SHENZHEN YHLO BIOTECH CO., LTD.
Building 1, YHLO Biopark, Baolong 2nd Road, Baolong
Subdistrict, Longgang District, 518116 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

in vitro diagnostic medical devices
for self-testing

The list of medical devices covered by this certificate is provided in the annex |

in terms of design documentation, comply with requirements
of Annex Ill (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 16.12.2021 to 27.05.2024
The date of issue of the Certificate: 16.12.2021
The date of the first issue of the Certificate: 16.12.2021

Issued under the Contract No. MD-146/2021
Application No: 556/2021

Certificate bears the qualified signature.
Warsaw, 16.12.2021 Director
Module A1 Medical Device Certification
FBM-30-E_10 Department

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchbc.gov.pl
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CE Certificate @ E2CEEn &

ANNEX 1 TO THE CERTIFICATE

VALID ONLY WITH CERTIFICATE
No 1434-IVDD-519/2021

List of medical devices covered by the certificate:

Product REF number variant
GLINE-2019-nCoV Ag G86256 1 test/kit
GLINE-2019-nCoV Ag G86257 5 tests/kit
GLINE-2019-nCoV Ag G86278 7 tests/kit
GLINE-2019-nCoV Ag G86279 10 tests/kit
GLINE-2019-nCoV Ag G86280 15 tests/kit
GLINE-2019-nCoV Ag G86273 20 tests/kit
GLINE-2019-nCoV Ag G86281 25 tests/kit

Issued under the Contract No. MD-146/2021
Application No: 556/2021

Certificate bears the qualified signature.
Warsaw, 16.12.2021

P

Director

Medical Device Certification Department

“
Healthcare Limited



Registered Region E &

European Commission BB ZES

EUROPEAN COMMISSION

DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY
- Public health, country knowledge, crisis management
Health Security

EU health preparedness:

A common list of COVID-19 rapid antigen tests;
A common standardised set of data to be included in COVID-
19 test result certificates; and
A common list of COVID-19 laboratory based antigenic assays

Agreed by the Health Security Committee (HLO

Nasal: Sens®ivity: 97.37% [95%C1:
92.50% - 99.45%)
| Specificity: 99.25% (95%0: 97 82% -

DE |99.85%) MNudeo- MNasal swab, B
Sherghen YHLO Blotech Co..
Lo GLINE-2019-nCoV Ag 1347 Positive svaluation by Paul-Ehrlich-institut: DEN capsid | Nasopharyngeal | December
Sensitivity of 95% at C1 < 25; Manufacturer | NP: Semsit ity : 96.49% (95%CL protein 1 > M=t
specificiy: 99 85% |91.26% - 99.04%)

| Specificity: 99.25% (95%C1: 97.82% -
| 99.85%)

BEAET I ABBRERZEZESHSC)E AFEERESIREN R EAEFE
Registered in Common List of COVID-19 rapid antigen tests in European Commission
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Registered Region E &

I j France ANSM ZEIRIRERNEEEMZER

BIBRHEI S AEE] French ANSM R AT FT R B MR mE S REM R R EEE
Registered in France ANSM (National Agency for the Safety of Medicines and Health Products)

— Germany Bfarm 1% B i 38 22 o ) 88 A= 23 Bt 35 P

13RI 5 A E Bl Germany BFArMER ] V37 B B AR B = IR 2R R A B B E B8
YHLO GLINE-2019-nCoV Ag assay had 2 versions (professional and self-testing), both of them

were listed in Bfarm (Germany Federal Institute for Drugs and Medical Devices)
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Registered Region E &

N &2

DHSC of UK B FTEEY SEIES
= N 0 REFEAEET Y

WBHBEIUK DHSCHIPhase AT 8 FE
Evaluated by DHSC (Department of Health and Social Care) of UK, and passed Phase 3A evaluation

ltaly Ministry of Health & K F{& 4 &8

BB AR HIAZ AR Italy Ministry of Healthz2 /] B FT E BAR B SRR 1 R MBI B S B8
Listed in Italy Ministry of Health

_ “
Healthcare Limited




Registered Region E &

Belgium FAMHP Lt I8 & S @REE SR

iR R 5 A L R B Belgium FAMHPRR A (Y #1 B AR & IR R 0 R4 R BB B8
Listed in Belgium FAMHP (Federal Agency for Medicines and Health Products)

_ Bulgaria Ministry of Health {& il % 32 &1 & 35

BRI 5 AR INAZE Bulgaria Ministry of Heathz2 ] H9 1 B B AR B B R R R A B BB 2
Listed in Bulgaria Ministry of Health
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Registered Region E &

Malaysia MDA R GBERMERER

GLINE-2019-nCaV Antigen Saliva :
Shenzhen YHLO 3|otech Co., 686259 (17) 50211001
Sample type: Saliva Ltd.P.R.China

BIBRHILFI A FHRA L Malaysia MDARS A VT ELE AR S RETUR B R EEE
Listed in Malaysia Medical Device Authority (MDA)

Slovenia MOH Hri& X et &4 If

Ustreza
kriterijem
Sz | strokovne Podatki Podati
CRPP | skupine Nai 2a prikaz v lifrantu Proitvajalec Kometcialng ime Tip vtorca  |proitvajalia proirvajaia
obbutijvest| 35% interval | specifiEnest | 95 % interval
] TRuDENIE % 1RUDENIE
BOAT (A GLNE 2018l Ay haroon VWO Boach o, 48 [hancen YLD Botach o, -8l iy Bl tA R

781885 3 51 A BT & 32 /B 58 Slovenia MOHE2 AT B3 B B AR e = R R 4 R 4B B 5 28
Listed in Slovenia MOH official list
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Registered Region E &

‘ Indonesia government E} JE BUAF

BB BRI 5 A BN e TR A T B S AR S IR E U R AR BB B
Listed in Indonesia government eCatalogue
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