Health Care

Kinh giri: QUY BENH VIEN
Cong ty TNHH 5M Healthcare xin giri dén Quy Bénh vién bang bao gia nhur sau:

1. Mat hang — Pon gia:

CONG TY TNHH 5M HEALTHCARE
Dia chi: Tang 6, tda nha 97-99 Lang Ha, Lang Ha, Déng Pa, Ha Noi
Hotline: 0941929119

Ha Noi, ngay 19 thang 05 nam 2024

BAO GIA

S6 diing ky lwu

Hang san

Quy

Pon

TT | Tén thiét biy té Chiing loai hanh — Tiéu chuin xuat/ cich Vi, . D{',";Jf)‘a
chat lwong Xuit xit | déng géi | tinh wong | ( )
1 | Khay thir xét SARS-CoV-2/ FluA/ |- S6 ding ky luu Medomics | 20 khay | Khay | 01 85.000
nghiém dinh FluB+ADV/ RSV/S | hanh: Medical thi/ hop | thir
ARG, A Antigen Combo | 2400105DKLH/ | Technology
nguyén virut | p,hid Test Kit BYT-HTTB Co. Lid.
Sars-CoV-2, - 2 X (Trung
Cum A/B, (LFIA) - Tiéu chuan chat Quéc)
Andenovirus lwgng:
(ADV), vi riit ISO 13485
hop bao hd hap CFS
(RSV) va vi rat
lién cAu nhom
A(Strep A)

Gid trén la gia da gom thué VAT va chi phi vdn chuyén dén kho clia Quy Bénh vién.




2. Chit lwong:

- Hang méi 100%.

- San xuat nim 2024.

3. Phwong thirc thanh toan:

- Thanh toén 50% gia tri hop dong sau khi ky hop dong.

- Thanh todn 50% gia tri hop dong con lai truée khi giao hang.

- Thanh toan bang tién Viét Nam, bing chuyén khoan hodc tién mit.

4. Giao hang

- Dia diém giao hang: Tai kho ciia Quy Bénh vién.
S. Ghi chu:

B4o gi c6 hiéu luc: 03 thang ké tir ngay béo gia.

R4t mong nhén dugc sy hgp tac cua Quy Bénh vién.

Chdn thanh cam on va tran trong kinh chao

GIAM POC

PG Vin Gion




CONG HOA XA HOQI CHU NGHiA VIET NAM
Doc lip - Tw do - Hanh phiic

/97" conG T f\/@\
Sé? 2400105DKLH/BYT-HTTB Ha No¢i, ngay 04 thdng 02 nam2024
«\1 HEALTHCARE ) */

\” 57 *GIAY CHUNG NHAN PANG KY LUU HANH
o THIET BI Y TE THUQC LOAI C, D

Can cit Nghi dinh s6 98/2021/ND-CP ngay 08 thing 11 ndm 2021 cta Chinh phu
vé quén 1y trang thiét bi y té;

Céan cir Nghi dinh so 07/2023/ND-CP ngay 03 thang 3 ndm 2023 cua Chinh phu
sira d6i, bd sung mot sb dleu cia Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11
nim 2021 cua Chinh phi vé quén ly trang thiét bj y té.

Bo Y té cap chig nhén ding ky luu hanh cho thiét bi y té (méi 100%) nhu sau:

1. Tén thiét bi y té: Khay thir xét nghiém dinh tinh khing nguyen vi rut Sars-

CoV- 2 Cim A/B, Andenovirus (ADV), vi rat hgp bao hé hip (RSV) va vi it

lién cau nhém A(Strep A)

2. Tén thuong mai (néu cé):

3. Ma Global Medical Device Nomenclature - GMDN (néu c4):

4. Loai thiét bj y t&: TTBYT Loai D

5. Tén, dia chi cua chu s& hitu thiét bj y té: Jlangsu Medomics Medical

Technology Co.,Ltd, F3, Building C, No.3-1 ijmhu Road, Jiangbei New Area,

Nanjing, Jiangsu, 210030, CHINA

6. Tén, dia chi ciia chi s& hitu s6 lwu hanh: CONG TY TNHH 5M =/
HEALTHCARE, Tang 6, Toa nha 97-99 Lang Ha, Phudng Lang Ha, Quin t {\ SMAL,
Dong Pa, Thanh phd Ha Nai. NN

7. Muc dich st dung, Tén, dia chi co s& bao hanh: Theo phu luc dinh kem. J@

8. Thong tin chi tiét thiét bj y té (Chung loai; M3 san pham Quy cach dong goi;
Tén co s& san xuit; Dia chi co s& san xuét va Nude sin Xuét): Theo phu lyc dinh

kem.

Gidy chirng nhén ndy dugc cép theo Quyét dinh sé 259/Qb-BYT
ngay 02 thang 02 nam 2024./.

Noi nhén: TUQ. BQ TRUONG

- CONG TY TNHH 5M HEALTHCARE; CcucC TRU’ONG

- Bo truéng (dé bic); CUC COB85 T ANG VA THIET BI Y TE

- TT. D3 Xuén Tuyén (dé b/c);

- Hai quan ctra khau; y T g. ;
- Luu: VT, HTTB. § / % oW /%
ik <« R ‘
: 36 G v
L
Sy
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PHU LUC PiNH KEM
1. Muc dich sir dung:

B¢ xét nghiém nhanh khang nguyén SARS-CoV-2/FluA/FluB+ADV/RSV/SA (LFIA) 13 mét phuong phap sic ky mién dich dua trén xét nghiém
in vitro mot budc. N6 duge thiét ké dé xac dinh dinh tinh nhanh chéng SARS-CoV-2, vi rat Cim A, virit Cim B, Adenovirus (ADV), vi rit hop
bao hé hap (RSV) va khang nguyén lién ciu nhém A (STREP A) trong cc mau bénh phim tir nhitng ngudi nghi ngd nhidm COVID -19, Ciim A |
Cim B, Adenovirus (ADV), Virus hgp bao h6 hip (RSV) va Streptococci nhom A (STREP A). N6 c6 thé duoc sir dung dé phat hién SARS-CoV-

14

2, Cim A, Vi rit cim B, Adenovirus (ADV), Vi riit hgp bao hd hip (RSV) va Streptococci nhém A (STREP A). Phuong phép nay thuong dugc

sir dung nhu mdt phuong phap phu trg trong chan doan 1am sang, nhung khong phai 14 co s& duy nhit.
2. Tén, dia chi co sé bdo hanh:
3. Théng tin chi tiét thiét bj y té:

% ok 2 Quy cich " 2 . . .
STT| Tén thiét biy té Chiing loai L - p!lam dong géi Tgn i g D!a,d“ 5 Nuée sin xuét

(Neu cé) (Néu cb) sdn xuat san xuat

Khay thir xét

nghiém dinh tinh

khang nguyén vi Tiangsn F3, Building C,

rat Sars-CoV-2, SARS-CoV- Mideiics No.3-1 Xinjinhu

1 Cim A/B, 2/FluA/F 1uB+ADVfRSY/S 123015-20-01 20 khay thu/ Medical Road, Jiangbei CHINA

Andenovirus A Antigen Combo Rapid hop Technolo New Area,

(ADV), virithop |Test Kit (LFIA) e ficd £ [Nanjing,

bao hd hap (RSV) ? Jiangsu, 210030

va vi riit lién cau

nhom A(Strep A)
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SARS-CoV- 2/F|uA/F;g6&
Antigen Combo Bap
Test Kit (LFIA)

IR IN VITRO DIA

+ (R PROF L;.;HJN,;La *
Instruction for Use
Introduction

Coronavirus (CoV) beiangs to the order Nicdowviraies under

pathogeni to mammals, while y and & genera mainly couse bif
AT SECIELONS Of IAFDURN aer0sols and droplets. There s aiso
7 winss of human coronaviruses (HCOY) that cause hurman resgirat
HCOV-OCA2 HCOV-HKUT, SARS-CoY, MERS-COV and SARS-CoV 2. SARS CoV-2 1 B The mos: contagious ol pmbums ot causes buman
FESDITatory Tract infectons (RTI). Curently. the patients infectes by SARS-Cov-2 are the main sou nfaction: asymplomatic infected people
€an 3l be an infectious source. Based an 1ne current epideriakgical Investgation, the incubation peredis 110 14 days, fros x‘y ato7 Jays The
el manifestatons indude fever, fatigue, cough end other symptoms. accompanied By dyspnea, which con rapidly develop mto ife threater
1N St e DAUMGNIA, Fespieatary TiLire, ACUTe resp ratary vesicle syndrome, septic shack, molfiple organ fadure, and sevare metahche sds base
imbaarce.
Intluenza, ususily cafed flu, Is ar acute respiratory Infection caused by Influenza virus. & 1s highly contagious. It mnm!y -,uveud througn CougnIng
anu £naenny, K Usidty breaks out in spring and winfer. it & manly Unacded 1o Wfiuenza Aand B Inflyenza e 123 A Viruses are Tughly
. 1010w/ by 10fluenza B viruses. Therefore, Influenza A viruses are more grevalent snd severe, ‘oliowed by infiucnza B viruses. Inflaenza
Amaudei HING HANZ HGN), HING, and Irthyen2) B includes influenza 8 (Victoria) and influenza 6 11amagata)
Human Beiongs o the «dae famey, niss, whicn 1 o double stranded ONA virus without an
gnveiaps, mainy m'ﬂczsmmm 75911101y 11Ct, AgEItVe TACt 390 WrOeMTa) ract. The main ADY related (G respiratary diseases 5 ADV-B Grosp
TADV. 3 551 ADV € Group (ADV 1.2 9,6) and ADV-£ Rroup (ADV-4). Acute resgiratory adenowtus LADV) nfectian whih is ane of
the vr.cy nmmcn acuta res atoey infections in infants and young children, < mainty causes fever, cough ,Gy5Brea ng other ymptoms,
JTCYTal yirus (RSV) belongs 0 Pheumonrus of Paramyxavindas with only one SEratyoe, which 1 & sicgle stranded negave srand
RNA wrus vath af envelope Rsv nfeclon maniy sauses bronchiolis and PAEuMana In Infants under & Martns af age and Lpper respatary
tract infecyians such a6 coids in older children and aguits
Growp A sagtotocul STRER A, 1 Called stieplocorcus progenes, which beiongs to B hamoiytic sueptocosds. Common mode f rensmissmn s
prodd mn,,( he cespuatory tract STREP A €an ivase an the human ooy, BUL upper resgixatony tract nfortion ' the most comman
fotowed by s, soft wssue infection. STRCP A can cause both SJDD..U{ e discases and non- supeurative comphcabions STREP A 15 a0 30
incirect couse of 'l\c alierIC disedses rMeumaric fever and acule gOMerulanephrtis.

Intended Use

SARS-Cov-2/Fi

and 5. The o and B genera are o
o mmuxr direct contact

gsthission
ditified so far, including: HCGY- 2298 HCoV-NLE3,

1B-ADVIRSVISA Antigen Combro Raprd Test Ki (LA i an Immunochromatography based one ste in vi
v determenation of SARS-CoV-2, Influera A, influenze B virus, AdencvituSIADY) Respiratory syncyciot viruRSY) nd Group
anA antigen in swap samples rom indhedoals © sﬁ-r'-r, ©f COVID 39, Infieiza A intluerss B me»mrnw WV I(Oa::"amry

0 rest i is designed
5

Testing Procedure

Do not seer pouch unti ready 10 sk, Prep secestary matarls, Timer | Tube 7ack for samphg tulies end Specimens | Anty necessary persondl
Dlt‘u"hf egupment

avr»pv‘t’ogr the seeai of the sarmpting Wwhe contarng fyss buffer. insert the swab tafter colecton; o the buffer, RO the swab aganst
‘l" innes b
10 Urnes and squeese Lhe swab from thi suter tube wall 5 Bmas Lo compietly dssotye (e sample 0 the bubter, then mose the swat up urid i
‘5 Testing o the Sumple soiiun Squeece T wab (1or the ouler ubo wall i orde ta iéave 1o sarmaie n the Lube 3¢ much 34 pass bie, Rermoe
and tiscard the smab, cover the (wbe with the droppe
z | Tast procedures: Open |
© or sarnpie numaer and adct 4 drops (apmm mately 150 i) proc
B Fesust Shoukd b clsservec walhis 15.26 psteen. Resihs aba

A the lest assote an ly & on  clean at urface, then mark tha cassects wih the
riple oxtract o the ssmplé well

tved a’urv 30 minutes are rvakd.

n

Mg

&

I
|

Display of Results/Expected Values

Negative result: it 02ly the guality (Dn1o! € line appears and the dececion (ne s nal visbie, e samigsie (ontans 10 SARS-CoV-2, influenza A,
infienza B, ADV, RSV ard STREP A or the cancantration w lawer than the bmit of detection and the resuit i negative.

Pnlll!vl mull'

" € 1ne) 7 Inflienza A Lest e (FR A ) appeas ot he sar ume. I hears tha: mfuens

Influensa A posiie it the control

SO al wrusRSV) and Group A stceptococc: (STREP A) It can be ysed for detecting SARS Cav 3, Ienra A e
Respiratory syncyelsi USRSV and Group A streptococ (STREP Al Wh Ch 5 Oted a6 3 s s {ary methog in the ctnical dIagoss. but ok
8 only b

Test Principle

SARS CoV-2/FIUARuBADV/RSV/SA Antigen Combe Rapia Test K1 (LFIA uses a doutle antbndy sandwith method to detect SARS-CoV-2 Infiuer2a

Ainfiuenza B influenza B virus, Adencvras ADY), Respiatory syneytial vius (BSV) and Group A stiepiocass (STREP Al by coloidal god
hy When ropriate amount of test samples treated with lyms buffer i added to the somple wel of the fest cassette.

the sample wili move farward aiong LT test strip by Capiliary action. If the sample COMMAING SARS-LON-2, Infiuenza A/S virus. AenGurusADY),

RESUALOry SYrCyTial virLs (ASV) 308 GIoUR A STepeecocc) {51 KEP A} antigen. and the (oncentratin Is higher than the hmt of detection, 1a

antigen wik rm immime compiéces wrth coxrespondig Nudeccapsid Proten antibody Isbeled with caitorsal gold respectoly. which are

fines nf ¥ fine and SA line. f test samph cortains SARS-COV-2 s, farmeng a i ed nCov i

Captured by
inticatng 3 pach I st sampe contairs niluenza A virus, farming a ied i A L, indadiing  positive resul for
flagnia A if wst sampie contains influenza € wirus, Torming.a re FuB e, aicating 4 padive resull far influanda B. 1T st amelo Contany
Aderovius, forming 2 res ADY 4ne, ngicaling a pasive resalt for »\IJ(."\.WNL.’ wr 1est samrgie contalns Respiratary syncytial virus, fomming & red
RSV Engindeats g A LOsitive resuk for Respire Bh)ly YNCYTial s, If 1est Sampie contans Groug A sUepiococct formeng a red SA line. Indicating 3
Pesitive resuit for Group A stresiococtt
Adtecnaby tie st sty aiso containg 4 coniro! e (€ ). The C b shouid be ormed 1o ncicate that the sanpie tas been tansporied
froperdy through the membrane regargloss of whother samplo contains antigens or not. I the C fine dogs ot appear. & ind-cates that the west
result 15 vl and the sample nees 10 retest

Test Kit Contents

Test kit comatny €St casseties, sterfie swabs, Diution buffer and dropper Instructions for e, Test-lube Rack

| 20pcsmae | E)

~

Storage Instructions

The test kit shouid be stored away from direct Sunight at 2¢ 10 301 with a sheif-Fe of 24 months. 0 no freeze

Sample Requirements

nnmm £SSELP Can Onfy DR USEA 10 TESTANe sampie ype. Sammple tyoes iy anterio) nasal secreton, 1

SIPRATYNgeal serrenon and throa

T Thg recommenced sample is a throat swab as roup A streprotacti have been found 10 be more ikely (o cause lower respiratary tract
nfecrons.

~ Anteror Nassl Sampiing: [nsert the swan into a nosted (2.5 cm). Be sure to
collect any nasal deainage that may be present.

Carefully rotate the swab i a crcalar path Ag(un(\‘lh-lv\uolullhumww atleast
5 1imes. Using the 2ame swab repeat the procedure in the other

+ Nasopharyngeal secretian soffection: Take cut a swab from the pouch. insert

the swab into ona of the Patient’s NEST TS UNtE it redches the postenor nasoshar-

yrix whers is the most secretion. gently rotate 3a rub the swa ovor the surface
100 postenor nasafiheryhx for sevetat tmes before takirg it out

+ Throat secretion cofiection: nsast the whoie swab completely into the mwal
from the mouth, centering on the At wail ang ihe reddened area of the 1

1onsl, wipe bath sides of the pharymgeal tonsk and posterior pranyTEe! Al
with moderate farce. Try to avoid the tongue betore tasing it out

Sample snould b treated vttt iysis buffes o
it thould be stored immediately i 4 dry, steri
151 long term storage,

vitted in this kit a5 300N 35 possibie after collection ¥ the sampie carnotl be processed immediately,
ized and strictly sealed pastc tube, It can be stored &t 24 81 for & hours. Coulrt be siored at 70¢

A arigen has baen Heracted in e sampih and it o Irfhuenza A s posi
B TONUR otk nee and toe Influerza B lv\\ \qm‘ 1Fh: B tine) appear ot the same Lme, 4 mears that nfiuenzea

ﬁ .u xq,an han been deter ted in ne sampie and e resui of Influensa B 15 posi

AV pesitive rewit: H 1o cantrol fonw (C 116] and 1o Sest 1 (AT i) appear i the same e 1t veans that the ADV has Been Setectad and
xhv RS POt ve.
RSV poneive resul: It both the conirol Hir (C bre) and the test hne (RSY ra) sppear & the saims time, il means that RSV antigen has been
detectad it the samle il the eiuit of REY
+ STREP A jrosstivie residt e (€ fi0ve) arie the test lirie (SA Binw) apipear at the same time, « sneans that STREP A a0tigen has beens
dwtactedt @ the sample vl st of STRED A posdive
i the Guaity contral C fine agpears, ant more red lines appear vt 1he detection liie area, ‘ndicating that the sample (ontain
sathogenis micraorgants
rvalid result: f thE.C ine Boes nat appear, the resist s inuait 3l 3 rew Test must be performed again
Note:

one cr moce

The Intensity of color thal the test bne area ((CoV | uwn,nlmtm 8 17} snows wifl vary acCoring 10 he concentratian of SARS-(ov-2 antigen
infiuenta A aripen ,mnm!\uu-'a Bﬂrﬂls}cn The tsiat shoulid be derermnad on whether the nCoV ne is formed or not, nr‘d 15 7reievart 10 the
color intensity. “herefoce, any in alor i the N-ivl'n: (oW /Tl & be/F i B ine) should b® <omidered pasti

The intensity of cokar Inat the st e ares (ADY ne/RSY Sre/Sh Ire) shows wil vary according 1o the concentratior of P andigen RSV antger:
and STRED & antigen. The resuit shauld be demmmn an wh etiver i tast hne is forhed of nal. and s irralvvant to te tolor mteasity. Therefare,
any itersty of CoMor i he test ares (ADY sne/RSY line/SA iine) shou'd be comvidered positive

For SARS-CoV-28Flu A8 (Left)

T Conv ol Line

FUA” aflueriza A Test Loe &
“Fil

Wftuerza B Test Ling
*nCOV". SARE-Cov-2 Test Line
= Sumple Wedl

For ADVIRSV/SA (Right)

€ Controi Line

“ADV: ADV Test Lne &
“REV " B3V Tost Line

AN STREP A Test L

“5* Sample Weil

Test Method Limitations

1 The accurs) c' the test 15 gepandent on the qualty of the sampie improper SMPHng OF HOfage. Lsing mxpired samples or repeated
trocen-hapred ssmples can aflect h test resuli. Tes results cs aito be aftected by cemoecature ang nurkdity

2 Nega OV 2, influenza A influenza 8. ADV, RSY, STREP A antigers in the sample ard

i i
3 Some medication (e, N Concentiatian af over the counter (G * praseription Tedicavon such as rasal saraytin the collecten samples Moy
marfers with tne rest reum Plgasa periorm the test again if the result is m doibt
4This product i oniy for qualitative tasting and the spache concentraton of each nalc
ogies

e Must be measured uring other cuantr;

5The test resuits of (s kit are for <Snical referance only and e nat the so'e bas's 1or Crecai dagnos:s. The Cinial dagnos's ang trsatmert of
with amen

<tary. ather 13boraTory tests and

faterts snouid thewe sympromsigns merical

Product Performance

s Limit of Detection-Lo0

it of s d tre lowest detactaby
which $00% of ali {111 Positive] repicates test gositive,

SARS-CoV-2 ] BesLoV/|S02uman/2020
Afbirsbiane02:2015 (HIN1)
[ T ABUERTOMRN 934 (N
Infiuenza A ! AlKareasni42017 (N o
A2 968 (N2 i e

L infliena A, Inflieraa 8 ADV, PSV and STREP A at

AR /2073 (TN 10

B/Calerada/O8/2017 Victoria) W
FIG732013 (Yamagata)

Influenza B B/Phuset
B/Chauyeny Beng/12977/2017 Vamagata

10 i
| ADV ; - : : ~rf
! ] H 10 '

RSV - H . |
STREP A STRER &

« 1933 Reactiviy

oS raactrty of SARSCaV.2HuA/FIURPADYIRSY/5A Ardgon Combo Rapad Test Kt (L514) was avalated by tosting cormmensal and pathoger
micraarganisms fisted in the folowing table that m sent i the Cinical samples. Fach 5 the bacterkiny, viruves, anc ymast were tested in
TIDHCALE WILh i (815 POMVR. 184l Of SARS.COV-2 s, INoRrzd A Infkier7a & ADV, RSV and STRER &

0% 10" TUDwmk. | - +
195 30 TCIDwo, |} . 4
L0 10" TOI: No . e
1,0 19 TCIDe ! " §
150Dt & 2 NO el
TR, :

infuenza A H3NT I o
Afhiza A H7NG . No i

12105 TR 2w S | B N i
L 80 T, Ne i .
L2419 TCDwmi. ’ B SO A T 5
TR (4120 1N No

108100 TC

1.0 410" TCIDmL

B, o L ]
x ,g R .;L No N |
AW Chu Ny Na
. e
No No |
Na~ o |
L No T
HNe No {
No no | Na

+Interfering Substances Effect

A study was performed i Substar s nat
00 chvcal sarmples de not inference with the detechon of SARS-COV-2, Infuenza A niluenza b, a0t STREP A 1n the SA)
1/ Fis BOADV 1 RSV 1 5A Artigon Combo Rapid Test KA {LFA) at the (ONCantraLions 141ed beiow B0 1eStLd 1005 pth Swab 4% 5a

the absence of presence of heat inactivated SARS-Cov-2. Influenza A, Influenza 8 ADV, RSV and STREP A

ralty introdu
Cov-2¢ Hy
miple matrs n

fy aresent ar drugs that may be artifc
ADV, RS¥

Endogenous 1 = i i
Substance | B 106 mgt i N .
ac N
o 1 O-fold diumson ¥ o
fea= g1l T “TNe
5 No

Totol gh

Med Qmi

e e i




. Mepe 3

Tamik; dsetiamont Fhe sphate!

Futcasone Sopi
Fluconazoke

 Ziewm ghocorsun ¢, Zicam)

_ Ossamia

) ma 7l i
B S 17 Y ¥
Exogenous 3 mo/dil.
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Clinical performance

4 Cinkeat parformence with Theoat swabs
1, SARS-Cav-2

it
patints with COVD:
directly using SAR
SAmpIes WerE e
Test resuit of SA

2

SARSCrV-2/FluAF B r ADV/RSVISA Antigen Comba Ragid Test Kit {1 FiA) wrsmawqwu with 134 throat swabrs ¢
10 syt '\m?day\ stter onset of symptams. Twn swabs were coect @ sarre pesple. an Thioa
OV AT GATT 8 ADV/SY/SA Antizen Con o A Rapid Test Kit {LFIAY and a Thioat swah tostedt £ the RT-PCR Tes
sated 0 be postive ar negative usig RT-PCR reference me e 3

-CoV-

bected from
5 teste

Circal

5. RSV Test

swabs coliects:
Al Theodt swan
n Tast it

't SARS-LoV- .’f“.&ﬁ/“vuE*a\d'a‘"{bwbr- Antigan Lombu Haget Yest Kit (LF A‘ was estabrishod w
h ALY sy withir: 5 J‘. or aned of sympiares, lwo swabs wsre collected wiih the sams pe
wested », Vi SARS Lo 2 AP BoASYRSVISA Antigon Combo Rapid Test K (LA hond a

Chaecal 3ampis were svaluated 13 be positve of negative uaing Companson referente method.

Madomics Ag tast Respiratory syncytial wius Poste sotal
RSV Positive 139 A

Negatve :
Total 145 1168
S ity 5 0 37% 98 i) S
PR 9 24 (3 30 98%) s

Accuraty: $9 125 (98.66% - 99.75) apps: 0568 s : 0En

6. STREP A Test

The pe:formence of SARS Cov-2¢F1, ‘AJ yuamrw FREVISA 'w rgc'w Cormba Rapid Test Kit (LFIA} was esiabished with 713 Throat swabs collected
from patents with ALY $ymptoms 3 t of sympeoms, Two 'wdt\ wase ColleCtEd with the same pecple, on Thvat swat
tested drecty using SARS G ms Awfzsvm »‘«wgeﬂ Combo F\\pwd Tagr Kit (LFIA} and 3 Throat swab tested by the Comparisan Test Kit
Clnical samples were m,u.uer 't e positive o negative using Comparisun referente e

Medamics Ag test STREP A Positve Negative
STREP A Pot 114 2
Negatie 4 1042
Total s 1051
Sensiivity 96.51% (31 55% 9%.07%) Spacicity: 89.81% (39,31% - 5 5A%)
PPV 2.26% (53.91% - 99.70%) 99.90%)
Accuristy: 99 49% (98.85% - 93 81%) O54CI. 0.9458-0 9942 J
* Clinicai with swabs

A SARS-CoV-2 Test

Thia performance of SAR FIUATILB - ADVIRSV/SA kntigen Combn Rapio Test Kit {LFIA) was astabiished weh 107 swabs collacted trom
patients vith COVID-19 symptoms withvn 7 days ofter anset of 4ymprarrs. Two swabs were collected wich the same aeopie. an Nasopharyng: g
W eSEG rectiy using SARS-CoV- 2/TILAFIAE ADV/REVTSA Antigen Cambo Rapic Test Kt [LFIA) and 8 Throat swiab tested By the RT-PCR fosi
it Clinical samples ware evalliated to be positve or negative using RT-PCR reterence matty

Madomics Ag test SARS CoV-Z Posit Negatve fotal
54RS-CnV-2 Dositive 1u3 [ 103
Negatve 4 104 1953
Total 107 143 1156
¥ 26% 190 /uv 98074 spechicry. V02 00% (3.65% 100 00%)
0% {195 44 NPV 9 03% (99,034 - 9

Aeguraty: 5365 w%'m 49918 Kappa: 0978 Shnc 09586 - 0.599

2influenza A Test

mc performarce of SARS-Cov-2/FUAFUBTADVIREY/SA Antigen Combo Rapid Test Ki ILFIA] was establahed with 90 swabs collected fron:
with Infiuenza symctoms withn 7 says after opset of SyMploms. Two swabs nmu mhuu.-u wﬂ the same pecpre, an N.\s/'phalyf gz.n

S tesceds deectly wsing SARS Lol 2/FUNFIR+ADY/RSVASA Antigen Comba Ragrd Test K (LFA) a3 @ Thioat swabs tested by the REPUR Test

Kit. Cinical samphes were evaluated to be positive or negative using RT-PCR referrce. m«-hu.:u.mm Largies were evatuated 10 & pm. tive of

negative using Comparisan reference method

2infiuenza A Test
ite peifarmante of SARS.
from paniants witt: rduznza asym

ZIFTAEBIADYIRSISA Antigun Corise Kapd Tost Kit LAS) Was esaliisned with 103
jploms it 7 diys ater onsat of sympXoms. Teew swiabs west <ol ecked with U Sama peasle.
FIOA L8 - AOVIRSNISA ANEEn Carnibo Reprid Test kat 1LAIA) 81t 8 (oot swab tested ty the Comparson Test

ical SMBIES Were evaluated to be Basive ot hegativa USIVE Camparison reference method,

s.wz.s (m‘t ml!

o e R e R e e R ) Medomics Ag ot ithira A Foie Nogaive
Meadomycs Ag test SARS-CoN-2 Positve Negative Totat Influenza A Positive ¥ o
SARS Cov-2 Positie 178 1 128 Nogate 3 366
Negative 5 1033 1061 Yol Py
Total 34 1035 118¢ Lensitaity: %6.67% {30.57%  99,31%) ﬁp.nmmy 100,00, (9

Sevaiity: 35.52% (00.5) - 8.34%) Spetificity: 100.00% (30, 64% PPV 506.00% (95.5% - 106,004 56,720 (99 186 993 )
PRY: 100 0% (571 5% 100,00°%) PV 69 42% (98.75% - 00.70%) Argyraty: 59,740 199,24 Kun:m D916 331 :r)a-w 24 /
Accutacy. FATR(E. ‘% 99 81%} Kappa Q9742 9%HCE Q9526 - £.994

Zinfiuenza 8 Test

' priounrce of SARS-COV-2IFIMATFIUBHADVASYISA Antigen Corriio Sapid Test Kt (LFA) was, established with 59 swabs collesed frony
Dathents with Infuenza 5 s within 7 ays affer & symiptoims, Teo swatts werk collectad vt the vame fieopie. an Nasapharynge
Sovay e chrectly 1li SARS CoV AR ATVARSY/SA Abcigen Comba RApid Toot Kt fLFVA) & 8 Th1Gat oals tected by the AT.PCR Fost
KIt. Clinical SAMpies et Evaisateis (2 be SOsiive of NeEatve usirg RT-FCR refeterice method.

Actoracy: 99.23% (93 5 ‘1 Kapga G.2501

| Y 7709825 .
influenia B Test
© pefonmance af SARS CoV 2/ RiA/FuBs ADVRSVISA Antugen Comba Rapid Test 61 LFIAJ wias estabiished with 1 06 throat swabs coliected from
patents with m\wrm Sympioms vathin 7 days after ongat of symptoms. Twis svaabs wers coilactis with the same peopie, an thivat sweh tested
directiy using SARS-CoV-2. REVISA Antigen Comtn Rapid Test Kt ILEIA) and @ thrsat swab tested by the Comparison Test Kit. Chinical
wms.ls\ wieta wav-dl'-d 10 be positee or negative uswig Comparison reference method,

Medemcs Ag 1est Infiuanzs A Positive Hagathve Total mn,mm B Positive 0 \.\
nOuRRzS A Pestive 9 7 7 Negatve = T
% 1066 1275 Taral k2 1057 1156
) T0R€ 1160 it 137 (LA 45 37%) Speciicity. 100,004 (7. 65%- 100 00%1
5 o 100 0% (36,23 100.00%} Py 56,720 199.17% - 59.94%)
‘Specilicty: 00,005 {99.65% 100.00%) - 4% (5924 e s . S bR a3
o o . 326 Aczuracy: §9.74% (99.245% - 99.55%) Cappa 03432 95401 69642 - 1.0022

4ADV Test
e performance of SARS-CoV-2FMIAMFIR-ADVIRSVISA Antigen Combi Rapiss Test Ki {LFA] was sstablishad wih 142 svaiss roflectest from

s vith ADY syniptats wihin 7 das afier ansel of symitons, Twe walss war colicted wah the sarme peapie, an Nasoparymgsal swab
tested direc COV-BIFIUA/FIUB ADVIRSN/SA Aolien Cambo Rapid Test Ki (LFAJ and a Throdt siab ested by tne ar-ped .
Clincal \ﬁﬂ)p‘zﬁ were avaluated 1 B positive o negative using ¥T-PCR referania method.

« Clinicat performance with Nasal sveabs
1. SARS-CoV-2 Test

2 poiformance of SARS.CoV-DHUAFUBAOVIRSVISA Antgen Cormbe Rapd Teu 40 (A was establsho i wn, coteried from
»..'m st of sytpicms, & e covieted W thie sarm 1 fyasal swals tested

pateerits with COVID-19 aymporms within ' s St
Sty using SARECoV-G/FUAFIBYADVIREVSA Antigen Comba Rapd Tost Ki T
pies wert evaliatid (0 be postive of ez o usinig RI-PCR reference risthed

% Prenat awsh tested Dy"hv RYPCR fast KL, Cordéat

Medonics gt SARS.CoV-2 Positive Nogative Torai
SARS Cov-1 Pestve 102 a 192
Negative 3 1654
Total 3 115
Sersitivity 95 33% (89.43% 55 47} peciicity: 1
PRY: 100.00% (9EA5R - 100.5 NPY: 90,03 ¢
Aceuracy: 99.57%(38 99% - 99.86%) Kappa0.9 6.9967 J

2.influenza A Test

Tre performance of SARS-CoV-2eFIuAFL B‘AD\HRSVH'\A An’lgw\ H\ o Rapit Tess <t {;
patients yiith Influenza symptoms within 7 3ays a Symatams TAO swabs e i e sdrne poogle, an N’ swal tested
LiroLthy using SARS-COV-IFUATFIE ADVRSVISA Anmwn Combo R.q: d Test Kit at Sl 18 by the RT-POR Vet K1, Chrveal
saimnpies wore wisluated (0 be positve of negative uning RT-PCE teforunce method Cinifa Lamples were waliated ta bi pasitive or nigative
Lsing Comparon refeserce method

Medomics Ag test infiunza A Postv N/;.:l».v Toral

i yth 90 swabs caected fram

fiuenca A Prsiive
Negathe 4 1065 102
Tata 0 1066 1156
Sensitrvity: 95.56% (35,01 % - 58 78%) Speeticty. 100.00% (59 65% - 100,
PRY. 100 GO% (95.80% - 100021 NPY: 99.63% (99,05%

Accuragy: V5,650 (99 191 Kappa. 0.5754 I5%C1 0951 2-0 9995

3 influenza B Test

The perfarmance of SARS Cov 2FUAFIUE sADVRSY/S4 Antgen romm Rapidl Test Kit {L&iAY ,,u e Mu,v
patiants with Nfiyenza symptoms within 7 days after onset of symptoms. Twa swabs were callec th
directly usig CoV-2/FUATFIUB ADY/ASVISA Antigen Carmio Rapid Test Kit (LFA} and a Theoa s
Samples were avyaled to be pasitive ar nepative using AT PCR refarente metno

hed with 55 swabs coliected trom

an Nasal swab tested

Merdones Ag test Influenzs B Postve Negauve tatat
nifluersza B Fosiive 4 o 2
Negative: 5 1057 1062
Tota » 1087 1156
Serlivky, S35 (5801458 24 7% (66 5% 100 0%
160, % (96,4 59 10000 % 99,859,
&».umLy 99.57% (98 59% - 99.86%) Kappa: 471 SSRCEOIATD 09564 i
4.ADV Test
The pertarmance of SARS-CoV-L/HAVFL-AOV/RSVISA Antigen Comio Ragd Test Kt

F4) was estabiished anih 142 snabs cofiected fro
Gl Vi Aame pm\p« 20 Nasal
o S tosted by e RIPCR Te

1
wilh teated
it Cheveal

pationts with ARY syraploms withies 7 days afier onset of symplomis. Twa swabs wer
directly wsing SARS-CoV A/HUAFUB+ADV/RSV/SA Acugern Combe *ici id Test Kt .»rl‘\i ar ll al
Samples were eualualid 1o be asive of NESAIVE using RT-PLR reference metfiod

Medonics Ag test ALV Pasitve
ADV Fostive
Negan

135 [ 134

e

Tota! 242 )
Sensitvity: 5 075 (30, w 98.00%) Speciichy; 1004 (93 64%
PRI (87 30 1005 NOV: 9 5 39 (98.59%

Accuracy 99.39% 199 16, 99, 76n; Kappa: 8.9711

aseer 0.9501 09925

5. RSV Test

o of SARS Lov 21 i 5
;me ats with RSV syr0ptoms within 7 days aftee aniset of sympioms. Two swabis viere collected wth
Using SARS CaV ZPAVFIUS ADVIRSWSA Antizen Combo Rapid Test KIL(LFIA) and a Throat swab osted by e 41 5
were cvaiuated [0 he positive of HEgative using RTPCA reference mathod

Antigen Combe Rapid Test Kit (LFin) was establ ned w«m 2 51 swabs cobacted fram
éswa t2sted directly
R Test k. Ciniea samples

TPCR

Medorics Ag 1est Respiratary syncytial vitus Pasitive Negatve Total
RSV Fusitive 233 210
Negaive 938 9dd
Tona' 218 938 1156

Sersitiviy: 96 335 (97 998 40%) Specificly, 100 (99 41% - 100%)

POVII00% (9B.26% - 1 00M) APV 59 15% (38.34% '
courazy: 99315 (08 64% - 63.70%) Kaopx 09771 seecl 0o 09929

Warnings and Precautions ",

« This test kit 15 used for in vitre tagnosis only

« This tes: it should be wsed by quaifed persan with professional experience or proper trairiny

~ Thes test kit skouid be wsed withia | hour after apening tha package, and samples fiom transp

<hould not pe used if being wat or paiuted.

* froper protectn shouid be aken dutirg testing (o avold splasning when g sample
test cavseties, samplin 5. droppers, swabs, o

« Negative results 4o not e Gt SARS Cov-2. INgenTa A. ITGRTZE

p ‘u_

qms }A\

T mediz wil redure sensiteaty The &

nents ax bichazardows mate;
STREP A miechon. partculary in those who ]e been \

v

1
S patients wilh ADV symptoms wathin 14 days aftor orset of symatoms. Two swalis were colected wih the same people. an Throat swab
10510 directly Using SARS-COV- 2/HUAFUB+ADV/RSY/SA Antigen Lomitis Kanu Test kit iLFIAL a»mn Thezat sysat tested by the Compacison Test kit
Cavicat sampies were evaluator 10 bé passtive or negativ usig Camparionn referinca medhon

= 5 5 « Disgnse of s used or dam;
Medonics Ag test Infiuenza 8 Positive Negative Totat ALV Pouitive 136 o 36 £
infueza B Postive 9% ] 8 Negative [3 oz cantict wth the vris
Negative 8 1053 1071 Tatat Tag 1156 J'c\nacy of the rest 7
Total 08 TE) ) Senstenty. 95.77% (31 03% - 98.43%) Specificity; 10
5 > L PPV 100% (97 12% - 100%) NP 99.39% (68 725 References
Sencitivity: 82 d5% iB5 67%~96.59%! Spec! th‘v 100 0086 (89 655 100.00%) Accuracy: 99 AR% (98 88% - 99 E14) Kappa #7485 2550
PPY: 100 G0% (963190~ 100.00%) NPV 99 274 (98 534 - 99,68} - E— -
Acriracy: 99.37% 198 6% - 9970} Kappa: £.9570 G5%C1 09274 DIBET A ; usv Test 2. K Tugha, W Raiph. & Hakho
2 of SARS.Coy. FLISAGYRSYISA Maligen Caming Raptd Test Ki LFIA) wap estabiished wih 218 gnags ¢ cofleces from
4.ADV Test . m.-er(s it 25 Symmomswlhw‘ 7 days after of symptoms. Two swabs were collected with fie same pecpie, an A haryageal swat 2 pali b
The performance of SARS-CoV. Z/FuA/FuB-ADV/RSVISA Antgen Cambo Repud Test i 'LH ms established wich 121 Throat swabs cotlected 10 SARS-C NF!hﬂvAJIIRM.‘Sﬁ Antigen Combo Rapid Test Kit {LFIAL and a Throat swab tested by (hg RT. g Test Kit. Tian X, Fan WML»
f

Chnica sampies were eva i o 56 poshive o ragative using RT.PCR -alerence metho

Metomics Ag test AW Positive Negative Tota! RSV Positive 217 o
ADV Positwe 313 1 14 Negatve 9 938
Nagative ] 1047 1055 Total 718 938 1156
Total T 1169 Senstivity: 96, 79% {93 50 -98. 70%) Specificity:100% (95.51% - 100%)
Spechary 90 A% PPY.IGO% (98.27%  100%) NP B% (95.48% - 99.70%)
5 ity 90.50% 95,470 P 9,385 (98, 76% - 9471 Xa 0 o) 0906
NV 95248 (58, Wiy Couracy. B939% (98,765 - 049 7 aptia. 0980 ASHC 090685 '
Kappa: 09574 25%L1 09297 0.9841
Authorized Contains
In Vitro A 5 4 Do not use if 4 Consult
Batch - Catalogue Sterilized using representative Do Nat sufficiant > Date of
a‘:gﬂf};‘wm code . IREF| O ol ethylene oxide inthe Europear: Re-use gﬁ?’f for <n> P Sdm manutacture
ikl Community e Caution tests o ¥
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