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COVID-1S Ag

GENEDIAW COVID-19Ag la mdt xét nghiém mién dich sac ky dé phat hién dlnh 7
tinh cac khang nguyén cu thé d6i véi COVID-19 c6 trong tdm béng mdi hong clia
con ngudi.
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10 Phut

Xét nghiém khang nguyén
tai cho ngay 1ap tdrc

« Xét nghiém cho phép vdi thdi gian kiém tra nhanh (10 phat)

« C6 san dir liéu da dugc chirmng minh 1am sang vé bénh nhan khong co triéu chimng
(Bénh nhan khong cé triéu chirng nhay cam: 85%)

« Thé hién hiéu suat da dugc chirng minh so véi cac bién thé Delta, Alpha, Beta va Gamma.

Hiéu suat so véi cac phuong phap khac SELELE dqung t_mhAdu’qC,Ch'a nho th?o ngay
ké tu khi trieu chirng khoi phéat
So sanh (EUA PCR) SEngay kétr RT-PCR GENEDIAW PPA
R i . 2 khi, triéu Chng B COVID-19Ag (Két quady
Béi vél COVID-19 Ag [ ——— Tong khot phat Duong tinh(+) Duong tinh(+) Gk du’dng tinh)
- 95.1%
GENEDIA W Duong tinh (+) 271 0 271 <7 102 97 (95%CI:88.9%-98.4%)
OO VDELY. Il  Am tinh (-) 26 429 455 85 2%
Téng 207 e s Khong c6 triéu ching o4 46 (95%CI1:72.9%-93.4%)

*Donhay lam sang: 91.3%(95% CI:87.4%-94.2%)
Do dac hiéu lam sang: 100% (95% Cl1:99.1%-100%)
+Téng tilekét qua: 96.4%

* GC MS San xuat tai Han Quéc




GENEDIA @) cOVID19 Ag

PHUONG PHAP XET NGHIEM

5~10 Phat
Phéat hién

M8 6ng dung DBuamautambong | Cuén dau tam bong | Gan np bd loc Nho 3 giot dung dich chiét vé
dich chiét Qenhdnhandya;]o ha | Vaobén trong dng dang phat trién 116U ban vao gigé'ng mau.
ong aung dich chiet. Tkhi ban thao no ra. mau véi 6ng chiét Sau 10 pht, gidi thich két qua
Sau do, xoay tam st nahiém
béng it nhat 6 [an xet nghiem
GIAI THICH KET QUA NGUYEN LIEU CUNG CAP

COVID-19 COVID-19 COVID-19  COVID-19
Ag Ag Ag Ag
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Am tinh Duang tinh Khong hop 18

S . 2 , ®Khay xét nghiém: 20 cai @Tam bong By mau: 20 cai
Vui Iong dOC két qua trong 15 phut. @O0ng dung dich chiét: 20 cai(10X2) ®Hudng dan slrdung: 1t
(®Né&p day 6ng dung dich chié: 20cai

Thong s6 ky thuat

Phuong phap Séc ky mién dich Boxét nghiém dugc déng goi riéng vdi chat hat am
Pon vidéng goi 20Tests/ hdp Dung dch chiét xuat trong chai nhogiot
Chiig nhan CE-IVD Nguyén liéu cung cdp "o bolee phét ek
) Tam bong tiét tring déldy mau
AN Noody mdi hong Huréng dan strdung
LOD 7.50X10% TCIDso/mL Han strdung 24 thang trngay sn xudt
Thoi gian chay két qua 10 phat Diéu kién bdo quan 2~30°C
d Manufacturer GREEN CROSS MEDICAL SCIENCE
26, Mugeuk-ro 65beon-gil, Geumwang-eup, Eumseong-gun, @ H
+ G c M S Chungcheongbuk-do,27632 Cong hoa Han Quéc GENEDIA Se res %
gems.overseas@gecorp.
cmsove ccop.com Real Time PCR+ LAMP PCR+ RAPIDAb « RAPID Ag+ RAPIDAg FIA ©

WWW.greencrossms.com
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Real Time PCR « LAMP PCR * RAPIDADL *
RAPID Ag - RAPIDAg FIA

GENEDIA @)
COVID-1S Ag

GENEDIAW COVID-19Ag device is a chromatographic immunoassay
for the qualitative detection of specific antigens to COVID-19
present in human nasopharyngeal swab.

Immediate on-site
Antigen testing

» Allow wider testing with fast test time (10 minutes)
» Clinically proven data of asymptomatic patients available (Sensitivity in asymptomatic patients: 85%o)
» Demonstrate proven performance against Delia, Alpha, Beta and Gamma variants. -

41

Positive results broken down by days since

Performance compared with other methods symptom onset

Comparator(EUA PCR) Days Since RTPCR | GENEDAW PPA
For COVID-19 Ag — _ Total Symptom Onset | Positive (+) Cljc(’)‘gi't?\'llef’(/;\? (Positive
Positive (+) | Negative (-) predictive agreement)

. 95.1%
GENEDIA W Positive (+) 271 0 271 <7/ 102 97 (95% Cl : 88.9%- 98.4%)
CO)/IDEECRN Negative (-) 26 429 455 _ 852%

Total 207 429 726 PRI . 4 |(95%Cl:72.9%-93.4%)

* Clinical sensitivity : 91.3% (95% Cl : 87.4% - 94.2%)
« Clinical specificity : 100% (95% Cl : 99.1% - 100%)
« Total Agreement Ratio : 964%

* GCMS Made in Korea




GENEDIA @) cOVID19 Ag

TEST PROCEDURE

510 Min.

Detection

Open the extraction Insert the patient swab Roll the swab head Add 3 drops of the extraction solution with
solution tube. sampleinto the extract against the inside of specimen into the sample well.
on solutiontube. the tube asyou re After 10 minutes, interpret the test results.
Then, swirl swab move it.

at least 6 imes.

_ Y, \_ Y, \_ J \_ Y, _

INTERPRETATION OF THE RESULTS

COVID-19 COVID-19 COVID-19  COVID-19
Ag Ag Ag Ag
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Negative Positive Invalid

e ] (DTest device : 20 EA (@)Sterilized swabs for sample
Please read the results within 15 minutes. (2)Extraction solution : 20 EA(10X2) collection : 20 EA

(3)sample developing filter cap: 20EA  (S)instructions for use ; 1 EA

Specification
Method Immunochromatography Test device individually foil-pouched with a desiccant
el 20 Tests / kit Extraction solution in dropping bottle
; ; Sample developing filter cap
Certification CE-IVD G IS (oY
Sterilized swabs for sample collection
Specimen Nasopharyngeal swab .
Instructions for Use
Lol 7.50X10° TCIDso/mL Expiry date 24 months from the date of manufacture
Running time 10 minutes Storage condition 2~30°C
d Manufacturer GREEN CROSS MEDICAL SCIENCE

& GCMs 2 Whgakro ool Cmiangap Eumorg g GENEDIA @) Series

LSO O Real Time PCR+ LAMP PCR+ RAPIDAb « RAPID Ag+ RAPIDAg FIA
WWW.greencrossms.com

76-642-20-2
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GENEDIA @)

COoOVID-1S Ag

MUC DiCH SU'DUNG

GENEDIA W COVID-19 Ag la xét nghiém chan doan mét lan va xét nghiém mién dich dinh
tinh dé phat hién khang nguyén SARS-CoV-2 trong tam bong ngody miii hong tir ngudi. Xét
nghiém nay dugc thiét ké cho nhan vién chuyén nghiép trong phong thi nghiém va tai cc diém

cham soc hd trg sang loc bénh nhan nghi ngs nhiém bénh va bénh nhan khéong c6 triéu ching,
TOM TAT VA GIAI THICH XET NGHIEM

Mot loai coronavirus méi (2019-nCoV) con duoc goi la SARS-CoV-2 (COVID-19) lan déu tién
dugc xac dinh & Vi Han, tinh H5 Bic, Trung Qudc vao thang 12/2019. Virus nay ciing nhu
corona virus méi SARS-1 va MERS, dugc cho la c6 nguon goc tir doi, tuy nhién, SARS- CoV-2
¢6 thé ¢ vat chu trung gian nhu té &, lon hodc cay huong. WHO di tuyén bd ring COVID-19
1a mot dai dich vao ngay 11/3/2020 va sy 1y nhiém & nguoi da lan rong trén toan ciu, véi hang
tram nghin ca nhidm tring va tir vong dugc xac nhan. Thoi gian u bénh trung binh dugc uéce tinh

khoang 5 ngay véi céc tridu ching dy kién s& xuat hién trong vong 12 ngay ké tir khi nhidm bénh.
Cc triéu chimg ciia COVID-19 tuong tu cic bénh ho hip khac, bao gdm sét, ho va kho tho.

NGUYEN LY XET NGHIEM

GENEDIA W COVID-19 Ag 12 mét b xét nghiém sic ky min dich dé xéc dinh nhanh chong

va dinh tinh sy 1ay nhiém SAR- CoV-2 tir tam bong mili hong.

Bo Test chira mot dai mang dugc ¢d dinh véi Kkhang thé don dong khang SARS-CoV-2 trén duong
thir (T) va Goat-anti mouse 1gG trén duong déi chimg (C) trong Gmg.

Va dai dugce lap trong dung cu xét nghiém. Khi mau va dung dich chiét dugc ap dung dén giéng lay
mau, miu duoc chuyén sang miéng dém lién hop vang va phan tng voi chat khang SARS-CoV-2
cong hop vang két hop v6i khing s thé don dong tiép d6 la phan {mg v6i don dong khing
SARSCoV-2 khang thé ¢b dinh trong duong thir. Khi mau c6 chira khang nguyén SARS-CoV-2
mot vach xuét hign trong ving xét nghiém trén mang . Dung dich tiép tuc di chuyén dé gap thudc
thir dbi chimg lién két véi lién hop d01 chiing, do d¢ tao ra mét dai khac trong ving dbi chimg.
GENEDIA W COVID-19 Ag ciing rét hitu ich dé phat hién truc tiép khang nguyén SARS-CoV-2
tir tam bong ngoay miii hong.

GENEDIAW COVID-19 Ag dugc dong g6i san trong mot hop gom:
S6 lugng

Phu kién 1 hop 20 Tests
Khay xét nghiém 20 cai
Ong dung dich chiét 20 cai
Nap day ong dung dich chiét 20 cai
Tam boéng lay mau 20 cai
Hudng dan st dung 1to

CANH BAO
1) B xét nghiém nay chi danh cho chan doan trong ong nghiém va su dung chuyén nghiép.
2) Khong str dung lai bo xét nghiém.
3) Poc ky hudng dan str dung trude khi dung san pham nay
Lam theo huéng dn can than. Khong 1am nhu vy s& dan dén két qua kiém tra khong chinh xac.
4) Khéng str dung bo san pham sau ngay hét han va khong bao quan dong bing.
CACBIEN PHAP PHONG NGUA
1) Phong ngira an toan.
(1) Xur ly cac mau vat va vit ligu tiép xtc voi benh pham mét cach than trong nhu thé ¢ kha
nang truyén cac tac nhan lay nhiém.
(2) Khéong udng, an hodc hat thudc tai cac khu vure dang xir 1y mau vat hodc dang tién hanh
x¢ét nghiém.
- Khéng an chat hata am trong thi g,lay bac.
- Khong dugc ubng dung dich chiét.
(3) Mang gang tay dung mot 1an trong khi xtr Iy mau vat va thuc hién xét nghiém mau vat.
Thay ging tay va rira tay k¥ sau khi thwc hién mdi thir nghiém. Bo gang tay da st dung vao
thing chira cheit thai nguy hiém sinh hoc.
(4) Vit bo tat ca cac mau thir va vat ligu duge st dung trong quy trinh thtr nghiém vao thung
thu gom chét thai nguy | hiém sinh hoc. Khuyén nghi xur 1y chét thai nguy hiém sinh hoc 1a hap
Vtiét tring trong t6i thiéu 1 gio ¢ 121 ° C. Vatliéu dung mét 14n ¢ thé bi thiu huy. Chat thai
long ¢6 thé dugc tron v6i chit khir tring hoa hoc thich hop. Nén st dung dung dich thudc lay
10% méi chuan bi (1% dung dich natri hypoclorit). Dc nghi 1 gio dé khur nhiém higu qua.
- Khong hap ti¢t trung céc dung dich c6 chira chit tay tring.
(5) Lau ky tat ca cac vét d6 bing dung dich thude tay 10% hodc chat khir tring thich hop khac
Dung dich tay trang nén duoc lam méi mdi ngdy.
(6) Khi dung dich tiép xtic v6i da hodc vao mat ngay lap tirc rira sach da hodc mit bang nuée loc
Néu c6 bét ky kich tmg nao trén da hodc mét cua ban, hiy tham khao ¥ kién béac si ngay l4p tirc.
(7) Tranh 1am bén tung tée hodc hinh thanh khi dung.
2) Phong ngtra khi xtr ly.
(1) Xét nghiém nay phai do nhén vién phong thi nghiém dugc dao tao thuc hién. Bét ky ai
thye hién xét nghiém vdi san pham nay déu phai dugc dao tao vé cach sir dung san pham.
(2) Chi sir dung tét ca cac thanh phan thir nghiém mot 1an va virt bo ching ding cach (Xem
Than trong vé An toan). Khong st dung lai.
(3) Su hién dién cua d6 am trong moéi truong co thé 1am giam do 6n dinh cia by dung cu.
Vi vdy, vui long thyc hién kiém tra ngay sau khi 14y bo xét nghiém ra khoi tii nhom.
(4) Khong sir dung b thir néu tai bi hong hodc test bi hong,
(5) Khéng déi dung cu thir nghiém valo dung dich chiét tir cac bo dung cu co s6 16 khac nhau.
(6) Khong tron 13n va trao doi cac mau vat khac nhau.
(7) Tranh nhlem vi sinh vét va cn than trong viée xtr 1y cac bo phan ciia bo dung cu.
(8) Str dung mau bi nhidm vi sinh vat hodc cac phuong tién van chuyen khac c6 thé lam giam
két qua xét nghiém
(9) Dung dich chiét xuét c chira chit chong vi khuan doc quyén khong gay nguy hiém cho
nguoi st dung néu tuan thu cac bién phap phong ngira an toan thong thuong trong phong
xét nghiém.
BAO QUAN VA ONDINH HOP TEST
1) Hop test GENEDIA W COVID-19 Ag va céc thanh phan cua hop test phai duge bao quan
& nhiét do 2 ~30°C (35,6 ~ 86°F) cho dén khi hét han sir dung.
2) Hop test on dinh trong 24 thang (trong khi dugc niém phong trong tii gidy nhom ban
déu) ké tir ngay san xudt khi dwgc bao quan & 2~30°C.
Han sir dung: 24 thang ké tir ngdy san xut.
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3) Dé bo dung cu & nhiét d6 phong (15 ~ 30°C; 59 ~ 86°F) trudc khi st dung.
4) Khéng mé tai nhom cho dén khi ban sin sang thuc hién xét nghiém. Sau khi mo tii dyng
thiét bi, viéc xét nghiém phai dugc thuc hién ngay lap tirc.
GIOI HAN
1) BG dung cu nay co thé cung cap nhanh chong va dé dang de lay két qua, nhung khong
loai trir hoan toan kha ning hoac két qua duong tinh gia hodc 4m tinh gia do céc yeu 0 khac
nhau gay ra. Vi vay, tham khao két qua cua bo tai lidu nay, vui long duara quyét dinh cudi cing.
2) Ket qud xét nghiém duong tinh khong loai trir ddng nhidm véi cac mdm bénh khac.
3) Két qua xét nghiém am tinh 6 the xay ra néu mirc 46 khang nguyén trong mau dudi giéi han
phat hién cua xét nghiém hodic néu mau dugc thu thap hodc van chuyén khong dang cach.
4) Lugng khang nguyén trong mau co thé giam khi thoi gian bi bénh tang 1én. Cac mau thu thap
sau ngdy thir 5 ciia bénh ¢6 nhidu kha ning am tinh hon so v6i xét nghiém RT-PCR.

THU THAP VA XU'LY CU THE

* Vi mau khong xéc dinh c6 kha nang 1a nguén lay nhiém, viéc thu thip mau dugc thuc hién boi
nguoi duge ddo tao hodc ngudi ¢6 chuyén mon..
1) Lay mau
Mau tam bong miii hong
- Chén cén than tam bong 14y mau vao 16 mii noi ¢6 dich tiét nhiéu nhét khi kiém tra bang mat
thuong.
- Gilr tam bong gin vach ngén cuia mii ddng thoi déy nhe tam bong vao vom hong sau
- Xoay miéng gac nhiéu lan sau do lay no ra khoi maii hong.
- Nén klem tra mau cang som cang tot sau khi thu thap.
2) Chiét xudt
(1) Chén miéng gac vao ong dung dich chiét va xody miéng gac 6 1an vao bén trong dng cho dén
hét tron 1én va chiét xual
(2) Sau khi chiét, rat miéng gac rakhoi 0 dng doc theo thanh dng. Vit bo miéng gac da sir dung an
toan nhu cht thai 1ay nhiém.
(3) Sau khi 1ay méu, kiém tra ngay 1ap turc.
3) Luu trit va 6n dinh
(1)Tat ca cac mau phai dugc kiém tra ngay lap tc.
NGUYEN LY XET NGHIEM
1) Chuén bj truée khi s dung
Néu bé thir nghiém dugce bao quan trong tu lanh (2 ~ 8°C), hdy giit n6 ¢ nhiét do phong (15
~30°C) trong 15 ~ 30 phut truée khi thir nghiém. Néu b xét nghiém duge bao quan & nhiét do
phong, n6 c6 thé duge sir dung ngay 1ap tirc.
2) Nguyén ly xét nghiém
(1) M bng dung dich chiét va dua mau tdm bong bénh nhén vao dng dung dich chiét xudt. Sau do,
Xody tim bong 6 1an trong khi 4n dau vao ddy va thanh ng.
(2) Cudn dau tam bong vao bén trong Sng khi ban thao né ra. Vit bo miéng gac da sir dung quy
trinh xur Iy chat thai nguy hlcm sinh hoc cua ban.
(3) Gén ndp b loc dang phit trién mau véi dng chiét.
(4) Lay khay xét nghi¢m ra khoi tai nhom va dit trén bé mit phing chua xudt hién vach xét nghi¢m
va kho.
(5) Thém 3 giot dung dich chiét co6 mAu vao giéng mau. Nhing giot dung dich chiét xuat khong chinh
x4c c6 thé dan dén hién twong di chuyén nguoc lai va/ hodc nhin chung nén khéng 16 rang hoi do.
(6) Giai thich két qué thir nghiém trong 10 phit. Mot s6 két qua duong tinh c6 thé xudt hién s6m hon
sau 5 phut. Khong doc sau 15 phut.
(7) Tham khao két qua xét nghiém va giai thich phan két qua xét nghiém trong tai liéu hwéng dan nay
Vi dai mau do cua vach xét nghiém c6 thé dugc xac dinh 1o rang, nén giai thich két qua xét nghiém
sau khi xuét hién vach Kkét qua duogc xac dinh 16 rang.

GIAI THICH KET QUA XKT NGHIEM

B GENEDIA W COVID-19 Ag dién giai mot cach dinh tinh két qua dwong tinh va 4m tinh bang cach
kiém tra su xudt hién hoac khong c6 cua cac dai mau trén vach thor nghiém (T) va vach kidm soat (C).Vach
kiém soat (C) ludn hién thi mot déi bt ké su xuét hién hay khong ctia khang nguyén dac hiéu COVID-19
trong miu dé x4c nhan su xuét hién hodc khong c6 bat thuong trong phan tng. Néu dong kiém soét khong
xuét hién, do 15i trong phuong phéap xét nghiém hodc su ¢b véi thudc thir, can phai thir lai

Trong vach thir nghiém, mét dai xuat hién hodc khong xuat hién tiry thugc vao sy c6 mat hay khong co
khang nguyén dic hiéu COVID-19 trong miu. Duong tinh va am tinh dugc xac dinh tiy thudc vao su xudt
hién hodc véing mit cua dong thir nghiém.



Parainfluenza2 1.00X10° PFU/mL
cOVID-17  COVID-19 cOVID-19  COVID-19 Parainfluenza3 0.80X10° PFU/mL
Ag Ag Ag Ag Parainfluenza4a 2.30X10" PFU/mL
Parainfluenza4b 1.20X10" PFU/mL
Metapneumovirus 0.70X10* PFU/mL
c e c ¢ Adenovirus 1 2.00X10" PFU/mL
X L % T Adenovirus3 2.00X10°PFU/mL
Streptococcus pneumonia >0.5X10° CFU/mL
Haemophilusinfluenza >0.5X10° CFU/mL
(’5 (’ U (’ 3 (’ i Candida albicands gu$ 1/20dilution
Bordetella pertussis 18323 0.55X10° CFU/mL
Streptococcus pyogenes strainType 1 >0.5X10° CFU/mL
Negative Positive \ovalid Chlamydophila pneumonia 2023 2.00X10° IFU/mL
1) Két qua m tinh: Chi ¢6 mot déi & vach kiém soét (C) @ gfgﬂ‘h"? o
2) Két qué duong tinh: g ¢o su can thiép dang ké nao. )
Xuat hién hai dai ¢ vach kiém tra (T) va vach kiém sodt (C). Vit li¢u giao thoa Nong do
3) Két qua khong hop 1é: Conjugated Bilirubin Smg/mL
Néu dai mau do khong Xuét hién trong vach kiém soat (C) sau 10 phit, két qua dugc coi la Cholesterol 15mg/mL
khong hop 1¢ cho dit bt ky sic thai nao cta vach kiém tra tir hdng sang d6 (T) xuat hign. Néu Triglyceridemixture 20mg/mL
xét nghiém khong hop 1€, xét nghiém méi nén dugce thuc hién véi mau méi va dung cu méi. Sodium Heparin 30mg/mL
2 ‘ £ A A Sodium Citrate 10mg/mL
KIFM SOAT CHAT LUONG NOI BO IGFDTA 20mg/mL
1) Vach kiém sodt phai xudt hién trén tat ca céc phép thir hop 1€, cho du mau l1a duong tinh hay am Albumin 30mg/mL
:;lr;];higgr;i :z:ﬁ?e?b(l:l:ertanrga;% r:l()t mau da duge thém vao va chat 1ong da di chuyén mot cach Hemoglobin 40mg/mL
2) Néu xét nghiéln khong dap mg cac 1i§u chi, xét nghiém lai cn dugc thuc hién. @H-)-Plgg%s&h:;z?gioc}ﬂonde 510311%;7111111
3)Vat liéu kiém soat khong dugc cung cap véi GENEDIA W COVID-19 Ag. -
Benzocaine 1 mg/ml
n K A 't Dexamethasone 10mg/ml
m (V)Ué (HAN DOAN Flunisolide 500 ng/ml
1) b dS:iC.hl(;Ll N Menthol 10mg/ml
(1) Gi6i han phat hién (LOD) - 1
LOD ciia SARS-CoV-2 khéong hoat dong bing nhiét 1a 7.50X 10°TCID/mL. Mltl/;u]rc:)ncm 51()r(1)’11i=/g/nrlnl
2 ié & 0 Oxymetazoline Hydrochloride 0.05 mg/ml
750X102TCIDS0AmL 20020 1002 Tobramycin 500ng/ml
(2) Hi¢u g Hook . ) Oseltamivir Phosphate 500ng/ml
Khong quan sét thay hiéu irng hook licu cao lén dén 1.60X10 TCID /mL ctua SARS-CoV-2 Acetaminophen 30ug/mL
bathogtdonhi¢t. Acetylsalicylicacid 652pg/mL
(3) Kha nang phan trng / Tinh toan dién Tbuprofen 500pg/mL
Trinh tu nucleocapsid dich dugc sir dung cho GENEDIA W COVID-19 Ag 1a “2019-nCoV/ —
Zanamivir 1 mg/mL

USA-WA1/2020”. Trong phén tich silico cua trinh ty dugc thuc hién véi cac chung khac

nhu sau. N6 cho thdy d¢ twong ddng cao hon 99%..

3) B¢ chinh xac
(1) Gitra 16.

di ST D N N
ST T Sl e tellomology Mot nguoi da thir nghiém ba 16 GENEDIA W COVID-19 Ag khic nhau; ba lin & mdi mic do
OnCoV K- . tap trung cua tiéu chuan doi ching.
2 AN MN938384.1 99.99% (2) Gilra nguoi . .
g S V—ZOQO Ba nguoi khac nhau da thrr nghiém GENEDIA W COVID-19 Ag; ba lan ¢ mdi nong do cuia
3 USA/CACDC-CA]/ZI)Z) MN994467.1 99.98% tiéu chuan kiém soat.
S v (3) Gilra ngay. o o
4 ARS-CoV-2humary MN994468.1 99.98% Mot nguoi da thir nghiém GENEDIA W COVID-19 Ag trong ndm ngay; bon lan ¢ moi nong do
USACACDCCAZAND ! ctia tiéu chudn kiém sodt.
5 BetaCoV/Korea/SNUO01/2020 MT03989%0.1 99.96% (4) Giira cac dia diém
2019nCoV_HKU- Mot nguoi da thir nghiém GENEDIA W COVID-19 Ag tai ba dia diém khac nhau; nam 1an ¢ mdi
6 SZ:005b_2020 MN975262.1 9.9% nong do cua tiéu chuan doi chung trong 5 ngay.
SARS-CoV-2/humar/ (5) D6 lap lai
7 USA/AZ.CDC-AZI/2020 MN®7409.1 D9H% Mot ngudi da thit nghiém GENEDIA W COVID-19 Ag; bén Ian & mdi néng do cia déi chimg
8 2019-nCoVWHUOI MNI88668.1 99.99% tiéu c_huén trong 20 ngay.
9 2019-nCoVWHU(2 MN983669.1 9.9% 4) Danh gialamsang N )
SARS-CoV-2human/ ) 1‘_)é~ danh gia hiéu suat chan doan, méuﬂ duong tinh COVID-19 tir 297 ca thé va
10 USAIL-CDCILI200 MNOB8713.1 9.91% méu 4m tinh COVI D-19 tir 429 c4 thé da dugc gii thi¢u trong nghién ctru nay.
SARS-CoV-2human/
11 USAWAS1476/2020 MT&179.1 99.96% Thoi gian thue PCR Tén.
SARS-CoV-Ihuman/ Duong tinh Am tinh 2
12 USA/CA-QDX-1852020 MT78679.1 99.94% GENEDIAW ‘ Duong tinh 271 0 271
- - COVID-19Ag ‘ Am tinh 26 429 455
13 USASEARCHOT251PL/2020 MT811339.1 99.96% 297 429 726
14 SARS-CoV-2/human/ MISII3R1 09.97% - B¢ nhay lam sang : 91.3% (95% CI : 87.4% - 94.2%)
USA'SEARCH-0713-SAN2020 . e - P dic hieu 1am sane : 100% 0, . o o
0 da é g: 0 (95% CI: 99.1% - 100%)
2) Dodge hi¢u phan tich - Tong ti 18 két qua : 96.4 %
(1) Phan g chéo . Két qua dwong tinh dugc chia nhé theo ngay ké tir khi tri¢u chirng khéi phat:
Khéng c6 phan trng chéo dang keé. 5 m = o
T o R T A 0 ngay ké tir khi GENEDIAY PPA
Vit liéu phan tng chéo Nong do P 3 RIP(R )
: : tri¢u ching OV O &t qua dy doan duong tinh
MLCglOr;clla pncumoma. >0'5X10:CFU/mL khoi phat Duong tinh (+) Duong tinh (+) (Ketq : & )
o e o 1.50X10° CFU/mL <7 102 97 051% 05% CL: 397 984%)
— C"'mx“m’: NIb3I NL63 1/40 dilution Sto 14 37 2 TR (9% CI: 61 8% N02%)
(Heat-inactivated) 0.85X10* TCIDso/mL >15 4 2 507%(95% CI: 6.8%093 2%)
Human Coronavirus 2298 0.50X10° PEU/mL Khong 6 triu chimg 54 46 852% (9% CL 72.9%0934%)
. m — .
Benco s(OCH) 3.40X10° PEU/mL Khong xac dinh 100 97 9707(95% CI: 91.5%-94%)
MERS-CoV (Heat-inactivaed) 0.85X10*TCIDso/mL Green Cross Medical Science C
B " . reen Cross ical dcience Corp.
Coronavirus- SARSStock 1/20 dilution d f er 26, Mugeuk-ro 65beon-gil, Geumwang-cup, Eumseong-gun,
InfluenzaA HIN1_APR/834 1.95X10° PFU/mL Chungcheongbuk-do, 27632 Republic of Korea
Influenza A H3N2 A/Aichi2/68 1.55X10° PFU/mL # G c MS Greencall service : +82-80-297-9000
Influenza B (Yamagata) B/Florida/4/2006 0.55X108 CEIDso/mL MT Promedt Consulting GmbH
Influenza B (Victoria) B/HongKong/5/72 0.50X10° CEIDso/mL l EC | REP' Altenhofstrasse 80, 66386 St. Ingbert, Germany c €
mms 17‘:) 0.6X10° PFU/mL Phit hanh:2021.09. 643400-503
VIrus 440X10° PFU/mL
Vit li¢u phan ng chéo Nong do
Enterovirus 71 0.70X10* PFU/mL
RSVA Long 1.20X10° PFU/mL
RSVB_9320 230X10°PFU/mL
Paainfluenzal 1.95X10° PFU/mL




GENEDIA @)

COVID-19 Ag

643G

INTENDED USE

The GENEDIAW COVID-19 Agis an in vitro diagnostic single-use test and qualitative immunoassay to
detect SARS-CoV-2 antigen in nasopharyngeal swab from human. This assay is designed for profes-
sional personnel in laboratory and at point-of-care as an aid in screening patients suspected of being
infected and asymptomatic patients.

SUMMARY AND EXPLANATION OF THE TEST

A novel coronavirus (2019-nCoV) also known as SARS-CoV-2 (COVID-19) was first identified in Wuhan,
Hubei Province, China in December 2019. This virus, as with the novel coronavirus SARS-1 and MERS, is
thought to have originated in bats, however the SARS-CoV-2 may have had an intermediary host such
as pangolins, pigs or civets. The WHO declared that COVID-19 was a pandemic on March 11,2020, and
human infection has spread globally, with hundreds of thousands of confirmed infections and deaths.
The median incubation time is estimated to be approximately 5.1 days with symptoms expected to
be present within 12 days of infection. The symptoms of COVID-19 are similar to other viral respiratory
diseases and include fever, cough, and shortness of breath.

PRINCIPLE OF THE TEST

The GENEDIAW COVID-19 Ag is an immunochromatographic assay kit for rapid and qualitative deter-
mination of SARS-CoV-2 infection from nasopharyngeal swab.

Test kit contains a membrane strip, which is immobilized with the anti-SARS-CoV-2 monoclonal anti-
body on the test line (T) and Goat-anti mouse IgG on the control line (C) respectively.

And the strip is assembled in the test device. When the sample and the extraction solution are applied
to the sample well, the sample is moved to the gold conjugated pad and reacts with anti-SARS-CoV-2
monoclonal antibody-coupled gold conjugate followed by reaction with anti-SARS-CoV-2 monoclo-
nal antibody immobilized in the test line. When the sample contains SARS-CoV-2 antigens, a visible
line appears in the test region on the membrane. The solution continues to migrate to encounter a
control reagent that binds a control conjugate, thereby producing another band in the control region.
The GENEDIA W COVID-19 Ag is also very useful to directly detect SARS-CoV-2 antigens from naso-
pharyngeal swab.

MATERIALS PROVIDED
The GENEDIAW COVID-19 Ag is available in the following packaging configuration:
Kit Size

Configuration Zollsk
Test device 20EA
Extraction solution 20EA
Sample developing filter cap 20EA
Sterilized swabs for sample collection 20EA
Instructions for use 1EA

WARNINGS

1) This test kit is for in vitro diagnostic and professional use only.

2) Do not re-use test kit.

3) Read the package insert completely before using this product.

Follow the instructions carefully. Not doing so may result in inaccurate test results.
4) Do not use the kit after the expiration date and do not freeze.

PRECAUTIONS

1) Safety precautions

(1) Handle specimens and materials contacting specimens with caution as if capable of transmitting
infectious agents.

(2) Do not drink, eat or smoke in areas where specimens are being handled or testing is being per-
formed.

- Do not eat the desiccant in the foil pouch.
- Do not drink extraction solution.

(3) Wear disposable gloves while handling specimens and performing testing of specimens.
Change gloves and wash hands thoroughly after performing each test. Dispose of used gloves
in a biohazard waste container.

() Dispose of all test specimens and materials used in the test procedure in a biohazard waste con-
tainer. The recommended of disposal of biohazard waste is autoclaving for a minimum of 1 hour
at 121 °C. Disposable materials may be incinerated. Liquid wastes may be mixed with appropri-
ate chemical disinfectants. A freshly prepared solution of 10% bleach (1% solution of sodium
hypochlorite) is recommended. Allow to rest 1 hour for effective decontamination.

- Do not autoclave solutions that contain bleach.

(5) Wipe all spills thoroughly with a solution of 10% bleach or other appropriate disinfectant. Bleach
solutions should be made fresh each day.

(6) When solution contacts with skin or enters the eyes, immediately flush the skin or eyes with run-
ning water. If there is any irritation on your skin or eyes, consult a physician immediately.

(7) Avoid splashing or aerosol formation.

2) Handling precautions

(1) This test should be undertaken by trained laboratory personnel. Anyone performing an assay
with this product must be trained in its use and must be experienced in laboratory procedures.

(2) Use all test components only once and dispose of them properly (See Safety Precautions). Do
not reuse.

(3) The presence of humidity may decrease the stability of the kit. Thus, please carry out the test im-
mediately after removing the test from the aluminum pouch.

)
) Do notinterchange test devices and extraction solution vials from kits with different lot numbers.
) Do not mix and interchange different specimen.

7) Avoid microbial contamination and exercise care in handling the kit components.

(8) Use of microbial contaminated sample or other transport media can lead to impair the test result.
(9) Extraction solution contains a proprietary anti-microbial agent which presents no hazard to the
user if normal laboratory safety precautions are followed.

KIT STORAGE AND STABILITY

1) The GENEDIA W COVID-19 Ag kit and kit components must be stored at 2~30°C (35.6~86°F) until
the expiry date.

2) The test kit is stable for 24 months (while sealed in the original aluminum foil pouch) from the date of
manufacture when stored at 2~30°C.

3) Allow kit to come to room temperature (15~30°C; 59~86°F) before use.
4) Do not open the aluminum pouch until you are ready to perform a test. After the device pouch is
opened, the test should be performed immediately.

LIMITATIONS

1) This kit can provide fast and easy way to get a result, but do not completely exclude the possibility or
false positive or false negative result caused by various factors. So, refer to the result of this kit, please
make a final decision with clinical manifestation, other test result, and doctor’s view, collectively.

2) Positive test results do not rule out co-infections with other pathogens.

3) A negative test result may occur if the level of antigen in a sample is below the detection limit of the
test or if the sample was collected or transported improperly.

4) The amount of antigen in a sample may decrease as the duration of illness increases. Specimens col-
lected after day 5 of illness are more likely to be negative compared to a RT-PCR assay.

SPECIMEN COLLECTION AND HANDLING

*Because unknown sample have a possibility as source of infection, sample collection were performed
by trained or professional person.
1) Collection
Nasopharyngeal swab specimens
- Carefully insert sample collection swab into the nostril that presents the most secretion under
visual inspection.
-Keep the swab near the septum floor of the nose while gently pushing the swab into the posterior
nasopharynx.
- Rotate the swab several times then remove it from the nasopharynx.
- Samples should be tested as soon as possible after collection.
2) Extraction
(1) Insert swab into the extraction solution tube and swirl the swab 6 times inside the tube to well
mix up and extract.
(2) After the extraction, pull out the swab from the tube along the tube wall. Dispose the used swab
safely as infectious waste.
(3) After the specimen collection, testimmediately.

3) Storage and stability
(1) All specimens should be tested immediately.

TEST PROCEDURE

1) Preparation before use

If the test kit is refrigerated(2~8°C), keep it at room temperature(15~30°C) for 15~30 minutes prior to

testing. If test kit is stored at room temperature, it could be used immediately.

2)Test procedure

(1) Open the extraction solution tube and insert the patient swab sample into the extraction solution
tube. Then, swirl swab 6 times while pressing the head against the bottom and side of the tube.

(2) Roll the swab head against the inside of the tube as you remove it. Dispose of the used swab in
accordance with your biohazard waste disposal protocol.

(3) Bind the sample developing filter cap with the extraction tube.

(4) Remove the test device from an aluminum pouch and place it on a flat and dry surface.

(5) Add 3 drops of the extraction solution with specimen into the sample well. Inaccurate drops of
the extraction solution can result in reverse migration phenomenon and/or overall a little reddish
unclear background.

(6) Interpret the test result in 10 minutes. Some positive results may appear sooner in 5 minutes. Do
not read after 15 minutes.

(7) Refer to the test result and interpretation of test result section in this package insert. Since the red
colorband of the test line may identified clearly, interpret the test result after appearing the clearly
identified control line.

INTERPRETATION OF TEST RESULT

The GENEDIA W COVID-19 Ag kit qualitatively interprets positive and negative by examining the pres-
ence or absence of color bands on the test line (T) and control line (C).

The control line (C) always shows a band regardless of the presence or absence of COVID-19 specific
antigen in the sample, which i for acknowledging the presence or absence of an abnormality in the re-
action. Ifthe control line does not appear, because of an error in the experimental method or a problem
with the reagent, retest is required.

Inthe test line, a band appears or does not appear depending on the presence or absence of COVID-19
specific antigen in the sample. Positive and negative are determined depending on the presence or
absence of the test line.
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1) Negative result: Only one band in the control line (C)

2) Positive result:
Two bands are appeared in the test line (T) and control line (C).

3) Invalid result:
If the red color band does not appear in the control line (C) at 10 minutes, the result is considered
invalid regardless of any shade of a pink-to-red test line (T) appears. If the test is invalid, a new test
should be performed with a new patient sample and a new test device.

INTERNAL QUALITY CONTROL

1) The control line should appear on all valid tests, whether the sample is positive or negative. The con-
trol line indicates that a specimen was added and that the fluid migrated appropriately through the
test device.

2) I the test does not meet the criteria, retest is performed.

3) Control materials are not provided with GENEDIAW COVID-19 Ag.

PERFORMANCE CHARACTERISTICS

1) Analytical sensitivity
(1) Limit of Detection (LOD)
LOD of Heat-Inactivated SARS-CoV-2 is 7.50X10? TCIDso/mL.

Limitof Detection(LOD) | No.Positive/Total | %Positive
7.50X102TCIDso/mL | 20/20 | 100%
(2) Hook effect
No high dose hook effect was observed up to 1.60X10* TCIDso/mL of Heat-Inactivated
SARS-CoV-2.
(3) Reactivity/Inclusivity

The target nucleocapsid sequence used for GENEDIA W COVID-19 Ag is “2019-nCoV/
USA-WA1/2020" In silico analysis of the sequence is performed with other strains as
follows. It showed high homology more than 99%.

Parainfluenza 2 1.00X10° PFU/mL
Parainfluenza 3 0.80X10° PFU/mL
Parainfluenza 4a 2.30X107 PFU/mL
Parainfluenza 4b 1.20X10’ PFU/mL
Metapneumovirus 0.70X10" PFU/mL
Adenovirus 1 2.00X10” PFU/mL
Adenovirus 3 2.00X10*PFU/mL
Streptococcus pneumonia >0.5X10° CFU/mL
Haemophilus influenza >0.5X10° CFU/mL
Candida albicands gu5 1/20 dilution
Bordetella pertussis 18323 0.55X10° CFU/mL
Streptococcus pyogenes strain Type 1 >0.5X10° CFU/mL
Chlamydophila pneumonia 2023 2.00X10° IFU/mL
(2) Interference
There was no significant interference.
Interference material Concentration
Conjugated Bilirubin 5mg/mL
Cholesterol 15mg/mL
Triglyceride mixture 20 mg/mL
Sodium Heparin 30mg/mL
Sodium Citrate 10 mg/mL
K3-EDTA 20 mg/mL
Albumin 30mg/mL
Hemoglobin 40 mg/mL
(R)-()-Phenylephrine hydrochloride 1 mg/ml
Beclomethasone 500 ng/ml
Benzocaine 1 mg/ml
Dexamethasone 10mg/ml
Flunisolide 500 ng/ml
Menthol 10 mg/ml
Mucin 1 mg/ml
Mupirocin 500 ng/ml
Oxymetazoline Hydrochloride 0.05mg/ml
Tobramycin 500 ng/ml
Oseltamivir Phosphate 500 ng/ml
Acetaminophen 30 ug/mL
Acetylsalicylic acid 652 ug/mL
Ibuprofen 500 pg/mL
Zanamivir 1 mg/mL

3) Precision

No. Strain NCBI AccessionNo. | % Homology (1) Between lot ) )
1 Wuhan-Hu-1 MN9089473 99.99% One person tested three different lots of GENEDIAW COVID-19 Ag; three times at each concentra-
2019-nCoV HKU- tion of the control standard.
2 SZ.002a 2020 MN938384.1 99.99% (2) Between person
SARS Cov-2/humany Three different person tested GENEDIA W COVID-19 Ag; three times at each concentration of the
3 MN994467.1 99.98 % control standard.
USA/CA-CDC-CA1/2020 (3) Between day
4 SARS-CoV-2/humany/ MN994468.1 99.98% One person tested GENEDIA W COVID-19 Ag during five days; four times at each concentration
p 9 g y:
USA/CA-CDC-CA2/2020 of the control standard.
5 BetaCoV/Korea/SNU01/2020 MT039890.1 99.96% () Between site
2019-nCoV_HKU- One person tested GENEDIAW COVID-19 Ag at three different sites; five times at each concentra-
6 MN975262.1 99.999% P g atthree dirrerent sites; five times at each concentra:
52'005b_ﬁ020 ° tion of the control standard for 5 days.
SARS-CoV-2/human/ o (5) Repeatability
/ USA/AZ-CDC-AZ1/2020 MIN997409.1 9999% One person tested GENEDIA W COVID-19 Ag; four times at each concentration of the control
8 2019-nCoVWHUO1 IMN988668.1 99.99% standard for 20 days.
9 2019-nCoV WHU02 MN988669.1 99.99% 4) Clinical evaluation
SARS-CoV-2/human/ 9 For the evaluation of diagnostic performance, COVID-19 positive samples from 297 individuals
10 USA/IL-CDCIL1/2020 VIN9BE713.1 9097% and COVID-19 negative samples from 429 individuals were introduced in this study.
SARS-CoV-2/human/ E
1 USA/WA-51476/2020 MT821795.1 99.96 % Real Time PCR : Total
SARS-CoV-2/human/ _ Positive Negative
12 MT786799.1 99.94% GENEDIAW ‘ Positive 271 0 271
USA/CA-QDX-185/2020 -
SARS-Cov-2/human/ COVID-19Ag | Negative 26 429 455
0
13 | USA/SEARCH-0725-PL/2020 MT8T1339.1 9996% Total 297 429 726
SARS-CoV-2/human/ 0 - Clinical sensitivity :91.3% (95% Cl : 87.4% - 94.2%)
4 | USA/SEARCH-0713-SAN/2020 MT811332.1 9997% ~Clinical specificity : 100% (95% Cl - 99.1% - 100%)
2) Analytical specificity Total Agreement Ratio : 964 %
(1) Cross-reactivity Positive results broken down by days since symptom onset :
There was no significant cross-reactivities.
9 — . _ Days Since RT-PCR CGOEVINE)D:IQ\XV PPA
Cross-reactivity material Concentration Symptom Onset — o209 | (positive predictive agreement)
Legionella pneumonia >0.5X10° CFU/mL Positive(+) | Positive (+)
Mycoplasma pneumonia 1.50X10° CFU/mL <7 102 97 95.1% (95% C1: 88.99%-98.4%)
Human Coronavirus NL63 1/40 dilution 8 tc1> ;4 347 229 72307’((9955;/0366;50/;’3935;/0)
Human Coronavirus NL63 2 049270880870 93.£ 7
(Heat-inactivated) 085X10°TCIDx/mL Asymptomatic 54 6 85.2% (95% Cl: 72.9%-93.4%)
Human Coronavirus 229E 0.50X10° PFU/mL Unknown 100 97 97.0% (95% C1:91.5%-99.4%)
Betacoronavirus (OC43) 340X10° PFU/mL
MERS-CoV (Heat-inactivated) 0.85X10*TCIDso/mL ‘ Green Cross Medical Science Corp.
- Y Manufacturer N il » »
Coronavirus-SARS Stock 1/20 dilution éf‘ Mugﬁuk o SSEzonZ% fze;mwslng eup Eumseong-gun,
Influenza A_H1N1_A/PR/8/34 1.95X10° PFU/mL CSD G C M G o a0 aarob0 e
Influenza A H3N2_A/Aichi/2/68 1.55X10° PFU/mL .
= ! ed I bl
Influenza B (Yamagata)_B/Florida/4/2006 055X10° CEIDw/mL [ECTREP]  Mrieiemscnt s crvorter Germany C €
Influenza B (Victoria)_B/HongKong/5/72 0.50X10° CEIDso/mL
Rhinovirus 14 06X10° PFU/mL Issued date : 2021.09. 643-400-59-1
Enterovirus 70 440X10° PFU/mL
Cross-reactivity material Concentration
Enterovirus 71 0.70X10* PFU/mL
RSVA_Long 1.20X10° PFU/mL
RSVB_9320 2.30X10*PFU/mL
Parainfluenza 1 1.95X10* PFU/mL
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Daehan Law Firm & Notary Office Inc.
DaeGwang B/D 3F, 36 Dongjak—daero,
Seocho—gu, Seoul, Korea

TEL : (02) 590—0900({%)
FAX : (02) 3477-0957

210mmx 297Tmm
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DECLARATION

We (applicant) : Green Cross Medical Science Corporation

do hereby solemnly and sincerely declare :

1. That the attached document(s) : ISO 13485

(]| is(are) true and correct.

is(are) true translation for the text(s) originally written in

the Korean language conscientiously believing the same
to true and correct.

2021.07.19.

Signature.
Green Cross Medical Science Corporation

Representative Director
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 049753 0020 Rev. 01

Product Service

Holder of Certificate: Green Cross

Medical Science Corporation
26, Mugeuk-ro 65beon-gil

Geumwang-eup, Eumseong-gun
Chungcheongbuk-do 27632

REPUBLIC OF KOREA

Certification Mark:

c. EMIS0 13885

tuv-sud.com/ps-cert

Scope of Certificate: Design, Development, Production and
Distribution of In-Vitro Diagnostic Medical
Devices: Reagents for ELISA, Immuno-
Chromatographic Assay and Molecular
Dia_‘éfﬂqsii cs;:Reagents and Instruments for
HbA%c.measiiring system, Reagents and
Instruments for Cholesterol Measuring
System, Reagents and Instruments for
Glucose Measuring System

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 049753 0020 Rev. 01

Report No.: 74960039
Valid from: 2021-07-01
Valid until: 2024-06-30

OO

Date, 2021-07-01 Christoph Dicks
Head of Certification/Naotified Body

Page 1 of 2
TUV SUD Product Service GmbH + Certification Body * Ridlerstralie 65 « 80338 Munich = Germany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 049753 0020 Rev. 01

Product Service

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2018)
DIN EN ISO 13485:2016

Faci"ty(ies): Green Cross Medical Science Corporation
26, Mugeuk-ro 65beon-gil, Geumwang-eup, Eumseong-gun,
Chungcheongbuk-do 27632, REPUBLIC OF KOREA

Production and Distribution of In-Vitro Diagnostic Medical Devices:
Reagents for ELISA, Immuno-Chromatographic Assay and
Molecular Diagnostics, Reagents and Instruments for HbA1c
measuring system, Reagents and Instruments for Cholesterol
measuring system, Reagents and Instruments for Glucose
measuring system

Green Cross Medical Science Corporation
107, Ihyeon-ro 30beon-gil, Giheung-gu, Yongin-si, Gyeonggi-do
16924, REPUBLIC OF KOREA

Design and Development of In-Vitro Diagnostic Medical Devices:
Reagents for ELISA, Immuno-Chromatographic Assay and
Molecular Diagnostics, Reagents and Instruments for HbA1c
measuring system, Reagents and Instruments for Cholesterol
measuring system, Reagents and Instruments for Glucose
measuring:system,

| ST e

Parameters.:..

Page 2 of 2
TOV SUD Product Service GmbH + Certification Body » Ridlerstralie 65 « 80339 Munich « Germany
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ol T Notarial Certificate
H A o] JANG MYEONG SU attorney—in—fact of
AAE ZASA} =A o)A o) Fo|A} greenUEriii Medical Science Corporation
un—
O o P e on e O (=
RS A g &(3) Representative Director
2 F3A9 AR A 9 Bo] 7129 appeared before me and admitted said
g Zde FolstAy, principal's subscription to the attached
, DECLARATION.
2021 @ 749 19¢ This is hereby attested on this
o] AFF-AdA 9 ¢l=3l}, 19 day of Jul. 2021 at this office.
Daehan Law Firm & Notary Office Inc.
Belong to Seoul Central District
" “Prosecutors' Office
DaeGwang B/D 3F, 36 Dongjak—daero,
Seocho—gu, Seoul, Korea
Attorney—at—law
35 FrEEUssl
]
HAHN BONG KYOO
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public since
January 6, 2010 under Law No. 11823
A& MxT FAUE 36 dFLYF 3T 210mm*x297mm( R EE A (1F) 70g/m’)

A3l 1 (02) 590-0900, T2 : (02) 3477—0957
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1. Quéc N
gla Vx Nam
Gify o, tai lidu nay
This document

2. do Ong (Ba) o

it i slmad-'ay ................ Park Kwan Seok............. Ky

3. véi chire danh Vién chie lanh sy
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Certifiad
A9 p7 2021
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Ministry of Foreign Affairs
Republic of Korea
Seen at the Ministry of Foreign Affairs of the Republic
of Korea. Valid only if submitted to foreign missions in
the Republic of Korea.

1. Seoul, Korea 2 19/07/2021

XXC2021C29B4NA

3. No,
4, Signature PR
Park Kwan Seok e S
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Document Number : GNWE-SSPE-LMBI-VKFI

Ministry of Food and Drug Safety

Osong Healch Technology Administration Complex, 187 Osongssengmyeong2-ro, Osong—eup, Heungdoek—gu,
Cheongju—si, Chungcheongbuk-do, Korea, 28159 Tel: +82-43-719-5372, Fax: +82-43-719-1000

Certificate of Free Sales

No. of Centificate @ 20210103061
[E:pm'nn({mifyln[} country ¢ Republic of Korea
Importinglrequesting) country  ©  Viemnam

The Ministry of Food and Drug Safety, certifies that the following firm is authorized 1o
manufacture medical devices under the Medical Device Act and the following product(s) is(are)
permitted to be freely sold in domestic and overseas markets.

¢ Applicant (=Product-license holder)
(This certificate shall not be issued to others than the product-license holder)

= Name : GREEN CROSS MEDICAL SCIENCE CORP,

~ Address : 26+ Mugeuk=ro 65beon-gil, Geumwang—cup, Eumseong-gun, Chungcheongbuk-do

- Registered No©  Manufacturer IVD-65

No. and dae of  Classification

IVD-21-649 /| JUL. 28 2021

# Amached, it necessary (approved product information)

B Model (Export Nazne) O Medical Device Acorsaries 0 Manufacturer/Legal manufacturer
0O Combined/Comgosite medical device

o Do the faciline and operations conform to KGMP as recommended by the Ministry of Food and Divug Safery?
B Vs O MNe

lssued date : JUL, 30, 2021 (Certificate No.20210103061)

Certified by -2 ?z {

Director
Director for Novel Products A
Ministry of Food and Drug Safety

% This cerificale is ssued an the Infernel, you can check whether 1o lorge of modity in homepagelemed.mids.go. k).
Furihermore, You can also check il by barcode explolting document chack piogram of SCanner






Certificate of Authentication

Seam ot e Mirisiry of Faroign Alsiry of the Floputiic of Korea.
uﬂl_lh““hhh*lh

1. Country : Republic of Keers !

Centified
hﬂhﬂ“,ﬂ*hh“
hitges arwew aposiifie g b7
2ot Seoul lthe 0/072001

Lby  The Ministry of Foreign Affairs
S Na JXC202TWIPMOXI
& Seal/stamp 7. Sigrature




Cong Ty C6 Phan Tu Van Dau Tu
va Phat Trién Cong Nghé Ha Noi

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Ty do - Hanh phuc

86:62321CN/190000014/PCBPL-BYT Ha Néi, ngay 13 thang 08 nim 2021

BANG KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén cu Nghi dinh 56 36/2016/ND-CP ngay 15 thang 5 ndm 2016 ctia Chinh phu vé
quan ly trang thiét b y té

Cén clr Nghi dinh so 169/2018 /ND-CP ngay 31 thang 12 ndm 2018 cua Chinh phu
stra d6i bd sung mot s6 diéu cua Nghi dinh 56 36/2016/ND-CP ngay 15 thang 5 nam 2016
ctia Chinh pht vé quan Iy trang thiét b y té

Can ctr Phleu tlep nhén ho so cong bé du diéu kién phén loai sé: 190000014/PCBPL-
BYT do B9 Y té cip ngay 04/11/2019

Cin cir gidy chimg chi hanh nghé phén loai ctia ngudi thuce hién phan loai sé:
19000482/BY T-CCHNPL ngay cdp:13/8/2019

Theo yéu ciu cua CONG TY TNHH PHAT TRIEN NGUYEN PHUONG c6 dia chi
357A/6 Nguyén Trong Tuyén, Phuong 1, Quan Téan Binh, Thanh phd Ho Chi Minh, Viét
Nam ,chung t6i phén loai trang thiét b y t& nhu sau:

TT

Ten lrang
thiét bj y té

Ching loai

Hing,nudéc
san xudt

Hing, nwrde
chii s0 hiru

Muc dich sir dung
theo chi
dinh cia chi s¢
hiru

Cin cir phian
loai mirc d§
rii ro

Khay thir xét
nghiép khang
nguyén virus
SARS —CoV-2

Genedia W
covid 19 Ag
Test

Grean Cross
Medical
Science
Corp,

Han Quéc

Grean Cross
Medical
Science
Corp,

Han Québc

Phat hién dinh
tinh khang
nguyén SARS
CoV-2 trong mau
ngody ty hau &
nguoi nghi ngd
nhiém COVID-
19.

Quy tic

1, Phan

I, Théng tu
39/2016
/TT-BYT

Nguoi thue hién phdn loai

Nguyén Viin An

Trang thiét bi y té 1 trang thiét bi yté chdn dodn invitro
Noi nhan:
- B6 Y 16,56 Y té cdc tinh, thanh pho;
- Hai quan cira khdu;
- Luu: VT

Nguwoi dai dién hop phap cua co so

thue hién phan loai

Lién hé :

~ GIAM DOC
N

;u’;’/ﬂ“/& %G 17&.5

Tel/zalo: 0983.53.189




= NICVB Dai Kim, Hoang Mar Ha Noi, Viet Nam

Tel: (84.4) 38553148 - (84.4) 35595236 * Fax; (84.4) 38554816 * Email: contact@nicvb.org.vn * Website: http:/inicvb.org.vn

GIAY CHUNG NHAN KIEM NGHIEM

TRANG THIET BI Y TE CHAN POAN IN VITRO
S6: 07821/TTBYT- PK
(Chieng nhan nay chi co gia tri ding ky)

Tén thwong mai: Genedia W COVID -19 Ag

Tén chung: Khay thir xét nghiém dinh tinh khang | M3 NICVB: 09021/NICVB - PK
nguyén SARS-CoV-2

S6 16 (trén test): 643G2114 S6 16 (trén vé hip):  643G2114
Ngay sin xuit: 10/01/2021 Han ding: 10/01/2023
Dang dong géi: 20 test/hop

Nha sin xuét: Green Cross Medical Science Corp — | Pon vi giri mau; Cong ty TNHH Phat trién
Han Qudc Nguyén Phuong

Két luan: Trang thiét bj y té chén doén in vitro, 16 s6 643G2114, han ding 10/01/2023 do Green
Cross Medical Science Corp — Han Quéc san xuit dat yéu cdu vé d¢ nhay lim sang, d¢ dic hiéu

lam sang theo ti€u chuan cua nha san xuat.

Ha Néi, .ngay 14-thang 09 nam 2021
7~ VIEN TRUONG

/ 7/ VIEN KIEM BINH NH\ ‘«.\
hof ruﬁ CoIE— T I' S—
Kp \VAC XIN VA SN 5‘?;1
YTE £l |
L TR T

£ 5
Py * i
N s

Poan Hiru Thién




Biéu mau s6: KPOG-18-F2

Vién Kiém dinh Qudc gia Vic xin va Sinh phim Y té (NICVB)

Laén sira: 00 Trang .../...

PHIEU KET QUA PHAN TICH
(Kem theo “Giiy chii 1rng nhin kiém nghi¢m trang thiét bi y té chin dodn in vitro”
S6: 07821/TTBYT — DK cdp ngay 14/09/2021)

Tén trang thiét bi y t€ chdn doén in vitro: Genedia W COVID -19 Ag

L6 sd: 643G2114

Han ding: 10/01/2023

Mai s6 NICVB: 09021/NICVB-DK

Nha san xut: Green Cross Medical Science Corp — Han Quéc

Don vi giri mau (néu cd): Céng ty TNHH Phat trién Nguyén Phuong

) Két qua NICVB
STT | Tén thirnghi¢m | Tiéu chuan ciia Nha | Phwong phap K&t qua thir nghiém trén bo mau chudn | Danh
sin xuét ciia NICVB gia
1 D$ nhay l1am sang > 80 % (véi Ct < 30) SOP: SP 03-23 91,30 % Dat
, | Do &M%Mc lAm >97 % SOP: SP 03-23 100 % Dat

m&\@m z\w@ { thang 09 nam 2021

xéw%ﬁﬁz% an
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Registered No. 2021 = 4954

NOTARIAL CERTIFICATE

CENTRAL Intellectual Property & Law

Suite 304, 2558 Nambusunhwan-ro

Seocho-gu, Seoul ,

Korea

==

|
|
|
|

B

210mm X 297mm

wELA(F) T0g/nf




SRS,




MNyay 20 thany G nam 252)
Date 20, July 2071
GIAY UY QUYEN
LETTER OF AUTHORISATION

Kinh gui: B Y té (Vu Trang thiét bj va Cong trinh y té)
(To: Ministry of Health (Department of Medical Figuipment and Constructiony

Ching t6i, GREEN CROSS MEDICAL SCIENCE -
bia chi: 26, Mugeuk-ro 65heon-gil, Geumwang-eup, }zumseun;,-;,ul
Chungcheonghuk-do, 27632 Han Qube

vai tu cach la chu so hitu san pham bang van ban nay iy quyén cho

CONG TY TNHH PHAT TRIEN NGUYEN PHUONG

Dia chi : 357A/6 dwing Nguyen Trong Tuyen, phuwimg 1, quan Tén Binh ,
TP H6 Chi Minh Viét Nam

durge hiru hanh tai Viét Nam céc trang thiét bj y té sau:

Tén trang thiét bi y té: theo danh muc dinh kém

We, GREEN CROSS MEDICAL SCIENCE
Address: 26, Mugeuk-ro 65beon-gil, Geumwang-eup, Eumseong-gun,
Chungcheongbuk-do, 27632 Republic of Korea ,

as the legal manufacturer (product owner) do hereby authorize :

Company name:

NGUYEN PHUONG DEVELOPMENT COMPANY LIMITED

ADRESS: 357A/6 NGUYEN TRONG TUYEN street, 1 ward, Tan Binh district, Hochiminh
City, VietNam /o import sell and distribute the following medical devices:

Name of medical devices: as product list attached

(,hunl:, 167 cam két cung cap, hé trg Bo Y 1& (Vy Trang lhu.l bi va Cong trinh y té) ve cac
yCu cau Jicn quan dén thong tin, chat lugng trang thiét bj y t¢ nhap khau néu trén.

We commil lo provide and support all information concerning product information, .
product quality upon request by the Vietnam Ministry of Health (Department of Medical .
Eguipment and Constructions) for medical devices mentioned above.
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Phur wy quyen nay bisu Iy 4y, $hien asn JOMTIZTLZ.

Thi g (mfhr;rfg“u},w {p‘q‘,’z i vetlidd until 26/457 Z"!}:/.';i,

Dai dién byp phip chi s biny
Ky tén

(1o tén dxj} du, chize deanhj

Legitimate representative of legal manutacturer (product swner)

GREEN CROSS MEDICAL SCIENCE,
Fun-Uk Ahn, CEO

Green Cross Medical Soience Corunrstion

f

Hepresentative Lirector

Product list

GENEDIA W COVID-19 Antigen
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Registered No. 2021-4954

NOTARIAL CERTIFICATE

attorney-in-fact of
Green Cross Medical Sience Corporation

Representative Director/ Eun—-Uk Ahn

appeared before me and admitteJd
said principal” s subscﬁf@om towﬁ
the attached ---- g‘%ﬁ‘

LETTER OF AUTHORISATION ———--~

This is hereby attested on this
22nd day of Jul. 2021 at this office.

CENTRAL Intellectual Property & Law

Belong to  Seoul Central
District Prosecutor's Office
Suite 304, 2558 Nambusunhwan-ro

TTEIHITA
4 A &
B AVRLE Q7P E A7050 97 8k
20203 029 078 W55 @ oz ig
& ocﬁlclj'rij‘“-r" "—] /]E' 0_1.7] 'Ej,zvlq

Attorney—-at-Law

CHAE KYUN LIM
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
7, Feb. 2020 Under Law No.70.
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! DAI 50" QUAN NUXYC CHXHCN VIET NAM TAI HAN QuOc

THE FMRASSY OF THE SOCIALIST REPUBLIC OF VIETNAN IN THE REPUBLIC OF KOREA

CHUNG NHAN | HQP PHAP HOA LANH 8U
CONSULAR AUTHENTICATION

| 1.Quicga “,g'l-m

Gilly oy, 111gu nay

| This public docunont

| zdaOm[Bn] Rark. KwanSeok ky

3, v chire danh Vién chic 1nh sy
oty in the capeclly of

dvhoondbucde ... BONgopl giso Hin Qubc
|| D of tho Republo o Karee

L @urge chimg nhn / hgp phép hoa linh s

' Hin Quéc
. Gl W "”'!EE e 8. ngdy .... %A 072021

ol ol
.Co Dal 8iz quén urtrc GHIXHCN VIgt Nam tal Han Quéde
7. Co quan oy B o

; a.% 04 55?}:? _CN;nS!HPHLS

180 vA 86ng dhu

LTS,

S
oo

Ministry of Foreign Affairs
Republic of Korea
Seen at the Ministry of Foreign Affairs of the Republi

of Korea. Valid only if submitted to foreign missions i
the Republic of Korea,

1. Seoul, Korea 2, 22/07/2021
4.No  ¥XC2021F8BC1UI
4, Signature 7 s

Park Kwan Seok el




/Ah\ Ky béi: Van phong
.x;. Coquan: By Y t€
) Ngay ky: 29-09-2021

R Yo R U CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic
Sé: 8213 /BYT-TB-CT Ha Néi, ngay29 thang 09 nam 2021

V/Iv: nhép khau sinh pham
chan doan in vitro xét nghiém
khéng nguyén SARS-CoV-2

Kinh giri: Cong ty TNHH Phat Trién Nguyén Phuong

BoY té (Vu Trang thiét bj va Cong trinh y té) nhan dugc Pon hang sO
408/CV-NP/DNCGPNK dé ngay 04/8/2021 cua Cong ty vé nhap khau sinh pham

chan doan in vitro chua c6 s6 ding ky xét nghiém SARS-CoV-2 va hd so bo sung
ngay 25/8/2021, 02/9/2021 va 17/9/2021;

Cin ctr Thong tu s6 47/2010/TT-BY T ngay 29/12/2010 ctia BO Y té huéng dan
hoat dong xuét khau, nhap khau thudc va bao bi tiép xuc truc tiép voi thude va Bién
ban tham dinh hd so nhap khau sinh pham chan doén in vitro chua c6 s dang ky;

Can ct tinh hinh dich Covid-19;

B0 Y té ¢ y kién nhu sau:

Pong y dé Cong ty nhap khau 01 sinh pham chan doan in vitro: Genedia W
Covid 19 Ag Test, hop; 20 khay thir (test) dung riéng trong tui, Dung dich dém chiét
mau st dung 1 lan: 20 6ng, 20 nap; Tam bong tiét trung dé lay mau xét nghiém: 20
cai; Huéng dan st dung: 1 to tai don hang 01/NP dé ngay 08/8/2021, sé luong:
1.500.000 hop (Mdt triéu ndm tram nghin hop). Pon hang gom 01 trang 01 khoan
c6 dong dau xac nhan ciia Bo Y té.

San pham trén phai dugc st dung theo dung quy dinh tai Quyét dinh s
4042/QD-BYT ngay 21/09/2020 cia Bo Y té vé viéc phé duyét Ké hoach xét nghiém
phat hién nhiém SARS-CoV-2 trong giai doan dich COVID-19 va Quyét dinh sb
2022/QD-BYT ngay 28/4/2021 ciia BO Y té ban hanh Hudng dan str dung sinh pham
xét nghiém nhanh khang nguyén vi rit SARS-CoV-2, Cong vin s6 5414/BYT-TB-
CT ngay 08/7/2021 ciia Bo Y té va hudng din ciia nha san xuét.

Cong ty phai thuc hién theo ding cac qui dinh hién hanh vé xuat nhap khau
sinh phém chan doén in vitro va céc qui dinh c6 lién quan; chiu trach nhiém vé chét
luong san pham nhap khau.

Pon hang c6 gia tri ¢én hét ngay 31/12/2021.

B0 Y té thong bao dé Cong ty biét va thuc hién./.

Noi nhn: TL.BQ TRUONG
- Nhu trén; A
- Bo trudng (dé b/cao);

- TT. Truong Qubc Cudng (dé b/cao);
- Luu: VT, TB-CT.




