KHAY THU XET NGHIEM PINH TiNH
KHANG NGUYEN VI RUT SARS-COV-2

OnSite’ COVID-19 Ag Rapid Test
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= CHUYEN NGANH VAT TU PHONG LAB

Nhap khau va Phan phéi tai Viét Nam:

CQNG TY TNHH AVANTA DIAGNOSTICS.
S6 286 Buwong Giadi Phéng, Phwdng Phwong
. Liét, Quan Thanh Xuan, TP. Ha Nogi, Viét Nam.
il: Tel: +84 24 3668.6821/ Fax: +84 24 3668.6823.
E DICH VU HO TRQ & TU VAN KY THUAT:
www.avanta.vn
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THU NGO

CONG TY TNHH AVANTA DIAGNOSTICS xin gi&i thiéu t&i Quy Bénh vién/ Co s& y t&/ Nha
phan phdi bd xét nghiém nhanh khang nguyén OnSfte® COVID-19 Ag Rapid Test san xuat
b&i hang CTK Biotech, Inc. da dwgc BO Y té cap giay phép nhap khau s6 7302/BYT-TB-CT
ngay 03/09/2021.
THONG SOKY THUAT CO BAN:
-Tén san pham: OnSite® COVID-19 Ag Rapid Test.
-Ma san pham: R0182C.
-Mau pham: Mau ngoay dich mi/ Mau ngoay dich ty hau.
-Ngwong phat hién: 280 TCID,/mL.
-Hiéu qua chan doan:
+MA&u ngoay dich ty hau: Dd nhay 90,4%, D6 dac hiéu 100%, D6 chinh xac: 98,2%.
+ M4u ngoay dich mai: P& nhay 91,2%, D6 dac hiéu 99,6%, D6 chinh xac: 97,6%.
- Quy cach: Hop 20 xét nghiém gém: 20 khay thir, 20 6ng chiét da cd dém chiét mau,

20 nap nhé giot, 1 gia d& éng chiét mau, 20 que lay mau vé trung, Hwéng dan st dung.
-S6 lwong xét nghiém/thung: 1 thung =40 hop x 20 xét nghiém/hdp = 800 xét nghiém.
- Kich thwéc thung (DxRxC): 55 x45 x40cm.

-Trong lweng thung: 16.5Kg.

CHUNG CHi & BAO CAODANHGIA:

-1S013485 (cap bdi BSI), CE (cap bdi MDSS), CGMP (cap bdi FDAMY).

-EUHSC, PEI (Btrc), Két qua kiém dinh tai Thai Lan, Philippine.

- Gidy phép Iwu hanh/ nhap khau tai Uc, Dan Mach, Kenya, Colombia, Philippine, Peru.

Dé biét thém théng tin xin lién hé:
CONG TY TNHH AVANTADIAGNOSTICS

DICH VU HO TRQ & T VAN KY THUAT:

0968 220 800

DICH VU HO TRO' VA TU VAN KY THUAT: 0968 220 800 Trang 1



Danh muc san pham tiéu biéu

XET NGHIEM NHANH | oOnsite

BENH LAY TRUYEN BUONG MAU BENH VIEM GAN SIEU VIRUT
Ma SP  Tén san phdm Doéng gbi  Mau phadm Han ding Ma SP  Tén san phdm Pong gdi  Mau phdm Han dung
RO0D11C  HIV 1/2 Ab Plus Combo Rapid Test 30 HTHTG/MTP 24T RO092C  HAV IgG/lgM Rapid Test (€ 30 HT/HTG/IMTP 24T
ROD18C  HIV Ag/Ab 4" Gen. Rapid Test 30 HTHTG/MTP 24T RO095C HEV IgM Rapid Test (€ 30 HTHTG 24T
RO023C  HCV Ab Plus Rapid Test 30 HT/HTG 24T RO048C HBV-5 Rapid Test 20 HT/HTG 18T
R0O023S HCV Ab Plus Rapid Test (Strip) 50 HT/HTG 24T RO023C HCV Ab Plus Rapid Test 30 HT/HTG 24T
RO024C  HCV Ab Plus Combo Rapid Test 30 HTHTG/MTP 24T RO0235 HCV Ab Plus Rapid Test (Strip) 50 HT/HTG 24T
RO02BC HBsAg/HCV Ab Rapid Test 30 HTHTG/MTP 24T RO0D24C HCV Ab Plus Combo Rapid Test 30 HT/HTG/MTP 24T
RO030C  Syphilis Ab Rapid Test (€ 30 HTHTG 18T RO028C HBsAg/HCV Ab Rapid Test 30 HTHTG/MTP 24T
RO030S  Syphilis Ab Rapid Test (Strip) (€ 50 HTHTG 18T RO040C HBsAg Rapid Test 30 HT/HTG 24T
RO031C  Syphilis Ab Combo Rapid Test (€ 30 HT/HTG/IMTP 24T RO040S HBsAg Rapid Test (Strip) 50 HTHTG 24T
RO035C  HIV/Syphilis Ab Combo Rapid Test 30 HT/HTG/MTP 24T R0O042C HBsAg Combo Rapid Test 30 HT/HTG/MTP 24T
ROO38C  HIV/Syphilis/HBV/HCV Panel Rapid Test 20 HTHTG/MTP 24T
RO040C HBsAg Rapid Test 30 HTHTG 247
RO040S  HBsAg Rapid Test (Strip) 50 HTHTG 247 BENH NHIET DO1 - KY SINH TRUNG
RO042C HBsAg Combo Rapid Test 30 HTHTG/MTP 24T . 2

Ma SP  Ténsan phdm Ponggéi  Mau phdm  Han ding
RO0B1C  Dengue IgG/igM Combo Rapid Test(€ 30 HT/HTG/MTP 24T
RO062C  Duo Dengue Ag-lgG/igM Rapid Test CE 30 HT/HTG/MTP 24T

BENH BUONG TIEU HOA RO0B3C Dengue Ag Rapid Test C€ 30  HTHTGMTP 24T
Ma SP  Tén san phdm Pong géi  Mau phdm Han ding RO066C  Chikungunya IlgM Combo Rapid Test C€ 30 HT/HTG/IMTP 24T
R0O161C  Typhoid IgG/igM Combo Rapid TestCE 30 HT/HTG/MTP 18T RO068C  Chikungunya IgG/IgM Rapid Test o soo
R0O162C  S. Typhi/Paratyphi Ag Rapid Test 25 BCx/Phan 24T RO101C  Leptospira IgG/lgM Combo Rapid Test 30 HT/HTG/IMTP 24T
R0O191C  H. pylori Ab Combo Rapid Test C€ 30  HT/HTG/MTP 24T RO111C  Malaria Pf/Pv Ab Combo Rapid Test (€ 30  HT/HTG/MTP 24T
R0192C  H. pylori Ag Rapid Test (€ 25 Phan 24T RO112C  Malaria Pf/Pv Ag Rapid Test (€ 30 MTP 24T
R0194C  Rotavirus Ag Rapid Test (€ 25 Phan 24T R0O113C  Malaria Pf/Pan Ag Rapid Test (€ 30 MTP 24T
R0O196C Rota/Adeno Ag Rapid Test (€ 25 Phan 24T R0122S  Leishmania Ab Rapid Test (Strip) C€ 50 HT/HTG 18T
RO171C  Chagas Ab Combo Rapid Test (€ 30  HT/HTGMTP 24T
BENH HO HAP
MaSP  Tén san phém Pong gsi Mau phdm Han ding =/ BENH LAY TRUYEN BUONG TiNH DYC
R0O053C TBIgG/igM Combo Rapid Test (€ 30  HT/HTG/MTP 24T MaSP  Tén san phdm Pénggsi  MAu phdm  Han ding
R0O188C  COVID-19 + Influenza A/B Ag Rapid Test "= 15 Méu phét 12T ROO11C  HIV 1/2 Ab Plus Combo Rapid Test 30 HT/HTG/MTP 24T
RO180C  COVID-19 IgG/IgM Rapid Test C€#=* 30  HT/HTG/MTP 24T RO018C  HIV Ag/Ab 4" Gen. Rapid Test 30  HT/HTGMTP 24T
R0182C  COVID-19 Ag Rapid Test (€~ 20 Méau phét 121 ROO30C  Syphilis Ab Rapid Test C€ 30  HT/HTG 18T
RO185C  COVID-19 Ab Rapid Test comne soon R0030S  Syphilis Ab Rapid Test (Strip) C€ 50  HT/MHTG 18T
R0181S  Influenza A/B Rapid Test RO031C  Syphilis Ab Combo Rapid Test (€ 30 HT/HTGMTP 24T
with Positivia External Control C€ 28 Mau phét 247 RO035C  HIV/Syphilis Ab Combo Rapid Test 30  HT/HTGIMTP 24T
RO187C  Influenza A/B Ag Rapid Test (€ 20 Mé&uphét 24T RO080C  Chlamydia Ag Rapid Test 25  Méu phét 24T
RO187S  Influenza A/B Rapid Test (Strip) (€ 25 Mé&u phét 24T
RO184C  Strep A Rapid Test C€ 25 Mau phét 24T
R0184S  Strep A Rapid Test (Strip) C€ 25 M&u phét 24T e i :
RO186C RSV Ag Rapid Test C€ 20 M&u phét 24T HOOT MON - JINH SAN
RO189C  Adenovirus Ag Rapid Test C€ 20 M3u phét 24T Ma SP  Tén san phdm . Pénggéi  Mau phdm Han ding
RO203C  HSV-1IgG/igM Rapid Test C€ 30 HTHTGIMTP 24T
R0O213C  HSV-2 IgG/IgM Rapid Test C€ 30 HT/HTGIMTP 24T
) RO218C  Duo HSV-1/2 IgG/IgM Rapid Test (€ 20 HT/HTG/MTP 24T
BENH UNG BUOU & TIM MACH R0224C  CMV IgG/IgM Rapid Test 30 HT/HTG/MTP 18T
Ma SP  Tén san pham DPoéng géi  Mau phdm Han ding R0234C Toxo IgG/lgM Combo Rapid Test 30 HT/HTG/MTP 24T
R2002C PSA Semi-quantitative Rapid Test 30  HT/HTG/MTP 18T R0243C  Rubella IgG/igM Rapid Test 30 HT/HTGIMTP 24T
R2010C  FOB Rapid Test C€ 25 Phan 24T R0253C TORCH Panel Rapid Test 10 HT/HTG/MTP 18T
R2011C  FOB-Hi Rapid Test (€ 25 Phan 24T R1001C hCG Combo Rapid Test (€ 30 NT/HT 247
R3002C Troponin | Combo Rapid Test (€ 30 HT/HTG/IMTP 24T R1001S hCG Combo Rapid Test (Strip) C€ 50/100 NT/HT 24T

MAU NGOAI KIEM XET NGHIEM NHANH | rositivia

Han ding 24 thang

Ma SP  Tén san pham Xét nghiém twong thich Ma SP  Tén san pham Xét nghiém twong thich
coo10 Malaria Ag Rapid Test External Control Kit R0112C, RO113C CO0187 Influenza A/B Rapid Test External Control Kit ({3 RO187S

coo18 HIV-1 P24 Ag H?pld Test External ControI‘ Kit  RO0O18C co192 H. pylori Ag Rapid Test External Control Kit C€ RO192C

C0063 Dengue Ag Rapid Test External Control Kit C€  R0062C, R0063C 2011 FOB Rapid Test External Control Kit R2010C, R2011C

* Pang nghién ciru dd én dinh cho han diing 24 thang HT: Huyét thanh, HTG: Huyét trong, MTP: Mau toan phan, NT: Nudc tiéu Trang 2



Hé thdng xét nghiém mién dich huynh quang | &1

HOOC MON
Ma SP  Tén san phdm
F1000 B-hCG FIA Test C€
F1030 TSH FIA Test (€
F1080 PRL FIA Test (€
F1090 LHFIA Test (€
F1100  FSH FIA Test C€
- Total T3 FIA Test
- Total T4 FIA Test -«
- TES FIA Test =
= PROG FIA Test
- AMH FIA Test =«
- E2 FIA Test

KHAC
Ma SP  Tén san phdm
F5010  Ferritin FIA Test C€
F2015 CEA FIA Test C€
F2004  AFP FIA Test C€
F2030  fPSA FIA Test

ELISA |

Mau phdm Han ding

HT/HTG 247
HTHTG 24T
HT 24T
HT 24T
HT 24T

Mau phdm Han ding

HT 24T
HT/HTG 12T
HT 24T
HT/HTG 24T

Total IgE FIA Test s« co

tPSA FIA Test sieco

TIM MACH
Ma SP  Tén san pham Mau phdm  Han ding """‘_:'__ NEW
F3002  cTnl FIA Test C€ HTGIMTP 247 &n di

May phan tich mién dich

F3010  D-Dimer FIA Test(€  HTG/MTP 24T hibon:quang, FIA-100
F3020 CK-MBFIATestce  HT/HTG 247
F3030  MYO FIA Test (€ HT/HTG 247
F3050  NT-proBNP FIA Test(€ MTP/HT/HTG 24T

TIEU BUWONG / TON THUONG THAN ~ 5 ¥ may o midn dich
Ma SP  Tén san pham Mau phdm  Han ding d huynh quang FIA-101
F2020 MAU FIA Test C€ NT 24T
F6100 HbAlcFlATest (€ MTP 247
F2121 Cys-C FIA Test (€ HTG/MTP 24T

NHIEM TRUNG
Ma SP Tén san pham M&u phdm  Han ding
FO400  PCT FIA Test (€ MTPHT/HTG 24T
FO410  CRP FIA Test C€ MTPHT/HTG 24T

- p—
RECOMblUSA C-IR * bao gom mau ching

HOOC MON - SINH SAN

BENH LAY TRUYEN BU'ONG MAU

Ma SP  Tén san pham M&u phdm Han diing
E0410 HIV 142 Ab ELISA HT/HTG 12T
E0420 HIV 1+2 Ag-Ab ELISA HT/HTG 127
E0511  HCV Ab ELISA HTHTG 12T
E0610  Syphilis Ab ELISACE HT/HTG 12T
EO710 HBsAg ELISA HT 15T
Ma SP  Tén san pham M&u phdm Han ding
E0100 HAV IgM ELISA CE HT/HTG 12T
E0105 HEV IgM ELISA CE HTHTG 12T
E0510 HCV IgG ELISA HTHTG 12T
E0511  HCV Ab ELISA HTHTG 127
E0O710 HBsAg ELISA HTHTG 15T
E0711 HBsAb ELISA HTHTG 12T
EO720 HBeAg ELISA HTHTG 12T
E0O721 HBeAb ELISA HTHTG 12T
E0810 HBcAb ELISA HTHTG 127
E0811  HBc IgM ELISA HTHTG 12T

BENH NHIET B0 - KY SINH TRUNG

Ma SP  Tén san phdm Miu phdm Handing MASP  Tén san phdm M&u phdm Han ding
E0170 Chagas IgG ELISACE HT/HTG 12T E1030 TSH ELISA CE HT 18T
E0310 Dengue IgM ELISA CE HT/HTG 18T E1080 PRLELISA* CE HT 15T
E0311 Dengue IgG ELISA C€ HT/HTG 18T E1090 LHELISA*C(CE HT 15T
E0312 Dengue Ag ELISA (€ HT/HTG 18T E1000 hCG ELISA*CE HT 15T
E0315 CHIK IgM ELISA CE HTHTG 127 E1100 FSHELISA* CE HT 15T
E0320 ZIKA IgM ELISA C€E HT/HTG 127 E1210 Testosterone ELISA C€  HT/HTG 15T
E1220 Progesterone ELISACE HT/HTG 15T
: E1230 Estradiol (E2) ELISACE HT/HTG 16T
FATIGUE {WELLNESS E1035 TSH ELIStA *)(E HT 18T
Ma SP  Tén san phadm Mauphdm Handing E1015 Total T3 ELISA * CE HT 18T
E8010  Vitamin D (Total) ELISA*CE ~ HT 24T E1016 Free T3 ELISA * C€ HT 18T
E8030 Vitamin B12 ELISA C€ HT 15T E1025 Total T4 ELISA *C€ HT 18T
E1035 TSHELISA* (€ HT 18T E1026 Free T4 ELISA * C€ HT 18T
E5010  Ferritin ELISA *CE HT 18T E1240 AMH ELISA *CE€ " HT/HTG 24T

BENH UNG BUOU & TIM MACH

Ma SP  Tén san phdm
E2003 Total PSA ELISA * HT

M&u phdm Han diing

18T

L4 - -
xet n!ﬂllgm BeaI'Tlme PCH | Aridia® han diing 24 thang, c6 ca loai cAu hinh cao va céu hinh thip

Ma SP  Tén san phdm Ma SP
P0OO30 T. Pallidum Real-Time PCR Test (€ P0O148
P0036 HPV 16/18 Real-Time PCR Test (€ PO180
PO0B0  Dengue Virus Real-Time PCR Test (€ PO182
PO0B1 Dengue Serotyping Real-Time PCR Test (€ P0187
PO0E6 Chikungunya Virus Real-Time PCR Test (€ P0218
POO70 Zika Virus Real-Time PCR Test (€ PO188
P0OO71 Zika/Dengue/Chikungunya Virus Real-Time PCR Test C€

THIETBI | 58

- .
NEW A4
May phan tich AutoLYZER ~ & My rira vigiéng C€
e DEA-1 PRI ADX-120

QUALITY
INNOVATION
SIMPLICITY

CTK-MK-PAAG-ALL Rev 6.1

Headquarters in California, USA

r=y

é) CIKBIOTECH

SIMPLIFYING DIAGNOSTICS

ctkbiotech.com | info@ctkbiotech.com

May doc ELISA (€
ADX-110

Tén san pham

West Nile Virus Real-Time PCR Test C€
COVID-19 Real-Time PCR Test(g€ "
Rhinovirus/Enterovirus Real-Time PCR Test C€
Influenza A/B & RSV Real-Time PCR Test (€
HSV1/HSV2/T. Pallidum Real-Time PCR Test (€
Influenza A Typing Real-Time PCR Test (€

A
May doc xét nghiém C€
nhanh RTR-1

Nhap khdu va Phan phéi tai Viét Nam:
CONG TY TNHH AVANTA DIAGNOSTICS.

S6 286 Budng Giai Phong, Phudng Phuong
Liét, Quan Thanh Xuan, TP. Ha Néi, Viét Nam.
Tel: +84 24 3668.6821/ Fax: +84 24 3668.6823.
Dich vu hé tro & tw vén ky thuat: 0968 220 800.
Website: www.avanta.vn.

Trang 3



KHAY THU’ XET NGHIEM DINH TINH
KHANG NGUYEN VI RUT SARS-COV-2

OnSite COVID-19 Ag Rapid Test

10-19 F |
COVID-19 COVID-19
L] L]

OnSite COVID-19 Ag Rapid Test

ﬂ-‘“ @/ |

M4 san phdm :R0182C
Mé&u pham : Mau ngody dich mii/

Mau ngody dich ty hau
Han dung : 24 thang

m...un-\-nlmlm_

ol spst Shnea D | Poway CARIBAUSA | T

-| i‘f.:f"w
TiNH NANG SAN PHAM

Phat hién virat trong vong 7 ngay ké tir khi xuat triéu ching.
Lay mau ngoay dich mi don gian, thodi maiva cé thé tu1ay mau.
Ong chiét c6 sin dém chiét mau dé dang chia 1é dé€ sir dung va don gian hoa quy
trinh xét nghiém.
» Hiéuquachandoan:
-Mau ngody dichty hau: D6 nhay: 90,4%; D6 déc hiéu: 100%; D6 chinh xac: 98,2%.
- Mau ngody dich mii: D6 nhay 91,2%; D6 déc hiéu: 99,6%; Do chinh xac: 97,6%.
» Dockétquanhanhtrongkhoang 15-20 phut.
» Phuhgp cho xét nghiém tai ché (POCT) va noi han ché may mac thiét bi.
» Tuongthich véimay doc CTK's ALTA® Rapid Test Reader RTR-1 (TUY CHON).

v

v v

———— e 200 xét nghiém/gigtrong ché do lién tuc.
g * C6th&kétnaitéi hé théng thong tin phong xét nghiém (LIS).

* Daudoc mavach tich hop gitp thuc hién xét nghiém nhanh hon.
e BOnh&luutdi 1000 két qua do, dugc hién thitrén man hinh, baninkét qua
ho&ctailén cosadirliéu.

QUALITY @'(ﬂﬁsmm o Ao

Sé 286 Budng Giai Phong, Phudng Phwong

I N N OVATI O N ——IMPLIFYING DIAGNOSTICS Liét, Quan Thanh Xuan, TP. Ha Ni, Viét Nam.
—— Tel: +84 24 3668.6821/ Fax: +84 24 3668.6823.
S IMPLI C ITY Headquarters in California, USA Dich vu hé tro' & tw van ky thuat: 0968 220 800.
ctkbiotech.com | info@ctkbiotech.com Website: www.avanta.vn.

CTK-MK-FLR-R0182C Rev. 1.1 Trang 4
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OnSite COVID-19 Ag Rpid Test - C

\

pharyngeal Swab, Nasal Swab) Trang 1/2

OnSite COVID-19 Ag Rapid Test

M&u pham: Mau ngody dich ty hau/ MAu ngoay dich mi
Dang bao che: Khay thir
GPNK: 7302/BYT-TB-CT

F Ro1s2c (€

CHi BINH

OnSite COVID-19 Ag Rapid Test la dung cy xét nghiém sdc ky mién dich, theo nguyén Iy dong chay
mét chidu, dinh tinh phat hién khang nguyén nucleocapsid SARS-CoV-2 trong miu ngody dich ty hiu
(NP) ho@ic méu ngody dich mi tir nhirng nguréi nghi ngér méc COVID-19, trong véng 7 ngay déu tién
tir khi bt d4u xudt hién cac tridu ching. Bugc sir dung nhu mét cach kidm tra sang loc bdi ngudi cd
chuyén mén va cho két qua xét nghiém so bd ban diu, hd tro trong viée chdn dodn nhiém SARS-
CoV-2.

nw

B visch chil sdk dung vl
irdy doc test thi nhanh
(Rapic Test Reader)

]

OnSite COVID-19 Ag Rapid Test khong phin bigt gilra SARS-CoV va SARS-CoV-2.

Két qua duong tinh cho thdy su xudt hién ciia khang nguyén vi rit nhung cn xem xét méi trong
quan l&m sang v tign sir bénh nhan va cac théng tin chan doan khac dé xac dinh tinh trang nhigm.
Két qua duang tinh khéng loai trir cac bénh do nhidm vi khudn hodc vi nit khac.

Két qua am tinh tir nhing bénh nhén khi phat triéu chirng sau 7 ngay phai duoc khing dinh Iai két
qua béng xét nghiém phan tir. Két qua am tinh khéng loai trir nhiém SARS-CoV-2 va khéng duoc sir
dung la co s& duy nhét cho cac quyét dinh diéu trj hodc quan Iy bénh nhan. Két qua am tinh nén dugc
xem xét trong bdi canh phoi nhidm gin déy cla bénh nhan, tién sir va su hién dién cla cac déu hidu
va trigu chirng |4m sang phis ho'p v&i COVID-19.

San phém dugc thiét ké dé sir dung & méi truéng trong xét nghiém va ¢ ngoai phang xét
nghiém khi dap (g duge cac yéu chu quy dinh trong hudng din sir dung va cac quy dinh cia dia

phuong.
Chi diing trong xét nghiém chdn doan in vitro.
TOM TAT VA GIAI THICH XET NGHIEM

SARS-CoV-2 thudc hg coronavirus co kha nang gy bénh tir cam lanh théng thudng dén cac bénh
néing hen'. Nhigm SARS-CoV-2 gy bénh COVID-13 dén dén mét loat cac tridu ching 1am sang, tir
khéing triéu chirng dén sét, mét méi va ho khan, cé thé din dén dm nang va tham chi tir vong. Héu
hét bénh nhan tu phuc héi m& khéng can didu trj dac biét. Dua theo dir lidu gan ddy, khodng 15-20%

am nhiém bénh tré nén nghiém trong va kha thé. Ngudi gia va nhing ngudi oo cac bénh Iy
:g:, ng han nhw huyét ap cao, cac vén @& vé tim mach hodc tiéu duéng co nhiéu kha nang tién
tridn bénh nghidm trong hon?.

Sy Iy truyén vi it tir ngudni sang nguén da duge xéc nhén va xdy ra chi yéu qua cac giot bin dudng
hé hdp khi ha v hit hoi trong mét pham vi khodng sau feet (1,8 m)®, RNA cia vi rit cing dugc tim
thiy céc méu phan cla bénh nhin, Co thé lay nhiém vi rit ngay ca trong théri gian O bénh,
nhung dieu nay vln chua duge chirng minh®.

Phuong phap dé phat hién COVID-18 trong phéng xét nghiém hién nay Ia PCR. Tuy nhién, phuong
phap nay déi hoi thidt bi phirc tap va k§ thudt vién phéng xét nghiém phai dugc dao tao chuyén sdu.
Xét nghiém OnSite COVID-19 Ag Rapid Test la mdt xét nghiém o sir dung va tiét kiém chi phi cé thé
dugre thye hién tai ché (POCT).

OnSite COVID-19 Ag Rapid Test phat hién su xudt hién cia cac khang nguyén vi rit SARS-CoV-2
trong véng 7 ngay dAu tién ké tir khi bt ddu xult hidn cac tridu chirng. Két qua xét nghiém phai duoc
diéin gidi tai 15 phit. Khéng sir dung két qua sau 20 phit. Nhan vién cé ki ning ti thidu co thé thuc
hién x&t nghigém ma khéng can sir dung cac thiét bi thi nghiém phirc tap.

NGUYEN LY HOAT DONG

OnSite COVID-19 Ag Rapid Test la xét nghiém séc ky mién dich. hoat déng theo nguyén Iy dang chay
mét chidu, Que thir bén trong khay nhya bao gdm: 1) Viing céng hgp chira cac khang thé kha
SARS-CoV-2 cdng hop véi keo vang (céng hop khang thé) 2) mang nitrocellulose co chira vach ket
qué (vach Ag) va mdt vach chimg (vach C). Vach két qua phii sdn khang thé khang SARS-CoV-2 va
vach C phil sdn khang thé kidm chimg.

Méu bénh phdm la cac mau ngody dich ty héu hogc méu ngoay dich mai va khang nguyén SARS-
CoV-2 dugc tach chidt tir que [dy miu bdi dung dich dém chidt mau. MAu phidm sau khi chidt duoc
nhé vao giéng nhén miu cda khay thir s& di chuyén doc theo khay thir nhé mao diin. Khang nguyén
SARS-CoV-2, ndu cé trong m&u phém, sé lién két véri hop khang thé, tac thanh phirc hop
mién dich. Phirc hop mién dich nay sau dé duge khang thé khang SARS-CoV-2 phd sén trén Iop
mang nitrocellulose gilr i tao thanh mét vach Ag cd mau do tia cho thiy két qua duong tinh véi
CcOoViD-18.

Xét nghiém cé viing kidm scét ndi b (vach C) chinh 1 viing phai hién thi mét vach méu, bét k& vach
kit qua Ag c6 mau sdc nhu thi ndo. Néu vach C khéng xudt hién vach mau, kit qua 1a khéng hop 18
v cin phai xét nghiém lai bing khay thir mai khac

THUOC THU VA VAT TU BU'Q'C CUNG CAP

20 xét ny bao gbm:
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Khay thoe
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Gid d& &ng chiét mau
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Que ldy méu vé tri
Firdng dlo 8 g
VAT TU KHONG DI KEM NHUNG CAN CO

1. Thidt bj dém thei gian
2. Gang tay ding mét ldn, thing dyng réc thai sinh hoc

CANH BAO VA THAN TRONG

Chi sir dung cho xét nghiém chin doan In-vitro

1. Boc k§ huéng din sir dung trudre khi thire hién xét nghiém. Thao téc sai c6 thé cho két qua khéng
chinh xéc.

. Chi ly khay thir ra khéi tii khi d& sn sang lam xét nghiém.

Khéng sir dyng khay thir da hét han sir dyng

. TAt ca thube thir phai dé can bing vai nhiét dé phong (15-30°C) trudre khi sir dung.

Khéng ding chung thanh phén cia b xét nghiém nay v&i bé xét nghiém khac.

Mac db bao hd va sir dung gang tay ding mét lén khi thao tac véi thubc thir va miu lém sang.

Rira tay thét sach sau khi lam xét nghiém

Khéng hit thudc, an ubng trong khu vire xét nghiém.

. Tidu hiy mau phdm va cac thanh phin cia xét nghiém nhur véi cac loal rac thai sinh hoc khac dé

tranh nguy co lay nhidm.

Két qua phai dugc doc tai 15 phit sau khi nhd méu phim vao khay thir. Mol két qua doc ngoai

DN OoawR

o

khodng 20 phit ddu duoc xem 14 khang hop 18 va phai 1am lai xét nghigm.
10. Khéng thirc hién xét nghiém & nhirng noi cé lubng gid manh (nhur dwéi quat hodic didu hoa...)

HAN DUNG
Han ding: 24 thang bao quan trong thi kin. 1 gi¢r sau khi md toi.
HUONG DAN BAO QUAN VA CHUAN B| THUOC THU
Cao thude thir cé thé sir dyng dugc ngay. Bao quan khay thir chua sir dyng & nhigt d§ 2-30°C. Néu
bdo quan & nhiét d§ 2-8°C, phai d& khay thir & nhiét dé phang trudc khi mé ti. Khay thir én dinh

trong khedng théri han s dung duoe in trén mat sau vé tii. Khéng duge déng biing khay thir hojic
é & noi cé nhigt @6 trén 30°C.

CHUAN B| XET NGHIEM

1. Trwéc khi thure hidn xét nghiém, dam béo ring khu vire xét nghiém da dugc vé sinh. M& bd xét
nghiém va dam bao tit ca cac thanh phin dugc mb ta trong myc “Thude thir va vat tr duge cung
chp” da co diy 40 va con han sir dung. Chudn bi thiét bi dém thari gian (déng hé dé ban, dbng hd
deo tay hodc bd dém gié) va doc Huéng din sir dung nay.

2. Rira tay that sach va deo gang tay.
3. Gapl dung gia d& dng chidt mau.
4. Léy ra khoi i dyng mét dng chiét da oo dém
chiét mdu va déng tui chira cac bng chua si | Buocd ‘? Buric §
dung lai. Gilr thing ding dng chiét va gb nhe = -
phén day dng I&n trén mat bé mat . sach | |
dé dam bdo rang dung dich bén trong sd . v L -
chuyén xubng dudi dy bng. = [ —

5. Cén thén thao mang nhém béo vé ra khéi miéng | G nhe
bng va dat dng d& m& vao gid dir dng chibt di
kém b xét nghiém.

THU THAP MAU PHAM

Mau phdm cla bénh nhan phai duge xem nhur ngudn [y nhidm, thye hanh ding cdc quy trinh chudn

vé& an toan sinh hoc khi tiép xic véi miu phim.

1. Loai bd méng dich nhay tir mii cla bénh nhan

Thu th un mai

2a Gitr dau bénh nhan & tu thé thing dirng va hoi nhin xubng dudi (xem hinh A).

3a  Mé tii dung que 14y miu.
Liru y: Khong cham viao ddu liy miu cia que Iy miu, mé tal & ddu aéi dién.

4a  Cén than dua ddu Iy mdu cia que Idy mBu véo 1 mii va xoay it nhit 5 14n. Dam bao ring diu
Iy mu cia que Iy miu co vao thanh miil. Dirng lai cho dén khi cam thdy c6 lyc can (que
B« méiu vao mii khing qué 2 cm).

5a  Lay que ra khéi mdi vé sir dung cing que Iy mau dé 13p lai qua trinh L4y mu (bude 4a) & 18 mi
thir 2. ' _Hinh A

Ba Tir tir ldy que ra khéi mii va dua
ddu Iy mBu ciia que vao dng chiét
da oo dém chiét méu va xoay que
14y mau it nhat 5 1&n. Thuc hién
chiét mdu nhu mé ta & muc Quy
trinh xét nghigm dudi day.

u
2 Gir UE bénh nhan & tuw m% thing

dirng va hoi nhin hudng lén trén
(xem hinh B).
3b M ti dung que ldy mu.

Luu y:

Kh: m vao déu ldy miu cla

wmyc:liu, mé tal & ddu ddi dign.
4b  Nhe nhang dua que ldy miu vao & mi cda bénh nhéin, noi tiét nhidu dich nhit, gitr que gén san
véch ngan clia mii ddng théi ddy nhe vao vém hong sau.
Xoay que ldy miu it S lén.
Tir tir ldy que ra khdi khoang mii. Bua déu ldy miu cla que vao éng chiét dd co dém chiét mau
vé xoay que Idy mau it nhét 5 14n. Thyc hign chiét mdu nhur mé ta & muc Quy trinh xét nghiém
dudi day.

Buoc 5a
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QUY TRINH XET NGHIEM
1. Bépthanh éng, ép ddu ldy mBuclia | e r
quni‘ymiunhﬂul‘ndilhud:a: Budec 1 Burtre 2 'I;MS Burérc 4 Burirc §

miu da chiét.
2. Nhic que Iy miu ra khéi dung dich
va ép thanh éng vao diu que ldy
méu dé thu dung dich. Rit que 14y
mdu ra, dat lai vdo trong Wi dyung
ban d4u va thai bd que vao thing dung rac thai nguy hiém sinh hoc.
By chat ng chidt mdu bang ndp nhé giot.
Liy khay thir ra khéi ti dyng. Bat khay thir trén bé mét phdng, sach. Ghi ma ID mé bénh nhan.
Bao ngugc dng va nhé 3 giot mau da chiét vao giéng nhan miu cia khay thir bang cach
bop nhe éng.
Bat du tinh théri gian,
Boc két qua tai 15 phat,
Luru §- Két qua dwong tinh cé thé quan sat dugc trong théi glan ngén hon, tuy nhién chi
nén doc két qua xét nghlém trong khodng 15-20 phit sau khi nhé méu.
H{T que |4y méu, khay thir, dng chiét mau, tui dung, ndp nhé gict va gang tay da qua sir dung nhu
chdt thai nguy hiém sinh hoc theo quy dinh.

DOC VA DIEN GIAI KET QUA

1. KET QUA AM TiNH: Xudt hién chi mét vach ehimg C. Théng bao khang cé khang nguyén vi rit
SARS-CoV-2 trong méu pham. Két qua la 4m tinh hodc khéng phan ing.

It L f|

M@ thh@

2. KET QUA DUONG TINH
Xult hién hai vach mau: mét vach chirng € va mét vach két qua Ag. Théng bao cé khang nguyén
vi rit SARS-CoV hodc SARS-CoV-2 trong méu pham. Két qua la duong tinh hodc co phan (rng
Mt s& mdu phdm cho két qua xét nghiém cb vach mé, nhurng bét ky vach mé nao nhin théy duoc
déu cho biét két qua duong tinh déc lép vai cudng 46 mau.

= L,

3. KET QUA KHONG HQP LE: Néu khdng thdy xudt hién vach chirmg C, xét nghiém khéng hep &
dii cho bit ké vach mau nao xudt hign & vach két qua Ag. Thyrc hién lai xét nghigm béng khay thir
mii,
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CHUYEN NGANH VAT TU PHONG LAB.

CONG TY TNHH AVANTA DIAGNOSTICS

OnSite COVID-19 Ag Rpid Test - C.

(Nasopharyngeal Swab, Nasal Swab) Trang 212

- - Dung dich rira mai nguran - dai
X =~ @ :anmamm.mmmm NIA Khing (373 4m tinh) | Khéing (313 &m tinh)
30 % 10° CFUIML | Khéng (3/3 &m tinh) | Khang (3/3 &m tinh)
4.4 x 10°CFU/ML | Khdng (3/3 &m tinh) | Khéng (3/3 &m tinh)
KIEM SOAT CHAT LUONG 14 x 10" IFUmL__| Khbing (373 &m tinh) | Kiéng (3/3 &m tinh)
5
e s 52 10" CFUmL | Kndog (3 o oy | Knog (31 v o)
khéng hop m tra lal quy tr o tac va xét nghiém lai thir mér -
2. Ngaal kiém. G thd tibn hanh kibm dinh duong tinh, 4m unh )l chc phong th nghidm dot b |_3.45:10°CFuimL. | Khég (43 &m tinh) | Khong (33 &m tinh) |
chudn Thyre hanh tét phéng xét nghiém trong cac trurdmg hoy ) 3. Chét hidu
a. Nguéi sir dung méi st dung bd xét nghiém, Iru&ckhubénhhhuﬂnghémvélmluphém. * Cwn%lﬂ—acchIcﬁﬂwrﬁﬂguéymﬁuﬁnwwmmmmwﬁumhplﬂmdmﬁnﬂmhﬂpm
:' ﬁ:ﬂi“;’;m: ::‘ nghigem mcn. duoc dua vao khoang mai mét cach nhan tao dugc danh gid véi xét nghiém OnSite COVID-19
d. Nhiét d trong qua trinh bao quan ndm ngodi khodng 2-30°C. Rapid Teat & olio Jupa i n'f:'“"::"—"—m— =
& Nhigt d8 khu vre thirc hién xét nghigm nam ngodi khodng 15-30°C. qué nghién
f. Khi sb lugng két qua duong tinh hode &m tinh cao hom két qua kj vong thueng xdy ra. ,,mﬁg.":,'.‘,."ﬂ,, Néng d¢o “"',,"',,h‘},"" ,,,‘f;‘;,‘:m Néng a9 | ciru chit gay
g. Bidu tra nguy#n nhan gay ra vide lién tuc gap cac kit qua khang hop 1. (CélKnong) nhidu (Ca/Khang)
Kha : [
HIEU QUA CHAN DOAN Mangdchmhay | 05% | oeiory [Ribavinn 1mOL | oo hor o)
Khéng . Khéng
1. H&m.nﬂnﬂn.llmﬂm Mau toan phan 4% | (g6 am tin) |Peramivir Tmgiml | g6 am tinh)
1.1 Hiéu qua chdn doan lam sang trén mau ngody dich ty hiu . . o " 7 Khéng | / Khéng
Hiéu qua lam sang cla OnSite COVID-19 Ag Rapid Test dugc danh gia tai 5 co 50 |am sang & nylephrine 15% viv (6/6 &m tinh) obramycin pimL (6/6 &m tinh)
Chau A va Nam M7 trén cdc miu ngody dich ty hdu dugc thu thap tir nhirng nguéi nghi nger — Khéng . 0.08 Khi
nhiém COVID-18 va tir nhirng ngudi khoe manh. Hai mAu ngody dich ty hdu duoc thu thip tir F S%wlv | (e amiinh) |DiPhenhydramie | oo (618 &m tinh)
méi 86i tugng nghién ciru 8é thyc hién xét nghiém voi OnSite COVID-18 Ag Rapid Test va mét ot o i Khéng Barbomii 1.58 pafiiL Khéng
xét nghiém thuong mai Polymerase Chain Reaction (RT-PCR) khac dé phat hién SARS-CoV-2, {646 &m linh) phar 36 po (6/6 &m tinh)
duge sir dyng lam phuong phap tham chidu. Két qua nghién ciru dugrc trinh bay trong béng sau: el m® 2% wiv Khéng A 199 UM Khéng
(6/6 &m tinh) (616 &m tinh)
OnSite COVID-18 Test 5 15 Khéng S Khéng
RT-PCR Test (tham chibu) |— g0 v g ey Tinnddubacha | o | g am iy [PoeisaloyicAcd | Imgial | g a8
tinh 103 1 114 15 Khéng 1 10 mgimL Khéng
TR 0 87 487 mgmL_{ (676 &m linh) f"ﬂ_“-)_:';"]""
Toan by 103 498 801 Lopinavir smgmL [ KON paa 4 ngmL
Bl 003 (4 & 5 o T L 7 Y R e P
déc hiéu twong quan: 1 ( 1 98.3-1 ) anami mgimL ug/mi
B4é chinh xac tuong quan: 98.2% (95% CI: 96.8-99.1%) W G008 e Yohj:_}
95% CI: Khodng tin cdy 95% Oseltamivir Smoml | (g am tinn)
1.2, Higu qulshh doan lam sang trén miu ngoay dich mii 4. Hidu g Hook

lam sang ciia OnSite COVID-19 Ag Rapid Test duoc danh gid tai 5 co s& 1am sang
Chﬁuqﬁ: Chéu A va Nam MJ trén céc méu ngody dich mii duge thu thap tir nhimg nguéi nghi
ngé nhiém COVID-18 va tir nhirng nguén khée manh. Hai miu ngody dich mii dugc thu thap tir
méi déi twong nghién ciru dé thue hién thir nghiém véi OnSite COVID-19 Ag Rapid Test va mét
thir nghiém thuong mai Polymerase Chain Reaction (RT-PCR) khac dé phat hién SARS-CoV-2,
durgre st dyng lam phirong phap tham chigu. Két qua nghién ciru dugre frinh bay trong bang sau:

OnSite COVID-19 Test
RT-PCR Test (tham chifu) s ok e Wi v T
tinh 155 15 170
2 523 525
Toan bé 157 538 695
B4 nhay turong quan: 91.2% (95% CI: 85.9-95.0%)

D& dac higu trong quan: 99.6% (95% CI: 98.6-100%)
946 chinh xac tuong quan: 97.6% (95% CI: 96.1-98.6%)
95% CI: Khodng tin cay 95%

2. a phin

2.1 D6 nhay phan tich (Gidi han phat hién)
Nguéng phat hién cia xét nghidm OnSite COVID-19 Ag Rapid Test duoc xéc dinh bing cach thir
nghiém trén dan cdc miu pha lodng ndi tidp cda dung dich vi rut SARS-CoV-2 d4 bt hoat bing
phurong phap chiéu xa gamma (BEI Resources, NR-52287). Cac méu ngody dich ty héu, miu
ngody dich mai dug'c thu thap va rira gidi trong dém PBS rbi trdn déu dé tao thanh ma rdn cdc
maéu &m tinh lém sang, dugc sir dyung lam céc chét pha lodng. Dung dich SARS-CoV-2 bt hoat
duge pha lodng trong mai ma trén dé tao thanh cac méu vi rit pha loding dé thir nghiém. Sir dung
que liy méu ngoay dich ty hdu hodic Iiymluruoiydchrnmdl‘yﬁlﬂ.mdmhwmm
lodng néi trén, uudéhunlu&lw méu béng dém chiét miu va thuc hién xét nghiém theo
huréng din sir dung ciia san phim. Ngudng phat hién cia xét nghidm i véi mu ngody dich ty
héu va miu ngody dich mii l4 ndng dé thip nhit ma xét nghiém phat hién duge 285% két qua
durong tinh trong ma trén mdu trong Gng.

Nguéng phit hién cia xét nghiém OnSite COVID-19 Ag Rapid Test trong ca ma trén méu ngoay
dich ty hdu va mau ngody dich mii I 280 TCIDs/mL. Xét nghiém OnSite COVID-19 Ag Rapid
Test co thé phat hién dugc cac bién thé tai Anh, Nam Phi va Brazil & mirc d tuong ty nhu ching
SARS-CoV-2.

2.2 D$ dac hiéu phan tich (Phan img chéo va Vi sinh vét gay nhiéu)
B4 dac hiéu phan tich cia xét nghiém OnSite COVID-18 Ag Rapid Test duge danh gié bing cach
thir nghiém trén céc vi sinh \rlioik'b.nhﬁmlsﬁlmngkmm_ MBi vi sinh vt dugc thir
nghiém I3p lai ba I&n trong cac méu khang nguyén tai t6 hop SARS-CoV-2 tai néng d& 2-3 lin
ngudng phat hign (2-3xLOD). Két qua cho thiy, ngoai trir SARS-CoV, xét nghiém khéng phan
rng chéo hodc bj gay nhidu béi céc vi sinh vt tai cac ndng 86 nghién ciru sau:

= K&t qua nghién cira | Kt qua nghién cau
¥ "“mﬁ:‘;z‘“ 93y Néng dé phan (g chéo i sinh vit gy
King nouybe NFoda AR 25 pgimL 4 (313 duong tinh) | Khdng (33 3m tinh)
o clla MERS- 25 pgiml Khiing (3/3 &m tinh) | Khéng (313 &m tinh)
Kimog nouytn NP0 i 66 pgimL Khéng (3/3 m tinh) | Khang (33 &m tinh)
Coronavirus & nguai 229E 77=10° TCIDw/mL | Khéng (3/3 &m tinh) | Khéng (3/3 4m tinh)
Coronavirus ; ngué1 OC43 5310 TCIDwmL | Khéng (3/3 &m tinh) | Knéng (/3 am tinh)
Coronavius & ngue NLE3 §1%10° TCIDwmL | Khéng (3/3 &m tinh) | Khéng (3/3 &m tinh)
7x10% NIU/mL Khéng (3/3 &m tinh) | Khéng (3/3 &m tinh) |
mwm & nguti 0.76+10" TCIDw/mL | Khéng (3/3 &m tinh) | Khéng (/3 &m tinh)
Virus parainfiuenza 50110 TCIDymL | Khng (373 &m tinh] | Khéng (3/3 &m tinh)
Virus parainfiuenza 2 1.6%10° TCID,/mL_| Khang (33 am tinh) | Knéng (33 m tinh)
Virus parainfiuenza 1.6%10° TCIDsp/mL_| Khong (3/3 am tinh) | Khang (313 &m tinh)
Virus parainfluenza 4 1.15%10" TCIDwmL | Khong (3/3 &m tinh) | Khéng (313 &m tinh)
K n NP cum A& 180 pgim Khang (3/3 &m tinh) | Khéng (313 &m tinh)
Khang nguyén NP com B 200 pgimL Knéng (373 &m tinh) | Khéng (313 &m tinh) |
2.8%10° TCIDy/mL | Khéng (3/3 &m tinh) | Khéng (33 &m tinh)
2 8410° TCID.o/mL | Khng (3/3 am tinh) | Khéng (/3 m tinh)
2.2 x 10° PFU/mL__| Khéng (3/3 &m tinh) | Khéng (3/3 &m tinh)
2% 10° CFU/mL__| Khang (3/3 &m tinh) | Khéng (/3 am tinh)
>2<10° CFUIML | Khéng (313 m tinh) | Khéng (33 4m tinh)
3.6 x 10° CFU/mL_| Khéng (313 &m tinh) | Khéng (33 &m tinh)
4.5+10° TCID./mL_| Khong (3/3 am tinh) | Knéng (3/3 &m tinh)

Khong quan sat thdy hiéu img Hook véi xét nghiém OnSite COVID-19 Ag Rapid Test khi thir
nghiém véi khéng nguyén (NP) SARS-CoV-2 tai 18 hop cé ndng db lén dén 3x10° pg/mL.

HAN CHE CUA XET NGHIEM

1. Quy trinh xét nghiém va dién gidi két qua phai duoc thyc hign nghiém ngat khi tién hanh xét
nghiém phat hién su cd mat cia khang nguyén SARS-CoV-2 trong méu phém. B4 xét nghiém dat
hiéu qua chin dodn cao nhét, Iy miu phdm ding cach 1a yéu th quan trong nhit. Thire hign sai
quy trinh cé thé cho két qua khéng chinh xac,

2. Xét nghidm chi dugc sir dyng béi cdc chuydn gia cham séc sirc khde hodc nhédn vién da dugc
ddo tao vé quy trinh xét nghiém. Chi sir dung trong chiin dodn in vitro.

3. Xét nghiém OnSite COVID-19 Ag Rapid Test Ia dung cu xét nghiém dinh tinh phat hién khang
nwya:'&s‘mms‘-cnv-z. B dam cla vach két qua khdng tuang quan tuyén tinh véi ndng d6 vi rit
trong m.

4. D nhay cé thé thay ddi tly theo tirng ching vi rit SARS-CoV-2 (do su khéc biét cla bidu hign
khang nguyén). Mau phidm co thé chira mét chiing vi rit SARS-CoV-2 méi hodic chua duge nhin
dang ¢ sé lugng khang nguyén khac nhau,

5. Két qua 4m tinh hodc khéng phén (ng déi véi mét dbi trgng riéng I1é cho thiy khéng oo khang
nguyén SARS-CoV-2. Tuy nhién, két qua 4m tinh hodc khéng phan g khéng loai trir khé ning
nhigm vi rit SARS-CoV-2.

6. Két qua am tinh hodc khéng co phan (mg cb thé xay ra néu ndng dd vi it SARS-CoV-2 (khang
nguyén) trong méu bénh pham thdp hon ngudng phat hién cia xét nghiém hodc néu vi rit dugc
phét hién khéng cb trong dAu que 14y mau hodic vi rit da trdi qua dét bidn nhé trén céc axit amin
trong bidu mé durge nhan biét béi khang thé dugce sl dung trong xét nghiém.

7. Xét nghiém OnSite COVID-19 Ag Rapid Test phat hién dugc cd khang nguyén SARS-CaV va
SARS-CoV-2 dang séng hodc dang vt, Hiéu sudt xét nghiém phy thude vao lvgng khang nguyén
trong méu. Két qua duong tinh khdng logi trir khé nang cb thé c6 céc mém bénh khac.

8. Hidu subt cla xét nghiém OnSite COVID-19 Ag Rapid Test d& dugc xac nhdn trong cdc miu

di duge bao quin méi truéng vn chuyén vi rit (VTM). Tuy nhién, khéng nén thyc
hign xét nghiém OnSite COVID-19 Ag Rapid Test v&i cac mau phdm dugc bdo quan trong PBS
hodc dung dich nude mudi,

9. Hidu sudt ciia xét nghiém chura dugre thiét 1ap dé theo dai diu tri khang vi it déi véri truémg hop
nhiém SARS-CoV-2.

TAI LIEU THAM KHAO

1. Naming the coronavirus disease {COVID 19) and the virus Ihat causes |t [n d.). Rﬂnw-d from
hnps il wwvews. whoir

(covid-2019)-and-the-virus-that -.

2, 'Frequerﬂr Asked Oueuhons - General Assembly of the United Nations.” United Nations,

3 World Honllh Organization. {2020). Mwu on the use of masks in the community, during home
care, and in heaith care settings in the context of COVID-19: interim guidance, 19 March 2020
(Mﬂ WHOI'?DW-MZOWIPC Masks/2020.2). World Health Organization.

4. F Freq All(.d"' i and (2020 March 22).
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D e iy b Poway, CA 92064, USA
ul“ Bho quin 2-30°C ’n“ ® W i by Ted: 858-457-8668
Fax: B58-535-1719
[ RTe— ﬁ it Ema iotech.com
Nhip khiu vi Phin phéi tai Viét Nam: CONG TY TNHH AVANTA DIAGNOSTICS.  PI-RO182C-ADC-FS Rev. D2.0
Bxa chi: 54 288 Budng Gidi Phang, Phurémg Phurong Lt Quin Thanh Xuln, Date released: 2021-08-02
TP. Ha NGi, Vigt Nam. Tel: +84 24 3668 6621/ Fax. +84 24 3668 6623, Vistnamese version
vu hd W AVANTANT)

trgr & tur wiin e thudt: 0968 220 800. Website:

Copyright 2021 by CTK Biotech, Inc
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CONG TY TNHH MEDICON

S6: 149 PL-MDC/
170000053/PCBPL-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM
Paéclap-Tudo - Hanh phiic

Ha Néi, ngay 10 thdng 08 ndm 2021

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén cu Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 ndam 2016 clia Chinh pht vé quan ly trang thiét

biyté;

Can cd Nghi dinh s6 169/2018/ND-CP ngay 31 thdng 12 ndm 2018 clia Chinh ph sifa d6i bé sung
mot s6 diéu clia Nghi dinh s6 36/2016/NB-CP ngay 15 thang 5 ndm 2016 ctia Chinh pht vé quén Iy trang

thiét bi y té;

Can c Phiéu ti€p nhan hé so cong bé du diéu kién phan loai sé 170000053/PCBPL-BYT do B Y té

cap ngay 04/07/2017;

Can ctt ching chi hanh nghé phén loai cia ngudi thuc hién phan loai s6 19000430/BYT-CCHNPL,

ngay cap 13/08/2019.

Theo yéu cau clia cong ty TNHH Avanta Diagnostics, c6 dia chi tai: 286 Gidi Phdng, phudng Phuong
Liét, quan Thanh Xuan, TP Ha Néi, chiing téi phén loai trang thiét bi y t€ nhu sau:

TT | Tén trang thi€t bi | Chlngloai/ma | Hang | Hang | Mucdich st dung theo | Canclirdé | Mirc
yté san phdm nuéc | nudc |chidinh clachdsdhitu| phénloai |do rii
san xuat| chd sd mucddrai | ro
hitu ro dugc
phan
loai
Dung dé dinh tinh phét
hién khéang nguyén vi
rit SARS-CoV-2 trong P
mau ngody dich ty hau Quytaci,
Khay thif xét . SN0y i 1y Niad, phan lIl, phu
" a1 .y |ONsite COVID-19 : mau ngody dich mdi :
nghiém dinh tinh 5 CTK Biotech, Inc./| _, o : luclcla
1 .. |Ag Rapid Test . cta ngudi trong vong 7 . D
khang nguyén vi | o5 o My rgdy c4u tien ké trkhi|  ona
it SARS-CoV-2 gay cau tien K€ W 39/2016/1T-
bat dau xuat hién cac BYT
triéu ching, ho trg
trong viéc chan doan
nhiém SARS-CoV-2.
Nguéi thuc hién phan loai Nguoi dai dién hop phap clia co s&
2 ’F? an loai
Giam Déc Q‘_?*' Cf}ﬂaﬂ? ¢
17 =
2 TNHH g
W " M
) /=
‘)_‘?)-1;:\‘__‘:7/})‘ Q‘O'
Pao Dinh Khéi $6Dink Khi

Trang thiét bi y té la trang thiét bi y t& chan doan in vitro

Noinhén :
BoYtéE

S& Y té cac tinh, thanh phd ;

Hai quan clra khau
Luu: VT

DICH VU HO TRQ VA TU VAN KY THUAT: 0968 220 800
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CONG HOA XA HOI CHU NGHIA VIET NAM

& Ky boi: Viin phong
Co quan: Bo Y te
Ngay ky: 03-09-2021
/P 18:36:18 +07:00. .
- BO Y TE
Doc lap - Tu do - Hanh phuc

S6: 7302 /BYT-TB-CT Ha Noi, ngay 03 thang 9 ndm 2021
V/v: nhap khau sinh pham

chan doan in vitro xét nghiém

khang nguyén SARS-CoV-2

Kinh guri: Cong ty TNHH Avanta Diagnostics

Bo Y té (Vu Trang, thiét bi va Cong trinh y te) nhan duoc Pon hang s0
08 DH/2021/ADC dé ngay 15/07/2021 cua Cong ty ve nhap khau sinh pham chan
dodn in vitro chua c6 s6 dang ky xét nghiém SARS-CoV-2 va ho so bo sung ngay
21/08/2021;

Can ctr Thong tu s6 47/2010/TT-BYT ngay 29/12/2010 ciia Bo Y t€ huéng dan
hoat dong xuat khau, nhap khau thudc va bao bi tiep xuc truc tiep voi thuoce va Bién
ban tham dinh ho so nhdp khéau sinh pham chan doén in vitro chua c6 so dang ky;

Can cur tinh hinh dich Covid-19;

Bo Y té ¢6 y kién nhur sau:

Pong v dé Cong ty nhap khau 01 sinh pham chan doan in vitro: OnSite
COVID-19 Ag Rapid Test, hop gom: hop 20 xét nghiém (test) tai don hang 08
DH/2021/ADC dé ngay 15/07/2021, s6 lwong: 10.000 hop (Mudi nghin hop). Pon
hang gdbm 01 trang 01 khoan ¢6 déng dau xéc nhan ctia Bo Y té.

San pham trén phai dugc sir dung theo dung quy dinh tai Quyét dinh sé
4042/QD-BYT ngay 21/09/2020 ciia BY Y té vé viéc phé duyét Ké hoach xét nghi¢m
phét hién nhiém SARS-CoV-2 trong giai doan dich COVID-19 va Quyét dinh s6
2022/QD-BYT ngay 28/4/2021 cua BO Y té ban hanh Hudng dan str dung sinh pham
xét nghiém nhanh khang nguyén vi rit SARS-CoV-2, Cong vén s0 5414/BYT-TB-CT
ngay 08/7/2021 cua BO Y té va hudng dan cua nha san xuat.

Cong ty phai thuc hién theo ding cac qui dinh hién hanh vé xuat nhap‘khé"i'u
sinh pham chan doan in vitro va cac qui dinh ¢6 lién quan; chiu trach nhi¢ém vé chat
lrgng san pham nhap khau.

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

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

Noi nhin: TL.BO TRUONG
-Nhu trén; = VU TRUONG

- B truong (dé b/cao); o THIS
- TT. Trwong Qudc Cuong (dé b/cao); ALY _ . : \-. Bl VA CONG TRINH Y TE

- Luu: VT, TB-CT.

DICH VU HO TRQ VA TU VAN KY THUAT: 0968 220 800 Trang 8
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CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip—Tw do—Hanh phiic

CONG TY TNHH AVANTA DIAGNOSTICS
286 Giai Phong, Thanh Xuén, Ha Noi

S6: 08 DH/2021/ADC

PON HANG NH».'\P KHAU SINH PHAM Y TE PE CHAN POAN BENH CHUA CO SO DANG KY

Kinh gii: Vy Trang thiét bi vi Cong trinh y t-ByY té
Cong ty TNHH Avanta Diagnosncsk{}ﬂl de nghi Vu Trang thiét bi va Céng trinhyté — B Y té xem xét duyét dé Doanh nghiép nhap khéu sinh pham y té dimg dé chin dodn bénh

chura c6 s6 dang ky sau:

Tén sinh phim y té, ham qu'ng dang bito ché, quy cich dong goi Ponvi| Solwong | Ngiy sin xuat Cong dung Téncongty | Téncongty | Téndon viuy
- tinh | nhfp khau| /Handing sin xuit - cung ciip- | thic nhiip khiu
R Ténnude | Tén nude (néu co)*
Teén: 0n$ite COVID-19 AﬁRapid Test Hop 10000 |Handing:24 | Xét nghiém duoc sir dung | Téncongty | Téncong ty Kinh doanh truc
Hoat chét va ham hegng: (mudi | thang ke tir ding dé dinh tinh phét hién | s xudr; cung cap: tiep
- Khang thedm dong khéng Nucleocapsid Protein SARS-CoV-2 nghin) | ngay san xudt | khdng nguyén vi nit SARS-|CTK CTK Biotech,
(SARS-CoV-2 Nucl id Protein Monoclonal Antibody): 0.45 pg: CoV-2 trong méu ngody | Biotech, Inc. |Inc.
- Khing thé don dong ti to hop khang Nucleocapsid Protein SARS- dich ty hiiu, miu ngody dich Tén mude: My
CoV-2 (Anti-SARS-CoV-2 NP Recombinant Monoclonal Antibody): miii ctia nguoi trong vong 7 | Tén mudc:
0.06 pg; ngﬂy dau tién ké tir khi bit| My
- Khéangthé IgY ga (Chicken IgY): 0.034 pg; diu xut hign cdc triéu
Khéngthé dé khéang lgY Ga (Goat Anti Chicken IgY): 045 g chimg, hd trg trong viée
&ng béo ché: Dang khay chin doin nhiém SARS-
Quy cdch dong gdi: Hop 20 xét nghiém bao gdm: CoV-2.
20 Khay thir
20 Ong chiét da ¢6 dém chiét méu
20 Nép nhé giot
1 Gia d& dng chiét miu
20 Que Iy méu vé tring
| Hudémg dén sir dung
_ VU TRANG THIET BI VA CONG TRINH Y TE Ha pr ngﬂy 15 thdng 07 nam 2021
Chép thuin don hang nhp khdu gom.........trang......... khoan kém theo Cong vin s6............../ 5 i hi

BYT-TB-CT ngdy...... thang...... nam........... ciaVu TTBvaCTyté—-Bo Y té.
Ha Ngi, ngay..... théng...... nam...
TL. Bj truomg
Vu trudng
Vu Trang thiét b va Cong trinh y té

GIAM POC

Va Hoing Viat

DICH VU HO TRQ VA TU VAN KY THUAT: 0968 220 800
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VIEN KIEM DINH QUOC GIA VAC XIN VA SINH PHAM Y TE, BO Y TE, VIET NAM
NATIONAL INSTITUTE FOR CONTROL OF VACCINE AND BIOLOGICALS, MOH,VIET NAM
= NICVB Dai Kim, Hoang Mai, Ha Noi, Viet Nam

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

GIAY CHUNG NHAN KIEM NGHIEM
TRANG THIET BI Y TE CHAN POAN IN VITRO
S6: 05721/TTBYT- PK
(Chitng nhdn nay chi cé gia tri dang ky)

Tén thwong mai: OnSite® COVID-19 Ag Rapid Test

Tén chung: Khay thir xét nghiém dinh tinh khéng | Ma NICVB: 06621/NICVB - DK
nguyén vi riat SARS-CoV-2

S6 16 (trén test): F0714S6D01 S6 16 (trén vé hip):  F0714S6D01
Ngay san xuéit: 15/07/2021 Han ding: 14/07/2023
Dang déng goi: 20 test/hgp

Pon vi gii miu: Cong ty TNHH

Nha sin xuit: CTK Biotech, Inc.- USA
Avanta Diagnostics

Két lufin: Trang thiét bj y té chén dodn in vitro, 16 s6 F0714S6D01, han dung 14/07/2023 do CTK
Biotech, Inc.- USA san xuéit dat yéu cdu vé d¢ nhay 1am sang, do diic hiéu ldm sang theo tiéu chuan

ctia nha san xuét.
, ~r ng&’xy Nﬁr{:‘g 08 niim 2021
4 / ﬂti

0 !U{IL GIA
I,wa it VA SINY {Iﬂyj
A v TE
#’.-*--__

Poan Hiru Thién

Hc‘z
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Vién Kiém dinh Quéc gia Viic xin va Sinh phim Y té (NICVB)
Biéu mdu sé: KPOG-18-F2 Lén stra: 00 Trang .../...
PHIEU KET QUA PHANTICH
(Kém theo “Gidy chirng nhin kiém nghi¢m trang thiét bi y t¢ chan dodn in vitro”
86: 05721/TTBYT — PK ciip ngay 20/08/2021)

Tén trang thiét bi y té chin do4n in vitro: OnSite® COVID-19 Ag Rapid Test

Lo sb: F0714S6D01 Han dung: 14/07/2023 Mi s6 NICVB: 06621/NICVB-DK
Nha san xuit: CTK Biotech, Inc.- USA

Don vj giti miu (néu cé6): Cong ty TNHH Avanta Diagnostics

] Két qua NICVB
STT | Tén thir nghiém Tiéu chuin cia Nha | Phwong phip | Két qua thir nghiém trén bé miu chuin Péinh
sin xuat ciia NICVB gid
3 | ™ da:a?]‘g‘-’“ lam >97% SOP: SP 03-23 100 % Pat

~Poan Hiru Thién
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: CTK Biotech, Inc.
13855 Stowe Dr.
Poway
California
92064
USA
Holds Certificate No: FM 517416
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Research, design and development, manufacturing and distribution of in vitro diagnostic
reagents, controls, test kits and instruments for use in the areas of Autoimmune / Allergy,
Cardiac Markers, Fertility, Infectious Diseases, Endocrinology, Oncology, and Veterinary.

JS m J/&,—;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2007-07-26 Effective Date: 2019-05-16
Latest Revision Date: 2019-05-10 Expiry Date: 2022-05-15

Page: 1of 1

..making excellence a habit’

DICH VU HO TRQ VA TU VAN KY THUAT: 0968 220 800 Trang 12
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T CHUYEN NGANH VAT TU PHONG LAB

Certificate of
¥ CE-Registration

This is to certify that, in accordance with the In Vitro Diagnostic Medical
Device Directive 98/79/EC, Medical Device Safety Service GmbH
(MDSS) agrees to perform all duties and responsibilities as the
Authorized Representative for:

X¢
e

CTK Biotech, Inc.
13855 Stowe Dr.
Poway, CA 92064
USA

as stipulated and demanded by the aforementioned Directive. The
European Databank on Medical Devices (EUDAMED) is established as
of May 1, 2011. The German Competent Authority is notified of the
manufacturer's in vitro diagnostic medical devices and has allocated
registration numbers shown in:

Annex A dated 2021-06-01

The Manufacturer has provided MDSS with the appropriate
Declaration(s) of Conformity confirming that the in vifro diagnostic
medical devices fulfill the applicable requirements of Directive 98/79/EC.
In compliance with German law, a safety officer has been appointed for
Germany.

2021-06-01

a4

Dr. Philipp Hohenbrink
Director AR Services
MDSS GmbH

MDSS - Medical Device Safety Service - Schiffgraben 41 - 30175 Hannover, Germany

DICH VU HO TRQ VA TU VAN KY THUAT: 0968 220 800 Trang 13
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Annex A: 2021-06-01
Manufacturer: CTK Biotech, Inc.

¥ P : EC Certificate
- (notified) (notified) | (notified) (notified) TR |1 2202 ROEUEHL SNORER St on Nrmber

OnSite COVID-19 IgG/IgM Rapid Test;
Aria COVID-19 IgG/IgM Rapid Test;
RO180C Answer COVID-19 1gG/IgM Rapid Test EDMA 15709008 |Coronavirus- RT & POC Other N/A DE/CA09/0170/C33/IVD/055-03

SURGITECH COVID-19 IgG/IgM Rapid Test

OnSite COVID-19 Ag Rapid Test
Aria COVID-19 Ag Rapid Test
Answer COVID-19 Ag Rapid Test
RO182C ad-bio COVID-19 Ag Rapid Test EDMA 15709008 |Coronavirus- RT & POC Other N/A DE/CA09/0170/C33/IVD/055-03
ImmuView COVID-19 Ag Rapid Test

SURGITECH COVID-19 Ag Rapid Test
RecombilISA CHIK IgM ELISA;

E0315 Aria CHIK IgM ELISA EDMA 15048025 |Chikungunya Virus Other N/A DE/CA09/0170/C33/IVD/019-03
RecombiLiSA Zika IgM ELISA;
E0320 Aria Zika IgM ELISA EDMA 15048030 |Zika Virus Other N/A DE/CA09/0170/C33/IVD/031-03
Other Viral
OnSite COVID-19 + Influenza A/B Ag Rapid Test
RO188C Aria COVID-19 + Influenza A/B Ag Rapid Test EDMA 15048090 Antis:tll'l::ntibody Other N/A DE/CA09/0170/C33/IVvD/072
RecombilISA Chagas IgG ELISA;
E0170 Aria Chagas IgG_ELISA EDMA 15051002 |Chagas Other N/A DE/CA09/0170/C33/IVD/018-04
RecombilISA Leishmania Ab ELISA;
E0121 Aria Lelshmania Ab ELISA EDMA 15051005 |Leishmania Other N/A DE/CA09/0170/C33/IVD/023-04
Influenza & Para Influenza /
P0189  |Aridia SARS-CoV-2 & Influenza A/B Real-Time PCR Test EDMA 153002 42 ?:;\‘:;T;:rgss_:';??al Vs | Other N/A DE/CA09/0170/C33/IVD/079
Multiplex NA Reagents
/ ~
* MDSS * |
Page 7 of 13 .
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'(" )Y U.S. FOOD & DRUG

ADMINISTRATION
CENTER FOR VETERINARY MEDICINE

CURRENT GOOD MANUFACTURING PRACTICE CERTIFICATE (CGMP)

CERTIFICATE NUMBER EXPORTING COUNTRY IMPORTING COUNTRY EXPIRATION DATE
6ZBH-GKQC United States of America No Couniry Applicable February 09, 2023

Manufacturer Name/Address FEI Number Date of Last Inspection
CTK Biotech, Inc. 3003952975 08/16/2018
13855 Stowe Dr, Poway, California 92064 United States

PRODUCT INFORMATION (OPTIONAL)

ISA, CLIA, RaFIA, and Instrumentation Devices

ATTESTATION

I am the Director, Division of Compliance, within the Center for Veterinary Medicine, Food and Drug Administration (FDA). In this capacity [ issue Certificates to
Foreign Government concerning the manufacture, preparation, and marketing of drugs in the United States and the Current Good Manufacturing Practice (cGMP)
status of the plant that produces them.

It is certified that the above manufacturing facility may manufacture, prepare, market and legally export products from the Unated States at this time. The plant is
subject to the jurisdiction of the FDA and is subject to periodic inspections. The last such inspection showed that the plant, at this time, is in substantial compliance
with Current Good Manufacturing Practice regulations as required by the Federal Food, Drug, and Cosmetic Act.

This Certificate is not a substitute for a Certificate to Foreign Government that attests to the legality and exportability of specific animal drug products.

NAME, TITLE DATE ISSUED
Eric M. Nelson, Director, Division of Compliance, Center for Veterinary Medicine February 09, 2021
Signature:

e

5= g/
J’ A S AAG

This certificate expires 24 months from the date issued. To verify the authenticity of the information on this certificate, you may click www access fda govifecviverifyCertificate to view details of the

certificate as issued by FDA
Page 1 of 1
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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 and a
common standardised set of data to be included in
COVID-19 test result certificates

Agreed by the Health Security Committee

This document was agreed by the HSC on 17 February 2021

Annex I
Common list of COVID-19 rapid antigen tests
A first update was agreed by the HSC on 10 May 2021; A second update was agreed by the HSC on

16 June 2021; A third update was agreed by the HSC on 7 July 2021; A fourth update was agreed by
the HSC on 14 July 2021

IMPORTANT: A (interim) grace period of 8 weeks applies whenever updates are made to
Annex I, the common list of COVID-19 rapid antigen tests

Annex I

Common standardised data set of to be included in COVID-19 test result certificates

An update to Annex Il was agreed by the HSC on 19 March 2021

DICH VU HO TRQ' VA TU VAN KY THUAT: 0968 220 800 Trang 16
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Clinical
f f EU Member |Other countries| Completed InJRC
Manufacturer | RAT commercial name maf:i rm:ynne Ciniced in MIS“: € FIND evaluation studies | States using in using in validation Msa“d a“:ﬂv database
ng "“'ﬁ" Bt el practice practice studies L E | (Device ID #)1!
DE:
Positive evaluation by Paul-Ehrlich-Institut
(sensitivity of 100% at <Ct25) +
Manufacturer specificity: 100%
NL:
Independent field study, mainly
symptomatic individuals, sensitivity Ct<30:
96.0%; specificity overall: 100%
FR:
BIOSYNEX COVID-19 Ag+ Clinical Sensitivity: |Validation study data: 125 positive and 118 Yes
BICOYNEXSA  |nee b 97.5% negative samples; sensitivity 96%, ks FR (1494)
specificity: 99%
cooo | DB
ot SARS-CoV-2 Antigen Test it sens:_tlv_lty Positive evaluation by Paul-Ehrlich-Institut 5 ol Yes
CORPORATION : : Yes 99.28 % specificity e DER! DE
Kit (colloidal gold method) (sensitivity of 95% at <Ct25) + Manufacturer (2067)
(WuxI) co., LTD OP/NP swab =gl
specificity: 99.28%
90.2% sensitivity
Rapid Response COVID-19 100% specificity DE: @ @ Yes
IR Antigen Rapid Test A NP swab, NP swab, | 94.55% sensitivity, 100% specificity A OES B o (1236)
OP swab
92.9% sensitivity | =
CerTest Biotec CerTest SARS-CoV-2 Card Yes 99.6% specificity Ct<25, sevs;pwtv: 934,0%; sensitivity for €S, PT, S| DEM, ES Yes
test NP b samples within the first 5 days after (1173)
i symptom onset: 84,8%
98.1% sensitivity
Core Technology | Coretests COVID-19 Ag S5 DE: @l - Yes
Co., Ltd Test Yo 99.6% specificity | g 1o; sensitivity, 99.6% specificity AT 0E, 8O bE (1919)
NP swab
ES:
219 samples; Nasal swab - Clinical sensitivity
Clinical Sensitivity: 86% (90%: Ct <30) Specificity: 100%
92.3% (Method B)
CTK Biotech, Inc OaSie COVID-19 A Raghd Yes Clinical Specificity: To start DK DK, ES Yes
Test 100 % DK: (1581)
Nasal, NP swab 107 samples; Nasal swab - clinical sensitivity
. 86%; (from asymptomatic and mild
symptomatic individuals), Clinical specificity:
100%
Test Rapid Covid-19 98.77% sensitivity |RO: RO Yes
DDS DIAGNOSTIC | Antigen (tampon Yes 99.03% specificity | Meets the minimum performance RO 3 RO
PR : China (1225)
nazofaringian) Nasal swab requirements.
12
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o

Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel P H - w
aul-Ehrlich-Institut

=

Federal Institute for Vaccines and Biomedicines

25.06.2021

Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests

Aim

Comparison of different antigen rapid tests with using identical sample material

Material
Pools from nasopharyngeal and oropharyngeal swabs.

Dry swabs were included in PBS; moist swabs were already included in the transport media of
various compositions. Pools are random mixtures obtained from up to 10 samples of
comparable CT values diluted 1:10 in negative samples in PBS. The CT values of a pool were
determined by means of different PCR assays, and the putative number of RNA copies
calculated with the aid of the INSTAND standards. In the case of the PCRs used, a CT value of
25 corresponds to around 108 RNA copies/mL. 18 samples each were analysed with CT<25, 23
samples with CT between 25 and 30, and 9 samples with CT>30. The replication of the virus in
cell culture was determined as a possible correlate for infectiousness as another characteristic
of the samples.

Method

The pools were aliquoted, frozen, shipped, and thawed for evaluation of the tests. For each test,
50 pL of the pool were analysed using the components of the test provided, e.g. swabs.
Laboratories participating in the comparative evaluation included the Robert Koch-Institut, the
Paul-Ehrlich-Institut, the reference laboratory for coronaviruses (Charité), and the Institute for
Microbiology of the German Army (Bundeswehr).

Summary

This comparative evaluation of a large number of SARS-CoV-2 rapid antigen tests (point of care
tests; POCT) of different designs and manufacturers with the same sample set allows an
overview of the current state of art regarding sensitivity. The results do not allow any
conclusions regarding specificity of the tests.

Those POCTs which have up to now been included in the evaluation and have been assessed
as reflecting the current state of the art are listed in the table below. Other tests, which were
assessed as not reflecting the state of the art were deleted from the list of the Federal Institute
for Drugs and Medical Devices (Bundesinstitut fiir Arzneimittel und Medizinprodukte, BfArM).
This comparative evaluation is constantly continued, and the table is amended accordingly.

You should be aware that this comparative evaluation can only cover a random sample
of the SARS-CoV-2 rapid antigen tests listed by the BfArM, thus eligible for refunding,
and that few other products could not (yet) be taken into account, despite the interests
on the part of the manufacturers/distributors.

Contact
Email: sarscov2ivd@pei

Paul-Ehrlich-Institut
Paul-Ehrlich-Str. 51-59
63225 Langen, Germany www.pei.de
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Bundesinstitut filr Impfstoffe und biomedizinische Arzneimittel Paul-Ehrlich-Institut '&’\
Federal Institute for Vaccines and Biomedicines 'R

SARS-CoV-2 Antigen Test Kit (Colloidal Gold
Method)

BioTeke Corporation (Wuxi) Co.,Ltd.

COVID-19 Antigentest

Artron Laboratories Inc.

Accu-Tell Rapid In-vitro Diagnostiktest

AccuBioTech Co.,Ltd.

SARS-CoV-2 Antigen Test Kit (Colloidal Gold
Method)

Hubei Jinjian Biology Co.,Ltd.

Cora Gentest-19

Abioteq

Jinwofu Novel Coronavirus (SARS-COV-2)
Antigen Rapid Test Kit

Beijing Jinwofu Bioengineering Technology
Co.,Ltd.

STANDARD i-Q COVID-19 Ag Home Test

SD Biosensor, Inc.

SARS-CoV-2 Antigen Rapid Test Kit (Colloidal
Gold) SPUCKTEST

JOYSBIO (Tianjin) Biotechnology Co., Ltd.

SARS-CoV-2 Antigen Test Kit (Colloidal Gold)

Shenzhen Dymind Biotechnology Co., Ltd.

WANTAI SARS-CoV-2 Ag Schnelitest
(Kolloidales Gold)

Beijing WANTAI Biological Pharmacy Enterprise
Co., Ltd.

Covid-19 Antigen Rapid Test (Colloidal Gold)

Beijing O&D Biotech Co., Ltd.

OnSite COVID-19 Ag Rapid Test

CTK Biotech, Inc.

COVID 19 Antigen Test Kit (Colloidal Gold
Method)

Neo-nostics (Suzhou) Bioengeneering Co., Ltd.

Corona Virus (COVID-19) Antigen Rapid Test
(Colloidal Gold)

Hoyotek Biomedical Co., Ltd.

SARS-CoV-2 Antigen test Kit (Colloidal Gold
Method)

Changsha Sinocare Inc.

FUJIFILM COVID-19 Ag Test

FUJIFILM Corporation

GreenLight SARS-CoV-2 Antigen-Test

Senova Gesellschaft fiir Biowissenschaft und
Technik mbH

SARS-CoV-2 Antigen IVD kit SWAB

Shenzhen Reagent Technology Co., Ltd.

Novel Coronavirus (SARS-CoV-2) Ag Rapid
Test Kit

Jiangsu Bioperfectus Technologies Co., Ltd.

Rapid SARS-CoV-2 Antigen Test Colloidal
Gold (Nasopharyngeal specimen)

InTec Products, Inc.

INNOVA SARS-CoV-2 Selbsttest (Qualitativer-
Antigen-Schnelltest)

Innova Medical Group,Inc.

Goldsite COVID-19 SARS-CoV-2 Antigen Kit
(Colloidal Gold)

Goldsite Diagnostics Inc.

Novel Corona Virus (2019-nCoV) Ag Rapid
Test Kit

Glallergen CO., LTD.

Page 5/5
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Bescheinigung der Verkehrsfahigkeit von
Medizinprodukten

Bestétigung der Verkehrsfahigkeit von Medizinpro-
dukten geman § 34 (1) des Medizinproduktegesetzes
(MPG) vom 07. August 2002 (BGBI. | S. 3146) in der
bis zum 25. Mai 2021 giiltigen Fassung.

Gewerbeaufsicht
in Niedersachsen

Zur Vorlage bei den zusténdigen Behorden oder Ein-
richtungen von Vietnam

Es wird bescheinigt, dass die nachfolgend genannten
Medizinprodukte

in Deutschland

e in den Mitgliedstaaten der Europdischen Union
und

e inden anderen Vertragsstaaten des Abkom-

mens lber den Européischen Wirtschaftsraum

uneingeschrankt verkehrsfahig sind.

Produkte: '
siehe Anlage A "+

Hersteller:

CTK Biotech, Inc.

13855 Stowe Dr.

Poway, CA 92064
United States of America

Bevollmichtigter:
Medical Device Safety Service GmbH (MDSS)

Schiffgraben 41
30175 Hannover
Deutschland

Es wird auch bescheinigt, dass mit dem Anbringen
der CE-Kennzeichnung der Hersteller das vorge-
schriebene Konformitatsbewertungsverfahren befolgt,
sicherstellt und erklart, dass die Medizinprodukte die
grundlegenden Anforderungen der Richtlinie
98/79/EG vom 27. Oktober 1998 in der gegenwartig
giiltigen Fassung erflillen.

STAATLICHES GEWERBEAUFSICHTSAMT HANNOVER
Am Listholze 74
30177 Hannover

oder nach Vereinbarung

Staatliches Gewerbeaufsichtsamt
Hannover

Behorde fir Arbeits-, Umwelt- und
Verbraucherschutz

Certificate of Marketability

of Medical Devices

Confirmation of marketability of medical devices
according to § 34 (1) of the Medical Devices Law
(MPG) of 07. August 2002 (BGBI. | S. 3146) in the .
version valid until 25. May 2021.

For presentation to the competent authorities or
bodies of Viet Nam

It is certified that the following medical devices can
be marketed without restriction within

e Germany
e the member states of the European Union
and
e the other states having a contractual agree-
ment
with the European Economic Area.

Products:

see Annex A

Manufacturer:

CTK Biotech, Inc.

13855 Stowe Dr.

Poway, CA 92064

United States of America

Authorized Representative:

Medical Device Safety Service GmbH (MDSS)
Schiffgraben 41

30175 Hannover

Germany

It is also certified that with the affixing of the CE-
mark, the manufacturer follows the prescribed con-
formity assessment procedure and ensures and de-
clares that the medical devices meet the essential re-
quirements of the Council Directives 98/79/EC of 27.
October 1998 in the present valid version.

Hannover, 08.07.2021

Dieses Dokument wurde von einer

in Deutschland / Europaischen Union
zustindigen Stelle / Institution /
Behdrde ausgestellt.

Hannover, den

27.JuLl 2021

I'lm:

de-mail.de SWIFT-BIC:  NOLADE2H
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CHUNG NHAN/ HQP PHAP HOA LANH SU
KONSULARISCHE BEGLAURIGUNG/LEGALISIERUNG

i

1.Quécgia/Staat: Viét Nam/Vietnam

Gidly td, tai liéu nay/Dieses Dokument
2.Véi chir ky cuia dng (baVL. von Herrn (Frau): Huth
3.Vdi chirc danh/Funktion: Vién chire

4. Va con diu ciia/Dienstsiegel von: Phing Thuong mai va Céng
nghiép Hannover

5. Tai/in:

duge chirng nhin/hgp phép héa linh sy/
wird hiermit konsularisch beglaubigt/legalisiert
Berlin

6. Ngdy/Datum: 30/07/2021

7.Co quan cip/Ausgestellt von: Dai sii quin nude CHXHCN Viét Nam

—t3i CHLB Dirc Botschaft der SR Vietnam in der BR Deutschland
Vi N 490-LS-HPH/2021
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Staatliches Gewerbeaufsichtsamt Hannover

\
) S—
Anlage A/ Annex A
© _Product ., Registration EDMA
N OnSite COVID-19 IgG/IgM Rapid Test: R0180C DE/CA09/0170/C33/IVD/055-04 1570 90 08

IOnSite COVID-19 Ag Rapid Test: R0182C

OnSite COVID-19 + Influenza A/B Ag Rapid Test: R0188C|DE/CA09/0170/C33/IVD/072 15 04 80 90

Seite 2 von 2
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Die Echtheit umseitiger Unterschrift

des Herrn Hapke

bei dem Gewerbeaufsichtsamt Hannover
und die Echtheit des beigeftigten
Dienstsiegels werden hiermit beglaubigt.

Gleichzeitig wird bescheinigt, dass der Vorgenannte
zur Ausstellung dieser Urkunde / zur Vornahme der
Amtshandlung berechtigt ist / war.

Hannover, den 20.07.2021

Polizeidirektion Hannover

Im Auftrage .
/ 2 . £ I'_, \_ 2\

P , ]enk G f_f”..li---_x.z' ','I-,‘:‘,- =
Beschaftigte J
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Australian Government

Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate

Issued to

MD Solutions Australasia Pty Ltd

for approval to supply

Severe acute respiratory syndrome-associated coronavirus IVDs

ARTG |dentifier
ARTG Start Date
Product Category
GMDN

GMDN Term
Intended Purpose

332961

31/03/2020

Medical Device Included - IVD Class 3

CT772

Severe acute respiratory syndrome-associated coronavirus IVDs
The OnSite/Aria COVID-19 IgG/IgM Rapid Test is a lateral flow

immunoassay for the detection of anti-SARS-CoV-2 IgG and IgM
antibodies in human serum, plasma or whole blood. It is intended to be
used by healthcare professionals as an aid in the diagnosis of infection
with SARS-CoV-2 coronavirus, which causes COVID-19 disease.

Any interpretation or use of this preliminary test result must also rely on
other clinical findings as well as on the professional judgment of
healthcare providers. Alternative test method(s) should be considered to
confirm the test result obtained by this device.

Manufacturer Details Address

Certificate number(s)

CTK Biotech Inc 13855 Stowe Drive DV-2020-MC-03953-1
Poway , California , 9
2064

United States Of America

ARTG Standard Conditions

The above Medical Device Included - IVD Class 3 has been entered on the Register subject to the

following conditions:

- - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989
and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry

1. Severe acute respiratory syndrome-associated coronavirus IVDs
This entry: contains System(s)/Procedure Pack(s)

IVD Information

Name Category Description

OnSite COVID-19 | Point of care testing
Ag Rapid Test

Aria COVID-19 Point of care testing
lgG/IgM Rapid

Test

Aria COVID-19 Point of care testing

DICH VU HO TRQ' VA TU VAN KY THUAT: 0968 220 800
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Name Category Description
Ag Rapid Test

OnSite COVID-19 | Point of care testing
1gG/IgM Rapid

Test

Product Specific Conditions

No specific conditions have been recorded against this entry.

Therapeutic Goods Administration
PO Box 100, Woden ACT 2606 Australia

Phone: 1800 020 653
Email: info@tga.gov.au

ARTG Identifier: 332961
ARTG Start Date: 31/03/2020

DICH VU HO TRQ' VA TU VAN KY THUAT: 0968 220 800

Trang 25



I%wﬁum&uuvhwuﬁucua CéNG TY TNHH AVANTA DIAGNOSTICS

www.avanta.vn

&

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

Att. Shauna Parker
CTK Biotech A/S

13855 Stowe Dr, Poway
CA 92064

USA

The Danish Medicines Agency hereby authorises CTK Biotech A/S to place on
the market/put into service the OnSite COVID-19 Agq Rapid Test in Denmark.

The authorisation is conditional with the following terms and conditions.

Terms and conditions:

This authorisation is valid until 01.10.2021, or until the date when the device
is CE marked, if this occurs before 01.10.2021. The manufacturer must
inform the Danish Medicines Agency when the CE-mark has been acquired.

The authorisation is limited to marketing/putting into service under
supervision in Danish schools and Danish educational institutions.

If the CE marking has not been achieved by 01.07.2021, the manufacturer
shall provide a status for the CE marking process.

CTK Biotech A/S (manufacturer) shall establish a vigilance system, that
ensures the collection and reporting to the Danish Medicines Agency of
any incident, which occurs during the authorisation period.

The manufacturer must ensure traceability of products through, for example,
batch / LOT numbers.

The information on the labelling and in the instruction for use (IFU) for the
“OnSite COVID-19 Ag Rapid Test” shall be in Danish, before distribution to
the end-user.

The labelling must clearly state that the products are placed on the market
under this authorisation as a derogation from the conformity assessment
procedures.

The test must be accompanied by a detailed IFU, intended specifically for
lay people and the intended user group (Danish educational institutions
under supervision).

Technical documentation for the product must be kept for a minimum of 5
years.

A status shall be provided 01.07.2021 and by the end of this authorisation
period of how many devices have been placed on the market under this
authorisation.

The authorisation covers the following product:

Product: OnSite COVID-19 Ag Rapid Test

Catalogue/ Model number(s): R0182C

In Vitro Medical Device: General IVD, non-CE-marked for self-testing

Scope: lateral flow immunoassay for the qualitative detection of SARS-CoV-2
nucleocapsid (NP) antigens in nasal swab specimens

26 March 2021
Case no. 2021033589

T +4544 88 95 95
E med-udstyr@dkma.dk

Lazgemiddelstyrelsen
Axel Heides Gade 1
2300 Kebenhavn S
Denmark

T +45 44 88 95 95

E dkma@dkma.dk
LMST.DK
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Manufacturer of the medical device: CTK Biotech A/S
13855 Stowe Dr, Poway
CA 92064
USA

Authorised representative for manufacturer: MDSS -Medical Device Safety Service
Schiffgraben 41
30175 Hannover
Germany

Summary of the application of authorisation:

On the 23" of March 2021 CTK Biotech A/S has applied for an authorisation to place
on the market/put into service a non-CE-marked in vitro diagnostic medical device
for self-testing by way of derogation from the conformity assessment procedures in
the Danish executive order for in vitro medical devices.

The manufacturer has in their application informed the Danish Medicines Agency
that OnSite COVID-19 Ag Rapid Test is currently undergoing CE marking for self-
testing purposes by the Notified Body TUV Rheinland LGA Products GmbH, No.
0197, Nirnberg, Germany.

The application states that the tests are intended for use in schools and educational
institutions for self-testing under supervision. The manufacturer will supply the
products with a Danish IFU.

Reason:

The Danish Medicines Agency can according to section 6, subsection 11 in the
Executive Order 1269 of 12. December 2005 on in vitro diagnostic medical devices,
under certain circumstances grant an authorisation to market and put into service an
in vitro diagnostic medical device, for which the procedures referred to in subsections
1 to 4 have not been carried out, for the protection of health.

The Danish Medicines Agency only considers applications if there are clear health
reasons and if there are no available alternatives on the market.

In this case the Danish Health Authority has stated, that in the present circumstances
related to the Covid-19 situation in Denmark, there is a need for students in Danish
schools and educational institutions to be tested on a regular basis by using antigen
test for self-testing. This is in order to maintain epidemic control and to contribute to
improvement of the mental health of the students by letting them return to schools.

The Danish Health Authority has further stated, that it is not possible to organise
testing of all students on a regular basis during a longer period, solely by using the
present available national test system, where only tests that are CE marked for
professional use are used.

After a review of OnSite COVID-19 Ag Rapid Test, Statens Serum Institut (SSI),
which is the Danish agency for disease preparedness and surveillance, has stated
that based on the data delivered by the manufacturer, the product is sufficient for the
purpose of maintaining epidemic control.

It is therefore the Danish Medicines Agency's opinion, that there is a necessity for
the protection of health of Danish students and that there are no available
alternatives on the market at the present time.

Side2af 3
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Based on the statement from SSlI, it is furthermore the Danish Medicines Agency's
opinion, that the product OnSite COVID-19 Ag Rapid Test is sufficient for the
purpose of maintaining epidemic control schools and educational institutions for self-
testing under supervision.

The Danish Medicines Agency therefore authorises CTK Biotech A/S to place on the
market/put into service the OnSite COVID-19 Ag Rapid Test in Denmark for the
protection of the public health.

Legal basis

Medical devices are regulated in the EU by the Council Directive 98/79/EEC on in
vitro diagnostic medical devices. The Directive is implemented in the Danish
Executive Order No. 1269 of 12 December 2005 on In Vitro Diagnostic Medical
Devices.

This decision is made in accordance with section 6, subsection 11 of the Executive
Order on in vitro diagnostic medical devices, that states, that The Danish Medicines
Agency, by way of derogation from subsections 1 to 4, may authorise, on duly
justified request, the placing on the market and putting into service, of individual
devices for which the procedures referred to in paragraphs 1 to 4 have not been
carried out and the use of which is in the interest of protection of health.

Appeals procedure
This decision may be appealed to the Danish Ministry of Health, Holbergsgade 6,

1057 Copenhagen K, sum@sum.dk.

Sincerely
Thomas Wejs Maller Jeppe Larsen
Head of Unit Head of Section

S

Side 3 af 3
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MINISTRY OF HEALTH
PHARMACY AND POISONS BOARD

Telegram: “MINHEALTH” Nairobi Pharmacy & Poisons Board Hse
Telephone: 020-2716905/6, 020-3562107 * Along Lenana Road
Cellphone: 0733-88441 1{0720 608811 P. O. Box 27663-00506

Fax: 2713409
Email: admin@pharmacyboardkenya.org NAIROBI
Website: www.pharmacyboardkenya.org

When replying please quote our ref No:

PPB/PER/VOL.1/LET/031/21 R 6 April 2021

MAH (Manufacturer/Supplier)
CTK Biotech Inc.

13855 Stowe Drive, Poway
CA 92064 USA

Through’

Local Technical Representative
Pharmadex International Ltd
P.O. Box 53476 - 00200

Nairobi, Kenya

Dear Sir/Madam

RE: APPLICATION FOR IN-VITRO DIAGNOSTIC MEDICAL DEVICE
EMERGENCY USE AUTHORIZATION OF CTK Biotech Onsite COVID-19
Rapid Antigen Test

Reference is made to the above subject.

The Pharmacy and Poisons Act (Cap 244) as amended by the Health Laws
(Amendment) Act, 2019, provides for the regulatory oversight of Medical
Devices including In-Vitro Diagnostics (IVDs) in Kenya by the Pharmacy and
Poisons Board “the Board”. Please note that the Expert committee on
medicals devices & IVDs of the Board is tasked with reviewing applications
for serological test kits (Covid-19). The Board’s policy requires that all IVDs
meet certain conditions prior to approval; including submission of product
dossier and validation protocols and reports that evidence threshold of key
performance parameters. The validating laboratory must be an accredited
laboratory, such as, Kenya Medical Research Institute that is recognized by
the Board.
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The Committee upon review of your application in a meeting held on 31st
March, 2021 passed a verdict of Recommended for Emergency Use

Authorization.Note that use of this device for diagnosis of Covid-19 or any

other unauthorized purpose is strictly prohibited and may lead to revocation of
this license and or criminal liability to the Applicant (Local Technical
Representative) and any other concerned party.

The EUA will be revoked due to any reason that may necessitate the

regulatory action or once the Covid-19 Pandemic is declared over by the
ministry of Health, or the Head of State whichever one comes first; In the

later scenario, you will be required to submit the clinical information for full
registration of your product in the Kenyan Market.

Please see overleaf the details of the authorized product.
Yours faithfully

"‘]%1 Dr. Ronald M. Inyangala

Deputy Director, Product Evaluation and Registration
For: CHIEF EXECUTIVE OFFICER
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L La salud
@ es de todos Minsalud

Republica de Colombia
Ministerio de Salud y Proteccién Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2021006655 DE 3 de Marzo de 202 1
Por la cual se concede un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y Otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto 2078 de 2012,
Decreto Reglamentario 3770 de 2004 modificado por el Decreto 581 de 2017 y Ley 1437 de 2011.

ANTECEDENTES

Que mediante radicado No. 20201257459 de fecha 30 de diciembre de 2020, el Doctor MICHAEL HIMMEL,
actuando en calidad de Representante Legal de la Sociedad ANNAR DIAGNOSTICA IMPORT S.A.S. con domicilio
en BOGOTA - D.C., presento solicitud de registro sanitario nuevo para el reactivo de diagnéstico in vitro: Ad-Bio
COVID-19 Ag Rapid Test.

CONSIDERACIONES DEL DESPACHO

Que ante este Instituto se solicitd la Concesion de un Registro Sanitario con base en la documentacién allegada,
previo estudio técnico y legal de la Direccion de Dispositivos Meédicos y Otras Tecnologias, se emitié concepto
favorable para la autorizacién de este, conforme lo dispuesto por el Decreto 3770 de 2004 y el Decreto 581 de
2017, verificando el cumplimiento del requisito de Certificado de Venta Libre emitido por una entidad sanitaria de un
pais de referencia — ESTADOS UNIDOS DE AMERICA- (Decreto 581 de 2017 — articulo 1°), este documento fue
presentado sin apostille o consularizaciéon, LEGAL REVISAR en los términos del articulo 3 del Decreto 476 de
2020 “Por el cual se dictan medidas tendientes a garantizar la prevencién, diagnéstico y tratamiento del Covid-19 y
se dictan ofras disposiciones, dentro del Estado de Emergencia Econdmica, 8cial y Ecolégica ", por lo tanto este
documento se acepta en cumplimiento del mencionado Decreto. Por otra parte, se informa que se autoriza el uso
del producto indicado en el inserto aportado para la solicitud del registro sanitario.

En mérito a lo expuesto, la Directora Técnica de Dispositivos Médicos y Otras Tecnologias del Instituto Nacional de
Vigilancia de medicamentos y Alimentos-Invima:

RESUELVE
ARTICULO PRIMERO. - Conceder REGISTRO SANITARIO por el término de CINCO (5) afios a:

NOMBRE DEL REACTIVO PRESENTACIONY COMPONENTES DEL KIT

Kit para 20 pruebas:

Dispositivo en casete

Desecante

Tubos de extraccion de muestra
Hisopo esteéril

Boquilla

Tampon de extraccion de muestra

Ad-Bio COVID-19 Ag Rapid Test

Rejilla para tubo de extraccion de muestra

REGISTRO SANITARIO No.:  INVIMA 2 02 1RD-0006658

TIPO DE REGISTRO: IMPORTAR Y VENDER

TITULAR(ES): ANNAR DIAGNOSTICA IMPORT S.A.S. con domicilio en BOGOTA - D.C.

FABRICANTE(S): CTK BIOTECH, INC. con domicilio en ESTADOS UNIDOS DE AMERICA

IMPORTADOR(ES): ANNAR DIAGNOSTICA IMPORT S.A.S., con domicilic en BOGOTA - D.C.;
ANNAR DIAGNOSTICA IMPORT S.A.S., con domicilio en BOGOTA - D.C.

ACONDICIONADOR(ES): ANNAR DIAGNOSTICA IMPORT S.A.S., con domicilio en BOGOTA - D.C.;
ANNAR DIAGNOSTICA IMPORT S.A.S. con domicilio en BOGOTA - D.C.

CATEGORIA: 1

AREA: LABORATORIO CLINICO

Uso: EL AD-BIO COVID-19 AG RAPID TEST ES UN INMUNOENSAYO DE FLUJO

LATERAL PARA LA DETECCI® CUALITATIVA DE ANTIGENOS DE LA
NUCLEOCAPSIDE DEL SARS-COV-2 EN MUESTRAS DE HISOPADOS
NASOFARINGEOS (NP) DE INDIVIDUOS SOSPECHOSOS DE COVID-19,
DENTRO DE LOS PRIMEROS SIETE DIAS DEL INICIO DE LOS SINTOMAS. LA
PRUEBA ESTA DISENADA PARA QUE LA UTILICEN LOS PROVEEDORES DE

Pagina 1 de 2

Oficina Principal: e L (XN
Administrativo: 3 n Imo

www.invima.gov.co
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2021006655 DE 3 de Marzo de 202 1
Por la cual se concede un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y Otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto 2078 de 2012,
Decreto Reglamentario 3770 de 2004 modificado por el Decreto 581 de 2017 y Ley 1437 de 2011.

ATENCION MEDICA COMO AYUDA PARA IDENTIFICAR INFECCIONES POR
SARS-COV-2.

OBSERVACIONES: ESTE PRODUCTO DEBE USARSE DE ACUERDO CON LAS LIMITACIONES
DEL PROCEDIMIENTO Y LOS CRITERIOS DE DESEMPENO. ESTA PRUEBA
NO DEBE USARSE COMO CONFIRMATORIA Y SU RESULTADO NO DEBE
INTERPRETARSE COMO DIAGNOSTICO DEFINITIVO DE LA ENFERMEDAD
POR COVID 19. SE DEBEN SEGUIR LOS PROTOCOLOS DE DIAGNOSTICO
VALIDADOS POR EL INSTITUTO NACIONAL DE SALUD - INS. LOS
RESULTADOS DEBERAN SER NOTIFICADOS AL INS Y SUS LABORATORIOS
AUTORIZADOS PARA SUS ACCIONES PERTINENTES

EXPEDIENTE No.: 20196140

RADICACION No.: 20201257459

ARTICULO SEGUNDO: SE APRUEBAN las etiquetas allegadas con la solicitud del registro sanitario nuevo.
ARTICULO TERCERO: Contra la presente Resolucion procede Unicamente el Recurso de Reposicion, que debera
interponerse ante la Directora Técnica de Dispositivos Médicos y Otras Tecnologias, dentro de los DIEZ (10) dias
siguientes a su notificacion, en los términos sefalados en el codigo de Procedimiento Administrativo y de lo
Contencioso Administrativo.

ARTICULO CUARTO: La presente Resolucion rige a partir de la fecha de su ejecutoria.

COMUNIQUESE, NOTIFIQUESE Y CUMPLASE

Dada en Bogota D.C. a los 3 de Marzo de 2021
Este espacio, hsta la firma se considera en blanco.
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LUCIA AYALA RODRIGUEZ
DIRECTORA TECNICA DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS
Proyecté: Legal: dpulidob, Técnico: jprietob Reviso: cordina_
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