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Chirng nhan ISO 13485 (TUV)

FSC (Burc)

Danh sach xét nghiém khang nguyén Covid-19 dwgc HSC (EU) ban hanh

. Danh sach san phdm dat kiém dinh két qua cta PEI (Bic)
. Két qua danh gia san pham cutia FIND (Thuy SY)
. Két qua danh gia san pham tai phong kham Mayo, Rochester MN 55905

USA, dang trén tap chi Hoéa hoc lam sang (Oxford Academic)



CONG TY CO PHAN A CHAU.
Bia chi: s6 17, 16 12A, Khu db thi Trung Yén, Phwdng Yén Hoa, Quan Cau Gidy, TP. Ha Nai.
Tel: +84 4 37832446. Fax: +84 4 37832448. Email: achau.lienhe@gmail.com. Web: www.accom.vn

THUNGO

CONG TY CO PHAN A CHAU xin glri t&i Quy khach hang 1&i cdm on va 1&i chao tran trong
nhéat. Cong ty ching t6i 1a don vi nhap khau va phan phdi san pham IVD va POCT clia hang
ACON1aiViét Nam hon 20 nam qua.

Chang t6i xin dwgc gi¢i thiéu téi Quy khach hang bé xét nghiém nhanh khang nguyén
SARS-CoV-2 Flowflex SARS-CoV-2 Antigen Rapid Test san xuat bdi hang ACON va da
dwoc BO Y Té cap gidy phép nhap khau s 5895/BYT-TB-CT ngay 22/07/2021.

THONG SO KY THUAT CO' BAN:
-Tén san pham: Flowflex SARS-CoV-2 Antigen Rapid Test.
-M3a san pham: L031-11815.
-M&u pham: M&u ngoay dich mii/ MAu ngody dich ty hau.
-Ngwéng phat hién: 1,6 x10° TCID,,/mL.
-Hiéu qua chén doan:
+M4&u ngoay dich mi: Do nhay 97,3%, D6 déc hiéu 99,6%.
+MAu ngoay dich ty hau: D6 nhay 97,6%, D6 dac hiéu 99,5%.

- Quy cach: Hop 25 xét nghiém gdm: 25 khay thiv, 25 6ng dém chiét mau, 25 que |4y mau
vo triing (ngoay dich miii hodc dich ty hau), 1 que chirng dwong, 1 que chirng am, 1 huwéng
dan lay mau phadm, 1 HDSD.

-S6 lwgng xét nghiém/thing: 1 thung = 32 hop x 25 xét nghiém/hdp = 800 xét nghiém.
- Kich thwéc thung (DxRxC): 530x445x410mm.

-Trong lwo'ng thung: 16.5Kg.

CHUNG CHi & BAO CAODANHGIA:

ISO-13485 (TUV), FSC (btrc), EU-HSC, PEI (DPtrc), FIND (Thuy S¥), Mayo Clinic (My).
San pham da dwoc lwu hanh & strdung tai: Bire, Y, Bi, Anh.




SARS-CoV-

Antigen Rapid Test

ce

Ching nhan CE

Nhanh Chinhxac  Désirdung Tin cay
Flowflex SARS-CoV-2 Antigen Rapid Test la xét nghiém séc ky mién dich dong chdy mét chiéu dung dé dinh tinh phat hién
khang nguyén protein nucleocapsid SARS-CoV-2 trong mau ngoay dich mii hoac mau ngoay dich ty hau cGia ngudi nghi ngd
méc COVID-19 trong vong 7 ngay dau tién ké tirkhixuat hién triéu chiing. Flowflex SARS-CoV-2 Antigen Rapid Test ciing cé thé

xét nghiém céc mau bénh pham clia ngudi khéng cé triéu chiing.

Hiéu qua chan doan tét

) ( so vdi phuong phap xét nghiém phan tu

Bao quan & nhiét do phong )

Mau ngoay dich mii
hoac mau ngody dich ty hau

( Két qua nhanh (15 phuit)

Hiéu qua lam sang

Hiéu qua lam sang véi mau ngoay dich miii

Phuong phap RT-PCR
Két qua Am tinh Duadng tinh Téng cong
Flowflex SARS-CoV-2 Antigen Rapid Test Am tinh 771 8 779
Duong tinh 3 284 287
Téng cong 774 292 1066

D6 nhay tuong quan: 97,3%(95%CI*: 94,6%-98,7%). D6 dac hiéu tuong quan: 99,6%(95%CI*; 98,8%-99,9%). D6 chinh xdac tuong quan: 99,0%(95%CI*:

98,1%-99,5%). *Khoang tin cay 95%.

Viéc phén loai cdc mau duong tinh sau khi khdi phat triéu chiing trong khodng théi gian tir 0-3 ngay c6 ty & phan trdm duong tinh (PPA) 1a 98,7% (n = 152)
va 4-7 ngay co PPA la 97,7% (n =87). Cac mau duaong tinh vdi gia tri Ct <33 co ty |& phan tram duong tinh (PPA) cao hon 1a 99,2% (n = 265)

Hiéu qua lam sang véi mau ngoay dich ty hau

Phuong phap RT-PCR "
Téng cén
Két qua Am tinh Duong tinh e
Flowflex SARS-CoV-2 Antigen Rapid Test Am tinh 420 3 423
Duong tinh 2 120 122
Téng céng 422 123 545

Dé nhay tuong quan: 97,6%(95%CI*:92,8%-99,5%). D6 dac hiéu tuong quan: 99,5%(95%CI*: 98,2%-99,9%). D0 chinh xdc tuong quan: 99,1%(95%CI*:

97,8%-99,7%). *Khoang tin cay 95%



Ldy mau

Mau ngody dich miii

Xoay nhe va dua diu que
ngody dich mii vao sau
khéng qua 2,5cm tinh tir
canh ngoai mai.

Mau ngody dich ty hau (1)

Nghiéng dau bénh nhan vé phia sau
70 do. Nhe nhang dua que ngody
dich ty hdu qua mét 16 mai, song

Viia xoay vifa ép dau que
vao thanh niém mac

Lap lai cac budc trén & 16
mii thi hai vdi que dang

S £ A &

Rut que ldy mau ra khoi 16
mui. Que mau da san sang

trong 16 mi 5 1an. dung.

cho qua trinh tach chiét va xét
nghiém.

Nhe nhang ty va xoay que lay mau, gitr
yén vai giay cho dau que hap thu té6i
dadich mau.

song vai vom miéng cho dén khi cdm

thay cé luccan.

Quy trinh xét nghiém va dién giai két qua

Turtirxoay va ratque lay mau ra khoilé
mdi. Que mau da san sang cho qué
trinh tach chiét va xét nghiém.

4 giot mau
da chiét

30 giay 51an
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O nhan mau 15-30 phut Amtinh  Dwong tinh Khéng hop 18
Thong tin dat hang
Tén san phim Ma san phdm | Dang bao ché M&u pham Pong gobi
Flowflex SARS-CoV-2 Antigen Rapid Test L031-11815v Khay Mau ngoay dich mui hoac dich ty hau | 25 xét nghiém/hop
v Ching nhan CE

Vat tu dugc cung cap

+ Khaythur
+ Huéngdansidung

ACON Laboratories, Inc.
Oberlin Drive, #340, San Diego,
CA 92121, USA

Tel: 1.858.875.8000

Fax: 1.858.200.0729

Email: info@aconlabs.com

aconlabs.com

1351352801

« Ongdém chiét mau
+ Hudng dan lay mau pham

» Quechiingam
» Quechiingduong

NHAP KHAU & PHAN PHOI:

Céng ty c6 phén A Chau

Dia chi:s6 17, 16 12A, Khu d6 thj Trung Yén,
Phudng Yén Hoa, Quan Cau Gidy, TP. Ha Noi
Tel: +84 4 37832446 | 47. Fax: +84 4 37832448
Website: www.accom.vn

» Que lay mau dich mi hoac
que ldy maudich ty hau

CHAM SOC KHACH HANG:
0968 031033, 0968 031 016 (HN)
0919 795 689 (HCM)

HO TRO KY THUAT:
0968 031 032, 0968 031 035

© 2021 ACON Laboratories, Inc.



HUONG DAN THU THAP MAU
(QUE LAY MAU NGOAY DICH TY HAU)

Quy trinh thwe hién:

1. Gilr d&u bénh nhan nghiéng vé phia sau khoang 70°. Nhe nhang
duwa dau que ngody dich ty hau (dwoc cp kém theo bd xét
nghiém) qua mét 16 mii va day song song véi vom miéng cho dén
khi thay cé lwe can.

2. Nhe nhang ty va xoay dau que lay mau, gilr yén vai gidy cho dau
que hép thu téi da dich mau. Lwu y bénh nhan cé vach ngan mii
léch hodc dang nghet miii ¢ thé gay khé khan khi ldy mau & mét 16
miii. Trong trwéng hop nay, hdy chuyén que dang dung sang |4y
mau & 16 mai thir hai.

3. Nhe nhang vira xoay vira rdt que &y mau ra khéi 16 mdi. Que mau
da san sang cho qua trinh tach chiét va xét nghiém.

N ACON Laboratories, Inc.
5850 Oberlin Drive, #340 MDSS GmbH
San Diego, CA 92121, USA Schiffgraben 41
www.aconlabs.com 30175 Hannover, Germany
San xuét tai:

ACON Biotech Hangzhou Co., Ltd.
No. 210 Zhenzhong Road, West Lake District, 310030 Hangzhou, P.R. China

Nhép khau va phan phéi tai VN:

Céng ty c¢b phan A Chau

$6 17 16 12A, Khu db thj Trung Yén, P. Yén Hoa, Q. Cau Gidy, TP. Ha Nai.
Tel : +84 4 3783 2446. Fax : +84 4 3783 2448. Website: www.accom.vn

CHAM SOC KHACH HANG:
0968 031 016, 0968 031 033 (HN), 0919 795 689 (HCM)

HO TROQ KY THUAT:
0968 031 032, 0906 031 035

S6 : 1151296801
Ngay hiéu lwc: YYYY-MM-DD

HUYONG DAN THU THAP MAU
(QUE LAY MAU NGOAY DICH MUI)

A7) A7) A7) A

Quy trinh thwe hién:

1. Nhe nhang dwa d&u que ngody dich miii (dwoc cp kém theo bd
xét nghiém) vao mét 16 miii. Xoay nhe va dwa dau que lay mau vao
sau khéng qua 2,5 cm tinh tlr canh ngoai mdi.

2. Vlra xoay vlra ép dau I que vao thanh niém mac trong 16 mi 5 1&n
dé dam bao lay du mau. )

3. L&p lai cac bwéc trén & 16 mii thir hai voi que dang dung dé dam
bdo mau dwoc thu thap du tlr ca hai 16 mai.

4. Rt que 1Ay mau ra khéi 16 miii. Que mau da san sang cho qua
trinh tach chiét va xét nghiém.

u ACON Laboratories, Inc.
5850 Oberlin Drive, #340 MDSS GmbH
San Diego, CA 92121, USA c Schiffgraben 41
www.aconlabs.com 30175 Hannover, Germany

San xuét tai:
ACON Biotech Hangzhou Co., Ltd.
No. 210 Zhenzhong Road, West Lake District, 310030 Hangzhou, P.R. China

Nhap khiu va han phéi tai VN:

Cong ty cd phan A Chau

S6 1716 12A, Khu db thj Trung Yén, P. Yén Hoa, Q. Cau Gidy, TP. Ha Néi.
Tel : +84 4 3783 2446. Fax : +84 4 3783 2448. Website: www.accom.vn

CHAM SOC KHACH HANG:
0968 031 016, 0968 031 033 (HN), 0919 795 689 (HCM)

HO TRQ KY THUAT:
0968 031 032, 0906 031 035

Sé: 1151279102
Ngay hiéu lwc: YYYY-MM-DD



HUONG DAN SU’ DUNG
Flowflex SARS-CoV-2 Antigen

Rapid Test
Ma san pham: L031-11815
GPNK: 5895/BYT-TB-CT

Flowflex

Xét nghiém nhanh dinh tinh phat hién khang nguyén nucleocapsid SARS-CoV-2
trong méu ngody djch ty hdu hodc mau ngody dich mdi cuia nguroi.,
Chi str dung trong chdn dodn in vitro chuyén nghiép.

Flowflex SARS-CoV-2 Antigen Rapid Test Ia xét nghiém sac ky mien dich mét
chigu dé dinh tinh phat hién khang nguyén nucleocapsid SARS-CoV-2 trong mau
ngoay dich ty hau hodc mau ngoay dich miii ctia nguai nghi nger mac COVID-19
trong vong 7 ngay dau tién ké tir khi xuét hién cac triéu chirng. Flowflex SARS-
CoV-2 Antigen Rapid Test ciing co thé xét nghiém cac miu bénh pham clia ngudi
khéng cé triéu chirng. Flowflex SARS-CoV-2 Antigen Rapid Test khéng phan biét
dugc gitta SARS-CoV va SARS-CoV-2.

Két qua xét nghiém diing dé xac dinh khang nguyén nucleocapsid SARS-CoV-2,
Khang nguyén nay thuéng co thé phat hién duoc trong cac mau dudng hé hap
trén trong giai doan nhiém triing cép tinh. Két qua duong tinh cho thay su hién
dién clia khang nguyén vi rit, nhung cn phai két hop voi yéu t6 1am sang va tién
st bénh nhan cling cac théng tin chdn doan khac dé xac dinh tinh trang nhiém
bénh. Két qua dwong tinh khéng loai trir kha nang nhiém vi khuan hodc déng
nhiém véi cac loai vi rit khac. Tac nhan dwgc phat hién co thé khéng phai 1a
nguyén nhan gay bénh,

Két qua am tinh tir bénh nhan co triéu chirmg sau 7 ngay nén duoc coi la gia dinh
va phai xac nhan bang xét nghiém phan tir néu can thiét dé quan Iy bénh nhan.
Két qua am tinh khéng loai trir kha nang nhiém SARS-CoV-2 va khéng dugc sir
dung Idm co s& duy nhét trong quyét dinh diéu tri hodc quan ly bénh nhan, bao
gom ca quyét dinh kiém soat lay nhiém. Két qua am tinh can duoc xem xét trong
bdi canh dich té, cac déi twong ma bénh nhan tiép xic gan, tién sir va sy xuat
hién cac dau higu, triéu chirng I1am sang phi hop vai COVID-19.

Flowflex SARS-CoV-2 Antigen Rapid Test dugc st dung bdi nhan vién xét nghiém
lam sang da duwoc dao tao hodc cac dbi twgng da dugc dao tao tai cac co so y té.
Flowflex SARS-CoV-2 Antigen Rapid Test duwoc st dung nhur mét phuong phap
hé tre chan doan nhiém SARS-CoV-2.

Vi rit corona thude chi B. COVID-19 Ia mét bénh truyen nhiém dudng hé hap cap
tinh, moi dbi twong déu dé méc bénh. Hién nay, nhirng bénh nhan bi nhiém vi rat
corona la néquc’)n lay nhi&ém chinh; nhitng déi iu'qng bi nhiém khéng cé triéu chirng
ciing co thé 1a ngudn Iay nhiém. Theo két qua diéu tra dich t& hoc hién nay, thai
gian U bénh co thé tir 1-14 ngay, nhung phén Ién Ia 3-7 ngay. Cac biéu hién chinh
bao gbm sét, mét méi va ho khan. Mét sé it trwéng hep bi nghet mai, sd mai, dau
hong, dau co va tiéu chay.

Flowflex SARS-CoV-2 Antigen Rapid Test la xét nghiém sac ky mien dich k§ thuat
mang dé dinh tinh phat hién khang nguyén nucleocapsid SARS-CoV-2 trong mau
ngoay dich ty hau va mau ngoay dich mii ctia nguoi.

Sau khi mau pham dugc x Iy va nhé vao khay thir, cac khang nguyén SARS-
CoV-2, néu co trong mau phdm, sé phan (rng véi cac phan tir khang thé khang
SARS-CoV-2. Hén hop tiep tyc di chuyén trén mang nhe mao dan. Phic hop
khang nguyén di chuyén dén viing phan (ng va bi bit gitr b&i khang thé gan trén
mang. Boc két qua trong vong 15-30 pht theo sy xuét hién cia cac vach mau.
Dé kiém soat quy trinh, mét vach mau lun xuét hién tai viing chirg (vach C) dé
théng bao rang lvong mau da di va Iép mang da tham hat tot.

Khay thir chira khang thé khang SARS-CoV-2. Que chirng duong cé chira khang
nguyén tai t6 hop SARS-CoV-2 da phu san trén que.

THAN TRONG
+ Chi str dung trong chan doan in vitro tai cac co s& y té. Khong st dung san

pham da hét han ding.
Khéng &n, uéng hodc hut thudc trong khu virc xét nghiém.
« Khong str dung khay thir khi tui dwng da bj hdng.
Xir ly tit ca cac mau pham nhu co chira tac nhan lay nhiém. Tuan thi cac quy
dinh v& an toan sinh hoc trong qua trinh xét nghiém va cac quy dinh vé hiy
méau pham, mau chirng.
* St dung bao hg an toan nhu o choang xét nghiém, gang tay ding mét lan,
khau trang va kinh bao v& mat trong qua trinh xét nghiém.
« Khay thir da sir dung nén dugc coi la co kha néng lay nhiém va hiy theo quy
dinh clia dia phuong.
D6 4m va nhiét dé co thé anh hudng dén két qua.
Boc k§ huéng dan sir dung trude khi thue hién xét nghiém. St dung khéng
ding céch sé cho két qua khéng chinh xac.
» Vach két qua dbi véi mAu phdm co tai lugng vi rat cao co thé xuét hién trong
vang 15 phut hodc ngay sau khi mau di chuyén qua viing két qua.
o Vach két qua déi voi mau phdm co tai lwong vi rat thép co thé xuét hién trong
vong 30 phat.

Han dung: 24 thang ke tir ngay san xuat. Han dung sau mé tui: 1 gio.

BAO QUAN VA DO ON BINH
Bdo quén bé xét nghiém & nhiét dé phong 2-30°C.
Khay thir 6n dinh cho dén hét han dung in trén tdi hodc nhan hop.
Bdo quan khay th(r trong tui kin cho dén khi st dung.
TRANH BONG BANG.
Khéng str dung khay thir da hét han dung.

VAT TU

Vat twr dwroc cung cap)
« Ong dém chiét mau
« Que chirng am
« Huwéng dan sl dung

« Khay thir
» Que chirng dwong
« Que ldy mau vé tring*
» Huéng dén lay mau pham
*LUU Y: Que Iy mau vé tring |a que ldy mau ngoay dich ty hdu hodc que lay
mau ngoay dich mi tly theo Iwa chon va yéu cau clia ngudi sir dung.
Vat tw can c6 nhwng khéng di kém
« Thiét b bdo vé ca nhan « Thiéet b do thai gian

THU THAP VA CHUAN Bl MAU PHAM
* Flowflex SARS-CoV-2 Antigen Rapid Test cé thé xét nghiém v&i mau ngoay
dich ty hdu hodc mau ngoay dich mi.
« Thuye hién xét nghiém ngay sau khi Idy mau hoéc trong vong 1 giér sau khi ldy
méau néu miu dwoc bao quéan & nhiét dd phang (15-30°C).
* Tham khdo Huéng dén l&y mAu phdm duoc cung cap trong bd xét nghiém nay
dé biét thém chi tiét.

HU'ONG DAN SU DUNG

DPé khay thir va dém chiét mau can bang véi nhiét do phong (15-30°C) trwéc
khi xét nghiém.
1. Mé&i xét nghiém diing mét 6ng dém chiét mau va gén nhan bénh nhan trén 6ng.
2. Béc nép nhém trén dau c‘:ng dém chiét mau.
3. Cam que da ldy mau vao dng va xoay khoang 30 gidy. Bop hai thanh éng va
xoay que it nhat 5 1&n. Tranh tran mau pham ra ngoai.
4. Tir tir rit que ra khéi 6ng trong khi bop hai thanh ong dé thu dich tir dau que &
lai trong 6ng.
5. Day bng chiét bang ndp nho giot. Lac nhe day éng dé tron déu mau.
6. Lay khay thir ra khoi tdi nhém va s dung cang sém cang tot.
7. Dat khay thir 1én mat phang ngang va sach.
8. Nhé m&u pham tir dng chiét vao & nhan mau ctia khay thi.
a. Pdo nguoc 6ng va gitr cho dau nhd giot huéng thang dirng xudng duéi.
b. Nhe nhang bép éng dé nhé 4 giot mAu phdm vao & nhan mau.
9. Ché (cac) vach mau xuét hign. Doc két qua trong khoang 15-30 phit. Khdng
str dung két qua sau 30 phat.

Xoay trong Xoay it nhat 5
30 giay lan trong khi
( bép ong % 1
-
4 giot mau
da chiét

15-30 phut
c c [ c (-]
P 9 * T T T T T

Dwong tinh  Am tinh Khéng hep 18

=
DIEN GIAI KET QUA

(Vui long tham khao hinh minh hoa bén trén)
AM TiNH: Chi xuét hién mét vach chirng (C). Khéng xuét hién vach két qua (T).
Théng bao khdng c6 khang nguyén SARS-CoV-2 trong méu pham.
DUWONG TiNH:* Xuét hién 2 vach mau. Mét vach chirng (C) va mét vach két qua
(T). Théng bao cé khang nguyén SARS-CoV-2 trong mau pham.
* LUU Y: Cudng d6 mau cua vach két qua (T) co thé thay ddi tiy thude vao nbng
d6 clia khang nguyén SARS-CoV-2 ¢6 trong mau pham. Do do, bét ctr 46 mo nao
clia vach két qua (T) deu dwoc coi la dwong tinh.
KHONG HQP LE: Khong thay xuat hién vach chirng (C). Nguyén nhan do
lwgng mau pham khéng du hodc thue hién sai quy trinh. Doc ky huéng dan st
dung va xét nghiém lai bing khay thir m&i khac. Néu két qua van nhw cii, can lién
hé ngay véi nha phan phéi dé dwoc tw van, hudng dan.

KIEM SOAT CHAT LUONG

Khay thir dugc thiet ke co tinh nang tu kiem tra quy trinh xét nghiém. Sy xuat hién

vach chirng C cho biét két qua kiém tra néi chuan dat, lrgng mau du va ky thuat

thao tac chinh xac.

Que chirng dwong va que chirng am cap kém theo b xét nghiém nay duoc st

dung cho thir nghiém dé chac chan rang quy trinh thuc hién xét nghiém chinh xac.

Thurc hién thir nghiém theo “Huéng dan sir dung”.

Que chirng dwrong co6 thé sir dung trong nhirng truéng hop sau day:

1. Khi str dung 16 san phdm méi hodc ngudi méi thyc hién xét nghiém Ian dAu.

2. Pinh ky theo yéu céu cla dja phuong hodc theo quy trinh kiém soat chét lwgng
clia ngudi sir dung.

1. Flowflex SARS-CoV-2 Antigen Rapid Test chi diung cho ch!n doan in vitro

chuyén nghiép dé phat hién cac khang nguyén SARS-CoV-2 trong méu ngody
dich ty hau va miu ngody dich mii. Cuwéng dé mau clia vach két qua khéng
turong quan véi nong dé vi rut SARS-CoV-2 trong mau pham.

. MAu pham sau khi |é¥ phai xét nghiém cang sém cang tét trong vong 1 gid.

. M6i treérng van chuyén vi rit co thé lam giam do nhay cuia xét nghiém.

. Két qua am tinh gia c6 thé xay ra néu ndng dé khang nguyén trong méu phdm
thap hon giéi han phat hién clia xét nghiém hodc néu mau phdm dugc thu thap
khéng diing céach.

5. Két qua phai dugc bac s§ phan tich cling véi cac dir liéu I1am sang khac.

6. Két qua duong tinh khéng loai trir hoan toan kha nang déng nhiém véi cac

méam bénh khac trong mau pham.

T Két qua duwong tinh khéng phan biét nhiém SARS-CoV va SARS-CoV-2.

8. Két qua am tinh khong loai trir khd nang nhiém cac bénh nhiém triing do vi rat

hodc vi khuan khac.
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9. Két qua am tinh tir bénh nhan khéi phat triéu chirng sau 7 ngay nén dugc coi
la gia dinh va cén xac nhan bang xét nghiém phan tir & quan Iy 1am sang.
(Trong truéng hop can phan biét cac ching vi rit SARS thi can thuc hién xét
nghiém bd sung).

HIEU QUA CHAN DOAN

Mau ngoay dich ty hau
Hiéu qua chén doan cua khay thir Flowflex SARS-CoV-2 Antigen Rapid Test
duoc danh gia trén 545 mau ngoay dich ty hdu dugc thu thap tir cac bénh nhan
c6 tridu chirng nghi ngé nhim COVID-19. Két qua cho thdy 5 nhay tuong quan
va dé dac hiéu twong quan nhu sau:

Phwong phap RT-PCR Téng
Flowflex SARS- Két qua Duwong tinh Am tinh céng
CoV-2 Antigen Duong tinh 3 420 423
Rapid Test Am tinh 120 2 122

Téng cdng 123 422 545

D& nhay tuong quan: 97,6% (95%CI*: 92,8%-99,5%)"

Bo déac hiéu tuong quan: 99,5% (95%CI*: 98,2%-99,9%)*
Bé chinh xac twong quan: 99,1% (95%CI*: 97,8%-99,7%)"
*95%CI: Khodng tin cdy 95%

Méu ngoay dich mi
Hiéu qua chdn doan cua khay thir Flowflex SARS-CoV-2 Antigen Rapid Test
dugc danh gia trén 1066 mau ngoay dich mii dwoc thu thap tir cac bénh nhan
c6 triéu chirng nghi nge nhiém COVID-19. Két qua cho thay d6 nhay tuong quan
va dé dac hiéu twong quan nhu sau:

Phwong phap RT-PCR Téng
Flowflex SARS- Két qua Dwong tinh Am tinh céng
CoV-2 Antigen Duong tinh 8 771 779
Rapid Test Am tinh 284 3 287
Téng cong 292 774 1066

D6 nhay twong quan: 97,3% (95%CI*: 94,6%-98,7%)

Bo dac hiéu twong quan: 99,6% (95%CI*: 98,8%-99,9%)

Bé chinh xac twong quan: 99,0% (95%CI*: 98,1%-99,5%)

*95%CI: Khoang tin cay 95%

Ty 1& phi hgp duong tinh (PPA) véi RT-PCR trong khoang thoi gian sau khéi phat
triéu chirng tir 0-3 ngay la 98,7% (n=152) va tir 4-7 ngay la 97,7% (n=87).

Ty I& phi hop duong tinh (PPA) véi RT-PCR déi véi cac mau co gia tri Ct =33 dat
cao hon, la 99,2% (n=265).

Ngudng phat hién cla Flowﬂex SARS CoV-2 Antigen Rapid Test dugc xac dinh
bang cach thir nghiém voi cac méu vi rit bat hoat da pha loang. Mau vi rit duoc
bom vao mau gép am tinh dich ngoay ty hdu va dich ngoay mi clia ngudi dé ché
thanh 1 dai cac nbng dé khac nhau. Mi néng dé dugc thir nghiém 1ap lai 30 1an.
Két qua cho thdy LOD Ia 1.6*10% TCIDso/mL.

Phan trng chéo (d6 dac hiéu phan tich) va vi sinh vat
Phan u'np chéo duoc danh gia bang cach thiy nghlfm voi mét nhom cac vi sinh
vat tidm an gay bénh hodc lién quan cé kha nang xuat hién trong khoang mdi. Méi
vi sinh vat va vi rat duge thir nghiém véi hai treéng hop cé hodc khéng cé vi rat
SARS-CoV-2 bat hoat bang nhiét & ndng dé duwong tinh yéu.

Khéng phat hién phan (ing chéo hodc gy nhidu véi cac vi sinh vat va néng do da
thir nghiém duge trinh bay trong bang dudi day. Flowflex SARS-CoV-2 Antigen
Rapid Test khéng phan biét dugc giira SARS-CoV va SARS-CoV-2.

" 3 Phan (rng chéo | Chat gay nhiéu

?c ',‘lgi"i::f"lﬁgo Néng dé (khéng 66 vi rut | (co vi rit SARS-

94y p 9 SARS-CoV-2) CoV-2)

Vi rit Adeno 1.14 x 10° TCIDso/mL_[3/3 &m tinh 3/3 duong tinh
=1 Enterovirus 9.50 x 10° TCIDso/mL_[3/3 &m tinh 3/3 duong tinh
s Vi rut corona 229E 1.04 x 10° TCIDso/mL_[3/3 am tinh 3/3 duong tinh

Vi rut corona OC43 263 x 10° TCIDso/mL_[3/3 am tinh 3/3 duong tinh

Vi nit corona NL63 1.0 x 10° TCIDso/mL___[3/3 am tinh 3/3 duong tinh 2 Oseltamivir T 2
Vi rit (RMPV) 125 x 10° TCIDsymL_|3/3 am tinh 313 duong tinh Tamifiu Phosphate 5 mg/mL 3/3 am tinh 3/3 duong tinh
Vi rit MERS-CoV 7.90 x 10° TCIDso/mL_[3/3 &m tinh 3/3 duong tinh Khaﬂg sinh Tobramycin 4 pg/mL 3/3 am tinh 3/3 duong tinh
Vi rat cam A 1.04 x 10° TCIDsymL_[3/3 am tinh 3/3 duong tinh Thuoc xit mii Mometasone 5% v/ 3/3 am tinh 334 tink
Vi rit cum B 1.04 x 107 TCIDs/mL_|3/3 dm tinh __[3/3 dwong tinh tasone Furoate _|Furoate b i il
Vi rat Parainfluenza thé 1]1.25 x 10° TCIDso/mL | 3/3 am tinh 3/3 duong tinh Nwdc muoi sinh ly bién |NaCl 15% viv 3/3 am tinh 3/3 duong tinh
Vi rut Parainfiuenza thé 2[3.78 x 10° TCIDso/mL  [3/3 am tinh 3/3 duong tinh
Vi rit Parainfluenza the 3[1.0 x 10° TCIDso/mL__ [3/3 am tinh 3/3 duong tinh 3
Vi rit Parainfluenza the 4[2.88 x 10° TCIDs¢/mL_[3/3 am tinh 3/3 duong tinh B0 chinh xac ngﬂu nhién
‘(gg-’\;)“‘” baohdhap  |3.15x 10" TCIDso/mL |3/3 am tinh 3/3 duong tinh D6 chinh xac ngdu nhién duge xac dinh béng cach xét nghiém I3p lai Eglén trén
cac mau &m tinh va mau duong tinh véi khdng nguyén SARS-CoV-2, Tét ca cac
Vi rat Rhino 3.15 x 10° TCIDso/mL_[3/3 &m tinh 3/3 duong tinh TS & . s 2 % 5
Vi rat corona ~ KU1 Tx 10° copiesimL. 373 am tinh 373 duong finh Ealitgus;qr:ét 16 Flowflex SARS-CoV-2 Antigen Rapid Test déu cho két qua ding
Vi khuan gay bénh ho ga [2.83 x 10° CFU/mL 3/3 am tinh 3/3 duong tinh 2 g " 4 % "
Bordetella pertussis ; B4 chinh xac ngdu nhién lap ) .
Chlamydia trachomatis _|3.13 x 10° GFU/mL__|3/3 am tinh 3/3 duong tinh D4 chinh xac ngdu nhién |1ap duoc xac dinh bang cach xét nghiém I4p lai 60 I4n
Vi khuan Hib 1.36 x 10° CFU/mL /3 am tinh duongtinh |  trén cde mau am tinh va duong tinh véi khang nguyén SARS-CoV-2, Tét ca céc
Legionella pneumophila_|4.08 x 10° CFU/mL /3 am tinh duongtinh |  méu tir ba 16 Flowflex SARS-CoV-2 Antigen Rapid Test déu cho két qua ding
Mycobacterium 1.72 x 10" CFU/mL 3/3 am tinh /3 duong tinh dat >99%.
tuberculosis
- -
_§ M:::;I:::‘:: 7.90 x 10" CFU/mL 3/3 am tinh 3/3 duong tinh TAI LIEU THAM KHAO
| BOLITK — S— — 1. Shuo Su, Gary Wong, Weifeng Shi, et al. Epidemiology, Genetic recombination, and
= |Vikhuan ty cau vang 1.38 x 10" CFU/mL__[3/3 &m tinh |3/3 duong tinh_| pathogenesis of coronaviruses. Trends in Microbiology, June 2016, vol. 24, No. 6: 490-
- Staphylococcus 2.32 x 10° CFU/mL 3/3 am tinh 3/3 duong tinh 502
_ha_e idermidis 2. Susan R. Weiss, Julian L. Leibowitz, Coronavirus Pathogenesis, Advances in Virus
Pi u khuan 1.04 x 10° CFU/mL__[3/3 am tinh 3/3 duong tinh Research, Volume 81: 85-164
Streptococcus pyogenes |4.10 x 10° CFU/mL___ |3/3 am tinh 3/3 duong tinh
Pneumocystis jirovecii-S. [8.63 x 10" CFU/mL  [3/3 am tinh 3/3 duong tinh Y NGHIA BIEU TUONG
cerevisiae
Trurc khudn md xanh 1.87 x 10° CFU/mL___|3/3 am tinh 3/3 duong tinh “ Nha san xult v Chira <n> xét Diéu kién bdo
Chlamydia pneumoniae [ 1x10° IFU/ml 3/3 am tinh 3/3 duong tinh nghiém quan 2-30°C
Nam s . " T = —
Candida albicans 1.57 x 10° CFU/mL 3/3 am tinh 3/3 duong tinh Chi sir dung
men ¥ x
Dich rira mii clia ngudi 33 amiinh___|3/3 duong tinh ?A‘?’;r'fn doan E Han ding ® Chi diing mét lan
g - Tham khao
] - Chat gay nhiéu . [E & X o i1 i £
Cac chét gay nhiéu tiém an co thé ton tai tw nhién trong cac mau bénh pham ;l:lnl‘_'gng S LOT] |sé 10 SRRSO i
duwrdng hd hap hodc co thé duoc dua vao khoang miii hodc vom hong. M&i chét e it
duoc thir nghiém véi hai truéng hop cé hodc khéng cé vi it SARS-CoV-2 & ndng ai dién dy quyen tai Ngay san xuat
d6 duong tinh yéu. Danh sach cac chit va néng dé da thir nghiém dudi day duge Cong déng chung Chau Au il

xac dinh 13 khéng anh hudng dén két qua xét nghiém:
. ~ . Két qua (khéng Két qua
Chét gay nhiéu T"h:';:'g:‘;" Néng dd | co vi rit SARS- |(cé vi rut SARS-
CoV-2) CoV-2)
Biotin 24 mg/mL_|3/3 am tinh 3/3 duong tinh
Cac chat ndi sinh Dich nhay 0.5% wiv__ |3/3 am tinh 3/3 duong tinh
Mau toan phan  [4% viv 3/3 am tinh 3/3 duong tinh
Thudc xit mii co nguon | Oxymetazoline |15% viv 3/3 am tinh 3/3 duong tinh
goc Afrin
Thudc xit mii giam di P & s o— R
ing ALKALOL Homeopathic Tylé 1:10 |3/3 amtinh 3/3 duong tinh
Keo ngam dau hong Menthol, a .
Chloraseptic Max Benzocaine 1.5mg/mL |3/3 &mtinh 3/3 duong tinh
Thuoc xit mii CVS :
Health Fluticasone Flllcasone  |s%wv  [w3amtinh 3/3 duong tinh
Propionate PO
E:r?ﬁ xitmlitac dung | pponviephrine  [15% viv  |3/3 am tinh 3/3 duong tinh
Thudc xit gay té giam
dau hong qua dudng Phenol 15% viv 3/3 am tinh 3/3 duong tinh
miéng Equate Sore
Vién ngam tri ho Menthol |y, ) 1.5mg/mL |3/3 am tinh 3/3 duong tinh
cuc manh
Xit mii NasalCrom Cromolyn 15% viv 3/3 am tinh 3/3 duong tinh
Gel xjt chong khd mii  [Sodium - :
NeilMed Hyaluronats 5% viv 3/3 am tinh 3/3 duong tinh
Vién ngam viém hong Dyclonine . =
| tirantia Hydrochloride 1.5mg/mL |3/3 am tinh 3/3 duong tinh
Galphimia
Vién ngadm nglra cam glauca, Luffa — "
im Zicam Cold Remedy |op lata, 5% viv 3/3 am tinh 3/3 duong tinh
Sabadilla
Khang sinh Mupirocin 10 mg/mL | 3/3 am tinh 3/3 duong tinh

ACON Laboratories, Inc.

5850 Oberlin Drive, #340

San Diego, CA 92121, USA
www.aconlabs.com

San xuat tai :

ACON Biotech Hangzhou Co., Ltd.

No. 210 Zhenzhong Road, West Lake District, 310030 Hangzhou, P.R. China

MDSS GmbH
Schiffgraben 41
30175 Hannover, Germany

Nhap khau va phin phdi tai VN:

cang ty cé phin A Chau

S6 17 16 12A, Khu d6 thi Trung Yén, P. Yén Hoa, Q. Cau Gidy, TP. Ha Noi.
Tel : +B4 4 3783 2446, Fax : +84 4 3783 2448, Website: www.accom.vn

CHAM SOC KHACH HANG:
0968 031 016, 0968 031 033 (HN), 0919 795 689 (HCM)

HO TRQ KY THUAT
0968 031 032, 0968 031 035
S6 : 1151365001
Ngay higu luc : XXXX-XX-XX



CONG TY TNHH MEDICON

Sé: 138 PL-MDC/
170000053/PCBPL-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM
Poclap - Tudo - Hanh phuc

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Ha Néi, ngay 29 thdng 07 ndm 2021

Cén cr Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 ndm 2016 clia Chinh phli vé quén ly trang thiét

biy té;

Cén ct Nghi dinh s6 169/2018/ND-CP ngay 31 thdng 12 ndm 2018 clia Chinh pht sifa d6i bé sung
mét sé diéu cia Nghi dinh s6 36/2016/ND-CP ngay 15 thadng 5 nam 2016 clia Chinh phi vé quan Iy trang

thiét biy té;

Can c’ Phiéu ti€p nhan ho sa cong bd du diéu kién phén loai s6 170000053/PCBPL-BYT do Bo Y té

cap ngay 04/07/2017;

Can c ching chi hanh nghé phan loai cla ngudi thuc hién phan loai s6 19000430/BYT-CCHNPL,

ngay cap 13/08/2019.

Theo yéu cau clia Cong ty C6 phan A Chau, c6 dia chi tai: S6 17, 16 12A, Khu d thj Trung Yén, Phudng
Yén Hoa, Quéan Cau Gidy, TP. Ha Néi, chiing téi phan loai trang thiét bj y té nhu sau:

TT | Tén trang thiét | Chling loai/ | Hang nudc | Hang nudc | Mucdich sitdung | Canclirdé | Mic
biy té ma san sanxuat | chGsohitu | theochidinhcta | phénloai |d0 rui
pham cha sé hitu mdcdd rdi | ro
ro dugc
phan
loai
Xét nghiém dung dé
dinh tinh phat hién Quy tic 1
Khay thif xét Flowflex ACON ACON khéng nguyén ha"ir):IIl pr;u
nghiém dinh  |SARS-CoV-2 | Biotech T protein nuclecapsid P Iuclc‘ﬂa :
1 [tinh khéng Antigen (Hangzhou) ‘|tlr SARS-CoV-2 trong| ., . D
P : Inc./ x gl =~ théng tu
nguyénvirit |Rapid Test/ | Co., Ltd./ My mau ngoady dich mui 39/2016/TT-
SARS-CoV-2 L031-11815 | Trung Quéc hodac mau ngody
: 2 . BYT
dich ty hau cua
ngudi.

Nguai thuc hién phan loai

Giam Poc

e

Dao Dinh Khoi

Trang thiét bi y té Ia trang thiét bi y té chdn doan in vitro

Nginhdn:
- BoYté

S& Y té cac tinh, thanh phé ;

- Haiquan clra khdu
- Luu:vTt




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
o Poc lap - Tw do - Hanh phiic
sé: S¥9% /BYT-TB-CT Ha Ngi, ngay 22 thang 7 ndm 2021
V/v: nhip khau sinh pham
chan dodn in vitro xét nghiém

khang nguyén vi rait SARS-CoV-2

Kinh giri: Cong ty C6 phan A Chéu

Bo Y té (Vu Trang thiét bj va Cong trinh y té) nhan duge Don hang sb
08 DH/2021/AC dé ngay 21/6/2021 cia Cong ty vé nhép khéu sinh pham chén doan
in vitro chua c6 sé ding ky xét nghiém SARS-CoV-2 va hé so bd sung ngay
21/7/2021,

Cén ctr Thong tur 50 47/2010/TT-BYT ngay 29/1 2/2010 cua BoY té huong din
hoat dong Xuat khau nhap khéu thudc va bao bi tiép xtc tryc tiép véi thuoc va Bién
ban thdm dinh hd so nhap khéu sinh phm chén doan in vitro chua c6 s dang ky;

Cin ctr tinh hinh dich Covid-19;

Bo Y té ¢6 y kién nhur sau:

Péng y dé Cong ty nhap khau 01 sinh phim chan dodn in vitro: Flowflex
SARS-CoV-2 Antigen Rapid Test, hop gom: hop 25 xét nghiém (test) tai don hang
08 DH/2021/AC dé ngay 20/7/2021, s0 lugng: 1.200 hgp (Mot nghin hai trim hop).
Pon hang gdm 01 trang 01 khoan c6 déng déu x4c nhan cia Bo Y té.

San pham trén phai dugc sir dung theo dung quy dinh tai Quyét dinh 50
4042/QD-BYT ngay 21/09/2020 cia B§ Y té vé viéc phé duyét Ké hoach Xeét nghlem
phat hién nhiém SARS-CoV-2 trong giai doan dich COVID-19 va Quyét dinh s6
2022/QD-BYT ngay 28/4/2021 cia B3 Y té ban hanh Huéng dan str dung sinh pham
xét nghiém nhanh khang nguyeén vi rut SARS-CoV-2, Cong véan sd 5414/BYT-TB-CT
ngay 08/7/2021 cua B¢ Y té va hudng dan cia nha san Xuat.

Cong ty phai thyc hign theo dung cc qui dinh hién hanh vé xuat nhap khau
sinh pham chan doan in vitro va céc qui dinh c6 lién quan; chju trach nhi¢ém vé chit
lugng san phdm nhéap khau.

Pon hang co gia trj dén hét ngay 31/12/2021.
B4 Y té thong bao dé Cong ty biét va thuc hién./.

Noi nhén: TL.B 0 TRUGNG
- Nhu trén; ' UONG
- Bd trudng (dé b/céo); : Wi, ) )
- TT. Truong Qube Cutm (& bido), * ©  THECLB VA CONG TRINH Y TE
- Lwu: VT, TB-CT. |

Minh Tuén



CONG TY CO PHAN A CHAU
$é 17,16 12A. KDT Trung Yén, Yén Hoa, Cau Gidy. Ha Noi

S6: 08 DH/2021/AC

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lip - Ty do - Hanh phic

PON HANG NHAP KHAU SINH PHAM Y TE PE CHAN POAN BENH CHUA CO SO PANG KY
Kinh giii: Vu Trang thiét bj va Cong trinh y té - B3 Y té

Cong ty Cb phan A Chau kinh dé nghi Vu Trang thiét bj va Cong trinh y té -~ B§ Y té xem xét duyét dé Doanh nghiép nhap khau sinh pham y
té ding dé chan doén bénh chua cé s6 ding ky sau:

"Tén sinh pham y te. ham lwong, dang bio ché. quy | Pon vi

So lugng nhip [Ngay sin xnit

Cang dung

Tén cong ty san xuit -

Tén cong ty cung

Tén don viuy |
thic nhip khiu|

cach déng gbi tinh khau /Han ding Tén nwrde cip - Tén nuéc

| (néu co)*
Tén: Flowflex SARS-CoV-2 Antigen Rapid Test | Hop 1200 Han dung: 24 Xét nghiém su én cong ty san xuat: |Tén cong tv Kinh doanh ]
Hoat chdt va ham leong: thang ké tir  |{dung dé dinh tinh |ACON Biotech cung cap; truc tiép
- Céng hop khang thé khiang SARS-CoV-2 ngdy san xuit|phat hién khang |(Hangzhou) Co., Lid. |ACON Biotech
' (Anti-SARS-CoV-2 antibodie conjugated with nguyén Tén muege: Trung Quéc |(Hangzhou) Co.,

particles): 1.0 mg/ml: nucleocapsid Lid.
- Khing thé khang SARS-CoV-2 (Anti-SARS- SARS-CoV-2 San xudt cho: i
| CoV-2 antibodie coated on the NC membrane): trong miu ngody |Tén muegc:
 0.4~2.5 mg/ml; dich miti hoac ~ |Tén céng ty: ACON | Trung Quéc

- Khang thé dé khang 1gG chudt (Goat anti mau ngody dich ty Laboratories, Inc.

hau ciia ngudi. Tén nmieoc: My

| mouse lgG) 0.2~2.0 mg/ml;

Dang bao ché: Dang khay
Quy cdch dong goi: Hop 25 xét nghiém gom:
25 Khay thu
25 Ong dém chiel miu
25 Que Iay mau v tring
1 Que mau chimg duong
| Que mau chimg dm
Hudmg dan lay mau phim

I -

Huémg din sir dung

VU TRANG THIET BI VA CONG TRINH Y TE )
k.hoan kém lht:O Con v&n 50..

Chép thuan don h.‘mg nhip khau gom........ trang......
BYT-TB-CT ngiy....... thing........ ndm...
Ha N:_i:‘. ngay

Ha Ngi, ngay 20 thang 07 ndam 2021
nh nghiép nhip khiu

Giam déc doa

Fham 525& Ghu Soan
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 042074 0031 Rev. 01

Product Service

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road
West Lake District
310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Facilitv(ies): Acon Biotech (Hangzhou) Co., Ltd.
Y( ) No.210 Zhenzhong Road, West Lake District, 310030 Hangzhou,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

ENISO 13485

tuv-sud.comips-cert

Scope of Certificate: = Design and Development,
Production and Distribution of

In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

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

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). See also notes overleaf.

Report No.: SH1910622
Valid from: 2019-07-15
Valid until: 2022-07-14

[ o]

Date, 2019-07-09 Stefan Preily
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH - Certification Body -+ Ridlerstrake 65 » 80339 Munich = Germany



A4 1 0T AT

] -
<
)
e
=
ec
Ll
| ©
L 2
o
=)
<
L)
g
[
ec
-:m
T
L
—
<
>
=
o
b
1 =
| o
LLl
T
‘0
lmle
o

ZERTIFIKAT & CERTIFICATE o :

A

=% =
RS

A

(( pAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Scrvice

No. Q5 104507 0001 Rev. 01

Holder of Certificate:

Certification Mark:

Scope of Certificate:

ACON Laboratories, Inc.
5850 Oberlin Drive, #340

San Diego CA 92121

USA

EN S0 1345

tuv-sud comips-cert

Design and Development,

Manufacture and distribution of

In Vitro Diagnostic Test Kits and Reagents for
the Determination of Infectious Diseases,
Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker,

Fertility/Pregnancy and Blood Glucose
Monitoring System,

Lancing Devices and Lancets

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). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2019-10-24

Page 1 of 2

SH1974310

2019-10-24
2022-09-06

[ foons]

Stefan Preil
Head of Certification/Notified Body

TUV SUD Product Service GmbH = Certification Body * Ridlerstrate 65 + 80339 Munich = Germany
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ZERTIFIKAT & CERTIFICATE

A

\FE

A

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

TUV SUD Product Service GmbH = Certification Body * Ridlerstrate 65 » 80339 Munich » Germany

Product Service
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Gewerbeaufsicht
in Niedersachsen

A

Bescheinigung der Verkehrsfahigkeit von
Medizinprodukten

Bestatigung der Verkehrsfahigkeit von Medizinpro-
dukten geman § 34 (1) des Medizinproduktegeset-
zes (MPG) in der gegenwdrtig gultigen Fassung.

Zur Vorlage bei den zustdandigen Behérden oder
Einrichtungen von Vietnam

Es wird bescheinigt, dass die nachfolgend genann-
ten Medizinprodukte

e in Deutschland

¢ in den Mitgliedstaaten der Européischen Union
und

¢ in den anderen Vertragsstaaten des Abkom-
mens Uber den Européischen Wirtschaftsraum
uneingeschrankt verkehrsféhig sind.

Produkte:
siehe Anlage A

Hersteller:

Acon Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego, CA 92121
USA

Bevollmachtigter
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 Konformitidtsbewertungsverfahren be-
folgt, sicherstellt und erklart, dass die Medizinpro-
dukte die Grundiegenden Anforderungen der Richt-
linie des Rates 98/79/EG vom 27. Oktober 1998 in
der gegenwdrtig gliltigen Fassung erfiillen.

STAATLICHES GEWERBEAUFSICHTSAMT HANNOVER

Am Listholze 74
30177 Hannover

HO06043800-206-223 /iy

Im Auftrage.

% Q}\ Q\b

Scheib

Staatliches Gewerbeaufsichtsamt

Hannover
Behdarde fir Arbeits-, Umwelt- und
Verbraucherschutz

Certificate of Marketabilit
of Medical Devices

Confirmation of marketability of medical devices ac-
cording to § 34 (1) of the Medical Devices Law
(MPG) in the present valid version.

For presentation to the competent authorities or bod-
ies 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 agreement
with the European Economic Area.

Products:
see Annex A

Manufacturer:

Acon Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego, CA 92121
USA

Authorized Representative:
Medical Device Safety Service GmbH (MDSS)

Schiffgraben 41
30175 Hannover
Germany

Itis 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-
guirements of the Council Directives 98/79/EC of 27.
October 1998 in the present valid version.

Hannover, 21.05.2021

Sprechzeiten Telefon 0511 20960 Bankverbindung
Mo-Da; §:00 - 16:00 Unr Fax 0511 9096-199 Norddeulsche Landesbank
Freitag: 8:00 - 14:00 Uhr E-Mail poststelle@gaa-h.niedersachsen.de IBAN: DE&2 2505 0000 0106 0252 16
oder nach Vereinbarung DE-Mail:  hannover@gewerbeaufsicht-niedersact d iLde SWIFT-BIC:  NOLADE2H
Internet wwiw gewerbesufsichtniedersachsen.de




Staatliches Gewerbeaufsichtsamt Hannover

Anlage A [ Annex A

Product Registration EDMA

Flowflex™ SARS-CoV-2 Antigen Rapid Test: DE/CA09/0170/A10/IVD/100-03 |15 70 90 08
L031-11815
L031-11825
L031-11845
L031-118C5

Flowflex™ SARS-CoV-2 Antigen Rapid Test Strip:
.031-11865, L031-11875, L031-11885, L031-11895,
L031-118D5, L031-118E5

L031-118F5,

L031-118G5,

L031-118H5,

L031-118J5,

L031-118K5

Flowflex™ SARS-CoV-2 Antigen Rapid Test (Nasal/Sa-
liva): L031-12515, L031-12525, L031-12535

FIAflex™ Fluorescent Immunoassay Analyzer: F111- DE/CA09/0170/A10/IVD/102 21 02 10 01
10111, F111-10211

FIAflex™ SARS-CoV-2 Antigen FIA: F131-10111 DE/CA09/0170/A10/IVD/099-01 |15 04 80 19

FlAflex™ Influenza A/B FIA: F131-10211 DE/CA09/0170/A10/IVD/104 1570 90 04

Flowflex™ Influenza A/B Rapid Test: L031-11915

The listed products are produced at the manufacturing facility, ACON Biotech (Hangzhou) Co.,
Ltd., located at No.210 Zhenzhong Road, West Lake District, 310030 Hangzhou, PR China for
ACON Laboratories, Inc.

Seite 2 von 2
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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 Il

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




Clinical

& Beriormuice Choial peifonmance EU Member |Other countries| Completed MS currently InJRC
Manufacturer RAT commercial name FIND evaluation studies | States using in using in validation database
marking Data by Data used in MS = : = validating : 1
manufockrer practice practice studies (Device ID #)
Clinical sensitivities:
Fl: - Days < 7: 85.6%;
Validated in several laboratories (studies not |- Ct < 33: 89.7%;
published), meeting criteria. - Ct < 25: 96.8%;
Clinical specificity: 100%
India (25 June 2021)
526 samples, NP swab
Clinical sensitivities:
- Days < 7: 61.3%-100%;
- Ct <33:74.2%-86.7%;
- Ct < 25: 91.9%-100%;
Clinical specificity: 100%
Acon Biotech : . ot DE:. " 4 " ;
(Hangzhou) Co. SARS-CoV-2 Antigen Rapid Vi 96.9% sensitivity Poslts.v.e f:valuatlon by Paul-Ehrlich-Institut DE R PT DER! Yes
Ltd " |Test Nasal swab (sensitivity of 94,1% at <Ct25) + e (1457)
Manufacturer specificity: 99.54%xx%
BE: CH (9 June 2021)
96.9% sensitivity, 99.5% specificity, NP swab |279 samples, nasal swab
ACON . Flowflex SARS-CoV-2 - 96.9% sensitivity | . F:;‘:::LS:H;T;:;ES AT, BE, DEW, LT, DE) Yes
Laboratories, Inc. | Antigen Rapid Test Nasal swab Positive evaluation by Paul-Ehrlich-Institut |- ct < 33- e g Lv, sl (1468)
(sensitivity of 94,1% at <Ct25) + - Ct < 25: 100%;
Manufacturer specificity: 98,7% Clinical specificity: 99.5%
DE:
AESKU.DIAGNOS 96% sensitivity 96% sensitivity, 98% specificity Vi
TICS GmbH & Co, | AESKU.RAPID SARS-CoV-2 |Yes 98% specificity AT, DEX, S| DEP!
KG NP swab sl (#108)
96% sensitivity, 98% specificity, Nasal swab
DE:
. ; TestNOW® - COVID-19 i sensitivfty Positive evaluation by Paul-Ehrlich-Institut Yes
Aftimedue Inv. Antigen Test Yex ?;'4% SEECIﬂCEtV (sensitivity of 100% th' <Ct25) + DE® DEX (2130)
swa Manufacturer specificity: 99,4%
BE:
97.3% sensitivity, 100% specificity, NP swab
97.3% sensitivity : . —
AMEDA 1 NP swab DE: Positive evaluation by Paul-Ehrlich-
Labordiagnestikc [AMP Rapid TestSARS- | 97.3% sensitivity | Institut (sensitivity of 100% at <Ct25) + AT, BE,DER.  [er Uk DEx HR veu
GmbH Cov-2Ag Nasal swab Manufacturer specificity: 100% HR, i CH (1304)
100% specificity

Si:
97.3% sensitivity, 100% specificity, NP swab




0,
Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel i E " i t’,
Federal Institute for Vaccines and Biomedicines Pa u | Eh rl ICh InStltUt ’R}

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 uL 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 fir 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



