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Sb6: 7829 /BYT-TB-CT Ha Noi, ngay 20 thang 9 nam 2021
V/v danh sach cac sinh pham/trang thiét
bi y té chan doan in vitro xét nghiém

SARS-CoV-2 di dugc cip sb dang ky, GPNK

kém thong tin hi€unang va kha nang cung

g va gia ban do don vi cung tmg cong bd

(cap nhat 1an 8)
Kinh gtri:

- SO'Y té céc tinh, thanh pho tryc thudc trung wong;
- Cac Bénh vién, Vién nghién cuu tryc thuoc Bo Y té
vay té cac B, Nganh

Thuc hién y kién chi dao ctia Ban Bi thu, Chinh phii, Thu tuéng Chinh phu,
Trudng Ban Chi dao qudc gia phong, chdng dich COVID-19 theo tinh thin phan
cép, phan quyén, chu dong, sang tao, linh hoat phong, chéng dich va thuc hién
phuong cham bon tai chd;

Tiép theo Cong vin s6 6929/BYT-TB-CT ngay 23/8/2021 ciia Bo Y té vé danh
sach cac sinh pham/trang thiét bj y t& chan doan in vitro xét nghiém SARS-CoV-2 da
duoc cap sb dang ky, gidy phép nhap khau kém thong tin hiéu ning va kha ning cung
g va gia ban do don vi cung ing cong b (cap nhat lan 7).

B0 Y té tiép tuc cap nhat va thong bao danh sach sinh pham/trang thiét bj y té
chan do4n in vitro xét nghiém SARS-CoV-2 d3 dugc cap sé ding ky luu hanh; cap
gidy phép nhap khau tir ngay 20/8/2021 va cic san pham san pham di thong bao
nhung ¢ thay déi gid kém theo thong tin vé: don vi san xuat/nhap khau, thong
tin tém tit hiéu ning san pham, kha ning cung ng va gia ban do don vi san
Xuét, cung ng cong b dé cac SG'Y té va cac Bénh vién, Vién nghién ctru chu dong
lién hé, co ké hoach mua sdm va st dung san phém phuc vu nhu cau phong, chéng
dich theo dung quy dinh hién hanh (Phu lyc dinh kém - danh sach sé& tiép tuc duoc
cap nhat khi c6 thém thong tin).

Dé nghi cac S¢ Y té nghién ctru, thuc hién Cong van sd 604/TTrB-P1 cua
Thanh tra B6 Y té ngay 13/7/2021 ctia vé viéc ting cudng cong tac thanh tra, kiém
tra, xt Iy vi pham trong phong chéng dich COVID-19 va chi dao ting cuong thanh
tra, kiém tra va kiém soat cac san phém xét nghi¢ém SARS-CoV-2 troi ndi trén thi
trurong va hién tuong loi dung tinh hinh dich COVID-19 dé nang gid, doi gia, dam
bao chét lugng va gia ca thi trudng.

pé nghi cac don vi san XUAt, nhap khAu sinh phém/trang thiét bi y té xét nghiém
SARS-CoV-2 chu dong nguén hang, c6 ké hoach 6n dinh, du trit nguyén li¢u, tang
cuong san xuat, nhap khau dam bao s6 lugng, chat lugng dap tmg nhu cau phong,
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chéng dich COVID-19 va hudéng din st dung san pham dung theo quy dinh; chiu
trach nhiém vé cong bd gia va ra soat cong bd gia theo quy dinh; xem xét giam gia
ban sinh pham/trang thiét bi y t& xét nghiém SARS-CoV-2 dé hd tro cho cac don vi
chéng dich.

Trong qué trinh thyc hién, néu co vuong méc, dé nghi lién hé¢ B Y té (Vu
Trang thiét bi va-Cong trinh y té), SDT: 024.62732272, email: dmec@moh.gov.vn
dé phdi hop hd tro giai quyét.

Tran trong cam on./.

Noi nhin: TL. BQ TRUONG
- Nhu trén; 7 VUTRUONG
- B/c BY trudng (d¢ ble); ARG EHIET B VA CONG TRINH Y TE

- Cac d/c Thir trudng (dé blc);

- Cuc: KCB, YTDP; Vu: KHTC, TTTPKT,
V/PB, TTra B¢ (dé ph/hop);

- Cong thong tin dién tir Bo Y té, Hé thong
dich vu cong tryc tuyén quan ly TTBYT;

- Céc d/vi san xuét, nhap khiu SPCD/TTBYT
xét nghiém SARS-CoV-2 (dé th/hién);

- Luu: VT, TB-CT.



o quan: BO Y t€ 3
Ngay ky: 20-09-2021
7:

DANH SACH CAC SINH PHAM CHAN POAN/TRANG THIET BI Y TE CHAN POAN IN VITRO
XET NGHIEM SARS-COV-2
(Phu luc kém theo Cong van so 7829 /BYT-TB-CT ngay 20 /9/2021)

I. XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:

1. Test nhar)h:
b. Nhdp khau:

Tén tran S6 gid Tén Thong tin tom
AL e g Héng/ g1y A Dia chi tat hiéu nang Kha nang Gia ban
thiét bi/sinh . . . phép Cong ty A A . Z A 1A . n £
TT 2 Z Chiing loai | Nwéc san A b Cong ty nhap san pham do | Lién hé | cung tng/ cong bo
pham chan £ nhap nhap x . - A X
. xuat % % khau don vi san thang (dong)
doan in vitro khau khau K. A £
xuat cong bo
Cong ty
. : TNHH Trung binh
Khay thir xét Panbio A A .
nghiém khang | COVID-19 | Abbott | 0093/BYT | Thuong | 849 Tran Xudn | pyo . Cao Thi | K0an225 | 155 gng
o ; . . -TB-CT Mai - | Soan, Phuong Tan 0 e\ A triéu test/ A 1
1 nguyén Ag Rapid | Diagnostics ngay Dich Vu Hung, Quan 7 91,4% Hai Van thang (tly dong/ test
SARS-CoV-2 | Test Device | Korea Inc., e Lung, teuan J, Do dac hiéu: 091358 X (chua tinh
; . X 02/12/202 Ky Thanh Pho Ho6 Chi theo so X
trong dich ty | (Nasophary | Han Quoc . inh 99,8% 7465 thué GTGT)
hau ngeal) 0 Thuat Min lugng don
Luc dat hang)
Tinh
- B4 nhay (so
sanh voi PCR):
- Cong ty 319-C13 Khu TM 96,3% trén
Khay thur xét Thuan Viét, Ly N N
nghiém khan TNHH oy vomg Kier, | 2énhmhan €6 oy g
) gNem KAANE | Espline | Fujirebio | 1267/BYT | Thuong wong BIEL | ct<30; 100% 178.000-
nguyén ~ .+ <~ | Phuong 15, Quan ey ~ Phuong | 1.000.000
SARS- Inc, Nhat -TB-CT mai k¥ X~ | voibénh nhan y 198.000
SARS-CoV-2 \ A 11, TP. Ho Chi ) 028386 | test/thang N
. . CoV-2 Ban 03/3/2021 | thuaty . . co Ct<26 dong?/ test
trong dich miii R Minh, Phuong 15, o an 1A 86109
te¢ Van A : - B¢ déc hi¢u
hong R Quén 11, Thanh , Iy
Xuan 18 Hd Chi Minh (so sanh voi
p PCR):100%

L Gia da cong b ngay 08/9/2021: 170.000 dong/test.
2 Gia cong bo trude 11/9/2021: 190.000 - 200.000 dong / test



- Ngudng phat
hién (LoD):
3,12 x 10%?
TCIDso/mL voi
mau tim bong

Khay thir xét S6 51, ngd 205 A Ba Vil
o , R . > |tyhauva5x . 3.963.750
nghiém khang | o nqorq | SD O yggygyr | CONIY | ngach 323/83, 1 43 Thi ddng/ hop 25
nguyeén vi rut COVID-19 Biosensor TB-CT Co phan | duong Xuan Dinh, TCIDs/mL Vi Huong 1.000.000 test
SARS-CoV-2 Inc/Han ytéPtc |  phuong Xuan A Ly test/ théng
trong mau't Ag Test Quéc 26/5/2021 Minh Pinh, quin Bic | mau tam bong 098877 (158.550
¥ Y o1, quan Bac ty hau khi van dong/test)®
hau Tu Liém, Ha Noi 2 8790
chuyén.
- B§ nhay:
84,97%
- P06 dac hiéu:
98,94%
Tang 2, Toéanha B
thudc Vuon wom | - Giéi han phat
Khay thir xét N Doanh nghiép, L6 | hién (LoD): 5 x
nghigm khéng | Humasis congty | dug(‘mngén 10018( : Pham
nguyén vi it | coviD-19 | HYMASIS [15044/BYT | TNHH |1y - b Ché | TCIDso/mL Le Hoal | 2 490,000 128.000
CO., LTD/ | -TB-CT |HUMAS | | oo >~ ) Thuong | . oo )
SARS-CoV-2 | Ag Test N X Xuat Tan Thuan, | - BJ nhay: test/ thang dong®/ test
¢ Aut Han Quoc | 23/6/2021 IS Phuone T4 92 204 090367
rong Tt iy VINA wong an ST 1512
hau Thuan Bong,‘ - P06 dac hiéu:
Quan7, TP H6 | 99,6%
Chi Minh

® Gi4 da cong bd trude day: 4.950.000 ddng/ hop 25 test (198.000 dong/test); trude ngdy 26/8/2021: 4.520.00 dong/ hop 25 test (178.080 dong/test)
# Gia da cong bo: 198.000 dong/test




- G161 han phat
hién (LoD): 3,5
x 10° TCIDso
/mL khi st
- dung tdm bong
Khay thir xét CONgty | o6 668, Puong | truc tidp, 2.8 x ‘
nghiém khéng Sugentech TNHH " Nghia Ding, | 10° TCIDso boan
nguyeén vi rat | SCTHIeX ) o Han | S04/BYT | Dichvu | ) o Phiic X4, | /mL khi sit Van 1 4000.000 125.000
5 COVID-19 £ -TB-CT | tong hop ~ N SR Thuyét , X5
SARS-CoV-2 Quoc Quéan Ba Dinh, | dung tam bong test/ thang dong®/ test
» | Ag 23/6/2021 | Medaz pa n 094275
trong mau Viét Tp. Ha No1, Viet | trong mol 4699
dich ty hau Nam Nam truong van
chuyén;
- B§ nhay:
95,07%
- B§ dac hiéu:
99,38%;
corg - Gi6i han phat
b . A A A 18
fﬂi‘gnghlfh:ﬁt Panbio™ | Appott Thirong Sf:f gﬁgﬁ“ﬁn 1%18%2,/5;;'1_0 Cao Thi | Trungbinh |  125.000
6 ng envi mtg Covid-19 | piagnostics | 5153/BYT |  mai- o Quﬁi 2| B b Hai Van | khoang25 | ddng/test®
ARG Covp | A9Rapid | Korealnc/ | -TB-CT | Dichvu | o008 €08 o | o0 LY 091358 trigu (chua tinh
OV~ | Test Device | gan Quéc K§ thuét : N 7465 | test/thang | thué GTGT)
trong dich miii | (Nasal) I Minh Dg dac hi€u:
e 99,8%
Tinh
. - G161 han phat
b Kiing | CioCred 5606/BYT | CO hi: 562 10
nghi¢m khang | covID-19 - ongty | « 1 Bui L¢
S | nguyenvirit | AgMasin | oo | -TB-CT | C6 phin s%)z/ JoLaclong | PV ML Quyén | 80.000.000 |  130.000
SARS-COV-2 | vham: - 14/7/2021 | Meditro uan, D-ouoL, | 7 R0 nay: 097904 | test/thang | ddng/ test
x pham. Quoc : Q.Tay Ho, HA Noi | 91,67%
tfong ma}u G61RHA20 nic -6 dic hieu: 0185
dich ty hau ) 99 éG% ;

5 Gi4 da cong b truée ngay 11/9/2021: 160.000 dong / test
6 Gia da cong bo ngay 08/9/2021: 152.000 dong/test
" Gia cong bo ngay 11/9/2021: 175.000 dong/test
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Cong ty . .
Khay thir xét TNHH | A308 Thap van | 001 hanphat 5
nghiém khang Tap | phong The Manor hién: 8x 10 Khic
o nguyén vi rat | CareStart | access Bio S?Tlé/_%f doan | M2 Tri, Phuong T]SLleﬁ/a mL Nhit | 600.000 test/ | 100.000
SARS-CoV-2 | COVID-195 e /my La/700p1 | Cham | My Binh 1, Quan | g 2co Y Minh thang ddng?/ test
trong mau | Antigen séc Stre | Nam TurLiém, Ha | “ o0 .. | 096422
dich tv ha Kkhe n - P6 dac hiéu: 3437
ich ty hau oc Not 99,32%
Senix '
D " Gi61 han phat
nKl}ll?e}lrrEhlfhzflt Asan TNBH | Ting2.s888, | hign: 746x 10° Vii Tién 130.000
ENE KNS | Asan Basy | pharmaceut | 5717/BYT , duong Banh Van | TCIDso/ mL . o
nguyén vi rat | Test : Sau A . A Hung 10.000.000 dong’/test
9 ical Co., -TB-CT n- Tran, Phuong 7, | - D6 nhay: ) )
SARS-CoV-2 | covID-19 A Ngoi A oA Tos o 034426 | test/thang (chua tinh
X Ltd. /Han 17/7/2021 n Quan Tan Binh, | 94,67% X
trong mau Ag z Sao Viét A LI A CINA A5 AL 1641 thué GTGT)
. 5 Quodc TP H6 Chi Minh Do dac hidu:
dich ty hau Nam 97 71%
G161 han phat Cé sin véi
hién: (LoD): 3 ) Vol
312 X 1022 s0 lugng gidi
TCIDso/mL cho han tai kho
Khay thir xét | SARS- ‘ i pfitl)é i hang ndi dia.
ghiém khang | CoV-2 Tang 27, Toa nha £ X be ¢o thé 2.920.000
nghien KAan . R hong truc tiép, Ba x A R
nguyén vi rut | Rapid Congty | Pearl Plaza, 561A 35 cung cap nhu | dong/hop 25
. SD 5x10 Truong |
SARS-CO}/-Z Antigen Biosensor 5739/BYT | TNHH bién Bién Phu, TCID50/mL Thi T8 céurvu(_)'t qua test (116.800
10 trong mau | Test \ -TB-CT Roche | Phuong 25, Quéan x X y s luong dong/test)
X o Inc/Han A < cho mau phét Hoa A .
phét miii hong £ 18/7/2021 Viét Binh Thanh, ~. \ théng (Gia chua
- x £ 1(093275920 | Quoc . 2 erx ., | mili hong bao 0973.40 . A £
hoac mau phét 43/ 9901- Nam | Thanh pho HO Chi \ 1035 thuong, bao gom thué
s \ . quan trong . . S 10
mui hong va NCOV- Minh VIM khach hang GTGT)
hau hong 01G) - D6 nhav: can cung cap
95 50t Ay thdng tin.
Do die hicu: trude it nhat
99’2'% ; o 4 tuan

® Gid cong bd trude ngdy 11/9/2021: 150.000 ddng/test
 Gia cong bo trude ngay 11/9/2021: 150.000 dong/test
10 Cong bo gia 20/7/2021 chua cdng bo gid chua bao gom VAT



Gid61 han phat
hién: 1,6x10?
Khay thur xét TCIDso/mL;
nghiém khang Mau ngoay
nguyén vi rat | Flowflex Qi%g':h Cona t S6 21 Ngé 179 dich miii: P9 Chu
SARS-CoV-2 | SARS- 5896/BYT gy Puong Quy Luu, | nhay: 97,3%; | Thanh 109.200
x (Hangzhou) C6 phan 2 . A as o Lea . 2.000.000 A 1
11 trong mau | Co\/-2 Co.. Ltd./ -TB-CT M to 15. P.Minh D¢ déc hiéu: Loan: test/than dong/ test
ngody dich | Antigen v 22/7/2021 y Khai, TP.Phu Ly, 99,6%; 024320 g
S R 9 Trung Solutions N ME ,
mii hodc mau | Rapid Test Quéc Ha Nam ‘Mau ngody 06238
ngoay dich ty dich ty hau: B¢
hau:ciia nguoi. nhay: 97,6%;
Do dac hiéu:
99,5%
G161 han phat
. hién: 1,15 x 10?
nKlf;‘g’ntlhlfhzzt Céng ty TCIDso/mL; )
ghiem Xnang TNHH £ . Mau ngoay Ong
nguyen vi rut Thidtbi | SO 17B:-Ngach |yt - P6 | Neuyén
SARS-CoV-2 | BljosYNE | BIOSYNE | 5897/BYT | . ... | 42/3,ngd 42 buc 0 ~0. Y 2.000.000-
X va Giai i , nhay: 97,2%; Hoang 115.000
12 trong mau X COVID- XSA/ -TB-CT 1~ Giang, P.Duc N A% A . 3.000.000 X 12
o phap k¥ . D¢ dac hicu: Cu . dong“/ test
ngody dich | 19 Ag BSS France 22/7/2021 ~ Giang, Q.Long - test/thang
RN thuat R 100%; 094444
miii hodc mau N Bién, Ha Noi M3 ,
4y dich ty Hung ‘Mau ngoay 8883
§§°a¥ N~ Thinh dich ty hau: Do
au cua nguoi nhay: 96%; Do
déc hiéu: 100%
K gy G | om
et | STRUST | Taidoc | cooomet | ooy T6 19 Thi Tran | hién: 1,26 x 10? | Nguyén
13 | sars.covy | COVID-19 | Technology | P25 2T | NS Pong Anh, TCIDsy/mL; | Xuan | 1.200.000 | 108.000
omg 3 ANUGEN | Corp/Dai | poondny | 1Xg H,Dong Anh, Ha | D0 nhay: Huynh | test/thdng | dong¥ test
o it py | RapId TeSt |y oan Do Noi 93,1%; Do dic | 0379.59
ngoay dich ty 1 (TD-4531) ong hiéu: 99,6% 6.899
hau cua nguoi Duong

11 Cong bd gia ngay 28/7/2021: 4.625.000 dong/hop 25 test (185.000 dong/test)
12 Cong bd gia trude ngay 11/9/2021: 135.000 dong/test
13 Cong bd gia trude ngay 11/9/2021: 150.000 dong/test




Ong
cong ty Pham
. .. | COVID-19 Anhui ) . . Minh
Khay urxet || = Rs. | Deepblue TNHH ) g6 20 Ngs 120 | Gidihanphat | g,
nghiém khang . Thuong . . : hién: 320
~ CoV-2) Medical | 6303/BYT .~ | duong Kim Giang, . 090329
nguyén v mai va R TCIDso/mL; 40.000.000 53.500
14 Antigen | Technology | -TB-CT . P.Pai Kim, A _ 1616/ . A 14
SARS-CoV-2 ger Dich vu N . Do nhay: Y. | test/thang dong/ test
. - | Test Kit Co., Ltd/ | 03/8/2021 A Q.Hoang Mai, Ha 0/ A A% Ba Mai
trong dich miii ) Trun Hiép NS 96,4%; Do dac Thi
hong (Colloidal ng Hung ot hidu: 99,8% 1y
Gold) Quoc Phét Ngan
091359
5155
cong ty Gidi1 han phat
TNHH Tang 11, Toa tha hién: 1 ng/ml | Nguyén
Khay thir xét Thuong Bc‘)r% frun ténf '( .roteign gT}i
nghiém khang | . NG | 6304/BYT | mai | o RS ecapeid thi | Nage | L000000- |00
15 nguyén 5'\':201\'?3*3: BIOTECH | -TB-CT | Quécté | oo it ie ! hgp)_ Agn ; 2.000.000 | 4s s o
- _ utotes A AT s I 0P)s .
SARS .CoV ~2 / Phap 03/8/2021 | va D%ch Vi, Q.Ba Dinh, Ha | Do nhay: 98%: | 098213 test/thang
trong dich miii vu Tong n NP
S Noi Do dac hiéu: 4735
hop Viét 99%
Nhat
G161 han phat
Cong ty hién: 1 ng/ml
Khay thtr xét TNHH Tang 11, Toa thap fpl’OtEI.I’(lj .. | Nguyén
nghiém khang ThU@g Dong, Trung tam nuclecapsid ta Thi
ghiem X NG-Test NG 6437/BYT | mai » TUIE t hop); ' | 1.000.000-
nguyén .« | Lotte Ha No1, 54 R o Ngoc 97.000
16 SARS- BIOTECH | -TB-CT | Quoc té X e £ Do nhay: 95% 2.000.000 X 16
SARS-CoV-2 . e Licu Giai, P.Cong Anh . dong™/ test
. CoV-2 A / Phap 09/8/2021 | va Dich : . > | (Ct<25), 87% test/thang
trong dich ty 9 2 Vi, Q.Ba Binh, Ha 0 098213
hAu vu Tong Nbi (Ct<30), 83% 4735
hop Viét ' (Ct<32);
Nhat bo dac hiéu:
100%

14 Cong bb gi4 trude ngay 11/9/2021: 168.000 dong/test
'> Cong bo gia trude ngay 11/9/2021: 125.000 dong/test
16 Cong bo gia trude ngay 11/9/2021: 125.000 dong/test




Khay thit xét | Humasis
nghiom khing | COVID19 | Hinags | 6825/BYT
SRICTLANANE | Ag Home -TB-CT 50.000 250.000
17 NOUYEN = | Test CO., LTD/ | 541872021 test/than ddng/test
SARS-COV-2 Han Quéc g &
trong dich miii | (hop 02 Ting 2, Toa nha B
test) thudc Vuon vom e ,
Humasis Doanh nghiép, L6 |, Gi6i han phit
Khay thir x& | -5/ 19 6826/BYT | CO"9Y | b 01, duomg Tan | €0 (LoD):Sx | Pham
nghiémkhang HUMASIS TNHH . ;| 10% Lé Hoai
5 Ag Home -TB-CT Thuan, Khu Ché 1.000.000 180.000
18 NOUYEN | Test CO., LTD/ | 5619091 | HUMAS | ¢ &t Tan Thuan, | T C/Ps/ML Thuong | 0 ct/than ddng/test
SARS-COV-2 Han Quéc IS Phuine Tan | - D0 nhay: 95% | 090367 g &
trong dich miii | (hop 05 VINA Tho fy - Do dic hidu: | 1512
test) tuan Jong, 1 9904
Quan 7, TP Ho
. . | Humasis Chi Minh
nKE?gntlhlfhzzt COVID-19 | ymasis | 8827/BYT
gIem KAANE 1 A g Home -TB-CT 7.000.000 170.000
19 NIUYEN © | Test CO., LTD/ | 5619001 test/than dong/test
SARS-COV-2 Han Quéc g g
trong dich mai | (hop 25
test)
.. Gid1 han phat
Khay thir X6t | m@-screen Zg‘?lﬁﬂg ) P.2312, Tang 23, | hién la Dodin
nghi¢m khang |  Corona Gene 6828/BYT | CONGty | t0alCON 4,243 1,12x10? Minh
20 nguyén vi rat Antigen Biotech TB-CT TNHH bé La Thanh, TCIDso/mL Chau 2.000.000 135.000
SARS-CoV-2 Test Thuong P.Lang Ha, -b6 nhay C; < test/thang dong/test
A Co., Ltd/ | 20/8/2021 . P : _ . 0986.23
trong mau (0230005B2 Trung Mai VM | Q.bBong Da, Ha | 30: 98,32%. 7 068
dich ty hau ) Oubd Noi - Do dic hiu: '
uoc 99,6%
Khay thir xét AESKU. Congty | 218 duongso 10, | -Gidi han phat | Nguyén
nghiém khang | AESKUR | piagnostics 6?%%’_%? TNHH | Mg Kim 2, PMH, | hién la 50 Trong | Theonhu | 165.000
21 | nguyén vi rit APID GmMbH & | el | Thuong | Phuong Tan | TCIDso/mL Minh - cu thi ddng!"ftest
SARS-CoV-2 | SARS- Co.KG, mai Y t& | Phong, Quan7, |- Do nhay 091373 truong (20 test/hdp)
trong mau CoV-2 Dt Phi Gia TP.HCM Ci<30:100%. | 3786

17 Gi4 cong bd trude 11/9/2021: 180.000 dong/test
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dich miii - B dac hicu:
nguoi. 98%
Khay thir xét Medical
nghiém khan Innovation Cong t \ £ R ) Ba Vi
ngéuyén vi m% ProDetect® 6946/BYT TNElHy 17 Puong s6 53, | - D nhay: Thanh
29 | SARS-Cov-2 | COVID-19 Ventures -TB-CT Vietnam P.Tan Tao, Q.Tan | 96%. Hin 2.000.000 128.000
A Antigen SDN | 23/8/2021 . Binh, Thanh phé | - Do dic hiéu: S | testithang | ddngtest
trong mau gen Shine 13 Chi Minh 99% 090929
dich miii hong | T€StRapid | BHD/Mala Health 3856
nguoi. ysia
- G161 han phat
hién:
o 280TCIDso/mL
Khay thir Xt 286, Budng Giai | - D nhay: A
nghiém khang A , \ . o Ong Lé
A e ) Congty | Phong, Phuong | + Dich miii:
nguyén vi rat OnSite 7302/BYT A Thanh
CTK TNHH Phuong Liét, 91,2% \
SARS-CoV-2 | coVID-19 ; -TB-CT A . A Tung 250.000 136.500
23 ¢ x ; Biotech 03/9/2021 Avanta Quén Thanh + Dich ty hau: 0986.22 | test/than ddne/test
diro}? % n}lﬁu Ag_Rapid Inc/M§y Diagnost |  Xuan, Phuong | 90,4% 0.800 g ONE/Les
'((;i hymNa iu, Test ics Liét, Thanh Xuan, | - B§ dac hiéu: '
e it Ha Noi + Dich miii;
nguoi. 99 6%
+ Dich ty hau:
100%
Kh.’fl}/ thir )fét RapidFor _ c':r?\Tg |E|y - Qidi han phat
nghiém khing | SARS- | VIUWOSENS | 7oq3/3y | Nt | 8449 Bui Dinh | Mién 12 100 Ong
e | aenvirt | Cov-2 B(;ﬁolf‘?ﬁgo' TB-CT | thanh | Tily, P.24, Q.Binh | ToIDsoML Ding: | 8000000 | 155000
A Rapid N2 | 03/0/2021 | vienKy | Thanh, H6 Chi | 29 Mhay 090221 | test/ thang ddng/test
trong mau Antigen STI/ Tho thuat Minh 97,3%. 2498
dich ty hau Test Nhi Ky Viat - b6 dac hi¢u:
nguoi. (VSCDO02) Lién 99%
Khay thu xet | SARS- | Beijing | 7304/8YT | 09 | $§47 D5 Quang | Git hanphdt | Dio thi
2 laglamgrl] 1\‘}:?3% CoV-2 Lepu TB-CT ;ﬁGHnH Péu, P.Pham Neii }T“g;[;a fg?_ Tﬁg 1-3.000.000 |  155.000
guy Antigen Medical | 03/9/2021 | "™Y°"8 | [0, Quén 1, Hd 50 test/ thang | ddng/test
SARS'CON\/'Z Rap|d Test Technology mai xuat Chi Minh - BO nhay 098
trong mau Kit Co., Ltd- nhép 95,06%. 263655
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dich miii (Colloidal Trung khéu -Po dic hiéu: | 5/ Ping
nguoi. Gold Qube thiét bi 99,62% Thanh
Immunochr Sao Viét Tung t
omatograph 091308
y) 5959
o TNHH Gi6i han phat
Khay thir xét % x A 2 .
nghiém khéng | AMEDA | 7505/BYT | Thuong scﬁézﬁ Rewven }T“é’rllbl’ /15 1|_O TE}“ 3.125.000
o7 | nguyén vi rit | AMP Rapid [ ahordiagn | -TB-CT “é"-gnva A Q""San Ijgg e m TGh. | 5000000 | déng/hop 25
SARS-CoV-2 | TestSARS- | ogtik | 09/09/202 ng_ yoan Fod, o Nhay: test/ thang | test (125.000
trong mau CoV-2Ag | GmbH /Ao 1 nghe ky | Q.Cau Gidy, Ha 93,7% . 093633 dong/test)
dich ty hiu thuat Noi - Do dac hiéu: 3380
ety TNT 100%
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2. Sir dung cing may xét nghiém mién dich:
a. Nhdap khau:

Tén
ttrligtg o Thong tin tom
</ Hang/N So giay Tén Cong Dia chi tat hi¢u nang Kha ning T
bi/sinh . . Dy . A n N R A , Gia ban céng
TT him Chingloai wdc san | phép nhp ty nhap Cong ty san pham do Lién hé cung ung/ bé (ddng)
I;h in xuat khau khau nhip khau don vi sdn_ thang g
L. xuat cong bo
doan in
vitro
Trang | ) ymipulse G
thidtbiy | cARS Cov.9 100.000 ‘
té chan Ag test/ thang | 308.000 dong'®/
dodnin | nmunoreactio tuy nhu test
Vitro xet n Cartridges cau
nghiém
khang .
nguyeén Lumipulse G A003 Cao oc 9 990.000
vi rat SARS-CoV-2 An Binh, s0 | - B0 nhay (so Dii chay dé)ng /' hop
SARS- _ Ag Fujirebio | 17386NK/B Cong ty 7§7 Lay Ban sanhOV(n PCR): | L& Thqnh : A0 5mL
1 CoV-2 | Calibrators set Ine. Nhat | YT-TB-CT TNHH Bich, Phuong | 100 % Nghi
trong . ]’Sén : 97/1/2021 Vietmed | Phu Tho Hoa, | - PO dac hiéu | 0912257469
dichty | LumipulseG HCM Quan Tan | (sosanhvoi | (18006244) .
héu hogc | SARS-COV-2 Pht, TP. H6 | PCR): 99,3% Pichay | o020-000 dong/
A M Y | hop 6x2x1mL
dich g Chi Minh op oxoxim
nudc bot Cc_mtmI
sit dung Lumipulse G
A Y Ag Sample A
may xét : , 600.000 dong/
nghiém Extraction bu chay hép 1x20 bng
mién Solution set for :
dich Nasopharynx
swab

18 Gi4 cong bd trudc ngdy 11/9/2021: 13.897.800 ddng / hop 42 test
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Trang
thiét bi y
té chan
doan in
vitro xét
nghiém
dinh tinh
khang
nguyén
vi rat
SARS-
CoV-2
su dung
trén may
phén tich
mién
dich

ADVIA Centaur
SARS-CoV-2
Antigen
(CoV2AQ)
(11207866)

ADVIA Centaur
SARS-CoV-2
Antigen
Calibrator
(CoV2Ag CAL)
(11208047)

ADVIA Centaur
SARS-CoV-2
Antigen Quality
Control
(CoV2Ag
QC)
(11207868)

Atellica IM
SARSCoV-2
Antigen
(CoV2AQ)
(11207861)

Atellica IM
SARSCoV-2
Antigen
Calibrator
(CoV2Ag Cal)
(11208048)

Siemens
Healthca
re
Diagnost
ics Inc.,
My

18666NK/B
YT-TB-CT
23/8/2021

Cong ty
TNHH
Thiét bi y té
Phuong
Dong

S620-ngd 7
- ph6 Thai Ha
- phuong
Trung Liét -
quéan Déng
Pa - Ha Noi

Khoang do
0.10-1000
Index

- G161 han phat

hién (LoD) =
20.8
TCID50/mL

- b6 nhay lam
sang theo gia
tri chu ky
nguong:

- Ct<24: 99.49%
- Ct<25: 99.04%
- Ct<26: 99.12%
- Ct<27: 99.17%
- Ct< 28: 98.79%
- Ct<29: 97.66%
- Ct<30: 96.56%
- Ct<31: 94.51%
- Ct< 32: 92.88%
- Ct<33: 90.85%
- Ct<34: 89.67%
- Ct<35:87.91 %

-Ct<40: 84.42%

D0 nhay 1am
sang theo gia
tri chu ky
nguong:

- Ct<24: 99.50%
- Ct<25: 99.07%
- Ct<26: 99.15%
- Ct<27: 99.20%
- Ct< 28: 98.82%
- Ct<29: 97.72%
- Ct<30: 96.65%

Ong
Nguyén
Xuén Thanh
0243573830
1

5000 hop/
thang

15.500.000
dong/hop

bu chay

Duoc cung
cap cung véi
b6 thudc thir

ADVIA
Centaur
SARS-CoV-2
Antigen

Du chay

5.000.000
dong/hdp 2 x
2x1.6ml

5000 hop/
thang

15.500.000
dong/hop

bu chay

Duoc cung
cap cing voi
b¢ thudc thr

ADVIA
Centaur
SARS-CoV-2
Antigen
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Atellica IM - Ct<31: 94.64%
SARSCOV-2 L Ct< 32: 92.73%
Antigen | Ct<33: 90.76% i chny | a0
Quality Control | Ct<34: 89.94% A It
(CoV2Ag QC) - Ct<35: 88.22 % '
(11207863) LCt<40: 84.76%
e 10.118.850
> LIAISON i , . | ddng/hop 100
”Ifﬁ‘;ﬁ;n SARS-CoV-2 S6 64, Ngo | 7 101 han phat Theo gﬂ‘éga‘l test
nguyeén Ag . . Cong ty 2140’ Pho PQI 22TCID50/mL Ba Tran Thi (301'188
SARS- DiaSorin | 18696NK/B TNHH Can, Phuong |~ D6 dic hidu: Thanh dong/test)
SpA, | YT-TB-CT il Doi Cn, o cac hiet:
Cov-2 Ital 23/8/2021 | LGB | oy Ry | 92:8% Dung
su dung LIAISON y Nhat Anh Di 'h Ha - Bg nhay: < 0904777468 . 1.:379.700
trénméay | Control SARS- 1; 4|30 Ct: 100%; > Theo nhu cdu |  ddng/hop
xét CoV-2 Ag o 30 Ct: 76.9% st dung 2x2,7mL +
nghiém 2x2,7mL
mién dich




Il. XET I\[GHIEM VAT LIEU DI TRUYEN SARS-COV-2:
1. San xuat trong nwéc:

15

Dia chi :I'horclg “T
x 2 Tén Con Con tom tat hicu Kha nan
Tén trang thiét bi chan £ o1 , -ong 91 Ten cong ty ning san 8| Gia ban cbng
TT (e . So dang ky ty dang ty . X ; .~ A | cung cap/ A, aA
doan in vitro . < san xuat pham do don | Lién hé A bo (dong)
ky ding . . £ thang
Ky vi san xu;lt
cong bo
B§ trang thiét bi y té chan 6 nha
doan in vitro phat hi¢n 9. phé Chi nhanh X
RNA cua vi rat SARS- V,Tﬁh Cong ty Co | - VUng gen Ong
CoV-2 Hun phan Sao Thai | phat hién: Gen | Nguyen
One-Step RT-PCR covid-19 | 2000002DKLH hucyrgf Duong tai Ha | N Tién
Kit Thai Duong Multiplex- | /BYT-TB-CT | Céngty pVTnhg Nam -Gi6i han phat | Giang ‘
1 3 target genes Version 1.0 ngay Co phan Hun (Khucong | hién: 5 ban 0916601 | 6.000.000 | 295.000 dong
(Phat hién ving gen N dic 04/12/2020 Sao Thai Quéi, nghiép Pong | sao/phéan tng; 388 test/thang rtest
hiéu cua vi rat SARS-CoV- | (So6 dang ky c6 Duong Hoan Van, Phuong | -D9 nhay:
2. Xét nghiém nay duoc gia tri 05 nam) Mai g Dong Van, thi | 100%;
thuc hién bang phuong phap Thén'h x& Duy Tién, | - Bg dac hiéu:
Regl-time RT:PCR trén cac hé Ha tinh Ha Nam, | 100%
mau bénh pham duong hoé P Noi Viét Nam)
hép) ;
B¢ trang thiét bi y te chan Khu Congty Co | -VUng gen
dodn in vitro xét nghiém cona t Coéng phan Dugc | phat hién: 1
ARN ciia vi rit SARS-CoV- o8 %ai nghiép phim viing gen on
2 TTB-TT-07-21 | ~DP¥% | Nhon | AmphaOnco- | thuge gen E, 4 Phog 500,000 179.800
5 AMPHABIO HT- (SO dang ky ¢o ham Trach Chi nhanh vung gen 0903481 test/fhén din /.testzo
HITHROUGHPUT PCR | gia tri 12 thang) Anln’ horeo | 3@ | KCN TanBinh | thuoe genN,2 | ~ 472 g &
COVID-19 KIT ups \ | Hiép | (20BLO3, |wvinggen
(Binh tinh phat hién vi rat e Phude, | Puong CN1, | thudc gen
SARS-CoV-2 trong mau bénh huyén Khu cdng ORFlab.

19 Gi4 cong b trude 11/9/2021: 300.000 dong/test

2 Sir dung cong nghé gop mau vong 2, véi sb lugng phan tmg kit phat hién (Detection) bing 20% s kit tién khuéch dai (Pre-amplification). Cu thé don gi4 timg thanh phan:
1) B tién khuéch dai gen vi rat SARS-CoV-2, AMPHABIO HT-HITHROUGHPUT PCR COVID-19 PRE-AMPLIFICATION KIT :139.000/test
2) B6 phat hién vi rat SARS-CoV-2, AMPHABIO HT-HITHROUGHPUT PCR COVID-19 DETECTION KIT : 204.000/test
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pham duong hd hap trén,
dudng ho hap dudi dua trén ky
thuat khuéch dai axit nucleic
theo nguyén ly nested hetaplex
PCR va phan tich ph bién tinh
cua san pham khuéch dai. San
pham sir dung xét nghiém theo
chién lwoc gop mau, cé thé ap
dung xét nghiém mau riéng 1&)

Nhon
Trach,
tinh
Déng
Nali,
Viét
Nam)

nghiép Tan
Binh, P.Tay
Thanh, Q.Tan
Pha, Thanh
phd Hb Chi
Minh, Viét
Nam)

- Xét nghiém
mau riéng 1é:
+ Gi61 han
phat hién: 7,2
ban sao/phan
ung.

+ D0 nhay:
100%.

+ D9 dac hiéu:
100%.

- Xét nghiém
g6p mau (100
mau):

+ Gi61 han
phat hién: 6,4
ban sao/phan
ung.

+ D0 nhay:
98,7%.

+ Do dac hiéu:
100%




2. Nhap khau:
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Tén trang « So gidy Tén L Thong tin tom .
thiét bi/sinh . .| Hand phép | Congty | PR | s hicundngsan | .. .. | ShANANg | ol an cang
TT phim chén Ching loai Nudc san nhap nhap Cong ty phim do don vi Lién hé | cung tng/ bé (ddng)
(e . xuat % % nhip khau | _, Ky A : thang
doan in vitro khau khau : san xuat cong bo
) - Vung gen phét
Trang thict bi Thon hién: Gen N, Gen on
y:té chan LiliF™ INtRON | 15671NK/ Conat Phuong E va Gen RdRp Tringh
doan in vitro COVID-19 Biotechnol | BYT-TB- TNEIHy Hanh - xa | - Gidi han phat B4 400.000 348.500 ddne?:
1 | xétnghiémvi | Real-time RT- ogy CT Thiét Bi Tan Tién - | hién: 1000 Binh test/ ihén ' ftest &
rut Corona PCR Kit Inc./Han ngay BDE. huyén copies/uL 024.66 g
dung cho may | (IPH21505.50) Quoc 08/6/2020 e Chuong | - B§ dac higu: - 807528
PCR My, Ha N6i | BJ nhay, d6 dac
hiéu : 100%
- \Vung gen phat
hién: Gen
ORFlab (RdRp)
S651,ngo | VAGENE
) 205, ngach | Gidi han phat
Trang thi@t bi 3é3/83 hién: 0,5 Ba Vi
y té chan ™ 15865NK/ A N '~ | copies/uL dich )
. STANDARD SD . | COngty | duong Xuén . A1 A oA Thi
doan . BYT-TB PO : duong ho hap trén 26.880.336
5 L ) M Biosensor Co phan Dinh, Huong | 2.000.000 A 2211 A
N Vitro xet nCoV Real-Time Inc CT té Puc huon (ABI7500, Ly test/ than dong™/ hop 96
nghiém vi rat cal- ne. ngay | YL PIUONS 1) c480); 0,25 y g test
Corona din Detection Kit | Han Quoc 09/7/2020 Min Xuan Dinh, es/uL dich 098877
g g copies/uL dic
, quan Bac . AT A oA 8790
cho may PCR oA duong ho hap trén
Tu Liém, R
A va 0,125
Ha No1 . L.
copies/uL voi
dich duong ho
hap duoi
(CEX95),

2L Gia cong bd truée 11/9/2021: 350.000 ddng/test (tiry theo s lugng)
22 Gi4 cong bo trude 11/9/2021: 28.901.376 dong/ hop 96 test
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- P06 dac hiéu
phan tich: khéng
phan ung chéo
vOi mot s6 vi rat,
vi khuan duong
hé hap

- B§ nhay, d¢ dac
hiéu : 100%

- Vung gen phét

vo1 mot sO vi rit,
vi khuan duong

) hién: Gen
S651,ngd | ORFlabvagen N
K g 205, ngach | - Gidi han phat
Trang thiet bl | /| AsURE 323/83, | hién: 10 Ba Vi
y t€ chan SARS CerTest | 16169NK/ | 50ty | duong Xuin | copies/phan @m Thi
dodn in vitro Biotec,S.L | BYT-TB- | o9V 8 pies/phan ung - 26.976.096
3 . A CoV-2 Real Co phan Dinh, - Do dac hiéu Huong 500.000 A 231 A
xét nghiém vi . . CT f \ A 1 LA , . dong~/ hop 96
. Time A \ y t& Dtic phuong phén tich: khéng Ly test/ thang
rut Corona . Tay Ban ngay . A N - . test
N .| PCR Detection Minh Xuan Dinh, | phan tng chéo 098877
dung cho may . Nha 19/8/2020 g T SR
PCR Kit quan Bac | voi mot s0 vi rut, 8790
Tu Liém, | vi khuan duong
Ha Noi ho hap
- B4 nhay, d¢ dac
hiéu : 99%
- Vung gen phat
) ) hién: Gen E, gen
Tran% thlgt bi Cong ty So 20; ngo N va gen RdI:\”p Ong
y té chan 16379NK/ 7 - pho Thai | - Gidi han phat x 30.000.000
A TNHH X o Nguyén YT
doan in vitro Seegene | BYT-TB- A Ha - hién: 4,167 A dong=*/ hop
. .~ .| Allplex 2019- \ Thiét bi . . Xuan | 40.000 test/
4 | xét nghiém vi Inc., Han CT X phuong copies/ml \ . 100 test (Bao
. nCoV Assay % X yte 2 A i 1in Thanh thang XA A
rat Corona Quoc ngay Trung Liét - | - PO dac hi¢u gom vat tu tieu
\ . Phuong A A DT AR 024357 .
dung cho may 19/8/2020 Pon quan Bong | phéan tich: khong 38301 hao chay may)
PCR € |pa-Ha Noi | phan tmg chéo

2Gia cong b(‘), trudc 11/9/2021: 28.502.400 d(‘S‘ng/ hop 96 test
24 Gid cong bo trude 11/9/2021: 30.500.000 dong/hop 100 test




19

h6 hap

- B4 nhay: 100%
- Do dac hiéu:
+93,07% (mau
hat miii hong,
dich phét hau va
miii hong va rira
phé quan)
+96,84% (mau
dom)

- Vung gen phat
hién: Gen E, gen
N, gen S va gen
RdRp

AL 1 £ ~ | - Gi61 han phat
Trang thiét bi 16984NK/ | Congty | 50207190 | isn- 5000 Ong ”
y t€ chan 7 - pho Thai . x 30.000.000
L. BYT-TB- | TNHH . copies/ml Nguyén A N
doan in vitro | Allplex SARS- | Seegene X Ha - A am 1A 2 dong/ hop 100
, A \ CT Thiét bi N - B¢ déc hi¢u Xuan 4.000.000 A
6 | xétnghiémvi | CoV-2 Assay | Inc., Han \ X phuong A et LA \ . test (Bao gom
. X ngay y té 2 phan tich: khdéng | Thanh | test/ thang - I
rat SARS- (RV10248X) Quoc Trung Liét - ., . vat tu ti€u hao
A 26/11/202 | Phuong A DN A phan tng chéo 024357 .
CoV-2 dung . quéan Bong A A chay may)
. 0 Dong < arn: | VO MOt so vi rat, | 38301
cho may PCR Pa-HaNoi | . 2 .
vi khuén duong
ho hap
- Bg nhay : 100%
- b§ dac hi¢u :
96,7%.
Trang thit bi TagPath™ : congty | S648ngd |, .\A/u,ng gen phat X
y t€ chan Life PR 2 hién: ORFlab, N Ba
dogn in vitro | COVID-LICE | 1ochnoio 18557NK/'| Co phan | 245 phd Protein S, MS2 Hoan Theo nhu
. A IvVD . 9| ByT-TB- Thiétbi | Mai Dich, Sy T o g X 298.000.000%%/
7| xétnghiem o oo kit 1000 . 1S cT SISC | phuong Mai | ; 8101 hanphat | Le Thu | cau thi 5y o 50070
SARS-Cov-2 AL Corporatio > | PMONE VAT hisn: 10 GCE 024393 |  trudng P
ding chomay | "SBCHONS( |y Ty | 09/B/2021 1 Wiet ) Dich, quan Gy ohan | 80045
gp R Y| A48067): > VY Nam | CauGidy, | ' p

% Gia cong bd trude 11/9/2021: 30.500.000 dong
%6 Cong ty cong bo gia ngay 11/9/2021
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TagPath™ thanh phd | - D6 dic hiéu
COVID-19 Ha Noi phan tich: khéng
RT-PCR Kit phan tng chéo
(A48102), voi mot s6 vi rit,
TagPath™ vi khuan duong
COVID-19 hé hap
Control - B nhay:
(A48105), 99,4%;
TagPath™ - o dic hiéu:
COVID-19 95,3%
Control
Dilution Buffer
(A48099)
1.4 TagPath™
1-Step
Multiplex
Master Mix
(No ROX)
(A48111)
- \Vung gen phat
hién: ORFlab, N,
E
. | - Gi61 han phat
Trang thiét bi Tong L3O hl@r/l' aoban
y té chan SARS-CoV-2 18698NK/ | Cong ty > ba | sao/phan ung vol ong
doaninviro | RTPCR | HaTeCh | gyrrg | TNpH | Triw | vingNL60ban | Thi 1y 650504 .
, A . PTY N Phuong Lé | sao/phan tng v61 | Phuong 198.000 dong/
xét nghiém Msultiplex CT bau tu R N , X 2.000.000
. L LTD, . 1 A bai Hanh, | vung E, 160 ban Thao test
S\ARS-Cov-IZ Diagnostic Kit Australia ngay K¥ thuat Quan Hai | sao/phin tmg véi test
durFlegT?B(é: gay (NAT-01) 23/8/2020 | VLINK Ba Trumg, | viing ORFlab. 024320
Ha Noi - Do dac hiéu 28999

phan tich: khéng
phan tng chéo
v6i mot s vi rat,
vi khuan dudng
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h6 hap
- B4 nhay: 100%;
- Do dac hiéu:
100%
‘ ) - Vung gen phét
AL Lau 3, s0 70 | hién: ORFla, N
Trarg ‘2111115; bi 0 \e/r('ea:;on Congty | Pham Ngoc | - Gidi han phat Nguyén
dc?;in in vitro ViroKey SARS- P s 18596NK/ | TNHH Thach, hién: 9,2 ban Thi ’
<&t nehidim vi CoV-2 Singapore BYT-TB- Getz Phuong 6, | sao/phdn ng Lam Codng ty chua cbng bo gid va
reame [RT-PCR Testv20 %tg cT Bros& | Quan3, | (dich ty hdu) nang lyc cung Gng
N (model: 301069) 09/8/2021 | Co (Viét | Thanh pho |- D0 nhay: 028382
CoV-2 dung Ltd., X s o
cho may PCR Singapore Nam) Ho6 _Ch1 97,1%; 07727
Minh - Do dac hiéu:
100%
- Vung gen SAR-
CoV-2 phat hién: N,
RdRp
- Gi61 han phat hién: -
SARS-CoV-2: 0,005
Trang thiét bi TCIDso/mL
y t€ chan - A 1961122 1 povA:03
dodn in vitro | AN M Resp- g?”ghfy l)ChQ‘{g H‘B TCIDso/mL Ba Lé
, “ A . - (0] p an uong ) . A
xet,nghlcm Vi | blex AMP Kit Abbott 18598NK/ K§ nghé Quén Tan -RSV B: 00,1 HonAg ) A o
rut SARS ) BYT-TB- NP - TCIDso/mL Queé Cong ty chua céng bo gid va
(09N79-090), | Molecular va Cong Binh, o . ) .
CoV-2, lini e ~ CT . A « |- Cum B: 0,02 Chi nang luc cung trng
. Alinity m Resp-4-|  Inc., My nghé Thanh pho
influenza A, : 09/8/2021 N x ~. | TCIDso/mL 0986.6
. Plex CTRL Kit Cudc Ho Chi .
influenza B (09N'79-080) 6n Minh. Viet |- Cdm A HIN1: 4.57| 83.307
va RSV dung & Nom | TCIDsymL
cho may PCR - Cim A HIN1pdm:

0,002 TCIDso/mL

- Clm A H3N2: 0,01
TCID50/mL.

* DJ nhay, Do dac

hi¢u lam sang
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- SARS-CoV-2: Bo
nhay: 100%, D6 dac
hiéu: 96,6%.

- Cim A: b6 nhay:
100%, Do dac hiéu:
100%.

- Ciim B: B nhay:
Do dac hiéu: 100%.
- RSV: B¢ nhay:
Do dac hiéu:
100%.
23 bai Lo
boc Lap,
Khu cbng
A nghiép Viét
, 18648NK/ | S0 | Nam- i ,
Trang thict bi BYT-TB- DKSH Singapore, Cuomg Codng ty chua cbng bo gid va
y t€ chan CT Viat phuong 091314 nang luc cung g
doan in vitro 23/8/2021 Nam Binh Hoa, | - Gi6i han phat 9845
xét nghiém BioFire tp.Thuan | hién: 160
SARS CoV-2 | Respiratory An, Tinh | copies/ml (d6i véi
va cac tac Panel BioFire Binh SARS-COV-2);
nhan gay 2.1 plus Diagnostic Duong - Bg nhay : 98%
bénhnhiém | (RP2.1 plus); s, L68- | (déi v6i SARS
trung (Ma LLC, My CN18, Khu | COV 2);
ho hap ding san pham: cong nghi¢p [P ddc hiéu : 100%
cho may xét 423740) Cong ty Khai (doi v6i SARS COY  Ba_
nghiém sinh 18673NK/ 5 ha Quang, |2); Nguyén
hoc phan tir BYT-TB- | “OP™M | shuong Thi Ta | Cong ty chua cong bé gia va
(PCR) cT flogg Khai Minh nang luc cung ting
23/8/2021 La%i tec Quang, 098233
thanh pho 1684
Vinh Yén,
tinh Vinh

Phuc
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Gid61 han phat
hién: Cim A: 0,5
TCID50/mL
, Cum B: 0,25
Trang thi§t bi ’ TCID50/mL
y t€ chan R S614Day | RSV A:1,0
. Cong ty A
doan in vitro TNHH C,L619 | TCID50/mL
xét nghiém NeuMoDx Flu Thiét bi Khu d6 thi | RSV B: 0,05 Nouvan
SARS-CoV- A- NeuMoDy | 18672NK/ Kﬁoa ' | méiPinh | TCID50/mL %Jgie ,
2, viruscum | B/RSV/SARS- BYT-TB- \ Cong, SARS-CoV-2: Cong ty chua céng bo gid va
. Molecular hoc va . \ Ngoc Iy ,
A, cum B, CoV-2 Inc.. M CT con Phuong 250 ban sao/mL nang luc cung g
RSV cho may | Vantage Test | ' " Y| 23/8/2021 g Dinh Cong, | - Cam A: 100%
. ) nghé ~ . i 086203
xét Strip QMEDI Quan Cum B: 96.7% 8066
nghiém sinh C Hoang Mai, | RSV: 100%
hoc phan tu Ha Noi SARS-CoV-2:
(PCR) 100%
- Cim A: 100%
Cum B: 98%
RSV: 98%
SARS-CoV-2: 98%
Trang thiét bi
y té chan - \Vung gen phat
doén in vitro 17 dudmg s hién: N, RdRp,
xét nghiém Medical A . Spike (S) N
SARS-Cov- | [CENOAMR® [ innovation | 18686NK/ | a9 | 2 PIOE | - Gigi hanphar | DA VH
2, virus cim Ventures | BYT-TB- . ~ 1. . | hién: 16,5 ban 3 1.000.000 289.000
28 . PCR SARS- Vietnam | quén Binh Hang . A
A, cum B, SDN CT Shi . 5 Chi sao/uL 090929 test/thang dong/test
RSV diing cov2 BHD/ | 23/8/2021 | Somne | Tam HOChil pghy:
o (GRA2033) . Health | Minh, Viét y e 3856
cho may xet Malaysia Nam 98,5%;
nghiém sinh - Po6 dac hiéu:
hoc phan tu 100%

(PCR)
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III. XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:

1. Test nhanh:
a. Sdn Xudt trong nuoc:

phat)

+ Do dac hiéu
tuong quan: 100%;

Tén trang thiét bi ] Tén Pia chi | Tén Cong Tllll(i)gug lt}l;lntozglfat rll;lrlla Gi4 ban con
TT chin doan Sédingky | Congty | Congty | tysan SURANG SAN |y e hé g ,bah cong
- < , < , £ pham do don vi cung cap/ bo (dong)
In vitro dang ky | dang ky xuat X K, n X A
sian xuat cong bo thang
- Ngudng phat hién:
Khay tha xét nghiém 150ng/ml v6i khang
dinh tinh khang thé the khang IgG
IgM, 1gG khang vi rat khang SARS-CoV-
SARS-CoV-2 2 va 150ng/ml véi
Trueline COVID-19 Cum | Congty | angieleM
1gG/IgM Rapid Test Cong | TNHH | "
(Binh tinh phat hién ;‘f&lﬁ '\"(gfr‘l’” - Pénh gia hicu
khang thé (19G/IgM N ing san pham tré ; ;
ang thé (IgG/1gM) An,xd | Cong |mangsanphamitrén | o 5, 73.500 ddng/
khang vi rat SARS- TTB-TT-08-21 Cona t An nohié cac mau lam sang Dinh Khoi test (bao gom
CoV-2 trong méau toan | Ngay 20/5/2021 gLy , EMED 1 43 duoc xac nhan 3.120.000 | ©St{bao e
1 X X < . . TNHH Khéanh, Truong | . . ) 0968031000/ . vat tu, phu
phan, huyet thanh hoac | (So ding ky co . . x am tinh, duong tinh test/ thang A DT
X i T f Medicon | huyén | An,xd8An | . 0968031021 kién)
huyet twong nguoi. gia tri 12 thang) Hoai Khanh voi SARS-CoV-2
San pham st dung DU huve ' | bang PCR:
trong gidm sat huyét ThI\IC’h u uygn + D§ nhay: 7 ngay
thanhNth, giam sat h "ag[‘ T}? ? lh u’hc 2 | sau khé1i phat 1a
dich t& hoc xc dinh p 1\? a H?“N PhO 1 4006, 8-14 ngay sau
tinh trang phoi nhiém _ o1 a Now) khoi phat 1a
v6i SARS-CoV-2 va ho 91,00%, > 15 ngay
tro chan doédn & giai sau khoi phat 1a
doan sau 7 ngay khai 97,69%;

21Gj4 cong b trude 11/9/2021: 92.400 dong/ test (chua bao gdm vat tu, phu kién)/97.650 ddng/ test (bao gdm vat tu, phu kién)
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2. Sir dung clng may xet nghiém mién dich/Elisa:
b. Nhéap khau:

TT

Tén trang thiét
bi/sinh pham chan
doan in vitro

Chiing loai

Héng/
Nudc
san xuat

S6 gidy
phép
nhap
khau

Tén
Céng ty
nhap
khau

Dia chi
Cong ty
nhép khau

Thoéng tin tom
tit hiéu ning
san pham do

don vi san xuit

cong bod

Kha nang
cung ung/
thang

Gia ban
cong bo
(dong)

Trang thiét bi y té
chan doan in vitro
xét nghiém khang
thé IgG, 1gM, IgA
khéng Sars-CoV-2
st dung trén may
phén tich mién dich

VITROS
Immunodiagn
ostic Products
Anti-SARS-

CoV-2
1gG
Quantitative
Calibrators
(6199965)

VITROS
Immunodiagn
ostic Products

Anti-SARS-

CoV-21gG
Quantitative

Controls

(6199966)

ITROS
Immunodiagn
ostic Products

Anti-SARS-
CoV-21gG
Quantitative

Reagent Pack
(6199964)

ITROS
Immunodiagn
ostic Products

Anti-SARS-

Ortho-
Clinical
Diagnost
ics, Anh

18690NK/
BYT-TB-
CT
ngay
23/8/2020

Cong ty

C6 phan

Thiét bi
SISC
Viét
Nam

S6 48 ngd
245 phd
Mai Dich,
phuong Mai
Dich, quan
Cau Gidy,
thanh phé
Ha Noi

- G161 han phat
hién: 0,267 S/C
- BJ nhay:
100%

- Do dac hiéu:
100%

Ba Hoang
Lé Thu
02439380
045

Cong ty chua cong bd
nang lyc cung g va gia
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CoV-2 Total 2
Calibrator
(6199959)

VITROS
Immunodiagn
ostic Products

Anti-SARS-
CoV-2 Total 2
Reagent Pack
(6199958)

VITROS
Immunodiag
nostic
Products
Anti-SARS-
CoV-2 Total
Controls
(6199924)

TTBYT chén doan
in vitro xét nghiém
khang thé IgG
khang vi rat
Corona
(SARS-CoV-2) str
dung trén may xét
nghiém mién dich

LIAISON
SARS-CoV-2
TrimericS
IgG

LIAISON
SARS-CoV-2
TrimericS
IgG Control
Set

DiaSorin
Inc., M§

18697NK/
BYT-TB-
CT
ngay
23/8/2020

Cong ty

TNHH

Thiét bi
Nhat
Anh

S6 64, Ngd
210, Phd
Poi Cén,

Phuong Doi

Cén, Quan
Ba Dinh,

Ha Noi,

- Do nhay:

0-7 ngay: 66,7%
8-14 ngay:
91,7%

>15 ngay:
98,7%

- D06 dac hiéu:
99,5%

Ba Tran
Thi Thanh
Dung
09047774
68

Thgo nhu
cau su
dung

9.447.900
dong /hop 110
test

Thgo nhu
cau su
dung

1.950.900
dong
/hdp

2x0,9mL+2x0,
9ImL
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