BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
—_— Doc lap - Tw do - Hanh phic

Sb6: 6080 /BYT-TB-CT Ha Noi, ngay 28 thang 7 nam 2021
V/v danh sach cac sinh pham/trang thiét
bi y té chan doan in vitro xét nghiém
SARS-CoV-2 di duge cip sb dang ky, GPNK
kém thong tin hi€éu nang va kha nang cung
g va gia ban do don vi cung tmg cong bd
(cap nhat 1an 6)
Kinh gtri:

- S&'Y teé céc tinh, thanh pho truc thudc trung wong
- Cac Bénh vién, Vién nghién ciru tryc thudc B Y t€
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 sb 5787/BYT-TB-CT ngay 20/7/2021 ciia B6 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 5).

Bo Y té tiép tuc cap nhat va thong bao danh séch sinh pham/trang thiét bi y té
chan do4n in vitro xét nghiém SARS-CoV-2 d3 dugc cap sé ding ky luu hanh; cp
gidy phép nhap khau tirrngay 20/7/2021 kém theo thong tin vé: dom vi san
xuit/nhip khau, thong tin tom tit hiéu niing san pham, kha ning cung vng va
gia ban do don vi san xuit, cung wng cong bd dé cac So Y té va cac Bénh vién,
Vién nghién ctru chi dong lién hé, co ké hoach mua sim phuc vu nhu cau phong,
chéng dich theo chidao ctia Chinh phu va huéng dan cua BO Y té (Phu luc dinh kém
- danh sach s&+iép 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 ciia vé viéc ting cudng cong tac thanh tra, kiém
tra, xt 1§ vi' pham trong phong chéng dich COVID-19 va chi dao ting cuong thanh
tra, kiém tra va kiém soat cac san phém xét nghiém SARS-CoV-2 tr6i ndi trén thi
trurong va hién tuong loi dung tinh hinh dich COVID-19 dé nang gid, doi gia, dam
bao chat lwong va gia ca thi truong.

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 xut, nhap khau dam bao sé lugng, chat lugng dap tmg nhu cau phong,
chéng dich COVID-19 va huéng din st dung san pham dung theo quy dinh; chiu



trach nhiém vé cong bo 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 thuc hién, néu co vuong méc, dé nghi lién h¢ 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 nhén:.

- Nhu trén;

- B/c Bo truong (dé blc);

- Cac d/c Thir trudng (dé blc);

- Cuc: KCB, YTDP; Vu: KHTC, TTTBKT,
VPB, TTra B¢ (dé ph/hop);

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

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

- Luu: VT, TB-CT.

TL. BQ TRUONG
VUTRUONG

G<EHIET-BI VA CONG TRINH Y TE
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XET NGHIEM SARS-COV-2
(Phu luc keém theo Céng vin so 6080 /BYT-TB-CT ngay 28 [7/2021)

I. XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:
1. Test nhar)h:
b. Nhdp khau:

DANH SACH CAC SINH PHAM CHAN POAN/TRANG THIET BI Y TE CHAN POAN IN VITRO

Thong tin tom

Tén trang Hane/Nude S"hgé‘ay c OT:” o | Diachi V| tithigu ning Khining |  Gid ban
TT | thiét bi/SPCD | Chiing loai sﬁngxu At Ehﬁp nhg y Cong ty san pham do cung wng/ cong bo
in vitro 3P 2P| hhapkhau | don visin xuit | Liénhé |  thang (ddng)
khau khau K A £
cong bo _
S61716 Ong
12A, Khu Ngudng phat Hoang
o 5787/BYT | Congty>{:do thi Trung | hién: 1,6x102 | Minh
hay thu Xt -TB-CT | Cophin{ Yén,P.Yén | TCIDwmL; | Toan ﬁggﬁgg}oo d%?lg'/z?e(; t
nghiein Khang 20/7/2021 | A Chau | Hoa, Q. CAu | MAu ngody dich | 0968031 g &
nguyen Vi rut | Flowflex A.CON Giy, TP. mii: Do nhay: | 016/096
SARS-COV-2 | SARS- Biotech HaNoi. | 97,3%: Do dic | 8031033
1| tong miu | Cov-2 (Hangzhou) S621 Ngd | hiéu: 99,6%;
ngody dich | Antigen %O-, L/ conaty | 179 Puong | Miungody dich | Chu 4.625.000
T e h 1 Rapid Test | Trung Quoc | g7a7/py T Cg”%ﬁi’l Quy Luu, t6 |  ty hdu: P9 Thanh |, 100000 | 40me/hop 25
peody <1 ugyl TBCT | “9F 15.PMinh | nhay: 97.6%; | Loan: | © i test
guot- 20172021 | | Khai, Do dic hiéu: | 0243200 9 | (185.000
TP.Phu Ly, 99,5% 6238 dong/test)
Ha Nam
congty | .| Gisihanphat | Ba
Khay thir xét TNHH | Tings,sé | .0t an phdt . 135.000
nghiém khén Piute | 137 Hoang | Miém: 5,07x10% | Neuyen ddng/iest
ST IS | GenBod GenBody. | 5844/BYT | . .o\ 109 | TCIDs/ mL | Thi Nga | 12.000.000 &
nguyén vi rat y X thiétbi | Quoc Viét, N , (chua bao
2 COVID-19 | Inc., /Han -TB-CT A . - b6 nhay: - test/thang A X
SARS-CoV-2 X cong P.Nghia Do, gom thué
SOV A Quéc 21/7/2021 ; ok 89,05% 0979147
trong mau dich g nghé Q.Cau Giay, | D6 diic hicu: 168 GTGT)
ty hau NTN Ha Noi. 99,19%' )

Global




) Ngudng phat
Khay thur xét Cona t So 17B, hién: 1,15 x 10?
nghiém khang TNgHy ngéch 42/3, |  TCIDs/mL; on
nguyén vi rat V| ngB 42 Pac | MAa ngoay dich 9
ARS SYNE | 5897/BYT | LM€tbl | P i DO nhay: | LguYen ‘
SARS-COV-2 | BIOSYNEX | BIO va Gidi 'ang, : DO mhay: | oang | 10.000.000 | 135.000déng
trong mau COVID-19 | XSA/ -TB-CT hép ko P.buc 97,.2 %; Do dac Cir test/thang ftest
ngody dich France 221712021 | PP Y | Giang, hiéu: 100%;
goay dichy Ag BSS thuat x 10944448
miii hoac mau HUﬁg Q.L Long‘ Mau ngody (Pch 883
ngoady dich ty Thinh Bién, Ha ty hau: B9
hau ctia ngudi : Noi nhay: 96%; Do
dic hidu: 100%
Khay thi xét CM9Y | T80 Thi | Neuomgphat | Ong
nghlefn kl.lat,lg VTRUST Taidoc O PhAN | pedn Dong | hién: 1,26 x 10° | Nguyén
nguyen vitit | coviD-19 Technology 5960/BYT | Cong Anh TCIDso/mL; Xuén 1.200.000 | 160.000d0ng
SARS-COV-2 | Antigen Corp/Dai 'T/B/'Z%L n%%é Y Hpong Do nhay: Huynh | test/thang test
trongmau | Rapid Test | | gan 2611 g 8.\ Anh,Ha | 93,1%; Do dic | 0379596
ngody dich ty | (TD-4531) ong Noi hiéu: 99,6%; | 899
hau ctia nguoi Duong ' '
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