BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
—_— Poc 1ap - Tw do - Hanh phuc

S6: 5787 /BYT-TB-CT Ha Noi, ngay 20 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 dugc cap sé dang ky, GPNK
kem thong tin hi€u nang va kha nang cung
{mg va gia ban do don vi cung tmg cong bd
(cap nhat lan 5)
Kinh gui:

- S&'Y té céac tinh, thanh pho truc thudc trung wong )
- Cac Bénh vién, Vién nghién ctru truc thudéc BO Y té
vay té cac Bo, Nganh

Thuc hién ¥ kién chi dao ctia Ban Bi thu, Chinh phu, Thu tuéng Chinh phu,
Truong Ban Chi dao qubc gia phong, chong dich COVID-19 theo tinh than phan
cap, phan quyén, chi dong, sang tao, linh hoat phong, chdng dich va thyc hién
phuong cham bén tai chd;

Tiép theo Cong van sd 5583/BYT-TB-CT ngay 13/7/2021 ctia Bo Y té vé danh
sach cac sinh pham/trang thiét bi y té chan doan in vitro xét nghiém SARS-CoV-2 da
duoc cap sé dang ky, gidy phép nhap khau kém thong tin hiéu ning va kha ning cung
g va gia ban do don vi cung tmg cong bd (cap nhat 1an 4).

B0 Y té tiép tuc cap nhat va thong bao danh sach sinh pham/trang thiét bi y té
chan doan in vitro xét nghiém SARS-CoV-2 di dugc cap sd ding ky luu hanh; cap
gidy phép nhap khau tir ngay 14/7/2021 va cac san pham san pham da thong bao tai
Cong vin s6 5583/BYT-TB-CT nhung ¢6 thay doi gid kém theo thong tin vé: don
vi san xuat/nhip khau, thong tin tém tit hiéu ning sin pham, kha ning cung
rng va gia ban do don vi san xuit, cung wng cong bd dé cac SO Y té va cac Bénh
vién, Vién nghién ctru chu dong lién h¢, co ké hoach mua sim phuc vu nhu ciu
phong, chdng dich theo chi dao ctia Chinh phii va huéng dan cia Bo Y té (Phu luc
dinh kém - danh sach s€ tiép tuc dugc cap nhat khi c6 thém thong tin).

Dé nghi cac S6 Y té nghién ctru, thuc hién Cong vin sé 604/TTrB-P1 cua
Thanh tra Bo Y té ngay 13/7/2021 ctia vé viéc tang cuong cong tac thanh tra, kiém
tra, xtr 1y vi pham trong phong chéng dich COVID-19 va chi dao ting cuong thanh
tra, kiém tra va kiém soat cac san pham xét nghiém SARS-CoV-2 troi ndi trén thi
truong va hién tuong loi dung tinh hinh dich COVID-19 dé nang gia, doi gid, dam
bao chat luong va gia ca thi truong.

Dé nghi cac don vi san xuat, nhap khau sinh pham/trang thiét bi y té xét nghiém
SARS-CoV-2 chii dong ngudn hang, c6 ké hoach 6n dinh, dy trit nguyén liéu, ting
cudng san xuat, nhap khau dam bao sb luong, chét luong dap tmg nhu cau phong,
chéng dich COVID-19 va huéng dan sir 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 trg cho cac don vi

chéng dich.

Trong qua trinh thyc hién, néu c6 vudng mic, 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 nhdn:

- Nhu trén; .

- B/c Bo trudng (dé blc);

- Céc d/c Thu trudng (dé blc);

- Cuc: KCB, YTDP; Vu: KHTC, TTTPBKT,
VPB, TTra B6 (dé ph/hop);

- Cong thong tin dién tir Bo Y té, Hé thong
dich vu cong truc tuyén quan 1y TTBYT;

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

- Luu: VT, TB-CT.

TL. BQ TRUONG
VU TRUONG

G TEHET BI VA CONG TRINH Y TE
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DANH SACH CAC SINH PHAM CHAN POAN/TRANG THIET Bl Y TE CHAN POAN IN VITRO
XET NGHIEM SARS-COV-2
(Phu luc kéem theo Cong van so 5787 /BYT-TB-CT ngay 20/7/2021)

L. XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:
1. Test nhanh:
a. Sdn xudt trong nuoc:

Tén trang thiét bi Tén Dia chi o Thong tin tom .| Khining | Gifban
2 . A 2 , A N Tén Cong | tat hi¢u nang sin Lién h¢ A A A
TT chan doan So dang ky | Cong ty Cong ty . z 2 . cung cap/ cong bo
in vitro dang ky dang ky ty san xudt | pham do don vi than (ddng)
gy EKY san xuat cong bo g g
Cone t -b¢ nhay (so sanh
Khay thir xét nghiém TNI{%IHY vé1 PCR): 96,3%
dinh tinh khang TTB-TT- Cum Cong Medicon (80,95% voi
nguyén SARS-CoV-2 06-21 nghiép (Cum Con Ct>30); i
Trueline COVID-19 Ngay Cone t Trudong An, nohié £ -b¢ dac hi¢u (So Ong Dao )
| Ag Rapid Test 18/3/2021 TNEIH-‘/ xd An ngn '%n sénh véi PCR): Pinh Khoi | 3.120.000 | 99.750 ddng/
(Pinh tinh phat hi¢n (SO dang Medicon Khanh, <3 En ” 1 99,75%; 0968031000/ | test/ thang test!
khang nguyén SARS- | ky co gia huyén Hoai Khanh - Ngudng phat 0968031021
CoV-2 trong mﬁu tri 12 Dl’lp, Thanh huvén H(,)éi hién: 0,1 ng/ml
ngody dich ty hau cta thang) pho Ha Néi Blllr}:: Thanh vo1 khang nguyén
nguoi) hé f{é Noi) tai to hop SARS-
P V| cov-2,
b. Nhap khéu?:
£ X R Thong tin tém Kha niang
A So giay Tén . , Lov oA x , s
Tén trang Hane/Nute hé Cén Dia chi tat hiéu nang cung ung/ Gia ban
TT | thiét bi/SPCD | Chiing loai . g ; P Ap g ty Cong ty san pham do | Lién hé thang cong bo
. san xuat nhip nhip A 2 - £ A
in vitro % % nhip khau | don vi sdn xuat (dong)
khau khau A I
cong bo
Khay thir xét ] ) . 5606/BYT | Congty x o . Bui L¢é
, | nghiém Khing BioCredit ﬁ?ﬁin’ “TB-CT | Cbphin i‘(’) If/ 73 I;‘;‘lc ilgrllf’ghggxpilgﬁ Quyén | 2.000.000 175.000
nguyén virat | COVID-19 Qude 14/7/2021 | Meditro |~ %u ;‘1 | PEU/ L. 0979040 | test/thang | ddng/test
SARS-CoV-2 | Ag(Masin | R nic ouob 185

! Cong ty thay dbi gia (gia cong bd trude: 135.000dd/test)
2 Cap nhat SPCD/TTBYT méi duge cap phép tir 14/7/2021




trong m?gu dich | pham: Q.Tay Ho, |- Do nhay:
ty hau G61RHA20) Ha Noi 91,67%
- Do dac hiéu:
99,36%
Congty | A308 Thap L .
Khay tht xét TNHH | Van phong }i}ilé(ryll' léaxnl%l;at Nguyén
nghiém khang Tap The Manor, - Khac i
nguyén vi rat | CareStart | Access Bio | 21}13/_12:? doan M& Tri, _TSEDD% mL Nhat | 5.000.000 1135%%%%
SARS-Cov-2 | COVID-19 | 1nc /vy 1570001 | Cham | P.M Binh | o220 " Y: Minh | test/thang | .=
trong mau dich Antigen socSuc | 1,QNam |~ ]56 da“(l)c hicu: 0964223 &
ty hau khoe Tur Liém, 99329 ’ 437
Senix Ha Nbi a0
. TNHH | 0342 | Gigi han phat
Khay thu xét Thuong | WM | hien: 5.07x 102 |  Chi
nghiém khang ong Khanh T L
s vt | GenBody GenBody 5716/BYT | maiva . TCIDso/ mL Thuy -
nguyén vi rut JHa N Toan, 5 nhav- 5.000.000 135.000
SARS-CoV-2 | COVID-19 | Inc,, /Han TB-CT Cong P.Quan | bo nhay: TGD - oo thang dong/test
X 1. 0 17/7/2021 | nghé k¥ ' x| 89,05% 0936333
; A Quée ghé ky s |89,
trong mau dich | /8 hid Hoa, Q.Cau 3 dic hicu:
ty hAu thuat Gi?iy ma |- Do dac hiéu: 380
g TNT 2. 99,19%
No6i
Tang 2, s6 . .
Khay thu xét Asan Congty | 88.duomg | i1 13262??03 , 150.000
hiém khang | Asan Ea TNHH Banh Van N Vii Tién .
nghien xhan san Easy | pharmaceut | 5717/BYT , . TCIDso/ mL ‘ ddng/test
nguyén virut | Test cal C TB-CT Sau Tran, D6 nhav- Hung 10.000.000 hua tinh
SARS-CoV-2 oo Ngoi | Phuong7 pivad 0344261 | test/ tha (chua ti
=0 COVID-19 | 144, /Han | 17/7/2021 8o YOS 11 94,67% eSUHRANE | thud GTGT
trong mau dich Ag £ Sao Viét | Quan Tan D’A dic hicu: 641 50
ty hdu Quoc Nam | Binh, TP Hb | o 2 (a¢ et %)
/ > 97,71%
Chi Minh ’
Khay thir xét | SARS- Tang 27, | Ngudng phat | Cosanvai
nghiém khang | CoV-2 Cong ty Toa nha hién (LoD): 3 Ba 50 lugng .
ng avén virat | Ranid SD 5730/BYT | TNHH Pearl Plaza, | 3.12 X 10%? Truong | gidihantai | 2.920.000
SigS— CoV-2 AnIt)i en Biosensor TB-CT Roche 561ADién | TCIDso/mL cho | Thi T6 kho hang | dong/hdp 25
x 7 & Inc/Han A Bién Phi, | mau phét mili Hoa ndi dia. B¢ | test (116.800
trong mau phét | Test Quéc 18/7/2021 Viet Phuong 25, | hong truc tié 0973.40 | co thé cun ddng/test)
miii hong hoac Nam ong 2>, ong 35 P, . Z 18 &
mau bhét mii (093275920 Quan Binh | 5x 10> 1.035 cap nhu cau
p 43 /9901- Thanh, | TCID50/mL vugt qui sb
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- B nhay:
95,5%

- Do dac hiéu:

99,2%
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can cung
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tin trude it
nhit 4 tuan




