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

S6: 5787 /IBYT-TB-CT Ha Néi, ngay 20 thang 7 ndm 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 5)
Kinh gtri:

- S&'Y teé céc tinh, thanh pho tryc thudc trung wong
- Cac Bénh vién, Vién nghién ctru tryc thudc By Y t€
vay té cac B, Nganh

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

Tiép theo Cong vin s6 5583/BYT-TB-CT ngay 13/7/2021 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 ding ky, gidy phép nhap khau kém thong tin hiéu ning va kha ning cung
g va gia ban do don vi cung ting cong b (cip nhat lan 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 duoc cp sé dang ky luu hanh; cap
gidy phép nhap khau tir ngay 14/7/2021 va cac san pham san pham da thong béo tai
Cong vin s6 5583/BYT-TB-CT nhung cé thay déi gia kém theo thong tin vé: don
vi san xuat/nhap khau, thong tin tom tit hiéu ning san pham, kha niing cung
irng va gia ban do don vi sin xuit, cung wng cong bo dé cac SO Y té va cac Bénh
vién, Vién nghién ctru chi dong lién hé, cO ké hoach mua sam phuc vu nhu cau
phong, chéng dich theo chi dao cta Chinh phu va huéng dan cua BO Y té (Phu luc
dinh kém - danh sach sé tiép tuc dugc cap nhat khi c6 thém thong tin).

Pé nghi cac S& Y té nghién cuu, thyc hién COng van s 604/TTrB-P1 caa
Thanh tra Bo Y té ngay 13/7/2021 ciia vé viéc tang cudng cong tac thanh tra, kiém
tra, xur 1y vi pham trong phong chéng dich COVID-19 va chi dao tang cuong thanh
tra, kiém tra va kiém soat cac san phém xét nghiém SARS-CoV-2 tr61 ndi trén thi
trrong va hién tugng loi dung tinh hinh dich COVID-19 dé nang gia, do1 gia, dam
bao chat lwong va gia ca thi truong.

pé nghi cac don vi san xuat, nhap khéu sinh phém/trang thiét bi y té x6t 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 bé gid 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 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 1y TTBYT;

- Cac d/vi san xuét, nhap khiu SPCD/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 BI Y TE CHAN POAN IN VITRO
XET NGHIEM SARS-COV-2
(Phu luc kém theo Cong van so 5787 /BYT-TB-CT ngay 20 /7/2021)

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

Tén trang thiét bi Tén Dia chi A aTh(?P g tlj‘l torr] A A Kha ning Gia ban
Z . ’ £ < . A N Tén Cong | tat hi€éu ning san Lién hé « A P
TT chan doan So dang ky | Cong ty Cong ty . X X . cung cap/ cong bo
in vitro ding ky | dingky | & samxuat | phim dodon vi than (dbng)
gXy gXy san xuat cong bo g g
Cona t -B¢ nhay (so sanh
Khay thi# xét nghigm TNgHy v6i PCR): 96,3%
dinh tinh khéang TTB-TT- Cum Cong Medicon (80,95% véi
nguyén SARS-CoV-2 06-21 nghiép (Cum Cén Ct>30); X
Trueline COVID-19 |  Ngay cong v | Truong An, | S & | -po dic hidu (So | Ong Do ‘
. Ag Rapid Test 18/3/2021 TNEIHV X3 An ngn ~pAn sénh v6i PCR): Pinh Khéi | 3.120.000 | 99.750 ddng/
(binh tinh phét hién (S0 dang Medicon Khénh, w3 in > 1 99,75%); 0968031000/ | test/ thang test?
khéng nguyén SARS- | Ky c0 gia huyén Hoai Khanh - Ngudng phat 0968031021
CoV-2 trong (nﬁu tri 12 buc, Thanh huvén H(’)éi hién: 0,1 ng/ml
ngody dich ty hau cta thang) pho Ha Noi DL,Y}; Thanh v6i khang nguyén
ngudi) hé Ha No | 1 0 hop SARS-
P V| cov-2.
b. Nhdp khau?:
Sé oik Tén Thong tin tom Kha nang
Tén trang Hine/Nuée hgé y Cona t Dia chi tat hi¢u niing cung wrng/ Gia ban
TT | thiet bi/SPCD | Chung loai e/ P Ap gty Cong ty san pham do | Lién hé thang cong bo
e : san xuat nhap nhap A z . o £ : A
In vitro % 2 nhap khau | don vi san xuat (dong)
khau khau A £
cong bo
Khay thir xét ) ) . 5606/BYT | Congty £ i , Bui Lé
, | nghiém khing | BioCredit ﬁ}i%if}” TB-CT | Céphin | 0% 7&;?}" hg;‘?‘Shggxpfgﬁ Quyén | 2.000000 | 175000
nguyén vi rit | COVID-19 Qube 14/7/2021 | Meditro | —, gBm,),i Ay 0979040 | test/thang | ddng/test
SARS-CoV-2 | Ag(Masan nic UL 185

L Cong ty thay doi gia (gia cong bé truée: 135.000dd/test)
2 Cap nhat SPCB/TTBYT méi duge cap phép tir 14/7/2021




trong mau dich ph'?im: Q.Tay Hé, - B§ nhay:
ty hau G61RHA20) Ha Noi 91,67%
- Do dac hiéu:
99,36%
Congty | A308 Thap o .
Khay thir xét TNHH | Van phong }(1}ilé(:1l' hsé';(nfol;at Nguyén
nghiém khang Tap The Manor, - Khac i
nguyén virat | CareStart | aAccess Bio 5?.'%/_%\.(; doan M@ Tri, Tg!ﬁfﬁgml‘ Nhat 5.000.000 11%%%%%
SARS-CoV-2 | COVID-19 | jpc vy 1577201 | Cham | P.My Binh | o2 Ay Minh | test/thang | =
trong mau dich | Antigen soc Stee | 1, Q.Nam .| 0964223 &
. ; S - Do dac hiéu:
ty hau khoe Tur Liém, 99 32% 437
Senix Ha Noi ’
S6 5-A2 -
s TNHH x| Gidi han phat
nlgﬁ?é‘/ntlhlfh;‘ﬁtg Thurong T(gh‘;yneﬁ‘ hién: 5,07x 102 | Chi
nguyén vi rat | GenBody | GenBody | 57I6/BYT | maiva | o, 0| TCIDso/ i Thiy- 1 5000000 | 135.000
SARS-Cov-2 | COVID-19 | Inc, /Han TB-CT cong P.Quan |. Do nhay: TGD - | tost/ than dong/test
20| Ag Quéc 17/7/2021 | nghé k | 89,05% 0936333 g &
trong mau dich A Hoa, Q.Cau A i LA
v hiu thuat Gidy Ha |- Do dac hiéu: 380
Y TNT ¢ 99,19%
Noi
Tang 2, s6 .
. A N Gidi han phat
ghiem knang | Asan Easy | pharmaceut | 5717/BYT , . TCIDso/ mL v ddng/test
nguyén vi rut | Test ical C TB-CT Sau Tran, D6 nhav- Hung 10.000.000 hua tinh
SARS-COV-2 | COVID-19 | | oy o e NGoi | Phuong7, |gremery: 0344261 | test/thang | (Chvatin
x4 ) Ltd. /Han 17/7/2021 A A o 194,67% thué¢ GTGT
trong mau dich | A £ Sao Viét | Quan Tan A ax LA 641
A g Quoc ) » | - P6 dac hiéu: 5%)
ty hau Nam Binh, TP H6 97 71%
Chi Minh ’
s ) Tang 27, | Ngudng phat Co san voi
HKE?Yr;hﬁhzﬁt (S:ﬁ\'j‘c’z Congry | Toanha | hién (LoD): 3 Ba s6 luong
giem Knang . SD IY | pearl Plaza, | 3.12 X 10?2 Truong | gidi han tai 2.920.000
nguyén vi rut | Rapid . 5739/BYT | TNHH o R \ X A
. Biosensor 561A bién | TCIDso/mL cho | Thi To kho hang | dong/hdp 25
SARS-CoV-2 | Antigen 5 -TB-CT Roche o ; x L, o N 2
x < Inc/Han A Bién Phu, | mau phét mui Hoa ndi dia. Bé | test (116.800
trong mau phet | Test £ 18/7/2021 Viét . X . A A
miii hong hodic Qudc Nam Phuong 25, | hong truc ti€p, 0973.40 | c6 thé cung dong/test)
mi .hé’t i (093275920 Quan Binh | 5 x 1032 1.035 cap nhu cau
U PRCEIUL 1 43 1 9901- Thanh, | TCID50/mL vuot qua sb




hong va hau
hong
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Thanh pho
HO Chi
Minh

cho miu phét
miii hong bao
quan trong
VTM

- B§ nhay:
95,5%

- Do dac hiéu:

99,2%

luong thong
thuong,
khach hang
can cung
cap thong
tin trude it
nhét 4 tuan
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