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S4: 4043/BYT-TB-CT Ha Noi, ngay 29 thang 7 nam 2020
V/v danh sich céc sinh phdm/trang thiét
bi y té chan doan in vitro xét nghiém vi
riit Corona (SARS-CoV-2) di duoc cap
s6 dang ky, cip gidy phép nhap khau

Kinh guri:
-S& Y té céc tinh, thanh phé truc thudc trung vong
- Céac Bénh vién, Vién nghién ctru truc thuoc Bo Y té va y
té cac BO, nganh

Trudc tinh hinh dién bién phuc tap cia dich bénh viém dudng hé hap cp do
chung méi cua virus Corona (nCoV) géy ra tai Viét Nam, BO Y té thong bdo nhanh danh
sdch sinh pham/trang thiét bi y té chan doan in vitro xét nghiém vi it Corona (SARS-
CoV-2) da dugc cap sd dang ky luu hanh hodc cp gidy phép nhap khiu kém theo thong
tin vé don vi san xuat, nhap khau (Phu luc dinh kém - danh séach s& tiép tuc dugc cap nhat
khi c6 thém thong tin) dé cac S Y té va cac Bénh vién, Vién nghién ctru cha dong lién
hé, c6 ké hoach mua sim phuc vu nhu cau phong, chéng dich theo chi dao cua Chinh phu
va huéng dan ciia Bo Y té.

bé nghi cac don vi san Xuét, nhap khéu sinh ph'flm/trang thiét bi y té chan doan
in vitro xét nghiém vi rat Corona (SARS-CoV-2) chu dong, co ké hoach 6n dinh, tang
cuong san xuat, nhap khau dam bao chat lugng dap tng nhu cau phong, chong dich
COVID-19.

Trong qua trinh thyuc hién, néu c6 vudng mic, dé nghi co so lién hé Bo 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 nhan: TL.BO TRUONG
- Nhu trén (theo danh séach); §

- PTTg Vii Dirc Dam (dé b/c);

- Bo truong (dé blc);

- Cac d/c Thir truong (dé b/c);

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

- Céc d/vi san xuét, nhap khau
SPCBH/TTBYT XN vi rat Corona (dé th/h);

- Luu: VT, TB-CT.




DANH SACH CAC SINH PHAM CHAN POAN/TRANG THIET Bl Y TE CHAN POAN IN VITRO
XET NGHIEM VI RUT CORONA (SARS-COV-2)
(Phu luc kém theo Cong van so 4303/BYT-TB-CT ngay 29/7/2020)
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Tén trang thiét bi/sinh pham £ o ., | Tén Cong ty | Dia chi Cong | Tén Cong ty | Dia chi Cong A 1A Ghi
Il chin do4n in vitro S0 ding ky diang ky ty dang ky san xuit ty san xuit Lién he chua
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PCR str dung TagMan probe)




Bg trang thiét bi y té chdn dodn in
vitro phat hign RNA cza vi rut
SARS-CoV-2, model: RT-Lamp
Covid-19 Kit Thai Dwong
Version 1.0
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(Phat hién khang thé IgG khang vi | 16/6/2020 him v t& Ha Noi ham v t& Quan Hoang
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thanh, huyét twong nguoi bang

ph6 Ha Noi,
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vitro dinh tinh phat hi¢n khang 36 17. Lo
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(Pinh tinh phat hi¢n khang thé 20 Medicon Hoa, Quan Medicon Khanh, 0968031000
(IgG/1gM) khéang vi rut SARS-CoV- Yy huyén Hoai
, N A x Cau Glay, , \
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1. NHAP KHAU

Tén trang thict Hang/Nuée | S6 gidy phép | Tén Cong t Dia chi
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Minh wong do
Bo Y té chi
dinh

* Pon vi kiém dinh/kiém tra chat lugng do B Y té chi dinh tai Quyét dinh 1353/QD-BYT ngay 25/3/2020: Vién V¢ sinh dich t€ trung wong, Vién
Kiém dinh Qudc gia Vac xin va Sinh pham y t€, Vién Pasteur Nha Trang va Vién Pasteur Thanh phé H6 Chi Minh




Covid-19

Tang 4 s6 nha

Sinh pham chan doan Shenzhen . 21 ngb 27
in vitro xét nghiom | COTNCOV) |y Uhivuan | 1920/BYT-TB- | . CON9 Y dwong Vi | Ba Truong
. 2 Coronavirus . TNHH Duoc s
khang theé IgM/IgG 14G/1aM Biotechnolog CT ham Phiic Ngoc Phan, Thi Phuac
trong huyét thanh, g.i/19 y Co., Ltd/ | ngay 06/4/2020 | P Phuong Lang | 0978.297.789
Z o Rapid Test X Son o A
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67 Pho Quang, . x
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A ron Thi Thanh
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nghi¢m vi rat Corona . Chung Quoc Minh, Viét
dung cho may PCR Abbott Real Time Hoa Ky Nam
SARS-CoV-2 . -
Control Kit 15369NK/BYT | Cong ty Co So 101 -B8 Ong Nguyén
-TB-CT phan Bio-med | Lac Trung, Van Diing




ngay 27/4/2020 P.Vinh Tuy, | 0936.995.677
Q.Hai Ba
Trung, Ha N1,
Viét Nam
S6 17, Budng
Trang thiét bi y té Cong ty 504, KDC Gia | )
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chan doan in vitro xét Solgent Co., e . 2
nohidm vi rit Corona SQD52- Ltd, Han Quéc -TB-CT Nghé Sinh Phong Phu, Tan Huy
c%l]n' cho mav PCR K020 ’ ngay 26/5/2020 | hoc Khoa H.Binh Chanh, |028.37612606
9 y Thuong Thanh ph6 HO
Chi Minh
489A/23/183
e . X A~ HU.S’Ilh Vél‘l N X
Trang thict bi y ¢ . 15577NK/BYT | . CONY | parn Phuomg | D2 Neuyen
chan dodn in vitro xét Kogenebiotech, TNHH Cong A , Thuy Mong
A R6900TD . £ -TB-CT o 13, Quan Phu A
nghi¢m vi rat Corona Han Qudc naav 27/5/2020 ngh¢ Y sinh Nhuan. Thanh Huyén
dung cho may PCR gay Nam Anh an, 1hanh | 0912817802
pho HO6 Chi
Minh
Chi duoc
e
I li x .
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.A , 2 . . phan Duoc Bén Thanh, . & o cac don
nghiém khang thé IgG Control Diagnostics -TB-CT lidu Trun Quan 1, Thanh Cong Chién vi kidm
IgG khang vi rut Kit; Division, ngay 27/5/2020 U & Txoix .| 028.38564515 | ..
ong 2 pho H6 Chi dinh/kiém
Corona SARS-CoV-2 Ireland : z
14G R ‘ Minh tra chat
96 Reagen hgmg do
! Bo Y t chi
dinh
Trang thict bi y t€ LiliF™ iIN(RON | 1567INK/BYT |  Congty | Thon Phuong | Ong Trinh B4
chan doan in vitro xét | COVID-19 | Biotechnology -TB-CT TNHH Thi€t | Hanh - xa Tan Binh
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dung cho may PCR PCR Kit Quodc Chuong MY,
(IPH21505.50) Ha Noi
S6 51, ngd
Trang thiét bi y 6 |STANDARD™ 3223()/2’3nga9h
chn do4n in vitro xét M SD Biosensor | 15865NK/BYT | Céng ty C Xuﬁn’Dgl?lng Ba Vii Thi
10 | nghiém vi rat Corona | nCoV Real- Inc., -TB-CT phan y té Duc huone X N Huong Ly
diing cho méy sinh Time Han Quéc | ngay 09/7/2020 Minh P ‘l’fl"ngA U4l | 0988778790
hoc phan tir Detection Kit Dm‘ > dtten B?C
Tu Liém, Ha
Noi
Tang 27, Toa
nha Pearl
Trang thiét bj y té Plaza, 561A
chan doan in vitro Elecsys Anti- Roche 15891INK/BYT Cong ty bién Bién Phu, | Ba Truong
11 | xét nghiém IgM/IgG SARS-COV-2 Diagnostics -TB-CT TNHH Roche |  Phuong 25, Thi To Hoa
vi rat Corona (SARS- GmbH, btc | ngay 09/7/2020 |  Viét Nam Quén Binh 0973.401.035
CoV-2) Thanh, Thanh
phé HO Chi
Minh
L6 8- CN18,
, ’ Khu cong
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chan doan in vitro xét | R-GENE (Ma | BioMerieux A Quang, phuong s
12 A, \ 2 -TB-CT phan cong : Thi Ta Minh
nghi¢m vi rat Corona san pham: SA - France naav 09/7/2020 hé Lavit Khai anng, 0982331684
dung cho may PCR 423720) gay NENe LAVIEC | hanh phé Vinh

Yén, tinh Vinh
Phuc
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