BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
—_— Poc 1ap - Tu do - Hanh phic

S4: 2560/BYT-TB-CT Ha No¢i, ngay 11 thang 5 nam 2020
V/v danh séch cac sinh pham/trang thiét
bi y té chan doan in vitro xét nghiém vi
rit Corona (SARS-CoV-2) d3 dugc cip
s6 dang ky, cap gidy phép nhap khau

Kinh guri:
- SO Y té cac tinh, thanh phd truc thudc trung uong
- Céac Bénh vién, Vién nghién ctru truc thuoc Bo Y té va y
té cac Bo, nganh

Trude tinh hinh dién bién phuc tap cta dich bénh viém dudng ho hép cép do ching
moi 9ﬁa Viru§ Corona (nCoV) gay ra tai Viét Nam, Thu tu’(’)jng Chinh phu da ban hanh
Quyeét dinh so6 447/QD-TTg ngay 01/4/2020 vé viéc cong bo dich COVID-19.

Thyc hién y kién chi dao ctia Ban chi dao Quéc gia phong chong dich COVID-19,
B0 Y té théng bao nhanh danh sach sinh pham/trang thlet bi y té chan doan in vitro xeét
nghiém vi rat Corona (SARS-CoV-2) di duoc cap gidy sd dang ky hodc cip gidy phép
nhap khau kém theo thong tin vé don vi san xuat, nhap khau (Phy lyc dinh kém - danh
sach s& tiép tuc dugc cap nhat khi co thém thong tin) dé cac S Y té va cac Bénh vién,
Vién nghién ctru chii dong lién hé, c6 ké hoach mua sim phuc vu nhu ciu phong, chéng
dich theo chi dao ctia Chinh phu va huéng dan ciia Bo Y té.

Pé nghi cac don vi san xuat, nhap khau sinh pham/trang thiét bi y té chan doan
in vitro xét nghiém vi rat Corona (SARS-CoV-2) cha dong, c6 ké hoach 6n dinh, ting
cudng san xuat, nhap khau dam bao chit luong dap tmg nhu ciu phong, chéng dich
COVID-109.

Trong qua trinh thyc hién, néu c6 vudng mic, dé nghi co sé lién hé Bo Y té (Vu
Trang thiét bi va Cong trinh y té), SBT: 024.62732272, email: dmec@moh.gov.vn dé
phéi hop hd tro giai quyét.

Tréan trong cam on./.

Noi nhén: TL.BQ TRUONG
- Nhu trén (theo danh sach); VU TRUONG
- PTTg Vii Ptic Pam (dé b/c); r

- Céc dlc Thir trudng (d& blo): VU TRANG THIET BI VA CONG TRINHY TE

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

- Céc d/vi san xuit, nhap khéu
SPCB/TTBYT XN vi rut
Corona (dé th/h);

- Luu: VT, TB-CT.

Nguyén Minh Tuén


mailto:dmec@moh.gov.vn




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 Céng vin s6

2560/BYT-TB-CT ngay 11/05/2020 .../5/2020)

SAN XUAT TRONG NUGC
Tén trang thiét bi/sinh pham A 4% .| Tén Congty | Pia chi Cong | Tén Cong ty | Pia chi Cong A 1A Ghi
Il chan do4n in vitro S0 dang ky dang ky ty dang ky san xuit ty san xuét Lién he cha
LightPower VASARS-CoV-2 1%
RT-PCR Kit
(dinh tinh SARS-CoV-2 vi rit
tfongAmau:be;nh ph?m duf)"ng ho SPCD-TTB-
hap trén (hon hop dich miii hong,
. TT-01-20
dich stc hong), duong ho hap dudi Nad
(dom, dich phé nang, dich n6i khi gay
04/3/2020 .
quan, dich mang ph01 ) va mau 379A/8 Ho 1/9A Quoc
mau g:gl (zoan c;ap Vﬁl giai doan \Vin Hué Chi nhanh 16 1A, Khu
phuc hoi bang k¥ thuat RT-PCR) Cone o G Phudmg 09, Cong ty C 5 g:%gmzh Oro Vi Bin
phﬁt% Cyéng Quan Pha | phan Cong Phu(‘mg A)n gHiép
LightPower VASARS-CoV-2 1%t nghé Viét A Tlll\grlllillanilé ngt};f l\gfi‘sﬁA Binh, Thanh | 0813.545.543
RT-rPCR Kit HA cﬁi Duen phé Di An,
(dinh tinh SARS-CoV-2 vi r(t Minh & Tinh Binh
trong mau bénh pham duong hé | SPCH-TTB- Duong
hap trén (hon hop dich mﬁi’ hong, TT-02-20
dich suc hong), duong ho hap dudi Ngay
(dom, dich phé nang, dich n6i khi 04/3/2020
quéan, dich mang phdi...) va mau
mau bang k¥ thuit real-time RT-
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
(Phat hién vung gen N dac hiéu cua
vi rut SARS-CoV-2. Xét nghiém
nay duoc thuc hién bang phuwong
phap RT-LAMP tir mau dich phét
hau hong duoc chuan bj trong dich
bao quan vi rut. Két qua cua xét
nghiém duoc st dung cho xét
nghiém sang loc nhiém vi rat
SARS-CoV-2))

TTB-TT-01-
20
Ngay
07/5/2020

Bé trang thiét bi y té chdn dodn in
vitro phéat hign RNA cua vi rut
SARS-CoV-2, model: One-Step

RT-PCR covid-19 Kit Thai

Duong Multiplex-3 target genes

Version 1.0

(Phat hién vung gen N dac hiéu cua

Vi rat SARS-CoV-2. Xét nghiém

nay duogc thuc hién bang phuong
phéap Realtime RT-PCR trén cac
mau bénh pham duong hé hap. .
Két qua cua xét nghiém duoc st
dung cho xét nghiém sang loc

nhiém vi rat SARS-CoV-2.)

TTB-TT-01-
20
Ngay
07/5/2020

Cong ty CO
phan Sao
Thai Duong

S6 nha 92,
phé Vinh
Hung,
phuong
Vinh Hung,
Quén Hoang
Mai, Thanh
ph6 Ha Noi

Chi nhanh
Cong ty Co
phan Sao
Théi Duong
ta1 Ha Nam

Khu cong
nghiép
Pong Vin,
thi trin
fo)ng Vin,
huyén Duy
Tién, tinh
Ha Nam,
Viét Nam

Ong Nguyén
Tién Giang
0916601388




NHAP KHAU

Tén trang thiét Hing/Nuoc | S6 gidy phép | Tén Congt Dia chi
TT | bi/sinh pham chan Ching loai gy stay PRcp n 9 y Cong ty nhap Lién hé Ghi chu
L. san xuat nhap khau nhap khau 2
doan in vitro khau
Chi duoc
st dung
w w 286, buong sau khi co
gty | Cnrone |
VITTO XEt IEhIC 2 antibody Wonfo | 1689/BYT-TB- gty g Ong Vi at 'uong
khéang thé IgM/IgG . TNHH Phuong Liét, . A O cac don
1 X Test (lateral BiotechCo., CT A Hoang Viét LR
trong huyét thanh, X Avanta Quan Thanh vi kiém
X . Flow Ltd/trung ngay 27/3/2020 . . ~ 0983.348.468 . 2
huyét twong, mau Method) Quéc Diagnostics | Xuan, Phuong dinh/kiém
toan phan nguoi Liét, Thanh tra chat
Xuan, Ha Noi lu’(_mg, do
BO Y t€ chi
dinh?
Chi dugc
A \ st dung
Tang\ 27, Toa sau khi co
nha Pearl Kidm tra
Trang thiét bj y té cobas® Roche Plaza, 561A chat lugn
b d<g>an y i-tryo L | SARS-Cov- | 1 - |15037NK/BYT |  Congty | DiénBién Phiy, | BaTruong | = " Of
2 | rﬁtVCorona 2; cobas® Svsterns -TB-CT | TNHHRoche | Phudng 25, | Thi TéHoa | ° " 1"
é”\ i . SARS-CoV-2 y . ngay 30/3/2020 | Viét Nam Quéan Binh 0973.401.035 | .. . .z
ung cho may PCR ) Inc./My . dinh/kiém
Control Kit Thanh, Thanh X
L TTA g tra chat
pho H6 Chi 1
Minh wong do
Bo Y té chi
dinh

' Don vi kiém dinh/kiém tra chét lugng do B9 Y té chi dinh tai Quyét dinh 1353/QD-BYT ngay 25/3/2020: Vién V& sinh dich & trung wong, Vién
Kiém dinh Qudc gia Vac xin va Sinh pham y t€, Vién Pasteur Nha Trang va Vién Pasteur Thanh ph6 H6 Chi Minh



Tang 4 s6 nha

Sinh phim chén doan (ngg_'g'clogv) Shenzhen Conat 21 ngd 27
in vitro xét nghi¢m : Lvshiyuan | 1920/BYT-TB- S duong Vi | Ba Truong
, 2 Coronavirus . TNHH Duoc s
khang theé 1gM/IgG 1aG/1aM Biotechnolog CT ham Phiic Ngoc Phan, Thi Phuac
trong huyét thanh, g%/19 y Co., Ltd/ | ngay 06/4/2020 | P Phuong Lang | 0978.297.789
£ N Rapid Test X Son o A
huyét tuong nguoi Ki Trung Qudc Ha, Quan bong
It N NTA
ba, Ha No1
67 Pho Quang, . x .
15363NK/BYT | Cong ty Phudng 2, P}“l‘fﬁlﬁ Cl}l(f‘fc
-TB-CT TNHH Toyu |  Quan Tan Hon S;‘J kﬁi fé
ngay 27/4/2020 |  Viét Nam Blnh2 Tp. Ho 0906.367.955 | kidm tra
e . Z . . Chi Minh Z
Trang thiét b1 y té . PrimerDesign ~ chat luong
2 .. , Genesig® L6 1-9-8, .y
chan doan in vitro xét A Ltd /Anh R . O cac don
A Real-Time X Cong ty DPuong D2 Khu LR
nghigm virut Corona | pop A ooy Quoe TNHH MTV | Céng nghé cao vi kiém
ding cho may PCR y 15385NK/BYT oY 18 NBNC €8O | (3o Nguyén | dinh/kidm
Nha may Thanh pho H6 7t %
-TB-CT 5o nohe Chi Minh. P Trong Hiéu tra chat
ngay 27/4/2020 | SOn€ nehe '+ 1 0016.518.988 | Iluong do
sm}} hoc va Long Thanh B6 Y 4 chi
thiét b1 y té My, Q.9, TP. i dinh
Ho6 Chi Minh :
196/1/22 Cong Chi duoc
Cone tv Cd Hoa, Phuong . ¢ dun
15368NK/BYT | - e bs | 12,QuanTan | BA Lé Hong SZ‘J e gé
Abbott Real Time Abbott -TB-CT 1\313‘1 Cény ngh : Binh, Thanh Queé Chi lidm tra
.. . | SARS-COV-2 ngay 27/4/2020 Ong nghe | h§HO Chi | 0986.683.307 | X°
Trang thiét bi y te e Molecular Cudc songs ) n chat luong
2 L) .. | Amplification Minh, Viét -
chan doan in vitro xét . Inc., Hop o cac don
o, Reagent Kit; \ % Nam T2
nghiém vi rat Corona . Ching Quoc Z vi kiém
. . Abbott RealTime . S6 101 -B8 . 2
dung cho may PCR Hoa Ky dinh/kiém
SARS-CoV-2 Lac Trung, A x X
. 15369NK/BYT . 2 . Ong Nguyén tra chat
Control Kit Cong ty Co P.Vinh Tuy, MR
-TB-CT han Bio-med Q.Hai Ba Van Diing luong do
ngay 27/4/2020 p A | 0936.995.677 | BO Y té chi
Trung, Ha NO1, dinh

Viét Nam
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