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Sb6: 7878 /BYT-TB-CT Ha Noi, ngay 21 thang 9 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 sb dang ky, GPNK
kém thong tin hi€u nang va kha nang cung
g va gia ban do don vi cung tmg cong bd
(cap nhat 1an 9)
Kinh gtri:

- SO Y té céc tinh, thanh pho truc thudc trung uong;
- Cac Bénh vién, Vién nghién cuu tryc thuoc Bo Y té
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 7829/BYT-TB-CT ngay 20/9/2021 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 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 8).

B0 Y té tiép tuc cap nhat va thong bao danh sach sinh pham/trang thiét bj y té
chan do4n in vitro xét nghiém SARS-CoV-2 d3 dugc cap sé ding ky luu hanh; cap
gidy phép nhap khau tir ngay 09/9/2021 va cic san pham san pham di thong bao
nhung ¢ thay déi gid kém theo thong tin vé: don vi san xuat/nhap khau, thong
tin tém tit hiéu ning san pham, kha ning cung ng va gia ban do don vi san
Xuét, cung ng cong b dé cac SG'Y té va cac Bénh vién, Vién nghién ctru chu dong
lién hé, co ké hoach mua sdm va st dung san phém phuc vu nhu cau phong, chéng
dich theo dung quy dinh hién hanh (Phu luc dinh kém - danh sach s€ tiép 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 ctia vé viéc ting cudng cong tac thanh tra, kiém
tra, xt Iy vi pham trong phong chéng dich COVID-19 va chi dao ting cuong thanh
tra, kiém tra va kiém soat cac san phém xét nghi¢ém SARS-CoV-2 troi ndi trén thi
trurong va hién tuong loi dung tinh hinh dich COVID-19 dé nang gid, doi gia, dam
bao chét lugng va gia ca thi trudng.

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 xuat, nhap khau dam bao s6 lugng, chat lugng dap tmg nhu cau phong,
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chéng dich COVID-19 va hudéng din st 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 tro cho cac don vi
chéng dich.

Trong qué trinh thyc hién, néu co vuong méc, 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 nhin TL.BO TRUONG
- Nhu trén; 7 VUTRUONG
- Dic BO truong (¢ b/e), VU TRANGIHIET B VA CONG TRINH Y TE

- Cae d/c Thir trudng (dé blc);

- Cuc: KCB, YTDP; Vu: KHTC, TTTPKT,
V/PB, TTra B¢ (dé ph/hop);

- Cong thong tin dién tir BO Y té, Hé thong
dich vu cong tryc tuyén quan ly TTBYT;

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

- Luu: VT, TB-CT.
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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

I. XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:

1. Test nhar)h:
b. Nhap khau:

(Phu‘luc kém theo Cong vin s6 71878 /BYT-TB-CT ngay 21 /9/2021)

Thoéng tin tom

Tén trang Sb gidy Tén L g . -
thiét bi/sinh ) .| Hang/Nuéc | phép | Congty | . Diachi tithi¢undng | | Khining | Giaban
TT X 2 Chung loai X £ n n Cong ty nhap san phim do | Lién hé | cung ung/ cong bo
pham chan san xuat nhap nhap 2 . o A P\
AR % % khau don vi san thang (dong)
doan in vitro khau khau K. A £
xuat cong bo _
Ong
Cong ty Ils/lllﬁ] rﬁ
Khay thir xét | COVID-19 Anhui TNHH ) N Gi6i han phat )
2 . (SARS- S6 20 Ngo 120 A Duc
nghiém khang Deepblue Thuong \ . : hién: 320
A CoV-2) : 6303/BYT . < | duong Kim Giang, _ 090329
1 nguyeén v Medical TB-CT mai va P Dai Ki TCIDso/mL; 1616/ 40.000.000 179.000
Antigen . .Dai Kim, A ) ) el
SARS-CoV-2 ! Technology 03/8/2021 Dich vy Q.Hoang Mai. Ha Do nhay: B Mai test/thang dong/ test
trong dich mai |  TestKit Co., Ltd/ Hiép ' 1\? ’ 96,4%; Do dic | pp°
hong (Colloidal Trung Quoc Hung ot hi¢u: 99,8% 1y
Gold) Phét Ngéan
091359
5155
. TNHH Gi61 han phat
ﬁ?grghfhzzt Thuong | S6 5-A2, Nguyén | hién: 1,15x 10> | Nguyén 3.125.000
g KA | MP Rapid | AMEDA | 7505/BYT | mai va Khanh Toan, | TCIDso/ mL Thi NP
, | nguyénvirat p bordi A . . y 5.000.000 | dong/ hop 25
SARS-Cov-2 | Test SARS- | Labordiagnost | -TB-CT | Cong | P.QuanHoa, - B¢ nhay: Hang | oot/ thang | test (125.000
x CoV-2 Ag | ikGmbH/Ao | 09/9/2021 | nghé¢ky | Q.Cau Giay, Ha | 97,3% 037801 S
trong mau . n e A dong/test)
dich tv hi thuat Noi - B0 dac hiéu: 7606
en A TNT 100%
Kha?/ thur ),iet CLARITY | gglofa Oy — 7793/BYT | Congty 510 Nguyan Dinh G‘1A(n. han phat ; Ba Ho 13.000.,000 189000
3 | nghiém khang | covID-19 Phin Lan -TB-CT | TNHH Chidu. Phuone 04 hién: 1,25x 10 Ngoc | test/thang dno/test
nguyén Antigen 18/9/2021 | Dich Vy b £V | TCIDso/ mL Bio | (tuy theo £

1 Cong ty dinh chinh gia cong b ngay 20/9/2021 tai Cong vin sé 200921/HHP-TCCK ngay 20/9/2021
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SARS-CoV-2 | Rapid Test Chim | Quéan3,Tp.Ho |- Do nhay: Anh | nhucau
mau phétdich |  (CLA- Séc St Chi Minh 95,9% 090768 | dat hang)
miii hpng (ty | COV19AG- Khoé - b6 dac hiéu: 8225
hau) VIS) Song An 98,9%
Khay thi xét |  Rapid g?”%ﬁy Liu 2.3.4,5.6 Toa Si(’i hlag Pf;gg
A , SARS- 0 phan S BN ién: 1,3x i
e en | Cov-2 | giomedicals | T7S2/BYT | Duec 92215(?65}%% TCIDso/ mL 1 Ong Hai | 4 55009 | 157,500
guy Antigen -TB-CT | phém ng - Do nhay: 090637 | 0 .
SARS-CoV-2 g Germany 18/9/2021 | Trun Thanh, P.14, 96.19% 9679 test/thang dong/test
mau phét dich | TestCard | GrbH/Pic o 9 | Q.10, Tp. H& Chi |° D5 e hidw:
i (07AG6001 g Minh ) dic higu:
BS) Codupha 99,2%




2. Sir dung ciing may xét nghiém mién dich:
a. Nhdap khau:

Théng tin tom

Ha No6i

Tén trang 3 £ X A A S LA o -
thiét bi/sinh Chiing H:dng{ N S'O giay Tén Ceng B}a chi tztt hle;uK nang o Kha niang | s pan cong
TT Z P . woce san | phép nhip ty nhap cong ty san pham do Lién hé cung ung/ £ aA
pham chan loai £ Z 2 a 3 . p bo (dong)
P \ xuat khau khau nhap khau don vi san thang
doan in vitro : PN P
xuat cong bo
] 286, Puong
TTBY.T X! . Guangzh Giai Phong, | Ngudng phat
nghigm Finecare ou Phuong | hién: 1,02x102
khang nguyén 2019- 18741NK/B Cong ty i — Ong Vi A
SARS-Cov-2 | nCov | Wondfo |\ Nrqp ot | tnpn | PhuongLit, | TCIDSOML. 1y o Vier | 200,000 | 34:000 dong/test
1 , A . Biotech Quan Thanh | - B9 nhay: . (da bao gom
str dung trén Antigen 10/9/2021 Avanta A K (0968 031 | test/thang
2 Co.,Ltd., . . Xuan, 98,37%j; VAT)
may xet Test Diagnostics A N s 1A 033)
nohidm midn (W286) Trung Phuong Liét, | - D dac hi¢u:
ek Quédc Thanh Xuan, | 99,43%




I1. XET NGHIEM VAT LIEU DI TRUYENSARS-COV-2:

2. Nhap khau:

T.e;n t'.raf‘g Hang/ S0 s1ay TAen Dia chi Ihong tin Eom tlet Kha ning | Giaban
thiét bi/sinh . . (o phép Cong N hi¢u nang san pham A 1A . A £
TT 2 P Chung loai Nudc san A x Cong ty ., ) Lién hé | cung @ng/ cong bo
pham chan <udt nhap ty nhap nhap khiu do don vi san xuat than (ddng)
doan in vitro khau khau P cong bo g g
- Vung gen phat hi¢n:
Gen E, gen N va gen
RdRp
- Gi61 han phat hién:
, ) 4,167 copies/ml
Trang thif:t bi cona t S6 20 - ngd | - Bo dac hi¢u phan on
y t€ chan 16379NK/ g9y i7. pho Thai | tich: khong phan ing g: 30.500.000
AT TNHH \ ROV Nguyén A 2/ 1A
doan in vitro Seegene BYT-TB- AL Ha - chéo va1 mot so vi rut, - dong®/ hop
, .~ .| Allplex 2019- s Thiét bi A : 2 \ n Xuén 40.000
1 | xétnghiém vi Inc., Han CT £ phuong vi khuan duong ho . , 100 test
. nCoV Assay X 5 y té 2 X Thanh | test/ thang
rat Corona Quoc ngay Phuon Trung Liét - | hap 0243573 (305.000
dung cho may 19/8/2020 | “ O & | quan Déng | - Do nhay: 100% 8301 dong/test)
PCR £ | Pa-HaNi | - Do dic hiéu:
+93,07% (mau hut
mﬁi hong, dich phét
héu va mui hong va
rira phé quan)
+ 96,84% (mau dom)
- Vung gen phét hién:
Trang thiét bi . S620-ngd | GenE, gen N, gen S A
y t& chin }363&%‘_‘?;/ %‘I’\rl‘l‘f’l I:y 7 - phé Thai | va gen RdRp Nongén 30.500.000
doan in vitro | Allplex SARS- | Seegene X Ha - - Gi6i han phat hién: suy dong 3/ hop
. A \ CT Thiét bi . . Xuén 4.000.000
2 | xétnghiémvi | CoV-2Assay | Inc., Han naa & phuong 5000 copies/mi Thanh | test/ than 100 test
rit SARS- | (RV10248X) | Québc gay M Trung Liét - | - P dic hidu phan 91 (305.000
A 26/11/202 | Phuong A A ] ~ . 0243573 A
CoV-2 dung 0 Pon quan Bong | tich: khong phan ing 8301 dong/test)
cho may PCR € | Pa-HaNgi | chéo véi mot sé vi ri,

vi khuan duong ho

2 Gid cong bd ngay 20/9/2021: 30.000.000 ddng (Bao gém vt tu tiéu hao chay may)
3 Gia cong bo ngay 20/9/2021: 30.000.000 dong (Bao gdom vét tu tiéu hao chay mdy)




hap
- B4 nhay : 100%
- Do dac hiéu : 96,7%.

Trang thiét bi
y té chan
doan in vitro
x¢ét nghiém vi
rat SARS
CoV-2,
influenza A,
influenza B
va RSV dung
cho may PCR

Alinity m Resp-
4-

Plex AMP Kit
(09N79-090),
Alinity m Resp-4-
Plex CTRL Kit
(09N79-080)

Abbott
Molecular
Inc., My

18746NK/

BYT-TB-
CT

10/9/2021

Cong ty
Co
phan
Bio-
med

S6 101 -B8
Lac Trung,
P.Vinh Tuy,
Q.Hai Ba
Trung, Ha
Noi, Viét
Nam

- VVung gen SAR-CoV-2
phat hién: N, RdRp
- Gi61 han phat hi¢n: -
SARS-CoV-2: 0,005
TCIDso/mL
-RSV A: 0,3 TCIDso/mL
- RSV B: 00,1 TCIDso/mL|
- Cim B: 0,02 TCIDso/mL|
- Cdm A HIN1: 4.57
TCIDso/mL
- CUm A H1IN1pdm: 0,007
TCIDso/mL
- Cdm A H3N2: 0,015
TCID50/mL.
* PO nhay, D¢ dac hi¢u
l&m sang
- SARS-CoV-2: BJ nhay:
100%, Do dac hiéu: 96,6°
- Ciim A: D6 nhay: 100%,
Do dac hiéu: 100%.
- Ciim B: Dg nhay: B¢ dad
hiéu: 100%.

- RSV: B¢ nhay: DJ dac

hi¢u: 100%.

Ong
Nguyén
Van
Diing
0936.995
677

Cong ty chua cong b gia
va nang lyc cung tng
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