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86: 6929 /BYT-TB-CT Ha Noi, ngay 23 thang 8 niam 2021
V/v danh sach cac sinh pham/trang thiét
bi y t€ chan doan in vitro xét nghiém

SARS-CoV-2 di duge cip sb dang ky, GPNK

kém thong tin hiéu nang va kha nang cung
g va gia ban do'don vi cung tmg cong bd
(cap nhat lan 7)
Kinh gtri:
- S6'Y té cac tinh, thanh phd truc thudc trung wong
- Cac Bénh vién, Vién nghién ctru truc thudc Bo Y té
vay té cac Bo, 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 s6 6800/BYT-TB-CT ngay 28/7/2021 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 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 6).

B0 Y té tiép tuc cap nhat va thong bdo danh séch sinh pham/trang thiét bj y té
chan do4n in vitro xét nghiém SARS-CoV-2 d3 dugc cap sé ding ky luu hanh; cp
gidy phép nhap khau tir ngdy 28/7/2021 va cic san pham san pham di théng 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 g 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, c6 ké hoach mua sdm phuc vu nhu cau phong, chéng dich theo chi dao cua
Chinh phu va huéng dan ctiia Bo Y té (Phu luc dinh kém - danh sach sé tiép tuc dugc
cap nhat khi c6 thém thdong 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,



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 té xét nghiém SARS-CoV-2 dé hd trg cho cac don vi

chéng dich.

Trong qué trinh thuc 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 nhdn;

- Nhu trén;

- B/c Bé truong (dé b/c);

- Cac 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.

TL. BQ TRUONG
VU TRUONG

r TiET Bl VA CONG TRINH Y TE
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XET NGHIEM SARS-COV-2
(Phu luc kém theo Céng vin so 6929 /BYT-TB-CT ngay 23 /8/2021)

I. XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:
1. Test nhar)h:
b. Nhip khau:

DANH SACH CAC SINH PHAM CHAN POAN/TRANG THIET BI Y TE CHAN POAN IN VITRO

A £ X A Thoéng tin tdm Kha ning
Tén trang So giay Tén . . YA . iz
Ao v essh ~ . ’ R Dia chi tat hi¢u nang cung ung/ Gia ban
thiet bi/sinh . . | Hang/Nwéc phép Céng ty N X % A 1A A R £
TT 2 2 Chung loai . A A ~ Cong ty san pham do | Lién h¢ thang cong bo
RbaAt chin san xuat nhap nhap nhap khau | don vi sin xuat (ddng)
doan in vitro khau khau P N £ £
cong bo
- Ngudng phat
hién (LoD):
S,: 51. ned 3,12X102’2
02 T8 | TCIDso/mL vi
205, ngach | = tam bon
Khay thir xét 323/83, A & | Ba Vi 4452000
nghiém khing SD Congty | dudng Xuan | 3% V42X Thi -
gUC KAANE | Standard Q | .. 4304/BYT | 239 ; ; 1032 - ddng/ hop 25
nguyén vi rat Biosensor Co phan Dinh, .. | Huong 1.000.000
1 COVID-19 X -TB-CT o . TCIDso/mL voi . . test
SARS-CoV-2 Inc/Han y té Buc phuong X o= 1A Ly test/ thang
x Ag Test £ 26/5/2021 . A mau tam bong (178.080
trong mau ty Quoc Minh Xuan Dinh, ]\ D 0988778 X
A A o ty hau khi van dong/test)1
hau quan Bac 2 790
LA chuyén.
Tu Liem, A
Ha N6 - B§ nhay:
AL 1 84,97%
- B0 dac hiéu:
98,94%
Khay thir xét . Tang 2, Toa | - Gidi han phat .
nghiém khang | Humasis CONgty | 14 B thuoe | hién (LoD): 5 x | Lram Le
Ao HUMASIS | 5044/BYT | TNHH . 0.8 Hoai
nguyénvirut | COVID-19 Vuon vom | 10™ 7.000.000 128.000
2 | SARS-CoV-2 | Ag Test CO, LTD/ | -TB-CT | HUMAS | " hon | TCIDso/mL Thuong | oo/ thang | dong/test?
x Han Quoc | 23/6/2021 IS A ToA o . 0903671
trong mau ty VINA nghiép, L6 | - P nhay: 512
hau D.01, duong | 92,2%

1 Gid da cong bd truée day: 4.950.000 dong/ hop 25 test (198.000 dong/test)
2 Gia da coéng bo trude day: 198.000 dong/test




Tan Thuan,

- B dac hicu:

Khu Ché | 99,6%
Xuat Tan
Thuan,
Phuong Tan
Thuan
bong, Quan
7, TP HO
Chi Minh
G161 han phat C6 sin voi
hién: (LoD): 3 ¥ hw;
5 3.12 X 1022 5O IONE
Tang 27, €161 han tai
. . 5 TCIDso/mL cho X
Khay thtr xét | SARS- Toa nha XA kho hang
X , mau phét mii e 2 2.920.000
nghiém khang | CoV-2 Pearl Plaza, & . noi dia. Bé X .
A . R o hong truc ti€p, Ba A dong/hop 25
nguyén vi rat | Rapid sD congty | 561A Dién 5 x 1032 Truon c6 theé cung test (116.800
SARS-CoV-2 | Antigen ; 5739/BYT | TNHH Bién Phu, one cap nhu cau A '
x X Biosensor . TCID50/mL Thi To . A dong/test)
3 | trong mau phét | Test 5 -TB-CT Roche | Phuong 25, x X vuot qua so 3
.. » Inc/Han A Ao cho mau phét Hoa . (Gia chua
mii hong hodc £ 18/7/2021 Viét Quéan Binh - \ luong thong A
x 227 1(093275920 | Quoc miii hong bao 0973.40 . bao gdom
mau phét miii 43/ 9901- Nam Thanh, \ 1035 thuong, hud
hong va hau Thanh phé quan trong ' khéch hang thue
' NCOV- X 1 VTM X GTGT)3
hong Ho6 Chi A ) can cung
01G) : - b6 nhay: XA
Minh S cap thong
95,5% : o
A gx o 1cA tin truoc 1t
(Do dic hitu: nhét 4 tudn
99,2%
Khay thur xét So 17 16 Gidi han phat Ong
nghiém khang | Flowflex ACON 12A, Khu hién: 1,6x10? Ho_élng
nguyén virit | SARS- Biotech 5895/BYT | Congty | do thi Trung TCIDso/mL; Minh A
4 | SARS-CoV-2 | cov-2 (Hangzhou) | -TB-CT | C4phin | Yén,P.Yén | Mau ngoay dich | Toan e‘;g.sct)/(:gé?]oo 79'8f)eostj°“g/
trong mau Antigen Co., Ltd/ | 22/7/2021 | AChau | Hoa, Q. Cau | mii: D6 nhay: | 0968031 g
ngody dich | Rapid Test | Trung Quoc Giay, TP. | 97,3%; B¢ dac | 016/096
miii hoac mau Ha Noi. hiéu: 99,6%; 8031033

3 Cong bb gia 20/7/2021 chua cong bd gia chua bao gom VAT
4 Cong bo trude: 109.200 dong/ test




ngoay dich ty S621 Ngd | Mau ngoay dich
hau cua nguoi. Conat 179 DBuong ty hau: Bo Chu
5787/BYT | ¢ %ai Quy Luu, t6 | nhay: 97,6%; | Thanh | , o000 | 109.200
-TB-CT I\ﬁ 15. P.Minh Do dac hiéu: Loan: téSt /tHén dong/ testb
20/7/2021 Solut?lons Khai, 99,5% 0243200 g
TP.Phu Ly, 6238
Ha Nam
Ong
Cong ty ’ lli/llliirﬁ
Khar i g | CQUIDA9 | Anhui TNHH | S520Ngs | Gidihan phat )
ay thir xét (SARS- \ A buc
o \ Deepblue Thuong | 120 duong hién: 320
nghiém khang CoV-2) : 6303/BYT o A . 0903291 A
A v Medical mai va | Kim Giang, TCIDso/mL; . 5.000.000 | 168.000d6ng
5 nguyen SARS- Ant|gen hnol -TB-CT . . P6 nhav: 616/ Ba Ithé /
CoV-2 trong Test Ki Technology 03/8/2021 Dichvu | P.Pai I\<1m, 0 nhay: Mai test/thang test
deh i b est Kit Co., Ltd/ Hiép QHoang | 964%; Dodac | -
tehmurhong - (Colloidal | Tryng Quéce Hung | Mai, HANGi |  hi¢u: 99,8% e
Gold) Phat Ngan
0913595
155
A Tang 11,
CONGY | Toathap | Gidi han phat
TNHH bon hién: 1 ng/mi Nguyén
Khay thir xét Thuong Trun %ém '( .roteign gTug;
nghiém khang ' NG 6304/BYT mai | Lottg Ha nuclgca sid tai Ngoc Theo nhu 125.000
6 | nguyén SARS- '5\'120{\'?5?1' BIOTECH/ | -TB-CT | Quécté |yt syyix & hgp)_ A%] . chu thj dnadest
- utotes ‘ s )i L, Op); .
Ctzl\ié hZ ILrging Phép 03/8/2021 :,/3 ’ll?g)flh Qiai, D6 nhay: 98%: | 0982134 truong
- iy @i P.Céng Vi, | D¢ dic hiéu: 735
QNphét “ | Q.Ba Dinh, 99%
i Ha No6i
Khay thur xét Cong ty Te\mg 1,1 ’ Gi61 han phat Nguyen
.Y , TNHH Toa thap n Thi
nghiém khang | NG-Test NG 6437/BYT N hién: 1 ng/mi Theo nhu
x Thuong Dong, 5 Ngoc X 125.000
7 | nguyén SARS- | SARS- BIOTECH/ | -TB-CT . 2 (protein cau thi A
CoV-2 tron Pha 09/8/2021 mai | Trungtam nuclecapsid tai Anh truon dongjtest
o héug CoV-2 Ag P Qubcté | Lotte Ha ¥ hp ) 0982134 g
et va Dich | Noi, 54 Liéu Pk 735

5 Cong bé gia ngay 28/7/2021

: 4.625.000 dong/hop 25 test (185.000 ddng/test)




vu Téng Qiai, Do nhay: 95%
hop Viét | P.Cong Vi, | (Ct<25), 87%
Nhat Q.Babinh, | (Ct<30), 83%
Ha No6i (Ct<32); bo dac
hi¢u: 100%
2. Sir dung cing may xét nghiém mién dich:
a. Nhdp khdau:
Tén trang S6 gidy Tén . TPongtln tom .
N\ ~ . S A Dia chi tat hi¢u nang Kha nang AN
thiét bi/sinh . . | Hang/Nwoc phép Céng : . vz A 1A , Gia béan cong
TT A Z Chung loai . £ A by Cong ty san pham do Lién hé cung ung/ £ aX
pham chan san xuat nhap ty nhap A 3 . A bo (dong)
. e % 2 nhap khau don vi san thang
doan in vitro khau khau Ko A £
xuat cong bo
Elecsvs - Gi61 han phat 27.000.000
SARS. hién: ddng/ Hop 200
+ COPAN test
CoV-2 X
: universal L S (135.000
Antigen / transport 0 san voi ddng/test)
0934527219 P s6 luong grtest)
0 medium i han tai (chua bao gom
s .| (UTM-RT): g101 hian & VAT)
A g Tang 27, Toa kho hang
Trang thict bi Elecsys nha Pearl | 227 noi dia. D& | 40-500.000
y t€ chan doan Y 18432NK/ | . TCIDso/mL C A dong/ Hop 300
. A SARS- Congty | Plaza, 561A . . c6 thé cung
khang nguyén BYT-TB- N + CDC viral Ba Truong | : A test
- CoV-2 Roche TNHH bién Bién R cap nhu cau
1|V rut Corona Antigen/ | Diagnostics T Roche | Phu, Phuon transport Thi T6 Hoa vuot qua sd (135.000
(SARS-CoV- g .| 02/8/2021 A - POYONE | medium: 22,5 | 0973.401.03 ot qua dong/test)
N , 0934529919 | GmbH, buc Viét 25, Quan lugng thong A
2) trén may \ TCIDso/mL 5 \ (chua bao gom
L x 0 Nam Binh Thanh, . % thuong,
phan tich mién X 2~ | + Nudc muoi s VAT)
. Thanh pho oA khach hang
dich Hb Chi Minh sinh Iy vO can cun
PreciContro triing (0.9 % Gpss | 1500.000
| SARS- NaCl): 37,5 tinptméc fl?’t ddng/ Hop 6 x
CoV-2 TCIDso/mL nhét 4 tudn 2,0mL
Antigen / - B§ nhay: (chua bao gom
0934530219 94,5% VAT)
0 - b6 dac hi¢u:

99,9%




Trang thiét bi BD Congty | S648ngs | Gi01hanphdt
L T2 . Veritor . X £ . | hién: 1,4 x 10
y t€ chan doan BD Rapid Co 245 pho Mai _ s Lgan
in vitro xét System | i gnostics | 0293NKI | han | Dich, phuong | -C1Pso/ML: Ba Hoang :
; for Rapid g BYT-TB- | P2 | VI, PUUONE | 55 hhay: 70% | Lé Thu Céng ty chua cong bé gid,
2 | nghiém SARS- . (Suzhou) Thiétbi | Mai Dich, . g ,
\ Detection of CT A A (77,8% véi 0243938004 nang lyc cung ung
CoV-2 dung Co., SISC quan Cau o
X SARS- . 09/8/2021 o . £ . Ct<33); bo 5
cho may mién Ltd., China Viét Giay, thanh A
dich GoV-2 Nam | phé HaNpi | dachiéw:
i j 99,4%
1. XET.NGHIEM VAT LIEU DI TRUYEN SARS-COV-2:
2. Nhap khau:
Tén trang £ X Tén A e g
thiét bi/sinh Hang/ S"hgé‘ay Cong | Diachi | | onefn tom Khi ning | Gié ban
TT | pham chan | Ching loai Nuwée san P Ap ty Coéng ty z 8 . . Lién hé | cung trng/ cong bo
L. £ nhap o A % pham do don vi sian A A
doan in xuat % nhap nhip khau K, A % thang (dong)
X khau % xuat cong bo
VItro khau
100.000
test/ tuan
) (tuong
Trang thiét - \VVung gen phat ung
bi y té chan LiliF™ : . Thon Phuong | hién: Gen N, Gen E khoéang
doinin vitro | COVID-19 | NRON | 150TINKS | G080 | it e | va Gen RaRyp Ong Trinh | 400.000
1 xét nghiém | Real-time RT- cT Thiét Téan Tién - | - Gigi han phat hién: Ba Binh test/ 350.000
vi it PCR Kit |nc%an o B huyén | 1000 copies/uL 024.66807 | thang) | dong/test®
Corona | (IPH2150550 | (™" | o /69/23620 apE | Chuong My, | - Do dgc higu: - Do 528 Ludn san
dung cho ) it HaNo6i | nhay, d6 dic hiéu : sang
may PCR 100% 50.000-
100.000
test trong
kho

® Gia cong b trude day: 350.000 dong/test-440.000 dong/test (tUy theo s6 lwong)




- Vung gen phéat

hién: N1, N2
) - G161 han phat hién:
Hoa chat GeneOhm Congty | S&48 ngd 40 GE/mL va 640
chandodn vi | gy gapg | SCIENCES | 1aun6NK/ | Co | 245 phé Mai | SC/mLvoidichty
rut Corona Canada Inc. A . A hau va 5.120 GC/mL | Ba Hoang
CoV-2 BYT-TB- | phan | Dich, phuong | . .. ; n A A Iy
(SARS- also Ly R véi dich nudc bot Lé Thu | Cong ty chua cOng bo gia
, Reagents for . CT Thiétbi | Mai Dich, . . 22 ,
CoV-2) st operating as \ A A - Khong phéan tng 02439380 va nang luc cung tng
. BD MAX ngay SISC quan Cau RV
dung cung BD A 2 N chéo voi mot so vi 045
o System . . 02/8/2021 Viét Giay, thanh . 2 \
voi may Diagnostics Nam 18 Ha Noi rat, vi khuan duong
PCR - Canada p " | ho hap
- Bg nhay : 100%;
b0 dac hiéu: 96,7%
trén dich ty hau.
- Vung gen phat
hién: S, RdRP, N
- boi v6i phuong
phap Tach chiét tiéu
chuan:
) * (G161 han phat hién:
Hoa chat xét - Gen S, RARP, N:
nghiém i ’ 0.14 TCID50/mL A
virus SARS- A"p'(e;(‘)\s/_ARS Laa07NK] | CONGLY | 620 -ngd 7 | - SARS-Cov-2: Ong
CoV-2, TNHH | - pho Thai Ha | 0.028 TCID50/mL Nguyén
. . 2/Flu A/Flu Seegene BYT-TB- I \ _ A A R Iy
virus cum \ Thiét bi - phuong - RSV A: 0.525 Xuan Cong ty chua cong bo gia
. B/RSV Inc., Han CT X N \ - ,
A, virus Assa Quéc nad y té Trung Liét - TCID50/mL Thanh va nang lyc cung ung
cim B, virus (RV102%/9X o /8%23621 Phuong | quan Péng | - RSV B: 0.210 02435738
RSV dung ’ bong | Pa-HaNoi | TCID50/mL 301
N . RV10260Y) . .
cung may - Cuim B: 0.126
PCR TCID50/mL
- Cum A H1IN1: 4.57
TCID50/mL
- Cum A H1IN1pdm:
0.417 TCID50/mL.
- Cum A H3N2:

0.0701 TCID50/mL.




* P nhay, BJ dac
hi¢u 1am sang

- SARS-CoV-2: b6
nhay: 98.79%, Do
dac hi¢u: 98.62%.
- Cum A: Do nhay:
100.00%, B¢ dac
hi¢u: 100.00%.

- Cum B: D0 nhay:
100.00%, Do dac
hi¢u: 100.00%.

- RSV: D6 nhay:
100.00%, B¢ dac
hiéu: 99.37%.

Hoa chét
chin doan vi
rut Corona
(SARS-
CoV-2) s
dung cung
vO1 may
PCR

cobas® SARS-
CoV-2/
09343733190

cobas® SARS-
CoV-2/
09175431190

cobas® SARS-

CoV-2 Control
Kit/

09175440190

Roche
Molecular
Systems,
Inc., My

18414NK/

BYT-TB-
CT

02/8/2021

cong ty

TNHH
Roche
Viét
Nam

Tang 27, Toa
nha Pearl
Plaza, 561A
bién Bién
Phu, Phuong
25, Quan
Binh Thanh,
Thanh phé
H6 Chi Minh

- Vung gen phat
hién: Orfl ab non-
structural region
(gé6m RdRp)

- D0 nhay phan tich:

25 ban sao/mL cho
SARS-CoV-2 (bich
1) va 32 ban sao/ml
cho Sarbecovirus
(Pich 2)

- b6 dac hi¢u phan
tich: 100%

Ba Truong
Thi T
Hoa
0973.401.
035

C6 sin voi
s6 luong
gi61 han

tai kho
hang noi1
dia. Dé co
thé cung
cap nhu
cau vuot
qué sd
luwong
théng
thuong,
khéch
hang can
cung cp
thong tin
trudc it
nhét 4
tuan

137.500.000
dong/ Hop
480 test
(286.458
dong/test)
(chua bao
gém VAT)

55.000.000
dong/ Hop
192 test
(286.458
dong/test)
(chua bao
gém VAT)

8.000.000
ddng/ Hop
16 b
(500.000
dong/bd)
(chua bao
g@)m VAT)
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- Vung gen phéat

hién: E CQ san voi
- B¢ nhay phan tich: sO lugng
LoD 2.8 - 5 ban sao / gi61 han 7 104.800
phan tng doi voi tai kho d ém /.H6
phan ung don va hang noi 96g test.p
) Tine 27. Toa mau chimg tach dia. D€ co (74.008
Hoa chét £/ chiét EAV, 50 ban thé cung o
chan doan vi nha Pearl sao / phan tng d6i cap nhu dong/test)
it Corona | LightMix@® TIB 18447NK/ | Congty | Plaza, 561A | 0 PAE P80 Ba Truong | 5P % | (chua bao
Modular | MOLBIOL | BYT-TB- | TNHH | DiénBién | o PAH0E ThiTé | “0 Y20 | gdm VAT)
(SARS- . , N da moi qua so
. | Sarbecovirus | Syntheselab CT Roche | Phu, Phuong A ax LiA Hoa (chua bao
CoV-2) sur o/ b 2/8/202 A . - Bg dac hi¢u: 100%, luong 3m chi
dung ciing SARS-CoV- or GmbH, | 02/8/2021 Viét 25, Quan che mam banh khac 0973.401. thong gom ching
S 09164952001 buc Nam | Binh Thanh, | 7, "7 . 035 . ndi tach
vo1 may \ 2~ | co kha nang hién thuong, A1
Thanh pho A x . chiét, hon
PCR P dién trong mau khach .
Ho6 Chi Minh . NS R \ N hop phan
duong ho hap khong hang can (o vA VAt
duogc phat hién bdi cung cap tur ﬁ &u hao
xét nghiém nay. thong tin chay méy)
- b6 nhay lam sang: trudc it Ay may
100% nhat 4
- P06 dac hiéu 1am tuan
sang: 100%
- Vung gen phat
Trang thiét |  Alinity m Congty | 1gg/pp | hi€n:N.RdRp
biytéchin | SARSCov-2 | ADPot €0 | CongHoa, | GiClhanphathien: |
SR X Molecular phan T > 10,0037 TCIDso/mL BalLeé 115.200.000
doan in vitro AMP Kit 18451NK/ ~ Phuong 12, PR A A £ A A
. Cx .| Inc., Hop K§ = - B dac hiéu phan Hong Qué | 80.000- dong/ hop
xét nghiém | (09N78-090); , BYT-TB- AR Quan Tan A - .
- - Chung ngh¢ va N X tich: khong phan ung Chi 90.000 192 test
vi rat Alinity m £ CT A Binh, Thanh RV .
Quoc Hoa Cong L 1A 1. | chéo voi mot so vi 0986.683. | test/thang (600.00
Corona SARSCoV-2 K 02/8/2021 noha pho HO Chi 1t vi khudn duon 307 dong/test)
dungcho | CTRL Kit Y Cic‘)i Minh, Vit ;‘({)’hgp 4 & ong/tes
may PCR (09N78-080) S 6ﬁg Nam - Do nhay, d6 dic
hiéu: 100%
Trang thiét | TagPath™ Life 18557NK/ | Congty | S648ngd | - Vung gen phét s R N
biy té chin | COVID-19 CE- | Technologie | BYT-TB- | €6 | 245 phé Mai | hién: ORF1ab, N BEéHTOlfgg C‘:/r;gngncﬁ‘;i Z?lrr‘lg ?,I‘;gla
dodn in vitro IVD S CT phan | Dich, phuong | Protein S, MS2 j ght £ung
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xét nghiém | RT-PCRKit, | Corporation. | 09/8/2021 | Thiétbi | Mai Dich, | - Gi6i han phat hién: | 02439380
SARS-Cov- | 1000 reactions ( , My SISC quan Cau 10 GCE (ban 045
2 dung cho AsB0ET): Viét Giay, thanh | sa0)/phan ung
méy PCR | TagPath Nam | phd HaNgi |- D¢ dic hiéu phan
COVID'IQ tich: khong phan tmg
RT-PCRKit chéo voi mot s0 vi
(A48102T?\;| rat, vi khuan duong
TagPath ho hép
COVID-19 - Do nhay: 99,4%;
Control - § diic hiéu: 95,3%
(A48105),
TagPath™
COVID-19
Control
Dilution
Buffer
(A48099)
1.4
TagPath™
1-Step
Multiplex
Master Mix
(No ROX)
(A48111)
- \Vung gen phat
‘ hién: ORFlab, N, E
Trane thiét Lau 19, Khu | - Giéi han phat hién:
rang Congty | A, Toanha |40 ban sao/phan trng
bi y t€ chan . e X Ng
o TNHH Indochina | véi vung N1, 60 ban X s
doan in vitro Ha Tech | 18568NK/ o . uyén Vin
, A Khoa | Park Tower, | sao/phan g voi . A n Xz
xét nghiém PTY BYT-TB- N £ x X \ Dinh Cong ty chua cong bo gia
NAT-01 hoc k¥ | s04 Nguyén | vung E, 160 ban o \
SARS-Cov- LTD, CT A ; X . - 02 va nang lyc cung ung
N . thuat Dinh Chiéu, | sao/phan tng véi
2 dung cho Australia | 09/8/2021 X N 83758921
may RT- Toan P.Dakao, | vung ORFlab. 5
PCR cau Q.1, TP.HO | - Do dac hiéu phan
Chi Minh | tich: khong phdn tng

chéo voi1 mot sO vi
rat, vi khuan dudng
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hé6 hap
- D6 nhay: 100%;
- b6 dac hiéu: 100%

So sanh phuong Co san voi
phap vai xét nghiém sO lugng
cobas SARS-CoV-2 gidi han
’ cobas® va cobas Influenza tai kho
Trang thiet SARS-CoV-2 A/B & RSV str dung hang ndi
biy té chan fi A .| trén H¢ thong cobas dia. Bé co
doan in vitro & Ir:A\ /uBenza Tanﬁg‘ 2P7’ Tloa Liat thé cung
. A nha Pear i 1a X
xétnghiém | 5453347419 Congty | Plaza 561A | (oA ARSCOV-2: e | gy o | AP IbU
Corona 0 Roche 18594NK/ TNHH A Do dong thuan duong: hi Té cau vuot Co
(SARS- ) Molecular | BYT-TB- bien Bien o 4o/ i 16 déng ThiTo s 68 ong ty
9 CoV-2), vi cobas® Svstems cT Roche | Phu, Phuong thﬁén Eilm_ 08¢ Hoa lron chua cong
dtem A, | SARS-COV-2 | TRA | oorgiaopy | Viet | 25 Quan | TGNATE PE e | 0973408 | Bl bo gia
viratcomg | & Influenza o Nam | Binh Thanh, | o0t o duong: 035 s
@ dun A/B Control Thanh phd | {000 "5 g khach
S dung Kit H Chi Minh | /> 1€ Cons bt
cung voi (0923348219 thuan am: 99.6% hang céan
may PCR 0) - Virlt cam B: ti 1€ cung cap
dong thuén duong: thong tin
100%, ti 1¢ dong trudc it
thuan am: 99.7% nh@t 4
tuan
Trang thiét A A % - Vung gen phat
2 R Congty | Lau3,s070 A
biy téchan |\ 4oy sars.| Vel TNHH | Pham Ngoc | Mém: ORFla N .
doén in vitro CoV-2 Operations | 18596NK/ Getz Thach - Gi61 han phat hién: Nguyen ,
10 xét nghiém RT-PCR Test Singapore | BYT-TB- Bros& | Phuon ’ 6 9,2 ban sao/phan tmg | Thi Lam | Cong ty chua cong bo gia
vird e o ich ty hau va nang luc cung tng
t SARS V20 Pt CT Co Quang3 dich ty h 02838207 I
CoV-2 dung P Ltd., 09/8/2021 A .oz | -Donhay: 97,1%; 727
. (model: 301069)| . (Viét Thanh pho PN
cho may Singapore Nam) | H Chi Minh |~ Do dac hiéu: 100%

PCR




13

11

Trang thiét
biy té chan
doan in vitro
x€t nghiém
vi rat SARS
CoV-2,
influenza A,
influenza B
va RSV
dung cho
may PCR

Alinity m Resp-

Plex CTRL Kit

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

4-

(09N79-080)

Abbott
Molecular
Inc., My

18598NK/

BYT-TB-
CT

09/8/2021

Cong ty
Co
phan

nghé va
Cong
nghé
Cudc
song

196/1/22
Cong Hoa,
Phuong 12,

Quéan Tan
Binh, Thanh
phé Ho Chi
Minh, Viét

Nam

- Vung gen SAR-
CoV-2 phat hién: N,
RdRp

- G161 han phat hién:
- SARS-CoV-2:
0,005 TCID50/mL
-RSV A: 0,3
TCID50/mL

-RSV B: 00,1
TCID50/mL

- Cum B: 0,02
TCID50/mL

- Cum A H1IN1: 457
TCID50/mL

- Cim A H1N1pdm:
0,002 TCID50/mL

- Cim A H3N2:
0,015 TCID50/mL.
* Po nhay, Bg dac
hi¢u 1am sang

- SARS-CoV-2: b6
nhay: 100%, D¢ dac
hi¢u: 96,6%.

- Cim A: Do nhay:
100%, Do dac hiéu:
100%.

- Ciim B: B¢ nhay:
Do dac hiéu: 100%.
- RSV: Do nhay: B§
dac hiéu: 100%.

BalLé
Hong Qué
Chi
0986.683.
307

Cong ty chua cong bd gia
va nang lyc cung ung
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III. XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:

2. Str dung cung may xét nghiém mién dich/Elisa:
b. Nhip khau:

Tén trang thiéli Héng/ Soﬁgéay C(:)I'nen ¢ Dia chi t;;?g;? Itllfgntog?in Kha ning Gia bér,I
TT | bi/sinh pham chan | “Ching loai Nuwdc P Ap 9 y Céng ty z SSan |y jén he cung tng/ cong bo
doan in vitro san xuat nhap nhap nhép khau pham do don vi thang (déng)
khau khau : san xuat cong bo
Hoéa chat xét
I?Iilrllﬂglglini - Gi61 han phat 30.589.650
khéﬁ g rﬁt AESKULISA hién: 1,80 U/mL ddng/ Hop 96
Corons, (SARS. | SARS-Cov-2 - P dgc hi¢u lam test
CoV-2) st dun S1IgA sang: 94,6% (318.642
=) S GUng - Bg nhay: 99% dong/test)
trén may
ELISA
B congty | 21 Duine o
P S8 Diagnost | 1 gagon/ TNE'HV s610,My | - Gioi han phat | gén 30.589.650
18 the 18 AESKULISA | ics Kim 2, Ph | hién: 1,71 U/mL suy Theo nhu | déng/ Hop 96
khang vi rat BYT-TB- | Thuong N e LA 1 Trong X
1 SARS-CoV-2 | GmbH . My Hung, |- D9 dac hiéu lam ; cau thi test
Corona (SARS- CT Mai Y A " Minh .
. S11gG & P P.Téan sang: 98,6% truong (318.642
CoV-2) str dung 02/8/2021 | Te Phu N 0913733 X
N , Co.KG, . Phong, Q.7, | - B4 nhay: 99% dong/test)
trén may Birc Gia To HCM 786
ELISA P
Hoa chat xét
l<r;1ge’1}rlllertr}11eSl 1Imlf\%/l - G161 han phat 30.589.650
khéﬁ > r% . AESKULISA hién: 2,17 U/mL ddng/ Hop 96
g SARS-CoV-2 - D6 dic hiéu lam test
Corona (SARS- o
ﬂ S1IgM sang: 99% (318.642
CoV-2) str dung - P nhay: 99% ddng/test)
trén may 0 nhay:
ELISA
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’ - b nhay: <7
SO 64, ngay: 64.8%; 8- 10.951.000
- LIAISON Ng6 210, | 14 ngay: 91.5%; ddng /hop
tTfaig; th(;et,bl.y SARS-CoV-2 Phé Doi 15-30 ngay: ‘ 110 test
Viir‘:) igt n‘;ﬁ ;& IgM Congty Cén, 94.0% Ba Trdn (99.555
S | 18390NK/ Phuong - Do dic hiu: Thi dong/test)
khang the 1gM Diasorin | ‘pyropg. | TNHH | b cdn, | Mauhién mau: | Thanh | 'hEonhu
khang vi rat S.p.A, cT Thiét bi Quan Ba | 99.3%: Mau chan Dung cau sur
C%‘\’/mg")" @‘i{s | LAsoN Italy 1 02/812021 Ii?ﬁ Dinh, doan (M§): | 0904777 | une 514,000
-OV ~2) St dUng Thanh 99.5%; Mau chan 468 P
trén may phan tich Control phé Ha dodn (Chau Au): dong /hop
mién dich SARS-CoOV-2 P S o 2X0.9mL+2x
IgM No1, Viét 99.2%; B0 dac 0.9mL.
Nam hi¢u chung: '
99.3%
Trang thiét bi y té L0 8-
xét nghiém dung CN18, Khu
khéang thé¢ IgM cong nghiép | - Gidi han phat
khang vi rat R Khai hién: 1,71 U/mL Ba
Corona (SARS- VlsDégv Siomeri | 1839INK/ C?”%fy Quang, |-DPo dic hitu lam | Nguydn | d2;3'82?;00600
CoV-2) sitdung | SARS-COV- | BioMer | ‘pom g | cophan | J oo | sang: 99,4% Thi Ta sonht - dong/hop
trén may 2 1gM BUX SA, cT cong Khai | - D6 nhay: <7 Minh | Causu test
,renmay (423833) Phap nghé onhay: = dung (396.667
xét nghiém mién 02/8/2021 L avitec Quang, | ngay: 52,9%, 8- 0982331 ddng/test)
dich thanh phé | 15 ngay: 90,6%, 684 &
Vinh Yén, | >16 ngay: 100%
tinh Vinh
Phuc
Thne 27 Co sdn voi | 20.500.000
Elecsys Anti. T%‘;gnh ;| - Do dac higu lam sé luong | ddng/ Hop
Trang thiét bi y té y ) sang: 99,98% Ba gi6i han 200 test
xét nghiém khang | >R COV-2 | Roche g ogn | CON Ly | Pearl Plaza, | “p - 99.8% | Truong | tai kho (102.500
thé Ehahg virit S/ Diagnost | ‘gyppg. | TNHH | S61ADien o o ohat Thi T6 | hangnéi | dong/test)
09289267190 | ics Roche | BiénPhu, | .. : ! 1ang e
SARS-CoV-2 ding cT " 2P hien: 0,35 U/mL Hoa | dja.Ddcod | chuabao
cho may xét Gggl"’ 02/8/2021 Rf;f; Péll‘lg‘;ngii% -Gigihan dinh | 0973.401 | thé cung | gom VAT)
nghiém mién dich. Elecsys Anti- fhanh, ’ luong: 0,40 U/mL .035 fgﬁ) \I,llil;lt ?i%Z 5/0£§0
SARS-CoV-2 Thanh ph qud 56 30% tes-tp
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S/ Hb Chi lwong (102.500
09289275190 Minh thong dong/test)
thuong, (chua bao
khach gom VAT)
calSet Anti- hang can 2.000.000
i i cung cap | dong/ Hop 4
SARSSC/:OV 2 thong tin x 1,0 mL
09289291190 truge it | (chua bao
nhat 4 gom VAT)
PreciControl tuan }.SOO.OAOO
Anti-SARS- dong/ Hop 4
Cov-2$ (i bao
09289313190 om VAT)
- Gidi han dinh 146.953.800
SARS-CoV-2 luong (LoQ): dong/Hop
1gG Il Quant 7,8AU/mL 2x500 test
Calibrator Kit - B9 nhay lam (146.953,8
sang: dong/test)
SARS-CoV-2 + S0 ngay sau khi 6.323.593
IgG Il Quant x| co két qua PCR dong/hop 3
. 24 Nguyén . S
Trang thiét bi y t& | —CONOLKIt | Apbott Congty | ThiNghia, | du0ne tinh: Ong chal x 4ml
) ‘A : 18489NK/ 21X . | <7ngay: 67,11%. X
xét nghiém dinh Ireland Co0 phan | phuong Bén - Nguyén
. N . BYT-TB- \ 8-14 ngay: n Theo nhu
tinh va dinh luong Diagnost Duoc Thanh, Cong N
. 2 . CT n n 97,01%. K cau thi
khéang thé IgG ics nad liéu Quan I, > 15 noav: Chién true
khang SARS-CoV- Division, gay Trung | Thanhphd | =, o9 028.3856 | TWOMe
2 reland | O¥8202L | Gongn | mochi | 8% 4515
SARS-CoV-2 Minh + Theo ngay bat 6.323.593
IgG Il Quant dau co triéu dong/hop 6
Reagent Kit chung: chai x 2mL
<7 ngay: 51,67%.
8-14 ngay:
97,12%.
> 15 ngay:

99,37%
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Cong ty 849 Tran ’
18494NK/ | TNHH | Xuén Soan, Ba Tong
BYT-TB- | Thuong | Phuong Tan Thi Bich 200.000 86.476
CT Mai - | Hung, Quan Tuyen test/thang ddng/test
ngay Dich Vu 7,,Th§1nh 0283775
ADVIA 09/8/2021 | Ky Th}lat Pho Ho Chi 5 ’ 5740
Centaur Luc Tinh ’ Minh - Gi6i han phat
A S6 20 -ngd | hién: 0.5 Index A 9.900.000
SCOVG 18535NK/ (mfl |t4y 7 - phé Thi | Khoang do: 0.50- | "9, ddng/ hop
BYT-TB- i Ha - 150 Index Neuyen 100 test
’ ’ cT Thiét bi phuong - Do nhay lam Xuan 20.000
Trang thiet bi y t€ Siemens |  ngay Y | Tring Ligt - | sing: S6 ngay sau | . 0anh | hop/thang | g 467 000
x¢ét nghiém dinh lth 09/8/2021 Phuong N e 0243573 done/ ho
tinh va dinh lugng Healthca Pong quan Bong. khi co6 két qua 8301 ong/ hop
A re Da - Ha N¢i | PCR duong tinh: 500 test
IgG khéang vi rat . A X <
SARS-COV-2 sit Diagnost Ccong ty 849 Tran | 0-6 ngay: ’
dune cho mAy xét ics 18494NK/ | TNHH | Xuan Soan, | 50.82%. Ba Tong
e a2 Inc/My | BYT-TB- | Thuong | Phuong Tan | 7-13 ngay: Thi Bich 11.806.000
nghiém mién dich . N ]y 200.000 X n
CT Mai - Hung, Quan | 82.47%. Tuyén hon/than dong/ hop 4 X
ngdy | Dich Vu | 7,Thanh | 14-20 ngay: 0283775 | "oP/thang 2 mL
ADVIA 09/8/2021 | Ky Thuat | Pho HO Chi | 91.14% 5740
Centaur Luyc Tinh Minh >= 21 ngay:
sCOVG QC . S620-ngd | 96.41% A
(11207378) 18535NK/ | €O Y | 7 s Thai Ong,
tr. | TNHH s Nguyén
BYT-TB AL p Ha " A 13.508.000
Thiét bi . Xuan 5.000 hop/ | .
CT X phuong . . dong/ hop 4 x
5 y té 2 Thanh thang
ngay Trung Liét - 2 mL
Phuong A A 0243573
09/8/2021 Pén quan Dong 8301
& | Pa-HaNoi
Trang thiét bj y té . Cong ty 849 Tran i .
xét nghiém dinh SIEMeNS | 40190NK/ | TNHH | Xuan Soan, | 9101 hanphdt | gy
tinh va dinh luon Healthca | ‘51 1R | Thyong | Phuomg Tan | H6™ 03 Index ) o
JIAUONE | Atellica IM re e & 140 | K hoang do: 0.50- - 200.000 86.476
19G khang vi rut sCOVG Diagnost CT Mai - | Hung, Quan 150 Index Tuyen test/than ddng/test
SARS-COV-2 sit o ngdy | DichVu | 7,Thanh |“J00 = | 0283775 J &
dung cho may xét Ine. /MY 09/8/2021 | Ky Thuat | Pho Ho6 Chi sana- Sé }rll AV sau 5740
nghiém mién dich Y Luc Tinh Minh g gay
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Cona t 8620 -ngd | khi c6 két qua An 9.900.000
18535NK/ 9| 7. phé Thai | PCR duong tinh: 9 ddng/ hop
TNHH X N Nguyén
BYT-TB- L Ha - 0-6 ngay: A 100 test
Thiét bi N Xuan 20.000
CT é phuong | 50.82%. Thanh | hop/ than
ngdy | o | Trung Liét- | 7-13 ngay: ooa3e73 | T 9| 49.467.000
09/8/2021 Pén & quan Bong | 82.47%. 8301 dong/ hop
® | Pa- Ha Ndi | 14-20 ngay: 500 test
Cong ty 849 Tran | 91.14% ’
18499NK/ | TNHH | Xuén Soan, | >= 21 ngay: Ba Téng
BYT-TB- | Thuong | Phuong Tan | 96.41% Thi Bich 11.806.000
. A A 200.000 A n
CT Mai - Hung, Quan Tuyén hon/than dong/ hop 4 x
ngdy | DichVy | 7, Thanh 0283775 | "oPnang 2 mL
09/8/2021 | Ky Thuat | Pho HO Chi 5740
Atellica IM Luc Tinh Minh
sCOVG QC . S6 20 - ngd A
18535NK/ %‘I)\rl‘g Y | 7-phd Thai Nongén
BYT-TB- il Ha - guy .| 13.508.000
Thiét bi ) Xuan 5.000 hop/ | . .
CT X phuong . . dong/ hop 4 X
5 yte 2 Thanh thang
ngay Trung Liét - 2mL
Phuong A TN A 0243573
09/8/2021 Péon quan Dong 8301
& | Pa- HaNoi
Beckman - Do nhay:
ACCESS | Coulter 0-6 ngay:64.7% Theonhu | 24.824.100
SARS-CoV-2 | Ireland z 2 0 PO A
_ IgM Inc SO 7-14 ngay: 94.5% Ba Vi cau su dong/
TTBYT xét nghiém ’ 18/299/48 | >14 ngay: 99.1% C TP A dung 200 test
, 2 Ireland . e Thi Nhat
khang thé IgM 18585NK/ | C8 DPuong >18 ngay: 100% Minh
khang i rt 585 O | Hoang Mai, | - D6 dac hiu: in
ACCESS BYT-TB- | TNHH \ ’ A, 0906258
Corona (Sars-CoV- Beckman ~ oA Phuong Nguoi hién méu:
7 " | SARS-CoV-2 CT | Kythuat | 002 012
2) str dung trén laM Coulter, 5 N Hoang Van | 99.9% Theo nhu 5319300
may phan tich mién c AL?BR AT Inc., 09?8%%21 Ph am Thy, Quin | MAu chin doan cau sir ddnie omL
dich oR USA Y918 | Hoang Mai, | (Phap): 99.5% dung ong fexsm
Thanh pho | Mau chan doan
A NAHT 3)- 0
ACCESS HaNoi | (My): 100% Theonhu | 6.382.950
Beckman bac hiéu chung: X, X
SARS-CoV-2 Coulter 99 9% cau su dong /
IgM QC ' ' dung 2x3x4mL




19

Inc.,
USA
ACCESS
SARS-CoV-2
TTBYT xét nghigm |19&.UstIS)
khang thé 1gG .|, ~\CCESS
19 the 1 SARS-CoV-2 | Beckman
khang vi rat Coulter
19G (1st IS) :
Corona (Sars-CoV- CALIBRAT Inc.,
2) str.dung trén USA
. AP X OR
may;phan tich mien
dich ACCESS
SARS-CoV-2
19G (1st IS)
QC

- BJ nhay:

0-6 ngay: 71.9%
7-13 ngay: 81.3%
14-20 ngay:
100%

>20 ngay: 100%
- b dac hi¢u:
Nguoi hién mau:
99.7%

Mau chéan doan:
100%

bac hiéu chung:
99.8%

Thgo nhu 21‘.278.250
cau su dong /200
dung test

Thgo nhu 6.02‘9. 100
cau su dong /
dung 6x2mL

Thgao nhu 4.61‘0.550
cau su dong
dung 12x3x4mL
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