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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

S8: 5583 /BYT-TB-CT Ha N¢i, ngay 13 thang 7 nam 2021
V/v danh sach cac sinh pham/trang thiét
bi y té chan doan in vitro xét nghiém
SARS-CoV-2 di duoc cip sé dang ky,
GPNK kém thong tin hiéu nang va kha
nang cung img va gia ban do don vi cung
g cong bd (cap nhat 1an 4)

Kinh gui:
- S6'Y té cac tinh, thanh phd truc thude trung wong
- Céic Bénh vién, Vién nghién ctiu truc thuéc Bo Y té
vay té cac Bo, Nganh

Thuc hién y kién chi dao cta Ban Bi thu, Chinh phu, Thu tudng Chinh phu, Truong
Ban Chi dao quéc gia phong, chong dich COVID-19 theo tinh than phan cp, phén quyen,
chu dong, sang tao, linh hoat phong, chéng dich va thuc hién phuong chdm bon tai cho;

Tlep theo Cong vin s6 5288/BYT-TB-CT ngay 02/7/2021 ciia B Y té vé danh sach
cac sinh pham/trang thiét bi y té chan doan in vitro xét nghiém SARS-CoV-2 da dugc cap sd
dang ky, cap giay phep nhap khau (cap nhat 1an 3).

B0 Y té tiép tuc cap nhat va thong bao danh sach sinh pham/trang thlet bi y té chan
doan in vitro xét nghiém SARS-CoV-2 da duoc cap s6 dang ky luu hanh; cap gidy phép nhap
khau kém theo thong tin vé: don vi san xuat/nhap khau, thong tin tom tat hiéu niang san
pham, kha ning cung vng va gia ban do don vi san xuit, cung rng cong b6 dé cac S
Y té va cac Bénh vién, Vién nghién ctru chu dong lién hé, c6 ké hoach mua sam phuc vu nhu
cau phong, chong dich theo chi dao cua Chinh phu va huong dan ctiia BO Y té (Phu luc dinh
kém - danh sach sé tiép tuc dugc cap nhat khi co thém thong tin).

Dé nghi cac SoY té chi dao ting cudng kiém soat cic san pham xét nghiém
SARS-CoV-2 troi ndi trén thi trrong va hién tuong lgi dung tinh hinh dich COVID-19 dé
nang gia, doi gia, dam bao chat luong va gia ca thi truong.

bé nghi cac don vi san Xuét, nhap khau sinh phém/trang thiét bi y té xét nghiém
SARS-CoV-2 chu dong nguén hang, co ké hoach 6n dinh, dy trix nguyén li€u, ting cuong
san xuat, nhap khau dam bao sd luong, chét luong dap tng nhu cau phong, chong dich
COVID-19 va hudéng din st dung san pham diing theo quy dinh; xem xét giam gia ban sinh
phanytrang thiét bi y té xét nghiém SARS-CoV-2 dé hd trg cho cac don vi chéng dich.

Trong qua trinh thyc hién, néu c6 vudng mic, 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 nhén: TL. BQ TRUONG
- Nhu trén (theo danh sach); VUTRUONG
- B/c B truong (dé b/c); . <

- Céc dfc Thir trudng (dé be); < B VA CONGTRINH Y'TE

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

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

- Céc d/vi san xuét, nhap khiu SPCD/TTBYT xét "
nghiém SARS-CoV-2 (dé th/hién); \—N@u #&n Minh Tuin

- Luu: VT, TB-CT.


mailto:dmec@moh.gov.vn

a. Sdn Xudt trong nudc:
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XET NGHIEM SARS-COV-2
(Phu luc kém theo Céng van so 5583 /BYT-TB-CT ngay |3 /7/2021)

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

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

Tén trang thiét bi Tén Dia chi A A ;Th(.)[] g tlp tonJ A 1A Kha niing Gié ban
P . ’ A ax , R N Tén Cong | tat hiéu nang san Lién hé £ A £
TT chin doan So dang ky | Cong ty Cong ty . X Z . cung cap/ cong bo
in vitro ding ky | dingky | Y samxuat| pham dodonvi than (ddng)
gky 8Ky san xuat cong bo g g
Y o Cong ty -B§ nhay (so sanh
Kh;y :]ht”’ ’;ﬁ(ﬂgh'?m TNHH | véi PCR): 96,3%
m g‘ms g”g/ , | TTB-TT- Cum Cong | Medicon | (80,95% véi
nhguyen ~LOV- 06-21 nghip | (o cong | C30) A
Trueline COVID-19 Ngay Conat Truong An, nohie -b¢ dac hiéu (So Ong Pao
| AgRepidTest | 1832021 | TXBY | x@An | UEMP | sinhvoiPCR): | DinhKhéi | 3120000 | 135000
L (S6 ding . Khanh, 08 AN 110006; 0968031000/ | test/thang | ddng/ test
(Binh tinh phat hién A Medicon n .. xa An " ,
. A ky co gia huyén Hoai . - Ngudng phat 0968031021
khang nguyén SARS- . , \ Khanh, A
x tri 12 buc, Thanh n .. | hién: 0,1 ng/ml
CoV-2 trong mau tha hé Ha Noi huyén Hoai (i kha o
ngody dich ty hiu ciia ang) pho Ha Noi Puc, Thanh v6i khang nguyén
ngudi) hé Ha Noi) | @110 hop SARS-
& p “7 | CoV-2.
b. Nhdp khdu:
o IO A Thong tin tom Kha niang
Tén trang So giay Tén . . Z A« . P
thiét bi/sinh i . | Hang/Nuée | phép | Congty | Piachi | tathiduning | | cunging/ | Giaban
TT X Z Chung loai - A A A Cong ty san pham do | Lién hé thang cong bo
pham chan san xuat nhap nhaP | hap khiu | don vi san xuét (ddng)
do4n in vitro Khiu khiu ip fhdn Vi San i &
cong bo
Trang thiét bi Panbio Cong ty 3 - P9 nhay (so .
ytélasinh | COVID-19 | Abbott | OO9BYT | pnpy | B49Tran | o v6iPCR): | Cao Thi | ungbinh ) 170.000
2 2 . . . -TB-CT Xuan Soan, A v A khoéang 25 dong/ test
pham chan Ag Rapid | Diagnostics \ Thuong . ~ | 98,2% trén Hai Van A ,
1 . . ngay . Phuong Tén | ., A triéu test/ (chua tinh
doan in vitro | Test Device | Korea Inc., Mai - ~_ | bénh nhan co 0913587 . N £
. A . < 02/12/202 : Hung, Quan thang (tuy | thué GTGT
xét nghiém (Nasophary | Han Quoc Dich Vuy A Ct<33. 465 £
) R 0 - 7, Thanh N theo so 5%)
khang nguyén ngeal) Ky - b6 dac hiéu
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vi rat SARS- Thuat | Pho Ho Chi | (so sanh véi lwong don
CoV-2 trong Luc Tinh Minh PCR): 99,4%. dat hang)
dich ty hau
319-C13
Trang thi€t bi LY Thuon > | sanh vdi PCR):
y té la sinh Cong ty yKiét & | 96,3% trén
pham chan TNHH Phuon ’ 15 bénh nhan c6 Phé Tri
doan in vitro Espline Fujirebio | 1267/BYT | Thuong Quéngll > | Ct<30; 100% Phuone | 1.000.000.000 190.000 -
x¢ét nghiém SARS- Inc, Nhat -TB-CT mai ky TP. H CI’ﬁ v6i bénh nhan 028386g8 tleSt/l théng 200.000
khang nguyén CoV-2 Ban 03/3/2021 | thudty Minh c6 Ct<26 6109 dong/ test
vi rit SARS- té Van Phudn ’1 5 |- Do dac
CoV-2 trong Xuan Quéngll > | hidu(so sanh
) . an 11, . 1000
dich miii hong Thanh pho v6i PCR):100%
Ho Chi
Minh
- Ngudng phat
hién (LoD):
: S651,ngo | 312X 10
Trang thi€t bi 205 n’ é%h TCIDso/mL voi
y té 14 sinh ol | mautambong | oo
pham chan SD Congty | duong Xuan | Y 1auvasx Thi
doan invitro | Standard Q | .. 4304/BYT | M9 & 1032 ! 4.950.000
. o Biosensor Co phan DPinh, .. | Huong 1.000.000 A A
xét nghiém COVID-19 Inc/Han -TB-CT & Pu huon TCIDso/mL voi LY test/ than dong/ hop 25
khang nguyén | Ag Test ) 26/5/2021 | ¥ S PUC | PIUONE 3y tam bong y g test
C Quoc Minh Xuan Dinh, A o 0988778
vi rut SARS- A Tk ty hau khi van
i quan Bac 2 790
CoV-2 trong Tir Liém chuyén.
mau ty hau Ha N6 > | - B3 nhay:
Aol 1 84,97%
- b6 dac hiéu:
98,94%
Trang thiét bi . . Tang 2, Toa | - Gi6i han phat R
yiélasinh | 0SS | FIUMASIS | SOMBYT | COM Y | nha B thuoe hign (LoD): 5 x Pham ¢ | 7000000 | 198.000
pham chan AP Vuon wom | 10” test/ thang dong/test
dodn  in Ag Test Han Quoc | 23/6/2021 | HUMAS Doanh TCIDso/mL Thuong




vitro xét IS nghiép, L6 | - B4 nhay: 0903671
nghi¢m khang VINA | D.01, duong | 92,2% 512
nguyén vi rat Tan Thuén, | - Do dac hi¢u:
SARS-CoV-2 Khu Che | 99,6%
trong mau ty, Xuat Tan
hau Thuan,
Phuong Tan
Thuan
bong, Quan
7, TP Ho
Chi Minh
- Gi6i1 han phat
hién (LoD): 3,5
2
Trang thiét bi sée6p, | X 10 TCIDso
té 1a sinh A Duong /mL khi st
yhém chin Cong ty Nehia dung tam bong
dIZ)én in vitro Sugentech TNHH Dl%n truc tiép, 2,8 x Boan
cét nghiom | SGTiHflex | AR | 5045/BYT | Dichvu | oo | 10°TCIDso /ML | Van |3 00000 | 160,000
ctnghiem 1 covip-19 £ -TB-CT | tong hop wons khi str dung tdim | Thuyét S A
khang nguyén Quoc Phac Xa o A test/ thang dong/ test
Vi it SARS- Ag 23/6/2021 | Medaz Quén Ba1 bong trong moi | 0942754
Viét L truong van 699
CoV-2 trong Dinh, Tp. ol
x . Nam \ NTAC chuyén;
mau dich ty Ha Noi, ; )
hiu VigtNam | j001hay:
i 95,07%
- b6 dac hiéu:
99,38%;
Trang thiét bi
y té 1a sinh Cong ty 849 Tran | - Gi6i han phat
2 2 . A SAL. 18
TN | oo | D010 | 1| g | 29200
etn hivém Covid-19 | pjagnostics | 5153/BYT o g o %uén B g Hai Van | khoang 25 (Chui oo
khang nguyen | o amid | Korealne/ | -TB-CT | (tut 1 | gaav 0913587 | tritu | 4 & GTGT
1aNg NGUYEN | Test Device | fan Quéc el RS oL Radb SO 465 | test/thang
vi rat SARS- (Nasal) K¢ thuat | Pho H6 Chi | - Do dac hiéu: 5%)
CoV-2 trong Luc Tinh Minh 99,4%

dich miii




2. Sir dung cung may xét nghiém mién dich:

a. Nhap khau:

Tén
trang Thong tin
t.hl.et ~ . So gidy Tén Cong Dia chi t0n3 tat l}leu Kha nang | Giaban
bi/sinh . . | Hang/Nudc . A A N nang san A 1A , A £
TT 2 Chiing loai . £ phép nhap ty nhap Cong ty 2 Lién hé cung ung/ cong bo
pham ‘ san xuat z " z° A 2 pham do don : . A
P khau khau nhip khau . . £ thang (dong)
chan vi san xuat
doan in cong bo
vitro
10.000-
Lumipulse 200'090
Trang | G sARS- test/ thang
thiétbiy | cov-o Ag tuyknhu 13;'897'890
téchan | \mmunoreac cau dong/ hop
doan in tion (720.000 42 test
VIO X€t | Cartridges A003 Cao be testle
nghi¢m An Binh, s ttiang oo
khang . - congty | 787 Lily Bén Le Thanh [am202D)
nguyén | Lumipulse Fujirebio | 17386NK/B TNHH Bich. Phuon Nohi
virit | GSARS- | Inc,Nhat | YT-TB-CT : VRS | D6 nhay (so & 2.990.000
\ Vietmed Pha Tho Hoa, | 77 ¢ 0912257469 , N N
SARS- Co\_/-2 Ag Béan 27/1/2021 HCM Quan Tan sanh véi (18006244) bu chay dong/ hop
1 | Cov-2 Calibrators Ph. TP. 1o | PCR): 100 % 4x4x0.5mL
dich ty Lumipulse (so sanh voi 3.990.000
hau hodc | G SARS- PCR): 99,3% , X A
dich CoV-2 Ag bu chay dong/ hop
nuée bot Control 6x2ximL
su dung Lumioul 600.000
cung éjrgfg Sse bu chay dong/ hop
may xét CoV-2 A_ 1x20 Ong
ngh{ém Sampleg Cong ty Co 48 - 50M
M Evtraction 17260NK/B | phan sin | Hoang Quoc Bang Nhi [ 60ty chua thuc hién
dich Solution set YT-TB-CT | xuatkinh | Viét, Phuong Nuong ahan Khiu sin phim na
for 18/1/2021 | doanh dwoc | Pha M3, 0653889034 | MP P Y
va trang Quan 7,
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Nasopharyn thiétbi y t¢ | Thanh pho
X swab Viet My | HO Chi Minh
1. XET NGHIEM VAT LIEU DI TRUYEN SARS-COV-2:
1. San xuat trong nuwdc:
Dia chi Thong tin tom Kha
. Ao 4 R Tén Cbng | Cong A A tat hiéu nang Lién hé 9 Gi4 ban
Tén trang thiét bi chan £ oas , < Tén CoOng ty . % ning n £
TT (O, So dang ky ty dang ty . X san pham do % cong bo
doan in vitro . < san xuat . 2 X cung cap/ A
ky dang don vi san xuat A (dong)
kY A £ thang
y cong bo
Bg trang thiet biy te
chan doan in vitro phat
hién RNA ciaa vi rat 372A/8 | Chi nhanh Cong
Corona (SARS-CoV-2) Ho Van ty Co phan
_ . Hué, | Congnghé Viét . , Ong Vii
iVA _ " 4 v -
LightPower “"SARS- | 100000 1DKLH/ | -, Phuomg | A taiBinh | Oi0ihanphdt | o0 e
CoV-2 I*RT-rPCR cong ty hién: 5 ban
. BYT-TB-CT PO 09, Duong . 0813.545.
Kit \ Co phan . 2 1~ | sao/phan ing 470.000
1 ngay con Quéan (1/9A Quoc 16 |~ D6 nhav- 543 3.000.000 ddno/test:
(Phat hién ving gen N | 04/12/2020 NI | Pha 1A, Khu phé > hhay: test/thang &
. LA oo, 7 e ., | nghé Viét n . . 100%;
dac hiéu cua vi rut (S6 dang ky co A Nhuén, | Binh Duong2, |~ D6 dic hicu:
SARS-CoV-2. Xét gid tri 05 nam) Thanh | Phuong An 100?, Y Ac et
nghiém nay duoc thyc phé Hb | Binh, Thanh phé °
hién bang phuong phap Chi Di An, Tinh
Real-time RT-PCR trén Minh Binh Duong)
cac mau bénh phﬁm
duong ho hap)
2 | Bjtrang thiétbjyté | 2000002DKLH/ | Congty 9820 “};(‘) Chi nhanh Cong hifl ;"‘i‘;;fl’hat 600.000 | 300.000
chin do4n in vitro BYT-TB-CT | Cb phan - P10 1 v 6 phin Sao | &1 © P4 test/thang | ddng/test
Vinh sao/phan ing;

1470.000 dong/test v6i don hang dudi 500.000 test; 367.500 dong/test voi don hang tir 500.000 test dén dudi 1.000.000 test; 315.000 dong/test v6i don hang tir
1.000.000 dén 5.000.000 test; 220.500 dong/test voi don hang tir 5.000.000 test.




phat hién RNA cia vi ngay Sao Thai | Hung, | Thai Duongtai | -DPo nhay: Ong
rat SARS-CoV-2 04/12/2020 Duong | phuong Ha Nam 100%; Nguyén
) ) (SO dang ky ¢o Vinh (Khu céng - b6 dac hiéu: Tién
C;g\?i dS_ tfg EI-[ .II.D}%T gia tri 05 nam) Hung, nghiép Pong | 100% Giang
. Quan Van, Phuong 09166013
Duong Multiplex-3 Hoang | Déng Van, thi 88
target génes Version 1.0 Mai, X& Duy Tién,'
(Phat hién vung gen N Thanh tinh Ha Nam,
dac hiéu cua vi rut phd Ha Vi¢t Nam)
SARS-CoV-2. Xét Noi
nghiém nay dugc thyuc
hién bang phuong phéap
Real-time RT-PCR trén
cac mau bénh phém
duong ho hap)
Bg trang thiét bj y té
chan dodn in vitro phat
hi¢n RNA cua vi rat
SARS-CoV-2
RT-LAMP COVID-19 S6 nhé&
KIT THAI DUONG 92, ph6 | Chi nhanh Cong
Version 1.0 Vinh | ty Co phan Sao Ong
i A A AL Hung, | Théai Duongtai | - Gidi han phat x
Phét h I N : . T
(Phat hien vatlieudi | prp rr 1659 | phuong |  HaNam | hién: 10 phien | Nguyén
truyen (RNA) cua vi | o0 oorsiz021 | COMIY | “Vaon (Khucong | ban/phan img: Tien
rat SARS-CoV-2. Xét (ng'))één oo, | Cophan | onis Bérgl ) ";)6pn§a e, Giang | 300.000 | 385.000
nghiém nay duoc thyc | 0 12g th}f Sao Thai 1 V% 'Sh ng 100%: o 09166013 | test/thang | ddng/test
hién bang phuong phap gatn ang) Duong Qu\an an, L IUONE o 88
o x Hoang bong Van, thi | - B dac hi¢u:
RT-LAMP tir mau dich . ~ a
A <X Mai, xa Duy Tién, | 100%
hau hong hoac mau s , \
. N o Thanh tinh Ha Nam,
dich ty hau ngudi sau hé T Viat N
khi tinh sach. Két qué pho Ha i6t Nam)

cua xét nghiém nay
phai dugc phéan tich
cling v&i tat ca cac két
qua xét nghiém lam
sang khéac.)




Bé trang thiét bi y té
chén dodn in vitro phdt
hign RNA cua vi rat
SARS-CoV-2 S6 nha
Real-time RT-LAMP 92, phd | Chi nhanh Céng
COVID-19 KIT THAI Vinh | ty C6 phan Sao | _ Giét han ohit
DUONG Version 6.0 Hung, | Thai Duongtai | .. o0 P12 -
| TTBTT-11-21 huon HaNam | hien: 0.67phien | Ong
(Xet nghiém phat hi¢n Noay 20/5/2021 Cong ty pV~ hg (Khu con ban/uL; Nguyen
RNA ciia vi rit SARS- sg‘}:r o o | Cophin | m V) B‘Ag - D¢ nhay: Tién 300.000 | 385.000
CoV-2. Xétnghigm nay | (S0dangkyco | o im0 | Hung, | nghiép Bong | o5 14, Giang | test/thang | ddng/test
duoc thyc hign bing | ittt 12thang) | py o0 | Quan | Van, Phudng ) “pys'pr0 s | 09166013
. . Hoang | Dong Van, thi N
phuong phap Realtime Mai %3 Duv Tién 100%; 88
RT-Lamp trén cac mau O , y '
dich hau hong, dich ty Thanh | tinh Ha Nam,
hau cta ngudi. Két qua pho Ha Viet Nam)
caa xét nghiém nay phai Noi
dugc phén tich cung véi
tat ca céc két qua xét
nghiém I&m sang khéc)
B trang thiét bj y té Khu | Céngty Co phan | - Xét nghiém
chén dodn in vitro xét Cong Dugc pham mau riéng lé:
nghiém ARN ciia vi rat nghiép | AmphaOnco - | + Gidi han phat
SARS-CoV-2 Cong ty Nhon | Chinhanh KCN | hién: 7,2 ban A
Cophan | Trach Tén Binh sao/phan tng. Ong
AMPHABIO HT- TTB-TT-07-21 Dugc 3, xa (20BL63, |+ Do nhay: Phong 600.000 | 179.800
HITHROUGHPUT (S6 dang ky co 2 A N o 09034213 | test/than ddne/test?
PCR COVID-19 KIT | gia trj 12 thang) | , Pham | Hiep | Duong CN1, 1 100%. g | dongftes
Ampharco | Phudc, Khu cong + Do dac hiéu: 13
(binh tinh phét hién vi US.A huyén nghi¢p Tan 100%.
rat SARS-CoV-2 trong Nhon Binh, P.Tay - Xét nghiém
mau bénh pham duong Trach, | Thanh, Q.Tan | gdp mau (100
ho hap trén, duong hd tinh | Pha, Thanh phd | mau):

2 Str dung cong ngh¢ gop mAau vong 2, véi s6 luong phan tng kit phat hién (Detection) bang 20% sé kit tién khuéch dai (Pre-amplification). Cu thé don gia timg thanh
phan: )

1) B9 tien khuéch dai gen vi rat SARS-CoV-2, AMPHABIO HT-HITHROUGHPUT PCR COVID-19 PRE-AMPLIFICATION KIT :139.000/test

2) Bo phat hién vi rait SARS-CoV-2, AMPHABIO HT-HITHROUGHPUT PCR COVID-19 DETECTION KIT : 204.000/test



hap dusi dya trén k§ Pong | HO Chi Minh, | + Gidi han phat
thuat khuéch dai axit Nali, Viét Nam) hién: 6,4 ban
nucleic theo nguyén ly Viét sao/phan ung.
nested hetaplgx PCR va Nam) + D0 nhay:
phan tich pho bien tinh 98,7%.
cua san ph@m khuéch + Do dac hiéu:
dai. San pham sur dung 100%
xét nghiém theo ch[én
lugc gop mau, c6 the &p
dung xét nghiém mau
riéng 1¢)
Bé xét nghiém dinh
tinh RNA SARS-CoV-2
MULTIPLEX o
SARS-CoV-2 Cong ty Co phan
Detection Kit Brilitas
TN 64 Pharmaceuticals . ,
(Bﬁ )_(et\nghlem gfslt::[llzn Cong ty Cé | Truong o 6.07. L il'(:;lmzhaz phat Ong
aving gen ORISa0 | g 179301 | phan | Binh, | (Xuong .07, LO | hign: 23,49 Nguyén 196.700
va gen N cia SARS- N ot Phue L2, dguong Long | copies/ul; . X A
i Ngay 13/7/2021 | Brilitas uong A Pirc Toan dong/test
CoV-2 trong mau bénh P 07 Hau, Hi¢p - D6 nhay: 1.600.000
2 \ (Sé dang ky co | Pharmace ’ . o 028.3950 (chua bao
pham dich ty hau dya S g tical Quan 3, | Phudc, KCN | 100%; ot | test/thang Y
trén ks thua X . | gia tri 12 thang) | uticals Al 3, A 1. 1.~ | 0988 hoic gom
rén ky thuat khuéch dai Thanh Long Hau, - b6 dac hiéu: 03846205 VAT
dang nhiét trung gian phd Hb huyén Can 99,1% 60 )
vong lap két hop budc Chi Giugc, tinh
phién ma nguoc Minh Long An, Viét
(RT-LAMP). San phdm Nam).
su dung trong xét
nghiém sang loc nhiém
SARS-CoV-2)
H¢ théng xét nghigm | 1TB-TT-14-21 | congty | 503 | Congty TNHH | . Gigi han phat | Ong Tuén
dinh tinh RNA Ngay 13/7/2021 | TNHH | dwong | Mot Thanh Vién | pian. 19, 58p %82 100.000 | 170.000
SARS-CoV-2gom: | (Sodangkycé | Mot | 30/4, | SinhHGaPhU | copies/pl; 9481886 | testthang | dong/test
gid tri 12 thang) | Thanh | phuong Sa | (chua bao
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duong ho hép trén (hdn
hop dich hong, dich stc
hong), dudng ho hip
duéi (dom, dich phé
nang, dich ndi khi quan,
dich mang phoi...) dua
trén ky thuat RT-PCR
co ban va hé théng
SPOTCHECK doc san
pham khuéch dai. San
pham sir dung trong xét
nghiém sang loc nhiém
SARS-CoV-2)

B§ xét nghiém dinh tinh Vién Sinh | Hung (166, duong - Do nhay: gom
RNA SARS-COV-2, HoéaPht | Loi, N gu’yén van | 88%: VAT)
chiing loai: READY Sa quan Cur, phuwong An | Do dac
SCoV2 SCREENING Ninh | gt an Ninp | 116u:100%

A e o \ A ’ quan in
KIT; Thiét bi u va doc Kiéu, Kiéu, thanh phé

két qua: thanh | "3 T Viat 15-20 | 130.000.000
SPOTCHECK SC48 phd Nam) thiét bi i | dong/ thict

Can vadockét | biuva

(Phat hi¢n SARS-CoV-2 Tho qua/thang | doc ket
trong mau bénh pham qua (chua
bao gobm

VAT)




2. Nhap khau:

11

Tén trang S6 gif Théng tin tom tit
thiét bi/sinh . Hang/ g1 4Y | Tencong | Dia chi ng tin fom Kha ning | Gia ban
U Chiing o phép A N hi¢u nang san A R A I
TT | pham chan . Nude san A ty nhap cong ty x . .| Lién h¢ | cung ung/ cong bo
(s loai I nhap X A 2 | pham do don vi sdn A A
doan in xuat 2 khau nhap khau Ao oon X thang (dong)
. khau ‘ xuat cong bo
vitro
- G161 han phan tich:
LoD udc tinh cta Co s3n v6i
mo hinh Probit 95% s6 luong
1a 25 ban sao/mL ey o
cobas® Tine 27 (95% CI: 17 — 58 gidi han tai 55000000
SARS- AT I ' khohang | dong/bo
Trane thidt | CoV-2 Toanha | ban sao/mL) cho 051 dia. D 1972 test
i e Pearl Plaza, | SARS-COV-2 (Bich | g, | i =
d(;é}lll in vitro Roche 16266NK/ Cong t S61A Bién | 1) va 32 ban sao/ml| Truong | ci nhuli:ffl
an in vi BYT-TB- 9Y | BienPhu, |(95% CI: 21— 73 'ong | cap nii cay
xét nghi¢m Molecular TNHH \ X Thi TO | vugt qua so
1 2 CT Phuong 25, | ban sao/mL) cho
Vit Systems, nga Roche Quan Binh | pan-Sarbecovirus Hoa luong
Corona Inc./M§ 98Y | viet Nam : par 09734 | thdng
. 19/8/2020 Thanh, (Pich 2) A
dung cho cobas® X z N s 1A A 01.035 thuong,
méy PCR Thaph pho | - B dac hi¢u phan khach hang
SARS- HO6 Chi | tich: khong phan 3 cun 8.000.000
CoV-2 Minh | tng chéo véi cac vi G el | dong/ hop
Control rat, vi khudn dudong capthons 1 16 x 1ml
Kit hé h ép tin truoce it
- P nhay, d6 dic nhat 4 tuan
hi¢u: 100%
X - Gi61 han phat hién: A 10 triéu
girant% gllqlaertl Genesig PrimerDesi 15479NK/ Congt duc‘y?lDzBGach 0,33 copies/uL. Trourc]y% test/thang
lytechan | g poal- 9| gyr-TB- | N9 g BACh |55 dac higu phan M8 | (Pathang | 51.000.000
doan in vitro . n Ltd /Anh Co phan Mg, P.15, | , ~ X Hoai A X A
. n Time X CT A tich: khong phan - 2-3 tuan). dong/ hop
2 xét nghi¢ém Quoc X thiét biy Q.10, . e A X Vi i,
o PCR ngay X x e x .. | ing chéo v&i mot sO Hién tai co 96 test
vi rut t¢e Vimec | TP.HOChi | .2~ . 2 028386 A
Assay 27/5/2020 . vi rat, vi khuan 8 hop 96
Corona Minh \ A1 4 40888
duong hé hap test
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dung cho

- B4 nhay, do dac

67 Phd Ba
A ‘At QRO o
may PCR I5363NK/ | g | Quang, hi¢u: 96% Nguy3n
BYT-TB- | npp | Phuong2, Thi | 480.000 | 48.000.000
CT . Quén Tan Thanh . A A
s Toyu Viét N test/thang dong/bo
ngay Nam Binh, Tp. Hoa
271412020 Ho Chi 0906.3
Minh 67.955
196/1/22
A Cong Hoa, s 1A
15673NK/ | on9 Y| Phudng 12, B o0,
Abbot BYT-TB- | oP7"0 | Quan Tan £ | 40000 57.600.000
.. | RealTime cT y nghe Binh - Gi6i han phéat hién: | Que OOTEST | 4ang/ hop
Trang thiét SARS-COV/A . va Cong x| 100 copies/mL Chi (hop 96 X
bi v t& cha 0 Abbott ngay ~ ~.%_ | Thanh pho copiesim 96 test
1y t€ chan 2 0 nghé Cudc A L - Db dic hiéu pha 0986.6 test)
P 08/6/2020 % HO Chi 0 dac hicu phan
doéan in vitro .. | Molecular sén ; : A \ 83.307
: .~ |Amplificatio g Minh. Viét | tich: khong phan
xét nghiém Inc., Hop A f otr Ay A
2 n Reagent , X Nam ung chéo vé1 mot s6
Vi rut - Chtng Quoc e 2
Kit; Abbott . £ vi rut, vi khuan
corona | poarmime | Hoa Ky SO 101 -B8 | 4 sna hé hé On
ding cho | e S 15369NK/ Lac Trung, | SO0 0 ML o e, | 30.000
méy PCR BYT-TB- | Congty |P.VinhTuy, || .10 5 ay> G0 EUYCN | test/thang | 57.600.000
2 23X . oo | hiéu: 100% Van . . A
. CT Co phan Q.Hai Ba - (hop 96 dong/ hop
Control Kit s . . Diing
ngay Bio-med | Trung, Ha 09369 test) 96 test
271412020 Noi, Viét :
95.677
Nam
S017,
Trang thift 4 KOG Gia | 200 copiesmL. 260,000
bi y t& chin Congty | - ®>Ma copies/m Ong ddng/test-
PR 15556NK/ Hoa, Ap 5, | - B¢ dac hi¢u phan :
doén in vitro TNHH « LA \ Nguyén 390.000
, A SQD52- BYT-TB- R XaPhong | tich: khong phan Z A
xét nghiém _ Solgent Co., Cong . , PV Tan | 40.000 test/ | dong/test
= K100; . z CT o Phu, ung chéo véi mot s6 . \ N
vi rat Ltd, Han Quoc 5 Ngh¢ Sinh N AR 2 Huy thang (tuy thude
ngay H.Binh vi rut, vi khuan X .
Corona hoc Khoa . X A1 A 028.37 s0 lugng va
X 26/5/2020 Chanh, duong ho hap P
dung cho Thuong hanh pho 5 nhav. do d3 612606 dieu kién
may PCR Thanh pho | - Do nhay, do dac thanh toén)
HO Chi | hi¢u: 100%

Minh




13

v 489A/23/18 | - Gidi han phat hién:
Trang thiét . . 3
biy t chan ) 3 Huynh | 4 copies/uL Ba_
dodn in vitro 15577NK/ | Congty Van Banh, | - B¢ dac hiéu phan | Nguyén
. n . BYT-TB- TNHH Phuong 13, | tich: khong phan Thuy 35.000.000
xét nghiém Kogenebiotech, A A . A NN n 1.000.000 X n
i R6900TD . x CT Cong ngh¢ | Quan Phu | tng chéo véi cac vi Mong , dong/ hop
vi rat Han Quoc s inh hua ot vi Khud X A test/ thang
Corona ngay Y sin Nhuén, | rat, vi khuan duong | Huyén 100 test
ding cho 27/5/2020 | Nam Anh | Thanh pho | hé hap 091281
s gp R HO Chi | - P nhay, do dic 7802
y Minh | hiéu: 100%
100.000
) test/ tuan
Trang thiét - R (tuong ung
. H 2 LiliF™ Thon A S
biytechan | covip | iNRON | 1567INK/ | .. Phuong | - Gidi han phat hign: | On9 | Khoang ) $50.000
doan in vitro . Cong ty x . Trinh 400.000 dong/test-
. A 19 Real- | Biotechnolog | BYT-TB- Hanh - xa | 1000 copies/uL . .
xét nghiém | . TNHH A i A A as LA TNA Ba test/ thang) 440.000
.o time RT- y CT A Tan Tién - | - B0 dac hiéu: - Bo N N A 3
vi rat . R N Thiét Bi R NPT, Binh Ludn san dong/test
PCR Kit Inc./Han ngay huyén nhay, do dac hiéu : \ \ £
Corona X B.D.E 024.66 sang (tuy theo so
N (IPH2150 Quoc 08/6/2020 Chuong | 100%
dung cho 5.50) MY, Ha Noi 807528 50.000- luong)
may PCR ' Y, C 100.000
test trong
kho
- G161 han phat hién:
S 51, ngd 0,5‘ coplgs/pkL d1?h
Trang thiét 205, ngach | duong ho hap trén
Y S ! (ABI7500 , LC480); N
bi y t€ chan STANDAR 323/83, . . Ba Vi
. ™ 15865NK/ A N 0,25 copies/uL dich .
doén D'MM . Cong ty dudng . AT A LA Thi
o . SD Biosensor | BYT-TB- 2 A . duong ho hap trén 28.901.376
in vitro xeét nCoV Co phany | Xuan Dinh, | . Huong 250.000 X A
A . Inc., CT oy \ va 0,125 copies/uL ., . dong/ hop
nghiém vi |Real-Time Han Qué naa te Puc phuong (i dich duone ho Ly test/ thang 96 test
rut Corona | Detection 0¢ gay Minh Xuéan Dinh, VoL dich duons 1o 098877
. ; 09/7/2020 i hap dudi (CFX95);
dung cho Kit quan Bac A x o 1A n 8790
, o - B¢ déc hi¢u phan
may PCR TuLiem, o khong phan
Ha Noi - xhong p

ung chéo véi mat s6
vi rat, vi khuan

350-30.000 test: 440.000 ddng/test; 30.000-50.000 test: 400.000 dong/test; 50.000-100.000 test: 370.000 dong/test; >100.000 test: 350.000 dong/test
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duong ho hap
- B§ nhay, d¢ dac
hiéu : 100%

Lo 8-
CN18, Khu
cong nghiép
Khai Ba
15895NK/ | . 2 X
BYT-TB- | C0ngtyco | Quang, Nguyen 44.100.000
phan cong phuong Thi Ta | 60.000 test/ A A
CT N . . , dong/hop
X nghé Khai Minh thang
ngay Lavitec | Quang 008233 120 test
v 09/7/2020 . '+ | - Gioi han phat hién:
Trang thiét thanh pho . 1684
A S N . 380 copies/mL
biy t€ chan Vinh Yén, PN A
S SARS- , - - B¢ dac hi¢u phan
doan in vitro tinh Vinh , N .
. A COV-2 R- . . . tich: khong phan
xét nghi¢ém GENE (M4 BioMerieux Phac tine chéo véi mat sé
vi rat X 2 | SA -France 23 Pai Lo g cheo v
Corona san pham: Poc Lap vi rat, vi khuan
N 423720) P duong hé hap
dung cho Khu céng - D6 nhav. d6 dic
may PCR 16945NK/ nghiép Viét > Tiiay, <0 B
R hiéu : 100% Ta
BYT-TB- | Congty Nam- Minh
CT TNHH Singapore, Cuon 6.000 367.500
ngay DKSH phuong 09131%1 test/thang dong/test
26/11/202 | Viét Nam | Binh Hoa,
A 9845
0 tp.Thuan
An, Tinh
Binh
Duong
Trang thiét | VIASUR S6 51, ngs | - G101 han phdt hién:
R S , 10 copies/phan tng N 28.502.400
biy té chan | E SARS 205, ngach R Ba Vi X A
S 16169NK/ R - B¢ déc hi¢u phan . dong/ hop
doén in vitro | CoV-2 cong ty 323/83, P \ Thi
, A CerTest BYT-TB- e N tich: khong phan 96 test
xét nghiém Real . Co6 phan y duong . . .. .. « | Huong | 50.000 test/
2 . Biotec,S.L., CT oy ATV ung chéo véi mat s6 . .
vi rut Time A X te Puc Xuan Dinh, | .27 7. 2 Ly thang
Tay Ban Nha ngay . . vi rut, vi khuan 19.005.840
Corona PCR Minh phuong \ A1 A 098877 A A
N . 19/8/2020 o duong hé hap dong/hop
dung cho | Detection Xuén Dinh, | - D6 nhav. d6 dic 8790 48 test
méay PCR Kit quan Béc > hay, €0 ¢

hiéu : 99%
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Tu Liém,
Ha Noi
S651,ngd | ... o
Trang thiét AccuPo 205, ngach 25? (1::)1 }il:; phlet gfn'
biytéchin | wer® L6170NK/ 323183, | T dhc sy opa | Ba Vi
doan in vitro | SARSCO . Congty | duong Xudn |, o o MEUD Thi
. n Bioneer BYT-TB- Fe : tich: khong phan 15.250.200
xét nghiém V-2 . CO phan y Dinh, . . o .« | Huong | 50.000 test/ X A
10 = Corporation, CT foiy . ung chéo véi mot s6 , , dong/ hop
vi rat Real- \ X s te Puc phuong N Ly thang
. Han Quéc ngay - A vi rat, vi khuan 50 test
Corona Time Minh Xuén Dinh, \ A 1A 098877
N i 19/8/2020 A oL duong ho hap
dung cho RT-PCR quan Bac | D6 nhav. d6 dic 8790
may PCR Kit Tir Lidm, |0 ay, GO
Cras hiéu: 100%
Ha No1
- Gi61 han phat hién:
4,167 copies/ml
- b6 dac hi¢u phan
& tich: khong phan
rang (hict $620-ngd | img chéo voi motsd | o 30.500.000
tyfech 16379NK/ | Congty |7 -phé Thai | vi rat, vi khuan g ddng/ hop
doan in vitro | Allplex N \ A1 A Nguyen
R BYT-TB- | TNHH Ha- | duongho hip ) 100 test
11 | xet r_1gh1¢m 2019- | Seegene Inc., cT Thiét bi y phuromg - Do nhay: 100% Xuéan | 40.000 test/ (Bao gom
vi rat nCoV Han Quoc 5 X : 2 A Thanh thang ~ A
Corona Assay ngay t€ Phuong | Trung Liét - | - D6 déc hi¢u: 024357 vat tu tiéu
dina cho 19/8/2020 Dong quan Pong | +93,07% (mau hat 38301 hao chay
ma gP CR Da - Ha Noi | mii hong, dich phét may)
y hau va miii hong va
rira phe quan)
+ 96,84% (mau
dom)
Trang thiét Allplex 3620 -nas | - Gidi han phat hién: i 321081510%10600
biytéchin | SARS- 16984NK/ | oo |70 Thgi | 5000 copies/ml ONg | 900000 |  100tes
dodn in vitro | CoV-2 BYT-TB- TNElHy M " | - Do ddc hiu phan | Nguyén | 0/ o | (Bao gbm
12 xét nghi¢ém Assay | Seegene Inc., CT Thiét bi huon tich: khong phan Xuan VAt tugtiéu
virit | (RV1024 | Han Quéc ngay | epr Y | PR | ing chéo voi motsd | Thanh o cha
SARS-CoV- |  8X) 26/11/202 | © p & quangf)éhg vi rat, vi khuan 024357 méy) Y
2n?:”gég° Allplex 0 Pa - Ha Noi ‘_i‘g%nﬁh};" }-1311)00% 38301 —ang 1y 15.250.000
y SARS- Y Y - chua thyc | dong/ hop
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CoV-2 - b0 dac hiéu : hi¢n nhép 50 test
Assay 96,7%. khau san (Bao gobm
(RV1024 pham nay | vat tu tiéu
7Y) hao chay
may)
A - - Gi61 han phat hién:
Trang thiét | Alinitym £ : ;
biy té chin [SARS-CoV-{  Abbott | 80101 -B8 100 copies/imL. Ong
doan in vitro | 2 Molecular | 12309NK Lac Trung, | - Do ddc hicu phan | ¢ x| 100 000
. n . BYT-TB- | Congty | P.Vinh Tuy, | tich: khong phan b ey 115.200.000
xét nghiém | AMP Kit; Inc., Hop s . . oz Vian test/thang X A
13 o .. , Z CT C6 phan Q.Hai Ba | ung chéo véi mot s - N dong/ hop
vi rut Alinitym | Chung Quoc \ . Co 2 Diing (hop 192
. ngay Bio-med Trung, Ha | vi rat, vi khuan 192 test
Corona  |SARS-CoV-  HoaKy e e \ A1k 0936.9 test)
N 27/4/2020 Noi, Viét | duong ho hap
dung cho 2 5 oh . 95.677
may PCR | CTRL Kit Nam | - Do nhay, 40 dac
hiéu : 100%
Trang thiét 1copy 307/28/9 i
biy & chan |COVID-19 Congty | Puong 100-50.000
doén QPCR 17644nkg | TNHH | Neuyén | e ohdt hign: | NIUYEN t‘iﬁﬂ iﬂiﬁg
in vitro xét | Triplex Kit Thuong | Vian Khi, o1 1l PRat AER: | y e 300.000
. . ~ 1Drop Inc., | BYT-TB- g . 5 copies/phan tng nhu cau A 4
14 nghi¢ém vi | (Masan . X mai Dich | Phuong 8, o A 1x Nhung dong/ test
5 2 Han Quoc CT PN - B§ nhay, d¢ dac
rat SARS- pham 03/3/2021 vu Quan Go hicw * 100% 034300 Hién lur
CoV-2 ding M23MD100 MEDIVIS | Vép, Thanh | o0 +°07° 1350 on
. LT s kho: 100-
cho may T) ION pho Ho Chi 10.000 test
PCR Minh '

4300.000 dong/ test voi so lwong 1-20 hop 100 test ; 240.000 ddng/ véi s6 lwong 21-99 hop 100 test (Mua 4 tang 1, hd trg cho muon may tach chiét (néu don vi can);
225.000 ddng/ test voi sb lwong >100 hop 100 test (Mua 3 tang 1, hd trg cho muon may tach chiét (néu don vi can)
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- Gi61 han phat hién:
82A de]?]-C(?h\g- 500 copies/ml (dbi
méy %ang , véi SARS-COV-2):
thidt by t& | OlAstat- | QVACEN ) 8620 -ng0 | - Khong phin img | &, 17.600.000
2 b GmbH, Congty | 7-pho Thai | chéo vai mot so vi X A o
chan doan in Dx® 17907NK/ X e 2 N Nguyén dong/ hop 6
DA . Germany TNHH Ha - rut, vi khuan duong p
15 phat hi¢n  |Respiratory hodic BYT-TB- Thiét bi huon ho hé Xuan 1.800 test bao
SARS CoV- | SARS- : cT ,etbly | phuong ap Thanh | test/thang | gdm vat tu
N . STAT-Dx te Phuong | Trung Liét - | - B9 nhay : 94,32% i
2 va 2l tac CoV-2 . 22/4/2021 . A INA X, 024357 tiéu hao
A 1A 1A Life S.L., Dong quan DPong | (d61 véi SARS COV .
nhan ho hap Panel A h L NGi | 2): 38301 chay may
khac ding Tay Ban Nha Da - HaNogi | 2); '
cho méa - D ddc néu
oCR y £ 90,48% (dbi v6i
SARS- COV-2)
III. XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:
1. Test nhanh:
a. Sdn Xudt trong nuoc:
) Thong tin tom Khi
Tén trang thiét bi ] Tén Dia chi | Tén Cong | tat hi¢u nang nin Gi4 ban con
TT chan doan So dang ky Congty | Congty ty san san pham do Lién h¢ & ,bah cong
- < , < , A . o cung cap/ bo (dong)
In vitro dang ky | dang ky xuat don vi san A
FOA £ thang
xuat cong bo
Khay ths xét nghiém ~ ,
S N - h
, I N ién: 150ng/ml 92.400 dong
IgM, 1gG khang vi rut Cong TNHH AN 2
oA . v6i khang thé test (chua bao
SARS-CoV-2 nghi¢p Medicon . L
True e khang 19gG One P3 gom vat tu,
Trueline COVID-19 | TTB-TT-08-21 | .. ruong MM khang SARS- g Hao. phu kién)
. 5 congty | An,xa Cong o U Dinh Khoi
1gG/IgM Rapid Test | Ngay 20/5/2021 A CoV-2va 3.120.000
1 L (Sé dang ky co |  \NHH AN nghiep | yoh ol vei  |02880310007 1 o ihang | 97.650 déng/
(Dinh tinh phat hién >0 cang y Medicon | Khanh, | Truong e/ 0968031021 ' 2
. 2 gia tri 12 thang) n « khang the IgM test (bao gom
khang thé (IgG/IgM) huyén | An, xa An khand SARS- At . ph
khang vi rt SARS- Hoai | Khanh, | 0% il G
CoV-2 trong mau toan b, huyén | Danh ei ién)
phan, huyét thanh hoac Thanh | Hoai Drrc, h.Aan L gla
huyét tuong nguoi. feu hang san
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San pham str dung phé Ha | Thanh phé | pham trén cac
trong giam sat huyét Noi Ha No6i) | mau lam sang
thanh hoc, giam sat da duoc xac
dich t& hoc xac dinh nhan am tinh,

tinh trang phoi nhiém duong tinh véi
v6i SARS-CoV-2 va hd SARS-CoV-2
trg chan doan & giai bang PCR:
doan sau 7 ngay khoi + Do nhay: 7
phat) ngay sau khoi
phét 12 40%, 8-
14 ngay sau
khoi phat 1a
91,00%, > 15
ngay sau khoi
phat la
97,69%;
+ Do dac hiéu
tuong quan:
100%;
Khay ths xét nghiém P ,
dinh tinh khang thé Trung tam | 7 11 han phit
, ., < ién: tai ham
khang vi rat SARS- Nghién lrong
CoV-2 clru san lObng mL
xuat vac
Polyvac COVID-19 Trung 135 Lo xin va (1ng/XN)

Ab Rapid Test/ tam Biic sinh phim khang thé
IVD.Rapid.CoV-2 Ab | TTB-TT-12-21 | Nghién | oo yft’é khang protein Ong
( Binh tinh céc khang Ngi}ly il.8/6/2’02,1 c&}l sétn Hai Ba N cua SABS- Nguyén 200.000 ;3.017;375
thé IgM/IgG khang Vi (iotgafzgtﬁrfo) XAV | Trmg, | 418 Vinh Cov 2 K% | DangHién | test/thang | 1O/ };%P (25
rit SARS-CoV-2 trong | &1@ ! g . Thanh | Hung, |d%399¢Ma 10913236890
mau huyét thanh/huyét sinn phdé Ha | Phuong thuong 1a (+)
twong nguoi dya trén phaﬁn y Noi Thanh Tri, | V2 .ChO‘VaCh T
nguyén ly sic ky mién te Quan | Yorcuong do

dich. San pham sir Hoang | mau= 15
dung trong giam sat Mai, mA,bS' .

huyét thanh hoc, giam Thanh phd | , banh gid

sat dich té hoc xac dinh

hi€u nang str
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tinh trang phoi nhiém Ha Noi, | dung Elecsys
vé6i SARS-CoV-2 va hd Viét Nam | Anti-SARS-
tro chan doan ¢ giai CoV-2 lam
doan sau 7 ngay khoi tham chiéu:
phat) + Do nhay:
94,9%
+ D0 dac hiéu:
98,79%
- Banh gia
hi€u nang str
dung phuong
phép RT-PCR
lam tham
chiéu
+ D0 nhay:
91,06%
+ D0 dac hiéu:
98,79%
b. Nhdp khdu:
Thong tin
Tén trang o Diachi | o™ tat
thiét bi/sinh ~ , So giay Tén Céng 2 hi¢u ning Kha ning | Gia ban
TT | pham chian | Chiing loai Hang/Nuge phép nhip | ty nhip congty | in phim | Liénh¢ | cungimg/ | cong bd
dodn in san xuat khéu khiu nhap | 4o dom vi thang | (déng)
. khau N X
Vitro san xuat
cong bd
Sinh pham 286,
chan doan Duong -Dbo
invitroxét | SARS-CoV- A Giai nhay:
nghiém | 2 antibody GW%ZOU 16?%’_%?' ?ﬂﬂ Y | Phong, | 86.43%, Ong Vi | 4 000,000 | 150000
1 khang thé Test (lateral Bi s Phuong | do dac Hoang Viét R dong/
iotechCo., ngay Avanta e test/ thang
lgM/19G Flow Ltd/trung Qué 27/312020 | Diaanostics Phuong | hiéu: 0983.348.468 test
trong huyét Method) fung Luoc 9 Liét, Quan | 99,57%.
thanh, huyét Thanh
tuong, mau Xuan,
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toan phan Phuong
nguoi Liét,
Thanh
Xuén, Ha
Noi
-bo
nhay:
+IgM: 5-
10 ngay
khoi phat:
16%; >15
ngay:
75%
Sinh pham Tang4sd | + IgG:
chan doan Covid-19 Shor nha ;1 ngd ;ﬁS ng}?y
in vitro xét enzhen A 27 duon i phat:
nghiém (C2:Ol9-nC_oV) Lvshiyuan 1920/BYT- cong ty Vi Ngocg: 62,50;; Ba Truong Cong ty chua thyc
. 2 oronavirus . TB-CT TNHH A s D  n A 2 o
khang thé IgG/IgM Biotechnology ngay Duroc pham PhE}n, - ?(_) da’c Thi Phuc hién nh?p k}}au san
IgM/IgGA’ Rapid Test Co., Ltd/A Trung 06/4/2020 Phic Son P’huong hlc}l: c6 0978.297.789 pham nay
trong huyet Kit Quoc Lang Ha, | phan tng
thanh, huyét Quan Pong | véi khang
tuong nguoi Da, Ha Noi1 ‘:(I;]é IgG .
ang vi
rat
Dengue
(Theo
danh gia
cua

NIHE)




2. Sir dung cung may xét nghiém mién dich/Elisa:

a. Sdn Xudt trong nuoc:

21

: Thong tin tém tit Kha
Tén trang thiét ) Tén Pia chi | Tén Cong hiéf niine sin nang Gia ban
TT| bichin doan S6 ding ky Congty | Congty | tysin b do do’i e | Liénhg cung | cdngbd
in vitro dingky | dingky | xudt |P At o b cAp/ (ddng)
g thang
Bg trang thiét by
y t?t Ch“’; ,‘i"ﬁ’f in - Gi6i han phat hién:
vitrop a; Ien Kha nang phat hién
k::ﬁng th‘f 19G khang thé IgG
ang vi rat khang vi riit SARS-
SARS-CoV-2, Trung_tém CoV-g2' 1 tuan sau
IVD.CoV-2 IgG Ic\lu?uhéig khoi phat 13 34,15%:
PR ) £, L ngay 8-14 sau khoi
(Phat hién khang xuat vac hat |2 -
thé IgG khang vi in vasinn | Phat1a 92,05%: 2
g g Trung + | XInvasin A R
r(t SARS-COV-2 Am 135 L0 phém y t& tuan sau khéi phat 1a
t 1 2100093DKLH/BYT- - brc, 97,97%.
rong huyet thanh, TB-CT Nga Nghien | ian _Danh gi4 hiéu nang | » S
huyét twong A ciusan | S| (@18 vinh |~ O] ES MU B0 Ong Nguyén | 200.000 | 7.900.200
1 ngudi bing , ooRIeRet | xudt vée Hung, NS & Ce8y , | PangHien | test | déng/bo
huone pha (So dang ky co gia tri A Trung, Phue Anti-SARS-CoV- 0913236890 | tha 96 test
PGS phap 05 nam) xin va Thanh YIS | 1am tham chidu: ang e
ELISA. sinh <+ | Thanh Tri, . i
S P 2 pho Ha n + D0 nhay: 98,57%
an pham sur phamy N Quan A ax 1Al
. £ Noi X + Do dac hiéu:
dung trong giam te Hoang 99 69%
sat huyet thanh Mai, i lé'nho 4 hicu 0
hoc, giam sat dich Thanh phé | anhi gla hied hang
£ hoc x4c dinh HaNoi, | S dung phuong
: i °L | phap RT-PCR Iam
tinh trang phoi Vi¢t Nam) P

nhiém v&i SARS-
CoV-2 va ho trg
chan doan ¢ giai
doan sau 7 ngay
khai phat.)

tham chiéu

+ D0 nhay: 86,42%
+ Do dac hicu:
100%
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Bé trang thiét bi
y té chén dodn in
vitro phat hi¢gn
khang thé IgM
khang vi rat
SARS-CoV-2,
IVD.CoV-2 IgM

(Phét hién khang
thé IgM khang vi
rat SARS-CoV-2
trong huyét thanh,
huyét tuong
ngudi bang
phuong phap
ELISA.
San pham sir
dung trong giam
sat huyét thanh
hoc, giam sat dich
t& hoc xac dinh
tinh trang phoi
nhiém véi SARS-
CoV-2 va ho tro
chan doan & giai
doan sau 7 ngay
khoi phat)

TTB-TT-09-21
Ngay 20/5/2021
(S6 dang ky co gia tri
12 thang)

Trung
tam
Nghién
clru san
Xudt vic
Xin va
sinh
pham y
té

135L0
brc,
Quan
Hai Ba
Trung,
Thanh
phé Ha
Noi

Trung tam
Nghién
clru san
xuét vic

Xin va sinh

pham y té

(418 Vinh
Hung,
Phuong
Thanh Tri,
Quan
Hoang
Mai,
Thanh phé
Ha Noi,
Viét Nam)

- Gi61 han phat hién:
Kha nang phat hién
khang thé IgM
khang vi rat SARS-
CoV-2: 1 tuan sau
khoi phat 1a 70,73%;
ngay 8-14 sau khoi
phat 1a 92,05%; 2
tuan sau khoi phat 1a
97,97%.

- Banh gia hi¢u nang
su dung Elecsys
Anti-SARS-CoV-2
lam tham chiéu:

+ Do nhay: 97,19%
+ Do dac hiéu:
98,17%

- Banh gia hiéu nang
su dung phuong
phap RT-PCR lam
tham chiéu

+ DJ nhay: 85,43%
+ Do dac hiéu:
95,77%

Ong Nguyén
bang Hién
0913236890

200.000
test/
thang

7.900.200
dong/bo
96 test
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Tén
tra.rA]g Tén . .. | Thong tin tdm
thiét £ LK A DPia chi C v en . I
. ~ . So giay Cong N tat hiéu nang Kha néang Gia ban
bi/sinh . . Hang/Nudc , n cong ty . P A 1A , A )
TT him Chung loai san xut phép nhap ty nha san pham do Lién hé cung uwng/ cong bo
[;h in khau nhap kh ﬁE don vi sén xuat thang (dong)
(s khau cong bo
doan in
vitro
SARS-CoV-2 2.931.915
IgG Calibrator e ddng/ hop 1
Trang Kit ; Hleuﬁlang +do x 2ml
thiét biy 24 dlfr(g;lg tgle)o s6
t€ chan | SARS-CoV-2 Newvdn | noa gsau Khi 3.701.775
doanin | 1gG Control guy gay sau Khl ddng/ hop
. ] ) R Thi khéi phat trigu
Vitro xet Kit cong ty - . j A 2x4 ml
: A { Nghia, | ching: Ong
nghiém Abbott Ireland | L02LINK/ o huong | <3 ngay: Nguyén
khang thé : . BYT-TB- | phin | PPUOM8 1gay- guy . | 16.139.445
1 IgG qugno_stlcs cT Duoc Bpn 0.00 A),\ Cong Theo nhu cau done/ ho
22 Division, ; Thanh, | 3-7 ngay: 25%; Chién thi truong g hop
khang vi ngay liéu . 100 test
. Ireland ’ Quén 1, | 8-13 ngay: 028.3856
rat SARS- 19/8/2020 | Trung Thanh | 86.36%: 4515
CoV-2sir | SARS-CoV-2 Uong2 | oo |00 32.278.785
> pho H6 | >14 ngay: 100% A A
du’ng tren | 19G Reagent Chi - Hiéu nang : do dong/ hop
may phan Kit Minh | tone hob Am 2x100 test
tich mién theo ihgg mau:
dich 0 ' 161.393.925
99.63% " -
dong/ hdp
2x500 test
Trang Tang 27, B3 C6 san véi so 8.705.600
thiet bi y 15891INK/ | Congty | Toanha | D6 nhav - Traon lugng gigi | dong/ bo 200
té chan . Roche BYT-TB- | TNHH Pearl > Nhay - ong han tai kho test
. Elecsys Anti- . . 99,5% Thi To . e
2 doan in SARS-COV-2 Diagnostics CT Roche Plaza, |~ D6 dic hidu - Hoa hang noi dia.
vitro GmbH, bc ngay Viét 561A 99 8% o 0973.401 bé c6 the 13.058.400
xet 09/7/2020 Nam bién ’ 03;5 " | cung cap nhu | dong/ bo 300
nghiém Bién cau vuot qua test
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IgM/IgG Phu, s0 luong

vi rut Phuong thong
Corona 16039NK/ 25, Quan thuong, 1.450.951
(SARS- | PreciControl BYT-TB- Binh khéch hang | dong/hop 4 x
CoV-2) | Anti-SARS- CT Thanh, can cung cap 1ml
sir dung CoV-2 ngay Thanh thong tin
trén may 31/7/2020 phd Hb trudc it nhat

phén tich Chi 4 tuan
mién dich Minh

Trang ACCESS 1000 hop 24.824.100
thiétbiy | SARS-CoV-2 S6 - D9 nhay: 0-6 2x100test/ | dong/hop
té chan IgG 18/299/4 | ngay: 70,2%; 7- thang 2 x 100 test
doan in ACCESS 8 Buong | 14 ngay: 95,5%;
vitro xét | SARS-CoV-2 Beckman Hoang | >14 ngay: 5.319.300
nghiém lgG Coulter Cong ty Mai, 99,1%, Ba Vi 100 hop ddng/ hop

khang CALIBRATO Irelarlld Idnc., 16276NK/ TNHH Phuong | >18 ngay: 100% | Thi Thu 2%x2.0 ml
the IgG Ireland, BYT-TB- - Hoan - b6 déc hiéu : Ha
khéngg vi i Beckman cT ﬂlﬁg t V'Zlng Mau hién mau | 09154300

/) 2 3 An)- 0/
Gorona Cou'ﬁi;- " Lolbinba | Nam (gll;;n Noin dotn |
’ Phuong N e ]

(Sars- ACCESS Immunotech Hoang | (Phap): 99,5%; 6.382.950/
CoV-2) | SARS-CoV-2 SAS, Phap I\rqlai,h Mau chan doén 100 hop hop 2 x3
str dung lgG QC Thanh | (MJ): 100%; x4ml

trén may e phé Ha | o dic hiéu
phan tich Noi chung: 99,8%
mién dich
Trang So 48
thict bi y VITROS Cong ty ngd 245 | _ D6 nhay :
doinn | ostic Product 16285NK/ | Co | PRt 1295 ngay | gy ang

. . . Ortho-Clinical | BYT-TB- phan 01 83,3%; n . n n

Vvitro xet Anti-SARS- Di . .z, .. | phuong S Lé Thu | Cong ty chua thuc hién nhép
A iagnostics, CT Thiét bi . >15 ngay: I PN
nghiém CoV-2 IgG Anh ngay SISC Mai 90 0% 02439380 khau san pham nay

khang Reagent . Dich, e yea 045

2 . 19/8/2020 Viét - - b6 dac hiéu :
theé IgG | Pack/Calibrato Nam quan | 45900
khéang vi r/Control, Cau

rat Gidy,
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Corona thanh
(Sars- phé Ha
CoV-2) Noi
su dung
trén may
phén tich
mién dich
ik
& chin , |hiem3s
dodn in So 64, | AU/mL
Vitro xét Ng0 210, | - D9 nhay :
nghiém LIAISON Phé,D(f)i <5 r;géty: Thecg }0.9521..000
khang sgﬁgzclgg_z 16294NK/ | Congty | , g?l’g/r(:’gay' Ba Vi gg‘éﬁi‘gl donghop 110
he 12G " | Diasorin | BYTTB- | TNHH | o | o0%; Thi Thu |
khang vi S.p.A, ltaly CT Thict bi Q{Jén Be: > i5 n:qay' Ha
rat e ngay Nhat Dinh 97 4% ' 09154300
Corona 19/8/2020 Anh Thénf’l i ]56 dic hidy - 98
éi\a/r;—) phd Ha Th}r(‘)’ng quy
stt dung Noi, Viét | phong xét R
L dun; LIAISON Nam nghiém: 98,9%; Theo 2.190.000 dong/
trenmay | Control Mau hién mau: hu o3 hop
phantich | sARs-Cov-2 98.5% MU C8U - 5%0.9mL+2x0.9
mién dich | 51/52 19G | str dung mL
Trang Dimension 849 Tran | _ D6 nhav: ‘
thiét biy | EXL SARS- Congty | Xuan | _gonnay: 73.524 ddng/test
£ 1A SO ngay sau khi Trung . £
té chan CoV-2 Total TNHH Soan, 6 két qua PCR ’ binh (chua tinh thué
doan in | antibody assay Siemens 16296NK/ | Thuong | Phuong duon Ctlinh- Ba Tong Khodn GTGT 5%)
vitro xét (CV2T); Healthoare | BYT-TB- | Mai- Tan | e nga - Thi Bich | 54 oogo
nghiém | Dimension Diagnostics cT Dich | Hung, | 05% /oy' Tuyén st/ ‘
khang | Vista/Dimensio Ine/MS ngay VuKy | Quén 7, 7_1’3 0 é . 02837755 thang ti 1.210.000 dong/
thé IgM, | n EXL SARS- Y] 105812020 | Thuat | Thanh | o7 740 | oY I hop 2 x 3 x 1 mL
19G CoV-2 Total Luc Pho HO - ]’_ 4 ngély' Au (chua tinh thué
khéang vi antibody Tinh Chi 100%: ' GTGT 5%)
rut calibrator Minh ’
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Corona (Covat - b6 dac hiéu:
(Sars- CAL/CV2T 99.81%
CoV-2) CAL)
su dung
trén may
phan tich | Dimension
mién dich |Vista/Dimensio ‘
n EXL SARS- 17.360.000 dong/
CoV-2 Total hop 2 x 6 x 1 mL
antibody (chua tinh thué
Quality Control GTGT 5%)
(CovaTt Ccvat
Pos/Neg) ’
S6 20 -
ngod 7 -

Trang - y A
thiét bi y 16372NK/ | S0 | PO Thai o 9.000.000 déng/
té chan BYT-TB- yial : guy 200.000 |  hop 100 test

. Thiét bi | phuong A Xuan
doan in CT J - B nhay: \ test/

. ; 5 y té Trung O . Thanh \ A
Vvitro xet ngay Phuon Liat - S6 ngay sau khi 02435738 thang | 44.970.000 dong/
nghiém 19/8/2020 Tong " | ¢6 két qua PCR hop 500 test

, Dong quan ] 301
khang P duong tinh:
X . Dong Da N
the IgM, . Siemens S . | 0-6 ngay:
IgG | AdviaCentaur [ o ihcare “Ha NOL | 65 5704 :
9% | SARS-CoV-2 . . 849 Tran | o 1ol 7% 73.524 dong /test
khang vi Diagnostics A A 7-13 ngay: , X
. Total N Congty | Xuén (chua tinh thué
rut Inc./M¥ 97,48%.
TNHH Soan, ‘o GTGT 5%)
Corona A > 14 ngay: 100% N
(Sars- 16750NK/ | Thuong | Phuong | - D6 dic hidu: Ba Tong
BYT-TB- Mai - Tan A0 o Thi Bich | 200.000
CoV-2) . 99,81% X
sit dung CT Dich Hung, Tuyén te§t/
trén ma ngay VuKy | Quén7, 02837755 | thang
1 may 19/8/2020 | Thuat | Thanh 740
phan tich I
mién dich Luc Pho Ho
: Tinh Chi

Minh
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S6 20 -
ngo 7 -
16372NK/ | SON9ty | pho Thai
TNHH Ha -
BYT-TB- | . s :
cT Thiétbi | phuong
ngay y té Trung
19/8/2020 | Phuong | Lict-
Dong quan
Advia Siemens bong Pa
Centaur Healthcare - Ha Noi
SARS-CoV-2 : : 849 Tran
. Diagnostics A A
Quality Tne./M¢ Congty | Xuén
Control Y TNHH | Soan,
16750NK/ | Thuong | Phuong
BYT-TB- Mai - Tan
CT Dich Hung,
ngay VuKy | Quan7,
19/8/2020 | Thugt | Thanh
Luc Pho Ho
Tinh Chi
Minh
S6 20 -
ngo 7 -
16372NK/ | €ON9 Y | pho Thii
TNHH Ha -
BYT-TB- | .z . :
cT Thiétbi | phuong
Siemens nga yte Trung
Atellica IM 98Y | Phuong | Liét-
Healthcare 19/8/2020 A o
SARS-CoV-2 . . Dong quan
Diagnostics £
Total Ine/M< bong ba
ey - Ha Noi
16750NK/ | Congty | 849 Tran
BYT-TB- | TNHH Xuan
CT Thuong Soan,
ngay Mai - | Phuong
19/8/2020 Dich Tan

Ong
Nguyén
Xuan 222'32/00 12.280.000 ddng/
Thanh thang hop2x2x2mL
02435738
301
10.900.000
ddng/hop
2X2x2mL
Ba Tong (chua tinh thué
Thi Bich | 200.000 GTGT 5%)
Tuyén test/
02837755 | thang
740
Nol:lgén 9.000.000 ddng/
gy 200.000 | hop 100 test
Xuan
Thanh | &Y ‘
thdng | 44.970.000 ddng/
02435738 hop 500 test
301 P
Ba Tong 73.524 dong /test
Thi Bich | 200.000 | (chua tinh thué
Tuyén test/ GTGT 5%)
02837755 | thang

740
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Vu K¥ Hung,
Thuat | Quén7,
Luc Thanh
Tinh | Phé Ho
Chi
Minh
S6 20 -
ngo 7 -
16372NK/ | SON9 Y | pho Thai
TNHH Ha -
BYT-TB- A1 .
cT Thle'& bi | phuong
ngay yte Tf9”9
10/8/2020 | Phuong | Lict -
Dong quan
Atellica IM Siemens ?ﬁggN%?
SARS-CoV-2 Healthcare 249 Trin
Quality Diagnostics N A
Control Inc./My Congty | Xuan
) TNHH Soan,
16750NK/ | Thuong | Phuong
BYT-TB- | Mai- Tan
CT Dich Hung,
ngay VuKy | Quan 7,
19/8/2020 | Thuat Thanh
Luc | Ph6 Hb
Tinh Chi

Minh

Ong
Nguyen | 540 000 \
Xuan test/ | 12:280.000 dong/
Thanh thang hop2x2x2mL
02435738
301
10.900.000
ddng/hop
2X2x2mL
Ba Tong (chua tinh thué
Thi Bich | 200.000 GTGT 5%)
Tuyén test/
02837755 | thang
740
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