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

Sb: 6929 /BYT-TB-CT Ha Ngi, ngay 23 thang 8 nam 2021
V/v danh sich céc sinh pham/trang thiét
bi y té chan doan in vitro xét nghiém
SARS-CoV-2 di duoc cip sé ding ky, GPNK
kém thong tin hi¢u nang va kha niang cung
g va gia ban do don vi cung g cong bd
(cap nhét 1an 7)
Kinh gui:

- S&'Y té cac tinh, thanh phd truc thudc trung wong
- Cac Bénh vién, Vién nghién ctu truc thugc Bo Y té
vay té cac Bo, Nganh

Thuyc hi¢n y kién chi dao cua Ban Bi thu, Chinh phu, Thu tuéng Chinh phu,
Truong Ban Chi dao qudc gia phong, chdng dich COVID-19 theo tinh than phan
cap, phan quyén, chi dong, sang tao, linh hoat phong, chdng dich va thuc hién
phuong cham bén tai chd;

Tiép theo Cong vin sd 6800/BYT-TB-CT ngay 28/7/2021 clia Bo Y té vé danh
sach cac sinh phdm/trang thiét bi y t& chan doén in vitro xét nghiém SARS-CoV-2 di
duoc cap so ding ky, gidy phép nhap khau kém thong tin hiéu ning va kha ning cung
g va gia ban do don vi cung tmg cong bd (cap nhat 1an 6).

Bo Y té tiép tuc cap nhat va thong bdo danh sich sinh pham/trang thiét bi y té
chan doan in vitro xét nghiém SARS-CoV-2 di duoc cap sb ding ky %@%@0
gidy phép nhap khau tir ngay 28/7/2021 va cac san pham san pham da thong bao
nhung ¢6 thay doi gid kém theo thong tin vé: don vi san xuAt/nhap khau, thong
tin tém tit hiéu ning san phiAm, kha ning cung @ng va gia ban do don vi san
xuit, cung vng cong bd dé cac So'Y té va cac Bénh vién, Vién nghién ctiru chi dong
lién hé, c6 ké hoach mua sam phuc vu nhu cau phong, chéng dich theo chi dao cua
Chinh phu va huéng dan cia B Y té (Phu luc dinh kém - danh sach s& tiép tuc dugc
cap nhat khi c6 thém thong tin).

bé nghi cac S6¢'Y té nghién ctu, thuc hién Céng van s6 604/TTrB-P1 cua
Thanh tra Bo Y té ngay 13/7/2021 ciia vé viéc ting cudng cong tac thanh tra, kiém
tra, xtr 1y vi pham trong phong chong dich COVID-19 va chi dao ting cudng thanh
tra, kiém tra va kiém soat cac san phém xet nghi¢m SARS-CoV-2 troi ndi trén thi
truong va hién tuong loi dung tinh hinh dich COVID-19 dé nang gia, doi gia, dam
bao chét lugng va gia ca thi trudng.

Pé nghi cac don vi san xuét, nhip khau sinh pham/trang thiét bi y té xét nghiém
SARS-CoV-2 chu dong nguf")n hang, co ké hoach 6n dinh, du trit nguyén li¢u, ting
cuong san xuét, nhap khau dam bao sé lugng, chat lugng dap mg nhu cau phong,



chéng dich COVID-19 va huéng dan st dung san pham dung theo quy dinh; chiu
trach nhiém vé cong bo 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 trg cho cac don vi

chbng dich.

Trong qua trinh thyc hién, néu cé vuéng mac, dé nghi lién hé ﬁ&ﬁdﬁﬂ

Trang thiét bi va Cong trmhyte) SDT: 024.62732272, email: dmec@moh.gov.vn

dé phdi hop hd trg giai quyét.
Tran trong cam on./.

Noi nhin:

- Nhu trén;

- B/c Bo truong (dé blc);

- Chc d/c Thir trudng (dé b/c);

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

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

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

- Luu: VT, TB-CT.

TL.BQ TRUONG
VU TRUONG

“TERET BI VA CONG TRINH Y TE
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XET NGHIEM SARS-COV-2
(Phu luc kém theo Cong vin so 0929 /BYT-TB-CT ngay 23 /8/2021)

L. XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:
1. Test nhal}h:
b. Nhap khau:

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

R £ X n Théng tin tém Kha nang
Tén trang So giay Tén . . Zorea . oy s
AL < , . n Dia chi tat hiéu nang cung trng/ Gia ban
thiét bi/sinh . . | Hing/Nudc phép Cong ty N Y A A A A £
TT 3 z Chung loai - £ N ~ Cong ty san pham do | Lién h¢ thang cong bo
pham chan san xuat nhap nhap A z . - A A
L e % x nhap khau | don vi san xuat (dong)
doan in vitro khau khau A X
cong bo
- Ngudng phat
hi¢n (LoD):
£ . [ 3,12x10%?
5051, 080 | TepgymL véi
205, ngdch mau tim bon
Khay thir xét 323/83, L amPONE | Ba Vi
-2 . A . .| tyhauvasx ) 4.452000
nghiém khang | g 4ard @ SD | 4304yt | SOnely | dutng Xuan | 3 Thi ddng/ hop 25
1 nguyén vi rat COVID-19 Biosensor TB-CT Co phan Pinh, TCID</ .. | Huong 1.000.000 ;
- . -TB- oy . so/mL vO1 , , test
SARS-CoV-2 Inc/Han y t€¢ DPuc phudng X oz 1a Ly test/ thang
x Ag Test % 26/5/2021 . A e mau tam bong (178.080
trong mau ty Quoc Minh Xuéan Dinh, A - 0988778 3
A A Tk ty hau khi van dong/test)1
hau quan Bac % 790
o n chuyén.
Tu Liém, |~ P nhay: )
Ha Noi 84,9.7%. LuatVietnam
- Bg dac hicu:
98,94 %
L . Cong o | T2 T | G oL 1
o énving | C i HUMASIS | 5044/BYT | TNHH el By ‘ Hoai
guyén vi rut OVID-19 Vuon vom | 10 7.000.000 128.000
2 | SARS-CoV-2 | Ag Test CO.LTD/ 1 -TB-CT - HUMAS | " yoonh | TCIDso/mL Thuong |/ thing | déng/test2
. & Han Quéc | 23/6/2021 IS oani - o 0903671 & &
trong mau ty, VINA nghiép, L6 | - Dg nhay: 512
hau D.01, duong | 92,2%

1 Gia da cong b trude day: 4.950.000 dong/ hop 25 test (198.000 dong/test)
2 Gia da cong bo trude day: 198.000 dong/test




Tan Thuz_“tp, - Do dic hiéu:
Khu Ché | 99,6%
Xudt Tan
Thuan,
Phuong Tan
Thuan
DBong, Quan
7, TP Ho
Chi Minh
Gidi1 han phat Cé sin v6i
hién: (LoD): 3 <& Tuon
5 3.12 X 1022 50 HOTE
Tang 27, TCID</mL cho gi61 han tai
Khay thir xét | SARS- Toa nha T kho hang
a , mau phét miii e - 2 2.920.000
nghiém khang | CoV-2 Pearl Plaza, " N noi dia. bé X n
A . A n hong truc tiép, Ba . i dong/hdp 25
nguyén vi rit | Rapid SD Congty | 561A bi¢én 5% 1032 T co the cung test (116.800
SARS-CoV-2 | Antigen ; 5739/BYT | TNHH | BiénPhu, |..% IO | cAp nhu cau | SSL D
x £ Biosensor \ TCID50/mL Thi To . A dong/test)
3 | trong mau phét | Test Inc/Han -TB-CT Roche Phuong 25, cho mAu phét Hoa vuot qua soé | ., hua
mili hong hodc f 18/7/2021 | Viét | QuanBinh | <o Mau PiS lugng thbdatVie{rdi
x £ 271093275920 | Quoc miii hong bao 0973.40 . ao gom
mau phét miii Nam Thanh, \ thuong, z
h b 43 /9901- Thinh phé | 9uén trong 1.035 Khéch he thue
ORE Va a1 Ncov- A pPao | vIM ach hang GTGT)3
hong Ho Chi A can cung
01G) . - Do nhay: A
Minh 95.59 cap thong
e i tin trude it
= Do dae hicn: nhét 4 tudn
99,2%
Khay thir xét S6 1716 Gidi han phat Ong
nghiém khang | Flowflex ACON 12A, Khu hién: 1,6x10? Hoang
nguyén virit | SARS- Biotech 5895/BYT | Congty | do thi Trung TCIDso/mL; Minh A
4 | SARS-CoV-2 |Coy-2 (Hangzhou) | -TB-CT | Céphan | Yén,P. Yén | Mau ngody dich | Toan Gtg;s?/(zgﬁloo 79'82:2 tic’“g’
trong mau | Antigen Co., Lwd/ | 22/7/2021 | A Chdu | Hoa, Q. Cau | mii: Do nhay: | 0968031 £
ngody dich | Rapid Test | Trung Quoc Giay, TP. | 97,3%; Do dic | 016/096
miii hodc mau Ha Noi. hiéu: 99,6%; 8031033

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




ngody dich ty S621 Ngé | Mau ngody dich
hau ctua nguoi. Cone t 179 Budng ty hau: B§ Chu
ST8T/BYT | <4 %afl Quy Luu, 6 | nhay: 97,6%; | Thanh | 0000 109.200
-TB-CT I\/I:I) 15. P.Minh Do dac hiéu: Loan: tE;S y tlie’m dong/ testS
20072021 | o3| Khai, 99.5% 0243200 &
TP.Phu Ly, 6238
Ha Nam
Ong
., | COVID-19 | Aphyi TNHH | S620Ngd | Gisihan phat :
Khay thir xét (SARS- D . A buc
. , eepblue Thuong | 120 duong hién: 320
nghiém khang CoV-2) : 6303/BYT A e ) 0903291 A
- Medical maiva | Kim Giang, TCIDso/mL; R 5.000.000 | 168.000d6ng
5 | nguyén SARS- Antigen -TB-CT oh R D6 nhav: 616/ Ba .
CoV-2 trong : Technology 03/3/2021 Dich vu | P.Pai Kim, 0 nhay: Mai test/thang /test
ey Test Kit Co., Ltd/ Hiép QHoang | 96.4%; Do dic | -
e muthong |- (Colloidal Trung Quéc Hung | Mai, Ha Noi hiéu: 99,8% uy
Gold) ; ' Ngan
Phat
0913595
155
A Tang 11,
Congly | 1o thip | Gici han phat
TNHH . n x
. Dong, hién: 1 ng/ml | Nguyén
Khay thir xét Thuong Trung taim (protein Thi
nghiém khang | NG 6304/BYT | mai | | tﬁ Ha nuclepca Sl | Nege | Theonhu
6 | nguyén SARS- ?;I\loNasal BIOTECH/| -TB-CT | Quécté |\ "0 1 & hgp). A“v; . clu thi '-“a“’-ﬁ,gﬁ?t
_ utotest 4 A )i Ol P/ .
C(()l\i/ hZ lgi)ing Phép 03/8/2021 ;fLell 1]?1(131h Giai, Do nhay: 98%: | 0982134 truong
e md o \Oﬁ égt P.Céng Vi, | Do dic hiéu: 735
nghﬁt “ | Q.Ba Dinh, 99%
; Ha Noi
Khay thir xét Congty | Tang I1, | oo pon phat | TNEuyen
o ) TNHH Toa thiap o Thi
nghiém khang | NG-Test NG 6437/BYT N hién: 1 ng/ml Theo nhu
A Thuong Dong, : Ngoc P 125.000
7 | nguyén SARS- | gARS- BIOTECH/ | -TB-CT : « (protein cau thi ddno/
CoV-2trong | Cov.2 A Phap | 09/8/2021 | Mal | Trungtdm e capsid i | b trudmg ong/test
dich tv hiu OvV-2Ag Quocte | Lotte Ha 6 hop): 0982134
i va Dich | Noi, 54 Lidu op); 735

5 Cong bd gia ngay 28/7/2021

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




vu Tong Giai, D0 nhay: 95%
hop Viét | P.Cong Vi, (Ct<25), 87%
Nhat Q.Babinh, | (Ct<30), 83%
Ha Noi (Ct<32); Do dac
hi¢u: 100%
2. Sir dung cting may xét nghiém mién dich:
a. Nhap khau:
R Y n Thong tin tom
Tén trang So giay Tén . , Zoren o .
thiét bi/sinh . . | Hing/Nwée | phép | Cong Dia chi | tathi¢u ning | Khandng o i cong
TT I Chung loai . £ A by Cong ty san pham do Lién hé cung ung/ £ A
pham chéan san xuat nhap ty nhap A 2 A, p bo (dong)
(e . % 2 nhap khau don vi san thang
doan in vitro khau khau . o a '
xuat cong bo
Elecsvs - Gi61 han phat 27.000.000
S ARg hién: ddng/ Hop 200
§ + COPAN test
CoV-2 . .
] universal I (135.000
Antigen / sransport Co san voi ddng/test)
0934527219 P s6 luong ong/test
0 medium 161 han tai (chua bao gom
. Téng 27, Toa (UTM-RT): gkho hang VAT)
Trang thict bi El nhga Pe’arlo 22,5 noi dia E%é 40.500.000
y té chin doan CCSys 18432NK/ | .. TCIDso/mL e ) ddng/ Hop 300
. A SARS- Cong ty | Plaza, 561A . . c6 thé cung ;
khéing nguyén BYT-TB- A Tyia + CDC viral Ba Truong X Iy test
. CoV-2 Roche TNHH bién Bién . A cap nhu cau
vi rit Corona . . . CT , ) transport Thi T6 Hoa . X iéf
| Antigen/ | Diagnostics Roche | Phu, Phuong o vuot qua so Luat
(SARS-CoV- .| 02/8/2021 A . medium: 22,5 | 0973.401.03 .
. 0934529919 | GmbH, Dtic Viét 25, Quan lugng thong \
2) trén may . TCIDso/mL 5 . (chua bao gom
L, ‘x 0 Nam Binh Thanh, . z. thuong,
phan tich mién . 2| + Nudc muoi c s VAT)
: Thanh pho PN khéch hang
dich H6 Chi Minh sinh 1y vO can cun
PreciContro triing (0.9 % e | 1.500.000
1 SARS- NaCl): 37,5 P s | dong/ Hop 6 x
CoV-2 TCIDso/mL nhit 4 tuin 2,0mL ‘
Antigen / - Bd nhay: (chua bao gom
0934530219 94,5% VAT)
0 - B¢ dac hiéu:

99,9%




Trang thiét bi BD ™ Congty | S648 ngd G.lﬂm han phat2
y € chin dodn | “onior BD Rapid Co | 245 ph Mai | ién: 14 x 10
in vitro xét System Diagnostics 18593NK/ han | Dich, phuon TCIDso/mL; Ba Hoang ‘
on for Rapid & BYT-TB- phan et, PILong D0 nhay: 70% Lé Thu Cong ty chua cong bo gid,
2 | nghiém SARS- . (Suzhou) Thiét bi Mai Dich, iy g ,
R Detection of CT A 3 (77,8% voi 0243938004 nang lyc cung ing
CoV-2 dung Co., SISC quan Cau A
PR - SARS- . 09/8/2021 - % . Ct<33); bo 5
cho mdy mién Ltd., China Viét Giay, thanh A
dich Cov-2 Nam | phé HaNai | d8¢ hieu:
- P ' 199.4%
IL. XET NGHIEM VAT LIEU DI TRUYEN SARS-COV-2:
2. Nhap khau:
Tén trang Aok Tén A e g
thiét bi/sinh Hing | 08 | Cong | Djachi | |honstntom (A Khi ning | Gid béin
TT | pham chan | Ching loai Nurée san paep ty Cong ty PN gsan Lién hé | cung trng/ cong bo
L. £ nhip A A 2 pham do don vi san A A
doan in xuat x nhap nhip khau P % thang (dong)
. khau % xuat cong bo
vitro khau
100.000
test/ tuan
) (twong
Trang thiét - Ving gen phat g
. i 2 ETM ~ ) ta 2
bi y t.e chan LiliF NRON 15671NK/ | Cong ty Thén Phu(_)ing h{f;n. Gen N, Gen E ) . khoang
doén in vitro | COVID-19 . Hanh - xa | va Gen RdRp Ong Trinh | 400.000
. n } Biotechnolo | BYT-TB- | TNHH Xk . pia .
) xét nghiém | Real-time RT- CT Thidt Tan Tién - | - Gi6i han phat hién: Ba Binh test/ Luat\l'@gﬁ?
vi rat PCR Kit Inc%ém ned Bi huyén 1000 copies/pL 024.66807 thing) ong/test®
Corona | (IPH21505.50 | (51 < 08 /6%2%20 BpE | Chuong My, | -Bodac higu: - D 528 Ludn san
dung cho ) o Ha No1 nhay, dé dac hi¢u : sang
mdy PCR 100% 50.000-
100.000
test trong
kho

% Gia cong b trude day: 350.000 dong/test-440.000 dong/test (tiy theo sb luong)




- Vung gen phat
hién: N1, N2
’ - Gi61 han phat hién:
Hoéa chat GeneOhm . £ . | 40 GE/mL va 640
chan doan vi Sciences Congty | 5648 ngd GC/mL véi dich ty
rit Corona | DR SARS- | canada Inc, | I3300NK/ 1 €O ) 243 pho Mai | 055 150 Go/mL | Ba Hoan
CoV-2 " | BYT-TB- | phin | Dich, phuong | 1. 70~ el ok
(SARS- also A1 iy voi dich nudce bot Lé Thu | Cong ty chua cong bo gid
\ Reagents for . CT Thiét bi Mai Dich, R . ST ,
CoV-2) su operating as . A - Khéng phéan tng 02439380 va nang lyc cung img
BD MAX SISC C :
dung cung BD neay quan -au chéo voi mot so vi 045
LT System i . 02/8/2021 Viét Giay, thanh A P
vOil may Diagnostics Nam phé Fa Noi rat, vi khuén duong
PCR - Canada : ho hap
- Bd nhay : 100%;
D¢ dac hiéu: 96,7%
trén dich ty hau.
- Vung gen phit
hién: S, RARP, N
- Boi voi phuong
phép Tach chiét tieu
chuan:
) * (3161 han phat hién:
Ho4 chat xét - Gen S, RdRP, N:
nghiém ] 0.14 TCID50/mL
virus SARS- A“plg’; OARS 407Nk | Congty | 620 -ngo7 | - SARS-CoV-2: Ong
CoV-2, 2/Flu A/Flu Seeene BYT-TB.- TNHH | - ph6 Thai Ha | 0.028 TCID50/mL Nguyén ,
virus cim B/RSV Inc gHén CT Thiét bi - phuong -RSV A: 0.525 Xuén Cong ty 0 0 gid
A, virus Assa Q;]. be nod y té Trung Ligt - | TCIDS0/mL Thanh va nang 1t
ctim B, virus y £9Y | Phuong | quan Péng |- RSV B: 0.210 02435738
RSV ding | (RVI10259X, 02812021 | "Heng | Pa-HaNoi | TCIDS0/mL 301
cing may | RV 10260Y) | -Cim B: 0.126
PCR TCID50/mL
-Cum A HINI: 4.57
TCID50/mL
- Cim A HINIpdm:
0.417 TCID50/mL.
- Cum A H3N2:

0.0701 TCID50/mL.




* P nhay, B dic
hi¢u lam sang

- SARS-CoV-2: bo
nhay: 98.79%, D0
dac hiéu: 98.62%.
- Cam A: D§ nhay:
100.00%, B¢ dac
hi¢u: 100.00%.

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

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

Hoa chét
chéan doan vi
rit Corona
(SARS-
CoV-2) su
dung cung
vOi 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, 561 A
Pién Bién
Phu, Phuong
25, Quén
Binh Thanh,
Thanh phd
Ho Chi Minh

- Vlng gen phat
hién: Orf1 ab non-
structural region

(2é6m RdRp)

- B0 nhay phén tich:

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

- D6 dac hi¢u phan
tich: 100%

Ba Truong
Thi T6
Hoa
0973.401.
035

Co i v | 137-500.000
6 7&11 V8l | 43no/ Hop
S0 ggng 480 test
| (286458
ht?‘l (2, dong/test)
d_ang hot (chua bao
2, Beco | o3m VAT)
€ cun
i e [55.000.000
cau vuot dong/ Hop
qué s 8 192 test
lwong (286.458
thuong, f ud bao
s, |_£0m VAT)
hang cAn 8.000.000
cung cap | dong/ Hop
thong tin 16 bo
true it | (500.000
sita | donghd
tudn (chua bao

gdm VAT)
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- Vung gen phat N
hién: E CQ san voi
- b6 nhay phan tich: s0 lugng
LoD 2.8 - 5 ban sao / gidi han
phan Gng dbi véi taikho | 119450
phan ung don va hang néi 96gtest‘p
A .| mau chimg tach dia. Bé co
Hoéa chit Tang 27, Toa | 44 EAV. 50 ban thé cung | &/+008
hén doan vi nha Pearl sao / phan wng d6i cap nhu dong/test)
i Comt | LightMix® TIB 18447NK/ | Cong ty | Plaza, S61A | 50 P2 8 0 | BaTruong | 502 % | (chua bao
Modular | MOLBIOL | BYT-TB- | TNHH | Bién Bién Poan ihg Thi T6 4 | gdm VAT)
(SARS- . . ) da moi qua so
CoV-2) sit Sarbecovirus | Syntheselab CT Rolche Phu, Phuong | - D6 dic hidu: 100% Hoa luong (chua bao
dune cin SARS-CoV-2/| or GmbH, | 02/8/2021 Viét 25, Quén che mim b énﬂ Khac | 0973.401. thon mﬁ@j@;ﬁg
WSO8 109164952001 Dirc Nam | Binh Thanh, | %M 2600 035 ne :
vOi may . 2’ | co kha nang hién thuong, K 1LX
Thanh pho n x . chiét, hon
PCR X s oh g dién trong mau khéach .
Ho6 Chi Minh . N N \ A hop phan
duong ho hap khong hang can me va vat
dugc phat hién boi cung cap fr tgl &u hao
xét nghiém nay. thong tin chay may)
- P nhay 1am sang: trudc it Ay may
100% nhat 4
- Pd diac hiéu lam tuan
sang: 100%
- Vung gen phat
Trang thiét |  Alinity m Congty | 1gg/1/pp | i6m: N, RdRp
biytéchin | SARSCov-2 | ,bPou €0 | Cong Hoa, | 7,01 han pht hicn:
AR . Molecular phan - > | 0,0037 TCIDso/mL BaLe 115.200.000
doan in vitro AMP Kit 18451NK/ - Phuong 12, e 1 en A A £ X n
. A .| Inc., Hop Ky = - B¢ dac hiéu phan Hong Qué | 80.000- dong/ hop
xét nghiém | (09N78-090); ., BYT-TB- 4 Quan Tan A . .
= . Chung ngh¢ va \ N tich: khong phan ung Chi 90.000 192 test
vi rut Alinity m Z CT . Binh, Thanh L. 2 J
Quoc Hoa . Cong Z21x . | chéo voi mdt so vi 0986.683. | test/thang (600.00
Corona SARSCoV-2 K3 02/8/2021 noha pho Ho Chi rit. vi khudn duon 307 dong/test)
dingcho | CTRLKit Y ci or | Minh, Vet | ¢ ,h‘ép ! & &
may PCR | (09N78-080) S éﬁg Nam - Do nhay, d dac
hi¢u: 100%
Trang thiét TagPath™ Life 18557NK/ | Congty | S0 48ngd | - Ving gen phit NN A N Iy
biy té chin | COVID-19 CE- | Technologie | BYT-TB- | C& | 245 phé Mai | hién: ORFlab, N BE‘ ;{?ﬁﬁg C‘zggntg’n"hl‘:i f;ilrllg 'Elfr’lgla
doan in vitro IVD S CT phan | Dich, phuong | Protein S, MS2 ' gl g 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 AdBOE7): Viét Gidy, thanh | sao)/phan g
mdy PCR | TagPath Nam | phdé HiNoi |- D6 dic hiéu phan
COVID—19_ tich: khong phan tmg
RT-PCR Kit chéo véi mot s6 vi
(A48102), rat, vi khun dudng
TagPath™ hé hép
COVID-19 - D6 nhay: 99,4%;
Control - Do dac higu: 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 LuatVietnam
4 Lau 19, Khu | - Gidi han phat hién:
Trang thiét A R R . .
Y S Congty | A, Toanha |40 ban sao/phan ing
bi y t€ chan i PR \ Ng
S TNHH Indochina | v&i vung N1, 60 ban X s
doan in vitro Ha Tech 18568NK/ Khoa | Park Tower. | sao/phdn tme véi uyén Van ,
xét nghiém PTY BYT-TB- ~ £ x 0P gV Pinh Cong ty chua cong bo gid
NAT-01 hoc ky | s6 4 Nguyén | vung E, 160 ban D ,
SARS-Cov- LTD, CT o . 7z A . 02 va nang luc cung g
R . thudt Dinh Chiéu, | sao/phan tng voi
2 dung cho Australia | 09/8/2021 R K N 83758921
miy RT- Toan P.Dakao, | vung ORFlab. 5
PCR cau Q.1, TP.HO | - B6 dac hi¢u phan
Chi Minh | tich: khong phan (ng

chéo véi mot so vi
rat, vi khuan duong
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ho hap
- P& nhay: 100%;
- Do dac hiéu: 100%

So sanh phuong Co san voi
phap voi xét nghiém s0 luong
cobas SARS-CoV-2 2161 han
) cobas® va cobas Influenza tai kho
Trang thi€t SARS-CoV-2 A/B & RSV sur dung hang ndi
bi y t€ chan A .| trén HE thong cobas dia. Bé co
doan in vitro & Influenza Tang 27, Toa Liat thé cung
xét nghi¢m A/B nha Pearl | g ARS-Cov-2: ti I¢ cép nhu
EMEM 10923347419 Cong ty | Plaza, 561A | “OV = U Ba Truong | P
Corona Roche 18594NK/ A Tyia dong thuan duong: . A ciu vuot n
0), TNHH Pién Bién o e 1A AA Thi To . Cong ty
(SARS- Molecular | BYT-TB- \ . 96.4%, ti 1¢ dong qua so N
9 . cobas® Roche | Phu, Phuong A 00 Hoa chua cong
CoV-2), vi i i Systems, CT n N thuin dm: 98% lugng L.,
L SARS-CoV-2 - Viét 25, Quén S 1. | 0973.401. N bo gia
rit cum A, Inc., My 09/8/2021 . - Virat cim A: ti 1€ thong
virdtcim B | ¢ Influenza Nam | Binh Thanh, | 45 0 thuan duong; 0351 thuom
st dung | A/B Control Thanh phé | 000" Gang. khich
. A , - 0, ¥
cung voi Kit HO Chi Minh | 40 am: 99.6% hang cipy -y
miy pCR | (0923348219 - Vi it cam B: i 18 cung CEP@‘"E‘M
0) dong thuin duong: thong tin
100%, ti 1é dong trude it
thudn am: 99.7% nh@t 4
tuan
Trang thiét . A £ - Vung gen phét
biy téchan |, Vela Cong ty | Lau3,s070 | ORF1a, N
dodn in vi ViroKey SARS- . TNHH | Pham Ngoc s s x
04n in vitro CoV-2 Operations | 18596NK/ Getr Thach - Gi61 han phat hién: Nguyén ,
xét nghiém Singapore | BYT-TB- N 9,2 ban sao/phan tmg | Thi Lam | Cong ty chua c6ng bo gid
10 . RT-PCR Test Bros & Phuong 6, . X S ,
vi rit SARS V2.0 Pte CT Co Quan 3 (dich ty hau) 02838207 va nang lyc cung img
CoV-2 dung - Ltd., 09/8/2021 n e o po nhay: 97,1%: 727
cho mdy (model: 301069) Singapore (Viet Thanh pho | _ Do dac hi¢u: 100%
Nam) | HO Chi Minh T o

PCR
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11

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

Alinity m
Resp-4-
Plex AMP
Kit
(O9N79-090),

Alinity m Resp-

4-

Plex CTRL Kit

(09N79-080)

Abbott
Molecular
Inc., My

18598NK/

BYT-TB-
CT

09/8/2021

Cong ty
c3
phan

ngh¢ va
Cong
ngh¢
Cudc
sdng

196/1/22
Cong Hoa,
Phuong 12,

Quan Tan
Binh, Thanh
phd Ho Chi
Minh, Viét

Nam

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

- Gi61 han phat hién:
- SARS-CoV-2:
0,005 TCID50/mL
-RSV A: 0.3
TCID50/mL

- RSV B: 00,1
TCID50/mL

- Cim B: 0,02
TCID50/mL

-Cum A HINI1: 4.57
TCID50/mL

- Ciim A HINI1pdm:
0,002 TCID50/mL

- Cum A H3N2:
0,015 TCID50/mL.
* P nhay, B dic
hiéu 1am sang

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

- Cam A: D§ nhay:
100%, Do dac higu:
100%.

- Ciim B: D0 nhay:
Do dac hi¢u: 100%.
- RSV: Bg nhay: Bo
dac hiéu: 100%.

BaLg
Hong Qué
Chi
0986.683.
307

Cone 7 faNgEAng p gid
va nang It g
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III. XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:

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

b. Nhap khau:
Tén trang thiét Hang/ S‘)hgé‘ay C(,;[:“ o | Piachi tarfll‘l‘:;‘ug ;;‘n“’;’;n Khaning |  Gid ban
TT | bi/sinh pham chan | Chiing loai Nuwéc phep gty Cong ty P ESAN |y ian hé cung tng/ cong bo
" do4n in vitro ‘ sén xuat nhap nhap nhép khiu pham do don vi than (ddng)
khiu khiu 4P sin xuét cong bd g g
Hoa chat xét
Eféfz@‘glg‘;ni - Gi6i han phét 30.589.650
khaf - rﬁt AESKULISA hién: 1,80 U/mL ddng/ Hop 96
Cornt ag (SARS. | SARS-CoV-2 - D6 dic hiéu lam test
CoV.2) st dun S1 IgA sang: 94,6% (318.642
=) SU CUNE - D6 nhay: 99% ddng/test)
tren may
ELISA
e %ieﬁaéﬁ : AESKU. Congty | 213 Puong On
khgan' Y é Diagnost | | gaeone) TNﬁHy s6 10, My | - Gi6i han phat Nea gén 30.589.650
,g ) g AESKULISA ics Kim 2, Phud | hién: 1,71 U/mL sy Theo nhu | dong/ Hop 96
khang vi rtit BYT-TB- | Thuong - N ot 1A 1a Trong A
1 SARS-CoV-2 | GmbH ) M¥ Hung, |- D§ dac hi¢u lam . cau thi test
Corona (SARS- S1 IeG & cT Mai ¥ P.Tan | sang: 98,6% Minh truon 2
CoV-2) sir dung & 02/8/2021 | Té Phd ' £ 7007 10913733 ELuaty
A Co.KG, . Phong, Q.7, | - P nhay: 99% = t)
trén may Ditc Gia To HCM 786
ELISA P
Hoa chat xét
krﬁgr;;mtl;gtlmfa - Gi6i han phat 30.589.650
khéi . I_%t AESKULISA hién: 2,17 U/mL ddng/ Hop 96
Cors (SARS. | SARS-CoV-2 - D6 dic hiéu 1am test
CoV.2) st dun S1 IgM sang: 99% (318.642
<) SU CUE - D6 nhay: 99% ddng/test)
tren may
ELISA
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) -Bd nhay: <7
So 64, ngay: 64.8%; 8- 10.951.000
g LIAISON Ngo 210, 14 ngay: 91.5%; ddng /hdp
giﬁ%ﬁhég;ﬁ‘ig SARS-CoV-2 Phé Do 15-30 ngay: ‘ 110 test
vitro xét nghiém IgM Céng ty Can, 94.0% Ba Tran (99.555
khang thé IgM Diasorin 1839(?NK_/ TNHH PEM one § E)Q d.azc hlg,u :_ Thi Theo nhu dong/test)
p .o BYT-TB E Poi Can, Mau hién mau: Thanh PO
khang vi rit S.p.A, CT Thiét bi Quan Ba 99 3%: Mau chén Dung cau su
Corona (Sars - Italy Nhat . s . dung
CoV -2)sitdung | LIAISON 02/872021 1 A Dinh, dodn (My): | 0904777 1.314.000
n . N Thanh 99.5%; Mau chan 468 X N
trén mdy phén tich Control phé Ha dodin (Chau Au): dong /hop
mién dich SARS-CoV-2 N riA 0/ A A% 2x0.9mL+2x
oM No1, Viét 99.2%; Do dac 0.9mL
g Nam hi¢u chung: ~m
99.3%
Trang thiet bi y te Lo 8-
xét nghiém dung CN18, Khu
khang thé IgM cong nghiép | - Gidi han phat
khéang vi rit n Khai hién: 1,71 U/mL Ba
VIDAS Cong ty R x 00
gg{;”;; (iftﬁ' SARS-COV- | BioMeri | o !N | cd phin %‘if;f D Q_d;‘; zﬁf” am NEWYER | Theo nh "’ﬂ@@fﬁéﬁ 60
<) U Gung 2 IgM eux SA, cong patons g7 7 o cau su test
wnmdy | (423833) | Phi T nghd Khai = - DO nhay: =7 Minh 1 gun (396.667
xét nghiém mién P20l | PSF | Quang, | ngay:52,9%,8- | 0982331 e dono/test)
dich thanh phd | 15 ngay: 90,6%, 684 &
Vinh Yén, | >16 ngay: 100%
tinh Vinh
Phiic
Thne 77 Co sdn véi | 20.500.000
, | Blocsvs Ani Ton s | - PO dac hiu lam sé lugng | ddng/ Hop
Trang thiét bi y té S ARSy— CoV-2 | Roche Cone t Pearl Plaza sang: 99,98% Ba gidi han 200 test
xét nghiém khéng : 18428NK/ gL %4 | _Ponhay: 99,8% | Truong | tai kho (102.500
' ., S/ Diagnost TNHH | 561A Dién S ; o R X " A
thé khang vi rat 09289267190 ‘s BYT-TB- Roche Bién Phi. | - Gi61 han phat Thi To hang néi dong/test)
SA}EEQCIE;[ -ié(:ung GmbH, ozfgcfgozl Viet | Phudng 25, hl(?llmoh:;jl gilrlllfllL 09711{30301 dtll:é ?jnco %1:;:%1:1%
10 may xet Pirc Nam | Quan Binh an dl ' o cune L&
nghi¢m mién dich. . luong: 0,40 U/mL .035 cap nhu 30.750.000
Elecsys Anti- Thanh, ) cAu ot done/ Ho
SARS-CoV-2 Thanh phé qud 56 ; 0% tes-tp
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S/ Ho Chi lugng (102.500
09289275190 Minh thong dong/test)
thuong, (chua bao
khdch gom VAT)
CalSet Anti- hang can |~ 2.000.000
SARS.CoV.2 cung cap | dong/ Hop 4
S/ thong tin x 1,0 mL
09289291190 trudc it (chua bao
nhat 4 gom VAT)
PreciControl tuan dg)f?OHOé)O 4
Anti-SARS- & 59P
x 1,0 mL
CovV-25/ (chua bao
09289313190 odm VAT)
- Gioi han dinh 146.953.800
SARS-CoV-2 lugng (LoQ): dong/Hop
IgG II Quant 7,8AU/mL 2x500 test
Calibrator Kit - \Do.nhay lam Lual %&8
sang: st)
SARS-CoV-2 + S0 ngay sau khi 60.323.593
- | Comolkit 24 Nawdn | Qo TR it x L.
Trang thiét b1 y té ontro” Al Abbott Cong ty | Thi Nghia, £ Hih- Ong chai X o
. n 18489NK/ 2 22 . L | <7ngay: 67,11%. X
xét nghiém dinh Ireland CoO phan | phuong Bén - Nguyén
. N . BYT-TB- N 8-14 ngay: N Theo nhu
tinh va dinh luong Diagnost Dugc Thanh, . Cong X
. X . CT . A 97,01%. £ cau thi
khang the 1gG ics el ligu Quan 1, ~ 15 neay: Chién truom
khang SARS-CoV- Division, gy Trung | Thanhphd |=, > 84" 028.3856 &
2 treland | 20201 Gonga | mocni [98% | usis
SARS-CoV-2 g Minh + Theo ngay bat 6.323.593
IgG II Quant dau co tri¢u 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 | Xuéan Soan, Ba Tong
BYT-TB- Thu’qng Phuong T;:.n Thi B:ch 200.000 36.476
CT Mai - Hung, Quéan Tuyen test/than ddng/test
ngdy | Dich Vu | 7, Thanh 0283775 & &
09/8/2021 | K§ Thuat | Phé Ho Chi 5740
é(lajn\tglﬁ Luyc Tinh i Minh - G161 han phat
s<COVG Cone t So6 20,— ngd | hién: 0.5 Index On 9.‘900.000
18535NK/ & | 7 phd Thai | Khoang do: 0.50- & ddng/ hop
TNHH N Nguyén
BYT-TB- S Ha - 150 Index . 100 test
Thiét bi . . R Xudn 20.000
Trang thiét bi y té cT y té phuo*ng -bo nh?y 1Am Thanh | hop/ thing
: D Siemens ngay Trung Liét - | sang: SO ngay sau ’ 49.467.000
x¢t nghiém dinh Phuong A A P T 0243573 X A
. N Healthca | 09/8/2021 . quan Bong | khi c6 két qua lﬂ hop
tinh va dinh luong Pong 4 - 8301 Luatyi
1eG khéng vi it re Da - Ha No1 | PCR duong tinh: est
SgARS- CoV-2 sit Diagnost Cong ty 849 Tran | 0-6 ngay: ’
dune cho méy xét ics 18494NK/ | TNHH | Xuén Soan, | 50.82%. Ba Tong
HhE 0 Ty Inc/M§ | BYT-TB- | Thuong | Phudng Tén | 7-13 ngay: Thi Bich 11.806.000
nghiém mién dich . N ; 200.000 X n
CT Mai- | Hung, Quéan | 82.47%. Tuyén hon/than dong/ hop 4 x
ngdy | Dich Vu | 7, Thanh | 14-20 ngy: 0283775 | "oP/thang 2 mL
ADVIA 09/8/2021 | Ky Thuat | Pho H6 Chi | 91.14% 5740
Centaur Luc Tinh _Minh >=21 ngay:
sCOVG QC Cone t 8620 - ngd | 96.41% On
(11207378) 18535NK/ g Y | 7_phé Thai g
TNHH R Nguyén
BYT-TB- L p Ha - " R 13.508.000
Thiét bi N Xuan 5.000 hop/ | ,» n
CT % phuong R . dong/ hop 4 x
. y teé 2 Thanh thang
ngay Trung Liét - 2 mL
Phuong A 0243573
09/8/2021 Don quan Dong 3301
°"8 | Pa- HaNoi
Trang thiét bi y té . Congty | 849 Tran » ,
xét nghiém dinh Siemens | e 09NK/ | TNHH | Xuén Soan, | | G101 hanphdt | g, e o
tinh va dinh Iuong Healthca | 5y - | Thuong | Phuong Tan | MEm 03 Index oy pr
P Atellica IM re . ~ | Khoang do: 0.50- T s 200.000 86.476
12G khéng vi rit sCOVG Diagnost cT Mai - | Hung, Quan 150 Index Tuyen test/than dong/test
SARS-CoV-2 sit ifs ngdy | DichVu | 7,Thanh | o0 =0 0283775 & &
dung cho mdy xét Ine/M¢ 09/8/2021 | Ky Thuat | Pho Ho Chi cine: So )r/l Av sau 5740
nghiém mién dich Y Luc Tinh |  Minh §: >0 ngay
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Cone v | S020-ngd | khi ¢ ket qua On 9.900.000
18535NK/ £ Y| 7_phd Thai | PCR duong tinh: & ddng/ hop
TNHH N N Nguyén
BYT-TB- Lo Ha - 0-6 ngay: - 100 test
Thiét bi . Xuin 20.000
cT t phuong | 50.82%. Thanh | hép/ thén
ngay Phyuon Trung Liét - | 7-13 ngay: 0243573 PRS- 49.467.000
09/8/2021 Pon & quin DPong | 82.47%. 2301 dong/ hop
& | Pa-HaNoi | 14-20 ngay: 500 test
Cong ty 849 Tran | 91.14% ’
18499NK/ | TNHH | Xuan Soan, | >= 21 ngay: Ba Tong
BYT-TB- | Thuong | Phuong Tan | 96.41% Thi Bich 11.806.000
. ~ X 200.000 A .
CT Mai - Hung, Quan Tuyén hon/thén dong/ hop 4 x
ngay | Dich Vu | 7, Thanh 0283775 | "OP/HANg 2 mL
09/8/2021 | Ky Thuat | Pho Ho Chi 5740 LuatVi
Atellica TM Luc Tinh | Minh LuatVietnam
sCOVG QC R S6 20 - ngd A
18535NK/ %’\‘;ﬁg 7 - phé Thai NOng:
BYT-TB- v Hi - suyen . | 13.508.000
Thiét bi . Xuin 5.000 hép/ | ,» N
CT z phuong R . dong/ hop 4 x
R y té 2 Thanh thang
n8AY | phiong | 1rung Lit- 0243573 2 mL
09/8/2021 Pon quan Pong 3301
| Pa-HaNai
Beckman D6 nhay:
ACCESS | Coulter 0-6 ngay:64.7% Theonhu | 24.824.100
SARS-CoV-2 | TIreland £ 4 PO A
TsM Inc So 7-14 ngay: 94.5% Ba Vi cau su dong/
TTBYT xét nghiém " 18/299/48 | >14 ngay: 99.1% A dung 200 test
, 2 Ireland . . Thi Nhat
khang thé IgM n Puong >18 ngay: 100% Minh
khang Vi it 18585NK/ | Cong ty | 10 ho Mai, | - Do diic hicu: in
ACCESS BYT-TB- | TNHH ,’ Cx 10906258
Corona (Sars-CoV- Beckman o oA Phuong Nguoi hién mau:
. A SARS-CoV-2 CT K¥ thuat . g 012
2) str dung trén Coulter, . Hoang Van | 99.9% Theo nhu
may phan tich mién 1eM Inc., neay }Ij am Thuy, Quin | Mau chan doan cau sur d;s 3 1/9'300
dich CAL(I)]?{RAT USA 09/8/2021 | Phuong Hoang Mai, | (Phip): 99.5% dung ong /2x2mL
Thanh pho | Mau chan doan
(A . 100
ACCESS HaNot | (Mg): 100% Theo nhu | 6.382.950
Beckman Dac hiéu chung: N Y
SARS-CoV-2 Coulter 99 99 cau su dong /
IgM QC ' B dung 2x3x4mL
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Inc.,
USA
ACCESS
SARS-CoV-2
TTBYT xét nghiém |3 UstIS)
khang thé IgG ACCESS
oo SARS-CoV-2 | Beckman
. khangS v1r%t v 1eG (1st IS) Coulter,
orona (Sars-CoV- |y ippaT | Inc,
2) st dung trén USA
PN . x OR
mady phan tich mi¢n
dich ACCESS
SARS-CoV-2
IgG (1st IS)
QC

- B nhay:

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

>20 ngay: 100%
- Bd dac hiéu:
Nguoi hién mau:
99.7%

Mau chan doan:
100%

bac hi¢u chung:
99.8%

Theo nhu | 21.278.250
cau sur dong / 200
dung test

Theo nhu 6.029. 100

cau sm“"e /
dung

Theo nhu 4.610.550
cau su dong
dung /2x3x4mL




