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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

Sb: 5583 /BYT-TB-CT Ha Néi, ngay 13 thang 7 nam 2021
V/v danh sach cac sinh pham/trang thiét
biy té chan doan in vitro xét nghiém
SARS-CoV-2 da duoc cép s dang ky,
GPNK kém thong tin hiéu nang va kha
nang cung Ung va gia ban do don vi cung
{tng cong bd (cap nhat 1an 4)

Kinh guri:
- S& Y té cac tinh, thanh phé truc thudc trung wong
- Cac Bénh vién, Vién nghién ctru tryc thudéec Bo Y té
va y té cac By, Nganh

Thyc hién y kién chi dao ctia Ban Bi thu, Chinh phu, Thu tudng Chinh phu, Truong
Ban Chi dao quéc gia phong, chong dich COVID-19 theo tinh than phan cép, phan quyén,
chu dong, sang tao, linh hoat phong, chéng dich va thuc hién phuong cham bon tai cho;

Tlep theo Cong van sO 5288/BYT-TB-CT ngay 02/7/2021 ciia Bo Y té vé danh sach
cac sinh pham/trang thiét bi y té chan doan in vitro xét nghiém SARS-CoV-2 di dugc cip s6
dang ky, cap giay phép nhap khau (cap nhat lan 3).

Bo 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 sd dang ky luu hanh; cap gidy phép nhap
khau kém theo thong tin vé: don vi san xuat/nhap khéu, thong tin tom tat hlgu nang san
pham, khi niing cung vng va gia ban do don vi sin xuat, cung wng cong b dé cac So
Y té va cac Bénh vién, Vién nghién ctru chu dong lién h¢, co ké hoach mua sim phuc vu nhu
cau phong, chong dich theo chi dao cua Chinh phu va huéng dan ctia B Y té (Phu luc dinh
kém - danh sach s& tiép tuc duoc cap nhat khi c6 thém thong tin).

Pé nghi cac S¢Y té chi dao ting cuong kiém soat cac san pham xét nghiém
SARS-CoV-2 trdi ndi trén thi truong va hién tuong loi dung tinh hinh dich COVID-19 dé
nang gia, doi gia, dam bao chat luong va gia ca thi trudng.

Pé nghi cac don vi san Xuat, nhap khau sinh pham/trang thiét bi y té xét nghiém
SARS-CoV-2 chu dong ngudn hang, ¢ ké hoach on dinh, du trit nguyén liéu, ting cuong
san xuat, nhap khau dam bao s luong, chat luong dap tmg nhu cau phong, chong dich
COVID-19 va huéng dan sir dung san pham dung theo quy dinh; xem xét giam gia ban sinh
phamy/trang thiét bi y té xét nghiém SARS-CoV-2 dé hd tro cho cac don vi chdng dich.

Trong qua trinh thuc hién, néu c6 vudng mic, dé nghi lién hé Bo Y té (Vu Trang
thiét bi va Cong trinh y té), SDT: 024.62732272, email: dmec@moh.gov.vn dé phdi hop
ho tro giai quyét.

Tran trong cam on./.

Noi nhan: TL.BQ TRUONG
- Nhu trén (theo danh sach); VU TRUONG

- D/e Bo trudng (dé blc); pmmm— P ; <

- Céc d/c Thit trudmg (dé blc); AEY :-.! BI VACONG TRINH Y TE

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

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

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

- Lwu: VT, TB-CT.
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DANH SACH CAC SINH PHAM CHAN POAN/TRANG THIET BI Y TE CHAN POAN IN VITRO
XET NGHIEM SARS-COV-2
(Phu luc kém theo Cong vinsé 5583 /BYT-TB-CT ngay ]3/7/2021)

L XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:

1. Test nhanh:
a. Sdn xudt trong nuoc:

S £ o Thong tin téom
Lo “3 ne ‘h,mt bi £ o . :[‘ i ﬂga o Tén Cong | tat higu nang san Lién hé KA né;ng Gfa bm}
TT chan doan So dang ky | Cong ty Cong ty a At ham do d : cung cap/ cong bo
in vitro dangky | dangky | ¥ Samxuat | pham dodonvi thang (@dng)
san xuat cong bo
- g e Cong t -Do nhay (so sanh
Khay :"",' ‘;"‘k;‘r‘i’"?"' mﬁﬂy véi PCR): 96,3%
dink tnh khang | g 1 Cum Céng | Medicon | (80.95% véi
nguyén SARS-Col-2 06-21 nghiép SEE Ct>30);
Trueline COVID-19 | Negdy | 4o, | Truong An, ( }%‘ﬁé"“g -D§ dic hidu (So | Ong Pao
1 Ag Rapid Test 18/3/2021 TNI?IHY Xa An Trudt i sanh véi PCR): binh Khéi 3.120.000 135.000
I3 5 2 e (Sb ding ; Khénh, '8 AL 1009, 0968031000/ | test/ thang | déng/ test
(Pinh tinh phat hién . . .= | Medicon A \: X4 An . 0968031021
Khang nguyén SARS- ky co gia huyén Hoal Khanh, - Nglr611g phat 2
s x tri 12 Pire, Thanh - .. | hién: 0,1 ng/ml
v 3 Rangamiu thang) bh HaNgi | DovsnHod | e nenvin
sgolydchtyblcia | 5 PP | e, Thanh | G SRR
nguoi) pho Ha Noi) | 51
b. Nhdp khéu:
z i 5 Thong tin té6m Kha nang
Tén trang S6 gidy Tén s
thiét bi/sinh _ | Hang/Nwéc| phép | Céongty | DPlachi | tathiéuning | | cungimg/ | Gid ban
TT x 2 Chung loai ; & Cong ty san phamdo | Lién hé thang cong bo
pham chan san xuat nhap nhap B 2 £ A
PRELS F F nhap khau | don vi san xuat (dong)
doan in vitro khau khau A £
cong bo
Trang thiet bi Panbio Cong ty A - b6 nhay (so ’
ytélasinh | COVID-19 | Abbott | S60BYT | 'y | B4 Tman | b véi PCR): | CaoThj | g binh | 170.000
z 2 ; : d -TB-CT Xuan Soan, . ZAoE khoang 25 dong/ test
pham chan Ag Rapid | Diagnostics ; Thwong ; . | 98,2% trén Hai Van it .
1 Lol B : ngay p Phuong Tan | ; . & triéu test/ (chwa tinh
doan in vitro | Test Device | Korea Inc., Mai - - | bénh nhan co 0913587 : . £
p i ; % 02/12/202 - Hung, Quan théng (tuy | thue GTGT
xét nghiém (Nasophary | Han Quoc 0 Dich Vu 7 Thanh Ct<33. 465 ook 59%)
khang nguyén ngeal) Ky ’ - B¢ déc hién °




vinit SARS- Thuat | Pho Ho Chi | (so sanh véi lwong don
CoV-2 trong Luc Tinh Minh PCR): 99,4%. dat hang)
dich ty han
319-C13
Trang thiet bi LY Thuon ' | sanh voi PCR):
y te la sinh Cong ty ¥ Ki .to'ng 96,3% trén
pham chén TNHH | 0 ¢ 5 |benhmhancd | oo
doaninvitro | Espline | Fujirebio | 1267/BYT | Thwong Qu?n]gl 1 [Cseann | b | s | 190:000s
2 xét nghiém SARS- Inc, Nhat -TB-CT mal k§ TP. Hé Ci . | voi bénh nhan 02838 6%3 test/ thar 200.000
khang nguyén | CoV-2 Ban 03/3/2021 | thuéty -0 S0 | eh o6 “ " | déng/ test
e foniy Minh, P 6109
virnit SARS- tevan | o e 15 - Do dic
CoV-2 trong Xuan Qu{mgl 1 * | hiéu(so sanh
dich miii hong Thanh pho voi PCR):100%
Ho Chi
Minh
- Ngudng phat
hién (LoD):
) S4 51 ned 3,12x10°*
Trang thiet bi 295, 1Ip0 TCIDso/mL voi
té la sinh 205, ngach | 2 tm bér
ghﬁm chan Sa ty hau va 5 J:g B v
doén invitro | Standard Q Biosgmm 4304/BYT gg"ig duoﬂngliua" 10 Hﬁ L000.000 | 4950000
3 xét nghiém COVID-19 ] -TB-CT A § TCIDsg/mL voi mg ey dong/ hop 25
; p Inc/Han y te Dirc phuong = 2 Ly test/ thang
khang nguyén Ag Test % 26/5/2021 : Sk, mau tam bong test
3 Quoc Minh Xuan Binh, i i 0988778
virnit SARS- i ty hau khi van
quan Bic 2 790
CoV-2 trong, i chuyen.
= 5 T Liém, K ;
mau ty hau Ha Noi - Bé nhay:
o 184,97%
- B¢ ddc hiéu:
98,94%
o e -
Trang thiet b | o @ ocie HUMASIS | 5044/BYT | Congty | Ln@2 Toa | -Gidihanphdt o, ;.
y te la sinh nha B thudc | hién (LoD): 5 x 5 7.000.000 198.000
4 F o COVID-19 | CO,LTD/ | -TB-CT | TNHH . e Hoai 4 5
pham chan Test Han Qu sc | 23/62021 | HUMAS Vwon wom | 10 Thikcii test/ thang dong/test
doan  in Ag - Doanh TCIDso/mL &




vitro xét IS nghiép, L6 | - Do nhay: 0903671
nghiém khang VINA | D.01, duwong | 92,2% 512
nguyén vi nit Tén Thuan, | - D6 ddc hiéw:
SARS-CoV-2 Khu Ché | 99,6%
trong mau ty XKuat Tan
hau Thuan,
Phuong Tan
Thuan
DBong, Quan
7, TP Ho
Chi Minh
- Gioi han phat
hién (LoD): 3,5
g 5 x 10° TCIDso
b ety e i
;hém hin Cong ty N hilf dung tam bong
L Sugentec] TNHH D%u truc tiép, 28x | Poan
OAMM VIO | 5GTi-flex | D eonco® | 5045/BYT | Dichvu W8 | 103 TCIDso /mL | Vén
xét nghiém Inc/ Han 2 Phuong Ly 7y 1.000.000 160.000
Khéng nguyén | COVID-19 Quéc IB.CT |tonghop| oy ons | KoisEdungfam | Thuyet | thang | dbng/ test
- n}f S‘igs_ Ag 23/6/2021 | Medaz | oo | bongtrong mdi | 0942754
CoV-2 tro Viet Binh. T tnrong van 699
mau Eich?f Nam | | chuyén
P Sl - B¢ nhay:
hau Viet Nam 95.07%
- Do dac hiéw:
99,38%;
Trang thiet b )
y te la sinh Congty | 849 Tran | - Gidi han phat
phim chdn | panbio™ TNHH | Xuan Soan, | hién: 2,5x 10'3 . . 152.000
doan invitro | covid-19 . : Thwong | Phwong Tan | TCIDsy/ mL Cap TEn Trmlg St dong/test
z b Diagnostics | 5153/BYT : i A ; Hai Van | khoang 25 2
xétnghiem | Ao Rapid mai- | Hung, Quan | - D6 nhay: i (chwa tinh
khi - e Korea Inc/ -TB-CT . : o 0913587 triéu !
ang Nguyén | Test Device | pan Quéc Dich vu 7, Thanh | 93,3% 465 test/tha thue GTGT
virit SARS- | (Nasal) K§ thuat | Pho H6 Chi | - D6 dic hiéu: = . 5%)
CoV-2 trong Luc Tinh Minh 99,4%

dich miii




2. Sir dung ciing may xét nghiém mién dich:

a Nhdp khau:
Tén
trang Théng tin
A . 4 P
thiét . Sb gii"uy Tén Cong Dia chi tom tat hicu Kha nang Gia ban
bi/sinh . . | Hang/Nuwéc ) A - 5 nang san iBe , 7 £
TT Ching loai & phép nhap ty nhap Cong ty Lién hé cung ing/ cong bo
pham san xuat p 3 o et phim do don ! 5
P khau khau nhap khau e ,v thang (dong)
chan vi san xuat
doan in céng bé
vitro
10.000-
3 200.000
Lumipulse ;
Tl'\ang G SJERS- test/ t]lﬂng
thiét bi y Cov-2 Ag tiry nhu 13.897.800
té chan | fnmunoreac can dong/ hop
doan in rLay (720.000 42 test
VItIo Xét | Carridges A003 Cao & el
nghiém . AsBl; ﬂa: ;{; thang cuoi
khang 5 P " nam 2021)
nguyén | Lumipulse | Fujirebio | 17386NK/B C"“glt{y gfc-’]' L;,‘]’l'lf?m Le;g‘f‘_“h
virit | GSARS- | Inc Nhit | YT-TB-CT | ik - L8 | Do nhay (so o 2.990.000
5 Vietmed | PhuTho Hoa, | | o 0912257469 A s
SARS- CoV-2 Ag Ban 27/1/2021 HCM Quén Tan sanh vai (18006244) b chay dong/ hop
1 CoV-2 | Calibrators Phi. TP. Hé PCR): 100 % - 4x4x0.5mL
trong set Cl];i Milnh - Do dac hiéu
dich ty Lumipulse (so sanh voi 3.990.000
hauhodc | G SARS- PCR): 99,3% " A
s B chay dong/ hop
dich CoV-2 Ag 6x2x 1L
nudc bot Control
sit dung ] 600.000
clmg L(;HSRJEISSB Dichay | dong/ hop
may xét CoV.2 7 1x20 ong
nghiém San'l' li‘g CongtyCo | 48 -50M
i Extr‘acl:ion 12500 | pmain Hodne Quic bang Nhj Cong ty chwa thuc hién
dich | YT-TB-CT | xuétkinh | Viét, Phuong Nuong | ,“gkhf'i el
i 18/1/2021 | doanhdwge | PhuMy, 0653389034 | TP LI SEN PUAM My
va trang Quién 7,
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Nasopharyn

X swab

thiét bi y té
Viét My

Thanh phé
H6 Chi Minh

IL XET NGHIEM VAT LIEU DI TRUYEN SARS-COV-2:
1. San xuat trong nuéc:

Pia chi Théng tin tém Kha
. Ao Tén Céng | Céng PR tat hiéu nang Lién hé A Gia ban
Tén trang thiét bi chan £ 7 Tén Cong ty 5 2 nang - 7
TT : So dang ky ty dang ty - ; san pham do % cong bo
doan in vitro - san xuat e £ cung cap/ A
ky dang don vi san xuat than (dong)
ky cong béd e
Bé trang thiét bi y (&
chan doan in vitro phat
hién RNA ciia vi rit 3?2}'-\1‘ 8 | Chi l']]lél‘lh Cﬁng
Corona (SARS-CoV-2) Ho Vian ty Co phz‘ml .
LightPower VASARS- 5 Hll‘e, C(n_l 2 ng] “.; Vagt - Gi6i han phat Qng V]::l
2000001BKLH/ 2 Phuong A tai Binh .. : DBinh Hiép
CoV-2 1# RT-rPCR BYT-TB-CT Cong ty 09 D hién: 5 ban
_TB- ong t ) wong e 0813.545.
Kit A Co phan 5 .. | sao/phan img 470.000
1 - ngay Céng Quan (1/9A Quocld |~ D6 nhay: 543 3.000.000 déng/test!
(Phat hién ving gen N 04/12/2020 nghé Viét Phu 1A, Khu pho 100% ’ test/thang
dic hiéu ciia vi rit (6 dang ky ¢6 i.\ ® | Nhuan, | Binh Puong 2, B4 :iac ke
SARS-CoV-2. Xét gia tri 05 nim) Thanh Phuong An '100;% A
nghiém nay dugc thuc pho Ho | Binh, Thanh pho
hién bing phwong phap Chi Di An, Tinh
Real-time RT-PCR trén Minh Binh Duong)
cac mau bénh p]lﬁnl
duong ho hap)
> | B trang thiétbiy té |2000002PKLH/ | Céongty | 50 A |y hanh Cong | G161 han phit 600.000 | 300.000
chin doan in vitro BYT-TB-CT C6 phan 92, pho ty C6 phan Sao Difn: 5 bin test/thang | dong/test
Vinh sao/phan g,

1 470.000 d&ngftcﬁ voi don hang dwéi 500.000 test, 367.500 dong/test voi don hang tir 500.000 test dén dudi 1.000.000 test; 315.000 dong/test voi don hang tir
1.000.000 den 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 Dwongtai | -Do6 nhay: Ong
rit SARS-CoV-2 04/12/2020 Duong | phuong Ha Nam 100%; Nguyen
One-Step RT-PCR (S_p d_ang ky co Vinh (IQ{u cong - D?, ddc hiéu: '1j1e11
3 s . 1 3 ¥ o
covid-19 Kit Thai gia tri 05 nim) Hung, nghiép Bong | 100% Giang
il Quin Vin, Phwong 09166013
Duong Multiplex-3 ; N :
target genes Version 1.0 Hong | [Bbre Ve ) B8
T : Mai, x4 Duy Tién,
(Phat hién ving gen N Thanh | tinh Ha Nam,
déic hiéu ctia vi mt pho Ha Viét Nam)
SARS-CoV-2. Xét No6i
nghiém nay duoc thuc
hién bang phwong phap
Real-time RT-PCR trén
cac mau bénh pham
dudng ho hap)
B4 trang thiét bi y té
chin dodn in vitro phit
Iién RNA ciia vi riit
SARS-CoV-2
RT-LAMP COVID-19 S6 1)]12'1'
KIT THAI DUONG 92, ph6 | Chi nhanh Cong
Version 1.0 Vinh | ty Cé phan Sao Ong
G e Hung, | Thai Dwong tai | - Gidi han phat A
(Phathién vatligudi | pp or 1000 | phwong | HaNam | hién: 10 phien | NBUyen
truyén (RNA) ciavi ; Cong ty . x § o Tien
. .. | Ngay 20/5/2021 ) Vinh (Khu cong ban/phan ung; g
it SARS-CoV-2. Xet (Sb dang k ¢6 Co phan Hut nghiép Dér B iy Giang 300.000 385.000
nghiém nay dugc thye | (50 CAN8 &Y Sao Thai e P ETS [ =E I 09166013 | test/thang | dong/test
hién bine b} hap | @t 12 thang) D Quan Vian, Phuong | 100%;
: g phwong phap wong . 3 . : — 88
RT-LAMP tir mau dich Hoang | Dong Vian, thi |- D§ déc hiéu:
3 ~ = Mai, xa Duy Tién, 100%
hau hong hodc mau Thén] tinh HAN:
dich ty hau ngudi sau ho Hl uVT‘A aN T
khi tinh sach. Ket qua p ;3‘_ a 16t Nam)
01

cuia xét nghiém nay
phai dwoc phan tich
cliing vdi tét ca cac két
qua xét nghiém lam
sang khac.)




B trang thiét bi y té
chdn dodn in vitro phit
lién RNA ciia vi riit
SARS-ColV-2 36 nha
Real-time RT-LAMP 92, phé | Chi nhanh Céng
COVID-19 KIT THAI Vinh | ty Co phan Sao e .
DUONG Version 6.0 Hung, | Théi Dwong tai | S191 han phit A
‘ | TTB-TT-11-21 huomg | HaNam | e 0.67phién | Ong
(Xétnghiém phat hién | 0 "< C | Congty pw mg (Khu 06 ban/pL; Nguyén
RNA cliavi rit SARS- | &8 = 2270 | Cophan | - i bas |- Donhay: Tién | 300.000 | 385.000
CoV-2. Xét nghiém nay (. 2 lf ]Y 0 | Sao Thai 1 ggl llegh ONg | 98.18% Giang test/thang | dong/test
dugc thyc hienbang | 814w 12thang) | 'pyy - | Quan | Van, Phuong | 5 gec pisu: | 09166013
phuong phap Realtime Hotng | Domg Van, thi. | g0, 88
RT-Lamp trén cac mau M, & Duy Tiéx,
7 3 2 Thanh tinh Ha Nam,
dich hau hong, dichty £ v o
hau clia ngudi. Két qua plio Ha M Bl
clia xét nghiém nay phai o
duoc phan tich cing voi
tét ca cac két qua xét
nghiém lam sang khéc)
B trang thiét biy té Khu | Céngty C6 phan | - Xét nghiém
chdn dodn in vitro xét Cong Dugc pham | mau riéng lé:
nghié¢m ARN ciia vi riit nghiép | AmphaOnco - | + Gidi han phat
SARS-CoV-2 Cong ty Nhon | ChinhanhKCN | hién: 7,2 ban i
C6 phan Trach Tan Binh sao/phan ung. Ong
AVIPHATIO BT TIBTT072L |~ pogge 3,xd (20BL63, |+ D6nhay: Phong | 600.000 | 179.800
BIFHROBCEITN | [Socmseyca hé Hié Puong CN1, | 100% 09034213 | test/thang | déng/test®
PCR COVID-19 KIT | giatri 12 thang) | , P P T i 5 8
Ampharco | Phuac, Khu cong + Do ddc hiéu: 13
(Pinh tinh phat hién vi US.A huyén nghiép Tan 100%.
nit SARS-CoV-2 trong Nhon Binh, P.Tay |- Xét nghiém
mau bénh pham dudng Trach, Thanh, Q. Tan | gop mau (100
ho hap trén, dwong ho tinh | Phu, Thanh phd | méau):

? Sir dung céng nghé gdp mau vong 2, véi so lwong phan tmg kit phét hién (Detection) bing 20% s6 kit tién khuéch dai (Pre-amplification). Cu thé don gia timg thanh
phan: .

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

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



hap dudi dwa trén k¥ Bong HoO Chi Minh, | + Gioi han phat
thuat khuech dai axit Nai, Viét Nam) hién: 6,4 ban
nucleic theo nguyén ly Viét sao/phan img.
nested hetaplex PCR va Nam) + Do nhay:
phan tich phé bién tinh 98,7%.
ctia san pham khuéch + D6 diic higu:
dai. San pham sir dung 100%
xét nghiém theo chien
Iwoc gop mau, co thé ap
dung xét nghiém mau
riéng lé)
Bg xét nghiém dinh
tinh RNA SARS-CoV-2
MULTIPLEX =
SARS-CoV-2 Céng ty C4 phan
Detection Kit 4 Brilitas
i o Foa P uticals SYe ;
Bg;Fef nghiém g]l;ﬂ; i‘liﬂ Cong ty C6 | Truong m?na;eo_;: ) }-uGim han phat Ong
ving H . ién: 2 2
va gen Ng::‘lla SARSa- b b phan pi}m-h’ (I},(;w(;rgm% L,on(; coﬁé;ffl‘fg Nguyén e a0
CoV-2 trong miu bénh | Nedy 13/7/2021 | Builitas | PRROong | 5, S ™ | Bo nhay: Enic To | 4 gog.oqp | Soneten
ham dich ty hau dua (86 damgky co | Phamace An Phuoc, KCN | 100%; 028.3950. | oct/than (Pt o
k0 ot shubch g | ©1410 12 thing) |  uticals | Quén3, | ETHER o .| 0988 hoac | VA | o5
tefn kf ik khaech dy Thanh S EI: | -Bodieligh | 5ocicnng VAT)
d‘ﬁngln]ugkt; lrlung Elm phé Hé (I;IiIY?ll Ca}]; 99,1% 60
vong 1ap két hop buoc Chi udc, ti
RTLAMP) Sin i Minh | RO
- 1 pham am).
str dung trong, xét
nghiém sang loc nhiem
SARS-CoV-2)
Hé théng xét nghiém | TTB-TT-14-21 | cong ty 503 | Congty TNHH | _ GiGi han phat | Ong Tuén
dinh tinh R]VAA Ngil)ii}y?l?’og'l TN'I:IH dwong Mf?lt T]lﬁ{l]l Vifan hién: 19,58 082 10?‘10?0 ‘1130‘000
SARS-CoV-2 gom: (So Fug by o0 Mot 30/4, | SinhHéaPhi | copies/pl; 9431886 | test/thang | domg/test
gid tri 12thang) |  Thanh | phwong Sa (chua bao
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duwai (dom, dich phe
nang, dich noi khi quan,
dich mang phéi...) dwa
trén k§ thuat RT-PCR

co ban va hé thong
SPOTCHECK doc san
pham khuéch dai. San
pham sir dung trong xét
nghiém sang loc nhiém

SARS-CoV-2)

Bé xét nghiém dinh tinh Vien Sinh | Hung (166, duomg - Do nhay: gom
RNA SARS-COV-2, Hoa Phu Loi, Ngll‘ygll Vin 88%, VAT)
chiing loai: READY Sa quan Cu, phwomg An | - Bo dic

SCoV2 SCREENING Ninh Bini An Nint hieu: 100%
T -5 1, quan Ninh
KIT; Th:et h}.l:l va doc K1.3u, Kidu, thinh ph 8 s ——
s thanh | Can Tho, Viét D2 |3oes
SPOTCHECK SC48 pho Nam) l]u;t b;k u f;gg:l vae
Can va doc ket ;
(Phét hién SARS-CoV-2 Tho qui/thang | doc ket
trong mau bénh pham qua (chua
duong hé hap trén (hén bao gom
hop dich hong, dich stic VAT)
hong), dudng ho hap
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2. Nhap khéu:
Tiairang S6 it Théng tin tom tat
thiét bi/sinh 4 Hang/ gi Y | Tén Cong Dia chi e 5 Kha nang | Giaban
z z Chung - phép 2 M hiéu nang san jana . A p
TT | pham chan Nwde san ty nhap Cong ty Lién hé | cung ing/ cong bo
2 loai X nhép z . =% | phim do don vi sin ; ;
doan in xuat a khau nhap khau 4 % thang (dong)
vitte khau xuat cong bo
- Gioi han phan tich:
LoD wdc tinh ciia C6 shin véi
mo hinh Probit 95% bl
cobas® . I1a 25 ban sao/mL i6i h '1 tg - | 55.000.000
. £101 han tal
SARS. Tang 27, | (95% CI: 17 — 58 ‘ho hir dbng/ b6
. ” Toanha | bansao/mL) cho g -
Trang thiet | CoV-2 Pearl Pl SARS-CoV-2 (Bicl noi dia. be 192 test
bi y té chan L S, Loy & (R Ba | cothé cung
&odn in vitro Roche 16266 NK/ Céne t 561A bién | 1)va 32 ban sao/ml Traor i nhu cau
R | BYT-TB- '2Y | BiénPhu, | (95% CI 21 -73 s 2 W oo
xét nghiém Molecular TNHH % 4 Thi To | vuot qua so
1 By CT Phuong 25, | ban sao/mL) cho
vi mit Systems, : Roche QuénBinh | pan-Sarbecovi Hoa luong
Corona Inc./M¥ y g‘,’.}y., Viét Nam 5 o h2 0973.4 thong
ding cho 19/8/2020 T anh, £ (D“.: e i 3 01.035 thuong
miyPcR | S0® Thinhpht | - B dse higu phin ‘ Khach han
Y SARS- H&6Chi | tich: khong phan pro— & | 8.000.000
CoV-2 Minh | tmg chéo véi cac vi i W8 | dong/ hop
Control i, vi khuén duong cApINS |16 x 1ml
Kit Wl ﬁp lm‘lmocl}t
- Db nhay, 45 dic nhat 4 tuan
hiéu: 100%
2 - Gigi han phat hién: - 10 trién
2
gi““;% L}l']l;]tl Genesig | o | IS4TONK/ | oo | g TgD}f o | 0:33 copies/pL Tg“g test/thang
ylechim | opea | PO 2| ey | e '8 BTl | _po dic hiéu phan M8 | (D3t hang | 51.000.000
doan in vitro ; nLtd /Anh Co phan M&P.1S, |5t 2 Hoai ; x A
; 2 Time 5 CT s tich: khong phan 2-3 tuan). dong/ hop
2 xét nghiem Quoc : thiet b1 y Q.10, g . e R | Vi - R
iy PCR ngay % xrs .. | img chéo véi mot so Hién tai co 96 test
vi it 5 te Vimec | TPHOChi | .5 " " z 028386 «
Assay 27/5/2020 ! vi mit, vi khuan 8 hop 96
Corona Minh 3 o 40888
duong ho hap test




dung cho : - D6 nhay, do dic .
; 67 Phd S Ba
Iy PR 15363NK/ Céng ty Quang, higu: 96% Nguyén
- - ¢ 2 1
BYT-TB- | r\py | Phwomg2 Thi 1 480,000 | 48.000.000
CT | Toynvigr | QuanTan Thanh | o tthéng | Adéng/bo
ngay Izllmn ¢ Binh, Tp. Hoa 8 ;
27/4/2020 Ho Chi 0906.3
Minh 67.955
196/1/22
. Cong Hoa, Lroa
15673NK/ C?“t’]‘ Y | Phuomg 12, fla;“
Abbott BYT-TB- | S0P e | QuanTan ong | 36.000- | 5, c40 000
;| RealTime CT K¥nghe Binh, - Gi6i han phat hign: | Que | 40.000 test déng/ hop
Trang thiet , va Cong i £ : Chi (hop 96 :
- % 1z |SARS-CoV- ngay Thanh phé | 100 copies/mL 96 test
biy te chan y Abbott nghé Cuéc D . a g 0986.6 test)
PR 2 .| 08/6/2020 T H6Chi | - DO déc hiéu phan
doén in vitro = . | Molecular sb1 i A b 2 83.307
; .. |Amplificatio 18 Minh, Vigt | tich: khong phan .
xét nghiem Inc., Hop g 4 : |
2 nReagent < 4 Nam ung chéo voi mot so
vi it : Chiing Quoc T 3
Kit, Abbott ; % vi nit, vi khuan
Corona RealTime Hoa Ky S6 101 -B8 duimg hd hip O
dung cho SARS-CoV- 15369NK/ Lac Trung, | - Po fma a6 dic N ulgén 30.000
may PCR 2 BYT-TB- | Congty |P.VinhTuy, | 0% % % BIYER | test/thang | 57.600.000
2 z 2% g hiéu: 100% Vian : % A
c Kit CT Co phan Q.HaiBa (hop 96 dong/ hop
‘ontrol g . . Diing
ngay Bio-med | Trung, Ha 0936 9 test) 96 test
27/4/2020 Noi, Viet 8
95.677
Nam
S617,
. 4 Puong so | - Gioi han phat hién:
o i congry | LKDC G | D0l | e
Ay 15556 NK/ '8 | Hoa, ApS, |- D6 dic hiéu phan 5 Bfteat
doan in vitro TNHH fig = Nguyen 390.000
; 25 SQDS52- BYT-TB- & XédPhong | tich: khong phan 5 -.
xét nghiém ] Solgent Co., Cong . . I Tan | 40.000 test/ | dong/test
S K100; . % CT Ehs Phu, img chéo véi mot so ; ; .
vi it Ltd, Han Quoc ; Nghé Sinh ; G Huy thang (tuy thude
ngay H.Binh vi mit, vi khuan P f
Corona hoc Khoa . 3 ik 028.37 s0 lwong va
: 26/5/2020 Chanh, duong ho hap T
dung cho Thuong \ £ 5 . 612606 dieu kién
1w PCR Thanh pho | - Do nhay, do déc t tos
Thay H6Chi | hiéu: 100% henh toan)

Minh
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Trane thiét 489A/23/18 | - Gioi han phat hién:
bi tEé, e 3 Huynh | 4 copies/pL Ba_
a Sl ¢ 15577NK/ | Congty | VanBanh, | - P§ ddc hiéu phan | Nguyéen
pinralias o . BYT-TB- | TNHH | Phuwomg 13, | tich: khong phan Thuy 35.000.000
xét nghiém Kogenebiotech, : 2 » il b e s 7 1.000.000 A x
Vi Tt R6900TD Han Qubc CT Cong nghé | Quan Phm | ung chéo vai cac vi Mong test/ th dong/ hop
it ngay Y sinh Nhuan, | nit, vi khuin duong | Huyén € 100 test
dtme cho 27/5/2020 | Nam Anh | Thanh ph6 | hé hap 091281
o EP CR Ho Chi - D6 nhay, do dic 7802
Y Minh | hiéu: 100%
100.000
test/ tuan
Trang thiét s 5 (twong g
L E hx LiiFm™ Thon A ‘
biytechan | noumy | ivRON | 1567INK/ | Phuong | - Gidi han phét hién: | "8 St 290.009
doén in vitro - Cong ty . 2 Trinh 400.000 dong/test-
p iy 19 Real- | Biotechnolog | BYT-TB- Hanh - xa | 1000 copies/pL ; p
xét nghiem | . TNHH A e & A L Ba test/ thang) 440.000
Ehd time RT- y CT 2. | TanTién- | - D6 dic hiéw: - D6 . i A 3
vi it ; 3 p Thiet Bi X z P Binh Luoén san dong/test
PCR Kit Inc./Han ngay huyeén nhay, do déc hiéu : ; i 5
Corona ! BDE 024.66 sang (tuy theo s0
pr (IPH2150 Québc 08/6/2020 Chuong | 100%
ing cho 5.50) M, Ha Noi 807528 50.000- luwong)
may PCR : « SIS 100.000
test trong
kho
- Gioi han phat hién:
3651, ngs |03 copies/hL dich
4 p duong ho hap trén
Trang thiét 205 ngach |\ p17500 , LC480)
biyte chin [STANDAR 323/83, G .| Ba Vi
p L 15865NK/ i 7 0,25 copies/pL dich ¥
doan D™M . Céng ty duong ; ek Thi
o ; SD Biosensor | BYT-TB- FiPy hiins duong ho hap trén 28.901.376
in vitro xét nCoV Cophany | Xuan Binh, | . : Huong 250.000 x 4
i : Inc., CT Fyien ; va 0,125 copies/pL : : dong/ hop
nghiém vi |Real-Time . £ ; te e phuong G . z Ly test/ thang
p : Han Quoc ngay : 5 vl dich duong ho 96 test
mt Corona | Detection Minh Xuan Binh, |, : = § 098877
E ; 09/7/2020 . hap dwdi (CFX95);
dung cho Kit quén Béc 5 i 5 8790
A B, - D6 dic hiéu phan
may PCR Tw Liem, b %
Ha Noi tich: khong phan
. ung chéo vdi mot so
vi nit, vi khuan

350-30.000 test: 440.000 dong/test; 30.000-50.000 test: 400.000 dong/test; 50.000-100.000 test: 370.000 déng/test, >100.000 test: 350.000 ddng/test
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duong ho hap
- D6 nhay, d6 déc
hiéu : 100%

Lo 8-
CN18, Khu
cong nghiép
Khai Ba
15895NK/ " 2 =
BYT-TB- | SOpEfyco | ‘Quang, SElyen 44.100.000
cT phan cong phuong Thi Ta | 60.000 test/ dng/hop
nghy nghe Khai Minh théng 120 test
: 5 2
" 09/7/2020 | Lavitec Quang, | _ Gigi han phit hién: | 925232
Trang thiet thanh pho : 1684
e i E AR 5 380 copies/mL
bi y te chan Vinh Yén, . i 3
i SARS- : - B dic hiéu phan
doan in vitro tinh Vinh S <
xét nghiér COV-2R- BicMeiiens Phitc tich: khéng phan
ENEM \GENE (Ma| SOV er = 1mg chéo véi mot s6
vi nit B i | SA-France 23 Pai Lo LG o 2
c san pham: Py vi mit, vi khuan
orona Béc Lap, : Rk
p 423720) ’ dwong ho hap
dung cho Khu cong - P nhav. 46 dc
may PCR 16945NK/ nghiép Viét Rl
" hiéu : 100% Ta
BYT-TB- Cong ty Nam- Minh
cT TNHH Singapore, Cut 6.000 367.500
ngay DKSH phuong 0913 1E4’ test/thang dong/test
26/11/202 | Viét Nam | Binh Hoa, 9845
0 tp. Thuan
An, Tinh
Binh
Duong
Trang thiét | VIASUR 8651, s | T 1A DAL IR
AT ; 10 copies/phan ing ; 28.502.400
biytechan | E SARS 205, ngach " o 3 Ba Vi x :
AT 16169NK/ 5 - B dac hiéu phan : dong/ hop
doan in vitro | CoV-2 Cong ty 323/83, FEe Thi
; i CerTest BYT-TB- 2.1 4 tich: khong phan 96 test
xét nghiém Real : Co phan y duong 2 . oo .« | Heong | 50.000 test/
g : Biotec,S.L., CT Pt 5 img chéo vdl mot so i 3
vi it Time 7 ; te Pirc Xuan Binh, | %, " 2 Ly thang
c Tay Ban Nha ngay : \ vi it, vi khuan 19.005.840
orona PCR Minh phuong g i 098877 A .
: : 19/8/2020 PEEI duong ho hap dong/hop
dung cho | Detection Xuan Binh, | D6 nhav. d6 diic 8790 48 test
may PCR Kit quan Bac v LAY, SR 0

hiéu : 99%
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T Liém,
Ha Néi
S0 51, ngd gt
Trang thiet | AccuPo 205, ngach ,,S igl ]ie-s ; l}:ﬁ :.:;fn'
biytéchin | wer® i 323/83, | & gﬁ ]1.’. i & | Ba vii
dodn in vitro | SARSCo . tal7g Céngty | dudng Xuan |7 D0 chuphin |~
: i Bioneer BYT-TB- P 3 tich: khong phan : 15.250.200
xét nghiém V-2 . Co phan y Binh, , . oo .« | Hwong | 50.000 test/ x A
10 ol Corporation, CcT i ; ung chéo vl mot so ; ; dong/ hop
vi it Real- 3 X . te Pirc phuong, S 2 Ly thang
; Han Quoc ngay : A vi mit, vi khuan 50 test
Corona Time Minh Xuan binh, \ 3k 098877
: 19/8/2020 P dwong ho hap
ding cho | RT-PCR quan Bic 2 . 8790
% . e - D6 nhay, do dic
may PCR Kit TirLiém, hidw: 100%
HaNgi | new 100%
- Gidi han phat hién:
4,167 copies/ml
- B¢ diic hiéu phan
sx tich: khong phan
;“a‘:% 21‘11:]‘1 $520 - ngs | tmg chéo véi motsd | 30.500.000
iyt ) 16379NK/ | Céngty |7 -pho Thai | vinit, vi khuén 8 dong/ hop
doan in vitro | Allplex 2 ] ik Nguyen
: R BYT-TB- TNHH Ha - duong ho hap % 100 test
xét nghiém 2019- Seegene Inc., R . . z Xuan | 40.000 test/ 3
11 o : £ CT Thiet bi y phuong - D6 nhay: 100% : ; (Bao gom
vi it nCoV Han Quoc ] A b5 i et Thanh thang = s
Py Assay ngay te Phuong | Trung Liét - | - PO dc hiéw: 024357 vat tw tién
$ 19/8/2020 bong quan Bong | + 93,07% (mau hut - hao chay
dung cho AR - : £ 38301 ;
; Pa-HaNoi | miil hong, dich phet may)
may PCR i 4
hau va miii hong va
rita phé quén)
+96,84% (mau
dom)
Trang thiét | Allplex S5 20 - nog | - G161 han phat hién: | 3d0(§151;'0i10600
biytéchan | SARS- 16984NK/ | . 20 - 185 | 5000 copies/ml Ong 4t
i > Congty |7 -pho Thai . i " % 220.000 100 test
doén in vitro | CoV-2 BYT-TB- ; - B¢ dac hiéu phan | Nguyen : A
; ‘4 TNHH Ha - e 2 test/ thang | (Bao gom
xét nghiem Assay | Seegene Inc., CT s . tich: khong phan Xuan S s
12 o ; £ " Thiét bi y phuong . R s ® vat tw tién
vi it (RV1024 Han Quoc ngay t& Phuor Trune Liét ing chéo voi moét so | Thanh hineka
SARS-CoV- | 8X) 26/11/202 [ L2F '8 ué:lff)éﬁ * | vi i, vi khuén 024357 kg y
2 dung cho 0 & AN duong ho hap 38301 = P 4
méy PCR Allplex ba-HaNéi | D6 nhay : 100% Cong ty 15.250.000
SARS- T chuwa thwe | dong/ hop
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CoV-2 - Do déc hiéu hién nhap 50 test
Assay 96,7%. khau san (Bao gom
(RV1024 phamnay | vt tu tiéu
7Y) hao chay
may)
Trang thiét | Alinitym 6101 -BS -1(%1 :th:sﬂil iy
biyté chin [SARS-CoV4d  Abbott e Ong
ISR 15369NK/ Lac Trung, | - B¢ dfic hiéu phan %
doan in vitro 2 Molecular 4 bh i 3 Nguyen 100.000
; s : BYT-TB- | Congty |P.Vinh Tuy, | tich: khong phan ; 115.200.000
xét nghiém | AMPKit, Inc., Hop g L P P, Vian test/thang X 5
13 T iy < CT Co phan Q.HaiBa | umg chéo vdi mot so % dong/ hop
vi it Alimitym | Ching Quoc s : ; e z Diing (hop 192
: ngay Bio-med | Trung, Ha | vinit, vi khuan 192 test
Corona  |[SARS-CoV4 HoaKy T 3 n 1k 0936.9 test)
. 27/4/2020 Noi, Viét | duong ho hap
dung cho 2 Nam - D6 nhay, 48 dic 95.677
may PCR | CTRL Kit ]ﬁéﬁ - 100%
Trang thiét Lcopy 307/28/9 .
biyté chan [COVID-19 Céng ty DPuong 10y
doan gPCR TNHH Nguyén Nguyén i
in vitro xét |Triplex Kit 17644NK/ | py o ong | Van Khéi, |7 Gidihanphathifn: | “50" | tiytheo | 4, 04
i A g 1Drop Inc., | BYT-TB- e ; 5 copies/phan img nhu can x 4
14 nghiém vi | (Miésan . P mai Dich | Phuong 8, 5 . Nhung dong/ test
: = Han Quoc CT » : - D6 nhay, do dic
nit SARS- pham 03/3/2021 Vi Quan Go hidu - 100% 034300 Hién lru
CoV-2 dimg M23MD100 =%=% | MEDIVIS | Vép, Thanh [ "% ° 1350 o
. i ayh , kho: 100-
cho may T) ION pho Ho Chi 10.000 test
PCR Minh S

4300.000 qénga’ test voi _srf) Irong 1-20 hop 100 test ; 240.000 dong/ véi s lwgng 21-99 hip 100 test (Mua 4 ting 1, hd tro' cho mwon may téch chiét (néu don vi cin);
225.000 dong/ test véi s6 lwgng =100 hop 100 test (Mua 3 ting 1, ho trg cho mwon may tach chiét (neu don vi can)
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- Gioi han phat hién:
Sﬁms'cslvo' 500 copies/ml (doi
e 1'%12:@ véi SARS-COV-2);
. : 520 -ngs | - Kho AN 4
thikt biyté | Quastar- | SACEN . ol e Ong 17.600.000
p A GmbH, Congty |7 -pho Thai | chéo vdi mot so vi > : A
chan doan in Dx® 17907NK/ y o 2 g Nguyeén dong/ hop 6
g : Germany TNHH Ha - mt, vi khuan dwong X
15 phat hién  [Respiratory hodic BYT-TB- Thiét bi Hiri 1 hi Xuan 1.800 test bao
SARS CoV- | SARS- : CT o P . o A Thanh | test/thang | gbm vét tw
. : STAT-Dx te Phuong | Trung Liét - | - Do nhay : 94,32% =
2va2l tac CoV-2 3 22/4/2021 : i £ 024357 tién hao
& Sk Life S.L., Dong quan Bong | (doi voi SARS COV p
nhan ho hap Panel ; -7 by 38301 chay may
khac ding Tay Ban Nha Pa-HaNoi | 2);
choma = Bode hien
R : 90,48% (déi voi
SARS- COV-2)
ML XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:
1. Test nhanh:
a Sdn xudt frong neoc:
) Théng tin tém Khi
Tén trang thiet bi Tén Diachi | Tén Cong | tat hiéu nang 2 ﬂna Gid ban cén
TT chén doan S6 dang Ky Céngty | Congty | tysan san phimdo | Lién h¢ cun cgé il bk tadn g
in vitro dang ky | dang ky Xuét don vi san ﬂ’l%i p (dong)
xuit céng bo ng
Khay thir xét nghiém - Ngudng phat
dinh tinh kiving thé Cum Congty | p.omt) Slg‘ nl;fn 1 92,400 déng/
IgM, IgG khdng vi riit Cong, TNHH e F =
i : vol khang the test (chura bao
SARS-CoV-2 nghiép Medicon Khéne 1eG A
Truong (Cum e Ong Pao BUs VR,
Trueline COVID-19 | TTB-TT-08-21 Céng t An 8 Pty khang SARS- Pinh Khéi phu kién)
IgG/IgM Rapid Test | Ngay 20/5/2021 8 1y "8 | cov-2va 3.120.000
i | (Sbdmgkyco | (WH | An nghi®p | songimivei 095803100071 ¢ i) thang | 97.650 ddng/
(Pinh tinh phat hién S ; Medicon | Khanh, Truong : 2 0968031021 : 5
; 2 giatr 12 thang) A = khang the IgM test (bao gom
khang the (IgG/IgM) huyén An, xd An Kkhane SARS Vit br. ot
khéng vi rit SARS- Hoai | Khanh | ;o8>30 {7
CoV-2 trong mau toan bire huyén DY &)
% me s : Ye - Banh gia
phan, huyet thanh hodc Thanh | Hoai Pirc, e
huyet twong nguoi. e nang s
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San pham st dung pho Ha | Thanh phé | pham trén cac
trong giam sat huyet Noi HaNo¢i) | maulam sang
thanh hoc, giam sat da duoc xac
dich té hoc xac dinh nhan am tinh,
tinh trang phoi nhiém_ dwong tinh véi
voi SARS-CoV-2 vaho SARS-CoV-2
tro chin doan & giai bang PCR:
doan sau 7 ngay khéi + Do nhay: 7
phat) ngay sau khai
phat 1a 40%, 8-
14 ngay sau
khai phat la
91,00%, = 15
ngay sau khoi
phat 1a
97,69%;
+ Do dac hiéu
tromg quan:
100%;
Khay thir xét nghiém g ;
dinh tinh kivdng thé Trung tam m(::fltfnhﬂm
kluing vi rit SARS- ng,hif*:n hrc-m;g .
KorE ;un;: ia‘,:: 100ng/mL
Polyvac COVID-19 Trung : iy (Ing/XN)
Ab Rapid Test/ tam 1;11“’ Sh’;’l" b | knang the
IVD.Rapid.CoV-2 Ab | TTB-TT-12-21 | Nghién | .0 yft’é‘a‘ khang protein Sng
R—_— . y Ngay 18/6/2021 | ctrusan ey N ctia SARS- % 3.017.375
2 ( meh ik f lfh;m.gl (56}:151@ kyco | xuat vic Hai Ba CoV-2, két Nguye_!} 200'090 déng /hop (25
t]lleSIgAl\éfSIg((:} \lf] l,a‘&g s giatri 12 thang) | xinva .;1}-::111%1 45 Vizh qua doc mit fgﬁng };1;;1 fest thg test)
rut -CoV-2 trong - : 3 ung, : : 0913236890
méu huyét thanh/huyét 159111 phé Ha Phl?f:'ﬁg ﬂ!umhf s (; 21.
tuong nguoi dia trén phany Noi Thanh Tri, | a0 Vach,
nguyén ly sic ky mién = Quan z?;uc:?lsg e
dich. San pham sw Hoang =
dung trong giam sét Mai, ““\,bf]' -,
huyét thanh hoc, giam Thanh phé | D@ B1a
sat dich té hoc xac dinh hi¢u nfing sir
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tinh trang phoi nhiem_ Ha Noi, | dung Elecsys
v0i SARS-CoV-2 vaho Viét Nam | Anti-SARS-
trg chan doan ¢ giai CoV-2lam
doan sau 7 ngay khot tham chiéu:
phat) + Do nhay:
94,9%
+ Do dac hiéw:
98,79%
- banh gia
hiéu nang s
dung phong
phép RT-PCR
lam tham
chiéu
+ Do nhay:
91,06%
+ Do dac hiéu:
98,79%
b Nhap khau:
Théng tin
Tén trang tom tat
thiét bi/sinh . ; S6 gidy | Tén Céng Diachi | .., nang Kha ning | Gid ban
TT | phém chin | Chingloai | "&™9C | phepnngp | tynhap | OPEY sinphdm | Liéenhé | cungimg/ | cong b
dodn in AR Khéu Khéu ll:h éﬂ do dom vi thing | (déng)
vitro san xuat
céng bo
Sinh pham 286,
chan doan Puong |-Do
in vitro xét SARS-CoV- . Gial nhay:
nghiém 2 antibody G“\i,ngz""“ L689/BYT-.| ‘Eougty Phong, 86}3%, Ong Vit 150.000
; z onfo TB-CT TNHH ; A 3 s 3.000.000 5
1 khéang the Test (lateral Bi : Phuong | do déc Hoang Viét . dong/
iotechCo., ngay Avanta S test/ thang
IgM/IgG Flow Ltditrung Quéc | 27/3/2020 | Diagnostics Phwong | hiéu: 0983.348.468 test
trong huyet Method) T Liét, Quan | 99,57%.
thanh, huyét Thanh
tuong, man Xuén,




toan phan Phurong
nguoi Liét,
Thanh
Xuan, Ha
Noi
T
nhay:
+IgM: 5-
10 ngay
khoi phat:
16%; >15
ngay:
75%
Sinh pham Téing 4 s6 |+ IgG:
chindoin | o g g Sheng] “,}fil,“ga ;ﬁ?“%?y
in vitro xét enzhen 4 27 dudn 61 phat:
nghiém {2013-nCoV) Lvshiyuan PelbiTe| Cogty Vil Ngolf 62,5‘;: Ba Truong Cong ty chwa thuc
2 | khangthé | COTOMAVUUS | piirechnolo ABLT TNEH PI -Podic | ThiPhic | hiénnhap khiu san
g IgG/IgM &y ngay Dugc pham o S ~ e
.IgMIIgGA Rapid Test Co.,, Ltdf’i Trung 06/4/2020 Phiic Son PJhuo‘ng }ue}l. co 0978.297.789 pham nay
trong huyet Kit Quoc QLLang;Ia pha:lld ing
thanh, huyet 1an Pong | voi khang
tuong nguoi Da, HANéi | thé IgG
khang vi
it
Dengue
(Theo
danh gia
clia

NHE)




2. Su dgmg cuing may xét nghiém mién dich/Elisa:

a Sdn xudt frong nieoc:

o e s Kha
Tén trang thiét : Tén Diachi | Tén Cong TI;}DPE :;lnw;l;r:ﬂl nang Gia ban
TT bi chén doan So dang ky Congty | Cong ty ty san ha ed d AN Lién hé cung cong bo
in vitro dang ky | dang ky zodt [PPSO CONN ian cap/ (dong)
xuat cong bo
thang
Bé trang thiét bi
y té chin dodn in - Gigil hét hién:
vitro pht hién e
khdne thé IoG Kha néng phat hién
;; g ne %! khang thé IgG
o bide: . | khang vi rit SARS-
SARS-CoV-2, Trung tam 5
’ o CoV-2: 1 tuan sau
IVD.CoV-2 IgG Neghin | 4} 55 nhat 14 34,15%
GreL aen ay 8-14 sau khot
(Phat hién khang xuét vic Eafla_sw s
F . . . y . day o, =
;T;iighé’ﬁ,‘; Tf;‘;‘g 13516 | THoH S“tg‘ tuAn sau khoi phat 1a
trong huyét thanh, | 2100093DKLH/BYT- | (0 | Diic, Pham yI€ | 97 9794,
huyét twong TE{')%E,,E;L%&Y ctru san HQa‘j’a];; (418 Vinh | 1,?3“11 gg:::u DANE | Ang Nguyén | 200.000 | 7.900.200
1 ngwoi bang (sé dﬁ-:n k_‘ c—é iA tri xuat vac Trum Hung, K ﬁiElIS]iRS-CﬁSVﬁ biang Hién test/ dong/bd
phuong phap 0% n§m) gl i va Thang, | Phuemg [l S 0T | 0913236890 | thang | 96 test
S ;I‘lllsé-j;‘ w 1?;;31‘ phé Ha Tha’Q”E T“‘ + D6 nhay: 98,57%
F A PRAMY | Nei VA B dEc hidu:
ung trong giam te Hoang 99 69%
sat huyét thanh Mai, |”g. lh° G ik
hoc, giam sat dich Thanh phé |~ B
& hoc xac dinh Hi Mg, | %% Owns Hitoog
Lol s . 5. | phap RT-PCR lam
tinh trang phot Viét Nam)

nhiém véi SARS-
CoV-2 vahd trg
chén doan & giai
doan san 7 ngay
khéi phat.)

tham chiéu

+ D6 nhay: 86,42%
+ Bo dic lnéu:
100%




-2
(]

2

Bé trang thiét bi
y té chiin dodn in
vitro phdf hién
kidng thé IgM
khdng vi rit
SARS-CoV-2,
IVD.CoV-2 IgM

(Phat hién khang
thé IgM khang vi
it SARS-CoV-2
trong huyét thanh,
huyet twong
ngwdi bing
phuong phap
ELISA.

San pham si
dung trong giam
sat huyét thanh
hoc, giam sat dich
té hoc xéac dinh
tinh trang phoi
nhiém voi SARS-
CoV-2 vahd trg
chén doan & giai
doan san 7 ngay
khai phat)

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

Trung
tam
Nghién
clru san
xuat vic
Xin va
sinh
phém y
té

135Lo
Puic,
Quén
Hai Ba
Trumg,
Thanh
pho Ha
Noi

Trung tam
Nghién
cltu san
xuat véc

Xin va sinh

pham y té

(418 Vinh
Hung,
Phuong
Thanh Tri,
Quén
Hoang
Mai,
Thanh pho
Ha Noi,
Viét Nam)

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

- Banh gia hiéu nang
st dung Elecsys
Anti-SARS-CoV-2
lam tham chiéu:

+ Do nhay: 97,19%
+ Do dic hieu:
98,17%

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

+ Do nhay: 85,43%
+ Do diic higu:
95,77%

Ong N guyén
Ping Hien
0913236890

200.000
test/
thang,

7.900.200

déng/bd
96 test




b. Nhdp khdu:

Tén
trang Tén Théng tin tém
thiét S6 gidy Céng Dlaell ||| o2y hiéu nang Kha nang Gia ban
TT Ws:nh Chiing loai Ha.ngIN £ phép nhap ty Cong Y | san pham do Lién hé cung img/ céng bé
pham san xuat Kha i nhap A ; # X
2 au nhap i don vi san xuat thang (dong)
chan i khau % £
dodn i khau cong bo
oan in
vitro
SARS-CoV-2 2.931.915
IgG Calibrator g " dong/ hop 1
Trang Kit t- Hleulnﬁng - do Sa
thiét bi y i it sk
téchin | SARS-CoV-2 35 g ettt o 3.701.775
doanin | IgG Control ETLYPHL | By PR ET déng/ hop
S 3 . Tha khai phat trieu
vitro xét Kit Cong ty ) el - 2x4 ml
i i Nghia, | ching: Ong
nghiém 1621 1NK/ Co : o =
; z Abbott Ireland A phuong | <3 ngay: Nguyén
khang the Di i BYT-TB- phan B 0.00%: Cb Theo nhu cA 16.139.445
1 IeG o cT Duoc o |l . >0 TP CA | déng/ hoy
Wb % Division, N lieu Thanh, | 3-7 ngay: 25%; Chien thi truong 100 P
S Ireland ngay ; Quan 1, |8-13 ngay: 028.3856 et
mt SARS- 19/8/2020 Trung Thanh | 86.36% 4515
CoV-2sit | SARS-CoV-2 Uong 2 pho Hb |>14 ng?ly' 16084 i 32.278.785
dung trén | IgG Reagent ; Tpria e e dong/ hop
; P : Chi - Hiéu ndng : do
may phan Kit Minh | twone hop Am 2x100 test
tich mien g, 0P A _
; theo nhom mau:
dich 99 63% 161.393.925
’ dong/ hop
2x500 test
Trang Tang 27, Ba Co san vdiso | 8.705.600
l]l}et bZ; y 15891INK/ | Congty | Toanha | Do nhay : Trwong lnt_mgl giol | dong/ bo 200
té chan ; Roche BYT-TB- | TNHH Pearl gt han tai kho test
P Elecsys Anti- ; : 99,5% Thi To s i
2 doan in SARS-CoV.2 Diagnostics CT Roche Plaza, D6 dic hidu - H hang nai dia.
vitro “OV== | GmbH, Pitc ngay Viat S61A | oo ;’o/ it 0973";‘01 Décothe | 13.058.400
xeét 09/7/2020 Nam bién Gt < | cung cap nhu | dong/ b6 300
= o 035 A :
nghiém Bién cau vuot qua test




IgM/IgG Phu, s6 luong
vi it Phuong thong
Corona 16039NK/ 25, Quan thuong, 1.450.951
(SARS- PreciControl BYT-TB- Binh khach hang | déng/hop 4 x
CoV-2) | Anti-SARS- CT Thanh, cén cung cap 1 ml
sit dung CoV-2 ngay Thanh thong tin
trén may 31/7/2020 phd H6 trudic it nhat
phéan tich Chi 4 tuan
mién dich Minh
Trang ACCESS . 1000 hop | 24.824.100
thiet biy | SARS-CoV-2 S0 - b6 nhay: 0-6 2 x 100 test/ 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 IgG Coulter Céne t Mai, 99,1%, Ba Vil 100 hop déngf hop
khing | CALIBRATO | IrelandInc, | 16276NK/ TM%IHY Phuong | >18 ngay: 100% | Thi Thu 2%2.0 ml
the IgG R Ireland; BYT-TB- K9 Hoang | - D6 dac hiéu: Ha
khang vi Beckman CT t]lu)'(:lt Van Mau hiéen mau 09154300
nit Coulter, Inc., ngay Nk Thuy, (Phap): 99,8%; 98
Corona M, 19/8/2020 Phu Quan | Mau chan doan
(Sars- ACCESS Immunotech e Hoang | (Phap): 99,5%; 6.382.950/
CoV-2) | SARS-CoV-2 | SAS, Phap Mai, | Mau chan doan 100 hop hép 2 x3
st dung IgG QC Thanh | (M§): 100%; x4ml
trén may phoHa | Do dac hiéu
phan tich No1 chung: 99,8%
mién dich
Trang 5048
thiét biy VITROS - ngé 245 < )
té chan | Immunodiagn Cong ty phd Mai | - B0 g .
doanin | ostic Products 16285NK/ 26 Dich, 12-15 ngay. Ba Hoang
LT e : Ortho-Clinical | BYT-TB- phan . 83,3%; 5 " - "
vitro xét Anti-SARS- Di i CT Thiét bi phuong N Lé Thu | Cong ty chwa thwe hién nhap
nghiém | CoV-21gG TREIOPRG: . : Mai B 02439380 khAu san phdm nay
kha Reagent G ngay SIS.C Dicl 90’? 5 g 045
hang, I ich, .
z 2 19/8/2020 Vieét i - D6 déc higu :
the IgG | Pack/Calibrato K quan 100%
khang vi 1/Control; Cau
it Giay,




Corona thanh
(Sars- pho Ha
CoV-2) Naéi
st dung
trén may
phén tich
mién dich
Trang s :
thiét b e
té chf:ny : il
Sodinin 5064, | AU/mML
ity wt Ngo 210, | - Bonhay :
ehiém LIAISON Phé Déi | < 5 ngay: Theo 10.951.000
1 k'gljlang SARS-CoV-2 16294NK/ | Congty Cén, 25,0%; Ba Vit nhu cau dong/hop 110
thé 1G S1/82 IgG; B%T-TB- TNHH Phuong | 5-15 ngay: Thi Thu st dung test
: ; DiaSorin .. | Dol Can, | 90,4%; 5
5 khang vi SpA. Ital CT Thiét b Quén Ba | > 15 ngdy: Ha
it Renaty ngay Nhit g | 40;’3 Y 09154300
202 S
(ig;;:;l_a 19/8/2020 Anh Thinh | - P dc hiéu 98
CoV-2) phﬁ) H_ia Thuong quy
v d - Noi, Viét | phong xét )
SUung | LIAISON Nam | nghiém: 98,9%; 2.190.000 déng/
trén may o ; Theo A
R Control Méu hién mau: P hop
phantich | sARs Ccov-2 98 5% rd 2x0.9mL+2x0.9
mien dich S1/82 IeG : S dung mL
Trang Dimension 849 Tran | D6 nhav- )
thiét biy | EXL SARS- Congty | Xuan 36 n N ':a-lu Khi T 73.524 déngjlegt
téchin | CoV-2 Total TNHH | Soan, |-/ kég't yw.‘ e . bI;lJHll]f‘ (chua tinh thué
doanin |antibody assay T 16296NK/ | Thwong | Phuong P Eu e Ba Tong Khodng GTGT 5%)
vitroxét | (CV2T): BYT-TB- | Mai- | Tan i Thi Bich
i k - Healthcare ; 0-6 ngay: 5 200.000
6 nghiém Dimension : 2 CcT Dich Hung, Tuyen
. : ; ; Diagnostics ; Py B 61,05%. test/ 5
khang  |Vista/Dimensio Inc. /M ngay VuKy§ | Quan7, 7-13 neay: 02837755 théne tay | 1:210-000 dong/
thé IgM. | nEXL SARS- : 19/8/2020 | Thuat | Thanh | = 08" 740 oY hop2x3x 1mL
IeG CoV-2 Total Luc PhoHO | 0 l i o o (chua tinh thue
khang vi | antibody Tinh O[Sty GTGT 5%)
mt calibrator Minh E




Corona (covat - Do déc higu:
(Sars- CAL/CV2T 99.81%
CoV-2) CAL)
st dung
trén may
ph@n 'Ii_Ch Dimension
mién dich |Vista/Dimensio )
n EXL SARS- 17.360.000 dong/
CoV-2 Total hop2x6x 1 mL
antibody (chwa tinh thue
Quality Control GTGT 5%)
(COV2T CV2T
Pos/Neg)
50 20 -
Trang ngd 7 -
thiét bi y 16372NK/ | Sre phaf_lal . 9.000.000 déng/
té chan BYT-TB- |seigns | 270 }E‘ugﬂ 200.000 |  hép 100 test
doan in CT 8 an sl [ Do nhay: Thanh test/ )
vitro xét ngay Ph}:wn Li.‘i‘% SO ngay saukhi | oo,z | thing | 44.970.000 déng/
nghiém 19/8/2020 | P & u‘;n coket qudaPCR |50 hop 500 test
khang & ue dwong tinh:
2 - Dong Da Tl
the IgM, . Siemens s | 0-6 ngay:
G Advia Centaur Healthcare - Ha Noi 60.67%
Y | SARS-CoV-2 : ; 849 Tran | - oo % 73.524 dong /test
khang vi Diagnostics " = 7-13 ngay: ; P
2 Total Congty | Xuan (chua tinh thue
it Inc./M¥§ 97,48%
: TNHH Soan, ; o GTGT 5%)
Corona = 14 ngay: 100% :
(Sars- 16750NK/ | Thwong | Phuong ~ D6 dic hitu: Ba Tong
CoV-2) BYT-TB- Mai - Tan 99 81% ’ Thi Bich | 200.000
st du N CT Dich Hung, d Tuyen test/
ik ngdy | VuKy | Quan7, 02837755 | thang
o 19/8/2020 Thuat Thanh 740
phén tich TERE
filZn dlch Luc Pho Ho
! Tinh Chi

Minh




S0 20 -
ngoé 7 -
16372NK/ | COnety | pho Thal
BYTIn- DD |
C:l‘ " | Thiét bi | phuong
agy yte Trung
19/8/2020 | Phuomg | Liét -
Dong quan
Advia Siemens Dor?g Dﬁ
Centaur Hetihsih - Ha Néi
SARS-Cov-2 | &0 L% 849 Tran
Quality L"I‘ﬁ’ MY Céngty | Xuan
Control ’ TNHH Soan,
16750NK/ | Thwong | Phuong
BYT-TB- Mai - Tan
CT Dich Hung,
ngay VuKy | Quan7,
19/8/2020 | Thuat | Thanh
Luc Pho Ho
Tinh Chi
Minh
S0 20 -
ngo 7 -
16372NK/ | Congty | pho Thai
TNHH Ha -
BYT-TB- g )
T Thiét bi | phuong
; \ yte Trung
Atellica IM Sleme“s‘ Y Phuong | Liét -
Healthcare 19/8/2020 ; -
SARS-CoV-2 : ; Dbéng quan
Diagnostics £
Total Inc./M§ béng ba
: - Ha Noi
16750NK/ | Congty | 849 Tran
BYT-TB- | TNHH | Xuan
CT Thwong | Soan,
ngay Mai - | Phuong
19/8/2020 Dich Tan

Ong.
Nguyen
Xuan 2‘1‘;‘:}’0 12.280.000 dong/
Thanh théng hop2x2x2mL
02435738
301
10.900.000
ddng/hop
. 2x2x2mL
Ba Tong (chwa tinh thue
Thi Bich | 200.000 GTGT 5%)
Tuyen test/
02837755 | théng
740
Nollllgé]l 9.000.000 déng/
Sy | 200000 | hop 100 test
s test/
Thanh thing | 44.970.000 déng/
Rl hop 500 test
301 -
Ba Tong 73.524 dong /test
Thi Bich | 200.000 | (chwa tinh thué
Tuyén test/ GTGT 5%)
02837755 | théng

740




VuKy | Hung,
Thuat | Quan 7,
Luc Thanh
Tinh Pho H6
Chi
Minh
S0 20 -
11.56 7- X
o Cong ty | pho Thai Ong_
g\ﬁﬁg I | e Newyen | 509 000 \
CT Thiet bi | phuong Xuan - te’;:t / 12.280.000 dong/
: g g i Op2x2x2mL
ngay yte TnAmg Thanh thing hop2x2x2r
19/8/7020 | Phuong | Liét- 02435738
- bong quén 301
Atellica IM Siemens ?SI;%N%?

SOV | SIS 849 Tran 10.900.000
Quality Diagnostics " 3 N H
Control Inc./M§ Congty | Xuan dong/hop

i TNHH Soan, 2x2x2mL
16750NK/ | Thuong | Phuong Ba Téng (chwa tinh thué
BYT-TB- Mai - Tan Thi Bich | 200.000 GTGT 5%)
T Dich | Hung, Tuyén test/
ngay VuK$ | Quan7, 02837755 | théng
19/8/2020 | Thuat | Thanh 740
Luc Pho HO
Tinh Chi

Minh
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