BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
------- Péc 1ap - Tu do - Hanh phuc

S4: 7829/BYT-TB-CT Ha NGi, ngay 20 thang 9 nim 2021
V/v danh sdch cdc sinh phdam/trang thiét bi y té chan dodn in vitro xét
nghiém SARS-CoV-2 di duwgc cap sé ding ky, GPNK kém théng tin hiéu
nang va khd nang cung g va gid ban do don vi cung img céng bé (cdp
nhdt lan 8)

Kinh giri: - S&' Y té cac tinh, thanh phé tryc thudc trung wong;
- Cac Bénh vi¢n, Vién nghién ctru tryc thuoc B Y t€ vay
té cac B9, Nganh

Thuc hién y kién chi dao ctia Ban Bi thu, Chinh phu, Thu tuéng Chinh phu, Truéong Ban
Chi dao qudc gia phong, chdng dich COVID-19 theo tinh than phan cip, phan quyén, chi dong,
sang tao, linh hoat phong, chéng dich va thuc hién phuong cham bon tai chd;

Tiép theo Cong vin s6 6929/BYT-TB-CT ngay 23/8/2021 ciia Bo Y té vé danh sach cac
sinh pham/trang thiét bi y té chan doan in vitro xét nghiém SARS-CoV-2 da duoc cip s ding
ky, gidy phép nhap khau kém théng tin hiéu ning va kha ning cung umg va gia ban do don vi
cung tng cong bd (cap nhat 1an 7).

Bo Y té tiép tuc cap nhat va thong bao danh sach sinh pham/trang thiét bi y té chan doan
in vitro xét nghiém SARS-CoV-2 di duoc cdp sé ding ky lwu hanh; cip gidy phép nhap khau tir
ngay 20/8/2021 va cac san pham san pham d& thong bao nhung cé thay déi gid kém theo thdng
tin vé: dom vi san xuit/nhip khiu, thong tin tom tit hiéu ning san pham, kha ning cung
rng va gia ban do don vi san xuit, cung ng cong bo dé cac S¢ Y té va cac Bénh vién, Vién
nghién ctru chu dong lién hé¢, c6 ké hoach mua sdm va st dung san phém phuc vu nhu cAu phong,
chéng dich theo dung quy dinh hién hanh (Phu luc dinh kém - danh séach s& tiép tuc dugc cap
nhat khi c6 thém thong tin).

Dé nghi cic So Y té nghién ciru, thyc hién Coéng van sd 604/TTrB-P1 cua Thanh tra Bo
Y té ngay 13/7/2021 cia vé viée ting cudng cong tac thanh tra, kiém tra, xir 1y vi pham trong
phong chéng dich COVID-19 va chi dao ting cudng thanh tra, kiém tra va kiém soat cac san
phém xét nghiém SARS-CoV-2 troi ndi trén thi truong va hién tuong lgi dung tinh hinh dich
COVID-19 dé nang gia, doi gia, dam bao chat luong va gia ca thi truong.

Pé nghi cac don vi san xuat, nhap khau sinh pham/trang thiét bi y té xét nghiém SARS-
CoV-2 chii dong nguodn hang, c6 ké hoach 6n dinh, du trir nguyén liu, ting cuong san xut,
nhap khiu dam bao sb luong, chat luong dap tng nhu ciu phong, chéng dich COVID-19 va
huéng dan st dung san pham dlng theo quy dinh; chju trach nhiém vé cong bd gia va ra soat



cong bd gia theo quy dinh; xem xét giam gia ban sinh pham/trang thiét bi y té xét nghiém SARS-
CoV-2 dé h tro cho cac don vi chéng dich.

Trong qué trinh thyc hién, néu ¢co vudng mic, dé nghiliéen h¢ BO Y té (Vu Trang thiét bi
va Cong trinh y t&), SDT: 024.62732272, email: dmec@moh.gov.vn dé phdi hop hd tro giai
quyét.

Tréan trong cam on./.

TL. BO TRUONG
Noi nhn: VU TRUONG ‘ ,
Nhutén VU TRANG THIET BI VA CONG TRINH Y TE

- B/c Bo truéng (dé blc);

- Céc d/c Thir truong (dé b/c);

- Cyc: KCB, YTDP; Vu: KHTC, TTTDKT,

VPB, TTra B (dé ph/hop);

- Céng thong tin dién tor B Y té, Hé thong

dich vu cong tric tuyén quan Iy TTBYT; . :

- Céc d/vi san xuét, nhap khéu SPCB/TTBYT Nguyén Minh Tuan
xét nghiém SARS-CoV-2 (dé th/hién);

- Luu: VT, TB-CT.



DANH

SACH

CAC SINH PHAM CHAN POAN/TRANG THIET Bl Y TE CHAN POAN IN VITRO XET NGHIEM SARS-COV-2
(Phu luc kem theo Cong van so 7829/BYT-TB-CT ngay 20/9/2021)

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

1. Test nhanh:

b. Nhip khdu:

Thong tin tom

15, Quan

Tén trang A ~a | Piachi | o~ 5 - o
thiét bi/sinh . . Hing/ Nwéc [Sb gidy phép nhap 194 ang Cong ty taf hu;ux nang A 1A Kha nang GAI a baD
TT] 2 2 Chung loai A A x ty nhap A san pham do Lién hé¢ cung ing/ | cong bo
pham chan san xuat khau Kkhiu nhap dom vi san than (dbng)
doan in vitro khau onvisan 9 g
xuat cong bo
849 Tran
Cong ty Xuan Trung binh
Khay thir xét TNHH | 5% 155 nhay: khoang 25
nghiém khéng | Panbio COVID-19 Ag | /0Pt Thuong | TUO"8 91 406 Cao Thi Hai | triéu test/ |,-2>0%0
1 [nguyén SARS-|  Rapid Test Device Diagnostics 16693/BYT-TB-CT} . pyicp| Tan Van 091358 | thang (tu dong/ test[1]
guy p Korea Inc., Han| ngay 02/12/2020 | " < | Hung, | . .. .. g (uly (chua tinh
CoV-2 trong (Nasophary ngeal) St Vu K§ Quan 7 D0 dac hiéu: 7465 theo so thué GTGT)
dich ty hau Thuat Lyc Th-énh’ 09,8% luwong don
Tinh Phé Ho dat hang)
Chi Minh
n 319-C13 | Bg nhay (so
Khay thi xét CTC,’\TE' lt_|y Khu TM kanh véi PCR):
nghiém khang Fuiirebi Thuin [96,3% trén Pho Tri 178.000 -
A i f 4 . ujirebio Inc, [1267/BYT-TB-CT| Thuong R N N 1.000.000
’ ”?:‘éy\f”zstﬁﬁg opine SARS:COV2 | Nt Bin 03/3/2021 mai ky ¥Li0ﬁy Eiggcr)l-hfgoiz 0282%%0;1(?109 test/ thang déig?é_()l? ?est
dich mili hong thudt y @€ | e b nhan ¢
3 p Van Xuan 7 Ja
j Phuong [c6 Ct<26




11, TP.
H Chi
Minh,
Phuong
15, Quén
11,
Thanh
phé HO
Chi Minh

- D6 dac hiéu
so sanh véi
PCR):100%

Khay thur xét
nghiém khang
nguyén vi rit
SARS-CoV-2
trong mau ty
hau

Standard Q COVID-19
Ag Test

SD Biosensor
Inc/Han Quoc

4304/BYT-TB-CT
26/5/2021

Cong ty
C6 phan y
té Diic
Minh

S6 51,
ngd 205,
ngach
323/83,
duong
Xuén
Pinh,
phuong
Xuén
Pinh,
quén Béc
Tu Liém,
Ha Noi

- Ngudng phat
hién (LoD):
3,12 x 10*?
TCIDso/mL vGi
mau tim bong
ty hdu va 5 x
1032
TCIDso/mL vGi
mAu tim bong
ty hau khi van
Chuyén.

- Do nhay:
84,97%

- DO dac hiéu:
08,94%

Ba Vii Thi
Huong Ly
0988778790

1.000.000
test/ thang

3.963.750
ddng/hop 25
test (158.550
dong/test)[3]

Khay thur xét
nghi¢ém khang
nguyén vi rit
SARS-CoV-2
trong mau ty
hau

Humasis COVID-19 Ag
Test

HUMASIS
CO., LTD/ Han
Quoc

5044/BYT-TB-CT
23/6/2021

Cong ty
TNHH

HUMAS
IS VINA

Tang 2,
Toa nha
B thuoc
Vuon
uom
Doanh
nghiép,
L6 D.01,
duong
Tan

Thuan,

- Gi6i han phat
hién (LoD): 5 x
10%°
TCIDso/mL

- Do nhay:
02,2%

- Do dac hiéu:
09,6%

Pham Lé Hoai
Thuong
0903671512

7.000.000
test/ thang

.128.000
dong[4]/ test




Khu Ché

Thuén,
Phuong
Tén
Thuan
DPong,
Quan 7,
TP Ho6

Xuit Tan

Chi Minh

- Gi6i han phat
hién (LoD): 3,5
X 10°

TCIDso/mL khi

phé HO

D0 dac hiéu:

S6 66B, fir dung tim
Puong bong truc tiép,
Khay thir xét Congty | Nghia [2,8x10°
nghiém khang TNHH | Diing, [TCIDs/mLkhi| . .
nguyén vi rit | SGTi-flex COVID-19 [Sugentech, Inc/|5045/BYT-TB-CT | Dich vu | Phuong jsir dung tim %ﬁn 2% | 4.000.000 | 125.000
SARS-CoV-2 Ag Han Quéc 23/6/2021 tdéng hop [Phuc X4, pong trong moi UYCt | test/thang |ddng[5]/ test
SO . 2 0942754699
trong mau dich Medaz [Quén Ba [rruong van
ty hau Viét Nam [Dinh, Tp.fchuyén;
Ha Néi,
Viét Namf D6 nhay:
95,07%
- D6 dac hiéu:
99,38%;
Cong ty 84;&” LGic’ri han phat
Khay thir xét TNHH ién: 2,5 x 10" .
nghiém khéng | Panbio™ Covid-19 Ag DiaAgbnt;OStttiCS Thuong Pfl‘fri‘; TCIDs/mL | Cao Thi Hai Eﬁlbgg dalf};gft‘fﬂ
nguyénvi rit | Rapid Test Device |, - -9\ =2 |5153/BYT-TB-CT |mai - Dich| .- g Van triei (Ch’i ot
SARS-CoV-2 (Nasal) p Ky | 2 Do nhay: 0913587465 |\ ura ok GTGT
trong dich mii Quoe thuat Luc | ~ "€ 98,196 g |thue )
Tinh | Quan7,
Thanh




H Chi

Chi Minh[99,8%
- Gi6i han phat
. S62/76 hién: 5,62 x 10°
néﬁ?gr;hﬁl;eltg Lac LongPFU/mL
nguyen vi rit B'chﬁt;{?g}:gﬁg A9l RapiGen, [5606/BYT-TB-CT (ngr;%gl PQ];?E; | Donhay:  |BUiLé Quyén| 80.000.000 | 130.000
SARS-EOV.-Z G61RHA20) Inc/Han Quoc 14/7/2021 Meditronic| Q.Tay 91,67%' 0979040185 | test/thdng |dong[7]/ test
trong mau dich Hb. Ha
ty hau Noi | o dic hidu:
99,36%
A308
Théap
Van [Gidi han phat
5 PA L 2
Khay thir xét Ccong ty p?‘r’]gg l}‘gl‘bg ;‘mlf
‘A , 50!
nghiém khéng TNFH 1 Manor Nguyén Khic
nguyén vi rat | Care Start COVID-19 | Access Bio |5611/BYT-TB-CT | Tap doan | | ;x ..’ o . suyen ¥ 600.000 test/[ 100.000
SARS-CoV-2 Antigen Inc./Mg 14/7/2021  |Cham soc | ME Tri, DO nhay: Nhat Minh -\ 000 g[8 test
ZoV: g ALY 1AM SOC | b rong 193,75% 0964223437 g |dong
trong mau dich Stre khoe [, - h
ty hau Senix | Pin
Y 1, Quéan | Do dic hiéu:
Nam Tir 99,32%
Liém, Ha
Noi
Tang 2, 4561 han phat
sO 88, [ .. . 3
Khay thir xét dutng [ 746 x 10
nghiém khng Asan cong W | gann | C1Pw/ME , 130,000
nguyén vi rut |Asan Easy Test COVID- |Pharmaceutical |5717/BYT-TB-CT Sau Nadi Vian | D6 nhav: Vi Tién Hung | 10.000.000 |dong[9]/test
SARS-CoV-2 19 Ag Co., Ltd. /Han 17/7/2021 gA Tran, >y 0344261641 | test/ thang | (chua tinh
X o1 K Sao Viét . 04,67% A
trong mau dich Quoc Nam Phuong thué GTGT)
ty hau 7, Quén A s 1A
T3 - D6 dac hiéu:
AN 07,.71%
Binh, TP["




Minh

Gid1 han phat
Téng 27, glig: (118]2)2): 3 ?f san VO.’I’.
Toanha B X 50 luong gidi
TCIDso/mL cho han tai kho
. Pearl x L . ne a:
Khay thir xét mau phét miil hang ndi dia.

X , Plaza, . £ T .4 | 2.920.000
nghiém khang hong truc ti€p, Pé cothée |, N
nguyeén vi rat S561A 5 % 1032 cung cip nhu dong/hop 25

s | SARS-Cov-2 Rapid congty | Dién , I Ultest (116.800
" thR?n gfvhgt Antigen Test SD Biosensor [5739/BYT-TB-CT| TNHH [Bién Phu, ;(;I'JDSI‘;QT;SPO Ba TI'?OHT;% Thi AU W gongtest)
ne mau PACH - 09377592043/9901- | Inc/Han Quéc | 18/7/2021 Roche | Phuong |- Prctmu YONE | (Gi4 chua
mili hong hodc oA 2> |hong bao quan [0973.401.035 théng A
x 2l NCOV-01G) Viét Nam (25, Quén . bao gom
mau phét mii Binh trong VTM thuong, thud
hong va hau Thanh, . . I§hach hang GTGT)[10]
hong A - Do nhay: can cung cap
Thanh o I
hé 1 05,5% théng tin,
CI;“, Minh truge it nhat
- Do dac hiéu: 4 tuan
09,2%
) G161 han phélt2
. S621 fién: 1,6 x 10
Khay thir xét Ng6 179 [TCIDsy/mL:
nghiém khang \ x .
nguyeén vi rat . R Buong Mau ngoay
SARS-COV-2 ACON Biotech Congty [Quy Luu,dich miii: Do Chu Thanh 109.200
11| trone mau Flowflex SARS-CoV-2 | (Hangzhou) |5896/BYT-TB-CT| Co phan | t6 15. phay: 97,3%; L oan: 2.000.000 d(‘A);l y
V. iich ol Antigen Rapid Test Co., Ltd./ 22/7/2021 My [ P.Minh o ddchidu: | 5ao006ag | teStthang test[i]
gh TR Trung Quoc Solutions | Khai, [99,6%; Mau

0ac mau , L
ngoay dich ty TI}PhI\l 0%y EhCh R
hiu cta nguoi. Ly, Ha fhau: D.o HPaX-

Nam 97,6%; Do dac
hiéu: 99,5%
Khay thir xét congty |S6 17B, (Giti han phat | A x )
nghiém khang [BIOSYNE X COVID-19| BIOSYNE X [5897/BYT-TB-CT| TNHH | ngéch |hien: 1.15 x 107| ©On& Neuyen 12.000.000 - |~ 115.000
12 o Y ~ ) Hoang Cur | 3.000.000 | dong[12]/
nguyén vi rut Ag BSS SA [ France 22/7/2021 Thiét bi val42/3, ngb TCEIDsolmL, 0944448883 | test/than test
SARS-CoV-2 Giai phap | 42 Pic [MAu ngody g
trong mau ky thuat | Giang, |dich miii: B§




ngody dich mii Hung P.Dic nhay: 97,2%;
hodc mau Thinh Giang, [P0 dac hi~éu:
ngoay dich ty Q.Long [100%; Mau
hau cia nguoi Bién, Ha ngody dich ty
Noi  fhau: Do nhay:
06%; Do dac
hi¢u: 100%
Khay thr xt congty |29 IGigi han phat
nghiém khdng Cphan |10 Tran L e 126 x 102
nguyén vi rat | VTRUST COVID-19 Taidoc R e | Dong 2 20X Y | Ong Nguyén 108.000
13| SARS-CoV-2 |Antigen Rapid Test (TD-[ Technology 59602/5\7{/12_02? > Cgr% g§2¢ Anh, Ihcal D58/3mlI;/ PQ Xuén Huynh %egt(;?hggo dong[13]/
trong mau 4531) Corp/Pai Loan Pong H.Pong D6 é.ﬁc h’iéuo" 0379.596.899 g test
ngody dich ty. Dol Anh, Hé 99' 6% o
hau cta nguoi Noi '
S6 20
Congy | N9 120 A
TR | G0 b | Qo
nghiém khang |COVID-19 (SARS-COV-| i |6303/BYT-TB-CT| TP | Giang, [TCIDsy/mL; 0| 090329 1616/ | 40.000.000 | 23990
14|nguyén SARS-| 2) Antigen Test Kit mai va . i ) NP , dong[14]/
d Technology 03/8/2021 . P.bai [nhay: 96,4%; |Ba Mai Thuy | test/thang
CoV-2 trong (Colloidal Gold) d/ Dich vu - NI N test
dich miii hong Co., Lt ’Trung Hi¢p Hing Km], D0 dac hiéu: Ngan 091359
: : Quéc "D VWIS 5. Hoang 199,8% 5155
Phat | \ai, Ha
No6i
Tang 11,
congty | Toathap ;i o phat
A TNHH | DBong, [ .. .
Khay thtr xét hién: 1 ng/ml
nghiém khéng Thuong | Trung foiein Nguydn Thi |1.000.000-| 97.000
15 nguyén NinoNasal 5 Autotest Y /BFI,ﬁ;ECH 630435;(/12-62?'01- trgilé%ui(c); t?{m I':fitite huclecapsid tai | Ngoc Anh | 2.000.000 dong[15)/
SAR.S-CoV-2 P Jien Ha NoL 4 hop); Do | 0982134735 | test/thang test
P o vu Tong | 54 Liéu . A
trong dich miii hoo Viet | Giai nhay: 98%; Do
op s 3 Wic higu: 99%
Nhit P.Cong
Vi, Q.Ba

Dinh, Ha




No6i

Tang 11, Gi6i han phat
Toa thap hién: 1 ng/ml
Congty | Dong, ((protein
. TNHH | Trung |uclecapsid tai
Khay thur xét A 2 "
e , Thuong [tm Lotte[td hop); Do x . i
nghiem khdng |\ Tect SARS-CoV-2 [NG BIOTECH |6437/BYT-TB-CT | mai Qude | Ha Noi. ihay: 95% Neuyén Thi | 1.000.000 - 97.000
16|nguyén SARS- : Lo x e % ® Ngoc Anh | 2.000.000 | dong[16]/
Ag IPhép 09/8/2021  |té va Dich| 54 Liéu |(Ct<25), 87% -
CoV-2 trong 2 s 0982134735 | test/thang test
dich tv hiu vu Tong [ Giai, Ct<30), 83%
enty hop Viét | P.Céng [(Ct<32);
Nhat  |Vi, Q.Ba
Dinh, Ha [P dic hiéu:
Noi  [100%
Khay thir xét Téng 2,

. ;‘gllj“@éﬁlskﬁzng_ Humasis COVID-19 Ag Cgull\{lrgill—?én 6825/BYT-TB-CT TBoti”QZ‘ 50000 | 250000
guy Home Test (hop 02 test) |~ " < & 20/8/2021 e test/thdng | dong/test
CoV-2 trong Quoc Vuon

dich miii uom
Doanh
L nghiép, | Gioéi han phat
Kﬁiy thli{‘et . . Lb D.0L, hién (LoD): 5 x
. \ 0.8
18 :gu IZ?SAE]Sg_ Humasis COVID-19 Ag CO. LTD/ Han 6826/BYT-TB-CT Cong ty dugng 10 | 1.000.000 180.000
?; }</ 2t Home Test (hop 05 test) y 20/8/2021 TNHH Tan [TCIDso/mL Pham Lé Hoai| test/thang | ddng/test
oV-2 trong Quoéc HUMAS | Thuén, Thuong
dich mui IS VINA [Khu Ché D nhay: 95%| 0903671512
Xuat Tan
Thuan, } D06 dic hiéu:
Phu¢ 09%
th}/ thir >§ét T;r]n & °

Lo|nEhicm NN | umasis covID-19 Ag [ SO VASIS, 6827y T-TB-CT Thugn 7.000.000 | 170.000
guy Home Test (hop 25 test) [~ < ¢ 20/8/2021 Dong, test/thang | dong/test
CoV-2 trong Quoéc Quén 7

Chi Minh




P. 2312,

A Gi61 han phat
Khay thir xét tgznl%:(?l\’l hién [a 1,12 x
ay thu xe N . R \[10? TCIDsy/mL
nghiém khang mé-screen Corona Zhejiang Orient Congty W, 243 bé Poan Minh
20 nguyeén vi rat Antigen Test Gene Biotech [6828/BYT-TB-CT| TNHH La | D6 nhay Ct < OChéu 2.000.000 135.000
SARS—E:O\(—Z (0230005B2) Co., Ltd/A’ Trung 20/8/2021 Thgong Thaph, h0: 98,32% . 0986.237 068 test/thang | dong/test
trong mau dich Quoc Mai VM | P.Lang
ty hau Dlgr?’ %a Do Bl
18 %199 6%
Ha No1
d ?18 2 I Gi6i han phat
Khay thir xét ;I(()m I%/I;O picn 13 50
nghiém khing - o | Kim2 [c1bs/mt Nguyén Trong| Theonhu | 165.000
nguyén vi rit | AESKU.RAPID SARS- | Diagnostics |6829/BYT-TB-CT PMH, R guye ong P A .
21 Thuong .| D6 nhay Minh - cauthi dong[17]/test
SARS-CoV-2 CoV-2 GmbH & 20/8/2021 .o % | Phuong . \ A
X . mai Y t& N Ct<30: 100%. | 0913733786 truong  |(20 test/hop)
trong mau dich Co.KG, buc Phi Gia Tén
mili nguoi. 522297 | b6 dic hicu:
TP.HCM 2%
17
Khay thifeg Kiedical ) Duong 0|
nghiém khang Innovation Cong ty [63, P.Tanf b nhay:
. 0 < e
po| 3EP Y | ProDetect® COVID-19 6946/BYT-TB-CT| it | T80 p6%. Ba ‘I’{‘;g;anh 2000000 | 128.000
e Antigen Test Rapid [ Ventures SDN 23/8/2021 Shine Binh, | Do dic hicu: | 0909293856 test/thang | dong/test
4 N o
mﬁ;ﬁgfg BHD/Malaysia Health ;:})ag% P9%
Chi Minh
Khay thir xét Congty | 286, [ Gioihanphat |
nghiém khang | 30 coVID-19 Ag | CTK Biotech [7302/BYT-TB-CT| NHH | Dudng hién: Ong Lé Thanh | 556 600 | 136,500
23| nguyén vi rat Rapid Test Ine/M¥ 03/9/2021 Avanta Giai  [P80TCIDsy/mL Tung test/than ddne/test
SARS-CoV-2 P oy Diagnost | Phong, 0986.220.800 g | dongltes
trong ‘ma:lu dich ics Phuong [ D6 nhay:
ty hau, dich Phuong




mii nguoi. Liét, [ Dich miii:
Quan [91,2%
Thanh
Xuan,  Dich ty hau:
Phuong [90,4%
Liét,
Thanh | Do dic hiéu:
Xuén, Ha
NOi K Dich mii:
99,6%
L+ Dich ty hau:
100%
T Sl
Khay thtr xét Cong ty [Bui Dinh|f_-
s , . , TC|D50/mL
nghiém khang RapidFor SARS-CoV-2 Vitrosens TNHH Tay, X
5 nguyén vi rut Iga id Anticen Test Biyoteknol oji (7303/BYT-TB-CT (Mot thanh| P.24, | D6 nhay: Ong Diing: | 8.000.000 155.000
SARS-CoV-2 P (vscrgoz) LTD. STi/Thé|  03/9/2021 vienKy | QBinh [ 21 0902212498 | test/ thang | ddng/test
trong mau dich Nhi Ky thuat Viét Tl}anh, e
ty hau nguoi. Lién H'\z iﬁt};l | Bo dic hieu:
09%
Khay thir xét Cong ty S‘éﬁ;ngé hG‘g‘l E‘a;()%hat Dao thi Thly
nghiém khéng | SARS-CoV-2 Antigen Be&lggi;&ipu tTh':'r'(;'nH bau, | C'Dso/ML Anh
6 nguyeén vi rat |Rapid Test Kit (Colloidal Technolo 7304/BYT-TB-CT mai x %it P.Pham | D6 nha 0982636555/ |1-3.000.000 155.000
SARS-CoV-2 Gold 9y 03/9/2021 41 XUSL INgii Lao, [0 o nndy Ding Thanh | test/ thang | déng/test
X Co., Ltd- Trung nhép khau n 05,06%. 2
trong mau dich[mmunochromatography) £ "z, 1. | Quan 1, Tung t
> N Quoc thiet bi P
miii nguoi. .., | HO Chi A ax 1A 0913085959
Sao Viét Minh [ Do dac hicu:
99,62%
Khay thir Xt | 1o Ranid Test SARS-| AMEDA  |7505/BYT-TB-CT| | NHH 180 5-A2,(Gidi han phdt | Chi Thuy - | 5 355 099 | 3125000
7|nghiém khang - Thuong | Nguyen fhién: 1,15 10 TGD - . X A
Y CoV-2 Ag Labordiagn 09/09/202 s ; test/ thang |dong/hop 25
nguyen vi rut ostik GmbH mai va | Khanh [TCIDs/mL 0936333380 test (125,000
SARS-CoV-2 Cong nghé| Toan, '




trong mau dich Ao k¥ thuat | P.Quan | Do nhay: ddng/test)
ty hau TNT Hoa, [93,7%
Q.Cau
Gidy, Ha} Do dic hiéu:
Noi  [100%




2. Sir dung cung may xét nghiém mién dich:

a. Nhip khdu:

Tén trang Thong tin tom Kha
Aot « 3 Tén Cong| BDiachi [tit hiéu ning ning i
TT thlll%tnl:!c/ilg: Chiing loai H:;f/xljgfc S6 gidy phép nhiap khau| ty nhip | Congty |séin phim do Lién hé cung Gll? 6'13%50; g
dl;én . khiu |nhdp khiu [ don visin_ {g/ g
xuat cong bo thang
Lumipulse G 100.000
SARS-CoV-2 Ag test/ . 308.000
Trang thiét bi y Imgunto.rdeactlon thing 'Euy dong[18]/ test
t€ chan doan in artriages A003 Cao ¢ ni cau
V.':{ro Xét, Lumipulse G An Binh, s6 | D6 nhay (so 2.990.000
nghi¢m khing | SARS-CoV-2 Ag ¢ 787 Liy Banfsénh véi PCR): | Puchay| dong/hop
nguyénvirlit | Calibratorsset | cong ty Bich. 100 % Lé Thanh 4x4x0.5mL
1 SARS-CoV-2 ] Fujirebio Inc,| 17386NK/BYT-TB-CT | TNHH Phuon 1Ph1'1 Nghi
trong dichty | Lumipulse G | Nhat Ban 27/1/2021 Vietmed " f{‘ . .| 0912257469 3.990.000
héu hogc dich SAR%COVEZ Ag HCM ngn T";‘n 'S]?)Q fftf h(%fi“ (18006244) |DPu chay gérzlg/l héﬁ
: : ontro ; 3 [0 Sani v
q mmc‘bot v L Phu, TP. HO PCR): 99,3% Xl
l.mégt ;;I;l%ér;ay Lumipulse G Chi Minh
X
| Nghiem 1 SARS-CoV-2 Ag N
micn dich Sample Extraction Du chay ?10001()):;3 O;rrllg/
Solution set for op ong
Nasopharynx swab
ADVIA Centaur .
; Khoang do 5000
Trang thiét biy SARS-COV—Z 0.10_1500 hop/ 15:500.000
té chan doan in jAntigen (CoV2Ag) ’ Index thang dong/hop
Vitro xét (11207866) Cong ty 8620 - ngd
nghiém dinh Siemens 7-pho Thai| ... A x £
, | tinhkhang | ADVIA Centaur | Healthcare | 18666NK/BYT-TB-CT | /X" IHa - phucmgl 11 han phit| Ong Neuyen Pugc cung cap
nguyénvirat | SARS-CoV-2 | Diagnostics 23/8/2021 Thiet bi y Trung Liét - hicn (LoD) = | Xuan Than cung voi bo
g . - té Phuong ~ o« 0.8 02435738301 | . thuoc thi
SARS-CoV-2 |Antigen Calibrator| Inc., M§¥ Pén quén Dong CID-/mL bu chay ADVIA
st dung trén | (CoV2Ag CAL) £ |Pa-HaNoi 50 Centaur SARS.
may phan tich (11208047) PO nhay lim CoV-2 Antigen
mién dich [ DO Iy lal
ADVIA Centaur sang theo gia Pii chay | 5.000.000




SARS-CoV-2
Antigen Quality
Control (CoV2Ag
QC) (11207868)

tri chu ky
ngudong:

- Ct<24:
99.49%

- Ct<25:
09.04%

- Ct<26:
99.12%

L Ct<27:
090.17%

L Ct< 28:
08.79%

- Ct<29:
07.66%

- Ct<30:
96.56%

- Ct<31:
04.51%

- Ct<32:
02.88%

- Ct<33:
90.85%

- Ct<34:
89.67%

- Ct<35: 87.91

dong/hop 2 x 2
x 1.6 ml




06

- Ct<40:

84,42%
Atellica IM D06 nhay 1am 5000
SARSCoV-2 sang theo gia hon/ 15.500.000
Antigen (CoV2Ag) tri chu ky thane | déng/map
(11207861) hgudng: g
. ) Duoc cung cép
Atellica IM L Ct<24: ciing véi bo
SARSCoV-2 99.50% < .
. . , thuoc thir
Antigen Calibrator bu chay
ADVIA
(CoVoAg Cal) - Ct<25: Centaur SARS-
(11208048) o .
99.07% CoV-2 Antigen
- Ct<26:
99.15%
- Ct<27:
0,
Atellica IM 99.20%
SARSCoV-2 5.000.000
Antigen Quality i Ct<%81 D chay |ddng/hop 2 x 2
Control (CoV2Ag 98.82% x 1.6 ml
QC) (11207863)
- Ct<29:
07.72%
- Ct<30:
06.65%
sy , 10.118.850
nghiem khAng | covo Ag | Diasorin | 18696NK/BYT-TB-CT i?\:]glgy P10 Pho Doi l2112¢'lr'1:CID jmi_ | B Trin Thi | cdu st o
nguyen SARS- SPA, ltal 23/8/2021 Thidtbi [ Phuong """ | Thanh Dung | dung | (101188
CoV-2 sir dung P-A, Tl YO pgicAn, | ... ... | 0904777468 dongjtest)
R e Nhat Anh . - DO dac hiéu:
trén may xét j Quan Ba 99.8%
nghiém mién [LIAISON Control Pinh, Ha ' Thgo nhu 1.379.700
SARS-CoV-2 Ag cau su dong/hdp




dich Noi, D9 nhay: < dung | 2x2,7mL +
0 Ct: 100%; > 2x2,7mL
0 Ct: 76.9%




II. XET NGHIEM VAT LIEU DI TRUYEN SARS-COV-2:

1. San xuit trong nudéc:

Thong tin
A K re 3R P Piachi | . ~. t(m} it l}iéu Khinang |~.., . .
T Tén trang thiet bi chan $6 daing ky Tén Cong Céng ty Tén Congty | ning séin Lién hé cung cAp/ Gla,barj cong
doan in vitro ty dang ky diing ky san xuat |pham do don ¢ thang bo (dong)
vi san xuat
cong bd
B trang thiét bi y té chin ) L Viing gen
do4n in vitro phat hi¢n S6 nha Chinhénh [Phat hién:
RNA ciia vi rat SARS- 92, pho o iy o Gen N
Cov-2 }Yéﬁg phan Sao Thai Gisih
One-Step RT-PCR covid-19 | phudng Dﬁgﬁg(ﬁﬁa phé:tollliéil:lS . <
Kit Thai Duong Multiplex-3| 2000002DKLH/BYT-TB-CT [Congty C6| Vinh cong nghicp pan sad/phén Ong Nguyen 6.000.000 | 295.000 ddng
1 target genes Version 1.0 | ngay 04/12/2020 (So6 dang ky | phan Sao | Hung, Pon Vﬁﬂ img; Tién Giang tést/tﬁéng [i_9]/test
(Phat hién Vﬁng gen N dac co glé tri 05 ném) [Thai Duong| Quén Phub'fg Dé)l;g ’ 0916601388
hi¢u cta vi rit SARS-CoV- Hoang |2 thixa L D6 nhav:
2. Xét nghiém nay dugc thyc Mal, | Tien. tinh 100%/. w:
hign bing phuong php Thanh [ Sl
Real-time RT-PCR trén céc N B N S .
mau bénh phém duong ho Noi - DO déc higu:
B trang thidt bi y 16 chén Khu | Congty CO | \/gng gen
dodn in vitro xét nghiém Corlg phan Puqc phat hién: 1
ARN ciia vi riit SARS-CoV/- nghicp | pham  {ypy gen
2 Céng ty Cb TNh?ln3 Argﬁhaﬁ,"cﬁ " thuoe gen E, 4
£ oax .. |phan Duoc rach 5, | nhan ving gen A
5 AMPHARBIO HT- TTB-TT—.O7—'21 (So6 dang ky co phim xa Hiép ‘KCN Tan  fthuoc gen N, Ong Phong 600.090 179.800
gia tri 12 thang) Phude, |Binh (20B L& |, 0903421313 | test/thdng | dong/test[20]
HITHROUGH PUT PCR Ampharco huven | 3. Puon 2 vung gen
COVID-19 KIT US.A Nhydn et thu thuoc gen
o ORFlab.
) ) ) Trach, | cbng nghiép
(Pinh tinh phat hién vi rat tinh Tan Binh, ) .
SARS-CoV-2 trong mau Ddng |P.Tay Thanh, [ Xét nghi¢m




bénh phdm duong hé hap
trén, duong ho hap dudi dua
trén k¥ thuat khuéch dai axit
nucleic theo nguyén ly
nested hetaplex PCR va phéan
tich phd bién tinh clia san
pham khuéch dai. San phdm
st dung xét nghiém theo
chién luoc gop mau, co thé
4p dung xét nghiém mau
riéng 1&)

Nai, Viét
Nam)

Q.Tan Ph,
Thanh phé H)
Chi Minh,
Viét Nam)

mau riéng 1é:

+ Gidi han
phat hién: 7,2
ban sao/phan
ing.

+ Do nhay:
100%.

+ Do dac
hi¢u: 100%.

- Xet nghiém
c0p mau (100
mau):

+ Gidi han
phat hién: 6,4
ban sao/phan
rng.

+ DJ nhay:
08,7%.

+ Do dac

hié¢u: 100%




2. Nhap khiu:

Tén trang
thiet Thong tin tom
bi/sinh < . £k £ Tén Cong [Pia chi Cong| tat hiéu ning Khéa niang | ... . . I
STT phﬁgn Chiing loai Hangil:llg;rc san S::hgf:aykflgzp ty nhép ty nhip | sin pham do Lién hé cung Gid b(?i%lfo)n g bo
chuan P khau khau don vi san ung/thang g
doan in xuat cong bo
vitro
- \V/Ung gen
phat hién: Gen
Trang thiét pocn B va
biy té Thon Phuong|c" RIRP
chén doan | LiliF™ COVID- . Congty | Hanh-x& | ... | A S
. [invitoxét|19 Real-time RT- | INROM | 150TINKIBYT= | rypy | pan mign - [ G101 han pht) Ong Trinh Ba Lo 000 tesy| 348,500
A . iotechnology TB-CT ngay oyl o hién: 1000 Binh . A
nghiémvi|  PCRKIt —f o Quoc |  o8e/2020 | ThictBi| huyén bogeont |o2aeesorsog| N9 | dongl2lltest
rt Corona| (IPH21505.50) ' BD.E [Chuong My, [[PP'¢'H '
dung cho HaNoi | D6 dic hidu:
may PCR | Dé) nﬁay, &(5
dac hiéu :
100%
- Vung gen
phat hién: Gen
N : ORF1lab
Trang thiet S6 51, ngd R
biy t& 205, ngach [(RARP) va Gen
chén doan | STANDARD™ . | 323/83, U T
in vitro xét| M nCoV Real- | SD Biosensor 15865NK/BYT' Con;g R C;° duong Xuan | .,. . Ba Vi Th} 2.000.000 | ,x 26'880'3:?6
g nghiém vi | Time Detection | Inc., Han Quéc TB-CT ngay phan y ¢ Dinh, phudng| Gi6i han phét| ~ Huong Ly test/ thang dong[22)/ hop 96
Shie : ” 09/7/2020 buc Minh b PO e 0,5 0988778790 test
rut Corona Kit Xuan Dinh, | 7. /’ L dich
duing cho quan Bic Tur ;OPIQS E h}c
may PCR Liém, Ha Noi tr‘égn(gAB‘i?;‘go
L C480); 0,25
copies/uL dich
duong ho hip




trén va 0,125
copies/uL voi
dich duong ho
hap dudi
CFX95);

- Do dac hiéu
phan tich:
khong phan
(rng chéo vai
mot sb vi rat,
Vi khuan
durong ho hip

- DO nhay, do
dac hiéu: 100%

Trang thiét
biyté
chin doan
in vitro xét
nghiém vi
rut Corona
dung cho
may PCR

VIASURE SARS
CoV-2 Real Time
PCR Detection
Kit

CerTest
Biotec,S.L., Tay
Ban Nha

16169NK/BYT-
TB-CT ngay
19/8/2020

Cong ty C6
phan y té
btrc Minh

S6 51, ngd
205, ngach
323/83,
duong Xuan
Dinh, phuong
Xuéan Dinh,
quan Bic Tir
Liém, Ha Noi

- VUng gen
phat hién: Gen
ORF1lab va
genN

- Gi6i han phat
hién: 10
copies/phan
g

- Do déc hiéu
phan tich:
khong phan
(rng chéo voi
mot s6 vi rut,
vi khuan
duong ho hap

- DO nhay, do
dac hiéu: 99%

Ba Vii Thi
Huong Ly
0988778790

500.000 test/
thang

. 26.976.096
dong[23]/ hop 96
test




- VUng gen
phat hién: Gen
E, gen N va
gen RARp

- Gi6i han phat
hién: 4,167
copies/ml

L Do dic hidu

phan tich:
Trang thict ) khong phan
ch%lnydfén Congty |° ShiOThl??{Zﬁgt S)levol | . , 30.000.000
in vitro xét| Allplex 2019- | Seegene Inc., 16T3E7392'TK’ BYT it | phuomg i khuin Ong NEW | 40,000 testy {1Onel24) hop 100
nghiém vi| nCoV Assay Han Quéc -CTngdy | ThiCtbly | o piet - fuong ho hgp | 2Udn Than thang | €St (Bao gom vat
Shie 19/8/2020  |té Phuong [, ° & 02435738301 tu tidu hao chay
rut Corona Pon quéan Dong may)
dung cho " |Pa- HaNoi | Do nhay: Y
may PCR 100%
- Do dac hiéu:
+93,07% (mau
hut mii hong,
dich phét hau
va mui hong va
rira phé quan)
L+ 96,84% (mAu
(dom)
Trang thiét PP R
i oy (S0 el e | s000000z5)
chan doan | Allplex SARS- 16984NK/BYT- | TNHH [P \ b N Ong Nguyen dong/hdp 100 test
. ; Seegene Inc., X P - phuong [E, gen N, gen ~ : 4.000.000 S
in vitro xét[ CoV-2 Assay Han Qué TB-CT ngay Thiét biy Trune Lidt - IS vA aen RAR Xuén Thanh test/ than (Bao gom vat tu
nghiém vi | (RV10248X) uoe 26/11/2020  |té Phuong qu?éngDéig g Pl 02435738301 91 tidu hao chay
r“éiois' Bong | 5a ~ Ha Noi | Gisi han phit may)
hién: 5000

dung cho




may PCR copies/ml
- D6 dac hiéu
phan tich:
khong phan
rng chéo voi
mot séqvi rut,
vi khuan )
duong ho hap
- Do nhay:
100%
- D6 dac hiéu:
06,7%.
- VUng gen
TaqPath™ bhat e
COVID-19 CE- ORFlab N
IVD RT-PCR Kit, .
1000 reactions protein S, MS2
, %ﬁ“ggﬁp@ L Gioi han phat
Trang thiét| .oUiD.19 RT. , hién: 10 GCE
biyte PCR Kit S0 48 ngd (ban sao)/phan
chan doan n 2|245 pho Mai [img
invitro xét|  (A48102). Life Cong ty COln; . phuon Ba Hoang Lé | Theo nhu
> TagPath™ \ 18557NK/BYT- |phan Thiét[ 'S Prwonel & 20 1Y [298.000.000[26]/
nghiém Technologies . Mai Dich, | Do diac hiéu | Thu 024393 cau thi R
COVID-19 . - | TB-CT 09/8/2021 | bi SISC A A N \ hop 1000 test
SARS- Control (A48105) Corporation, My Viat Nam | 9uan Cau |phén tich: 80045 trudng
Cov-2 TagPath™ ' ; Giay, thanh khong phan
ding cho COqVID-19 phé Ha Noi fimg chéo voi
may PCR | control Dilution gt 50 virdt
Buffer (A48099) e 1 1
1.4 TagPath™ 1- uong ho hap
Step Multiplex A .
Master Mix (No ;)?Z(;;}_lay'

ROX) (A48111)

- D6 dac hiéu:




95,3%

- VUng gen
phat hién:
ORFlab, N, E

- Gi6i han phat
hién: 40 ban
sao/phan ung
voi ving N1,
60 ban
sao/phan ung

Trang thiét % vine E
biy té : [ VUne B
FYNP Téang 1, s0 |160 ban
chan dodn Cong'ty |163 Ba Triéu,sao/phan im
in vitro xét[SARS-CoV-2 RT- gty \ A £ A .
nohiém | PCR Msultiolex | Ha Tech PTY 18698NK/BYT- TNHH Phuong Lé [voi ving bong Thi 1.000.000 - .
sARs | pia nostic'?(i | 7D, Australia | TB-CTNody |PautwKy | PaiHanh, [ORFlab. Phwong Thao | 2.000.000 [198.000 déng/ test
Cov-2 (ﬂ AT-01) ’ 23/8/2020 thuat  [Quéan Hai Ba 02432028999 test
di VLINK | Trung, Ha | Do dac hiéu
ung cho = NS
. Noi phén tich:
may RT- khong phan
PCR gphan
rng chéo véi
Imot S(A)"Vi rut,
vi khuan )
duong ho hap
- D6 nhay:
100%;
- D6 dac hiéu:
100%
Trang thiét A A < -~ | Vung gen
biy (€ | ViroKey SARS- Vela Operations 9I'cl)\rlllg—JH:y ]l;;l;ri’lilo (Zg phét hién: Nguyén Thi :
chén doan | CoV-2 RT-PCR | ‘.2 2P 18596NK/BYT- am NEOC DRF1a, N BUYEN MO 1 Cong ty chua cong b6 gia va
Ny . .| Singapore Pte Getz Bros Thach, Lam < ,
in vitro xét| Test v2.0 (model: - TB-CT 09/8/2021 X ; niang lyc cung Umg
A Ltd., Singapore & Co (Viét| Phuong 6, . ,. | 02838207727
nghiém vi 301069) ~ - Gi61 han phat
> Nam) Quén 3, T :
rat SARS Thanh ohé hién: 9,2 ban
CoV-2 P sao/phan ung




dung cho Hb Chi Minh |(dich ty hiu)
may PCR
- Do nhay:
07,1%;
- Do dac hiéu:
100%
- \Vung gen
SAR- CoV-2
phat hién: N,
RdRp
L Gidi han phat
hién: - SARS-
CoV-2: 0,005
Trang thiét TCIDso/mL
biyte
'chap doar’l 196/1/22 | RSV A: 0,3
in vitro xet| , . . N ~ [TCIDso/mL
.~ |Alinity m Resp-4- . :| Cong Hoa,
nghiém vi |10 AMP Kit (Cong ty CO by romg 12 s s
At SAKS | (09N79-090),  [Abbott Molecular| 18508NK/BYT- | PRnKY | "oy oy [ RSV BI00.L | BaLeHong | s i cira cong b6 gid va
CoV-2, s - nghé va A . [TCIDso/mL Qué Chi 7 ,
. Alinity m Resp-4- Inc., My TB-CT 09/8/2021 | ~ .| Binh, Thanh nang luc cung ung
influenza . congnghé| .z x ~ . 0986.683.307
Plex CTRL Kit ~> 7 *| pho HO Chi . .
A, Cudc song . .., FCumB: 0,02
. (09N79-080) Minh, Viét
influenza Nam TCIDso/mL
B va RSV
dung cho - Cim A
may PCR H1N1: 4.57
TCleolmL
- Cim A
H1N1pdm:
0,002
TCIDso/mL
- Cum A

H3N2: 0,01




TCIDso/mL.

* DY nhay, Do
dac hiéu [am
sang

- SARS-CoV-
D: D6 nhay:
100%, Do dac
hi¢u: 96,6%.

- Cam A: Do
nhay: 100%,
D0 dac hiéu:
100%.

- Cam B: b6
nhay: Do dac
hiéu: 100%.

- RSV: Do
nhay: Do dac
hi¢u: 100%.

Trang thiét ZSAD%EAL@ - Gi6i han phat
biy té 0¢ Lap,  thign: 160
chén doan Khu edng - Gopies/ml (déi
in vitro xét cong ty nglll\llep Viét |v6i SARS- Ta Minh
nghiém BioFire 18648NK/BYT- | TNHH Singaa’;)‘o're COV-2); o 0:; Céng ty chua cong b gid va
SARS | Respiratory Panel BioFite TB-CT 23/8/2021| DKSH | 1 o Binh| ra . 0913149845 ning lyc cung g
CoV-2 va ; : Viét Nam . - DO nhay:
¥ 2.1 plus (RP2.1 Diagnostics, ; Hoa, tp. o) (ks o
cac tac -~y ~ g 08% (401 voi
P plus); (M4 san LLC, My Thuin An .
nhan gay z 4l All, ISARS COV2);
banh pham: 423740) Tinh Binh
nhidm Duong b5 g higu:
tring ho 100% (ddi v6i
hap ding 18673NK/BYT- |Cong ty cb| L6 8-CN18, SARS-COV- B Neuvén Tri| COne ty chua cong b gid va
cho méy TB-CT 23/8/2021 | phdn cong | Khucong P): a_Teuyen L nang lyc cung tmg
xét nghiém ngh¢ |nghiép Khai 0 Minh




sinh hoc Lavitec Quang, 0982331684
phan tir phuong Khai
(PCR) Quang, thanh
phd Vinh
Yén, tinh
Vinh Phuc
Gi61 han phat
hién: Cim A:
0,5
TCID50/mL
x Cum B: 0,25
Tririlg tt%let TCID50/mL
chéhydoén RSV A: 1,0
in vitro xét : TCIDS0/mL
nghiém Congty S6 14 Day C,[RSVB: 0,05
SARS. TNHH |EO 19 Khu doTCID50/mL
Cov.z |NeuMoDxFluA-f Thidbi |thi mSi Dinh [SARS-CoV-2: Nguydn Hai ,
Y% | BIRSV/SARS- 18672NK/BYT- : cong, 50 ban Cong ty chua cong bd gia va
VirUs CUM | v/ vantage | MOIECUIRN INC., |rp o1 o3sg/0001 | KhOB hoe tpy o Binh kao/mL Ngoc niing Iyc cung tng
A, cum B, . My va Cong . A 0862038066 j
RSV cho Test Strip i Cor}g, Qua_n ] .
may xét QmeDic | Hoang Mai, - Cim A:
nghiéma HaNo1 [100% Cum B:
sinh Hoc 06.7% RSV:
phan fi 100% SARSO-
(PCR) CoV-2: 100%
- Cum A:
100% Cum B:
08% RSV:
08% SARS-
CoV-2: 98%
Trang thiét|{GenoAmp® Real- Medical . 17 duong s6 | Vung gen -

o | biyté | TimeRT-PCR | Innovation | 18686NK/BYT- | <209 |53, phudng phit hin: N, }Blgryuoggggg 1.000.000 |10 00an
chan doan| SARS-CoV2 Ventures SDN | TB-CT 23/8/2021 Vietnam Tan Tao, [RARp, Spike %856 test/thang ‘ &
invitro xét| (GRA2033) | BHD/ Malaysia . quan Binh |(S)

o Shine A [P
nghiém Tan, HO Chi




SARS-
CoV-2,
virus cim
A, cim B,
RSV dung
cho may
xét nghiém
sinh hoc
phan tu
(PCR)

Health

Minh, Viét
Nam

- Gi6i han phat
hién: 16,5 ban
5a0/ul

- Do nhay:
08,5%);

- Do dac hiéu:
100%




I1I. XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:

1. Test nhanh:

a. Sdn xudt trong nwéc:

. . Dia chi Thong tin tm tat Kha niin
Tén trang thiétbichdn| .z .. .. |TénCéng| ~' Tén Cong |hi¢u ning sin phim A 2 | Gia ban cong
TT (e . So dang ky 5 .| Cong ty . X 5 £ Lién h¢ cung cap/ JUPN
doan in vitro ty dang ky | . . |ty sdan xuat| do don vi san xuat A bo (dong)
diang ky cong b 5 thang
- Ngudng phat hién:
150ng/ml v6i khang
Khay thir xét nghi¢m thé khang IgG k}léng
dinh tinh khang the IgM, SARS-CoV-2 va
IgG khang vi rdt SARS- 150ng/ml v6i khang
CoV-2 thé IgM khang
SARS-CoV-2
Trueline COVID-19 Cong ty
1gG/IgM Rapid Test Cum Cong| TNHH | Danh gié hiéu ning
nghiép [ Medicon [san pham trén cac
L ., 14 r 5 au lam sang da 3
(Dmh tinh phat hlf_)l’l TTB-TT-08-21 TI'LI‘O’l'lg (Cum Cong mau g . 73.500 dong/
. A A % :a 4 4c nhan & \ y . 1g
khang thé (IgG/IgM) | Ngay 20/5/2021 | SONIW |An xa An| nghiep Kuocxacnhanam | OngBaoBinh |5 155 50 | (65t (bao gom
1 |khang vi rit SARS-COV- | <4 13- 1ar ot os| TNHH | Khanh, [Truong An, finh, duong tinh véi  [Khoi 0968031000/ , N
2V7|(So dang ky co gia . . x "SARS-COV-2 bi test/ thang vat tu, phu
2 trong mau toan phan, 2 12 théng) Medicon h}{y@r} xa An : ang 0968031021 Kien)[27]
huyét thanh hogc huyét | Hodi Dite,|| Kbar;f;, N PCR: ‘
twong nguoi. San pham phojhuyen Hoat
str dung trong giam sat HaNoi |Duc, Thanh i+ g nhay: 7 ngay
huyét thanh hoc, giam sét pho Ha Noi)kau khéi phat 1a 40%,

dich té hoc xac dinh tinh
trang phoi nhiém véi
SARS-CoV-2 va ho trg
chan doan ¢ giai doan sau
7 ngay khoi phat)

8-14 ngay sau khdi
phat 12 91,00%, > 15
ngay sau khoi phat la
07,69%;

+ Do dic hiéu tuong
quan: 100%;




2. Sir dung cung may xét nghi¢ém mién dich/Elisa:

b. Nhip khdu:

Thong tin
Tén trang t!liét (;rc“?r?g Dia chi h;g:lnt;:lg lﬁl:lag )
TT b;/gmh p’ha.m Chiing loai Ha?g/ Nl;mc S6 gidy phép nhap khau| ty C°”9 ty sin phim Lién hé cung Gia barl cong bo
chan doan in san xuat n nhap . . (dong)
. nhap z° |do don vi ung/
vitro ; khau , A .
khau san xuat thang
cong bo
VITROS
Immunodiagnostic
Products Anti-SARS-
CoV-2 1gG
Quantitative
o 648 | i
o ngd 245 [ Gioi han
Trang thiét bi A £ . IWhat hian-
 chin dodnin | VITROS Cong | pho Mai pht hién:
vitro xét nghigm | Immunodiagnostic ol Dieh
4ne thé 10G. [Products Anti-SARS- -Clini phan | phuong 3 Hoang L& .
khang the 1gG, FFTOELE 1/ PLH 2mr=rOrtho-Clinical)  gaoon /gy T-TB-CT | Thiét | Mai | Do nhay:| B3 HOELE |50 1 chura cong b nang lue
111gM, lgAkhang | = -0V 0 Diagnostics, | = 1y 23/8/2020 bi | Dich, [100% Thu cung fmg vA gié bén
Sars-CoV-2 sir [Quantitative Controls| — Anh g2y s15C buan cal | 02439380045 ung tmg va g
dung trén may (6199966) oL [quan tau
pflﬁn tich mién viet | Gidy, 1 pg dae
dich Nam | thanh fisy:
: VITROS pho Ha 1100%
Immunodiagnostic Noi

Products Anti-SARS-
CoV-2 IgG
Quantitative Reagent
Pack (6199964)




ITROS
Immunodiagnostic
Products Anti-SARS-
CoV-2 Total 2
Calibrator (6199959)

VITROS
Immunodiagnostic
Products Anti-SARS-
CoV-2 Total 2
Reagent Pack
(6199958)

VITROS
Immunodiagnostic
Products Anti-SARS-
CoV-2 Total Controls

(6199924)
| LIAISON SARS- [ Do nhay: Theo o
TTBYT chan | CoV-2 TrimericS So 64, -7 ngay: nhu cau | -447:900 dong/hop
doéﬁ in vitro xét 1gG Cong N%Q 210, ?2,70/(3 8- str dyng 110 test
nghiém khang ty [Pho D61 L4 ngay:
¢ Ang vi y_ 4 An, [91,7% A TrAn Thi
ther{]gt(y;‘;‘r?ag y DiaSorin Inc., | 18697NK/BYT-TB-CT TT'\III';': Pfjggg >15 n(g);ay: ?ﬁaﬁﬁaﬁfﬁg
(SARS-CoV-2) | LIAISON SARS- My ngay 23/8/2020 bi [Doi Can,87% | 0904777468 | Theo || 00 000 dimarns
str dung trén mdy| CoV-2 TrimericS Nhat (Quén Ba nhu cau 2.x0 9.mL+2§)<gg9n$E
xét nghiém mién| 1gG Control Set Anh |Dinh, Hal B¢ dic st dung ’ :
dich Noi, fiéu:

99,5%




[1] Gia da cong bd ngay 08/9/2021: 170.000 dong/test
[2] Gia cong bé trude 11/9/2021: 190.000 - 200.000 ddng/test

[3] Gi4 da cong bo trude day: 4.950.000 dong/ hop 25 test (198.000 dong/test); trude ngay 26/8/2021: 4.520.00 dong/ hop 25 test
(178.080 dong/test)

[4] Gi4 da cong bd: 198.000 dong/test

[5] Gia di cong bd trude ngay 11/9/2021: 160.000 dong /test

[6] Gia da cong bb ngay 08/9/2021: 152.000 ddng/test

[7] Gia cong bd ngay 11/9/2021: 175.000 dong/test

[8] Gia cong bd trude ngay 11/9/2021: 150.000 ddng/test

[9] Gia cong bd trude ngay 11/9/2021: 150.000 dong/test

[10] Coéng bd gia 20/7/2021 chua cong bd gia chua bao gom VAT
[11] Cong bd gia ngay 28/7/2021: 4.625.000 dong/hop 25 test (185.000 dong/test)
[12] Cong bb gia trude ngay 11/9/2021: 135.000 dong/test

[13] Cong bb gia trude ngay 11/9/2021: 150.000 dong/test

[14] Cong bd gia trude ngay 11/9/2021: 168.000 ddng/test

[15] Cong bb gia truéc ngay 11/9/2021: 125.000 dong/test

[16] Cong bd gia trudc ngay 11/9/2021: 125.000 dong/test



[17] Gia cong bd trude 11/9/2021: 180.000 dong/test
[18] Gia cong bd trude ngay 11/9/2021: 13.897.800 dong/hdp 42 test
[19] Gia cong bd trude 11/9/2021: 300.000 ddng/test

[20] St dung cong ngh¢ gop mau vong 2 vOi s6 lwong phan tng kit phat hién (Detection) bang 20% so kit tién khuéch dai (Pre-
amplification). Cu thé don gia tirng thanh phan:

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

2) B phat hién vi rat SARS-CoV-2, AMPHABIO HT-HITHROUGHPUT PCR COVID-19 DETECTION KIT : 204.000/test
[21] Gia cong bd trude 11/9/2021: 350.000 dong/test (ty theo sé luong)

[22] Gia cong bd trude 11/9/2021: 28.901.376 ddng/ hop 96 test

[23] Gié cong bd trude 11/9/2021: 28.502.400 dong/ hdp 96 test

[24] Gié cong bd trude 11/9/2021: 30.500.000 dong/hdp 100 test

[25] Gia cong bd trude 11/9/2021: 30.500.000 dong

[26] Cong ty cong bd gia ngay 11/9/2021

[27] Gié cong bd trude 11/9/2021: 92.400 dong/ test (chua bao gdm vt tu, phu kién)/97.650 dong/ test (bao gdm vat tu, phu kién)



