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BAO CAO
Tinh hinh thuc hién xét nghiém SARS-CoV-2

Kinh gtri: Thu tuédng Chinh phu Pham Minh Chinh

Tiép theo B4o cao s6 1395/BC-BYT ngay 13/9/2021, B Y té xin cap nhat
bao cdo tinh hinh thuc hién xét nghiém vi rat SARS-CoV-2 nhu sau:
1. Vé tinh hinh thyc hién xét nghiém tai Viét Nam
1.1. Nang luc xét nghiém

Pén nay, s6 phong xét nghiém COVID-19 sir dung may Realtime PCR 1a
331 phong, cong suat toi da 1a khoang 340.000 mau don/ngdy; gop 10 miu thi
cong suat toi da khoang 3,4 triéu mau/ngay. S6 phong xét nghiém khang dinh
COVID-19 sir dung may Realtime PCR 1a 307/331 phong. Céc tinh, thanh ph,
don vi déu c6 thé thuc hién dugc xét nghiém khang dinh vi rat SARS-CoV-2, xét
nghiém nhanh khang nguyén, xét nghiém khang thé phuc vu cong tic phong,
chéng dich.

1.2. Tinh hinh thuc hién xét nghiém

Tinh dén ngay 09/11/2021, ca nudc da thyc hién xét nghiém Realtime RT-
PCR dugc 27.977.557 mau twong duong 67.795.350 lugt nguoi, trong d6 xac dinh
984.805 ngudi duwong tinh véi vi rat SARS-CoV-2. Tir ngay 16/8/2020 dén nay ca
nude da thuc hién 5.837.623 mau gop cho 41.283.712 lugt ngudi.

Theo thong tin nhén dugc tir cac dia phuong nhu (Ha Noi, TP. Hd Chi
Minh, Béc Giang, Binh Duong, Can Tho) da stir dung khoang 27 tri€u test nhanh
khang nguyén dé giam sat cac ddi tuong nguy co cao, tai TP. H6 Chi Minh, cac
ca duong tinh stir dung test nhanh cling dugc xac dinh 1a FO va cach ly, theo doi tai
nha.
1.3. Kha ning cung ng, gia sinh pham xét nghiém:

Tinh dén ngay 05/11/2021, c6 131 sinh pham da duoc cap sb dang ky, cap
phép nhap khau con hiéu lyc tai Viét Nam gém 43 sinh pham cho k¥ thuat xét
nghiém Realtime RT-PCR phat hién ARN (7 san xuét trong nudc, 36 nhap khau),
60 sinh pham xét nghiém phat hién khang nguyén (3 san xuét trong nudc, 57 nhap
khau) va 28 sinh pham xét nghiém khang thé (4 san xuat trong nudc, 24 nhap
khau). Cac sinh phdm xét nghiém SARS-CoV-2 nhap khau dugc san xuat ¢ nhiéu
qudc gia khac nhau: My, Ptic, Phap, Phan Lan, Trung Quéc, Han Québc, Th Nhi
Ky, Malaysia, Singapore...



Tinh dén hét ngay 31/10/2021, Bo Y té dd nhan dugc bao céo ciia 86 Cong
ty san xuat, kinh doanh test nghiém béo cao kha ning cung tng va gia do don vi
cong bd cho 186 sinh pham xét nghiém SARS-CoV-2:

- Xét nghiém vat liéu di truyén (PCR, LAMP): Pa c6 15 cong ty bao co
35 test trong d6 phan 16n duoc san xuat tir Chau Au, My, Han Quéc va Viét Nam
v6i tong d6 kha niang cung tmg la 80 tridu test/thang. Gia ban don vi cong bb tir
112.000 -700.000 ddng/test (thap nhat 14 test duoc san xuat tai Han Qudc va cao
nhat 13 test dugc san xudt tai My).

- Xét nghiém khang nguyén:

+ Vi test nhanh: DA c6 65 cong ty bao cao 102 test trong d6 phan 16n dugc
san xuat tir Trung Qudc, Han Quéc, Chau Au véi tong d6 kha ning cung ung la
500 triéu test/thang. Gia ban do don vi cong b tir 43.000 - 250.000 dong/test
(thap nhét 1 test dugc san xuét tai Trung Qudc va cao nhat 13 test dugc san xuat
tai Anh).

+ Vi test st dung cung may: Pa ¢6 03 cong ty bao cdo 03 test véi tong do
kha ning cung tng la 500.000 test/thang. Gia ban do don vi cong b tir 71.400 -
180.000 dong/test (thap nhat 14 test duoc san xuat tai Trung Qubc va cao nhat 1a
test duoc san xudt tai Nhat).

- Xét nghiém khang khang thé:

+ Vi test nhanh: Pa ¢6 07 cong ty bao cao 07 test trong d6 phan 16n dugc
san xuat tir Viét Nam, Han Qudc voi tong d6 kha ning cung tmg >1,2 triéu
test/thang. Gia ban do don vi cong bd tir 55.650 -1870.000 dong/test (thap nhét 1a
test duoc san xudt tai Viét Nam va cao nhat 13 test duoc san xuat tai Han Qudc).

+ Vi test sir dung cting may: D3 c6 09 cong ty bao céo 45 test voi tong d6
kha ning cung tng la 7 triéu test/thang. Gia ban do don vi cong bb tir 82.294 -
209.982d6ng/test (thap nhit 13 test duoc san xudt tai Viét Nam va cao nhit 13 test
duogc san xuat tai Pic).

B0 Y té dang tiép tuc khan truong tham dinh va cap phép cho cac sinh pham
xét nghiém SARS-CoV-2 theo quy dinh.

2. Chi dao ciia B Y té trong cong tac xét nghiém

Tir thang 9 dén nay, dé phu hop véi tinh hinh dich bénh, thuc hién y kién
chi dao ctia Thi tuéng Chinh phu vé viée ting cudng cac bién phap phong chdng
dich trén toan quéc, B6 Y té dd ban hanh céc vin ban chi dao cong tac xét nghiém
nhu sau:

- Hudng dan cac don vi ting cuong phong chdng dich tai cac dia phuong
dang trong thoi gian thuc hién gidn cach xa hoi va cac dia phuong khac theo giai
doan, trong d6 dac biét trién khai thuc hién xét nghiém than toc (xét nghiém nhanh
khang nguyén, xét nghiém Realtime RT-PCR mau gop...),



- Huéng dan xét nghiém SARS-CoV-2 d6i véi co sé san xuét, kinh doanh,
khuyén khich nguoi dan, nguoi lao dong tai co so san xuat, khu céng nghiép tu
ldy mau xét nghiém khang nguyén nhanh cé sy giam sat ciia nhan vién y té.

- Hudng dan khong sir dung xét nghiém huyét thanh hoc khang thé sai muc
dich, khong can thiét, gay tén kém va c6 thé gy tam 1y chii quan trong thuc hién
céc bién phap phong chéng dich.

- Hudng dan xét nghiém, cach ly phong chong dich COVID-19 véi nguoi
di chuyén gitta cac ving nguy co; Hudng dan ap dung bién phap phong chdng
dich ddi v6i ngudi vé tir TP. H6 Chi Minh, Binh Duong, Pong Nai, Long An.

- Ban hanh Quyét dinh s6 4800/QD-BYT ngay 12/10/2021 ban hanh Hudng
dan tam thoi vé chuyén mén y té thuc hién Nghi quyét sé 128/NQ-CP vé thich
ung an toan, linh hoat, kiém soat hiéu qua dich COVID-19

- Ban hanh Thong tu 16/2021/TT-BYT ngay 08/11/2021 quy dinh gia dich
vu xét nghiém SARS-CoV-2, trong d6 quy dinh gia dich vu xét nghiém bao gdm
Viéc léy mau, bao quan mau, thuc hién va tra két qua xét nghiém SARS-CoV-2.

+ Thong tu s€ ap dung trong cac trudng hop: thanh toan chi phi xét nghiém
SARS-CoV-2 theo quy dinh ctia phap luat vé bao hiém y t&; ngudi sir dung dich
vu xét nghiém SARS-CoV-2 ty chi trd va cac truong hop dugc ngan sach nha
nude chi tra theo quy dinh ciia Luat phong, chong bénh truyén nhiém; khong ap
dung d6i véi cac truong hop 1ay miu, bao quan mau, thuc hién va tra két qua xét
nghiém SARS-CoV-2 tai cong dong do ngan sach nha nude chi tra theo quy dinh
ctia Luat phong, chéng bénh truyén nhiém.

+ Gia dich vu xét nghi¢ém SARS-CoV-2 quy dinh tai Thong tu chi tinh chi
phi truc tiép cta viéc ldy miu bao quan mau va thyc hién tra két qua xét nghiém
va chi phi tién luong, chua tinh chi phi khau hao va quan 1y. Pdi v6i xét nghiém
bang k¥ thuat Realtime RT-PCR: Gia ctia mot dich vy xét nghiém s& gdm mirc
gia cua 2 budce dé thuan tién cho qué trinh thuc hién: (1) Chi phi lay mau, bao
quan bénh pham; (2) Chi phi thuc hién xét nghiém.

+ Chi phi test xét nghiém thyc hién thyc thanh, thyc chi theo loai test da su
dung va theo két qua dau thau cua don vi (do gia test bién dong va dai gia rong).
Bo Y té quy dinh mirc gia tdi da gia dich vu xét nghiém bao gém ca sinh pham
xét nghiém. Trudng hop chi phi thyc hién xét nghiém cao hon tong mic thanh
toan thi co s& y té dugc quyét toan phan chénh léch thiéu vao ngudn kinh phi giao
tu cht va ngudn kinh phi hop phap khac cua don vi.

- BO Y té dang xay dung, hoan thién huéng dan xét nghiém SARS-CoV-2
trong tinh hinh méi huéng din ap dung phdi hop cac phuong phap xét nghiém,
tan sudt xét nghiém cu thé cho timg d6i tugng nguy co theo timg khu vuc nguy co
cin c theo Nghi quyét 128/NQCP ngay 11/10/2021 va Quyét dinh sb 4800/QD-
BYT ngay 12/10/2021.



3. Nhan dinh

- Hé thong phong xét nghiém SARS-CoV-2 tiép tuc dugc duy tri, nang cao
nang luc va chat lugng. Tir 13/9/2021 dén nay, cac don vi thugc Bo Y té di tham
dinh va cap phép thém 47 phong xét nghiém khang dinh bang phwong phap
Realtime RT-PCR bao gom cac don vi xét nghiém cong lap, tu nhan va cac don
vi ngoai nganh y té.

- Tang kha ning tiép can sinh pham xét nghiém dén cac don vi, nguoi dan
v6i viec BO Y té da cap s6 dang ky, cdp phép nhap khau thém 39 sinh pham (so
v6i bao cdo ngay 13/9/2021) va cb van ban dé nghi S Y té cac tinh, thanh ph
cong b trén phuong tién thong tin dai ching danh sach sinh pham xét nghiém test
khang nguyén nhanh da duoc Bo Y té cip sb dang ky, cap gidy phép nhap khau
dé nguoi dan dé tiép can, st dung hiéu qua.

- Sb luong test xét nghiém SARS-CoV-2 duoc cip phép ngay cang nhiéu
cling nhu gia cong bd va kha nang cung mg clia test xét nghiém thay doi lién tuc
theo chién lugce kinh doanh cua cac Congty,B0Y té s& thyuc hién ung dung cong
nghé thong tin dé cac Cong ty chii dong cong bd kha nang cung tng va gia test xét
nghiém SARS-CoV-2.

-B6 Y té can cit theo tinh hinh dich d4 c6 cac vén ban huéng dan linh hoat,
kip thoi va lién tuc cap nhat nham phong chdng dich nhanh chéng, hiéu qua trong
d6 c6 bao gom linh vuc xét nghiém, véi phuong thire, tan suat va déi tugng tai cac
viing nguy co theo timg giai doan dich dap ung cong tac chdng dich trén ca nudc
va tai mot s6 dia phuong cu thé.

B0 Y té tran trong bao cdo Thu tudng Chinh pha./.
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TONG HQP DANH SACH SINH PHAM XET NGHIEM VI RUT SARS-CoV-2

(Gui kem Bao cao so

PHU LUC
/BC-BYT ngay

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

1. Test nhanh:
a. Sdn xuat trong nwoc:

/11/2021 ciia BY Y té)

Théng tin tém tit hi¢u

TT Te;n tm?g t.hleti b S0 dz’mg TenvC0ng’ Pia chi Cong ty dang ky Tén Cong ty san xuat ning san phim do don
chan doan in vitro ky ty dang ky L2 A, A ;
vi séan xuat cong bo
Khay thir xét
”%’E”" dinh tinh | jpp pp _D§ nhay (so sanh véi
S j;ﬁ ”Cf?”l{"’z” 06-21 PCR): 96,3% (80,95%
DAMNS-LOVRL (38 dang . Cum Cong nghiép Céng ty TNHH Medicon véi Ct>30);
(Pinh tinh phat hién .S Cong ty . " . " \ A i< 1A .
1| khdng nguyén SARS- ky c6 gia TNHH Truong An, xa An (Cum Cong nghiép Truong An, | -P¢ déc hiéu (So sanh
Col-2 trone méu tri 12 Medicon Khanh, huyér} Hoai brc, x4 An Khanh, hyyén Hoai Ptrc, | voi PCR): 99,75%;
ool dich;g heu thang) Thanh pho Ha No6i Thanh pho Ha Noi) - Ngudng phat hién: 0,1
& c)’/ ’ 0);) Ngay ng/ml v6i khang nguyén
Truelime COVID19 | 18/3/2021 tai to hop SARS-CoV-2.
Ag Rapid Test
Khay thii xét TTB-TT- Cong ty Cb Lf) CNl-(')A6B-1A&2 KhuA NG PzIOA’TECI:I SAS (D(fn vi san Nguong’phat’hle;n: 01 .
nohiém dinh tinh 15-21 hin Nehién Cong nghiép Céng nghé xuat tam thir) (DPia chi: Z.A. ng/ml v6i khang nguyén
5 i héne neuve Ngay pa,m VégSén cao 1, Khu Congnghé¢ | Courbouton, khu vuc 1, 35480 | tai td hop SARS-CoV-2.
S 1;’1’;:‘;, ”C%’ ”Iﬁez” 08/10/2021 it _cao HoaLac, XaHa | Guipry, Phap), Céng ty C6 phan | - Do nhay la: 73% véi
. -Lob- (SO dang VINSMART Bang, Huyén Thach That, Nghién ctru va San xuat Ct<30, 86,67% voi
Ninonasal®/VSM- Thanh phé Ha Noi VINSMART (Don vi san xudt | Ct<25 va 100% véi

ky co gia




Théng tin tom tit hi¢u

TT crflgl:l gs;f tll:itl tl: !0 S0 l((i;ng g] e;igglg,, Dia chi Cong ty dang ky Tén Cong ty san xuat nang san pl}ém do don
vi san xuat cong bo
COV-TDM-05 tri 12 thanh pham, dong g6i) (Pia chi: | Ct<20;
(Dinh tinh khang thang) L6 CN1-06B-1&2 Khu Cong - B déc hiéu 100%;
nguyén SARS- nghi¢p Cong nghé cao 1, Khu - B¢ chinh xéc: 94,6%
CoV-2 trong dich Cong ngh¢ cao Hoa Lac, Xa Ha
mii) ) Béng, Huyén’Thach That, Thanh
pho Ha Noi)
Khay thur xét
nghiém dinh tinh NG BIOTECH SAS (Don vi san
khdng nouvén xuat tam thir) (Dia chi: Z.A. ~ Al
SA R§-C€) i)/)'_ 2 TTB-TT- Cgurbouton, khuvuc 1,3 §489 ;I\gl;gr;r 10 Egipk}if;rgiléu(;lén
NG-Test®/ SARS- ;fgi; Cong ty Co égn(g:ilél_l?gf(_jléié Ilf;}fé Gulpbr{éhﬁgﬁiﬁucvgnsggg%fhan tai t6 hop SARS-CoV-2.
A ‘A v v A . 0 -
\ ng'lf_?‘i/; gzl " | 08/10/2021 pfgfl‘ ‘I,\;g;‘;n cao 1, Khu Cong nghé | VINSMART (Pon vi san xuét L;i%é‘hé‘i' 68770/f)vg?1
! (SO dang £ cao Hoa Lac, Xa Ha thanh pham, dong goi) (Pia chi: P Ao/ s
VSM-COV-TDH- | 14 6 i4 Xuat Béing, Huyén Thach Thit, | Lo CN1-06B-1&2 Khu Céong | "tz 100% v61 Ct<20
21 : VINSMART \ £ TT3 NA: A . ; G5
' “ , tr1 12 Thanh pho Ha No6i nghiép Cong nghé cao 1, Khu " Db dic hicu 100%:
(Dinh tinh khang | thang) Cong nghé cao Hoa Lac, Xa Ha |~ DO dac ucu 100%;
nguyén SARS- Bﬁng, Huyén Thach That, Thanh | B9 chinh xac: 97,4%
CoV-2 trong dich phé Ha Noi)

1y hau)




b. Nhép khiu:

Tén trang thiét A A . . Thong tin tém tit
.. 2 ~ . £ X . A Tén Cong Dia chi Ao . z
bi/sinh pham ., . Hang/ Nudc So giay phép nhap A ~ hi€u niang san pham
T chin do4n in Chiing loai sin xuat khau ty nhap Cong ty do don vi sin xuat
. khau nhép khau A 1A
vitro cong bo
Conety | i Somn
Khay thir xét Abbott TNHH ‘;hubné ’
nghiém khang Panbio COVID-19 Ag | o cties | 6693/BYT-TB-CT |  [PYOR8 | s Hung, | Do nhay: 91,4% D6
1 nguyén SARS- Rapid Test Device \ \ Mai - Dich n A o
. Korea Inc., Han ngay 02/12/2020 N Quéan 7, dac hiéu: 99,8%
CoV-2 trong dich (Nasopharyngeal) Qué Vu Ky Thanh Phé
ty hiu uoce Thuat Luc oo
Y Tinh Ho Chi
Minh
319-C13
Khu T™M
Thuan Viét,
Céne t Ly I"glilgtong - B§ nhay (so sanh
Khay thir xét £ ML | v6i PCR): 96,3%
nghi¢m khang Fuiirebio I 1267/BYT-TB-CT %ﬁ\] HH Pgu’(z’ngl 15’ trén bénh nhan c6
A g . i i ujirebio Inc, -TB- uong uan 11, o,
2 Cr;%l_yzegfﬁisich Espline SARS-CoV-2 Nhat Ban 3/3/2021 maiky | TP.H) Chi gét;ﬁ%hg?loc/g é‘t’lz 6
i hong thuatyte | Minh, | 55 4ac hicu (so
i Van Xuan | Phuong 15, | "~ 50 O "0
Quan 11, sanh voi PCR):100%
Thanh ph6
HO Chi

Minh




Tén trang thiét A A . . Thong tin tém tat
.. 2 ~ . JOY . A Tén Cong Pia chi A . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A ~ hi¢u nang san pham
TT > % L Ching loai . A Z : ty nhap Cong ty : . £
chan doan in san xuat khau P A X do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
S 51,ngd | - Ngudng phat hién
205, ngach | (LoD): 3,12 x 10*2
Khay thi xét 323/83, ]:CIDEo/mL V?‘l mflu
nghiém khéng . Cong ty C6 | , duong | tdm bong ty hau va 3
3 ngu e vi rt Standard Q COVID-19 SD Biosensor 4304/BYT-TB-CT hin v té Xuan Pinh, | x 103’2~ TCIDso/mL
guy Ag Test Inc/Han Quoc 26/5/2021 phan y phuong | véi mau tam bong ty
SARS-CoV-2 Dirc Minh A A S i
trong miu ty h Au Xuéan Dlph, hau khi van chuyén.
g quéan Bac | - B§ nhay: 84,97%
Tu Liém, | - Do dic hiéu:
Ha Noi 98,94%
Tang 2,
Toa nha B
thudc Vuon
uvom Doanh
nghiép, L6
. D.01, . 1
Khay thir xét Céng ty duong Tan | Gi6i han phat hién
- , . 0.8
nghiém khang | o 6 COVID-19 Ag HUMASIS 5044/BYT-TB-CT TNHH | Thuan, Khu | (20P):2 x 10
4 nguyén vi rut CO., LTD/ Han * v %, | TCIDso/mL
Test £ 23/6/2021 HUMASIS | Ché Xuat o
SARS-CoV-2 Quodc N o - D6 nhay: 92,2%
x < VINA Téan Thuan, J PR
trong mau ty hau \ - Do dac hiéu: 99,6%
Phuong
Tan Thuén
Pong,
Qu@p 7, TP
Ho Chi

Minh




Tén trang thiét

Théng tin tém tit

bi/sinh phém ., . Hang/ Nudc S6 giﬁy phép nhap Ten C(A)ng D}a chi hiéu nang sian phém
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau z A % do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
) - Gi61 han phat hién
S6 66B, | (LoD): 3,5 x 10?
Puong TCIDso /mL khi sir
Khay thu xét Cong ty Nghia dung tam bong truc
nghiém khang TNHH Diing, tiép, 2,8 x 10°
nguyén vi rut . i Sugentech, Inc/ 5045/BYT-TB-CT Dich vu Phuong | TCIDso /mL khi str
> SARS-Cov-2 | SOTHlex COVID-19 Ag | . Ty 50 23/6/2021 tonghop | Phuc X4, | dung tim béng trong
trong mﬁ\u dich ty Medaz Viét | Quan Ba | moi truong van
hau Nam DPinh, Tp. | chuyén;
Ha Noi, - D6 nhay: 95,07%
Viét Nam | - Do dac hiéu:
99,38%;
849 Tran
Khay thir xét Congty | Xuan S0an, | e han phét hign:
A . Abbott TNHH Phuong 18
nghiém khang - TM Covid-19 Ag Rapid Test | 1y; - A 2,5x 10-* TCIDso/
o Panbio g =ap Diagnostics Thuong Tan Hung,
6 nguyén vi rut Device (Nasal) \ 5153/BYT-TB-CT S A mL
Korea Inc/ Han mai- Dich Quan 7, R ) o
SARS-CoV-2 X oA . « | D6 nhay: 98,1%
. ~ Quoc vu K¥ thuét | Thanh Pho A o
trong dich milii Luc Tinh Hb Chi Do dac hi¢u: 99,8%
Minh
: . - ) A A : 2
nguyénvirat | DioCredt COVID-19 Ag | ¢ ien, 5606/BYT-TB-CT | COneY CO | “oan, | 3:62x 10°PFU/mL
7 (M3 san pham: \ £ phan o - D6 nhay: 91,67%
SARS-CoV-2 Inc/Han Quoc 14/7/2021 . P.Buoi, MR
x4 G61RHA20) Meditronic ~ x| - D06 dac hiéu:
trong mau dich ty Q.Tay Ho, 99 36%
hau Ha Noi oo




Tén trang thiét A A . . Théng tin tém tit
.. 2 ~ . JOY . A Tén Cong DPia chi A . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A ~ hi¢u nang san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Khiu nhap khau do don vi san xuat
vitro 4P cong bo
A308 Thap
. Van phong
Iléﬁ?grrtlhlfhzztg Congty | The Manor, | Gidi han phat hién:
> A X s 2
] nguyén vi rut CareStart COVID-19 Access Bio 5611/BYT-TB-CT gNHIé;ap Phl\lfgnTr;\,/r 8);)10 };1" C‘Ilggoggl?)}
SARS-CoV-2 | Antigen Inc./M§ 14/7/2021 ‘;‘Z‘; saim Dinhgl an Dg gé%éuj °
trong me dich ty khoe Senix | Quan Nam | 99,32%
Y Tir Liém,
Ha Noi
S0 5-A2,
TNHH Nguyén
Thuong Khanh
5716/BYT-TB-CT mai va Toan,
Khay thir xét 17772021 Congnght | P.Quan 1 ;o pht hien:
4y Hu X k§ thuat | Hoa, Q.Ciu an phat huen.
nghiém khang TNT Gidy, Ha 5,07x 10° TCIDso/
nguyén vi rat i GenBody Inc., A mL
| SARs-Covp | GenBody COVID-I9Ag |y quéc T‘AHN‘? — - nhay: 89,05%
trong mau dich ty Cong ty ans 2> 59 1 _pg dac hidu:
> p 137 Hoang
hau TNHH Déu Quéc Viét 99,19%
t thibtbi | 5oc 150
5844/BYT-TB-CT cone nehe P.Nghia
21/7/2021 N | P8, Q.Chu
Global | Oy, Ha

Noi.




Tén trang thiét

Théng tin tém tit

bi/sinh phém ., . Hang/ Nudc S6 giﬁy phép nhap Ten C(A)ng D}a chi hiéu nang sian phém
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Z A % do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
Tang 2, s6
. 88, duong A
Khay thu xét X y Gidi han phat hién:
. Banh Vian
nghiém khang Asan Cong ty Tran 7,46x 10° TCIDso/
10 nguyén vi rut Asan Easy Test COVID- | Pharmaceutical 5717/BYT-TB-CT | TNHH Sau Phuon ’ 7 mL
SARS-CoV-2 19 Ag Co.z Ltd. /Han 17/7/2021 Ngbi Sao Quén "lg"r; - b6 nhay: 94,67%
trong mau dich ty Quoc Viét Nam uan 1ah - ps dic hieu:
héu Binh, TP 1 o5 219
Ho Chi ’
Minh
TTi)r;gni;’ Gi6i han phét hién:
Khay thur xét (LoD): 33.12 X 10*?
- , Pearl Plaza, x
nghiém khang 561A Dicn TCIDso/mL cho mau
nguyén vi rat SARS-CoV-2 Rapid Cong ty Bién Ph? phét mili hong tryc
1 SARS-CoV-2 Antigen Test SD Biosensor 5739/BYT-TB-CT TNHH Phuon ; 5’ tiép, 5 x 103.2
trong mau phét | (09327592043 /9901- Inc/Han Quoc 18/7/2021 Roche Viét Quin ginh, TCID50/mL cho
mi hong hodc NCOV-01G) Nam l%hanh mau phét miii hong
mau phét miii hong .5 .z | bdo quan trong VTM
Y 1A Thanh pho A
va hau hong Hb Chi - B nhay: 95,5%
Minh - B¢ dac hi¢u: 99,2%
o S6 1716
Kh'f‘}’ thur xet 12A, Khu | Gidi han phat hi¢n:
nghiém khang ' 6 th 1,6x10> TCIDso/mL;
nguyén vi rut ACON Biotech Céng ty C | Trung Yén, M?u ngody dich mi
12 SARS-CoV-2 Flowflex SARS-CoV-2 (Hangzhou) 5895/BYT-TB-CT han A P Veén Do nhay: 97,3%; Do
trong mau ngody | Antigen Rapid Test Co., Ltd./ Trung 22/7/2021 phan R dac hiéu: 99,6%;
. R ¢ Z Chau Hoa, Q. x L
dich mili hodc mau Quoc Ciu Gik Mau ngoay dich ty
ngoay dich ty hau U 1Ay, 1 hau: Do nhay: 97,6%;
clia nguoi. TP.Ha | pg dzc higu: 99,5%

Noi.




Tén trang t!liét o Tén Cén Pia chi Thong tin tém tz‘}t
bi/sinh pham . . Hang/ Nudc So giay phép nhap A 8 N hiéu nang sian pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Khiu nhap khau do don vi san xuat
vitro 4P cong bo
S6 21 Ngd
179 Buong
o : | Quy Luu,
5896/BYT-TB-CT | CONEW 0| 75 15,
22/7/2021 pran My | p Minh
Solutions Khai
TP.Phu Ly,
Ha Nam
. SO 17B,
Kh(iy thu )’(et Congty | ngach42/3, | Gioi han phat hién:
ngh1¢£n kl.lal}g TNHH ngd 42 Puc | LISx 10? TCIDso/mL;
nguyén vi rut Thiét bi va Gian Mau ngody dich miii:
13 SARS-CoV-2 BIOSYNEX COVID-19 BIOSYNEX 5897/BYT-TB-CT Gii pha P Dﬁg’ Do nhay: 97,2%; Do
trong mAu ngody | Ag BSS SA / France 22/7/2021 al bhap PUC 43¢ higu: 100%; Mau
. o % k¥ thuat Giang, v dich v hau: D6
dich mii hoac mau Hin Q.Lon ngody dich ty hau: Bd
ngody dich ty hau ng -Long nhay: 96%; D¢ dic
cua nguoi Thinh Bién, Ha higu: 100%
Noi
Khay thu xét 2 .
nghiém khang Cong ty Co TO; 19 Thl . o
nguyén vi rat VTRUST COVID-19 Taidoc hin Cong | [ranDong | Gidi han phat hién:
guy . : 5960/BYT-TB-CT | PMan~OmN8 | App, 1,26 x 102 TCIDsy/mL;
14 SARS-CoV-2 Antigen Rapid Test (TD- Technology ngh¢ Y té o N . A
¢ x . 4531 Corp/Dai L 26/7/2021 Sa0 D H,bong Do nhay: 93,1%; Do
rong mau ngody ) orp/Pai Loan ao Bong Anh, Ha dic hicu: 99.6%
dich ty hau cia Duong Nbi

nguoi




Tén trang thiét A A . . Théng tin tém tit
.. 2 ~ . JOY . A Tén Cong Pia chi on o . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A N hi¢u nang san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau P A X do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
. Cong ty S6 20 Ngd
Khay thir xét D:I‘)I;)‘ﬁm TNHH | 120duomg | .. ht higu:
nghle;:m khang COVID-1.9 (SARS-COV- Medical 6303/BYT-TB-CT Thu‘on‘g Kim qung, 320 TéIDso/mL' EG
15 nguyén SARS- 2) Antigen Test Kit mai va P.Dai Kim, o
. 4 Technology 3/8/2021 . \ nhay: 96,4%; D6 dac
CoV-2 trong dich (Colloidal Gold) Dich vu Q.Hoang . o
. Co., Ltd/ Trung AN R, hiéu: 99,8%
mili hong Q bc Hiép Hung Mai, Ha
" Phat Noi
Tang 11,
Cong ty Toa thap
Khay thir xét TNHH Dong, 1 i han phat hign: 1
nohidm khan Thuong Trung tdm sl tei
ghie g . NG BIOTECH /| 6304/BYT-TB-CT | maiQuéc | Lotte Ha ng/ml (protein
16 nguyén SARS- | NinoNasal 5 Autotest . PRIy g nuclecapsid tai to
. Phap 3/8/2021 t€ va Dich No1, 54 .
CoV-2 trong dich 2 X e hop); D6 nhay: 98%;
mii vuTong | Licu Gial, | 5 g7 Mpisi: 999
hop Viét | P.Cong Vi, o
Nhat Q.Ba Pinh,
Ha Noi
Tang 11,
Cong ty Toa thap . o 1a
Khay thit xét TNHH Pong, Gidi h/anlphat hl.cn: 1
e Thuong | Trungtam | Pe/ml (protein
7l gu i S ARS?_ NG-Test SARS-CoV-2 | NG BIOTECH /| 6437/BYT-TB-CT | maiQuéc | Lotte Ha hnu@e"%PSld tai to
suy | Ag Phap 9/8/2021 tévaDich | Noi, 54 op); D nhay: 95%
CoV-2 trong dich 2 x| (Ct<25), 87% (Ct<30),
A vu Tong Liéu Giai, DA ax
ty hau N £ > | 83% (Ct<32); o dac
hop Viét | P.Cong Vi, hidu: 100°
. . iéu: 100%
Nhat Q.Ba Binh,

Ha Néi




Tén trang thiét A A . , Théng tin tém tit
.. 2 ~ . JOY . A Tén Cong Pia chi A . P
TT bi/sinh pham Chiing loai Hang/ Nuéc So giay phép nhép tv nha C én ¢ hi¢u nang san pham
chan doan in ung 102 san xuat khau )i{h i;“‘lp nha iihyleu do don vi san xuat
vitro 4P cong bo
Khay thur xét
8 I?gflz‘:l’ski‘i‘fsg_ Humasis COVID-19 Ag | . gUﬁ%flgén 6825/BYT-TB-CT TTangh,z’B
g > | Home Test (hop 02 test) 0 20/8/2021 anad
CoV-2 trong dich Quoc thudc Vuon
mii uom Doanh
nghiép, L6
. D.01, s fyen
Khay thir xét Céng ty duong Tan | Gidi han phat hién
nghiém khang : ) HUMASIS TR . (LoD): 5 x 10%8
19 nguyén SARS- Humasis CO\{ID 19 Ag CO., LTD/ Han 6826/BYT-TB-CT TNHH Thue,}n, KA’hu TCIDso/mL
. Home Test (hdp 05 test) F 20/8/2021 HUMASIS | Ché Xuat o aco
CoV-2 trong dich Quoc VINA Tan Thun. | - Do nhay: 95%
mili Phuong | PO 4 hiéu: 99%
Tan Thuan
Khay thu xét bong,
20 r?ggl?;fskgls? Humasis COVID-19 Ag | . (I){Ullj%?ﬁén 6827/BYT-TB-CT Q‘E‘g é’hiTP
CoV-2 trong dich Home Test (hdp 25 test) Quéc 20/8/2021 Minh
miii
P.2312,
Khay thtr xét Tang 23, - A 1a
nghiém khang mé-screen Corona Zhejiang Orient Cong ty toa ICON ?11021;11%112 Prl?i[[l)l 1¢/nmli
1 nguyén vi rat Anticen Test Gene Biotech 6828/BYT-TB-CT TNHH 4,243 bé -1336 nhay Ct < 35((])
SARS-CoV-2 & Co., Ltd/ Trung 20/8/2021 Thuong | La Thanh, > nay '
trong mau dich ty (0230005B2) Quéc Mai VM P.Léng Ha, -9%?)262é hidu: 99.6%
hiu Q.Déng 0 Gac Hiet. 75,57

Pa, Ha Noi




Tén trang t!liét o Tén Cong Pia chi Thong tin tém tz‘}t
bi/sinh pham . . Hang/ Nudc So giay phép nhap A ~ hiéu ning san pham
T chin do4n in Chung loai san xuat khau ty nhap Cong ty do don vi sin xuat
. khau nhép khau A1 K
vitro : cong bo
218 dudng
Khay thir xét R s0 10, My s A
nghiém khang AESKU. re | kim2, | S0 IT%‘?DPh;‘;q }L“@“
5y | nguyénvirit AESKU.RAPID SARS- | Diagnostics 6829/BYT-TB-CT Thuong PMH, | "5y >0 Ct<
SARS-CoV-2 CoV-2 GmbH & 20/8/2021 mai Y & Phuong 30 100%
trong mau dich Co.KG, buc Phi Gia Tén Phong, | ]56 diic ﬁiéu' 98%
miii nguoi. Quéan 7, o o
TP.HCM
17 Pudng
Khay thir xét Cone t s6 53,
nghiém khang Medical TNEH—;] P.Tan Tao,
73 nguyén vi rat ProDetect® COVID-19 Innovation 6946/BYT-TB-CT Vietnam Q.Tan - b6 nhay: 96%.
SARS—?OV—Q, Antigen Test Rapid Ventures SDN 23/8/2021 Shine Binh, - Do dac hiéu: 99%
trong mau dich BHD/Malaysia Health Thanh ph6
mili hong nguoi. Ho Chi
Minh
286,
Puong Giai
. Phong, - Gi6i han phat hién:
rﬁf‘gnihghﬁ; Phuong | 280TCIDsy/mL
ngu};én Vi rt Cong ty Phuong | - BJ nhay
24 SARS-CoV.2 OnSite CQVID-19 Ag CTK Biotech 7302/BYT-TB-CT TNHH Liét, Quan | + D%ch mii: 91,2%
trong miu dich ty Rapid Test Inc/ My 3/9/2021 .Avanta' Thanh + Dich ty héu: 90,4%
haw. dich fnﬁi : Diagnostics Xuan, - DQ dac hl.éu:
Lgir(‘yi Phuong + Dich mﬁli 99,6%
: Li¢t, Thanh | + Dich ty hau: 100%
Xuan, Ha

Noi




Tén trang t!liét o Tén Cén Pia chi Thong tin tém tz‘}t
bi/sinh pham . . Hang/ Nudc So giay phép nhap ong ~ hiéu ning san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Z A % do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
ﬁl?gnzhlllhzrelt Vitrosens Cong ty ES)(i)nA}tlgT]?iul - Gidi han phit hign
ghiem khang RapidFor SARS-CoV-2 . . TNHH Mot Y> 114 100 TCIDso/mL
nguyén vi rat . . Biyoteknoloji 7303/BYT-TB-CT \ . P.24, N
25 Rapid Antigen Test R thanh vién \ - B0 dac hiéu: 99%
SARS-CoV-2 LTD. STI/Tho 03/9/2021 A Q.Binh ~
x . (VSCDO02) . Ky thuét x| - P nhay
trong mau dich ty Nhi Ky e T oA Thanh, Ho6
2 .. Viét Lién e 97,3%.
hau nguoi. Chi Minh
Khay thi xét e Len Céng ty SOQiZnBO Gi&i han phét hién 13
nghiém khéng SARS-CoV-2 Antigen I\J/Ie §ica1p TNHH Déug 200 TCIDso/mL
2% nguyén vi rut Rapid Test Kit (Colloidal Technolo 7304/BYT-TB-CT | thuong mai P Pha’m - b6 nhay
SARS-CoV-2 Gold Con LbT2 03/9/2021 xubtnhgp | (o 70| 95,06%.
trong mau dich Immunochromatography) R & khau thiét & "\ | - Do déc hi¢u:
= .. Quoc . .~. | Quan 1, HO o
miii nguoi. bi Sao Viét Chi Minh 99,62%
S6 5-A2,
Khay thtr xét TNHH Ngu,yen s A
nghiém khéng ' AMEDA Thugng Khanh Gio1 han phat hién:
27 n gu 2n SARS. AMP Rapid Test SARS- Labordiaenostik 7505/BYT-TB-CT mai va Toan, 1,15 10> TCIDso/ mL
guy " CoV-2 Ag en 09/9/2021 Congnghé¢ | P.Quan |- Do nhay: 97,3%
CoV-2 trong mau GmbH /Ao k% thua 3 5 dic hidu: 100°
dich ty hau ¥ thuat Hoa,, Q.Cau | - B0 dac hiéu: 100%
T TNT Giay, Ha
Noi
C 3
5g | nguyén SARS- CkﬁRITYRCQXITD'P Salofa Oy — 7793/BYT-TB-CT Dich Vu Dinh 1,25x 10 LT CIDso/
CoV-2 méu phét nugen Hapic tes Phén Lan 18/9/2021 Cham Séc |  Chiéu, o
OVl (CLA-COV19AG-VIS) ; v : - Do nhay: 95,9%
dich miii hong (ty Stc Khoé | Phuong 04, N s 1A o
\ N - Do dac hiéu: 98,9%
hau) Song An | Quan 3, Tp.




Tén trang thiét A A . , Théng tin tém tit
.. 2 ~ . JOY . A Tén Cong Pia chi A . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A ~ hi¢u nang san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Z A % do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
Ho Chi
Minh
Lau
| 23456
. Congty Co | Toanha
e SARS.CoV.a MP phin Dugc | 509-515 | Gioi han phat hién:
g & P1¢ Biomedicals 7792/BYT-TB-CT pham DPuong T6 | 1,3x 102 TCIDso/ mL
29 nguyén SARS- Antigen Test Card £ o . o
CoV-2 miu phét (07AG6001BS) Germany 18/9/2021 Trung Hién -bo nhay. 96,19%
dich miii GmbH /Pic uong Thanh, - P06 dac hiéu: 99,2%
: Codupha | P.14, Q.IO,
Tp. Ho Chi
Minh
TTi)r;gni;’ Gi6i han phat hién:
Pearl Plaga. | (LOD):33.12X 1072
Khay thtr xét S61A BiAn’ TCIDso/mL cho mau
nghiém khang SARS-CoV-2 Rapid Cong ty Bién Ph? phét miii hong truc
30 nguyén vi rat Antigen Test Nasal SD Biosensor 8047/BYT-TB-CT TNHH Phuon ; 5’ tiép, 5 x 103.2
SARS-CoV-2 (09365397043/9901- Inc/Han Qudc 25/9/2021 Roche Viét 'OI8 <2 | TCID50/mL cho
X Quan Binh x O
trong mau dich NCOV-03G) Nam Thanh mau phét miii hong
miii .5 .z | bao quan trong VTM
Thanh pho | " 1y 05,59
HO Chi | o by 2070

Minh

- bg dac hi¢u: 99,2%




Tén trang t!liét o Tén Cén Pia chi Thong tin tém tz‘}t
bi/sinh pham . . Hang/ Nudc So giay phép nhap A 8 N hiéu nang sian pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Khiu nhap khau do don vi san xuat
vitro 4P cong bo
Tang 29,
. Toa Dong, pa
Khay thu xét o 2 A Gidi han phat hién:
nghiém khang SARS-CoV-2 Antigen . Cong ty €6 | Trung tam (LoD): 30
A . : Labnovation/ 8046/BYT-TB-CT | phan dautu | Lotte, 54 i
31 nguyén SARS- Rapid Test Kit T Qué 25/9/2021 31 pha Lidu Giai TCID50/mL
CoV-2 trong mau | (Immunochromatography) fung uoc glal It)é apy ll)?llir(‘);al’ - B¢ nhay: 98,04%
dich ty hau Chng V% - Po dic hicu: 100%
Quén Ba
Khav thir xét Cong ty L(;{io-ggg Gi61 han phat hién:
nghi Aym kh)'{n 2019-nCoV Antigen Test TNHH ThiuV'n (LoD): 1,1 x 10°
giem xhang & Wonfo/ Trung | 8045/BYT-TB-CT | Xuét nhap PVal | TCIDs/mL
32 nguyén SARS- (Lateral Flow Method) z 2 z Quan , n ]
x Quoc 25/9/2021 khau y t& . - b6 nhay: 95,07%
CoV-2 trong mau (W196), Thin Q.Ha - D6 dic hicu:
dich ty hau Lon gg Pong, Ha | g9 aro,
Noi ’
Gi6i1 han phat hién:
(LoD): 100
Khay thir xét Congty 175 Tan ngfﬁ}
nghiém khang ARISTA TNHH Lap, D6 nhay: 82,56%
3 nguyén SARS- ARISTA COVID-19 BIOTECH 8211/BYT-TB-CT Xudt Nha P.DPinh + Db diic h.iéu"
CoV-2 trong mau | ANTIGEN RAPID TEST PTE. LTD - 29/9/2021 Kllllé v tg Bang, Thi 99.73% '
dich miii va dich SINGAPORE Dlell ta xa Tu Son, |~ D710h (;n~i hon
mii hong Béc Ninh : urhong

+ DJ nhay: 96,21%
+ Do dac hiéu:
99,73%




Tén trang t!liét o Tén Cén Pia chi Thong tin tém tz‘}t
TT bi/sinh pham Chiing loai Hang/ Nuéc So giay phép nhép ty nhﬁpg C éng ty hi¢u nang sén pham
chan doan in : san xuat khau Khiu nhao khiu do don vi san xuat
vitro 4P cong bo
. 357A/6
ﬁ?grrtlhlfhzzt Cong ty Nguyén | Giéi han phat hién:
gie & . . Grean Cross TNHH Trong (LoD): 7,5 x 10?
nguyén SARS- Genedia W Covid 19 Ag . 8213/BYT-TB-CT ry s R 2
34 x Medical/Trung Phat Trién | Tuyén, P.1, | TCIDso¢/mL
CoV-2 trong mau Test x 29/9/2021 N A « . o
dich miii hong (ty Quoc Nguyén Q.Tén | - Do nhay: 91,3%
: héu)' " Phuong | Binh,Tp.HO | - B déc hi¢u: 100%
Chi Minh
Tang 11,
Toa nha
. Zen Tower, c A
Koo 2
35 n gu n'S ARS% AESKU.RAPID SARS- Diagnostics 8214/BYT-TB-CT phén Bau | Duy Tién, | D6 nha %0 Ct <
co%/-yz — CoV-2 (840001) GmbH & 29/9/2021 ttgp doan | P.Thanh | 3% 00(-,/y
dich mai nguoi CoKG, buc PhiHung | Xudn, | Tphe s o8,
: ' Q.Thanh T o
Xuan, Ha
No6i
> 1o N8 | Gici han phat hign
Khay thu xét Cong ty Trong Tén 12 200
nghle;:m khang Salocpr SARS'-COV-2 Salofa Oy - 8272/BYT-TB-CT TNHH Vit P Khuong TCIADso/m‘L/SOpg/mL
36 nguyén SARS- Antigen Rapid Test Phin Lan 1/10/2021 tu Trang Mai - b nhay:
CoV-2 trong mau Cassette (Nasal Swab) thiét bi y té Q.Th ’ h 96,12%.
dich miii nguoi. HaAnh | ar}ll, - Po dic hicu:
2 199,519

Noi




Tén trang thiét A A . , Théng tin tém tit
.. 2 ~ . JOY . A Tén Cong Pia chi A . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A ~ hi¢u nang san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Z A % do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
-Gidi han phat hién
Cone t 115 Pham | 1a 8 TCIDso/mL
Khay thir xét TNI%IHY Viét | - Dich mii
nghiém khang i i . Qingdao Chanh, + D¢ nhay: 92,73%
47| neuyenSARs. | SARSEON 7 Antigen Hightop 8273/BYT-TB-CT g;“g?fh P.19,Q. |+ Do dac hicu:
CoV-2 trong mau p Biotech Co.Ltd 1/10/2021 S X Binh 99,8%
. L. 2770 | (Immunochromatography) X vu Xuat ) x
dich mii trudc va — Trung Quoc - % Thanh, Tp. | - Dich hong mi¢ng
. o nhép khau X A N :
dich hong miéng Nova xanh Ho6 Chi + Do nhay: 95%
Minh + D9 dac hiéu:
99,75%
+ Gi6i han phat hién:
100 pg/mL (protein
nucleocapsid tai to
hop)/Co mau: 72.
£ ~ | T Do nhay:
5037180 | g4 704/C5 mau: 151.
. | 19, Duong San pham dbi chimg:
Khay thur xét Coéng ty Co | Ly Thuong N p &
nghiém dinh tinh | Biomerica COVID-19 phin Duoc | Kidt, Thi | »@ssay QPCR
ghiemm dinh i ; . BIOMERICA, | 2100001/LHCB/BYT- | ¥, . % .. 2. | SARS-CoV-2 kit
38 khang nguyén Antigen Rapid Test Inc.. USA TB-CT 6/10/2021 va Thi€tbi | tran Binh (Vitassay Healthcare
SARS-CoV-2 (nasopharyngeal swab). ° ’ yt¢ Nam | My, Huyén y ’
. A \ : S.L.U)
(trong dich ty hau) Ha Binh Luc, NS/
Tinh Ha | | D9 d4¢ hicu:
99,7%/Cd& mau: 297.
Nam

San pham dbi chimg:
Vitassay qPCR
SARS-CoV-2 kit
(Vitassay Healthcare,
S.L.U).




Tén trang thiét

Théng tin tém tit

bi/sinh phim . . Hang/ Nudc S6 gidy phép nhap Ten C(A)ng D}a ch hi¢u ning sin phim
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Z A % do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
Khay thir xét 2,01_203 -Gidi han phat hién
nghiém khang Precision Cong ty C6 Cach Mang 1a1,51x10°
] PBCheck COVID-19 Ag : 8471/BYT-TB-CT X X Thang 8§, ’
39 nguyén SARS- Biosensor Inc. — phan The TCIDso/mL
x (PR-GC02) . % 7/10/2021 s QA P4, Q.3, - o
CoV-2 trong mau Han Quoc G161 SO To o Chi |~ bo nhay:  90%.
dich ty hau b - Do dic hidu: 100%
Minh
74 Nguyén
Khay thtr xét . Khoai,
nghiém khang . ProGnosis Cong ty Phuong 2
A Rapid Test Ag 2019- . 8588/BYT-TB-CT TNHH A o
40 nguyén SARS- Biotech S.A./ 2 Quan 4,
x nCoV (V1320) 11/10/2021 Dugc pham \ £
CoV-2 trong mau Hy Lap Helios Thanh ph6
dich ty hau Ho Chi
Minh
86 94-96,
duong
. Nguyén
rf(ill?gnihlfh;t Trivitron Cong ty Vin Kinh,
41 & in 'S ARSg BIOCARD Pro COVID- Healthcare 8591/BYT-TB-CT TNHH RV | P.Thanh
neuyen x 19 rapid Antigen test kit Pvt.Ltd.— An 11/10/2021 Group Viét | My Loi,
CoV-2 trong mau n ,
dich tv ha bo Nam Tp. Thu
feh By hau Dl'Ip, Thénh
pho HO6 Chi

Minh




Tén trang thiét A A . . Théng tin tém tit
.. 2 ~ . JOY . A Tén Cong Pia chi on o . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A N hi¢u nang san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau z A % do don vi san xuat
. khau nhap khau A1 R
vitro : cong bo
P1605, s6
Khay thir xét Qinedao 7 11\19 8 pgr‘i
nghiém khang Hi %to Cong ty Co ]jgllll é};
nguyén SARS- SARS-CoV-2 Antigen ehtop 8811/BYT-TB-CT | phin Duoc iy
42 x . Biotech Co., 2 P.Nhan
CoV-2 trong mau Rapid Test 17/10/2021 Pham ,
~: < LTD — Trung Chinh,
miii hong hoac £ EUNO
hone mién Qudc Q.Thanh
g michs Xuén, Ha
Noi
Cong ty 1724/3E
Khay thir xét TNHH 1 Pham The
nghidm khéng Guapg Dong Xuat phap Hién,
Bl RS Covid19 Ae Test Ki¢ | Wesail BioTech | 8812/BYT-TB-CT khdu | Phudngé,
g " & Co.,Ltd — Trung 17/10/2021 Thuong | Qudn S8,
CoV-2 trong mau X - \ 4
miii trude Qudc mai va Thanh ph6
Y Dichvy | HO Chi
Béo Tién Minh
rf(llll?é},nzhlllhzzt Vitrosens Cong ty ]ES)(i)nZI?TB'u1 - Gidi han phat hién
ghiem khang RapidFor SARS-CoV-2 . 3 TNHH Mot > 112 100 TCIDso/mL
44 nguyén vi rut Ranid Anticen Test Biyoteknoloji 8813/BYT-TB-CT thanh vién P.24, _P61nh
SARS-CoV-2 P g LTD. STi/Thé 17/10/2021 o VIS Q.Binh o nhay
x . (VSCDO02) (hop 01 test) . K¥ thuét x| 97,3%.
trong mau dich ty Nhi Ky a1 on Thanh, HO6 A ic 1A 000
X .. Viét Lién ;e - Do dac hiéu: 99%
hau nguoi. Chi Minh




Tén trang thiét A A . , Théng tin tém tit
.. 2 ~ . JOY . A Tén Cong Pia chi A . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A ~ hi¢u nang san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau Z A % do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
Khay thur xét o 21 9/{2 bat
A , . Cong ty Thanh,
nghiém khang Dia.Pro TNHH Phudne 6
45 nguyén vi rut SARS-CoV-2 Antigen Diagnostic 8814/BYT-TB-CT Thuon Quin ]g“ér;
SARS-CoV-2 (COVAG.CE) BioProbes S.r.1, 17/10/2021 Hons e
trong mau dich ty Y Ma1Y Te Blr}h’ P
hau neusi. Vi Bao HO Chi
guot Minh
S6 8 ngach
112/59, pho
Khay thir xét Zephyr o Ngoc
nghiém khang Biomedicals - A C,}(;lﬁg Khanh,
nguyén vi rut Division of 8815/BYT-TB-CT ca s Phuong
| SARS-CoV-2 COVIRAT (DEVICE) Tulip 17/10/2021 G Phap | im0 v,
X 1 . : Khoe Thai A
trong mau dich ty Diagnostics (P) Duon Quén Ba
hau nguoi. Ltd. - An D9 & Dinh,
Thanh pho
Ha Noi
L6 3B, Khu
Licogi 13,
DBuong
ngllfihéex fi};lrfhxfiilh Wuhan Cong ty Kh}ll"?ér? W |- Gisi han phat hi¢n:
em d1 ) ~ ~ . > 2
khang nguyén COVID-19 Antigen | BasyDiagnosis | » 00031 Hep/BYT-| TNHH | Phuong | > X 10 TCIDso/ml.
47 Rapid Test Kit (Saliva/ Biomedicine . . - Do dac hiéu:
SARS-CoV-2 TB-CT 21/10/2021 Medison Nhén
x . Swabs) Co.,Ltd/ Trung o , 99.06%
trong mau nudc X Viét Nam Chinh, n ) 0
Quoc R - Do nhay: 96.09%
bot Quan
Thanh
Xuan, TP

Ha Noéi




Tén trang thiét A o . , Théng tin tom tit
.. 2 ~ . JOY . A Tén Cong Pia chi A . P
bi/sinh pham . . Hang/ Nudc So giay phép nhap A ~ hi¢u nang san pham
TT P L Ching loai . A Z ty nhap Cong ty . £
chan doan in san xuat khau z A X do don vi san xuat
. khau nhap khau At 0 X
vitro : cong bo
A308, Thap
The Manor,
Khay thur xét Céne t duong Mé | - Gidi han phat hién:
nghigmdinh tinh | o oo TNHH T4 Tri, | 2x10>* TCIDS0/mL
4 | Khing nguyén o OpVID—l 5 . BTNX, 2100004/LHCB/BYT- | , *° chéﬁI: Phuong My | /C& mAu:179
SARS-CoV-2 . g Inc./Canada TB-CT 21/10/2021 ., Pinh 1, + Do nhay: 90,2%
X Rapid Test Device. sOc surc A A ae1n
trong mau dich Kkhoe Senix Quan Nam | + D dac hi¢u:
mili Tur Liém, | 100%
Thanh pho
Ha No6i
. Sb 34 phd
ngllf?éil}; fi};ghxfiilh Cong ty Ba Tri¢u, | + Gidi han phat hién:
Sm di . . . ) 0.8
49 | hangnguyén Cgiylt]rbl?ln 9]?AiaT1$Stid Humasis Co,, | 2100005/LHCB/BYT- Tlljg: Ss? ) Hl;}rlluo];légi %SIEOSO/mL /+ Do
SARS-CoV-2 g Rap Ltd/ Han Quéc | TB-CT 21/10/2021 ey g Dd : o
trong mAu dich Test. Méi truong | Quén Hoan | nhay: 93,33%
miii hone Viét Nam | Kiém, Ha |+ D¢ déc hiéu:
e Noi | 99,03%
Khay thir xét TNHH Mgt | o “t0% | +Gi6i han phit hign:
nghiém dinh tinh Artron thanh vién Ph ugdn > | 1 x10° TCID50/mL
50 khang nguyén Artron COVID-19 Laboratories 2100007/LHCB/BYT- | dautuva Hoan \;gén /++ D¢ nhay: Dich
SARS-CoV-2 Antigen Test ! TB-CT 22/10/2021 | thuong mai £ ty hau: 91,67%
X Inc./ Canada FORCIN Thu, ) . o
trong mau dich xuat nhép Q.Hoan Dich miii: 96,67%
miii va ty hau khéu Lam 0S4 Do diic higu: 100%
Hai Mai, Ha

No6i




2. Sir dung cung may xét nghiém mién dich:

a. Nhap khau:
Tén trang t!liét ., {gtogi:lﬁ;zm
bi/sinh pham . . Hang/Nwdc san So giay phép Tén Cong ty Pia chi Cong ty I+ e nang
TT P L Chung loai A A x A 2 A 2 san pham do
chan doan in xuat nhap khau nhip khau nhap khau A £
. don vi san xuat
vitro c(‘).ng b6
Lumipulse G SARS-
CoV-2 Ag
Immunoreaction
Cartridges A003 Cao bc An
Trang thiét bi y . Binh, s6 787 Liy
t6 chin dognin | CUmipulse G SARS- 17386NK/BYT- | .. Bén Bich,
. . o CoV-2 Ag Cong ty TNHH X ,
vitro xét nghiém . TB-CT . Phuong Phu Tho A
, N Calibrators set Vietmed HCM . A ron - Bd nhay (so
khang nguyén vi " . 27/1/2021 Hoa, Quén Téan , Iy ]
, Lumipulse G SARS- , A .. | sénh v&i PCR):
rat SARS-CoV-2 N A Phu, TP. Ho Chi o
1 | trone dich tv hiu CoV-2 Ag Control Fujirebio Inc, Minh 100 %
18 el Ly n Lumipulse G SARS- Nhat Ban - b6 dac hiéu (so
hoac dich nudc , i
bot sir dun CoV-2 Ag Sample sanh voi PCR):
Ot St AUng Extraction Solution set 99,3%
cung may xNet for
nghiém mien ;
dich Cong ty Cé phan 43 éigy\/}il;ang
17260NK/BYT- san xuat kinh . AR
. | Phuong Phu My,
Nasopharynx swab TB-CT doanh dugc va Quan 7, Thanh
18/1/2021 trang thiét bi y té X TIN g
Viet My pho H6 Chi
i Minh
oy Elecsys SARS-CoV-2 Tang 27, Toa | - Gi6i han phat
Tf:“;i;ﬂlggiy Antigen / 09345272190 Roche nha Pearl Plaza, | hién:
2 | kh 30 vi Di " 18432NK/BYT- | Congty TNHH | 561A DPién Bién | + COPAN
if,l% gi‘rlgg: "1 Elecsys SARS-CoV-2 Gr‘;‘tg)g’sf)l;s TB-CT 2/8/2021 | Roche Viét Nam | Phu, Phuong 25, | universal
Antigen / 09345299190 » PUC Quan Binh transport

(SARS-CoV-2)

Thanh, Thanh

medium (UTM-




" iy Thong tin tém
Tén trang thiet o ¢4t hidu nin
bi/sinh pham . . Hang/Nwdc san So giay phép Tén Cong ty Dia chi Cong ty 1+ EL nang
TT z L. Chung loai A A z A 2 A x san pham do
chan doan in xuat nhéip khau nhép khau nhip khau . . £
. don vi san xuat
vitro N X
cong bo
trén may phan | PreciControl SARS-CoV- pho HO6 Chi RT): 22,5
tich mién dich | 2 Antigen /09345302190 Minh TCID50/mL +
CDC viral
transport
medium: 22,5
TCID50/mL +
Nude muoi sinh
1y vo trung (0.9
% NaCl): 37,5
TCID50/mL -
Do nhay: 94,5%
- b6 dac hiéu:
99,9%
o BD Rapid £ ~ Gidi han phat
TA’rangx thlet, b1'y BD Veritor™ System for Diagnostics 80*48 e '245 hi¢n: 1,4 x 10°
(¢ chan doén in Rapid Detection of Diagnostics Cong ty C6 phan pho Mai Dich, TCID ’/ L
o o i ) . - so/mL;
3| VIO XSLOEIIOM | SARS-CoV-2 for Rapid | (Suzhou) Co., | xSOONSBYIS | Cniérn sisc | PRUOREMA gy g,
. -0 . Detection of SARS-CoV- | Ltd., China/ Web ) Viét Nam lf ’ ql{an ali (77,8% v6i
dung cho may : Giay, thanh pho A Ax
21 dich 2 Industries, Inc. — T3 Nbi Ct<33); B¢ dac
mién dic My a not hiéu: 99,4%
Trang thiét bi y Khoang do
teé chan doan in 0.10-1000 Index
vitro xét nghiém Siemens - G161 han phat
dinh tinh khang ADVIA Centaur SARS- Healtheare 18666NK/BYT- | Cong ty TNHH hién (LoD) =
4 nguyén vi rut CoV-2Antigen(CoV2Ag)- Diacnostics Inc TB-CT Thiét bi y t& 20.8
SARS-CoV-2 str 11207866 & M§ N 23/8/2021 Phuong Dong TCID50/mL -

dung trén may
phéan tich mién
dich

Do nhay lam
sang theo gia tri
chu ky ngudng: -




Tén trang thiét

Thong tin tém
tat hiéu ning

TT b;/glnh p,ha.m Chiing loai Hang/N l:’(rc san So giay plxlep TenACong; ty Dia c{n Corxlg ty san phim do
chan doan in xuat nhéip khau nhép khau nhip khau . . £
. don vi san xuat
vitro A X
cong bo
Ct<24: 99.49% -
Ct<25: 99.04% -
ADVIA Centaur SARS- Ct<26: 99.12% -

CoV-2 Antigen Calibrator
(CoV2Ag CAL) -11208047

ADVIA Centaur SARS-
CoV-2 Antigen Calibrator
(CoV2Ag CAL) -11208047
ADVIA Centaur SARS-
CoV-2 Antigen Quality
Control (CoV2Ag QC) -
11207868

Atellica IM SARSCoV-2
Antigen (CoV2Ag) -
11207861

Ct<27:99.17% -
Ct<28:98.79%
- Ct<29: 97.66%
- Ct<30: 96.56%
- Ct<31:94.51%
- Ct< 32:
92.88% - Ct<33:
90.85% - Ct<34:
89.67% - Ct<35:
87.91 % -Ct<40:
84.42%

b0 nhay lam
sang theo gia tri
chu ky ngudng;: -
Ct<24: 99.50% -
Ct<25:99.07% -
Ct<26: 99.15% -
Ct<27:99.20% -
Ct< 28: 98.82%
- Ct<29: 97.72%
- Ct<30: 96.65%
- Ct<31: 94.64%
- Ct<32:
92.73% - Ct<33:




Thong tin tém

Te.n !:rang tzh et ~ o ox £ X . A a A tit hiéu ning
TT bi/sinh pham Chiine loai Hang/Nuéc san So giay phép Tén Cong ty bia chi Cong ty san phim do
chin don in g 103 xuét nhép khiu nhép khau nhjp khiu | V'i’ oA <k
vitro N I
cong bo
Atellica IM SARSCoV-2 90.76% - Ct<34:
Antigen Calibrator 89.94% - Ct<35:
(CoV2Ag Cal) -11208048 88.22 % -Ct<40:
Atellica IM SARSCoV-2 84.76%
Antigen Quality Control
(CoV2Ag QC) -11207863
- Gi61 han phat
, hién:
TIBYT xct . 3 22TCIDso/mL
nghiém khang S6 64, Ngo 210, | - D6 dic hieu:

5 g%‘i{eznsi‘zﬁ; LIAISON SARS-CoV-2 | DiaSorin S.p.A, 1869%_%”;’“' C{’}Illlge ttybiTg}gfI Pphfugr(i); %‘2 99.8%
trén may xét Ag ltaly 23/8/2021 Anh Cén, Quén Ba '9;3 gf"‘_cgl‘?“:
nghiém mién Binh, HaNoi, | ~~7° %

. ay: :
dich 100%; > 30 Ct:
76.9%
TTBYT xét 286, buong Giai | Ngudng phat
nghiém khéang Guangzhou Phong, Phuong | hién: 1,02x10°

§ | CoVozssdung | Finecare2019-nCoV | Wondfo Biotech || 1 g | SR I | ORI T
trén may xét | Antigen Test (W286) C""Léd'% gr‘mg 10/9/2021 Diagnostics | Xuén, Phuong | 98,37%: - PO
nghiém mién u Liét, Thanh dac hiéu:

dich Xuan, HANGoi | 99,43%




" iy Thong tin tém
Tén trang thiet o t4t hidu ning
bi/sinh pham . . Hang/Nwdc san So giay phép Tén Cong ty Dia chi Cong ty AR
TT z L. Chung loai A A z A 2 A x san pham do
chan doan in xuat nhéip khau nhép khau nhip khau . . £
vitro don vi san /\xuat
cong bo
DVIA Centaur SARS-
CoV-2 Antigen
(CoV2Ag) (11207866);
ADVIA Centaur SARS-
CoV-2 Antigen
Calibrator (CoV2Ag
ADVIA Centaur SARS-
TTBYT xét CoV-2 Antigen
nghiém khang Calibrator (CoV2Ag
nguyén SARS- CAL) (11208047); Siemens Cone tv cd phan 384/42 Nam Ky
CoV-2 sitdung | ADVIA Centaur SARS- Houlthon 18899NK/BYT- thuin Y mali”vé Khoi Nghia,
7 trén may x¢t CoV-2 Antigen Quality Diacnostics Ine TB-CT Ngay dich%/u Lt Phuong 8, Quan
nghiém mién | Control (CoV2Ag QC) & Voo 0871012021 ST &'cy 3, Thanh phé H)
dich khang (11207868); Atellica IM Y Chi Minh
nguyén SARS- SARS-CoV-2 Antigen
CoV-2 Calibrator (CoV2Ag
CAL) (11208043);
Atellica IM SARS-CoV-2
Antigen Quality Control
(CoV2Ag QO)
(11207863); Atellica IM
SARS-CoV-2 Antigen
(CoV2Ag) -11207861




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

) Théng tin tom tat
TT Tén trang thiét bi S diine kv Tén Cong ty dang Dia chi Cong ty Tén Cong ty san hi€u nang sin
chan doan in vitro gKy ky dang ky xuat pham do don vj sén
xuit cong bo
By trang thiét bi y té
chan doan in vitro
phat hién RNA ciia
vi rat Corona
(SARS-CoV-2) Chi nhanh Céng ty
LightPower . Co phan Cong nghé
iVASARS-CoV-2 1st 372A/8 HO Van Viét A tai Binh - Vung gen phat
RT-rPCR Kit (Phat 2000001DKLH/BYT_ A PO Hué, Phuong 09, Duong (1/9A Quéc | hién: Gen N
A N TB-CT ngay Cong ty Co phan ~ , ~ o £ o e A
1 hién vung gen N dac . R T, X Quén Phu Nhuan, | 16 1A, Khu pho Binh | - Giéi han phat hién:
A oS 04/12/2020 (S6 dang | Cong nghé Viét A . £ TTA (N1or \ . . .
hiéu cta vi rit Ky c6 gié trj 05 nam) Thanh pho Ho6 Chi Buong 2, Phuong | 5 ban sao/phan ung -
SARS-CoV-2. Xét ycoglatn Minh An Binh, Thanh pho | B nhay: 100%;
nghiém nay (‘111‘(‘)’0 Di An, Tinh Binh
thuc hién bang Duong)
phuong phap Real-
time RT-PCR trén
cac mau bénh pham
duong hoé hap)
Bo t;rang Fhl.et b% yte Chi nhanh Cong ty
chan don in vitro ; x C6 phan Sao Thai | - Ving gen phat
p.h a’t hign RNA cia 2000002DKLH/BYT- 86 nha 92, Pho V~1nh Duong tai Ha Nam | hién: gen N
vi riut SARS-CoV-2 X o 2 1A Hung, phuong Vinh . o iy A
TB-CT ngay Cong ty Co phan ~ . (Khu cong nghiép | -Gidi han phat hién:
2 One-Step RT-PCR s . Hung, Quén Hoang A < X X NN
. . . 04/12/2020 (S6 dang Sao Thai Duong Sy z .~ | Dong Van, Phuong | 5 ban sao/phan ung;
covid-19 Kit Thai e g Mai, Thanh pho Ha A < - o o
Duong Multiplex-3 ky c6 gia tri 05 nam) Nbi Dong Van, thi xa | -D0 nhay: 100%; -
uong Arutiprex- : Duy Tién, tinh Ha | D dic hiéu: 100%
target genes Version Nam, Viét Nam)
1.0 (Phat hién vung >




Théng tin tom tit

TT Tén trang thiét bi Sé dine kv Tén Cong ty dang Dia chi Cong ty Tén Cong ty san hi¢u ning sin
chan doan in vitro gKy ky dang ky xuat pham do don vj sén
xuat cong bo
gen N dac hiéu cua vi
rat SARS-CoV-2.
Xét nghiém nay duoc
thuc hién bang
phuong phap Real-
time RT-PCR trén
cac mau bénh Phﬁm
duong ho hap)
B¢ trang thiét bi y té
chan doan in vitro
phdt hién RNA ciia
vi ritt SARS-CoV-2 Chqi nh‘a'lnh Congty | Vine een phét
One-Step RT-PCR P . C6 phan Sao Thai | .. ng &P
, . . So6 nha 92, phd Vinh B hién: Gen N
covid-19 Kit Thai X \ - Duong tai HA Nam |, ... i
. TTB-TT-10-21 Ngay o 21X Hung, phuong Vinh R I - Gi61 han phat hién:
Duong Multiplex-3 JP. Cong ty Co phan N \ (Khu cong nghiép A1 X
3 . 20/5/2021 (So dang . Hung, Quéan Hoang A - . 10 phién ban/phan
target genes Version PR . Sao Thai Duong . \ z - | Dong Van, Phuong | .~ %
A ky c6 gia tri 12 thang Mai, Thanh pho Ha A < ..o | ung;
1.0 (Phat hién viing n Dong Van, thi xa -
e LA, e Noi A s . | - D6 nhay: 100%; -
gen N ddc hiéu cua vi Duy Tién, tinh Ha D6 dic hidu: 100%
rit SARS-CoV-2. Xét Nam, Viét Nam) U °
nghiém nay c?‘wac
thuc hién bang
phwong pha
B¢ trang thiét bi y té Chi nhanh Cong ty
chcrm c?‘?an in vm:o $é nha 92, phé Vinh Co phan .Sa(? Thai | - Yung gen phat. .
Pphdt hién RNA cuia \ . . Duong tai Ha Nam | hién: Gen N - Gidi
., TTB-TT-11-21 Ngay o 2 A Hung, phuong Vinh R o A
vi rut SARS-CoV-2 g Cong ty Co phan A . (Khu cong nghiép | han phat hi¢n: 0,67
4 20/5/2021 (So dang ;. Hung, Quén Hoang A < \ . LA
One-Step RT-PCR Ky c6 gid tri 12 thang) Sao Thai Duong Mai. Thanh ohé Ha boéng Van, Phuong | phién ban/pL; - Do
covid-19 Kit Thai | > ° &4 & NG p Déng Vin, thi xd | nhay: 98,18% - Do
Duong Multiplex-3 ’ Duy Tién, tinh Ha | dac hiéu: 100%;

target genes Version

Nam, Viét Nam)




TT

Tén trang thiét bi
chan doan in vitro

S6 diang Ky

Tén Cong ty ding
ky

Dia chi Cong ty
dang ky

Tén Cong ty san
xuat

Théng tin tom tit
hiéu ning san
pham do don vi san
xuit cong bod

1.0 (Phat hién viing
gen N ddc hiéu cua vi
rut SARS-CoV-2. Xet

nghiém nay dwoc
thuee hién bcing
phuwong phd

B¢ trang thiét bi y té
chén dodn in vitro
xét nghiém ARN ciia
vi riit SARS-CoV-2
AMPHABIO HT-
HITHROUGHPUT
PCR COVID-19 KIT
(Pinh tinh phat hién
vi rut SARS-CoV-2
trong mau bénh pham
dwong hé hap trén,
dwong hé hap duéi
dwa trén ky thudt
khuéch dai axit
nucleic theo nguyén
Iy nested hetaplex
PCR va phdn tich phé
bién tinh cia san
pham khuéch dai. San
phéam sit dung xét
nghiém theo chién
luoc gop mau, cé thé
dp dung xét nghiém
mau riéng 1é)

TTB-TT-07-21 (SH
dang ky c6 gia tri 12
thang)

Cong ty ch)aphﬁn
Dugc pham
Ampharco U.S.A

Khu Cong nghiép
Nhon Trach 3, xa
Hiép Phudc, huyén
Nhon Trach, tinh
Déng Nai, Viét
Nam)

Cong ty C(X).phﬁn
Duoc phéim
AmphaOnco - Chi
nhanh KCN Tan
Binh (20B L6 3,
Puong CN1, Khu
cong nghiép Tan
Binh, P.Tay Thanh,
Q.Tan Pht, Thanh
phé HO Chi Minh,
Viét Nam)

- Vung gen phat
hién: 1 ving gen
thudc gen E, 4 vung
gen thudc gen N, 2
vung gen thudc gen
ORF1lab.




Théng tin tom tit

TT Tén trang thiét bi Sé dine kv Tén Cong ty dang Dia chi Cong ty Tén Cong ty san hi¢u ning sin
chan doan in vitro gKy ky dang ky xuat pham do don vj sén
xuat cong bo
B¢ xét nghiém dinh
tinh RNA SARS-
CoV-2 MULTIPLEX
SARS-CoV-2
Detgftlon I,m (.Z?Q xe{ Cong ty C6 phan
nghiém phat hién hai e
. . Brilitas \ ,
vung gen ORFlab va . - Vung gen phat
, Pharmaceuticals i n
gen N cua SARS- . \ N hién: Gen ORF1lab
x \ n 2 A 64 Truong Dinh, (Xuong 6.07, Lo L2, |
CoV-2 trong mdu TTB-TT-13-21 Ngay | Cong ty Co phan \ A \ A va gen N
h 2 S, L ax - Phuong 07, Quén 3, duong Long Hau, L A
6 bénh pham dich ty 13/7/2021 (SO dang Brilitas \ £ TTA (1ot i n . - Gi61 han phat hién:
3 o g RS . . Thanh pho H6 Chi Hiép Phudc, KCN . ]
hau dwa trén ky thudt | ky c6 gia tri 12 thang) Pharmaceuticals . ~ A 23,49 copies/pl; -
i e o Minh Long Hau, huyén n ; 0/ .
khuéch dai dang nhiét o Do nhay: 100%; -
. \ . Can Giuoc, tinh A aw ot o
trung gian vong lap <A b6 dac hiéu: 99,1%
i . o Long An, Viét
ket hop budc phién Nam)
ma nguoc (RT- '
LAMP). San pham sv
dung trong xét
nghiém sang loc
nhiem SARS-CoV-2)
H¢ thong xét nghiém
dinh tinh RNA Cong ty TNHH Mot
SARS-CoV-2 gom: : A \ .
Bo xét nghiém dinh Thanh Vién Sinh | - Vung gen phat
G ANASARS. | TTBT1421 iy | Congoy TN e | 03000308, | M P Safloo i Gt Gt
7 | COV-2, chiing logi: | 13/7/2021 (Sé dang | Thanh Vién Sinh | PIUons Huns Lol ng Neuy an phat fuen. 15,
o . . \ quan Ninh Kiéu, Cu, phuong An copies/pul; - B9
READY SCo)2 ky co6 gia tri 12 thang) Hoéa Phu Sa . £ A X A .
SCREENING KIT: thanh pho Can Tho Binh, quan Ninh | nhay: 88%; - D dac
y, Kiéu, thanh pho Can | hi¢u:100%

Thiét bi ii va doc két
qui: SPOTCHECK
SC48 (Phdt hién

Tho, Viét Nam)




TT

Tén trang thiét bi
chan doan in vitro

S6 diang Ky

Tén Cong ty ding
ky

Dia chi Cong ty
dang ky

Tén Cong ty san
xuat

Théng tin tom tat
hiéu ning san
pham do don vi san
xuit cong bod

SARS-CoV-2 trong
mdéu bénh phim
dwong hé hap trén
ﬂzéNn hop dich hong,
dich siic hong),
diong hé hap duéi
(dom, dich phé nang,
dich noi khi quan,
dich mdngphcfi...)
dwa trén ky thudt 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)




2. Nhép khau:

Tén trang . Théng tin tom tit hiéu
thiét bi/sinh . . Hang/ Nwdéce san So giay phép Tén Cong ty | Dia chi Cong . g 2 Yo,
TT FYR Ching loai £ A 2 A % YA 2 nang san pham do don vi
pham chan xuat nhip khau nhip khau ty nhip khau . A, A P
dodn in vitro san xuat cong bo
- Vung gen phat hién: Gen
ORFlab, RdRp - Gidi han
phan tich: LoD udc tinh
Tine 27. Toa cua mo hinh Probit 95% la
, nhf’; pearl | 23 bén sao/mL (95% CI:
Trang thIELDLY | oy @ SARS-Cov-2 Plaza, S61A | &/ o 55 ban sao/mL) cho
teé chan doan in R A e SARS-CoV-2 (bPich 1) va
. . cobas® 16266NK/BYT- | Céngty TNHH Dién Bién .
vitro xét Roche Molecular X o , ) 32 ban sao/ml (95% CI: 21
A ~ TB-CT ngay Roche Viét Phu, Phuong .
nghiém vi rat SARS-CoV-2 Control Systems, Inc./M¥ 19/8/2020 Nam 25, Quan — 73 ban sao/mL) cho pan-
Corona dung Kit Bin}’l Thanh Sarbecovirus (Pich 2) - B
cho may PCR Thanh phé > | déc hiéu phan tich: khong
H Chi I\P;[inh phan g chéo voi cac vi
rut, vi khuan duong hoé hap
- B¢ nhay, d¢ déc higu:
100% - Vung gen phat
hién: Gen RdRp
) DD26 duong
15479NK/BYT- Cong ty Co Bach Ma,
Trang thiét bi y sy phaptuetbiy | =] >80 Gii han phat hign: 033
té chan doan in Minh copies/uL - Bg dac hiéu
vitro xét Genesig® Real-Time PrimerDesign Ltd phan tich: khong phan img
nghiém vi rit PCR Assay /Anh Quoc . chéo v&i mot so Virl‘l'lt, vi
Corona dung 87 Pho khuan duong ho hap - B
cho may PCR - uang, nhay, d6 dac hiéu: 96%
15363NK/BYT Cong ty TNHH Phuong 2,
TB-CT ngay . A A
27/4/2020 Toyu Viét Nam Quan Tan
Binh, Tp. HO

Chi Minh




Tén trang

Théng tin tém tit hiéu

TT thl(;t b;/s1£1h Chiing loai Hang/ N?'Uc san So giay plxlep TenACongR ty | Dia cln Corxlg niing sdn phim do don vj
pham chan xuat nhip khau nhip khau ty nhap khau - A, A £
R san xuat cong bo
doan in vitro
196/1/22
i Cong Hoa,
Cong ty Co Phuong 12,
15673NK/BYT- phan Ky nghé Quan Tan
TB-CT ngay 3 Co he Binh. Thanh
, 08/6/2020 va LOng Aene | B, Al | - Ving gen phat hién: Gen
Trang thiet biy | b SARS Cugc song pho HO Chi | R 4Ry va Gen N. - Gidi han
té chan doan in oft Realtime SARS- Minh, Viét | bt hign: 100 copies/mL -
¢ chan doa CoV-2 Amplification Abbott Molecular N phat ien. copies
vitro xét Reagent Kit; Abbott Inc., Hop Chung = D9 dgc hi¢u phan tich:
nEhiem Vi M| RealTime SARS-CoV-2 | Quéc HoaKy s6 101 -Bg | khong phan {img chéo vi
orona dung . mot sO vi rat, vi khuan
, Control Kit Lac Trung, \ A1 A R
cho may PCR - duong hé hap - B6 nhay,
15369NK/BYT- N 2 P.Vinh Tuy, R
\ Cong ty Co R d6 dac hiéu: 100%
TB-CT ngay han Bio-med Q.Hai Ba
27/4/2020 p Trung, Ha
Noi, Viét
Nam
) Sb 17, buong | - Vung gen phat hién: Gen
T’rang thiét biy s6 4, KDC ORFla, Gen N, PCRC. -
teé chan doan in 15556NK/BYT- Cong ty TNHH | Gia Hoa, Ap | Gi6i han phat hién: 200
vitro xét SQD52-K100; Solgent Co., Ltd, TB-CT nea Cong Ngh¢é 5, Xad Phong | copies/mL - D¢ déac hiéu
nghiém vi rat ’ Han Quoc 26/5/2 0§Oy Sinh hoc Khoa | Phu, H.Binh | phan tich: khong phan timg
Corona dung Thuong Chéph, Ihénh chéo v&i mot so Vi’rﬁt, Vi
cho may PCR pho HO6 Chi | khuan duong ho hap - o
Minh nhay, d¢ dac hi¢u: 100%
- Vung gen phat hién: Gen
Trang thiét biy 489[}/23/1,83 RdRp, Gen E - Giéi han
té chan doén in Huynh Van hat hién: 4 copies/pL - B9
Vitro xét Ko biotech 15577NK/BYT- | Coéngty TNHH | Banh, Phuong g, hidy 'hA tp b ukhA :
genebiotech, i \ o heY | 13. Ouan Ph | 4@c hicu phan tich: khong
nghiém vi rit R6900TD Han Québc TB-CT ngay (.:"ng neghe » Quan Phi phéan tng chéo vai cac vi
ghi¢ 27/5/2020 sinh Nam Anh | Nhuén, Thanh

Corona dung
cho may PCR

phé Hb Chi
Minh

rit, vi khuan duong ho hap
- B6 nhay, d6 dac hiéu:
100%
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Théng tin tém tit hiéu

T phim chin Chung loai Xuit nhip khau nhap khiu ty nhap khiu | "8 .’san pilan: do d?'n v
R san xuat cong bo
dodn in vitro
Trang e i P |20 1 G
oM i i . Cen A , -
vittoxét | AHF™ COVID-19 Real  INRON 1567INK/BYT- | Cong ty TNHH | TR -Xa Tan [ o o phat hién: 1000
A, time RT-PCR Kit Biotechnology I g Tién - huyén . NP
nghiém vi rat \ Z TB-CT Thiét Bi B.D.E .| copies/uL - Bg dac hiéu: -
\ (IPH21505.50) Inc./Han Quoc Chuong My, o AR
Corona dung Ha Néi Do nhay, d6 dac hicu :
cho may PCR i 100%
- Vung gen phat hién: Gen
S§51,ngo | ORE1ab (RRp) va Gen E
Al , - Gi61 han phat hién: 0,5
Trang thiét bi y 205, ngach . . . R
6 chin dofn in ‘, 323/83, | copies/ul dich dutng ho
. . STANDARDTM M . 15865NK/BYT- Cong ty Co . i hap trén (ABI7500,
vitro xét . SD Biosensor Inc., \ N % T dudng Xuan ) .
nohiém vi rt nCoV Rf:al—Tlme Han Quéc TB-CT ngay phan yte buc Pinh, phuong LC480), 0,25 copies/uL
S \ Detection Kit 09/7/2020 Minh A dich dudng ho hap trén va
Corona dung Xuan Dinh, h e g
, A 5z e | 0,125 copies/uL véi dich
cho may PCR quan Bac Tu X 1 A i,
Lidm. Ha Noi dudng ho hap dudi
’ 7 | (CFX95); - Bo dac hiéu
phan tich: khong phan
Lo 8- CNI18,
Khu cong
7 nghiép Khai
) 15895NK/BYT- Cong ty co Quang, - Vung gen phat hién: Gen
Trang thict bi y TB-CT ngay phan cong ngh¢ | phuong Khai | N va RdRp - Gidi han phat
t€ chan doan in 09/7/2020 Lavitec Quang, thanh | hién: 380 copies/mL - Do
vitro xét SARS-COV-2 R-GENE BioMerieux SA - pho Vinh dac hi€u phan tich: khéng
nghiém vi rat (Ma san pham: 423720) France Yén, tinh phan g chéo v6i mot so
Corona dung Vinh Phuc | vi rit, vi khuan duong h6
cho may PCR 23 Dai Lo helq()) (;O?Q nhay, do dac hi¢u
16945NK/ BYT- | Congty TNHH | Boc Lap, Khu | ° °
TB-CT ngay DKSH Vigét cong nghi¢p
26/11/2020 Nam Viét Nam-

Singapore,
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Théng tin tém tit hiéu

T phim chin Chung loai Xuit nhip khau nhip khau ty nhap khau nangsszlsgfgfog gn v
doan in vitro g
phuong Binh
Hoa, tp.Thuan
An, Tinh
Binh Duong
S651,ng0 | Vung gen phat hién: .C’}.en
o . ORF1lab va gen N - Gi6i
Trang thi€t bi y 205, ngach P
té chan doan in : 323/83 han phat hién: 10
vitro xét VIASURE SARS CoV-2 CerTest 16169NK/BYT- Cong ty Co duon Xlién copies/phan uing - B¢ dac
9 nohidm vi rit Real Time PCR Biotec,S.L., Tay TB-CT ngay phan y té Puc Binh ghm‘m hiéu phén tich: khong phan
AN Detection Kit Ban Nha 19/8/2020 Minh Con B | tme chéo voi mot s vi ri,
a cung nan B 1 yi khuan duong ho hép -
cho may PCR quan Bac Tu o N e ria
Liém. Ha Noi Do nhay, d6 dac hiéu :
e, Ha O | 9994
1 ~ - Vung gen phat hién:
. S031.080 | GenE va gen RdRp - Gioi
T i | g o
Vitro xét AccuPower® Bioneer 16170NK/BYT- Cong ty Co dudne X ’én copies/phan ung. - B dac
10 n hiérnoq ?mt SARSCoV-2 Real-Time | Corporation, Han TB-CT ngay phan y té Buc Dg}%ng hulz‘)n hi¢u phan tich: khong phan
ghiem vi RT-PCR Kit Quéc 19/8/2020 Minh b PIYONE | 0 chéo voi mot s6 vi rt,
Corona dung Xuén Dinh, vi khudn dudng ho hdp -
cho may PCR quén Bac Tu N A 4 1en
Lidm. Ha Noi b6 nhay, d6 dac hidu:
’ 71 100%
- Vung gen phat hién: Gen
E, gen N va gen RdRp -
Trang thiét bi y S6 20 - ngd 7 G10"1 hfmlp hatAhlf'in:s.’Al 67
té chan doan in - phé Thai Ha copies/ml - D dgc hi¢u
. . \ 16379NK/BYT- | Céngty TNHH \ phan tich: khong phan Gng
11 V%Ero Xé.:t , Allplex 2019-nCoV Secgene I?C" Han TB-CT ngay Thiét bi y té R hu’or.lAg chéo v6i mot s6 vi rit, vi
nghiém vi rit Assay Quoc 19/8/2020 Phuong Pong | 1UN8 LIt |y hAn duong ho hip - Do
Corona ding QuanBOng | e 100% - B dic hiéu:
cho may PCR Da - Ha Noi ay: 1770~ 20 dac icu.

+93,07% (mau hat mai
hong, dich phét hau va mii
hon
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Théng tin tém tit hiéu

T phim chin Chung loai Xuit nhip khau nhip khau ty nhap khau nang san pilan: do d?'n v
dodn in vitro san xuat cong bo
) Allplex SARS-CoV-2 - Vung gen phat hién:
Trang thiét bi y Assay (RV10248X) 3820 - ned 7 Gen E, gen N, gen S va
té chan doan in Allplex SARS-CoV-2 ohé Thé% Ha | g0 RdRp - Gidi han phat
vitro xét Assay (RV10247Y) Seewene Inc.. Han 16984NK/BYT- | Cong ty TNHH p_ huon hién: 5000 copies/ml - B
12 nghiém vi rat (RV10248X) & Quéc ° TB-CT ngay Thiét bi y t& TI'LII)II Li § _ | déc hiéu phan tich: khong
SARS-CoV-2 26/11/2020 Phuong Bong uéngD n phan tmg chéo véi mot sO
ding chomédy | Allplex SARS-CoV-2 ]ga T N(%i vi rat, vi khuan duong ho
PCR Assay (RV10247Y) " | hap - D6 nhay : 100% - D
dac hiéu : 96,7%.
£ - Vung gen phat hién: Gen
Trang thiet b y i(;(} (i“lru_ntg N va gen RdRp - Gidi han
¢ chan dodniin | piity m SARS-CoV-2 | Abbott Molecular | 15369NK/BYT- | .. . | P.VinhTuy, | Pdthien: 100 copies/ml -
13 vitro xét AMP Kit: Alinit Inc.. Hop Chi TB-CT nes Cong ty Co Hai Ba Do dac hiéu phan tich:
nghiém vi rat LAy m - Ine., Hop Lhung ngay | panBio-med | XHABA | 6ne phan tmg chéo voi
T SARS-CoV-2 CTRL Kit Quoc Hoa Ky 27/4/2020 Trung, Ha N S z
Corona dung Noi. Viat mot s6 vi rut, vi khuan
cho may PCR N,am ¥ duong ho hap - Bo nhay,
d0 dac hiéu : 100%
Trang thiét bi y 3331/55/9
teé chan doan in Céne tv TNHH | Neuvén %/én - Vung gen phat hién: Gen
vitro xét lcopy COVID-19 qPCR \ g . gayen v N va gen E - Gidi han phat
i ., ; . . 1Drop Inc., Han 17644NK/BYT- Thuong mai Khoi, Phuong |, .. . .
14 nghiém vi rut Triplex Kit ( Ma san z . ~ ~~ | hién: 5 copies/phan ung -
2 Qudc TB-CT3/3/2021 Dich vu 8, Quan Go N NP
SARS-CoV-2 pham M23MD100T) £ R Do nhay, d6 dac hiéu :
) . MEDIVISION | Vap, Thanh 0
dung cho may L | 100%
PCR pho Ho Chi

Minh
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T phim chin Chung loai Xuit nhip khau nhap khiu ty nhap khiu | "8 .’san pilan: do d?'n v
R san xuat cong bo
dodn in vitro
- Vung gen phat hién: gen
Trang thiét bi y Orflb (RdRP) va gl E-
£ 12 L £ ~ Gi6i han phat hién: 500
(¢ chan dodn in 5030180 | o pies/ml (ddi v6i SARS-
phat hi¢n QlAstat- QIAGEN GmbH, Cong ty TNHH | ~PROTHAIHA | 06y )" e hong phan
SARS CoV-2 . Germany hodc 17907NK/BYT- IO - phuong , L 2,
15 . , N Dx®RespiratorySARS- . Thiét bi y t& o x ung chéo voi mot so vi rit,
va 21 tac nhan STAT-Dx Life TB-CT22/4/2021 o Trung Liét - . 2 \ A 1A
A 1A . CoV-2Panel N Phuong Bong A TN A vi khuan duong ho hap -
hé hap khac S.L., Tay Ban Nha quéan Dong N ) o) (AKs s
dung cho may Pa - Ha Noi B nhay : 94,32% (doi véi
PCR : SARS COV 2); - Bo dac
hi¢u : 90,48% (doi voéi
SARS- COV-2)
- Vung gen phat hién: N1,
) ) S8 48 ned N2 - Gi6i han phat hién: 40
Hoa chét chin N b i | GE/mL v 640 GC/mL voi
dodn vi rit GeneOhm | 24 phoMai ) hau va 5.120
BD SARS-CoV-2 Sciences Canada 18406NK/BYT- Cong ty Co Dich, phuong | ~ 5, > T
Corona (SARS- . . N ey A GC/mL véi dich nuéce bot -
16 CoV-2) sir Reagents for BD MAX | Inc. also operating TB-CT ngay phan Thiét bi Mai Dich, Khone phan e chéo véi
. . System as BD Diagnostics 02/8/2021 SISC Viét Nam quan Cau N %p ., & 2
dung cung véi <X . mot sO vi rat, vi khuan
> - Canada Giay, thanh \ A1 A R
may PCR hé Ha Noi duong ho hap - Do nhay :
P ' 1 100%; Do dac hicu: 96,7%
trén dich ty hau.
- Vung gen phat hién: S,
) RdRP, N - Doi voi phuong
Hoa chat xét ) phap Téch chiét ti€u
nghiém virus S620-ngd 7 | chuan: * Gidi han phat
SARS-CoV-2, Allplex SARS-CoV- R - pho Thai Ha | hién: - Gen S, RdRP, N:
. virus ciim A, 2/Flu A/Flu B/RSV Seegene Inc., Han 18;1B07g%(f1 B:T' C‘;‘;fftybiTN?;H -phudng | 0.14 TCID50/mL - SARS-
virus cim B, Assay (RV10259X, Quéc 08 /202gly Phu(‘;’n gf)rf Trung Lidt- | CoV-2: 0.028 TCID50/mL
virus RSV RV10260Y) EPONE | quan Déng | - RSV A: 0.525
dung cuing may ba-HaNoi | TCIDS0/mL - RSV B:
PCR 0.210 TCID50/mL - Cim

B: 0.126 TCID50/mL -
Cum A HINI: 4.5
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T phim chin Chung loai Xuit nhip khau nhip khau ty nhap khau nang san pilan: do d?'n v
dodn in vitro san xuat cong bo
cobas® SARS-CoV-2/ .
o 09343733190 Tang 21 190 | Ving gen phit hién: Orfl
Hoba chat chan Plaza. 561 A ab non-structural region
dodn vi rat cobas® SARS-CoV-2/ Congty TNHH | Dién Bien | (80m RdRp) - Dg nhay
18 Corona (SARS- 09175431190 Roche Molecular | 18414NK/BYT- Roche Viét PhiL. Phuong phan tich: 25 ban sao/mL
CoV-2) st Systems, Inc., My | TB-CT2/8/2021 Nam ) 5’ Quén cho SARS-CoV-2 (Pich 1)
dung cung voi Bin}; Thanh va 32 ban sao/ml cho
may PCR cobas® SARS-CoV-2 Thanh I;hé > | Sarbecovirus (Pich 2) - Bo
Control Kit/ H Chi Minh dac hi€u phan tich: 100%
09175440190
- Vung gen phat hién: E -
Do nhay phan tich: LoD
2.8 - 5 ban sao / phan rng
Téang 27, Toa | dbi v6i phan tng don va
Hoéa chét chan nha Pearl mau chL'mg‘ tach chiét‘
dodn vi Tt ' . A Plnga, 5§}A ]’EAV,AS.O k’)'fin 520 / phan
Corona (SARS- L1ghtM1X® Modular TIB MOLBIOL 18447NK/BYT- Cong ty TNAHH D}en B1§:n ung (3;(?1 voi pllan ung PCR
19 CoV-2) sit Sarbecovirus SARS- Syntheselabor TB-CT2/32021 Roche Viét Phu, Phuong | da moi - Bo Qac hiéu:
dung ciing véi CoV-2/ 09164952001 GmbH, buc Nam 25, Quan 100%, cac mém béph khac
.méy PCR Binh Thanh, co kha nang hién dién )
Thanh ph6 | trong mau duong ho hap
Ho6 Chi Minh | khong dugc phat hién boi

xét nghiém nay. - P nhay
lam sang: 100% - B¢ dac
hiéu 1am sang: 100%
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T phim chin Chung loai Xuit nhip khau nhap khiu ty nhap khiu | "8 .’san pilan: do d?'n v
R san xuat cong bo
doan in vitro
196/1/22 - Vung gen phat hién: N,
Trang thiét bi y Cong Hoa, RdRp - Gioi han phat hién:
té chan doan in | Alinity m SARSCoV-2 Abbott Molecular Cong ty C6 Phuong 12, | 0,0037 TCID50/mL - o
20 vitro xét AMP Kit (09N78-090); Inc.. Hoo Chin 18451NK/BYT- | phan Ky ngh¢ Quén Tan déc hiéu phén tich: khong
nghiém vi rit Alinity m SARSCoV-2 Qi; 6 cqfrl)oa K3 £ TB-CT2/8/2021 va Congnghé | Binh, Thanh | phan ting chéo v6i mét s6
Corona dung CTRL Kit (09N78-080) Y Cudc song pho HO6 Chi | vi rat, vi khuan duong ho
cho may PCR Minh, Viét | hip - Do nhay, d6 dic
Nam hié¢u: 100%
TaqPathTM COVID-19
CE-IVD RT-PCR Kit,
1000 reactions ( - Vung gen phat hién:
) A48067): TaqgPathTM S8 48 nod ORF1lab, N Protein S, MS2
Trang thietbiy | COVID-19 RT-PCR Kit 245 phé lf\;/lai - Gi61 han phat hién: 10
té chan doan in | (A48102), TagPathTM Cone tv Co Dichp huon GCE (ban sao)/phan tng -
71 vitro xét COVID-19 Control Life Technologies | 18557NK/BYT- hén%fll}; éibi Ma’i%ich & Do dac hiéu phan tich:
nghiém SARS- | (A48105), TagPathTM Corporation, My | TB-CT 9/8/2021 P .A : A A khong phan ung chéo voi
. SISC Viét Nam quéan Cau N S X
Cov-2 dung COVID-19 Control Gi éy thanh mot sO vi rat, vi khuan
cho may PCR | Dilution Buffer (A48099) hé }’I Nbi duong ho hap - Do nhay:
1.4 TagPathTM 1-Step PROHA RO 1 99.4%; - o dic hicu:
Multiplex Master Mix 95,3% Protein S, MS2
(No ROX) (A48111) RT-
PCR Kit, 1000 reactions
Lau 19, Khu | - Vung gen phat hi¢n:
Trang thiét bi y A, Toanha | ORFlab, N, E - Giéi han
té chan doan in Indochina phat hi¢n: 40 ban sao/phan
Yitro xét SARSTCOV—2.RT—PC.R Ha Tech PTY 1856SNK/BYT- Cong ty TNH~H P?rk Towe;r, ung VO"} Vl:ll’lg N’l., 69 ban
22 nghiém SARS- | Msultiplex Diagnostic LTD. Australia TB-CT 9/8/2021 Khoa hoc ky s0 4 Nguyeén | sao/phan tmg v6i vung E,
Cov-2 dung Kit (NAT-01) ’ thuat Toan cau | Binh Chiéu, | 160 ban sao/phan rng voi
cho may RT- P.Dakao, Q.1, | ving ORF1lab. - B§ dac
PCR TP.HS Chi | hiéu phan tich: khong phan
Minh ung chéo voi mot s6 vi rat,
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., . Pia chi Cong < ; Z .
T phim chin Chung loai Xuit nhip khau nhip khau ty nhap khau nang san pilan: do d?'n v
R san xuat cong bo
doan in vitro ]
vi khuan duong hé hap -
T?ing 1, ) Dj nha
163 Ba Triéu,
18698NK/BYT- | Congty TNHH | Phuong Lé
TB-CT ngay bau tu Ky thuat DPai Hanh,
23/8/2020 VLINK Quén Hai Ba
Trung, Ha
Noi
So sanh phuong phéap voi
’ xét nghiém cobas SARS-
l;ran% thlet' b1.y cobas® SARS-CoV-2 & Ting 27, Toa CoV-2va coszls Inﬂuellza
té chan doéan in T A/B & RSV st dung trén
¢ ‘ Influenza A/B nha Pearl A A .
VltI‘O. Axet (09233474190), Plaza, S61A H¢ thong cobas ,LlAat N
nghiém Céne tv TNHH Pién Bién SARS-CoV-2: ti 1¢ dong
,3 | Corona (SARS- Roche Molecular | 18594NK/BYT- | =% Ogchye Vist | Phi Phuong | thudn duong: 96.4%, ti 1¢
CoV-2), virat Systems, Inc., My | TB-CT 9/8/2021 Nam 25’ Quin & dong thuén am: 98% - Vi
cum A, vi rut <9y XU rat cum A: ti 1¢ dong thuan
j , Binh Thanh, CiA )
cim B su dung Thanh phé duong: 100%, ti 1¢ dong
cling v6i may HA Chi &inh thuan am: 99.6% - Vi rt

PCR

cobas® SARS-CoV-2 &
Influenza A/B Control
Kit (09233482190)

cum B: ti 1€ déng thqéln
duong: 100%, ti 1¢ dong
thuan am: 99.7%




Tén trang
thiét bi/sinh
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S6 gidy phép

Tén Cong ty

Dia chi Cong

Thong tin t6m tit higu
niang san pham do don vi

T phim chin Chung loai Xuit nhip khau nhap khiu ty nhap khiu - A, A £
doan in vitro san xuat cong bo
Trang thiét bi y Lau 3,56 70 . A
té chan doén in Pham Ngoc -O\I/{lll;ﬁ gﬁln_%lf;ihﬁzﬁ' hat
vitro xét ViroKey SARS-CoV-2 Vela Operations 18596NK/BYT Cong ty TNHH Thach, hidn: A an ph
A . - \ ién: 9,2 ban sao/phan ting
24 nghiém vi rat RT-PCR Test v2.0 Singapore Pte TB-CT9/3/2021 Getz Bros & Co Phuong 6, (dich ty hiu) - PO nhay:
SARS CoV-2 (model: 301069) Ltd., Singapore (Viét Nam) Quan 3, ren Iy flau) - Bo nhay:
ding cho mé Thanh phé | 5 /+17% - DO ddc hicu:
£ Y A PO 100%
PCR Ho Chi Minh
196/1/22
Cong Hoa,
Cong ty CH Phuong 12,
18598NK/BYT- | phan K§ nghé Quéan Tan | - Vung gen SAR-CoV-2
Trang thiét b y TB-CT9/8/2021 va Congngh¢ | Binh, Thanh | phat hién: N, RdRp - Gidi
t& chan dodn in Cugc song pho HO6 Chi | han phét hién: - SARS-
vitro xét N Minh, Viét | CoV-2: 0,005 TCID50/mL
nghiém vi rat Alinity m Resp-4- Plex Nam -RSV A: 0,3 TCID50/mL
25 SARS CoV-2 AMP Kit (09N79-090), | Abbott Molecular - RSV B: 00,1 TCID50/mL
influenza A > | Alinity m Resp-4- Plex Inc., My - Cam B: 0,02 TCID50/mL
< fluenza B \:é CTRL Kit (09N79-080) ’ - Cim A HIN1: f1.57
RSV diing cho S6 101 =B8 | TCID50/mL - Cum A
I8746NK/BYT- | CongtyCé | FovinhTuy, | TCIDSOL - Cam A
TB-CT10/92021 | phin Bio-med | QHaiBa | H3N2:0.015TCIDS/mL.
Trung, Ha
Noi, Viét

Nam




Tén trang

thiét bi/sinh o Hing/ Nuécsin | S6gidyphép | TénCéongty | DiachiCong | 11NONEUN tom tat hicu
TT % % Chiing loai £ A X A % N 2> | nang san pham do don vi
pham chan xuat nhip khau nhip khau ty nhap khau - A, A £
R san xuat cong bo
dodn in vitro
23 Pai Lo
boc Lap, Khu
cong nghiép
18648NK/BYT- | Congty TNHH Viét Nam-
TB-CT DKSH Viét Singapore,
23/8/2021 Nam phuong Binh
Ay Hoa, tp.Thuédn
Tfa‘lll% ﬂget, biy An, Tinh
t chan doén in Binh Duong
vitro xet
nghiém SARS - Gi61 han phét hién: 160
CoV-2 va cac BioFire Respiratory BioFire copies/ml (d0i v6i SARS-
tac nhan gay Panel 2.1 plus (RP2.1 . . COV-2); - D nhay : 98%
26 - 2 ~ 2 Diagnostics, LLC, PO
bénh nhiém plus); (Ma san pham: MY Lo 8- CN18 (d61 voi SARS COV 2);
trung ho hap 423740) y Khu con > | Do dac hiéu : 100% (doi
diing cho may " f . | véi SARS COV 2);
xét nghiém 2 nghiép Khai
. A 18673NK/BYT- Cong ty co Quang,
sinh hoc phan N R . .
tir (PCR) TB-CT phan cong nghé | phuong Khai
23/8/2021 Lavitec Quang, thanh
pho Vinh
Yén, tinh
Vinh Phuc
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T phim chin Chung loai Xuit nhip khau nhap khiu ty nhap khiu | "8 .’san pilan: do d?'n v
R san xuat cong bo
doan in vitro
Gidi han phat hién: Cim
Trang thiét bi y A: 0,5 TCID50/mL Ctim
té chan doén in S6 14 Day C, | B: 0,25 TCID50/mL RSV
vitro xét L6 19 Khu @6 | A: 1,0 TCID50/mL RSV
nghiém SARS— NeuMoDx Flu A- NeuMoDx 18672NK/BYT- C()n'gA ty.TNHH thi m(?i Dinh | B: 0,05 TCID50/mL 7
CoV-2, virus Thiét bi Khoa Cong, SARS-CoV-2: 250 ban
27 , , B/RSV/SARS-CoV-2 Molecular, Inc., TB-CT A ) . , i o
cum A, cum B, Vantage Test Stri MY 23/8/2021 hoc va Cong Phuong Pinh | sao/mL - Ciim A: 100%
RSV cho may & p y nghé¢ QMEDIC | Coéng, Quan | Ctim B: 96.7% RSV: 100%
xét nghiém Hoang Mai, | SARS-CoV-2: 100% -
sinh hoc phan Ha Noéi Cim A: 100% Cim B:
ta (PCR) 98% RSV: 98% SARS-
CoV-2: 98%
Trang thiét bi y
té chan doan in
vitro xét 17 dudng sb
nghiém SARS- Medical 53, phuong | - Vung gen phat hién: N,
CoV-2, virus GenoAmp® Real-Time Innovation 18686NK/BYT- | Coéngty TNHH Tan Tao, RdRp, Spike (S) - Gidi han
28 cum A, cim B, RT-PCR SARS-CoV2 Ventures SDN TB-CT Vietnam Shine quan Binh phat hién: 16,5 ban sao/ul
RSV dung cho (GRA2033) BHD/ Malaysia 23/8/2021 Health Tan, H6 Chi | - B¢ nhay: 98,5%; - D
may xét Minh, Viét | dac hiéu: 100%
nghi€m sinh Nam
hoc phan tu
(PCR)
Trang thiét bi y 286, Puong
té chan doan in Giai Phong,
vitro xét Phuong - Vung gen phat hién: N,
nghiém SARS- Aridia COVID-19 CTK Biotech, Inc., 18804NK/BYT- Cong ty TNHH | Phuong Liét, | ORF1lab - Gi¢i han phat
29 CoV-2 dung RealTime PCR Test United States of TB-CT27/9/2021 Avanta Quan Thanh | hi¢n: 10 ban sao/phan Gng
cho may xét (P0180) America Diagnostics Xuan, - b6 nhay: 100%; - B dac
nghié€m sinh Phuong Liét, | hi€u: 100%
hoc phan tu Thanh Xuéan,
(PCR) Ha Noi




Tén trang
thiét bi/sinh

Hang/ Nudc san

S6 gidy phép

Tén Cong ty

Dia chi Cong

Théng tin tém tit hiéu

T phim chin Chung loai Xuit nhip khau nhip khau ty nhap khau nang san pilan: do d?'n v
R san xuat cong bo
doan in vitro
Trang thiét bi y S6 51, Ngd
teé chan doan in 228,Ph6o L& | - Vung gen phat hién: N -
Vitro xet PCLMD TM nCoV one | PCL,Tnc./Han | ‘COZONKBYT- | oy TNHp | Lrong Tan, | Gidi han phat hién: 1,12 x
30 nghiém SARS- step RT-PCR Kit Quéc TB-CT Van Nién Phuong PInh | 10 ban sao/5ul - B9 nhay:
CoV-2 dung P 27/9/2021 : Cong, Quan | 100%; - Do dac hiéu:
cho may RT- Hoang Mai, | 100%
PCR Ha Noi
Trang thiét bj y S6 51, Ngd
teé chan doan in 228,Pho L& | - Vung gen phat hién: N,
vitro xet PCL COVIDIO Speedy | PCL, Inc./Han | 18829NK/BYT- | Congty TNHH | _1rongTan, | ORF,E - Gi6i han phit
31 nghi¢m SARS- RT-PCR Quée TB-CT27/9/2021 Van Nién Phuong PInh | hién: 10 ban sao/ phan
CoV-2 dung : Cong, Quan | Gng - Do nhay: 100%; - Bd
cho may RT- Hoang Mai, | dac hi¢u: 100%
PCR Ha Noi
Trang thiét bi y \
té chan doan in R 3?.9/2 Vl‘rorn - Vung gen phat hién: N,
vitro xét Bioron Cong ty TNHH | Lai, Phuong RdRp - Gidi han phat hién:
" RealLine SARS-CoV-2 : . 18830NK/BYT- | MTV Thuong | Phii Tho Hoa, P A P e
32 nghiém SARS- Diagnostics g - A A 103 ban sao/ mL - B9
\ lyo (Str-format) , TB-CT27/9/2021 | mai Dich vu K§ Quén Tan 0/ INA A% 1ia
CoV-2 dung GmbH/ Buc R LN re , x| nhay> 97%; - B¢ dac higu:
. thuat Pha Minh | Phu, Tp. HO A
cho may RT- Chi Minh 100%
PCR
o Tang 3, T2,
Trang thiét biy Time% Tower
té chan doén in . 2 s
vitro xét NGenePlex nCoV Kit | o o 18855NK/BYT- legilg\%ﬁz 35Lﬁ§nvan
33 nghiém SARS- | qRT-PCR (NGB561V- genesIo. 0. TB-CT p : uons, |
\ Ltd., Han Quoc Khoa hoc Phuong Nhan
CoV-2 dung 096) 8/10/2021 . . , N
cho may RT- Biomedic Chinh, Quan
PCR Thanh Xuan,

TP. Ha Noi




Tén trang
thiét bi/sinh

Hang/ Nudc san

S6 gidy phép

Tén Cong ty

Dia chi Cong

Thong tin t6m tit higu
niang san pham do don vi

T phim chin Chung loai Xuit nhip khau nhap khiu ty nhap khiu - A, A £
R san xuat cong bo
doan in vitro
Trang thict bi y 98E Phan
té chan doan in Fast Track Céne tv TNHH Pine Lu
vitro xét FTD SARS-CoV-2 Diagnostics gLy IR 8 L
n 18887NK/BYT- | thuong mai va phuong 03,
34 nghiém SARS- | (FTD-114-32, FTD-114- Luxembourg . A N ,
\ . TB-CT8/10/2021 | dich vu k¥ thuét Quéan Phu
CoV-2 dung 96) S.arl/ Phic Tin Nhuan. T H
cho méay RT- LUXEMBOURG an, P
Chi Minh
PCR
Tang 12A,
Trang thiét bi y Toa nhaA
PO L Ladeco, so
¢ chan doén in Congtycd | 266 phd Doi
| | ARS o 2t | GERBION G| sy, | prinSARY | i i
BuEm S ' A TB-CT8/10/2021 | TRENDS VIET |  Liéu Giai,
CoV-2 dung (G01128) Germany n
, NAM Quén Ba
cho may RT- X \
PCR Dinh, Thanh
pho Ha Noi,
Viét Nam
Trang thict bi y 489A/23/183
té chan doan in Huynh Van
vitro xét Cong ty TNHH | Béanh, Phuong
36 nghiém SARS- 1R6902 Kogenebiotech, 189121;{%@3‘(1 Congnghé Y | 13, Quan Phu
CoV-2 dung sinh Nam Anh | Nhuén, Thanh
cho may RT- pho Ho Chi
PCR Minh

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




1. Test nhanh:

a. Sdn xudat trong nwoc:

Thong tin tom
A A g 1 R - A A c e A A n tat hiéu nang
TT Tén trang thleF bi chan doan in $6 ding ky TenvCong’ ty | Dia Cl}l Corfg ty Terl Conig ty sin pham do
vitro dang ky dang ky san xuat . . A
don vi san xuat
cong bo
- Ngudng phat
hién: 150ng/ml
voi khang the
Khay thir xét nghiém dinh tinh khang IgG
. z . ., khang SARS-
khang thé IgM, IgG khang vi rut CoV-2 v
SARS-CoV-2 Trueline COVID-19 Céne tv INHH | 150ne/ml véi
IgG/IgM Rapid Test (Dinh tinh Cum Cbng e i
- . 2 o < Medicon (Cum | khang the IgM
phat hién khang thé (IgG/IgM) TTB-TT-08-21 nghiép Truong Cong nghiép | khang SARS-
khang vi riit SARS-CoV-2 trong . o An, xa An \ T .
Ngay 20/5/2021 | Coéng ty TNHH ; . Truong An,xa | CoV-2 - Banh
1 mau toan phan, huyét thanh hodc S . . Khanh, huyén . A
(So dang ky co Medicon e An Khanh, gia hi¢u nang
huyét twong nguwoi. San pham Stk S f Hoai D, . < X 2 A
gia tri 12 thang) . SR huyén Hoai san pham trén
dung trong gidm sat huyét thanh Thanh pho Ha , \ Al o X s
A L - Buc, Thanh pho | cac mau 1am
hoc, giam sat dich té hoc xdc dinh Noi Cnras . ~
\ Y A Ha Noi) sang da duoc
tinh trang phoi nhiém voi SARS- . A A
g 2 L x4c nhan am
CoV-2 va ho tro chan doan ¢ giai . .
doan sau 7 ngay khoi phat) tinh, dwong tinh
: v6i SARS-CoV-
2 bang PCR: +
Do nhay: 7 ngay
sau kh
Khay thir xét nghi¢m dinh tinh Trung tam - Gi61 han phat
khdng thé khang vi rut SARS- TTB-TT-12-21 Trung tam 135 Lo Diec, Nghién ctru san | hién: tai ham
2 CoV-2 Polyvac COVID-19 Ab Ngay 18/6/2021 | Nghién ctru san Quén Hai Ba xuét vic xin va | lugng
Rapid Test/ 1VD.Rapid.CoV-2 Ab (| (S6 dang ky co Xudt vic xin va | Trung, Thanh sinh pham y té | 100ng/mL
Dinh tinh cdc khang thé IgM/IgG | gia tri 12 thang) | sinh pham y té pho Ha No6i 418 Vinh Hung, (lpg/XN) khang
khang vi rut SARS-CoV-2 trong Phuong Thanh | thé khang




Thong tin tém
tat hiéu ning

TT Tén trang thlef bi chan doan in S diing ky TenvCong, ty | Dia clvn C013g ty Tel} Cong ty sin phim do
vitro dang ky dang ky san xuat A A
don vi san xuat
cong bo
mau huyét thanh/huyét fwong nguoi Tri, Quén protein N cta
dua trén nguyén Iy sac ky mién Hoang Mai, SARS-CoV-2,
dich. San pham sir dung trong Thanh pho Ha | két qua doc mat
giam sat huyet thanh hoc, giam sat Noi, Viét Nam | thuong 1a (+) va
dich 1e hoc xac dinh tinh trang. phoi cho vach T voi
nhz;ém voi SARS-CoV-2 va ho tro cuong do mau >
chan doan o giai doan sau 7 ngay 15 mAbs. -
khoi phat) banh gia hiéu
nang st dung
Elecsys Anti-
SARS-CoV-2
lam tham chiéu:
+ DJ nhay:
94,9% +
b. Nhip khéu:
Tén trang thiét ;g:;:g; lllllﬁtr?m
bi/sinh pham . . Hang/Nuéc san | So giay phép Tén Congty | DiachiCongty | .~ ~“z g
TT v X L. Ching loai £ A % A X t A X san pham do
chan doan in : xuat nhap khau nhip khau nhap khau . X
. : : : don vi san xuat
vitro A VX
cong bo
Sinh pham chan 286, buong Giai
doan  in vitro Phong, Phuong
xét nghiém SARS-CoV-2 | Guangzhou | ceq/pvT TR, | Congty TNHH | Phuong Lidt, |- Do nhay:
, 2 antibody Test Wonfo . A o) An ax
1 khang thé (lateral Flow BiotechCo CT ngay Avanta Quén Thanh 86,43%, do dac
IgM/IgG trong Method) Lid/trun Ql;.%c 27/3/2020 Diagnostics Xuan, Phuong | hi¢u: 99,57%.
huyét thanh, 8 Liét, Thanh
huyeét tuong, Xuan, Ha No6i




A ‘A Thong tin tém
Tén trang thiet o t4t hidu nin
bi/sinh pham . . Hang/Nwéc san | So giay phép Tén Congty | PDiachiCongty | ., =z g
TT P . Chiing loai X A % A % A 2 san pham do
chan doan in xuat nhap khau nhap khau nhap khau . A
. don vi san xuat
vitro ALK
cong bo
mau toan phan
nguoi
- b6 nhay:
+IgM: 5-10
. 2 2 ) ngay khdi phat:
(Sigfrllphai‘;l sﬁi‘g Ting 4 s nha | 16%; >15 ngay:
<&t nehicm Covid-19 (2019- Shenzhen 21 ngo 27 75% + 1gG: >15
khéng thé nCoV) Lvshiyuan 1920/BYT-TB- | Congty TNHH | duong Vii Ngoc | ngdy khai phat:
2 TeM/I (g} tron Coronavirus Biotechnology CT ngay Duogc pham Phan, Phuong | 62,5% - D6 dac
gvve € | IgG/IgM Rapid | Co., Ltd/ Trung |  06/4/2020 Phuc Son Lang Ha, Quan | hiéu: c6 phan
huyét thanh, . £ % . , 1 1a
huvét twon Test Kit Qudc Dong Pa, Ha | ing v&i khang
Uyet ong Noi thé TG khang vi
nguoi ,
rut Dengue
(Theo danh gia
cua NIHE)
2. Sir dung cuing may xét nghiém mién dich/Elisa:
a. Sdn xudat trong nwoc:
Tén trang thiét bi A o . . A A n . Th(.),r\l g tl,n ton} tat
z (e £ s , Tén Cong ty Dia chi Cong ty | Tén Cong ty san hi€u nang san
TT chan doan in So dang ky < , . , ) P .
. dang ky dang ky xuat pham do don vi
vitro - K, A X
san xuat cong bo
B9 trang thiét bi y Trung tam Nghién | - Gi6i han phat
té chan dodn in | 2100093DKLH/BYT- | Trung tam Nghién o A ctru san xuat vac | hién: Kha nang
. 1 en \ L2, P 135 Lo buac, Quan L 2 T ,
1 vitro phat hi¢n TB-CT Ngay clru san xuat vac Hai Ba Tran xin va sinh phdm | phat hién khang
khang the IgG 20/5/2021 (S6 dang | xin va sinh pham Thanh phé Ha ‘%\}& y te (418 Vinh | the IgG khang vi
khang vi rut ky co6 gia tri 05 ndm) y té p : Hung, Phuong | rat SARS-CoV-2:
SARS-CoV-2, Thanh Tri, Quan | 1 tuan sau khoi




Tén trang thiét bi

Théng tin tom tit

TT chin dodn in $6 ding ky TénvC(‘)ng’ ty Dia clvli C(")r}g ty | Tén Cﬁnig ty san hi?u nang san .
vitro dang ky dang ky xuat Ilham :lo (1[011 vi
san xuat cong bo
1IVD.CoV-2 IgG Hoang Mai, Thanh | phat 1a 34,15%;
(Phat hién khdng phd Ha Noi, Viét | ngay 8-14 sau
thé IgG khang vi Nam) khoi phat 1a
rit SARS-CoV-2 92,05%; 2 tudn
trong huyét thanh, sau khoi phat 1a
huyét twong nguoi 97,97%.
bang phwong phdp - Panh gia hiéu
ELISA. San pham ning st dung
sur dung trong Elecsys Anti-SAR
gidm sat huyét
thanh hoc, giam
sat dich té hoc xdc
dinh tinh trang
phoi nhiém véi
SARS-CoV-2 va
hé tro chan dodn
o giai doagn sau 7
ngay khoi phat.)
B trang thiét bi y - Gi6i han phat
té chin dodn in hién: Kha nang
vitro phat hién Trung tam Nghién | phat hi¢n khang
khdng thé IgM clru san xuat vic | thé IgM khéang vi
khang vi rut Trune tam Nehia Xin va sinh pham | rat SARS-CoV-2:
SARS-CoV-2, | TIB-TT-09-21 Ngay | = o0& @M BEVEN | 13516 Ptc, Quan | yté (418 Vinh | 1 tudn sau khoi
2 IVD.CoV-21gM | 20/52021 (Sbdang | CUVSanXuatvac |y Ba Trung, Hung, Phuong | phat 1a 70,73%;
(Phat hién khang | ky co6 gia tri 12 thang) X va Sm;h pham Thanh phé Ha N6i | Thanh Tri, Quin ngay 8-14 sau
thé IeM khdng vi yte Hoang Mai, Thanh | khoi phat 1a
riit SARS-CoV-2 phd Ha Noi, Viét | 92,05%; 2 tuan
trong huyét thanh, Nam) sau khoi phat 1a
huyét twong nguwoi 97,97%.
bang phwong phap - Banh gia hiéu




TT

Tén trang thiét bi
chan doan in
vitro

S6 diang ky

Tén Cong ty
dang ky

Dia chi Cong ty
dang ky

Tén Cong ty san
xuat

Théng tin tom tit
hiéu ning san
pham do don vi
san xuét cong bd

ELISA. San pham
s dung trong
gidm sat huyét

thanh hoc, giam
sat dich té hoc xdc
dinh tinh trang
phoi nhiém voéi
SARS-CoV-2 va
hé tro chan dodn

o giai doagn sau 7

ngay khoi phat)

nang su dung
Elecsys Anti-SAR

b. Nhip khéu:




Tén trang thiét

Tén

bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P (. Chung loai P A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
vitro nhap khau vi san xuat cong bo
khau
Trang thiét bi y t ) - Hiu niing : d twong
han dodn in vitr Cong 24 Neuvén hop duong theo so ngay
iéfn }(l’iaém kl\lléno SARS-CoV-2 IgG tyCo | Iy I\%“}-‘fia sau khi khoi phat triéu
. Ig G thin Vig Calibrator Kit SARS- Abbott Ireland | 1621INK/BYT- | phdn hlfcmgBé}l chimg: <3 ngay: 0.00%;
1 it SgARS- Co%/'—Z CoV-2 IgG Control Kit Diagnostics TB-CT ngay Duoc %’hanh gQ An 3-7 ngay: 25%; 8-13
. N SARS-CoV-2 IgG Division, Ireland 19/8/2020 ligu B <UaD ngay: 86.36%; >14 ngay:
su dung trén may . 1, Thanh pho A O
NIV .x Reagent Kit Trung PP 100% - Hiéu nang : do
phan tich mién U Ho6 Chi Minh A \
dich ong 2 tuong hop 4m theo nhom
: mau: 99.63%
Ay K - Tang 27, Toa
Trang thiétbiy t€ |  Elecsys Anti-SARS- 1S89INK/BYT 5
2 L TB-CT nga . nha Pearl
chan doan in vitro CoV-2 gay Cong
; 3 09/7/2020 Plaza, 561A
xét nghiém ty bi¢n Bién
) IgM/IgG vi rat Roche Diagnostics TNHH Phi.. Phusne | - D¢ nhay : 99,5% - B9
Corona (SARS- ) ) GmbH, buc 16039NK/BYT- | Roche >+ TONE dac hiéu : 99,8%
) ; PreciControl Anti- \ ‘A 25, Quan
CoV-2) st dung TB-CT ngay Vit )
A1 Ay mhA SARS-CoV-2 Binh Thanh,
trén may phan 31/7/2020 Nam hanh phé
tich mién dich Lhanh pho
i Ho Chi Minh
Trang thiét bi y té ACCESS SARS-CoV-2 | Beckman Coulter Cén S6 18/299/48 | - D nhay: 0-6 ngay:
chan doan in vitro IeG Ireland Inc., Ireland; 16276NK/BY T- ty & Puong 70,2%; 7-14 ngay: 95,5%;
3 xet nghiém khang Beckman Coulter, TB-CT nea TNHH Hoang Mai, | >14 ngay: 99,1%, >18
thé IgG khang vi Inc., M§; 1o/% /202g0y K Phuong | ngdy: 100% - D¢ dac hiéu
rut Corona (Sars- ACCESS SARS-CoV-2 | 1ymunotech SAS, thu}eil : Hoang Van | : Mau hién mau (Phap):
CoV-2)sirdung | 186 CALIBRATOR Phép : Thy, Quan | 99,8%; Miu chin do4n




Tén

Tén trang thiéet A . . o AL a
bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P L. Chung loai A A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
vitro nhi}p khau vi san xuat cong bo
khau
trén may phan Nam Hoang Mai, | (Phap): 99,5%; Mau chan
tich mién dich | ACCESS SARS-CoV- Phuong | Thanh phd | doan (M¥): 100%; Do
IgG QC HaNoi | ddc hiéu chung: 99,8%
Trang thict bi y té R £ ~
chén%ioén in V}i]tro Con% 5048 80
xét nghiém khang VITROS tyCo | 245pho Mai | = ,
thé TeG khéng vi Immunod1agnostlc Ortho-Clinical 16285NK/BYT- phgm . D1ch,. ph}rang - By nhay : 12-15 ngay:
4 rit Corona (Sars- Products Anti-SARS- Diagnostics, Anh TB-CT ngay | Thiét bi Mai D1qh, 83,3%; >15 ngay: 90,0%
CoV-2) sit dung CoV-Z'IgG Reagent ’ 19/8/2020 SISC qqén Cau - Do dac hiéu : 100%
rén may phén Pack/Calibrator/Control; Viét Gl'c:}y, t‘hénAl}
tich mién dich Nam | pho Ha Noi
Trang thiét bi y té S6 64, Ngd | - Gidi han phat hién: 3,8
chan doén in vitro | LIAISON SARS-CoV-2 Céng | 210, Phdé Poi | AU/mL - Do nhay : <5
xét nghiém khang S1/82 IgG; L6294NK/BYT. | Y| Cén, Phuomg | ngay: 25,0%; 5-15 ngay:
s thé IgG khang vi DiaSorin S.p.A., TB.CT nei | TNHH | DoiCan, | 90,4%;> 15 ngay: 97.4%
rut Corona (Sars- LIAISON Control Italy 19/8 /202goy Thiét bi Quan Ba - D6 déc hiéu : Thuong
CoV-2) sir dung SARS-CoV-2 S1/S2 Nhat | Dinh, Thanh | quy phong xét nghiém:
trén méNy phéan IgG Anh pho Ha Noi, | 98,9%; Mau hién mau:
tich mién dich Viét Nam | 98,5%
Trang thiét bi y té | Dimension EXL SARS- Con
chan doan in vitro | CoV-2 Total antibody £ A A £
xét nghiém khang assay (CV2T); ty 84? Iran . D.Q I,lha;y: S? ngaysau
thé IgM, IgG Dimension . 16296NK/BYT- | TNHH | Xudn Soan, - khi o két qua PCR duang
6 khang vi rit VistaD: o EXL Sl.emens Healthcarei TB-CT ngay Thuqng Phuong Tz}n tinh: 9—6 ngay: 61,05%. 7-
Corona (Sars- Slf:;{ S lgl:{lfsg)r"}otal Diagnostics Inc./M§ 19/8/2020 1\1/)I§11h— 71‘11’;1’}11& (}31}1)12 13‘ngaly(;09(;,03%. > 14
\ _ : ic , Thanh Pho | ngay: (3
the\fl 'frz;y“p‘}il‘glg (élgl\t;;%yccﬁlﬁ%a\t% VuKy | Ho Chi Minh | - D§ dgc hicu: 99.81%
Thuat

tich mién dich

CAL)




Tén

Tén trang thiét A c A AL a
bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT chin doan in Chung loai <uht nhap khiu ty ty nhap nang san pham do don
. 4P nhip khau vi san xuat cong bo
vitro Khiu
Dimension Luc
Vista/Dimension EXL Tinh
SARS-CoV-2 Total
antibody Quality
Control (COV2T CV2T
Pos/Neg)
Ci’;g $620 - ngd 7
16372NK/BYT- | TNHi | ~PhO Thai Ha
TB-CTngay | Thiétbi | . PPN
19/8/2020 y té ng ¢
Phuong quan Dong.
A Pa - Ha Noi
Dong
Tﬁ?ngdth,let. bi ytte Advia Centaur SARS- | Siemens Healthcare Ci)ng )
f(éat‘rrll lcl)iaéltl];il\lfali;o CoV-2 Total Diagnostics Inc./M§ TN¥{H 849 Trin - b6 nhay: S6 ngay sau
thégl M, IgG ¢ Thuon Xuan Soan khi c6 két qua PCR duong
BV 18 16750NK/BYT- e 1503, | inh: 0-6 ngay: 60,67%. 7-
7 khang vi rit \ Mai - | Phuong Tan X
TB-CT ngay . N 13 ngay: 97,48%. > 14
Corona (Sars- Dich Hung, Quan . .
) 19/8/2020 - ‘ « | ngay: 100% - B dac
CoV-2) stt dung VuKy | 7, Thanh Pho hidu: 99 81%
trén may phan Thugt | HO Chi Minh | "¢ 7%
tich mién dich Luc
Tinh
. S6 20 - ngd 7
Cong J
i - pho Thai Ha
Advia Centaur SARS- | Siemens Healthcare 16%;?2{1131 B;{T TI\‘;{IH - phudng
CoV-2 Quality Control | Diagnostics Inc./M¥ 19/8 /202g0y Thit bi Trung Liét -
y té *| quan Dong

DPa - Ha No6i




Tén trang thiét Tén 2
o rang o ~ ooz IO , Cong | Dia chi Cong | Thong tin tém tat hi¢u
bi/sinh pham . . Hang/ Nwdc san So giay phép A < . Z
TT P (. Chung loai P A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
. nhap khau vi sdn xuat cong bo
vitro Kkhau
Phuong
bong
Cong
ty .
TNHH 849 Tran
16750NK/BYT- | Thuong | Xudn Soan,
\ Mai - | Phuong Tan
TB-CT ngay Dich Hung, Quén
19/8/2020 - & <180
VuKy | 7, Thanh Pho
Thuat | H6 Chi Minh
Luc
Tinh
Cong z ~
ty S620 -ngd 7
16372NK/BYT- | TNH | ~PhO Thai Ha
TB-CT ngdy | Thiét bj Tm‘; iy égt ]
19/8/2020 y té ne ¢
Phuong quan Dong.
Pon Pa - Ha Noi
Atellica IM SARS- Siemens Healthcare Céng
CoV-2 Total Diagnostics Inc./M¥y ty 849 Trin
16750NK/BYT- | INHH |- Xuan Soan,
\ Thuong | Phuong Tan
TB-CT ngay . A
19/8/2020 | Mai- | Hung, Quan
Dich | 7, ‘Thénh Pho
Vu Ky | Ho Chi Minh
Thuat




Tén trang thiét Tén .
ntrang o ~ I £ X , Cong | Dia chi Cong | Thong tin tom tat hiéu
bi/sinh pham . . Hang/ Nwdc san So giay phép A < . Z
TT P (. Chung loai P A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
. nhap khau vi sdn xuat cong bo
vitro s
khau
Luc
Tinh
C?;g S620 - ngd 7
16372NK/BYT- | TNHH | p_hohggari Ha
TB-CTngay | Thiét b Tnfn L égt )
19/8/2020 y té ne ¢
Phuong quan Dong
. Pa - Ha Noi
Dong
Atellica IM SARS- Siemens Healthcare C?;g
CoV-2 Quality Control | Diagnostics Inc./M¥ TNHH 249 Trin
16750NK/BYT- | [huong | Xuan Sogn,
\ Mai - | Phuong Tan
TB-CT ngay . A
19/2020 | [Dich | Hung, Quan
VuKy | 7, Thanh Phé
Thuat | HO Chi Minh
Luc
Tinh
Hoa chat xét Cong | 218 Dudng
nghiém dung ty s0 10, My A
, 2 ) . . , | - Gidi han phat hi¢n: 1,80
khang the IgA |\ popiyr 1sA saRs. | AESKU.Diagnostics | gqeo\pepyr | TNHH | Kim 2, Pha ) 1 5 a0 hisy 1am
8 khng vi rit CoV-2 81 IgA GmbH & Co.KRG, | 1p c1y/g/0021 | ThUome | My Hung, 10004 6% - D6 nhay:
Corona (SARS- & Dtic MaiY | P.Tan Phong, 99(5' D70 = H0 nhay:
CoV-2) sir dung Té Phi Q.7, Tp °
trén may ELISA Gia HCM




Tén

Tén trang thiéet A s e o AL a
bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P L. Chung loai A A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
vitro nhi}p khau vi sdn xuat cong bo
khau
Hoa chat xét
ﬁfﬁzﬁgﬁgi - Gi6i han phat hién: 1,71
khang vi rit AESKULISA SARS- U/mL - B¢ déc hiéu lam
Corona (SARS- CoV-2 S1 IgG sér(l)g: 98,6% - BJ nhay:
CoV-2) st dung 9%
trén may ELISA
Hoa chat xét
E}?ﬁgr&g‘igi - Gidi han phat hién: 2,17
khang vi it AESKULISA SARS- U/mL - B¢ déc hiéu lam
Corona (SARS- CoV-2 S1 IgM sér;g: 99% - D6 nhay:
CoV-2) stir dung 9%
trén may ELISA
'- D nhay: <7 ngay:
64.8%; 8-14 ngay: 91.5%;
Trang thit bj y té | LIAISON SARS-CoV-2 S6 64, Ngd | 15-30 ngay: 94.0% - Do
chén doén in vitro IgM Cong | 210, Phd Poi | dic hiéu: MAu hién mau:
xét nghiém khang ty Cén, Phuong 99.3%; Mau chan doan
9 thé IgM khang vi Diasorin S.o.A. Ttaly | L839ONK/BYT- | TNHH | Doi Cén, (M5): 99.5%; Mau chin
rit Corona (Sars - P MY TB.CT2/8/2021 | Thidtbi | QuanBa | doan (Chau Au): 99.2%;
CoV -2) st dung Nhat Pinh, Thanh | DB dac hiéu chung: 99.3%
trén may phan LIAISON Control Anh phé HaNoi, | - Do dic hiéu: Mau hién
tich mién dich SARS-CoV-2 IgM VigtNam | méu: 99.3%; Mau chén
doan (M¥): 99.5%; Mau
chan
Trang hict bi y & | 1y g SARS.COV-2 | BioMerieux SA, | 1839INK/BYT- | COng | 10 8- CNIS, | - Gidi han phat hién: 1,71
10 | xet nghiém dung TeM -423833 Pha TB-CT2/8/2021 ty ¢6 Khu cong | U/mL - D6 dac hiéu 1am
khang the IgM & P phan nghiép Khai | sang: 99,4% - D6 nhay:




Tén

Tén trang thiét A . . o AL a
bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P (. Chung loai P A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
. nhap khau vi sdn xuat cong bo
vitro s
khau
khang vi rat cong Quang, <7 ngay: 52,9%, 8-15
Corona (SARS- ngh¢ | phuong Khai | ngay: 90,6%, >16 ngay:
CoV-2) stt dung Lavitec | Quang, thanh | 100%
trén may xét pho Vinh
nghiém mien dich Yén, tinh
Vinh Phuc
23 bai Lo
boc Lap,
A Khu cong
C?;g nghiép Viét
18776NK/BYT- TNHH . Nam-
TB- DKSH Singapore,
CT27/9/2021 A phuong Binh
Viét \
Nam Hoa,
tp.Thuén An,
Tinh Binh
Duong
, | Elecsys Anti-SARS- Tang 27, Toa
Trang thiet bi y té | CoV-2 S /09289267190 Con nha Pearl
xét pghiém khang ty g Plaza, 561A | - B¢ dic hi€u lam sang:
A Iha R A ia 0 _DPH . 0
. ﬂ;‘:ﬁl;‘f‘gov\l]f;t Elecsys Anti-SARS- | Roche Diagnostics | 18428NK/BYT- | TNHH P?&%}ig 9%?51/1‘;3119‘;1::1&119%%?
a0 , ., | CoV-25/09289275190 GmbH, buc TB-CT2/8/2021 | Roche N an p cL
ung cho may xét Viat 25, Quan U/mL - Gidi han dinh
nghiém mién Nar Binh Thanh, | lugng: 0,40 U/mL
dich. CalSet Anti-SARS- am Thanh ph 5

CoV-2S/09289291190

Ho Chi Minh




Tén trang thiét

Tén

bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P (. Chung loai P A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n z A Ay oA P
. nhap khau vi sdn xuat cong bo
vitro Kkhau
PreciControl Anti-
SARS-CoV-2 S/
09289313190
SARS-CoV-2 IgG II - Gidi han dinh luong
“Lov-s gl (LoQ): 7,8AU/mL - Bo
’ , Quant Calibrator Kit Cong i nhay 1am sang: + S6 ngay
Trang thict bi y té ty Co 24 Nguyen | sau khi c6 két qua PCR
x¢ét nghiém dinh | SARS-CoV-2 IgG II Abbott Ireland | 18489NK/BYT- | phan | LM Nehia, | duong tinh: <7 ngdy:
tinh va dinh Quant Control Kit . . \ phuong Bén | 67,11%. 8-14 ngay:
12 , 2 Diagnostics TB-CT ngay Dugc . ~ X
luong khang thé Division. Ireland 09/2/2001 lidu Thanh, Quéan | 97,01%. > 15 ngay:
IgG khang ’ Trﬁng 1, Thanh pho | 98,75% + Theo ngay bat
SARS-CoV-2 SARS-CoV-2 IgG II Uong 2 Ho6 Chi Minh dal‘l ¢o triéu chirng: < 7‘
. ngay: 51,67%. 8-14 ngay:
Quant Reagent Kit .
97,12%. > 15 ngay:
99,37%
Cong
ty .
Trang thiét bi y té g}i?jil X?;gl gr(;l;ln - Gi6i han phdt hién: 0.5
ang thiet b1 y 18494NK/BYT- e 2209 | Index Khoang do: 0.50-
xét nghiém dinh TB-CT nea Mai- | Phuong Tan A .
, N -CT ngay . A 150 Index - Pd nhay 1am
tinh va dinh 09/8/2021 | [Dieh | Hune Quan |0 o4 ngay sau khi co
13 luong IgG khang ADVIA Centaur Siemens Healthcare VuKy | 7, Thanh Pho Ké tg. AP C%{}Eiuol; tinh:
vi rit SARS- sCOVG Diagnostics Inc./M§ Thuat | H& Chi Minh qua ng -
, 0-6 ngay: 50.82%. 7-13
CoV-2 str dung Luc . 0
o . ngay: 82.47%. 14-20
cho may Xet Tinh nedv: 91.14% >=21
nghiém mién dich 18535NK/BYT- Cong | S620-ngd7 ngéy: 9 6‘ 41(;
‘ ty |-phé ThaiHa | "8 700070
TB-CT ngay \
09/8/2021 | INHH | - phuong
Thiét bi | Trung Liét -




Tén

Tén trang thiét A o e a AL a
bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P L. Chung loai A A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A A P
. nhap khau vi sdn xuat cong bo
vitro s
khau
y té quan Bong
Phuong | Pa - Ha No6i
bong
Cong
ty .
TNHH 849 Tran
18494NK/BYT- | Thuong | Xudn Soan,
\ Mai - | Phuong Tan
TB-CT ngay ; n
09/8/2021 | Dich | Hung, Quan
VuKy | 7, Thanh Pho
ADVIA Centaur Ti’l‘llft Ho Chi Minh
sCOVG QC (11207378) Tinh
C?;g S620 - ngd 7
1853SNK/BYT- | TNH | ~PhO Thai Ha
TB-CT ngdy | Thiét bj Tm‘; iy égt ]
09/8/2021 y té Y
Phuong quan Dong
A Da - Ha No6i
Dong
Trang thict bi y t¢ Cong .| - Gi6i han phat hién: 0.5
xét nghiém dinh ty 849 Tran . .
, N n Index Khoang do: 0.50-
tinh va dinh TNHH | Xuan Soan, R A
, . 18499NK/BYT- \ A 150 Index - D6 nhay lam
luong IgG khéang . Siemens Healthcare \ Thuong | Phuong Tan | x| .
14 L2 Atellica IM sCOVG . . ~ TB-CT ngay . N sang: SO ngay sau khi co
vi rat SARS- Diagnostics Inc./M¥y Mai - Hung, Quan X , ,
, 09/8/2021 . : z | két qua PCR duong tinh:
CoV-2 su dung Dich | 7, Thanh Pho . o
o ~ P 0-6 ngay: 50.82%. 7-13
cho may xét Vu Ky | Ho Chi Minh . o
Thuat ngay: 82.47%. 14-20

nghiém mien dich




Tén

Théng tin tom tit hi¢u

Tén trang thiet o Cong | Pia chi Cong
TT b;/gmh p,ha.m Chiing loai Hang/ N'imc san S0 ey pl;ep ty . ty nhip niing sin phim do don
chan doan in xuat nhip khau n Z R A, A P
vitro nhap khau vi san xuat cong bo
khau
Luc ngay: 91.14% >= 21
Tinh ngay: 96.41%
C?;g S620 - ngd 7
18535NK/BYT- | TNHH | p_hohggari Ha
TB-CTngay | Thiét b Tnfn L égt )
09/8/2021 y té ne ¢
Phuong quan Dong
Pong ba - Ha Noi
Cong
ty .
TNHH 849 Tran
18499NK/BYT- | Luong | Xuan Soan,
\ Mai - | Phuong Tan
TB-CT ngay ;
00/82021 | Dich | Hung, Quan
VuKy | 7, Thanh Pho
Thuat | Ho Chi Minh
Atellica IM sCOVG QC Luc
Tinh
Cong £ ~
ty S6 20 -ngd 7
18535NK/BYT- | TNHH |~ p_hohg(fi Ha
TB-CTngay | Thiét bj Tmlil iy § ]
09/8/2021 y té ng ¢
Phuong quan Dong
Pa - Ha Noi

bong




Tén trang thiét

Tén

bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P (. Chung loai P A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
. nhap khau vi sdn xuat cong bo
vitro s
khau
ACCESS SARS-CoV-2 Beckman Coulter - B§ nhay: 0-6
TTBYT xét i IgM Ireland Inc., Ireland ngéy:64.7% 7-14 ngéy:
nghi¢m khang thé 94.5% >14 ngay: 99.1%

, D 100 DA A%
Igg)iiznéZ;sljlt ACCESS SARS-CoV-2 | Beckman Coulter, Eiléiflﬁagﬁ Jiolﬂ g; nz({)l-dac
CoV-2) stir dung 1gM CALIBRATOR Ine., USA S 18/299/48 99.9% Mau chan doan_

trén may phan Coéng Duong (Phap): 99.5% Mau chan
tich mién dich | ACCESS SARS-CoV-2 | Beckman Coulter, ty Hoang Mai, | doan (My): 100% Dac
IgM QC Inc., USA 18585NK/BYT- | TNHH Phuodng hiéu chung: 99.9%
15 TB-CT ngay Ky Hoang Van
ACCESS SARS-CoV-2 09/8/2021 thuat | Thy, Quan | . . 0-6 neav:
TTBYT xét IgG (1st IS) Nam | Hoang Maj, | -0 nhay: U-6ngay:

A . 2 ; 2| 71.9% 7-13 ngay: 81.3%
nghi¢m khang thé Phuong |- Thanh pho | )" 5% o4y 100% >20
IgG khéng virit | ACCESS SARS-CoV-2 Ha Noi o e

Beckman Coulter, ngay: 100% - B¢ dic
Corona (Sars- 12G (IstIS) Inc., USA hidu: Ngudi hién mu:
(i;);_lzn)ésyupi%r;g CALIBRATOR 99.7% MAu chin dodn:
tich mién dich | ACCESS SARS-CoV-2 ;gogog; bac hiéu chung:

IgG (1st IS) QC 070
VITROS . . .
Immunodiagnostic foélf% 22;) 4}??{\9’/}) .

Products Anti-SARS- y L0 phoMar |~ i han phat hién:

Ko K MRS i X . X an phat hién:
Trang thict bi y 1€ | Cov.2 [gG Quantitative | Ortho-Clinical | |o02ONK/BYT-| phan ) Dich, phuong | (7 o/ "o

16 | chan doan in vitro |  calibrators -6199965 . : TB-CT ngay | Thietbi | Mai Dich, NP
, o , alibrators Diagnostics, Anh A A 100% - Do dac hiéu:
x¢€t nghiém khang 23/8/2020 SISC quén Cau o
VITROS A -4 \ 100%
I di . Viét Gla}y, thanh
mmunodiagnostic Nam ph@ Hé N61

Products Anti-SARS-




TT

Tén trang thiét
bi/sinh pham
chin do4n in

vitro

Chung loai

Hang/ Nudc san
xuat

S6 gidy phép
nhéip khau

Tén
Cong
ty
nhap
khau

Pia chi Cong
ty nhap
khau

Théng tin tom tit hi¢u
ning sian pham do don
vi san xuat cong bo

CoV-2 IgG Quantitative
Controls -6199966

ITROS Immunodiagnostic
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

17

TTBYT chan
doan in vitro xét
nghiém khang thé
IgG khang vi rut
Corona (SARS-
CoV-2) stir dung
trén may xét

LIAISON SARS-CoV-2
TrimericS IgG

nghiém mien dich

LIAISON SARS-CoV-2
TrimericS IgG Control Set

DiaSorin Inc., My

18697NK/BYT-
TB-CT ngay
23/8/2020

Cong
ty
TNHH
Thiét bi
Nhat
Anh

S6 64, Ngd
210, Phd Doi
Cén, Phuong
Doi Cén,
Quan Ba
Pinh, Ha
Noi,

- B nhay: 0-7 ngay:
66,7% 8-14 ngay: 91,7%
>15 ngay: 98,7% - B¢ dic
hiéu: 99,5%




Tén trang thiét Tén ¢
o rang o ) o + s .. | Céng |DiachiCong| Théng tin tém tit hicu
bi/sinh pham . . Hang/ Nwdc san So giay phép A < . Z
TT P (. Chung loai P A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n z A Ay oA P
vitro nhap khau vi san xuat cong bo
khau
23 Pai Lo
7 Doc Lap,
TTBYT chan . Khu coéng
L , Cong A xrim
doan in vitro xet ty nghiép Viét | P nhay: <7 ngdy:
nghiém khang the | /1) \ o < \RSCOV21gG | Biomericux SA - | 1/ TONKBYT- 1 pppy | Nam= 50 30 e 1S ngay: 96,4%
18 1gG khéng 423834 Phé B DKSH | DMEAPOIS |6 1oay: 100% - DO d3
SARS-CoV-2 sir P CT27/9/2021 > | phuong Binh | . [8ay: JUU70 - B0 dac
A o Viét . hiéu: 99,4%
dung trén may xet Nam Hoa,
nghiém mien dich tp.Thuén An,
Tinh Binh
Duong
23 Pai Lo
7 boc Lap,
TTBYT chan R Khu cong
L. . Cong A xrm
doan in vitro xet ty nghiép Viét | Do nhay: <7 ngdy:
. nghizré Eﬁgi e |\ IDAS SARSCOV-2 1gG | Biomericux SA - 18776%5 BYT- | rNHH Sirll\;r;(;re 45,3% 8-15 ngay: 88,6%
- A s N o/ _ A A
SARS-CoV-2 sir 1424114 Phép c127/9/2021 | PRSH |} vomg Binh | 16 ngay: 96,6% - Do ddc
A o Viét . hiéu: 99,4%
dung trén may xet Nam Hoa,
nghiém mién dich tp.Thuén An,
Tinh Binh
Duong
T,T B.YT. chan’ Shenzhen New Con% 5090ngd | _ Gi6i han phat hién:
dodn in vitro xét Industries ty €0 164 Vuong 0,18AU/mL. - D6 nhay:
nghiém khang the | o\ o - v SRBD IgG Biomedical I8803NK/BYT- | phan | Thia Vi, | 5 0 74 50, 8.14
20 S-RBD leG (CLIA) (MAGLUMI) Engincering e prang | PRIUONE | oy 97,9 >15 ngiy:
khang SARS- CT27/9/2021 | thiét bi Trung, A s A
, Co.,Ltd/ Trung \ D12 100% - Do dac hiéu:
Cov-2 st dung Quéc va Phat Q.Thanh 99.6%
ciing méy xét Y trién dy | Xuén, HANgi | 77°°




Tén

Tén trang thiéet A s e o AL a
bi/sinh pham . . Hang/ Nwdc san S6 gidy phép Cong | bia chi 90ng T,h ongotln togm tat hi¢u
TT P L. Chung loai A A 2 ty ty nhap nang san pham do don
chan doan in xuat nhip khau n Z R A, A P
vitro nhi}p khau vi san xuat cong bo
khau
nghiém mién dich anyte
hoa phat quang Viét
Nam
TTBYT chan Cong
doan in vitro xét ty trach
nghiém khang thé | iFlash-SARS-CoV-2 nhiém 66768
IgM, IgG khang | IgM(iFlash-2019-nCoV | SHENZHEN YHLO 18898NK hiru Phuone Phil
21 SARS-Cov-2 su IgM); iFlash-SARS- BIOTECH CO,, /BYT-TB-CT han Luon gQuén
dung cung may CoV- 2 IgG(iFlash- LTD, Trung Quoc 8/10/2021 thiet bi Ha %ém :
xét nghi€ém mién 2019-nCoV IgQG) cong &
dich hoa phat ngh¢
quang HKT
86 18/299/48
TTBYT xét Cong Buong
nghiém khang thé | ACCESS SARS-CoV-2 ty Hoang Mai,
IgG khang virat | IgG II, ACCESS SARS- Beckman Coulter 18901NK TNHH Phuong
22 Sars-CoV-2 su CoV-2IgG I Inc.. US ’ /BYT-TB-CT Ky Hoang Van
dung trén may Calibrators, ACCESS ? 8/10/2021 thuat Thu, Quan
phan tich mién SARS-CoV-2IgG I Q Nam Hoang Mai,
dich Phuong | Thanh ph

Ha Noi




