SO Y TE QUANG NINH CONG HOA XA HOQI CHU NGHIA VIET NAM
TRUNG TAM KIEM SOAT BENH TAT Poc 1ap - Tw do - Hanh phuc

S6: 1326 /TTKSBT-VSHH Qudng Ninh, ngay 30 thang 7 nam 2021
V/v danh sach céac sinh phdm/trang thiét bi y té chan
doan in vitro xét nghiém SARS-CoV-2 di duoc cap sb
dang ky, GPNK kém théng tin hiéu nang va kha ning
cung (mg va gia ban do don vi cung tng cong bd

Kinh giri: ’ ’
- Trung tdm Y t€ cac huyén/thi xa/thanh pho;
- Cac bénh vién dong trén dia ban.

Can ctr Cong van sd 5583/BYT-TB-CT ngay 13/7/2021 cta Bo Y té vé danh sach
céc sinh phdm/trang thiét bi y té chan doan in vitro xét nghiém SARS-CoV-2 di dugc cap
s6 dang ky, gidy phép nhap khau kém thong tin hiéu ning va kha ning cung tng Va gia
ban do don vi cung tmg cong bd (cap nhat 1an 4)

Cin clr Cong van sb 5787/BYT-TB-CT ngay 20/7/2021 cia B6 Y té vé danh sach
céc sinh pham/trang thiét bi y t& chan doan in vitro xét nghiém SARS-CoV-2 di dugc cp
s6 dang ky, gidy phép nhap khau kém thong tin hiéu ning va kha ning cung tng va gia
ban do don vi cung (mg cong b (cap nhat 1an 5)

Can ctr Cong van sd 6080/BYT-TB-CT ngay 28/7/2021 cua Bo Y té vé danh sach
céc sinh phdm/trang thiét bi y té chan doan in vitro xét nghiém SARS-CoV-2 di dugc cap
sé dang ky, gidy phép nhap khau kém thong tin hiéu ning va kha ning cung mg Va gia
ban do don vi cung mg cong bd (cap nhat 1an 6)

Dé chu dong trong cong tac phong chéng dich bénh, nham kiém soat cac san phém
xét nghiém SARS-CoV-2 trdi ndi trén thi truong,

CDC cap nhat va thong bao danh sach sinh pham/trang thiét bi y té chan doan in
vitro xét nghiém SARS-CoV-2 di duoc cung cap thong tin vé: dom vi san xuat/nhip
khau, thong tin tém tit hiéu ning san phim va gia ban do don vi sian xuit, dé cac
TTYT va céc Bénh vién, nghién cru chu dong lién h¢, co ké hoach mua sim phuc vu nhu
cau phong, chdng dich theo chi dao va hudng dan ctia Bo Y té (Phu luc kém theo CV).

Dé nghi cac Pon vi Y té nghién ctu, thyc hién Cong van Sé: 1326 /TTKSBT-
KVSHH ngay 30/7/2021 ciia TTKSBT

Trong qué trinh thyc hién, néu c6 vudng mac, dé nghi lién hé SPT: Cn Hong 0916
639 058, email: khoavshh.cdcgn@gmail.com dé phdi hop hd tro giai quyét.

Tran trong cam on./.

Noi nhdn:
- Nhu trén;
- Luu: VT,VSHH.
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Phu luc kem theo Cong van 1326 /TTKSBT-VSHH ngay 30 /7/2021)

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

1. Test nhanh:
a. San xuat trong nwéc:

A s A A e A Thong tin tém tit hi¢u Gia ban
TT Texn trar}g ?hle? bi S6 ding Ky TenvCong’ ty Terj C°”9 v niing san pham do don Lién hé cong bd
chan doan in vitro dang ky san xuat A A, n X ’ A
vi san xuat cong bo (dong)
. A Cong ty
I(;};i};fﬁg Elf;;lghwm TNHH -Bg nhay (so sanh voi
VN SARS Cov.p | TTB-TTO06- Medicon PCR): 96,3% (80,95% |
T?ugline COVID-19 21 Ngay cona t (Cum Cong véi Ct>30); -B9d déc hiéu | Ong Dao ‘
; . 18/3/2021 gty nghiép (So sénh véi PCR): Pinh Khai | 99.750 ddng/
1 | AgRapid Test (Pinh X ax .| TNHH . e ~ .
, 1A . (SO dang ky . Truong An, 99,75%; - Ngudng phat | 0968031000/ | test
tinh phat hién khang R Medicon « . n °
o co gia tri 12 xa An Khanh, | hién: 0,1 ng/ml v&i 0968031021
nguyén SARSCoV-2 h3 huvé . Kkha An t4i 1
trong mAu ngody dich thang) uyén Hoai ang nguyeén tai to hop
tv hAu ciia neusi buec, Thanh SARSCoV
Y hat cua ngd phé Ha Noi)
b. Nhip khiu:
Thong tin
tom tat hi¢u
Tén trang thiét bi ) . | Hang/Nuwée | So gidy phép PR n 2 ning san A vA Gié béan cong
T chan doan in vitro Ching logi san xuat nhip khau Tén Cong ty nhap khau pham do Lién h¢ bo (dong)
don vi san
xuat cong bo
G161 han phat
Khay thur xét nghiém | BioCredit 11166;211 PISZ’S%(T]L
khang nguyén vi rat COVID-19 RaniGen 5606/BYT - Cone tv Cd ohin - D6 nhav: Bui L¢ 175.000
1 |SARS-Cov-2trong | Ag(Masin | 52" Quée | 1BCT Meditro nic. oLerve | Quyen ddng/test
méu dich pham: 14/7/2021 Do dic 0979040 185 | “*"¢
ty hiu G61RHA20) hidu:

99,36%




Gidi han
phat hi¢n: 8x

Khay thir xét nghiém : ) . A4 Nguyén
KhAng nguyén vi rit | CareStart | 2\H9en S611/BYT - | Cong ty TNHH Tap doan | 102 TCIDSOM | 2 sy | 150,000
Access Bio TB-CT Cham soc Strc khoe mL - Do . A
SARS-CoV-2 trong COVID-19 Ine /M 15/7/2021 Senix nhav: 93.75% Minh dong/tes
mAu dich ty hau VY AY: 7251970 | 0964223 437
- Po dac
hi€u: 99,32%
Gi61 han
phat hién:
Khay thir xét nghiém ) 5,07x 102 ———
khang nguyén vi rat GenBody I':\c? G/ar;ﬁody _?élg{ll?YT TNHH Thuong mai va TCID50/ mL TC él%)]:huy thang
SARS-CoV-2 trong COVID-19 Q z 17/7/2021 Cong ngh¢ k¥ thuat TNT | - B0 nhay: 0936333 380 135.000 dong
mAu dich ty hiu uoe 89,05% - Do
dac hiéu:
99,19%
Gidi han
hat hién:
Khay thir xét nghiém 1 o) pagy | AGAsaN 5717/BYT - 7,46 103 Vii Tién dlé?.gcggt
khang nguyén vi rat Y | Pharmaceut Cong ty TNHH Séau TCID50/ mL \ gite
SARS-CoV-2trong | 1&ot ical Co., Ltd. | BCT Ngbi Sao Viét Nam -Ponhay: | Hung (chya tinh
X A COVID-19 o~ | 171712021 i n, s | 0344261 641 | thué GTGT
mau dich ty hau /Han Quoc 94,67% - Bo 506)
dic hiéu: °
97,71%
SARSCoV- Ngudng phat
2 Rapid hién (LoD): 3
Khay thr xét nghiém | Antigen 312X 1022 | ..
khang nguyén vi rat | Test . 5739/BYT - ) TCIDSO/ML | B8 Trwong ) 2.920.000
SD Biosensor Cong ty TNHH Roche x %z, | Thi To Hoa | dong/hop 25
SARS-CoV-2 trong (093275920 . | TB-CT A cho mau phét
x FO Inc/Han Quoc Viét Nam ~. 0973.40 test (116.800
mau phet mili hong 43/9901- 18/7/2021 miii hong 1035 dong/test)
hodc mau phét mili NCOV truc ti€p, 5 x ' &
- 103.2
01G) TCID50/mL




Ngudng phat
hién: 1,6x102

TCID50/mL;
o . Mau ngoay
Mag novenainat | Flowflex ACON dich miii: D | Ong Hoang
ARG Covo tona | SARSCoy. | Biotech | 5787/BYT- S nhay: 97,3%; | Minh Toan | o0
S ek m9i > Aioen | (Hangzhou) TB-CT | Congty C6 phin A Chau | Do dic higu: | 0968031 Prave
A ngpay cie1 T ng Co., Ltd./ 20/7/2021 99,6%; Mau |  016/096 &
hoac mau ngoay dich | Rapid Test £ L
PO L Trung Quoc ngoay dich ty 8031033
ty hau cua nguoi. X A
hau: Bo
nhay: 97,6%;
bo dac hiéu:
99,5%
Ngudng phat
hién: 1,15 x
102
TQ ID50/mL;
Khay thtr xét nghiém Mau ngoay
khang nguyén vi rat ) . .z, 1. | dichmii: Do | A x
SARS-Cov-2trong | DIOSTNEX | giogyE x [ S897BYT- | Cong ty TNHH ThiCtbi |y, g7 5oy | Ong Neuyen |55 004300
miungody dichmii | SOVID LY | A France | 1BCT va Gidi phap ky thudt | 5" jhs) 0 | Hoang Cu -y
A Ag BSS 22/7/2021 Hung Thinh PSRN | 0944448 883
hodc mau ngoay dich 100%; Mau
ty hau cua nguoi ngody dich ty
hau: B6
nhay: 96%;
b6 dac hiéu:
100%
Ngudng phat
Khay thir xét nghiém | VIRUST | ., }113?;‘ 1,26 x
khéng nguyén virit | COVID-19 5960/BYT - | Cong ty C phan Cong . | Ong Nguyén 3
SARS-CoV-2trong | Antigen Ef)‘:hg;?gy TB-CT ngh¢ Y € Sao Pong ;S '330/_ ML | xuan Huynh | ,0000040ne
mAu ngody dich ty hiu | Rapid Test b 26/7/2021 Duong >IhaY- | 0379596 899
, .. Loan 93,1%; Do
clia nguoi (TD-4531) dac hiéu:

99,6%;




I1I. XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:
1. Test nhgnh:
a. San xuat trong nwéc:

Théng tin tom tat

A e, pe A A A ~ on - - X Gia ban
T Texn trar}g ?hle? bi $6 diing ky TenvCong’ ty Terj Cong ty | hi€u ning sdn phz}m Lién hé cong b
chan doan in vitro dang ky san xuat do don vi san xuat : (ddng)
cong bo
Ngudng phat hién:
150ng/ml v6i khang
the khang IgG khang
Khay thtr xét nghiém SARSCoV-2 va
dinh tinh khang t_hé 150ng/ml véi khang
IgM, 1gG khang vi rat theé IgM khang SARS-
SARS-CoV-2 Trueline CoV-2 - banh gia
CQ\/ID-l9 Ig.G/ IgM hiff:u n:Zing s;émp}lﬁm
ri oty | % duoe i |
(IgG/1gM) khéng vi Medicon nhan am tinh, duong 92.400 dong/
rut SARSCoV-2 trong | TTB-TT-08- ~ tinh voi SARS-CoV-2 test (chua
mau toan phan, huyét 21 Ngay N (Cum gong bang PCR: Ong Pao Pinh | bao gdom vat
thanh hodc huyét 20/5/2021 cong ty nghiép + D0 nhay: 7 ngay sau Khoi tu, phu kién)
1 tuong nguc‘ﬁ San pham | (S6 dang ky TNHH Tmbng An, khoi . 0968031000/ 97’ 650 déﬁg/
stdung | cogiawil2 | Medicon X SQHKE?)ZT phat 12 40%, 8-14 0968031021 | test (bao gom
trong giam sgt, huy,et thang) foé,The‘mh ngfity sag ‘ vat tLE phu
thanh hoc, giam sat ph 5 khéi phat 1a 91,00%, kién)
dich t€ hoc xac dinh A >15
tinh trang phoi nhiém Ha Noi) ngay sau khoi phat 1a
v6i SARS-CoV-2 va 97,69%;

hd
trg chan doan & giai
doan sau 7 ngay khoi
phat)

+ D§ dac hiéu

twong quan: 100%;
mau lam sang da dugc
xac nhan am tinh,
duong tinh v6i SARS-
CoV-2 bang PCR:




%ﬁg :ﬁl‘;’fﬁar;gh;ﬁem Gi6i han phét hién: tai
" khana vi ng ham luong 100ng/mL
SARSCOV-2 Polyvac (Ing/XN) khang the
: khang protein N cua
COVID-19 Ab Rapid SARSCOV-2, két qua
Tes VD Rl oV ot e .
Khéne the TeM/IeG Trung tdm | va cho vach T véi
Khan gvi I’lfl?SAF%S- Nghién citu | cudong do mau > 15
CO\?—Z trone mau TTB-TT-12- san xuat vac | mADs. - Banh gia
huvét thanh/gh & 21 Naa Trung tam xinvasinh | hiéu nang sir dung N
mo‘;y - du‘;ytrén Lo/ /29023’1 Nghién ctru | phim y té 418 | Elecsys Anti-SARS Ong Nguyén | 3.017.375
2 N égn lg’ séc kY midn (S6 dang ks san xuat vac Vinh Hung, | CoV-2 lam tham Dang Hién dong /hop
Euyen 7y sac &y m! 0 CANE XY | xin va sinh Phuong | chiéu: 0913236890 (25 test)
dich. San pham su co gia tri 12 2 Z N N )
e . pham y té Thanh Tri, | + D nhay: 94,9
dm}g trong glam ?"i‘t thang) Quéan Hoang | + Do dac hiéu:
hu}{et t.hanli hoc, gam Mai, Thanh | 98,79%
S.at dl‘Ch te hoc xac phé - Béanh gia hiéu nang
dinhtinh trang phoi stt dung phrong phép
nhiem - X
V6i SARS-COV-2 v RT.PCR lam tham
oo + D nhay: 91,06%
tro chan doan & giai + P dic hicu:
doan sau 7 ngay khéi 98.79% o
phat) ’
b. Nhéip khiu
Théng tin tom
Tén trang thiét bi ~ . £ X . tit hiéu ning s A
TT chin doan in Chung loai Hsaélng;ligf’c Sshg;aykﬁgﬁp Tén Cong ty nhip khiu | san phim do Lién h¢ G:)a 62?1%1?0; g
vitro P don vi san xuat g
cong bo




Sinh pham chan
doan in vitro xét

" . 2 Guangzhou
nghi¢ém khang the¢ | SARS-CoV2 i A . A N
IgM/IgG trong | antibody Test _Wonfo 1689/BYTTB Cong ty TNHH Avanta bo nh%y' < O‘ng Vlﬂ 150.000
, 0
£ £ BiotechCo., CT ngay . . 86,43%, d0 dac | Hoang Viét X
huyét thanh, huyét | (lateral Flow Ltd/trun 27/3/2020 Diagnostics hidu: 99.57% 0983.348 468 dong/ test
tuong, mautoan Method) Quéc g P TR o R
phan 4
nguoi
- B§ nhay:
+IgM: 5- 10
ngay khadi phat:
. 2 2 : 16%; >15 ngay:
(?(I)ZE I1)111 il/ril:rf)h;; (Zngjr?élog\/) Shenzhen 75% + 1gG: >15 Cong ty chua
nghicm khing thé | Coronavirus | _ Lvshivuan | 1920/BYTTB- | o\ oo | nghy khoiphit: | Ba Truong | =) 4o
lgM/lgG trong | IgG/igm | Biotechnology | CT ngdy him Phic Son || 625%-Dodic | ThiPhic | ET0R
X £ . Co., Ltd/ 06/4/2020 p hiéu: c6 phan | 0978.297.789 | - aP <hau
huyét thanh, huyét | Rapid Test Trung Quéc {mg véi khang san pham nay
tuong ngudi Kit thé IgG khang Vi
rut Dengue
(Theo danh gia

cua NIHE)




