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DO nhay: 95.07% (95%CI: 92.32%~97.05%)
D0 dac hiéu: 99.56% (95%CI: 98.41%~99.95%)
Ty lé dong nhat: 97.56% (95%(CI: 96.25%~98.50%)
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Tai liéu phé duyét lVOHC'fO

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
g Doc lgp - Ty do - Hgnh phiic VIEN KIEM DINH QUOC GIA VAC XIN VA SINH PHAM Y TE, BO Y TE, VIET NAM
So: Y05 /BYT-TB-CT Ha Ngi, ngay 25 thdang 9 nam 2021 NATIONAL INSTITUTE FOR CONTROL OF VACCINE AND BIOLOGICALS, MOH,VIET NAM

V/v: nhip khéu sinh phim
chin dodn in vitro xét nghiém
khéng nguyén SARS-CoV-2

Dai Kim, Hoang Mai, Ha Noi, Viet Nam
Tel: (84.4) 38553148 - (84.4) 35595236 * Fax: (84.4) 38554816 * Email: contact@nicvb.org.vn * Website: http://nicvb.org.vn

GIAY CHUNG NHAN KIEM NGHIEM

—— P . . TRANG THIET BI Y TE CHAN POAN IN VITRO
Kinh giri: Cong ty TNHH Xuat nhép khau y té Thing Long S6: 04521/TTBYT- PK

(Chirng nhan nay chi cé gid tri ding ky)

Bo Y té (Vu Trang thiét bi va Céng trinh L té) nhan duge Pon hang 56

02082021/TL/CV de ngay 02/8/2021 ciia Cong ty vé nhap khau sinh pham chén doén Tén thwong mai: | 2019-nCoV Antigen Test
in vitro chura c6 sé ding ky xét nghiém SARS-CoV-2 va hé so bd sung ngay L d
21/8/2021, 05/9/2021 va 22/972021; il Hlow Metko MaNICVB:  05421/NICVB - DK
Cain cif Thong trsb 47/2010/TT-BYT ngay 29/12/2010 ctia BS Y té husmg dn Tenehung:BO xeviglienvatianh pit hif khisg
hoat dong Xuéit khau, nhip khéu thudc va bao bi tiép xtc truc tiép véi thuoc va Bién nguyén vi rit SARS-CoV-2
ban thdm dinh hé so nhap khiu sinh pham chén doén in vitro chira c6 sé dang ky;
Cén ci tinh hinh dich Covid-19; ' S6 16 (trén test): W19610611 S6 16 (trén vé hgp):  W19610611
B0 Y té c6 ¥ kién nhu sau: . e
4 3 . ; Ngay sa t: 04/06/2021 Han dung: 03/06/2022
Déng ¥ dé Céng ty nhap khdu 01 sinh phim chén doén in vitro{20T9-nCoV ] shysaT e
|Ant15en Test (Lateral Flow Method) (W196), hop 20 xét nghiém (test ‘gom20 tur Dpnig d6ag got: 20 test/ hop l

nho giot; 20 tdm bdng v trung; 2 hop dém chiét (2x 6 mL); 1 to& hudéng dan st
dung tai don hang 22092021/TL/CV d& ngay 22/9/2021, sb luong: 500.000 hd
(nm tram nghin hép). Don hang gdm 02 trang 01 khoan c6 déng dau xac nhén cua

kin riéng 1é, moi tii chira: 01 khay!thir,:01: ti hiit 4m; 20 ong chiét mau;2 0 & ong { e wa ‘
'3

|
' Nha san xuit: Guangzhoy Wondfo [Biotech Co., | Pon vi gii miu: Cong ty TNHH Xuét |

Bo Y té. Eﬂ Trung Quéc Nhip Khéu Y té Thang Long ’
Sén phdm trén phai dugc sir dung theo ding quy dinh tai Quyét dinh sé

4042/QD-BYT ngay 21/09/2020 ctia By Y te vé vi¢e phé duyét Ke hoach xét nghiém Két lujn: Trang thiét bi y té chin dodn in vitro, 16 s6 W19610611, han ding 03/06/2022 do

phat hién nhiém SARS-CoV-2 trong giai doan dich COVID-19 va Quyét dinh s : & e o e - :

2022/QD-BYT ngiy 28/4/2021 cta B3 Y P Huéng d&n su: dung sinh phém Guangzhou Wondfo Biotech Co., Ltd. — Trung Quoc san xuat dat yéu céu vé d¢ nhay lam sang, do

xét nghlem nhanh khang nguyén vi rit SARS-CoV-2, Cong vin s6 5414/BYT-TB- ddc hiu 1am sang theo tiéu chudn cia nha sin xuit.

CT ngay 08/7/2021 ciia B Y té va huéng dn ctia nha san xuét.

Céng ty phai thuc hién theo dung cac qui dinh hién hanh vé& xuit nhap khéu
sinh phim chan dodn in vitro va c4c qui dinh 06 lién quan; chju trach nhiém vé chit
lwgng san phim nhép khau, '

Pon hang ¢6 gia tri dén hét ngay 31/12/2021.

B& Y té thong bdo dé Cong ty biét va thuc hign./.

\'ﬁoan Hiru Thién

Noi nhin:

- Nhur trén;

- B§ trudng (dé b/cdo);

- TT. Truong Qudc Cuong (dé b/cdo);
- Lwu: VT, TB-CT.
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