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. Viv nhip khiiu sinh phim
chin dodn in vitro xét nghi¢m vi rit
Corona (SARS-CoV-2)

NATIONAL INSTITUTE FOR CONTROL OF VACCINE AND BIOLOGICALS, MOH,VIET NAM

Dal Kim, Hoang Mai, Ha Noi, Viet Nam
Tol: (84.4) 38553148 - (84.4) 35505236 * Fax: (84.4) 38554816 * Emall: contact@nicvb,org.vn * Website: http/inicvb.org.vn

Kinh giri: Cong ty TNHH Dich vy tong hgp Medaz Viét Nam GIAY CHUNG NH AN KIEM NGH]EM
TRANG THIET BI Y TE CHAN DOAN IN VITRO
B6 Y té (Vu Trang thiét bj va Cong trinh y té) nhin dugc Pon hang sb ’ S6: 01821/TTBYT- PK
02-2705/2021/MEDAZ dé ngay 27/5/2021 cia Cong ty vé nhip khéu sinh pham (Chirng nhin nay chi co gid tri dang ky)
cl:fm dodn in vitro chua c6 s0 ding ky xét nghiém vi it Corona (SARS-CoV-2) va '
hil 5o b0 stkig ngAy 21AAeN Tén thwong mai] SGTi-flex COVID-19 A
Ciin clr Thong tu s 47/2010/TT-BYT ngdy 29/12/2010 ciia By Y té g ma - g
huéng din hoat dgng xuit khiu, nhap khiu thuéc va bao bi tiép xtic tryc tiép véi Tén chung: Khay thir xét nghiém khang nguyén | Ma NICVB:  01921/NICVB - PK
thubc va Bién ban thim dinh hd so nhip khéu sinh phim chin doén in vitro chua R
cé sb ding ky; vi rit SARS-CoV-2
Can cir Gidy chimg nhin kiém nghiém trang thiét bi y té chin doan in S — -
vitro s8 01821/TTBYT-DK cia Vign Kiém dinh Quéc gia Vac xin va Sinh $6 16 (trén test): CAGT21905 $616 (trén vo hjp):  CAGT21905
pham y té ngay 18/6/2021; o - 2 ] .
By Y té c6 y kién nhu sau: y . 2l Ngay sin xut: 20/04/2021 Han ding: 19/04/2023
Déng v _dé Céng ty nhap khdu 01 sinh pham chan dodn in vitro: 7 = ‘ 9N .

SGTi-flex COVID-19 Ag| hop gdm: 25 khay thw, 25 ong dd c6 _dich chiét .
. STIE; t, 25 qué tim bong ldy mau, 01 huéng dan sir dung Dang déng goéi: 25 test/ hp

tai don hang 01-2106/2021/MEDAZ dé ngay 21/6/2021, s lugng: 200.000 hop SEenY Zv —

(hai trim nghin hép). Pon hang gdm 01 trang 01 khoan c6 dong diu xac nhin

i . . £ 41 o A : 2 Pon vi giri mau: Cong ty TNHH Dich vu
San phim trén phai duge sir dung theo ding quy dinh tai Quyét dinh so Nha sin xuét: Sugentech, Inc — Han Quéc . .
4042/QD-BYT ngay 21/09/2020 cia B$ Y té vé viéc phé duyét Ké hoach xét téng hop Medaz Viét Nam

nghiém phat hién nhidm SARS-CoV-2 trong giai doan dich COVID-19 va . N s
Quyét dinh sé 2022/QD-BYT ngay 28/4/2021 cua B Y té ban hanh Hudng din

sir dung sinh phém xét nghiém nhanh khéng nguyén vi rit SARS-CoV-2. Két ludn: T FoA b & :
il e it theo g ofo-qul Ak kit bieh i e udin: Trang thiét b;'> té chﬁf‘ do4n in vnro,. 16 s6 CAGT21905, han ding 19/04/2023 do
khiu sinh phdm chin doan in vitro va céc quy dinh 6 lién quan. Sugentech, Inc - Han Quéc san xudt dat yéu ciu v& d) nhay, do dic hiéu, gii han phat hién theo
Pon hing c6 gid tri dén hét ngay 31/12/2021. tiéu chudn ctia nha san xuit.

B3 Y té théng bdo dé Cong ty biét va thyc hign./. e
Ha Ngi, ngay 18 thang 06 nam 2021
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