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HIEH T2 S2UMT

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
DPic lip - Ty do - Hanh phiic

Ha Ngi, ngay 24_thang 7 nam 2021

S6: §344 /BYT-TB-CT
V/v: nhép khéu sinh phim
chén doan in vitro xét nghiém
khéng nguyén vi rit SARS-CoV-2

Kinh giri: Cong ty TNHH Déu tu thiét bj cong nghé NTN Global

Bo Y té (Vu Trang thiét bj va Céng trinh ¥ té) nhin duge Don hang s6 NTN-
COVAGO025 de ngay 15/7/2021 ctua Cong ty ve nhap khéu sinh phidm chan dodn in
vitro chua 6 s6 ding ky xét nghiém SARS-CoV-2 va hd so b sung ngay 20/7/2021;

Cén ctr Thong tu s647/2010/TT-BYT ngay 29/12/2010 cua BoY té hudéng din
hoat dong xuéit khau, nhap khau thudc va bao bi tiép xic truc tiép véi thuoc va Bién
ban thim dinh ho so nhap khéu sinh phim chan doan in vitro chua c6 s6 ding ky;

Cin cir tinh hinh dich Covid-19;
BOY té ¢6 y kién nhu sau:

Covid-19 AgJhop goém: hop 25 khay thir (test) tai don hang NTN- COVAGO25 de
ngay 15/7/2021, so luqng 4.000 hop (Bon nghin hép). Pon hang gbm 01 trang 01
khoan c¢6 déng déu xac nhén ctia B Y té.

San pham trén phai duge sir dung theo dung quy dinh tal Quyét dinh sb
4042/QD-BYT ngay 21/09/2020 ctaBo Y té vé viéc phé duyét Ké hoach xet nghiém
phét hién nhiém SARS-CoV-2 trong giai doan dich COVID-19 va Quyét dinh s6
2022/QD-BYT ngay 28/4/2021 ciaB§ Y t& ban hanh Huéng dén sir dyng sinh pham
xét nghiém nhanh khéng nguyén vi rit SARS-CoV-2, Cong van s6 5414/BYT-TB-
CT ngay 08/7/2021 ctia B Y té va huéng dan cia nha san Xuat,

Cong ty phai thyc hién theo dung cac qui dinh hién hanh vé xuét nhap khau
sinh phdm chan dodn in vitro va cdc qui dinh ¢6 lién quan; chiu trach nhiém vé chat
lwgng san phim nhap khéu.

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

B Y té thong bio dé Cong ty biét va thyc hién./.

Noi nhan:

- Nhu trén;

- Bo trudmg (dé b/cdo);

- TT. Truong Quéc Cudng (dé blcdo);
- Luwu: VT, TB-CT.

Dén f j dé Cong ty nhdp khéu 01 sinh phdm chén doén in vitro:] Genbody
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July 13, 2021

Han-bum Park, RA

GenBody Inc.

3-18, Eopseong 2-gil, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, 31077 Republic of Korea

Device: GenBody COVID-19 Ag

EUA Number: EUA210249

Company: GenBody Inc.

Indication: Qualitative detection of nucleocapsid protein antigen from SARS-

CoV-2 in direct nasopharyngeal swab (NP) specimens from
individuals who are suspected of COVID-19 by their healthcare
provider within the first six days of symptom onset. Emergency
use of this test is limited to authorized laboratories.

Authorized Laboratories: | Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet the
requirements to perform moderate, high, or waived complexity
tests. This test is authorized for use at the Point of Care (POC), i.e.,
in patient care seftings operating under a CLIA Certificate of

Waiver, Certificate of Compliance, or Certificate of Accreditation.

Dear Han-bum Park:

This letter is in response to your' request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of your product,” pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).

On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.

Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in

! For ease of reference, this letter will use the term “you™ and related terms to refer to GenBody Inc.
? For ease of reference, this letter will use the term *“your product™ to refer to the GenBody COVID-19 Ag, used for
the indication identified above.




