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Pai dién WHO tai Viét Nam: Kit xét nghiém cua

”

Viét A khéng cung cap duoc bang ching an

toan
09:47 22/12/2021

Khang dinh cla Tién si Kidong Park, dai dién T6 chirc Y t& Thé gidi tai Viét Nam
vé kit xét nghiém cla Cong ty Viét A 1a khdng cung cap dugc chiing clt bang
van ban vé an toan, hiéu suat va QMS.

Trong thong cdo gui bdo chi ngay 21/12, Tién si Kidong Park, Trudng dai dién T chic Y té
Thé gidi (WHO) tai Viét Nam thdong tin: San pham kit xét nghiém PCR do Cong ty c6 phan
C6ng nghé Viét A (Cong ty Viét A) sadn xuat da dugc dang ky danh gia theo Quy trinh Danh
sach S dung Khan cap (EUL) cia WHO d6i véi chan doan Covid-19 trong 6ng nghiém. Bé
la sdn pham LightPower iVASARS-CoV-2 1stRT-rPCR Kit.

EUL 0524-210-00 WHO EUL Public Report October 2020

WHO Emergency Use Assessment Coronavirus disease (COVID-19) IVDs
PUBLIC REPORT

Product: LightPower VASARS-CoV-2 1stRT-rPCR Kit
EUL Number: EUL 0524-210-00
Outcome: Not Accepted.

The EUL process is intended to expedite the availability of in vitro diagnostics needed in public
health emergency situations and to assist interested UN procurement agencies and Member
States in determining the acceptability of using specific products in the context of a Public
Health Emergency of International Concern (PHEIC), based on an essential set of available
quality, safety and performance data. The EUL procedure includes the following:

e Quality Management Systems Review and Plan for Post-Market Surveillance: desk-top
review of the manufacturer’'s Quality Management System documentation and
specific manufacturing documents;

* Product Dossier Review: assessment of the documentary evidence of safety and
performance.

LightPower VASARS-CoV-2 1stRT-rPCR Kit with product code VA.A02-055H, manufactured by
Viet A Technology corporation, 372A/8 Ho Van Hue, Ward 9, Phu Nhuan District, Ho Chi Minh
City, Vietnam, is not eligible for WHO procurement.




Noi dung WHO tra 15i vé kit xét nghiém cda Céng ty Viét A. Anh Zing.

Theo két luan ciia WHO, bo kit da dugc xem xét va danh gia. bon vi khéng cung
cap dugc bang chiing bang van ban vé an toan, hiéu suat va/hoac QMS (Hé
thong Quan ly Chat lugng Thiét bi Y té€) nhu yéu cau.

Trong bdo cdo hoi thdng 10/2020, sau quy trinh dadnh gid EUL, WHO két luan bd
kit xét nghiém do céng ty Viét A san xudt khéng dap Gng dugc diéu kién mua
sam.

Tién si Park cung cadp théng tin: San phdm cta Céng ty Viét A cé tén trong danh
sach gom 46 bd xét nghiém khong dap (ng dugc cdc bang chidng tai liéu can
thiét vé an toan, hiéu suat va/hodac QMS; cac dang ky da bi rat lai hoac khong
dap Ung cac tiéu chi du diéu kién dé danh gid EUL. Tinh dén ngay 20/12, 28 san
pham kit xét nghiém Covid-19 dugc chap thuan thong qua quy trinh EUL cua
WHO.

"Kit xét nghiém Covid-19 véi chat lugng ddm bdo, an toan va hiéu suat la mét
thanh phan quan trong cta chién lugc tong thé dé kiém soat dai dich", Tién si
Park nhan manh.
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Kit xét nghiém khong cung cap dugc bang chidng an toan,
hiéu suat va QMS duoc "théi gid" 470.000 déng/bo.

Ngay 20/12, sau khi B6 Céng an thong tin vé viéc khéi té6 6ng Phan Qudc Viét,
Chu tich HPQT kiém Téng gidm déc Cong ty Viét A va 6 bj can khac do lién quan
vu “théi gid” kit xét nghiém SARS-CoV-2, thi du ludn mdi biét, vu viéc nay co
lién quan dén nhiéu co quan, bd, nganh.




Vu Trang thiét bj va Céng trinh y t&, B Y té thi c6 han van ban gui sd y té trén
ca nudc gidi thiéu kit xét nghiém SARS-CoV-2 cua Cong ty Viét A véi viéc cong
b6 gia ban 470.000 déng/bb.

BO Khoa hoc va Cong nghé thi cé han trang web khang dinh, kit xét nghiém
Cong ty Viét A dugc WHO cdng nhan dat chuén.

Hai co quan quan trong nhat da khang dinh, “giéi thiéu”, “dinh gid” nhu vay thi
dia phuong thuc su khé long ma “dé” dugc “ca” nay. Thé nén, hang loat CDC
cac tinh “dinh don théi gid” qua that, du luan cling khéng thay la. Hién nay, du
luan dang cho BO Y té, B6 Khoa hoc va Cong nghé c6 nhitng gidi thich cu thé
ch khong phai la “nham 1an” la déi 16i trdch nhiém cho nhau nhu théng bédo
cla B6 Khoa hoc va Cong nghé: B6 chi dua théng tin, con dua vao trong hoat
dong diéu tri, phong chong dich Covid-19 hay khéng la do BO Y té.
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