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PIEM TIN THONG TIN THUOC — CANH GIAC DUQC

FDA: Phé duyét thudc diéu tri Covid-19 dau tién cho tré em dudi 12 tudi

Nguén: https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-
update-fda-approves-first-covid-19-treatment-young-children

biém tin: Nguyeén Th;i Tuyén

Ngay 25/04/2022, Co quan quan 1y Thyc phdm va Dugce pham Hoa Ky (FDA) thong
bao di mé rong chi dinh diéu tri Covid-19 cua thude khang vi rat Veklury (remdesivir) cho dbi
tuong tré em tir 28 ngdy tudi trd 1én va can nang it nhat 3 kg c6 két qua xét nghiém truc tiép
duong tinh v6i Sars-CoV-2, cac bénh nhi:

- Nhéap vién, hoac

- Ngoai trd mac Covid-19 mirc 46 nhe dén trung binh va co nguy co tién trién ning
Covid-19, bao gdm nhép vién va tir vong.

Veklury tr¢ thanh thubc diéu tri Covid- 19 cho tré nh6 dudi 12 tudi dau tién dugc cap
phép. FDA da thu hdi gidy phép s dung khan cap cta thudc nay véi chi dinh cho tré em.

Trudc day, Veklury chi dugc cap phép trong diéu tri Covid-19 cho nguoi 16n va tré tir
12 tudi trd 1én c6 can nang it nhat 40 kg.

Giam ddc Trung tim nghién ctru va danh gia Dugc pham cua FDA cho blet “Do Covid-
19 ¢6 thé gay bénh ning & mot sb tré em, mot sé tré khong thé tlem chung nén vén can c6 lya
chon diéu tri Covid-19 an toan cho hiéu qua cho cac bénh nhi nay”.

Veklury khong thé thay thé bién phap du phong dugc khuyen cao |4 tiém vic xin ngira
Covid-19. FDA da phé duyét hai loai vac xin va c6 3 loai vic xin san c6 tai Hoa Ky. FDA
khuyén cao ngudi dan nén tiém phong va tiém lidu bo sung khi du diéu kién.

Viéc cap phép str dung Veklury ¢ ddi tuong bénh nhi dugc hd tro boi két qua tir cac thir
nghiém 1am sang pha III & nguoi 16n. Thong tin vé cac thir nghiém & nguoi 16n c6 thé duge tim
thdy trong nhan thudc dugc FDA céap phép cho thudc ndy. Viée cap phép cling dugc hd tro boi
mot nghién ctru 1am sang nhan mé, mot nhém, pha I/ trén 53 bénh nhi it nhat 28 ngay tudi
va ning 3 kg trd 1én c6 két qua dwong tinh véi Sars-CoV-2 mic Covid-19 mirc d6 nhe, trung
binh hoic ning. Bénh nhan duoc sir dung Veklury téi da 10 ngay. Két qua vé tinh an toan va
dugc dong hoc trén tré em tuong tu ngudi 16n. Dang bao ché duy nhéat dugc cip phép 1a Veklury
dang tiém.

Cac phan mg c6 hai c6 thé xay ra khi str dung Veklury bao gom tang men gan, day co
thé 1a dau hiéu ton thuong gan; phan tng di ing, c6 thé bao gdm thay doi huyet ap, nhip tim,
mirc oxy trong mau thip, sot, kho tho, the kho khe, sung tay, phat ban, budn nén, d6 mé héi
hoac lanh run.
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