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FDA: Cap phép str dung khan cap vac xin COVID-19

Pfizer-BioNTech cho tré ttr 5 dén 11 tudi

i Ngay 29/10/2021, FDA da cho phép st dung khan cap vac xin COVID-
i ! 19 Pfizer-BioNTech dé phong ngtra COVID-19 cho tré em tir 5 dén 11 i

. ngwoi da bé phiéu ap dao ung hé viéc cung cap vac-xin cho tré em

i trong dé tudi nay.

Tinh hinh COVID-19 & tré em
Tai Hoa Ky,
COVID-19 &

tudi chiém 39% céac trwong hop &

cac trwong hop

tré em tr 5 dén 11

nhirng nguoi dwdi 18 tudi. Theo
CDC, khoéng 8300 truwdng hop
COVID-19 o
tudi phai nhap vién. Tinh dén ngay
17 thang 10, 691 trwdng hop tlr
vong do COVID-19 da duoc béao

cao & My & nhirng nguwoi dwdi 18

tré em tr 5 dén 11

tudi, v&i 146 trwdng hop tir vong &
nhom tir 5 dén 11 tudi.

Liéu str dung

Vac xin Pfizer-BioNTech COVID-19
cho tré em tr 5 dén 11 tudi duoc
st dung hai liéu, cach nhau 3 tuan,
nhwng liéu thdp hon (10 microgam)
so voi lidu dwoc st dung cho
nguwdi tr 12 tubi tré 1én (30
microgam).

Hiéu qua

Pap (rng mién dich clha tré em to 5
dén 11 tudi twong dwong voi dap
&ng mién dich & ngudi tr 16 dén
25 tudi. Ngoai ra, vac-xin nay duoc
ghi nhan cé hiéu qua 90,7% trong
viéc ngan ngra COVID-19 & tré
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i tu6i Viéc cap phép dwa trén danh gia ky lwéng va minh bach cac dtp!

i Ileu ttp c4Cc chuyén gia cta Gy ban cé van ddéc lap cta FDA, nhirng .



em tlr 5 dén 11 tudi.

Tinh an toan

Tinh an toan cla véc-xin da dwoc
nghién ctru trén khoang 3.100 tré em
ttr 5 dén 11 tudi dwoc tiem vac-xin va
khéng cé phan ng c6 hai nghiém
trong dwoc phat hién trong nghién
ctu dang dién ra. Uy ban Cb van vé
Thwc hanh Tiém chdng cua Trung
tam Kiém soat va Phong ngtra Dich
bénh Hoa Ky (CDC) sé thao luan
thém vé cac khuyén céo cho thuc
hanh l1am sang.

Cac tac dung phu thwdng dwoc bao
cao trong thr nghiém I&m sang bao
gdm dau chd tiém (dau canh tay), dé
va swng, mét mai, nhirc dau, dau co
va / hoac khép, én lanh, sét, sung
hach bach huyét, budn nén va gidm
cdm giac thém an. Nhiéu tré em bao
cdo cac phan &ng phu sau liéu the
hai hon sau liéu dau tién. Cac tac
dung phu thuwéng & mirc dd nhe dén
trung binh va xay ra trong vong hai
ngay sau khi tiém chdng, va hau hét
bién mét trong vong moét dén hai
ngay.

Giam sat an toan dang dién ra
Pfizer Inc. d& cap nhat ké hoach
giam sat an toan cta minh dé bao

gdm danh gia viéem co tim, viém

mang ngoai tim va cac sw kién khac
dwoc quan tam & tré em tr 5 dén 11
tudi. Ngoai ra, FDA va CDC c6 mot
s6 hé thdng dé giam sat lién tuc tinh
an toan cla vac xin COVID-19 va
cho phép phat hién va diéu tra nhanh
chong cac van dé an toan tiém an.
Pfizer Inc. va cac nha cung cép dich
vu tiém chuiing bét budc phai bao cao
vé bat ky sy kién béat loi nghiém
trong nao, cac trwwdng hop HGI chirng
viem da hé va cac trwong hop
COVID-19 dan dén nhap vién hoac
tlr vong & nhirng nguwoi dwoc tiém
ching. Cac nha cung cép dich vu
tiém chlng ciing bat budc phai bao
cdo tat ca cac 16i quan ly véc xin cho
VAERS ma ho nhan thiy va cho
Pfizer Inc. dé dwa vao ban tom tat va
phan tich tat ca cac 16i quan ly vac
xin da xac dinh trong bao cao an toan
hang thang cho FDA.

Dir liéu hé tro cdng thirc vac-xin
mé&i dé cai thién doé 6n dinh va
diéu kién bao quan

FDA ngay nay cling cho phép thay
dbi san xuat vac xin dé bao gébm mét
céng thirc sl dung mot chat dém
khac; chat dém giup duy tri do pH
cla vac-xin (thwéc do mirc dd acid

hodc kiém cua dung dich) va sy én
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dinh. Cong thirc m&i nay 4n dinh hon
& nhiét d6 lanh trong thoi gian dai
hon, cho phép cac nha cung cép vac
xin linh hoat hon.

Céng thirc vac xin méi do Pfizer Inc.
phat trién c6 chira chat dém Tris,
chidt dém thuwong dwoc s dung
trong nhiéu loai vac xin khac dwoc

FDA chép thuan va cac sinh pham

khac, bao gbm ca& cac san pham
dung cho tré em. FDA da danh gia
dir lieu san xuat dé hd tro viec s
dung Vac xin Pfizer-BioNTech
COVID-19 c6 chra dém Tris va két
ludn rang né khéng gay lo ngai vé

tinh an toan hoac hiéu qua.

Tdng hop: Té Thong tin thuéc — Dwoc [am sang.

Tai liéu tham khao:

[1]. FDA (2021), FDA Authorizes Pfizer-BioNTech COVID-19 Vaccine for Emergency Use in Children 5 through 11 Years of

Age, truy xuat tir:

https://www.fda.gov/news-events/press-announcements/fda-authorizes-pfizer-biontech-covid-19-vaccine-emergency-use-
children-5-through-11-years-age?fbclid=lwAR082tKzLxtInmrBtCGFKeEJHI6RBCJg3kpnxxyVrOEpMBmMK2VDvaiHr1Fw
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