TO THONG TIN DANH CHO NGUO1 PUQC TIEM VAC-XIN VA NGUOI
CHAM SOC

' GIAY PHEP SU DUNG KHAN CAP (EUA) '
VAC XIN NOVAVAX COVID-19, ADJUVANTED NHAM PHONG CHONG
DICH BENH CORONAVIRUS 2019 (COVID-19)

Quy vi dang dwoc cung cip Vic-xin COVID-19 Novavax, Adjuvanted dé ngin ngira Bénh
Coronavirus 2019 (COVID-19) do hoi chirng hé hap cap tinh nghiém trong coronavirus 2 (SARS-
CoV-2) giy ra.

Vic-xin COVID-19 Novavax, Adjuvanted da nhan dwgc Gidy Phép Sir Dung Khén Cép (EUA)
cia Co Quan Quéan Ly Thuec Pham Va Dugc Pham Hoa Ky (FDA) dé cung cap:

e mot lidu trinh hai liéu tiém chinh danh cho nhing nguoi tir 12 tudi tré 1én.

e liéu nhic lai thur nhét it nhat 6 thang sau khi hoan thanh miii tiém chinh bang véic-xin COVID-19
khac dugc cap phép hodc dugc phé duyét danh cho nhitng nguoi sau day:

nhiing nguoi tir 18 tudi tré 1én ma véc-xin COVID-19 mili nhic lai mRNA hai phan'
dugc FDA cap phép khong thé hodc khong phu hop veé mat 1am sang dé tiém,

e nhimng nguoi tir 18 tudi tré 1én lya chon tiém Vic-xin COVID-19 Novavax, Adjuvanted
boi vi néu khong ho s€ khong dugc ti€ém miii nhac lai vac-xin COVID-19.

To thong tin ndy cung cap cac thong tin dé gitp quy vi hiéu nhiing nguy co va loi ich ciia Vic-xin
COVID-19 Novavax, Adjuvanted ma quy vi ¢6 thé duoc tiém vi hién nay dang c6 dai dich COVID-19.
Hay trao d6i véi nha cung cap dich vu tiém chung cua quy vi néu quy vi co6 thac mac.

Vic-xin COVID-19 Novavax, Adjuvanted co thé khong bao vé duoc tat ca moi nguoi.

T& Thong Tin ndy c6 thé da duoc cip nhat. Pé c6 To Thong Tin mai nhat, vui 1ong truy cap
http://www.NovavaxCovidVaccine.com.

NHUNG PIEU QUY VI CAN BIET TRUOC KHI TIEM VAC XIN COVID-19 NAY

LA GI?

COVID-19 do mét loai coronavirus c6 tén 1a SARS-CoV-2 géy ra. Loai coronavirus nay chua timg dugc
thay trudc day. Quy vico thé bi nhiém COVID-19 khi tlep xuc voi mdt nguoi khac cd6 mang virus nay.
Pay chii yéu 1a bénh dudng ho hap c6 thé anh hudng dén cac co quan khac. Nhimg nguoi nhiém
COVID-19 da c6 mot loat cac tri€u chung dugc bao cdo, tir cac tri¢u chirng nhe dén bénh nang. Cac tri€u
chimg c6 thé xuat hién trong khoang thoi gian tir 2 dén 14 ngay sau khi phoi nhidm véi virus. Céc triéu
chung co thé bao gém: s6t hodc on lanh; ho; kho thd; mét moi; dau nhuic co hodc toan than; dau dau; mat
vi giac hoac khiru giac moi xuét hién; dau hong; nghet miii hodc chay nudc miii; budn noén hoic nén
mira; ti€u chay.

! Vic-xin COVID-19 hai phan dugc cdp phép md hoa protein dot bién ciia SARS-CoV-2 Géc va SARS-CoV-2
Omicron BA.4/BA.S.
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VAC-XIN COVID-19 NOVAVAX, ADJUVANTED LA Gi?

Vic-xin COVID-19 Novavgx, Adjuvanted la vic-xin chua dugc phé du}fét va c6 thé
phong ngira COVID-19. Vac-xin Novavax COVID-19, Adjuvanted la vac-xin don tri c6
chtra protein dot bién cua SARS-CoV-2 goc.

FDA d3 cip phép st dung khan cip Vic-xin Novavax COVID-19, Adjuvanted 1am liéu tiém
chinh dé phong ngira COVID-19 & nhitng ngudi tir 12 tudi trd 1én va 1am liéu nhéc lai thi nhat &
nhitng nguoi tir 18 tudi trd 1én theo EUA. Viée cap phép tiém lidu nhic lai cho nhitng nguoi tir
18 tudi trd 1én chi ap dung cho nhitng ngudi ma vac-xin COVID-19 miii nhic lai mRNA hai
phan dugc FDA cép phép khong thé hoic khong phu hop vé mat 1am sang dé tiém, va nhiing
nguoi lya chon tiém Vic-xin COVID-19 Novavax, Adjuvanted boi vi néu khong ho s& khong
duoc tiém miii nhéc lai vic-xin COVID-19.

DE biét thém thong tin vé EUA, hiy xem muc “Gidy phép sir dung khin cp (EUA) 1a gi?” &
cuoi To Thong Tin nay.

QUY VI CAN PHAI CHO CHUYEN GIA TIEM CHUNG BIET NHUNG GI TRUGC
KHI QUY VI TIEM VAC-XIN COVID-19 NOVAVAX, ADJUVANTED?

Hay cho chuyén gia tiém chiing biét vé tit ca cc tinh trang bénh Iy ctia quy vi, gdm ca néu quy
Vi

o o batky di tmg nao

e biviém co tim (tinh trang viém 16p co tim) hodc viém mang ngoai tim (tinh trang viém xay
ra ¢ khu vuc mang ngoai cia tim)

* bisbt

e birdi loan chay mau hodc dang ding thudc 1am loang mau

e bi suy giam mién dich hodc dang ding thudc gdy anh huong dén hé mién dich

e dang mang thai hoic c6 ké hoach mang thai

e dang cho con bu

o di tiém mot loai vic-xin COVID-19 khéc

e di timg ngat xiu khi tiém céc loai thudc khac

NHUNG AI KHONG NEN TIEM VAC-XIN COVID-19 NOVAVAX, ADJUVANTED?
Quy vi khong nén tiém Vic-xin COVID-19 Novavax, Adjuvanted néu quy

vi: d c6 phan tmg di ing ning sau khi tiém lidu trudc d6 cua loai vic-xin

nay , ‘ ’

da c6 phan ng di tng nang véi bat ky thanh phan nao cua vac-xin nay

VAC-XIN COVID-19 NOVAVAX, ADJUVANTED CO NHUNG THANH PHAN NAO?

Vic-xin COVID-19 Novavax, Adjuvanted c6 chira mot dang tai t6 hop ctia protein gai (spike)
SARS-CoV-2 dugc san xuit tir t& bao con trang SfY (sdu bo mua thu) bi nhiém baculovirus va ta
dugc Matrix- M™ ¢6 chira saponin ¢6 nguon goc tir ciy xa ctr (Quillaja saponaria Molina).
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Céc thanh phan khac bao gdm cholesterol, phosphatidylcholine, potassium dihydrogen
phosphate, potassium chloride, dinatri hydro phosphate dihydrate, sodium chloride, dinatri
hydro phosphate heptahydrate, sodium dihydrogen phosphate monohydrate, polysorbate 80, va
nudce cat pha tiém. Vic-xin nay ciing c6 chira mot lugng nho baculovirus va protein té bao con
trung va DNA.

VAC-XIN COVID-19 NOVAVAX, ADJUVANTED PUQC TIEM NHU THE NAO?
Vic-xin COVID-19 Novavax, Adjuvanted s& dugc st dung cho quy vi dudi dang tiém vao co bap.

Liéu tiém chinh: Vic-xin COVID-19 Novavax, Adjuvanted dugc tiém lam mdt li¢u trinh hai
liéu, cach nhau 3 tuan.

Liéu nhic lai: Vac-xin COVID-19 Novavax, Adjuvanted ¢ thé dugc sir dung lam liéu nhéc lai thir nhét it
nhat 6 thang sau khi hoan thanh miii tiém chinh bang vac xin COVID-19 duoc cap phép hodc duoc phé
duyét.

VéC-XIN COVID-19 NOVAVAX, ADJUVANTED PA TUNG PUQC SU DUNG TRUOC
DO CHUA?

Vic-xin COVID-19 Novavax, Adjuvanted 1a mot loa_}i véc-xin chua duge chép thuan. Trgng cac
thtr nghiém lam sang, khoang 28,000 nguoi tur 12 tudi trd [én da dugce tiém it nhat mot lieu Vac-
xin COVID-19 Novavax, Adjuvanted.

VAC-XIN COVID-19 NOVAVAX, ADJUVANTED CO NHUNG LOI iCH GI?

Vic xin COVID-19 Novavax, Adjuvanted da dugc chimg minh la c6 thé ngan ngira COVID-19.
Hién chua thé xac dinh khoang thoi gian bao vé chong lai COVID-19 14 bao lau.

VAC-XIN COVID-19 NOVAVAX, ADJUVANTED CO NHUNG NGUY CO Gi?

Vic-xin COVID-19 Novavax, Adjuvanted c6 thé gy ra phan ng di img nghiém trong. Phan
ng di img nghiém trong thuong xay ra trong vong vai phut den mot gid sau khi tiém mot lidu
Vic xin COVID-19 Novavax, Adjuvanted. Do do, nha cung cap dich vu chiing ngira cta quy vi

c6 thé yéu cau quy vi ¢ lai dja diém tiém vic-xin de theo doi sau khi thyc hi¢n chung ngtra. Cac
dau hiéu cta phan tng di tmg nghiém trong bao gom:

o Kho tho

e Sung phu & mit va c6 hong
e Tim dap nhanh

e Phat ban toan than

e Chong mét hodc suy nhugc

Viém co tim (tinh trang viém 16p co tim) hodc viém mang ngoai tim (tinh trang viém xay ra o
khu vyc mang ngoai cua tim) da xdy ra & mot s6 ngudi duogc tiém vic-xin. O hau hét moi ngudi,
cac triéu ching bét dau xuat hién trong vong 10 ngay sau khi tiém. Ty 1¢ gap phai tinh trang nay
1a rat thap. Quy vi nén tim klem su chdm soc y té ngay lap tirc néu quy vi c6 bat ky triéu ching
nao sau ddy sau khi tiém vac-xin:

e Dau nguc
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e Kho tho
o (Cam giac tim dap nhanh, dap khong déu hodc dap thinh thich

Nhirng tac dung phu dé dugc bdo cao trong cac thir nghiém 1am sang khi tiém Vic-xin COVID-
19 Novavax, Adjuvanted bao gom:

e Viém co tim (kich thich co tim)
¢ Viém mang ngoai tim
e Phan tng tai chd tiém: dau/dau khi cham vao, sung tdy, sung d6 va ngira ngay.

e Téc dung phu thuong gip: mét moi hoic thuong khong cam thay khoe, dau co, dau dau,
dau khép, buon nén, ndén mura, sot, én lanh

e Cac phan ung di ing chang han nhu ndi mé day hodc sung tiy & mit
e Sung hach bach huyét

Nhing tac dung phu da dugc bao cao trong qua trinh str dung vac-xin sau khi duoc cap phép doi
v6i Vic-xin COVID-19 Novavax, Adjuvanted bao gom:

e Phan Gng di tng nghiém trong

e Viém co tim (kich thich co tim)

¢ Viém mang ngoai tim

e Di cam (cam giac bét thuong & da chang han nhu ngira ran hodc cam giac nhu kién bo),
giam cam giac (giam cam giac hodc nhay cam, dic bict ¢ da).

Trén day c6 thé khong phai 1a tat ca cac tac dung phu c6 kha ning xuét hién ciia Yéc xin COVID-
19 Novavax, Adjuvanted. Nhiing tac dung phu nghiém trong va khong mong muodn c6 thé xay ra.
Vic-xin COVID-19 Novavax, Adjuvanted van dang dugc nghién ctru trong cac thir nghiém 1am
sang.

TOI CAN PHAI LAM GI KHI GAP PHAI TAC DUNG PHU?
Néu quy vi gap phai phan tung di ing ning, hiy goi 9-1-1 hodc dén bénh vién gan nhat.

Hay lién lac v6i nha cung cép dich vu tiém ngira hoic nha cung cap dich vu cham soc strc khoe
ctia quy vi, néu quy vi xuat hién bt ky tac dung phu nao khién ban than kho chiu, hodc cac tac
dung phu khong bién mét.

Hay bao cdo cac tac dung phu clia vac-xin cho FDA va Trung tim Kiém soat va Phong ngira
Bénh tat (CDC) Hé thong Ghi nhin Tac dung phu ciia Vic-xin (VAERS). S6 dién thoai
mién cudc ciia VAERS 1a 1-800-822-7967 hoic bao cdo truc tuyén qua trang web
https://vaers.hhs.gov/reportevent.html. Vui long nhép “Novavax COVID-19 Vaccine,
Adjuvanted EUA” vao dong dau tién ciia 6 s6 18 trén biéu mau béo céo.

Ngoai ra, quy vi co thé bao cdo tac dung phu cho Novavax, Inc., theo thong tin lién hé dugc
cung cap bén dudi.
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Trang web S6 fax S6 dién thoai

www.NovavaxMedInfo.com 1-888-988-8809 1-844-NOVAVAX
(1-844-668-2829)

Quy vi ciing ¢ thé duoc cung cAp mot tiy chon dé dang ky vao V-safe. V-safe 1a mot cong cu dua trén
dién thoai thong minh ty nguyén st dung tin nhén vin ban va khéo sat trén web dé kiém tra voi nhitng
ngudi da dugc tiém ching dé xac dinh cac tac dung phu tiém an sau khi tiém ching COVID-19. V-safe
dit ra nhitng cau hoi giup CDC theo ddi d6 an toan ctia cac loai vac-xin COVID-19. V-safe ciing cung
cap 10 nhic tiém lidu thir hai néu can va theo dai truc tiép cia CDC qua dién thoai néu ngudi tham gia
b4o c4o bi anh hudng déng ké dén strc khoé sau khi tiém véc-xin COVID-19. Dé biét thém thong tin vé
cach dang ky, vui long truy cap: www.cdc.gov/vsafe.

CHUYEN GI XAY RA NEU TOI QUYET PINH KHONG TIEM VAC-XIN COVID-19
NOVAVAX, ADJUVANTED?

Theo EUA, lya chon tiém Vic- -xin COVID-19 Novavax, AdJuvanted hay khong hoan toan nam & quyet
dinh ctia quy vi. Néu quy vi quyét dinh khong tiém vic-xin, goi phuc loi y té tiéu chuin cua quy vi van
s& khong thay doi.

CO CAC LUA CHON NAO KHAC PE PHONG NGUA COVID-19 NGOAI VAC XIN COVID-
19 NOVAVAX, ADJUVANTED KHONG?

D6i v6i mili tiém chinh, cac lwa chon khic dé phong ngira COVID-19 bao gdm vic-xin COVID-19 dugc
FDA chap thuain COMIRNATY (Vic-xin COVID-19, mRNA) danh cho nhitng nguoi tir 12 tu01 tro 1én
va SPIKEVAX (Véc-xin COVID-19, mRNA) danh cho nhitng nguoi 18 tudi tré 1én. Cac loai vac-xin
khéc dé phong ngira COVID-19 c6 thé dugc cung cip theo EUA, bao gdm vic-xin Hai phan c6 chira
thanh phan Omicron ctia SARS-CoV-2.

TOI CO THE TIEM VAC XIN COVID-19 NOVAVAX, ADJUVANTED CUNG VOI CAC VAC
XIN KHAC KHONG?

FDA chua nhan duogc dit liéu vé viée tiém Véc xin COVID-19 Novavax, Adjuvanted df”)ng thoi véi cac
loai vac xin khac. Néu quy vi dang can nhac tiém Vac xin COVID 19 Novavax, Adjuvanted cung cac
loai vac xin khac, hay trao doi cac lya chon véi nha cung cap dich vu cham soc stc khoe cua quy vi.

NEU TOI PANG MANG THAI HOAC PANG CHO CON BU THI SAO?

Néu quy vi dang mang thai hoic dang cho con bu, hiy trao d6i vé cac lya chon ciia quy vi voi nha cung cép
dich vu cham séc strc khoé.

Co quan dang ky phoi nhiém khi mang thai s& theo ddi két qua mang thai & phu nif tiép xtic v6i Véc-xin
COVID-19 Novavax, Adjuvanted trong thoi ky mang thai. Nhing phu duoc chiing ngira baing Vic-xin
COVID-19 Novavax, Adjuvanted trong thoi ky mang thai dugc khuyén khich ghi danh vao s6 dang ky
bang cach truy cap https://c-viper.pregistry.com/.

VAC-XIN COVID-19 NOVAVAX, ADJUVANTED CO LAY COVID-19 CHO TOI KHONG?

Kh(”)ng.’Véc xin COVID-19 Novavax, Adjuvanted khong chita SARS-CoV-2 va khong thé 1am cho quy
vi bi mac COVID-19.
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GIU THE TIEM CHUNG

Khi quy vi duoc tiém liéu dau tién, quy vi s€ nhan dugc the tiém chung trén d6 ghi thoi gian quy
vi phai quay lai d¢€ tiém lieu Vac-xin COVID-19 Novavax, Adjuvanted thtr hai. Hady nhé mang
theo thé nay khi quy vi quay lai.

THONG TIN BO SUNG

Néu quy vi co thic mic, hiy truy cap trang web hodc goi dén sb dién thoai duoc cung

cép bén dudi. Dé truy cap To Thong Tin méi nhét, vui 10ng quét ma QR duoc cung

cap bén dudi

Trang web vé Vic-xin COVID-19 Novavax, S6 dién thoai
Adjuvanted

www.NovavaxCovidVaccine.com

1-844-NOVAVAX
(1-844-668-2829)

TOI CO THE TIM HIEU THEM BANG CACH NAO?
e Hay hoi chuyén gia tiém chung
e Truy cap CDC tai https://www.cdc.gov/coronavirus/2019-ncov/index.html

e Truy cap CDC tai https://www.fda.gov/emergency-preparedness-and-response/mecm-
legal- regulatory-and-policy-framework/emergency-use-authorization

e Lién hé vdi soy té cong cong tai dia phuong hodc tiéu bang ciia quy vi

THONG TIN TIEM CHUNG CUA TOI SE PUQC GHI LAI O PAU?

Nha cung cip dich vu tiém ngira co thé dua thong tin tiém ngira ciia quy vi vao Hé thong thong
tin tiém ching (IIS) cua tiéu bang/dia phuong cua quy vi hodc vao mot hé thdng dugc chi dinh
khac. Viéc nay s€ dam bao rang quy vi dugc tiém cung mot loai véc-xin khi quay lai tiém liéu
thir hai. Dé biét thém thong tin vé IIS, hiy truy cap:
https://www.cdc.gov/vaccines/programs/iis/about.html.

TOI CO BI TINH PHI KHI TIEM VAC-XIN COVID-19 KHONG?

Khong Tai thoi diém nay, nha cung cap khong thé tinh phi mét lidu vic-xin cho quy vi va quy
vi khong bi tinh phi sir dung vic-xin tu mua hoac bat ky khoan phi nao khac neu chi tiém vac-
xin COVID-19. Tuy nhién, cac nha cung cip dich vu tiém chiing ¢ thé yéu cau khoan hoan tra
thich hop tir mot chwong trinh hogc ké hoach bao tra phi tiém vac-xin COVID-19 cho ngudi
nhén véc-xin (bao hiém tu nhan, Medicare, Medicaid, Chuong trinh Khong bao hiém COVID-
19 cia HRSA danh cho ngudi nhan khong dugc bao hiém).

Stra d6i: ngay 19 thang 10 nim 2022 6



TOI CO THE BAO CAO NHUNG TRUONG HQP NGHI NGO GIAN LAN O PAU?

Céc ca nhan phat hién bat ky vi pham tiém an nao ddi voi cac yéu cau cia Chuong trinh Tiém chung
COVID-19 ctia CDC déu duge khuyen khich bao céo cho Van phong Téng Thanh tra, Bo Y té va
Dich vu Nhan sinh Hoa Ky, theo s6 1-800-HHS-TIPS hoac tai TIPS.HHS.GOV.

CHUONG TRINH BOI THUONG THUONG TON DO CAC BIEN PHAP UNG PHO LA Gi?

Chuong trinh bdi thudng thuong ton do cac bién phap tng pho (Countermeasures Injury
Compensation Program, CICP) 1a mot chuong trinh cua lién bang c¢6 thé gitp chi tra cac chi phi
cham soc y té va cac chi phi cu thé khéac cho nhimg nguoi nhét dinh da bi ton thuong nghiém trong
do cac loai thudc hodc véc-xin nhat dinh, bao gdm ca vic-xin nay. Thong thuong, yéu cau boi
thuong phai dugc gui to1 CICP trong vong mot (1) nam ké tir ngay tiém vac-xin nay. Pé tim hiéu
thém vé chuong trinh nay, hay truy cap www.hrsa.gov/cicp/ hodc goi dén s6 1-855-266-2427.

GIAY PHEP SU DUNG KHAN CAP (EUA) LA Gi?

EUA la mot co ché dé tao diéu kién thuan 10’i cho viéc cung cap va sir dung cac san pham y té, bao
gom ¢4 vic-xin, trong cac truong h0’p khan cap vé strc khoe cong dong, chang han nhu dai dich
COVID-19 hién nay. EUA duoc hd trg boi tuyén bd ciia BO truong BO Y té Va Dich vu Nhan sinh
(Health and Human Services, HHS) rang cac tinh hudng hién tai cho thay su can thiét cta viéc sir
dung khén cfip thudc va cac san phém sinh hoc trong dai dich COVID-19. M¢t san phém duoc cép
phép dé sir dung khan cap chua trai qua loai quy trinh danh gi gidng nhu mot san pham dugec FDA
chép thuan.

FDA c6 thé ban hanh EUA khi mét sb tiéu chudn nhat dinh dugc dap ung, trong do bao gom tiéu
chuén khong co giai phap thay thé phu hop, da duoc phé duyet va c6 san. Ngoai ra, quyet dinh cua
FDA dua trén toan bo bang ching khoa hoc ¢6 sén cho thay rang san pham co thé hiéu qua trong
viéc phong ngira COVID-19 trong dai dich COVID 19 va rang cac loi ich da biét va tiém nang cua
san pham cao hon so véi cac nguy co da biét va tiém an cuia san pham. Tét ca céc tiéu chi nay phai
dugc dap tmg dé cho phép san phim duoc sir dung trong dai dich COVID-19.

EUA c¢ hi¢u lyc trong thoi gian tuyén b6 cua EUA vé COVID-19 cho t}léy can sir dung khéan cip
san pham nay, trir khi bi cham dut hodc thu hoi (sau do, san pham c6 thé khong con dugce st dung

nita).

Séan xuét cho:
Novavax, Inc., Gaithersburg, MD, 20878
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