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TO THONG TIN CHO NGUOI NHAN VA NHUNG NGUOI CHAM SOC

CHO PHEP SU DUNG KHAN CAP (EUA)
THE JANSSEN COVID-19 VAC XIN BE PHONG NGUA BENH CORONAVIRUS 2019
(COVID-19) O CANHAN TU 18 TUOI TRO LEN

Ban dang duoc cung cip Vic xin Janssen COVID-19 dé ngan ngira Bénh Coronavirus 2019 (COVID-19)
do SARS-CoV-2 giy ra. T Thong tin ndy c6 thong tin dé giup ban hiéu nhiing rui ro va loi ich cua viéc
tiém vic xin Janssen COVID-19 ma ban c6 thé nhan dugc vi hién dang c¢6 dai dich COVID-19.

Vic xin Janssen COVID-19 c6 thé ngan cho ban khoi bi nhiém COVID-19. Khong ¢ véc xin nao dugc
Cuc Quéan Ly Thyc Pham Va Dugc Pham Hoa Ky (FDA) chap thuan dé ngin ngira COVID-19.

Doc To Thong tin nay dé biét thong tin vé Vic xin Janssen COVID-19. Néi chuyén véi nha cung cap dich
vu tiém véc xin néu ban c6 thic mic. Ban c6 quyén Iwra chon dé duoc tiém Viéc xin Janssen COVID-19

Vic xin Janssen COVID-19 dugc tiém mét liéu duy nhét, vao co bip. Vic xin Janssen
COVID-19 ¢6 thé khong bao vé dugc cho tat ca moi nguoi.

T& Thong Tin ndy co thé dd dugc cdp nhat. Dé c6 To Théng Tin méi nhit, vui long truy cép
www.janssencovid19vaccine.com.

NHUNG DPIEU BAN CAN BIET TRUOC KHI NHAN PUQC VAC XIN NAY
COVID-19 LA GI?

COVID-19 do mét loai coronavirus c6 tén 1a SARS-CoV-2 giy ra. Loai coronavirus ndy chua timg thiy c6
truge day. Ban c6 thé bi nhidm COVID-19 khi tiép xtic voi mot ngudi khac c6 vi rat. N6 chii yéu 1a mot
bénh duong ho hip c6 thé anh hudng dén cc co quan ndi tang khac. Nhitng ngudi bi COVID-19 di ¢6 mot
loat cac tri€u chiing dugc bao céo, tir cac tri¢u ching nhe dén bénh nang. Cac tri€u chiing co thé xuAt hién
tir 2 dén 14 ngay sau khi tiép xtic v6i vi rat. Cac triéu ching thong thuong cé thé bao gdm: sét hodc dn
lanh; ho; hut hoi; mét moi; dau nhirc co bép hodc co thé; dau déu; moi bi mét vi giac hoac mui; dau hong;
nghet miii hodc chay nudc miii; budn nén hodc ndén mtra; bénh ti€u chay.

VAC XIN JANSSEN COVID-19 LA GI?

Vic xin Janssen COVID-19 1a thudc chiing ngira chwa duge phé duyét c6 thé ngin ngira COVID-19. Khéng
c6 vic xin nao duge FDA chip thuan dé ngin ngira COVID-19.

FDA di cho phép st dung khan cap Vic xin Janssen COVID-19 dé ngin ngira COVID-19 ¢ nhiing ngudi
tir 18 tudi tro 1én theo Gidy Phép Sir Dung Khan Cap (EUA).

D¢ biét thém thong tin vé EUA, hdy xem phan "Uy Quyén Sir Dung Khan Cip (EUA) la gi?" & cudi To
Théng Tin nay.
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BAN NEN PE CAP VOI NHA CUNG CAP VAC XIN CUA BAN PIEU Gi TRUOC KHI NHAN
VAC XIN JANSSEN COVID-19?

Cho nha cung cap dich vu tiém vac xin bi€t vé tat ca cac tinh trang y t€ cua ban, bao gom nécu ban:
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c6 bat ky di tng nao,

bi sdt,

bi rdi loan chay mau hoic dang ding thudc lodng mau,

bi suy giam mién dich hoic dang dung thudc anh hudng dén hé mién dich cta ban,
dang mang thai hoac du dinh c6 thai,

dang cho con bu,

da dugc ching ngira vic xin COVID-19 khac,

AI NEN NHAN VAC XIN JANSSEN COVID-19?

FDA di cho phép str dung khén cép Vic xin Janssen COVID-19 & nhitng ngudi tir 18 tudi trd 1én.

Al KHONG NEN NHAN VAC XIN JANSSEN COVID-19?

Ban khong nén tiém Vic xin Janssen COVID-19 néu ban:

0

c6 phan tng di img nghiém trong véi bat ky thanh phan nio ciia véc xin nay.

CAC THANH PHAN NGUYEN LIEU TRONG VAC XIN JANSSEN COVID-19 LA GI?

Vic xin Janssen COVID-19 bao gdm céc thanh phan sau ddy: adenovirus téi to hop, khong c6 kha ning sao
chép loai 26 biéu hién chat dam ting dot bién SARS-CoV-2, axit xitric monohydrat, trinatri citrat dihydrat,

etanol, 2-hydroxypropyl-p-cyclodextrin (HBCD), polysorbate-80, natri clorua.

VAC XIN JANSSEN COVID-19 PUQC CHO DUNG NHU THE NAO?

Vic xin Janssen COVID-19 s& duoc tiém cho ban dudi dang tiém vao co bép. Lich tiém ching

Vic xin Janssen COVID-19 12 mgt liéu duy nhit.

VAC XIN JANSSEN COVID-19 A PUQC SU DUNG TRUOC PAY BAO GIO CHUA?

Vic xin Janssen COVID-19 1a thudc chung ngira chua dugc phé duyét. Trong mot thir nghiém 1am sang
dang dién ra, 21,895 nguoi tir 18 tudi tré 1én dd dugc tiém Véc xin Janssen COVID-19.



CAC LOQI ICH CUA VAC XIN JANSSEN COVID-19 LA Gi?

Trong mot thir nghiém 1am sang dang dién ra, Vic xin Janssen COVID-19 d3 dugc chirng minh 13 ¢ thé
ngan ngtra COVID-19 sau mot lidu duy nhét. Thoi han bao vé chéng lai COVID-19 hién chua duogc xac
dinh.

CAC RUI RO CUA VAC XIN JANSSEN COVID-19 LA GI?

Céc tac dung phu da duoc bao cdo voi Thude ching ngira Janssen COVID-19 bao gém:

1 Phan {ing tai chd tiém: dau, d6 da va sung tdy.

] Téac dung phu chung: nhirc dau, cam thay rat mét moi, dau co bap, budn ndn, va sét.

Céc Phan Ung Di Ung Nghiém Trong

C6 kha ning nhung hiém khi xay ra 13 Vic xin Janssen COVID-19 ¢6 thé gdy ra phan tng di img nghiém
trong. Phan tmg di tng nghiém trong thuong xay ra trong vong vai phit dén mot gio sau khi tiém mot lidu
Vic Xin Janssen COVID-19. Vi 1y do ndy, nha cung cip dich vu tiém ching ctia ban c6 thé yéu cau ban &
lai noi ban dd nhan véc xin dé theo d&i sau khi tiém chung. Cac diu hiéu ciia phan tmg di img nghiém trong
c6 thé bao gom:

Kho tha,
Sung mét va cd hong ctia ban,
Nhip tim dap nhanh,

Phat ban nang trén khép co thé cta ban,

O 0o 0o 0o O

Chong mat va suy nhugc.

Céc Cuc Mau Pong Nay Va Luong Tiéu Ciu Thap

Cuc mau dong lién quan dén cic mach mau trong ndo, phdi, bung, va chan cing voi mirc d6 thap
ctia tiéu cau (t& bao mau giup co thé ban cdm mau), dd xay ra & mot sd nguoi da duoc tiém Vic
xin Janssen COVID-19. O nhimng nguoi dd phat trién cac cuc mau dong nay va luong tiéu ciu
thp, cac triéu ching bat ddu khoang mot dén hai tuan sau khi tiém chung. Bao céo vé cac cuc
méau dong nay va luong tiéu cau thip 1a cao nhat ¢ cac phu nit tir 18 dén 49 tudi. Co hoi xay ra
diéu nay 1a xa voi. Ban nén tim kiém sy cham soc y té ngay lap tirc néu ban c6 bét ky triéu chimg
nao sau ddy sau khi tiém vic xin Janssen COVID-19:

71 Kho tho

(1 Tuc nguc

] Chan Bj Sung Tiy Lén
] Pau bung dai ding

"1 Pau dau dit doi hodc dai déng hodc md mit



(1 Dé bi bam tim hodc ddm mau nhoé dudi da ngoai vi tri tiém

Nhirng didu nay c6 thé khong phai 1a tit ca cac tac dung phu c6 thé c6 ciia Vic Xin Janssen COVID-19.
Céc tac dung phu nghiém trong va bat ngd ¢6 thé xay ra. Vic xin Janssen COVID-19 van dang duoc nghién
ctru trong cac thir nghiém 1am sang.

Ho6i chirng Guillain Barré

Hoi chirng Guillain Barré (mdt chirng rdi loan than kinh trong dé hé thong mién dich cla co thé
lam t8n thwong cac té bao than kinh, gdy ra yéu co va déi khi té liét) d3 xay ra @ mot s6 ngudi d3
tiém véc xin Janssen COVID-19. & hau hét nhitng ngudi nay, cac triéu ching bit d3u trong vong
42 ngay sau khi nhan dugc vac xin Janssen COVID-19. Co hdi xay ra diéu nay |a rat thap. Ban nén
tim ki€ém sy cham séc y té ngay lap tirc néu ban thdy xuat hién bat ky triéu chirng nao sau day
sau khi tiém vac xin Janssen COVID-19:

] Y&u hodc cdm gidc nglra ran, dic biét 13 & cdng chan hodc canh tay, ngay cang tram trong
hon va lan sang cédc bd phan khac clda co thé
bi lai khé khan
Kho khan véi cac clr dong trén khudn mat, bao gdbm néi, nhai hodc nuét

Nhin d6i hodc khong cé kha nang clr dong mat

O O 0o O

Khé kiém soét bang quang hodc chirc nang ruét
TOI NEN LAM Gi VE TAC DUNG PHU?
Néu ban gip phan tmg di ung nghiém trong, hay goi 9-1-1, hodc dén bénh vién gin nhét.

Goi cho nha cung cap dich vu tiém vac xin hodc nha cung cap dich vu cham séc sirc khoe ctiia ban néu
ban co bat ky tac dung phu nao lam ban kho chiu hoédc khéng bién mat.

Béo céo céac tac dung phu cua véc xin cho FDA/CDC H¢ Thong Bao Cio Sy Kién Bit Lei Ciia Vic Xin
(VAERS). S6 dién thoai mién phi ctia 1-800-822-7967 hodc bao céo tryc tuyén cho
https://vaers.hhs.gov/reportevent.html. Vui 1ong bao gdm “Janssen COVID-19 Vaccine EUA” trong dong
d4u tién cia 6 sé 18 cia mau bao cdo.

Ngoai ra, ban c6 thé bao céo céc tac dung phu cho Janssen Biotech, Inc. theo thong tin lién hé dugc cung
cap bén dudi.

e-mail S6 Fax S6 dién thoai
JNJvaccineAE@its.jnj.com 215-293-9955 Dién Thoai Mién Phi & Hoa Ky:
1-800-565-4008 Dién Thoai

Ban ciing c6 thé duoc cung cip mot tiy chon dé ding ky vao v-safe. V-safe 1a mot cong cu dua trén dién
thoai théng minh ty nguyén méi sit dung tin nhan vin ban va khao sat trén web dé kiém tra voi nhimng nguoi
da dugc tiém ching dé xac dinh céc tac dung phuy tiém 4n sau khi tiém ching COVID-19. V-safe dit cac
cau hoéi gitp CDC giam sat tinh an toan ciia vic xin COVID-19. V-safe ciing cung cap dich vu theo ddi
tryc tiép qua dién thoai ciia CDC néu nhiing ngudi tham gia béo cdo vé anh hudng sirc khoe déng ké sau
khi tiém ching COVID-19. Dé biét thém théng tin vé cach dang ky, hdy truy cap: www.cdc.gov/vsafe
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NEU TOI QUYET PINH KHONG NHAN VAC XIN JANSSEN COVID-19 THI SAO?

Viéc nhan hay khong nhan Vic xin Janssen COVID-19 14 su lua chon cta ban. Néu ban quyét dinh khong
nhan, n6 sé khong thay ddi dich vu cham soc¢ y té tiéu chuin cta ban.

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

Hién tai, khong co véc xin thay thé da dugc FDA phé duyét nao dé phong ngira COVID-19. Céc loai véc
xin khac dé ngin ngira COVID-19 c6 thé duoc cung cip theo Gidy Phép Str Dung Khan Cép.

TOI CO THE NHAN VAC XIN JANSSEN COVID-19 CUNG VOI CAC VAC XIN KHAC PUQC
KHONG?

Khong c6 thong tin vé viée sir dung Vic xin Janssen COVID-19 ciing véi cac véc xin khac.
NEU TOI CO THAI HOAC PANG CHO CON BU SUA ME THi SAO?

Neéu ban dang mang thai hodc cho con bu sita me, hay thao luén vé cac lya chon ctia ban vdi nha cung cap
dich vu cham soc strc khoe cuia ban.

LIEU VAC XIN JANSSEN COVID-19 CO LAM CHO TOI BI COVID-19 KHONG?
Khong. Vac Xin Janssen COVID-19 khong chira SARS-CoV-2 va khong thé lam cho ban bi COVID-19.

GIU THE TIEM CHUNG CUA BAN

Khi ban nhan duge Vic xin Janssen COVID-19, ban s& nhan dugc mot thé tiém chung dé ghi tén thubc
ching ngira va ngay ban nhan thudc ching ngira.

THONG TIN THEM

Néu ban c6 thic méc hodc dé truy cap To Thong Tin vé Vic Xin Janssen COVID-19 méi nhét, hay quét
ma QR bé’mg thiét bi cta ban, truy cap trang web hodc goi dén céc s6 dién thoai duge cung cﬁp bén dudi.
LAM THE NAO PE TOI CO THE TiM HIEU THEM?

Ma QR To Thong Tin trén Trang S6 dién thoai

www.janssencovid19vaccine.com. Dién Thoai Mién Phi & Hoa Ky:

E E 1-800-565-4008 Dién Thoai
- ¢6 Tra Tién & Hoa Ky: (908)
ﬁi i 455-9922
Ofg*e
[

] Hoi nha tiém thudc ching ngira.
71 Viéng CDC taihttps://www.cdc.gov/coronavirus/2019-ncov/index.html.

] Viéng FDA tai https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-
regulatory-and-policy-framework/emergency-use-authorization.

Lién hé voi sé y té cong cong dia phuong hodc ticu bang cua ban.

THONG TIN VE TIEM CHUNG CUA TOI SE PUQC GHI NHAN O PAU?
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Nha cung cép dich vu tiém ching c6 thé dua thong tin tiém ching cta ban vao Hé Théng Thong Tin
Tiém Chiing (IIS) clia co quan c6 tham quyén tiéu bang/dia phuong ctia ban hodc hé thong da dugc
chi dinh khac. Dé biét thém thong tin vé IIS, hay truy cap:
https://www.cdc.gov/vaccines/programs/iis/about.html.

TOI CO THE BI TiNH PHi HANH CHIiNH KHI NHAN VAC-XIN COVID-19
KHONG?

Khong. Tai thoi diém nay, nha cung cap khong thé tinh phi cho ban mét liéu véc-xin va ban
khong thé bi tinh phi hanh chinh cho viéc str dung vic-xin ty mua hoic bat ky khoan phi nao
khac néu chi nhan vic-xin COVID-19. Tuy nhién, cac nha cung cip dich vu tiém chung co thé
tim kiém khoan hoan tra thich hop tir mot chwong trinh hodc ké hoach bao tra phi quéan 1y vic-
xin COVID-19 cho nguoi nhan véc-xin (bao hiém tu nhan, Medicare, Medicaid, HRSA
COVID-19 Chuong trinh ctia nguoi khong c6 bao hiém cho nguoi nhan khong duge bao hiém).

TOI CO THE BAO CAO CAC TRUONG HOP BI NGHI NGO LA GIAN LAN O PAU?

Cac ca nhan nhan thirc duoc bat ky vi pham tiém 4n nao d6i voi cac yéu cAu cla Chuong Trinh
Tiém Chung CDC COVID-19 duoc khuyén khich béo cédo cho Van Phong Tong Thanh Tra,
B Y Té va Dich Vu Nhén Sinh Hoa Ky, theo s6 1-800-HHS-TIPS hodc TIPS.HHS.GOV.

CHUONG TRINH BOI THUONG CHO THUONG TON CUA COUNTERMEASURES LA GI?

Chuong trinh Boi Thudng Thuwong Ton (CICP) ciia Countermeasures 1a mot chuong trinh lién bang ¢
thé gitip thanh toan chi phi cham soc y té va cac chi phi cu thé khac ctia mot s ngudi di bi thwong tén
ning do mot s6 loai thude hodc véc xin, bao gdm ca vac xin nay. Néi chung, yéu cau boi thuong phai
dugc ndp cho CICP trong vong mét (1) ndm ké tir ngay nhan vac xin. Dé tim hiéu thém vé churong trinh
nay, hay truy cap www.hrsa.gov/cicp hoic goi s6 1-855-266-2427.

CHO PHEP SU DUNG KHAN CAP (EUA) LA GI?

FDA Hoa Ky di cung cép Vic xin Janssen COVID-19 theo co ché truy cap khén cip duoc goi 1a EUA.
EUA duoc hd trg boi tuyén bd ciia Bo Truong Y Té va Dich Vu Nhéan Sinh (HHS) rang c6 céc tinh
hudng dé bién minh cho viéc str dung khan cap thudc va cac san pham sinh hoc trong dai dich COVID-
19.

Vic xin Janssen COVID-19 chua trai qua loai danh gia gidng nhu mot san phim di duoc FDA chip
thuan hodc da duoc cho thong qua. FDA c¢6 thé ban hanh EUA khi mot s6 tiéu chi duoc dap ung, bao
gdm ca viéc khong co lua chon thay thé thich hop, duoc chip thudn va c6 sin. Ngoai ra, quyét dinh cta
FDA dura trén toan bd bang chimg khoa hoc c6 sén cho thay rang san phdm c6 thé c6 hiéu qua dé ngin
chin COVID-19 trong dai dich COVID-19 va rang nhiing loi ich di biét va tiém ning cua san phdm
vuot trdi nhitng rui ro di biét va tiém 4n cua san pham. T4t ca cac tidu chi ndy phai duoc dap tng dé
cho phép san pham dugc st dung trong dai dich COVID-19.

EUA d6i v6i Vic xin Janssen COVID-19 c6 hiéu lyc trong thoi han ciia tuyén bd EUA COVID-19 bién
minh cho viéc st dung khan cdp cac san pham nay, trir khi bi chim diit hodc bi thu hdi (sau d6 cac san
pham c6 thé khong con dugc sir dung nita).
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FDA cung cip ban dich nay nhu mét dich vu cho nhiéu d6i trong quéc té. Ching toi hy vong
rang ban thay ban dich nay hiru ich. Mic du co quan da cb gang c6 duoc ban dich trung thuc
nhét c6 thé vai ban tiéng Anh, ching toi nhan thiy rang ban dich c6 thé khdng chinh xac, rd rang
hoidc hoan chinh nhu ban tiéng Anh. Phién ban chinh thiic caa tai liéu nay 1a phién ban tiéng
Anh.
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