TAI LIEU THONG TIN CHO NGUO'I TIEP NHAN VAC-XIN VA NGU'O'l CHAM SOC

) GIAY PHEP SU’ DUNG KHAN CAP (EUA)
VAC-XIN COVID-19 CUA PFIZER-BIONTECH PE PHONG NGUA
BENH DO VI-RUT CORONA 2019 (COVID-19)
O NHI’NG NGU'O'l TU 16 TUOI TRO' LEN

Quy vi dang dwoc dé nghj tiém phong Véc-xin COVID-19 cla Pfizer-BioNTech dé phong
Bénh Vi-rat Corona 2019 (COVID-19) gay ra b&i SARS-CoV-2. Tai Liéu Théong Tin nay
chtra cac ndi dung dé giup quy vi hiéu dwoc nhirng loi ich va rai ro ctia Vac-xin COVID-19
cua Pfizer-BioNTech ma quy vi cé thé dwoc chung ngtra vi hién cé dai dich COVID-19.

Vac-xin COVID-19 clia Pfizer-BioNTech Ia mét loai chiing ngtra va c6 thé ngan quy vi khoi
bi nhiém COVID-19. Hién khong c6 vac-xin duwgc Cuc Quan Ly Thuc Phdm va Duwgc Pham
Hoa Ky (FDA) phé duyét d& phong ngira COVID-19.

Vui long doc Tai Liéu Thong Tin nay dé biét thong tin vé Vac-xin COVID-19 clia Pfizer-
BioNTech. Neu quy vi c6 thac mac, hay trao doi véi nha cung cap dich vu chidng nglra. Quy
vi la ngwoi dwa ra lwa chon cé tiém phong Vac-xin COVID-19 cia Pfizer-BioNTech hay
khéng.

Vac-xin COVID-19 clia Pfizer-BioNTech gébm c6 2 liéu dwoc tiém vao trong co, cac liéu
cach nhau 3 tuan.

Véac-xin COVID-19 cla Pfizer-BioNTech c6 thé khéng bao vé duoc tat cd moi ngudi.

Tai Liéu Théng Tin nay cé thé da dwoc cap nhat. D& cé Tai Liéu Théng Tin cap nhat nhét,
vui long tham khao trang www.cvdvaccine.com.

QUY VI CAN BIET BIEU Gi TRUO'C KHI TIEM PHONG VAC-XIN NAY?

COVID-19 LA Gi?

COVID-19 la bénh do mét ching vi-rut corona cé tén la SARS-CoV-2 gay ra. Chang vi-rut
corona nay chua tirng duoc thay trvdc day. Quy vi cé thé bi nhiém COVID-19 théng qua
tiép xuc véi mot ngwdi ngwdi bi méc vi-rat. COVID-19 chd yéu gay ra bénh vé dwdng hd
hap ma cé thé anh hwdng dén cac co quan khac trong co thé. Nhirtng ngudi bi nhiém
COVID-19 duwoc bao céo co biéu hién moét loat cac triéu ching, tir cac triéu chirng nhe dén
phat bénh nghiém trong. Triéu chirng cé thé xuét hién tir 2 dén 14 ngay sau khi phoi nhiém
v&i vi-rat. Triéu chirng c6 thé bao gdm: sét hodc &n lanh; ho; thé hut hoi; mét méi; dau
nhirc co hodc toan than; dau dau; dot ngdét mét vi giac hoac khiru giac; dau hong; nghet
mii hodc chay nwéc mii; bubn ndn hodc ndn mira; tiéu chay.

VAC-XIN COVID-19 CUA PFIZER-BIONTECH LA Gi? .
Vac-xin COVID-19 cua Pfizer-BioNTech la mét loai vac-xin chuwa du’Q’c,phé duyét co thé
phong bénh COVID-19. Hién khéng cé vac-xin dwgc FDA phé duyét dé phong bénh
COVID-19.
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FDA da cho phép st dung khan cap Vac-xin COVID-19 cuia Pfizer-BioNTech dé phong bénh
COVID-19 & nhitng ngudi tir 16 tudi tré 1&n theo Gidy Phép Str Dung Khan Cép (EUA).

D& biét thém thong tin vé EUA, vui long xem phan “Gidy Phép Str Dung Khan Cap (EUA)
la gi?” & phia cudi Tai Liéu Thong Tin nay.

QUY VI NEN BE CAP DEN VAN PE GI VOI NHA CUNG CAP DICH VU CHUNG NGUA
CUA MINH TRUPO'C KHI QUY V| TIEM PHONG VAC-XIN COVID-19 CUA PFIZER-
BIONTECH?
Hay cho nha cung cap dich vu chiing ngtra biét vé tat ca cac tinh trang y té caa quy
vi, bao gém néu quy vi:

e c6 bétky di 'ng ndo

e bisbt

e bij rdi loan chdy méau hoac bj lodng méau

e bi suy gidam mién dich hodc dang ding mét loai thudc cé anh hwéng dén hé théng

mién dich cta quy vi

e dang mang thai hoac dy dinh mang thai

e dang cho con bu

e da tiém phong mét loai vac-xin COVID-19 khac

Al NEN TIEM PHONG VAC-XIN COVID-19 CUA PFIZER-BIONTECH?
FDA da cho phép st dung khan cép Véc-xin COVID-19 cla Pfizer-BioNTech & nhirng
nguwoi tlr 16 tudi tré 1én.

Al KHONG NEN TIEM PHONG VAC-XIN COVID-19 CUA PFIZER-BIONTECH?
Quy vi khéng nén tiém Véc-xin COVID-19 Pfizer-BioNTech néu quy vi:

e da co phan (rng di (’ng nghiém trong sau khi tiém liéu trwde cha vac-xin nay

e da co phan tng di (’ng nghiém trong véi bat ky thanh phan nao cla véc-xin nay

CAC THANH PHAN TRONG VAC-XIN COVID-19 CUA PFIZER-BIONTECH LA GI?
Véac-xin COVID-19 cla Pfizer BioNTech gdm céac thanh phan sau: mRNA, lipid ((4-
hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 2 [(polyethylene glycol)-
2000]-N,N-ditetradecylacetamide, 1,2-Distearoyl-sn-glycero-3- phosphocholine, va
cholesterol), kali clorua, mono kali photphat, natri clorua, natri photphat dibazo va
saccar6zo.

VAC-XIN COVID-19 CUA PFIZER-BIONTECH DU'Q'C CHi BINH NHU’ THE NAO?
Vac-xin COVID-19 cua Pfizer-BioNTech sé dwoc chi dinh cho quy vi dwi dang tiém vao
CO.

V&c-xin COVID-19 cla Pfizer-BioNTech gém ¢ 2 liéu, méi liéu dwoc tiém cach nhau 3
tuan.

Néu quy vi dwoc tiém mot lieu Vac-xin COVID-19 cia Pfizer-BioNTech, quy vi sé dugc
tiém liéu th( hai cha cung loai vac-xin nay 3 tuan sau dé dé& hoan thanh viéc ching ngwa.
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VAC-XIN COVID-19 CUA PFIZER-BIONTECH PA PU'Q'C S’ DUNG TRUOC DAY CHUA?
Véac-xin COVID-19 cla Pfizer-BioNTech la loai vic-xin chwa dwoc phé duyét. Trong cac dot
ther nghiém 1am sang, c6 khoang 20,000 ngudi tir 16 tudi tré 1én da dwoc tiém it nhat 1 liéu
Vac-xin COVID-19 cta Pfizer-BioNTech.

CAC LOIIiCH CUA VAC-XIN COVID-19 CUA PFIZER-BIONTECH LA Gi?

Trong mét dot thir nghiém |am sang dang dién ra, Vac-xin COVID-19 cla Pfizer-BioNTech
da dwoc chirng minh 1a ¢6 thé phong bénh COVID-19 sau 2 liéu tiém, liéu trwdc cach liéu
sau 3 tuan. Thoi gian bdo vé chdng lai COVID-19 hién chwa dwoc xac dinh.

CAC RUI RO CUA VAC-XIN COVID-19 CUA PFIZER-BIONTECH LA Gi?
Cac tac dung phu da dwoc bao cao khi tiém phong Vac-xin COVID-19 cuia Pfizer-BioNTech
gdm co:
e dau tai vét tiem
e mét moi
e dau dau
e dauco
&n lanh
e dau khép
o sbt
e véttiém sung tay
e Vvéttiém trng dd
e bubn nén
e cam thay khong khée
e suwng hach bach huyét (néi hach)

C6 mét kha nang rat thap I1a Vac-xin COVID-19 cta Pfizer-BioNTech cé thé gay ra phan
tng di rng nghiém trong. Phan tng di wng nghiém trong thwdng xay ra trong vong vai phut
dén mot glo sau khi dwoc tiém mét liéu ctia Vac-xin COVID-19 cua Pfizer-BioNTech. Cac
d4u hiéu ctia phan trng di (rng nghiém trong c6 thé bao gém:

Kho thé

Swng mat va ¢b hong

Nhip tim nhanh

Phat ban néng khap co thé

Chéng mét va dudi strc

Day c6 thé khong phai la tat ca cac tac dung phu co thé xay ra ctia Vac-xin COVID-19 cla
Pfizer-BioNTech. Cac tac dung phu nghiém trong va khong mong muon c6 thé xay ra. Vac-xin
COVID-19 cua Pfizer-BioNTech van dang dwgc nghién clru trong cac thir nghiém Iam sang.

TOI NEN LAM Gi NEU GAP PHAI TAC DUNG PHY? ,
Neéu quy vi gap phai phan (rng di tr’ng nghiém trong, hay goi 9-1-1 hoac di déen bénh vién
gan nhat.

Goi cho nha cung cép dich vu chling nglra hodc bac si ctia quy vi néu quy vi gap phai bat
ky tac dung phu nao gay kho chiu cho quy vi hoac kéo dai.
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Vui léng bao céo tac dung phu clia vac-xin cho FDA/Hé Théng Bao Cao vé Tac Dung
Phu cuia Vac-xin (VAERS) cuia Trung Tam Kiém Soat va Phong Ngtra Dich Bénh
(CDC). S6 dién thoai mién phi cia VAERS 13 1-800-822-7967 hodc bao cao truc tuyén
dén dia chi https://vaers.hhs.gov/reportevent.html. Vui long bao gém “EUA Véc-xin
COVID-19 clia Pfizer-BioNTech” trong dong dau tién cia 6 sb 18 clia mau bao céo.

Ngoai ra, quy vi co thé bao cdo tac dung phu ctia vac-xin cho Pfizer Inc. theo théng tin lién
hé dwgc cung cap dudi day.

Trang web S6 fax S6 dién thoai

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985

DPIEU Gi SE XAY RA NEU TOI QUYET PINH KHONG TIEM PHONG VAC-XIN COVID-
19 CUA PFIZER-BIONTECH?

Quy vi c6 quyén lwa chon tiém phong hodc khéng tiém phong Vac-xin COVID-19 cla
Pfizer-BioNTech. Néu quy vi quyét dinh khéng tiém phong, thi quyét dinh nay sé khéng
thay ddi dich vu chdm séc y té tiéu chuan cda quy vi.

CO LA CHON NAO KHAC DE PHONG BENH COVID-19 NGOAI TIEM PHONG VAC-
XIN COVID-19 CUA PFIZER-BIONTECH KHONG?

Hién tai khéng cé vac-xin thay thé da dwoc phé duyét dé phong ngira COVID-19. FDA c6 thé
cho phép st dung khan cép cac loai vac-xin khac dé phong ngtra COVID-19.

TOI CO THE TIEM VAC-XIN COVID-19 CUA PFIZER-BIONTECH VOl CAC LOAI VAC-
XIN KHAC KHONG'.{ ] ]
Khong cé théng tin ve viéc str dung Vac-xin COVID-19 cla Pfizer-BioNTech vé&i cac vac-
xin khac.

NEU TOI DPANG MANG THAI HOAC CHO CON BU THI SAO?
Néu quy vi dang mang thai hoac cho con bu, hay thao luan vé cac lwa chon cua quy vi voi
bac si cua quy vi.

VAC-XIN COVID-19 CUA PFIZER-BIONTECH CO TRUYEN VI-RUT CHO TOI KHONG?
Khéng. Vac-xin COVID-19 cua Pfizer-BioNTech khéng chira vi-rat SARS-CoV-2 va khong
thé truyén COVID-19 cho quy vi.

GIU THE TIEM PHONG CUA QUY VI

Khi quy vi tiém liéu dau tién, quy vi s& nhan duoc thé tiém phong cho biét khi nao quy vi
nén quay lai dé tiém liéu thir hai ctia Vac-xin COVID-19 clia Pfizer-BioNTech. Quy vi hay
nhé mang theo thé cGia minh khi tré lai tiém Ian hai.
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THONG TIN BO SUNG o ,
Neu quy vi co cau hoi, xin hay truy cép trang web hodc goi dén so dién thoai dwoc cung cap
bén dwdi. DBé truy cap vao Tai Liéu Théng Tin méi nhat, vui 1dng quét ma QR bén dudi.

Trang web toan cau So dién thoai
www.cvdvaccine.com

1-877-829-2619
(1-877-VAX-CO19)

TOI CO THE TiM HIEU THEM THONG TIN BANG CACH NAO?

e Héi nha cung cép dich vy tiém phong.

e Truy cap trang web cta CDC tai https://www.cdc.gov/coronavirus/2019-
ncov/index.html.

e Truy cap trang web cua FDA tai https://www.fda.gov/emergency-preparedness-and-
response/mcm- legal-requlatory-and-policy-framework/emergency-use-
authorization.

e Lién hé v&i s& y té cdng cong dia phwong hodc tiéu bang ctia quy vi.

THONG TIN CHUNG NGUA CUA TOI SE BUQC GHI LAI O PAU?

Nha cung cép dich vu chiing ngua c6 thé lwu thdng tin chung nglra clia quy vi vao Hé Théng
Thong Tin Chang Ngura (1IS) cua tiéu bang/co’ quan co thadm quyén dia phwong clia quy vi hodc
hé thdng duorc chi dinh khac. Diéu nay sé dam bao rang quy vi dwgc tiém phong cling mét loai
vac-xin khi quy vi quay lai dé tiém phong liéu thir hai. Dé biét thém thong tin vé IIS, xin hay truy
cap: https://www.cdc.gov/vaccines/programs/iis/about.html.

CHUONG TRINH BOI THUONG THUONG TAT DOI PHO (CICP) LA GI?

Chuong Trinh Béi Thwong Thwong Tat Béi Pho (CICP) 1a mét chwong trinh lién bang c6 thé
gitp thanh toan cho chi phi chdm soc y té va cac chi phi cu thé khac cho mét sé ngudi nhat
dinh da bj thwong tat nang do mét s6 loai thudc hodc vac-xin, bao gém ca loai vac-xin nay. Nhin
chung, yéu cau boi thudng phai dwge ndp cho CICP trong vong mét (1) nam ké tlr ngay tiém
phong vac-xin. Dé tim hiéu thém vé& chwong trinh nay, xin hay truy cap http://www.hrsa.gov/cicp/
ho&c goi s6 1-855-266-2427.

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

FDA Hoa Ky da cho phép str dung Véc-xin COVID-19 cla Pfizer-BioNTech theo co ché tiép
can khan cap duoc goi 1a EUA. Gidy phép EUA duoc hé tro bdi tuyén bd ctia B6 Truwdng Bo
Y Té va Dich Vu Nhan Sinh (HHS) rang t6n tai cac tinh hubng cho thay viéc str dung khan cép
céc loai thubc va sédn pham sinh hoc trong dai dich COVID-19 1a chinh dang.

Véac-xin COVID-19 cla Pfizer-BioNTech chwa trai qua quy trinh danh gia gibng nhw quy
trinh danh cho mét san pham da dwoc FDA chép thuan hoac da dwgc cép phép. FDA cé
thé ban hanh EUA khi mét sé tiéu chi dwoc dap (ng, trong do bao gdm ca viéc khong co
cac lwa chon thay thé twong xirng, dwoc thdng qua va cé sén. Ngoai ra, quyét dinh cta
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FDA Ia dua trén toan bd bang chirng khoa hoc c6 san cho thay rang san pham co thé co
hiéu qua dé phong bénh COVID-19 trong dai dich COVID-19 va rang nhung loi ich da biét
va tiém n&ng cla san pham la |&én hon nhwng rdi ro da biét va tiém an cta san pham. T4t
cé cac tiéu chi nay phai dwoc dap (rng dé cho phép san phdm dwoc sir dung trong diéu tri
cho bénh nhan trong dai dich COVID-19.

Gidy phép EUA dbi v&i Vac-xin COVID-19 cla Pfizer-BioNTech c6 hiéu lwc trong thdi han
cua tuyén bé EUA vé COVID-19 minh chirng viéc s& dung khan cép nhixng sa&n pham nay
la chinh dang, trir khi sdn phdm bi chdm dat hodc bi thu hdi (sau dé sédn phadm khéng con
dwoc st dung nira).

San xuat bai
Pfizer Inc., New York, NY 10017

SIONT=CH

San xuat cho

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

LAB-1451-0.7

Stra dbi: Thang 12 n&m 2020

Quét ma dé cho biét réng Tai Liéu Thong Tin nay da
dwoc cung cap cho ngudi tiép nhan vac-xin dé st
dung cho hé thdng théng tin chiing ngtra/hd so'y té
dién tr.

Barcode Date: 1272020
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