Rx IVACFLU-S

VIEN VAC XIN VA SINH PHAM Y T

_ HUONG DAN SUDUNG ,
IVACFLU-S (VAC XIN CUM MUA DANG MANH BAT H@A

b

Vic xin ciim mua dang manh bt hoat

THANH PHAN

IVACFLU-S 1a véc xin phong bénh cim mua, dang manh, bét
hoat bing formalin, khong sir dung chét bao quan, thanh phén
chira khang nguyén bé& mat tinh ché vi rat cum cua cac ching:
ching A/HIN1, ching A/H3N2 va ching B. Thanh phin khang
nguyén clia cac chiing vi rat theo khuyén cdo cua T6 chirc Y t&
Thé gigi (WHO) hang nam cho mua cim. Véc xin tuan thu
khuyén cao ctia T chirc Y t& Thé gi6i cho ving Bic Ban Cau
2024-2025.

Trong mdi liéu 0,5ml vic xin c6 chira:

Thanh phin hoat chit: Khang nguyén bé mit (Haemagglutinin)
tinh ché, ham luong theo tirng ching nhu sau (ching mia cim
Béac Bén CAu 2024-2025):

Ham

Thanh phén hoat chét fig
uong

Khang nguyén bé mat tinh ché vi rat cim cia | 15 pgHA
chung A/HINI
(A/Victoria/4897/2022/HIN1)pdm09

Khang nguyén bé mit tinh ché vi rat cam ctia
chung A/H3N2

(A/Thailand/8/2022/H3N2)- ching tuong
duong

15 ngHA

Khéng nguyén bé mat tinh ché vi rat ciim cia | 15 ugHA
chung B
(B/Austria/1359417/2021 (B/Victoria lineage))

Thanh phén ta dugc

Thanh phin ta duge g;:‘g
. 5 ‘. Vira du
Dung dich dém muoi phosphat (PBS pH 7,2) 0.5 ml

DANG BAO CHE

IVACFLU-S dugc bao ché dudi dang dung dich tiém ding cho
ngudi- La dang dung dich dong nhat khong mau hodc trang mo,
khong lang cén.

CHI PINH

IVACFLU-S duoc chi dinh phong ngira cim mua cho ngudi 16n
tr 18 tudi dén 60 tudi. ) ]

Thoi diém tiém ngira tOt nhat 1a truéc mia cam (cy the theo
khuyén céo cua bac si hodc co sd y t€ theo tirng mién).
CACHDUNG VA LIEUDUNG

Vic xin dugc sir dung qua dudng tiém bép. )
Vic xin chua duge nghién ctru ¢ doi tugng tré em, khong khuyén
cdo su dung cho tré em. ) . )
Nguoi 1on (tir 18 tuoi df:n 60 tudi): Tiém 1 liéu 0,5 ml vac xin.
Vi tri tiém: Co delta (bap canh tay).

CHONG CHi PINH

“Pé xa tdm tay tré em”
“DPoc ky hudng dan st dung trude khi diang™
“Thudc nay chi dung theo don thuoc™

C6 tién st séc phan vé véi véc xin IVACFLU-S.

Tién sur man cam vé6i bat cir ching vi rat cim nao trong thanh
phan vac xin hogc di tmg vdi protein cua tring ga. thit ga.

Tién st man cam véi cao su (cua nit lo dung vac xin) hodc cac
thanh phén pha ché véc xin nhu dung dich PBS.

Nguoi ¢ hoi chimg Guillain-Barre, ¢6 réi loan than kinh.
Nguoi bi dong kinh dang tién trién hozc 6 tidn st co giat.
Neudi ¢6 co dia mén cam néng v6i cic vic xin khac (da ting bi
soc phan vé khi tiém vc xin).

Hodn tiém chiing néu ngudi tiém c6 tinh trang bénh ly ma cén bo
tiém chiing nhan théy khong an toan khi tiém véc xin (sot trén
38°C; bénh nhiém tring cép tinh...) hoic khong dam bdo hi¢u
qua cia vic xin (dang diing thubc e ché mién dich trén 14 ngay.
mac lao thé hoat dong ...).

CANH BAO VA THAN TRONG KHI SU DUNG

Chii y dé phong va than trong khi sw dung:

Vic xin IVACFLU-S nén dé dat bing nhiét do phong ngay trude
khi st dung.

Nén lic ky trude khi sir dung.

Khong duge tiém [IVACFLU-S vao mach mau.

Khéng tiém vAc xin qué han sir dung.

Cén giam sat chdt phan Umg qué mén sau khi tiém vc xin.

Dép ting mlen dich c6 thé khong di mure bao vé trong truong hop
suy giam mlen dich bam sinh hodc mac phai.

Phu nit tudi sinh dé t&t nhét nén tiém vic xin cim mua trudce khi
chuén bi mang thai.

Khéng chéng chi dinh dbi voi toan bo dbi trong ¢6 bénh man
tinh, ddc biét nén tiém vic xin IVACFLU-S cho ddi tugng 1am
vige § cdc co s6 xa hoi dong ngudi, ndm vién lau ngay. Trong
nhitng trudng hop nay can theo chi dinh cua béc si.

Ngudi bi bénh dudmng hd hdp man tinh nhur hdi chirng COPD nén
tiém vAc xin cim mua hang nam theo chi dinh cia béc si.

Nhan vién y t va ngudi cao tudi nén tiém véc xin trude mia cim
hang nam.

bbi tuong di du lich dén céc nudc ving dich nén tiém mdt lidu it
nhét 7 ngay trude khi di (N&u chua tiém véc xin cam trong vong
1 nam trudce do).

SU DUNG CHO PHU NU CO THAI VA CHG CON BU
Khoéng c6 dir ligu v& sir dung thudc trén phy nir ¢ thai, chi nén
ding thudc néu loi ich vuot trdi so voi nguy co. Pay 1a vic xin
bat hoat nén c6 thé dung cho phu nir ¢6 thai, khi ding phai ¢6 ¥
kién bac st. Khong chdng chi dinh tiém véc xin ctm trong thoi
ky cho con bi, tuy nhién nén héi y kién bac st trude khi tiém.

ANH HUONG LEN KHA NANG LAl XE, VAN HANH
MAY MOC

IVACFLU-S khong gy anh huong hogc anh hudng khong dang
ké dén kha nang 14i xe, van hanh méy moc.

TUONG TAC, TUONG KY CUA THUOC

Tuwong tic cia thude

Daép tng mién dich c6 thé gidm & bénh nhén dang hogc vira duge
didu tri liéu phap tc ché midn dich (corticosteroid liéu
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0.5mg/kg/ngay kéo dai >14 ngay, dang xa tri, dang ding cdc
thude diéu tri ung thu ...).

IVACFLU-S ¢6 thé duoc tiém cung lic véi cac véc xin khac
nhung vi tri ti€m phai dugc thuc hién & céc vi tri (chi) khéc.
Tuwong ky, cia thude

Do khong ¢6 cac nghién ciru vé tinh twong ky cua thubc, khong
tron 1an thube nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

1) C6 mot sb phan g tai chd nhur dau tai vi tri tiém khi cham
phai, dau tai vi tri tiém, rit thudng xay ra trong nhimng ngay diu
sau khi tiém, cac tridu chimg tai chd khéc nhu sung, mang cing
va quang do c6 thé thudng xdy ra. Cac phan ting toan than nhur
mét moi, kho chiu rit thudng hay gap. Triéu ching én ianh, budn
non va sbt nhe thuong hay xay ra. Non va cam gidc s6t cd thé gép
nhung it xay ra. T4t ca cac phan tng khong mong muon déu o
mirc d6 nhe va thuong tu khdi sau 1 - 2 ngay, khong can diéu tri.
2) Réi loan hé than kinh - van déng tam thoi nhu dau co, dau ddu,
dau khop 1a cac biéu hién thuong hay bét gap. Ciing gidng nhu
cac triéu chung khéng mong muén khac cic biéu hién trén
thuong nhe va tu qua khoi sau 1 - 2 ngay, khong can diéu tri.
Chua ghi nhan cac biéu hién rdi loan than kinh nhu t& liét, dau
day than kinh hay viém da r& than kinh ngoai bién (hoi chimg
Guillain-Barre), nhung cin chi y vi trong y van da c6 bao cdo,
mic di rat hiém xay ra. Khi c6 céc tridu chirng néu trén cin thong
bao cho bac si tai diém tiém phong va cin thue hign diéu tri y té
thich hop.

3) C6 thé gap di img hay sbc phan vé nhung hiém gap, ti 16 sbc
phan vé 1/1 triéu liéu nhu khi tiém bét ky loai véc xin nao khac
(theo WHO/V&B/00.36, part 2: Background rates of adverse
events following immunization - Geneva 2000 hodc phan irng di
ung ndng do co dia nguoi duoc tiém (1y lé rdt hiém). Trong
nhitng truong hop nay can duoc xi tri cap ciu kzp thoi theo qui
dinh vé an toan tiém ching).

4) Nghién ciru TNLS véi vac xin [IVACFLU-S trén nguoi 16n 18-
60 tudi nhdm danh gi4 ty 1& phan tng phu cac déi twong nhan 1
lidu vac xin cam IVACFLU-S (N= 770) da duoc béo cdo nhu
sau:

 Dugrc bdo cdo trong phan ing phy ngodi dy kién
V: Rat thiong gap: 2 1/10; : Thuong gap tir> 1/
< 1/10; %% [t géip tir > 1/1.000 dén < 1/100

QUA LIEU VA XU TRI
Qua liéu: Khong c6 dir lidu v& sir dung thube

ding qua lidu chi dinh cua thube.
Cich xir tri khi ding thude qua liéu: Bio céo ngay cho bac st
va tich cuc theo doi dé c6 bién phép xir tri kip thoi.

PAC TINH DUQC LU'C HQC

Phén nhém duoc diéu tri: Vac xin cim — ma ATC: JO7BB02
(Ngudn https://www.whoce.no/atc_ddd_index/?code=J07BB)
Viéc xin IVACFLU-S kich thich hé mién dich cua co thé tao
khang thé (IgG) trung hoa cac ching vi rat cam A/HINI:
A/H3N2 va B.

Vic xin IVACFLU-S khéng bao vé co thé phong bénh cam do
nhiing chung vi rat khac hodc cam lanh.

Ciing nhur cac loai véc xin khac, khong phai ai tiém IVACFLU-
S ciing ddu dugce bao vé, hiéu qua bao vé ciia vac xin cim mua
noéi chung tir 70 - 90%.

PAC TINH DUQC PONG HQC

Sau tiém véc xin tir 2-3 tuén khang thé trong huyét thanh dat dugc
mirc bao vé (hidu gia cta timg ching > 1:40), tir thoi diém do.
ngudi duge tiém vac xin [VACFLU-S sé& dugc bao vé phong cac
chuing vi riit cim c¢6 trong thanh phan cta véc xin.

Vi rit cim 4 bénh trong vai ngay do vdy néu nhu da nhiém vi rat
cim trudc hodc ngay trudce khi tiém hodc sau tiém dudi 1 tuan
ngudi duge tiém van ¢6 thé bi bénh cam.

QUY CACH })ONG GOI

Hop chtra 1 1o vac xin (0,5 ml - 1 lidu).

Hop chtra 10 1o véc xin (mdi 10 0,5 ml - T lidu).

PIEU KIEN BAO QUAN Nhiét do bao quan viic xin tir +2°C
dén + 8°C, khong dé dong bang. Bao quan véc xin nguyén trong
hop dé tranh 4nh séng.

HAN DUNG: 12 thang ké tir ngay co s& san xudt bat dau tién
hanh tht nghiém cdng hi¢u cho két qua co gia tri.

TIEU CHUAN CHAT LUOQNG: Tiéu chuén co so.

H?‘ thong Tan suét Phén @rng phu
€O quan
R6i loan hé | Rt thudng gip x
thén kinh 3 Dau dau
R6i loan da | Thuong gap @9 Buon ndn
day - rudt It gap ™9 Non
R6i loan mo | Rat thuong gip™ | Pau co
cOo, Xuong va . (4% .
khop Thuong gap DPau khép
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NHA SAN XUAT: VIEN VAC XIN VA SINH PHAM Y TE (IVAQC)
09 Pasteur, Nha Trang - Khanh Hoa - Viét Nam

DT: (84. 258) 3818898 - 3822408 Fax: (84.258) 3823815

E-mail: ivac@ivac.com.vn - Website: www.ivac.com.vn
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