VIEN VAC XIN VA SINH PHAM Y T

' MAU NHAN IVACFLU-S
(VAC XIN CUM MUA DANG MANH BAT HOAT)

i VACFL u 's S6 16 SX (Lot No.) :

Vic xin cim mia dang manh bt hoat
Nam Bén Cau 2026
M®i liéu 0,5 ml c6 chira khdng nguyén bé mat NSX (Mfd.)
tinh ché vi rdt cim cua cdc chiing:
- Ching A/H1N1 (A/Switzerland/6849/2025/H1N1)-

chlng twong dUONG........ccovevvivrvrorieiiisieeiinesens 15 pgHA
- Chiing A/H3N2 (A/Singapore/GP20238/2024/H3N2)- HD (Exp.)

chling trong dUoNg .......c.oeevereveeiniieceinissrenes 15ugHA  poe ACFLU-8-17
- Ching B (B/Austria/1359417/2021

(B/Victoria lineage))..........cuvereernieriniincinnireniineaas 15 pgHA

SPK: QLVX-H03-1137-19

Dung dich tiém - Tiém bép thit m
UIEN VAC XIN VA SINH PHAM Y TE

a/o'\



MAU HQP IVACFLU-S (VAC XIN CUM MUA DANG MANH BAT HOAT)

Loai 0,5ml/lg, hop 10 1o

Rx - For prescription only

IVACFLU-S

wumm&&mw
2026 Southemn Hemisphere
Pharmaceutical dosage form: injectable solution

Each dose of 0.5 mi contains purified surface antigen of influenza virus strains:
- A/HINT (A/Switzerland/6849/2025/H1N1) - like virus - strain

. 15ugHA
- ATHIN2 (/Singapore/GP20238/2024/H3N2)- like virus - strain 15 pgHA
-B (B/Austria/1359417/2021 (B/Victoria lineage)) - strain 15 pgHA
- Phosphate-buffered saline solution (PBSpH7.2) . qs0.5mi

0.5 mi/vial - Box of 10 vials

INSTITUTE OF VACCINES AND MEDICAL BIOLOGICALS
9 Pasteur, Nha Trang, Khanh Hoa, Viet Nam

VIEN VAC XIN VA SINH PHAM Y TE

IVACFLU-S

Tiém bap thit.

Bdo quan ¢ +2°C dén +8°C.
Khéng dé dong bing.

Léc ky truée khi ding.

DE XA TAM TAY TRE EM.

Boc ky hudng dén str dung trude khi dung.

Rx - Thuc ké don

IVACFLU-S N
SBK (Reg. No.): QLVX-H03-1137-19

Vic xin cm mia dang manh bt hopt

Nam Bén Cdu 2026
Dang bao ché: Dung dich tiem

M®i lidy 0,5 ml c6 chira khdng nguyén bé mit tinh ché vi rit cim cla céc ching: $510SX (Lot NoJ) :

) - Chiing A/HTNT (A/Switzerlanc/6849/2025/H1N1) - ching twong duong 15 pgHA
§ -Chidinh - Chiing A/H3N2(A/Singapore/GP20238/2024/H3N2) - chiing tong durong 15 pgHA NSX (Mfd.)
‘ﬁ“ﬁm - Chiing B (B/Austria/1359417/2021 (B/Victoria lineage). . 15pgHA
- Chéng - Dung dich dém musi ((PBSPH72) ira 66 0,5 mi Ho
Ol g ki Dung dich dém musi phosphat (PBS pH 7.2 vira ®)
R
VIEN VAC XIN VA SINH PHAM Y TE
9 Pasteur, Nha Trang, Khanh Hoa, Viét Nam BB3-IVACFLU-S10-17
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4,3cm

(VAC XIN CUM MUA DANG MANH BAT HO

VIEN VAC XIN VA SINH PHAM Y TE
MAU HQP IVACFLU-S

Loai 0,5ml/lg, hop 1 1o

Tiéu chudn chét lugng: TCCS * Chi dinh
SBK (Reg.No): QLVX-H03-1137-19 : *Cach diing
BB3-IVACFLU-801-17 * Chang chi dinh

* Cdc thong tin khdc

Xem trong t& huding ddn st dung thudc kém theo
Dé xa tam tay tré em

e Rx-Thudc ké don
-

am IVACFLU-S

Vés xin cim mia dang manh bat hoal

) Nam Bén CAu 2026
Dang bao ché: dung dich tiém
MBi 1i6u 0,5ml ¢6 chia khang nguyén b& mat tinh ché vi rit cilm cla cdc chiing:

- Ching AHIN1 (A/Switzerland/6849/2025/H1N1) - ching twong duong 15 pgHA
- Chiing A/H3N2 (A/Singapore/GP20238/2024/H3N2) - chung tuong dwong 15 ygHA
- Chiing B(B/Austria/1359417/2021 (BVictoria lineage)) 15 pgHA
- Dung dich dém mudi phosphat (PBS pH7,2) viia a0 0,5 ml

VIEN VAC XIN VA SINH PHAM Y TE
9 Pasteur, Nha Trang, Khénh Hoa, Vigt Nam

Tiém bép thit §616 5X (Lot No) .
Bao quan 6 +2°C dén + 8T NSX(MH)
Khéng aé déng bing H (Exp)

Lic k§ trudc khi dung
Boc kj hudng din st dung trudc khi diing
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Rx IVACFLU-S

VIEN VAC XIN VA SINH PHAM Y TE

~ HUONG DAN SUDUNG )
IVACFLU-S (VAC XIN CUM MUA DANG MANH BAT

QA
tVAC

Vic xin cim mua dang méanh bét hoat

THANH PHAN

IVACFLU-S 14 véc xin phong bénh ctim miia, dang manh,
bét hoat bing formalin, khéng str dung chit bao quén,
thanh phin chira khédng nguyén bé mit tinh ché vi rat cim
cia cac ching: ching A/HIN1, ching A/H3N2 va
ching B. Thanh phan khang nguyén clia cac chung vi rat
theo khuyén cdo ctia T chirc Y t& Thé glm (WHO) hang
nim cho mua ciim. Vic xin tuén thi khuyen cho ciia TH
chirc Y t& Thé gi6i cho ving Nam Bén Cau 2026.

Trong mdi lidu 0,5ml vic xin ¢ chira:

Thanh phin hoat chdt: Khang nguyén bé mit
(Haemagglutinin) tinh ché, ham luong theo timg ching
nhu sau (chting miia ctim Nam Ban Cau 2026):

Thanh phin hoat chit Ham lugng

Khang nguyén b mit tinh ché virat cim | 15 pgHA

ctia ching A/HIN1

(A/Switzerland/6849/2025/H1IN1)-
ching twong duong

Khéng nguyén bé mit tinh ché vi rut
cim cua chiing A/H3N2

(A/Singapore/GP20238/2024/H3N2)-
ching tuong duong

15 pgHA

Khéng nguyén bé& mit tinh ché vi rat cim
cta ching B

(B/Austria/1359417/2021 (B/Victoria
lineage))

15 ngHA

Thanh phén ta dugc

Thanh phén ta dwgc Ham luong

Vira du
0,5 ml

Dung dich d&&m mudi phosphat
(PBS pH 7,2)

DANG BAO CHE

IVACFLU-S dugc bao ché dudi dang dung dich tiém dung
cho nguoi. La dang dung dich dong nhét khong mau hodc
tring mo, khong ling can.

CHI PINH

IVACFLU-S duorc chi dinh phong nglra cim mua cho tré
em tir 6 thang tudi tré 1€n va ngudi 16n.

Thoi diém tiém ngira t6t nhat 1a trudc ‘mua ciim (cy thé theo
khuyén c4o ctia bac st hoic co s& y té theo timg mién).
CACH DUNG VA LIEU DUNG

Cach dung
Vic xin dugc sir dung qua dudng tiém bip.

“pé xa tAm tay tré em”
“Poc ky hudng dan sir dung trude khi ding”
“Thudc nay chi dung theo don thudc”

Vi tri tiém:

- Dbi v6i ngudi 16n va tré trén 12 théng tudi thudong tiém
vao co delta hodc mat trudc-bén cia dui.

- Dbi voi tré tir 6 thang dén 12 thang tudi thuong tiém vao
mit trude-bén chia dui.

Liéu dung

Nhém tubi Lidu diing

Tiém 1 dén 2 mili, mbi miii

6 thang dén 35 thang tuoi 0,25 ml viic xin®

Tiém 1 dén 2 miii, m6i miii

r A 24 A
36 thang tudi dén 8 tudi 0,5 1l o ginP

Tiém 1 mii 0,5 ml

9 tudi tr¢ 1én va ngudi lon

vdc xin

2 PGi voi tré tir 6 thang dén 8 tudi sir dung véc xin ciim
mua l4n dau tién thi tiém 2 mifi, mii thtr hai cach mii thu
nhét it nhét 4 tudn. Sau d6 tiém nhéc lai 1 miii cho cac mua
ctm tiép theo.

CHONG CHI PINH

C6 tién sir soc phan vé véi véc xin IVACFLU-S.

Tién sir min cam vdi bét cir chung vi rit cim nao trong
thanh phin véc xin hoic di ung véi protein cua tring ga,
thit ga.

Tién str man cam véi cao su (ctia nut lo dung vic xin) hodic
céc thanh phén pha ché véc xin nhu dung dich PBS.
Ngudi ¢ hoi chimg Guillain-Barre, c6 1 loan thin kinh.
Nguoi bi dong kinh | dang tién trién hoic co tién str co giat.
Nguoi ¢6 co dia man cam ngng v6i cac vic xin khac (da
timg bi séc phan vé khi tiém véc xin).

Hodn tiém ching néu nguoi tiém c6 tinh trang bénh 1y ma
cén b tiém chiing nhan thiy khong an toan khi tiém vic
xin (sbt trén 38°C; bénh nhlem trung cép tinh...) hoic
khong dam bao higu qua cta véc xin (dang dung thudc e
ché mién dich trén 14 ngay, méc lao thé hoat dong ...).

CANH BAO VA THAN TRONG KHI SU DUNG

Chii y dé phong va than trong khi sir dung:

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

Nén lic k¥ trudce khi sir dung.

Khoéng dugc tiém IVACFLU-S vao mach méu.

Khong tiém vic xin qua han sir dung,

Cén giam sat chdt phan Umg qua man sau khi tiém vic xin.
Dép tng mién dich c6 the khong du mirc bao V¢ trong
truong hop suy giam mlen dich bdm sinh hodc méc phai.
Phy nit tudi sinh dé t6t nhit nén tiém vic xin cim mua
trude khi chuan bj mang thai.

BB2-IVACFLU-S-18
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Khong chéng chi dinh dbi voi toan by dbi tugng c6 bénh
mén tinh, dc biét nén tiém vic xin [IVACFLU-S cho déi
tuong 1am viéc & cdc co s& xd hoi dong ngum nam vién
14u ngay. Trong nhiing trudong hgp nay can theo chi dinh
cta béc si.

Ngudi bi bénh dudng hd hdp man tinh nhu hdi ching
COPD nén tiém vic xin ciim mua hang nim theo chi dinh
cia bac si.

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

DPbi twong di du lich dén cac nude ving dich nén tiém mot
liu it nhat 7 ngay trudce khi di (Néu chua tiém véc xin ciim
trong vong 1 ndm trude do).

SU DUNG CHO PHU NU €O THAI VA CHO
CON BU

Khong c6 dit lidu vé sir dung thudc trén phu nit c6 thai, chi
nén dung thube néu loi ich vuot troi so véi nguy co. Pay
14 véc xin bét hoat nén c6 thé dung cho phu nr ¢6 thai, khi
ding phai c6 y kién bac si. Khong chdng chi dinh tiém vic
xin ctim trong thoi ky cho con b, tuy nhién nén héi y kién
béc s trude khi tiém.

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

IVACFLU-S khong gdy anh hudng hogc anh hudng khong
dang ké dén kha ning 14i xe, van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Tuong tac ciia thude

Dap tmg mién dich c6 thé giam & bénh nhén dang hoac vira
dugc didu tri lidu phap e ché midn dich (corticosteroid
liéu 0,5mg/kg/ngay kéo dai >14 ngay, dang xa tri, dang
ding cdc thuéc diéu tri ung thw ...).

IVACFLU-S c6 thé dugc tiém cing lic véi cac véc xin
khéc nhung vi tri ti€ém phai dugc thyc hién & cac vi tri (chi)
khéc.

Tuong ky ciia thudc

Do khéng c¢6 cic nghién ctru vé tinh twong ky cua thudc,
khong tron 18n thudc nay voi cac thudc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC
1) C6 mot s6 phan ung tai ch5 nhu dau tai vi tri tiém khi
cham phai, dau tai vi tri ti€m, rit thuong xay ra trong nhing
ngay du sau khi tiém, cdc trigu chung tai chd khac nhu
sung, mang cling va quing do c6 thé thuong xay ra. Céc
phén tng toan thin nhu mét moi, kho chju rat thuong hay
gdp. Triéu ching 6n lanh, buon non va sbt nhe thuong hay
xdy ra. Non va cam gidc sét c6 thé gdp nhung it xay ra. TAt
ca cac phan ting khong mong mudn deu & muc d) nhe va
thuong ty khéi sau 1 - 2 ngdy, khong cin diéu tri.

2) Réi loan hé thin kinh - vén dong tam thoi nhu dau co,
dau dAu, dau khép 1a cac bidu hién thuong hay bat gap.
Ciing glong nhu céc triéu chirg khong mong mudn khac
céc biéu hién trén thudng nhe va ty qua khoi sau 1 - 2 ngay,
khong can diéu tri. Chua ghi nhan cac bidu hién r01 loan
than kinh nhu t8 liét, dau day than kinh hay viém da re than
kinh ngoai bién (hdi ching Guillain- -Barre), nhung can chu
y vitrong y vin dd c6 bdo céo, mgc du rét hiém xay ra. Khi
¢6 céc triéu chung néu trén cin théng béo cho bac si tai
diém tiém phong va cn thyuc hién diéu trj y té thich hop.
3)Co thé gip di ing hay séc phan vé nhung hiém gap, ti
18 séc phan vé 1/1 triéu lidu nhu khi tiém bat ky loai vic
xin nao khac (theo WHO/V&B/00.36, part 2: Background
rates of adverse events following immunization - Geneva

2000 hodc phan vng di iing néing do co dig/ng

tiém (ti l¢ rat hiém). Trong nhitng truong hop ‘@‘fu (rafu
xit tri cdp ciu kip thoi theo quy digh vé an to
tiém chiing). Y &
4) Nghién ctru TNLS v6i vic xin IVACE _[E%T”@gm_g_a_
ctim Béc Ban CAu 2014-2015 va Béc Bair 2016-2017)
trén ngudi 16n 18-60 tudi (N=770), ti 1§ phan tg phu sau
tiém 1 lidu vic xin IVACFLU-S di dugc béo cdo nhu sau:

LY

A A
: I-clt‘); ;l:loalilg Tén suit Phén t&ng phu
ROi  loan 7 n o
hé  thin (I*{)at thudng gdp Pau dau
kinh
ROi loan | Thuong gip ©” | Budn non
da day - | .

'3 - (***) A
rubt It gép Non
RoOi loan | Rat thuong gip® | Pau co
md o,
xuong va | Thuong gip™ Pau khép
khép

Dau tai vi tri tiém, dau

) «. | Rat thuong gap™ | khi cham phai, mét
Cae 10 méi, khé chiu

‘ 5 . o (E Sung, chai cirng/mang

(**) ’ 7
chung V& | Thuomg €86 | iy 40, on laah, ot
tiem ) Cam giac sot, t& ¢ tay \
It gap™™™ tiem (O ngira tai vi tri :
tiém @ \

m DPugc bdo cdo trong phan ving phu ngodi di kién

: Rt thuong gap: > 1/10; *Y: Thuong gap tie> 1/100
dén < 1/10; (%% [t gap tir > 1/1.000 dén < 1/100

5) Trong TNLS vic xin IVACFLU-S m& rong (ching mua
cim Bic Ban Ciu 2019 2020 va Nam Bén Cau 2020) trén
dm tuong tir 6 thang tudi dén 17 tudi va ngudi 16n trén 60
tudi, ti 18 phan ung phu sau tiém 2 hodc 1 mii vic xin
IVACFLU-S da dugc bao cdo nhu sau:
e D6i twong tir 6 thang tudi dén 8 tudi (N=360) @

N\

Phén 1ing phu
A A =
HE thong | o o 4 | 6thangdén | 35 thang tudi
€0’ quan 35 thang tudi dén 8 tudi
; (N=180) (N=180)
RO6i loan | ¢ £ ; Pau dau,
he  thin | LEWP 8}‘;‘51‘1‘}‘1‘:0 quéy kho,
kinh & budn ngli
Réi ; s X
d01 d‘loan It gé@ip No6n/ bubn Non/ budn
e qay = e non ndn
rut
R6i loan
mé co, | ¢
’ Ap**) .
xuong va It gép ’ Pau co
khép
lia‘a DPau tai vi tri | Pau tai vi tri
thuong ti8m i
; £ | gip® em
Cac  roi | &9P
loan Pau khi
chung va | Thuon DPau khi cham phai,
tal Vi tri ga (n)g Cham phél,, ban d(), Sﬁt,
tiém P mét mai, sot | sung, mét
moi
it gap™® | Ban do -




@ Péi twpng tiém 2 miii vic xin IVACFLU-S

(): Rdt thuong gdp: > 1/10; *: Thuong gdp tir > 1/100
dén < 1/10; (**¥: [t giip tie > 1/1.000 dén < 1/100

e Pbi tugng tir 9 tudi dén 17 tudi (N=180) @

A A
Hg.thong Tén suét Phan ing phu
€0’ quan
R&i loan hé | Thuong gap™ | Bjkich thich
than kinh ft gap 9 Dau diu
R&i loan mo )
co, xuong va | It gap™*™ DPau co
khép
, Rfl t('gluémg Pau tai vi tri tiém
Céc roi loan | 84P : _
chung va tai Thuong gip™ Dau khi che_}m phai,
vi tri tiém i sot, mét moi
ft gap®* Sung

@ Béi twong tiém 1 miii vic xin IVACFLU-S

(9: Rt thuong gdp: > 1/10; ™: Thuong gdp tir > 1/100
dén < 1/10; (*%: [t gip tir > 1/1.000 dén < 1/100

e Dbi twong ngudi 16n trén 60 tudi (N = 180) @

A A

HE thong Tén suit Phén trng phu

co' quan

, Thuong gi 5y
RO l()gn hé (*%) & &4p Pau dau
L inl it gap ¢ Budn ngi
Rbi loan mo
co, xuong va | It gip ¢ DPau co
khép

. Dau tai vi tri tiém, dau

Céc roi ‘loar? Thuong gap™™ | khi cham phai, sung,
chung va tai mét méi, on lanh
Wi i tem it gap ¢ Ban d9, s6t, 46 md hoi

@ Déi tigng tiém 1 miii véic xin IVACFLU-S

(**): Thuong gdp tir> 1/100 dén < 1/10; (%%%; It gaap tir
> 1/1.000 dén < 1/100
QUA LIEU VA XU TRI
Qua liéu: Khong 0 dir lidu v& sir Qung thudc qué liéu,
khong dung qua liéu chi dinh cta thudc.

Cich xir tri khi dung thudc qua lidu: Bio cdo ngay cho
bac si va tich cuc theo ddi d€ cé bién phap xir tri kip thoi.

PAC TiINH DUQC LUC HQC
Phan nhém duge didu tri: Vic xin cim — m3/A
(N, guén https://www.whocc.no/atc_ddd indg Ihcﬁi a&l@
Vic xin IVACFLU-S kich thich hé m1 di

tao khang thé (IgG) trung hoa céc/himg—vi—Fi
A/HINT1; A/H3N2 va B.

Vic xin IVACFLU-S khong bao vé co thé phong bénh ctim
do nhiing ching vi rat khac hoéc cam lanh.

Ciing nhu cic loai véc xin khac, khong phai ai tiém
IVACFLU-S ciing déu duoc bao vé, hiéu qua bao vé cua
vAc xin cim mia n6i chung tir 70 - 90%.

PAC TINH DUQC PONG HQC

Sau tiém vic xin tir 2-3 tudn khang thé trong huyét thanh
dat dugc mirc bao vé (hiu gia ctia tirng chiing > 1:40), tir
thoi diém d6, ngudi duoc tiém véc xin IVACFLU-S s&
dugc bao vé phong cac ching vi riit cim c6 trong thanh
phén cua véc xin.

Vi riat cim @ bénh trong vai ngay do vay ndu nhu d4 nhiém
vi rut cim trude hodc ngay trudce khi tiém hodc sau tiém
dudi 1 tudn ngudi dugc tiém van c6 thé bi bénh cim.
QUY CACH PONG GOI

Hop chira 1 lo véc xin (0,5 ml - 1 lidu).

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

PIEU KIEN BAO QUAN Nhiét d¢ bao quan vic Xin tir
+2°C dén + 8°C, khong dé dong bang. Bao quan vic xin
nguyén trong hop dé tranh anh sang.

HAN DUNG: 12 théng k& tir ngdy co s& san xuét bit diu
tién hanh thir nghiém cong hidu cho két quéa c6 gié tri.
TIRU CHUAN CHAT LUQNG: Tiéu chuén co sé.

NHA SAN XUAT: VIEN VAC XIN VA SINH PHAM Y TE (IVAC)
09 Pasteur, Nha Trang - Khanh Hoa - Vi¢t Nam

DT: (84.258) 3818898 - 3822408 Fax: (84.258) 3823815

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

Duaing Hitu Thii



