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The combination of the strains ger 0.5ml of the 2026 season Southern Hemisphere is/ Keep the medicines out of the reach and sight of children/ D€ xg tém tay vd tm mdt tré em
Két hgp cdc ching trong m6i 0,5ml cho mua 2026 Nam Bdn Cau lo: Read carefully the package-insert before use/ Doc kj hudng dan st dung tru'dc khi ding
AlMissouri/1/2025 (H1ﬁ1)pdm09-\ike virus For intramuscular or deep subcutaneous injection/ Tiem bdp hodc tiém sdu dudi da.
(AlSwitzerland6849/2025, IVR-278) 15 g haemagglutinildoselliéu gpechcation iew chudinn-housel IG5
AlSingapore/GP20238/2024 (H3N2)-like virus ] e e b Lo oo Feene.
(AlSingapore/GP20238/2024, IVR-277)15 pg haemagglutinin/dose/liéu Keepin origina\gcontainer Protect from.\ioght/ .
B/Austria/1359417/2021 (B/Victoria lineage)-like virus Béo quén‘trong td lanh & +2°C dén +8°C. Khéng duoc déng bang.
(BlAustrf13594171202), BVR-26) 1 g haemagglutinin/doseu Bilo qudn trong bao bi . trénh dnhséng.©
B/Phuket/3073/2013-like virus (B/Yamagata lineage) Allow vaccine to reach room temperature before use/
(B/Phuket/3073/2013, wild type) 15 g haemagglutinin/dose/liéu De vdc xin dén nhiét do phong trudc khi dung. 8'"002660"035967
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INFLUVAC  TETRA 2%

Suspension for injection in pre-filled syringe
Influenza vaccine (surface antigen, inactivated)

1 pre-filled syringe contain
0.5ml (for single use)

1
Pre-filled

g 0.5 ml . 1 bom tiém dong sdn chira -
SN 0.5 mi syringe 0,5mi (cho liu don) /
-~
. . ~ -
—__ Directions for use enclosed -
N Open here o
~__ N J
-P.174 -P.158 - P.5405 - CUTTINGDIE - - VARNISHFREE
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INFLUVAC"TETRA S
2026 SEASON m| 5%
for .M. or deep S.C. injection g- T S e
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1142883
Rx - Huéng dan sir dung thuéc cho can bd y té.

INFLUVAC TETRA

Thuéc ndy chi ding theo don cda bdc sy.

Doc ky hugng dén s dung truéc khi dung.

DE xa tam tay va tam mdt tré em.

Théng bdo ngay cho bdc sy hodic dugc sy nhirng tdc dung khéng
mong muén gap phdi khi dung thuéc. .
THANH PHAN PINH TINH VA BPINH LUQNG ™~
M&i ligu 0,5 ml chira cac khang nguyén bé mat virus cim (haemagglutinin va neuraminidase) cac chding* sau day:
A/Missouri/11/2025 (H1N1)pdm09-like virus (A/Switzerland/6849/2025, IVR-278) 15 g haemagglutmm/lléu
A/Singapore/GP20238/2024 (H3N2)-like virus (A/Singapore/GP20238/2024, IVR-277) 15 pg haemagglutinin/liéu
B/Austria/1359417/2021(B/Victoria lineage)-like virus (B/Austria/1359417/2021, BVR-26) 15ug haemagglutinin/ liéu
B/Phuket/3073/2013-like virus (B/Yamagata lineage) (B/Phuket/3073/2013 wild type) 15 g haemagglutinin/liéu
* da nhan giéng trong tring ga mai dugc thu tinh tlr cac dan ga gio khée manh.

Vac xin nay tuan theo khuyén cao clia T6 chirc Y t& Thé gidi (Nam ban cau) va quyét dinh clia nha chire trach ¢
thdm quyén cho mua 2026

Influvac Tetra 2026 c6 thé chira vét cdia trimg (nhu ovalbumin, protein ga), formaldehyde, cetyltrimethylammoni bromid,
polysorbat 80 hoac gentamicin, la nhimng thanh phan dugc st dung trong qua trinh san xudt (Xem phan “Chéng chi dinh”)
Danh muc cac ta duoc

Kali clorid, kali dlhydrogen phosphat, dinatri phosphat dihydrat, natri clorid, calci clorid dihydrat, magnesi clorid
hexahydrat va nudc cat pha tiém.

DANG BAO CHE

Hon dich tiém déng san trong cac bom tiém, chat 1dng khong mau, dong liéu don trong cac bam tiém (thdy tinh, loai I)
CAC PAC TINH DU'QC LUC HOC

Nhém dugc ly tri liéu: Vac xin cim, ma ATC: J07BBO02.

Co ché duoc ly:

Influvac tetra cung cap hoat tinh mién dich cho bén chling virus: chiing A/(HT/NT), chiing A/(H3/N2) va hai chiing B
(mdi chiing tor mét c dong B/(Victoria) va B/(Yamagata). Influvac tetra duoc san xuat giéng quy trinh cta vac xin cim
Influvac tam gid, gay ra khang thé thé dich khang lai heamagglutinins. Nhitng khang thé nay vo hiéu héa virus cim.
Murc hiéu gia khang t thé dac hiéu trc ché sur ngung két hong cau (HI) sau khi tiém véi vaccine ciim bat hoat khong
liéen quan dén bdo vé khdi bénh ciim nhung hiéu gia khang thé HI dugc dung dé do ludng hoat dong clia vaccine.
Dap trng mién dich dat dugc trong 2-3 tuan. Khoang thoi gian mién dich dat dugc sau khi tiém véi cac chiing tuong
rng hodc d6i véi cac chiing c6 quan hé gan giii véi chiing clia vaccine thay déi nhung thudng trong 6-12 thang.

Bac tinh dugc ly

Hiéu qua cua Influvac tetra & tré em tir 6 - 35  thang tudi:

Hiéu qua cta Influvac tetra da dugc danh gia trong mot nghién ctru ngau nhién, mu quan sat, doi i chimg vai
vac xin khéng ki€ém soat cim (INFQ3003) du'dc thuc hién trong 3 mua cim 2017 dén 2019 & Chau Au va Chau

A. P& tugng khde manh tir 6 - 35 thang tui dugc tiém hai liéu v3c xin Influvac tetra (N = 1005) hodc vac xin
khong kiém soat cam (N = 995) cach nhau khoang 28 ngay. Hiéu qua cda Influvac tetra dugc danh gia trong
viéc ngan ngtra bénh cim A va / hoac B da dugc xac nhan b&ng phan rng chudi polymerase phién ma ngugc
(RT-PCR) - do bat ky chting cim nao. Tat c& cac mau xét nghiém RT-PCR duong tinh déu dugc kiém tra thém

vé kha nang séng sét trong nudi cy té bao va dé xac dinh xem cac chling vi rit dang luu hanh cé phit hop véi
chung vi rat trong vac xin hay khéng.

Bang: Hiéu qua & tré em tir 6 - 35 thang tudi

2026
SEASON

Influvac tetra VAc xin khong Hiéu qua vac xin
N=1005 kiém soat cim (95% CI)
N=995
Bénh cim dugc phong thi nghiém xac nhan do: |n n
- Bat ky chding cim A hoac B nao 59 117 0.54 (0.37 - 0.66)
- Chung ctim dugc xac nhan bai nudi cay phti hop| 19 56 0.68(0.45-0.81)
v&i chling trong vac xin

H|eu qua clia véc xin: ty | cac tru’cmg hop cim dugc phong ngira bang vac xin

=50 d6i tuong duoc tiém ching
n =56 cacim
Cl= khoang tin cay
Tinh sinh mién dich cdia Influvac tetra so v&i Influvac tam gia
Cac nghlen cru lam sang tren doi tugng ngudi16n tr 18 tudi (INFQ3001) va tré em tir 3-17 tudi (INFQ3002) danh
gia an toan va tinh sinh mién dich cta Influvac tetra va tinh khéng kém hon so vé&i Influvac tam gi& déi vdi hiéu
gia khang thé trung binh nhan HI sau khi tiém (GMT)
Trong cd hai nghién cdru, dap ing mién dich tir Influvac tetra khdng kém hon so véi vaccine Influvac tam gia d6i
véi 3 chung cim tuong Ung. Influvac tetra tao dap ('ng mién dich t6t hon vaccine Influvac tam gia trén ching
cim B bé sung.
Ngudi I6n tir 18 tudi va ngudi gia.
Nghién ctru lam sang INFQ3001, 1535 ngudi I6n tir 18 tuBi va ngudi gia nhan dugc liu don cda Influvac tetra
va 442 doi tugng nhan lieu don Influvac tam gia.
Béng: Hiéu gid khdng thé trung binh (GMT) sau tiém va ty 1é chuyén déi huyét thanh

Influvac’ Influvac?
N=112 N=110

Hiéu gia khang thé trung binh (95% khodng tin cay)

Influvac tetra
N=768

Ngudi 16n 18-60 tudi

A/HIN1

272.2(248.0, 298.8)

304.4 (235.1, 394.1)

316.0(245.1, 407.3)

A/H3N2

442.4 (407.6, 480.2)

536.5(421.7, 682.6)

417.0(323.7,537.1)

B (Yamagata)®

162.5(147.8, 187.7)

128.7(100.3, 165.2)

81.7 (60.7,109.9)

B (Victoria)*

214.0(195.5, 234.3)

85.1 (62.5, 115.6)

184.7 (139.0, 245.3)

Ty 1& chuyén déi huyét thanh (khodng tin cay 95%)

A/H1N1

59.4% (55.8% , 62.9%)

65.5% (55.8% , 74.3%)

64.8% (55.0% , 73.8%)

A/H3N2

51.3% (47.7% , 54.9%)

61.6% (51.9% , 70.6%)

55.5% (45.7% , 64.9%)

B (Yamagata)®

59.2% (55.7% , 62.8%)

58.7% (48.9% , 68.1%)

40.9% (31.6% , 50.7%)

B (Victoria)*

70.2% (66.8% , 73.4%)

51.4% (41.6%, 61.1%)

66.4% (56.7% , 75.1%)

Ngudi gia tir 61 tudi

Influvac tetra
N=765

Influvac
N=108

Influvac?
N=110

Hiéu gia khang thé trung binh (95% khodang tin cay)

A/H1IN1

127.2(114.9, 140.9)

142.4(107.6, 188.3)

174.2 (135.9, 223.3)

A/H3N2

348.5(316.8, 383.5)

361.5(278.3, 469.6)

353.4(280.7, 445.0)

B (Yamagata)®

63.7 (57.7,70.4)

57.4 (43.6,75.7)

27.3 (20.7,36.0)

B (Victoria)*

109.4 (98.1, 122.0)

48.0 (34.6, 66.6)

106.6 (79.7, 142.8)

Ty lé chuyé&n d6i huyét thanh (khodng tin cdy 95%)

A/H1IN1

50.3% (46.7% ,54.0%)

56.6% (46.6 , 66.2%)

58.2% (48.4% , 67.5%)

A/H3N2

39.3% (35.8% , 42.9%)

44.4% (34.9%, 54.3%)

43.6% (34.2% , 53.4%)

B (Yamagata)®

49.9% (46.2% , 53.5%)

46.2% (36.5%, 56.2%)

30.0% (21.6% , 39.5%)

B (Victoria)*

53.6% (50.0% , 57.2%)

25.0% (17.2%, 34.3%)

55.6% (45.7% , 65.1%)

N=s6 lugng doi tugng nghién cdru trong danh gia hiéu qua
' chira A/HIN1, A/H3N2 va B (chling Yamagata)
2chira A/H1N1, A/H3N2 va B (chdng Victoria)

* khuyén cédo clia WHO cho chung B mlia 2014-2015 cda vaccine tam gia
“khuyén cdo clia WHO cho chdng B b8 sung mua 2014-2015 clia vaccine tir gia

Tré em
Tré em tir 3-17 tudi

Nghlen clru 1am sang INFQ3002, 402 tré em trong d6 tudi tir 3-17 dugc tiém mot hoac hai I|eu Influvac tetra va
798 tré em dugc tiém mot hodc hai liéu Influvac tam gia dua trén tién sl tiém vac xin cum cla tré.
Bang: Ty |é chuyé&n d6i huyét thanh

Tré em tir 3-17 tudi

Influvac tetra
N=396

Influvac’
N=389

Influvac?
N=399

Ty 1& chuyén déi huyét thanh (khodng tin cay 95%)

A/HTIN1

60.1% (55.1% , 65.0%)

61.8% (56.7% , 66.6%)

59.1% (54.1% , 64.0%)

A/H3N2

80.6% (76.3% , 84.3%)

82.4% (78.3% , 86.1%)

80.7% (76.5% , 84.5%)

B (Yamagata)®

79.3% (75.0% , 83.2%)

73.1% (68.4% , 77.5%)

28.1% (23.7% , 32.8%)

B (Victoria)*

76.5% (72.0% , 80.6%)

39.5% (34.6% , 44.6%)

72.7% (68.0% , 77.0%)

N=s6 lugng doi tugng nghién clru trong danh gia hiéu qua
' chira A/H1N1, A/H3N2 va B (chling Yamagata)
>chira A/H1N1, A/H3N2 vaB (chung Vlctorla)

* khuyén cdo cua WHO cho chung B mua 2016-2017 cta vaccine tam gia

4 khuyen céo cia WHO cho chling B b6 sung mua 2016-2017 clia vaccine tir gia

Tré em tir 6 dén 35 thang tudi:

Trong nghién ctru lam sang INFQ3003, tinh sinh mién dich cdia Influvac tetra dugc danh gié vé ty 1& chuyén déi
huyet thanh qua 3 mua cam.

Bang: Ty |é chuyé&n d6i huyét thanh

Tré em tir 6 - 35 thang tudi [Mua cum Mua cim Mua cdm
NH 2017-2018' NH 2018-2019' SH 2019
N =348 N =359 N =225

Ty |é chuyén d6i huyét tha

nh (khoang tin cay 95%)

A/HTN1 74.4% (69.5% , 78.9%) 76.0% (71.3% , 80.4%) 69.8% (63.3% , 75.7%)
A/H3N2 92.5% (89.2% , 95.0%) 86.6% (82.7% , 90.0%) 86.2% (81.0% , 90.4%)
B (Yamagata) 35.5% (30.4% , 40.8%) 56.0% (50.7% , 61.2%) 16.9% (12.2% , 22.4%)
B (Victoria) 26.5% (21.9% , 31.5%) 65.2% (60.0% , 70.1%) 47.6% (40.9% , 54.3%)

N = s6 d6i tugng dugc dua vao phan tich tinh sinh mién dich
' chira cac ching dugc WHO khuyén nghi cho cac muia tuong ¢ng déi véi vac xin tir gia
Céac s6 liéu an toan tién 1am sang
Cac dir liéu tién 1dm sang cho thdy khéng c6 nguy hai ndo cho ngudi dua trén cac nghién clru tiéu chudn vé ligu
1ap lai va doc tinh tai cho, co quan sinh san va thir nghiém doc tinh va an toan.
CAC PAC TINH DUQC DONG HOC
Khéng ap dung
QUY CACH PONG GOI
0,5 ml hén dich tiém dugc nap trudc vao bom tiém (thdy tinh loai I), hdp cé 1 bom tiém.
CAC PAC TINH LAM SANG
Chi dinh diéu tri
Phong ngtra bénh ctim, dac biét 13 & nhiing ngudi c6 nguy co rdi ro tang do bién chimg két hgp.
Influvac tetra dugc chi dinh cho ngudi I6n va tré em tir 6 thang tudi.
St dung Influvac tetra phai dugc dua trén nhitng khuyén cao chinh thirc.
Li”éu lwgng va cach dung
Liéu luong
Ngudil6n va tré em tr 6 thang, tudi: 0,5ml.
Tré em dudi 9 tudi, chua tiém vac xin cim mua trudc d6, thi nén tiém mot lieu thir 2 nhac lai 14 0,5ml, sau khoang
thoi gian t6i thidu 13 4 tuan.
Tré nho dudi 6 thang tudi: dif liéu an toan, hiéu qua chua dugc thiét 1ap.
Dbudng dung
- Viéc tiém chling nén dugc thuc hién bang cach tiém bap hoac tiém sau dudi da.
- Cacvitri vu tién dé tiém bap |a mat trudc clia dui (hoac co delta néu khéi lugng co dd) & tré tir 6 thang dén
35 thang tudi, hodc co delta & tré tor 36 thang tudi va ngudi 1on.
- Candn trong trude khi xUr ly hodc sir dung san pham.
- Hu6ng dan vé chuan bi san pham trudc khi dung, xem phan “Cac ddu hiéu luu y va khuyén cao”
Chong chidinh
Man cdm véi cac thanh phan hoat tinh, véi bat ky t4 dugc dugc ghi & phan 1 hodc bat c thanh phan nao cé
thé chi c6 mat v&i mot lugng rat nhd nhu trimg (ovalbumin, protein ga), formaldehyde, cetyltrimethylamoni
bromid, polysorbat 80, hodc gentamicin.
Cac benh nhan/tré em cé triéu chu’ng s6t hodc nhiém trung cdp tinh s& phai hodn viéc tiém chdng.
CANH BAO VA THAN TRONG KHI DUNG THUGC
Truy xudt nguon goc
Dé nang cao kha n3ng truy xudt ngudn géc clia cac sdn phdm thudc sinh phdm, can ghi rd tén va sé 16 cla san
phdm dugc sir dung.
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Ciing nhu véi tat ca cac vac xin tiém, diéu tri ndi khoa thich hgp va viéc giam sat phai luén ludn san sang trong
trudng hop xay ra phan (rg qua man sau khi tiém véc xin.

Khdng dugc tiem tinh mach Influvac tetra trong bat ky trudng hgp nao.

Cng nhu cac loai vac xin tiém bap khac. Influvac tetra nén duoc st dung than trong d6i véi nhitng ngudi bi giam
tiéu cau hodc c6 bat ky r0| loan dong mau nao vi ¢ thé xay ra chay mau sau khi tiém bap cho nhirng doi tugng nay
Phan u’ng lo au bao gém ca phan (g than kinh phé vi (ngét), tang thong khi hoac phan rng lién quan dén
stress c6 thé xay ra sau hoac tham chi trudc khi tiém chung nhu la mét phan (ng tam ly. Diéu nay c6 thé dugc
kém theo mét s6 dau hiéu than kinh nhu réi loan thi gidc thodng qua, di cdm va co giat chan tay khi van dong
trong qua trinh phuc hdi. Qua trinh tiém chung nén duoc thuc hién tai noi c6 thé tranh bi chdn thuong do ngat
Influvac tetra khong c6 hiéu qua d6i vai tat ca cac chiing vi rdt cim c6 thé cé. Influvac tetra nham cung cép su
bdo vé chéng lai cac chung vi rat ma tir dé vac xin dugc diéu ché va cac chdng c6 quan hé gan qai.

Nhu véi bat ky loai vac xin nao, phan ng mién dich bao vé c6 thé khéng dugc tao ra trong tat cd d6i tugng
dugc tiém ching.

Dap rng khang thé & cac bénh nhan/tré em c6 (e ché mién dich ndi sinh hodc do diéu tri 6 thé 1a khéng du.
Gay nhieu cac k&t qua xét nghiém huyét thanh hoc: xem “Céc tuong tac véi cac thudc khac va cac dang tuong
tac khac”.

Thudc chira it hon 1Tmmol natri (23mg) trén 1 liéu, tic 1a “khéng natri”

Thudc chira it hon Tmmol kali (39mg) trén 1 liéu, tic la “khong kali”

sU’ DUNG THUOC CHO PHU N O THAI VA CHO CON BU

Thoi ky mang thai

Cac vac xin cim bat hoat c6 thé dugc dung trong tat ca cac giai doan cla thai ky. DT lieu vé d6 an toan dai véi
thai ky thr 2 va thr 3 s8n ¢6 hon so vdi thai ky dau tién; tuy nhién di liéu tir viéc s&r dung rong rai Vac xin cim
khéng cho théy bat ki bat loi nao trén phdi va ngudi me mang thai tir viéc ding vac xin.

Cho con bu

Influvac tetra c6 thé dung dugc trong thai ky cho con ba.

Khd nding sinh sén

Khoéng cé dir liéu vé khad nang sinh san.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC.

Influvac tetra khdng cé hodc c6 dnh hudng khéng dang ké t&i khad ndng lai xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUGC

Kh6ng c6 tuong tac thudc nao dugc thuc hién. ;

Né&u Influvac tetra dugc tiém cung mot luc vai cac vac xin khac, viéc tiém chdng phai dugc thyc hién trén cac chi
riéng biét. Canluuy rang phan ung bat Igi ¢ thé tang lén.

Dap tng mién dich'cé thé bi gidm néu bénh nhan dang diéu tri irc che mién dich.

Sau khi tiém vac xin cim, da quan sat thay cac két qua duong tinh gia trong cac xét nghiém huyét thanh hoc st
dung phuong phap ELISA dé phat hién cac khang thé chéng lai HIV1, viém gan Cva déc biétla HTLV1. Ky thuat
Western Blot bac bé cac két qua xét nghiém ELISA duong tinh gid. Cac phan trng duong tinh gid nhat thai cé
thé 1a do dap rng IgM cdia vac xin.

Cac tuong ky

Trong khi khong c6 cac nghién ctu V& tinh tuong thich, sdn phdm nay khéng dugc tron Ian véi bat ky dugc
pham nao khéac.

CAC TAC DUNG KHONG MONG MUON

a. Téng quan Vvé tinh an toan

Tinh an toan cda Influvac tetra da dugc danh gia trong 3 nghién cdru lam sang.

Trong hai nghién ctru lam sang, dir liéu an toan lién quan dén viéc dung Influvac tetra dugc dua trén nghién ciru
lam sang & ngudi lén manh khée tir 18 tudi, tré em manh khée tir 3-17 tudi dugc tiém Influvac tetra hodc Influvac
tam gia. Trong nghién ctru thir ba, dit liéu an toan lién quan dén viéc dung Influvac tetra dugc dua trén nghién
clru lam sang & tré em khoe manh tir 6 dén 35 thang tudi dugc tiém Influvac tetra hodc khéng tiém vac xin ciim.
Trong, ca hai nghién ctu, tre em tir 6 thang dén 8 tudi duoc tiém mot hoic hai ligu Influvac tetra phu thudc vao
tién str tiém vac xin cim cua tré.

Hau het cac phan ing thudng xay ra trong 3 ngay dau sau khi tiém va tu hoi phuc trong vong 1 dén 3 ngay. Mirc
dd cta cac phan {rng nay néi chung la nhe.

Trong hau hét cac nhém tudi, tac dung khong mong muén tai chd dugc bao cao thudng xuyén nhat sau khi tiém
chling trong nghién ctru 1am sang cua Influvac tetra la dau tai chd tiém.

Cac tac dung khdng mong mudn toan than dugc bao cao thudng xuyén nhat sau khi tiém chung & nghién cru
lam sang Influvac tetra & ngudi In va tré em tr 6-17 tudi 1a mét mai va dau dau, va & tré tor 3-5 tudi 1a budn
ngu, khé chiu va chan an.

Cac tac dung khong mong mudn néi chung dugc bdo cao thudng xuyén nhat sau khi tiém chdng & cac nghién
cdru lam sang d6i vai Influvac tetra & tré em tir 6 thang dén 35 thang tudi 1a khé chiu / qudy khoc.

Ty 1& tac dung khdng mong muén dugc quan sat thay & nhitng ngudi tiém Influvac tetra tuong tur vai Influvac tam gia.
Ty 1& tac dung khong mong muén toan than tuong tu & nhitng nguoi tiém Influvac tetra va vac xin khéng phai
ctim, theo dé ty 18 tac dung khdng mong muén tai chd tiém thap hon & nhitng ngudi tiém Influvac tetra.

b. Tém tit t8ng hop vé tac dung khéng mong mudn

Cac tac dung khong mong mudn sau day da quan sat dugc trong cac thdr nghiém 1am sang cla Influvac tetra
hodc tir cac nghién clru sau ban hang clia Influvac tetra va/ hoac Influvac tam gia.

Tan s6 xuat hién nhu sau:

R&t phd bién (>1/10) phé bién (=1/100, <1/10); khéng pho bién (=1/1000, <1/100) va khong biét (cac tac dung
khong mong muén sau ban hang khéng du doén dugc tr cac dir liéu san 6

Nguoi I6n va nguéi Ién tudi

Cac phén trng khdng mong muén dugc bdo cdo cla Influvac tetra

°Vinhimg phan Ung nay du’cc bao cdo ty nguyén tir mot quan thé co c& mau khéng xac dinh, nén khéng thé
tin cay udc tinh tan sudt cta ho hoac thiét 1ap méi quan hé nhan qua véi str dung thuéc
o] ngudi cao tudi (2 61 tudi) dugc bao cao la phé bién

Tré em

Tré em (6 thang -17 tudi). Cac phan ing khéng mong muén dugc bao cdo clia Influvac tetra

Loai co quan R&t phé bién  |Phé bién Khéng phé |Khong biét: (khdng du doan duoc tir cac dir
21/10 21/100, bién liéu san cd)
<1710 21/1000,
<1/100
RGi loan mau va Gidm tiéu cau thoang qua, phi dai hach bach
hé bach huyét huyét thoang qua
R&i loan hé mién Cac phan (mg di g, hiém c6 cac truong hop
dich dén téi séc, chimg pht mach
RGi loan hé than |Pau dauc Chirng dau day than kinh, di cdm, sét co giat,
kinh Budn ngu® cac roi loan than kinh nhu viém néo tay, viém
day than kinh, hoi chirng Guillain Barré.
R&i loan vé mach Rat hiém xdy ra viém mach mau than thoang
qua.
RGi loan da va DS md hoif Cac phén Urng da théng thudng bao gém
mo dudi da nglra, may day hoac phat ban khéng dac
hiéu.
R&i loan chuyén |An mét ngon®
héa va dinh
dudng
RGi loan dudng | Budn none,
tiéu hoa dau bung,
tiéu chays, nén
mUra
RGi loan than Khoé chiu/quay
kinh khoc®
RGi loan co'va cac|Pau co* DPau khéps
mo lién két
Cacréiloan  |Métmdic, sét’, |Rung minhe
chung va tai chd |suy nhuoce Phan rng
Phan ing tai  |tai chd: bam
ché: dau, @6,  |mau
sung¢, cing tai
ché tiéme

Loai co quan R4t phd bién  |Phé bién Khéng phé |Khéng biét® (khéng du doan duoc tir cac
21/10 21/100, <1/10 bién dir liéu san c6)
=1/1000,
<1/100

RGi loan mau va Gidm tiéu cau thoang qua, phi dai hach
hé bach huyét bach huyét thoang qua
RGi loan hé Cac phan Urng di ing, hiém c6 céc truong
mién dich hgp dan t&i s6¢, chirng phu mach
RGi loan hé than |Pau dau® Chirng dau day than kinh, di cdm, s6t co
kinh giat, cac réi loan than kinh nhu viém néo

tdy, viém day than kinh, hdi chirng Guillain

Barré.
RGi loan vé Rat hiém xay ra viém mach mau than —
mach thoang qua. o i )
RGi loan da va D6 mo hoi Cac phan ng da théng thudng bao gom | /77 % . 4
mo dudi da nglra, may day hodc phat ban khong dac F / G

hiéu. <
Réi loan co va Pau co, dau khdp ’ -
cac mo lién két -
Cac réi loan Mét Kho chiu, run  |S6t \TATTPHA NO1/ m
chung va tai chd |[Phan 'ng tai  |Phan ng tai ché: \TAIT.PHANOI/ © JJ

ché: dau dé, sung, bam 4
mau, cirng

°Vinhimg phan (g nay dugc bao cao ty nguyén tir mot quan thé 6 @ mau khéng xac dinh, nén khéng thé
tin cdy udc tinh tan suét clia ho hodc thiét 1ap méi quan hé nhan quaé vdi str dung thuéc

*Pugc bdo cdo la triéu chirng & nhom tré 6 thang - 5 tudi

Dugc bao céo la triéu chiing & nhém tré 6 -17 tudi

‘Bugc bao cdo la trieu chirng thudng gdp & nhém tré 6 - 35 thang tudi

*bugc bdo cdo la trieu chirng thudng gap & nhom tré 3-5 tudi

"Pugc bao cdo la triéu ching thudng gap & nhém tré 3-17 tudi

Cdc tdc dung khéng mong muén nghi ngé duoc bdo cdo
Bao cdo tac dung khéng mong muon nghi ngd sau khi thudc dugc cap phép | rat quan trong. biéu nay cho phép
tlep tuc theo dai lgi ich / nguy co clia cac san pham thudc. Cac chuyén gia y t& dugc yéu cau bao céo bat ky phan
trng phu nghi ngd thong qua hé thong bao cdo an toan tiém ching quéc gia Viét Nam.

QUA LIEU VA CACH XU TRi

Khéng chac cé bat ki mot anh hudng bat Igi nao khi dung qua lieu.

CAC DAU HIEU CAN LU'U Y VA KHUYEN CAO

Cacchuy dac biét khi virt bé va xir ly khac

Vac xin phal ‘duoc dé dat téi nhiét d6 phong trudc khi dang.

Lac trudc khi dung. Kiém tra cdm quan trudc khi dung.

VAac xin khong dung va vat liéu thai loai khac phai dugc virt bo theo ding nhitng quy dinh cla dia phuong vé
viéc virt bd cac san pham loai nay

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUGC
Chu y dac biét khi bao quan

Bao quan & nhiét do tur 2°C dén 8°C (trong tu lanh).

Khéng dugc ddng bang.

Bdo quan trong bao bi géc. Tranh anh sang.

Han dung

1 ndm ké& tir ngay san xuit.

Tiéu chudn: TCCS

NHA SAN XUAT

Abbott Biologicals B.V.

San xudt thanh pham tai dia chi:

Veerweg 12, 8121 AA Olst - The Netherlands (Ha Lan)

San xudt ban thanh phdm don gia va ban thanh pham t( gid tai dia chi:

C.J. van Houtenlaan 36, 1381 CP Weesp - The Netherlands (Ha Lan)

NGAY PHE CHUAN VA DUYET LAI NOI DUNG NAY

Théng 11 ndm 2025

Version: RDCCDS000649/8

—
Abbott
1142883

PROCESS BLACK BACK 1142883_d1



	8. 1142880_d1_X4_Label
	8. 1142882_d2
	8. 1142883_d1_X1a_Leaflet



