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Adacel hop 1 lo, lo 1 liéu

NOi dung nhan phu

B( Thudc ban theo don . ADACEL ‘

VAC-XIN HAP PHU GIAI PQC TO UON VAN, GIAI PQC TO BACH HAU - HO GA VO
BAO GIAM HAM LUQNG

Hon dich tiém. Hop 1 lo, lo 1 liéu (0,5 ml). Hoat chat trong mdi liéu 0,5 ml: giai doc t6 udn van 5
Lf, giai doc t6 bach hau 2 Lf, ho ga vo bao (giai doc té ho ga 2,5 meg, FHA 5 mcg, PRN 3 mcg,
FIM typ 2 va3 5 meg). Tiém bép. Chi dinh, chéng chi dinh, cach dung va cac thong tin khac: xin
doc trong, to huong dan str dung. Poc ky huwiong dan su dung trudc khi dung. Bio quan ¢ nhigt
dj tir +2°C dén +8°C. Khéong dé dong bing, D¢ xa tim tay tré em. Tiéu chuin SX: TCCS. S6 16
SX, NSX va HD: xem (L), Mfg. date va (E) trén bao bi. Ngay hét han 1a ngay 01 cuia thang han
dung (E) trén bao bi. SX boi: SANOFI PASTEUR LIMITED, 1755 Steeles Avenue West, Toronto,
Ontario, Canada, M2R 3 T4.

DNNK: S6 BK:

Adacel hop 119, lo 1 liéu - nhdn phu kich thude 28 x 58 mm
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WVAC-XIN H PPHUG |agcr UON VAN, GIAI BOC TO BACH HAU e -
BAD GIAM H&\ML B(‘J Y }’ fJ
Hén dich 1|em6 H P 1 Ig, Ig 1 liéu (0,5 ngl} Hoat mét trong mdi lidu 0.5 v 9 . ’ 5 ond oy~
mil: gigi dic to udn van 5 Lf, giai dgc b bal:h hdu 2 Lf, ho ga wi bao f B j
(gidi dfe td ho 0gd 2,5 chre-lms meg, PRN 3 meg, FIMyp2va 35 (_,I ( {} A% l Y I“!_]( {,
mmJTlemhhpChd;hch chi dinh, céch ding va cac thang fin
khac: xin doc trong tor hu'r}ng ﬂ%n sit dyng. Boc ky hydémg dan siv ,,,‘ ""‘"‘”“ AM' e
dyng trwdrc khi ding, uan & nhigt d6 tir +2°C dén +8°C. ] g 675 )\\l’
Kgnﬁn%ae déng bang. EIE al mtaytéem i chudin SX: TCCS. I % ‘ j J
X, NSX va HD: xem (L}, Mfg. date va (E) trén bao bi. Ngay hét

han 14 ngay 01 cda thdng han ding (E) trén bao bi. SX béi: SANOFI
PASTEUR LIMITED, 1755 Steeles Avenue \West Toronto, Ontario,
Canada, M2R 3 T4.
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I Dose

ADACEL®

Tetanus Toxoid, Reduced
Diphtheria Toxoid and
Acellular Pertussis Yaccine
Adsorbed

Suspension for injection

For persons 4 years of age and older.
Dose: 0.5 mL intramuscularly.

SANOFI PASTEUR wg

| Dose/Dosis

ADACEL®

Sanofi Pasteur Limited

Manufactured by/
Fabricado por:
Toronto, Ontario, Canada

I
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Store at 2° to 8°C. Do not freeze. Shake well. See leafler.
Each single dose (0.5 mL) contains: 5 Lf tetanus toxoid,
2 Lf dl theria toxoid, acellular pertussis (1.5 g pertussis toxoid,
entous hasmzyuumn. 3 g p«rucun 5pg

trpﬁhnMIISmx phosp (adj

¥ l, race of formaldehyde and glutaraldehyde.
Consemrmtre 2%y 8°C. No congelar. Agitar
bien. Ver el prospecto. Cada dosis (0.5mL) -~~~ "~~~ "~
contiene: 5 Lf toxoide tetinico, 2 Lf toxoide |
diftérico, pertussis acelular (2,5 ug taxoide
de pertussis, 5 pg hemaglutinina filamentosa,
3 pg pertactina, 5 pg fimbrias de tipo2y 3), |
1,5 mg fosfate de aluminio (adyuvantz), .
0,6% (v/v) 2-fenoxietanol, trazas de
formaldehide y glutaraldehide.
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Thudc bn theo don ADACEL
VAC-XIN HAP PHY GIAI TO UON VAN, GIAI BOC TO BACH HAU
- HO GA VO BAO GIAM HAM LUONG
Hiin dich tigm, Hop 119, Ip 1 lidu (0.5 "l" Hogt Snat tro rna- ||éu 05
mi; gidi 46c té udn van 5 Lf, gidi ddc hdu 2 Lf, vo bao
(guéldﬁc!éhagﬂZBmogF 5mcg PRNSmﬂqFIM 2\r&35
meg). Tidm bdp. Chi dinh, chéing chi dinh, céch din k; vii eac thing tin
ithéa xin dgc tmng tér hudmg dén sir dung. Boc
ng trwdre khi dngb%h n & nhigt d§ tir + +8°C.
K 6ng dé déng &m tag tré em Tiéu chudin SX: TCCS.
| 5b 16 SX, NSX va HD xem (L}, Mfg. date va (E) trén bao bi. Ng hét

i han 1a ngay 01 cia thang han ding (E) trén a bi. SX béi: OF1

PASTEUR LIMITED, 1755 Steeles Avenue West Toronto, Omanu
Canada, M2R 3 T4,
DNNK: 56 BK:
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I Dose

ADACEL®

Tetanus Toxoid, Reduced
Diphtheria Toxoid and
Acellular Pertussis Vaccine
Adsorbed

Suspension for injection

For persons 4 years of age and older.
Dose: 0.5 mL intramuscularly.

| Dose/Dosis

ADACEL®

SANOFI PASTEUR !j

97177° 00443

Manufactured by/
Fabricado por:

Sanofi Pasteur Limited
Toronto, Ontario, Canada

0.,6% (v/v) 2-fenoxietanol, trazas de
hido y glutaraldehido.

9' EmME 'l Store at 2° to 8°C. Do not freeze. Shake well. See leaflet.
Z . | Each single dose (0.5 mL) contains: 5 Lf tetanus toxoid,
g '|' 2 Lf diphtheria toxoid, acellular pertussis (2.5 pg pertussis toxoid,
I 5 pg filamentous haemagglutinin, 3 g pertactin, 5 jig fimbriae
g 225 | types 2 and 3), 1.5 mg aluminum phosphate (adjuvant), 0.6% viv)
2 -0 ' 2-phenoxyethanol, trace of f hyde and glutaraldehyde.
= A A || Conservar entre 2° y 8°C. No congelar. Agitar
S = ,| bien. Ver el prospecto. Cada dosis (0.5 mL) L.
§ = || contiene: 5 Lf toxoide tetinico, 2 Lf toxoide ” ¢
2 || diftérico, pertussis acelular (2,5 g toxoide &
@ || de pertussis, 5 pg hemaglutinina filamentosa, S
i| 3 pe pertactina, 5 pg fimbrias de tipo 2y 3), “1‘_()15’
|| 1.5 mg fosfato de aluminio (adyuvante), T
[
[

form:

I Dosis

ADACEL®

Toxoides tetanico y

diftérico reducido y vacuna
antipertussis acelular
adsorbidos

Suspensién inyectable

Para personas de 4 afios o mas de edad.

Dosis: 0,5 mL
br SANOFI PASTEUR \;

via intramuscular.
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ADACEL®

Tetanus and Diphtheria Toxoids Adsorbed

Combined with Component Pertussis Vaccine | ARTWORK APPROVAL
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For pereons 4 years of age and older.
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Do not freeze. Shake well
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Dasisi 0,5 ml LM Ver ol prospecto.
- Mo congelar. Agitar bien.
=2 sanofi Pasteur Limited
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306

For persons 4 years of age and older.
Dose: 0.5 mL .M. See leaflet.

Do not freeze. Shake well.

Para personas 4 afios o mds de edad.
Dosis: 0,5 ml |.M. Ver el prospecto.
No congelar. Agitar bien.

Sanofi Pasteur Limited
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Adacel hop 5 1o, lo 1 liéu

No¢i dung nhan phu

&Thufic ban theo don ADACEL
VAC-XIN HAP PHU GIAI PQC TO UON VAN, GIAI POC TO BACH HAU- HO GA VO
BAO GIAM HAM LUQNG
Hon dich tiém. Hop S lo, lo 1 liéu (0,5 ml). Hoat chét trong mdi lidu 0,5 ml: giai doc t6 udn van 5
Lf, giai doc t& bach hau 2 Lf, ho ga vo bao (giai doc t ho ga 2,5 meg, FHA 5 meg, PRN 3 meg,
FIM typ 2 va 3 5 meg). Tiém bap. Chi dinh, chdng chi dinh, cach ding va céc thong tin khic: xin
doc trong t& huéng dan st dung. Poe ki hwomg din sir dung trwée khi dung. Bio quan ¢ nhiét
dd tir +2°C dén +8°C. Khéng dé dong bang. Dé xa tAm tay tré em. Tiéu chudn SX: TCCS. S6 16
SX, NSX va HD: xem (L), Mfg. date va (E) trén bao bi. Ngay hét han la ngay 01 cua thang han
dung (E) trén bao bi. SX bdi: SANOFI PASTEUR LIMITED, 1755 Steeles Avenue West, Toronto,
Ontario, Canada, M2R 3 T4.
DNNK: S6 PK:

Nhan phu kich thuwdc 24 x 77 mm \2\i

B Thuée ban theo don ADACEL
VAC-XIN HAP PHY GIAI DOC TO UGN VAN, GIAI BOC TO BACH HAU - HO GA VO BAD GIAM
HAM LUPONG

tim tay tré em. Tiéu chudn SX. TCCS. 56 16 SX, NSX va HD: xem (L), Mig. date vi (E) trén bao b, Ngay hét
han I ngay 01 cla thang han ding (E} trén bao bl. 58X bdr SANOFI PASTEUR LIMITED, 1755 Stecles
Avenue West, Toronto, Ontario, Canada, M2R 3 T4

DNNK: 1]

Hén dich tiém. Hap 5 1o, k 1 libu (0.5 mi). Hoat chdt trang mdi Béu 0.5 mi gidi déc t& wén van 5 Lf, gidi doc té -
bach héu 2 Lf, ho ga vé bdo (gidi dc th ho ga 2.5 meg. FHA § meg, PRN 3 meg, FIM typ 2 va 35 meg). Tiém v

bdp. Chi dinh, chdag chi dinh, cach ding v cde thing tin khde: xin do¢ tong & hurdng dan sir dung, Doc kY

hwémg din sir dung trudee khi ding. Bio quin & nhiét 48 tir +2°C dén +8°C. Khéng dé déng bang. B4 xa
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Each single dose (0.5 mL) contains:

15 djuvant), 0.6% (v/v) 2-ph ¥ I, trace
amounts of fon'midehyde and glutaraldehyde.
See leaflet for directions for use.

Cada dosis (0,5 mL) contiene:
5 Lf toxoide tetinico, 2 Lf toxoide diftérico, pertussis acelular

5 pg fimbrias de tipo 2 y 3), 1,5 mg fosfato de aluminio (adyuvante),
0,6% (v/v) 2-fenoxietanol, trazas de formaldehido y glutaraldehido.
Ver el prospecto para ver las indicaciones para el uso.

L

Manufactured by/Fabricado por:
Sanofi Pasteur Limited
Toronto, Ontario, Canada

5 Lf tetanus toxoid, 2 Lf diphtheria toxoid, acellular pertussis (2.5 pg pertussis toxoid,
5 pg ﬁlamenwus haermgglutmm, 3 pg pertactin, 5 pg fimbriae types 2 and 3),

(2,5 pg toxoide de pertussis, 5 pg hemaglutinina filamentosa, 3 ug pertactina,
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ADACEL®

Tetanus Toxoid, Reduced
Diphtheria Toxoid and Acellular
Pertussis Vaccine Adsorbed
Suspension for injection

For persons 4 years of age and older.
Dose: 0.5 mL intramuscularly.
Toxoides tetanico y diftérico reducido y
vacuna antipertussis acelular adsorbidos
Suspensién inyectable

Para personas de 4 afios o mis de edad.

Dosis: 0,5 mL por via intramuscular.

=]
“MNNG

5x0.5mL
(I dose/dosis) vial

SANOFI PASTEUR

aDKWLISD

Store at 2° to 8°C.
Do not freeze.
Shake well.

Conservar entre
2°y8°C.

No congelar.
Agitar bien.

https://nhathuocngocanh.com/
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Each single dose (0.5 mL) contains:

), 0.6% (viv) 2-ph thanol, trace

¥

1.5 mg al phosphate (adj
amounts of formaldehyde and glutaraldehyde.
See leaflet for directions for use.

Cada dosis (0,5 mL) contiene:
5 Lf toxoide tetinico, 2 Lf toxoide diftérico, pertussis acelular

5 pg fimbrias de tipo 2 y 3), 1.5 mg fosfato de aluminio (adyuvante),
0,6% (viv) 2-fenoxi I, trazas de formaldehid ¥y glutaraldehido.
Ver el prospecto para ver las indicaciones para el uso.

TN

Manufactured by/Fabricado por:
Sanofi Pasteur Limited &3
Toronto, Ontario, Canada

5 Lf tetanus toxoid, 2 Lf diphtheria toxoid, acellular pertussis (2.5 pg pertussis toxoid,
5 pg filamentous haemagglutinin, 3 pg pertactin, 5 pg fimbriae types 2 and 3),

(2.5 pg toxoide de pertussis, 5 pg hemaglutinina filamentosa, 3 pg pertactina,
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ADACEL® 5x0.5mL

Store at 2° to 8°C.

(1 dose/dosis) vial Do not freeze.
Tetanus Toxoid, Reduced Shake well.
Diphtheria Toxoid and Acellular
Pertussis Vaccine Adsorbed Conservar entre
Suspension for injection 2°y8°C.
For persons 4 years of age and older. ::;:rnf:: :r

Dose: 0.5 mL intramuscularly.
Toxoides tetanico y diftérico reducido y
vacuna antipertussis acelular adsorbidos
Suspensién inyectable

Para personas de 4 afios o mas de edad.
Dosis: 0,5 mL por via intramuscular.

SANOFI PASTEUR »2
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B{ Thudc nay chi dung theo don ciia béc si

ADACEL®
Vic xin hap phu, gidi doc t6 ubn van, giai doc té bach hiu - ho ga vo bao giam
ham lugng

Doc ky to hwong din sir dung trirée khi ding. Néu cin thém théng tin, xin héi y kién bic si.

THANH PHAN
MB5i liéu (0,5 ml) chua:
Hoat chit

GIAL dOC 1O UON VAN .evvvrveiiirrrrirssieoneses st sss st eesesss 5Lf
Gidi dOC 18 DACh BAU ....oooveoieeirie s 2Lf
Ho ga vo bao
Gl dOC 1 O @A (PT).eeeeeeeeeeee e 2,5 meg
Ngung két t6 hong cau dang Soi (FHA).....co..ovvveeeereeeeeeeeereeenn. S meg
Pertactin (PRIN) ....ooiiiiiiieceeccee ettt eva e 3 mcg
Ngung Két t8 2 + 3 (FIM) ..ooveovveeeeeeeeeeeeeee e 5 meg
Cic ta duge
Aluminum phosphate (td ChAL) .........c.ovveeeereeeeereeeeeeeveseeeeeseseee e 1.5 mg
2-phenoXyethanol ........ccociiiieiiiiiiii e 0,6% v/v

Chat ton heu cia qud trinh san xudt
Formaldehyde va glutaraldehyde hién dién trong san pham vai mét lugng rat it (vet).

DANG DU'OC PHAM

ADACEL" [vic-xin hip phu giai doc t udn van, giai doc t6 bach héu - ho ga v bao giam ham b
luong] la mot hén dich vo khuéan, dong chat, mau tring duc gom cac giai doc td udn van va giai N
doc t6 bach hau duoc hip phu riéng biét trén phosphat nhom, phdi hop véi véc-xin ho ga vo bao

va dugc pha v6i nude pha tiém. Véc-xin ho ga vo bao gdm c¢6 5 khang nguyén ho ga tinh ché ¥
(PT, FHA, PRN va FIM). <]l/5/ 3
TAC PONG VA DUQC LY HQC LAM SANG t

Udn van va bach hdu: Udn van la mot bénh cap tinh va thuong gay tir vong, do mdt doc ) than
kinh cuc manh cia C. tetani gy ra. Poc td gy rdi loan chiic ning than kinh-co, véi su gong
clng va co thit co van. Su bao vé co thé phong bénh do C. retani 1a nhd su phat trién cac khang
thé trung hoa doc t& udn van. Nong do khang doc t6 ubn van trong huyét thanh do bang thir
nghiém trung hoa it nhét 1a 0,01 IU/mL duge xem la ¢6 mirc bao vé tdi thiéu. Nong do khang doc
t6 udn van it nhat 1a 0,1 TU/mL do bang xét nghiém ELISA ‘trong cac thir nghiém ldm sang cua
ADACEL", duoc xem la c6 tac dung bao vé phong bénh udn van. Néng do 1,0 ITU/mL tao nén
su bao vé lau dai.

Céc chung C. diphtheriae san xuat doc to bach hau c¢6 thé gdy bénh ning hoic tir vong voi dac
diém la viém mang nhiy duong hd hip trén va tén thuong co tim va hé than kinh do doc td. Su

Adacel, 1o eomg dan sie dung trang 1/9
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bao vé chdng lai bénh do C. diphtheriae 1a nhor sy phat trién cac khang thé trung hoa doc té bach
hau. Nong dd khang doc t6 bach hau trong huyét thanh 0,01 TU/mL la ndng dé thap nhét dé dat
muc do bao vé. Néng do khang doc t6 it nhat 1a 0,1 TU/mL thuong duge xem la ¢6 tadc dung bao
vé. Nong do 1,0 IU/mL tao nén mot sw bao vé lau dai.

Ho ga: Ho ga 1a bénh ho hip do B. pertussis giy ra. Cau-truc khuin Gram 4m ndy san xut ra
nhiéu thanh phan c6 hoat tinh sinh hoc khac nhau, mac du vai trd cua ching trong co ché bénh
sinh hodc mién dich véi ho ga chua duge xéac dinh 16 rang. Co ché cua su bao vé chémg bénh do
B. pertussis chua dugc hiéu rd. Tuy nhién, trong mot thir nghiém 1am sang ¢ Thuy Dién (Thu
nghiém hiéu qua Thuy Dién I), cdc cdu phin ho ga gidéng nhu cdu phén trong ADACEL® (ttc 1a
PT, FHA, PRN va FIM) dugc chimg minh 14 ¢6 tac dung bao vé chong ho ga & tré nho véi hiéu
luc bao vé 1a 85,2% theo dinh nghia ca bénh ctia T chirc Y té Thé gigi (WHO) (ho thanh con
trong > 21 ngay lién tiép, véi bing chimg nudi cdy hodc huyét thanh hoc hodc lién quan dich té
hoc v&i1 mét truong hop bénh da khang dinh). Trong cung nghién ctru d6, hidu lyc bao vé chong
bénh nhe 1a 77,9%. Mot nghién ciru vé sy tiép xtc trong gia dinh duoc 16ng ghép vao nghién ciru
vé tinh hiéu qua cho thiy su tuong quan c6 y nghia 14m sang giita su bao vé 1am sang va su hién
dién cua khang thé khéang PT, PRN va FIM trong huyét thanh truée phoi nhiém.

Nong d khang thé tdi thiéu trong huyét thanh déi véi céc thanh phdn dic hiéu cta vic-xin ho ga
dem lai su bao vé chdng su phat trién thanh ho ga trén lam sang chwa duoc xac dinh. Mac du
vdy, mot 56 nghién ctru da chimg minh sy tuong quan gitra sy hién dién cua cac dap ung khang
thé trong huyét thanh véi cac thanh phan cua vic- xin ho ga va su bao vé chdng bénh trén 1am
sang. Trong céc thir nghiém ldm sang voi ADACEL", néng do trung binh nhan (GMC) cua tét ca
cac khang thé ho ga sau tiém vic-xin & tré em, thiéu nién 1an nguoi 16n ludn cao hon GMC cua
TRIPACEL® trong Thir nghiém Hiéu qua Thuy Pién I.

Thoi gian tac dung

Theo ddi dai han nong do khang thé trong huyét thanh & thiéu nién va nguoi 16n da dugc tiém
mot litu ADACEL® cho thiy ndng dd bao vé cua khang doc t& ubn van (> 0,01 EU/mL) va
khéng doc té bach hau (> 0,01 IU/mL) hién dién lau dai, khao sat 10 nim sau khi tiém véc-xin
lan luot 14 99.2% va 92,6% ngudi da tiém véc-xin. Trong khi nong dd bao vé chéng ho ga chua
duogc xdc dinh 16 rang, ndng do khang thé ho ga sau 5 nam van cao hon tir 2 dén 9 14n so voi mirc
trude tiém ching. Tuy nhién, 10 ndm sau khi tiém vic-xin ndng do khéng thé bao vé bénh ho ga
¢6 xu hudng giam vé mic trude khi tiém véc-xin.

Nén tiém nhéc giai doc t6 udn van va bach hdu mdi 10 nam. Theo d&i huyét thanh hoc va dir liéu
vé viéc tiém nhic lai ADALEL ’cho théy 0 nguoi lon co thé dung ADACEL® dé tiém nhic lai

sau 10 nam thay cho véc-xin chira giai doc td udn van va giai doc td bach hau. ,:Ff/

CHI PINH VA SU DUNG TREN LAM SANG

ADACEL® dugc chi dinh dé gay mjén dich chu dong nhéc lai nhdm phong bénh uén van, bach
hau va ho ga & nguoi tir 4 dén 64 tudi.

Theo khuyen c4o cua co quan chirc néng tai timg qubc gia, ADACEL" c6 thé 1a mot chon lya
cho liéu thir nam cua véc- Xin ubn van, bach hiu, va ho ga vé bao (DTaP) & tré em tir 4 den 6
tudi, dung cung luc voi vic-xin bai liét bat hoat (IPV) tai hai vi tri khac nhau dé hoan tat lich
tiém chung ¢ d tudi nay, khi duoc chi dinh.

Adacel, t6 huéng dan sie dung trang 2/9
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Nhing ngudi da mac bénh udn van, bach hau hodc ho ga van can phai tiém chung vi nhitng bénh
nhiém khuan 14m sang nay khong phai ltc nao ciing tao ra mién dich. Nhiing ngudi nhiém virus
gdy suy giam mién dich & nguoi (HIV), ¢6 triéu chimg lﬁn‘ khong coé tri¢u chirng, nén tiém chung
phong bénh uén vén, bach hau va ho ga theo lich tiém chuan.

Khong dung ADACEL® dé chita bénh do nhidm Bordetella pertussis, Corynebacterium
diphtheriae hoac Clostridium tetani.

Nhi khoa: khong c6 chi dinh ding ADACEL® cho tré dudi 4 tudi.

LIEU DUNG VA DPUONG DUNG

Liéu khuyén nghi

Lich chun@g ngira véi ADACEL®™: nén theo khuyén cdo cua co quan chirc ning. Nén ding
ADACEL® (0,5 ml) nhu li¢u tiém nhic lai bang duong tiém bép.

Liéu ADApEL nhéc lai nhim ting cuong mién dich dbi voi cac bénh Bach hau, Udn van va Ho
ga sau 5 dén 10 nam.

Nén tiém ¢ co delta.

Khong nén chia nho liéu (liéu nho hon 0,5 ml). Tac dung vé mdt an toan va higu qua khi tiém
cac liéu nho hon 0,5 ml chua duoc xac dinh.

CACH DUNG
Trudce khi dung pha1 quan sat k§ xem co6 chit la, lon con va/hodc déi mau hay khong. (Xem
DANG DUQC PHAM). Néu ¢6 céc hién tuong trén thi khong duoc dung san pham.

Lic ky lo vic-xin cho dén khi duoc mot hdn dich dong chét, duc. Lau sach nut lo véi thude sat
khuén thich hop trude khi rat liéu véc-xin. Khong duge thédo niit hoic niém kim loai gii nut tai
chd. Phai dung k¥ thuat vo khuan. Str dung bom va kim tiém vé khuén riéng cho timg ngudi
hodic bom kim tiém chi ding mot 1an dé dé phong lay truyén bénh. Sau khi tiém, khong cin phai
day chup dau kim lai nhung phai ti€u huy theo qui dinh vé xur ly chit thai nguy hiém vé mit sinh
hoc. (Xem LUU Y VA THAN TRONG.)

Trude khi tiém, lam sach vung da noi dinh tiém bing chét sat khuan thich hop. Tiém bip toan
bd the tich 0,5 ml. Nén tiém ¢ ving co delta.

CHONG CHI PINH jg/

Qui min cim:

Chong chi dinh tiém chung khi timg bi phan ¢mg qua mén toan than voi bat ky mot thanh phan
nao cua ADACEL® hay tung bi phan ung gay nguy kich dén tinh mang sau khi tiém vic-xin nay
hodc mdt vic-xin chira nhiing thanh phan tuong tu (Xem THANH PHAN) Vi khong biét chic
thanh phén nao cua véc-xin c6 thé gay ra phan tmg, nén khong duoc tiém bat ctr thanh phén nao.
Thay vao d6, nén giri nhimg ngudi nay dén kham chuyén khoa di tmg dé danh gia xem c6 thé
tiém chung hay khong.
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R6i loan thén kinh cip tinh

Bénh ly ndo (vi du hén mé, giam tri giac, co giat kéo dai) khong do mgt nguyén nhan xac dinh
nao khéc xay ra trong vong 7 ngay sau khi tiém mdt liéu vic-xin bit ky c6 chira thanh phin ho
ga 1a mot chdng chi dinh ctia tiém ching, ké ca dung ADACEL® |

LUU Y VA THAN TRONG

N

Tong quat

Trude khi tiém ADACEL®, nhan vién y té phai thong bao cho ngudi dugce tiém hodc cha me hay
nguoi giam ho cua ngudi duge tiém vé nhimg loi ich va nguy co cta viée tiém chung, hoi ky vé
tinh trang stc khoe gan day cua nguoi duge tiém, xem lai bénh sur cia ngudi duge tiém vé tinh
trang qua man cam dbi véi védc-xin nay hodc véc-xin tuong tu, tién sir tiém chung, c6 bit ky :
chdng chi dinh nao d6i v6i tiém ching va tuan thu moi qui dinh cta co quan y té nudc so tai vé N
céc thdng tin can cung cp cho nguoi duge tiém / ngudi giam ho trude khi tiém chung.

i

Piédu hét stc quan trong 1a phai hoi ngudi duoc ti€ém, cha me hodc ngudi gidm ho vé moi dau
hi¢u hodc tri¢u chung cua tac dung khong mong mudn da xay ra sau khi ding mot liéu véc-xin.
(Xem CHONG CHI DINH va TAC DUNG KHONG MONG MUON. ) -

Ti 1€ va do néng cua céc tac dung khong mong mudn & nguodi duge tiém giai doc t6 udn van bi
anh hudng baéi so liéu da tiém trude d6 va nong dé khang doc to san co. )
Nhu moi véc-xin khac, ADACEL® ¢6 thé khong bao vé duge 100% sé nguoi da tiém ching.

Thén trong lién quan véi dwong dung: 1

Khong duoc tiém ADACEL® bang duong tinh mach: phai bao dam kim tiém khéng dam vao x

mach mau. =

Khong dugce tiém ADACEL® bing dudng trong da hay duéi da.

Khéng duoc tiém ADACEL® ¢ méng. 2
%

Bénh cép tinh c6 sbt:

Nén hoan tiém vac-xin trong cac truong hop bi bénh cap tinh hoac bi sét. Tuy vay, bénh c¢6 sbt

nhe thudng khong phai 1a 1y do dé hodn tiém véc-xin. /Jlﬁ
/

Huyét hoc h A
Khong nén tiém bap ADACELQ‘}cho nhitng ngudi bi cac 16i loan chiy mau, nhu bénh mau khé

dong hodc giam tiéu cau, hodc ngudi dang dung li¢u phap khang dong, vi tiém bip o thé gy tu

mau tai noi tiém; trir khi can nhic thy loi ich tiém ndng trdi hon nguy co dung vic-xin. Néu

quyét dinh ding mot san pham bat ky bang dudng tiém bap cho nhém ngudi nay, thi phai than

trong khi tiém, v&i cac bude thich hgp dé tranh nguy co hinh thanh tu méu sau khi tiém.

Mién dich

Phai danh gia kha nang xay ra phan tng di img trén ngudi man cam voi cac thanh phan ctia vic-
xin. Cdc phan Umg qua man cam c6 thé xdy ra sau khi dung ADACEL® ngay ca ¢ nguoi trude
day khong c6 tién sir di ung véi cac thanh phan cta san pham

Cling nhu khi dung cdc san pham khac, phai c¢6 sin dung dich epinephrine hydrochloride
(1:1.000) va céc phuong tién didu tri thich hop khac dé dung ngay trong truong hop xay ra phan
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tmg phan vé hozc phan (g qua man c4p tinh. Nhan vién y té can ndm vimg nhitng phac d6 hién

hanh vé xtr tri ban ddu ddi véi trudng hop bi séc phan vé & ngoai bénh vién, ké ca quan 1y duong

tho thich hop.

Ngudi bi suy giam mién dich (do bénh hodc do diéu tri) c6 thé khong c6 dap tmg mién dich nhu

mong doi. Néu c6 thé, nén xem xét hodn viéc tiém ching cho dén khi hoan tit viéc diéu tri wc

ché mién dich. Mic du véy, nhitng ngudi bi suy giam mién dich man tinh, nhu nhiém HIV, lai

dugc khuyén nghi nén tiém chung cho du dap ung mién dich c6 thé bi han ché. -

\

Vi e

Than kinh

Khong nén tiém ADACEL® cho nhitg ngudi bi rdi loan than kinh tién trién hay khong 6n dinh,
dong kinh khong kiém soat dugc, hoac bénh ly ndo tién trién cho dén khi da xac 1ap duoc phac
dd diéu tri, bénh trang da 6n dinh va danh gia thdy ro rang la loi ich vugt trdi nguy co.

Mdt nghién ctru tdng quan ctia Vién Y hoc (IOM) Hoa Ky da két luan rang c6 bang chung cong
nhdn moi lién hé nhan-qua gitra giai doc t0 ubn van voi viém day than kinh canh tay va hoi
chimg Guillain-Barré (GBS). Néu hoi chimg Guillain-Barré xay ra trong vong 6 tudn sau khi
tiém mot vic-xin ¢ chira giai doc to udn van, viéc quyét dinh tiém ADACEL® hay sir dung mot
vic-xin bat ky c¢6 chira giai doc té ubn van phai dwa trén su can nhic k¥ vé cac loi ich tiém nang
va cdc nguy co cé thé co. 7

<

Nguoi ta ghi nhan duge mot sb it truomg hop bénh thoai héa myélin cua hé than kinh trung wong,
céc bénh ly don ddy than kinh ngoai bién va bénh ly don déy than kinh so sau khi ding véc-xin
co chira giai doc td udn véan va / hodc bach hau, mac du Vién Y Hoc (IOM) két luan réng khong
c6 di bang ching dé chip nhin hay bac boé mbi lién quan nhan-qua giita nhitng bénh 1y nay véi
viéc tiém vic-xin.

Phu nir ¢6 thai

Anh huéng cua ADACFL trén su phat trién cta phdi thai va thai nhi chua dugc danh gia.
Khéng khuyén cdo tiém véc-xin trong thoi gian mang thai trir khi thét su c6 nguy co méc bénh
ho ga. Vi véc-xin nay la vic-xin bét hoat, nén it c6 kha nang xay ra nguy co déi voi phdi hodc -
thai. Nén danh gia ky cac 1gi ich so voi nguy co cua viée tiém ADACEL® trong thai ky khi ¢¢ -
nguy co cao phoi nhiém do tlep xuc trong gia dinh hodc khi c¢6 dich trong cong dong. % ,é/ "

Phu nitr dang nudi con b%mg sira me

Anh huéng cta viée tiém ADACEL® trong thoi gian nudi con bang sita me chua duoc danh gia.
Vi ADACEL® 1a vic-xin bat hoat nén it ¢6 kha ning xay ra nguy co cho ba me hoac em bé. Tuy ]
vay, anh hudng lén tré bu sita me tir ngudi me dugc tlem ADACEL" thi cera duoc nghién ciru. -~
Nén danh gia cac nguy co va loi ich cua viéc tiém vic-xin trudc khi quyét dinh tiém ching cho

mdt phu nit dang nudi con béang sira me.

TUONG TAC THUOC

Twong tic véi cac thude khic

Viée didu tri tre ché mién dich c6 thé can trd, lam cho dép ‘g mién dich (hiéu qua bio vé) ctia
vac-xin ADACEL® khong dat dugc nhu mong mudn (Xem thém LUU Y VA THAN TRONG.)
Khong nén tron chung ADACEL" v6i cac loai thude tiém khac trong cing mdt bom tiém.

Twong tic véi cdc vace-xin khace
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C6 thé tiém ADACEL® cung ltic v6i véc-xin ciim va véc-xin viém gan B.
Khi tiém cac véc-xin cung luc thi phai dung nhitng bom tiém riéng va tiém & nhitng vi tri khac
nhau va tot nhat 1a nén tiém & céac chi khac nhau.

ANH HUONG DPEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong c6 nghién ctru vé anh hudng cua vac-xin dén kha nang 14i xe va diéu khién mdy mdc.

QUA LIEU:
Khong 4p dung.

TAC DUNG KHONG MONG MUON

Téc dung khéng mong mudn trong thir nghiém 1am sang

Vi céc thir nghiém 14m sang dwoc thuc hién trong nhitg didu kién rat khac nhau, nén ti 1& tac
dung khong mong muén ghi nhan dugc trong thir nghiém 14m sang ctia mot vic-xin khong thé so
sanh tryc tiép véi ti 1 trong thir nghiém 1am sang cua mét vic-xin khéc va khong phan anh duoc
ti 1€ quan sat thay trén thuc té. Tuy nhién, thong tin vé tac dung khong mong muén tir cac thu
nghi¢m lam sang la co so dé xé4c dinh céc tac dung khong mong muén ¢o thé lién quan véi viéc .
str dung vac-xin va dé phong chimg ti 1¢ ciia nhiing phan ung ay.
D¢ an toan cua ADACEL" da dugc danh gia trén téng cong 4.648 ngudi tham gia thir nghiém )
lam sang duogc tiém duy nhat mot lidu ADACEL" trong 5 thir nghiém lam sang (298 tré em > 4 /
tudi, 1.508 thiéu nién, va 2.842 ngudi 16n).
Dau tai noi tiém la phan ing tai cho hay gip nhat. Phan 16n cac phan L’mg tai noi tiém xay ra t
trong vong 3 ngay sau khi tiém vic-xin va kéo dai trung binh duéi 3 ngay. Phan (g toan than
hay géip nhit 1a mét moi ¢ tré em va nhirc ddu ¢ thiéu nién va nguoi 1én.

Sbt duge bao cao & dudi 10% sb ngudi dugce tiém véc-xin. Nhitng phan tmg nay thuong thoang
qua va c6 muc do tir nhe dén trung binh. Ngoai ra, & thiéu nién va nguoi 1om, xuat do céc phan
Ung tai noi tiém va toan than sau khi dung ADACELG" tuong tu nhu xudt do khi tiém nhéc lai voi
vic-xin Td. O tré em, tan suit cac phan ung tai noi tiém va st sau tiém ADACEL® ghi nhan -
duge thip hon mot cach co y nghia so voi tan sudt ghi nhan khi ding QUADRACEL® (DTaP-

IPV) nhu mét lidu nhéc lai & tré 4 dén 6 tudi. Trir sdt, ti 1é cac phan (mg toan than ghi nhan dugc

twong tu nhau giira hai vic-xin. Tan suét cdc phan tng tai noi tiém va phan mg toan than du’Lé/’

-«

kién s& gap khi tiém vic-xin duoc bdo céo trong hai nghién ciru 14m sang duoc trinh bay trong*
Bang 1.

Hai phan tng sau tiém ching nang ghi nhén dugc trong thir nghiém lam sang Td506 duoc cho la
c6 lién quan dén viéc tiém ching: truomg hop dau nira ddu (migraine) kém véi liét 1 bén mit va
truong hop chin doan do chén ép déy than kinh ving ¢b va tay trai. Ca hai truong hop nay tu
khoi hay khoi sau khi diéu tri.
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Bing 1: TAn suit (%) cic phan @ing dw kién sé gip khi tiém vic-xin ghi nhin dwgc trong
vong 0 dén 14 ngay trong cdc thir nghiém lim sang ¢ tré em, thiéu nién va nguwoi

16n, sau khi tiém mét liéu ADACEL”

Phiéin Wng du kién s¢ gap Tré em Thiéu nién Ngudi lom
khi tiém vac-xin 4-6 tuoi 11-17 tuoi 18-64 tuoi
(N =298) (N=1.184) (N =1.752)
Phin ing tai noi tiém
Dau 39,6 77,8 65,7 -
Sung 24,2 20,9 21,0 5
bo 34,6 20,8 24,7
Phin ung toan than
Sét (> 38,0°C) 8,7 5,0 1,4 :
Nhitc dau 16,4 43,7 33,9 >
Budn nén 9,4 13,3 9,2
Tiéu chay 14,4 10,3 10,3
Oi mira 8,1 4,6 3,0
Biéng an 21,5 N.S* N.S*
Phét ban 8.4 2,7 2,0
Pau hogc yéu co toan 6,4 30,4 21,9
than
Dau hodc sung khop 4,0 11,3 9,1
Mét moi § 31,5 30,2 243
On lanh 7,1 15,1 8,1
Sung hach néch 5.4 6,6 0,5 ~
%
*  N.S: khong du kién gap phan tmg nay sau khi tiém vic-xin ‘“\
T E?au hay yéu co 1a phan tmg du kién s& gap trong thir nghiém lam sang & tré em, thiéu nién va nguoi _Eé/ ‘.
1on 18 — 64 tudi.
§  Mét moi la phan tng du kién s€ gap trong thir nghiém lam sang ¢ tré em, thi€u nién va nguoi lon 18 /‘:
— 64 tuoi o
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Bang 2: Tan suit gip (%) caa cic phan ing du lfién s¢ giip ghi nhin dwgce & thiéu
nién va nguoi Iom khi tiém ADACEL® lidu I4p lai lic 5 niim va lic 10 nim
sau khi tiém ADACEL® li¢u dau tién

Phan ing du kién gip

Tiém licu lap lai

Tiém lace 5 m’m} sau khi Tiém lic 10 nim sau
tiem ADACEL® liéu diu khi tiém ADACEL®
tién*

. A .n
lidu diu tién 1

Thiéu nién va nguoi 16m Ngudi lomn
(N=544)

(N=361)

Phan dng tai noi tiém

Dau

87,6

87,8

Phat ban / do

28,6

wr

23,1

Sung

25,6

20,5

Phan trng toan thian

Sot

6,5

\o

4,2

Pau dau

53,2

40,6

Pau co

61,0

60,1

Kho chiu trong ngudi

38,2

29,4

*  Cac phan ing khong mong muf;m ghi nhan duoc tir sau khi tiém df"::n 14 ngay sau khi tiém
F  Céac phan ting khong mong muon ghi nhan dugc tir sau khi tiém dén 7 ngay sau khi tiém.

S6 liéu trong thoi gian lwu hanh san phim

Céac phan ng khéng mong mudn sau ~déy dugc bao cao tu phat trong thoi glan luu hanh
ADACEL®. Vi nhitng phan {mg nay 1a s liéu tu béo cao tir mgt quan thé khong rd sb luong, nén
khong thé udc lugng mot cach dang tin cay tAn suét cia chung hodc chimg minh mét mdi quan
hé nhan-quéa véi véc-xin da ding. Quyet dinh dwa nhimg phan tmg nay vao ndi dung ghi nhén
duoc dua trén mot hodc nhidu yeu t6 sau day: 1) do nghlem trong clia phan tmg, 2) tan suat duge
bao cdo, hodc 3) do rd rang cia mdi lién hé nhan-qua voi ADACEL®.

Réi loan hé mién dich

Réi loan hé thin kinh

Phan img qua min cam (phan vé) (sdc phan vé, phii né, phét ban, ha huyét ap). (jé/ \

giat, ngat, viém tay song.
Roi loan tim
Viém co tim.
Réi logn da va mé dudi da
Ngira, mé day.
Réi loan hé co xwong va h¢ mé lién két
Viém co, co thit co.

Réi loan toan thin va tinh trang tai noi tiém

Adacel, 16 huomg dan sir dung
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Phan tng rong tai noi tiém (> 50 mm) bao gdm sung chi lan rong c6 thé lan tir chd tiém
vuot qua mot hoac ca hai khép da duoc bdo cao sau khi tiém ADACEL® & thiéu nién va
nguoi 16n. Nhimg phan tmg nay thuong bat dau trong vong 24 - 72 gid sau khi tiém véc-
xin, ¢6 thé két hop véi do, nong, dau hoic nhay dau [y chd tiém va ty khoi trong vong 3 -
5 ngay. Nguy co gép cac phan tng khong mong muén nay phu thudc vao sd liéu vic-xin
chtra véc-xin ho ga v bao da tiém trude do.

Bam mau chd tiém, dp-xe vo khuén.

Thong bio cho béc si nhirng tac dung mong mudn gip phai khi sit dung vic-xin nay.

BAO QUAN VA PQ ON PINH

Bao quan & 2° dén 8°C. Khéong dwoc dé déng bing.

Dé xa tam tay tré em.

Phai loai bo san phim da bi dong bang. Khong duoc ding san phdm qué han sir dung.

BAO Bi VA PONG GOI

ADACEL" duoc déng trong lo thiy tinh, 1 lidu 0,5 ml.

Lo dugc lam bﬁng thay tinh loai 1. Nut lo ADACEL® khong ¢6 latex (1am tir cao su thién nhién). "
ADACEL® dugc phan phdi véi 2 dang bao goi: D\

- Hop 110, Io 1 liéu \
- HopSlo,lo1 liéu B :}
TUOI THO : ")

36 thang. Xem han sir dung (E) trén bao bi.
Khéng duoc st dung sau han dung dugc ghi trén bao bi.

TIEU CHUAN SAN XUAT: tiéu chudn co s&

NHA SAN XUAT

Sanofi Pasteur Limited
1755 Steeles Avenue West
Toronto, Ontario

Canada, M2R 3T4

PON VI PANG KY LUU HANH TAI VIET NAM
Sanofi Pasteur S.A.
2 avenue Pont Pasteur, 69007 Lyon - Phap

Phién ban thang 02/2016 - VN
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