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Code article : Sanofi Pasteur

945173 EXPORT FAE

ALTERNATIVE 4
Dimension : 22 x 22 x 55 mm

5 REF. PANTONE :

Reflex Blue (Texte + Tramé a15% + loga)
333 C (Dégradé)

Black C (Texte Logo LG)

=207 C (Logo LG)

293 € (Demi-soleil)
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B ban theo don EUVAX B (Nowdi 1én)
VAC-XIN VIEM GAN B TAI TO HQ'P
Hén gich tigm Hép 1 1p, lo 1 lidu (1 mi). 1 lo 1 mi chira 20 meg knang
nguydn B mat virus viém gan 8 [HEsAg) tinh ché. Tiém bdp. Chi dinh,
chéag chi dinh, cch dlng vA cac thang tin khic 4& nghi xem tong 1o
huang on st dung kém theo. Boc k§ hwdng din sir dung trude khi
dung. Bde quin & nhigt d5 +2 dén +8°C. Khéng dé ddng bing. Dé xa
tam tay tré em, S& 18 SX, NSX, HD xem Lat Mo, Mig date. Expiry date trén
bac bi. Tiéu chudn SX TCCS. Sdn sudt tai LG Lila Sciences Ltd, 128,
Seokam-ro, Iksan-si, Jeallabuk-de, Han Qubc.
—_— 54 B
Conserver entro + 1°C ot + 8°C. Mo pas congeler
Keeps between + 2°C and + B*C. Do not frosza Lot.Na.:
Censervar entre + 2°C y + 8°C. No congelar .
Agitar avant unpioiishalru before use e st
| Agitar antes del use. Expiry date:
Vair notice/See leaflerViase prospecta.
OINME: Marardsctured by
q @ LG Life Sclences
| 128 Saaban, Bsarvii.
 S— — ook bide, Kaea
et
o Euvax B
a Adult
VACCIN CONTRE LHEPATITE B,
RECOMBINANT/HEPATITIS B YACCINE,
RECOMBINANT/VACUNA CONTRA LA
HEFPATITIS B, RECOMBINANTE
| Aacontvialirasco - | deseldosis - | ml
Yaie intramusculairefincramuscular routel 7
wia intramuseuar SANOFI| PASTEUR g
I flacon (1 ml) contient :
s AGHBE PUETRE v i o s i ks s s wmatans 20 pg
= Gel d'hydroxyde d'aluminium (A} ... ... 0.5 mg
| wial {1 ml) contains:
Euvax B SRR B R By 20 pg
| Mazenivialifrasea - Aluminum Hydrexide Gel (as Al ............ 0.5 mg
. | dosaldosis - | mi
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Code article : Sanofi Pasteur

945173 EXPORT FAE

ALTERNATIVE 4

Dimension :22 x 22 x 55 mm

5 REF. PANTONE :

Reflex Blue (Texte +Tramé a15% + logo)
333 C (Deégradé)

Black C (Texte Logo LG)

‘207 (Logo LG)
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Conserver entre + 2°C ot + 8°C. Me paz eongeler
Kaep betwean + 2°C and + B°C. Do net freeze Lot. No:
Conzervar entre + 1°C y + B°C. No congelar .
A S s e o P dape
Agitar antes del use. Expiry date:
Woir notice/See leaflet/Viase prospecta.

Dist.: Manufactured by

Sanofl Pasteur Led.
B4 8, Handak bidg. 735, LG Life Sciences

Yokeam B-dong, Kargram-bu, 159, Sestarios, Bascval,
Seaed 135-T55, Keren dncabkeds,

Euvax B

Adult
VACCIN CONTRE L'HEPATITE B,
RECOMBINANT/HEPATITIS B VACCINE,
RECOMBINANT/VACUNA CONTRA LA
HEPATITIS B, RECOMBINANTE
| flaconiviallfrasco = | dose/dosis - | ml

- Voie intramusculairefintramuseular routel

i Intramuseular SANOFI PASTEUR +J

Euvax B

| Raconfvialifrasco
| dosaldesis - | ml

+

I flacon (I mi) contient :
- AgHBs purifié . . A 1 T
- Gel o' hydwxyde da!ummlum {AI} coo. 05 mg

1 vial {1 ml) contains:
- Purified HBsAg . . Sayiavin g
= Aluminum H;rdroxlde Gel {u N) ceie 05mg

IPM205218-1
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Euvax B hop 1 lo, lo 1 lidu I ml (20 mcg/Iml) - nhan phu dé nghi duyét

Euvax B hop 20 1o, 1o 1 liéu 1 ml (20 meg/1ml) — ndi dung nhin phu

E{Thuéc ban theo don
~ EUVAX B (Ngwoi I6n)
VAC-XIN VIEM GAN B TAI TO HQP

Hén dich tiém. Hép chira 20 hép 1 1o, 19 1 lidu (1 ml).

1 lo 1 ml chira 20 mcg khang nguyen b& mat virus viém gan B (HBsAg) tinh ché. Tiém bap. Chi
dinh, chéng chi dinh, cach dung va cac thong tin khac d& nghi xem trong t& hwéng dan st dung
keém theo. Doc ki hwéng dan siv dung trwdre khi dung.

Bao quan & nhiét do +2 dén +8°C. Khéng dé déng bing. Dé xa tdm tay tré em. S6 16 SX,
NSX. HD xem Lot No, Mfg date, Expiry date trén bao bi. Tiéu chuan SX: TCCS.

San xuét tai LG Life Sciences Ltd. 129 Seokam-ro, lksan-si, Jeollabuk-do, Han Quéc.
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Nhiin phu Euvax B hgp 20 lg, lg 1 liéu 1 ml (20 meg/1ml).
Kich thuée nhan phu (90 x 58 mm)

_B’(Thuoc ban theo don
EUVAX B (Ngwoi Ién)

VAC-XIN VIEM GAN B TAI TO HQ’P
Hén dich tiém. Hop chira 20 hop 1 19, 1o 1 liéu (1 ml).
1 1o 1 ml chira 20 mcg khang nguyén bé& mat virus viem gan
B (HBsAg) tinh ché. Tiém bap. Chi dinh, chéng chi dinh,
cach dung va cac théng tin khac dé nghi xem trong to hwong
dan st dung kém theo. BPoc ki hwéng dan sir dung trwéc
khi diing.
Bao quan & nhigt do +2 dén +8°C. Khong dé déng bang.
D& xa tam tay tré em. S6 16 SX, NSX, HD xem Lot No, Mfg
date, Expiry date trén bao bi. Tiéu chuan san xuét: tiéu
chuan nha san xuét.
San xuét tai LG Life Sciences Ltd. 129, Seokam-ro, lksan-si,
Jeollabuk-do, Han Quéc.
S6 BK: -
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DNNK: | Manufactured by E
| vial (I ml) contains: 5 ' @ LG Life Sciences .-
= PURAIEd HBS AR 1 vviins inainims camassin s e 20 pg _ A
- Aluminum Hydroxide Gel (as Al) ........coovviiienn... 0.5 mg S e el st
Immunization against infection caused by Hepatitis B virus. o VA
RE
Lot. No.:
| frasco (I ml) contiene : Mfg. date: RE
iBsAg PURIFICAdO : v wneniizesismm s wen nm e E i B A 205 20 pg Expiry date: LA
el de hidroxido de aluminio (Al). ..o, 0,5 mg CoRsarR enEe . T h—_—
Immunizacién contra la infeccién causada por el virus de la hepatitis B. 12/C Bt G = EEankn 0, R 20
Ne pas congeler. Do not freeze. No congelar. Voi
Agiter avant emploi. Shake before use. Agitar antes del uso. via
Voir notice. See leaflet. Véase prospecto.
NG
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Code article : Sanofi Pasteur
EXPORT FAE
9 4 5 I 8 3 ALTERNATIVE 4

Dimension : 117 x93 x 60 mm

5 REF. PANTONE :
Reflex Blue (Texte + logo)
333 C (Dégradé)

Black C (Texte Logo LG)
207 C (Logo LG)

293 C (Demi-soleil)
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CCIN CONTRE L'HEPATITE B,
COMBINANT/HEPATITIS B VACCINE,
COMBINANT/VACUNA CONTRA
HEPATITIS B, RECOMBINANTE

| flacon/vial/frasco - | dose/dosis - | ml

intramusculairef/intramuscular route/
itramuscular
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R, Thuée ban theo don
EUVAX B (Ngwdi lon)
VAC-XIN VIEM GAN B TAI TO HOP

H&n dich tiém. Hop chiva 20 hop 1 1o, lo 1 liéu (1 ml).
1 1o 1 ml chtra 20 mecg khang nguyén bé mat virus viém gan
B (HBsAg) tinh ché. Tiém bap. Chi dinh, chdng chi dinh,
cach ding va cac thang tin khac dé& nghj xem trong t& huéng
dan st dung ké&m theo. Poc ki hwéng dan s dung trwée
khi dung.
| Bao quan & nhiét dé +2 dén +8°C. Khong dé déng bing.

| Pé xa tAm tay tré em. Sé 16 SX, NSX, HD xem Lot No, Mfg
date, Expiry date trén bao bi. Tiéu chudn san xuét: tiéu
chudn nha san xuét.
San xuét tai LG Life Sciences Ltd. 129, Seokam-ro, lksan-si,
Jeollabuk-do, Han Quéc.
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| vial (I ml) contains:
< Parified HBsAg: ot annnmnsvas s s ans s s 20 pg
- Aluminum Hydroxide Gel (as Al) ................ ... ... 0.5 mg

Immunization against infection caused by Hepatitis B virus.

| frasco (I ml) contiene :
HBsAg purificadosis: s svnian e iiis igime S i 20 pg
Gel de hidroxido de aluminio (Al)......oovvvveeanas. 0,5 mg

Immunizacién contra la infeccién causada por el virus de la hepatitis B.
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'”_ Manufactured by E
Sanofi Pasteur Ltd. @ : z y
8 Fl,, Handok bldg, 735, LG Life Sciences '\
Yoksam I-dong, Kangnam-ku, 129 Seokam-ro, Iksan-si Al
Seoul 135-755, Korea Jeollabuk-do, Korea Vl
RI
Lot. No.:

Mfg. date: RI
Expiry date: L/

Conserver entre Keep between Conservar entre
+2°Cet +8°C. +2°Cand + 8°C. +2°Cy+8°C. 20
Ne pas congeler. Do not freeze. No congelar. Vo
Agiter avant emploi. Shake before use. Agitar antes del uso. via

Voir notice. See leaflet. Véase prospecto.
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Code article : Sanofi Pasteur

945183 EXPORT FAE

ALTERNATIVE 4
Dimension : 117 x93 x 60 mm

5 REF. PANTONE :
Reflex Blue (Texte + logo)
333 C (Dégradeé)

Black C (Texte Logo LG)
207 C (Logo LG)

293 C (Demi-soleil)

Tracé

uvax B
ult

CCIN CONTRE L'HEPATITE B,
COMBINANT/HEPATITIS BVACCINE,
COMBINANT/VACUNA CONTRA

. HEPATITIS B, RECOMBINANTE

< | flacon/vial/frasco - | dose/dosis - | ml

+intramusculaire/intramuscular route/
ntramuscular

SANOFI PASTEUR v

| flacon (1 ml) contient :
~AgHBspurifié. ...
- Gel d’hydroxyde d'aluminium (Al)

Immunisation contre l'infection due au virus de I'hépatite B.




VACCIN CONTRE L'HEPATITE B, RECOMBINANT

Euvax B -(20 }lg“ mI) Adult | dosel/dosis

g HEPATITIS B VACCINE, RECOMBINANT
& YACUNA CONTRA LA HEPATITIS B, RECOMBINANTE
- Conserver entre/Keep between/Conservar entre +2°C - +8°C. ’
© Ne pas congeler/Do not freeze/No congelar.
g Voie intramusculaire/Intramuscular route/ Lot No:
fa_intramuscular.
A7 FablMan; LG Life SciencesLed.  M1g- date:
/ Vi Dist:Sanofi Pasteur Ltd. Expiry date:
/s /| VAN BHENGNT \
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Cadeamnide; Sanofi Pasteur

945 I 5 2 Export F/A/E - ALT 3

Etiquette
Dimension : 18 x 45 mm

| REF PANTONE: Black C / '
&
W

Euvax B -(20 pg/l ml} Adult | dosesdosis
'HEPATITE B, RECOMBIMANT

Conzerver o
g 5o pas csngeler/n st reeaeii songelsr
it intramssodiveiuranusodie roue! Lot Na:
Ry —— :
FabiManud: LG Life Sclonces Led. Mig. date:
i Sanofi Pasteur Ltd, Expiry date:
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Euvax B hop 1 lo, lo 1 liéu 1 ml (20 meg/Iml) - nhan phy dé nghi duyét

Euvax B hop 1 lo, Io 1 liéu 1 ml (20 meg/Iml) — ndi dung nhéan phu

B{ Thuéc ban theo don
EUVAX B (Ngwoi lon)
VAC-XIN VIEM GAN B TAI TO HOP

Hon dich tiém. Hop 1 lo, lo 1 liéu (1 ml). 1 1o 1 ml chtra 20 mcg khang nguyén bé mat virus viém gan

B (HBsAg) tinh ché. Tiém bap. Chi dinh, chdng chi dinh, cach dung va cac théng tin khac dé nghi
xem trong td hudng dan sir dung kém theo. Doc ky hu’o’ng dan s dung trwée khi dung. Bao
quan & nhiét do +2 dén +8°C. Khong dé dong biang. Dé xa tam tay tré em. S6 16 SX, NSX, HD
xem Lot No, Mfg date, Expiry date trén bao bi. Tiéu chudn SX: TCCS. San xuét tai LG Life Sciences
Ltd. 129, Seokam-ro, lksan-si, Jeollabuk-do, Han Qubc.
Sé bK:

e

Nhéan phu Euvax B hop 11¢, 1o 1 lidu 1 ml (20 meg/1ml).
Kich thwée nhan phu (53 x 22 mm)

B, Thude ban theo don EUVAX B (Ngiror Ién)
VAC-XIN VIEM GAN B TAI TO HQP
Hén dich tém Hép 4 o, Io 1 lidu {1 mi) 1 lp 1 mi chira 20 meg khéng
nguyén bé mt virus wiém gan 8 [HBs.-\g tinh ché. Tiém bip Chi dinn.
chéng chi dinh, cich ding va cac thang tin khéc b nghi xem treng 1
hiréng dan sir dyng kem thea, Doe k§ hudng din sir dyng trude khi
diing Bao quan o nhigt 44 +2 dén +8°C. Khang dé ding bing. B xa

Eim tay tré em. 5815 K. MSX. HD xem Lot No, Mig date, Expiry date trén
bao bl Tidu chudn SX TCCS, San xuél tai LG Lifte Soences Lid 128,
Seakam-ro, lksan-si, Jeollabuk-de. Han Gu e ~ 1

56 BK: N |
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&Thuéc nay chi dung theo don ciia bac si

EUVAX B |
VAC-XIN VIEM GAN B, TAI TO HQP

Doc ky huéng dan sir dung trude khi ding.
Néu cin thém thong tin, xin h6i bac si dé dwoe hwong din thém.

Euvax B chira phdn tir khang nguyén bé mit ctia virus Viém Gan B (HBsAg) duoc tinh ché
cao do va khong gay nhiém, duoc hip phu trén mudi nhom nhu mot té chit. Pay la vic-xin
Viém Gan B tai to hgp DNA c¢6 nguén gbe tir HBsAg duoc san xuét bing k¥ thudt tai tb hop
DNA trén té bao men (Saccharomyces cerevisiae).

Vic-xin nay dat nhiing yéu cau cia T6 Chuc Y Té Thé Gidi déi v6i vic-xin Viém Gan B tai
to hop. Khong su dung cdc chat ¢6 ngudn gdce tir ngudi trong viéc san xuat vac-xin nay.
THANH PHAN

o Vic-xin diung cho tré em (so sinh, tré nhii nhi va dén dudi 16 tuéi): 1 liéu 0,5 ml véc-xin
chita

- Hoat chat: Khang nguyén bé mat ctia virus viém gan B (HBsAg) tinh ché.. 10 microgam
- Té chit: Aluminum Hydroxide Gel (tinh theo nhdm) ...........cccooeveveeciiiirernnne, 0,25 mg

- Taduogc: Potassium phosphate, monobasic,
Sodium phosphate, dibasic,
Sodium chloride

o Vic-xin ding cho nguwoi Ion (tir 16 tuéi tré 1én): trong 1 licu 1 ml véc-xin chita:
- Hoat chit: Khang nguyén bé mit cia virus viém gan B (HBsAg) tinh ché.. 20 microgam
- Té chéit: Aluminum Hydroxide Gel (tinh theo nhdm) ..o 0,5 mg

- Té duoc: Potassium phosphate, monobasic,
Sodium phosphate, dibasic,
Sodium chloride A

DANG DUQC PHAM

Hon dich tiém. ,

Euvax B la hdn dich mau trang duc.
CAC PAC TINH DUQC LUC HQC

Chudn do khéng thé cao hon va gia tri EDs thdp hon dugc ghi nhan khi tiém Euvax B so véi
khi tiém HBsAg dan xudt tir huyét thanh (Mau chudan NIBSC : ma s6 85/65) trén chudt nhit
va chudn do khang thé ciing cao hon so véi rHBsAg dang bén trén thi trudng trong thu
nghiém so sanh dé danh gia cong hidu cua Euvax B (bang 1, 2).

Bing 1: kiém tra cong hi¢u rHBsAg trén chudt nhit

Mau chuén ( Euvax B ’
, (NIBSC ma 85f§5) , Viac-xin HBsAg tai to hop
vac-xin HBsAg dan xuat tir huyét
thanh
EDso
(ug/ml) 0,13 0,09

Béng 2 : kiém tra cong higu ciia rHBsAg trén chudt lang

v
Euvax B, to HDSD (IPM207150-1) \_/' 1/5



, Engerix B Euvax B
(vac-xin HBsAg tai to hop) | (véc-xin HBsAg tai td hop)
GMT*
(mIU/ml) Se.7b 2,5

* GMT: Hiéu gia trung binh nhan
Céc thong tin lién quan dén Euvax B

Nham danh gia tinh sinh mién dich va d¢ an toan ctia vic-xin Viém Gan B tai t hgp DNA
dan xudt tir té bao men (Euvax B) khi tiém theo lich 0-, 1- va 2- thang va theo lich 0-, 1- va
6- thang va so sanh chuan do khang thé sau khi ching ngira vic-xin Viém Gan B din xudt tir
huyét thanh véi vic-xin Viém Gan B tai td hop, 5 nghién ciru 1am sang da duogc thuc hién
trén ngudi Han Qudc khoe manh. Ngoai ra, mdt nghién ctru 14m sang ¢d mAu nhé da duoc
thuc hién tai Viét Nam dé danh gid tinh sinh mién dich va do an toan cua Euvax B. Trong
cac nghi€n clru ndy, ngudi ta so sanh nhiéu thong s6 khac nhau: su khac nhau vé phan bd
tudi va gidi tinh, ty 1& chuyén dbi huyet thanh, hi€u gia trung binh nhan gitta nhom véc-xin
thuc nghiém (Euvax B) va nhom véc-xin chimg (vic-xin dan xudt tir huyét thanh), ciing nhu
dd an toan cua nhém tiém Euvax B.

Su khac biét nho vé phan bd tudi va gidi tinh khong anh huong dén viée so sanh tinh sinh
mién dich gitra 2 nhom. Khong cé su khéac biét vé tinh sinh mién dich khi so sanh 2 nhom
cung ap dung mot lich chung ngura, nhung lich chung 0-, 1- va 6- thang duoc danh gia la tot
hon lich ching 0-, 1- va 2- thang vé mat sinh mi¢n dich lau dai. Khi xem xét ty 1¢ -::huyen
dbi huyét thanh va chuan do khang thé, nguoi ta thdy rang tinh sinh mién dich ctia vac-xin
Viém Gan B téi t& hop ciing t&t nhu ctia vac-xin Viém Gan B dén xuét tir huyét thanh .

Trong cac nghién ctu ndy, khong c6 truong hop ndo bi HBsAg duong tinh trong huyét
thanh hay bi dot viém gan 1am sang nao dugc ghi nhdn. Trong cac nhom dugc nghién ciu,
céc tac dung khong mong mudn sau khi ching ngtra & mirc dd nhe va tri€u chiing chi thodng
qua.

Nhin chung, cac dii li€u hién co cho thiy chung ngira phong bénh do nhiém virus Viém Gan
B bing véc-xin viém gan B tai t6 hop diéu ché tr men do LG Life Sciences Ltd. san Xudt
(Euvax B) thi lich tiém 0-1-2 thang va lich tiém 0-1-6 thang déu hi¢u qua, diéu nay cho phép
chon Iya mot trong hai lich tiém phu hop voi nguoi tiém. DO an toan va tinh sinh mién dich
cua Euvax B déi véi moi nhom tudi duge chimg minh.

CAC PAC TINH DUQC PONG HQC
Khong 4p dung
CHI PINH

Tao mién dich phong bénh do nhiém cac phan nhém (subtype) virus Viém Gan B.

LIEU DUNG
- Mot lidu tré em (cho tré so sinh, tré nhd va dén dudi 16 tudi) 1a 0,5 ml chia 10 mcg
HBsAg.

- M0t lidu nguoi 16n (cho ngudi tir 16 tudi tré 1én) 1a 1,0 ml chira 20 meg HBsAg.
Nguoi lon va tré em ap dung cung mot lich tiém.
Lich tiém 0, 1 va 6 thang: gom 3 lidu véc-xin

- Li{%u thir nhdt:  vao ngay lua chon dé tiém ngua
- Liéu thi hai: | thang sau khi tiém liéu thur nhat
- Liéu tho ba: 6 thang sau khi tiém lidu thtr nhat

v

Euvax B, to HDSD (IPM207150-1)
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Tiém nhéc T6 Chic Y Té Thé Giéi (WHO) khong khuyén cdo viée tiém nhéc, vi ngudi ta
thdy rang mot ligu trinh t1em 3 liéu véc-xin viém gan B bao vé dén 15 nam, va dap ing bao
v¢ tr tri nhé m1en dich van xay ra sau khi phoi nhiém virus viém gan B, thdm chi neu khdng
thé bao vé di mat theo thoi gian. Tuy nhién, chuong trinh tiém ching tai mot s& qudc gia
trén thé gidi hién vaAn khuyén cdo tiém liéu nhéc lai, va nén tudn theo khuyén céo cua co
quany té nudc so tai.

Lich tiém 0, 1 va 2 thang va nhéc lai hic 12 thang gom

- Liéu tht nhdt:  vao ngay lua chon dé tiém nglra

- Liduthtrhai: 1 thang sau khi tiém liéu thit nhat
- Liéu thi ba: 2 thang sau khi tiém liéu tht nht
- Lidunhic lai: 12 thang sau khi tiém lidu thi nhét

6 thé 4p dung cho vai nhom déi tuong (vi du nhu tré so sinh c6 me bi nhiém virus Viém
Gan B, nhitg ngudi trude kia hay gan ddy c6 nguy co phoi nhiém v&i virus ndy, nhitng
ngudi di du lich dén nhitng ving ¢ nguy co nhiém bénh cao).

Co thé yéu cu cac lidu vac xin bd sung & nhiing ngudi phai loc méu (hcmod1aly51s) hay
nhiing nguoi suy giam mién dich khi ho khong dat dugc nong do khang thé bao vé (> 10
[U/1) sau dot chiing ngira co ban.

PUONG DUNG

Euvax B chi dung duwdmg tiém bip.

CHONG CHI PINH

Chéng chi dinh ding & ngudi min cam véi bat ky chét nao trong thanh phén cia Euvax B.

THAN TRONG VA LUU Y KHI DUNG
Thén trong chung :

- Phai hodn dung Euvax B & nhiing ngudi dang bi bénh cap tinh, sbt cao.

- O bénh nhan mic bénh xo ciling rai réc, bat cir mot kich thich hé théng mién dich nao
ciling ¢6 thé lam trdm trong thém cic triéu ching cta bénh nay. Tuy nhién, ¢ nhiing
bénh nhan nay cin phai can nhéc gitra loi ich cua viée tiém ngra Viém Gan B véi nguy
co lam nan;, thém bénh xo cling rai rac (xem Tdc dung khdong mong muon).

- Cén luu y rang vi¢e tiém ngua khong c6 hiéu qua bao vé ¢ bénh nhan Viém Gan B giai
doan tiém 4n hay giai doan tién trién.

- Cuing nhu khi dung céc vic-xin bang dudng tiém khac, can phai c,huan bi sin sang céc
thube va phuong tién diéu trj thich hop dé xu tri trong trudng hop bi sdc phan vé sau khi
tiém véc-xin.

- Trong qué trinh san xudt vic-xin nay c6 sir dung thimerosal (mdt phic hop thuy ngén
hitu co) va trong thanh pham con s6t lai mot luong chét nay. Vi vay, can luu ¥ ring
phan tmg min cam c6 thé xay ra.

Thén trong khi dung:

- Phai lac ky trude khi ding, vi trong qua trinh bao quan véic-xin ¢6 thé ling thanh dang
chét tring min v&i dich ndi bén trén trong sudt khong mau.

- Khéng nén tiém Euvax B ¢ ving mong, va khong dugc tiém dudng tinh mach.

- Tré sinh non (T.hICU thang) (cén nang lic sinh < 2.000 gam) nén lam xét nghiém kiém tra
nong do khang thé trong mau mot thang sau khi tiém liéu véc xin thit ba dé danh gia xem

c6 can phai tiém lidu nhéc hay khong.
Phu nir ¢6 thai va cho con bu sita me: SUVL/Q—/
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- Chua danh gla duoc tic dong ctia HBsAg dén su phat trién phoi thai. Tuy nhién, ciing
nhu céc véc xin virus bat hoat khac, nguy co don véi bao thai hiu nhu khong dang ké.
Chi nén dung Euvax B trong thai ky khi thuc su cén thiét.

- Tac dong lén tré bu stra cua ngudi me tiém Euvax B chua duge danh gid trén thir nghi¢m
lam sang. Khong ¢é chong chi dinh nao duoc xac dinh.

Twong tic thude:

Thong thuong, vac-xin viém gan B cé thé sir dung cung lic véi vic-xin BCG (lao), DTP
(bach hau — uén van — ho ga), MMR (sdi - quai bj - rubella) va vic-xin bai liét, nhung phai
tiém ¢ 2 vi tri khéac nhau.

Anh hwong kha ning lai xe va van hanh mav moc:

Khong ap dung.

TAC DUNG KHONG MONG MUON

Cac tac dung khong mong mudn dugc xép theo nhém va tan sb xuat hién va ap dung quy
udc sau:

Rat thuong gap: > 10%
Thudng gip: > 1% va < 10% ONgG
Khéng thuong giap: = 0,1% va < 1% EN
Hiém gap: >0,01% va<0,1% I PHy
R4t hiém gip: <0,01%, bao gdbm ca nhirng béo cio riéng I&.

Réi loan da day-rudt

Hiém gap: budn nén.
Thuong gdp: dau bung, tiéu chay, non.

R&i loan toan thin va tai noi tiém

Hiém gdp: khé chiu, mét moi.

Thuong gip: sdt, cling tai chd tiém, sung, nhay dau, viém
Rét thudong gip: dau chd tiém.

Nhiém tring

Khéng thuong gip: nhiém nim, viém miii. ™
Xét nghi¢m

Hiém gip: ting men gan (transaminase) thodng qua.

R&i loan chuyén héa va dinh dudng

Thuodng gap: biéng an. -

R6i loan co xwong va md lién két

Hiém gip: dau co, dau khép
Roi loan hé than kinh:

R4t hiém gip: viém than kinh thi, liét mat, hoi chimg Guillain-Barré, 1am nang thém bénh xo
cing rai rac.

Hiém gap: dau dau, chéng mat.

Thuong gap: quiy khéc bét thudng, budn ngu.

Tinh trang thai kv, sinh dé va chu sinh 699{%/
A
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Khéng thudng gap: vang da so sinh.

Ri loan tam thin

Thuong gip: mat ngy, bdn chdn, cau kinh.

Roi loan da va md dudi da

Thuong gép: phat ban do, ban do.
Khong thuong gédp: vay phan hdng (pityriasis rosea), phat ban, ban san.

R6i loan mach mau

Thuong gdp: tu mau.

Khi sir dung vie-xin, can bao ngay cho bac st hay dugc st néu ban gap phal bét ky tac
dung khong mong mudn nao dwoe néu trén diy hay chua dwoc dé cap dén trong to
huéng din str dung nay.

QUA LIEU

Tai liéu y van khong co bt ky dir liéu nao vé tac dong bat loi khi diing qua lidu vic-xin nay.
BAO QUAN

Dé xa tam tay tré em.

Khéng dung khi da qua thoi han sir dung ghi trén bao bi bén ngoai.

Vac xin phai dwge bdo quan & nhiét do + 2°C dén + 8°C (trong ti lanh). Khong dwogc
dé dong bing.

QUI CACH PONG GOI

- Hop 1 lg, lo 10 meg /0,5 ml

- Hop 20 hop, hop 1 lo 10 meg / 0,5 ml
- Hopllo,lo20 meg/ 1 ml

- Hop 20 hdp, hop 1 1o 20 meg/ 1 ml

NHA SAN XUAT

LG Life Sciences, Ltd.

129, Seokam-ro, Iksan-si, Jeollabuk-do, Han Qude
PON VI PANG KY LUU HANH TAI VIET NAM

Sanofi Pasteur S.A.
2 avenue Pont Pasteur, 69007 Lyon - Phap

; Y 2 i
TUOI THO: 36 thang ké tir ngay san xuét. "3"%
HAN DUNG: e ]
Xem “Expiry date” trén bao bi. of
Khong dugce sir dung sau han dung “Expiry date™. };;“'}éf

Phién ban: 16/03/2015
Ngay phé duyét to0 HDSD:
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