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IMOJEV®

Viac-xin viém Nio Nhat Ban (séng,
giam déc luc)

Hép 1 lo 1 lidu vAc-xin bét déng khd + 11g 1 lidu
dung mai, khi hoan nguyén thanh hén dich tiém;
kém v&i 1 bom tiém va 2 kim tiém.

Hoat chét trong 1 liéu 0,5 ml vic-xin hoan nguyén:
virus Viém nao Nhat Ban (ching SA14-14-2)

tai td hop, séng, gidm déc lwc 4,0 - 5,8 log PFU.
VAc-xin virus Viém ndo Nhat Ban, kham
(Japanese Encephalitis Chimeric Virus (JE-CV))
Tiém dwéi da. Chi djnh, cach diing, chéng chi
dinh va céc théng tin khac: xem trong t& huéng
dan st dung kém theo.

Boc ki hwéng din str dung trwére khi ding.
Béo quan trong td lanh (2°C dén 8°C). Khéng
dé déng bing. Giir céc lo trong hdp cac-téng
@& anh sang khéng chiéu vao lo. D& xa tAm tay
va tam nhin cua tré em.

Viic-xin d& hoan nguyén thi phai sir dung ngay.
Tiéu chudn SX: TCCS. 54 16 SX, NSX va HD: xem
Lot, Manuf. va Exp. trén bao bi.

SANOFI PASTEUR

.

Powder: mannitol, lactose, glutamic acid, potassium

hydroxide, histidine, Human Serum Albumin.
Diluent: sodium chloride, water for injections.

List of excipients
Directions for use: Read the package leaflet before use.

The vaccine should be used once reconstituted.

For single use only in one patient.
No adjuvant or antimicrobial preservative is added.

Manufactured by/SX béi:
Government Pharmaceutical Organisation
Merieux Biological Products Co., Ltd.
atftai 241 Gateway City Industrial Estate, Moo 7,
Huasamrong, Plaengyao, Chachoengsao 24190,
Thailand/Théi Lan.
For Sanofi Pasteur Ltd. as product owner/ cho chil
sd& hiru sdn phdm Sancfi Pasteur Ltd.

Lot/
S0 16 SX:

Manuf./
NSX:

Exp./
HD:

IMOJEeV.

1 dose of powder and 1 dose of diluent in separate vials with 1 syringe and
2 separate needles - pack size of 1 single dose of vaccine (0.5 mL)

Live, attenuated, recombinant Japanese Encephalitis virus:

(strain SA14-14-2) 4.0 — 5.8 log PFU*
Keep the vials in the outer carton in order to protect

Powder and diluent for suspension for injection
from light.

Japanese Encephalitis Chimeric Virus (JE-CV) vaccine

(* Plague Forming Unit)
Store in a refrigerator (2°C to 8°C). Do not freeze.

After reconstitution, one dose (0.5 mL) contains:
Keep out of reach and sight of children.

Statement of active substances

R Prescription only medicine
Subcutaneous route
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IMOJEV®

% Virus Viém n&o Nhat Ban (chdng
SA14-14-2) tai td hop, sbng, giam
doc lwc 4,0 — 5,8 log PFU/0,5 ml
Bét dé hoan nguyén thanh hén
dich tiém dwoi da (1 lidu)
Government Pharmaceutical
Organisation — Merieux

Nal Products Co., Ltd.
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Dimension : 22 x 44 mm
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 IMOJEV®

£ Virus Viém nio Nhat Ban (ching
SA14-14-2) tai t hop, sbng, gidm
déc luyc 4,0 - 5,8 log PFU/0,5 mi
B&t dé hoan nguyén thanh hn
dich tiém dui da (1 I\&u)
Government Pharmaceutical
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Organisation — Merieux
Biological Products Co., Ltd.
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DUNG MOI 0,5 ml

DUNG DICH SODIUM
CHLORIDE 0,4% VO KHUAN

2/0

Dung méi dé hoan nguyén vac-
xin IMOJEV® (1 liéu)
Government Pharmaceutical
Organisation — Merieux

* Siclogical Products Co., Ltd.
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Sanofi Pasteur
ENR 072 2272 VIETNAM
Etiquette :[] seringue [ flacon  [Jtube
Dimension : 22 x 44 mm
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B( Thuée nay chi ding theo don thube

IMOJEV®

Vie-xin Viém ndo Nhit Ban (séng, giam ddc luc)

Bjt dong kho va dung méi*, hoan nguyén thanh hén dich tiém
*dung dich sodium chloride 0,4% vo6 khuan

Doc ky huing din sir dung truée khi dung.
Dé xa tam tay tré em.
Thong bio ngay cho bic sy hodc dwoce sy nhirng phéan ing ¢6 hai gip phai khi sir dung vie-xin.

THANH PHAN:

Sau khi hoan nguyén, 1 liéu (0,5 ml) chua:

Thanh phan hoat chét:

Virus Viém néio Nhat Ban* tai to hop, song, giam doc luc: 4,0 — 5,8 log PFU**

" Virus Viém ndo Nhét Ban, chung SA14-14-2.

! Véc-xin virus Viém ndo Nhdt Ban, kham (Japanese Encephalitis Chimeric Virus (JE-CV)) dua trén
vée-xin Sot Vang, chung 17D (YF-17D) duwoc (di cdu tric di truyén chita gen cdu triic E va tién mang tic
vic-xin Viém néio Nhdt Ban ching SA14-14-2.

* Nudi cdy trén té bao Vero

** PFU: Plaque Forming Unit "%
Thanh phan ta duge: ‘
Bot dong kho
Mannitol, Lactose monohydrate, Glutamic acid, Potassium hydroxide, Histidine, Albumin huyét thanh ~ —
nguoi i

241 <)

Dung moi
Sodium chloride, Nude pha tiém
Khong chita té duge hogic chit bao quan khang khuén.

DANG BAO CHE:

Vic-xin byt dong khé va dung mdi, hoan nguyén thanh hdn dich tiém.

Vic-xin bot dong khd mau tring dén tring nga, dong nhit, dong thanh banh, ¢6 thé co lai tir nhiéu phia
cua lo.

Dung méi la dung dich trong sudt.

Sau khi hoan nguyén, IMOJEV® 12 mot hdn dich khong mau dén mau hd phach.

CHI PINH:
IMOJEV® duoc chi dinh dé phong bénh Viém ndo Nhat Ban do virus Viém ndo Nhat Ban giy ra @
ngudi tir 9 thang tudi trv 1én.
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LIEU DUNG VA CACH DUNG:

Liéu ding

Chiing ngira co ban:

Ngudi tir 9 thang tudi trey [én: mot lidu 0,5 ml IMOJEV® da hoan nguyén.

Nhiic lai:

e Tréem (dén 18 tudi)

Néu muén ¢6 bao vé 1au dai*, sau khi chung ngira lidu co ban nén tiém nhéc lai mot lidqu IMOJEV® 0.5
ml. Thoi diém nén tiém liéu nhdc lai: tot nhit 1 ndm sau khi tiém liéu co ban, c6 thé 1&n dén 24 théng
sau khi tiém liéu co ban.

Tré em trude d6 da duoc tiém liéu co ban v6i vic-xin Viém nio Nhit Ban bat hoat cling co thé dung 1
lidu IMOJEV® 0,5 ml dé tiém liéu nhic lai, theo thdi gian duoc khuyén nghi déi véi lidu nhic lai cia
vic-xin Viém ndo Nhat Ban bét hoat.

* Mién dich duoc duy tri & ndng do cao it nhét 1a 3 nim sau khi tiém lidu co ban

@ Ngwoi lon:

Dén 5 ndm sau khi tiém 1 liéu IMOJEV® thi khong can tiém liéu nhéc lai. S6 liéu v& tinh sinh mién dich
hién tai cho thiy ¢ ngudi lon tinh sinh min dich duy tri it nhit la 60 thang sau khi tiém 1 lidu
IMOJEV™,

Cich ding

Khi vic-xin bot dong khé duge hoan nguyén hoan toan véi dung méi kém theo (xem “Hudng dén hodn
nguyén vic-xin va sie dung "), tiém hdn dich bing dudng dudi da (SC).

Nguoi tir 2 tudi trér 1én, vi tri tiém duoe khuyén nghi 1 ving co delta & bép tay.

Nguoi tir 9 thang dén 24 thang tudi, vi tri tiém duoc khuyén nghi 1a mit trude-bén cua di hodc ving co
delta.

Khong dugce tiém vao mach mau (xem “CANH BAO VA THAN TRONG KHI SU DUNG VAC-XIN
IMOJEV™).

Khong duge tron chung IMOJEV® vai bét ky véc-xin hodc thude diung duong tiém khac.

Tranh dé tiép xtic v&i chit sat khudn vi cht sat khudn 1am bt hoat véc-xin virus.

Hudng din hoan nguyén vic-xin va si dung

Ap dung thu thudt vo tring, vic-xin IMOJEV® duoc hoan nguyén bé”mg cdch bom toan by dung dich
sodium chloride 0,4% vao trong lo chita vic-xin bot ddng khd bing bom tiém va mot kim tiém c6 sin
trong hdp céc-tong. Lic xody nhe lo chira vic-xin. Sau khi hoa tan hoan toan, dung bom tiém khi ndy rut
1 liéu 0,5 ml hdn dich d& hoan nguyén. Lip kim tiém thir hai trong hop cic-tong vao bom tiém dé tiém
vac-xin.

Vic-xin phai duge ding ngay sau khi hoan nguyén.

Tiéu huy

Sau khi sir dung, vic-xin con lai va lo chira phai dwoc tiéu huy mot cach an toan, tdt nhét 1a bat hoat
bing nhiét hay thiéu dét, tiry theo qui dinh tai dia phuong.

CHONG CHI PINH

Khéng duoce ding IMOJEV® cho bét ky ngudi nao c6 tidn sir bi phan tmg di tmg ning véi bat ky thanh
phdn nao cua vic-xin hodc trude day timg bi phan ng di tmg nang sau khi tiém véc-xin nay hodc khi
tiém vic-xin ¢6 thanh phé"m tuong tu.
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Phai hodn tiém vic-xin trong trudng hop bi sdt hay bi bénh cdp tinh.

Suy giam mién dich bdm sinh hodc méc phai lam suy yéu mién dich t& bao, ké ca do cac diéu tri tic ché
mién dich nhu hoa tri, corticosteroid lidu cao dung dudng toan than tir 14 ngay tr¢ [én (xem muc “Cénh
bao va thin trong khi sit dung” va “Twong tic voi thude khie va céce dang twong tac khac”).

Khong duge diung IMOJEV® cho nguoi nhiém HIV ¢6 triéu chimg hodc nguoi nhidm HIV khéng ¢6
triéu chimg nhung ¢6 bang chimg suy giam chitc nidng mién dich di kem.

Co thai (xem “Phu nit cé thai va cho con bit sita me”).

Cho con bu sita me (xem “Phu nit ¢é thai va cho con bii siva me”).

CANH BAO VA THAN TRONG KHI SU DUNG VAC-XIN IMOJEV:

Nhu tét ca céc vic-xin diing bing duong tiém khéc, ludn luén phai c6 sin phuong tién didu trj ndi khoa
va giam sat thich hop trong truong hop xay ra bién c¢b phan vé hiém gip sau khi tidm véc-xin.

D4i véi nhimg bénh nhén diéu tri corticosteroid lidu cao duong toan than trong 14 ngay hay trén 14
ngdy, sau khi ngung diéu tri nén chd it nhit mot thang hodc 1au hon cho dén khi hdi phuc chirc nang
mién dich r6i méi tién hanh ching ngira.

Khéng duge tiém IMOJEV® vao mach mau.

SU DUNG VAC-XIN CHO PHU NU' CO THAI VA CHO CON BU:

Céc nghién ctru trén dong vat khong cho théy truc tiép hay gian tiép anh huong 6 hai di véi su c6 thai,
phat trién ctia phoi thai, su sinh dé hay dién tién sau khi sinh.

Nhu tit ca cac vic-xin sbng giam doc luc khac, c6 thai 1a mot chdng chi dinh (xem “CHONG CHI
PINH").

Cac nghién ctru trén dong vat khong cho thay truc tiép hay gidn tiép anh hudng c6 hai véi viée cho con
bu stta me. Khong rd viic-xin nay ¢6 duoce bai tiét trong stta me hay khong.

Chéng chi dinh chung ngira vic-xin IMOJEV® & phu nit dang cho con bu sita me (xem “CHONG CHI
DINH").

Céc nghién ctru trén dong vat khong cho thdy truc tiép hay gian tiép anh huong 6 hai vai kha nang sinh
san cua phu nit.

Khéng ¢6 dir lidu vé su sinh san & ngudi.

ANH HUONG CUA VAC-XIN LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua c6 bang chimg vé anh huéng cta véc-xin 1én kha ning lai xe, van hanh may méc.

TUONG TAC, TUONG KY CUA VAC-XIN:

Twong tac

Khi ding IMOJEV® cling luc véi cac viie-xin khac, phai tiém ¢ hai vi tri khdc nhau va phai dung hai
bom tiém riéng biét (xem “LIEU DUNG VA CACH DUNG”).

Tir 12 thang tubi tro di, c6 thé ding IMOJEV® cuing lic véi cac vic-xin Soi, Quai bi hay Rubella, hodc
la dung riéng hodc la ding phdi hop.

Dbi véi tré séng & nhitng noi ¢6 nguy co bi bénh Sai cao, tir 9 thang tudi tré 1én, ¢ thé ding IMOJEV®
cung ltc véi vac-xin Sai, hodc la tiém riéng hodc la tiém phdi hop véi vic-xin Quai bi va Rubella.
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O ngudi lom, c6 thé ding IMOJEV® cing lac véi vic-xin Sét vang.

Trudng hop st dung liéu phép tic ché mién dich hay diéu tri v6i corticosteroid, xem “CHONG CHI
PINH” va “CANH BAO VA THAN TRONG KHI SU DUNG KHI SU DUNG VAC-XIN”.

St dung vac-xin trén ngudi trude dé cb dung immunoglobulin: Dé tranh sy trung hoa cua virus giam
doc luc trong vic-xin, thuong thi khdng duge chung ngira trong vong 6 tudn, tét nhat 1a trong vong 3
thdng sau khi ding cdc immunoglobulin hodc cc ché phim mau chira immunoglobulin, vi du nhu mau
twoi hodc huyét tuong.

Twong ky,

Do khéng c6 céc nghién ctru vé tinh tuong ky cta véc-xin, khong tron 1in vic-xin ndy véi cic vic-xin
hodc thude khac.

TAC DUNG KHONG MONG MUON:

Dit liéu tir cdc thir nghiém lim sang

Dir li¢u tir quan thé ngwdi lon

D¢ an toan cua IMOJEV® duoc danh gia qua 8 thir nghiém lam sang ngiu nhién & nguoi tir 18 tudi tré

Ién. Trong qué trinh phat trién & quin thé nguoi 16n, gan 2.500 nguoi da duge tiém vic-xin IMOJEV®.

D an toan duoc dénh gid dbi voi toan bd ngudi tham gia nghién ctru trong 4 tudn ddu sau khi tiém vac-

Xin va céc phan tmg bat loi nghiém trong dugc thu thap trong it nhit 6 thang sau khi tiém mot lidu

IMOJEV®.

Céc phan tmg toan than thuong duge bao cao nhét sau khi tiém IMOJEV® 1a dau ddu, mét moi, kho chiu

va dau co. Tat ca cac phan tmg nay thuong duoc bdo cdo véi ti 1¢ twong tu nhu sau khi tiém vic-xin

Viém ndo Nhit Ban bt hoat hoic gia dugc.

Céc phan tmg tai chd thuomg duoc bdo cdo nhat sau khi tiém IMOJEV® 1a dau tai noi tiém. TAfca cac

phan tmg tai chd it duoc bdo cdo hon so v6i sau khi tiém véc-xin Viém ndo Nhat Ban bat hoat vat

duoc bao cdo sau khi tiém gia dugc.

Céc phan tmg toan than va tai chd dugc phéan loai theo timg hé co quan, tiép d6 1a theo tin suaf;

qui uéc sau [rat phd bién (> 1/10); phd bién (> 1/100 dén < 1/10); khong phd bién (= 1/1.0

1/100); hiém gap (> 1/10.000 dén < 1/1000); rat hiém (< 1/10.000), ké ca céc béo céo riéng biét].

Céc bién ¢b bét loi (AE) ¢6 thé co lién quan dén ching ngtra sau da dugc bdo cdo trong vong 30 ngay

sau khi tiém vic-xin trong céc thir nghiém 1am sang:

Cdc réi loan toan than va tinh frang tai noi tiém:

e Rit phé bién: M¢ét moi, kho chiu, dau noi tiém

e Pho bién: Cam thdy nong, on lanh, d6 noi tiém, ngira noi tiém, sung noi tiém, bdm mau noi
tiém.

e Khong phé bién: Sét

Réi loan hé than kinh:

e Rétph6 bién:  Pau diu

e Phd bién: Chéng mat
Réi loan co xwong va mé lién két:
e Ritphd bién:  Pauco

e Pho bién: Dau khop

M
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Réi loan tiéu da day — rugt:

e Pho bién: Tiéu chay, bubn nén, dau bung, nén.

Roi loan hé hdp, long nguc va trung that:

¢ Ph bién; Dau hong-thanh quén, kho tho, chay nude mii, ho, the kho khe, nghet miii.

R6i logn da va mé dudi da:

e Pho bién: Phit ban

Viém nhiém:

o Hiém gap: Nhiém siéu vi, vi du nhu gia Cim

Dir liéu & quan thé tré em

D¢ an toan cia IMOJEV® dugc danh gia qua 2 thir nghiém 14m sang ngdu nhién & tré tir 12 thang dén 5
tudi. Trong qua trinh phat trién & quin thé tré em, gan 1.400 nguoi (gdm 100 tré em va 1.300 tré tap di
(toddler) da tiém mot miii IMOJEV®™

D¢ an toan duge ddnh gia dbi véi toan bd ngudi tham gia nghién ctru trong 4 tudn dau sau khi tiém véc-
xin va cdc phan (g bat loi nghiém trong duoc thu thap trong it nhdt 6 thang sau khi tiém mat lidu
IMOJEV"™,

Cac phan tmg toan than thudong duge bao cdo nhét 1a kho chiu, sbt, dau ddu va dau co ¢ tré em (2 dén 5
tudi) trude dé duoc chiing ngira 2-1iéu co ban véc-xin Viém ndo Nhit Ban bt hoat; va sdt, mit cam giac
thém &n va cdu kinh & tré tap di (12 — 24 thang) trude d6 chua dugc ching ngira vic-xin Viém ndo Nhat
Ban.

Céc phan (g tai noi tiém thudong duoc bao cdo nhit sau khi tiem IMOJEV® 1a dau/nhay dau noi tiém va
do noi tiém.

Céc bién ¢ bt loi (AE) ghi nhan duge trong cac thir nghiém 1am sang thuong & mic do nhe va ngén
han. Sy bat ddu céc tridu chiing toan than thudng xdy ra trong vong 3 ngay sau khi chiung ngra.

Céc phan tmg tai chd va toan than duge phén loai theo timg hé co quan, tiép do 1a theo tin sudt, dung
qui ude sau [rat phd bién (> 1/10); phé bién (> 1/100 dén < 1/10); khong phd bién (> 1/1.000 dén <
1/100); hiém gip (> 1/10.000 dén < 1/1000); rat hiém (< 1/10.000), k& ca cac béo céo riéng biét].

Céc bién ¢b bit loi (AE) duoc béo céo trong vong 28 ngdy sau khi tiém vic-xin trong céc thir nghiém
lam sang:

Cdc réi loan toan thdn va tinh trang tai noi tiém:

o Rétphd bién:  Sbt, khé chiu, cau kinh, dau/nhay dau noi tiém va do noi tiém.

e Phd bién: Sung noi tiém.

o Khong phd bién: Cac phan tmg tai noi tiém (ctg, ngira, bim, tu méu, chay mau).

Réi loan hé than kinh:

e Ratphd bién:  Pau ddu, budn ngu.

Réi loan co xwong va mé lién két:

o Rétphd bién:  Pauco

Réi loan tiéu da day — ruét.

o Rétphd bién:  Nén mura.

Réi loan chuyén héa va dinh duong:

e Ratphd bién: Mt cam gidc thém an.

Réi loan da va mé dwdi da:

@-
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o Hiém gap: Phét ban, may day, ban san.

Réi loan tém thén:

o Rétphd bién:  Qudy khoc bét thuong.

P an toan cia IMOJEV® cho théy khong ¢6 sy khac biét lién quan dén 1am sang vo6i ddc tinh an toan

dugc md ta trong cac thir nghiém lam sang pha I11:

e Trong 149 tré tir 9 dén 18 thang tudi (mdt phan nhém tir 9 dén 11 thang tudi (N = 56) va mdt phan
nhém tir 12 dén 18 thang tudi (N = 93)):

 Trong 390 tré tir 36 dén 42 thang tudi (45/390 tré da tiém 1 lidu IMOJEV®, va 345/390 tré da tiém
liéu thir hai (liéu nhic) IMOJEV® Itc 2 ndm sau khi tiém lidu d4u tién);

e Trong 542 tré tir 12 dén 18 thang tudi.

Dit ligu trong qud trinh lieu hanh, phin phéi

Vao thoi diém ndy chua c6 dir liéu d an toan tir qua trinh luu hanh, phan phdi.

Théng bao ngay cho bic s§ hodic duge sy nhitng phén éng c6 hai gip phii khi sir dung viic-xin.

Bio cio phdn dng bit lgi ddng ngo

Viée béo cdo cac phan tmg bat lgi dang ngdr sau khi san phdm thude duge cép phép luu hanh 1a rét quan
trong. Diéu nay cho phép tiép tuc theo dai cén bing loi ich/nguy co ctia san phdm thuéc. Nhan vién y té
dugc yéu cdu bdo cdo moi phan tmg bt loi dang ngor qua hé théng béo cao quée gia dén Trung tim
Qudc gia vé théng tin thubc va thco doi phan tng 6 hai cta thube theo dia chi email:
di.pvecenter@gmail.com

QUA LIEU VA CACH XU TRi:
Khéng c6 dit liéu vé sir dung véc-xin qua lidu, khong dung qué lidu chi dinh cua véc-xin.
Tich cyc theo ddi dé c6 bién phap xu tri kip thoi.

PAC TINH DUQC LUC HQC

Nhém dwge Iy diéu tri: vic-xin vi khuin

Mai ATC: JO7 (Vie-xin) B (Vic-xin virus) A (Vic-xin viém n#o)

Co ché tic dpng

Day la véc-xin virus song giam doc lue. Sau khi tiém, virus ti tao tai chd va tao ra khang thé trung hoa
va dép tmg mién dich qua trung gian té bao dic hiéu véi virus Viém nio Nhét Ban. Nhimg két qua hién
¢6 cho thdy su bao vé chu yéu la qua trung gian céc khang thé trung hoa.

Trong céc nghién ctru phi 1am sang, tat ca dong vat duoc tiém mot liéu véc-xin déu ¢6 su san xuit khang
thé trung hoa dac hi¢u chdng virus Viém ndo Nhat Ban va duoe bao vé chéng lai su xAm nhidm virus
Viém ndo Nhat Ban c6 doc luc trong thir thach thye nghiém.

Tinh sinh mién dich

Tir két qua khang thé thu dong trén md hinh dong vat nhé cho thiy su bao vé qua trung gian khang thé
trung hoa va ngudng bao vé 1a hidu gia trung hoa phién & muec 1:10.
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Dit li¢u vé tinh sinh mién dich ¢ quan thé ngudi 16n
Tiém mot lidu IMOJEV® sinh mién dich nhu khi ap dung phéac do ba liéu véc-xin Viém ndo Nhat Ban
bét hoat so sanh trén nguoi 1on tr 18 tudi tro 1én.
Thudng thi 14 ngay sau khi tiém vic-xin s& dat dugce hidu gia khang thé & mirc bao vé.
Trong thir nghi¢m 1am sang pha III ngdu nhién, so sanh: 410 ngudi tir 18 tudi tro 1én duoe tiém 1 lidu
IMOJEV® téi thiéu 4,0 log PFU/liéu 0,5 ml va 410 nguoi tir 18 tudi tré 1én duge tiém véc-xin Viém ndo
Nhat Ban bat hoat so sanh theo phéc db 3 liéu 1 ml.
30 ngay sau khi chung ngira, ty 1& huyét thanh bao vé & nhiing nguoi tiém IMOJEV® dat khoang 99%
khi do mirc do ctia chung virus twong ddng. Céc két qua nay khong thip hon két qua ghi nhan duoc khi
do & ngudi tiém vic-xin Viém ndo Nhét Ban bt hoat so sanh theo phac dé 3 liéu.
14 ngay sau khi tiém 1 liéu IMOJEV®, khoang 93% nguoi dugc tiém vic-xin dat khang thé trung hoa
mirc huyét thanh béao vé.
Theo déi dai han trong thir nghiém 1dm sang ngdu nhién c6 ddi chimg pha II, 6 thang sau khi tiém 1 lidu
IMOJEV®, 97,6% (95% CI, 93.3; 98,8) ngudi dat muc huyét thanh bao vé. 86,8% nhiing nguoi dat mirc
huyét thanh bao vé lic 6 thang c6 kha nang duy tri huyét thanh bao vé dén 60 thang sau khi chung ngra.
Dir li¢u vé tinh sinh mién dich & quén thé tré em
e Chung nglra co ban
28 ngay sau khi chiing ngira khang thé bao vé dat mirc huyét thanh bao vé.
Tiém 1 liéu IMOJEV® trong 2 thir nghiém 1am sang ngdu nhién & 1.231 tré tap di (12 dén 24 thang)
trude do chua duoc ching ngira vic-xin Viém ndo Nhat Ban cho thdy khoang 95% ngudi tiém véc-xin
¢ chuyén doi huyét thanh va co huyét thanh bao vé (mitc khéng thé trung hoa trén ngudng bao vé) sau
28 ngay.
Tiém 1 lidu IMOJEV® trong thur nghiém lam sang ngiu nhién pha III & tré nho va tré tdp di (9 — 18
thang tu01) (N = 126) truéc d6 chua ching ngira vic-xin Viém ndo Nhat Ban cho thdy hon 99% nguoi
tiém vic-xin co chuyén doi huyét thanh va c6 huyét thanh bao vé sau 28 ngay.
Su ton tai cua chuyén ddi huyét thanh da dugc danh gia trong thir nghiém lam sang Pha I va Pha 11 &
tré tép di (12 dén 24 thang).
Trong thir nghi€ém 14m sang pha II, khoang 75% tré tdp di chua duoc ching ngira vic-xin Viém ndo
Nhat Ban tru6e khi tiém 1 liéu IMOJEV® cho thdy van c6 khéng thé & mic huyét thanh bao vé dén 3
ndm sau khi ching ngtra (N = 157).
Trong thur nghiém 14m sang pha III, khoang 86% tré tap di chua dugc ching ngira bt ky vic-xin Viém
ndo Nhat Ban nao trude khi tiém 1 liéu IMOJEV® van c¢6 khang thé & mue huyét thanh bao vé dén 2
ndm sau khi ching ngira (N = 574). Tét ca cdc tré tap di trong thir nghiém 1am sang nay ¢6 dit lidu huyét
thanh hoc 28 ngay sau khi chiing ngira déu c¢6 huyét thanh bao vé & thoi diém nay.
Trong thtr nghiém 1am sang pha III khac ¢ tré nho va tré tap di (9 dén 18 thang tudi) trude dé chua
chung ngira véc-xin Viém ndo Nhat Ban, 1 ndm sau khi tiém 1 lidu IMOJEV® khoang 88% ngudi tham
gia thur nghiém 1am sang van c¢6 huyét thanh bao vé.
e Nhic lai

- Liéu nhic lai IMOJEV" sau khi ching ngira lidu co ban véi IMOJEV®.
Trong thir nghiém 1am sang pha I11, tré em (36 — 42 thang) (N = 340) duoc tiém lidu thr hai (lidu nhic
lai) sau khi chung ngira co ban véi IMOJEV®, Mot nhém tré dbi chimg (36 — 42 thang) (N = 39) trude
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d6 chua timg dugc chiing ngira vic-xin Viém nio Nhat Ban duoc tiém IMOJEV® ldn diu dé mo ta dap
mg mién dich co ban déi véi IMOJEV®,
O tré truée d6 da ching ngira, tir Ngay 0 dén Ngay 7 sau khi tiém IMOJEV® thi hiéu gid trung binh
nhan (GMT) ting gan 6 lan. Khi so sanh véi nhém déi chimg thi GMT khéng ting, do dé chimg t6 dap
tmg tri nh mién dich & nhom tiém lidu nhc lai. O nhom tiém liéu nhéc, tir Ngay 0 dén Ngay 28 GMT
ting gan 57 lan.
28 ngay sau khi tiém liéu nhéc lai, 100% tré trude do da ching ngira véi IMOJEV® ¢6 khang thé & mire
huyét thanh bao vE.
Khi theo doi dai han dé danh gia thir nghiém 1am sang pha III, gdn nhu toan bd tré em (99,4%) duoc
tiém liéu IMOJEV® nhac lai lic 24 thang sau khi tiém lidu co ban van cé khang thé & mite huyét thanh
bao v¢ 1 nam sau khi chiing ngtra.

- Chung ngira nhic lai véi IMOJEV® sau khi chung ngira co ban véi véi vic-xin Viém nio Nhat

Ban bét hoat

Trong mot thur nghiém lam sang pha 1, IMOJFV‘& dugce tiém cho tré em (2 dén 5 tudi) (N = 97) lic 6
dén 38 thang sau khi chung ngira co ban 2-liéu véc-xin Viém ndo Nhat Ban bét hoat (véc-xin Viém néo
Nhét Ban nuéi cdy trén ndo chudt).
Tir Ngay 0 dén Ngay 28, GMT tang gan 59 lan. 28 ngay sau khi tiém IMOJEV®, khoang 93% tré tham
gia thir nghiém 14m sang c6 chuyén doi huyét thanh va déu dat mure huyét thanh bao vé (hiéu gia trén
ngudng duoc xem la bao vé).
Khi theo d&i dai han dé dénh gi4 thir nghiém l1am sang pha II, gan nhu toan b tré em (97, 5%) dugce tiém
liéu IMOJEV™ nhéc lai ltc 6 dén 38 thang sau khi chung ngira co ban 2-liéu vic-xin Viém néo Nhat Ban
bat hoat van c¢6 khang thé & mirc huyét thanh bao vé 3 nim sau khi chung ngtra.
DPAC TINH DUQC PONG HQC:
Khong ap dung.

QUY CACH PONG GOI:
Mot liéu vac-xin bot dong khé va 1 liéu dung méi trong timg lo riéng (thiy tinh loai I), mdi lo ¢6 nit lo

(halo-butyl) va nap lay (nhom / polypropylene), kém theo 1 bom tiém (polypropylen) va hai kim tiém -

(thép khong ri).
Hop 1 lo chira vic-xin bot dong khé va 1 lo dung méi, 1 bom tiém va 2 kim tiém.

PIEU KIEN BAO QUAN:

Pé xa tAm tay va tAm mit cia tré em.

Bio quin trong tii lanh (nhiét dj tir +2°C dén +8°C).

Khéng dwge dé dong biang.

Bao quan céc lo trong hdp céc-tdng dé anh sang khong chiéu vao cac lo.

TUOI THQ
36 thang ké tir ngay san xuét. Ngay san xudt la ngay tron (mixing/blending) ban thanh pham cubi.
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HAN DUNG

Xem ngay hét han ding “EXP” trén bao bi. Khong dugc ding vée-xin sau ngay hét han sir dung duoc
ghi o trén hop va trén nhan sau chitr “EXP”".

Sau khi hoan nguyén: san pham phai dugc ding ngay.

TIEU CHUAN CHAT LUQNG
Tiéu chuan co sé.

TEN VA PIA CHI NHA SAN XUAT/CONG TY SO HU'U GIAY PHEP LUU HANH TREN THI
TRUONG

Séan xuit boi: Government Pharmaceutical Organisation — Merieux Biological Products Co., Ltd.
241 Gateway City Industrial Estate, Moo 7, Huasamrong, Plaengyao, Chachoengsao 24190, Thai Lan
Chu s& hiru san phdm Sanofi Pasteur Ltd.,

87/2 CRC Tower, 23" Floor, All Seasons Place, Wireless Road, Lumpini, Pathumwan, Bangkok, Thai
Lan.

NGAY PHE DUYET NOI DUNG:

SANOF| PASTEUR wg

TUQ CUC TRUONG
P.TRUONG PHONG




