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BILAXTEN® 20 mg vién

Bilastine

TEN SAN PHAM
BILAXTEN 20 mg vién nén

THANH PHAN DINH TiNH VA PINH LUQNG
MB&i vién nén chira 20 mg Bilastine.

DANG TRINH BAY
Vién nén mau tr’c’mg hinh bau duc, hai mat 18i. Gitra vién ¢6 vach chia dé bé doi gitp dé nubt
hon nhung khéng c6 gia tri dé chia doi liéu lugng thudc.

DAC TINH LAM SANG

Chi dinh

Diéu tri triéu chimg trong trudng hop viém mii di ng (quanh nim hodc theo mia) va may
day.

Liéu lrgng va céich sir dung

Str dung cho ngudi 16n va tré em trén 12 tubi.

Liéu ding 20 mg (1 vién) mot ldn/ngay dé diéu tri triéu ching viém mii di ng (thuong
xuyén hodc theo mua) va may day.

(}:?m ubng t’huéc vao thdi diém 1 gior trude hodic 2 gid sau dn. Nén uéng toan bé liéu trong 1
fan duy nhat trong ngay.

(
Ngudicao tubi ‘
Khong can chinh Iiéu‘ trén ngudi cao tudi (xem phan dic tinh dugc dong hoc va dugc uc
hoc). Chua c6 nhiéu bing ching vé viée sir dung thudc & bénh nhan trén 65 tudi.

Tré em dudi 12 tudi
Thoéng tin vé d§ an toan va hiéu qua cua bilastine trén tré em dudi 12 tudi van chua duoc
nghién ctru ddy du.

Bénh nhé‘m suy than .
Khong can chinh li€u trén bénh nhéan suy thin (Xem phéan Déc tinh duge dong hoc).

Bénh nhén suy gan

Chua c6 dir liéu 14m sang vé viéc ding thude trén bénh nhan suy gan. Do bilastine khong
chuyen héa qua gan ma chi yéu thai trir qua than, tinh trang suy gan ¢ thé khong lam nong
do thubc trong méau vurot qua giGi han an toan. Do d6, khéng cn chinh liéu trén bénh nhan
suy gan (Xem phan dic tinh duge déng hoc).

D6 dai dot diéu tri:

Trong dleu tri viém mii dj ing, viéc diéu tri chi giéi han trong khoang thoi gian c6 tiép xic
VvOi yeu t6 di nguyén. Cu thé 14, trong diéu tri viém miii di tng theo mia, c6 thé ngimg thudc
khi hét tridu chimg va sir dung lai khi triéu chiung xuét hién tr¢ lai. Trong diéu tri viém mii di
ung quanh nam, nén sir dung thude lién tuc trong sudt thoi gian tiép xic véi di nguyén.

Trong diéu tri may day, thoi gian diéu tri phu thudc vao dang may day, thoi gian va dién bién
cua triéu ching.




Chong chi dinh
Chéng chi dinh cho c4c bénh nhin qua man véi bilastine hoidc bit ¢ir thanh phén ta dugc nao
trong ché pham.

Luwu y va thin trong khi sir dung
Théng tin v& hiéu qua va dd an toan caa bilastine trén tré em dudi 12 tudi vAn chua duge
nghién cu ddy du.

Trén bénh nhan suy thén ndng hodc trung binh, viéc sir dung df‘mg thivi bilastine vai cac chit
irc ché glycoprotein P nhu ketoconazol, erythromycin, cyclosporin, ritonavir hoge diltiazem
¢6 thé lam ting nong dg bilastine trong huyét twong, do dé lam ting nguy co xay ra phan ing
bat loi. Vi vdy, can tranh sir dung ddng thoi bilastine va céc chit trc ché glycoprotein P trén
bénh nhdn suy thdn nang hoic trung binh.

Twong tac thude va cic twrong tac khac cé lién guan )
Tuong tac véi thirc &n: Thic an c6 thé lam giam sinh khd dung dudng udng cua bilastine
khoang 30%.

Tuong tac v6i nude budi chim: udng bilastine 20 mg véi nude budi chim lam giam sinh kha
dung ctia thude 30%. Hién tugng nay c6 thé x&y ra v&i cde loai nude qua khac. Mite g giam
sinh kha dung co thé dao ddng gitta cic ché phdm va céc loai hoa qua khic nhau. Co ché cua
tuong tdc nay 1a théng qua qué trinh (e ché OATP1A2, mdt chat van chuyén bilastine tir
dudng tidu hoa vao mau (xem muc Pic tinh duoe ddng hoc). Cac thude 14 co chit hodc chét
trc ché OATP1A2 nhu ritonavir hodic rifampicin ¢é thé lam gidm ndng do bilastine trong

huyét tuong.

.
Tuong tic vdi ketoconazol hodic erythromycin: Udng ddng thisi bilastine va ketocdnazol hodc
erythromycin ¢ thé lam ting AUC cua bilastine 2 |an, ting Cmax 2-3 lan. Bidu nay c6 thé
giai thich do twong tac véi cde chét van chuyén dua thude trgy lai long bng tiéu hoa, do
bilastine 14 co chét ctia P-gp va kh8ng bi chuyén hda (xem phin Pic tinh duoe ddng hoc).
Nhitng thay ddi nay cé thé khdng anh hudng dén mie do an toan ciia bilastine ciing nhur
ketoconazol hodic erythromycin. Cac thudc khac cling 14 co chét hoac chét ire ché P-gp, vi du
nhu cyclosporine, cling ¢6 nguy co lam ting ndng d¢ huyét tuong ciia bilastine.

Tuong tée véi diltiazem: Udng dong thdi bilastine 20 mg va diltiazem 60 mg lam ting nong
d9 Cmax cna bilastine [én 50%. Didu nay cé thé |i giai do twong tac véi cdc chit van chuyén
dwa thude trd lai long & ong tiéu hda (xem phan Diéc tinh duge ddng hoc), va cod thé khéng anh
hudng dén mire 44 an toan ciia bilastine.

Tuong tac véi rirou: Trang thai tim thdn vén dong sau khi ubng déng thai ruou va 20 mg
bilastine tuong ty nhu két qua ghi nhén sau khi udng ddng thoi rugu va gia duge.

Tuong tic v&i lorazepam: Ubng dfj‘ng thdi bilastine 20 mg va lorazepam 3 mg trong 8 ngay
khong lam tdng tic dung trén hé than kinh trung uong clia lorazepam.

Tac dfng trén kha ning sinh san, phu nir ¢6 thai va cho cen b

Téc ddng trén khi nane sinh san: Chua cé hodc rét it bang ching l4m sang. Mdt nghién ¢
trén chudt cho thdy khéng ¢ tac dong tidu cyc nao trén chirc ning sinh san (xem phén Dir
liéu an toan tién 1im sang).

Phu nit ¢é thai: Khéng ¢é hodc ¢o rét it dir liéu vé viée sir dung bilastine trén phu nif ¢6 thai.



Nghién ctru trén dong vét khong cho thiy tac déng cé hai truc tiép hodc glz‘m tiép 1én kha nang
sinh san, sur phat trién ciia bao thai va sau sinh (xem phén Dir lidu an toan tién 1am sang). Tuy
nhién, dé dam bao an toan, tranh sir dung BILAXTEN trong giai doan mang thai.

Phu nir cho con bi: Théng tin vé kha ning bai xuit qua sira me ctia bilastine van chua dugc
biét r5. Pac diém nay ciing chwa dugc nghién citu trén dong vat. Trén thuc té, cin quyét dinh
tiép tuc/nging cho con bii hay tiép tuc/ngimg sir dung BILAXTEN dua trén tuong quan giira
loi ich cua viéc bi me cho tré va lgi ich ciia me khi sir dung bilastine.

Tac dong Ién kha nang lai xe va van hanh may moc

MOt nghién ciru dugc thyuc hién dé danh gia tic dong cua bilastine 1én kha néng lai xe da cho
thdy viéc sir dung lidu 20 mg khong anh hudng dén kha nang lai xe. Tuy nhién, bénh nhan cin
duge thong béo ring c6 mot sb trudmg hop hiém gip c6 thé thdy budn ngti va anh hudng dén
kha nang van hanh may moéc tau xe. (?V

Tac dung khéng mong mudn

Trong cac thir nghiém lam sang, s& lugng tac dung khong mong muén gap phai & bénh nhan
viém mii di (ng hodc may day nguyén phat man tinh duoc didu tri bang bilastine 20 mg
twong tu véi s6 lwong ghi nhan trén bénh nhan sir dung gia dugc (12,7% so voi 12,8%).

Céac phan (ng bét lgi cia thuéc (ADRs) thudmg ghi nhan dugc trén bénh nhan sir dung
bilastine 20mg trong thir nghiém lam sang pha II va pha III 12 dau dau, buon ngu, chdng mat
va mét méi. Cac phan tmg nay xuét hién véi tudn suét trong tyu tin sudt ghi nhan dugc trén
bénh nhén str dung gia dugc.

Céc phan (mg bét loi it nhat c6 thé lién quan dén bilastine va dugc bio céo trong hon 0,1%
bénh nhén diung bilastine 20mg trong giai doan phat trién 1am sang cua thudc dugc phan loai
dudi day.

Tan suat ghi nhén nhu sau:

Rét phé bién (>1/10)

Phd bién (>1/100 to <1/10)

Khéng phd bién (>1/1.000 to <1/100)

Hiém gip (>1/10.000 to <1/1.000)

Rét hiém gap (<1/10.000)

Khong rd (khong thé udce tinh duoc tir cac dir ligu hién c6)

Céc phan ng hiém gip, rt hiém gip va khong rd khong duoc ghi vao bang.

Hé co quan ’ Bilastine | All Bilastine Placebo

Tén suat  Phén ng bat lgi 20 mg Doses N=1362
N=1697 =2525

Nhiém tring va nhiém ki sinh triing

Khong ph5 Herpes miéng 2 (0,12%) 2 (0,08%) 0 (0,0%)

bién

Réi loan chuyén héa va dinh dudng

Khong phd|Ting cim gidc theém dn 10 (0,59%) | 11(0,44%) | 7(0,51%)

bién

R6i loan tim ly

Khong phé|Lo ling | 6035%) | 8(0,32%) | 0(0,0%)




bién Mat ngii 2 (0,12%) 4 (0,16%) 0 (0,0%)

Réi loan b tai, tién dinh

Khong  phé|U tai 2(0,12%) | 2(0,08%) | 0(0,0%)

bién Chéng mt 3(0,18%) | 3(0,12%) | 0(0,0%)

Réi loan nhip tim

Khéng p115 Bloc nhinh phai 4 (0,24%) l 5(0,20%) 3 {0,22%)

e Réi logn nhip xvang 5(0,30%) | 5(020%) | 1(0,07%)
Kéo dai khoing OT trén dign 9(0,53%) | 10(0,40%) | 5(0,37%)
tim dé
Béit thuong khdc trén dign tim| 7(0,41%) | 11(0,44%) | 2(0,15%)
b -

Réi loan hé thin kinh L5

Phé bién  |Buin ngi 52(3,06%) | 82(325%) | 39(2,86%)
Dau diu 68(4,01%) | 90(3,56%) | 46 (3,38%)

Kk,éng plzé Hoa mt‘ft, chiong miit 14 (0,83%) 23 (0,91%) 8 (0,59%)

bién

R&i loan h hap, 16ng ngwe va trung that

Khéng  phd|Khd the 2(0,12%) | 2(0,08%) | 0(0,0%)

bien Kh6 chiu ¢ mii 200,12%) | 2(0,08%) | 0(0,0%)
Kho mii 3 (0,18%) 6 (0,24%) | 4(0,29%)

Réi loan tiéu hoa

Khiong  pho|Dau bung trén 11(0,65%) | 14(0,55%) | 6(0,44%)

biEn Dau bung 5(0,30%) | 5(020%) | 4(0,29%)
Bubn nbn 7(0,41%) | 10(0,40%) | 14 (1,03%)
Kich teng da day 3 (0,18%) 4 (0,16%) 0 (0,0%)
Tiéu chay 4(024%) | 6(024%) | 3(0,22%)
Khé miéng 2(0,12%) | 6(0,24%) 5 (0,37%)
Kho tiéu 2(0,12%) | 4(0,16%) | 4(0,29%)
Viém da day 4(0,24%) | 4(0,16%) 0 (0,0%)

Réi loan da va mé mém

Khiong  phd Min ngita 2 (0,12%) 4(0,16%) | 2(0,15%)

bién

Khong  phd| Mgt moi 14 (0,83%) | 19(0,75%) | 18(},32%)

bién Khit 3(0,18%) | 4(0,16%) | 1(0,07%)
Ting tinh trang mét moi sincdl 2 (0,12%) 2 {0,08%) 1 (0,07%)
|sée 2 (0,12%) 3 (0,12%) 1 (0,07%)
Suy nhugc 3(0,18%) | 4(0,16%) 5 (0,37%)




Cic chi s6 xét nghiém

Khong phd|Ting gamma- 7(0,41%) 8 (0,32%) 2 (0,15%)
bién glutamyltransferase
Ting alanine aminotransferase| 5 (0,30%) 5 (0,20%) 3 (0,22%)
Ting aspartate 3 (O,IS‘V:) 3 (0,12%) 3 (0,22%)
aminotransferase
Tédng nong dp creatinin trong 2 (0,12%) 2 (0,08%) 0 (0,0%)
mdu
Ting nong dp triglicerid trong 2 (0,12%) 2 (0,08%) 3 (0,22%)
mdu
Tdng cin 8 (0,47%) 12 (0,48%) 2 (0,15%)

Thong bdo véi bdc st bat ki phdn veng khéng mong muén nao gdp phdi trong qud trinh si
dung thuoc.

Qua licu

Thong tin lién quan dén cac truong hop qua lidu cap cua bilastine m@i chi giéi han trong céc
két qua thur nghlem lam sang trong giai doan phét trién thudc. Sau khi diing bilastine voi Ilcu
cao gap 10 dén 11 lan liéu diéu tri (220 mg (lidu don); hodic 200 mg/ngay trong 7 ngay), tAn
suat xuét hién phan tmg khong mong muodn trén nguor] tinh nguyén cao gip 2 lén so véi gia
duoc. Tac dung khdng mong mudn duge ghi nhan nhidu nhét 1a chéng mat, nhirc diu va budn
nén. Khong ghi nha:m phan ting bt loi nghiém trong nao ciing nhu sy kéo dai dang ké khoang

QT trén dién tdm do. @/
!

M5t nghién ciru chéo théng qua théng sb QT/QT hiéu chinh da dugc tién hanh trén 30 ngudi
tinh nguyén khoe manh nhim danh gia tac dong cua bilastine lidu l3p lai (100mg x 4 ngay)
Ién su tai phan cuc tdm thit. Nghién ciru da chi ra ring ché do ding néu trén khéng lam kéo
dai dang ké gia tri QT hiéu chinh.

Trong trudng hop qué lidu, cin ap dung cac bién phap diéu tri triéu ching va diéu tri hd trg.
Chua c6 thude dbi khang dac hiéu cho bilastine.

PAC TINH DUQC LY
Dic tinh duwge lye hoe

Nhém duge ly: Thube khang histamin st dung dudng toan than, cc thuéc khéng histamin
khéc str dung dudng toan than. Ma ATC 1a RO6AX29.

Bilastine la mot chit dbi khang histamin khéng gay budn ngl, co tac dung kéo dai, ddi khang
chon loc trén thu thé H; ngoai vi va khéng c6 i lyc voi thy thé muscarinic.

Bilastine trc ché cac phan (ing mén ngira, ban do trén da do histamin trong véng 24 gid sau
khi sir dung mét liéu don.

Trong cac thir nghiém 18m sang duoc thuc hién trén ngudi I6n va tré vi thanh nién c6 viém
miii di ing (theo mva hodc quanh ndm), bilastine 20 mg, sir dung mdt lan mét ngay trong
vong 14-28 ngdy, dem lai hiéu qua trong vigc lam giam cac triéu chirng nhu hét hoi, chay
nudc miii, ngira miii, ngat mili, chay nudc mét va dd mét. Bilastine kiém so4t hiéu qua céac
triéu ching trong vong 24 gio.




Trong hai thir nghiém Iam sang dugc thuc hién trén bénh nhdn may day nguyén phat man
tinh, bilastine 20 mg, uémg mot lan/ngay trong 28 ngay chimg minh dugc hiéu qua trong lam
giam mirc d§ ngira va giam so lugng, kich thude cta cac vet san cling nhu cam giac kho chiu
cua bénh nhan do may day. Bénh nhan cai thién dugc chét luong gidc ngl va do do, cai thién
chét lugng cude sdng.

Khéng cé trudng hop ndo kéo dai khoang QT hiéu chinh hodc tic dung khdng mong mudn
trén tim mach dugc ghi nhén trong céac thir nghiém l&m sang cua bilastine, ngay ca véi liéu
200 mg mdi ngay (gi ap 10 lan lidu didu tri) trong vong 7 ngay trén 9 bénh nhan, hogc thdm chi
ngay ca khi ciing phéi hop véi céc thude e ché P-gp, nhu ketoconazole (24 bénh nhén) va
erythromycin (bénh nhan). Thém vao d6, mdt nghién ctru theo ddi khoang QT ciing da dugc
thuc hién trén 30 nguoi tinh nguyén.

Trong céc thir nghiém lam sang c6 kiém soat, khi sir dung lidu khuyén cdo 1a 20 mg mdt
lan/ngay, dir lidu ve tinh an toan trén hé than kinh trung uong ctia bilastine tucmg duong véi
gia duoc va ti sut ghi nhan tinh trang budn nga khdng khdc biét c6 y nghia théng ké so véi
gia duge. Cac thir nghiém 1am sang cho thiy bilastine vai liéu 40 mg m6t lan/ngay khong anh
huéng dén hoat tinh tim than van dong ciing nhu kha ning lai xe dugc dénh gia thong qua
mat bai kiém tra l4i xe quy chudn.

Ngudi cao tudi (> 65 tudi) duoc lua chon trong nghién ctru pha 11 va pha 111, két qua cho thay
khong co su khéc biét trong hiéu qua cling nhu do an toan khi so sdnh v&i nhom bénh nhén tré
tudi hon.

Dic tinh dwge dong hoc %

Hap thu

Bilastine dwgc hdp thu nhanh sau khi udng va dat ndng d6 t6i da trong huyét tuong sau
khoang 1,3 gid. Thudc khéng bi tich lity. Gia tri sinh kha dung dudmg udng trung binh cia
bilastine 1a 61%.

Phan b6

Nghién ctru in vitro va in vivo cho thiy bilastine 12 mot co chét ciia P-gp (xem muc Tuong tic
thudc va céc tuong tac co lién quan, tuong tac véi ketoconazol, erythromycin va diltiazem) va
co chét cia OATP (xem muc Tuong tac thudc va céac twong tac cé lién quan, tuong tac voi
nude budi chim). Bilastine khong phai 1a co chit cia cac chit van chuyén BCRP hoic chat
van chuyén tai thdn OCT2, OATI va OAT3. Theo cac nghién ciru in vitro, bilastine khong
dwoc du doan 1a trc ché cac chit van chuyén trong toan hé thdng, bao gdm: P-gp, MRP2,
BCRP, BSEP, OATP1B1, OATP1B3, OATP2B1, OATI1, OAT3, OCT1, OCT2, va NTCP, do
chi ¢c6 mirc do trc ché thap dugc ghi nhdn voi P-gp, OATP2B1 va OCT, véi gid tri ICso udc
tinh > 300 uM, cao hon rit nhiéu so v&i ndng do t6i da wdc tinh trong huyét tuong Cpay. Vi
thé, cac tuong tac nay khong c6 nhiéu anh hudng trén 1am sang. Tuy nhién, ciing theo céc
nghién ciru nay, khong thé loai trir tac dung trc ché cua bilastine 1én cac chat van chuyén trén
niém mac rudt.

O liéu diéu tri, ti 1 gén véi protein huyét tuong clia thubc 12 84-90%.
Cl}uyén hoéa )
Két qua cac nghién ciru in vitro cho thay bilastine khong cam (rng ho#ic (rc ché hoat tinh ctia

CYP450.

Thai trir



Trong mét nghién ciru cén béng khéi duoc thyc hién trén ngudi tinh nguyén khoe manh, sau
khl udng mot liéu don 20 mg '*C-bilastine, gan nhu 95% liéu diing dugc tim thay trong nuge
tiéu (28,3%) va phan (66,5%) dudi dang bilastine khong bién dbi. Piéu nay cho thay bilastine
khéng dugc chuyén héa nhiéu trong co thé ngudi. Thoi gian ban thai trung binh tinh trén
nguoi tinh nguyén khoe manh 1a 14,5 gio.

Mirc d tuyén tinh ‘ ,
Bilastine biéu hién mé hinh dugc dong hoc tuyén tinh trong khoang liéu nghién ctu (5 dén
220 mg), véi mirc 6 dao ddng nho giira cac ca thé.

Bénh nhén suy than:

Trong mot nghién ctu trén cac bénh nhén suy than, gia trj trung binh (SD) cua AUC,. , ting
tir 737,4 (£260,8) ng x gid/ml trén bénh nhan chic nang than binh thudng (d6 loc cau than: >
80 ml/phut/1,73 m2) 1én 967.4 (£140,2) ng x gid/ml trén bénh nhén suy than nhe (D6 loc cau
than: 50-80 ml/phat/1,73 m?), 1384,2 (+263,23) ng x gid/ml trén bénh nhan suy than trung
binh (D6 loc ciu than: 30 - <50 ml/phat/1,73 m?), va 1708,5 (£699,0) ng x gid/ml trén bénh
nhén suy than néng (P9 loc cau than: <30 ml/phat/1,73 m?). Gi4 tri trung binh (SD) cua thoi
gian ban thai cua bilastine 1 9,3 h (& 2,8) trén cac bénh nhan binh thudng, 15,1 h (£ 7,7) trén
bénh nhan suy than nhe, 10,5 h (& 2,3) trén bénh nhén suy than trung binh va 18,4 h & 11,4)
trén bénh nhan suy than nang. Qua trinh bai xuét qua nude tiéu gan nhu dugc hoan tit sau 48
-72gid trén tit ca cac dbi tuong. Nhimng thay ddi vé dugc dong hoc néy khong cho thay anh
hudng rd rét trén 1am sang trén do an toan cta bilastine, do nong d6 thude trong huyet tuong
trong trudng hop bénh nhan suy thin van ndm trong khoang diéu tri.

¢+

Bénh nhén suy gan:

Khéng c6 dir Iié‘;u vé duoge dong hoc trén bénh nhan suy gan. O ngudi, bilastine khong bj
chuyén héa. Do két qua trong nhimg nghién ctru trén bénh nhéan suy thén cho thiy duomg thai
trir qua than 1a dudng thai trir chinh, qua trinh bai xult qua mat chi déng gép mot phan rat nho
vao su thai trir cua bilastine. S thay déi chirc ning gan c6 thé khong lam thay dbi dang ké
duge dong hoc cua bilastine trén 1dm sang.

Ngudi cao tudi:

Co6 rét it dir lidu vé viée sir dung thude cho ngudi trén 65 tubi. Chua cb khéc biét ¢6 ¥ nghia
thdng ké nao dugc ghi nhan giita dic tinh dugc dong hoc cua bilastine trén ngudi cao tudi va
trén ngudi tré tudi.

Dir liéu an toan tién lam sang .
Céc nghién clru vé d6 an toan duge ly, doc tinh khi dung licu ldp lai, ddc tinh trén gen, nguy
co gay ung thu cho thay khdng cé nguy co dic biét khi sir dung bilastine.

Trong céc nghién ctru vé doc tinh cua bilastine trén sinh san (nghién ctru trén chudt trude va
sau khi trirng 1am td, nghién ctru trén nguy co hinh thanh khéng hoan chinh xwong so, xwong
trc va xuong chi ciia thd), cac bét thudng chi ghi nhan & lidu gay doc tinh trén me. Nong do
thubc tuong tng véi NOAELSs rit cao (> 30 l4n) so v&i ndng do tuong tmg & lidu didu tri
khuyén céo trén ngudi.

Trong mét nghién ciru vé tac dong ctia thudc trén kha naing sinh san cla chudt, bilastine dirge
sir dung véi liéu ]en t6i 1000 mg/kg/ngay khong gdy ra tac dong trén céc co quan sinh san duc
va cdi. C4c chi sb lién quan dén kha ning giao phdi, sinh san va mang thai déu khong bi anh
hudng.
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Mot nghién ctu danh gid sy phan bd ciia thude trén chudt bing céch do ndng do thude c6 gin
chat phong xa di cho thdy bilastine khong bi tich ity trong hé than kinh trung wong,

PAC TINH DUQC PHAM
Cac ta dugc
Microcrystalline Cellulose, Sodium Starch Glycolate (Type A) (ngudn gbc tir khoai tay),

Colloidal Anhydrous Silica, Magnesium Stearate.

Cic chit twong ki
Chua ghi nhan

Thai han sir dung
5 ndm

Bio quén
Bao quan & nhiét do duai 30°C.
Tranh tam tay véi va tdm mdt cua tré nho.

TUQ. CUC TRUONG
P.TRUONG PHONG

i NG .
Poc ki hudng din sir dung truée khi dung. Dé biéf Imsng {{n, ﬁay th‘fl%éo y kién bac si
cda ban. Thube nay cén duge ké don.

Bén chét va thanh phin ciia bao bi ./‘FP.//
Thudc duoe dong goi trong vi gdm 2 phén:

Lép vo bao, c6 chira polyamide (mét ngoai ctia vd), nhém va PVC (mat trong cua vo)
La nhom .
L4 nhém dugc bit kin b&ng nhiét sir dung 16p dinh nhiét (polymer két hgp PVC- PVAC’ 2
nhira butylmethacrylate) d& gén vao I6p vo bao sau khi da dic khuén va dat vién thude. 7

Hop 1 vix 4 vién, 1 vi x 10 vién, 2 vi x 10 vién, 3 vi x 10 vién, 4.vi x 10 vién, 5 vi x 10 vién.
Céc vi duge dong goi trong hop bia cirng. Khong phai dang nao keé trén cling duoc bén trén thi
trudng.

Luu y khi sir dung ) ) ) i
Khong ¢6 luu y gi ddc biét. Tat ca cdc san pham khong str dung nira hodc vo thude bé di can
dugce xir ly theo quy dinh tai tirng dia phuong.
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