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Rx Thudce nay chi ding theo don thude

LAXTENAPI

TEN THUOC: LAXTENAPI

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
“Doc ki huwdng dan siv dung truwoce khi ding”

“Dé xa tam tay tré em”

“Thudc nay chi ditng theo don th uéc”

“Khong duoc tiém”

THANH PHAN CONG THUC THUOC

Thanh phfin duoe chét: Bilastine 0,25% (k1/1t) (Bilastine 2,5 mg/ml)

Thanh phan ta duge: Hydroxyethylcellulose, betacyclodextrin, sucralose, methylparaben,
propylparaben, sodium hydroxide, hydrochloride acid IN, cherry flavor (dang long), nuée
tinh khiet.

DANG BAO CHE

Dung dich udng.

Chit long trong, khong mau dén vang nhat, huong thom, vi ngot hoi déng.

CHI DINH

Diéu trj triéu chtng viém mii di tmg (theo mua va quanh nam) va may day. LAXTENAPI
dugce chi dinh & tré em tir 2 dén 11 tudi 6 trong lugng co thé tir 15 kg trd [én.

CACH DUNG, LIEU DUNG

Cich dung:
Dung dudng udng. Nén uong thude mét gio trwde hodce hai gidr sau khi an hodc udng voi
nudce trai cdy.
Dang ong don liéu (ong 4 ml, ong 8 ml): sir dung hét ngay sau khi mao.
Dang chai da licu (chai 60 ml, chai 100 ml, chai 120 ml): ding cde dong ¢o chia vach phan
lidu bao gdm trong mdi hop 1 chai, dé dong thé tich thude udng. Rira sach cde dong trude
va sau khi dung thudc.

. A -
Licu dung:
Tré em tir 2 dén 11 tuoi co can ngng tir 15 kg tre Ién: 10 mg bilastine (1 ong 4 ml dung
dich uong) moi ngay mot lan dé giam cac triéu chimg viém mii di ing (viém mui di ing
theo mua va viém mii di img quanh nam) va ndéi may day.

Ngudi 16n va thanh thiéu nién (trén 12 tudi) st dung bilastine 20 mg (1 éng 8 ml) la phu
hop.
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Thai gian dicu tri:

Trong dleu trj viém mui dj ang, vige diéu trj chi g,lm han trong khoang thoi g:au co hcp
Xuc vdi yeu t6 di nguyén. Cu thé la, trong diéu tri viém mii dl ting theo mua, cé thé nbunb
thude khi hét triéu chung va sur dyng lai khi tri¢u chimg xuat hién tro lai. Trong viém mui
di tmg man tinh, nén sir dung thudc lién tuc trong sudt thai gian tiép xie véi di nguyén.
Trong diéu tri may day, thoi gian diéu tri phu thude vao dang may day, thoi gian va dicn
bi¢n cua tri¢u ching.
- A o A

Nhém doi twong dic biét
Suy than
Tinh an toan va hi¢u qua cta bilastine ¢ tré em suy thdn van chua dugce xdc dinh. Céc
nghién ctu duge tién hanh o nguoi lon thuge nhom nguy co dac biét (bénh nhén suy than)
chi ra rang khéng can diéu chinh liéu bilastine & bénh nhdn nguoi l6n.
Suy gan

r + . o 2 a . ’ - - = - + a .
Tinh an toan va hi¢u qua cua bilastine ¢ tré em suy gan van chua dugce xac dinh. Khong co
kinh nghiém ldm sang ¢ ca bénh nhén suy gan tré em va nguai [on. Tuy nhién, vi bilastine
khong bj Lhuyen hoa va duoc thai trir dUO'l dang khong bién doi trong nudc tidu va phén,
tinh trang suy gan co thé khéng lam ndng dd thude trong mau vuot qué gidi han an toan.
- 4 - X [ a [ - - - wn g o
Do doé, khong can diéu chinh licu ¢ bénh nhan ngudi 1on ¢ suy gan.
Néu quén uong mjt lidu thude, ngudi bénh ubng ngay khi nhé. Tuy nhién, néu gam thoi

gian udng lidu tiép theo thi bo qua lidu di quén. Khong udng gap déi liéu dé ba liéu da
quén.

Tham khao v kién bdc st trude khi dimg thudc.

Khéng cé yéu cau dic bigt vé xir Iy thudc sau khi sit dung.

CHONG CHI PINH

Qua mén véi bilastine hodic bt ky thanh phan nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tinh an toan va hiéu qua cta bilastine & tré em duéi 2 tudi va tré em cé can ning dudi 15
kg van chua dugc xac dinh, vi thé bilastine khong nén sir dyung cho tré em dudi 2 tudi hoac
¢é can nang dudi 15 kg.

DGi voi bénh nhéan bi suy thin trung binh hodc ning, viée st dung dong thoi bilastine véi
thude tre ché P- glycoprotein, vi dy nhur ketoconazol, erythromycin, eyclosporin, ritonavir
hodc diltiazem, c6 thé lam ting ndng d bilastine trong huyct tuong, do d6 lam tdng nguy
co xay ra phan ung bét loi. Vi vay, nén tranh sir dung dong thoi cée thude te ché P-
glycoprotein va bilastine & bénh nhan suy thin trung binh hoédc nangg

Kéo dai khoang QT trén dién tam d6 da duogc ghi nhan & mét sb bénh nhén st dung
bilastine. Céc thude ¢6 kha nang gay kéo dai khoang QT/QTc ¢6 thé lam tang nguy co Xudt
hién xoan dinh (Torsade de pointes). Do dé, cin than tr ong khi sir dung bilastine cho nhiing
bénh nhan ¢6 nguy co cao bi kéo dai khoang QT/QTc bao gdm nhiing nguoi c6 tién st roi
loan nhip tim, ha kali mau, ha magnesi mau, hoéic ha calci mau, tién sur kéo dai QT, nhip
tim cham, hodc dang ding cac thude khac ¢ kha ning kéo dai khoang QT/QTec.

Canh bao ta dugc:

Thube nay c¢6 chita methylparaben va propylparaben, c6 thé gay cic phan g di img (c6
thé xay ra cham).

e . e A '
Thube nay c¢o chira dudi 1 mmol (23 mg) natri trong méi 4 ml, vé co ban duge xem nhu
“khong chira natri”.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai:

Khong ¢6 hodc céd rit it dix lidu vé viée sir dung bilastine trén phu nir c6 thai.

Céc nghién clru trén dong vat khong cho tha‘iy tac dong c6 hai truc tiép hodc gian liép lén
kha nang sinh san, sy phat trién cua bao thai vi sau sinh.

Tuy nhién, dé dam bao an toan, tranh sir dung bilastine cho bénh nhin dang mang thai.
Phu nir cho con bi:

Chua c6 nghién ciru tién hanh trén ngudi xem lidu bilastine co bai tiét vao sita me hay
khong.

D liéu duge dong hoc hién ¢ trén dong vt cho thiy bilastine duge bai tiét trong sira,

Trén thue té, can quyét dinh tiép tuc/ ngimg cho con bu hoiic ngimg/ khong ding ligu phap
bilastine dua trén tuwong quan gifra loi ich cta viée bl me cua tré va loi ich ctia me khi sur
dung bilastine.

Kha nang sinh san:

Chua ¢6 hoic rat it bang chimg ldm sing. M@t nghién ciru trén chudt cho thiy khong co
tac ddng tiéu cue nao trén kha nang sinh san.

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

Mot nghién ctru duge thue hién trén nguoi 16n dé danh gia tac dong cua bilastine Ién kha
nang lai xe da cho thay licu diéu tri 20 mg bilastine khong anh huong dén kha nang lai xe.
Tuy nhién, do phan Gng cta tirmg cd nhin doi vai thude c6 thé khac nhau nén bénh nhan
khong nén lai xe hodc van hanh may moe cho dén khi xéc dinh duge phan mg cua ban
thin vai bilastine.

TUONG TAC, TUONG KY CUA THUOC

Cac nghién ctru ve tuong tac duge tom tat dudi day duge thyc hién trén ngudi trudng
thanh,

Tuong tic vdi thue pham:

Thuc phdm lam giam dang ké (dén 30%) sinh kha dung dudng udng cua bilastine 20 mg
dang vién nén va 20% doi voi dung dich udng bilastine 2,5 mg/ ml.

Tuong tic voi nude ép buoi:

Ubng ddng thoi bilastine 20 mg va nude ép budi 1am giam dén 30% sinh kha dung clia
bilastine. Hién tuong nay cling ¢o thé xdy ra voi cac loai nuoce qua khac. Mire do g giam sinh
kha dung co thé dao dong gifta céc ché pham va céc loai hoa qua khac nhau. Co ché cua
tuong tac ndy 1a théng qua qué trinh ttc ché OATP1A2, mdt chit van chuyén bilastine tir
duong tiéu hoa vao mdu. Cac thude 12 co chét hoic chét trc ché OATP1A2, nhu ritonavir
hodc rifampicin, ¢6 thé 1am giam ndng do bilastine trong huyét tuong.

Tuong tac voi ketoconazol hodc erythromycin:

Udng dong thoi bilastine 20 mg mat lin mot ngay va ketoconazol 400 mg mot lan mot ngay
hogc erythromycin 500 mg ba l4n mot ngay lam tang AUC cua bilastine 1én 2 lan va Cmax
[én 2-3 lan. Nhimng thay doi nay cd thé duoe giai thich do su tuong tac voi cde chit van
chuyén dua thude tro lai 1ong dng tiéu hoa, do bilastine 1a co chit ctia P-glycoprotein va
khéng bi chuyén héa. Nhimng thay dbi nay ¢6 thé khong anh hudng dén tinh an toan cua
bilastine va ketoconazol hodc erythromycin. Céc thudc khac ciing 1a co chat hogc chét tic
ché P-glycoprotein, nhu cyclosporin, ciing ¢6 thé lam ting ndng dé bilastine trong huyét
tuong.
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Tuong tac vai diltiazem:

Udng dong thoi bilastine 20 mg mét 1an mot ngay va diltiazem 60 mg mot lan mot ngay
Jam ting Cmax ctia bilastine thém 50%. Diéu nay ¢6 thé dugc 1y giai do twong tac vai céc
chat van chuyén dua thude tro lai long dng tiéu héa va ¢o thé khong anh huéng dén tinh an
toan cua bilastine.

Tuong tac vol ruou:

e paoA A s - - & X y * pou . - - X -~
'rang thai tdm than van dong sau khi uéng dong thoi rugu véi bilastine 20 mg mét lan mat
ngay tuong tu nhu sau khi udng ruou va dung gia dugc.

Tuong tac voi lorazepam:

Udng dong thoi bilastine 20 mg mét lan mgt ngay va lorazepam 3 mg mot lan mot ngay
trong 8 ngay khong lam tang tac dung tc ché than kinh trung vong cta lorazepam.
Tre em
Chua ¢6 cdc nghién ciru vé tuong tac thude duoc thue hién & tré em khi ding dung dich
uong bilastine. Vi khong co6 kinh nghi¢m lim sang vé tuong tac cua bilastine voi cac thude,
thire an hodic nude ép trdi cdy ¢ tré em, nén xem xét két qua thu duge tir cdc nghién ctru vé
tuong tac & nguoi 16n khi k& don bilastine cho tré em. Khong c6 dir li¢u lam sang & tré em
dé biét duoe lidu nhitng thay ddi v& AUC hay Cmax do twong tdc ¢6 anh hudng dén dic
tinh an toan cua bilastine hay khong.

* Twong ky thude:

~ - - ‘A v X o 3 2 ~ ~ x a . e
Do khong ¢o6 cac nghién ctru vé tinh twong Ky cua thude, khong (ron lan thude nay voi cac
thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC
Tom tit dit lidu an toan & tré em

Trong qua trinh nghién ctru 1am sang, tin sudt, ching loai va muac d nghiém trong clia cac
phan ting bét loi & thanh thiéu nién (tir 12 dén 17 tubi) 1a tuong tur so v6i & ngudi 16n. Thong
tin thu thap duoc ¢ dbi twong thanh thiéu nién tir dir liéu hdu mai da khing dinh dir lidu an
toan quan sat dugc trong cic nghién ciru phét trién lim sang.

Ty I& tré em (2-11 tudi) béo céo cic phan tmg bét loi (AEs) sau khi sir dung bilastine 10 mg
diéu tri viém mii di Ung hodc may day vo can man tinh trong mét thir nghi¢ém lam sang co
ddi ching kéo dai 12 tudn twong dwong véi ty 18 & nhém dung gia duge (68,5% so véi
67.5%).

Céc phan tng bét loi lién quan duge bio cdo thuong xuyén nhét & 328 tré¢ em (2-11 tudi)
sau khi st dung bilastine 10 mg (dang vién nén phéan tdn trong miéng) trong cdc thu nghiém
lam sang ("260 tré tham gia nghién ctru an toan lam sang, 68 tré tham gia nghién cuu duge
dong hoc) la dau dau viém két mac di img, viém mili va dau bung. Cac phan mg bat lgi
ndy xay ra véi tin suat twong duong & 249 bénh nhan str dung gia duge.

Bang tom tit cdc phan (g bt loi & tré em

Cac phan tmg bat loi it nhét co thé lién quan dén bilastine va dugce bdo cao ¢ hon 0,1% tre
em (2-11 tudi) dung bilastine trong giai doan phét trién 1am sang dugc trinh bay & bang bén
dudn.

Bang tém tit cac phan tmg ¢ hai duge phan nhom theo tén sudt nhu sau: rdt thuong gip
(ADR > 1/10), thuong gip (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém
gap (1/10.000 < ADR < 1/1.000), rét hiém gdp (ADR < 1/10.000), chua rd (khong thé wéc
tinh tir cdc dir liéu hién ¢6). Céc phan tng hiém gap, rit hiém gip va chua ro tin sudt khong
dugc dua vao bang dudi day.

= < /%y

WA~




https://trungtamthuoc.com/

Trang 6/ 13

H¢ co' quan Bilastine 10 mg Gia duge
Tan suit Phan tng bit lgi (n=328)" (n =249)

Nhiém trung va nhiém ky sinh trang

it giip Viém miii 3 (0,9%) 3 (1,2%)

A‘ A *
Roi loan than kinh

Thuong gap Pau dau 6 (2,1%) 3 (1,2%)
. Chéng mat 1 {0,3%) 0 (0,0%)
It gap z

Mat y thire 1(0,3%) 0 (0,0%)

Ri loan thi gidc

Thuong gap Viém két mac di tng 4 (1,2%) 5 (2,0%)

it gap Kich tmg mat 1 (0,3%) 0 (0,0%)

Réi loan tiéu hoa

Dau bung/ Dau bung trén 3 (0,9%) 3(1,2%)
] Ticu chay 2 (0,6%) 0 (0,0%)
[t gap =

Budn nén 1 (0,3%) 0 (0,0%)

Sung moi 1 (0,3%) 0 (0,0%)

Roi loan da va mé6 dwéi da

Eczema 1(0,3%) 0 (0,0%)

[t gap
May day 2 (0,6%) 2 (0,8%)

R6i loan toan than va tai vi tri dung thudce

it gap Mét moi 3 (0,9%) 0 (0,0%)

260 tré tham gia nghién clru an toan lam sang, 68 tr¢ tham gia nghién ctru duge dong hoc.
M@ ta cac phan Ging bat loi chon loc & tré em

Pau dau, dau bung, viém két mac di tng va viém mui dugc quan sat théy & tré diéu tri bang
bilastine 10 mg hodc dung gia dugc. Tan suat duge bao cdo cho dau dau la 1,8% va 1,2%;
dau bung la 0,9% va 1,2%,; viém két mac di ung 1a 1,2% va 2,0% va viém miii la 0,9% va
1,2%.

Tom tat dir 11éu an toan ¢ bénh nhan ngudi 16n va thanh thiéu nién

Trong cac thir nghiém lam sang, ty 1é gip phai cac phan Gng bat loi & bénh nhan viém miii
di ing hodic may day vé can man tinh duge dicu tri bang bilastine 20 mg tuong tu véi ty 18
gdp phai ¢ céc bénh nhan sur dung gid dugce (12,7% so vai 12,8%).
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Cac thir nghiém Iam sang phase 11 va phase 11 dwoc tién hanh trong giai doan phat trién lam
sang & 2525 bénh nhan ngudi 16n va thanh thiéu nién dugce didu tri bang bilastine vai liéu
khac nhau, trong dé c¢6 1697 bénh nhan sir dyng bilastine liéu 20 mg. Trong céc thir nghiém
nay, ¢6 1362 bénh nhén sir dung gia duoc. Cac phan tmg, 1 bilt loi (ADRs) duge béo cdo thuong
xuyén nhét & cac bénh nhén sir dung bilastine 20 mg dé diéu trj viém miii dj tng hodc may
day vo cdn man tinh 14 dau d4u, budn ngt, chéng mat va mét moi. Cae phan g bat loi nay
xay ra vai tan sudt trong tu vai nhém bénh nhan sir dung gia duoe.

Bang tém tit cac phan ng bat loi & bénh nhin ngudi [dn va thanh thiéu nién

Céc phan tng bat 1gi it nhit c6 thé lién quan dén bilastine va duge bao cdo & hon 0,1% bénh
nhan st dung bilastine 20 mg trong giai doan phat trién l1am sang (N = 1697) duoc trinh bay
& bang bén dudi.

Bang tom (it cac phan g co hai duge phian nhom theo tan sudt nhu sau: rat thuong L,ap
(ADR = 1/10), thuomg gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hi¢m
giip (1/10.000 < ADR < 1/1.000), rit hiém g gdp (ADR < 1/10.000), chua 6 (khong thé ude
tinh tir céc dix lléu hién c6). Céc phan tmg hiém gap, rit hiém gap va chua r6 tan suat khong
dugce dua vao bang sau.

He.coquan Bilstine J0mg | Ll Soeeilile ol |
licu Bilastine
Tan suat Phin tng batlgi |  N=1697 N=2525 N=1362 i
Nhiém tr uug va nhiém ky sinh tring )
il_-;:%p__ - Herpes miéng 2 (0,12%) 2 (0,08%) 0 (0,0%)
R6i loan chuyén hoéa va dinh dudng
ft gap ;;f‘“g chm gidc them. | 1 05 so0%) 11 (0,44%) 7(0,51%)
R6i loan tAm Iy
. Lo ling 6 (0,35%) 8 (0,32%) 0 (0,0%)
i Mét ngu 2(0,12%) 4 (0,16%) 0 (0,0%)
I’((‘)i loan than kinh
Budn ngu 52 (3,06%) 82 (3,25%) 39 (2,86%)
Thuong gap :
Pau dau 68 (4,01%) 90 (3,56%) 46 (3,38%)
it gap Chong mait 14 (0,83%) 23 (0,91%) 8 (0,59%)
_R('{}i loan ¢ tai v tién dinh
" U tai 2 (0,12%) 2 (0,08%) 0 (0,0%)
e Chong mat 3 (0,18%) 3(0,12%) 0 (0,0%)
R6i loan tim _
— Bléc b6 nhanh phai | 4 (0,24%) 5 (0,20%) 3 (0,22%)
W R&i loan nhip xoang | 5 (0,30%) 5 (0,20%) 1 (0,07%)
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He co quan Bilastine 20 mg liéTuéilgfla::l’ifw Gia duge
Thn sufit Phan ing bit lgi N=1697 N=2525 N=1362
ﬁ? é'f";nk:;‘;f‘li%gr 9 (0,53%) 10 (0,40%) 5(0,37%)
?%tn“gf:':j%khé“ e | 7 0,41%) 11 (0.44%) | 2(0.15%)
Réi loan hd hip, Iéb:g_ngu'c va trung th_f(lt -
it gap Khé tha 2 (0,12%) 2 (0,08%) 0 (0,0%)
Khé chiu & mii 2 (0,12%) 2 (0,08%) 0 (0,0%)
Kho mi 3(0,18%) 6 (0,24%) 4 (0,29%)
R6i loan tiéu héa
it gip Pau bung trén 11 (0,65%) 14 (0,55%) 6 (0,44%)
Dau bung 5 (0,30%) 5(0,20%) 4 (0,29%)
Budn nén 7 (0,41%) 10 (0,40%) 14 (1,03%)
Kich tmg da day 3(0,18%) 4 (0,16%) 0 (0,0%) _
Tiéu chay 4 (0,24%) 6 (0,24%) 3 (0,22%)
Khoé mi¢ng 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%)
R6i loan da va md duéi da
it gip Ngura 2 (0,12%) 4 (0,16%) 2 (0,15%)
Réi loan toan thin va tai vi tri ding thube
Mét moi 14 {0,83%) 19 (0,75%) 18 (1,32%)
Khat 3(0,18%) 4 (0,16%) 1 (0,07%)

Tang tinh trang mét

It gdp méi sin c6 2 (0,12%) 2 (0,08%) 1 (0,07%)
Sét 2 (0,12%) 3 (0,12%) 1 (0,07%)
Suy nhuge 3(0.18%) 4 (0,16%) 5 (0,37%)
Cic chi sb xét nghié¢m
Tang gamma- 5 i i
" glutamyl-transferase 1415 Bi0,3200) Ll o)
It gap
Tang alanine | 5 (0,30%) 5 (0,20%) 3 (0,22%)

aminotransferase

070 2 m Q53020
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H¢ co quan g 27 TAt ca céc .
Bilastine 20 mg lidu Bilastine Gia duge

Tén suit Phén g bit loi N=1697 N=2525 N=1362

Tang aspartate | 3 (0,18%) 3 (0,12%) 3 (0,22%)

aminotransferase

Tang nong  do | 2(0,12%) 2 (0,08%) 0 (0,0%)

creatinin mau

Ting  ndng  do | 2(0,12%) 2 (0,08%) 3 (0,22%)

triglicerid mau

Téng cén 8 (0,47%) 12 (0,48%) 2 (0,15%)

* Kéo dai khoang QT trén di¢n tdm do da duoc bao cao sau khi dua thudce ra thi trudmg.

Chura v tan suat (khong thé ude tinh tir cée dir liéu hién ¢6): Danh trong ngue, nhip tim
nhanh, phan ting qua man (nhu soc phan v¢, phu mach, kho tho, phét ban, phu cuc by/ sung
cuc bd, ban do) va nén mira da dugce bao cao trong qua trinh thude luu hanh ra thi truong.

M@ ta cdc phan tmg bt loi chon loc & ngudi 1én va thanh thiéu nién

Budn ngu, dau dau, chong mat va mét moi duge quan sat thay & bénh nhan didu trj bing
bilastine 20 mg hodc str dung gia duge. Tén suat bdo cdao cia buon ngu la 3,06% va 2,86%;
dau dau 13 4,01% va 3,38%; chong mat 1a 0,83% va 0,59% va mét mai 1a 0,83% va 1,32%.

Cac thong tin thu thap duge tir dir liéu sau khi thude luu hanh ra thi truong da khiing dinh
dtr liéu an toan quan sat dugce trong céc nghién clru phat trién lam sang.

B:o cdo cdc phan éng cé hai: Béo cao cac phan tng ¢o hai cta thude vé Trung tim Théng
tin thuoc va Theo d&i phan ing ¢6 hai cua thuée (ADR) Quoc Gia. Pia chi: 13 — 15 Lé Thanh
Tong — Hoan Kiém — Ha Noi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email:
di.pveenter@gmail.com

13. QUA LIEU VA CACH XU TRI

Khong ¢é dir liéu ve stt dung qua licu & tré em.

Théng tin lién quan dén cac truomg hop qué lidu cdp cua bilastine thu thap duge tir cac két
qua thir nghiém 14m sang trong giai doan phat trién thude va dir liéu hau mai. Trong cac thi
nghiém lam sang, sau khi ding bilastine v6i lidu gdp 10 dén 11 lan liéu diéu tr (220 mg (liéu
don) hodac 200 mg/ ngay trong 7 ngay) g 26 tinh nguyen vién tr ucmg thanh khoe manh, tan
sudt xudt hién tdc dung khong mong | mubn cao g,ap hai 14n so véi gia dugc. Téc dung khong
mong mudn duge ghi nhan nhiéu nhat 1a chéng mat, nhire ddu va budn nén. Khéng ghi nhan
phan tng bt loi nghiém trong nao cting nhu sur kéo dai dang ké khoang QT trén dién tim
db. Théng tin thu thap duge tir cac dir liéu hdu mai thong nhit véi céc bao cao trong cac thu
nghiém lam sang.

Mot nghién ciru chéo thong qua thong so6 QT/QT hiéu chinh da dugc tién hanh trén 30 nguoi
tinh nguy¢n khoe manh nham danh gia tac dgng cua bilastine licu 1ap lai (100 mg x 4 ngay)
lén sy tdi phan cuc tdm that. Nghién ciru chi ra rang che do dung licu néu trén khong lam
kéo dai dang ke gia tri QT hiéu chinh.

Trong trudong hop qua licu, can 4p dung céc bién phap diéu tr triéu chimg va diéu tri ho tro.

Chua ¢6 thuoe doi khang dac hi¢u cho bilastine.
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14. PAC TINH DUQC LUC HOC
Nhom tiac dung dwge ly: Thude khang histamin sir dung toan than.

Mia ATC: RO6AX29

Co cheé tac dung:

Bilastine la thude déi khang histamine tac dung kéo dai, khong gay budn ngu, ¢ i luc chon
loc ddi véi thy thé Hy ngoai vi va khéng ¢d i luc véi thu thé muscarinic.

Bilastine trc ché phan tmg phat ban va man ngita do histamine gdy ra trong 24 gior sau khi
dung liéu duy nhat.

Hiéu qua ldm sang:

Hiéu qua cua bilastine dd duoc nghién ctu & ngudi 16n va thanh thiéu nién. Theo cac hudng
dan, hiéu qua da duoge chimg minh & ngudi 1én va thanh thiéu nién cé thé dugce ngoai suy
cho tré em, di chimg minh riang muc phoi nhiém toan than véi liéu bilastine 10 mg & tré em
tlr 2 dén 11 tudi c6 cln nang tir 15 kg trd 18n la twong duong véi mire phoi nhiém & nguoi
Iém vai liéu bilastine 20 mg. Phép ngoai suy tir dir li¢u cta nguoi 16n va thanh thiéu nién
duge coi 1a phit hop véi san pham nay vi sinh Iy bénh cta viém miii di img va may day la
giéng nhau & moi ltra tudi.

Trong cac thu nghi¢m lam sang dugc thuc hién trén bénh nhan trudng thanh va thanh thiéu
nién bi viém mii di g (theo mtia va man tinh), liéu bilastine 20 mg mét lan mdi ngay trong
14-28 ngay, c6 hi¢u qua lam giam cdc tri¢u chimg hit hoi, chay nude miii, nga mii, nghet
miii, ngita viing mét, chay nude mit va do mét. Bilastine kiém soat hidu qua cdce triéu chimg
trong vong 24 gio.

Trong hai thtr nghiém ldm sang dugce thue hién trén nhitng bénh nhan bi may day v6 can
man tinh, heu bilastine 20 mg mot lan mdi ngay trong 28 ngay lam gidm cuong do nglra va
lam giam sé luong ciing nhu kich thude cua ving da bi ton thuong, lam giam sy khé chiu
do tinh trang may day gdy ra. Giic ngi va chit luong cude séng ctia bénh nhan da duoc cai
thi¢n.

Khéng quan sat thiy su kéo dai khoang QTe ¢6 ¥ nghia lam sang hodc bit ky tic dung tim
mach nao khac trong céc thir nghiém 1am sang duge thuc hién voi bilastine, ngay ca & lidu
200 mg mdi ngay (gip 10 1an liéu lam sang) trong 7 ngay & 9 dbi tuong, hodc ngay ca khi
dung chung voi thude e ché P-gp. ching han nhu ketoconazole (24 dbi tuong) va
erythromycin (24 déi tuong). Ngoai ra, mot nghién ctru k¥ ludng vé QT trén 30 tinh nguyén
vién da dugc thuc hién.

Trong cac thr nghiém 1am sang c6 déi chimg & lidu khuyén cdo 20 mg, 1 14/ ngay, tinh an
toan trén hé than kinh trung uong cua bilastine tuong ty nhu gia duge va ty 1€ gy budn m;u
khong khac bigt ¢6 y nghia thdng ké so véi gia duge. Bilastine véi lidu 1én t6i 40 mg moi
ngay khong anh huong dén tam ly vén dong trong cac thur ng,hu,m lam sang va khéng anh
hudong dén kha nang 14i xe trong bai kiém tra l4i xe tiéu chudn.

Bénh nhan cao tubi (> 65 tudi) duoe dua vao nghién ctu phase II va III cho thay khong c6
su khde biét vé hi¢u qua hodc tinh an toan so voi bénh nhan tré tuoi.

An toan lam sang

Trong mdt thr nghiém 1am sang cé doi chimg kéo dai 12 tudn ¢ tré em tr 2 - 11 tudi (tong
cong ¢6 509 tré, trong do 260 tré duoc diéu tri bing bilastine 10 mg; 58 tré tir 2 dén < 6 tudi,
105 tré tir 6 dén <9 tudi va 97 tré tir 9 dén < 12 tudi va 249 wé duoe didu tri bﬁng gia duoc:
58 tré tir 2 tudi dén < 6 tudi, 95 tré tir 6 tudi dén < 9 tudi va 96 tré tir 9 dén < 12 tudi), véi
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lidu khuyén cdo cho tré em la 10 mg moi ngay mot Jdn, hd so an toan cua bilas'tine‘ (n=260)
twong tu véi nhém siv dung gia duge (n=249), véi cic phan tmg bit loi clia thude lan lugt 1a
5,8% va 8,0% o nhom benh nhan siv dyng bilastine 10 mg va nhom s dyng gia duge. Ca
bilastine 10 mg va gia duoc déu cho thiy sy giam nhe v& diém gy budn nghi va an thin
trong Bang cau hoi vé gidc ngu o (ré¢ em trong nghién ctru nay, khong co sy khéc biét co y
nghia thong ké gitra cdc nhém diéu tri. O nhitng tré tir 2 dén 11 tudi nay, khong quan sat thiy
su khac hlcl dang ké vé QT ¢ sau khi dung bilastine 10 mg mdi ngay so vé6i gia duge. Céc

cau hoi vé chat luong cude song danh riéng cho tré bi viem mii di tng hogc may day man
tinh cho thiy sy gia ting diém sd chung trong 12 tufin ma khong c6 su kh'\c biét c6 y nghia
111‘011&, ké gitta nhom sur dung bilastine va nhom st dung gia duoc. Téng s6 509 tré em bao
gom: 479 doi twong bi viém mii di img va 30 dodi tugng dugc chén doan bj may day man
tinh. 260 tré sir dung bilastine, 252 tré (96,9%) bi viém mii di ing va 8 tré (3,1%) bi may
day man tinh. Tuong tu, 249 tré st dung gia dugce, 227 tré (91,2%) bi viém mii di tng va
22 tre (8,8%) bt may day man tinh.

Bénh nhin tré em

(La quan Duoc pllam Chéau Au da mién trir nghia i nop két qua nghién cuu vé bilastine trén
tat ca cac phan nhom ddi tuong tré em dudi 2 tudi.

15. PAC TINH DUQC PONG HOC

Hap thu;
Bilastine duoe hdp thu nhanh sau khi udng vai thoi gian dat ndng dé dinh trong I1uyet tuwong

khoang 1,3 git. Khong ¢6 tinh trang tich liy thudc. Gia trj sinh kha dung duong udng trung
binh cua bilastine 1a 61%.

Phin bd:

Cac nghién clru in vitro va in vivo da cho thay bilastine 1a co chat ctia P-glycoprotein (xem
thém phan “tuong tac véi ketoconazol hodce erythromycin®™ va “tuong tac voi diltiazem™ ¢
muc Twong tdc thuoc) va OATP (xem thém phan “tirong tdc véi nudce ép budi” & myc Twong
tac thuoc).

O liéu diéu tri, ty 1& gin véi protein huyét twong ctia bilastine 1a 84-90%.

Chuyén hoéa:

K&t qua nghién ctru in vitro cho thay bilastine khong gay cam (g hodc tc ché hoat tinh cua
cac isoenzym CYP450.

Thai trir:

Trong mdt nghién ciru can bang khdi lugng duge thye hién trén tinh nguyén vién trudng
thanh khoe manh, sau khi dang mét lidu don 20 mg "C-bilastine, gan 95% liéu dung dugc
tim thiy trong nudc tiéu (28,3%) va phan (66,5%) dudi dang khong bién ddi. Diéu nay cho
thdy bilastine khong duge chuyén hoa dang ké trong co thé nguoi. Thoi gian ban thai trung
binh tinh trén tinh nguyén vién khoe manh la 14,5 gio.

Tinh tuyén tinh

Bilastine thé hién dic tinh duoc dong hoc luyén tinh trong khoang liéu nghién ctru (5 dén
220 mg), voi do bién thién gitra cac ca thé thap.

Nhom dbi twong dic biét

Bénh nhédn suy thin

Tdac dung cta bilastine ¢ bénh nhan suy than da dugc nghién ctiu ¢ ngudi 1én.
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Trong mot nghién edru trén cac bénh nhan suy thin, AUCg.» trung binh (£SD) tang tir 737.4
(£260,8) ng x gid/ml trén bénh nhén chirc ndng thin binh thudng (GFR: > 80 ml/ phut/ 1,73
m?) dén: 967,4 (£140,2) ng x gio/ml & bénh nhan suy than nhe (GFR: 50-80 ml/ phat/ 1,73
m?), 1384,2 (+263,23) ng x gid/ml & bénh nhan suy than trung binh (GFR: 30 - < 50 ml/
phat/ 1,73 m?) va 1708,5 (£699,0) ng x gio/ml & bénh nhan suy than ning (GFR: < 30 ml/
phat/ 1,73 m?). Thoi gian ban thai trung binh (£8D) cla bilastine 14 9,3 gio (+ 2,8) trén bénh
nhdn chire néing thin binh thudng, 15,1 giar (= 7,7) ¢ bénh nhan suy than nhe, 10,5 gid (+

2,3) & bénh nhan suy thén trung binh va 18,4 git (+ 11,4) & bénh nhan suy thin nang. Sy bai
tiét bilastine qua nudge tiéu vé co ban hoan tdt sau 48 - 72 givr & (it ca cac ddi tugng. Nhing
thay déi vé duoc dong hoc nay khéng cd anh hudng c6 y nghia lam sang den tinh an toan
cua bilastine, vi nong dd bilastine trong huyét twong & bénh nhan suy than van nam trong
khoang diéu trj cua bilastine.

Bénh nhan suy gan

Khéng c6 dit liéu duge dong hoc trén bénh nhan suy gan. O nguoi, bilastine khong bi chuyén
héa. Do két qua trong céc nghién ciru trén bénh nhan suy than cho thdy su thai trir qua thin
la duomg thai trir chinh, sy bai tiét qua mét chi dong gép mot phan rat nhé vao sy thai trir
cua bilastine. Sy thay déi chie ning gan khong lam thay doi dang ké duge ddng hoc cua
bilastine trén lam sang.

Tré em

D liéu duge dong hoc ¢ tré em thu duge trong mdt nghién ciru duge déng hoc phase 11 bao
gbm 66 tré tir 2 dén 11 tudi bi viém mii di img hofic may day man tinh, sir dung bilastine 10
mg mdt 1in mdi ngay dudi dang vién nén phén tén trong miéng, Cong thirc nay da dugc
chimg minh 14 twong duong sinh hoc voi dung dich uong bilastine 2,5 mg/ ml. Phan tich
duoc dong hoc cua dir liéu ndng d6 trong huyét twong cho thiy rang liéu bilastine 10 mg mot
lin moi ngay ¢ tr¢ em cho nong do toan than tuong duong voi néng do duoc thay sau khi
dung liéu 20 mg & ngudi 1én va thanh thiéu nién, gia tri AUC nam trong khoang la 5115
dén 1450 ng x gio/ml & tré em tir 2 dén 11 tum Nhiing két qua nay phan 16n nim dudi
ngudng an toan dua trén dir liéu vé lidu 80 mg, udng mot 1an méi ngay & ngudi lon theo hd
soan toan thude. Nhimng két qua nay da ching minh lidu dung bilastine 10 mg, ubng mot lan
mdi ngay 1a lidu diéu tri thich hop cho tré em trong d6 tudi tir 2 dén 11 tudi ¢b ¢ cin ning
tr 15 kg tr¢ 1én.

16. QUY CACH DONG GOI

Hop 10 éng x 4 ml, dng thuy tinh.

Hop 20 éng x 4 ml, dng thay tinh.

Hép 10 6ng x 8 ml, dng thay tinh.

Hop 20 6ng x 8 ml, dng thay tinh.

Hop 1 chai x 60 ml, chai thay tinh, kém 1 ce dong.
Hop 1 chai x 100 ml, chai thy tinh, kém 1 cde dong.
Hop 1 chai x 120 ml, chai thay tinh, kém 1 ¢de dong.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Diéu ki¢n biao quan truwdce va sau khi mé n;‘ip: Pé noi kho rdo, tranh anh sang, nhi¢t do
khong qua 30°C.
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- Han dung:
24 thang ké tir ngay san xuat.
Chi sir dung trong vong 30 ngdy ké tir khi mé nip chai 14n dau.
- Tiéu chuin chit lwong: Tiéu chuan co so.
18, CO SO SAN XUAT
Céng ty Co phan Duge APIMED
- Dia chi tru s&: 263/9 Ly Thudng Kiét, Phudng 15, Quén 11, Thanh phd Hb Chi Minh, Viét
Nam.
- Dia chi nha mdy: Buong N1, cum cdng nghiép Phi Thanh - Vinh Thanh, xa Vinh Thanh,
huyén Nhon Trach, tinh Pong Nai, Vi¢t Nam.




