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HISBILAS
\*\s “’f:’ Vién nén Bilastine 20 mg
ﬁ% WERA 17
“\“’:3 ¢ i 6mg dan sir dung triede khi dimg
R‘Bff&/ram tay tré em

Théng bdo ngay cho bdc st hode dicoc sTnhimg tde dung khong mong muén gdp phai khi str dung thuoe
St dung thuéce cé dang bao ché va héimm heong thich hop véi liu dipe chi dink

THANH PHAN VA HAM LUQNG

Madi vién nén cé chira:

Hogt chiit:

BilaBHIR . .ccosinesirsssssosmissidl) TOE

Td dwge vira di: Silicified microcrystalline cellulose, microcrystalline cellulose 102,

sodium starch glycolate (type A), colloidal silicon dioxide, magnesium stearate.

DANG BAO CHE

Vién nén mau tring dén tring nga, hinh oval, hai mit khum va c6 vach ngang, canh va thanh

vién lanh lin. Khong bé déi vién thube.

CHIi PINH

Didu tri triéu chitng cho ngudi 16n va tré em tir 12 tudi trér 1én trong trudng hop viém mili

di rng (quanh ndm hodc theo muia) va may day.

LIEU DUNG VA CACH DUNG

Liéu diing

Newdi Iom va tré em tiv 12 tubi tré 1én

Liéu ding 20 mg (1 vién nén) x 1 lan/ngay dé diéu tri tri¢u chimg viém mii di tmg (quanh

nidm hodc theo mua) va may day.

Nén udng thude vao 1 gi trude hodc 2 gid sau khi an hodc ubng nudc ép trai cdy.

Thoi gian diéu tri

Trong viém mii di Uing, didu tri chi gi6i han trong khoang thoi gian ¢6 tiép xiic véi yéu tb

di nguyén. Diéu tri viém miii di tmg theo mia c6 thé ngimg thude sau khi céc tri¢u chimg

duoc giai quyét va sir dung lai khi trigu chimg xuit hién tré lai. Viém miii di ing quanh nim

c6 thé diéu tri lién tuc trong subt thoi gian tiép xuic v6i di nguyén. Déi véi may day, thoi
gian diéu trj phu thude vio dang may day, thoi gian va dién bién cia céc trigu chimg.

Déi twong dic bigt

Tré em

- Tré em tir 6 dén 11 tudi ¢6 cén ning it nhét 20 kg: Sir dung dang bao ché thich hgp nhu
vién nén phén tan trong miéng 10 mg.

- Tré em duéi 6 tudi va cin nang dudi 20 kg: Dit liéu sdn c6 tham khao & muc Canh béo
va thén trong khi dung thude, Téc dung khong mong mudn va Duoc lue hoc nhung khong
thé dura ra liéu khuyén céo. Do d6, bilastine khong nén sir dung & nhém tudi nay.

D3 an toan va hiéu qua cua bilastine & tré em suy gan, thin chua dugc thiét lap.

Nguéi cao tuoi

Khong cén didu chinh lidu trén ngudi cao tudi.
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Suy than

Nghién ciru thyc hién trén nguoi 16n bi suy than cho thiy khong can diéu chinh liéu bilastine
& dbi tugng nay.

Suy gan

Chura ¢6 dit liéu 1am sang trén bénh nhan suy gan. Do bilastine khong chuyén hoa qua gan
va thai trir du6i dang khong ddi qua nuée tiéu va phan, suy gan c6 thé khong gay nong do
thudc trong mau tang virgt qué gi6i han an toan & ngudi 16n. Do d6, khong can chinh liéu
trén bénh nhén suy gan.

Cach dang

Pudng udng.

Uébng cung vai nudce va dung thude 1 1an duy nhét trong ngay.

CHONG CHI PINH

Chéng chi dinh cho bénh nhén qua min vdi bilastine hodc bt ky té duge nao ciia thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Tré em

Sur an toan va hiéu qua ctia bilastine & tré em du6i 2 tudi chua duge thiét 1ap va c6 rat it kinh
nghiém 1am sang dbi vai tré tir 2 — 5 tudi, do d6 khong sir dung bilastine & nhitng nhém tubi
nay.

Suy thin

O nhirng bénh nhén suy thén vira hodc niing, str dung dE’mg thori bilastine véi cac cht trc ché
P-glycoprotein (P-gp) nhu ketoconazole, erythromycin, cyclosporine, ritonavir hay
diltiazem c6 thé 1am ting nong do bilastine trong huyét tuong va ting nguy co xay ra tac
dung phu. Vi vy, tranh ding dong thdi bilastine voi cac chét tre ché P-glycoprotein & bénh
nhén suy than vira hodc nang.

Td dwoc

San pham nay c6 chira it hon 1 mmol (23 mg) natri (sodium) trong 1 vién, vé co ban la
“khong chira natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co thai

Khéng ¢6 hodic ¢o rat it dir ligu vé viéce sit dung bilastine trén phu ni¥ ¢6 thai.

Céc nghién ciru trén dong vt khong cho thiy tac hai truc tiép hodc gidn tiép lién quan dén
doc tinh sinh sén, qua trinh sinh sén hay sur phat trién sau sinh. Dé phong ngira, khong ding
thude nay trong thoi ky mang thai.

Phuy nit cho con bii

Su bai tiét cua bilastine trong sita me chwa duge nghién ciru & ngudi. Dir liéu duge dong
hoc sin c6 trén dong vét cho thiy bilastine c6 bai tiét qua sira. Quyét dinh tiép tuc/nglmg
cho con bt hodic ngimg/tranh didu tri bing bilastine cAn phai tinh dén 1gi ich cho con bu déi
véi tré va loi ich diéu tri bang bilastine dbi véi ngudi me.

Khi ning sinh sin

Khong c6 hodc co rat it dit liéu 14m sang. Mot nghién ciru trén chuét cho thdy bilastine
khong c6 bét ky tac dong bt loi nao 1&n kha ning sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Mot nghién ciru duge thye hién trén ngudoi 16n dé danh gia tac dong cia bilastine 1én kha
nang l4i xe di cho thiy diéu trj véi lidu 20 mg khong anh hudng dén kha nang l4i xe. Tuy
nhién, dap tmg ciia mdi ¢4 nhan ddi v6i thude co thé khac nhau, khong l4i xe hodc vén hanh
may moéc cho dén khi dap tmg ctia bénh nhan dbi véi bilastine dugc thiét ldp.

TUONG TAC, TUONG KY CUA THUOC

Twong tiac

Céc nghién ctru trong tac thude chi thyc hién trén ngudi 1om.

— Thirc an: Thirc &n lam giam déng ké sinh kha dung dudmng ubng cia bilastine khodng
30%.

— Nudc ép budi chim: Ubng 20 mg bilastine véi nude ép budi chiim lam giam 30% sinh
kha ctia thubc. Anh hudng nay ciing c6 thé xay ra vdi cac nudce ép trdi céy khac. Mirc do
giam sinh kha dung c6 thé khéc nhau gitra céc ché phim va cic loai trai cdy. Co ché ctia
trrong tac nay thong qua tc ché OATP1A2, mdt chét van chuyén vao ma bilastine 1a co
chit. Céc thudc 14 co chit hodc chét trc ché ctia OATP1A2 nhu ritonavir hodc rifampicin
ciing c6 thé 1am giam nong do bilastine trong huyét twong.

— Ketoconazole hodc erythromycin: Udng bilastine 20 mg x 1 lan/ngay ddng thoi voi
ketoconazole 400 mg x 1 lan/ngay hoic erythromycin 500 mg x 3 lin/ngay lam ting
AUC ciia bilastine 2 13n va Cumax cia bilastine 2 — 3 ldn. Diéu nay c6 thé dugc giai thich
do su twong tic véi cac chit van chuyén ra & rudt, vi bilastine 1a co chit ciia P-gp va
khéng bi chuyén hoa. Nhirng thay d6i nay duong nhu khong anh hudng dén tinh an toan
cua bilastine, ketoconazole hay erythmmycm Céac thubc khéc 1a co chat hay chét irc ché
cua P-gp nhu cyclosporine ciing ¢6 thé lam ting nong dd bilastine trong huyét tuong.

— Diltiazem: Sir dung bilastine 20 mg x 1 ldn/ngay dong thoi véi diltiazem 60 mg x 1
lan/ngdy 1am ting Crmax ctia bilastine 50%. Didu nay c6 thé giai thich do sy trong tac vai
cac chit van chuyén ra & rudt va khong anh hudng dén tinh an toan cua bilastine.

— Ruogu: Trang thai tim thin van dong sau khi udng 20 mg bilastine x 1 lin/ngay cling véi
rurgu twong tir nhur két qua ghi nhén sau khi udng dong thoi rugu va gid duge.

— Lorazepam: Uéng ddng thoi 20 mg bilastine x 1 lan/ngay va lorazepam 3 mg x 1 lan/ngay
trong 8 ngay khong lam ting tic dung trc ché than kinh trung rong cua lorazepam.

Tré em

Nghién cilru tuong tac thube chi dugce thyre hién & nguoi 16n. Vi khong cé kinh nghi¢m lam

sang vé& sir trong téc cia bilastine voi céc thude khéc, thirc dn va nudc ép trai cdy & tré em,

xem xét két qua ghi nhan tir cdc nghién ciru twong tac thude & ngudi 1on khi ké don bllastme
cho tré em. Khong ¢6 dit liéu lam sang & tré em dé khiang dinh lidu nhitng thay dbi vé AUC
va Cmax do twong tac cd anh hudng dén tinh an toan cua bilastine hay khong.

Twong ky,

Do khong c6 cdc nghién ciru vé tinh twong ky cta thudc, khong tron 1n thude nay véi cic

thube khac.

TAC DUNG KHONG MONG MUON

Tém téit dir liéu an toan & thanh thiéu nién va nguoi lon
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Ty 1 cdc bién b bét lgi & ngudi 16n va thanh thiéu nién bj viém mii di ing hodc may day
v6 cin man tinh dugc diéu tri bang 20 mg bilastine trong cac thir nghiém ldm sang twong
duong véi ty 1€ & nhitng bénh nhén dung gia duoce (12,7% so voi 12,8%).

Céc thir nghiém l4m sang pha IT va pha TIT dugc tién hanh trong giai doan nghién et 1dm
sang bao gom 2.525 ngudi 16n va thanh thiéu nién duge diéu trj voi cac lidu bilastine khac
nhau, trong dé ¢6 1.697 bénh nhén sir dung liéu 20 mg. Trong céc thir nghiém nay ¢6 1.362
bénh nhan ding gia dwoc. Céc phan tmg bit loi thurdmg gap nhat duge ghi nhan & bénh nhén
dang bilastine 20 mg dé diéu trj viém miii di img va may day vo cin man tinh 12 dau diu,
bubn ngil, chong miit va mét moi. Nhimg tic dung phu nay xdy ra voi tén suat twong ty nhu
& nhirng bénh nhén dung gia dugc.

Duéi ddy 1a cdc tac dung khong mong mudn téi thiéu co thé lién quan dén bilastine va duge
b4o céo & hon 0,1% trong s6 1.697 bénh nhén duge didu tri v6i bilastine 20 mg trong qué
trinh nghién ctru 1dm sang ctia thude.

Téac dung khéng mong mudn dugc danh gia trén cdc hé co quan dya theo cac tan sudt sau:
rit thudmg gip (ADR > 1/10), thudng gip (1/100 < ADR < 1/10), it gép (1/1.000 < ADR <
1/100), hiém gap (1/10.000 < ADR < 1/1.000), rat hiém gap (ADR < 1/10.000) va khong 13
thn sudt (khong thé wéc tinh tir dit ligu hién c6). Bang duéi diy khang bao gdm cic tic dung
phu 6 tin suat hiém gip, rit hiém gip va khong rd tin suét.

Hé co quan . TAt ca cac liéu | .
) . Tac dung khong i 8 cua bilastine oy
Tan suat ) £ N = 1.697 N =1.362
mong muon N =2.525
Nhiém trung va nhiém ky sinh tring
it gap Herpes miéng 2 (0,12%) 2 (0,08%) 0 (0,0%)
Chuyén héa va dinh dung
it gap Tang cam gidc theman | 10 (0,59%) 11 (0,44%) | 7(0,51%)
Tam than
it gap Lo ling 6 (0,35%) 8 (0,32%) 0 (0,0%)
Mit ngii 2 (0,12%) 4 (0,16%) 0 (0.0%)
Hé thin kinh
Thuéng gip | Bubn nga 52 (3.06%) 82 (3,25%) | 39(2.86%)
Pau déu 68 (4,01%) 90 (3,56%) | 46 (3,38%) |
It gip Chong mit 14 (0,83%) 23 (0,91%) 8 (0,59%)
Tai va mé dao
it gip U tai 2 (0,12%) 2 (0,08%) 0 (0,0%)
Chong mit 3 (0,18%) 3 (0,12%) 0 (0,0%)
Tim
It gap Block nhénh phii 4 (0,24%) 5 (0,20%) 3 (0,22%)
Réi loan nhip xoang 5(0,30%) 5 (0,20%) 1(0,07%)
Kéa: da kholag QL) g sony 10 (0,40%) | 5(0,37%)
trén dién tam do
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g;fn E];zf’gﬁ kDS TR | o o 11(0,44%) | 2(0,15%)

Hé hip, long ngwe va trung that

It gap Kho thé 2 (0,12%) 2 (0,08%) 0 (0,0%)
Kho chiu & miii 2 (0,12%) 2 (0,08%) 0 (0,0%)
Khd miii 3 (0,18%) 6 (0,24%) 4 (0,29%)

Tiéu hoa

It gap Dau bung trén 11 (0,65%) 14 (0,55%) | 6(0,44%)
Pau bung 5 (0,30%) 5 (0,20%) 4 (0,29%)
Budn non 7(0,41%) 10 (0,40%) | 14 (1,03%)
Khé chiu & day day 3 (0,18%) 4 (0,16%) 0 (0,0%)
Tiéu chay 4 (0,24%) 6 (0,24%) 3 (0,22%)
Khéd 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%)

Da va mo dudi da

it gap Ngira 2 (0,12%) 4 (0,16%) 2 (0,15%)

Toan thin va tai chd

It gip Mét moi 14 (0,83%) 19 (0,75%) | 18(1,32%)
Khat 3 (0,18%) 4 (0,16%) 1 (0,07%)
fri;ctgf“ tinh trang | 5 0,12%) 2(0,08%) | 1(0,07%)
Sot 2 (0,12%) 3 (0,12%) 1 (0,07%)
Suy nhugc 3 (0,18%) 4 (0,16%) 5 (0,37%)

Xét nghiém

[teap gf‘;ﬁ rﬁi?l]rr':r?s i 7 (0,41%) 8(0.32%) | 2(0,15%)
:{f:f;'::n:}zm 5 (0,30%) 5(020%) | 3(0,22%)
Tl Esparate 3 (0,18%) 3(0,12%) | 3(0.22%)
aminotransferase
Téang creatinin mau 2 (0,12%) 2 (0,08%) 0 (0,0%)
Tiang triglyceride mau 2(0,12%) 2(0,08%) 3 (0,22%)
Tang cin 8 (0,47%) 12 (0,48%) | 2(0,15%)

Khéng rd tin sudt (khong thé wdc tinh tir dir liéu hién c6): Danh trong ngue, nhip tim nhanh,
phéan tmg qua mén (nhu sbc phan vé, kha thé, phat ban, phi cuc bd/sung cuc bo, ban dd) va
ndén duoc bio cdo sau khi luu hanh trén thi truong.

M ta cdc phan e bit loi & bénh nhin ngudi 16n va thanh thiéu nién:

Pi ghi nhéan céac tinh trang budn ngi, dau déu, chéng mit va mét moi ¢ nhitng bénh nhan
didu tri bang bilastine 20 mg va bang gia duge. Tén sut dbi voi tinh trang budn ngi 1a
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3,06% so vadi 2,86%; dau dau 4,01% so véi 3,38%; chong mit 0,83% so v6i 0,59% va mét
moi 0,83% so vai 1,32%.

Dit liéu an toin trong giai doan nghién ciru 1dm sang @ duoc khing dinh bai dit li¢u thu
thap sau khi thudc luu hanh trén thj trudng,

Tém tdt diF liéu an toan ¢ tré em

Trong qud trinh nghién ctru lam sang, tAn suit, mirc dd nghiém trong va loai tac dung khong
mong mudn & thanh thiéu nién (12 — 17 tuéi) trong tw so v&i & ngudi In. Dt ligu thu thép
& nhom d6i trong nay (thanh thiéu nién) sau khi dua thude ra thi truong di xac nhén cho
cac két qua thir nghiém 1dm sing.

Trong mét thir nghiém 14m séng co dbi chimg kéo dai 12 tudn, ty 1€ tré em (2 - 11 tudi) bao
c4o tic dung khéng mong mudn sau khi diéu tri viém miii di {rg hoiic may day v cin man
tinh bing bilastine 10 mg twong duong v&i bénh nhén dung gia duge (68,5% so voi 67,5%).
Cic bién ¢ bat loi lién quan thudng gip nhit trén 291 tré em (2 — 11 tudi) ding bilastine
(vién nén phan tan trong miéng) trong cic thir nghi¢m lam sang ("260 tré trong nghién ciru
tinh an toan trén 1am sang, 31 tré trong nghién ciru duge dong hoc) la dau déu, viém két mac
di tmg, viém mili va dau bung. Nhimg tac dung phu ndy xdy ra c6 tan sudt trong duong véi
249 bénh nhén dung gia dugc.

Dudéi diy 1 cic tac dung khdéng mong mudn it nhat c6 thé lién quan dén bilastine va dugc
b0 céo & hon 0,1% tré em (2 — 11 tudi) ¢ diéu tri vai bilastine trong giai doan nghién ciru
1am sang ciia thude.

Téc dung khong mong mudn duge dénh gia trén cac hé co quan dya theo céc tAn suit sau:
rat thudmg gip (ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gép (1/1.000 = ADR <
1/100), hiém gap (1/10.000 < ADR < 1/1.000), rit hiém gip (ADR < 1/10.000) va khong rd
tin sufit (khong thé wdc tinh tir dix lidu hién c6). Bang dudi ddy khong bao pOm céc tac dung
phu ¢6 tn suft hiém gap, rit hiém gip va khéng rd tin sudt.

H¢ co quan Bilastine 10 mg | Gia durge
Tan suét Téc dung khong mong mudn N=291* N =249
Nhiém triung va nhiém ky sinh tring
Thudmg gip Viém miii 3 (1,0%) 3(12%) |
Hé thin kinh
Thudng gip Pau diu 6 (2,1%) 3 (1,2%)
it gap Chong miit 1(0,3%) 0 (0,0%)
Mit v thirc 1(0,3%) 0 (0,0%)
Miit
| Thutmg gap Viém két mac dj g 4 (1,4%) 5(2,0%) |
ft gap Kich (mg mat 1(0,3%) 0 (0,0%)
Tiéu hoa
| Thudng gip Dau byng/dau bung trén 3 (1,0%) 3 (1,2%)
It gip Tiéu chay 2 (0,7%) 0(0,0%) |
Buon nén 1 (0,3%) 0 (0,0%)
Sung mbi 1(0,3%) 0 (0,0%)
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Da va mo duwdi da

it gap Cham 1(0,3%) 0 (0,0%)
May day 2 (0,7%) 2 (0,8%)

Toan thin va tai chd

It gap Mét méi 2 (0,7%) 0 (0,0%)

* 260 tré trong nghién ciru tinh an toan trén 1am sang, 31 tré nghién ciru duge dong hoc.
M0 té céc phan (mg bét loi & tré em

Pau dau, dau bung, viém két mac di {mg va viém miii déu duoc ghi nhan & tré em ding
bilastine 10 mg va ding gia duge. Tan suét bio cdo ddi voi dau déu 1a 2,1% so véi 1,2%;
dau bung 1,0% so voi 1,2%; viém két mac di tng 1,4% so véi 2,0% va viem mii 1,0% so
vai 1,2%.

QUA LIEU VA CACH XU TRi

Théng tin lién quan dén qua liéu cAp tinh ciia bilastine dya trén két qué thir nghiém 1am sang
trong giai doan phét trién thudc va dir ligu sau khi dwa thude ra thi truong. Trong céc thir
nghiém 1am sang, 26 ngudi 16n khée manh da ding bilastine lidu gép 10 — 11 1an liéu diéu
tri (lidu duy nhit 220 mg hoic liéu 200 mg/ngiy trong 7 ngay), tan suit xuat hién céc tac
dung khéng mong muédn cao gép 2 I4n so véi nhém ding gia duge. Céc phan (mg bat loi ghi
nhin thuong xuyén nhat 1a chéng mat, dau dau va budn noén. Khong ghi nhan tac dung phu
nghiém trong nao ciing nhu su kéo dai khoang QT dang ké. Thong tin thu thap dugc sau khi
thube luu hanh trén thi truong phu hop vai két qua tir cdc thir nghiém lam sang.

Mot nghién clru chéo théng qua gia tri QT/QTc trén 30 ngudi 16n khoe manh nham danh
gia tdc dong cua bilastine da lidu (100 mg x 4 ngay) lén sy téi cyc tAm thét cho thay khong
¢6 sur kéo dai gié tri QTc ndo ding ké.

Chua c6 dif liéu vé qua liéu & tré em.

Trong truong hop qua lidu, cén 4p dung céc bién phap diéu tri triéu chimg va diéu tri hd tro.
Chura ¢6 thude giai doc dic hiéu cho bilastine.

DUQC LUC HQC

Nhém durgre Iy: Thude khang histamin toan than khéc.

Ma ATC: RO6AX29.

Bilastine la thudc khang histamin tac dung kéo dai, khong gay budn ngu, ¢6 4i lyc chon loc
d6i vai thu thé Hy ngoai bién va khong ¢6 4i lyc véi thy thé muscarinic.

Bilastine trc ché cac phan tng ban do, may day do histamin trong vong 24 gid sau khi st
dung liéu duy nhit,

DUQC PONG HQC

Hiip thu

Bilastine hdp thu nhanh sau khi ubng véi thoi gian dat ndng do tdi da trong huyét tuong
khoéng 1,3 gio. Khong c6 sir tich luy thudc. Gid tri sinh kha dung dudng ubng trung binh
ciia bilastine 1a 61%.

Phin b

Céc nghién clru in vitro va in vivo cho thay bilastine 12 co chét ctia P-gp va OATP. Bilastine
khong phéi la co chit ciia chét vin chuyén BCRP hay cac chat van chuyen tai than OCT2,
OATI1 va OAT3. Theo cac nghién ciru in vitro, bilastine khong rc ché céc chét van chuyén
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sau trong tudn hoan hé thong: P-gp, MRP2, BCRP, BSEP, OATP1B1, OATPIB3,
OATP2B1, OAT1, OAT3, OCT1, OCT2 va NTCP, vi chi phét hién sy trc ché nhe d6i véi
P-gp, OATP2B1 va OCT]1 vai ICso ude tinh > 300 pM, cao hon rét nhiéu s0 v6i Cmax trong
huyét turong tinh toan duge trén 1am sang. Do d6, nhitng twong tac nay khong co y nghia
trén 1adm sang. Tuy nhién, dua theo cac két qua nay, khong thé loai trir tac dung trc ché cua
bilastine 1én céc chét vin chuyén trén niém mac rudt nhu P-gp.

O lidu didu tri, ti 1 lién két vai protein huyét twong clia bilastine khoang 84 — 90%.
Chuyén héa

Trong cac nghién ctru in vitro, bilastine khong giy cam tng hay trc ché hoat dong cia cic
isoenzym CYP450.

Thai trir

Trong mot nghién ciru cin bang khdi thure hién trén ngudi 16n khde manh, sau khi ding liéu
duy nhit 20 mg C-bilastine, gin 95% liéu dugc tim thiy trong nuéc tiéu (28,3%) va phén
(66,5%) dudi dang khong d6i. Pidu nay cho thiy bilastine chuyén hoa khong déng ké &
ngudi. Thoi gian ban thai trung binh & tinh nguyén vién khoé manh [ 14,5 gid.

Tuyén tinh

Bilastine thé hién duge dong hoc tuyén tinh trong khoang liéu nghién ciru (5 — 220 mg) va
mirc do bién thién gitra cdc cé thé thip.

Dwgc dpng hoc ¢ nhirng aoi twong dic biét

Suy thdn

Trong mot nghién ciu trén cac dbi tugng suy than, gid tri trung binh cia AUCo-» ting tir
7374 (£260,8) ng x gid/mL & ngudi cd chirc nang thdn binh thudng (GFR: > 80
mL/phit/1,73 m?) 1én 9674 (+ 140,2) ng x gio/mL & bénh nhén suy thén nhe (GFR: 50 — 80
mL/phtit/1,73 m?); 1384,2 (+ 263,23) ng x gid/mL & bgnh nhén suy thén vira (GFR: 30 - 50
mL/phtt/1,73 m?) va 1708,5 (+ 699,0) ng x gid/mL & bénh nhén suy théin nang (GFR: <30
mL/phat/1,73 m?). Thoi gian ban thai trung binh cta bilastine & déi tuong c6 chire ning thén
binh thudng, bénh nhén suy thin nhe, vira va ning lan lugt 12 9,3 gio (= 2,8); 15,1 gio (+
7,7); 10,5 gidy (= 2,3) va 18,4 gitr (+ 11,4). Qua trinh théi trir qua nudc tiéu gin nhur hoan
thanh sau 48 — 72 gi&r & tit ca cac dbi twgng. Nhitng thay ddi duge dong hoc nay duge xem
la khong anh hudng cé y nghia 1dm sang dén tinh an toan cua bilastine do ndng d¢ thudc
trong huyét twong & bénh nhén suy than van nam trong ngudng an toan.

Suy gan

Khong c6 dir lidu vé duge dong hoc trén bénh nhén suy gan. Bilastine khong bi chuyén héa
& ngudi. Két qua nghién ctru trén nhém bi suy than cho thdy sur thai trir qua thin dong vai
trd chinh va bai xuét qua mat chi gép mot phan rit nho trong su thai trir bilastine. Thay déi
chirc ning gan dugce xem la khong anh hudng c6 y nghia 1am sang dén duge dong hoc cla
bilastine.

Nguoi cao tudi

Cé rét it it lidu dugc dong hoc & ngudi trén 65 tudi. Khong c6 sy khac biét c6 ¥ nghia thong
ké dugc ghi nhén giita dic tinh duge dong hoc cua bilastine & nguoi trén 65 tudi so vai
ngudi trudng thanh tir 18 dén 35 tudi.

Tré em
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Khéng cé dir liéu duge dong hoc & thanh thiéu nién (12 — 17 tudi) vi c6 thé ngoai suy tir dit
liéu cua ngudi 16m.

Dit lidu duge dong hoc & tré em duge ly tir mot nghién ciru duge dong hoc pha II trén 31
tré em tir 4 — 11 tudi bi viém miii di tng hodc may day man tinh sir dung vién nén phan tan
trong miéng bilastine 10 mg x 1 1dn/ngay. Phan tich duge dong hoc dir lidu nf"mg do thude
trong huyct twong cho thiy tré em ding bilastine 10 mg x 1 1dn/ngdy ghi nhan nong do thudc
trong tudn hoan twong duong v&i ngudi 16n va thanh thiéu nién sir dung liéu 20 mg, bing
gia tri AUC trung binh 1.014 ng x gid/mL dbi voi tré 6 — 11 tudi. Nhitng két qua nay phén
16n nam dudi ngudng an toan dya theo dir liéu liéu 80 mg x 1 lan/ngay & ngudi 1on trong
hé so an toan ciia thude. Didu nay chimg minh bilastine 10 mg x 1 1An/ngay, dudng udng la
lidu didu tri phit hop déi v6i tré em tir 6 — 11 tudi c6 can ndng t6i thiéu 20 kg.

QUY CACH PONG GOI

Hop 5 vi x 10 vién.

BAO QUAN

Bao quan trong bao bi kin, noi khé réo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuét,

HAN DUNG

36 thang k& tir ngdy sén xuét.

S6 16 san xudt (Batch No.), ngdy san xudt (Mfg. date), han dimg (Exp. date): xin xem trén nhan bao
bi.
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Co 56 sdn xudl:

Cong ty TNHH Sinh Dwoc phiim Hera

Lé A17 Khu cong nghiép Tie Ha, phwong Tir Ha, thi xa Hiwong Tra, tinh Thira Thién Hué,
Viét Nam.
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