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Doc ky hie dung trudc khi ding.
THANH PHAN

Mbi vién nén phan tén trong miéng BOLAXTON ODT chita:

Thanh phcfn hoat chat:

B IERETIR, e st s o A S AT RO A SRR 10 mg
Thanh phan td duoc:

Mannitol, crospovidon, sucralose, acesulfame kali, huong trai ciy ), huong bac ha ), natri
stearyl fumarat.

(*): Thamh phan hwong trdi cdy: flavouring substances, flavouring preparations, propylene
glycol E1520

(**): Thanh phdn hwong bac ha: wheat dextrose, colloidale silice, peppermint oil (menthe
piperita)
DANG BAO CHE

Vién nén phan tan trong miéng %,

Mbé ta san pham:

Vién nén tron, mau trang, mot mit tron, mdt mat cd khic chit B, canh va thanh vién lanh
lan.

CHI PINH
Diéu tri triéu chung viém mai — két mac dj ung (quanh ndm hodc theo mua) va may day.
BOLAXTON ODT dugc chi dinh cho tré tir 6 dén 11 tudi v6i trong lugng co thé tir 20 kg
tre 1én.

CACH DUNG, LIEU DUNG
Liéu ding
Tré em tir 6 dén 11 tudi véi trong lwong co thé tir 20 kg tré lén
Str dung lidu 10 mg bilastin (1 vién), mdt lf?m/nga‘ty dé didu tr triéu chimg viém mii — két
mac di ing (quanh nidm hodc theo mua) va may day.
Tré em dudi 6 tudi va trong lwong co thé dwdi 20 kg
Dit liéu vé sir dung thudc c6 sin hién tai dugc mo ta ¢ phin Cdanh bdo va than trong khi
dimg thuéc, Tde dung khong mong muon Ddc tinh diroc luc hoc va Ddc tinh dwoc dong
hoc, nhung khong c6 khuyén céo nao vé lidu lugng/cach dung nao duoc dua ra cho tré dudi
6 tudi va co trong lugng co thé dudi 20 kg. Do d6, khong nén ding bilastin trén dbi tuong
nay
Nguéi lon va tré em trén 12 tudi

Nén str dung dang vién nén ham lugong 20 mg bilastin.
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Thoi eian diéu tri

Pbi vOi viém mii — két mac di (g, chi nén st dung thude trong khoang thoi gian t1ep xuc
voi yeu tb gay di tmg. Cu thé, d6i véi viém mii — két mac dj tmg theo mvia, c6 thé ngimg
thude khi hét triéu chimg va st dung lai khi triéu chtig xuét hién tré lai: d6i v6i vidm miii
— két mac dj ing quanh nim, nén sir dung thudc trong sudt thoi gian tiép xtc voi yéu té gay
di ung

Dbi voi didu tri may day, thoi gian didu tri phu thude vao dang may day, thdi gian va dién
bién ctia triéu chimg.

Péi twong dic biét

Bénh nhdn suy thdn

Chua xac dinh dugc tinh an toan va hiéu qua cua bilastin & tré em suy than. Cac nghién ciru
trén nhom d6i tugng ngudi 16n bi suy thén cho thiy khéng cén dicu chinh lieu bilastin &
nhom doi tuong nay (xem BDdc tinh dirge dong hoc).

Bénh nhdn suy gan

Chua xdc dinh dugc tinh an toan va hiéu qua cua bilastin ¢ tré em suy gan. Chua c6 nghién
ctru 1Am sang nao vé viée ding thude trén bénh nhan nguoi 16m va tré em bi suy gan. Tuy
nhién, bilastin khéng dugce chuyén hoa qua gan, va thai trir chi yéu & dang khong chuyen
héa qua nudc tiéu va phan, tinh trang suy gan khong dwoc cho la lam ting nong dd thube
trong mau vuot qua gidi han an toan & déi twong ngudi 1ém. Do dé, khong can chinh lidu
trén bénh nhan nguoi 16m bi suy gan (xem Ddc tinh dicoc dong hoc)

Cach dung

Sir dung dudng ubng.

Vién nén phan tan trong miéng dugc dat trong khoang miéng, ¢ vi tri phin tdn nhanh vi
nude bot va cd thé nuot dé dang.

Thubc ¢6 thé hoa tan trong nude trude khi sir dung, nhung khéng sir dung nuée buoi hay

nudc ép trai cay dé hoa tan thubc. Thude can udng mét gior trude bita an hoic hai gid sau
khi an thire &n hodc ubng nudc ép trai cay (xem Twong tde va tuwong ky ciia thuéc).

CHONG CHI PINH

Qué man véi bilastin hodc bat ki ta dioc nao ciia thude (xem phan Thanh phan)
CANH BAO VA THAN TRONG KHI DUNG THUOC

Tré em

Chua x4c dinh duge tinh an toan va hiéu qua cta bilastin & tré em duéi 2 tudi va cé it kinh
nghiém 1am sang & tré em tir 2 dén 5 tudi, do d6 khong nén sir dung bilastin trén nhiing
nhém tubi nay.

O bénh nhan suy thin ning hoic trung binh, st dung ddng thoi bilastin véi cac chat e ché
P-glycoprotein nhu kentoconazol, erythromycin, cyclosporin, ritonavir hodc diltiazem co
thé 1am tang ndng d6 bilastin trong huyet tuong, do do lam tang tac dung khong mong mubn
ctia bilastin. Vi vay tranh str dung dong thoi bilastin va cac chat e ché P-glycoprotein trén
bénh nhén suy than nang hodc trung binh.

Than trong td dugc
Mannitol: C6 thé c6 tac dung nhuén trang nhe
TUONG TAC VA TUONG KY CUA THUOC

Twong tac cia thuoc
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Cic nghién ciru vé twong tic thudc chi thue hién ¢ ngwoi I6n va dwoc tém tit nhu bén
duwdi:

Tuong tdc v6i thite dn: Thitc an c6 thé 1am giam ddng ké sinh kha dung dudng udng cia
vién nén bilastin 20 mg khoang 30% va vién nén bilastin 10 mg khoang 20%

Twong tdc véi nuée budi chiim: Udng dong thoi bilastin 20mg véi nude budi chim lam
giam sinh kha dung cta bilastin khoang 30%. Hién tuong nay co thé xay ra voi cac loai
nudce ép trai cay khac. Murc do giam sinh kha dung c6 thé khac nhau giira cac ché phdm
thudc cac nha san xuét khac nhau va céc loai trai cdy. Co ché clia twong tac nay la thong
qua qué trinh e ché OATP1A2, mot chit van chuyen ma bilastin 1a co chit (xem Dde tinh
duoc dong hoc). Céc thube 1a co chit hodc chit trc ché OATP1A2 nhu ritonavir hoac
rifampicin c6 thé lam giam ndng d bilastin trong huyét tuong.

Twong tdc voi ketoconazol hodc erythromycin: St dung ddng thoi bilastin 20 mg x 1
lan/ngay va ketoconazol 400 mg x 1 lan/ngay hozc erythromycin 500 mg x 3 lan/ngay lam
tang AUC cua bilastin gap 2 1an, ting Cpax clia bilastin gdp 2-3 1an. Diéu nay c6 thé duoc
giai thich thong qua tuong téc véi cac chit van chuyén dwa thudc tré lai long bng tiéu hoa,
do bilastin 14 co chit cia P-gp va khong bi chuyén hoa (xem phéan Pdc tinh digc dong hoc).
Nhitng thay dbi nay c6 thé khong anh huong dén tinh an toan cua bilastin ciing nhu
ketoconazol hodc erythromycin. Cac thube khac 1a co chit hodc chét Gc ché P-gp, nhu
cyclosporin, ciing c6 thé lam tang ndng do cia bilastin trong huyét tuong.

Twong tdc vdi diltiazem: St dung dénng thoi bilastin 20 mg x 1 lan/ngay va diltiazem 60 mg
lam téng Cmax ctia bilastin lén 50%. Diéu nay cé thé dugc li giai do tuong tic voi cac chat
vén chuyén dua thude trd lai 1ong dng tiéu hoa (xem phan Ddc tinh dupe dong hoc) va cb
thé khéng anh hudng dén mtrc d6 an toan cia bilastin.

Twong tdc vdi rugu: Trang thai thm than vén dong sau khi udng dong thoi rugu va bilastin
liéu 20 mg x 1 lan/ngdy twong tu nhu két qué ghi nhan sau khi uéng dong thoi ruou véi gia
duge.

Twong tdc véi lorazepam: sit dung ddng thoi bilastin 20 mg x 1 lan/ngay va lorazepam 3
mg x 1 1an/ ngay, trong 8 ngay, khong lam ting tc dung trc ché hé than kinh trung uong
cta lorazepam.

Tré em:

Céc nghién ctru twong téc cua bilastin chi dwoc thue hién trén déi tuong 1a nguoi 16n va
khong c6 kinh nghiém 14m sang vé tuong tic cia bilastin v6i cac thude, thuc phdm hay nude
ép tréi ciy khic & tré em. Cac két qua thu dwoc tir nghién ctru tuong tac thude & ngudi 16n
nén dugc xem xét khi ké don bilastin cho tré¢ em. Hién nay, chua cé dix liéu 1am sang O tré
em dé khang dinh sy anh huéng ciia nhiing thay ddi AUC hay Cunax do tuong tac thudc dén
tinh an toan cua bilastin.

Twong ky ciia thude

Do khéng c6 cac nghién cttu vé tinh twong ky cua thude, khéng trén 1an thude ndy voi céc
thudc khac.

SU DUNG THUOC CHO PHU NU MANG THAI VA CHO CON BU
Phu nit mang thai

Chura c6 hoic rét it dit liéu vé viée str dung bilastin & phu nit mang thai. Cac nghién ctru trén
dong vét khong cho thdy nhiing tac dong c6 hai truc tiép hay gidn tiép d6i v&i chiic ning
sinh san, su phat trién ciia bao thai va sau sinh. Tuy nhién, 4 dam béo an toan, nén trénh st
dung bilastin cho phu nit mang thai.
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Phu nir cho con bu
Kha ning bai tiét qua sita me ctia bilastin van chua duoc nghién ciru & ngudi. Dit ligu duoc
dong hoc hién c6 ¢ dong vat cho thay bilastin bai tiét vao sita me. Trén thuc té, can quyét
dinh tiép tuc/ngimg cho con bd hay tiép tuc/ngimg st dung bilastin dya trén tuong quan
gifta lgi ich cta viéc bu me doi vai tré va lgi ich khi sir dung bilastin d6i voi nguoi me.
Kha nang sinh san
Chuwa c6 hodc rat it bang chimg 14m sang vé& anh hudng cia bilastin 1én kha ning sinh san.
Mot nghién ctru trén chudt khong cho thay cd tac dong tiéu cue nao trén chirc ning sinh san.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Mbt nghién ctru duge thue hién dé danh gia tac dong cua bilastin Ién kha nang lai xe d& cho
thdy viée sir dung licu bilastin 20 mg khong dnh huong den kha néng 14i xe. Tuy nhién, do
dap g v6i moi ca nhan c6 the s€ khac nhau, vi vay, bénh nhén nén duoc khuyén khong lai
xe hodc vdn hanh may moc cho dén khi xac dinh dugc anh hudng cua bilastin doi vai riéng
bénh nhan.

TAC DUNG KHONG MONG MUON CUA THUOC

Tinh an toan déi voi tré em

Trong qua trinh nghién ctru 1am sang tan sudt, muc d nghiém trong va cdc tac dung khong
mong mudn & thanh thiéu nién (12 — 17 tudi) giéng véi nguoi 16n. Thong tin nghién ctu &
thanh thiéu nién da duge béo céo sau khi lvu hanh thube ra thi truong.

Trong mot thir nghiém 14m sang 6 déi chig kéo dai 12 tuln, cho thiy ty 1¢ tré em 2 — 11
tudi o cac tac dung khong mong muodn sau khi dung bilastin 10 mg dé dieu tri viém miii —
két mac di img hodc may day tu phat méan tinh Ia twong duong vaéi viée dung gia dugc (tuong
ung ty 1€ 1a 68,5% va 67,5%).

Cac tac dung khéng mong mudn sau khi dung bilastin dang vién nén phén tan trong miéng
cho tré 2 — 11 tudi duge bdo cdo bao gom dau dau, viém két mac di Gimg, viém mdi va dau
bung.

Céc tic dung khéng mong muén trong bang dudi diy duoc phan nhém theo tén suét:

Rét thuong gap (ADR > 1/10), thudng gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR <

1/100), hiém gép (1/1000 < ADR < 1/10000) va rat hiém gap (ADR < 1/10000), chua 13
(khéng thé ude tinh tir dit lidu c6 sin), bao gdm cac dir liéu riéng 1é.

Cac phan tmg hiém gip, rt hiém giip va chua rd khong dwoc ghi vao bang

Bing tém tiit cic phan ing khong mong mudn & tré em

Phin loai theo hé thong co quan Bilastin 10 mg Gia dwgc

Tén suit Phin tng N=291¢ N =249

Nhiém tring va nhiém ki sinh tring

Thuong gap | Viém miii 3 (1,0%) 3 (1,2%)
Réi loan hé than kinh

Thuong gip | Pau du 6 (2,1%) 3 (1,2%)
ft gap Choéng mit 1(0,3%) 0 (0,0%)
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Mit v thire 1 (0,3%) 0 (0,0%)
Réi loan miit
Thuong gip | Viém két mac di timg 4 (1,4%) 5(2,0%)
It gap Kich tmg mit 1(0,3%) 0 (0,0%)

Roi loan tiéu hoa

Thuong gidp | Pau bung / Pau bung trén 3 (1,0%) 3 (1,2%5)
Tiéu chay 2 (0,7%) 0 (0,0%)
ft gap Budn nén 1 (0,3%) 0 (0,0%)
Sung moi 1 (0,3%) 0 (0,0%)

Roi loan da va mé dwéi da

Bénh cham 1(0,3%) 0 (0,0%)

ft gap
May day 2 (0,7%) 2 (0,8%)

R6i loan toan than va tai vi tri ding thudc

It gap Mét moéi 2 (0,7%) 0 (0,0%)

(*) Gdm 260 tré em trong nghién ctru an toan 1am sang va 31 tré trong nghién ctu duoc
dong hoc

Tinh an toan doi voi newoi [on va thanh thiéu nién

Trong céac thi nghiém lém sang ¢ ngudi 16n va thanh thiéu nién, ty 1& tac dung khéng mong
muon gap phal & bénh nhén viém mii — két mac di tng hodc may day nguyén phat man tinh
duoc didu tri bang bilastin liéu 20 mg twong tu véi ty 18 bénh nhén st dung gia dugc (12,7%
so vai 12,8%).

Céc phan tmg khong mong mudn cta thudc (ADRs) thuong ghi nhén duoge trén bénh nhan
sir dung bilastin liéu 20 mg trong céc thir nghiém lam sang pha Il va pha III 1a dau dau, buon

ngt, chong mat va mét moéi. Cac phan ting nay xuét hién véi tin suét tuong tu tin suét ghi
nhén dugc trén bénh nhan str dung gia dugc.

Cac tac dung khéng mong mudn trong bang dudi ddy duoc phan nhém theo tin suét:

Rét thuong gép (ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it gdp (1/1000 < ADR <
1/100), hiém gap (1/1000 < ADR < 1/10000) va rat hiém gap (ADR < 1/10000), chwa rd
(khéng thé udc tinh tir dir liéu co6 san), bao gom cac dir liéu riéng 1é.

Céc phan tmg hiém gap, rat hiém gap va chua ro khdéng duge ghi vao bang

Bing tém tit cic phan wng khong mong muén ¢ ngwdi 16n va thanh thiéu nién.

1% v quam Bilastin 20 ]if._llastln Gt i
mg noi chung

Téin suit Phan tng N=1697 | N=2525 | N=1362
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Nhiém trung va nhiém ki sinh tring

It gap Herpes miéng 2(0,12%) | 2(0,08%) 0 (0,0%)
Réi loan chuyén héa va dinh duwéng
It gap Téng cam gidc thém an | 10 (0,59%) | 11 (0,44%) | 7 (0,51%)
Réi loan tam ly
) Lo ling 6 (0,35%) | 8(0,32%) 0 (0,0%)
It gap ,

Mat nga 2(0,12%) | 4(0,16%) 0 (0,0%)

Réi loan hé thin kinh

Budn ngu 52 (3,06%) | 82 (3,25%) | 39 (2,86%)
Thuong gap :

Pau du 68 (4,01%) | 90 (3,56%) | 46 (3,38%)
ft gap Chéng mit 14 (0,83%) | 23 (0,91%) | 8 (0,59%)
Réi loan tai va mé nhi
, U tai 2(0,12%) | 2(0,08%) | 0(0,0%)
It gap

Chéng mat 3(0,18%) | 3(0,12%) | 0(0,0%)
Réi loan nhip tim

Block nhéanh phai 4(0,24%) | 5(0,20%) | 3(0,22%)

Réi loan nhip xoang 5(0,30%) | 5(0,20%) 1 (0,07%)
It gap Ko B kitodug QT 9.(0,53%) | 10 (0,40%) | 5(0,37%)

trén dién tam do : ’ :

Céc bat thuong khéc . . "

tcén dién tam db 7(0,41%) | 11(0,44%) | 2(0,15%)
Réi loan hé hé"lp, lf‘mg nguce va trung thit

Khé thé 2(0,12%) | 2(0,08%) | 0(0,0%)
it gap Kho chiu & mii 2(0,12%) | 2(0,08%) | 0(0,0%)

Khoé miii 3(0,18%) | 6(0,24%) | 4(0,29%)
Réi loan hé tiéu hoa

Pau bung trén 11 (0,65%) | 14 (0,55%) | 6 (0,44%)

ft gap
Dau bung

5 (0,30%)

5 {0,20%)

4 (0,29%)
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Budn nén 7(0,41%) | 10(0,40%) | 14 (1,03%)
Kich Gng & da day 3(0,18%) | 4(0,16%) 0 (0,0%)
Tiéu chay 4(0,24%) | 6(0,24%) | 3(0,22%)
Kho 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%)
Roi loan da va mé dwéi da
it gap Ngtia 2(0,12%) | 4(0,16%) | 2(0,15%)
R6i loan chung va co dja
Mét moi 14 (0,83%) | 19 (0,75%) | 18 (1,32%)
Khat nude 3(0,18%) | 4(0,16%) | 1(0,07%)
£ Tang tinh trang mét o
It gap mdi sin c6 2(0,12%) | 2(0,08%) | 1(0,07%)
Sét 2(0,12%) | 3(0,12%) | 1(0,07%)
Suy nhugc 3(0,18%) | 4(0,16%) | 5(0,37%)
Cic chi sb xét nghiém
Tang gamma-
glutamyltransferase 7(0,41%) | 8(0.32%) | 2(0,15%)
(GGT)
Téang alanine
aminotransferase 5(0,30%) | 5(0,20%) | 3(0,22%)
(ALT)
it o Tang aspartate
gep aminotransferase 3(0,18%) | 3(0,12%) | 3(0,22%)
(AST)
Tangnongdo 2(0,12%) | 2(0,08%) | 0 (0,0%)
creatinine trong mau
Téang triglicerid mau 2(0,12%) | 2(0,08%) | 3(0,22%)
Tang cén 8 (0,47%) | 12(0,48%) | 2(0,15%)

Céc phn (ing chua rd (khong thé wée tinh): dénh tréng ngyre, nhip tim nhanh, phan ting qua
man (nhu phan vé, phi mach, kho thé, phat ban, phu né/sung cuc b va ban do) va nén mira
da duoc quan sét thay sau khi luu hanh thudc ra thi truong.
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MO ta céc phan (g ¢6 hai chon loc & ngudi 16n va thanh thiéu nién:

Budn ngt1, dau dau, chéng mat, mét moi duoc quan sat théy tuong tu trén bénh nhan diéu
tri véi bilastin lieu 20 mg so véi gia dugce.

Bi4o cdo cic phan &ng c6 hai nghi ngo ciia thude

Viée bao céo cic phan tmg c6 hai nghi ngd ctia thude sau khi luu hanh rat quan trong. N6
cho phép theo doi lién tuc ty 1€ gilta lgi ich/rii ro cua thude. Cac chuyén gia y te tién hanh

cong b6 céc phan img c6 hai nghi ngo thong qua hé théng béo cdo quoc gia vé thong tin
thudc va theo di phan g c6 hai ctia thube (Trung tim DI & ADR Québc gia).

“Thong bdo ngay cho bdc sy hodic dugc sy nhitng phéin teng cd hai gdp phdi khi sir dung
thuic”

QUA LIEU VA CACH XU T Ri

Qui lidu

Khéng c6 dir liéu vé qua lidu & tré em.

Théng tin lién quan dén cac truong hop qué lidu cép cuia bilastin chi gi6i han trong cac két
qué thir nghiém 1am sang trong giai doan phat trién thude. Trong cdc thir nghiém 1am sang,
sau khi dung bilastin véi lleu cao gap 10 — 11 lan liéu diéu tri (lidu don: 220 mg, hodc 200
mg/ngay trong 7 ngay), tan sudt xudt hién tac dung khong mong mudn trén nguoi tinh
nguyen cao gép 2 lan so voi gia duoc. Téc dung khong mong mudn duoc ghi nhan nhiéu

nhét 14 chéng mat, nhic déu va budn non. Khong ghi nhan phan g bat loi nghiém trong
nao ciing nhu sy kéo dai dang ké khoang QT trén dién tam do.

Mot nghién ctru chéo thong qua thong s6 QT/QT hieu chinh d3 dugce tién hanh trén 30 ngudi
tinh nguyén khoe manh nham dénh gié tac dOng cua bilastin da liéu (100 mg x 4 ngay) lén
sur tai phén cuc tdm that. Nghién ctru da chi ra ring ché do dung néu trén khong lam kéo dai
dang ké gid tri QT hieu chinh.

Cich xir tri
Trong trudng hop qua liéu, can 4p dung céc bién phap diéu tri triéu chimg va didu tri hd tro.
Chua c6 thude déi khang dac hiéu cho bilastin.

PAC TINH DUQC LUC HQOC

Nhém Dwge ly: Thude khang histamin sir dung toan than, cac thudc khang histamin khéc
stt dung dudng toan than.

Ma ATC: RO6AX29

Co ché tdc dung

Bilastin 1a mot chétq khang histamin khong gy budn ngu, c6 tac dung kéo dai, d6i khang
chon lgc trén thu thé Hi ngoai vi va khong c6 ai luc véi thu thé muscarinic.

Bilastin trc ché cc phan ting man ngira, ban do trén da do histamin trong vong 24 gid sau
khi str dung mot liéu don.

Dit liéu an toan hiéu qua trén lam sang

Hiéu qua cua bilastin da duge nghién ctu & ngudi 16m va thanh thiéu nién. Theo cac hudng
dan, hidu qua di duogc chimg minh ¢ ngudi 16n va thanh thiéu nién co thé ngoai suy cho tré
em. Nong db thude trong tudn hoan & tré em 6 — 11 tudi, c6 trong luong co thé > 20 kg, str
dung bilastin liéu 10 mg twong duong véi ngudi 16m sir dung bilastin lidu 20 mg (xem phan
Bdc tinh duoc dong hoc). Ngoai suy tir dit liéu cta bilastin trén ngudi 16n va thanh thiéu



https://trungtamthuoc.com/

nién pht hgp véi san phim nay vi sinh ly bénh cia viém mui — két mac di img va may day
gidng nhau & tit ca nhom tudi.

Trong céc thtr nghiém lam sang duoc thuc hién trén nguoi 16n va tré vi thanh nién bi viém
miii — két mac di tmg (quanh nam hoc theo muia), sir dung bilastin 20 mg x 1 1dn/ngay trong
vong 14 — 28 ngay c6 hiéu qua lam giam cac triéu chimg nhu hit hoi, chay nuéc mii, ngua
mili, ngat mfii, chay nuée mét va dé6 mit. Bilastin kiém soat hiéu qua cac triéu chung trong
vong 24 gio.

Trong hai thir nghiém l4m sang dugc thuc hién trén bénh nhdn may day nguyén phat man
tinh, st dung bilastin 20 mg x 1 lan/ngay trong vong 28 ngdy c6 hidu qua 1am giam triéu
chimg ngira, giam s6 lugng va kich thude ciia cac vét sin ciing nhw céc cam gidc khé chiu
do may day. Do d6, bénh nhan dugc cai thién chét luong gide ngi va chit luong cude sdng.

Khéng c6 tinh trang kéo dai khoang QT hiéu chinh c¢é ¥ nghia lam sang hodc bat ky anh
huong trén tim mach khdc nao duge ghi nhén trong cac thir nghiém 1am sang cua bilastin,
ngay ca véi lidu 200 mg mdi ngay (gap 10 14n lidu diéu tri) trong vong 7 ngdy trén 9 bénh
nhan, hodc khi phéi hop véi céc thube trc ché P-gp nhu ketoconazol (24 bénh nhén) va
erythromycin (24 bénh nhén). Ngoai ra, mdt nghién ctru theo déi khoang QT ciing dugc
thue hién trén 30 tinh nguyén vién.

Trong cac thir nghiém lam sang c6 dbi ching ¢ lidu khuyén céo ctia bilastin: 20 mg x 1
lan/ngay, dit liéu v& tinh an toan trén hé than kinh trung wong cta bilastin tuong ty véi gia
duoc va ti 1& budn ngi khong khac biét ¢6 y nghia théng ké so v6i gia duge. Bilastin 40 mg
x 1 lan/ngay khong anh hudng dén cac biéu hién kha ning tdm thin van déng trong cac thir
nghiém 14m sang, ciing nhu kha ning l4i xe duoc dénh gia théng qua mot bai kiém tra 14i
xe quy chuén.

Khéng c6 su khac biét v& hiéu qua va an toan & ngudi cao tudi (> 65 tudi) so voi nhém bénh
nhén tré tudi hon trong céc nghién ciru pha II va pha III.

Trong mét thir nghiém 1am sang c¢6 dbi chimg kéo dai 12 tudn & tré em 2 — 11 tudi (trong
tong sd 509 tré ¢6 260 tré diéu tri bang bilastin 10 mg: 58 tré tir 2 dén dudi 6 tudi, 105 tré
tir 6 dén dudi 9 tudi va 97 tré tir 9 dén dudi 12 tudi; c6 249 tré didu tri bing gia duoc: 58 tré
tir 2 dén dudi 6 tudi, 95 tré tir 6 dén dudi 9 tudi va 96 tré tir 9 dén dudi 12 tudi) s dung &
liéu khuyén céo cho tré 12 10 mg x 1 1an/ngay, di liéu an toan cia tré dimg bilastin (n=260)
tuong twr véi nhém ding gia duoe (n=249), tic dung khong mong mubn tuong tmg & tré
dung bilastin 10 mg va gia dugc 13 5,8% va 8,0%. Ca hai nhom nghién ctru dung bilastin va
gia dugc déu cho thdy giam nhe triéu chitng budn ngi va an thin dua theo Bang cdu hoi vé
gidc ngu cho tré em trong suot nghién ctru nay, khong c6 sy khéc bi€t c6 y nghia thong ke
clia ca 2 nhém nghién ciru vé triéu ching nay. Tré tir2—11 tudi sau khi dung bilastin 10
mg hodc gia duge, khong cho thdy khéc biét dang ké vé khoang QT. Qua Bdng cdu héi chit
lwong cudc song cho tré em bi viém mili — két mac hodc méay day man tinh, cho thiy sy gia
ting diém sb chung trong 12 tudn nhung khéng cé su khac biét ¢6 v nghia gifta 2 nhém
nghién ctru. Trong tong 509 tré em, c6 479 tré bi viém miii — két mac man tinh, 30 tré bi
may day mén tinh; trong 260 tré diing bilastin 10 mg c6 252 (96,9%) tré bi viém miii — két
mac di trng va 8 (3,1%) tré bi may day méan tinh; trong 249 tré dung gia dugc ¢6 227 (91,2%)
tré bi viém miii — két mac man tinh va 22 (8,8%) tré bi may day mén tinh.

Trée em

Khong c6 dit liéu cap nhat két qua nghién ctru véi bilastin trén nhém tré dudi 2 tudi (xem
phén Liéu dung, cdach dung cho viéc st dung trén tré em)

PAC TINH DUQC PONG HOC
Hp thu
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Bilastin dugc hdp thu nhanh sau khi ung va dat nbéng do t6i da trong huyét twong sau
khoang 1,3 git. Thudc khong bi tich liy. Gid tri sinh kha dung duong udng trung binh cua
bilastin la 61%.

Phdn bé

Nghién ctru in vitro va in vivo cho thiy bilastin 1a mot co chét cua P-gp (xem Twong tdc va
twong ky cia thudc: “tuong tic véi ketoconazol, erythromycin va diltiazem) va OATP (xem
Twong tac va twong ky cua thuoc: ‘trong tac voi nude €p budi chum”). O liéu diéu tri, ti 16
gan véi protein huyét twong cia thude 1a 84 — 90%.

Chuyén héa

Két qua céc nghién ctru in vitro cho thay bilastin khéng cam ting hodc tic ché hoat tinh cia
CYP450.
Thai trir
Trong mot nghién ctru céan bang khéi duoc thuc hién trén nguoi tinh nguyén khée manh,
sau khi uong mdt liéu don 20 mg *C-bilastin, gin nhu 95% liéu ding duoc tim thiy trong
nude tiéu (28,3%) va phan (66.5%) dudi dang bilastin khong bién d6i. Diéu nay cho thy

‘bilastin khong duge chuyén héa nhidu trong co thé ngudi. Thoi gian ban thai trung binh tinh
trén nguoi tinh nguyén khoe manh 1a 14,5 gio.

Mike dj tuyén tinh

Theo mb hinh dwoc dong hoc tuyén tinh, bilastin t}lyén tinh trong khoang lidu nghién ctu
(5 —220mg), véi muic dao ddng nho gitra cac ca thé.

Suy thén
Téc dung cua bilastin & bénh nhén suy than da duogc nghién ctru & ngudi 16m.

Trong mdt nghién ctru trén cdc bénh nhén suy than, gid tri trung binh (SD) ctia AUCy ting
tr 737.4 (£260,8) ng x gid/ml trén bénh nhan chiic ning than binh thuong (d6 loc ciu than
> 80 ml/phut/1,73 m?) 1én 9674 (£140,2) ng x gidv/ml trén bénh nhan suy thin nhe (d6 loc
cau than: 50 — 80 ml/phut/1,73 m?), 1384,2 (£263,23) ng x gio/ml trén bénh nhan suy than
trung binh (d¢ loc cau thin:30 — 50 ml/phat/1,73 m?), va 1708,5 (£699,0) ng x gid/ml trén
bénh nhan suy thin ning (d6 loc céu than <30 ml/phut/1,73 mz). Gia tri trung binh cua thoi
gian ban thai cia bilastin 1 9,3 gio (£2,8) trén cac bénh nhén binh thuong; 15,1 gid (£7,7)
trén cac bénh nhén suy than nhe; 10,5 gio (£2,3) trén cac bénh nhan suy than trung binh; va
18.4 gior (£11,4) trén cac bénh nhén suy than ning. Qua trinh bai tiét qua nuGe tiéu gn nhu
hoan tit sau 48 — 72 gid trén tit ca cac dbi tuwong. Nhimg thay doi vé duoc dong hoc nay
khéng cho thdy anh hudng 5 rét trén 1am sang trén df an toan cua bilastin, do nong do thude
trong huyét tuong trong trudmg hop suy than vAn nim trong khoang diéu tri.

Suy gan

Khéng c6 dir liéu vé duoc dong hoc trén bénh nhéan suy gan. O ngudi, bilastin khong bi
chuyén héa. Do két qua cua nhiing nghién ctru trén bénh nhan suy thén cho thdy thudc thai
trir chinh qua than, chi mét phan nhé thai trir qua mat. Su thay d6i chic ning gan c6 thé
khéng lam thay doi dang ké duoc dong hoc cia bilastin trén 1am sang.

Trée em

Hién khong c6 sin dit ligu vé dic tinh dugc dong hoc ¢ thanh thiéu nién (12 - 17 tudi) ngoai
suy tir dir liéu ctia bilastin trén nguoi 16n phu hgp véi san pham nay.
Dir ligu du’O’c dong hoc o tré em trong nghién ctu dugc déng hoc g1a1 doan Il trén 31 tré em

tir 4 — 11 tudi bi viém két mac dj ving hodc may day man tinh, dung mdi ngay v&i 1 vién nén
phan tan trong miéng bilastin 10 mg. Phén tich dugc dong hoc vé ndng dé thubc trong huyét
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tuong cho thiy sir dung bilastin 10 mg x 1 lan/ngdy & tré em twong dwong véi viée st dung
bilastin liéu 20 mg & nguoi 16n, gia tri AUC trung binh 1a 1014 ng>gid/mL trén treé em tir 6
— 11 tudi. Dua trén dir ligu vé viée sir dung lidu 80 mg x 1 lanfngay & nguoi 16n thi cac két
qua nay phan 16n nim dudi ngudng an toan, phu hop voi hd so an toan cua thudc. Do do,
c6 thé lira chon bilastin 10 mg x 1 lan/ngay cho tré em tir 6 — 11 tubi va thé trong 20 kg trd
lén.

QUY CACH PONG GOI
Vi AI/AlL Hop chira 02 vi x 10 vién nén phan tan trong miéng kém theo t& huéng dan str dung.
Vi AVAL Hop chira 03 vi x 10 vién nén phén tan trong miéng kém theo t& hudng dan str dung.
Vi AI/Al. Hop chira 05 vi x 10 vién nén phan tan trong miéng kém theo t& huéng dan sir dung.
Vi AI/AL Hop chita 10 vi x 10 vién nén phan tan trong miéng kém theo t& huéng dan str dung.
PIEU KIEN BAO QUAN
Bao quan noi kho, dudi 30°C, tranh anh sang.
HAN DUNG
36 thang ké tir ngay san xudt.
TIEU CHUAN CHAT LUQNG
Tiéu chudn co s6.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co so san xuét thude: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: S6 43, duong s 8, khu cong nghié¢p Viét Nam - Smgapore phuong Binh Hoa,
thanh phd Thuan An, tinh Binh Duong, Viét Nam (Toa nha san xuét s6 1)

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn.

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUONG DAN SU DUNG
THUOC
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