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150 x 250 mm

Rx Thudc ké don

BITHECAS ¢)»

Vién nén phiin tin trong miéng
Thude nay chi diing theo dom thude.
Dé xa thm tay tré em.
Doe k§ huimg dfin sir dyng fririve khi diing,
THANH PHAN CONG THU'C THUOC
- Thanh phiin duge chit; Bilastin 10mg.
- Thanh phin ti dwge: Manitol, crospovidon, mmoni glycyrhizinat.
neohesperidindihydrochalcon. sucralose, hiromg diu, magnesi stearar.
DANG BAOCHE
- Viénnén phintintrong miéng,
- Viénnéntron, mau tring, hai mat 161,
CHI PINH
BITHECAS ODT durge chi dyuh digu trf tnigu clwing viém miii dj ang
(quanh ndm vi theo mia) visme day otreem 6 — 1 wdi, cnndng = 20 ke,
LIEU DUNG, CACHDUNG
Liéudimg
Tréem 6- 11 tudi, cin ndng > 20 kg
- Lieu khuyeéncao 10 mg (1 vién) 1 Lin‘ngay de dicu tn clumng viém mii dj
img {quanh ndm va theo mia) va me day. uong 1 gid e hodic 2 gio sau
khi din hojic uong mede ¢p hoa qua.
Tré em duwii 6 tudi., cin njng dui 20 kg
Khiong khuyéncio sir dyng bilastin o nhém bénh nhin nay.
Ngurii lém vit thanh thiéu nidén (12— 18 tudi)
Strdung dang viénnén 20 mg.
Theri gian diduri
B6i v viem mii dj img, diéu (] nén gidi han trong k!mnng thiri yall tiep
xiie voi di npuyén. Trong dibutr viém mii di img theo mia, co the ngumg,
ding thude khi th tm;u :.harm, vitsirdung lgi khi cée ridu chimg xudt hién
trix Ipi. Trong dlcu tr} viém mii dj img quanh néin, sie dyung thude lién we
trong thin gian tlep xiic vai dj nguyén, Tmng diéu tri e day, thin gian
diéutrj phu thude vao dang mé day. thiv gian va dién bién cua tridu chimg,
Liéu diing trén mét s6 déi twong lim sing diic bigt
Ngirdicao tidi
Khidngcinchinh 1idu & ngwid cao tudi.
Siow thein
Tinhaun todn vi hidu qua caa bilastin o iré em suy thinchua dirge thidt lap.

Ciie nghidn eiru duge thire hidn & nzudi lan cé nguy co cno (bénh nhin suy
tlidn) cho thay khdng can chinh lidu éngudilom.

Sty gan

Tinhantodn vi hidu qua cha bilastind tré em suy gan chia diroe thiét lip,
Khong c6 kinh nghi¢m lam sng ¢ ca bénh nbdn ngird lém v tre em suy
gann. Tuy nhién, bilastin khdng ehuyen hda va thai r dirdd dang khoug dol
qua nue téu va phan, bénh nhin ngudi 1o suy gan khing ting nguy co
phoi aliém toan thin vor thuoc viret qua nguong an toan, Do do khong
cain chinh ligw & bgnh nhin ngwii lom suy pan.

Chchding

. l‘luug duimg uong, Vién IthN:' durge diit trong migng va i nhanh dé dé
!!1!(II Ngodi m vién nén ¢ ihé durgr 'p'lmu rin vilo meae tnede khi unnL
Khing sir dung, nlror.' ép hréri chinn hoe bit cir loai mrde ép o qua nio
Klvie d phiin tin thude.

- N bcnh nhfin guén tiun;:_ s thude, unug. ngny khi nha mtrong cing ngiy vi
ubng lidu ié 1hcn viio @y hom saunbur thiremy 16, Khoing dimg lidu pap
doi débircho lidudi quén,

- Khoéngedyéu ciu dac bigrvé xirly thube sau khisu dung.

CHONG CHIDINH
Qui mdin verd bilastin hofie va bat ke tinh phiin nao ein thude.

CANHBAO VA THAN TRONG KHIDUNG THUOC

- Treem: Tinh an toan va higu qua otre em dirdi 2 uo chim duge thist Kip
vired it kinh nghigm lim sang viée siedyng thuoe cho tre em 2 - 3 udi. do
dié khdng siedyng bilastine nhdim wonay.

- 0 bénhnhin suy thin trung binh hode ning, st dung déme thoi bilastin vai
thude ire ché P-glycoprotein (ketoconazol, erythromycin, eyclosporin,
ritonavir, diltinzem) ed the Fun ting nong do bilastin trong huy@l trong do
i lam ting nguy co giip phad ede de dyng khong imong muon. Trinh sie
dyng ddng thini bilastin va thude iee ehé Pogp o bénh nliu suy thin trung,
binh hojdc ning.

SUDUNG THUOC CHO PHY NTTCOTHAI VA CHO CON BU

Surdung thude cho phy niv cé thai

= Khong co hoac gidi han dir liéu sir dung biliastin cho phu nir o thai. Cac
nghil’:n cir trén dong vt khong chi rm Gie dong ¢ T tryre ticp hode gldn
ticp lién quan dén ki nang sinh san, s phat tricn o giai doan bao thai vi
sau sinh. Nhur mit bién phap phong neda, én trdnh si dung bilastin cho
ol ik ¢4 thai,

Sir dyng thude cho phy nir cho con bii

Vige thai tr bilagtin vio sima ine chua duoe nghicn i, Dir Ligu duge
déng hoe ¢é siin o dong vat cho thay bilastin duge bii tiét vio sira. Can

Tir hudmg dén sir dung thube

nldic tidp tuc/ngimg cho con ki hofie tiép e/ngime dimg thude dus trin
tirerng quan gitra lod feh con vige ¢ho con b va loi izh cioa ngeni me khi sir
dung bilastin.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH
MAYMOC

Mot nghién ciru duge thuee hign o ngwéi lon 48 danh gid dnh huémg cia
bilzstin lén kha ning l3i xe va van hanh miy méc cho thay lieu disu 16 20
ng klw.n;. anh huimg den kha n2og |ai xe. Tuy nhién dap (g vai thuoe
cua moi benh nhan ¢o thé khic nhau, bénh nhan khdng nén ki xe va sir
dung mdy mdc.

TUONG TAC, TUONG KY CUA THUOC
Twomgticcna thuie

Ciic tromg tae thude chi dwge nghién cim ngudi ldn,

Twomg tée vo thure An: Tlure &n Am giam sinh kha dung cia vién nén
Bilastin 20 mg v vien nén phdn tin bilastin 10 mg trong (mg khoang 30%
va20%.

Trromg tée véi nude dp burdd chiim: Sir dung déng thii bilastin vi nude &ép
buréri chiim Jar gidm sinh kha dung cia bilastin khoang 30%. Tuceng tic
ndv tieong tr vai cae loai mrae L'p khac. Misc giam sinh kha dung cd the
khae nhau gitra cac ché pham v cac 10ai qua khic nhau. Coché cua brong
Tic niy 13 do irc ¢hé OATPLA2, chit van chuyén bilastin, Cac thude klic
12 co chat hode char e chi (’!ATP 1A2 (ritonavir, rifanipicin) cd thé lam
gimnning 46 bilastinirong huyét tremg.

Tuomg tie voi ketoconazol hojc erythromycin: Dimg déﬂg thii bilastin
20mg 1 Kwngay vai ketoconazol 400 mg 1 lan/ngy hodc erythromycin
500mgl 1-unngav tamtang AUC cua bilastingap 2 Hun tang C_, 2 -3 lan,

Bitunay c thé g thich do tieong tac v cie chét viin chuyén dug thudc
tra loi I\m"onguel_! hoas. do bilastin 1 co chit cim P-gp va khang bi chuyén
hwa. '\éhuhtglh 1y doi nity dudmg nhie khdng anh huang den tinh an todneia
bilastin vi ketaconazol bojic ervthromycin, Cic 1huﬁc khic 14 eor chill
lofc chit it chi P _ep. nlr cyclosporin ciing ci the 1am ting ndng &4 ciia
bilastin trong huyet trmg,

Tuong t3¢ vai diltiazem: Dimg dong thii bilastin 20 mg 1 liwngiy v
diltiazem 60 myg 1 lan'ngdy Fm tang C_, coa bilastin khoang 50%. Beeu
iy ca the gidi thich do twomg tic von cac chit viin clwy@n dua thudc tro lai
lomg dng tiéu hoa va khéng anh hiromg déa tinhan Lodn cea bilastin,

Turemy t4e vori negue Trang thii thm thén vin déng sau khi ubng dong thixi
g v hilastin 200mg 1 lian'ngdy tuwong te nhie kés qui quan sat dige s
khi sir dumg nrgm v gidi dirorc,

Tuomg tic v lorazepam: Sirdyng dimg thir bilastin 20 mg 1 Win‘ngay vi
lomzepam 3 mg | lavngay trong 8 ngay khing linm ting tic dung irc ché
than kinhtrung weng cup lorazepam.

Tre em: Cdc rong tic thude ¢l dirge nghién eiru & ngwii [én. Gidi han
kinh nghi¢m Bm sing litn quan dén tireme the giirn hilastin véi cic thude
khag, thire an v mede ¢p hoa qua & mé em, ¢iin nhae cic nrong 1ac xay mo
ngirdrd I khi ké dom bilestin cho e em. Khdng ed dir li¢u vide thoy déi
AUC VAT, dotweng e thude anh hirang dén tinh an tean cin hilastin,

Tiverng ky cina thuse

Do khéng o ede nghién ciu vé tinh tiremg ky cin thudc, khang min in
thudc niy véd cae thude khdc,

TAC DUNG KHONG MONG MUON CUATHUOC

Trong qua trinl phat 1rén im sing, cic e dl,m- s Khidng mong mu b gip
hai o thanl thiga nién ferene e v ngae Kmy 'c nsudt, Jogi va mie d
nghiéin trong, Dir lidy thu drge Il.rl_aﬁlrl sit b tidp (i di xic nhim cée két
uia thr nghicon lam sing. Ty 1§ cac tde dung kbdng mong muon & tré em 2
< 1 tuid widn mii i ungg vame day vo can miin tinh su dung bilastin 10
g trong 12 tuan rong thr ngliéat m hog twong te vol béab nhin sar
dymg gia duoc (68,5% 50w 67,5%),
Cic tic dung kléng nong musn duod plin nhén tieo G sual: it thuong
4ip (ADR > 1/10), thuimg gap (1/100 < ADR < 1/10), it gap (1/1000 =
\DR 1] lUU#.hlemg;p{l 10000=ADR< 1/ I()(ID;.mhmnpp

Niii rmb‘num

i Vidm mii

Rdi Joaw th dn bl

Thirimg glip: Dau diin.

Iu,lip G hnng i, i e,

Rl Joem mdit

Thirbmg gap: Viem kitmac diimg,
It gap: Kichangmat,

Réi [oan tiéu lrda

Thwrdmg gip: Bau bung, dau bungtrén,
[t gap: Tiéw chay, ndn. sungindl,

Lo o i v i decri d
frap: Cham, mé day, TONG

Rl loam tocn !.‘I.dr: DS %h'f’ .

[t gap: Mét mi.

QUALIEUVACACH XU TRI
Qui litu

Thing tin e quan dén qua béw cip tinh con bitastin dirge lay tr ket qua
cunedc (hr nghidm Hin sdog duoe te hign ong gui trinh phit trign vi
oifin st Im1 tibpth, anl_ r e thie u[_hu. m Eamsang. sau khiding bilastin
vl lidu gap 10— 11 Tin lida diéu 1 (licw duy nhil 220 mg hueh 200
sty trong T gy ) o 26 tinloguy o vign Khde manl, dn sudt gip cic
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tic dung kitﬁngmnng mudn cao ghp hai lin so véi gia dirge. Cic the dyng
khm!" nong mudn Ihmmg durge bio edo 1 chéng mit, nhire diu v
budn nén. Khing co tdae dyng phu nghiém trong va khong co su kéo dai
ding ké trong khoang QT hiu chinh duge bio ¢do. Thing tin dugc thu
thip trong gifim sat hiu tiép thi phi hgp véi bio cdo trong cée thir
nghiém lam sing.

Mt nghién ctru chéo théng qua théng 56 QT QT hi¢u chinh di duac tién
hanh trén 30 ngudsi tinh nguyén khoe manh nham dénh l,ia tic dong cua
bilastin licu Lip lai (100 mgx 4 ngayj 160 st tai phin cue tam thir. Nghién
ciru di chi ra ring ché dé lidu néu trén khdng lm kéo dii dang ké khoing
QT hi¢u clunh,

Khang cddirlicu vévige qud liéu o tre em,

Citchxir tri khi ding qua ligu
Trong truimg hop qua liew, dieu trj trigu chimg v ho trg, Chira ¢6 thuoe
d0i khang (e higu cho bilastin,

DACTINIDUQC LUC HOC

Nhim durere 1§: Thude kling histamin sir dung dirémg toan thin.

MIATC: RO6AX29,

Cochéticdung )

- DBilastinla chit dbi khéng histamin khéng gdy budn ngu, tic dung kéo dai,
doi khing chon loc trén thy the H, ngoai vi va khing c6 i luc voi thu the
muscarinic.

- Bilastinirc ché phin img manngica va ban do trén datrong vong 24 gidrsiu
khiswdung | liéu don,

Higu qui lim sing
Hi¢u qua cua bilastin duge nghién curu 6 nguii lon va thanh thiéu nign.
Dia theo cde hudng din, bigu qua cua bilastin o nguedi lon vi thanh thidu
niénco the duge ngogi suy cho tré em, phoi nhiem toan thin vai ligu 10mg
e em 6 - 11 tudi, cin ning = 20 kg dwgc chimng minh la treng tr véi
nﬂlrm lom ding liéu 20 mg. P]IL|‘I npogi suy trdir ligu ngroi 1on va thanh
Ihu.u nién d1rqc coi li |hici1 Tgp cho san phim nay vi sinh Iy bénhcia viém
milidjing va mé day la glcug nhau cho tat ca cae nhdm e

Irong cdc tur nghiém lam sing ¢ nguedi 16m vidm mii di img (quanh nim
vir {heo mia) st dyng bilastin liéu 20 mg | linmngay trong 14 - 28 ngay
dem lai hicu qua lam ginm cde ridu climy hit hoi, chay nude mii, ngira
ndii, nghet mii, neir mat, chiay mroe mit, do mit. Bilastin kiém sodt hidgu
qua cde tridu chirng trong vang 24 gidn,

Trong 2 thir nghiém ldm sing & bénh nhén mé day vo can man tinh, s
dung bilastin 20 mg | lin/ngay c6 higu qua ldm giam merc d6 ngéa, lhim
wiam s0 lugng va kich thide cac nét san cung nhr giam cam gidc khé chiu
do me day. Chit hrong gide ngu cha bénhnhin dwgc ciithién va dodo, cai
thign el lwgng cude séng.

Khdng cd trromg hop ndo kéo dii khodng OT hid¢u chinh hode tde dung
khéng mong muon trén tim mach duere ghi nlin trong cde thie np,lux‘m lim
sing cua bilastin, ngay ca vl liéu 200 mg mai ngdy (pdp 10 lin litu didu
tri) trong vang 7 ngdy tén 9 bénh nhin hoac khi ding phéi hep v cae
thude e ché P-gp, nhur ketoconazol (24 bénh nhén) va erythromycin (24
bénh nhan). Thém vao do. mét nghién ciu theo doi khoang QT cing di
duwoe thyre hi¢n trén 30 ngeoi tinh nguyen.

Trong cée the nghiém lin shog ¢6 kién soat s dung lieu khuyén cio 20
mg | lan'ngay, dir liéu ve tinh an toan trén hé thin kinh trung rong cua
bilastin twomg dwong voi gia duoe va bosudl ghi nhén tinh trang budn nga
khong co khac bigt co ¥ nghia thong ké so vai gia duge. Che thir nghiém
lam sang cho thiy sir dung bilastin voi licu 40 mg 1 Lin‘ugay khing anl
hucmig deén trang thai tam than viin dong ciing nhir kha ndng i xe doe
danh gia thong qua mdt bii Kigm tra lii xe quy chudn,

K.et qua tir cac nghien cir gini dogn 2 va 3 o nguai cao wdi (> 63 (udi) eho
thiy khéng co sy khic bigt vong hgu qua eing nlur tink an todn khi so
sanh voi nhém bénh nhdn tre i hon,

Tinlan todn limsang
Trong nghién cieu K sang 6 Kiém sodt d e em 2 — 11 wdi (bao goin 509
tre em, 260 tre emn sir dyng bilastin 10 mg trong do 58 o emn 2 - =<6 i,
105 tre em & —= 9 tuii, 97 treem ¥ — = 12 tudi vi 249 tré emding gia dirge
trong dd 58 tréem 1 —< 6 tuoi, 93 tre e 6 —<9 i, 96 meemy < 12
tubi) sir dung lidu 10 mg trong 12 win tnh an todn & ubom siec dung
bilastin trimg e nhom sir dyng gin dige vai ty 18 gap phai cic tic dung
khing ineng, mudn tremg img I 5,8% vit B.0%, Ca 2 nhdm déucd s gidm
nhe 14 1@ buén ngit vit on thin trong bang ciiu hoi vhg gife ngi & tré em,
kl!éng 6 syr khvic biét o ¢ nghin théng Inc it 2 nhdm, Gnhdm ir¢ ¢em 2 -
11 w6, khdng eo sirkhie big ding ké vé khod ng QT higuchinh anhdm si
dyng bilnstin 10 my v nhdm sir dyung gin dirge. Bang cfu hoi v chat
Irmg cude song & ré em viém mii df img vi mé day mén tinh cho 1hiy <o
sir gin tng diem so wong 12 tusin mi khang cé s khic bidt ¢é ¢ nghia
thing ke giira 2 nham. Trong thng 309 té em duge nghién e 479 tré em
ed vidm mii dj tmyg v 30 e co mé day mdn tinle 260 e eim sie dung
bilastin trong o6 252 (96,9%) e vidm mii dy img va $ (3,1%) co mé day
min tinh, 249 tré cin sirdung pia dwoc trong dé 227 (91,2%) e viém mii
chivrg va 22 (8.8% ) ¢6 me day min tinh,

PACTINHDUQC BONG HOC

Hilp thu
Sau khi uong, hilastin Iup thu nlanl chéng. néng &5 dinh trong huyét

tromng dat duegre sau ki |.|Lm\\__ 1.3 wiir. Khémg c6 sirtich iy thude. Sinh kha
dung trung bink duimg udng Kloing 6 1%,

Phinbi
Nghign o f1 vies va i vive cho thay bilastin 3 co chii coa P-gp va
OATP. Bilastin Khong la co chat cua chat van chuyeén BCRP vil chit viin
chuyén o than OCT2, OATL vi OAT 3, Diya trén cie nghién G in vitrs,

bilastin dir kién khéng irc ché cic chit van chuyén trong toin hé théng,
bao wam: P-gp, MRP2, BCRP, BSEP, OATPIBI, OATPIB3. OATP2BI,
OAT1, OAT3. OCTL, OCT2 va NTCP. do chi ¢6 nure 43 i ché thip duge
ghi nhan vai P-gp. OATP2B1 va OCT1, vai gidn |G, woc tinh> 300y M.
cap hon rt nhieu s0 vei lmné,dulouhm tinh rmng!luycl tromgC__. Vi

thé, e lwomp tic ndy khdng conhiéu dnh heomgtrén linsing. Tuy nhién,
cang theo ¢ic nghign ciru ndy, kbing 1hé logi i tic dl,mg irc ché cia
bilastin kén cac chat véu chuyén trén nigm mpc rudt {P-gp).
G ligu didu tri. thude gin vol protein huyel luong Khoang 84 - 90%.

Chuyén hda
Trony ciic nghién cim in vwire, bilastin khing cam ung hode we che hogt
tmhcia enzym Y P430,

Thai trir
Trong mgt nghién cwu cdn bang khai dioe thyee hign trén nguii tinh
nguyén khoe tanly sau khi udng liéu drrn"CI myg hilastin gin "C. ean95%
liéu divng duge tim thay trong nuede tién (28.3%) vitrong phin (66,5%)
duréti dang khiong doi, didu ndy cho thiy bilastin chuyén héa khéng déng
ke trong co thi. Thivi gian bén thai & ngwii finh nguyén khie manh khoang
14,5 pio.
Tindi sy tinh
Bilastin biéu hign ma hinh dege ding hoe tuyen tinh twong klwang lidu
nghién cin (5220 mg) vei mirc dé dao déng nho giira cac ca the.
Suythin
Trong nghién ciru o bénh nhin suy thin, AUC, |, trung binh téng tie 737,94
{= 260.8) nge.vml & bénh nhin khong suy thin (GFR: = 80 mlphit/1,73
)} len967.4 (= 140.2) ng.bVind & bénh nhan suy thin nhg (GFR; 50 - 80
mbphat/ 173 wr) 1384.2 (= 263,23) ng bl & benh nhin suy thin trung
Pl (GFR: 30 — < 50 miplan/ 1,73 ). 1708.5 (= 699,0) ng.hmnl & bénh
nhin suy than ndng (GFR: < 30 mlphat/1,73 ooy, thin gizn bin thai trung
binh tweng img 13 9.3 gio (= 2.8): 15,1 gide (= 7.7); 10.5 gio (£2.3). 184
gitr (= 11,4). Bilastin thai trir hoan toan qua than sau 48 - 72 ;.m diing
thudc. Su thay doi vé duge dang hoc I:ho:l[. co anh hieng ro rét tén lim
san dén tinh an loin coa bilastin do nong di trung binh cia thube trong
luyet g & beni nhin suy thin vin atrong khoang didu .
Sty gan

- Khong co dir ligu dlr{n: diug hoc ¢ bénh nhim suy gan. Bilastin khdng

chuyeén héa. Cic két qua nghién ciru mén bénh nhin suy thiin cho thay

thudc chu yeu bit iét qua than, chi Im:mg rat nho duge bii iét qua mj.
Nhimg tlm #6i trong cinre nang gan dw kien anh hueéng rit nho dén dirge
ding hoc cioa bilastin trén lim sing.
Tréent

= Khang co diz liéu sin ¢é v duge déng hoc cia bilastin & thanh thidy nién
{12 17 wdi), ngoni suy vir dir lidn & ngui 1on duge xem lh phil hep cho
bilast.
Dhrgse dimg hoc (e em duge nghién cir trong gial doan 2 pdm 31 e en
4 11 i co viém miti dj img hoae mé day vé can mén tinh, sir dung vign
muplnu tin 10 mg 1 lan/ngiy, Dir lidu phhn tich ndng 46 thude wong
huyit nromg chao thiy s phot nhiém v tude o mé em s dm‘lg lidu 10mg
1 Lan/ngiy teong diromg véi 1iéu 20 mg 1 1An/nghy & ngud lon va thanh
thidumnidn, vai AUC mmg binh kbodang 1014 ng.vml Niikng ket qua iy
phin 1én nim dudi ngweemg an todn dyratrcn e ek i 140 S0t v K
siedung licu 80 mg ! lan'ngdy crugum Iom. Nlimg ket quanay ¢ »ac nhin
Su dung bilastin licw 10 nyg moi ngdy | lan la thich hop cho e em 6 — ||
Lo chn nang = 20 kg,

QUY CACHDONGGOL
HOp 03 vix 10 vidn nan phiin tdn trong migng. Vi ham Al AL
Hop{hs vi s 10 vidn nen phitn the rong migng. Vi bim Al-Al
Hap 10 vi x 10 vidnnen phinén rong midng. Vi bam Al - Al

BADQUAN
Mari kh, diri 30°C, Tranh anb sang.

HANDUNG
36 tling (k& e ngivsanxuds)

TIEU CHUAN CHAT LUOQNG
TCCS.

Co s 4dn sudts
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
Lé B, Dudmg s6 2, KUN Béug An, Bink Dyoug, Viét Nam




